PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

®depepanbHbIf 3aKkoH oT 12 anpens 2010 r. N 61-P3 "O6 o6paleHun nekapcTBEeHHbIX
cpencTtB" (C UIBMEHEHUSIMU U OONOSTHEHUSAMMU)

MpuHaTt MlocypapcTtBeHHon [lymon 24 mapTta 2010 roga
Opo6peH CoBetom Pepgepauunn 31 mapTta 2010 roga

FAPAHT:  Cwm. KoMMeHTapun k HacToswwemy PegepanbHOMY 3aKOHY

Mnasa 1. O6OLWmMe NonoxeHusa

Cratbs 1. [pegMeT perynmpoBaHus HacTtosilero ®egepanbHOro 3akoHa

Unpopmayuss o6 usmeHeHusix: Yacmpb 1 usmeHeHa ¢ 30 sHeaps 2024 e. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cm. npedbidywyto pedakyuro

1. Hactoawwmn ®depepanbHbli 3aKOH perynupyeT OTHOLLUEHWUHA, BO3HMKalOLME B CBA3N C
obpalleHreM - pa3paboTKoW, AOKITMHUYECKUMM UCCNEOBaHUAMMU, KIMHUYECKMMWN UCCREeL0BaHNSIMM,
3KCNepTU3oNn, rocydapCTBEHHOW perucTpaumen B COOTBETCTBUMM C Hactoswum degepanbHbIM
3aKOHOM (ganee - rocyaapCTBEHHast perucTpaumsi) wnu peructpaumen B COOTBETCTBUMM C
MexXayHapoaHbIMU OOroBOpaMn M akTaMu, COCTaBNSAWMMUM NpaBo EBPa3mMNCKOro 9KOHOMUYECKOro
col3a (manee - peructpaumsi), Co cTaHgapTM3auuen U C KOHTPOSiEM Ka4vecTBa, MPOU3BOLACTBOM,
N3roToBMNEHNEM, XpaHeHueM, MepeBo3kon, BBO3OM B Poccuiickyio Pepepaumio, BbIBO3OM U3
Poccuinickon ®depepaumm, peknamon, OTNYCKOM, peanusauuen, nepegaden, MpUMEHEHNEM,
YHUYTOXEHNEM TEKapPCTBEHHbIX CPEACTB.

UHgpopmayusi 06 usameHeHusix:  DeodepasibHbiM 3akoHoM om 25 utoHs 2012 2. N 93-®3 6 yvacmb 2
cmambu 1 Hacmosiwezao ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

2. Hactoawun ®egepanbHbil  3aKOH yCTaHaBnuBaeT MPUOPUTET  OCYLapCTBEHHOIO
perynupoBaHusi ©e3onacHoCcTu, kadecTBa M 3(P(EKTUBHOCTM FEKAPCTBEHHbLIX CPEACTB NpU KX
obpaeHun.

FTAPAHT: CM. KOMMeHTapum k ctaTbe 1 HacTosiero ®enepanbHOro 3akoHa

CraTbsa 2. Chepa npumeHeHus HacTosiwero ®enepanbHOro 3akoHa
Hactoawmn ®egepanbHbll 3aKOH MNPUMEHSIETCA K OTHOLLEHMSIM, BO3HMKAKOLWMM Npwn
obpalleHnn NekapCcTBEHHbIX CPeacTB Ha TeppuTtopun Poccuinckon degepaunn.

FTAPAHT: CM. KOMMeHTapum k ctaTbe 2 HacTosiero ®enepanbHOro 3akoHa

CraTbsa 3. 3akoHogaTenbCcTBO 06 06paLLeHnn NekapCTBEHHbIX CPEACTB

1. 3akoHogaTenbctBo 06 obpalleHnn neKkapCTBEHHbLIX CPEenCTB COCTOMT M3 HACTOSLLEro
depgepanbHOro 3akoHa, Apyrux denepanbHbiX 3aKOHOB W MHbIX HOPMATMBHLIX MPAaBOBLIX aKTOB
Poccuiickon ®egepaunn.

UHbopmauusi 06 usmeHeHusix: Yacmb 1.1 uameHeHa ¢ 1 ceHmsbpsi 2023 e. - ®edeparibHbil
3akoH om 4 asaycma 2023 2. N 428-03
Cwm. npedbidywyto pedakyuro

1.1. 3akoHogaTenbcTBO 06 06palleHNN NTEKAPCTBEHHbIX CPEACTB B OTHOLLUEHUN HOPUANYECKMX
iy M MHAMBMAYyanbHbIX NpegnpuHMMarenen, OCyLeCcTBASALWMX AeATEeNbHOCTb Ha TeppuTopum
MEeXOyHapo4HOro MEeAMLMHCKOrO Knactepa, NpMMeEHSeTCsa C y4eTOM OCOBEHHOCTEN, YCTAaHOBMNEHHbIX
depgepanbHbeiM 3akoHOM 0T 29 uioHa 2015 roga N 160-03 "O mexagyHapogHOM MeAMLUHCKOM
KnacTtepe u BHECEHMM NBMEHEHNI B OTAENbHbIE 3aKOHOAATeNbHble akTbl Poccuinckon degepaunn”.

2. [enctBne Hactosiwero ®eaepanbHOro 3akOHa pacnpocTpaHseTcss Ha obpalleHue
HapPKOTUYECKMUX NEKAPCTBEHHbIX CPEACTB M MCUXOTPOMHbIX JIEKAPCTBEHHbIX CPEACTB C Yy4eToM
0COBEHHOCTEN, YCTAHOBIMEHHbIX 3akoHogaTtenbcTBoM Poccunckon ®defepaumm O HaPKOTUYECKMX
cpefcTBax, NCUXOTPOMHbIX BeLecTBax n 06 nx npekypcopax.

3. [enctBne Hactosiwero ®PepepanbHOro 3akoHa pacnpoCcTpaHaeTcd Ha obpauweHue
pagmodapMaLeBTUYECKMX JIEKAPCTBEHHbIX CPEACTB C Yy4eTOM OCOGEHHOCTEN, YCTaHOBIIEHHbIX
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3akoHogaTensctBoMm  Poccunckon  Pepgepaumm B obnactm obecneveHuss  pagvMauMOHHOM
Oe3onacHoCTH.

UHpopmayuss o6 usmeHeHusix:. Yacmpb 4 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

4. Ecnn MexayHapodHbim goroBopom Poccunckon degepauun, MexgyHapogHbIMU
[OroBopamMn M akTamu, COCTaBMSKOWMMKM NpaBo EBpasMMCKOro 3KOHOMWYECKOro cok3a (panee -
aKTbl, cocTaBnswowmne npaso Cor3a), yCTaHOBMEHbl WHblE nMpaBwuiia, Yem Te, KOoTopble
npeaycmMoTpeHbl HacToswmm dPegepanbHbiM 3aKOHOM, MPUMEHSAIOTCA MpaBuna MeXayHapoAHOro
[OroBopa, NpaBuna, cogepxalmeca B akTax, cocTaBnswowmnx npaso Cotrosa.

UHbopmayusi 06 usmeHeHusix: Cmambsi 3 OononHeHa yYacmbio 4.1 ¢ 8 Oekabps 2020 e. -
®edeparibHbIl 3akoH om 8 dekabpsi 2020 a. N 429-03

4.1. PelweHnss MexrocygapCTBEHHbIX OpPraHoB, MPUHATbIE HA OCHOBAHWW MOSIOXEHWUN
MexayHapoaHbix gorosopoB Poccuiickon Pepepaumm B UX UCTONKOBAHUKM, MNPOTUBOPEYaLLEM
KoHcTuTtyumnm Poccunckon denepaunn, He nognexar ucrnonHeHuto B Poccuinckon ®eagepaumm. Takoe
npotMBopeyne MoxeT ObiTb YyCTaHOBMNEHO B NoOpsiake, oOnpedeneHHoM  doeaepanbHbIM
KOHCTUTYLIMOHHBIM 32KOHOM.

5. B Poccuickon ®enepaumm B COOTBETCTBUN C MEXAYHAPOOHbIMM JoroBopamu Poccunckon
degepauun 1 (UNM) Ha OCHOBE MpuHUMMA B3aMMHOCTU NPU3HAKOTCA pes3ynbTaTbl KAMHUYECKMX
nccneaoBaHWM NEKapCTBEHHbIX MpenapaToB ANst MeOULWHCKOrO NPUMEHEeHUsi, NpoBeAeHHbIX 3a
npegenamun Tepputopun Poccuinckon deagepauuu.

FTAPAHT: CM. KOMMeHTapum K cTaTbe 3 HacTosilero PenepanbHOro 3akoHa

CraTtbs 4. OCHOBHbIE MOHATUSA, UCNONb3yeMble B HacTosweM deaepanbHOM 3aKoHe

Ona uenen Hactoswero ®denepanbHOro 3akoHa MWCMOMNb3YHTCA Cleaylowme OCHOBHbIE
MOHATUSA:

1) nekapcTBeHHblIe CpeAcTBa - BELLECTBA MM UX KOMOWHAUUK, BCTynawLmne B KOHTAKT C
OpPraHM3MOM YerioBEKa WUSIN KUBOTHOIO, MPOHMKAKOWMNE B OpraHbl, TKaHW OpraHnamMa 4ernoBeka unm
XMBOTHOIO, NPUMEHSsIEMbIE ONs1 NPOMUNAKTUKA, OANArHOCTUKM (33 WUCKIKOYEHWEM BELLECTB MMM KX
KOMOMHaLUWIA, HE KOHTAKTMPYIOLLMX C OPraHn3mMoM YESFIOBEKA UMM XKUBOTHOIO), NeveHmnst 3abonesaHus,
peabvnutaumm, AnNa cCoOXpaHeHus, NpegoTBpaLLeHNss NN nNpepbiBaHMs 6epeMeHHOCTN U NOSyYeHHbIe
M3 KpPOBW, MfasmMbl KPOBW, U3 OpPraHoB, TKaAHEW OpraHuaMa 4YenoBeka WM KMBOTHOrO, pacTEHUN,
MUHEparioB METOAAMWN CUHTE3A UIM C NPUMEHEHNEM Bronormdecknx TexHonormin. K nekapctBeHHbIM
cpeacTBamM OTHOCATCA hapMaLeBTUYECKME CyOCTaHUUN 1 NEKapCTBEHHbIE Npenaparhl;

UHpopmayus 06 usmeHeHusx:  @eodeparsibHbIM 3aKkoHoM om 22 Oekabps 2014 2. N 429-O3 nyHKm
2 cmambu 4 Hacmosuweao PedepasibHO20 3aKOHa U3/I0XeH 8 HOBOU pedaKkyuu, scmynarouwel 8
cuny ¢ 1 urona 2015 e.

Cm. mekem riyHKma 8 rpedbidyuwieli pedakuyuu

2) capmaueBTUYECKasA CyOCTaHUMUA - NEKapCTBEHHOE CPeacTBO B BWAe OOHOIO WM
HecKonbkux obnagawowmx dapMaKkonorMyeckor aKkTUBHOCTbIO —[EeNCTBYIOLNX BELLeCTB BHe
3aBUCMMOCTU OT TNPUPOAbl NPOUCXOXKAEHWUS, KOTOpOoe MpedHasHa4YeHo [Ans Mpov3BoACTBa,
N3roTOBNEHUs NekapCTBEHHbIX NpenapaToB 1 onpeaensieT ux adeEKTUBHOCTD;

3) BcnomoraTenbHble BelecTBa - BellecTBa HEOPraHW4eckoro WM OpraHUYeckoro
NPOUCXOXAEHMUS, MCMONb3yemMble B MNpouecce MPOM3BOACTBA, W3rOTOBMEHUS NEeKapCTBEHHbIX
npenapaTtoB ANsi NpuaaHUs UM HeO0BXoAUMbIX (PU3UKO-XUMUYECKNX CBOWCTB;

4) nekapcTBeHHble npenapaTthbl - eKapCTBEHHbIE CpeacTBa B BUAE NEKAPCTBEHHbLIX OpM,
npuMeHsieMble Ans NPOMWUNaKTUKK, AWMArHOCTMKM, rneveHus 3abornesaHusi, peabwnuTtauuun, Ons
COXpaHeHUs1, NpeaoTBpaLLeHUs UK NpepbiBaHus GepeMeHHOCTH;

5) nekapcTBeHHas ¢opma - COCTOSIHME eKapCTBEHHOro npernaparta, COOTBETCTByLlEe
cnocobam ero BBeAeHNA U NpUMEHEHUSI U obecneunBatoLLee JOCTUXKEHNE HEOBXOAUMOro NeYebHOro

addeKTa;

UHpopmayus o6 usmeHeHusx: @DedepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
cmambs 4 Hacmosiue2o ®edeparnibHO20 3aKoHa O0MoJsIHeHa nyHKMom 5.1, ecmynarouum 8 cusy ¢
1 uronsa 2015 e.

5.1) po3uvpoBKa - coaepXaHWe OJHOr0 WM HECKONbKUX OEWCTBYIOLIMX BELWECTB B
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KONMMYECTBEHHOM BbIP@XEHUN Ha efuHUUY [03bl, UM eguHudy obbema, UM eguHuuly Macchl B
COOTBETCTBUU C JleKapCTBEHHOW opMor Nnbo Ans HEKOTOpbIX BUMAOB NEKapCTBEHHbIX (OOPM
KONMM4YeCTBO BbICBOOOXAAeMOro M3 nekapcTBeHHON (PopMbl AEVCTBYOLLEro BelecTBa 3a eavHULYy
BPEMEHM;

UHbopmayusi 06 usmeHeHusix:  [TyHkm 6 uameHeH ¢ 13 utonsi 2020 e. - @edeparibHbIU 3aKOH om
13 uronss 2020 2. N 206-03
Cwm. npedbidywyto pedakyuro

6) nepevyeHb XU3HEHHO HeoOXOAMMbBLIX U BaXXHEWLWUMX JIeKapPCTBEHHbLIX MpenaparoB -
yTBepxaaembln NpasButensctBoM Poccurckon degepaummn nepeyeHb NeKapCTBEHHbIX NpenapaTtoB
ANA MeaNUMHCKOro npMMeHeHus, obecnedmBaroLmx NpMopuTeTHbIE NOTPEBHOCTM 34paBOOXpaHEHUS
B Uenax npodunaktukm n nedyeHus 3abonesaHui, B TOM 4ucne npeobnagawowimx B CTPYKType
3aboneBaemocTu B Poccuinckon egepaunm;

UHopmauus o6 usmeHeHusix:  [lyHkm 6.1 usmeHeH ¢ 30 siHeaps 2024 e. - ®edeparibHbil 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. rpedbidywyro pedakuuro

6.1) opdaHHble rnekapcTBeHHble nMnpenapaTtbl - JIEKAPCTBEHHbIE  nNpenapaTbl,
npegHasHa4YeHHble UCKITHOUYUTESTBHO ans ANarHoCTUKH, 3TMonaToreHeTU4ecKoro unu
NaToOreHeTUYECKOro seyvYeHns (neyYeHusi, HamnpaBfieHHOrO0 Ha MexaHu3M pasBuTUS 3aboneBaHus)
penkux (opdaHHbIX) 3abonesaHui;

UHpopmayus 06 UsMeHeHUsIX: lyHKkm 6.2 usmeHeH ¢ 1 anpens 2024 e. - ®edepasibHbIl 3aKOH 0m
4 aszycma 2023 e. N 466-®3
Cwm. npedbidywyro pedakyuro

6.2) Owuonornyeckue reKapCTBeHHble nMpenapatbl - JleKapCTBEHHbIE npenaparhbl,
OencTeyloLLee BELEeCTBO KOTOPbIX NPON3BEAEHO UMK BbIAENEHO U3 BUONOrMYEeCcKoro NCTOMHUKA 1 Ans
onpefeneHns CBOWCTB W KayecTBa KOTOpPbIX HeobxoguMma KOMOWHauus Ouonormyeckux u
dU3nKo-xmmmyeckux MetogoB. K 6Guonormdeckum neKkapCTBEHHbIM nNpenapatam  OTHOCATCS
nMMyHOBMOnorMyeckme nekapcTBeHHble npenapaThbl, JleKapCTBEHHble npenapaTbl, NoflydYeHHble U3
KpOBKM, MnasMbl KPOBW YerioBeka W  XKMBOTHbIX (3@  WCKMAOYEHWEM  LieNbHOW  KPOBW),
OMoTEXHONOIMYeCKne  fnekapcTBeHHble  npenapartbl, reHoTepaneBTUYECKMe  JleKapCTBEHHbIe
npenapartbl, IeKapCTBEHHbIE NpenapaTbl Ha OCHOBE COMATUYECKUX KNETOK;

UHbopmauusi 06 usmeHeHusix: Cmambsi 4 OononHeHa ryHkmom 6.3 ¢ 30 sAHeapsi 2024 e. -
®edeparibHbIl 3akoH om 30 ssHeapsi 2024 2. N 1-©3

6.3) BbICOKOTEXHOJIOTMYHbLIA FNeKapCTBEeHHbIA npenapaTr - reHoTepaneBTUYECKUN
NeKapCTBEHHbIM MNpenapaT Anst MeOUUMHCKOrO MNPUMEHEHMUS, WM NEKAPCTBEHHbLIN npenapaTt Ha
OCHOBE COMAaTMYECKMX KINETOK AN  MEAMUMHCKOTO MPUMEHEHUS, WU TKAHEUHXXEHEPHbIN
nekapCcTBEHHbIV Npenapart (npenapaTt TKAHEBOW NHXeHepUn);

UHpopmayus 06 usmeHeHusx:  @eodeparsibHbIM 3aKkoHoOM om 22 Oekabpsi 2014 2. N 429-O3 nyHKm
7 cmambu 4 Hacmosiwezao ®edepasibHO20 3aKOHa U3JIOXEH 8 HOBOoU pedakuyuu, ecmynarouwel 8
cuny ¢ 1 urona 2015 e.

Cm. mekecm riyHKma 8 rpedbidyuwieli pedakuyuu

7) MMMyHOGOMonornyeckue rekapcTBeHHble MpenapaTbl - NeKapCTBEHHble Mnpenaparb,
npegHasHavyeHHble Ans opMMPOBaHUS akTUBHOIO UM NAacCUBHOTO MMMyHUTETa NGO AMarHOCTUKM
HanMMuns  UMMyHUTETA WNU  AWarHOCTMKM  crneuuduyeckoro  NpUOBPETEHHOro  U3MeHEeHUs
UMMYHOMOrM4Yeckoro oTBeTa Ha anneprusvpytowme Bewectsa. K nmmyHobuonornyeckum
nekapCcTBEHHbIM  npenapaTtamM OTHOCATCA  BaKUWHbI, @HATOKCWUHbI, TOKCWHbI,  CbIBOPOTKM,
UMMYHOrnoGynyHbI U annepreHxsbl;

UHopopmayusi 06 u3ameHeHusix: DedepasibHbIM 3akoHOM om 22 Oekabpss 2014 2. N 429-03
cmamesi 4 Hacmosuwe2o PedepasibHo20 3aKoHa Q0MoSTHeHa rnyHKmMom 7.1, ecmynarowum 8 cusy ¢
1 urons 2015 a.

7.1) GmuoTtexHonorM4yeckme rieKapcTBeHHble Mnpenapartbl - flIeKapCTBEHHbIE npenaparhbl,
NpPOM3BOACTBO KOTOPbIX OCYLLECTBNSAETCA C MCMOSfb30BaHNMEM OMOTEXHONOIMYECKUX MNPOLECCOB U
metogoB (B ToM uncrie [OHK-pekoMOGUHAHTHOM TEXHOMOorMM, TEXHONOrMU KOHTPONMpPyeMOW
3KCMpeccun reHoB, KOAMPYHLMX BUONormyeckn akTuBHble Oenku B npokapuoTax M aykapuoTax,
BKITHO4As U3MEHEHHbIE KIETKN MIIEKONUTAaLWMX), rMépuaoMHOro Metoga u MeToga MOHOKIOHAMbHbIX

05.11.2024 Cucrema TAPAHT 3


https://internet.garant.ru/document/redirect/74369768/21
https://internet.garant.ru/document/redirect/5756200/1111
https://internet.garant.ru/document/redirect/408457419/1031
https://internet.garant.ru/document/redirect/407484125/1
https://internet.garant.ru/document/redirect/408457419/1032
https://internet.garant.ru/document/redirect/70826338/114
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/70826338/115
https://internet.garant.ru/document/redirect/70826338/41

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

aHTuTen;

UHgpopmayusi 06 u3ameHeHusix: DedepasibHbIM 3aKkoHOM om 22 Oekabpss 2014 2. N 429-03
cmambs 4 Hacmosiuje2o ®edeparibHO20 3aKOHa OOMOJIHEHa MyHKMOM 7.2, cmyrnarouum 8 cusly ¢
1 uronsa 2015 e.

7.2) reHoTepaneBTUYECKME NEKapCTBEHHble Mpenapartbl - JIEKAPCTBEHHbIE MNpenaparhbl,
dapmaLieBTMyeCkas CybCTaHUMSA KOTOPbIX SIBMSETCS PEKOMOMHAHTHOW HYKIEMHOBOW KUCIIOTOW Unu
BKMoYaeT B cebA pPEeKOMOMHAHTHYK HYKINEWHOBYK KWMCMNOTY, MO3BONSIOLLYIO OCYLLUECTBNATb
perynuposaHue, penapauuio, 3aMeHy, pobaBneHue nnu yoaneHue reHeTn4eckon
nocnegoBaTenbHOCTY;

8) HapkoTu4yecKue JeKapCTBeHHble cpeacTBa - JIeKapCTBEHHble npenapatbl W
dapmaueBTMyeckMe cybcTaHumK, codepXawme HapKkoTUYeckne CpeacTBa W BKAOYEHHblE B
[MepeyeHb HapKOTUYECKUX CPeacTB, MCUXOTPOMHLIX BELLEeCTB U WX MPEeKypcopoB, nognexalumx
KoHTponto B Poccuinickon ®Pegepauuun, B COOTBETCTBUM C 3aKoHOOATENbCTBOM Poccuinckon
depgepauun, MexgyHapodHelMu gorosopamun Poccuiickon ®epepaumn, B TOM uucne EpvHon
KOHBEHLIMEN O HapKoTU4ecknx cpeacteax 1961 roaa;

9) ncuxoTponHble rieKapCTBEeHHble CpeacTBa - JlekapCTBEHHble npenapatbl U
dapmaueBTMyeckme cybCcTaHuuMK, coaepXalime MCUXOTPONHble BeLleCcTBa WM BKMNIOYEHHbIE B
[MepeyeHb HapPKOTUYECKUX CPencTB, MCUXOTPOMHLIX BELLECTB U WX MPEKYpPCOpOB, nognexalimx
KoHTponto B Poccuickon ®degepaumm, B COOTBETCTBUM C  3aKOHOOATenbCTBOM Poccuiickon
depgepaunn, mexagyHapodHbeiMu gorosopamn Poccunckon depepaumm, B TOM yncne KoHBeHUuen o
NcMXOTPOMNHbIX BewecTtBax 1971 roaa;

10) paguodapmaueBTUYECKME JeKapCTBEeHHble CpeacTBa - JIEKApPCTBEHHble CPeAcTBa,
KoTopble cofepXaT B rOTOBOW AN UCMNONb30BaHUA (popme OAWH pauvoHYKNUG, WNU HECKOMNbKO
pagnoHyKNMAoB (paanOaKTUBHbBIX M30TOMOB);

UHpopmauuss 06 usmeHeHusix. Cmambsi 4 dononHeHa nyHkmom 10.1 ¢ 1 mapma 2020 e. -
®edeparibHbIl 3akoH om 27 dekabpsi 2019 2. N 475-®3

10.1) opurMHanbHbLIN NEeKapCTBEHHbIW npenapaT - JIeKapCTBEHHbIN npenapat C HOBbIM
OEencTBYIOLLMM BELLECTBOM, KOTOPbIN MepBbIM 3apernctpuposaH B Poccuiickon ®efepaumm nnu B
WHOCTpPaHHbIX rocygapcTtBax Ha OCHOBaHWM pe3ynbTaToB  AOKMUMHUYECKUX  UCCrefoBaHuin
NneKkapCTBEHHbIX CPEeACTB M KIWMHWYECKUX  MUCCRedoBaHWMKW  JNleKapCTBEHHbIX  npenapaTos,
NOATBEPXKAAKLLNX ero Ka4ecTBo, 3PdPeKTUBHOCTbL U 6e30NacHOCTb;

UHopmauus 06 usmeHeHusix:  [lyHkm 11 uameHeH ¢ 1 mapma 2020 a. - ®edeparibHbIl 3aKOH 0m
27 0ekabps 2019 e. N 475-03
Cwm. npedbidywyro pedakyuro

11) pedepeHTHbIAN reKapCTBEHHLIW Mpenapar - IeKapCTBEHHbIN npenapaT, KoTopbin
ncnonb3yeTcst ANs OUeHKN GUO3KBMBANEHTHOCTM UM TepaneBTUYECKON SKBMBANIEHTHOCTU, KAa4eCcTBa,
apdpekTMBHOCTM 1 Be30MacHOCTM  BOCMPOM3BEOEHHOro  fleKapCTBEHHOro  npenapaTta  unuv
OuoaHanorosoro (6uonogobHOro) nekapcTBeHHoro npenapata (6bwoaHanora). B kadecTBe
pedepeHTHOro nekapCTBEHHOro npenapata Ans  MeOULMHCKOTO MNPUMEHEHUs UCMNOonb3yeTcs
OpPUIVHanbHbIN NEKapCTBEHHbIM NpenapaT nnbo, ecrnv opurMHarnbHbIN NIEKAPCTBEHHbIN Npenapart He
3aperucTpMpoBaH WM He HaxoauTca B obopote B Poccuiickon depgepauum M He HaxoguTcsa B
obopoTe B WHOCTPaHHbIX rOCyAapCTBaX, BOCMNPOWM3BEAEHHbIA FEeKapCTBEHHbIN npenapaTt unu
OGuoaHanorosbii  (6MoNoAoOOHbLIN)  nekapCTBEHHbIM npenapaT  (6uoaHanor), KOTopbi NEpPBbIM
3aperncTpypoBaH M3  uucna  Haxogsawmxca B obopote B Poccunckon  depepaumu,
OMO3KBMBANEHTHOCTb WU  TepaneBTUYECKas 3KBMBANIEHTHOCTb, Ka4yecTBO, 3(PEPEKTUBHOCTb MU
6e30nacHOCTb KOTOPOr0 OLEHMBaNUCb MO OTHOLIEHWIO K OpUrMHaNbHOMY rfleKapCTBEHHOMY
npenapaty, a Takke KayecTBO, 3(PPEKTMBHOCTL W 6Ge30MacHOCTb KOTOPOro MNoATBEPXAATCA
pe3ynbTatamu hbapMakoHaasopa v NpoBepoK COOTBETCTBUS NeKapCTBEHHbIX CPeaCcTB, HaXOAALMNXCA
B rpaxxgaHckom obopoTe, ycTaHOBMNEHHbIM TpeboBaHUAM K UX KavecTBy. B kayecTBe pedpepeHTHOro
nekapCcTBEHHOro npenapata And BeTepMHApHOro MNPUMEHEHUA WCMNOMb3yeTcs JeKapCTBEHHbIN
npenapart And BeTepUHAPHOro NPUMEHEHMUs], 3aperncTpupoBaHHbii B Poccuiickon degepaumm Ha
OCHOBaHWUM Pe3ynbTaToB AOKIMHUYECKUX UCCNEeAOBaHUN NeKapCTBEHHbIX CPeacTB U KITMHUYECKUX
nccneaoBaHUn NeKkapCTBEHHbIX MpenapaTtoB, MOATBEPXAALWMX ero KavyecTBo, 3(PPeKTUBHOCTb U
©e3onacHOCTb;

UHdopmayus 06 usmeHeHusx:  [lyHkm 12 usameHeH ¢ 1 mapma 2020 a. - ®edeparibHbIl 3aKOH 0m
27 Oekabps 2019 a. N 475-®3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

12) BocnpousBeAeHHbIM JeKapCTBEHHbIM MNpenapaTr - MEeKapCTBEHHbIN npenapat Ans
MEeOMLMHCKOrO MNPUMEHEHUS, KOTOPbIM WMEEeT SKBUBANEHTHbIM pedepeHTHOMY neKkapCTBEHHOMY
npenapaty KayecTBEHHbI COCTaB W KONMWYECTBEHHbIN COCTaB [EWCTBYHOLUMX BeELLECTB B
3KBMBANEHTHOM neKapCTBEHHOW opme, NnbBO neKapCTBEHHbI MNpenapaT O BeTEepPUHAPHOro
NPUMEHEHUS, KOTOPbIA MMEET TakMe Xe, 4YTO U pedepeHTHbI feKapCTBEHHbIA npenapar,
KayeCTBEHHbI COCTaB M KOMWYECTBEHHbLIN COCTaB [dEWCTBYIOLUUMX BeLLeCTB B TaKoW xe
nekapctBeHHon popme, GUOIKBMBANEHTHOCTb WM TepaneBTUYEeCKas 3IKBUBANIEHTHOCTb KOTOPbIX
COOTBETCTBYIOLLIEMY pedepeHTHOMY nekapcTBeHHOMY npenapary noaTeepxaeHa
COOTBETCTBYIOLLNMU UCCIIeLOBaAHUAMM;

UHpopmauus 06 usmererusix:  [lyHkm 12.1 usmeHeH ¢ 1 mapma 2020 e. - ®edeparibHbil 3aKOH
om 27 Oekabps 2019 e. N 475-®3
Cwm. npedbidywyro pedakyuro

12.1) TepaneBTUYECKasA 3KBMBANEHTHOCTb JIeKapPCTBEHHbIX MpenapaToB - OOCTUXEHWe
KMMHUYECKN COMOCTaBMMbIX TepaneBTMdeckoro adpcbekta M nokasaTene 3dEeKTUBHOCTU U
6e3onacHOCTM Npu NPUMEHEHUM NEeKapCTBEHHbIX MpenapaTtoB AN MEAVMUMHCKOrO MpUMEHEHUS,
UMELWNX OOHO MeXayHapoOHOoe HenaTeHTOBaHHOe (MNM XUMWYEcKoe, MIU TPynnUpPOBOYHOE)
HavMeHOoBaHWe, B 3KBMBANEHTHbIX 403UPOBKaX MO OAHUM U TEM Ke MOoKa3aHWUsM K NPUMEHEHNIO U MpK
OOWHaKOBOM criocobe BBeAEHMS Y OAHON 1 TOW Xe rpynnbl O0MbHbIX;

UHpopmayuss 06 usmeHeHusix: ®PedepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 4 Hacmosuwie2o ®edeparsibHO20 3aKoHa O0rofIHeHa rnyHKmMom 12.2, ecmynarouum 6 cusy ¢
1 urons 2015 a.

12.2) OmnoaHanoroBbin (6MONOAOOHLIN) reKapCTBEHHbIM npenapaT (6buoaHanor) -
Ononornyecknin NekapCcTBEHHbIM Mpenapart, CXOXWi No napameTpam kadecTtBa, 3PEEKTUBHOCTU U
6e3onacHOCT C pedepeHTHbIM BUONOrMYecknM nekapcTBEHHbIM MNpenapaTtoM B TaKoW Xe
nekapcTBeHHOW (hopMe N UMEOLNIA MOAEHTUYHbBIN cnocod BBeAEHMS;

UHopmayuss o6 usmeHeHusix: ®DedepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 4 Hacmoswez2o ®edeparibHO20 3aKoHa OoriofiHeHa rnyHKmMom 12.3, ecmynarouum 8 cusy ¢
1 urons 2015 e.

12.3) B3auMmMoO3aMeHSsieMblA JIeKapCTBEeHHbIA NpenapaT - JIeKapCTBEHHbIA npenapar C
OOKa3aHHOW TepaneBTUYECKOW SKBUBANEHTHOCTbIO WU OMO3KBUMBANEHTHOCTbIO B  OTHOLLEHWUN
pedepeHTHOro nekapcTBEHHOro npenapara, UMeIoLLMIA 3KBUBANeHTHbIe eMY Ka4eCTBEHHbIA COCTaB U
KONMUYECTBEHHbIA  COCTaB  AEWCTBYHOLUUX  BeLllecTB, COCTaB BCroOMoraTesibHbIX  BeLLEeCTB,
nekapcTBEHHY oopmy M cnocob BBeAEHUS;

UHopmauusi 06 usmeHeHusix. Cmambsi 4 dononHeHa nyHkmom 12.4 ¢ 1 mapma 2020 e. -
®edeparbHbIl 3akoH om 27 dekabps 2019 2. N 475-©3

12.4) 6MO3KBMBANEHTHOCTb JIeKapCTBEHHbIX MpenapaTtoB - AOCTWXEHWE COMOCTaBUMbIX
nokasatenen CKOPOCTU BCacCbiBaHWS, CTENEHW TMOCTYMMEeHUa K MeCTy [eWCTBUA WU CKOPOCTU
BblBEEHWS OAHOrO UMY HECKOMbKMX obragaroLmx dpapmakornormyeckon akTMBHOCTLIO AENCTBYHOLLNX
BELLECTB Npu NPUMEHEHNN NeKapCTBEHHbIX NpenapaToB A1 MEOULMHCKOrO NPUMEHEHUS, UMEIOLLNX
OQHO MeXAyHapOoAHOEe HenaTeHTOBaHHOoe (MM XMMUYeckoe, UIu rpynnmMpoBoYHOE) HaMMEHOBaHWe, B
9KBUBANEHTHbIX JO3UPOBKax 1 Npu oUHAKOBOM crocobe BBeaeHWUS;

13) nekapcTBEeHHOE pacTUTENIbHOE CbIPpbe - CBEXWE UIM BbICYLUEHHbIE pacTeHus Nnbo mnx
yacTn, ucCnonb3yemble And NPOM3BOACTBA  NIEKAPCTBEHHbIX CPEACTB  OpraHuM3auusamm -
Npov3BOANTENSIMA  NEKAPCTBEHHbIX CPEACTB WM U3rOTOBIIEHUSA FNEeKapCTBEHHbIX MpenapaTos
anTeyYHbIMW OpraHuM3auusaMKn, BeTEepUMHAPHbIMU anTeYHbIMW OpraHM3aunaMn, WHOUBMAYaNbHbIMU
npeanpuHUMaTENAMN, UMEIOLLMMU NNLIEH3NIO HA (hapMaLEeBTUYECKYIO OeATENbHOCTb;

14) nekapCTBeHHbIW pacTUTeNlbHbIA nNpenapatr - JIeKapCTBEHHbIN  npenapar,
NPOV3BEAEHHBLIN UMNN U3rOTOBIIEHHLI U3 OAHOrO0 BMAA NEKapCTBEHHOro pPacTUTENbHOMO Chipbs UMK
HECKOMbKMX BWAOB Takoro Cbipbs W peanu3yembln B pacdacoBaHHOM Buae BO BTOPUYHOW
(noTpebutenbckon) ynakoBke;

UHopmayust 06 USMEeHeHUSX: ®edeparibHbIM 3aKkoHOM om 22 O0ekabps 2014 e. N 429-®3 nyHkm
156 cmambu 4 Hacmosiwezo PedeparibHO20 3aKOHa U3JI0XKeH 8 HO8OU pedakyuu, ecmyrnarouwel 8
cuny c 1 urons 2015 a.

Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu
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15) romeonaTu4eckuMi rneKapCTBeHHbIA npenapaTr - JEeKapCTBEHHbIN npenapar,
NpoV3BEAEHHbIN UMNN NU3rOTOBIIEHHbIM U3 (dapmaueBTMYecKkon cybcTaHumMm unu dapmMaleBTUYECKNX
cybGcTaHumn B cooTBeTCTBUM € TpeboBaHMsIMKN OOLMX hapmakonerHbiX cTaTeNn K roMeonaTtuyeckum
nekapCcTBeHHbIM Mpenapatam uWnM B COOTBETCTBMM C TpeboBaHuAMKM papmakonen CTpaHbl
Npon3BOANTENSA TAKOro fekapcTBEHHOro npenaparTa,;

UHopmayus o6 usmeHeHusix: @edepasibHbiM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
nyHkm 16 cmambu 4 Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS, 8cmyrnarujue 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm riyHKkma 8 rpedbidyuiel pedakyuu

16) mMexayHapogoHoe HenaTeHTOBaHHOe HaMMEHOBaHMe JNeKapCTBEHHOro cpenctBa -
HaMMEHOBaHWe [EeNCTBYIOLLEro BewecTBa (apmaueBTMYecKon cybcTaHumn, pekoMeHOoBaHHOoe
BcemunpHon opraHmsauunen 3gpaBooxXpaHeHus;

UHpopmayuss 06 usmeHeHusix: DeodepasibHbIM 3aKkoHoOM om 22 Oekabpsi 2014 2. N 429-®3 s
nyHkm 17 cmambu 4 Hacmosiwezo ®edeparibHO20 3aKOHA 8HECEHbI UBMEHEHUS, 8cmyrnaruiue 8
cuny ¢ 1 urona 2015 e.

Cm. mekecm riyHKma 8 rpedbidywieli pedakuyuu

17) ToproBsoe HanMmeHoBaHue JNleKapCTBeHHOro cpeacTBa - HanMeHoBaHue
JIeKapCTBEHHOIo cpeacrtea, rMpuMCBOEHHOE ero pa3pa6OT‘-WIKOM, aepxarenem unnm BliagesrnbuemMm
perncTtpaumMoHHOro ygoctoBepeHua nekapCTtBeHHOro npenapara,

UHpopmayus 06 usmeHeHusx: @edepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-©3
cmamesi 4 Hacmosuwie2o ®edeparsibHO20 3aKoHa OorofiHeHa rnyHkmom 17.1, ecmynarouwum 6 cusy ¢
1 uronsa 2015 e.

17.1) rpynnupoBOYHOE HaMMEHOBaHMe JieKapCTBEHHOro npenapara - HavMeHOBaHue
NeKapCTBEHHOro npenaparta, He UMEIOLLEro MeXayHapOAHOro HernaTeHTOBaHHOrO HauMeHOBaHWS,
UNM KOMOMHALMKN NEKAPCTBEHHBLIX NpenapaToB, UCNONb3yeMoe B Lensx o0beanHeHus Ux B rpynmny
noa eAvHbIM HauMeHOBaHMEM UCXOASA U3 OAMHAKOBOro cocTaBa AeNCTBYHOLLMX BELLECTB;

UHpopmayus 06 usmeHeHusix:  [lyHkm 18 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

18) obwasa dapmakoneMHaa cTtaTbsl - [AOKYMEHT, YTBEPXOEHHbIN YNONHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONHUTENBHOW BlAaCTU U cogepXallun nepeyvyeHb nokasartenen kadecrsa
N (MIM) MeTOAOB KOHTPONSA KayecTBa KOHKPETHOM JieKapCTBEHHOW (OOPMbl, FeKapCTBEHHOMO
pacTUTENbHOrO Cbipbs, BCMNOMOraTesibHbIX BeLeCcTB, ONUCaHUa Ouonormdeckmx, GMoxmmmnyeckux,
MUKPOBMONOrM4eckmx, OU3NKO-XUMUYECKUX, (PU3NYECKUX, XUMUYECKNX U OPYrMX MEeTOOOB aHanu3a
NekapCTBEHHOrO CpeacTBa, a Takke TpeboBaHMA K MCNOMb3yeMblM B LENSX NpoOBeAEHUs LaHHOro
aHanusa peaktvBam, TUTPOBaHHbIM pacTBoOpaMm, NHAMKaToOpaM;

UHpopmauus 06 usmeHeHusix:  [lyHkm 19 uameHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakuuro

19) chapmakonenHasa ctaTbs - AOKYMEHT, YTBEPXKAEHHbIA YNONMHOMOYEHHbIM heaepanbHbIM
OpraHoM WCMOSTHUTENbHON BRacTU U codepXalluMi fnepeyeHb MoKasaTenen KayecTBa U MeTOd0B
KOHTpONSA KayecTBa feKapCTBEHHOr0 CpeAcTBa, fleKapCTBEHHOr0  pPacTUTENbHOMO  ChipbS,
BCNoMOraTenbHbIX BELLECTB;

Hpopmayus 06 usmeHeHusx: @DedepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
cmamesi 4 Hacmosuwiee2o ®edeparsibHO20 3aKoHa OoriofiHeHa ryHkmom 19.1, ecmynarouwum 6 cusy ¢
1 uronsa 2015 e.

19.1) craHpapTHble o6pa3ubl - BellecTBa, MNOCPEACTBOM CPaBHEHUSI C KOTOPbIMU
OCYLLIECTBIAETCA KOHTPOINb KayecTBa WCCrneayemblX eKapCTBEeHHbIX CPEeACTB C  MOMOLLbO
PUBUKO-XUMUYECKUX U BUOMOTMYECKUX METOAOB B LEnsX MOATBEPXKAEeHUS COOTBETCTBUS
NeKapCTBEHHbIX CpeacTB TpebOoBaHMSIM HOPMATUBHOM  [OOKYMEHTaUuuW, YCTaHOBIEHHbIM Mpu
OCYLLIECTBEHUN TFOCYLAPCTBEHHON perncTpaumn, K KOTopble MNPUMEHSOTCA Ans  Kanubposku
cTaHAapTHbIX 06pasLoB MPOU3BOAUTENS NeKapCTBEHHbIX CPEACTB, MCMOMb3yeMblX AN KOHTPONs
KayecTBa U UHbIX Lierei npy obpalleHnmn rnekapcTBEHHbIX CPEACTB;

UHopmayusi 06 usmeHeHusix: @DedeparibHbIM 3akoHoM om 22 Oekabpsi 2014 2. N 429-03
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cmamesi 4 Hacmosuwie2o ®edeparibHO20 3aKoHa OorofHeHa rnyHKmom 19.2, ecmynarouum 6 cusy ¢
1 urons 2015 e.

19.2) cpapmakonenHbIM CTaHOAAPTHbIN OGpas3eL, - CTaH4apTHLIN 06paseL, NPOM3BELEHHbIN B
COOTBETCTBMU C hapmMaKkonenHom CcTaTbeun;

20) HopmaTMBHas OOKYMEHTaLUMA - JOKYMEHT, COAepKalluin nepeyeHb onpenensieMbix rno
pesyrnbTaTaM COOTBETCTBYIOLLIMX SKCMEPTM3 MoKasaTenen kadyecTBa NeKapCTBEHHOro cpenctea ans
MEOMLMHCKOrO MNPUMEHEHMSI, METOAOB KOHTPONA €ero KayecTBa W YCTAHOBMEHHbIA  €ro
npon3BOANTENEM;

21) HOpMaTUBHbLIA AOOKYMEHT - [JOKYMEHT, coAepXallmi nepedvyeHb onpenensemblix Mo
pesynbTaTaM COOTBETCTBYHLUMX IKCNEPTU3 nokasatenem kavyectsa v (MnM) MeTOOOB KOHTPOMs
KayecTBa nekapCcTBEHHON dopmbil, onncaHus ovnonornyeckux, OUOXMMUYECKMX,
MUKPOOMOMNOrNYECcKnX, (PU3NKO-XUMNYECKUX, (PUBNYECKUX, XUMUYECKMX U OPYrMX METOLOB aHanusa
neKkapCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NMPUMEHEHUs, TPEOOBaHUA K UCMONb3yeMbIM B LIENsSX
npoBedeHNs [aHHOro adHanus3a peakTuBam, TUTPOBaHHbIM pacTBopaMm, WHAMKATOpam U
YCTa@HOBIIEHHbIN €ro NPoN3BOANTENEM;

UHpopmayus 06 usmeHeHusix: ®PedepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 4 Hacmosuwie2o ®edeparsibHO20 3aKoHa OoriofiHeHa rnyHkmom 21.1, ecmynarouwum 6 cusy ¢
1 urons 2015 e.

21.1) o6GWMNA TEXHNYECKUA AOKYMEHT - KOMMIEKT AOKYMEHTOB M MaTepuanoB, COCTOSILLUN
M3 HEeCKONbKUX pasgenoB - [OOKYMEHTauuuM aMUHUCTPATMBHOIO XapakTtepa, XWMUYEeCKOW,
dapMaLeBTMHECKON M OUOMOrMYEeckon AOKYMeHTauuu, ¢apMakosiorm4yeckom, TOKCUKOMOrMYEeCKOn
OOKYMEHTaLMK, KIMHUYECKON OOKYMEHTauuMuM 1M npeacraBnaemMbli O4HOBPEMEHHO C 3asiBNIEHWEM O
rocy4apCTBEHHOW perncTpauum nekapCTBEHHOro npenaparta Ans MeAMUMHCKOro NpUMEHEeHWs B
dopmaTe, yCTaHOBIEHHOM YNONHOMOYEHHbIM dpefeparbHbIM OPraHoOM UCMONHUTESNBLHOW BNAcTy;

22) Ka4yecTBO JeKapCTBEHHOro cpeacTBa - COOTBETCTBME fEeKapCTBEHHOro cpeactesa
TpeboBaHMAM hapmakonenHon ctatbh NMBo B Criyyae ee OTCYTCTBMS HOPMATUBHOW OOKyMEHTauum
UM HOPMAaTUBHOIO AOKYMEHTA;

23) 0e30MacHOCTb JeKapCTBEHHOro cpeAacTBa - XapakKTepuUCcTUKa JeKapCTBEHHOro
cpefcTtBa, OCHOBaHHasi Ha CpaBHUTENIBHOM aHanmse ero 3MEKTMBHOCTM U pucKa NPUYNHEHUS
Bpeaa 340pOoBbio;

24) 3pheKTUBHOCTL FNEeKapCTBEHHOro npenapata - XapakKTepucTuka CTeneHu
NMOMNOXUTENbHOrO  BIUAHWSA  NIEKApPCTBEHHOrO npenapata Ha TeyeHue, MNpOoOOSPKUTENBHOCTb
3aboneBaHna unu ero npegoTeBpalleHve, peabunuTauunio, Ha COXpaHeHwe, NpedoTBpaLleHne unu
npepbiBaHne 6epeMeHHOCTY;

25) cepus neKapCTBEHHOro cpeacTBa - KOMUYECTBO JleKApCTBEHHOrO CpeacTsa,
npounsBedeHHOe B pesynbTaTte OAHOro TEXHOIOMMYECKOro Lukna ero nponssoanTenem,;

UHpopmauus 06 usmeHeHusix:  [lyHkm 26 usmeHeH ¢ 1 asHeaps 2025 a. - ®edeparibHbIlU 3aKOH O0m
30 sHeapst 2024 2. N 1-®3
Cwm. 6yOywiyto pedaKyuro

26) perncrtpaumMoHHoe ynoctoBepeHue JieKapCTBeHHOro npenapata - [OOKYMEHT,
I'IO,EI,TBep)KLI,alOLLI,VII;I (baKT Focyﬂ,apCTBeHHOVI perncTpaunn neKkapCTtBeHHOro rnpenaparta,

UHpopmayuss 06 usmeHeHusx: @DedepasribHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
cmambs 4 Hacmosiwez2o PedeparibHO20 3aKoHa 00rosIHeHa ryHKkmom 26.1, ecmynarouwum 8 cursly ¢
1 urons 2015 e.

26.1) pepxatenb unuv Bnageney perMcTpaumMoOHHOro yAOCTOBEPEHUA NIeKapCTBEHHOro
npenapara - pa3paboTymk nekapCTBEHHOro CpeacTBa, NPOM3BOAUTENb NEKAPCTBEHHbLIX CPEACTB UMK
WHOe topuaundeckoe nuuo, obnagatoliee NpaBoM BNageHWUst PErMCTPaLUMOHHBIM YOOCTOBEPEHUEM,
KOTOpble HecyT OTBETCTBEHHOCTb 3a KayecTBO, 3P(EKTUBHOCTb M 0Ee30MacHOCTb feKapCTBEHHOMO
npenaparTa;

UHpopmayus 06 usmeHeHusix:  [lyHkm 27 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparsibHbIlU 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

27) perucTtpauMoHHbIM HOMep - KOAoBOe 06O3HaveHMe, NMPUCBOEHHOE feKapCTBEHHOMY
npenapaTy npv ero rocyaapCcTBEHHOW perncTpaunm unm permctpauum;

UHpopmayus 06 usmeHeHusix:  [lyHkm 28 uameHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH
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om 30 sHeaps 2024 2. N 1-©3
Cwm. npedbidywyto pedakyuro

28) obpalueHne nekapcTBeHHbIX CpeAcTB - pa3paboTka, AOKMMHUYECKME UCCredoBaHus,
KITMHWYECKNE WCCMeaoBaHNA, 3KCnepTusa, rocyaapCTBEHHAd perucTpauus wunu  peruncrpaums,
cTaHdapTU3auus U KOHTPOISb KaydecTea, NPOM3BOACTBO, M3rOTOBIIEHME, XPAHEHNE, NEpPEBO3Ka, BBO3 B
Poccuiickyto depepauuto, BbIBO3 K3 Poccuinickon depepaunn, peknama, OTMAYCK, peanusauud,
nepegaya, NpUMMEHeHNe, YHUYTOXEHNE NEKapCTBEHHbIX CPEACTB;

29) cybbeKkTbl obpalieHus nekapcTBeHHbIX CpeacTB - M3nveckme nuua, B TOM 4ucne
nHOMBMAYanbHbIE NPeAnpUHUMATENN, U KOPUAMYECKME NULA, OCYLLECTBAOWME AEATENbHOCTb MNpu
o0palleHnM NekapCTBEHHbIX CPEACTB;

UHpopmayus o6 usmeHeHusix: DeodepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 s
nyHkm 30 cmambu 4 Hacmosiwezo ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS], 8cmyrnaruiue 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm riyHKkma 8 rpeobidyujed pedakyuu

30) pa3paboTymK nekapcTBEHHOro cpeacTBa - opraHusauusa, obnajatwowaa npasamMu Ha
pe3ynbTaTbl JOKIMHUYECKUX UCCNeL0oBaHNA NEKapCTBEHHOrO CpeacTBa, KINMHUYECKUX MCCneaoBaHUm
nekapCTBEHHOro npenapaTta U (Mnn) Ha TEXHOMNOMMI0 NPON3BOACTBA NNIEKAPCTBEHHOIO CPeacTBa;

31) npou3BOACTBO JIEKAPCTBEHHbIX CPEeACTB - [eATeNbHOCTb MO NpPOU3BOACTBY
NeKapCTBEHHbIX CPEACTB OpraHumsauusMu - Npou3BOaUTENSMU JNEKAPCTBEHHbIX CPEACTB Ha O4HOW
CTagun, HECKOSIbKUX WITM BCEX CTagusiX TEXHOSIOrMYEecKoro npoLuecca, a Takke MO XPaHEeHU u
peanu3aumm Npon3BeaeHHbIX TEKAPCTBEHHbIX CPEACTB;

UHpopmayuss 06 usmeHeHusix: ®edepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 4 Hacmosuwe2o ®edeparibHO20 3aKoHa OoriofiHeHa rnyHkmom 31.1, ecmynarowum 6 cusy ¢
1 urons 2015 e.

31.1) npom3BoACTBEHHasA nnowagka - TeppuTopuanibHO 0OO0COBMEHHBLIN  KOMMIIEKC
NPOU3BOAUTENSA NEKAPCTBEHHbIX CPEACTB, MpedHa3Ha4YeHHbI AN BbLIMOMHEHMS BCEro npouecca
NpPoOn3BOACTBA JIEKAaPCTBEHHbLIX CPEACTB MIN Er0 ONpeaesieHHON CTaguu;

32) npousBoauTenb JieKapPCTBEHHbIX CPeAcTB - OpraHuM3auus, OCyLlecTBRswoLas
NpovM3BOACTBO JEKAPCTBEHHbIX CPeACTB B COOTBETCTBUM C  TpeboBaHMAMM  HACTOALLEro
denepanbHOro 3akoHa;

UHpopmauusi 06 usmereHusix:  [lyHkm 33 usmereH ¢ 3 anpens 2020 e. - ®edeparibHbIl 3aKOH 0m
3 anpens 2020 2. N 105-93
Cwm. npedbidywyro pedakyuro

33) dapmaueBTMYECKAA OeATENbHOCTb - AEATENbHOCTb, BKMoYawLwasi B cebsa onToByto
TOProBMO NEKaApCTBEHHbIMU CpeAcTBaMM, UX XpaHeHWe, NepeBO3KY U (MNKN) PO3HUYHYIO TOProBMtO
nekapcTBeHHbIMWU NpenapatamMu, B TOM 4YUCre AUCTAHUMOHHBIM CMOCODOOM, MX OTMYCK, XpaHeHwue,
nepeBO3KY, N3rOTOBEHME FIEKAPCTBEHHLIX MPENapaTos;

34) opraHusaums ONTOBOW TOProBNIN NEKapCTBEHHbIMM CpeAcTBaMM - OpraHvM3auus,
OCYLLECTBIIAOLAS ONTOBYH TOPrOBMK JIEKAPCTBEHHbIMK CPeACTBaMu, MX XpaHEeHWEe, NepeBO3Ky B
COOTBETCTBMM € TpeboBaHMsIMK HacTosiwero ®egeparnbHOro 3aKoHa;

UHpopmayus 06 usmeHeHusix:  [lyHkm 35 usmeHeH ¢ 3 anpesns 2020 e. - ®edeparibHbIl 3aKOH Om
3 anpensa 2020 e. N 105-03
Cwm. npedbidywyto pedakyuro

35) anTeyHas opraHuM3auuAa - OpraHu3auusi, CTPYKTypHOe noapasgeneHne MeanuUHCKON
OopraHvM3auuun, OCYLLEeCTBIAIOWME PO3HUYHYIO TOPrOBMIO NEeKapCTBEHHbIMW npenapaTtamu, B TOM
yucne AUCTaHUMOHHBIM CNocoboM, XpaHeHue, NepeBO3Ky, M3rOTOBIIEHNE U OTMYCK NeKapCTBEHHbIX
npenapaTtoB AnNd MeOMULMHCKOrO MPUMEHEHUA B COOTBETCTBUM C TpeboBaHUAMWU HACTOALLEro
®epnepanbHOro 3akoHa;

UHpopmauusi 06 usmereHusix:  [lyHkm 36 usmeHeH ¢ 3 anpesnsa 2020 e. - ®edeparibHbIl 3aKOH 0m
3 anpens 2020 2. N 105-®3
Cwm. npedbidywyro pedakyuro

36) BeTepuHapHasi anTe4yHasi opraHu3auUus - opraHu3auusi, CTPYKTypHoe nogpasaereHue
BETEPUHAPHOW  OpraHu3auuM, OCYLLUECTBSIOWMNE  PO3HUYHYID  TOProBMfK  NEKAPCTBEHHbLIMU
npenapatamMv, B TOM 4UCIE AUCTAHUMOHHLIM CMOCOOOM, XpaHEeHWe, W3roTOBIEHME W OTMNyCK
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neKapCTBEHHbIX MpenapaToB A4S BETEPMHAPHOrO NPUMEHEHMS B COOTBETCTBUM C TpeboBaHMsiMK
HacToswero ®efepanbHOro 3akoHa;

37) danbcucdmumpoBaHHoe reKapCTBeHHOE CpPeACTBO - JleKapCTBEHHOE CPencTBoO,
COMpPOBOXAAeMoe JTOXHOW nHdopMaunen o ero coctaee 1 (Unun) NPoON3BOANTENE;

38) HepoOpokayecTBEHHOEe JleKapCTBEHHOE CPeAcTBO - JIEKapCTBEHHOE CPEACTBO, He
COOTBETCTBYIOLLIEE TpeboBaHUAM apmakonenHon ctaTtbM nMbGo B Ccrydae €€ OTCYTCTBUS
TpeboBaHMAM HOPMATUBHOW JOKYMEHTALMW UM HOPMATUBHOIO JOKYMEHTA;

39) kKoHTpadhakTHOe NnekapcTBeHHOe CPeAcTBO - NIeKapCTBEHHOE CPeACTBO, HaxogsLleecs
B 060pOTE C HapyLUEHNEM rpaXaaHCKOro 3akoHo4aTENbCTBA;

40) poOKNUMHUYECKOe WuccrnefoBaHME JeKapCTBEHHOro cpeacTtBa - Ouonornyeckue,
MUKPOOMONornyeckme, MMMyHOSOrM4eckne, ToKkCcMkonormdeckue, dapmakonornyeckme, pusnyeckume,
XUMUYECKME W Opyrve wuccnefoBaHWsA IEKapCTBEHHOro CpeactBa NyTeM MNPUMEHEHUST Hay4HbIX
METOAOB OLIEHOK B LieNdAX MNosfyvyeHust gokasaTenbCcTB 6e30nacHOCTU, KavecTBa M aheKTMBHOCTM
nexkapcTBEHHOro CpeacTBa;

41) KNUHM4YECKOe uccnegoBaHMe  NeKapCTBEHHOro npenapata -  U3ydeHue
ONAarHOCTMYECKNX, nevebHbIX, NpodunakTnieckmx, apMakosiormieckux CBOWCTB JIEKAPCTBEHHOMO
npenaparta B npouecce ero MNPMMEHEHUs1 Yy 4YeroBeKa, >XMBOTHOrO, B TOM 4MCrie MpoLEeccoB
BCacblBaHWUS, pacnpegeneHnsi, N3MEHEHNs 1 BbIBEAEHUSA, NYTEM MPUMEHEHUSA Hay4YHbIX METOO0B
OLEHOK B LUensax nonyYyeHns p[okasatenbcTtB 6e3onacHOCTW, KadectBa W 3apPeKTUBHOCTU
nekapCTBEHHOro npenapara, AaHHbIX O HeXenaTerbHbIX peakumsx opraHMaMa 4YenoBeka, XXMBOTHOMO
Ha MpMMEHEHWEe IneKapCTBEHHOro npenapata M 06 adpdekTe ero B3aMMOOENCTBUS C OPYrumu
nekapcTBeHHbIMU MpenapaTtaMn 1 (Unu) NULLEBLIMU NPOAYyKTaMK1, KOpMaMu;

42) MHOroueHTpPOBOE KIIMHUYECKOE uCccriefoBaHME JieKapCTBEHHOro npenapata Ans
MEeOULMHCKOro MpPUMEHEHUA - KIMHMYECKOe WCCedoBaHue IeKapCTBEHHOro npenapara Aans
MEANLUMNHCKON0 MPUMEHEHUS, NPOBOANMMOE pa3paboTyMKOM NEeKapCTBEHHOro npenapata B ABYX M
bonee MeOMUMHCKMX oOpraHu3aumax no  eAMHOMY MPOTOKOMY  KIMMHWUYECKOro  uUccrenoBaHus
nekapcTBEHHOro npenapara;

43) mexpgyHapogHOe MHOroLEeHTPOBOE KIIMHM4YEeCKOEe uccrieaoBaHUe NeKapCTBEHHOro
npenapata Ans MeAUUMHCKOro MPUMEHEeHUs - KIMHUYECKoe WCCreaoBaHue ekapCTBEHHOro
npenaparta Ans MeOuUMHCKOrO MNPUMEHEHMs, NpoBOAMMOE pa3paboTyMKOM J1IeKapCTBEHHOIO
npenapara B pasnUYHbiX CcTpaHax no eguMHOMY MPOTOKONY KIAMHUYECKOro uccrnegoBaHus
nekapcTBEHHOro npenaparTa;

UHpopmauus 06 usmeHeHusix:  [lyHkm 44 uameHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. rpedbidywyro pedakuuro

44) nocTperucTpauMOHHOe KIIMHUYECKOoe UccrefoBaHWe reKapcTBeHHOro npenaparta
AN MeOULIMHCKOrO NMpUMEHEHUs - KMMHUYECKOe MCcrneaoBaHMe NeKapCTBEHHOro npenapaTa ans
MEAMLMHCKOrO  MPYMEHEHUsi, MPOBOAMMOE  NPOU3BOAMTENEM  ieKapCTBEHHOro npenapaTa,
rpaXkgaHckmin obOopOoT KOTOPOro OCYLLECTBMSIETCS Mocrne rocyAapCTBEHHOW perucTpauumM unm
perucrpaummn, B LEeNnsx OOoMonHUMTENbHOro cbopa AaHHbIX 0 ero 6e3onacHocT U 3PEEKTUBHOCTY,
pacLUMpeHUs NokasaHUi K NPUMEHEHMIO JaHHOIO NEeKapCTBEHHOro npenaparta, a Takke BbiSBIeHUs
HexenaTernbHbIX peakuuii NaunMeHToB Ha ero AenUCTBUE;

UHopopmayusi 06 usMeHeHUsIX: ®edeparnbHbiM 3aKkoHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm
45 cmambu 4 Hacmosiweao PedeparsibHO20 3aKOHa U3/I0XKeH 8 HogoU pedaKkyuu, ecmyrnaruwel 8
cuny c 1 urona 2015 e.

Cm. mekecm riyHKkma 8 rpedbidyued pedakyuu

45) wuccnepoBaHue OGWO3KBMBANEHTHOCTU JleKapCTBEHHOro npenapata - BuAg
KIMUHUYECKOTO MCCreaoBaHNsa NEeKapCTBEHHOIO npenapaTa, NpoBedeHne KOTOPOro OCyLLEeCTBIseTCs
ANA onpefeneHus CKOPOCTM BCacbiBaHWA U BbIBEAEHUS OOHOIO WIM HECKONbKMX obnaaaroLmx
(bapMakonornyeckon akTMBHOCTbIO  OEWCTBYIOLUMX BELUECTB, KONMUYECTBA  JIEKAPCTBEHHOIO
npenapara, OOCTWraloLlero CUCTEMHOTO KPOBOTOKA, M pes3ynbTaTbl KOTOPOro MNo3BONsAlT caenaTb
BblBO O GMO3KBMBANEHTHOCTU BOCMPOM3BEOEHHOrO NeKapCTBEHHOro rnpenaparta B onpeaeneHHbIX
nekapcTBeHHoW ¢opMe M [O03UPOBKE, COOTBETCTBYKOLUMX (hOpME W [03MPOBKE pPedEPEHTHOro
neKkapCcTBEHHOro npenapara;

46) uccnenoBaHue TepaneBTUYECKOW IKBUBANIEHTHOCTU JIeKapCTBEHHbIX NpenapaTos -
BMO  KIMMHWYECKOrO  WUCCNEeAdoBaHWA  NEeKapCTBEHHbIX MpenapaToB, MpPOBEAeHWe  KOTOpOoro
OCYLLIECTBIAETCA ANS BbIABNEHUS OAMHAKOBbLIX CBOWCTB NeKapCTBEHHbIX NpenapaToB onpeaeneHHom
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nekapcTBeHHOM (popMbl, a TakkKe HanmuMuua OfMHAKOBbIX Mnokasatenen 6GesonacHOCTM W
3PPEKTMBHOCTM JIE€KapCTBEHHbIX MpenapaToB, OAWHAKOBLIX KMUHUYECKUX 3PdPEKTOB MNpu  UnX
NpUMeEHeHUu;

47) NpoTOKON KNMMHUYECKOro uccriefoBaHUA feKapcTBEHHOro npenapara - JOKYMEHT, B
KOTOPOM OnpeaensoTcs uenu, opmbl opraHMsauun u MeTodornorns npoBefeHUs KIMHUYEeCKOro
nccregoBaHns, ctaTucTuyeckne metoabl 06paboTky pesynbTaToB Takoro MCCNefoBaHUA U Mepbl No
obecneyeHuto 6Ge3onacHOCTM U3NYECKMX WL, YYacTBYOLMX B KIMHUYECKOM WKCCNeaoBaHUm
nekapcTBeHHOro npenaparTa;

48) Opolwopa wuccnegoBaTenss - CBOOHOE W3MOXEHWE pe3ynbTaToB AOKIUHUYECKOro
nccnefoBaHUA JIEKapCTBEHHONO CpeacTBa W KIMHUMYECKOro UCCrefdoBaHUA  fiekapCTBEHHOro
npenapara ana MeanLmHCKOro npuMeHeHuns;

UHopmauusi 06 usmeHeHusix:  [lyHkm 49 usmeHeH ¢ 1 aHeaps 2025 a. - ®edeparibHbIlU 3aKOH O0m
30 sHeaps 2024 e. N 1-®3
Cwm. 6ydywiyto pedaKkyuro

49) nHcpopMaLUOHHbINA NMUCTOK NMauueHTa - JOKYMEHT, B KOTOPOM coep>KaTcsl B OCTYMHOM
dopmMe cBefeHus, Kacawwmecss MpPOBOAMMOrO KIIMHMYECKOTO MWCCreaoBaHuUs NeKapCTBEHHOMo
npenapara, u B nncbMeHHon hopme 4o6pOBOMBHOE cornacue nauMeHTa Ha y4yactme B KIMHUYECKOM
nccnegoBaHUKM NEeKapCTBEHHOrO npenapaTta nocre 03HAKOMIIEHMSI ¢ OCODEHHOCTSMU KIMHUYECKOro
nccnefoBaHus, MMELWUMIN 3HAYEeHNe ANS BblpaXeHus Takoro cornacus;

50) no6o4yHOe OencTBME - peakums opraHmMama, BO3HMKLIAs B CBSI3M C MPUMEHEHNEM
nekapCTBEHHOro npenapata B [03aX, PEKOMEeHAYEeMbIX B MHCTPYKLUMU MO ero NpUMeHeHuto, Ans
NpodUNakTUKN, AUarHOCTUKK, NeveHns 3abonesanns unu ons peabunuraumm;

UHopmauuss 06 usmeHeHusix: ®DedepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 4 Hacmoswezo ®edeparibHO20 3aKoHa OoriofiHeHa ryHkmom 50.1, ecmynarouwum 6 cusy ¢
1 urons 2015 e.

50.1) HexenaTenbHas peakuus - HenpegHamepeHHas HebnaronpuaTHas peakums
opraHvama, kKotopasi MOXeT OblTb CBSi3aHa C NPpMMEHeHeM NlekapCTBEHHOro npenapara;
51) cepbe3Hasi HexenaTeribHas peakUUA - HeXenaTenbHas peakums opraHuMama,

CBA3aHHadA C TMNMpuUMMEHEHUEM J1eKapCTBEHHOro npenaparta, npueeawasd K CMepTU, BPOXAEHHbIM
aHomanmamMm wuin nopokamMm pasBuTusA nn6o npeacraBndlowas cobowm yrposy Xu3Hu, Tpe6y+0Lu,aﬂ
rocnutanmnsaumn nnn npmeeaLlas K CTONKON yTpaTte prD,OCI'IOCO6HOCTI/I n (VIJ'II/I) MHBaITMAHOCTWH;

UHopmayust 06 USMEeHeHUSX: ®edeparibHbIM 3aKoHOM om 22 O0ekabps 2014 e. N 429-®3 nyHkm
52 cmambu 4 Hacmosiweao PedeparsibHO20 3aKOHa U3JI0XEH 8 HO8OU pedakyuu, ecmynarouwel 8
cuny c¢ 1 urons 2015 e.

Cm. mekcm riyHKkma 8 rpeodbidyued pedakyuu

52) HenpeaBuAeHHasi HexenaTenbHasA peakuusi - HeXernaTernbHasi peakuusi opraHvMama,
KoTopasi CBsi3aHa C MNPUMMEHEHWEeM JEeKapCTBEHHOro MnpenapaTta B [O03ax, PeKOMeHAyeMblX B
NPOTOKOMEe €ero KIWMHWYEeCKOro uccrnenoBaHusl, Gpoluope uccrnegosaTtensl, MNM C MNpPUMeHEHUeM
NeKapcTBEHHOro npenapaTta B [03aX, PEKOMEHOYEMbIX B WMHCTPYKUMM MO €ro NpUMEHEHWUo Ans
NpouNaKkTUkn, AMArHOCTUKK, NeveHns 3aboneBaHus Unv MeguUMHCKON peabunutaumm naymeHTa, u
CYLLHOCTb, TSDKECTb WM MCXOL KOTOpPOW He COOTBEeTCTBYeT MWHopMauuM O neKkapCTBEHHOM
npenapaTte, coepXalwencs B MPOTOKONEe €ero  KIMHMYEeCKoro uccrefoBaHusi, Gpolutope
nccnegosaTens UnuM B UHCTPYKLMM NO NPYMEHEHMI0 NEKAapCTBEHHOrO npenapara;

UHpopmayusi 06 u3ameHeHusix: @DedepasribHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
cmamesi 4 Hacmoswezo ®edeparibHO20 3aKoHa OorofiHeHa rnyHKmMom 52.1, ecmynarouwum 8 cusy ¢
1 urons 2015 e.

52.1) dapmakoHan3op - BuL [OEATENbHOCTU MO  MOHUTOPUHIY 3(PEEKTUBHOCTU U
6e30MacHOCTM  NEeKapCTBEHHbIX MpenapaTtoB, HamnpaBfiE€HHbIW Ha  BbISIBIEHWE, OLEHKY MU
npegoTBpalleHne HexenaTerbHbIX NOCNeACTBUN NPUMEHEHUS NieKapCTBEHHbIX NpenapaTos;

UHpopmayuss 06 usmeHeHusx: DedepasibHbIM 3aKkoOHOM om 22 Oekabps 2014 2. N 429-03
cmamebsi 4 Hacmosiwe2o ®edeparibHO20 3aKoHa O0roIHeHa MyHKMoM 52.2, ecmynarouum 8 cusy ¢
1 urona 2015 e.

52.2) nnaH ynpaBneHuMA puckamm - nogpobHoe onucaHue MeponpuUATUA Mo
drapmMakoHaa30py, HanpaBfeHHbIX Ha BbISBMEHWE, OLEHKY M NpedoTBpalleHMe UM MUHUMU3aLMIO
PUCKOB, CBSI3aHHbLIX C NeKapCTBEHHbIMW MpenapaTamMu, BKMoYas OueHKY 3(EKTUBHOCTU OaHHbIX
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MeponpuaTum;

UHpopmayus 06 usmeHeHusix:  [lyHkm 53 uameHeH ¢ 1 Mmapma 2025 2. - ®edeparibHbIl 3aKOH om
30 dekabpsi 2021 2. N 463-03
Cwm. 6ydywyto pedakyutro
lMyHkm 53 usmeHeH ¢ 13 agaycma 2019 a. - ®edeparibHbil 3akoH om 2 agzycma 2019 e. N 297-03
Cwm. npedbidywyro pedakyuro

FTAPAHT: NonoxeHuss nyHkta 53 cTtatbn 4 (B pepakuum dPepepanbHOro 3akoHa oT 29 umons
2017 r. N 242-9®3) B 4yacTu, KacatoLenca hopM1UpoBaHns U Bblaadyu PeLIenToOB Ha JIeKapCTBEHHbIe
npenapartbl, cogepXallue HasHayeHMe HapKOTUYECKUX CPenCTB WMKN MCUMXOTPOMHLIX BELLECTB, B
dopMe 3MEKTPOHHbIX JOKYMEHTOB, NpuMeHsTca ¢ 1 aHBapsa 2019 T.

53) peuenT Ha neKapCTBEHHbIM npenapaTr - MEOUUMHCKMA OOKYMEHT YCTaHOBIIEHHOW
dopMbl, COAepXallnin Ha3Ha4YeHUe JeKapCTBEHHOro npenapaTta gnsi MeAULUUHCKONO MPUMEHEHUS,
BblAAHHbIA MEANLUMHCKUM pPabOTHMKOM B LENsX OTNyCcka IeKapCTBEHHOro npenapaTta WM ero
N3roTOBMNEHNA U OTNycka Ha OyMaHOM HOCUTESlIE UIM C Cornacusi naumMeHTa UnuM ero 3akOHHOro
npeactaBmTens B oopMe 3NEKTPOHHOrO AOKYMEHTA, NOAMNMCAHHOIO C UCMOSNb30BaHUEM YCUNEHHON
KBaNMMULMPOBAHHOM  3NEeKTPOHHOW  noanucy  MeguuuMHCKoro  paboTHuka, nubo  OOKYyMEHT
YCTaHOBMEHHON (hOPMbI, COAEpXaLLMA HAa3HAYEeHNE NeKapCTBEHHOro npenapaTa Ans BeTepuHapHoro
NPUMEHEHUS, BblAAHHBLIN CneunanucTtom B obnactu BeTepuHapum B Liensx oTnycka fiekapCTBEHHOMO
npenapara unu ero N3rotToBreHns 1 oTnycka Ha ByMaXHOM HocuTene;

UHopmauusi 06 usmeHeHusix:  [lyHkm 54 uameHeH ¢ 1 mapma 2025 a. - ®edeparibHbIl 3aKOH om
30 dexkabps 2021 2. N 463-03
Cm. 6ydywyro pedakyuro

54) TpeboBaHue MeaULMHCKOW OpraHusauuu, BeTepuHapHOW opraHusauum - JOKYMEHT
YCT@HOBIIEHHON (OOPMbl, KOTOPbIA BbINUCAH MEOULMHCKAM pPabOoTHUKOM MAM CcneunanvcTom B
obractu BeTepuHapuu, UMeKLWUMM Ha 3TO NpaBO, W COAEPXKUT B MUCbMEHHOW hopMe ykKasaHue
anTeyHoW opraHusaumMmM WUnuM BeTepuMHapPHOM anTeyHoW opraHu3daumm o6 OTnycke NeKapCTBEHHOro
npenaparta WM O €ero M3rotoeBneHun um o6 otnycke Ans obecneyeHusd nedyebHOro npouecca B
MEeOULIMHCKOW OpraHu3aumm, BEeTEPUHApPHON opraHM3aunu,

UHpopmayuss 06 usmeHeHusix: ®DedepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 4 Hacmosuwie2o ®edeparibHO20 3aKoHa OorosiHeHa rnyHkmom 55, gcmynarowum 6 cusy ¢ 1
urons 2015 e.

55) KOMMMeKcHas OLEHKa JeKapCTBEHHOro MpenapaTta - OLEHKa 3aperMcTpupoBaHHOIO
NekapcTBEHHOro npenapaTta, BkMoyawwas B cebs aHanvM3 MHGPOPMauuM O CPaBHUTENbHOW
KIMUHUYECKoM 3OEKTUBHOCTU U 6E30MacHOCTU NEKapCTBEHHOIO NpenapaTa, OLEHKY 3KOHOMUYECKMX
NnocneacTBuiA  ero  MPUMEHEHUS, M3y4YeHWe  [OMONHUTENbHbIX  MOCNEeACTBUA  NPUMEHEHUS
NeKapcTBEHHOro npenapata B LUEeNsX MpPUHATAS  pelleHMd O BO3MOXHOCTU  BKIIHOYEHMUS
NeKapCcTBEHHOro npenaparta B MNepeyeHb XU3HEHHO HEeOOXOOAUMbIX M BaXKHEWLIMX NeKapCTBEHHbIX
npenapaToB, HOpMaTMBHbIE NPAaBOBbIE aKTbl M MHblE JOKYMEHTbI, Onpeaensowme nopsiaok okasaHus
MEAMLMHCKOM NMOMOLLM, UM UCKITKOYEHUS €70 U3 YKa3aHHbIX NEPEYHs], akTOB U JOKYMEHTOB;

UHopmauuss 06 usmeHeHusix: Cmambsi 4 OorioniHeHa myHKmom 56 ¢ 1 sgHeapss 2018 e. -
®edeparbHbIl 3akoH om 28 dekabps 2017 2. N 425-©3

56) cuncrema MOHUTOPUHIra ABMXXeHUA NeKapCcTBeHHbIX npenapatoB And MmeaunUMHCKOro
npumMmeHeHuna - d)e,u,epaanaﬂ rocygapCrtBeHHas VIHCbOpMaLI,VIOHHaH cucrema MOHUTOPUHTa
AOBWXEeHNA neKapCTBEeHHbIX npenapatoB AnAd MeaULMHCKOro npuMmeHeHua oT npousBoauTenda Ao
KOHEeYHOro I'IOTpGGVITeJ'IFI C ucnonb3oBaHMemM B OTHOLWLEHMN TIeKapCTBEHHbIX MnpenapatoB And
MeaNLNHCKOro npuMmeHeHna cpeacTs I/I,El,eHTI/IC*)I/IKaLI,VII/I.

FTAPAHT: CM. KOMMeHTapum k ctaTbe 4 HacTosiero denepanbHOro 3akoHa

UHpopmayus 06 usmeHeHusix:  HaumeHosaHue uameHeHo ¢ 19 asaycma 2024 2. - @edepasibHbll
3aKkoH om 8 ascycma 2024 2. N 232-03
Cwm. npedbidywyto pedakyuro

Mnaea 2. MonHoMouusA heaepanbHbIX OPraHOB UCNOSTHUTENIbHOW BNACcTU, UCMONMHUTENbHbIX
opraHoB cy6bekToB Poccuiickoin ®egepaumm npu obpaiieHMn nekapcTBeHHbIX CpeacTB
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CraTtbsa 5. NonHomoumnsa denepanbHbIX OPraHoB MCMOSTHUTENBbHON BNacTy npu obpalleHum
nekapcTBEeHHbIX CpeacTB
K nonHomoumam dbegepanbHbiX OPraHoB WCMOMIHUTENbHOW Bractm npu  obpalleHunn
nekapcTBEHHbIX CpeaCTB OTHOCATCA:

UHepopmayusi 06 usmeHeHusix: DedepasribHbiM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
nyHkm 1 cmambu 5 Hacmoswezao ®edepanbHO20 3aKOHa 8HECEHbI UIMEHEHUs, ecmyrnaruue 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm riyHKkma 8 rpedbidyuiel pedakyuu

1) npoBegeHue B Poccunickon denepaunmn eOmMHOWM rocyaapCTBEHHOW MONMUTUKM B obnactu
obecneYyeHns nekapcTBEHHbIMKY NpenapaTtamu rpaxaaH B Poccuiickon degepauuu;

UHpopmayuss 06 usmeHeHusix: DedepasribHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
nyHkm 2 cmambu 5 Hacmosiuweao ®edepanbHO20 3aKOHa 8HECEHbI U3MEHEHUS, ecmyrnanuue 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm riyHkma 8 rpeodbidyujel pedakyuu

2) yTBepxaeHue o6LWMx dapmakonerHbix cTaten, gapmakonenHblx craten, usgaHue
rocyfapcTBeHHon (papmakoneun, co3faHne u BefeHwe peecTtpa apMakonenHbIX CTaHO4apTHbIX
00pasLoB;

UHopmauus 06 usmereHusix:  [lyHkm 3 usmeHeH ¢ 1 urons 2021 a. - ®edeparibHbil 3akoH om 11
uroHs1 2021 2. N 170-03
Cwm. npedbidywyro pedakyuro

3) ocyuwectBneHne deanepanbHOro rocygapcTBEHHOro KOHTponsa (Hagsopa) B cdepe
0o0palleHns NNeKapCTBEHHbIX CPEACTB;

UHopmauusi 06 usmereHusix:  [lyHkm 4 usmeHeH ¢ 1 urons 2021 a. - ®edeparbHbil 3akoH om 11
uroHs1 2021 2. N 170-03
Cm. npedbidywyro pedakyuro

4) nuueHanpoBaHWe MPOM3BOACTBA IEKAPCTBEHHbIX CPEeACTB, B TOM uucne deaepanbHbii
rOCYJapCTBEHHbIN  JNINLEH3NOHHbLIN KOHTPOMNb AEATENbHOCTU MO MNPOU3BOACTBY NEKaPCTBEHHbIX
CpeacTB, Nepuoavyveckoe noaTBEPXKOEHME COOTBETCTBUS NUUEH3naTa, MMEKLWEro fUUEeH3no Ha
NPON3BOACTBO JfIEKAPCTBEHHbLIX CPEACTB, U hapMaLeBTUYECKON AEATENbHOCTU B COOTBETCTBUU C
3akoHogaTenscTBoM Poccuiickon ®egepaumm;

FTAPAHT: CMm. [lonoxeHne O J§MUEH3MPOBaHMM MPOU3BOACTBA JEKAPCTBEHHLIX CPEeAcCTB,
yTBEpPXOEHHOe nocTaHoBneHnem MNpasutensctea P® ot 6 uions 2012 r. N 686

UHpopmayusi 06 usmeHeHusix:  [lyHkm 5 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparsibHbIU 3aKOH om
30 sHeapsi 2024 2. N 1-©3
Cwm. npedbidywyto pedakyuro

5) opraHu3aums aKcnepTu3bl NeKapCTBEHHbIX CPEACTB, 3TUYECKON 3KCNepPTU3bl BO3MOXHOCTU
NMPOBEAEHUS]  KNMHWYECKOTO WCCIEeAOBaHUS eKkapCTBEHHOrO npenapata  Aans  MeAuLMHCKOro
NMPUMEHEHMUSI, 3KCMEPTU3bl [OKYMEHTOB, MpPEeACTaBMEHHbIX Afsi  OnpeaerneHusi BO3MOXHOCTU
paccMmaTpuvBaTh NEeKapCTBEHHbIV NpenapaTt Ans MeauuUMHCKOro NpuMEHEeHUs B kadyecTBe opdaHHOro
neKkapCcTBEHHOro npenapara;

UHpopmayus 06 usmeHeHusix: ®DedepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 5 Hacmosiweao PedepasibHo20 3aKkoHa G0MoSIHEHa rnyHKmMom 5.1, ecmynarowum 8 cusy ¢
1 urons 2015 e.

5.1) opraHusaums npoBeneHMs KOMIMJIEKCHOW OLEHKN FIeKapCTBEHHOro npenapaTta B Lensx
NPUVHATUSA peLleHnin O BO3MOXHOCTM BKIIOYEHUSI NeKapCTBEHHOrO npenapara B nepeyveHb XU3HEHHO
HEeOBXOOUMBIX N BaXKHEWNLLMX NEeKapCTBEHHbIX MpenapaTtoB, HOPMATMBHbIE NPABOBbIE aKTbl U WHbIE
OOKYMEeHThI, onpejensiouime nopsagok okasaHus MeOMUUHCKOW MOMOLUU UIM UCKMIYEHUS ero u3
yKa3aHHbIX MePeYHs, akTOB U JOKYMEHTOB;

6) Bblgaya paspelleHUn Ha npoBefeHue KIMHUYECKUX WUCCrneaoBaHUA neKkapCTBEHHbIX
npenapartoB, BejeHne peecTpa BblAaHHbIX paspeLleHnid Ha NpoBeaeHne KITMHUYECKUX nccrneaoBaHum
neKkapCTBEHHbIX NpenapaTos,

7) rocygapcTBeHHasa perncrpaums fekapCTBeHHbIX NpenapaToB, BegeHWe rocygapCTBEHHOIo
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peecTpa feKkapCTBEHHbIX CPEACTB;

UHpopmayuss 06 usmeHeHusix: Cmambs 5 dornonHeHa rnyHkmom 7.1 ¢ 30 sHeaps 2024 a. -
®edeparibHbIl 3akoH om 30 sHeapsi 2024 2. N 1-@3

7.1) peructpauus, NOATBEPXOEHE perncTpaunn (nepepermctpaums), BHeCEHNE USMEHEHUI B
permctpauMoHHOe [OoCbe, a TaKkKe [MpoBedeHue npouenyp, CBA3aHHbIX C perucTpaunen, B
COOTBETCTBMM C YTBEPXAEeHHbIMU EBpasninckon akoHoMM4eckon KoMUCCUen rnpasunamm permctpaumm
N 3KCMepTM3bl JEeKapCTBEHHbIX CPEeACTB ANnd  MEAUUMHCKOrO MPUMEHEHWs W1 npasunamu
perynvpoBaHunsi obpalleHns BeTEPUHapHbIX NeKapCTBEHHbIX CPeaCcTB Ha TaMOXEHHOW TeppuTopum
EBpasuninckoro aKOHOMMYECKOro Co3a;

UHpopmayus 06 usmeHeHusix: Cmambs 5 dononHeHa nyHkmom 7.2 ¢ 30 sHeaps 2024 a. -
®edeparibHbil 3akoH om 30 sHeapsi 2024 2. N 1-©3

7.2) npegctaBneHMe uvHoOpMauMm O perucTpauuu, MNOATBEPXKAEHUN  perncrpauuu
(nepepeructpaumm), BHECEHUM WM3MEHEHMN B PErMCTPaLMOHHOE [OCbe, a Takke O npoueaypax,
CBAA3aHHbIX C peructpauuen, B EBpPasMNCKytd SKOHOMMUYECKYHD KOMWCCUIO C WUCMOSfb30BaHWEM
WHTErpupoBaHHOMW  WHMPOPMALMOHHON CUCTEMbI EBpPa3sMMCKOro  SKOHOMMYECKOro cokw3a B
COOTBETCTBMM C  YTBEPXAEHHbIMW  EBpasvMNUCKOM  3KOHOMUYECKOW  KOMUCCUEW  MopsokoM
dopMMpoBaHMA W BedeHUs eduMHOro peectpa  3aperMcTpUpOBaHHLIX JIEeKapCTBEHHbIX CPeacTB
EBpasninckoro aKOHOMMYECKOro COoK3a W npaBunamn perynnpoBaHna obpalleHusi BeTepuHapHbIX
nekapCTBEHHbIX CPeACTB Ha TaMOXEHHOW Tepputopun EBpasminckoro 3KOHOMUYECKOro Cor3a;

UHopmauusi 06 usmeHeHusix: Cmambsi 5 dononHeHa nyHkmom 7.3 ¢ 1 ceHmsbps 2024 a. -
®edeparbHbiti 3akoH om 30 siHeapsi 2024 2. N 1-®3

7.3) yTBEPXKOEHME MOpSAKA NPUOCTAHOBMEHNS OEWCTBUS PErMCTPALMOHHOIO YA0CTOBEPEHNS
NeKapCcTBEHHOro npenapata WNM OrpaHUYeHUs MPUMEHEHUsI rekapCTBEHHOro npenapata Ans
MEOMLMHCKOrO TMNPUMEHEHUS B Crydasix, NpeayCMOTPEHHbIX YTBEpXAEHHbIMU EBpasuiickoii
SKOHOMWYECKOWN KOMUCCUEN NpaBuiamin perucTpauum M 3KCnepTuabl NEKAPCTBEHHbLIX CPeacTB Ans
MEAMLMHCKOrO MNPUMEHEHMS!, U BO30GHOBMNEHUS [OENCTBUA PErncTpauMoHHOrO YOOCTOBEPEHUS
NeKapCcTBEHHOro npenapara UM CHATUS orpaHUYeHus NPUMEHEHUS NlekapCTBEHHOro npenapara Ans
MEZANLMHCKOro NPUMEHEHUS;

UHpopmayus 06 usmeHeHusx:  [lyHkm 8 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparsibHbIU 3aKOH Oom
30 siHeapsi 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

8) opranmszaums wu (MnNn) NpoBEdEHME WHCMNEKTUPOBaHMS CyObEKToB obpalleHus
nekapcTBEHHbIX CPEACTB Ha COOTBETCTBME YTBEPXKAEHHBIM EBpa3nMNCKon 3KOHOMUYECKON KOMUCCUEN
npaBvnamM Hagnexawen nabopaTtopHoO NpakTUKK, NpaBunamM Haanexalwen KIMHUYECKON NPaKTUKK,
npasunamMm Hagnexawien ANCTPUObIOTOPCKOM MNPaKTUKW, NpaBunaM Hagnexawen npakTuku
dapMakoHaZ3opa, a Takke YTBEPXOEHHbIM YMNOMHOMOYEHHbIMU (hbedeparnbHbIMU  OpraHamu
UCMOMHUTENBHOMW BMacTU npaBunaM Hagnexalwlend anTeyHoOW nNpakTUKW, MpaBuiam XpaHeHus
neKkapCTBEHHbIX CPeACTB;

UHpopmayuss 06 usmeHeHusx: @DedepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
cmamebs 5 Hacmosiue2o PedeparnibHo20 3aKkoHa G0MoNIHeHa rnyHKmMom 8.1, ecmynarowum 8 cusly ¢
1 uronsa 2015 e.

8.1) opraHuMzauma u (MnM) npoBeAeHME WHCNEKTUPOBaHWS CcybbekToB obpalieHus
nekapCcTBEHHbIX CPEACTB Ha COOTBETCTBME TPeOOBaHUAM MpaBurl Hagnexallien nponsBoaCTBEHHOWM
NPaKkTUKK, Bblgava 3aKkflYeHWn O COOTBETCTBUM MNPOU3BOAUTENSA FNEeKapCTBEHHbIX CPeacTB
TpeboBaHMAM NpaBun Hagnexawen NPon3BOACTBEHHOW NPaKTUKY;

UHepopmayusi 06 u3smeHeHusix: DedepasibHbIM 3akoHOM om 22 Oekabpss 2014 2. N 429-03
cmambs 5 Hacmosiue2o ®edeparibHO20 3aKOHa OOMOJIHeHa MyHKmMom 8.2, ecmynarouum 8 cusly ¢
1 uronsa 2015 e.

8.2) ycTtaHoBneHve nopsigka Be4eHUs U BefeHMe rocygapCTBEHHOro peectpa 3aKniyeHun o
COOTBETCTBMM MPOM3BOOUTENS JEKAPCTBEHHbLIX CPeAcTB TpeboBaHWAM npaBui  Hagnexalien
NPON3BOACTBEHHOWN MPAKTUKU;

UHbopmayusi 06 usmereHusix:  [TyHkm 9 u3meHeH ¢ 7 uroHs1 2019 e. - ®edeparibHbIU 3aKOH om 6
utoHs1 2019 2. N 134-®3
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Cwm. npedbidywyto pedakyuro

9) rocyaapCTBEHHasi perucTpaumsi npeaenbHblX OTMNYCKHbIX LEeH Npou3BoAauTeNen Ha
neKapcTBEHHble NpenapaTtbl, BKMYEHHbIE B MepeyeHb KU3HEHHO HEeoOXOAMMbIX M BaXKHEMLMX
NeKapCTBEHHbIX MpenapaToB, M BeAeHWe rocyaapCTBEHHOro peecTpa npefenbHbIX OTMYCKHbIX LieH
npousBoauTenei Ha NekapcTBeHHbIe Npenaparbl, BKOYEHHbIE B NepeyeHb XXU3HEHHO HeoBXoaNMbIX
N BaXKHEWLLMX NEKapCTBEHHbIX NpenapaTos;

UHdopmayus 06 usmeHeHusix:  [lyHkm 9.1 usameHeH ¢ 19 agaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 aseycma 2024 e. N 232-®3
Cwm. npedbidywyto pedakyuro

9.1) cornacoBaHMe MNPOEKTOB PELUEHUA WUCMONTHUTENbHBIX OpraHoB cybGbekToB Poccuinckon
depepauun 06 yctaHOBNEHUM U (MNN) U3MEHEHUM MNpeAenbHbIX pPasMepoB ONTOBbIX HagbaBoK U
npeaenbHbIX pasMepoB PO3HUYHBLIX HaAbaBOK K PaKTUHECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM
Npov3BOANTENSIMU NEKAPCTBEHHbIX MpenapaTtoB, Ha feKapCTBEHHblE MpenapaTbl, BKOYEHHbIE B
nepeYeHb XNU3HEHHO HEOOXOANMBIX N BXKHENLLMX NEKAPCTBEHHbIX NpenapaTos;

UHopmauusi 06 usmereHusix:  [lyHkm 10 usmeHeH ¢ 13 asaycma 2019 a. - ®edeparbHbIl 3aKOH
om 2 aseycma 2019 e. N 297-®3
Cwm. npedbidywyro pedakyuro

10) Bblgaya, yCTaHOBMEHWE MNOpsiAka BbiAayM paspelleHnsl Ha BBO3 KOHKPETHOM napTum
nekapcTBeHHOro cpefctea B Poccuinckyto degepauuio;

UHopmayus 06 usmeHeHusix: [TyHkm 10.1 uameHeH ¢ 13 aseycma 2019 2. - ®edeparibHbili
3akoH om 2 ascycma 2019 a. N 297-03
Cm. npedbidywyro pedakyuro

10.1) Bblgava, YycTaHOBMeHWe nopsaka Bblgayu W opmMbl  OOKYMEHTa, KOTOpbI
noaTBepXKaaeT, YTO MPOM3BOACTBO JIEKAPCTBEHHOro npenapata And MeAWUUHCKOro MPUMEHEHUS
OCYLLECTBIIEHO B COOTBETCTBMM C TPEOOBaAHUAMM NpPaBuIT HagnNexalen npon3BogCTBEHHON NPaKTUKK
UMM 4YTO NEeKapCTBEHHbIM npenapaT Ansi BEeTePUHAPHOro MpUMEHEeHUs donyuwleH K obpalieHuio B
Poccuinckon ®epepaumn, n NOANEXUT NpeacTaBneHno No TpeboBaHUIO YMOAMHOMOYEHHOIO OpraHa
CTpaHbl, B KOTOPYH BBO3UTCS NleKapCTBEHHbIN npenapar;

FTAPAHT: CM. AOMUHUCTPAaTUBHBLIM pernameHT PepepanbHor chiyXObl MO BeTeEpUHAPHOMY U
dbuntocaHMTapHOMy Haa30py MO NPEeAOCTaBMEHM0 roCydapCTBEHHOM YCNYrK MO Bbldadye JOKYMEHTA,
KOTOPbIN MOATBEPXKOAET, YTO JIEKAapCTBEHHbIA MpenapaT ANs BEeTEePMHAPHOro MNPUMEHEHUs
jonyLleH Kk obpaleHuto B Poccuickon ®enepaunmn, U NOANEXUT nNpeacTaBneHuto no TpeboBaHuio
YNONTHOMOYEHHOrO OpraHa CTpaHbl, B KOTOPYH BBO3UTCS JIEKAPCTBEHHbIV Npenapat, YTBEPXXAEHHbI
npukasom Poccenbxo3Hansopa ot 28 aekabpsa 2020 r. N 1402
CMm.  AAMUHUCTPATUBHBIM  pernamMeHT no  npegctasneHmio  MuHnpomTtoprom  Poccun
rocyJapCTBEHHOW YCNyrn no Bbladye AOKYMEHTa, KOTOPbIM MoATBEpXKAaeT, YTO Mpou3BOACTBO
NEeKapCTBEHHOro npenapaTta Ansg MeauLMHCKOro NMPUMEHEHUSA OCYLLECTBNEHO B COOTBETCTBUM C
TpeboBaHUAMN NMpaBUn Hagnexallen NPoM3BOACTBEHHOM MPAaKTUKX, U NOANEXUT NpeacTaBleHuto
no TpeboBaHMIO YMNONTHOMOYEHHOro OpraHa CcTpaHbl, B KOTOPYI BBO3UTCH HNEKapCTBEHHbIN
npenapar, yTBepXaeHHbI npukazom MuHnpomtopra Poccun ot 31 gekabps 2015 . N 4369

UHpopmayus 06 usmeHeHusix:  @edeparibHbiM 3akoHom om 13 uronsa 2015 2. N 241-®3 e nyHkm
10.2 cmambu 5 Hacmosiwez2o @edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS
Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu

10.2) Bblgava, yCTaHOBMieHME nopsgka Bbldayn M OPMbl  AOKYMEHTa, COAepXallero
CBEAEHNs O CTagusiXx TEXHONOMM4YeCcKoro npouecca NpoOM3BOLCTBA JIEKAPCTBEHHOIO cCpencrtea Ans
MEANLMNHCKOIO MPUMEHEHUS, OCYLLECTBNSAEMbIX Ha TeppuTopun EBpasnMNcKoro 3KOHOMUYECKOro
Col033;

FTAPAHT: CMm. AOMUHUCTPaATMBHbLIN pernameHT MwuHnpomTopra Poccun no npemocTaBneHuto

rocyJapCTBEHHOW YCINyrM MO BblAaade [OOKYMEHTa, COAepXXallero CBeAeHust O cTagusx
TEXHOIIOMMYECKOro MpoLiecca MNPOM3BOACTBA JIEKAPCTBEHHOrO cpeactBa And  MeauLMHCKOro
NMPMMEHEHUS!, OCYLLUECTBMNSAEMbIX Ha Tepputopunm EBpasninckoro SKOHOMMYECKOro COH3a,
yTBEPXOEHHbI Nprka3om MuHnpomTtopra Poccum ot 31 gekabpst 2015 r. N 4368

11) co3gaHve coBeTOB NO BONPOCaM, CBA3aHHbIM C obpalleHneM neKkapCTBEHHbIX CPEACTB;
12) aTTectaums n ceptndmkaumsi CneunanunucTos,
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13) ytpatun cuny;
UHpopmayus 06 usmeHeHusix:  Cm. mekem riyHkma 13 cmambu 5

UHpopmayust 06 usmeHeHusix:  @edeparsibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-O3 nyHKm
14 cmambu 5 Hacmosiwezo PedeparsibHO20 3aKOHa U3JI0XKEH 8 HO8OU pedakyuu, ecmyrnarouwel 8
cuny ¢ 1 urona 2015 e.

Cm. mekecm riyHKma 8 rpedbidyuieli pedakuyuu

14) ocyuwwecTtBneHue hapmakoHaa3opa;
15) yyactmne B MexgyHapoaHOM COTPYOHUYECTBE;

UHpopmayus 06 usmeHeHusix:  [lyHkm 16 usmeHeH ¢ 19 agaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 aszycma 2024 2. N 232-®3
Cwm. npedbidywyto pedakyuro

16) nonydeHne no 3anpocamM YMNOMHOMOYEHHOro hedepanbHOro opraHa MCNOMAHUTENBHOM
BNacT OT UCMNOJSHUTENbHbBIX OpraHoB cybbekTtoB Poccunckon depepauumn, a Takke OT CyObEKTOB
obpalleHna nekapcTBEHHbIX CPEeACTB AN MeOMUMHCKOro NpUMEHEHUs MHdopMaumm no Bornpocam
YCT@HOBIEHUS U NPUMEHEHMS LEH Ha NIeKapCTBEHHbIe nNpenapaTthbl U Hag0aBOK K HUM;

17) npumeHeHue mep OTBETCTBEHHOCTW 3a HapylleHue 3akoHodaTenbcTBa Poccuiickon
depepauny;

UHdopmayus 06 usmeHeHusix:  [lyHkm 18 usmeHeH ¢ 1 ceHmsbps 2024 e. - ®edeparibHbIU 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

18) vyTBepXOeHWe nNpaBuil Hagnexawen anTeyHOW nNPaKTUKK, TMpaBuIl  XpaHeHUst
neKkapCTBEHHbIX CPeACTB;

UHdopmayus 06 usmeHeHusx:  [lyHkm 19 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 siHeapsi 2024 . N 1-03
Cwm. npedbidywyto pedakyuro

19) ycraHoBneHue nopsigka GOpMUPOBAHUS PETUCTPALMOHHOIO OOCbE Ha JEeKapCTBEHHbIV
npenapar ans BeTepuHapHoOro npuMeHeHns n TpeboBaHun K AOKYMEHTaM B €ro COCTaBe;
20) ytpatun cuny ¢ 30 auBaps 2024 r. - ®egepansHbi 3akoH oT 30 aHBapa 2024 r. N 1-03

UHpopmauus 06 usmeHeHusix:  Cm. npedbiOyuwyro pedakyuro

21) ytpaTtun cuny ¢ 30 aHBapsi 2024 r. - ®egepanbsHbi 3akoH oT 30 sHeapa 2024 r. N 1-03
UHpopmayus 06 usmeHeHusx:  Cm. npedbiOyuwyro pedakyur

22) ytpatun cuny ¢ 1 mapta 2020 r. - PefepansHbin 3akoH oT 27 gekabpsa 2019 r. N 475-03
UHpopmayus 06 usmeHeHusx:  Cm. ripedbiOywyro pedakyuro

UHpopmayus 06 usmeHeHusix:  [lyHkm 23 uameHeH ¢ 30 sHeaps 2024 2. - ®edeparsibHbIlU 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

23) yTtBepxaeHue TpeboBaHWA K WHCTPYKUMM NO  BETEPUHAPHOMY  MPUMEHEHWUIO
nekapCcTBEHHbIX NpenapaTos;

UHpopmayus o6 usmeHeHusix:  [lyHkm 24 usmeHeH ¢ 3 anpesis 2020 e. - ©edeparibHbIU 3aKOH Oom
3 anpens 2020 e. N 105-®3
Cwm. npedbidywyto pedakyuro

24) NpUHATME PELLEHUN, ABNAIOLNXCSH OCHOBAHUSIMW O1151 BKIKOYEHNS] JOMEHHbIX UMEH U (Mnn)
yKasaTenewn cTpaHul, canToB B MH(POPMaLMOHHO-TENEKOMMYHUKALUMOHHOW ceTn "UHTepHeT", a Takke
ceTeBbIX afpecoB B €4WHYI0 aBTOMAaTM3MPOBAHHYK MHMpOPMaUNOHHYO cuctemy "EauHbIn peecTp
OOMEHHbIX MMEH, ykasaTenen CTpaHul calToB B WHAOPMaLMOHHO-TENEKOMMYHUKALMOHHON CeTn
"MHTepHeT" n ceTeBbIX aapecos, NO3BONSAOLLINX noeHTnuumpoBaTtb CanTbl B
WHOPMAaLIMOHHO-TENEKOMMYHUKAUNOHHON  ceTn  "WHTepHeT", cogepxawume  MHpopmaumio,
pacnpocTpaHeHue koTopon B Poccuiickon defepauumn sanpeLieHo", B OTHOLUEHUU WHOpMaLmK,
cofepxallien npennioxXeHve O PO3HUMYHOW TOProBre fekapCTBEeHHbIMW MpenapaTtaMu, B TOM yucne
ONCTaHUMOHHBbIM  CnocoboM, pO3HUYHAA TOProBns KOTOPbIMM OrpaHMYeHa WNu 3anpelleHa B
COOTBETCTBMM C HacToswmm defeparnbHbiIM  3akOHOM, U (unu) umHboOpMauuKn, copepxallen
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npeanoxeHue 0 PO3HNYHON TOProBrie NeKapCTBEHHbLIMU NpenapaTaMu, B TOM YACNe ANCTaHUMOHHBIM
cnocobom, nuuaMmu, He UMEeLWUMN T§ULEH3UUM U paspelleHnsl Ha OCYLLECTBIIEHME TaKoW
AEeATENbHOCTU, €CNN MNOfyYeHne NMUEH3UN U pa3peLleHnst NpeayCMOTPEHO 3aKOHOAaTeNbLCTBOM 06
obpalleHnn NekapCcTBEHHbIX CPEACTB;

UHopmayus o6 usmeHeHusix: Cmambsi 5 OornoniHeHa nyHKkmom 25 ¢ 29 Hosbps 2019 a. -
®edeparbHbil 3akoH om 28 Hos16psi 2018 2. N 449-03

25) Bblgada paspeweHun Ha BBOL B rpaXgaHCKMA 0BOpOT  MMMYHOBUONOrMyeckux
NeKapCTBEHHbIX MPenapaTos;

UHpopmayus o6 usmeHeHusix: Cmambsi 5 QorioniHeHa nyHKmom 26 ¢ 1 dHeaps 2024 e. -
®edeparbHbiti 3akoH om 19 okmsbps 2023 2. N 503-03

26) perynupoBaHMe BOMPOCOB, CBA3AHHbIX C B3aMMO3aMEHSIEMOCTbIO NeKapCTBEHHbIX
npenapaToB ANst MEAULMHCKOrO NPUMEHEHUS.

FTAPAHT: CM. KOMMeHTapum k ctaTbe 5 HacTosiero ®enepanbHOro 3akoHa

UHpopmayus o6 usmeHeHusix: Cmambs 5.1 usmeHeHa ¢ 19 aszycma 2024 2. - ®edepasibHbIU
3akoH om 8 ascycma 2024 e. N 232-03
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHusa cTtatbM 5.1 pacnpocTpaHATCA Ha MONIHOMOYUSA deneparnbHbIX OpPraHoB
WCMOJSTHUTENbHOW BAacTW, KOTOPbIE HE MepedaHbl OMns OCYLLEeCTBNEeHUS opraHaM rocygapcTBEHHOMN
BnacTu cyobekToB P® 1 opraHam MECTHOIO caMmoynpaBneHns cooTBETCTBYHOLWMMU heaepanbHbIMm
3aKkoHaMu

Cratbsa 5.1. [lepegaya ocywlecTBNeHUs MNOMHOMOYMN  pedeparnbHbiX  OpraHoB
NCMOSTHUTENBHON BnacTu npwu obpalleHum nekapcTBEHHbIX cpeacTs
ncnonHuUTenbHbIM opraHam cybbektoB Poccuickon degepaunn

MonHomouna  dpegepanbHblX  OpraHOB  MCMOMHUTENBHOM  Bnactu npu  obpalleHun

neKkapCcTBEHHbIX CpPeAcTB, MpedyCMOTpeHHble HactosawuMm dPegepanbHbIM - 3aKOHOM,  MOTyT
nepegaBaTbCs 415 OCYLLECTBNEHNS UCNONHUTENBbHBIM OpraHam cy6bekTtoB Poccunckon degepaumm
noctaHosneHusamu [paButenbctBa Poccuitickon ®degepauun B nopsagke, YCTaHOBNEHHOM
depepanbHbiM 3akoHoMm oT 21 gekabps 2021 roga N 414-03 "O6 0o0wmMx NnpuHUMNAxX opraHM3aumm
ny6nu4Homn Bnactun B cybbektax Poccuiickon ®epepaunn'.

FTAPAHT: CM. koMmmeHTapun K ctaTbe 5.1 HacToswero PegepanbHOro 3akoHa

UHopmauusi 06 usmeHeHusix. Cmambsi 6 usmeHeHa ¢ 19 aseycma 2024 2. - ®edepasibHbil
3aKkoH om 8 asaycma 2024 2. N 232-93
Cwm. rpedbidywyro pedakuuro

Cratbsa 6. [MonHoMouMsa McnonHUTEnNbHbIX OpraHoB cybbekta Poccuinckon degepauumn npu

obpalLeHnn nekapCTBEHHbIX CPeACTB

K nonHomouvamM wmcnonHuTenbHbiXx opraHoB cybbekta Poccuiickon deapepaumm npu
obpalleHnmn nekapCcTBEHHbIX CPeaCTB OTHOCATCS:

1) paspaboTka un peanusauusa pervoHanbHbIX MporpamMm obecnedeHns HaceneHus
nekapCcTBEHHbIMW NpenapaTtamu;

2) yCTaHOBfeHWe npenernibHbIX pasMepoB OMNTOBbLIX HagbaBOK WM MpederibHbIX pPasMepoB
PO3HUYHbIX HaabaBOK K (PakTMYEeCKUM OTMYCKHbIM LeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENAMMU
NeKapCTBEHHbIX MPEnapaToB, Ha fNeKapCTBEHHbIE Npenaparbl, BKIIHOYEHHbIE B NepeyveHb KU3HEHHO
HeoBX0OUMbIX U BaXXHENLUMX NeKapCTBEHHbIX NpenapaTos;

UHopmayus o6 usmeHeHusix:  [lyHkm 3 usmeHeH ¢ 1 ceHmsbps 2024 e. - ®edeparibHbil 3aKOH

om 8 asazycma 2024 2. N 323-®3
Cwm. npedbidywyto pedakyuro

3) ocyllecTBrneHne pervoHanbHOro rocyapCTBEHHOrO KOHTPOMs 3a NpUMEHEHWEM LieH Ha
neKapcTBEHHble MpenapaTbl, BKMYEHHbIE B MepeyeHb KU3HEHHO HEeoOXOAMMbIX M BaXKHEeMLWuX
NeKapCTBEHHbIX NpenapaTtoB, OpraHM3auusiMM OMTOBOW TOPrOBMM JEKAPCTBEHHLIMU CPeAcTBaMM,
anTeYHbIMU OpraHM3auusiM1, UHAMBMAOYANbHBIMU NpeanpUuHUMaTens M1, UMELMMUN JIMLEH3NIO Ha
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dapMaLEeBTMYECKYID LEATENbHOCTb, MEOULMHCKAMW OpraHuM3aumsMn, MMELWNMN FIMLEH3NI0 Ha
dapMaLeBTMYECKYIO OeATENbHOCTb, U UX 060COBNEHHBIMM Nodpa3geneHusiMn, pacnosioXXeHHbIMA B
CENbCKNX HaceseHHbIX MyHKTax, B KOTOPbLIX OTCYTCTBYIOT anTeYHble OpraHn3aunm;

UHpopmayus o6 usmeHeHusix: Cmambsi 6 doroniHeHa rnyHkmom 4 ¢ 1 sHeaps 2018 e. -
®edeparibHbIl 3akoH om 29 utonig 2017 2. N 242-93

FTAPAHT: [NonoxeHus nyHkTa 4 ctatbn 6 (B pepakummn PegeparnbHoro 3akoHa ot 29 mnonsa 2017 r.
N 242-03) B 4acTtu, Kacawowenca OOPMUPOBAHUA W Bblga4yM PeLEnTOB Ha NeKapCTBEHHbIe
npenapartbl, cogepXallue HasHa4yeHUe HapPKOTUYECKUX CPeaCTB WMKN MCUMXOTPOMHLIX BELLECTB, B
dopMe 3MEKTPOHHbIX JOKYMEHTOB, NpuMeHsTca ¢ 1 aHBapsa 2019 T.

4) npuHaTHe pelleHns 06 ncnonb3oBaHMU Ha TeppuTopumn cybbekta Poccumnckon ®epepauun
Hapsgy C peuenTamMy Ha nekapcTBEeHHble npenaparbl, 0POpPMIIEHHbIMW Ha ByMaxXHOM HocuTere,
peLenToB Ha fekapCTBEHHbIE npenapaThbl, CPOPMUPOBAHHBLIX B (POPME SNEKTPOHHBLIX JOKYMEHTOB.

FTAPAHT: CM. KOMMeHTapum k ctaTbe 6 HacTosiero ®enepanbHOro 3akoHa

Nnaea 3. N'ocyaapcTBeHHas hapmakonesi

CraTtbsa 7. PaspaboTka n nsgaHme rocygapCrBEHHOM hapmakonen, pasMeLleHne OaHHbIX O
Hen
1. Nopg rocyaapcTBeHHOW hapmakoneen NoHMMaeTcs cBog obLWmx hapMakoneriHbiX cTaTten n
dapmakonemnHbiX cTaTen.

UHpopmayuss 06 usmeHeHusix: DeodepasibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 2 cmambu 7 Hacmosiweeo ®PedepasibHO20 3aKOHa 8HECEHbI USMEHEHUS, 8cmyrnarnujue 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

2. PaspaboTka oblmx dapmakonemHblx cTtaTen n dapmakonerHblX cTaTteni, B TOM 4ucrie
dapMmakonenHblx cTaTel Ha dapMakonerHble CcTaHOapTHble 00pasubl, W BKMAOYEHME WX B
rocyfapcTBEHHY (hbapMakoner OCYLLeCTBASTCA B nopsake, YCTaHOBAEHHOM YMNOSHOMOYEHHbLIM
deaepanbHbIM OPraHoOM UCMONHUTENBHOW BNacTu.

UHgpopmayusi 06 usmeHeHusix: @DedepasribHbiM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 3 cmambu 7 Hacmosiwe2o ®PedepasibHO20 3aKOHa 8HECEHbI USMEHEHUS, scmyrnarnuue 8
cuny c 1 urons 2015 e.

Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

3. PaspaboTka apmakonemHon cTaTbM Ha pedepeHTHbIN NEeKapCTBEHHbIN npenapaTt u
BKIIOYEHNE €ee B T[OCYAapCTBEHHy0 apmakoneld B TeYeHMe cpoka [AencTBuS  3awuThbl
NCKNIOYMTENBHOro Npasa, YAOCTOBEPEHHOrO NaTeHTOM Ha pedepeHTHbIN NekapCTBEHHbIN npenapar,
OCYLLECTBIIAIOTCA C cornacus ero paspaboTtyuka.

4. TocypapcTtBeHHasa bapmakonesi u3gaeTcsl YrNOoSIHOMOYEHHbIM doefeparibHbiM  OpraHom
NCNONHUTENBbHOW BacTu 3a CYET CPeAcTB dheaepanbHOro Oomketa u NoAnexnT nepensgaHusam He
pexe 4Yem oOAWH pa3 B NATb NeT, B Nepuoa Mexay KOTOPbIMW M3OAaKTCA MNPUMOXEHUS K
rocygapcTtBeHHOM apmakonee, coaepxawme obwue cdapmakonenHble ctatbM U (MnK)
dapmakonenHble cTaTbW, YTBEPXAEHHble MNOCNe WU3AaHuA UNu nepeusgaHvus rocyaapCTBEHHON
dapmakonem.

5. YNonHOMOYeHHbIN heaepanbHbii OpraH UCNOMHUTENBHOW BNacTu pa3mellaeT AaHHble O
rocygapCTBeHHON dapMakonee u NpUoXeHWsaX K Hel Ha CBOeM oduumanbHOM cante B CeTu
"MHTepHeT" B yCTaHOBNEHHOM UM MOPSAKE.

FTAPAHT: CM. KOMMeHTapuu K ctaTbe 7 HacTosiero denepanbHOro 3akoHa

UHopmauusi 06 uameHeHusix. HaumeHosaHue uameHeHo ¢ 1 uronsa 2021 a. - ®edeparibHbil
3akoH om 11 utoHss 2021 2. N 170-®3
Cm. npedbidywyro pedakyuro

MaBa 4. lluueHanpoBaHMe NPON3BOACTBA NIeKapCTBEHHbIX cpeAcTB U hapmaLeBTUYECKOMN
AeATeNbHOCTU, rOCyAapCTBEeHHbIN KOHTPONb (Haa3op) B cdepe obpalleHus nekapCcTBeHHbIX
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cpeacTts

Cratbs 8. JluueH3poBaHMe NpPoM3BOACTBA NEKapCTBEHHbLIX CpeacTB M hapMaLeBTUYECKOM
AesATeNnbHOCTU

1. JluueHsnpoBaHWe MNPOU3BOACTBA JIEKAPCTBEHHBLIX CPeACTB M hapmaueBTUYECKOW
[eATeNbHOCTM OCYLLECTBNSETCS B COOTBETCTBMU C 3akoHoaaTenbcTBoM Poccuiickoin depepaunn.

2. Obsi3aTenbHbIM YCNOBMEM NPEAOoCTaBMEHMs NULEH3UN Ha NPOU3BOACTBO NEKapCTBEHHbIX
CPEACTB ABMNAETCA NPUIOXKEHME K 3asiBNIEHNI0 COMCKaTENs NULIEH3UN NepeYdHsl NeKkapcTBEeHHbIX (DopM
n (unu) BMOOB hapmaleBTUYecknx cybcTaHumi, KOTopble NPOU3BOAMTENb NEKapCTBEHHbIX CPeacTB
HaMepeH NPoV3BOANTD.

UHpopmayusi 06 usmeHeHusix:  Yacmb 3 usameHeHa ¢ 1 mapma 2022 2. - @edeparibHbIl 3aKOH om
11 uroHs1 2021 e. N 170-®3
Cwm. npedbidywyro pedakyuro

3. B cnyyae Heob6xoQuMOCTU pacluMpeHus MPOU3BOACTBA fekapCTBEHHbIX CPEeACTB 3a cyeT
HOBbIX JeKapCTBEHHbIX ¢opM U BMAOB hapMaueBTUYECKUX CyOCTaHUMIA  npousBoauTEnb
NeKapCTBEHHbIX CPEACTB [JOMMKeH nofdaTb B JMUEH3VPYHOLWMA OpraH 3asiBlieHMe O BHECEHUU
N3MEHEHWI B pEeCTp NMLEH3NIA HA NPON3BOACTBO NIEKAPCTBEHHbLIX CPeaCTB.

UHopmayusi 06 usmeHeHusix: Cmambsi 8 dorioslHeHa 4dacmbio 4 ¢ 29 Oekabpsi 2020 e. -
®edeparibHbIl 3akoH om 27 dekabps 2019 2. N 481-®3

4. JlnueHsnsa Ha NPon3BOACTBO JIEKAPCTBEHHLIX CcpedcTB (hapmaueBTU4ecKon cybcTtaHumm
cnupTa 9TMMOBOro (3TaHomna) Bbl4AeTCcsa NpW  YCIOBUMU HamnuumMs 'y OpraHv3auum Ha npase
COOCTBEHHOCTWN,  XO3SINCTBEHHOrO  BEAEHWSI MMM ONEpaTMBHOrO  YMpaBfeHWss  OCHOBHOIO
TEeXHONMorM4eckoro obopyaoBaHus ANs NpPovM3BOACTBA ITMIIOBOrO CNUpTa, 3aperMcTpupoBaHHOMO B
cooTBeTCTBMM co cTatben 14.1 depepanbHOro 3akoHa oT 22 Hosbpsa 1995 roga N 171-03 "O
rocyJapCTBEHHOM perynvpoBaHuMM Mpou3BOACTBa M 0BOpoTa STMMAOBOrO CNUpTa, ankorofibHOW u
cnvpTtocogepxalwen npogykuum u o6 orpaHudeHun notpebneHus (pacnutusa) ankoronbHOWM
npoaykumn".

FTAPAHT: CM. KOMMeHTapum K cTaTbe 8 HacTosilwero PenepanbHOro 3akoHa

UHopmauussi 06 uameHeHusix: ®PedeparsibHbili 3akOH dQoroniHeH cmameell 8.1 ¢ 29 dekabps
2020 a. - ®edeparibHbili 3akoH om 27 dekabps 2019 2. N 481-®3

Ctatbsa 8.1. OcoObOeHHOCTU nUUEH3NPOBaHWS MNPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB
(cbapmaueBTUYECKOM CyOCTaHLMM CnupTa aTUNOBOro (aTaHona)

1. Odencteue nuueH3MM Ha NPOM3BOACTBO FEKAPCTBEHHbLIX CpeacTB (hapmaueBTnyeckomn
cybGcTaHumMn cnupTa 3TUNOBOrO (3TaHomna) NpPUoCTaHaBMMBAETCs B 4YacTuM MpaBa Ha MPOM3BOACTBO
dhapmMaLeBTMYECKON CyOCTaHLMM CMpTa 3TUIIOBOTO (3TaHOMA) NIMLEH3MPYOLWMM OPraHoM B Criyyvasix,
onpegeneHHbix ctatben 20 ®egepansHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueHanposaHum
OTOeNbHbIX BUMOOB OEATENbHOCTU", a Takke Ha CPOK MPUOCTaHOBMNEHWUS AEWCTBUSA NUUEH3MM Ha
Npov3BOACTBO 3TWUMOBOIO CNMpTa [Ans MNpou3BoACTBa (hapmaueBTuyeckon cybcTaHumm cnvpTa
3TUIOBOrO (3TaHona), BblAaHHOW B COOTBETCTBUM ¢ PeaepanbHbiM 3akoHOM OT 22 Hosiopst 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynMpoBaHuMM npom3BoacTBa M obopoTa STUNOBOrO cnuvpTa,
ankorosflbHOM W cnupTocodepXawen npoaykumm mn o6 orpaHudeHun notpebneHus (pacnuTtus)
ankoronbHoOW npoaykumn".

2. [encTtBne nULEH3UU Ha NPOU3BOACTBO JieKapCTBEHHbIX CpeAcTB (dhapMaueBTUYecKon
cybcTaHuMM cnmpTa 3TUNOBOro (dTaHona) B 4YacTuM npaBa Ha MPOM3BOACTBO hapmMaLeBTUYECKON
cybcTaHuMmM cnupta 3TUNOBOro (dTaHona) npekpawaeTca NUUEH3MPYIOLWMM OpraHomM B Cry4asi,
onpegeneHHbix ctatben 20 ®egepanbHoro 3akoHa ot 4 masa 2011 roga N 99-03 "O nuueHsnposaHum
OTAEeNbHbIX BUOOB AEATENbHOCTU", @ Takke C AaTbl NPEKpaLLEHUs UM aHHYNMPOBaHUA OEeNCTBUS
NVLEH3UN Ha NPOM3BOACTBO 3TUNOBOIO CNUpTa ANs Npov3BoACTBa papmaueBTMyeckon cybcTaHumm
cnmMpTa 3TWUOBOrO (3TaHorna), BblgaHHOM B cOOTBETCTBMM ¢ PeneparnbHbiM 3aKOHOM OT 22 Hos16pst
1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHuM Npou3BoAcTBa M ob6opoTa 3TUITOBOO
cnmpTa, ankorofnbHOM 1 CNMpTOoCcoAepKallen npoaykumm n o6 orpaHMyYeHnn noTpebneHns (pacnutus)
ankorosisHon npoaykumn".

UHopmauusi o6 usmeHeHusix: ®PedepasibHbili 3akoH OornosiIHeH cmameel 8.2 ¢ 1 ceHmsabps
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2023 2. - ®edeparbHbIl 3akoH om 4 agaycma 2023 2. N 428-03

FTAPAHT: MonoxeHnns ctatb 8.2 Ha Tepputopuax [LOHP, JIHP, 3anopoxckon obnactu,
XepcoHckon obnactn npumMmeHstoTea ¢ 1 ceHTabps 2024 r.

Cratba 8.2. OcoBeHHOCTUM NUUEH3MPOBaHMA (hapmaueBTUYECKOW OEeATENbHOCTM B 4acTu
OCYLLIECTBIIEHMS ONTOBOW TOProOBMM fIEKapPCTBEHHLIMU CpeacTBaMm

1. Jenctene nuUeH3UM Ha apmaueBTUYECKY AeATeNbHOCTb B 4YacTW OCYLLEeCTBREHUS
ONTOBOW TOPrOBNWU NleKapCTBEHHbIMWU CpeAcTBaMy AN MeOMUMHCKOro NpUMeEHeHUs npekpaliaeTcs
NNUEH3NPYOLWMM OpraHom B crny4dasx, onpeneneHHbix ctatben 20 degepanbHOro 3akoHa oT 4 mas
2011 roga N 99-®3 "O nuueH3anpoBaHNN OTAENbHbLIX BUAOB AEATENBHOCTU", @ TaKKe MO PELLEHUIO
NMLIEH3UPYIOLLLErO OpraHa, NPUHATOMY B COOTBETCTBMM C HaCTOsILLEN YacTblo. B cnyyae BbisiBNeHUs
npy OCyLLeCcTBNeHnn denepanbHOro rocyfapCcTBEHHONO KOHTponsa (Haasopa) B cdepe obpalleHus
nekapCTBEHHbIX CpPeACTB  HapylleHuMs opraHusaumein OnTOBOW TOProBnu  neKkapCTBEHHbIMU
cpeacteamm TpeboBaHuin yacter 1 - 3 crtatbm 53 HacTosuwero PegepanbHOro 3akoHa AeWcTBUE
nMueHsun Ha dapMaueBTUYECKYl0 AeATeNbHOCTb B 4acTWM OCYLLECTBIEHUS OMTOBOW TOProBmn
nekapCcTBEHHbIMU CpeacTBaMn ANt MeOULMHCKOrO NMPUMEHEHUs MPUOCTaHaBNMBAETCA B TeYeHue
necatn pabouynx OHeW CO [OHS BbISBMEHUS YKasaHHOro HapylweHus. [enctBve nuuUeH3un Ha
dapMaLeBTMYECKYD OeATENbHOCTb B YaCTU OCYLLECTBIIEHMS OMTOBOW TOProBNW feKapCTBEHHbLIMMU
cpeacTBamMu Ans MeAMLUMHCKOrO NMPUMEHEHUs NPUOCTaHaBMBAETCH Ha CPOK, KOTOPbIN onpeaenseTcs
NVLEH3UPYIOLLMM OpraHoM (HO He MeHee 4YeM Ha OAMH Mecsl), Mo UCTEeYeHUM KOTOPOoro Aencreue
AAHHON NULEH3MN MOANEXMUT MpeKpalleHnto Ha OCHOBAHWUM peLLeHUs NULEH3MPYIOLWEero opraHa, 3a
WCKIIOYEHNEM CryYas, yKa3aHHOro B 4acTy 2 HacTosALWEN CTaTbMm.

2. [encrtene nuueH3nMM Ha apmMaueBTUYECKYIO AEATESNIbHOCTb B 4YacTU OCYLLECTBIEHMUS
ONTOBOW TOPrOBMM JE€KAPCTBEHHbIMW CpeacTBaMU A1 MEAMLUMHCKOTO MNPUMEHEHUS, OelcTBue
KOTOPOW MNPUOCTAHOBMIEHO B COOTBETCTBMM C 4acTbldo 1 HaACcTosAWeWn cTaTbl, MNOANEXUT
BO30GHOBMNEHMWIO B Criyyae, ecnv B Nepvog NpMoCTaHOBMEHUA AEUCTBUSA JaHHOW NMLEH3UN B pamKax
aocynebHoro obxanoBaHWUsi peLleHne KOHTPOSbHOro (Hag30pHOro) opraHa B 4YacTU BbISABIIEHHOMO
HapyLweHua TpeboBaHun yacten 1 - 3 ctatbh 53 HacTodAwero ®PefepanbHOro 3akoHa OTMEHeHo. B
yKazaHHOM Cnyyae [Jdenctsme nuueHsunm Ha dapmaueBTUYEeCKyl0 AeATenbHOCTb B 4acTu
OCYLLIECTBIIEHMS ONTOBOW TOProBMW JIEKAPCTBEHHbIMU CPeacTBaMU AN MEOULMHCKOrO NpUMEHEHNs
BO30OHOBNSAETCS He no3gHee ogHoro paboyero OHA CO AHA OTMEHbl PELUeHUS KOHTPOSbHOro
(Hag3opHoOro) opraHa.

UHpopmayusi 06 usmeHeHusix.  Cmambsi 9 uameHeHa ¢ 1 urons 2021 e. - ®edeparbHbil 3aKOH om
11 utoHs 2021 2. N 170-03
Cwm. npedbidywyto pedakyuro

Cratba 9. [ocynapCTBEHHbLIN KOHTpONnb (Hag3op) B cdepe obpalleHus NeKkapCTBEHHbIX

cpeacTs

1. TocynapCTBEHHLIN KOHTpOnb (Hag3op) B cdepe oOpalleHusi NEKapCTBEHHbIX CPEeACTB
OCYLLEeCTBNSAETCA MOCPeAcTBOM hbeaepanbHOro rocygapCTBEHHOrO KOHTponsa (Hagsopa) B cdepe
obpalleHnsa nekapCTBEHHbIX CPEACTB M heaepanbHOro rocygapCTBEHHOMO SIMLEH3NOHHOIO KOHTPOIA
OEATENbHOCTU MO NPOWU3BOACTBY JIEKAPCTBEHHbIX CPEACTB, OCYLLECTBNSEMbIX deaepanbHbIMm
opraHamMmu UCNOJSTHUTENbHOW BNAcTK, YNONHOMOYeHHbIMK MpasuTenscTBoM Poccuiickon ®enepaumu.

2. NpegmeTom hefeparbHOro rocygapcTBEHHOro KOHTpona (Hagsopa) B cdepe obpaleHus
NeKkapCTBEHHbIX CPeACTB ABNAITCA:

1) cobnogeHne oba3atenbHbIX TpeboBaHUn B chepe obpalleHns nekapCTBEHHbIX CPEeACTB, B
TOM yucne:

a) TpeboBaHMI K OOKIMHMYECKUM WCCIEAOBaHUSAM JIEKAPCTBEHHbIX CPEACTB, KIMHUYECKUM
NCCnegoBaHUAM JIEKAPCTBEHHLIX MPEnapaToB, W3rOTOBSIEHWMIO, XPaHEHWIO, MEpPeBO3Ke, BBO3Yy B
Poccuiickyto ®epepauuto, OTAYCKy, peanusauuu, nepefade, npodaxe nekapCTBEHHbIX CpPeacTs,
NPUMEHEHUIO NEKAPCTBEHHbBIX NMpenapaToB, YHUUTOXEHUIO NIEKAPCTBEHHbLIX CPeACTB, YCTAaHOBIEHUIO
NPON3BOANTENSIMU JIEKAPCTBEHHbIX NMPENapaToB LEH Ha NeKapCTBEHHbIE NpenapaThl, BKITOYEHHbIE B
nepeyYeHb XXU3HEHHO HEOBXOOUMbBIX N BaXKHENLUMX NIEKAPCTBEHHbIX NPenapaTos;

6) TpeboBaHWM K COOTBETCTBMIO NEKAPCTBEHHbIX CPEACTB, Haxoaawmxcs B obpaiieHun,
nokasatensm kadectBa, 3(EKTUBHOCTM M GE30MaCHOCTW, YCTAHOBMEHHbIM B COOTBETCTBMM C
HacToswmum PegepanbHbiM 3aKOHOM;

B) TpeboBaHMIN K cOONOAEHMIO CyObekTaMn obpaLLeHns NeKkapCTBEHHbIX CPEeACTB, YKa3aHHbIX
B yactm 1 ctatbn 67.1 HacToawero degepanbHOro 3akoHa, OrpaHUYeHUi, HanaraembiX CTaTbsaMu
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67.1 n 67.2 HacToswero PegepanbHOro 3akoHa;
2) cobnwgeHve INUUEH3NOHHbIX TpeboBaHWMM K OCYLLIEeCTBIeHno dapmaueBTUYECKON
AeATenbHOCTY;

UHpopmayus 06 usmeHeHusx:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH Om
30 sHeaps 2024 2. N 1-@3
Cwm. npedbidywyro pedakyuro

3) cobniogeHne TpeboBaHUIM K NpeaoCTaBNeHUO cyObekTamu obpalleHUs NekapCTBEHHbIX
CpeacTB WMH(opMauMM O feKkapCTBEHHbIX cpeactBax W (MNKW) nekapCTBEHHbIX npenapartax,
npegycmoTpeHHon ctatesammn 9.1, 52.1, 52.2 n 64 Hactoswero deaepanbHOro 3akoHa;

UHpopmayus o6 usMmeHeHusx: Yacmb 2 dononHeHa nyHkmom 4 ¢ 1 mapma 2023 e. -
®edeparibHbIl 3akoH om 20 okmsbps 2022 2. N 405-03

FAPAHT: MonoxeHusa nyHkTa 4 npumeHaoTca 0o 1 mapta 2026 r.

4) cobniogeHne npegycMoTpeHHbIX cTaTben 55.1 HacToswero ®degepanbHOro 3akoHa
TpeboBaHMI K NPOBEOEHU0  IKCMEPUMEHTaA MO  OCYLLECTBIIEHUO  PO3HMYHOM  TOProBnv
neKapCTBEHHbIMM MpenapaTamy Ans MeOUUMHCKOTO MPUMEHEHUs!, OTMyCKaeMbiMM MO peuenTy Ha
neKapCTBEHHbIV NpenapaT, ANCTaHUNOHHBIM CMOCOBOoM.

UHpopmauuss 06 usmeHeHusix. Cmambsi 9 OononHeHa dYacmbto 2.1 ¢ 30 sHeaps 2024 a. -
®edeparibHbIl 3akoH om 30 sHeapsi 2024 2. N 1-©3

2.1. B uensix obecneveHnsi rocygapCTBEHHOro KOHTpond (Hag3opa) B cdepe obpalieHus
nekapcTBeHHbIX CpeacTB defeparnbHbii  OpraH  WCMOMHUTENBbHOM BracTW, OCYLLECTBNSAIOLWMIA
roCyAapCTBEHHYIO perucTpauuio JekapCTBEHHbIX MpenapatoB, npeaocTasnset denepansHOMy
opraHy WCMOMHWUTENbHOW BNacTu, OCYyLLEeCTBASOWEMY (OYHKLUUM NO KOHTPOMNIO M Hag3opy B cdepe
30paBOOXpaHEHUA, MO €ero 3anpocy B pamMKkax MEeXBEeAOMCTBEHHOMO  WMHEOPMALNOHHOIO
B3aMMOAENCTBUA B  MNOpsiAKe, YCTAHOBMEHHOM  YKa3aHHbIMM  dedeparibHbIMWU  OpraHamm
WCNONHUTENBbHOW BNAcTW, Crneaylowme CBEeAEeHMsI O NEeKapCTBEHHbIX CPeACcTBax, B TOM 4ucne B
crny4ae, ecnv Takme CBe4eHUsA COCTaBNST KOMMEPYECKYHO TalHy:

1) cBegeHus o hapmalieBTMYeckon cybecTaHumm:

a) HanmeHoBaHne hapmaLeBTUYECKon cybcTaHuuK, ee CTPYKTypa, obLine CBONCTBA;

©) HaumeHOBaHWe 1 agpec NPon3BOANTENS;

B) CBOWCTBA M CTPYKTypa OENCTBYIOLLMX BELLECTB;

r) XapaKkTepucTuka npumecen;

) cneundomkaumsa Ha bapmaueBTUYECKY0 cybCcTaHLmMo 1 ee 060CHOBaAHWE;

€) aHanuTu4eckme MeTOOMKM, MUCMOoNb3yeMble MNpU OCYLLECTBIEHMM KOHTPOMS KayecTBa
dhapMaLeBTMYECKON CyOCTaHUNY;

X) pesynbTaTbl aHanM3oB cepuin hapmMaLeBTUYECKON CyOCTaHuuu;

3) nepedyeHb CTaHOAPTHbIX OOpa3sLOB UMM BELLECTB, MCMOSb3yEMbIX MPWU OCYLLECTBNEHUN
KOHTpONSA KayecTBa hapmaueBTUYECKON cybcTaHumm;

N) ONUCaHNe XapakTEPUCTUK N CBONCTB YNAKOBOYHbLIX MaTepMarnoB 1 YKYNOPOYHbIX CPEACTB;

K) AaHHble 0 CTabunNbHOCTU hapmaLeBTUYECKON cybcTaHuuu;

n) CPOK rOAHOCTY;

2) cBeAeHus 0 NekapcTBEHHOM npenapare 419 MegULMHCKOrO NPUMEHEHWS:

a) onucaHue 1 cocTaB NIekapCTBEHHOrO Npenapara Anst MeAULMHCKOrO NPUMEHEHNS;

©) onucaHne dapmaveBTudeckon paspaboTkm (obocHoBaHMe Bblibopa cocTaBa, NEPBUYHON
YNaKOBKN);

B) HAMMEHOBaHWE N agpec MecTa OCYyLLECTBMNEHUS NPOM3BOACTBA NIeKapCTBEHHOro npenapara
ANA  MeOMLUMHCKOrO MNpUMMEHEHUa (B Cryvae Hamnuumsi HECKOSbKMX YYaCTHUMKOB npouecca
npou3BoAcTBa HEOOXOAMMO yKa3aTb HAaUMEHOBaHWE N aapec KaXXaoro u3 HuXx);

r) MUKpOBMONOrMyeckne xapakTepuCTmKu;

4) ONUCaHne XxapakTePUCTUK N CBONCTB YNaKOBOYHbIX MaTepMarnoB 1 YKYNOPOYHbIX CPEACTB;

e) TpeboBaHMA K Ka4eCcTBY BCNOMOraTesibHbIX BELLECTB;

X) aHanuMTM4yecKkMe MEeTOOMKW, MCMOoNb3yeMble MNPW OCYLLECTBMEHUN KOHTPONSA KavecTBa
BCMOMOraTesbHbIX BELLECTB;

3) cBegeHnss 06 Mcnonb3oBaHWM BCMOMOraTesibHbIX BELLECTB YEerloOBEYECKOro M XXMBOTHOMO
NPOVCXOXOEHUS;

n) cBegeHnsa 06 UCnonb30BaHNN HOBbLIX BCMOMOraTeNbHbIX BELLECTB;

K) TpeboBaHMs K KayecTBy FeKkapCTBEHHOro npenaparta Ans MeauUMHCKOro NpUMeHeHus
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(cepTudumkaT, cneundurkauma Ha nekapcTBEHHbIN Npenapart n ux obocHoBaHue);

n) aHanuTU4Yeckne MeTOAMKWU, WCMOoSb3yeMble MNpPU OCYLLECTBIIEHUN KOHTPONS KavecTBa
nekapcTBEHHOro npenapara Ans MeAUUMHCKOrO NMPUMEHEHNS;

M) pesynbTaTbl aHanu3oB CepUN JeKapCTBEHHOro npenapata Ans  MeguuuHCKOro
NPUMEHEHUS;

H) XapaKTepucTuka NpuMece;

0) nepedvyeHb CTaHOApTHbIX 00pa3uoB, MCNOMb3yeMbIX MNPU OCYLECTBNEHUN KOHTPONS
KayecTBa NekapCTBEHHOro npenapara Anst MeAULUMHCKOrO NPUMEHEHNS;

n) A4aHHble O CTAabUINbHOCTM NEeKapCTBEHHOMO Npenapara Ans MeanLMHCKOro NPUMEHEHUS;

3) OTYEThl O AOKMMHUYECKNX UCCNELOBaHUSX;

4) oT4YeTbl O KNNMHUYECKNX NCCNEAO0BAHUSIX;

5) mactep-thann cnuctembl hapMakoHaa3opa;

6) nnaH ynpasneHus puckamu.

3. MNpu ocywecTteneHMn degepanbHOro rocyaapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpalleHns nekapCTBEHHbIX CPeACTB MNPOBOAATCA creaylolme BuAbl KOHTPOMbHbIX (HaA30PHbIX)
MEpPONPUATUIA:

1) oOKyMeHTapHas NpoBEpKa;

2) Bble3aHasi MPOBeEpPKa;

3) BbIGOPOYHbIN KOHTPOSb Ka4eCTBa;

4) KOHTPONbHAaA 3aKyrka;

5) MHCNEKUMNOHHbIV BU3UT;

6) HabnogeHne 3a cobnogeHnem obasaTtenbHbix TpeboBaHUn (MOHUTOPUHI 6e3onacHoOCTK)
(cpapmakoHasop).

4. OpraHun3aumsa n ocyLiecTBreHne genepanbHOro rocygapCTBEHHONO KOHTpons (Haasopa) B
chepe obpalleHns nekapCTBEHHbLIX CpeacTB perynupytotes PepepanbHbiM 3akoHOM OT 31 umions
2020 roga N 248-93 "O rocygapCTBEHHOM KOHTposie (Hagsope) M MyHuuunanbHOM KOHTpone B
Poccuinckon ®epepaumn’.

5. BHennaHoBbI BbIGOPOYHBIV KOHTPOSb KayecTBa NPOBOAUTCS B TOM YMCHE HA OCHOBAHUU
nporpaMmMbl NPOBEPOK.

6. NnaHoBbIN BbIDOPOYHbIN KOHTPOMb Ka4ecTBa He NMPOBOAMTCS.

UHopmayus 0b usmeHeHusix:  Yacmpb 7 usmeHeHa ¢ 1 ceHmsbps 2024 e. - ®edeparibHbIlU 3aKOH
om 30 siHeapsi 2024 2. N 1-03
Cwm. npedbidywyto pedakyuro

7. Mo pesynbratam degepanbHOro rocygapCTBEHHOrO KOHTponsa (Hag3opa) B cdepe
obpalleHna nekapcTBEHHbIX CPeACTB Hapsdy C peleHusMu, NpeaycMOTpeHHbiMM PefepanbHbiv
3akoHoMm oT 31 wmona 2020 roga N 248-d3 "O rocyaapCTBEHHOM KOHTpone (Haasope) u
MYyHUUUNansHOM KoHTpore B Poccunckon ®epepaummn”, pegepansHeiMy opraHaMmmn UCNONHUTENBHOM
BNacTu, YNONMHOMOYEHHbIMM Ha OCyLecTBreHne deneparnbHOro rocygapCTtBEHHOro KOHTpOns
(Hagsopa) B cchepe obpallieHnss NekapCTBEHHbIX CPeACTB, NPUHUMALOTCA CrieayoLne peLleHus:

1) 0 manbHenLwem rpaxgaHckoMm obopoTe cepumn, NapTun COOTBETCTBYIOLLIENO NEKAPCTBEHHOIO
cpedctBa B cnyyae NOATBEPXOAEHMS MO pesynbTatam MNPOBEOEHHbIX MWCMbITaHUA COOTBETCTBUS
KayecTBa fiekapCTBEHHOro CpeAcTBa yYCTaHOBMEHHbIM TpeboBaHUsM;

2) 06 n3bLATUKN K3 rpaxxgaHcKoro obopoTa cepun, NapTUN COOTBETCTBYHOLLEIO IEKAPCTBEHHOIO
cpeacTBa B Chnyyae BbISIBNEeHWS MO pes3ynbTaTtaMm MNPOBEAEHHbIX MWCMbITAHUMA HECOOTBETCTBUSA
KayecTBa NekapCTBEHHOro cpeacTBa yCTaHOBMEHHbIM TpeboBaHUAM;

3) 0 nepeBoAe NeKaApCTBEHHOrO CpeacTBa Ha MNOCEPUMHBINA BbIDOPOYHLIA KOHTPOIb KayecTBa
NeKapCTBEHHbIX CPEACTB B Clydae [MOBTOPHOIO  BbISIBNEHWST HECOOTBETCTBUSA  KayecTBa
NeKapCTBEHHOIO0 CpeacTBa YCTaHOBMEHHbIM TpeboBaHuAM M (Npy HEO6XOOUMOCTM) O NpPOBEpKe
cybbekTa obpalleHnsa nekapCTBEHHbIX CPeacTB. Pacxoabl, cBA3aHHbIE C NpOBEAEHNEM NOCEPUNHOTO
BbIGOPOYHOIrO  KOHTPONSA, OnnadMBaloTCa MNpPOM3BOAUTENEM JNIEKApCTBEHHOro cpeactea  Nunbo
JepxaTtenem unu srnagenbLem pernctTpaLMoHHOro yaoCcToBepeHns nekapcTBEHHOro npenapara;

UHopmauussi 06 u3smeHeHusix: Yacmb 7 dononHeHa nyHkmom 4 ¢ 1 ceHmsbps 2024 a. -
®edeparbHbiti 3akoH om 30 siHeapsi 2024 2. N 1-®3

4) 0 CHSAITUM NEeKapCTBEHHOro CPeacTBa C MOCEPUMHONO BbIGOPOYHOTO KOHTPOSS KayecTea
NEKapCTBEHHbIX CPEACTB Ha OCHOBaHWUWU MONOXWUTENbHBIX 3KCMEPTHbIX 3aKMYEHUN, BblAaHHbIX
dhenepanbHbIM rocyAapCTBEHHbLIM GIOKETHBIM YUpeXaeHMeM, NoABEAOMCTBEHHbIM heaepanbHOMy
opraHy WCMOMHUTENbHON BMACTU, OCYLLECTBSOWEMY (BYHKLMU MO KOHTPOMO U Hag3opy B cdepe
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34paBOOXpaHEHNsl, Unu denepanbHOMY OpraHy WCMNOMHUTENBHOW BACTW, OCYLLECTBNSAIOLWEMY
YHKLMM NO KOHTPOMK UM Hagl3opy B cdepe obpalieHuss NnekapcTBEHHbIX CpeactB  Ans
BETEPUHAPHOIO MPUMEHEHUS, Ha OCHOBaHUMW MPOTOKOMAa MCMbITAHWUMA JeKapCTBEHHOrO CPeAcTBa,
npoBedeHHbIX MO BCEM MokasaTensam yTBepXOeHHOW HOPMaTUBHOW LOKYMeHTauun (HOpMaTUBHOMO
AOKYMEHTa) B OTHOLLEHUN TPEX Cepui NeKkapCTBEHHOMO CpeacTBa.

8. ®depepanbHbli  TOCYOAPCTBEHHbLIN  JIMLEH3NOHHBLIN  KOHTPONb  AEATESNIbHOCTU MO
NpOV3BOACTBY J1IEKAPCTBEHHbIX CPEeACTB OCYLLECTBMASETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®egepaunn.

FTAPAHT: Cwm. KoMMeHTapun k ctatbe 9 HacTosiwero PegepanbHOro 3akoHa

UHpopmayuss o6 usmeHeHusix: [nasa 4 oOornonHeHa cmambel 9.1 ¢ 1 uwng 2021 e. -
®edeparibHbil 3akoH om 11 utoHs 2021 2. N 170-03

CraTbs 9.1. [Nporpamma NpoBepOkK

1. B uensx opraHusaumm BbIGOPOYHOrO KOHTPONS KadecTBa fEeKapCTBEHHbIX CpeacTs
dhopmupyeTcsa nporpamma npoBEPOK.

2. Anga uenen peanusaumy NporpaMmMbl NPOBEPOK NPOU3BOAUTENN NIEKAPCTBEHHbIX CPEACTB U
opraHusauumu, OCyLLleCTBRSLWME BBO3 fleKapCTBeHHbIX cpeactB B Poccunckyio depepaunio,
npegocTaBnsloT B OTHOLWEHUUM JEKapCTBEHHbIX CPeacTB Ans MeOUMUMHCKOrOo MNpuMEHeHust B
YNONMHOMOYEHHbIN dhefeparnbHbIi OpraH UCMOMHUTENBHOW BNAcTU, OCYLLECTBASOWMIA (PYHKLUUN NO
KOHTPOMIO M Haas3opy B cdepe 34paBOOXPaHEHUs, B OTHOLUEHWMU JEKApPCTBEHHbIX CPeacTB Ans
BETEPUHAPHOIO NPUMEHEHUST B YNOSIHOMOYEHHbIM dheaepanbHbli OpraH UCMOMHUTENBHOW BNacTMy,
OCYLLECTBIAIOLWMNA PYHKLMN MO KOHTPOSO 1 HAA30py B cdhepe obpalleHnst TeKapCTBEHHbIX CPEACTB
ONA  BeTepuMHapHOro npUMEHEHUs, CBEOEHUS O Ccepusx, MapTUsSX feKapCTBEHHbIX CPeacTs,
nocTynawwmx B rpaxgaHckmn obopot B Poccunckon Pegepaunn, B nopsigke, coctaBe u oobeme,
YCTaHOBIIEHHbIX YKa3aHHbIMU oefepanbHbIMU OpraHaMm WUCNOMHUTENbHOW BNAcTM B OTHOLUEHUU
NeKapCTBEHHbIX CPeACTB ANS MEAMLUMHCKOrO NMPUMEHEHUS N B OTHOLLIEHUWN NEeKapCTBEHHbIX CPeacTB
AN BETEPUHAPHOIO NPUMEHEHNSI COOTBETCTBEHHO.

3. Mporpamma npoBepok hopmMupyeTcsl Ha kanenaapHbln rog B cpok Ao 30 gekabps roga,
npeALwecTByOLWEero rogy NposBeaeHns BbiIGOPOYHOro KOHTPOSS.

4. B cny4ae HacTtynneHus cobblTui, ykasaHHbIX B nofnyHkrax "6" mn "B" nyHkta 2 yactun 6
HacToswWwen ctatbk, pegeparnbHbIM OPraHoM UCMONHUTENbHOW BNAcTU, OCYLLECTBASIOWNUM YHKLMK
Nno KOHTPOM0 W Hag3opy B cdepe 3apaBoOxXpaHeHud, deaepanbHbiM OpraHOM WCMHOMAHUTENBHOM
BNACTW, OCYLLECTBNAIOWMNM DYHKLMM MO KOHTPOIO MU Hag3opy B cdepe obpalleHns NekapCTBEHHbIX
CpeacTB ans BeTEepUHAPHOro MNPUMEHEHMs, NMpuM HeobXOAMMOCTM BHOCHATCH COOTBETCTBYOLUME
N3MEHeHWs B NPOrpamMmmy NpoBEpPOK.

5. B nporpammy npoBepoK MOryT BKOYaTbLCA MEPONPUATUA C YYETOM HapyLleHWUH,
BbISIBNIEHHbIX B paMKaX KOHTPOSbHbIX (HA430PHbIX) MEPONPUATUA 3a NpeablayLLMiA KaneHaapHbIN roj.

6. Mporpamma NPoOBEPOK COOEPKUT:

1) nepeyeHb nekapCTBEHHbIX CPeacTB, oTOop 06pa3LoB KOTOpbIX ByAeT OCyLeCTBAATLCA B
pamkax BblIOOPOYHOro KOHTPOIS, (hOPMUPYEMBIV C YH4ETOM Pe3yNbTaToB rocy4apCTBEHHOIO KOHTPOIS
(Hag3opa) B cepe obpalieHns NnekapCTBEHHbIX CPeacTB 3a KaneHaapHbIN rof, npeaLlecTBYOLWMNn
rogy npoBefeHns BbI6OpOYHOro KOHTPONS;

2) ykasaHue Ha cobbITe, HacTynneHne KOTOPOoro ABNSeTCS OCHOBaHMEM 15 OCYLLECTBIEHUS
BbI6OPOYHOro KOHTPONS:

UHpopmayusi 06 usmeHeHusix: [lodnyHkm "a" usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIl
3akoH om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

a) nonydvyeHuve CBeOEeHUN, npeacTaBnsdeMblX B cocTaBe UM obbeme, YCTaHOBIEHHbIX
denepanbHbIM OpraHOM WUCMOMHUTENBHOM BMNACTX, OCYLLECTBASAWMM (YHKUMM MO KOHTPOS U
Hag3opy B cdepe 340paBoOXpaHeHus, deneparnbHbiM - OpraHOM  WUCMOSTHUTENBbHOW  BNacTM,
OCYLLECTBIAIOWMM PYHKLMM MO KOHTPOSIO U Haa30py B cdhepe obpalleHns nekapCTBEHHbIX CPeACcTB
ONA BEeTepMHapHOro NPUMEHEHUs, O CepusiX, NapTUAX NeKapCTBEHHbIX CPeACTB, MOCTynawwux B
rpaxxgaHckmi obopot B Poccuiickon ®Pegepaumn, ykasaHHbIX B MyHKTe 1 HacCTOsIWEN 4acTw,
opraHvMsauusamu, OCyLecTBNALWMMM NPOU3BOACTBO JleKapCTBEHHbIX cpeactB B Poccuiickon
depepauun 1 BBO3 NeKapCTBEHHLIX cpeAcTB B Poccuiickyto defepaunio, 3a UCKNIOYEHNEM cepui
UM NapTUN NeKapCTBEHHbIX NpenapaToB, YKasdaHHbIX B YacTu 4 ctatbh 52.1 n vyactm 6 ctaten 52.2
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HacTosiwero ®egepanbHOro 3akoHa;

06) nonydeHne nocTynawwen B MNOpsAKe, YCTAaHOBMNEHHOM cTaTbeil 64 HacToswero
depepanbHOro 3akoHa, WHoOpMauMM O MOBOYHbIX OENCTBUSX, HeXenaTenbHbIX peakuusx,
Cepbe3HbIX HexernaTerbHbIX peakuusx, HenpeaBuAEHHbIX HeXenaTernbHbIX —peakumax npu
NPYMEHEHUN NEeKapCTBEHHbIX npenapaToB, 00 WHAMBUAYaNbHOW HENEepeHOCUMOCTU, OTCYTCTBUU
3(pPeKTMBHOCTN NeKapCTBEHHbIX MNpenapaToB, a Tawke 00 WHbIX hakTax u 06CToATENbLCTBAX,
NPeACTaBnsWNX Yrpo3y >KU3HW WUNU 340POBbIO YenoBeka MO KMBOTHOTO MNPU NPUMEHEHMUM
NeKapCTBEHHbIX NpenapaTtoB W BbISABNEHHbIX Ha BCex 3Tanax obpalleHnss nekapcTBEHHbIX
npenapatoB B Poccunckon ®egepauumn n gpyrux rocygapcraax;

B) nonyyeHue B cootBeTCcTBMU ¢ DefeparnbHbiM 3akoHom oT 31 uona 2020 ropga N 248-93 "O
rocyJapcTBEHHOM KOHTporne (Hagsope) M MyHuumMnansHOM KoHTpone B Poccuiickon ®depepaummn”
CBeJEeHU O NMpUYMHEeHUN Bpeaa unm ob yrpose NpUYUHEHUS BPeaa XXU3HWU, 300POBbI0 rpaxaaH unu
XNBOTHBbIX.

UHpopmayus 06 usmeHeHusx:  HaumeHosaHue uameHeHo ¢ 19 asaycma 2024 2. - ®edepasibHbll
3aKkoH om 8 asazycma 2024 2. N 232-®3
Cwm. npedbidywyro pedakyuro

Cratba 9.2. [ocygapCTBEHHbIA KOHTpOMNb (Hag3op) 3a peanu3aument UCNOSTHUTESbHbIMU
opraHamu cybbektoB Poccuiickon degepaumm nonHomounn B cdhepe obpalueHus
NeKapCTBEHHbIX CPEACTB ANst MeAULMHCKOTO NPUMEHEHNS

UHdopmayus o6 usmeHeHusix:  Yacmpb 1 usmeHeHa ¢ 19 asaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 asazycma 2024 2. N 232-®3
Cwm. npedbidywyto pedakyuro

1. TocygapCTBEHHLIM KOHTPOSb (Hag3op) 3a peanu3aumen UCTMOSTHUTESbHbIMU OpraHamm
cybbekToB Poccuiickon ®egepaumm nonHomMounn B cdoepe obpallieHns nekapcTBEHHbIX CPEACTB Ans
MeANLUUHCKOrO MPUMEHEHNA OCYLLECTBNAETCA YNOSTHOMOYeHHbIM [MpaBuTenscTBOM Poccuickomn
depepauyunn opraHoM UCMONHUTENBHOW BracTu.

UHpopmauus 06 usmeHeHusix:  Yacmpb 2 usmeHeHa ¢ 19 asaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 aseycma 2024 2. N 232-®3
Cwm. npedbidywyro pedakuuro

2. NpegmeTom rocygapCTBEHHOINO KOHTPONs (Hag3opa) 3a peanusaument UCNOMHUTENbHbIMU
opraHamn cybbektoB Poccunckon deaepaumm nonHomounn B cepe obpallieHus nekapcTBEHHbIX
CPeacTB  ANA  MEAMUMHCKOrO  MPUMEHEHMs  sBNsAeTcs  cobniogeHne  ynorHOMOYEHHbIMU
UCMNonHUTENbHbIMU  OpraHamun cybbektoB Poccuinckon ®defepaumm MeTOAVKM  YCTAHOBMEHUS
npeaenbHbIX pas3MepoB OMNTOBbIX HaA0aBOK M NpedenbHbIX PasMepoB PO3HUYHLIX HaabaBOK K
aKTUYECKMM OTMYCKHbIM LleHaM, YCTaHOBMEHHbIM NPON3BOAUTENSAMM NIEKApPCTBEHHbIX NpenapaTos,
Ha NeKkapCTBEHHble Mpenapartbl, BKMNOYEHHbIE B NepeyvYeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEMLINX
nekapCTBEHHbIX NpenapaTos.

UHpopmayus 06 usmeHeHusix:  Yacmpb 3 usmeHeHa ¢ 19 agaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 aszycma 2024 2. N 232-®3
Cwm. npedbidywyto pedakyuro

3. Tlpu ocylwecTBNEHMN T[OCYOapPCTBEHHOIO KOHTpoOmns (Hags3opa) 3a peanusauuven
NCMOMHUTENbHLIMK OpraHamm cybbekTtoB Poccuirickon degepauum noriHomo4mi B ccpepe obpalleHumst
NeKkapCTBEHHbIX CpeacTB Ans  MeOMLMHCKOrO MPUMEHEHWs NPOBOAATCA creaywowme Buabl
MEPONPUATUIA:

1) BOKYMEHTapHbIe NPOBEPKYU;

2) Bble3aHble NPOBEPKMW.

UHpopmauus 06 usmeHeHusix:  Yacmpb 4 usmeHeHa ¢ 19 asaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 aseycma 2024 e. N 232-®3
Cwm. rpedbidywyro pedakuuro

4. OpraHusaumsi n ocyLlecTBNeHNe rocyaapCTBEHHOIO KOHTPONS (Hag3opa) 3a peanusauuven
NCNONHUTENBbHBbIMK OpraHammu cybbekToB Poccuiickon degepaumnmn nonHoMounn B cpepe obpalleHms
nekapCcTBEHHbIX CPeACTB ANd MeAULMHCKOro NpuMeHeHus perynupyttca degeparnbHbiM 3aKOHOM OT
21 pekabpsa 2021 roga N 414-03 "O6 obwmx npuvHUMNax opraHusaumm nybrnmMyHon BRactu B
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cybbekTax Poccunckon degepaunn’.

UHpopmayus 06 usmeHeHusix:  Yacmb 5 usmeHeHa ¢ 19 agaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 aseycma 2024 2. N 232-®3
Cwm. npedbidywyto pedakyuro

5. MonoxeHne 0 rocygapCTBEHHOM KOHTpore (Hag3ope) 3a peanusaunen NCNosTHUTENbHbIMU
opraHamn cybbektoB Poccunckon depepaummn nonHoMounn B cpepe obpalleHus nekapcTBeHHbIX
CpeacTB 4nsl MeguLMHCKOro npumMmeHeHns yteepxgaetcs NpasutensctBom Poccuinckon degepaunn.

UHpopmayusi o6 u3smeHeHusix: [nasa 4 oOornonHeHa cmambel 9.3 ¢ 1 uwnag 2021 e. -
®edeparibHbil 3akoH om 11 utoHs 2021 2. N 170-03

CraTtbsa 9.3. PervoHanbHbIA rocyaapCTBEHHbIA KOHTPOMb (Ha430p) 3a NMPUMEHEHUEM LIEH Ha
nekapCcTBEHHble npenapaTthbl, BKNIOYEHHbIE B NepeyeHb XU3HEHHO HeobXoauMbIX M
Ba)XXHENLUMX NeKapCTBEHHbIX NpenapaToB

UHpopmayus ob usmeHeHusix:  Yacmpb 1 usmeHeHa ¢ 19 asaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 asazycma 2024 2. N 232-®3
Cwm. npedbidywyto pedakyuro

1. PervoHanbHbIl rOCygapCTBEHHbLIN KOHTpPONb (HAg430p) 3a MNPUMEHEHMEM UEH Ha
nekapCcTBEHHble Mpenapatbl, BKIYEHHbIE B MNEepeyvYeHb XMU3HEHHO HEeOOXOAMMbIX U BaKHEWMLINX
NeKkapCTBEHHbIX MpenapaToB, OCYLECTBNAETCS WCNOMHUTErNbHbIM OpraHom cybbekta Poccuickon
depepauun, yNONHOMOYEHHBIM BbICLUMM  WUCMOMHUTENbHBIM OpraHoM cyb6bekta Poccuiickon
depepaunn.

UHopmauus 0b usameHeHusix. Yacmpb 2 usmeHeHa ¢ 1 ceHmsbps 2024 e. - ®edeparbHbIl 3aKOH
om 8 aseycma 2024 e. N 323-®3
Cwm. npedbidywyro pedakuuro

2. NpegmeTom pernoHanbHOro rocyaapCTBEHHOrO KOHTpons (Hag3opa) 3a NpMMEHEHVEM LieH
Ha nekapcTBEHHble npenapaTbl, BKMIOYEHHbIE B NepeyeHb XU3HEHHO HeOOXOOUMBIX U BaXXHEWLNX
nekapCcTBEHHbIX MNpenapaToB, $BNAeTCA cobniogeHve opraHuvsauMsiMM  ONTOBOW  TOProBnu
neKapcTBEHHbIMU cpeacTeamu, anTeYHbIMK opraHv3aumsamMu, MHOVBUAYaNbHbIMU
npegnpyHUMaTensamMu,  MMEeLWMMU  MMUEH3MI  Ha  (bapmaueBTUYECKYD  OesiTeNbHOCTb,
MEONLMHCKMMW OPraHn3auusiMm, UMEOLLMMU NULEH3NI0 HA dapMaLeBTUYECKYHO AeATENbHOCTb, N UX
060co6NeHHbIMN  NoapasaeneHnsaMy, pPacrnonoOXeHHbIMU B CENMbCKUX HAaCEeNeHHbIX MyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeyHble OpraHusauuv, npu peanu3auumn neKapCTBEHHbIX MpenapaToB
TpeboBaHMN K MPUMEHEHUIO LIeH, YPOBEHb KOTOPbIX He AOJKEH MpeBbiaTb CyMMYy (haKTU4ecKon
OTMYCKHOWM LieHbl, YCTaHOBIEHHOW MNPOU3BOAMTENEM IeKapCTBEHHbIX MpenapaToB, M KOTOpble He
NPEeBbLILIAOT 3aperMcTpMpOBaHHbIX NpeaenbHbIX OTMYCKHbIX LEH, U pasMepoB ONTOBbIX HaAOaBOK U
(unn) pasmepoB PO3HUYHBIX HAAOABOK, HE MPEBbILLAILNX COOTBETCTBEHHO pasMepoB NpeaenbHbIX
onToBbIX HagbaBoOK M (UNKU) pa3mMepoB npedenbHbIX PO3HWYHLIX HaabaBOK, YCTAHOBMEHHbIX B
cybbekTe Poccunckon degepaumu.

3. OpraHunzauus u ocyLlecTBreHe perMoHanbHOro rocyapCTBEHHOro KOHTpons (Hag3opa) 3a
NPMMEHEHMEM LEeH Ha neKapCTBEHHble npenapaTbl, BKMIOYEHHble B MepeyYeHb XKU3HEHHO
HeobX0OUMBIX U BaXXHEWLLNX NEeKapCTBEHHbIX npenapaToB, perynupytotcs PegepanbHbIM 3aKOHOM
oT 31 mons 2020 roga N 248-93 "O rocygapCTBEHHOM KOHTpone (Haasope) U MyHUUunanbHOM
KoHTpone B Poccuiickon ®epepaumn’.

UHpopmayus 06 usmeHeHusix:  Yacmb 4 usmeHeHa ¢ 19 agaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 aszycma 2024 2. N 232-®3
Cwm. npedbidywyto pedakyuro

4. lNonoxeHne o0 perMoHanbHOM rocy4apCTBEHHOM KOHTpone (Had3ope) 3a NpMMEHEHNEM LieH
Ha IeKapCTBEHHble Mpenapartbl, BKMIOYEHHbIE B NEpPEYEeHb XU3HEHHO HEOOXOAMMbBIX M BaXKHEMLINX
NEeKapCTBEHHbIX MpenapaToB, YTBEPXOAETCS BbICLUMM  UCMOMHUTENbHLIM OpraHoM cyoObekTa
Poccuiickon ®egepaunn.

UHpopmayuss o6 u3ameHeHusix: [nasa 4 oOornonHeHa cmambel 9.4 ¢ 1 uwng 2021 e. -
®edeparibHbil 3akoH om 11 utoHs 2021 2. N 170-03

CraTtbsa 9.4. degepanbHbii TOCYAAPCTBEHHbBIA JTMLEH3MOHHBIN KOHTPOIb AEATENbHOCTU MO
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NPON3BOACTBY NIEKAPCTBEHHbIX CPEACTB
1. ®depepanbHbii  TOCYAAPCTBEHHbIA  JIMLEH3NOHHbIN  KOHTPOSfb  AEATENbHOCTU MO

NPOM3BOACTBY  JIEKAPCTBEHHbLIX  CPEACTB  OCYyLlecTBsieTcA deneparnbHbIMn opraHammu

NCMOMHUTENBHONM BracTu, yNnonHOMOYeHHbIMK MNpaButensctBom Poccuickon degepaunn.

2. ®depepanbHbld  FOCYOAPCTBEHHbLIN  JIMLEH3NOHHBLIM  KOHTPONb  AEATESNIbHOCTU  NO
NPOM3BOACTBY fIeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCS B COOTBETCTBUN ¢ PeaeparibHbIM 3aKOHOM
oT 4 maa 2011 roga N 99-03 "O nuuUeH3MpOBaHUM OTAENbHLIX BWAOB AeATeNbHOCTU" U
®epepansHbiM 3akoHom oT 31 mona 2020 roga N 248-93 "O rocyaapCTBEHHOM KOHTpoOne (Hag3ope)
M MyHUUMNanNbHOM KOHTpornie B Poccuinickon ®epepaumn”. B pamkax deaepansHOro
rocyJapCTBEHHOMO fULEH3UOHHOIO KOHTPOMSA [OeATeNbHOCTU MO MNPOM3BOACTBY NEeKapCTBEHHbIX
CpeacTB nnaHoBble KOHTPOSIbHbIE (HAA30PHbIE) MEPONPUATUS HE NMPOBOASATCH, NPU 3TOM NMPOBOAMUTCS
nepvoandeckoe MnoATBEPXAEeHWE COOTBETCTBUSA NULEH3MATOB JULEH3UOHHLIM TpeboBaHMAM B
cootBeTcTBMM ¢ PepepanbHbiM 3akoHoM OT 4 mad 2011 roga N 99-03 "O nwuueHsnpoBaHum
OTAeNbHbIX BUOOB AeATENbHOCTU".

Maga 5. Pa3pa60TKa, AOKIMMHN4YeCKune nccrieqoBaHusA nekapCTtBeHHbIX CpeacTB, a TakKXxe
KInHN4YeCKue nccrieaoBaHus fieKapCrtBeHHbIX nNpenapaTtoB Al BeTepuHapHOro npumMmeHeHunsA

CraTtbsa 10. Pa3paboTka NlekapCTBEHHbIX CPEACTB

1. Pa3spaboTka nekapcTBeHHbIX CPEACTB BKMOYaET B cebsl MOMCK HOBLIX hapMaKonorn4yecku
aKTMBHbIX BELECTB, MOcCneayllee w3yvyeHne WUuX neKapCTBEHHbIX CBOWCTB, [AOKMMHUYECKME
nccnepoBaHnsa, paspaboTKy  TEeXHOMOrMm  NpovM3BOACTBA  (hapMaueBTUYECKMX  CcybcTaHuumn,
pa3paboTKy COCTAaBOB M TEXHOMNOMMI NPON3BOACTBA JIEKAPCTBEHHbLIX NpenapaTos.

2. duHaHcoBOe obecneveHne pa3paboTkM TeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCS 3a CYET:

1) cpeacTs henepanbHOro GrooxeTa;

2) cpeacTs pa3paboTymMKoB NeKapCTBEHHbIX CPEACTB;

3) cpeacTte npounsBoanTenen NneKapCTBEHHbIX cpeacTs npwm BbIMOMHEHUM
Hay4YHO-MCCregoBaTeNbCKNX paboT Mo AOroBOpy Mexay pa3paboTuMKOM NEKapCTBEHHbLIX CPEnCTB U
NPOn3BOANTENEM JIEKAPCTBEHHLIX CPEACTB;

4) UHbIX He 3anpeLLeHHbIX 3akoHogaTenbCcTBOM Poccuinckon degepaumm NMCTOUHNKOB.

3. [llpaBa paspaboTymka JEKAPCTBEHHOINO CPEACTBA  OXPAHATCS  rpaKaaHCKUM
3aKOHOOATETbCTBOM.

FTAPAHT: Cwm. kommeHTapum k ctatbe 10 HacTosiwero PegepanbHOro 3akoHa

Cratba 11. [JoknuHnyeckoe mccnegoBaHWe fnekapCcTBEHHOrO cpedcTBa Afst MEOULMHCKOro
NPUMEHEHUS
1. JoknuHm4yeckoe uUccregoBaHue JIEKapCTBEHHOro cpeactBa  Ansg  MeauUMHCKOro
NPUMEHEHNS MPOBOAUTCA MNYTEM MPUMEHEHUS HayYHbIX METOOOB OLEHOK B Lendx nonyyYeHus
JokasaTtenbcTB 6e3onacHOCTU, kadecTBa U 3 HEKTMBHOCTU NIEKApPCTBEHHOIO CpeacTBa.

UHopmauus 06 usmeHeHusix: Yacmp 2 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

2. [oknuHuyeckoe wuccnegoBaHWE IeKapCTBEHHOro cpeactBa  ANna  MeAMLMHCKOro
NPYMEHEHNa NPOBOAUTCA B COOTBETCTBMM C MpaBunamu Hagnexawen nabopaTtopHOW MpakTUKu,
yTBEpPXXOEeHHbIMY EBpasninckon SKOHOMUYECKON KOMUCCUEN.

UHpopmayuss o6 usmeHeHusix: Yacmpb 3 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

3. Ona opraHuM3auMnm M NpoBEAEHUs [OOKIMHUYECKOrO WCCNeAoBaHUs rekapCTBEHHOro
cpeacTtBa AN MEAMUMHCKOTO MNPUMEHEeHUst paspaboTyMKyM NekapCTBEHHbIX CPEeACcTB  Bripase
npuBnekaTb Hay4YHble opraHnsauum, obpasoBaTerbHble OpraHnM3auny BbiCLLEro 06pasoBaHns U NHbIE
opraHv3auuun, umerolme Heobxoaumyto maTepuanbHO-TEXHUYECKYlo 6a3y M KBanMUUMPOBAHHbIX
cnewLmnanvcToB B COOTBETCTBYHOLLEN 061acTu nccrnegoBaHus.

4. [oknuMHu4yeckoe UccrefoBaHWEe IEeKapCTBEHHOro cpefcTBa  Ans  MeAULMHCKOro
NPUMEHEHMS NPOBOAMUTCS MO YTBEPXKAEHHOMY pa3paboTyMKOM FeKapCTBEHHOro cpeacTBa nnaHy c
BeJEHMEM MpPOTOKONa 3TOr0 UCCreaoBaHUsl M COCTaBEHMEM OT4YeTa, B KOTOPOM copepkaTcs
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pe3ynbTatbl 3TOr0 wUcCcnegoBaHnMA W 3aknoyeHne O BO3MOXHOCTU npoBeneHuna KIinHU4eckoro
nccnenoBaHuA nekapCTtBeHHOro npenaparta anda MmeguumMHCKOro npuMmeHeHuns.

UHopopmayusi 06 usmeHeHusix: @DeodepasribHbiM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 5 cmambu 11 Hacmosiwezo PedepasibHo20 3aKOHa 8HECEHbI USMEHEHUSs, ecmyrnarujue 8
cuny c 1 urona 2015 e.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

5. MNpoBeneHne npoBepok cobGMAeHNa NpaBun Hagnexawen nabopaTopHOW MNpPaKTUKU W
NpaBoOBbIX HOPM UCMOSIb30BAHUSA XMBOTHbIX NPW NPOBEAEHUN [AOKIIMHUYECKMX UCCNeaoBaHUn
NeKapCTBEHHbIX CPeACTB ANA MeOULMHCKOrO MPUMEHEHUSA OCyLeCTBNAEeTCS YNONHOMOYEHHbIM
deaepanbHbIM OpraHoOM UCMNONTHUTENBHOW BacTy.

UHdopmayus 06 usmeHeHusix: Yacmpb 6 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 siHeapsi 2024 . N 1-03
Cwm. npedbidywyto pedakyuro

6. PesynbTaTbl [OOKMMHWYECKOrO  WUCCNEAOBaHWS  NIEKApCTBEHHOro  cpeacTBa  Ans
MEAMLMHCKOro NpUMeHEeHUss MoryT OblTb NpeAcTaBrieHbl B YNONHOMOYEHHbIN deaepanbHblii opraH
WCMONMHUTENbHON BracTM B YCTaHOBMEHHOM Mopsiake B LENsX pernctpauum rnekapcTBeHHOro
npenapara.

FTAPAHT: Cwm. kKoMMeHTapum k ctatbe 11 HacTosiwero PegepanbHOro 3akoHa

Crtatba 12. [oknuMHMYeckoe uccrefoBaHUE IEKApCTBEHHOINO CpeacTBa M KIMHUYecKoe

nccnegoBaHve NekapcTBEHHOro npenapara Ansi BeTepUHapHOro NpuMeHeHust

1. [oknuHuyeckoe WccrieqoBaHWe JEKAPCTBEHHOrO cpeacTBa Ansi  BeTepUHapHOro
NMPUMEHEHMS MPOBOAUTCA MyTEM MPUMEHEHUS HAy4YHbIX METO[AOB OLEHOK B LENsX MNoryyYeHus
[AokasaTenbcTB 6e3onacHOCTU, kayecTBa U 3(heKTUBHOCTMU NEKAPCTBEHHOIO CPeACTBa, B TOM YuChe
onpeaeneHns cpoka ero BbiBEAeHUS U3 opraHn3ma XMBOTHOTO, B Liensx obecneyeHuss 6esonacHocTu
NPOOYKUUW XKMBOTHOTO MPOUCXOXAEHMS MOCHe MNPUMEHEHUS COOTBETCTBYHOLLErO NeKapCTBEHHOro
npenapara.

2. [loknuHnyeckoe mccrneaoBaHNe ekapCTBEHHOrO CPeACTBa U KMMHMYECKOe uccnenoBaHue
NekapcTBEHHOro npenapara Ans BETEPMHapHOro NPUMEHEHUS, UccrenoBaHne GUO3KBMBANIEHTHOCTY
yKa3aHHOro NEKapCTBEHHOrO Npenaparta NpoBoASTCA B COOTBETCTBMM C NpaBuiiaMu, yTBepXKaeHHbIMU
YNOSIHOMOYEHHbIM cheepanbHbIM OpraHoOM UCMOSTHUTENbHOW BNacTu.

FTAPAHT: CMm. Metoagnyeckne ykasaHust "[lpoBegeHME  Ka4YeCTBEHHbIX  MCCreaoBaHUNn
OMO3KBMBANEHTHOCTM NEKAPCTBEHHbLIX CpPeAcTB”, yTBepXaeHHble MuH3gpascoupassutust Poccum
ot 30 aBrycta 2004 r.

3. [oknuHunyeckoe mccrnenoBaHne nekapCTBEHHOrO CPEeACTBa U KIMHMYECKoe uccrnenoBaHune
neKapcTBEHHOro npenapaTta Ans BeTEepUHaAPHOro MNPUMEHEHUS MPOBOASTCA MO YTBEPXKOAEHHOMY
pa3paboTyYMKOM feKkapCTBEHHOIO cpeacTBa MiaHy C BeAEeHWEM MPOTOKOMOB 3TMX UCCRefoBaHWUA U
COCTaBNEHNEM OTYETOB, B KOTOPbIX COAEPXKATCS pe3ynbTaTbl 3TUX UCCNEOOBaHUNA.

4. [Ona opraHu3aumMm W npoBeaeHust OOKIMHUYECKOTO WCCNEAOBaHMS FeKapCTBEHHOMO
cpeactBa UM KIMMHWYECKONO WCCNEAOBaHMS TNEKApCTBEHHOrO npenapata Ans  BeTepuHapHOro
NpUMeHeHUs1 pa3paboTyYnK FIeKapCTBEHHOro CPeACTBa MOXET NPUBIeKaTb OpraHu3auun, umetolime
HeoGxoQuMyl0  MaTepuanbHO-TEXHMYECKYD ©Gasy W KBanMUUMPOBAHHbLIX CMNeuuanucTtoB B
COOTBETCTBYHOLLEN 06nacTh nccnegoBaHus.

5. KnuHuuyeckve wuccnegoBaHWs NeKapCTBEHHbIX —MpernapaToB  Ans  BeTepuHapHOro
NPUMEHEHMST NPOBOAATCS B BETEPUHAPHbLIX OpraHM3aumsix U B OpraHM3aumsix, OCYLLECTBISLMX
pa3BeaeHue, BblpallBaHNE U COAepKaHme XNBOTHbIX, B LENsX:

1) yCTaHOBMEHNS1 NePEHOCUMOCT NIeKapCTBEHHbIX NPenapaToB 340POBbIMU KUBOTHLIMU;

2) nogbopa onTUManbHbIX [O3MPOBOK fEKapCTBEHHbIX MpenapaToB M Kypca neveHust Ha
KOHKPETHOW rpynne XMBOTHbIX C OnpeaeneHHbIM 3aboneBaHnem;

3) ycrtaHoBneHuss GesonacHOCTM U 3PAEKTUBHOCTM  FEKAPCTBEHHOro MpenapaTa,
npeaHa3HayeHHOro AN NeYeHUs onpefeneHHbIX 3aboneBaHWui XUBOTHbIX, MU 3PEKTUBHOCTU
nekapCTBEHHOro npenapara Ans npounakTuki 3aboneBaHnin 340POBbIX KUBOTHbIX;

4) N3y4eHUs1 BO3MOXHOCTEN PaCLUMPEHUS NMOKa3aHUMN K NMPUMEHEHMWIO 3aperncTpupoBaHHOMO
nekapCTBEHHOro NpenapaTa U BbisIBNEHUs paHee HEU3BECTHbIX NOOOYHbLIX A4eNCTBUNA.

6. KnuHnyeckoe wuccnegoBaHWe —NEKapCTBEHHOrO npenapata  Ans  BeTepuHapHOro
NPUMEHEHMST OCYLLIECTBNAETCA 3a CHET CpeacTB pa3paboTymka NekapCTBEHHOIO cpeacTBa.

05.11.2024 Cucrema TAPAHT 26


https://internet.garant.ru/document/redirect/70826338/152
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/408457419/173
https://internet.garant.ru/document/redirect/71902576/195
https://internet.garant.ru/document/redirect/4180368/0

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

7. OT4yeTbl O pesynbTaTax OOKMMHWYECKOTO WCCINEeAOBaHUs rekapCTBEHHOro cpeacTBa U
KMUHUYECKOro MCCNedoBaHUs NeKapCTBEHHOro npenapaTta O BETEePUMHaAPHOro NpUMEHEHUs
COCTaBNAKTCA pPa3paboTyYMKOM NEeKapCTBEHHOIO CPEeACTBa C YYETOM 3aKMYEHUI opraHuMsauumi,
NPUHMMAaBLLMX yYacTue B opraHM3aummn 1 NpoBeaeHUn aTuX NCCcneaoBaHni.

8. KoHTponb 3a npoBeaeHWeM [OOKIMHUYECKUX WUCCrefdoBaHW NeKapCTBEHHbIX CPEaAcTB U
KMUHUYECKUX WCCMNeaoBaHWU NeKapCTBEHHbIX MpenapaToB AN BETEPUMHAPHOro MpUMEHEeHUs
OCYLLECTBMAETCH YNONIHOMOYEHHbIM heieparnbHbIM OpraHOM WUCTIONHUTENBHON BNacTu.

FTAPAHT: Cwm. KoMMeHTapuun k ctatbe 12 HacToswero PegepanbHOro 3akoHa

UHpopmayusi 06 usmeHeHusix: HaumeHosaHue uameHeHo ¢ 30 siHeapsi 2024 2. - ©edeparibHbIl
3akoH om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

MnaBa 6. OcyLiecTBreHMe rocyfapcTBEHHOM perncTpaumm, permcTpauum fiekapcTBeHHbIX
npenaparoB

UHpopmayusi 06 usmeHeHusix: HaumeHosaHue uameHeHo ¢ 30 sHeapsi 2024 2. - ®edepasibHbil
3akoH om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

Cratbsa 13. [ocygapcTBeHHas perncrpaums, peructpauns nekapCcrBeHHbIX npenapaTos

UHpopmayus 06 usmeHeHusix: Yacmpb 1 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakuuro

1. B Poccuinckon ®epepauumn JonyckaloTcd Npou3BOACTBO, XpaHeHWe, nepesBo3ka, BBO3 B
Poccuinckyto depepaumto, BblBO3 U3 Poccuiickon Pepepaumn, peknama, OTMAYCK, peanusauus,
nepefada, MpUMEHeHWe  neKkapCTBEHHbIX  MpenapaTtoB, €ecnu  OHW  3aperncTpupoBaHbl
YNONHOMOYEHHbIM dhefeparnbHbIM OpraHoOM UCMOSTHUTENBHOW BracTh B COOTBETCTBUMN C HACTOSALLMM
depepanbHbIM 3aKOHOM NGO B COOTBETCTBUM C akTaMu, cocTaBnsaowmumm npaso Cotosa.

2. [ocypapcTBEHHONW perncTpaumm noanexar:

1) Bce nekapCTBeHHble npenapaTbl, BrepBble noanexawme BBoAYy B oObOpalleHve B
Poccuinckon degepaunm;

2) nekapcTBeHHble Mpenapatbl, 3aperMcTpUpoBaHHble paHee, HO MPOU3BEeAEHHbIE B APYruX
neKkapcTBEHHbIX (hopMax B COOTBETCTBUM C repevyHeM HauMEeHOBaHUN NeKapCTBEHHbIX OpM, B
HOBOW A03UPOBKE NpU AoKasaTenbCTBE ee KITMHNYECKON 3HaYMMOCTU N 9O EKTUBHOCTH;

3) HOBble KOMBUHALMW 3aperncTpPUpPOBaHHbIX paHee NekapCTBEHHbIX NpenapaTos.

UHopmayus 06 usmeHeHusix: Yacmpb 3 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 siHeapsi 2024 . N 1-03
Cwm. npedbidywyto pedakyuro

3. TocypapcTBeHHasi peructpauusi neKkapCTBEHHbIX MNpenapaTtoB OCYLLECTBNSETCA Mo
pesynbTaTtam 3KCNepTU3bl fieKapCTBEHHbIX CPEACTB.

UHpopmayus 06 usmeHeHusix: Yacmpb 4 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

4. TocypapcTBeHHas  perucrpauus  NekapCTBEHHOro  npenapata  OCyLecTBnseTcs
COOTBETCTBYIOLUM YMNOMHOMOYEHHbIM ddefepanbHbiM OpraHoOM UCMONMHUTENBbHOW BNAcTu B CPOK, HE
NpeBbILLAaoLWLMI CTa LWecTnaecaTu pabounx AHeW Co OHSA NPUHATUS 3a8BEeHUs O rocy4apCTBEHHON
perucTpaumMm rekapcTBEHHOro npenapaTta Ang MeOMUMHCKOro MpPUMEHEHUS, U B CPOK, He
npesbIWaoWnA cTa ABaguatyn pabovmx OHerW CO OHSA MPUHATUA 3asBIIEHUA O rocygapCTBEHHOW
perncTpaumMm nekapcTBEHHOro npenaparta And BeTEepUHApPHOro npumMeHeHus. B ykasaHHbIM CpOK
BKIOYaeTcs Bpems, Heobxogumoe [Ans MOBTOPHOIO MPOBEAEHUS 3KCNEepPTU3bl feKapCTBEHHOMO
cpeactBa B COOTBETCTBUM CcO  cratbe 25 Hactoswero ®egepanbHoro 3akoHa. Cpok
rocyfapCTBEHHOW pernctpaumMm nekapCTBEHHOrO rpenapata  WCYUCNAETCA CO  OHA  NPUHATUSA
COOTBETCTBYIOLUMM  YMONHOMOYEHHbIM  dbefdepanbHbiM  OpraHoM  UCMOMHUTENbHOW  BMNacTu
COOTBETCTBYIOLLEro 3asBMEHUss O rOCyAapCTBEHHOW peructpaumvM nekapcTBEHHOro npenapata c
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NPUIIOXKEHNEM HEOOXOANUMBLIX OOKYMEHTOB MO [AEeHb Bblgayn PerMcTpaumoHHOro yOOCTOBEPEHUS
nekapcTBeHHOro npenapata. Bpewmsi, Heobxogumoe ans  HanpaBfieHWss  YNOSIHOMOYEHHbIM
denepanbHbIM  OpraHOM WCMOMHUTENBbHOW BRacTU 3anpoca O MpeAcTaBfieHUM HeobXoauMbIX
MaTtepuaroB 1 NpeacTaBreHns 3asBUTEeNeM OTBETa Ha JaHHbIN 3anpoc B COOTBETCTBMM CO CTaTbAMM
16, 19 n 23 HacTtoswero denepanbHOro 3akOHa, HE Y4YMTbIBAETCA MPU  MUCHUCIIEHUM CpOKa
rocygapCTBEHHOWN pernctpaumm riekapCTBEHHOro npenaparTa.

5. FocyaapCTBEHHON perncTpaumn He noanexar:

UHpopmayus 06 usmeHeHusix:  [lyHkm 1 uameHeH ¢ 1 mapma 2025 2. - ®edeparibHbIl 3aKOH 0m
30 dekabps 2021 e. N 463-03
Cwm. 6yOywiyto pedaKkyuro

1)  nekapcTBeHHble  npenaparthbl, N3roTOBMNEHHbIE  anTeYHbIMWU  OpraHM3aunamu,
BETEPUHAPHLIMM anTEeYHbIMW OpraHM3auuaMu, UHAUBMAYaANbHbIMU NpeanpUHUMaTEensiMm, KOTopble
UMEKT NUUEH3NI0 Ha dapMaueBTUYECKyl0 AedTenbHOCTb, MO peuentaMm Ha nekapCTBEHHble
npenapatbl 1 TPe6OBAHNAM MEOULMNHCKNX OpraHn3aunin, BeTepMHapHbIX OpraHn3auni;

2) nekapcTBeHHble MpenapaTbl, nNpuobpeTeHHble uU3MYeckumMM nuuamMmuv 3a npegenamu
Poccuinckon ®egepaumm n npegHasHavyeHHble A5 IMYHOro UCMOMb30BaHNS;

3) nekapcTBeHHble Mpenapatbl, BBO3UMble B Poccunckyo degepauunio Ons OkasaHus
MEAMLUMHCKON MOMOLUM MO >KM3HEHHbIM MOKa3aHMsM KOHKPETHOro naumMeHTa Ha OCHOBaHuM
paspeLleHuns, BblAaHHOMO YNOMHOMOYEHHbIM doeeparnbHbiM OpraHoOM UCMOSTHUTENBHOW BNACTW;

4) nekapcTBeHHble cpeacTBa, BBO3MMble B Poccuiickyto ®degepaumio Ha OCHOBaHWM
Bbl@HHOrO YMOSIHOMOYEHHbIM befepanbHblM OpraHoM WCMNOMHUTENbHOW BNAacTU paspeLleHns u
npeaHasHavyeHHble ANnd NpoBeAEHUst KITMHUYECKUX MCCNeaoBaHMM eKapCTBEHHbIX MpenapaTtoB U
(M) npoBeaeHMA 3KCNEPTU3bl NEKAaPCTBEHHbIX CPeacTB AN OCYLEeCTBNEHUS rOCy4apCTBEHHON
perncrpaumm nekapCTBEHHbIX Npenaparos;

5) dbapmaueBTHyeckne cybecTaHuum;

6) paguodapmaueBTUYECKME NEKapCTBEHHbIE NpenapaThbl, U3roTOBNEHHbIe HenocpeaCTBEHHO
B MEOMLMHCKMX OpraHusaumsx B Mopsake, YCTaHOBMEHHOM YMNONHOMOYEHHbIM doeaepanbHbIM
OpraHoM MCMNOSTHUTENbHON BNAacTy;

7) nekapcTBEHHbIE NpenapaThbl, NPON3BOANMbIE OS5 SKCMOPTA;

UHpopmayusi 06 usMmeHeHusix: Yacmb 5 dononHeHa nyHkmom 8 ¢ 1 ceHmsbps 2024 a. -
®edeparibHbIl 3akoH om 30 sHeapsi 2024 2. N 1-@3

8) buoTexHonornyeckme nekapcTBeHHbIe npenapaTtbl, NpeaHasHaYeHHble Ans NPUMMEHEHNs B
COOTBETCTBMM C MHAMBMAYASNbHBIM MEAULUNHCKUM Ha3Ha4YeHneM U creumanbHO M3roTOBIIEHHbIE A
KOHKPETHOro naumMeHTa HenocpenCcTBEHHO B MeOMLUMHCKOW opraHmsauun, B KOTOPOW NpUMEHSIETCS
Tako BUOTEXHONOrM4YecKkMn nekapCTBEHHbIW npenapart, MMeloLme B CBOEM COCTaBe COefVHEHWUs,
CVYHTE3NpOBaHHble MO pe3yfbTaTaM reHeTUYeCcKMX MUCCneoBaHMn martepuarna, MoslydYeHHoOro oT
naumMeHTa, And KOTOPOro MW3roTOBMEH Takon OMOTEeXHONOrMYEeCKUn rnekapCTBEHHbIN npenapart.
MepevyeHb MeOMUMHCKUX OpraHusauui, WUMeEKLWMX npaBo M3roTaBnMBaTb WM MNPUMEHATb Takue
OroTexHoNnornyeckne nekapCcTBeHHble npenapatbl, yTBepxaaetcs [lpaButenbctBoM Poccuiickon
depepauunn. PaspelieHne Ha NpUMeEHeHMEe Takmx BUOTEXHONOIMYECKNX NEKAapPCTBEHHbIX NpenapaToB
BblJaeTcs YMNOMHOMOYEHHbIM bedepanbHbiM  OpraHOM  UCMOMHUTENBHOW BRacTm B MOPSAKe,
ycTaHaBnmBaemom [lpaButenbctBom Poccuiickon ®epepaumn. [lopsgok obpalleHns  Takux
BMOTEXHONOMMYECKNX NTEKAapPCTBEHHbIX NpenapaToB, BKIYas Nopaaok NX U3roToBNeHUs, NpoBeaeHns
3KCNepTU3bl, OCYLLECTBIIEHMS KOHTPOMSA KavecTBa TakuUX OMOTEXHOMOIMYECKUX neKapCTBEHHbIX
npenapaToB, NPUMEHEHUS, XPaAHEHNSA, TPAHCMOPTUPOBKA U YyTUNM3aLMM Taknx BUOTEXHOMOrMYECKNX
nekapCTBEHHbIX MpenapaToB, a Takke TpeboBaHUSA K Takmm OGMOTEXHOMNOMMYECKMM NEKApPCTBEHHbLIM
npenapataMm W MEOUUUHCKAM  OpraHusdaumsaMm, WX WU3roTaBNMBalOWMM U NPUMEHSIOLNM,
ycTaHaenueatoTcs [NpaButenbctBom Poccuickon degepaunn.

UHpopmauuss o6 usmeHeHusix. Cmampbsi 13 OornonHeHa Yacmbeito 5.1 ¢ 1 ceHmsbps 2024 e. -
®edeparibHbIl 3akoH om 30 sHeapsi 2024 2. N 1-©3

5.1. 3agBneHne O perucTpaumMm BOCMPOU3BEAEHHOrO IeKapCTBEHHOro npenapaTta Ans
MEOMLMHCKOTO NPUMEHeHnss MoxeT ObiTb MOAaHO B YMONTHOMOYEHHbIN defepanbHblii  opraH
WCNONHUTENBbHOW BracTW, OCYLECTBNAWMNA FOCy4apCTBEHHYKD perncTpaumio  nekapCTBEHHbIX
npenapaToB, N0 UCTEYEHMN YeTblpex NeT C AaTbl FOCYyAapCTBEHHON perncTpaumm unm permcrpaumm
pedepeHTHOro NeKapCTBEHHOroO Mpenapata AN MeauMUMHCKOro npumeHeHna B Poccuiickon
depepaunn.
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UHpopmayuss o6 usmeHeHusix. Cmambsi 13 OornonHeHa 4Yacmero 5.2 ¢ 1 ceHmsbps 2024 e. -
®edeparibHbIl 3akoH om 30 siHeapsi 2024 2. N 1-@3

5.2. BagBneHne o peructpaumm 6uoaHanorosoro (6nonogobHOro) nekapCTBEHHOro
npenaparta (buoaHanora) onsa MeEANLMNHCKOTO NPUMEHEHNA MOXeET BbITb NO4AHO B YNONHOMOYEHHbIN
defepanbHbI OpraH UCMOMHUTENBHOW BNacTh, OCYLLECTBASALWMIA rOCYSAapCTBEHHYO pernctpaumio
neKapCTBEHHbIX MNpenapaTtoB Afs MeAUUMHCKOrO MPUMEHEHMS, MO UCTEYEHUM Tpex neT C gaTtbl
rocyAapCTBEHHOW perncrpaumMm unu peructpaumm pedepeHTHOro NekapcTBEHHOro npenapata B
Poccuinckon degepaunn.

UHpopmauuss o6 usmeHeHusix. Cmambsi 13 OornonHeHa Yacmbero 5.3 ¢ 1 ceHmsbps 2024 e. -
®edeparibHbIl 3akoH om 30 sHeapsi 2024 2. N 1-©3

5.3. He ponyckaeTcs MCNosfib3oBaHMEe B KOMMEPYECKMX uenax uHdopmaumm o pesynbrarax
OOKMMHMYECKMX  UCCrefoBaHUM  NEeKApCTBEHHbIX  CPeACTB M KIIMHWYECKUX  UCCreaoBaHWUin
nekapCTBEHHbIX MpenapaToB ANs MeAUUMHCKOro NpUMEeHeHWsi, NpeACcTaBrieHHOW 3asButenem Ans
rocy4apCTBEHHOW permctpauun unu pernctpaumm nekapcTBeHHOro npenapata, 6e3 ero cornacus B
TeyeHMe LWeCcTn neT C AaTbl rocygapCTBEHHOW perncrpaumm wunum peructpaummn pedepeHTHOro
nekapcTBeHHOro npenapata B Poccuiickon ®efepaLmu.

6. He gonyckaeTtca rocyaapCTBEHHada perucrpauus:

1) nekapCTBEHHbIX MpenapaToB, OTNUYAKLIMXCA APYr OT Apyra KadeCTBEHHbIM COCTaBOM
OEVNCTBYIOLLMX BELLECTB, N0 OANHAKOBLIM TOProBbIM HAMMEHOBAHUEM;

UHopmauusi 06 usmeHeHusix:  [lyHkm 2 usmeHeH ¢ 15 uroHs 2018 a. - ®edeparibHbil 3aKOH om 4
uroHs1 2018 2. N 140-03
Cwm. npedbidywyro pedakyuro

2) ogHOro NekapCTBEHHOIO Npenapara, NPeAcTaBeHHOro Ha roCyAapCTBEHHYO PerncTpaLmio
B OTHOLUEHWM OOHOrO W TOrO Xe AepXaTensa unv Brnagenbla PerrcTpauroHHOro yOooCTOBEpEeHUs
NeKkapcTBEHHOro npenaparta B Buae ABYX M 6onee nekapCTBEHHbIX MpenapaTtoB Mo pasnuyHbiMu
TOProBbIMY HaNMEHOBaHUSAMM.

UHpopmayuss o6 usmeHeHusix:. Yacmpb 7 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

7. Tlo 3anpocy B anekTpoHHOW dopme cybbekTa obpalleHns nekapcTBEHHbIX CPeacTB
COOTBETCTBYIOLMUM  YNOMIHOMOYEHHbIM  dbedeparnbHbiM  OpraHoOM  UCMOMHUTENbHOM  BRacTM,
OCYLLECTBIIAIOLWMM FrOCygapCTBEHHYIO perncTpaumio nekapcTBeHHbIX npenapaTtoB, B YCTAHOBEHHOM
UM ropsiaKe OCYLLEeCTBMNSETCS HayyHOe KOHCYNbTMpOBaHWE MO BOMpocaMm, CBA3aHHbIM C
npoBegeHneM OOKMMHUYECKUX WCCreoBaHWuM, KIWHUYECKUX WUCCREeAOBaHWA  NeKapCTBEHHbIX
npenapaToB, 3KCMepTU3bl KavyecTBa JNeKapCTBEHHbIX cpeacTts, adhdekTMBHOCTM M Be3onacHocTn, C
OCYLLEeCTBIIEHMEM rOCYyapCTBEHHOW pernctTpaunm nekapcTBeHHbIX npenapaToB. KoHcynbTupoBaHue
OCYLLECTBMSETCA C MpuBrevYeHneM deaepanbHbiX roCyAapCTBEHHbIX OHOOXETHbIX YYpEeXAeHWUN,
noABeJOMCTBEHHbIX JaHHOMY doeeparnibHOMY OpraHy UCMOMHUTENbHOM BlacTu U HEe y4acTBYHOLLNX B
opraHusauuu nNpoBefeHns 3KCNepTU3bl KavyecTBa NeKapCTBEHHbIX CPEACTB B LENSAX OCyLeCTBNeHUs
X rocygapCTBEHHOW permctpauum B COOTBETCTBMM CO cTatbein 16 Hactoswero degepanbHoro
3akoHa, B Buae oTBeTa B MNUCbMEHHOW (popMe YMONHOMOYEHHOro beaeparnibHOro opraHa
WCNONHUTENBbHOW BMNacTu Ha 3anpoc. Pa3mep B3MMaemon C 3asBuTensd nnatbl onpegensieTcs B
COOTBETCTBMM C 3akoHogatenbctBom Poccunckon depepauum o6 opraHusauum npenoctaBreHust
rocydapCTBEHHbIX W  MyHUUMnanbHbIX ycnyr. WHdopmauma o6 ocylecTBNeHUM Hay4yHOoro
KOHCYNbTMPOBaHMWS, B TOM YMcre cTaTbu, 0630pbl, CNpaBOYHbIe MaTtepuarnbl U nHas nHdopmauns ob
OCYLLECTBIIEHUN  HAYYHOrO  KOHCYNbTMpPOBaHWS, pasMewaeTcd Ha  oduumanbHOM  canTte
yNonHoMoYeHHoro defepansHOro opraHa MWCMNONHUTENbHOW Bractm B ceTn  "UIHTepHeT" C
cobnogeHneM  OrpaHUYeHUn, YCTaHOBMEHHbLIX 3aKOHOAATENbCTBOM O MEepPCOHanbHbIX AaHHbIX,
KOMMepYeCcKon 1 (Unn) rocygapcTBEHHON TanHe.

UHpopmayusi 06 USMEHEeHUSIX: Yacmb 8 usmeHeHa ¢ 8 mapma 2022 2. - ®edeparibHbIl 3aKOH om
8 mapma 2022 2. N 46-®3
Cwm. npedbidywyro pedakyuro

8. Focy,qapCTBeHHaﬂ perncTpauna nekapCTtBEHHbLIX MpenapaTtoB, KOTOpble npeaHa3HaYeHbI
ana npuMeHeHnA B YCIOBUAX BOEHHbIX nencTenng, l-IDGSBbI‘-Ial‘/'IHbIX cmyaumﬁl, npegynpexaeHna
l-Ipe3BbI‘-IaI‘/‘IHI3IX CMTyaLlMVI, I'IpOd)I/IJ'IaKTVIKI/I N neyeHuss 3aboneBaHun, npeacrtaBnAarLnX OnacHOCTb
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ONA  OKpyxawLmx, 3aboneeBaHMn W MNOPaXeHun, MOMyYEeHHbIX B pe3ynbTate BO3AEWCTBUSA
HebnaronpuATHLIX XMMUYECKUX, BMONOrM4YecknX, paamaLoHHbIX (hakTopoB, U KOTopble paspaboTaHbl
B TOM 4ucne no 3agaHuio degepanbHbiX OpraHoB WCMONMHUTESNbHOW BracTW, YNOMHOMOYEHHbIX B
obnactn 060poHbI CTpaHbl 1 Ge3onacHOCTM rocyaapcTBa, a Takke nekapcTBEHHbIX CPEACTB B Cryvae
ux OedekTypbl UMM puUcka BO3HWKHOBEHWA JedeKTypbl B CBA3W C BBeAEHUMEM B OTHOLLUEHUU
Poccuiickon depepaummn orpaHUYNTESIbHBIX MEP 3KOHOMWYECKOro Xapakrepa OCyLWecTBnseTcsa B
nopsiake, yctaHosneHHoM Npasutensctesom Poccumnckon degepauuu.

FTAPAHT: Cwm. KomMeHTapuun k ctatbe 13 HacToswero PegepanbHOro 3akoHa

UHpopmayus o6 usmeHeHusix: ®@edepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 14 Hacmoswezo PedeparsibHO20 3aKoHa U3rOXeHa 8 HOBOU pedakyuu, ecmyrnarouel 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm cmambu 8 npedbidywelt pedakyuu

CraTbsa 14. [NpuHUUNBI 3KCNEPTU3bl NNEKAPCTBEHHbLIX CPEACTB

1. OKcneptvM3a neKapCTBEHHbIX CPEeACTB OCHOBbIBAETCA Ha MpuMHUMNAX 3aKOHHOCTH,
cobnogeHna npas 1 cBoboa YenoBeka U rpaxaaHuHa, npasB PUANYECKOro nvua, He3aBMCUMOCTU
aKkcnepTa, OOBLEKTMBHOCTW, BCECTOPOHHOCTM W  MOSMHOTbI  UCCMNEAOBaHWA, NPOBOAMMBIX C
NCMonb30BaHNEM COBPEMEHHBIX OOCTMXKEHUA HayKM U TEXHWKWU, OTBETCTBEHHOCTM dhedeparnbHOro
rocyapCTBEHHOro BIOMKETHOrO ydpexaeHus no NpoBeAEHUI0 3KCNEepPTU3bl NeKapCTBEHHbLIX CPeacTB
N 9KCMEepPTOB 3a NPOBEAEHNE N KAYECTBO IKCNepTU3bl.

2. DKcnepTmsa fnekapCTBEHHbIX MpenapaToB ANs MeOUMUMHCKOrO MPUMMEHEHUS BKIOYAeT B
cebs:

UHpopmayus 06 usmeHeHusx:  [lyHkm 1 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH Oom
30 sHeapsi 2024 2. N 1-03
Cwm. npedbidywyto pedakyuro

1) a9KcnepTudy [AOKYMEHTOB, MpPeACTaBMEHHbIX AN onpeaeneHust  BO3MOXHOCTU
paccMaTpuBaTh NEKApCTBEHHbIV NpenapaTt Ans MeauUMHCKOro NpUMEHEHUs B kavyecTBe opdaHHOro
neKkapCcTBEHHOro npenapara;

UHpopmayus 06 usmeHeHusx:  [lyHkm 2 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH om
30 siHeapsi 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

2) aKkcnepTu3y npeasiokeHHbIX MeTOAOB KOHTPOSsi KayecTBa feKapCTBEHHOro cpeacTsa M
(unn) kavecTBa NpeAcTaBfeHHbIX 0OpPa3LOB JIEKapCTBEHHOrO CPEeACTBa C UCMONb30BaHMEM 3TUX
MeTO[OB (fanee - 3KCnepTM3a kayecTsa NIeKapCTBEHHOro CpeacTea);

3) aKkcnepTu3y OTHOLIEHUS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs
nekapcTBEHHOrO Npenapara;

UHpopmauussi o6 u3smeHeHusix: Yacmb 2 dononHeHa nyHkmom 4 ¢ 1 mapma 2020 e. -
®edeparibHbIl 3akoH om 27 dekabpsi 2019 2. N 475-®03

4) aKkcnepTn3y perncTpaLmMoHHOro A0Cbe Ha NeKkapCTBEHHbIV Npenapar B Lensx onpeaeneHus
B3aMMO3aMEHAEMOCTUN NEKapCTBEHHbIX NpenapaTtoB A4S MeAULUNHCKOro NPpUMEHEHNS.

3. JKcnepTr3a NeKkapCTBEHHbIX MpenapaTtoB At BETEPUHAPHOIO NPUMEHEHMUsT BKMOYaeT B
cebs aKkcnepTn3y KavyecTsa NIEKAPCTBEHHOIO CPEACTBA U SKCMEPTN3Y OTHOLLEHUSI OXXMAAEMOM NOSb3bl
K BO3MOXXHOMY PUCKY NPUMEHEHUS NIeKapCTBEHHOro npenapara.

FTAPAHT: Cwm. [Mono)keHne o nopsaake 3KCnepTu3bl, UCMbITaHUS U PEerncTpauum BeTepUHapHbIX
npenapatoB B PP, yTBepaeHHoe [MaBHbIM rocy4apCTBEHHbIM BETEPUHAPHbBIM MHCNEKTOPOM P® 3
OKTA0pst 1995 .

CM. KoMMeHTapum k cTaTbe 14 HacTosiwero ®enepanbHOro 3akoHa

UHgpopmayusi 06 usmeHeHuUsix: Cmambs 15 usameHeHa ¢ 30 siHeapsi 2024 e. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

Cratba 15. depepanbHoe rocydapCTBEHHOE OOKETHOE YYpexaeHWe Mo MNpPOBEAEHUIO
3KCMepTU3bl NEKapCTBEHHbIX CPEACTB
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OkcnepTusa nekapCTBEHHbIX CpPeacTB npoBoauTcs  heaepanbHbiM - rOCyAapCTBEHHbLIM
OHOOKETHBIM  yYpEeXOEeHWEM  COOTBETCTBYHOLLErO  YNOMHOMOYEHHOro  deadepanbHOro  opraHa
WCNONHUTENBbHOW BMNAcTW, co3daHHbiM Ana  obecneyeHnss UCMOMHEHUA MOMHOMOYUA  3TOro
degepanbHOro opraHa Mo Bblgadye paspeweHurn Ha npoBefeHue KIMHUYECKUX WnccrenoBaHuin
NeKapCcTBEHHbIX MpenapaTtoB W (MAM) NO  rocydapCTBEHHOM perncrpaumm  (perncrpaumm)
NeKapCTBEHHbIX MpenapaToB (ganee - 3KCNnepTHoe yyYpexaeHue).

FTAPAHT: CM. koMmeHTapum K ctaTbe 15 HacToswero degepanbHOro 3akoHa

Unpopmayussi 06 usmeHeHusix: ®DedepalribHbiM 3akoHOM om 22 Oekabpss 2014 2. N 429-03
HaumeHosaHue cmambu 16 Hacmosiweao PedeparibHO20 3aKOHa U3/10KeHO 8 HOB8OU pedaKyuu,
ecmynaroweu e cuny ¢ 1 uronsa 2015 a.

CmM. mekcm HauMmeHogaHus 8 ripedbidyuiel pedakuyuu

CraTtbsa 16. OpraHnsaumsi NpoBeAeHWs1 SKCNEPTU3bl NIEKAPCTBEHHbLIX CPEACTB

1. OkcnepTv3a NeKkapCTBEHHbIX CPEACTB MPOBOAMTCS KOMWUCCUMEW 3SKCMEPTOB 3SKCMEPTHOrO
yuYpeXaeHusi, Ha3HaYEeHHOW ero PpyKOBOAUTENEM, HA OCHOBaHWW 3aJaHunsl Ha NPOBEAEHME SKCNEepPTU3bI
NeKapCTBEHHOro CPEACTBA, BblAAHHOMO YNOMHOMOYEHHbIM hefeparibHbIM OPraHoM UCMONHUTENBHON
BnacTn. PykoBoauTenb 3KCMEPTHOro ydpexaeHuss obecneuvBaeT Haanexailee npoBeaeHne
9KCMNEPTU3bl NEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C 3aJaHUEM, BblAAHHbIM YMOMHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOSHUTENBHOW BNAcTU, U OpraHn3yeT NOAroTOBKY CBOOHOMO 3aKIOYeHUs
3TOM komwmccun. B cocTaB 3TOM KOMUCCUM MO PELUEHWUIO PYKOBOAMUTENS 3KCMEPTHOrO y4YpexaeHus
MOryT ObITb BKMOYEHbl B KayecTBe IJKCNepToB nuvua, He paboTawwme B AaHHOM 3KCMEPTHOM
yyYpexaeHun, ecnu ux crneumanbHble 3HaHWS HeobXOoAuMbl Ans NPOBEAEHWUsI SKCMepTM3bl U Takue
3KCMepTbl OTCYTCTBYHOT B JAHHOM 3KCMEPTHOM YYPEXAEHUN.

2. OkcnepToM MO MPOBEAEHMIO  3KCMNEPTM3bl NEKAPCTBEHHbIX CPEeAcTB  SIBMSieTCH
aTTeCTOBaHHbIA PabOTHWK 3KCMEPTHOIO YYpPEXAEHWs, KOTOPbI MMEET BbICLIEE MEAMLUMHCKOE,
¢hapmaueBTUYeckoe, BUoONorMyeckoe, BETEPUHAPHOE WM XMMUYEcKkoe oOpa3oBaHvWe M MpPOBOAUT
3KCMEepTU3y NEKAPCTBEHHBLIX CPeACTB B MOPSAKE UCMOSIHEHUSI CBOUX [AOIMKHOCTHbIX 06si3aHHOCTEW
(nanee - akcnepr).

3. Npwv npoBeaeHNM 3KCNEepPTM3bl NEKAPCTBEHHBIX CPEACTB 3KCMNEPT HE MOXET HAaXOAMTbCS B
Kakon-nmbo 3aBMCUMOCTU OT NuLA, Ha3HaYMBLLUEro 3Ty 3KCMepTu3y, pa3paboTyvka NnekapcTBEHHOro
CpPeACTBa UNW APYrnX 3avHTEPECOBAaHHbIX B pe3yrbTaTtax aKCnepTusbl nuL,.

UHpopmauus 06 usmeHeHusix: Yacmpb 4 uameHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus Yactu 4 (B pepgakuum ®eneparbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHUn nekapcTBEHHbIX CpeacTB
ansa meguumHckoro npumeHenusa nocpenctsom EMMC3 n (unn) ENTY, npumensatotca ¢ 1 aHBaps
2025 r. PerncrtpaumoHHble YOOCTOBEPEHUSI IEKAPCTBEHHbIX NpenapaTtoB AN MeaULMHCKOro
NPMMEHEHUs, NOATBepXaaoLMe dakT rocyaapCTBEHHON perncTpauumn, Ha byma)xHOM HocuTene u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHMI JTEKAapCTBEHHbIX MNpenapartoB Ans MeOULMHCKOro
npumMmeHeHus ¢ 1 auBaps 2025 r. He BbloalTCH
MNMonoxeHnus 4actm 4 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-93),
KacatloLlmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Onsi BETEPUHApPHOro npuMeHeHusa nocpeactesom ENMTY, npumenstotca ¢ 1 auBapa 2026 .
[ybnukaTtbl perMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MpPenapaTtoB ANS BETEPUHAPHOro
npumMeHeHus ¢ 1 aHBaps 2026 r. He BblgakOTCA

4. lMpn npoBeaeHMM IKCNEPTM3bl NEKApCTBEHHbIX CPEACTB He gonyckaetca uctpebosaHue
3KCNepToM Yy 3asBuUTENS NMBO MHbIX MWL, MaTtepuanos, HeobxoaAnMbIX NS NPOBEAEHUS IKCMEePTU3bI.
B cnyyae HegocTtaToOMHOCTM NpeacTaBneHHbIX 3KCNepTy MaTepuanoB B NUYHbIN KabUHET 3asaBUTENS B
€VHOW rocygapCTBEHHOM MHAOPMaLUMOHHOM cucteme B cdepe 3opaBooxpaHeHus (ganee - eanHas
CUCTEMA) OSKCMEPTHbIM YyYpexaeHMeM HanpasnseTcs 3anpoc O npeAacTaBneHMn HeobxoauMblixX
MaTepuanos, NOAMUCaHHbLIA pyKoBoauTeneM (YNOMHOMOYEHHbLIM NIULOM) SKCMEPTHOrO yYpexaeHus C
NCNONb30BAHWEM YCUITEHHOW KBaNnMULMPOBAHHOWN 311EKTPOHHOW NOAMUCH.

UHpopmayusi o6 usameHeHusix: Yacmpb 4.1 usameHeHa ¢ 30 sHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 sHeaps 2024 2. N 1-©3

05.11.2024 Cucrema TAPAHT 31


https://internet.garant.ru/document/redirect/70826338/1801
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/408457419/112
https://internet.garant.ru/document/redirect/408457419/112
https://internet.garant.ru/document/redirect/408457419/45
https://internet.garant.ru/document/redirect/408457419/112
https://internet.garant.ru/document/redirect/408457419/46
https://internet.garant.ru/document/redirect/12184522/21
https://internet.garant.ru/document/redirect/408457419/112

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU
Cwm. npedbidywyto pedakyuro

FTAPAHT: lMNonoxeHus yactn 4.1 (B pepakumn PepepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-03), kacatollmecs nNpeaocTaBneHnUs rocyJapCTBEHHbIX YCNyr Npu obpalleHnn NnekapcTBEHHbIX
cpencTB ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (nnn) ENTY, npumeHstotea ¢ 1
aHBapsa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKaApCTBEHHbIX MpenapaTtoB  Ans
MEOMLMHCKOrO MPUMEHEHUs, noaTBep)xaatllme dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTerne u Ayonukatbl PErMcTPaLMOHHbBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Anst MeguuUMHCKOro npumMmeHenus ¢ 1 suBapa 2025 r. He BblgatoTcs
MonoxeHnus 4vactn 4.1 (B pepakumm PepepanbHoro 3akoHa oT 30 aHBaps 2024 r. N 1-©3),
KacatoLmecsa npenocTaBneHnsa rocygapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CpeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMIY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MPenapaTtoB ANsS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgalOTCA

4.1. 3aaBuTtenp 065A3aH HanpaBuUTb B NNYHbIA KAOMHET 3KCMEPTHOrO Y4YpexaeHus B eQuHOWN
cucteMe NoAMNMCaHHbIA YCUTEHHON KBaNUAULUMPOBAHHOW 3EKTPOHHOM NOAMUCHLI0 OTBET Ha 3anpoc
3KCNEPTHOTO YUYpEXOAeHUs1 B CPOK, HE NpeBbILaloWwmnn AeBsHOCTa pabounx AHEen Cco AHA NonyyYyeHus
3KCNEPTHBIM ydpeXaeHMEM NEKTPOHHOIO yBEAOMIIEHMS O MOMNyYeHUn 3asiBuTenem sanpoca. Bpems
CO OHS HanpaBfeHns 3KCNEPTHbIM YYPEXOAEHNEM B NIMYHbIA KaOMHET 3asiBUTENs B €4MHOM cucteme
3anpoca O npeacTaBfieHUM OOMOSTHUTENbHbLIX MaTepuanoB A0 OHS HamnpasfieHUsl 3asiBUTENEM B
NNYHBLIN KAOMHET SKCMEPTHOro yYpeXxaeHus B €QnHOW CUCTEME OTBETa Ha 3anpoc He Yy4MTbiBaeTCs
NpU UCYNCIEHNN CPOKa NPOBEAEHMST SKCNEPTU3bl FIEKAPCTBEHHOIO CpeacTBa.

UHpopmayusi o6 usmeHeHusix:  Yacmpb 4.2 uameHeHa ¢ 30 siHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus vyactn 4.2 (B pepakumn PepepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-®3), kacawwmecs npegocTaBneHusl rocyaAapCTBEHHbIX YCnyr npy obpalleHun nekapcTBEHHbIX
cpencTB Ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (unn) ENTY, npumeHstotea ¢ 1
aHBapa 2025 r. PernctpauuoHHble YOOCTOBEPEHUSI NEKAPCTBEHHbIX MpenapaTtoB  Ans
MEOULIMHCKOrO TMPUMEHEHNA, NOATBepXOawlne MakT rocygapCTBEHHOM perncrpaumm, Ha
OyMa)KHOM HocuTene n ayonunkaTtbl PErMCTPALMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NPenapaToB
Ona MmeguumHcKkoro npumeHenus ¢ 1 auBapa 2025 r. He BblgatoTcs
MonoxeHnusa 4vactn 4.2 (B pepakumm depepanbHoro 3akoHa oT 30 gauBapsa 2024 r. N 1-03),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpu obpalleHUn nekapcTBEHHbIX CpeacTB
ONs BEeTepUHapHOro npuMeHeHusa nocpenctsom ENMTY, npumensitotca ¢ 1 auBapsa 2026 .
[y6nukaTtbl permcTpaunoHHbIX YOOCTOBEPEHMI NIEKAPCTBEHHLIX NpenapaTtoB ONA BeTepUHAPHOro
npumeHeHus ¢ 1 auBapsa 2026 r. He BblgaloTCA

4.2. Ecnu 3asBuTenemMm B cooTBeTCTBUM C 4YacTbio 1.1 ctatbn 30 mnm Yactbio 2 ctatbn 34
HacToawero ®degepanbHOroO  3akOHa NpeacTaBfieHa  KOMUSA  peLUeHMst  YNOSTHOMOYEHHOro
defepanbHOro opraHa WCMONHUTENbHOW BRactm O npoBefeHun hapmaueBTUHEeCKoM MHCNEeKUMu
Npov3BOACTBA JIEKApPCTBEHHbIX CPEACTB ANd  MEOUUMHCKOro MNPUMEHEHUs Ha COOTBETCTBUE
TpeboBaHMaAM NpaBusl Hagnexallen npov3BOOCTBEHHOW MPAKTMKM EBPasnncKkoro 3KOHOMMWYECKOrO
CO3a, 9KCMepTy Ao odopmreHus pe3ynbTaToB  3KCMEPTU3bl  fIEKAPCTBEHHOMO CpeacTBa
NpeacTaBnseTca KOonus 3akMioYeHUs O COOTBETCTBUM NPOU3BOOAUTENS JEKapCTBEHHbIX CpeacTs
TpeboBaHMAM nNpaBun Haanexawen npou3BOACTBEHHOM MNPAKTMKW, BbIGAHHOMO YMNOMHOMOYEHHbIM
denepanbHbIM  OpraHoOM  WUCMOSIHUTENbHOW BRAcTW, WM  KonNua cepTuduMkaTa COOTBETCTBUSA
npov3BOANTENS NEKApPCTBEHHbIX CPeACTB AN MeOMLMHCKOro npumeHeHust TpeboBaHuAM npasun
Haanexaltlien NpomM3BoOACTBEHHON NPaKTUKN EBpa3ninckoro SKOHOMMUYECKOro coto3a.

UHopmauus 06 usameHeHusix.  Yacmpb 4.3 usameHeHa ¢ 30 ssHeapsi 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cm. npedbidywyro pedakyuro

4.3. 3agsutenb 0b6a3aH HanpaBUTb B FNMYHbLIN KaOMHET 3KCMEPTHOro yypexaeHus B eOuHOMn
cUCTEeME KOMUIO 3aKMioYeHMsa nnm Konuw ceptudmkaTa, YkasaHHbIX B Yactu 4.2 HacTosLWeN cTaTbu, B
CpOK, He npeBblalWNN CcTa BOCbMUAECATU paboumx OHEN CO AHS MNOMYyYEeHMS SKCMEPTHbIM
yypexneHnemMm  3IeKTPOHHOrO  yBEOOMSIEHWS O  MOMyYeHUW  3asiBUTENEM  NOAMWCAHHOIO
pykoBoguTenem (YnosIHOMOYEHHbIM FMLIOM) SKCMEPTHOIMO YYPEXOEHWA C  MCMNOfb30BaHUEM
YCUNEHHON KBaNMMUUMPOBAHHOW 351IEKTPOHHOM MOAMNMCK 3anpoca O NpeaoCTaBfeHUN OOKYMEeHTa.
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Bpemsi co gHA HanpaBneHUs1 3KCNepTHbIM yYpexaeHneM 3anpoca B NUYHbIA KabuHeT 3aasutens B
€OVHOW CUCTEME A0 OHS HanpaBrieHusl 3asBUTENEM B NIUYHbIN KaOMHET 3KCNEPTHOro yupexneHus B
€ONHON CUCTEME KOMUU 3aKMYeHNa Unn konum ceptudurkaTta, YKasaHHbIX B YacTn 4.2 HacToswen
cTaTtbl, HE Y4YMTbIBAeTCA MNPU MCYMCIIEHUM CpPOKa MpPOBEOEHMSI 3KCNepTusbl JEKAPCTBEHHOIO
cpencTia.

5. OkcnepT Npu NpoBedeHUM TMOPYYEHHOW E€MY PYKOBOOUTEIIEM 3KCMEPTHOrO yYpexaoeHus
3KCnepTu3bl NEKAPCTBEHHOIO CpeacTBa 06s3aH:

1) npoBecTn NOMnHoe uccregoBaHWe NpeacTaBneHHbIX eMy OObekToB, Marepuanos, AaTb
00OCHOBAaHHOE U OOBLEKTMBHOE 3aKIIOYEHME MO MNOCTaBfIEHHLIM MEPed HUM BOMpocam  Unm
MOTUBUPOBAHHOE 3aKNYEeHNEe O HEBO3MOXHOCTU MPOBEAEHUS MM 3KCNEepTU3bl NEKAaPCTBEHHOro
cpeacTBa, ecnu MNoCTaBfEeHHbIE BOMPOCHI BbIXOAAT 3a nNpedenbl crneumanbHbIX 3HaAHWN 3KCnepTa,
OObeKTbl UCCneaoBaHM W Martepuanbl HENPUroaHbl WM HeOoCTaTOuHbl ANS  NpoBeaeHust
NCCnegoBaHUN M ayn 3akroyveHus nmbo COBPEMEHHBbIM YPOBEHb Pa3BUTUS HaykuM He MO3BOMSET
OTBETUTb Ha NOCTaBMEHHbLIE BOMPOCHI;

2) He pasrnawartb CBeAEeHWd, KOTOpble CTann emMy W3BECTHbl B CBsI3W C MNpPOBEAEHMEM
9KCMNEepTU3bl NEKAPCTBEHHOIO CpPEACTBa, a TaKKE CBEOEHUs, COCTaBMSOWME TOCYOapPCTBEHHYIO,
KOMMEPYECKYIO UITN UHYHO OXPaHAEMYHO 3aKOHOM TalHy;

3) obecneunTb COXPaHHOCTL NPeacTaBieHHbIX 0O bEKTOB NCCNEa0OBAHNA 1 MaTEpPUarnos.

6. DKcnepT He Bripage:

1) NpoBOANTbL 3KCMEPTU3Y NEKAPCTBEHHOro cpeacTBa No OOpalleHM0 HEMOCPeACTBEHHO K
HeMy opraHmsaunin N MU3nN4ecKnx nuu;

2) camocToATenbHO cobupaTb MaTepuanbl Ans NpOBeOEeHUss 3KCMepTu3bl NeKapCTBEHHOro
cpencTtea;

3) npoBOAUTb 3KCMEPTU3Yy INEeKapCTBEHHOrO0 CpeacTBa B KayecTBe HErocygapCTBEHHOro
akcnepTa.

7. B cnyyae HeoGxoOuMMOCTWM 3KCNepT BrpaBe XxodaTalcTBoBaTb Nepen pPyKOBOAUTENEM
9KCMEPTHOIrO YYPEXAEHNST O MPUBMEYEHUN K NPOBEAEHUIO 3KCNEPTU3bl FIEKAPCTBEHHOIO CpencTBa
OPYruX 3KCnepToB.

8. Kaxgblh 9KcnepT, BXOOSLWMA B COCTaB KOMWCCUM OKCMEPTOB, KOTOPOW MOPYyYEHO
NnpoBedeHNe 3KCNepTu3bl NEKAapCTBEHHONO CpPeACcTBa, HE3aBUCMMO M CaMOCTOSTENbHO MPOBOAMT
nUccneaoBaHnsa, OUeHWBaeT pesynbTaTbl, MOMyYEHHbIE MM JIMYHO W OPYrMMK  3KCnepTtamu, WU
opmMynmpyeT BbIBOAbl OTHOCUTENBbHO MOCTABMEHHbIX BOMPOCOB B Mpeaenax CBOWMX creunanbHbIX
3HaAHUN.

9. PesynbTaTbl 9KCNEpTU3bl NEKaApCTBEHHOro cpeactBa OdOPMASAIOTCA  3aKNYeHneM
KOMUCCUKN 3KCNepToB. B 3akmoveHMn KOMUCCUN SKCMEPTOB YKa3bIBAKOTCH NepeyvyeHb UCCreaoBaHuin,
00beM nNpoBeaeHHbIX KaXablM 3KCNEPTOM UCCNeaoBaHUA, YCTAHOBMNEHHbIE KaXabIM U3 HUX bakTbl U
cOenaHHble B pesyrnbTaTe UCCNeaoBaHUM BbIBOAbl. OKCNepT, MHEHME KOTOPOro He COBMagaeT C
peleHnemMm KOMUCCUN 3KCNEPTOB, BNpaBe Bblpa3nTb CBOE MHEHME B MUCbMEHHOW bopme, KoTopoe
npuobLlaeTcs K 3aKno4YeHNI0 KOMUCCUM 3KCNEPTOB.

10. OkcnepTbl, BXOAdAWME B COCTAB KOMUCCUWM, MpegynpexpalTca 00 OTBETCTBEHHOCTU B
COOTBETCTBMU C 3akoHoAaTerbcTBOM Poccuinckon ®epepaumm 3a gady 3akroyveHusd, cogepallero
HeOBOCHOBaHHbIE UIK hanbCMPULUMPOBAHHbIE BbIBOALI, O YEM OHW AT NOAMMUCKY.

11. OnpegeneHve ypoBHs NpodeCcCMOoHarnbHOM NOArOTOBKM JKCNEPTOB M aTTecTaumnsa mx Ha
npaeo npoeeaeHns 3KCnepTu3bl neKapCTBEHHbIX cpeacTs OCYLLECTBIAITCA
3KCNEepTHO-KBANUMPUKALNOHHBIMU  KOMUCCUSIMWU B NOpAAKe, YCTAaHOBNEHHOM COOTBETCTBYHOLLMM
YNONHOMOYEHHbIM doefepanbHbiM OpraHOM UCMOMHUTENBHOM BRacTu. YpoBeHb npodeccuoHarnbHOm
NoaroTOBKM 9KCMEPTOB MOAMNEXUT NEPecMOTPy yKasaHHbIMU KOMUCCUSIMU HEe pexe YeM OAWH pa3 B
NATb NeT.

UHopopmayusi 06 usMeHEeHUsIX: ®eodeparbHbiM 3aKkoHOM om 22 O0ekabpsi 2014 2. N 429-03 yacmb
12 cmambu 16 Hacmosuwez2o ®edeparibHO20 3aKOHa U3/IoXeHa 8 Hogol pedaKyuu, ecmynaroujel 8
cuny ¢ 1 urons 2015 e.

Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

12. MNpasuna nposefeHns 3KCNepTU3bl NIEKapCTBEHHbIX CPEACTB U OCOBEHHOCTN IKCNEepPTU3bI
OTAenNbHbIX BWOOB NEKAapCTBEHHbIX MpenapaTtoB (pedepeHTHbIX NEeKapCTBEHHbIX Npenaparos,
BOCMPOM3BEAEHHbIX NEeKapCTBEHHbIX NpenapaToB, OMOMNOrMyecknx neKkapCTBEHHbIX MpenapaTos,
OnoaHanoroBbix (61MonNogoOOHLIX) NEKAPCTBEHHbIX npenapaTtoB (6uoaHanoroe), romMeonaTuyYecKmx
NeKkapCTBEHHbIX  MpenapatoB, JIeKapCTBEHHbIX  PaCTUTEMNbHbIX  NpenapaToB, KOMOWHaUWIA
NeKkapCTBEHHbIX MpenapaTtoB), (POPMbl 3aKMOYEHUA KOMUCCUM IKCNEPTOB YCTaHaBMMBAKOTCHA
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

COOTBETCTBYIOLLMM YMOMHOMOYEHHBIM beaepanbHbiM OpraHOM UCMOMHUTENBHOW BNacTu.
FAPAHT:  Cm. KoMMeHTapun k ctatbe 16 HacTosiwero PegepansHOro 3akoHa

UHpopmayus 06 usmeHeHusx: @DedepasribHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
cmambsi 17 Hacmosiweao PedeparibHO20 3aKOHa U3/10XeHa 8 Hogol pedakuuu, ecmynarouwel 8
cuny c¢ 1 urons 2015 e.

Cm. mekcm cmambu 8 npedbidyuwelt pedakyuu

FTAPAHT: Jo 31 pekabpa 2024 r. ong InekapCTBEHHbIX npenapaTtoB A1 BeTepUHapHOro
NPUMEHEHUs, NPOU3BEOEHHbIX HA Tepputopun PO B Lensax MMnopto3amelleHusi, B TOM 4ucne
OpUrMHarnbHbIX NEeKapCTBEHHbIX MpernapaTtoB, YCTaHaBIIMBAETCS PEXUM YCKOPEHHOW npouenypbl
rocyJapCTBEHHOW perncrpawmum, He npesblwatomm 60 pabounx gHewn

Cratba 17. llogaya wu paccMoTpeHune 3adBrieHnd O rocy,u,apCTBeHHoﬁ perncrtpaunn
NNeKapCTBEHHOro npenaparta anAa BeTepnHapHoOro npuMeHeHunq

UHpopmayuss o6 usmeHeHusix: Yacmpb 1 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus yactu 1 (B pepakumm ®egepansHoro 3akoHa ot 30 gHBaps 2024 r. N 1-d3),
KacawLimeca npeaocTaBneHnsa rocyaapCTBEHHbIX YCyr nNpu obpalleHnn nekapCTBEHHbIX CPeacTB
ONs BeTepuHapHoOro npumMmeHeHusa nocpenctsom ENMTY, npumensitotca ¢ 1 auBapsa 2026 .
[ybnukaTtbl permcTpaunoHHbIX YOOCTOBEPEHMI NIEKAPCTBEHHLIX NpenapaTtoB ONA BeTepUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

1. [na rocyoapCTBEHHOM perMcTpaumm nekapcTBEHHOro npenapata Ans BeTepuHapHOro
nNpYMeHeHns pa3paboTyMK TaKOro IeKapCTBEHHOro npenapaTta Unu ynonHOMOYEHHOE UM Opyroe
lopugndeckoe nuuo (ganee B HacTosWen cTaTbe - 3asBUTENb) HanpasBnseT nocpeacTBOM
denepanbHON rocygapcTBeHHON MHGOPMAaLUMOHHON cucTeMbl "EQMHBIN NnopTan rocyaapCTBEHHbIX U
MYyHUUMNanbHbIX yenyr (dyHkumMn)" (oanee - eguHbIn nopTarn) B YMNOMHOMOYEHHbIM dheaepanbHbii
opraH MWCMOSHUTENBHON BMacTW 3asiBNeHMe O rOCyJapCTBEHHOW peructpauun nekapcTBEHHOro
npenapata pAns BETEPUMHAPHOrO NPUMEHEHUSA, MNOAMUCAHHOE YCWUNEHHOW KBanuuuMpoBaHHON
3NEKTPOHHOM NOANUCHI0, @ Takke AOKYMEHTbI, N3 KOTOPbIX (POPMUPYETCA PErNCTPALMOHHOE A0CbE Ha
neKkapCTBEHHbIV Npenapar ANsi BETEPMHAPHOro NPUMEHEHMS.

2. B 3agBneHuMm O rocyfapCTBEHHOM perucTpauum rnekapCTBEHHOro npenapaTta  Ans
BETEPUHAPHOIo NPUMEHEHUS YKa3blBAKOTCS:

1) HaumeHOBaHMe W agpec 3asaABuTens, paspaboTymka u NPOU3BOAUTENS NEKAPCTBEHHOMO
npenaparta [nnsi BETEPMHApPHOro MPUMMEHEHWs W adpec MecTa OCYyLLEeCTBEHMS MPOM3BOLCTBA
nekapCTBEHHOro npenapata Ang BETepPUHApPHOro MNPUMEHEHUS (B Cryvae Hamnuums HEeCKOSbKUX
Yy4aCTHUKOB npoLecca NpoM3BoAcTBa HE0H6X0AMMO yKasaTb KaXaoro U3 HuX);

2) HaMMeHOBaHWe JieKapCTBEHHOro npenapata ANns  BEeTEepUHAPHOro  MpUMEHeHus
(MexxgyHapoaHOe HenaTeHTOBaHHOe, WNW  PYNNMPOBOYHOE, WM  XMMUYECKOE W  TOpProBoe
HaMMeEHOBaHNS);

3) nepevyeHb [OEWCTBYKOLWMX W BCNOMOraTefibHbIX BELLECTB, BXOAAWMX B COCTaB
nekapCTBEHHOro npenapaTa ANnsi BETEPUHAPHOro NPUMEHEHMUS, C YKa3aHWEM KONMYecTBa Kaxaoro ms
HUX;

4) nekapcTBeHHasi oopma, 4O3UPOBKA, CNOCOObl BBEAEHUS U NPUMEHEHUSI, CPOK FOOAHOCTM
nekapCTBEHHOro nNpenapara Ansi BETEPMHAPHOro NPUMEHeHS;

5) hapmakoTepaneBTMyeckas rpynna;

6) HeobXoOAMMOCTb MNPUMEHEHUS YCKOPEHHOW npouedypbl 3KCNEepTM3bl JeKapCTBEHHbIX
CPEeACTB B Liensx rocygapCTBEHHOW perncrpaumm nekapcTBEHHOro npenapara;

7) KON AOKYMEHTOB, NOATBEPXAALLMX ynnaTy rocygapCTBEHHON NOLUSMHbI:

a) 3a npoBedeHWe JKCMepTU3bl KavecTBa JIEKapCTBEHHOro cpeactBa WM 3KCNepTU3bl
OTHOLLEHNS 0XnAaemMon Nosnb3bl K BO3MOXHOMY PUCKY NPYMEHEHUS NeKapCTBEHHOro npenaparta gns
BETEPUHAPHOIo NPMMEHEHUS NPU ero rocy4apCTBEHHON perncTpaumm;

0) 3a Bblaayy perncTpaumoHHOro yagoCTOBEPEHMS NNEKapCTBEHHOrO npenapaTa;

UHpopmayusi 06 U3MEeHeHUSsIX: ®edeparbHbiM 3akoHom om 13 urons 2015 2. N 241-®3 e nyHKkm 8
yacmu 2 cmambu 17 Hacmosiwezo ®edeparnibHO20 3aKOHa 8HECEHbI UBMEHEHUS
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cm. mekcm riyHkma 8 rpeodbidyued pedakyuu

8) Hanuume cornacus, NPeayCMOTPEHHOrO YacTbi 7 HacTosLleN cTaTbWl, ecrim ¢ MOMeHTa
peructpaumm pecepeHTHOro NiekapCTBEHHOro npenapaTa Afisi BETEPMHAPHOro NpMMEHeHNUs NPOLLIo
MeHee YeM LIecTb NeT.

UHpopmayusi 06 usmeHeHusx:  Yacmb 3 uameHeHa ¢ 1 ssHeapsi 2021 a. - @edeparsibHbIl 3aKOH om
27 Oekabpsi 2019 2. N 478-03
Cwm. npedbidywyto pedakyuro

3. PeructpaunoHHoe pJocbe B LENsx 3KCNepTusbl FeKapCTBEHHOro npenapata Ans
BETEPUHAPHOro NPpUMeEHEeHUs1 OPMUPYETCS U3 CEAYHOLMX JOKYMEHTOB U CBEAEHUIA:

UHpopmayus 06 usmeHeHusx:  [lyHkm 1 usmeHeH ¢ 1 gHeaps 2021 a. - ®edeparsibHbIU 3aKOH O0m
27 Oekabps 2019 a. N 478-®3
Cwm. npedbidywyto pedakyuro

1) cBegeHuss O [JaTe MpedoCTaBfeHWs W PerucTpauMoHHOM HOMepe INULEH3UMU Ha
NMPOVM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, NPeaoCTaBleHHON MNPOM3BOAUTEN PErMCTPUPYEMOro
neKkapcTBEHHOro npenapaTa A1 BEeTePMHAPHOro NPUMEHEHUs!, NSt POCCUNCKMX NPOU3BOAUTENEN;

UHpopmayus 06 usmeHeHusx:  [lyHkm 2 usmeHeH ¢ 1 aHeaps 2021 2. - ®edeparibHbIU 3aKOH 0m
27 dekabps 2019 2. N 478-®3
Cwm. npedbidywyro pedakyuro

2) cBegeHus O [faTe MPedoCTaBliEHUS W PErMCTpauMoOHHOM HOMepe JMUEH3UM Ha
NpPOu3BOACTBO NEKAPCTBEHHbLIX CPEACTB, NPEeAOCTaBMEHHOW npousBoauTento dapmauleBTUYecKon
cyGcTaHuuM, BXOAsLLEN B COCTaB PErMcTpUpyeMoro fiekapCTBEHHOro npenapaTa ans BeTepUHapHOro
NPUMEeHeHUs, NS POCCUNCKUX Npou3BoauTENen;

UHpopmauuss 06 usmeHeHusix: Yacmb 3 OdononHeHa nyHkmom 2.1 ¢ 15 uwHa 2018 e. -
®edeparibHbIlt 3akoH om 4 utoHs 2018 2. N 140-03

2.1) xonnga OOKYMEHTa, BblAAaHHOrO YNOSTHOMOYEHHbLIM OpraHOM CTpaHbl MPOM3BOAMTENS ANS
KaXgon NPOU3BOACTBEHHOW NNoWagkn perncTpupyemoro nekapcTBEeHHOro npenaparta Ans
BETEPMHAPHOIO NPUMEHEHUST U NOATBEPXKAAOLLEro COOTBETCTBME MPOU3BOAMTENS NEKAPCTBEHHOIO
npenaparta TpeboBaHMSM NpaBuSl Haanexallen npou3BOACTBEHHON NPaKTUKW, U ero nepeBon Ha
PYCCKUI 513blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKe, @ Takke KONUS 3akniYeHns 0 COOTBETCTBUM
NPoOn3BOANTENS NEKAPCTBEHHbLIX CpeacTB TpeboBaHWAM MpaBun Haganexawlen npousBOL4CTBEHHOM
NPaKTUKK, BblOAHHOIO YMNOSTHOMOYEHHbIM d)efeparibHbiM OpPraHoM WCMOSIHUTENbHOW BRactu Ans
KaXgonW NPOU3BOACTBEHHOM MNOWAOKM  PErMCTPUPYEMOro JNeKapCTBEHHOro npenaparta Aans
BETEPUHAPHOIO  MpPUMEHEHNsl, §nMBO KOMUs peleHns O MNPOBEOEHUM  UHCMEKTUPOBAHUS
NPON3BOANTENS JIEKAPCTBEHHbLIX CPEACTB, MPUHATOrO YMNONIHOMOYEHHbIM dedepanbHbiM OpraHoM
WCNONHUTENBbHOW  BNAcTM  ANA  KaXAOW  NPOWM3BOACTBEHHOM  NIOWAAKM  PermcTpupyemoro
nekapcTBeHHOro npenapata [AnNa  BeTEpPUHaApHOro MNpUMEHeHUs. YKasaHHble  [OKYMEHTbI
npeacTaBnsalTCa B crydae, ecrnv Npou3BOACTBO JIeKapCTBEHHOro npenapata ocyllecTBnaeTcs 3a
npeaenamn Poccuinckon ®epepauuu;

UHpopmauussi 06 usmeHeHusix: Yacmb 3 OdononHeHa nyHkmom 2.2 ¢ 15 uwHa 2018 e. -
®edeparibHbIl 3akoH om 4 utoHs 2018 2. N 140-03

2.2) konusa [OKYMEHTa, BbIAAHHOMO YMOSIHOMOYEHHbLIM OPraHoOM CTpaHbl MNpou3BOAUTENS
dapmaueBTudeckor  cybctaHuMM M NOATBEpXKAalLWero  COOTBETCTBME  MPOM3BOAUTENS
hapmaueBTMYeCcKon cybcTaHUMN, BXOASILEN B COCTaB PErmMcTpupyemMoro fiekapCTBEHHOro npenapara
ONA BETEePUHApPHOro npuMeHeHus, TpeboBaHnsaM rnpasun Hagnexatien Npon3BoaCTBEHHON NPAKTUKN,
N ero nepeBod Ha PYCCKUN £3blK, 3aBepeHHble B YCTAHOBIEHHOM Tropsike, B Cly4dae, ecnu
npov3BoACTBO (hbapMaLeBTUYECKOM CyObCcTaHuuM ocyllecTBnseTca 3a npegenamu Poccuiickon
depgepauuy;

3) NpPOEeKT HOPMAaTMBHOIO [AOKYMEHTa Ha NeKapCTBEHHbIN npenapat Ana BeTepuHapHOro
NPUMEHEHUS;

4) pOKYMEHT, coaepxalwun crnegyrowyo vHdopMmauuio o dapmaueBTUYEeCKOn cybcTaHumm
unn dapmaueBTU4ECKMX CyOCTaHUMAX, BXOOSAWMX B COCTaB JIEKApCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPUMEHEHUSA:

UHopmauus o6 usmeHeHusix: [lodnyHkm "a" uameHeH ¢ 13 aszcycma 2019 2. - ®edeparibHbil
3aKkoH om 2 asaycma 2019 e. N 297-®3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

a) HanmeHoBaHune bapmaueBTUYECKOM cybcTaHumn, ee CTpPyKTypa, obuine csoncTtea (npu
rocydapCTBEHHOW  peructpauumm  MMMYHOBMOMOrMYEeCcKMX  NeKapCTBEHHbIX npenapaTtoB  Ans
BETEPUHAPHOIo NPUMEHEHUss NPeACTaBnAlTCA CBEAEHUA O TaMme, BKMoYas ero HaumeHoBaHue,
NMHOpPMaLMIO O NMPOUCXOXOEHUN, €r0 CBOMCTBAX, XapakTepUCTUKaX U MecTe AEeNOHNPOBaHUS);

©) HaumeHoBaHWe 1 agpec NPON3BOANTENS;

B) TEXHONOrMa NPoOM3BOACTBA C ONWCAHWEM CTagun NMPOM3BOACTBA M METOOOB KOHTPONS Ha
BCEX CTagusax Npov3BOACTBA;

UHopmauus 06 usmeHeHusix: [lodnyHkm "2" usmeHeH ¢ 13 aseycma 2019 2. - ®edepasibHbil
3akoH om 2 as2ycma 2019 2. N 297-03
Cwm. rpedbidywyro pedakuuro

r) wvHdopmauuss o npumecsx (He NPEACTaBsSieTCs MNpPU rocyAapCTBEHHOW perncrpaumm
NMMYHOBMONOrMYecKmX NeKapCTBEHHbIX NpenapaToB Ansi BEeTEPUHAPHOIO NPUMEHEHNUS);

UHopmauus o6 usmeHeHusix: [lodnyHkm "0" usmeHeH ¢ 13 aszycma 2019 a. - ®edeparibHbil
3akoH om 2 as2ycma 2019 2. N 297-03
Cwm. npedbidywyro pedakyuro

A) cneuudpmkauuss Ha papmaueBTUYeCKylo cybGcTaHumMo (He npeacTaBnsieTcss  npu
rocylapCTBEHHOW  perucrpaumm  UMMYHOOWMONOrMYEeCcKUX FEeKapCTBEHHbIX MpenapatoB  Ans
BETEPUHAPHOIO NPUMEHEHNS);

€) onucaHue MeTOAMK KOHTPOIS KayecTBa;

UHpopmayusi 06 usmeHeHusix:  [1odnyHkm "x" usameHeH ¢ 13 agzycma 2019 e. - @edeparibHbll
3akoH om 2 ascycma 2019 . N 297-03
Cm. npedbidywyto pedakyuro

X) pesynbTaTbl aHanuMsa cepuin dhapmaleBTUYecKon cybcTaHumMM (He nNpeacTtaBnsoTCca npu
rocyJapCTBEHHON  perncrpauum  UMMYyHOOMOMOrMYecKMX  NEeKapCTBEHHbIX npenapaTtoB  Ans
BETEPUHAPHOIrO NPUMEHEHNS);

3) nepedyeHb CTaHOapTHbIX 06pasLOB UMM BELLECTB, MCMOSb3yeMbIX NPW OCyLLeCTBNEHUU
KOHTPOISA KayecTBa;

1) ONUCaHne XxapakTePUCTUK N CBONCTB YNaKOBOYHbIX MaTepraroB 1 YKYNOPOYHbIX CPEACTB;

UHpopmayus o6 usmeHeHusix: [lodnyHkm "k" usmeHeH ¢ 13 asaycma 2019 2. - ®edepasibHbil
3akoH om 2 asazycma 2019 e. N 297-®3
Cwm. npedbidywyto pedakyuro

K) AaHHble O CcTabunbHOCTM (HE NpPEeACTaBNAKTCS MPUM rOCyAapCTBEHHOW perncrpauuun
NMMYHOBOMOOIrMYECKMX NTEKAPCTBEHHbIX NPENAPaToB Arsi BETEPUHAPHOIO MPUMEHEHUS);
1) CPOK FOAHOCTM, YCINOBUS XPaHEHWS;

UHpopmayus 06 usmeHeHusix:  [lyHkm 5 usmeHeH ¢ 13 asaycma 2019 e. - ®edeparibHbIl 3aKOH
om 2 aseycma 2019 e. N 297-®3
Cwm. npedbidywyro pedakyuro

5) oTyeT O pesynbTaTax AOKMIMHUYECKOrO MCCNeaoBaHMS NeKapCTBEHHOro cpeacTBa Ans
BETEPMHAPHOIO MPUMEHEHNS, BKIOYAKOWWA ONncaHMe MeToO4OB OnpedeneHnst oCTaTOuHbIX
KONu4ecTB AencTByloLlero BellecTBa (OEWCTBYIOLWNX BeLLEeCTB), AOCTUralLlero (gocturaroLmx)
CUCTEMHOIO KPOBOTOKA, B MPOAYKUUU >KMBOTHOMO MPOUCXOXKOEHUS MNocrne MNpPUMEHEHUS TaKoro
nekapCTBEHHOr0 CpefcTBa, a Takke AOKyMeHTanbHoe noaTtsepxaeHue (Banupauus) ykasaHHbIX
MEeTO/0B;

6) oT4yeT O peasynbTaTax KIMHUYECKOrO WCCrnenoBaHWsa NEeKapCTBEHHOro npenapata Aans
BETEPUHAPHOIO MPUMEHEHUS Y KaXgoro BWAA >KMBOTHbIX, YKA3aHHbIX B  MHCTPYKUUKM MO
BETEPUHAPHOMY MPUMEHEHMUIO;

7) NPOEKT WMHCTPYKUUM MO BETEPUHAPHOMY TMPUMMEHEHUNIO JIEKAPCTBEHHOrO npenaparta,
cofepkalien cnegyrowme CBeAeHus:

a) HaMMeHOBaHME JIeKapCTBEHHOrO Mpenapata [Ansi BEeTEPUMHAPHOro  NMPUMEHEHUS
(MexxgyHapoaHOe HenaTeHTOBaHHOE, WNW  rPYNNMPOBOYHOE, WM  XMMUYECKOE W  TOpProBoe
HaMMeHOBaHNS);

0) nekapcTBeHHas opma C YyKas3aHMEM HaMMEHOBAHMM W KONIMYECTBEHHOro CocTaBa
OEeNCTBYIOLLMX BELLECTB M KaYeCTBEHHOrO CoCcTaBa BCoMoraTesbHbIX BELLECTB;

B) OnucaHne BHELUHEero Buaa nekapcTBeHHOro npenapara Ang BeTepMHapHOro NpUMeHeHus:;
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

r) dpapmakoTepaneBTU4ecKas rpynna JieKapCTBEHHOro npenapata [Afs BeTepuHapHOro
NPUMEHEHUS NN yYKasaHne "romeonaTuyeckui nekapcTBeHHbIN npenapart”;

n) dapmakogmHammka W dapMakokKMHETUKa (3@  UCKNYEeHneEM  apMaKOKUHETUKN
romeonaTn4yeckmx NeKkapCTBEHHbIX NpenapaTtoB M pacTUTENbHbIX eKapCTBEHHbIX NpenapatoB) Unun
onncaHne MMMyHOBNONOrNYECKNX CBOWCTB NekapCTBEHHOMo nNpenapara;

€) nokasaHus Ans NpUMMEHEHNS;

) NPOTMBOMNOKa3aHWs 4Nsi NPUMEHEHWS;

3) Mepbl NPEAOCTOPOXHOCTM NPU NMPUMEHEHWN;

N) yka3aHue BO3MOXHOCTM M OCOBEHHOCTEW MPUMEHEHUS Yy OGepeMeHHbIX >XUBOTHbIX, Y
XMBOTHbIX B Nepvo nakrauuu, y NOTOMCTBA XUBOTHBbIX;

K) pexum [o3MpoBaHWs, cnocob BBeAEeHUA UM NPUMEHeHUs, Npu HeobxoOuMOoCTuM BpeMmst
npyeMa rnekapCTBEHHOro npenapata And BeTEepUMHapHOro MNpPUMEHEHUS, MNPOOOIMKUTENBHOCTb
neyeHus;

n) BO3MOXHble MOOOYHble [OEeNCTBUS, HexenaTerlbHble peakumM npu  NpUMEHeHUn
nekapcTBEHHOro npenapara Ans BeTepMHapHOro NpUMeHeHus;

M) CUMNTOMbI NepPeao3NPOBKM, Mepbl MO OKa3aHWIO NOMOLLM NpU Nepeao3npoBKe;

H) B3aMmodencTBme ¢ ApYrMMn fiekapCTBEHHbIMU NpenapaTtamm 1 (Unun) Kopmamu,

0) bopMbI BbiNyCKa NIEKapCTBEHHOrO nNpenapaTa Ansg BeTepUHapHOro NPpUMEHEHNS;

n) ykasaHue (npn HeobxoamMmocTn) ocobeHHOCTEN OEeNCTBUS NEKapCTBEHHOrO npenapara Ans
BETEPUHAPHOIo NMPUMEHEHNS MPU NEPBOM NpuemMe Unun nNpu ero OTMeHe;

UHopmauus o6 usmeHeHusix: [lodnyHkm "p" uameHeH ¢ 13 aseycma 2019 2. - ®edepasibHbil
3akoH om 2 as2ycma 2019 a. N 297-03
Cwm. npedbidywyro pedakuuro

p) onucaHue (npu HeobxoAUMOCTM) AENCTBMM creunanucta B obnactum BeTepuHapuu,
BnagenbLa >XWBOTHOTO MNPV MNPOMycKe MpuveMa OOHOW WIM HECKOSNbKMX [03 JfIeKapCTBEHHOMO
npenaparta ansa BeTepMHapHOro NpUMEHeHWs;

C) CPOK FOAHOCTM W YyKa3aHWe Ha 3anpeT MNpPMMEHEHUS NeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIo NPUMEHEHMUS MO UCTEYEHNM CPOKa FOAHOCTY;

T) YCNoBuS XpaHeHus;

y) yKasaHue Ha HeobXxoOuMOCTb XpaHEeHWUsl NeKapCTBEHHOro npenaparta Ans BeTepUHapHOro
NPYMEHEHNs B MecTax, HeAOCTYMNHbIX ANS AeTen;

@) ykasaHue (npu HeobXogMMOCTK) cneumanbHbIX Mep NMPEeaoCTOPOXKHOCTM MPU YHUUTOXEHUN
HENCcnonb30BaHHbIX NIEKapCTBEHHbIX NpenapaToB AN BeTepUHapPHOro NPUMEHEHNS;

X) CPOKM BO3MOXHOIO WCMOMb30BaHMA MNPOAYKLUUN >KUBOTHOMO MNPOUCXOXAEHUA nocne
BBEAEHUSA XMBOTHOMY NIeKapCTBEHHOrO npenapara 41 BEeTEPUHAPHOro NPUMEHEHUS;

L) yCroBusi OTnycka;

4) HAMMEHOBAHUA M agpeca NPOM3BOACTBEHHbIX MMOLWAA0K NPOM3BOANTENS NIEKAPCTBEHHOMO
npenaparta ansa BeTepMHapHOro NPpUMEHeHWs;

W) HaMMeHoBaHWe, aapec opraHu3auuun, YnorIHOMOYEHHOW AepXaTenem unv Bnagenbuem
PErncTpaLUmMoHHOrO YAOCTOBEPEHMSI NEKApCTBEHHOrO npenapata Ha nNpUHATUE NPETEH3UN OT
notpebutens;

8) npoekTbl MakeToB MNEPBMYHOM YNAKOBKM M BTOPUYHOM YMNAKOBKM JeKapCTBEHHOro
npenaparta aAng BeTepMHapHOro NpUMeHeHus;

9) cnegylowmne cBeaeHUs 0 NeKapCTBEHHOM npenapare Ans BETEPUHAPHOro NpUMeEHeHUs:

a) onucaHue 1 cocTaB NekapCTBEHHOro npenapara Ansi BETEPUHAPHOro NPUMEHeHS;

0) onucaHne papmaueBTUHECKON pa3paboTku;

UHdopmayus o6 usmeHeHusx: [lodnyHkm "8" usmeHeH ¢ 13 aseycma 2019 2. - ®edepasibHbll
3aKkoH om 2 ascycma 2019 2. N 297-03
Cwm. npedbidywyto pedakyuro

B) OnucaHuWe npouecca MPOM3BOACTBA M €ro KOHTPOns, MNOANWcaHHoe B nopsake,
yCTaHOBJIEHHOM B COOTBETCTBUW C YacTblo 1 HACTOsILEN CTaTby;

UHpopmauus 06 usmeHeHusix: [lodnyHkm "2" usmeHeH ¢ 13 aseycma 2019 2. - ®edepasibHbll
3aKkoH om 2 as2ycma 2019 2. N 297-03
Cwm. npedbidywyro pedakuuro

r) onuMcaHuWe KOHTPONs KPUTMYECKMX CTaguii NMpouM3BOACTBA W MPOMEXYTOYHOM MPOAYKLNM,
noanMcaHHoe B Nopsiake, yCTaHOBNEHHOM B COOTBETCTBMM C YacTbio 1 HACTOsILLEN CTaTby;
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

UHgpopmayusi 06 usmeHeHusix: @DedepasnbHbiM 3akoHoM om 13 urona 2015 2. N 241-O®3 s
noonyHkm "0" nyHkma 9 Yacmu 3 cmambu 17 Hacmosiwezo PedepasilbHO20 3aKOHa 6HECEHbI
U3MeHeHuUs
Cm. mekcm rodnyHkma 8 rpedbidyuel pedakyuu

) HaMMeHoBaHMA N agpeca paspaboTtumka, gep)aTens unu Brnagenbua perncTpauuoHHOro
yOOCTOBEPEHUSI JIEKAPCTBEHHOIO npenaparta, MpPOU3BOACTBEHHbBIX MMOWAA0K MNpOon3BOANTENS
NekapCTBEHHOro npenapata Ans  BEeTEepUHAPHOro  MNPUMEHEHUsI C  YKasaHMeM  cTagumn
TEXHONOrMYECKOro NpoLecca, OCyLECTBSIEMbIX HA MPOM3BOACTBEHHBIX MiloLadKax NponsBoanTens
NeKapCTBEHHOrO npenapaTta 4151 BETEPUHAPHOIo NPUMEHEHUS;

€) hapmaueBTU4ecKkass COBMECTUMOCTb;

X) MUKpoBMonormyeckne xapakTepucTmku;

3) MaTepuanbHbIn 6anaHc 4ns NpovM3BoACTBa CEPUM FOTOBOIO NPOAYKTA;

n) onucaHne XxapakTepucTUK U CBONCTB YNaKoBOYHbLIX MaTepmnanos 1 yKynopodHbIX CPeaCTB;

K) AOKYMeHTarnbHoe noaTeepXaeHue (Banngaumns) npoLeccoB u (MnNun) Nx oueHka;

n) TpeboBaHWs K KavyecTBY BCrOMoOratenbHbIX BellecTB (cepTudukar, crneumdukaums Ha
BCNoMoraTenbHble BeLecTBa u nx 060cHOBaHUe);

M) aHanuMTU4ecKne MeTOLMKM, WUCMOMb3yeMble MpPU OCYLIECTBIEHMM KOHTPONS KayecTBa
BCMOMOraTenbHbIX BELWECTB;

H) OOKYMeHTanbHOe NoaTBepXxaeHue (Banugauus) aHanuMTUYeCcKuX MEeTOAMK, UCMONb3yeMblX
NpW OCYLLIECTBIIEHNN KOHTPOJSISA Ka4eCcTBa BCMOMOraTeNbHbIX BELLECTB;

0) uHdopmMaumsi 06 MCNoNb30BaHUN BCMOMOraTesbHbIX BELLECTB YEOBEYECKOrO U XNMBOTHOIO
NPOUCXOXOEHWS;

n) yrpatun cuny ¢ 13 aBrycta 2019 r. - ®egepaneHbivi 3akoH OT 2 aBrycta 2019 r. N 297-03

UHpopmayus 06 usmeHeHusix:  Cm. ipedbiOyuwyro pedakyur

p) TpeboBaHMA K KayecTBY IeKapCTBEHHOro npenapaTta Ans BeTepUHapHOro MNpUMEHEeHUs
(cepTudbmkar, cneundukaumsa Ha NnekapcTBEHHLIN NpenapaTt n nx 060CHoBaHME);

C) aHanuTM4Yeckne MeTOAMKW, WUCNONb3yeMble MNPW OCYLLECTBMEHMM KOHTPOMS KayecTBa
nekapCcTBEHHOro nNpenapara Ansi BETEPMHAPHOro NPUMEHEHUS;

T) AOKYMEHTanbHOe noATBepXAeHue (Banuaaumsi) aHanuMTU4eCcKMX METOOMK, MCMOoNb3yeMblX
npyv OCYLLECTBNEHNM KOHTPONSA KayecTBa feKapCTBEHHOro npenapaTta Ans BeTepUHapHOro
NPUMEHEHUS;

y) AOKYMEHT, NOATBEPXKAALLMNIA Ka4eCTBO NIeKapCTBEHHOro npenaparta Tpex NPOMbILLNEHHbIX
cepui (MPOTOKON aHanuaa unu ceptudmkaT aHanmsa), ogHa cepust KOTOPOro JOofmKHa coBnagaTb C
cepuert obpasua nekapCcTBEHHOro npenapara, NoAaHHOro Ha PerncTpaumio;

&) xapakTepucTuka npumecen;

X) nepeyveHb CTaHAApPTHbIX 00pasuoB, WCMNOMb3yeMbIX MPU OCYLLECTBIIEHUN KOHTPONSA
KayecTBa nekapCTBEHHOro npenapara Ansi BETEpMHaAPHOro NPUMeHeHs;

) AaHHble O CTabunbHOCTN NEKAapCTBEHHOrO NpenapaTta aAng BeTepMHapHOro NpUMeHeHus;

10) Konusi QOKYMEHTa, coaepallero nHpopmMaumio 0 Hanuumm unu o6 oTCyTCTBUM (DAKTOB
perncTpaumMm nekapCTBEHHOro npenapata [Ans BETEepUHApHOro MpuMMEHEHUs 3a npegenamu
Poccuiickon ®egepaunu;

UHopmauus 06 usmeHeHusix:  @PedepasnbHbiM 3akoHoM om 13 uronsa 2015 a. N 241-®3 e nyHkm
11 yacmu 3 cmambu 17 Hacmosiuweao ®edeparibHO20 3aKOHa 8HECEHbI USMEHEeHUSs
Cm. mekecm riyHKma 8 rnpeodbidyuwieli pedakuyuu

11) cornacue B NUCbMEHHOW hbopme, NMpedyCMOTPeHHOoe 4acTbio 7 HacTosWen cTaTbW, B
cny4ae perncrpaumm BoCnponsBeeHHOro fiekapCTBEHHOro npenapara;

12) konusi OOKYMEHTa Ha PYCCKOM $3blke, 3aBEpPEHHOro0 B YCTAHOBIIEHHOM TMOpsKke W
noATBep>KaaroLero NPpaBOMOYHOCTb 3asBMEHMS O rOCYAapCTBEHHOM perncrpaumy nekapcTBEHHOro
npenaparta ansg BeTepMHapHOro nNpuMeHeHns (JOBEPEHHOCTD);

WHpopmayusi 06 usmeHeHusix: Yacmb 3 doronHeHa nyHkmom 13 ¢ 13 aeszycma 2019 e. -
®edeparibHbIl 3aKkoH om 2 agaycma 2019 e. N 297-03

FTAPAHT: Poccuickum npousBoanTenamM MMMYHOOMOMOrNYEecKUX NeKapCcTBEHHbIX MnpenapaToBs
paspeluaetcda go 31 nekabpsa 2030 r. He NpeacTaBndaATb B COOTBETCTBUM C NMYHKTOM 13 cBeaeHus o
rocygapCTBEHHOM perncrpaumm re€HHO-NHXEeHEPHO-MOANMDULIMPOBAHHbIX OpraHn3mMoB,
npegHasHavyeHHbIX A5 BbiNyCKa B OKPYXaloLlyto cpeny, Npy rocygapCTBEHHOW perucrpaumm

05.11.2024 Cucrema TAPAHT 38


https://internet.garant.ru/document/redirect/71127950/1421
https://internet.garant.ru/document/redirect/72362280/25112
https://internet.garant.ru/document/redirect/71127950/1422
https://internet.garant.ru/document/redirect/10102426/77
https://internet.garant.ru/document/redirect/72362280/25113
https://internet.garant.ru/document/redirect/403695416/20007

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

MMMYHOBMOMOrMYECKMX  TEeKapCTBEHHbLIX MpenapaTtoB ANl BETEPUMHAPHOMo  MPUMEHEHUS,
MOMYYEHHbIX C MPUMEHEHUEM  TEHHO-UHXEHEePHO-MOANMULMPOBAHHBIX  OPraHM3MOB UMK
coAepXallux Takme opraHn3mMbl

13) cBegeHuss O TrocydapCTBEHHOW pernctpaumm reHHO-MHXEHEPHO-MOANMULIMPOBAHHBIX
OpraHM3MoB, npegHasHayYeHHbIX AONA BbiMyCka B OKpYXawlyio cpedy (nNpy rocygapCTBEHHON
perncTpaumMm nekapcTBEHHbIX NpenapaTtoB AN BETEPUHAPHOrO MNPUMEHEHUs, MOSTyYEHHbIX C
NPUMEHEHNEM  FE€HHO-UHXEHEPHO-MOONDULMPOBAHHbBIX OpPraHM3MOB UMW codepXawux Takue
OpraHu3mbl).

UHopmauus 06 usameHeHusix:  Yacmpb 4 usmeHeHa ¢ 1 ceHmsbps 2023 e. - ®edeparibHbIlU 3aKOH
om 28 anpens 2023 2. N 171-®3
Cwm. npedbidywyro pedakuuro

4. MNpy nNpoBeAeHMN YCKOPEHHOW MpoLeaypbl 3KCNepTM3bl NIEKAPCTBEHHOro npenaparta ans
BETEPUHAPHOIO MPUMEHEHMS (33 UCKMIOYEHMEM TeKapCTBEHHOro npenaparta Ansi BeTepuHapHOro
NMPUMEHEHMS!, yKasaHHOro B 4act 4.1 HacToslen cTaTbM) B LENSX €ro rocyaapcTBEHHOM
perucTpaumMm BMeCTO oOTyeTa paspaboTyvMka O pesynbTaTax [AOKIMMHUYECKOrO MCCreaoBaHus
NeKapcTBEHHOro cpeacTBa Ans BETEpPUHAPHOrO MPUMEHEHMSI MOXET OblTb NpeacTaBneH 0630p
Hay4HblX paboT O pesynbTaTax OOKIMHUYECKOrO MCCefoBaHUsi pedepeHTHOro JieKapCTBEHHOro
npenapata Ans BeTEPUHAPHOrO MNPMMEHEHWs,, a BMECTO OTyeTa O pesynbTaTtax KIMHUYECKOro
nccnefoBaHNs NekapCTBEHHOro npenaparta Afsi BETepMHAPHOro NpUMEHEHUST OTYET O pesynbTaTax
nuccnefoBaHuii  GUO3KBMBANEHTHOCTU  BOCMPOM3BEOEHHOrO  NIeKapCTBEHHOro npenapata  ans
BETEPUHAPHOTO NMPUMEHEHMSI.

Unpopmauusi o6 usmeHeHusix. Cmambsi 17 OornonHeHa Yacmbio 4.1 ¢ 1 ceHmsbps 2023 e. -
®edeparibHbIl 3akoH om 28 anpensa 2023 2. N 171-03

4.1. MNpwu npoBeAeHNM YCKOPEHHON NnpoLeaypbl 9KCNepTU3bl feKkapCTBEHHOMO npenapara ans
BETEPUHAPHOIO  MPUMEHEHUS, MNpefHa3Ha4YeHHOro Ans  fleYeHUs  AOMALUHUX  KUBOTHBbIX,
onpepgeneHHbix PegepanbHbiM 3akoHOM OT 27 gekabpa 2018 roga N 498-d3 "O6 oTBETCTBEHHOM
obpalleHMn C >KMBOTHBIMU W O BHECEHUN MW3MEHEHWA B OTAENbHble 3aKOHOAATENbHbIE aKThbl
Poccuinckon ®depepauun”, n 3apeructpyupoBaHHOrO B KayecTBe feKapCTBEHHOro npenaparta Aans
MEeANUUHCKOrO MPUMEHEHUsl, B LEensxX ero rocydapCTBEHHOW perucrpaumMmM BMeECcTO oT4yeTa
paspaboTyMka O pesynbTaTax OOKIMHUYECKOrO MWCCNeaoBaHUMs NEeKapCTBEHHOro CpeacTBa Ans
BETEPUHAPHOrO  MpUMEHeHuss MOoryT ObiTb  MNpeAcTaBneHbl  pesynbTaTthl  AOKINMHUYECKOro
uccnefoBaHUs COOTBETCTBYIOLLErO FIEKAPCTBEHHOMO Cpeactsa Afis MegULMHCKOrO NpUMEHeHus, a
BMECTO OT4eTa O pesynbTatax KIMHUYECKOro WUCCrnedoBaHWs NeKapCTBEHHOro npenapata Ans
BETEPUHAPHOIo MPUMEHEHUS - 0630p Hay4HbIX paboT O pesynbTatax KIMHUYECKUX MCCneoBaHUn
nekapCcTBEHHOro npenapaTta Ans MeOUUMHCKOro MPUMEHEHWs Ha BUAAX >XUBOTHbIX, KOTOPbIM
npeaHasHavaeTcs uccnegyemMblil SIEKapCTBEHHbIN npenapar.

UHdopmayus o6 usmeHeHusix:  Yacmpb 5 usmeHeHa ¢ 13 agaycma 2019 2. - ®edeparibHbIl 3aKOH
om 2 asazycma 2019 2. N 297-®3
Cwm. npedbidywyto pedakyuro

5. Ha akcnepTtnsy pasnunyHbiX feKapCTBEHHbIX OOPM OAHOMO M TOrO Xe JIeKapCTBEHHOro
npenapata 4ns BETEPUHAPHOrOo NPUMEHEHUs 3asBUTENb NpeacTaBnsdeT OTAelNbHble 3afABrEeHUs U
perncTpaumMoHHble AOCbE Ha KaXKayo NekapcTBeHHy dopmy. MNpy ycnoBun ogHOBPEMEHHOW nogayn
Ha 9KCMepTU3y OAHOW NEeKapCTBEHHOW (OpMbl C PasfnUyYHbIMW OO3MPOBKOW, KOHLUEHTpaumen,
o6beMOM 3aaBUTENb NpeacTaBnAeT O4HO 3asBMEHME U PErMCTPaLMOHHOE AO0CbE C MPUIOXEHUEM
MakeToB NEepBUYHOW YNaKOBKU UM BTOPUYHOW YMNaKOBKW. Ha MakeTax nepBUYHOM YMNakoBKU U
BTOPUYHOM YNaKOBKM YKa3blBAlOTCA BCE MNPOM3BOAUMbIE [OO3UPOBKW, KOHLEHTpaumuM, obbembl U
KONIMYECTBO [03 B yNaKOBKe NIEKapCTBEHHOMO npenapara Ansa BeTepMHapHOro NPUMeEHEHMS.

UHoopmayus 06 usMeHeHUsIX: Yacmb 6 usmeHeHa ¢ 1 sHeapsi 2021 e. - @edeparsibHbIl 3aKOH om
27 Oekabpsi 2019 e. N 478-03
Cwm. npedbidywyto pedakyuro

6. B cnyyae HenpeactaBneHWss C 3asdBfeHMEM O [OCyOapCTBEHHOW perncrpaumu
nekapCTBEHHOro npenapata Ang BETePUHAPHOro MNPUMEHEHUS OOKYMEHTOB, NOoATBEpPXAaroLwmx
ynnaTy rocygapCTBEHHOM MOLUNUHbLI M YKa3aHHbIX B MyHKTE 7 4acTy 2 HacTosLWeN cTaTbu, CBEAEHUN O
NUUEH3NAX, yKasaHHbIX B nyHkTax 1 M 2 4actm 3 HacTosiwen CcTaTbW, a Takke BblOaBaeMblX
(NnpepoctaBnsieMbIX) YNOMHOMOYEHHbIMU  dbefepanbHbIMY - OpraHamMu  UCMOSTHUTENbHON  BMNacTu
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OOKYMEHTOB (CBeAeHuI), YKasaHHbIX B MyHKTe 2.1 4YacTu 3 HacTodAwen CctaTbW, YNOFHOMOYEHHLIN
denepanbHbI OpraH UCNOMHUTENBbHOW BNAcTU 3anpallnBaeT yKasaHHble JOKYMEeHTbl (CBedeHus) B
nopsake MexxseJoMCTBEHHOrO MHOPMaLNOHHOTO B3aMMOOEeNCTBUS.

7. He ponyckaetcs MCnofib3oBaHME B KOMMEPYECKMX Lendax uHdopmaumm o pesyrnbratax
OOKINUHUYECKNX  UCCredoBaHUMA  NEeKapCTBEHHbIX CPeACTB W KNUHUYECKUX  UccnefoBaHUn
nekapcTBEHHbIX MpenapaToB A9 BETEPUHAPHOro NpUMEHeHUs, NpeacTaBrneHHOW 3asBuTenemMm aAns
rocy4apCTBEHHOW perncTpaumm rnekapcTBEHHbIX npenapaToB, 6e3 ero cornacus B TeYEHUe LecTu
net c pJatbl rocygapCTBEHHOW perncrpaumm pedepeHTHOro rekapcTBEeHHOro npenapaTta B
Poccuiickon ®egepaunn.

UHpopmauuss 06 usmeHeHusix. Cmambsi 17 dononHeHa 4Yacmbio 8 ¢ 13 aszycma 2019 a. -
®edeparibHbIl 3akoH om 2 agaycma 2019 . N 297-03

8. [lepxaTenb nnu Brnagenew perncTpaumMoHHOro yaoCToOBepPEHUS NEKapCTBEHHOIO NpenapaTta
ANs  BeTepMHAPHOro MPUMEHEHUs MpeacTaBnsieT B YNOMHOMOYEHHbI deaeparnbHbli  opraH
NCMONMHUTENbHON BracTu OTYeT Mo pesynbTatam hapmakoHag3opa oauH pa3 B LUECTb MECSLEB B
TeyeHue OBYX NeT Mocne rocyapCTBEHHOW perucTpauumn nekapcTBeHHoro npenaparta B Poccuiickoi
denepaumn, 3aTem eXeroqHo B Te4eHune Mocneaylmx Tpex neT U B AanbHenwem oanH pas B Tpu
roga.

FAPAHT:  Cm. KoMMeHTapuun k ctatbe 17 HacTosiwero ®egepanbHOro 3akoHa

CraTbsa 18. YTpaTtuna cuny ¢ 1 ceHtabpsa 2024 r. - depepaneHbin 3akoH oT 30 aHBapsa 2024 r.
N 1-03

UHpopmayus 06 usmeHeHusix:  Cm. ripedsbiOyuwyro pedakyuro

UHpopmayus 06 usmeHeHusx: @DedepasibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03
cmambsi 19 Hacmosiweao PedeparibHO20 3aKOHa U3/0XeHa 8 Hogol pedakuuu, ecmynarouwel 8
cuny ¢ 1 urons 2015 a.

Cm. mekcm cmambu 8 npedbidyuwelt pedakyuu

Cratba 19. anHSITVIe peweHna O Bbloa4de 3KCNepTHOMY YydpexaeHuro 3adaHuAa Ha
npoeeneHmne 3KkcnepTmn3bl NekapCcTBeHHOro cpeancrtea

UHpopmayuss o6 usmeHeHusix: Yacmpb 1 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus yactu 1 (B pepakumm ®egepansHoro 3akoHa ot 30 gHBaps 2024 r. N 1-d3),
KacawLimeca npeaocTaBneHnsa rocyaapCTBEHHbIX YCAyr nNpy obpalleHnn nekapCTBEHHbIX CPeaCcTB
Ons MmeguuuHckoro npumeneHunst nocpeactesom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JieKapCTBEHHbIX npenapaTtoB Ans MeauLUHCKOro
NPpMMEeHeHUs, noaTBepKaatoLme akT rocygapCTBEHHOW perncTpauum, Ha bymaxkHoM HocuTene u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHMI JEKapCTBEHHbIX MNpenapartoB And MeOULMHCKOro
npumeHenna ¢ 1 auBaps 2025 r. He BblgatoTCS
MonoxeHnusa yactm 1 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-©3),
KacatoLmecsa npenocTaBneHnsa rocyapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMIY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl perMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MPenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgakoTCA

1. B TeyeHve pecatn paboumx OHEW CO AHA NPUHATUSA 3asaBEHUS O rOCyAapCTBEHHOM
permcTpaumm nekapcTBEHHOro npenapara unu 3asiBneHnst 0 NpUsHaHWM NekapcTBEHHOro npenapara
opaHHbIM NeKapCTBEHHbIM NpenapaTtoM COOTBETCTBYHOLLMI YNONHOMOYEHHbIN dheaepanbHbli opraH
NCMOMHUTENbHOW BNAacTM NPOBOAWUT MNPOBEPKY MNOMHOTbI, [AOCTOBEPHOCTM U  MPaBUMbHOCTU
ohopmneHns NpeacTaBneHHbIX JOKYMEHTOB PErMcTpaLMoOHHOIro OCke Ha NeKapCTBEHHbIN npenapar
1 NPUHMMaET peLLeHne O Bblaayve 3adaHuns Ha NpoBeaeHne:

UHpopmayus 06 usmeHeHusx:  [lyHkm 1 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH Oom
30 siHeaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro
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FTAPAHT: MNonoxeHus nyHkta 1 (B pemakumn PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-03), kacatolmecs npenocTaBreHus rocygapCTBEHHbIX YCIyr nNpu obpalleHUn INeKapCTBEHHbIX
cpencTB ans MeauuuHckoro npumMmeHenusa nocpeactesom EMMC3 n (nnn) ENMNTY, npumeHstotea ¢ 1
aHBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKApPCTBEHHbIX MpenapaTtoB  Ans
MEeOULMHCKOrO MPUMEHEHUs, noaTBepXaawlue dakT rocygapCTBEHHOM perncrpaumm, Ha
OyMaXKHOM HocuTene un Ayonukatbl PErMcTPaLMOHHbBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
A8 MeANLUMHCKOro npumeHenuns ¢ 1 aueapa 2025 r. He BbigatoTcs

1) 9KcnepTWU3bl [OOKYMEHTOB, MpeACTaBfeHHbIX ANl OonpeferneHusi  BO3MOXHOCTU
paccMaTpuvBaTh NEKapCTBEHHbIV npenapaTt Ans MeauUMHCKOro NpuMEHeHUs B kadyecTBe opdaHHOro
neKkapCcTBEHHOro npenapara;

UHdopmayus 06 usmeHeHusix:  @edepasibHbiM 3akoHoM om 30 sHeaps 2024 2. N 1-®3 nyHkm 2
npusHaH ympamuswum cusy ¢ 1 sHeapsi 2026 e.

2) aKcnepTu3bl NIeKapCTBEHHOrO CpeAcTBa B 4YacTW 3KCMepTM3bl KayecTBa JlekapCTBEHHOro
CPEACTBa W 3KCMEepTM3bl OTHOLUEHWUS OXMOAeMOW Monb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS
neKkapcTBEHHOro npenapaTa A MeguUMHCKOro NpUMEHeHUs:;

UHpopmayus 06 usmeHeHusix:  @PedepasibHbiM 3akoHOM om 30 sHeaps 2024 2. N 1-®3 nyHkm 3
npusHaH ympamuswum cusy ¢ 1 sHeapsi 2026 e.

3) akcnepTu3bl NeKapCTBEHHOrO CpeAcTBa B YacTW 3KCMEepTM3bl KayecTBa JlekapCTBEHHOro
CpPEAcTBa W 3KCMepTM3bl OTHOLUEHWUS OXMOAeMoW MoNb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS
neKapcTBEHHOro npenaparta Ans MeAWMLMHCKOro NPUMEHeHWUst B MOpsiAKe YCKOPEHHOW npoueaypbl
3KCMEPTU3bl NIEKAPCTBEHHbLIX CPEACTB B COOTBETCTBMM CO cTaThbel 26 Hactosiwero denepanbHoOro
3aKOHa;

4) aKcnepTu3bl rekapCcTBEHHOro cpeacTBa B OTHOLUEHWM rekapcTBEHHOro npenapaTta ans
BETEPUHAPHOTO NPUMEHEHMS.

UHpopmayuss o6 usmeHeHusix: Yacmpb 2 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHusa YacTtu 2 (B pepakuum ®eneparnbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpu obpalleHUn nekapcTBEHHbIX CpeacTB
Ons MeguuuHckoro npumeHeHunst nocpeacteom EMMC3 mn (unn) ENMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JieKapCTBEHHbIX MpenapaTtoB Ans MeauLMUHCKOro
NPMMEeHeHUs, noaTBepKaatoLme akT rocygapCTBEHHOW perncTpauum, Ha bymaxkHoM HocuTerne u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHUI JIEKapCTBEHHbIX MnpenapartoB Ans MeOUuLMHCKOro
npumMmeHeHus ¢ 1 auBapsa 2025 r. He BbloalTCH
lMNonoxeHuss Yactn 2 (B pepakumm PepepanbHoro 3akoHa ot 30 gHBaps 2024 r. N 1-03),
Kacatolmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCAyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMTY, npumeHsaioTcas ¢ 1 dauBapa 2026 r.
[ybnukaTtbl pPerMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MpPenapatoB ANS BETEPUHAPHOIro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgakOTCA

2. YNONHOMOY€EHHbIN hefeparbHbll OpraH UCNONHUTENbHOW BriacTu HanpaBnsaeT B NUYHbIN
KabMHEeT  9KCMEepPTHOro  yypexaeHuss B €OUMHOW  CUCTEME  MOAMUCaHHOE  YCWUIIEHHON
KBanMMuUUMPOBaHHOW  ONEKTPOHHOM  MOAMUCBID  3ajaHuMe  Ha  MNpoBedeHWe  JKCMepTus,
npegyCcMOTPEHHbIX YacTblo 1 HAcTosALWEN CTaTby, B JIMYHbIA KabUHET 3aaBUTENSA B €ANHOWN CUCTEME -
nognucaHHoe YCUMEeHHON KBannuumpoBaHHOW 3MEKTPOHHOW MOAMUCHI0 YBEOOMMEHNE O MPUHATOM
peweHnn o Bblgaye 3adaHus Ha NPOBEAEHME IKCMEPTM3, NPeayCMOTPEHHbIX YacTblo 1 HacTodLen
cTtatbM, U B crydyae HeobxoouMoCTU O Bbigade paspelueHusi Ha BBo3 B Poccunckyio depepaumio
KOHKPETHOM NapTuKn, Cepun 3aperncTpupoBaHHbIX U (MMK) He3aperncTpMpoOBaHHbIX NeKapCTBEHHbIX
cpeacTB unu ob oTkase B NPOBEAEHMMN TaKMX IKCNEPTU3 C YKa3aHUEM NPUYMH OTKasa.

UHpopmayuss o6 usmeHeHusix: Yacmpb 3 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: NonoxeHus Yactn 3 (B pegakuum PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-$3),
KacaroLimecs nNpeaocTaBieHns rocyaapcTBEHHbIX YCNyr npy obpalleHun nekapcTBEHHbIX CPeacTB
ONs MeguuMHCKoro npumeHenust nocpegcrsom EMMC3 u (nnn) EMNTY, npumeHstotea ¢ 1 aHBaps
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2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JieKapCTBEeHHbIX npenapaTtoB Ans MeauLUHCKOro
NPMMEHEHUs, NOATBepXaaoLmMe dakT rocyaapCTBEHHOW perncTpauumn, Ha byma)xHoM HocuTene u
AyonukaTbl PerMcTpaumMoHHbIX YAOCTOBEPEHUN JIEKAPCTBEHHbLIX MpenapaTtoB AnAs MeOULMHCKOro
npumeHenunsa ¢ 1 auBaps 2025 r. He BblgaloTCS

MonoxeHus yactm 3 (B pepakumm PepepanbHoro 3akoHa oT 30 gauBaps 2024 r. N 1-©3),
KacatoLmecsa npenocTaBrneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoM ENMIY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl perncTpaunoHHbIX YOOCTOBEPEHUN NEKapCTBEHHLIX MPenapaTtoB AN BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapa 2026 r. He BblgalTCA

3. B cnyyae BbISiBNeHWS OTCYTCTBUS UMW HELOCTOBEPHOCTU MHOPMaUnK, coaepxallencs B
NPeAcTaBreHHbIX  3asiBUTENneM  JOKyMeHTax,  YMNONIHOMOYEHHbIM  doedeparnbHblid - opraH
NCNONHUTENBbHOW BNACTU HanpaeBnsaeT 3asBUTESN0 NOCPEeACTBOM €4MHOro noprtarna unv B ero fiMYHbIN
KabvHeT B efMHON cucTeMe 3anpoc 06 YyTOMHEHUM 3TOM MHAOPMAaUUW, NOAMUCAHHBLIN YCUNEHHON
KBannuumnMpoBaHHOW 3MEKTPOHHOW Mognucklo (ganee - 3anpoc ynosIHOMOYeHHoro degeparnbHOro
opraHa MUCMoSfTHUTENbHON BNacTy).

UHpopmayuss o6 usmeHeHusix: Yacmpb 4 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHus 4yactn 4 (B pepgakuum PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-P3),
KacawLimecsa nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CPeaCcTB
Ons MeguuuHckoro npumeHeHuns nocpeactesom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JeKapCTBEeHHbIX npenapaTtoB Ans MeauLUHCKOro
NPMMEHEHUs, NOATBePXaaoLmMe dakT rocyaapCTBEHHOW perucTpauumn, Ha byma)xHoM HocuTene u
AyOnukaTbl PEerMcTpaumMoHHbIX YAOCTOBEPEHUN JIEKAPCTBEHHbLIX MpenapaTtoB AnAs MeOULMHCKOro
npumeHenuns ¢ 1 auBaps 2025 r. He BblgaloTCS
MonoxeHusa 4actm 4 (B pepakumm PepepanvHoro 3akoHa ot 30 gauBaps 2024 r. N 1-©3),
KacatoLimecsa npenocTaBneHnsa rocygapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
ONsi BETEepUHapHOro npuMeHeHusa nocpenctsom ENMTY, npumensitotca ¢ 1 auBapsa 2026 .
[ybnukaTtbl pernMcTpaLnoHHbIX YOOCTOBEPEHUN NEKapCTBEHHLIX MpPenapaTtoB AN BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

4. 3BagaBuTenb 00s3aH HanpaBuTb MOCPELACTBOM €OUHOro noptana B YNONHOMOYEHHbIV
denepanbHbIn - OpraH WUCMOMHUTENBHOMW Bractm WNU B NIUYHBIA  KAOMHET  YNONHOMOYEHHOIro
defepanbHOro opraHa MWCMNOSIHATENLHOW BRacTM B €OWHOW CUCTEME MOAMNUCAHHBLIA  YCUINEHHOM
KBanMULUMPOBAHHON 3N1EKTPOHHOM MOAMUCHLID OTBET Ha 3anpoc YNOfHOMOYEHHOro drefepanbHOro
opraHa WCMOMHUTENbHOW BracTu B CPOK, He NPEBbIWAKLWNA OeBSHOCTA paboyvvMx OHeW co AHSA
NonyyYeHUs YnorIHOMOYeHHbIM doefeparnbHbiM OpPraHoM MUCMONHUTENbHOW BMacTU 3MneKTPOHHOro
yBe4OMSIEHMSA O MoslyYyeHun 3asBuTenem gaHHoro 3anpoca. Cpok, ykasaHHbIM B YacTi 1 HacTosiLen
cTaTbM, NPUOCTaHaBMNMBAaETCH CO [AHA HarpasrieHuUs NocpeAcTBOM eAMHOro noptana unv B NUYHbIN
KabvHeT 3asfABMTENA B €OUHOW cucTemMe 3anpoca YNOSIHOMOYEHHOro dheaepanbHOro opraHa
UCMNOMHUTENBHOW BNAacTU A0 OHA HanpasneHus 3asiButenemM nocpeacTBoOM efuMHOro rnoprana unu B
NNYHBIA KabMHET YMNONHOMOYEHHOro dheaepanbHOro opraHa WMCNOSHUTENbHOW BnacTu B €4WHOM
cucTemMme oTeeTa.

5. OcHoBaHMeM Ans oTKasa B OpraHusauumn 3KCNepTus, MNpeayCMOTPEHHbIX 4YacTbio 1
HacTosALWen cTaTbk, ABNAETCA nNpeactaBneHMe HeobxoauMMbiX Ons NpoBefeHUs NpeayCMOTPEHHbIX
3KCNepTn3 JOKYMEHTOB B HEMOSIHOM OObeMe Mnn HenpeacTaBneHne 3asBMTENEM B YCTAHOBIEHHbIN
CpOK OTBETa Ha 3anpoc ynorHOMOYeHHOro goefeparnsHOro opraHa UCNoSTHUTENbHOW BracTu, a Takke
npeacTaBneHne JOKYMEHTOB, He coepXallmxX ncyepnbiBatoLLero nepeyHss HeobxoaMMbIX CBEOEHNIA.

UHpopmayuss o6 usmeHeHusix: Yacmpb 6 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHus Yyactu 6 (B pegakuum PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-$3),
KacaroLimecs nNpeaocTaBleHns rocyaapCcTBEHHbIX YCNyr npy obpalleHun nekapcTBEHHbIX CPeacTB
Ons MeguuuHckoro npumeHeHuns nocpeactsom EMMC3 mn (nunn) EMIY, npumenstotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUSI JieKapCTBEeHHbIX npenapaTtoB Ans MeauLUHCKOro
NPMMEHEHUs, NOATBePXaaoLmMe dakT rocyaapCTBEHHOW perucTpauumn, Ha byma)xHoOM HocuTene u
AyOnuKaTbl PerMcTpaumMoHHbIX YAOCTOBEPEHUN JIEKAPCTBEHHbLIX MpenapaTtoB AnAs MeOULMHCKOro
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npumMmeHeHus ¢ 1 auBaps 2025 r. He BbloalTCH
MNonoxeHus yactm 6 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-©3),
KacatloLmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMTY, npumeHsawoTcs ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl perMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MpPenapaTtoB ANsS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgaloTCA

6. Mpun oTkase B opraHu3aLmm aKcnepTn3bl, NPeayCMOTPEHHON NMyHKTOM 4 YyacTu 1 HacTosLWwen
cTaTbM, OOKYMEHTbI, BXOASLME B COCTaB PErucTpauuoHHOro OOCbe Ha feKkapCTBEHHbIN npenapar
ONA BETEPUMHAPHOro NpMMeEHeHUs, MoryT ObiTb BO3BpaLLEHbl 3asBMTENIO HAa OCHOBaHUK ero 3anpoca,
NnoanNUCaHHOro YCUMEHHON KBanuMUUUPOBAHHOW 3NIEKTPOHHOW MOAMNUCBID W HanpaBreHHOro
NnocpeacTBOM e4MHOro noprana B YNoMHOMOYEHHbIN dheaepanbHbIi opraH UCNONTHUTENBbHON BRacTu
UMK NNYHBIR KaBUHET yNosTHOMOYEHHOro dheaepanbHOro opraHa UCNONTHUTENBHOW BacTu B eANHOM
cucteme, B TeYeHue Tpuguatm paboumx gHen cO OHS NPUHATUS YNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMOMHUTENbHOW BRacTu peleHns o6 OTKase B OpraHu3aumMmM TakowW 3KCnepTusbl.
YNONHOMOYEHHbIN  (befepanbHbli  OpraH  MUCMNOMHUTESNbHOW  BflaCTU  BO3BpalLaeT  3adBUTESHO
yKa3aHHble OOKYMEHTbl B TeyeHue OecAaTn paboumx AHEeW CO AHSA MONyYeHWs COOTBETCTBYHOLLENO
3anpoca 3asBuTens.

FTAPAHT: CM. KoMMeHTapum k ctaTbe 19 HacTosiwero ®egepanbHOro 3akoHa

UHpopmayuss o6 usmeHeHusix: Cmambsi 20 usmeHeHa ¢ 1 ceHmsbps 2024 2. - ®edeparibHbil
3akoH om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus ctatbn 20 (B pegakuum PepepanbHoro 3akoHa ot 30 auBapsa 2024 r. N
1-®3), kacawwmecs npeaocTaBneHus rocyaAapCTBEHHbIX YCIyr npu obpalleHun nekapcTBEHHbIX
cpencTB ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (nnn) ENMTY, npumeHstotcea ¢ 1
aHBapa 2025 r. PeructpaumoHHble YOOCTOBEPEHUA NEKAPCTBEHHbIX MpenapaTtoB  AS4
MEeOULMHCKOrO MPUMEHEHUs, noATBepXaalolue dakT rocygapcTBEHHOM perncrpaumm, Ha
OyMa)KHOM HocuTerne un ayonunkaTbl PErMCTPaLMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NPenapaToB
Ons MeanuUmnHCKoro npumMmeHeHus ¢ 1 auBaps 2025 r. He BblgaroTcsA

Cratba 20. OkcnepTm3a OOKYMEHTOB, MpeACTaBfEeHHbIX Ofs OnpederieHns BO3MOXHOCTU
paccmaTpuBaTb JIEKApCTBEHHbIN NpenapaT Ans MeAULUHCKOTO MNPUMEHEHUS B
KadyecTBe ophaHHOro fekapCcTBEHHOro npenapaTa

1. Mpouenypa onpegeneHna BO3MOXHOCTU paccMaTpuBaTb feKapCTBEHHLIN npenapaT Ans
MEOVLMHCKOrO NPUMEHEHMs1 B KadecTBe OpdaHHOro fekapcTBEHHOro npenapata MOXeT
NPOBOANTLCS KakK B OTHOLLEHUN NIEKAPCTBEHHOrO npenaparta, 3aperMcTpMpoBaHHOrO B COOTBETCTBUM
C Hactosawmm depepanbHbiM 3aKOHOM MO0 B COOTBETCTBUM C akTamu, COCTaBNSAKOLWMMU NPaBo
Coto3a, Tak M B OTHOLUEHUN HE3APErnCTPUPOBAHHOIO JlEKApCTBEHHOro npenapaTa. Jkcneptusa
OOKYMEHTOB, MpPEeACTaBNEHHbIX AN onpeneneHnsi BO3MOXHOCTM paccMaTpmBaTth J1EKAPCTBEHHLIN
npenapart gnsi MeguuMHCKOro MpPUMEHEHUs B KavecTBe opdhaHHOro nekapCTBEHHOro npenaparta,
COCTaBlNEHNE KOMMCCUEN SKCMEPTOB 3AKITOYEHUS O BO3MOXHOCTM WM HEBO3MOXHOCTMU
paccmaTpuBaTb JIEKapCTBEHHLIN NpenapaT Ansi MeQULMHCKOro NpUMEHEHMsT B KavyecTBe opdaHHOro
NeKapCTBEHHOroO npenaparta M HanpaeleHne B JIMYHbIA KAabMHET YNoNTHOMOYEHHOro deaeparbHOro
opraHa WCMNOSTHUTENbHON BRacTn B €ANHOW CUCTEME OAHHOMO 3aKIoYeHust B oopMe 3NEKTPOHHOro
OOKYMEHTa,  MOAMUCAHHOrO  YCWUMEHHOW  KBanMUUUPOBAHHOW  3NIEKTPOHHOM  MOAMUCHIO,
OCYLLECTBIIAOTCA B CPOK, He MpeBbllalowmi Tpuauatu paboumx gHENW CO OHA HanpasBneHus B
NINYHBIA  KAOWHET 3KCMEPTHOro YYpexaeHuss B eOuHOW cucTeMe 3afaHus  YyNosIHOMOYEHHOro
defepanbHOro opraHa UCMNOMHUTENBHOW BRAcT N CReayrLwmnx JOKYMEHTOB U CBEAEHWIA:

1) 3asBneHMe O nNpusHaHUM neKapCTBEHHOro npenapata opdaHHbIM feKapCTBEHHbIM
npenapaTtom, COCTaBfeHHoe Mo hopme, YTBEPXKOAEHHON YNONMHOMOYEHHbIM hbeaepanbHbiM OpraHoM
MCMNOSTHUTENBLHOW BRAcTW, NOLMUCAHHOE YCUSTEHHOW KBanupuuuMpoBaHHOWM 3S1IEKTPOHHOW MOAMNUCHI0
YNONTHOMOYEHHOTO NPeacTaBUTENS HPUANYECKOrO Nuua, AENCTBYHOLEro B COOCTBEHHbBIX MHTEpecax
UIM YNONMHOMOYEHHOIro NPeAcTaBNATb MHTEPECHI APYroro KPUANYECKOro Nmua;

2) KonMnsa [OOKyMEHTa Ha PYCCKOM $3blke, 3aBEPEHHOro0 B YCTAHOBIIEHHOM MOpsigke WU
noaTBepKOAKLWEro NPaBOMOYHOCTb 3asiBUTENS NogaBaTtb 3asiBNIEHNE O MPU3HaHUM JIEKapPCTBEHHOIO
npenapata opgaHHbIM NekapCTBEHHbIM NpenapaTtoM (Npy Heo6X0AMMOCTH);

3) obocHoBaHue opdaHHOCTN 3aboneBaHUs, He OTHECEHHOT0 B COOTBETCTBMM C
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®epepansHbiM 3akoHoM OT 21 Hos6ps 2011 roga N 323-93 "O6 ocHoBax oxpaHbl 300POBbA rpaXxaaH
B Poccuiickon ®depepaummn” Kk pegkum (opdaHHbIM) 3aboneBaHusM, B TOM 4ucne noapobHas
NMHdOpMaLmMa 0 AMarHOCTUKe, NPOUNaKTUKE UMK NeYeHnn Takoro 3abonesBaHuns;

4) yTBEpXAeHHas MHCTPYKUMSA N0 MEeAULMHCKOMY MPUMEHEHUIO NEKapCTBEHHOro npenapara,
3aperncTpMpoBaHHOro B COOTBETCTBUM C HacToswmMm ®PegepanbHbIM - 3aKOHOM, Unu  obLuas
XapakTepucTKa IeKapCTBEHHOro npenapaTa, 3aperMcTpupoBaHHOrO B COOTBETCTBUW C aKkTamu,
cocrtasnsowmmn npaso Coto3a (Npy HanmMumm);

5) WHCTpYKUMA MO MEeOMUMHCKOMY MPUMEHEHWI0 WKW KpaTkas  XapakTepucTuka
nekapCcTBEHHOro npenapara, yTBepXaeHHble B CTpaHe npoussoantens (Npy Hanumymm);

6) KONUM OOKYMEHTOB, 3aBEpPeHHbIX B YCTAHOBIIEHHOM MOPsiAKe M noATBepxaarwmnx dakTt
perncrpaumm nekapcTBEHHOro rnpenapata B WMHOCTPaHHbIX rocydapcTBax B KayecTBe opdaHHOro
nekapcTBeHHOro npenapara (npy Hanu4um);

7) nNpOEeKT XapaKTepuCTUKM  He3aperncTtpypoBaHHONO  NleKapCTBEHHOro  npenapaTa,
cogepxallero cnegylowmne MUHUManbHble CBEAEHWS O He3aperMcTpupoBaHHOM JieKapCTBEHHOM
npenapaTe (Jonyckaetca npeacTaBneHve npoekTa XapakTepUCTUKM  He3apermcTpupoBaHHOro
rlekapCTBEHHOro npenapara, COCTaBfIeHHOrO B COOTBETCTBUW C [OOCTYMHbIMA [A@HHbIMU O
NpoBefeHHbIM  KITMHUYECKUM UCCMNEeAOBaHUAM JNeKapCTBEHHOro npernapata v [OKIMHUYECKUM
NCCrnefoBaHUSAM JeKapCTBEHHOIO CpeAcTBa Ha MOMEHT nojayv  3asiBNeHns O  NpU3HaHuu
neKapCTBEHHOro npenapara opdaHHbIM NeKkapCTBEHHbIM NpenapaTtoMm):

a) HauMMeHOBaHWe nekapCTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHoe, WIu
rpynnMpoBOYHOE, UMN XMMUYECKOE N TOProBOE HaUMEHOBaHMSA);

6) nekapcTBeHHass ¢opma C yka3aHMEeM HaMMEHOBAHUM W KONWYECTBEHHOro CcocTaBa
OENCTBYIOLLMX BELECTB N KAYeCTBEHHOIo COCTaBa BCnomoraTerbHbIX BewwecTB (Mpy HeoBXoaAnMocCTH
KONMMYeCTBEHHOro CocTaBa BCNomMoraTerbHbIX BELLECTB);

B) dhapmakoamHamuka 1 dpapMakoKMHETHKa;

r) NoKasaHusa AN NpUMeHeHus;

A) NpOTUBOMNOKa3aHUs AA NPUMEHEHUS;

€) BO3MOXHble MOBOYHbIE [EeNCTBUA W HexenaTenbHble peakunv npu  NPUMEHEHUN
riekapCTBEHHOro npenapara Ans MeAULMHCKOrO NMPUMEHEHUS;

X) HAMMEHOBaHUA U agpeca NPOU3BOACTBEHHbIX NMOLAA0K NPOU3BOAUTENS NEeKapCTBEHHOMO
npenapara;

3) cBefeHnss 0 paspaboTyMke nekapCcTBEHHOro cpeacTBa (Aepxarterne perncTpaumoHHOro
yOOCTOBEPEHUS);

8) cBegeHMs O Tekywem craTyce pa3paboTku He3aperMcTpupoBaHHONO feKapCTBEHHOro
npenapara, a Takke nrnaH ero paspaboTku;

9) o0630pbl AOKMMHUYECKUX WCCNEeAOBaHUA JeKapCTBEHHbIX CPeaCcTB M KIMHUYECKUX
nccnefoBaHUn He3aperncTpMpoBaHHOIO feKapCTBEHHOrO npenapara, AOCTYMHble Ha AeHb nogayu
3asBreHus;

10) oTyeTbl O NPOBEAEHHbIX AOKMMHUYECKUX UCCRefoBaHUsX NekapCcTBEHHOro cpeactsa u
KMMHUYECKNX UCCNefoBaHUAX He3aperncTprpoBaHHOIo NiekapCTBEHHOro npenapara (Mpu Hanm4um);

11) pekBu3nTbI AOKyMEHTa, NOATBEPXKAAOLLEro ynnaTy rocyAapCTBEHHOW NOLLUSUHBI.

2. B cnyyae HenocTaToO4HOCTM MpeacTaBfieHHbIX MartepuarnoB B LENsxX nposBefeHus
3KCMepTu3bl A1 onpefeneHns BO3MOXHOCTM paccMaTpuBaTbh JEeKapCTBEHHbI npenapaT Ans
MeOMLMHCKOrO MNPUMEHEHMS B KayecTBe Op(aHHOro rekapCTBEHHOro npenapaTta 3KCcrnepTHoe
yypexaeHue HanpaenseT B NWYHbIN  kabuvHeT 3asBuTenss B eOWHOW CcucTemMe 3anpoc O
npeacTaBneHnn HeobxoaMMbIX MaTepuanos, MNOANWCAHHbIA pykoBoguTenem (ynomHOMOYEHHbIM
NLOM)  3KCMEPTHOTO  yyYpexaeHuss C  WUCMNOMb30BaHWEM  YCUIIEHHOW  KBanvdpuunmpoBaHHOM
SNeKTpoHHOW noAanvcu. 3assutens 0653aH HanpaBuTb B NIUYHBLIA KABUHET SKCMEPTHOro yyYpexaeHus
B €[4MHON cucteme MOAMUCaHHbIA YCUNEHHOW KBanudUUMPOBAHHOW SMNEKTPOHHOM MOAMUCHI0 OTBET
Ha 3anpoc B CPOK, HE NPEBbILALNIA LWecTnaecaTn paboynx AHEeN COo AHSA NOMyYeHUs IKCNEePTHbIM
yypexaeHnem drnekTpoHHOro yBeoMIeHus o nornyyeHun 3assuternem sanpoca. Cpok, ykasaHHbI B
YyacTt 1 HacTosLwen cTaTbu, NPUOCTaHaBNNBAETCA CO OHA HanpasreHus 3asBUTENI0 B €ro JIMYHbIN
KabuHeT B eAVHON cucTemMe 3anpoca 3KCMepPTHOro YYpexaeHUs A0 AHA HanpaBreHus 3asBuTenem B
NWYHBIA KaBMHET 9KCNEePTHOro YYpexXaeHUs B €AMHOM CUCTeMe OTBETa Ha 3anpoc U He YyYUTbIBaeTCcs
NPy NCYUCINEHUN CPOKa NPOBEAEHUSA IKCNEepTU3bl JOKYMEHTOB, NPeACcTaBleHHbIX ANA onpeaeneHus
BO3MOXHOCTM paccmaTpuBaTb JIEKapCTBEHHbLIN npenapaT Afs8 MeAUUMHCKOro MNpUMEHEHUS B
KayecTBe opdaHHOro nekapcTBeHHOro npenaparTa.

3. B cpokK, He npeBbIWaKLWNA NATU paboumx OHEN CO AHA HaMNpPaBieHUSA B NNYHbIA KaOUHET
YNOMHOMOYEHHOro dhefepansHOro opraHa UCNONHUTENBHOW BNACTN B €MHON CUCTEME 3aKIOYeHNs,

05.11.2024 Cucrema TAPAHT 44


https://internet.garant.ru/document/redirect/12191967/0
https://internet.garant.ru/document/redirect/12184522/21

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

yKa3aHHOro B 4actu 1 HacTosien cTaTbu, YNONMHOMOYEHHbIN beaeparnbHbi OpraH UCNOMHUTENbHOM
BNacTuM OCYLLECTBMSAET OLUEHKY 3aKri4veHus And onpedeneHus ero COOTBETCTBUSA 3afaHuio Ha
npoBeAEeHNe 3KCMepTU3bl W HanpaenseT B IUYHbIA KabWHeT 3asBuTens B eOWHON cucTeme
NoAMMCaHHOE  YCUITEHHOW  KBanuUUUPOBAHHOW  3SIEKTPOHHOW  MOAMUCLIO  YBEOOMSIEHWE O
pesynbTatax MpPOBEAEHHON OKCNepTu3bl C MPUIIOXKEHWEM KOMUU SKCMNEpPTHOro 3aknwoyeHus (c
COXpaHeHneMm KoHMUAEeHUManbHOCTU NHAOPMaLMn O COCTaBe KOMUCCUM IKCMEPTOB) Y BO3MOXHOCTU
UNN HEBO3MOXHOCTM paccMaTpuBaThb JleKapCTBEHHbIN npenapart Ans MeAuUMHCKOro NpYMEHEHUS B
KayecTBe opdaHHOro nekapcTBeHHOro npenaparTa.

FTAPAHT: CM. kommeHTapum K ctaTbe 20 HacToswero degepanbHOro 3akoHa

Cratbsa 21. YTpatuna cuny ¢ 1 ceHTabps 2024 r. - PegepanbHbiin 3akoH oT 30 aHBapsa 2024 .
N 1-03

UHpopmauus 06 usmeHeHusix:  Cm. pedbiOywyro pedakyuro

CraTbsa 22. YTtpaTtuna cuny ¢ 1 nonsa 2015 r.
UHpopmayus 06 usmeHeHusix:  Cm. mekecm cmambu 22

UHpopmayusi 06 u3ameHeHusix: @DedepasribHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-03
cmamesi 23 Hacmosuwez2o PedepasibHO20 3aKoHa U3/OXeHa 8 HOBOU pedakyuu, ecmyrnarouel 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm cmambu 8 npedbidywel pedakyuu

Crtatbsa 23. OkcrepTv3a KavecTBa eKapCTBEHHOrO CpeacTBa W 3KCMepTM3a OTHOLUEHUS
0XXMAAeMon Nosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMSI NEKApPCTBEHHOIO Npernapara
ANS MeAMUMHCKOTO NpUMeHeHUs

UHpopmauus 06 usmeHeHussx: Yacmpb 1 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus Yyactu 1 (B pepgakuum PegeparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBneHnsa rocyapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ong MeguuuHcKoro npumeHeHmns nocpeactsom EMMC3 m (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PerucrtpauuoHHble YOOCTOBEPEHUSA JEeKapCTBEHHbIX NpernapaTtoB ANd MeOULMHCKOro
NPUMEHeHUs, NoATBepXaaoLme dakT rocyaapCTBEHHOW perncTpauumn, Ha bymaHoOM HocuTene u
AyonukaTtbl PErMcTpauMoOHHbIX YOOCTOBEPEHUN JEKAPCTBEHHbLIX MpenapaToB Ans MeaUUMHCKOro
npumeHeHus ¢ 1 aHBapa 2025 r. He BblgaloTCA

1. OKkcnepTusa kadvecTBa NEKapCTBEHHOro CPEeACTBa UM 3KCNepTM3a OTHOLUEHMS OXuaaemou
nonb3bl K BO3MOXHOMY PUCKY TNPUMEHEHUS NeKapCTBEHHOro mnpenapaTta ans MeauLMHCKOro
NPUMEHEHMS, COCTABIIEHME KOMWUCCUSIMU IKCMEPTOB 3aAKIOYEHU MO pesynbTaTtam MNpoBeaeHHbIX
SKCMEPTU3 U HanpaBleHne 3TUX 3aKMYEHUI, NOANUCAHHbBIX YCUNEHHbIMU KBannMUUMPOBaHHbIMU
3MEKTPOHHLIMU  MOAMNUCSMM, B JNWUYHbIM  KabWHET YMNoNMHOMOYEHHOro dheaepanbHOro opraHa
NCMOMHUTENbHOM BracTM B €OWHOW CUCTEME OCYLLECTBMSITCA B CPOK, HE MpeBbIlalWuin cTa
AEeCATN pabouymnx OHEeN Co OHS HanpaBreHWUsi B NINYHbIA KaOUHET 3KCMepPTHOrO YUYPEXaeHUs B eanHON
CMCTEME COOTBETCTBYHOLLEro 3aaHus YNONMHOMOYEHHOro deaepanbHOro opraHa WCMONMHUTENbHOM
BMacTu U HeOBXOAMMbIX LOKYMEHTOB.

UHpopmayus 06 usmeHeHusix: Yacmpb 2 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MonoxeHus yactn 2 (B pepakunm PenepanbHoro 3akoHa ot 30 aHBaps 2024 r. N 1-93),
KacatoLmecsa npeaocTaBneHnsa rocyapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHckoro npumeHeHuns nocpeactsom EMMC3 u (unn) EMIY, npumenstotca ¢ 1 aHBaps
2025 r. PerucrtpauuoHHble YOOCTOBEPEHUSA IEeKapCTBEHHbIX NpernapaTtoB ANd MeOULIMHCKOro
NPUMEHeHUs, NoATBepXaaoLme dakT rocyaapCTBEHHOW perucTpauumn, Ha bymaHOM HocuTene u
AyOnunKkaTtbl PErMcTpauMOHHbIX YOOCTOBEPEHWUN JEKAPCTBEHHbLIX MpenapaToB Ans MeOULMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgaloTCA
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

2. B TeyeHne geBaHOCTa AHEW CO AHSA NOMyYeHUs YNoHOMOYEHHbIM dbeaeparnbHbIM OpraHoM
NCMONHUTENLHON BNAacTu yBeAOMIEHUS B 3NEKTPOHHON (hopMe O MONyYeHUM 3asiBUTENEM peLleHUs
O MpoBEedEeHUM 3KCMepTM3, MPEeAYyCMOTPEHHbIX YacTbio 1 HacTosiwen cTaTbu, 3asiBUTENb
npeacTaBnseT B 3KCMEPTHOE yypexaeHue Ans NpoBeaeHUs 3KCNepTu3bl kKayecTBa fiekapCTBEHHOro
cpeacTBa 06pasubl ekapCTBEHHOIO npenapaTa Ans MeauLMHCKOro NpUMEeHeHus1, Npou3BeaeHHOro B
COOTBETCTBUMN C TpeGOBaHUSIMU OMbITHO-NMPOMbILLINIEHHOTO U (MNK) MPOMBILLNIEHHOIO PerrnameHToB,
YyTBEPXOEHHBIX  PYKOBOAMTENEM  MPOM3BOAUTENS  JIEKAPCTBEHHbIX CpPeacTB, a Takke B
COOTBETCTBYHWOLMX  criyyasix  obpasubl  chapmaueBTUyecko  cybcTaHumu,  TecT-liTamma
MUKPOOPraHn3MoB, KynbTypbl KNeToK, 006pasubl BELLECTB, NMPUMEHSIEMbIX AN KOHTPONS KayecTBa
NeKapCTBEHHOro cpeacTBa MyTEM CPaBHEHMSI C HUMU UCCNEdyeMOro feKapCTBEHHOro cpeacTsa,
cneumnduryeckme peareHTtbl, HeobXoAMMbIE ANA NPOBEAEHUS UCTbITaHUA 06pasLoB NekapCTBEHHbIX
npenapaTos, B KONIMYECTBAX, HEOOXOAMMbIX ANS BOCNPOU3BeAeHUS METOAOB KOHTPONS KayecTsa.

UHpopmayuss o6 usmeHeHusix: Yacmpb 3 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHusa yactu 3 (B pepakumm ®egepanbHoro 3akoHa ot 30 saHBaps 2024 r. N 1-d3),
Kacatolmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
Ons MeguuuHckoro npumeHeHunst nocpeacteom EMMC3 mn (unn) ENMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JeKapCTBEHHbIX MnpenapaTtoB Ans MeauLUHCKOro
NPMMEHEHUs, NOATBePXAaoLMe dakT rocyaapCTBEHHON perucTpauumn, Ha byma)xHoOM HocuTene u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHUI JEKapCTBEHHbIX MNpenapartoB Ans MeOULMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgatoTcA

3. Mpwn nony4eHnn obGpasLOB NEKApPCTBEHHOrO npenapaTa 1 papMaueBTMYECKON cybCcTaHumum
9KCMEPTHOE yuypexaeHue HanpaBnseT B NWYHbIN  KabuHeT 3asdABuTeNns B €4MHOW CuUCTeMe
yBeoMIeHne, noaTBepxaatoLLee nonyyeHne ykasaHHblx 06pasuos.

UHpopmayuss o6 uameHeHusix: Yacmpb 4 usmeHeHa ¢ 30 sHeaps 2024 e. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: lMNonoxeHus Yactn 4 (B pepgakuum PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-P3),
KacawLimecsa nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCYr Npu obpalleHnn nekapcTBEHHbIX CPeaCcTB
Ons MeguuuHckoro npumeneHuns nocpeactsom EMMC3 m (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PerucrtpauuoHHble YOOCTOBEPEHUA IEKapCTBEHHbIX nNpernapaTtoB ANnd MeOULIMHCKOro
NPUMEHeHUs, NOATBepXaaoLme dakT rocyaapCTBEHHOW perucTpauumn, Ha bymaxHoM HocuTene u
AyOnuKaTbl PErMcTpaumMoHHbIX YOOCTOBEPEHUN JIEKAPCTBEHHbLIX MpenapaToB AnAs MeOULUMHCKOro
npumMmeHeHus ¢ 1 aHBaps 2025 r. He BblgaloTCSA

4. Yka3aHHbIN B YacTu 2 HACTOsILLEN cTaTbW CPOK ANsi MpeAcTaBnNeHus 3aseutenemM obpasuos
nekapCTBEHHOro npenapara u apMaueBTU4EeCKon CyBCTaHLMN He BKNIOYaAETCs B CPOK NpOBeaEeHUst
3KCnepTn3, NpeayCMOTPEHHbIX YacTblo 1 HAacToALLEN CTaTbMw.

5. YtpaTtuna cuny ¢ 30 aHBapsa 2024 r. - depepansHblii 3akoH oT 30 aHBapa 2024 r. N 1-3

UHopmauusi 06 usmeHeHusix:  Cm. npedbiOyuyro pedakuuro

FTAPAHT: CM. koMMeHTapum K cTaTbe 23 HacToswero degepanbHOro 3akoHa

Cratba 24. OkcnepTvM3a KadecTBa JIEKAPCTBEHHOrO CpPeAcTBa WM 3KCnepTuda OTHOLUEHMS
OXraaemMon nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHNA NekapCTBEHHOro npenapara
Ons BeTepPUHAPHOro NpuMeHeHns

UHpopmauus 06 usmeHeHusix: Yacmpb 1 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus Yactu 1 (B pepgakuum ®eneparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBneHnsa rocygapCTBEHHbIX YCIyr Npy obpalleHnn nekapcTBEHHbIX CpeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMTY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MpPenapaTtoB ANsS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgalOTCA

05.11.2024 Cucrema TAPAHT 46


https://internet.garant.ru/document/redirect/408457419/1183
https://internet.garant.ru/document/redirect/408457419/1183
https://internet.garant.ru/document/redirect/408457419/45
https://internet.garant.ru/document/redirect/408457419/1183
https://internet.garant.ru/document/redirect/408457419/1183
https://internet.garant.ru/document/redirect/408457419/45
https://internet.garant.ru/document/redirect/408457419/1184
https://internet.garant.ru/document/redirect/408457419/1191
https://internet.garant.ru/document/redirect/408457419/1191
https://internet.garant.ru/document/redirect/408457419/46

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

1. JkcnepTmsa kadecTBa NIEKAPCTBEHHOrO CPeAcTBa UM 3KCMepTu3a OTHOLUEHUS OXnOaemon
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI IEKApPCTBEHHOro npenapaTta Ans BeTepuMHapHOro
NPUMEHEHNS, COCTaBfiIEHNE KOMWUCCUAMM 3IKCMEpPTOB 3aKMYeHWn no pesynbrTataM yKasaHHbIX
AKCMepTU3 U1 HanpasBfieHUEe TakuxX 3akfloYeHUA B INIEKTPOHHOW dopMe B YNOSHOMOYEHHbIN
denepanbHblA OpraH UCMOMHUTENBbHOM BMAcTM OCYLLECTBISIOTCA B CPOK, HE MpeBbillalowmn cTa
aecatn pabounx OHen CO [HA MNOMyYeHUs SKCNEPTHbIM YYpeXOeHWEeM B JNEeKTPOHHOW dopme
3agaHnsa  YNOfHOMOYEHHOro dyeaepanbHOro opraHa MWCMOSHUTENBHOM BRacTU C AOKYMEHTaMMU,
yKasaHHbIMW B YacTu 3 ctatbun 17 HacToswero PegepansbHOro 3akoHa.

UHpopmauus 06 usmeHeHusix: Yacmpb 2 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus YacTtu 2 (B pepgakuum PegeparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBrneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMIY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MPenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgakoTCsA

2. B TeyeHne TpuauaTtn paboumx OHEN co OHsSI NONyYeHuUst YNoNHOMOYEHHbIM dheaepanbHbiM
OpraHoOM UCMOSHUTENbHON BNacT YBEAOMIEHUS B 3MEKTPOHHON hOpMe O NONyyYeHUn 3asiBUTENEM
PELUEHNS1 O TNPOBEAEHMM YKaszaHHbIX B 4Yactu 1 HacTosien cTaTbM IKCNepTu3 3asiBUTenNb
npeacTaBnseT B 9KCMEPTHOE yYpexaeHne Ans NpoBeaeHUs IKCNepTU3bl KayecTBa rekapCTBEHHOro
cpeacTBa obpaslbl fiekapCTBEHHOro npenapaTa A/l BETEPMHAPHOrO NPUMEHEHUS!, NPON3BEAEHHOTO
B COOTBETCTBUM C TPeOOBAHUSIMU TEXHONMOIMYECKUX PErnamMeHToB, YTBEPXKOEHHbIX PyKOBOAUTENEM
NPOVN3BOAUTENS NEKAPCTBEHHBLIX CPEACTB, @ Takke B COOTBETCTBYKOLUMX Cryvasix TecT-LuTamMmbl
MWUKPOOPraHn3MoB, KyfbTypbl KNeTok, 06pasubl hapMaLeBTUYecKon cyGecTaHumm, o6pasLibl BELLECTB,
npUMeHsieMble AN KOHTPOSsi KayecTBa feKapCTBEHHOro cpeacTBa, B KonuyectBax, HeobXoammbix
ANs BOCNpou3BeAeHUst MeTOA0B KOHTPONS kayecTsa.

UHbopmauus 06 usmeHeHusix: YHacmb 3 usmeHeHa ¢ 30 siHgapsi 2024 2. - ®edeparibHbil 3aKOH
om 30 siHeapsi 2024 . N 1-03
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus Yactn 3 (B pepgakuum PegepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatloLlmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
ONsi BETEPUHApPHOro npuMeHeHusa nocpeactesom ENMTY, npumenstotca ¢ 1 auBapa 2026 .
[ybnukaTtbl perMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MpPenapaTtoB ANS BETEPUHAPHOro
npumMeHeHus ¢ 1 aHBaps 2026 r. He BblgaloTCA

3. Mpu nonyyeHnn obpasuoB NekapCTBEHHOro npenaparta u apmMaueBTUyYeckon cybectaHumm
9KCNEPTHOE YyypexaeHne B [OeHb nonyyvyeHna obpasuoB HanpaensieT B 3NEKTPOHHOW dopme
3aABMTENIO YBEAOMIIEHNE, NOATBEPXKAAOLLEEe NofnyvYeHme yKka3aHHbIX 06pasLioB.

UHopmauus 06 usmeHeHusix: Yacmpb 4 usmeHeHa ¢ 30 sHeaps 2024 a. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus YacTtu 4 (B pepgakuum PeneparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBneHnsa rocygapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMIY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MPenapaTtoB ANsS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgalOTCA

4. YkasaHHbIN B YacTu 2 HACTOsILLEN cTaTbW CPOK ANsi NpeacTaBneHus 3aseutenem obpasuos
nekapCcTBEHHOro npenapaTa 1 hapmaueBTU4eckon cybCTaHUUKN He BKMOYAETCs B CPOK NpoBeaeHns
3KCNepTu3, NpeayCMOTPEHHbIX YacTbio 1 HAaCToSALLEN CTaTbMw.

5. YtpaTtuna cuny ¢ 30 auBapsa 2024 r. - depepansHobii 3akoH oT 30 aHBapda 2024 r. N 1-03

UHpopmayus 06 usmeHeHusix:  Cm. ripedsbiOywyro pedaKkyuro

FTAPAHT: CM. koMMeHTapun K cTaTbe 24 HacTosulero degepanbHOro 3akoHa
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UHgpopmayusi 06 u3smeHeHusix: DedepasibHbIM 3akoHOM om 22 Oekabpss 2014 2. N 429-03
HaumeHosaHue cmambu 25 Hacmosiweao ®edepasibHO20 3aKOHa U3/10KEHO 8 HOBOU pedaKyuu,
ecmynarowel e cuny ¢ 1 urons 2015 a.

CmM. mekcm HauMmeHogaHus 8 rpedbidyw,el pedakuyuu

Cratbsa 25. [loBTOpHOE NpoBeAeHne aKCnepTu3bl NeKapCTBEHHbIX CPeAcTB

UHopopmayusi 06 usmeHeHusix: dDeodepasibHbiM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 1 cmambu 25 Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUs, ecmynarujue 8
cuny c 1 urons 2015 e.

Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

1. B cnyyasx HegocTaToO4HOM OGOCHOBAHHOCTU MMM HEMOSHOTHI 3aKMOYEHUs KOMUCCUU
9KCMEPTOB, HanMMyMsi B HEM MPOTMBOPEYMBLIX AaHHbIX, (PanbcuduKaumMn BbIBOLOB 3KCMEPTU3bI
NeKapCTBEHHOIO CPEeACTBA, COKPLITUSI OT YNONTHOMOYEHHOIo heaepanbHOro opraHa UCMONHUTENbHOMN
BMacT¥ OCHOBaHWWA ANisi OTBOAA 9KCnepTa BCIEACTBME €ro 3anmHTepecoBaHHOCTM B pesyrnbTaTax
COOTBETCTBYHOLLEN IKCMEPTU3bl, HaNMuMst AaHHbIX O MPSIMOM 1MGO KOCBEHHOM BMeLLATENbCTBE B
MpoLIEeCC COOTBETCTBYHOLLEN IKCNEPTU3bl MWL, He y4acTBYHOLMX B €e NPOBEAeHMMU, HO OKasaBLUMX
BMUSIHWE Ha Mpouecc M pesyrnbTaTbl ee NpoBeAeHMUsl, YNONHOMOYEeHHbIM dheaepanbHbiM OpraHoM
NCMONMHUTENbHON BRacT HasHayaeTcsl NMOBTOPHAas 3KCNepTu3a NeKapCTBEHHOro cpeactea v (Mnu)
3TUYecKas aKkcnepTm3a.

UHopmauus 06 usmeHeHusix: Yacmp 2 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus YacTtu 2 (B pepakuum ®eneparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
Ong MeguuuHcKoro npumeHeHmns nocpeactsom EMMC3 u (unn) EMIY, npumensioTca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JeKapCTBEHHbIX NpenapaTtoB Ans MeauLMHCKOro
NPUMEHeHUs, NoATBepXaaLme dakT rocyaapCTBEHHOW perucTpauumn, Ha bymMaXHoOM HocuTene u
AyOonukaTtbl PErMcTpaLMoOHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbLIX MpenapaToB Ans MeauLMHCKOro
npumMmeHeHus ¢ 1 auBaps 2025 r. He BbloalTCH
MNonoxeHus 4actm 2 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-93),
KacawLimecsa nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCYr Npu obpalleHnn nekapcTBEHHbIX CPeaCcTB
Ons BeTepuHapHoro npumMmeHeHuns nocpeactsom ENMIY, npumensitotcs ¢ 1 auBapa 2026 r.
[ybnukaTtbl perncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHbLIX MpenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgatoTCA

2. ToBTOpHaa akcrnepTusa JiekapCTBEHHOINO cpeacTBa MPOBOAMTCA C YY4ETOM pe3yribTaToB
paHee npoBeOEeHHOW 3KCNepTu3bl B CPOK, YCTAHOBMEHHbIA YNONHOMOYEHHbIM deaepanbHbiM
OpraHoM MCMOSTHUTENBHON BNacTy 1 He NpeBbiatoLwmn Tpuauati pabounx gHen co OHA NonyyYeHus
3KCMEPTHBbIM YyYpeXOeHneM B JfMYHOM KabuHeTe B efuHOW cuUcTeMe 3afaHus Ha npoBeaeHue
NMOBTOPHOWM 3KCNEPTU3bl JIEKAPCTBEHHOMO CpeacTBa, NOANUCAaHHOrO YCUNEHHOM KBannuumMpoBaHHOM
3MEKTPOHHOW MO MUCHIO.

UHpopmayus o6 usmeHeHusix: @DedepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 s
yacmb 3 cmambu 25 Hacmosiuweao PedeparnibHO20 3aKOHa 8HECEHbI U3MEHEHUSs, ecmynarujue 8
cuny c 1 urons 2015 a.

Cm. mekcm Yacmu 8 npedbidywiel pedakyuu

3. ®duHaHcoBoe obecneveHne BbINOMHEHNS 3a4aHMA Ha NpoBeaeHME NMOBTOPHOW 3KCNepTu3bl
NekapCTBEHHOrO CpeacTBa He OCyLLLECTBNSETCS.
FTAPAHT: CM. KOMMeHTapum K ctaTbe 25 HacToswero ®enepanbHOro 3akoHa

Cratbs 26. yCKOpeHHaﬂ npoueaypa akCcnepTn3bl NIeKapCTBEHHbLIX CpencTs

UHpopmayusi o6 usmeHeHusix: Yacmpb 1 uameHeHa ¢ 1 ceHmsbpsi 2023 2. - ®edepasibHbIl 3aKOH
om 28 anpensa 2023 e. N 171-®3
Cwm. npedbidywyto pedakyuro

1. yCKOpeHHaFI npoueaypa 3KCcnepTudbl NeKkapCTBEHHbIX CpeacTB B Lenax rocynapCTBeHHon
perncrTpaunn nekapCTtBeHHbIX npenapatoB NpMMeHAeTCA B OTHOLLeHUn OpCbaHHbIX JNeKapCTBEHHbIX
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

npenapartoB, NEPBbLIX TPEX NEKAPCTBEHHbLIX NpenapaToB, perncTpmpyemelix B Poccuiickon ®egepavumm
B KayecTBe BOCNPOU3BEOEHHbIX JIEKAPCTBEHHbIX NpenapaToB, 04epenHOCTb KOTOPbIX onpenensieTcs
B COOTBETCTBMM C HOMEPOM W [OATON BXOASLMX 3asABMEHWA O TOCYAApCTBEHHOW perncrpauum
NeKapCTBEHHbIX MpenapaToB B paMkax OOHOM0 MEeXOyHapo4HOro HenaTeHTOBaHHOIO HAaMMEHOBaHUS
NeKapCTBEHHOro npenaparta Wnu rpynnMpoBOYHOrO HaMMEHOBAHWA JTEKApPCTBEHHOro npenapara,
NeKapCTBEHHbIX MpenapaTtoB AJ1 BETEPUHAPHOrO MPUMEHEHMS, NMpeAHa3HaYeHHbIX AN JeYeHus
OOMAaLLUHUX XXMBOTHbIX, onpegeneHHbix PegepanbHbiM 3akoHOM OT 27 aekabpsa 2018 roga N 498-903
"O6 OTBETCTBEHHOM OOpalleHMM C XUBOTHBIMA M O BHECEHUM WU3MEHEHUA B OTAENbHble
3akoHodaTenbHble akTbl Poccuiickon ®Pepepaumn”, W 3apernmcTpUpoBaHHbIX B  KadecTBe
NneKkapcTBEHHbIX MNpenapaTtoB AN MeAULMHCKOrO MNPUMEHEHUs, U NeKapCTBEHHbIX Npenapartos,
npeaHasHauYeHHbIX UCKITIOYMTENBHO ANSA NPUMEHEHUS1 HECOBEPLUEHHONETHUMUN FpaXKaaHaMu.

UHopmayusi 06 USMEHEeHUSIX: ®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 yacmsb
2 cmambu 26 Hacmosiwezao ®edeparibHO20 3aKOHa U3/10XKeHa 8 Hoeol pedakyuu, scmynaruel 8
cuny c¢ 1 urons 2015 e.

Cm. mekcm Yacmu 8 npedbidywiel pedakyuu

2. YckopeHHas npouegypa SKCrnepTusbl NekapCTBEHHbIX CPEACTB B LENsxX rocyaapCTBeHHOM
perncTpaumm nekapCTBEHHbIX NpenapaTtoB He MPUMEHSAETCH B OTHOLLEHUN:

1) 6BuoaHanorosbix (6UoNoAo6HbLIX) NekapCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedbepeHTHbIX NleKapCTBEHHbIX NpenapaToB (3a UCKYeHNneM opdaHHbIX NekapCTBEHHbIX
npenapartoB);

UHopmayus o6 usmeHeHusix:  [lyHkm 3 usmeHeH ¢ 1 ceHmsbps 2023 e. - @edeparibHbIl 3aKOH
om 28 anpens 2023 2. N 171-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: [o 31 nekadbpsi 2024 r. pOCCUNCKUM NPOU3BOOUTENSAM JNIEKAPCTBEHHbIX NpenapaToB A
BETEPUHAPHOIO MPUMEHEHUS paspellaeTca noJaBaTh PErncTpaLmoHHOE O0Cbe MO YCKOPEHHOM
npouenype 6e3 ydeta TpeboBaHwun nyHkTa 3 4actu 2 cratbn 26 PegepanbHoro 3akoHa "O6
obpalLeHnn NekapCTBEHHLIX CPeaCTB

3) BOCNpPOM3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaTtoB (3a WCKITHYEHUEM MNepBbIX Tpex
pernctpupyemblx B Poccuiickon Pegepaumm B KayeCcTBE BOCMNPOM3BEAEHHbIX JeKapCTBEHHbIX
npenapaTtoB W JIEKAPCTBEHHbIX MpenapaToB, NpeaHas3HaYeHHbIX WCKIOYUTENBbHO AN MPUMEHEHUS
HEeCOBEPLUEHHONETHUMM rpaXkaaHaMn, a Takke NeKapCTBEHHbLIX NpenapaToB, NpedHa3HavYeHHbIX 4ns
nevyeHnst AOMaLUHUX XUBOTHbIX, onpeaeneHHbix ®enepanbHbiM 3akoHOM OT 27 gekabpsi 2018 roga
N 498-903 "O6 oTBETCTBEHHOM OOpaLLEHUN C XKUBOTHBIMU U O BHECEHUN U3MEHEHUA B OTAENbHbIE
3akoHodaTenbHble akTbl Poccuiickon ®depepaummn”, N 3apeErnmcTpMpoBaHHbIX B  KadecTBe
nekapCTBEHHbIX NpenapaToB AN MeEOULWHCKOIo NPUMEHEHMNS);

4) HOBbIX KOMOMHALMI 3apPEerMCTPUPOBAHHbIX paHee NekapCTBEHHbIX NpenapaTos;

5) nekapcTBeHHbIX nNpenapaToB, 3aperMCTpUPOBaHHbLIX paHee, HO NMPOM3BEOEHHbIX B APYrnX
nekapCcTBEHHbIX )OpMax B COOTBETCTBUM C NepeyHeM HauMMEHOBaHWM NeKapCTBEHHbIX hopM U B
HOBOM 03UPOBKE;

UHopmayus 06 usmeHeHusix: Yacmb 2 dononHeHa rnyHkmom 6 ¢ 1 ceHmsbps 2023 a. -
®edeparibHbIl 3akoH om 28 anpens 2023 a. N 171-03

6) nekapCTBEHHbIX MpenapaToB AN MEAVMUMHCKOrO MPUMEHEHUsl, TroCcyAapCTBeHHas
perncTpaums KOTopbiX OTMEHEHa, Npu UX PerucTpauum B Ka4ecTBe NeKapCTBEHHbLIX NpenapaToB ANns
BETEPUHAPHOTO NMPUMEHEHMSI.

UHpopmayusi 06 usmeHeHusix:  ®edepasibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-03 yacmb
3 cmambu 26 Hacmoswezo PedepasibHO20 3aKOHa U3IoXeHa 8 HoBoU pedakyuu, ecmynarouel 8
cuny c 1 urons 2015 e.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

3. YckopeHHasi npoueaypa 3KCnepTusbl NeKapCTBEHHbLIX CPeacTB MPOBOAUTCS MO PELUEHUI0
COOTBETCTBYIOLLEIO YMOSHOMOYEHHOrO dhefeparnbHOro opraHa WCMOMHUTENbHOW BRacTu  Ha
OCHOBaHWUM 3asiBMeHWs1 3asiBUTENs B CPOK, He MpeBblllalolimii BocbMuaecsTn paboumx gHen. Mpu
9TOM 3KCrepTu3a [OKYMEHTOB, COAepXKalUXcs B PEerncTpauMoHHOM [OCbe Ha NeKapCTBEHHbIN
npenapat, NPoOBOAUTCA B CPOK, HE MpeBbllalWmMin aecatn paboumx AHeW, 3KcnepTusa kadyectsa
NeKapCTBEHHOrO CpeacTBa WM 3KCNepTU3a OTHOLLUEHWUS OXMOAEMOWN MOSb3bl K BO3MOXHOMY PUCKY
NPUMEHEHMS NeKapCTBEHHOro npenaparta MNpoBOASATCA B CPOK, HE MPEBbILAWMNIA LeCcTUaeCcaTH
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

pabounx gHewn.
3.1. YtpaTtuna cuny c 30 aHBapsa 2024 r. - egeparnbHbeiv 3akoH oT 30 aHBaps 2024 r. N 1-03

UHpopmayus 06 usmeHeHusx:  Cm. pedsbiOywyro pedakyuro

UHpopmauus 06 usmeHeHusix: Yacmpb 4 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cm. npedbidywyro pedakyuro

4. YckopeHHas npoueaypa 9KCnepTu3bl NIEKapCTBEHHbIX CPeAcTB MPOBOAUTCA B MOpPSAKe,
ycTaHoBMeHHoM cTtaTtbsamn 17, 19, 20, 23 n 24 HacToawero degepanbHOro 3akoHa, U He o3Hadvaet
CHWXeHnsa TpeboBaHuii kK 6e€30NacHOCTU, KavyecTBY 1 3P(PEKTUBHOCTM NIEKAPCTBEHHLIX NPenapaToB.

FAPAHT:  Cm. KoMMeHTapuu K ctatbe 26 HacToswero ®egepanbHOro 3akoHa

CraTbsa 27. PelleHune o rocygapCTBEHHON pernctpaumm nekapCTtBEeHHOro npenapaTta

UHgpopmayusi 06 usmeHeHusix: @DedepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 1 cmambu 27 Hacmosiweao PedepasibHo20 3aKOHa 8HECEHb! U3MEHEeHUs, ecmynarujue 8
cuny c 1 urons 2015 e.

Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

1. B cpok, He npeBbllWaWNA gecatTn pabounx AHENW CO AHS NOMyYEHUs 3aKnioYeHun
KOMWCCUMM 3KCNEepTOB MO pes3ynbTaTaMm 3KCNepTu3bl KayecTBa JleKapCTBEHHOro CcpeacTtBa MU
3KCMEepPTU3bl OTHOLLEHUS OXWOAEeMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapara, COOTBETCTBYIOLLNIA YNONHOMOYEHHbIN dhefepasibHbIi opraH UCMOMNHUTENbHOW BNacTu:

UHpopmayus 06 usmeHeHusx:  [lyHkm 1 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparsibHbIU 3aKOH Oom
30 sHeaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus nyHkta 1 (B pemakumn PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N
1-®3), kacawwmecs npegocTaBneHus rocyaapCTBEHHbIX YCNyr npy obpalleHun nekapcTBEHHbIX
cpencTB Ansg MeauuunHckoro npumMmeHenusa nocpeactsom EMMC3 n (unn) ENMTY, npumeHstotea ¢ 1
aHBapa 2025 r. PeructpaumoHHble YOOCTOBEPEHUA TNEKAPCTBEHHbIX MpenapaTtoB  Af1d
MeAULMHCKOrO TMPUMEHEHUs, noATBepXaatolue dakT rocygapCcTBEHHOW perncrpaumm, Ha
OyMa)KHOM HocuTene n ayonunkaTtbl PErMCTPaLMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ona MmeguumHcKkoro npumeHenms ¢ 1 auBapsa 2025 r. He BblgatoTcs
MonoxeHnusa nyHkta 1 (B pepakumm PepepanbHoro 3akoHa oT 30 gauBapa 2024 r. N 1-93),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpu obpalleHUn nekapcTBEHHbIX CpeacTB
Onsa BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMIY, npumeHsaioTcs ¢ 1 dauBapsa 2026 r.
[y6nukaTtbl permcTpaunoHHbIX YOOCTOBEPEHUI JFIEKAPCTBEHHLIX NPenapaTtoB ANS BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

1) OCyLLECTBISIET OLIEHKY 3aKIOYEHMW KOMUCCUM SKCMEPTOB AJ1s1 ONPeAeNeHnst COOTBETCTBUS
3a[jaHN0 Ha NPOBEAEHNE 3TUX IKCMEPTUS;

2) NpvHMMaeT peLleHne O rocyAapCTBEHHON perncTpauuM rekapCTBEHHOro npenapata unm
06 oTkase B rocyjapCTBEHHON perncTpaumm nekapcTBEHHOro npenapaTa;

UHpopmayus 06 usmeHeHusx:  [lyHkm 3 usmeHeH ¢ 1 gHeapsi 2025 2. - ®edeparsibHbIU 3aKOH Oom
30 sHeapsi 2024 2. N 1-©3
Cwm. 6ydywyto pedakyuro

3) BHOCUT NpU MNPUHATUN peLUEHUs] O TOCYAApPCTBEHHOW perncrpauum JfekapCTBEHHOro
npenaparta [OaHHble O 3aperMcTpupoBaHHOM JIEKAPCTBEHHOM Mpenapate, B TOM 4ucne o
dapMaueBTMYECKON  CyOGCTaHUMM, BXOOSILLEN B COCTaB JIEKAPCTBEHHOro npenaparta, B
roCyJapCTBEHHbI pPEeecTp NEeKapCTBEHHbIX CPeACTB M BblOAaeT 3asBUTENM PerncrpaumoHHoe
yOOCTOBEPEHNE NeKapCTBEHHOro npenapaTa, opma KOTOpOro yTBepXaaeTcs YnOfHOMOYEHHbIM
degepanbHbiM OpraHOM WCMOSTHUTENbHOW BMacTW, COrflaCoBaHHbIE HOPMATUBHYHO [OKYMEHTaLMNIO,
HOPMAaTMBHbLIA [OOKYMEHT, WHCTPYKUUIO MO MNPUMEHEHUI0 NEeKapCTBEHHOro npenaparta WU MakeTbl
NepBUYHON YMNAKOBKM W BTOPUYHOM (NOTPEOUTENBCKOM) YMaKOBKM C YKa3aHMEM Ha HUX Homepa
perncTpaumMoHHOro yOOCTOBEPEHUs1 NeKapCTBEHHOro npenapata WM Aatbhl ero rocygapCTBEHHOM
permctpaumMm unuM B cCnyyae npuHATUA peweHusa o6 oTkase B roCydapCTBEHHOW perucrpaumm
NekapCTBEHHOro npenapata yBegoMsdeT B NUCbMEHHON dhopme 3aaBuTend o6 3ToOM C ykasaHueMm
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

NPUYMH Takoro oTkasa. 3a Bblgady PerMcTpaumoHHOro yAOCTOBEPEHUS NEeKapCTBEHHOro npenapata
B3UMaeTCs rocydapCTBEHHas nowsiMHa B COOTBETCTBUM C 3akoHogaTtenscTtBoM Poccuickon
degepaunn o Hanorax n cbopax.

UHpopmayus o6 usameHeHusix: Yacmpb 2 usmeHeHa ¢ 15 utoHs 2018 2. - ®edeparsibHbIl 3aKOH om
4 uroHs 2018 2. N 140-®3
Cwm. npedbidywyro pedakyuro

2. OcHoBaHMeM Ofis OTKasa B rocyAapCTBEHHOW perucrpauumn nekapCcTBEHHOro npenapara
ONA  MeOUUUHCKOrO NPUMEHEHUs SABMSETCA 3akmoyeHWe COOTBETCTBYIOLLEro YNOSIHOMOYEHHOro
denepanbHOro opraHa WMCMOSTHUTENBHOM BRacTM O TOM, YTO KavyecTBO U (unu) 3pdeKTUBHOCTb
pPerncTpMpyemoro nekapCTBeHHOro npenapata Angd MeauvuMHCKOro NpUMEHEHUs He MOATBEPXKAEHbI
NOMy4YEeHHbIMN AaHHBIMW UM YTO PUCK MPUYMHEHUS Bpeda 300POBbLI0 YernoBeka BCreacTBue npuema
nekapCcTBEHHOro npenapata And MeOUUUHCKOro MpUMeHeHUsa npesbllaeT 3PEEKTUBHOCTb €ro
npUMeEHeHs.

UHpopmayust 06 usmeHeHusix:  @eodeparsibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb
3 cmambu 27 Hacmosiweao PedepasibHO20 3aKOHa U3IOXeHa 8 HOBoU pedakyuu, ecmyrnarouel 8
cuny ¢ 1 urona 2015 e.

Cm. mekecm 4yacmu 8 npeodbidywel pedakuyuu

3. nOBTOpHOG npeacrtaBjieHneE B COOTBeTCTByI'OLLl,I/II7I yI'IOJ'IHOMO‘-IeHHbIIZ d)e/:l,epaanbu?l opraH
MCMNOSTHUTENbHON BRacTu NeKapCTBeHHOro npenapara, B OTHOWIEHUM KOTOPOro nofiyyvyeH OTKa3 B
rocy,u,apCTBeHHoﬁ perncrTpaunmn m KOTOprIZ BnocneagctBun noaseprcA M3MeHeHnro B 4actu ero
COCTaBa, paccMaTpuBaeTCda KaK npeacrtaBslieHMe HOBOro JieKkapCTBEeHHOro npenapata Ha ero
rocyaapCTBeHHYO permctpaunto He3aBMCMMO OT COXpaHEeHNd ero nepBM4YHOro HaMnMeHoBaHUA.

UHebopmauuss ob usmeHeHusix: Cmambs 27 dOoroniHeHa 4Yacmbio 4 ¢ 15 uwHs 2018 e. -
®edeparibHbIl 3akoH om 4 uroHs 2018 2. N 140-®3

4. Tlpun npepocTtaBneHMn 3asBUTENlEM B COCTaBe PErMcTpaumMoHHOro 4oCbe Ha
neKkapCcTBEHHbIM MNpenapat ANd BeTEepPUHAPHOro MPUMEHEHUS KOMUW pPEeLUEeHUsT YNOSIHOMOYEHHOO
defepanbHOro opraHa UCNOSTHUTENbHON BNAacTu O NPOBEAEHUN MHCMNEKTMPOBAHUS MPOM3BOAMTENS
NeKapCTBEHHbIX CPEACTB CPOK MPUHATUS PELUEHNST O FTOCYAapCTBEHHOW PErMcTpaunmn iekapcTBEHHOMO
npenapara ans BeTePUHAPHOIro NPUMEHEHUS NMPUOCTAHABIMBAETCH CO AHS MOJTYYEHUS 3aKIIOYEHWN,
yKasaHHbIX B 4acTu 1 HacTosIlLen cTaTbM, OO OHS MPUHATUS YNONHOMOYEHHbIM heaepanbHbIM
OpraHoM MCMOSIHUTENBHOW BIACTU peLlleHna O Bblgave unm o6 oTKase B Bblgade 3aKiouYeHust o
COOTBETCTBMM MPOM3BOOUTENS JEKAPCTBEHHbLIX CPeACTB TpeboBaHWAM npaBui  Hagnexallen
NPON3BOACTBEHHOW NPAKTMKKN, HO HEe Boree YeM Ha CTO BOCEMbAECAT paboumnx AHEN.

UHpopmayuss o6 usmeHeHusix: Cmambsi 27 oOorosniHeHa yYyacmbto 5 ¢ 15 uwHa 2018 e. -
®edeparbHbIl 3akoH om 4 uroHs 2018 2. N 140-03

5. OcHoBaHvem gns OTKasa B rocyaapCTBEHHOW perucrpauvm nekapcTBEHHOro npenapara
Ons BETepUHaPHOro NpUMEHEHNs ABNSETCA 3akniodeHne YrnonHOMOYEHHOro heaepansHOro opraHa
UCMOMHUTENBHOMW BNAcTM O TOM, YTO KayectBO W (unn) 3(PPEeKTUBHOCTL pPerucTpupyemMmoro
nekapCTBEHHOro npenapata Ans BEeTEpPUHAPHOro MPUMEHEHUS He noaTBepXKAeHbl MOoMyYeHHbIMU
OaHHBIMW WM YTO PUCK MPUYNHEHUSI Bpeda 3O0POBbH  KMBOTHOrO BCMeACTBME npuema
NeKapCTBEHHOro npenapaTta Ansi BeTEPUHAPHOrO0 MpPUMEHEHUs npeBbilaeT 3PEKTUBHOCTL €ro
NPUMEHEHUS1, OTKa3 YNOSIHOMOYEHHOro hefeparnbHOro opraHa MCNOSIHUTENbHOW BNacTu B Bblgaye
3aKIIOYEHNS O COOTBETCTBUM MNPOU3BOAUTENS JIEKAPCTBEHHLIX CPEACTB TpeboBaHUAM npaBus
Hagnexawen npou3BOACTBEHHOM MNPaKTUKM 0N  KaXdoW  MNPOW3BOACTBEHHOM  NroLiagKu
PErMCTPMPYEMOro JEKAPCTBEHHOIO Mpenaparta ANns BETEPUMHAPHOro MPUMEHEHUsI B Crlydae, ecrnv
NPON3BOACTBO JIEKAPCTBEHHOIO Npenaparta Aafis BETEPMHAPHOIO MPUMEHEHNSA OCYLLECTBNSIETCA 3a
npegenamun Poccuinckon ®efepaumm, Nnu oTCyTCTBUE TAKOro 3aKMOYeHNS.

FTAPAHT: Cm. KOMMeHTapuun k ctatbe 27 HacToswero PegepanbHOro 3akoHa

Unpopmayuss 06 uameHeHusix. Cmampbsi 27.1 usmeHeHa ¢ 1 mapma 2020 e. - ®edeparibHbil
3aKkoH om 27 Oekabps 2019 e. N 475-03
Cm. npedbidywyto pedakyuro

FTAPAHT: YNonHOMOYEHHbI eaepanbHbii  OpraH MCNOMHUTENbHOM Bnactu Ao 1 saHBaps
2021 roga onpenensdeT B3aMMO3aMEHAEMOCTb NEeKapCTBEHHbIX MpenapaTtoB Ana MeaMLMHCKOro
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

NPUMEHEHUS1, KOTOPbIE 3aperMcTpMpoBaHbl 4O AHS BCTynneHus B cuny ®egepanbHOro 3akoHa ot 27
aekabpa 2019 r. N 475-®3 n B3aMMO3aMeEHAEMOCTb KOTOPLIX paHee He Obina onpegeneHa, B
nopsake, yCTaHOBMEHHOM HACTOSLLEN CTaTbeur, 3a WCKIHYEHWEM FEKapCTBEHHLIX MpenapaTos,
yKasaHHbIX B 4acTtu 4 ctatbn 3 PegepanbHOro 3akoHa ot 27 gekabpsa 2019 r. N 475-03

Cratba 27.1. B3aMmo3amMeHSieMOCTb NEKApCTBEHHbIX MpenapaToB AfS MeAULUHCKOro
NpYMeHeHns

UHpopmayus 06 usmeHeHusx:  Yacmb 1 usmeHeHa ¢ 1 sHeaps 2024 e. - ®edeparibHbIU 3aKOH OmM
19 okmsbps 2023 2. N 503-®3
Cwm. npedbidywyto pedakyuro

1. B3anmMo3aMeHSeMOCTb J1eKapCTBEHHbIX MpenapatoB ANd MEeAULMHCKOro MNpUMeEHEHUs
onpegensaeTcss  YNOfHOMOYEHHbIM  dedeparnbHbIM  OpraHOM  MCMOSHUTENbHOM  BRAacTMy,
OCYLLECTBIIAIOLLMM rOCYyAapCTBEHHYIO PErMCTpaLnio NekapCTBEHHbIX NpenapaToB ANs MEOULMHCKOro
NPUMEHEHNS, B paMKax OOHOr0 MeXAyHapOAHOro HenaTeHTOBaHHOrO (MMM XMMMUYECKOro, WUnu
rpynnMpoBOYHOr0) HauMMEHOBAHMA Ha OCHOBE 3aKrYeHMs] KOMMUCCUWM 3IKCMEepPTOB IKCMEPTHOrO
yupexneHusa o B3aMMO3aMeHSEMOCTIN NIeKapCTBEHHOro npenapara aAnsg MeguuuHCKOro nNpuMeHeHus
nmbo O TOM, 4YTO JleKapCTBEHHbIA npenapaT Ans MeOULUHCKOrO MNPUMEHEHUS He sBNsAeTcs
B3aMMO3aMeHsieMbIM. [lopsaok onpedeneHnss B3anMo3aMeHSeMOCTM JleKapCTBEHHbIX MpenapaTos
ANS  MeaUUMHCKOro MpUMeHeHWs u (opmMa 3akmyeHUss KOMWUCCUM  3KCMEepTOB  3IKCMEPTHOro
yupexaeHus 0 B3aMMO3aMeHSEeMOCTU NeKapCTBEHHbIX NpenapaToB AN MeAUUMHCKOrO NPpUMEHEeHNs
nmbo O TOM, YTO feKapCTBEHHbIN npenapaT ANS MeOULUHCKOrO MNPUMEHEHUS He SBNAeTcs
B3aMMO3aMeHsieMbIM, yCTaHaBnMBalTCA denepanbHblM  OpPraHOM  WUCMOMHUTENbHOW  BRacTw,
OCYLLECTBMAOWMM  (PYyHKUMM MO BblipaboTke W peanu3auunm rocyaapCTBEHHOW MOMAUTUMKN 1
HOPMAaTMBHO-NPABOBOMY peryrMpoBaHni0 B cdepe 34paBOOXPaHEeHMs, MO COrfacoBaHuUO C
denepanbHbIM OPraHOM UCMOMHUTENbHOM BNAcTU, OCYLLECTBASAOWMM (DYHKLUN NO NNLEH3MPOBAHMIO
Npov3BOACTBA NEKapPCTBEHHbIX CPEaCTB.

2. Komuccusa akecnepToB 3KCNEPTHOrO yupexaeHusa naeT 3akroyeHne o B3anMo3aMeHseMoCTH
NeKkapCTBEHHOro npenapaTta Ans MeOUUUHCKOrO MpMMEHEHUs nMbo O TOM, YTO NeKapCTBEHHbIN
npenapat AnNs MEeAWUMHCKOrO MNPUMEHEHUs He SBNSETCS B3aMMO3aMEHSIEMbIM, Ha OCHOBaHMU
crneayloLWmx KpuTepmes (XapakTepUCTHUK):

1) skBuBaneHTHocTb (And 6uoaHanoroBbix (O6MOMNOAOOHLIX) NEKapPCTBEHHbLIX NpenapaToB
(bnoaHanoroB) - COMOCTaBMMOCTb) KaYeCTBEHHbIX W  KOJIMYECTBEHHbIX  XapaKTEPUCTUK
dapmaueBTMYeCKMX  cybCcTaHUMA  unnM - COMOCTaBUMOCTb  @HTUFEHHOTO  COCTaBa  BaKUMH.
Mcnonb3oBaHne pasnunyHbiX corien, aupoB, KOMMSEKCOB, M30MEPOB, KpUcTannmyecknx copm wu
APYrMx NPOM3BOAHbBIX OAHOr0 M TOrO e AEeWCTBYIOLWEro BeLeCcTBa He ABMNSETCS NpensaTcTBueM Ans
onpegeneHnss B3aMMO3aMEHSEMOCTU NEKapCTBEHHbIX MNpenapaToB, €cnv npu  NpoBeAEeHUU
nccnepoBaHna  OMOSKBMBANEHTHOCTM  NEKApPCTBEHHOrO  npenapata WM UCCnegoBaHuA
TepaneBTUYECKON 3KBUBANEHTHOCTU NEKapCTBEHHOro npenaparta AoKa3aHO OTCYTCTBUE KIMHUYECKM
3HAYMMbIX PasnMunn hapMakoKMHETMKN K (MNn) 3PGEKTUBHOCTM N GE30NAaCHOCTM NEKAaPCTBEHHOIO
npenaparta ansa MeanumHCKOro NpUMeHeHus;

2) 9KBMBANEHTHOCTb JleKapCTBEHHOW opMbl. [log 3SKBMBANEHTHbIMU JNleKapCTBEHHbIMU
dopmammn NOHMMAIOTCS pasHble NeKkapCTBEHHbIE POPMbI, MMEIOLLME OOUHAKOBbIE CNOCO0 BBEAEHMS
n cnocob npumeHeHus, obnagatowme conocTaBUMbIMU (PAPMaKOKMHETUHECKMMU XapaKTepucTukamm
n apmakonornyeckum gencrsmeM u obecneuynBarowme TaKke OOCTUXKEHWEe Heobxoaumoro
KnMHnyeckoro adpdpekta. Pasnnuma nekapcTBEHHbIX (OOPM He SABMAAKTCA NpensaTcTBUEM ANs
onpegeneHuss B3aMMO3aMEHSEMOCTU fEeKapCTBEHHbIX MpenapaToB, e€ecnv npu nNpoBeAeHUU
nccnepoBaHna  OMOSKBMBANEHTHOCTW  NEKApCTBEHHOrO  npenapata WM UCCregoBaHus
TepaneBTUYECKON 3KBUBANEHTHOCTWN NEKapCTBEHHOro npenaparta AOKa3aHO OTCYTCTBME KIMHUYECKM
3HAYMMbIX Pas3nMuUn hapMakoKMHETMKN 1 (MNn) 3PGEKTUBHOCTM N 6GE30MNaCHOCTU NEKapCTBEHHOIO
npenaparta ang MeanumHCKOro NpUMeEHeHUs;

3) 9KBMBANEHTHOCTb WM  COMOCTAaBMMOCTb COCTaBa BCMOMOraTesibHbiX  BELECTB
NeKkapCTBEHHOro npenapara ans MeauuMHCKOro npumMeHeHusi. Pasnnumsa coctaBa BCnoMoraTesbHbIX
BELECTB JIeKapCTBEHHOrO npenapata He SABMAKTCA NPensiTcTBMEM AN onpeaeneHus
B3aMMO3aMEHSEMOCTN FEeKapCTBEHHbLIX MpenapaTtoB, €CNu npu MpoBeAEeHMM UCCredoBaHus
OMO9KBMBANEHTHOCTU  fIeKapCTBEHHOro  Mpenapata WM UCCrnedoBaHusd  TepaneBTU4EeCKON
9KBMBANEHTHOCTN JleKapCTBEHHOro npenapata [oKa3aHO OTCYTCTBME KIIMHUYECKU 3HAYMMbIX
pas3nuunin papMakokKMHETUKM 1 (Unn) adpbdEeKTUBHOCTU 1 BE30NacHOCTU NIEKApPCTBEHHOrO npenapara
ANS MeANLMHCKOro npuMeHeHust. MNpu HanMuumn KNMHUYECKM 3HaYNUMbIX Pasnmumnii dhapMakoKMHETUKN
n (nnun) addekTMBHocTM M  6Ge3onacHOCTM JleKapCTBEHHOrNO npenapaTta Ansi MeguuMHCKOro
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NPUMEHEHNS B3aMMO3aMeEHAEMOCTb OMNPeAensieTcs C yka3aHMeM Ha UCKINoYeHUe oTAeNbHbIX rpymnn
naLlneHToB;

4) ngeHTMYHOCTb cnocoba BBeaeHMs 1 cnocoba NpuMeHeHus:;

5) cooTBeTCTBME MPOM3BOOMTENS] JIEKAPCTBEHHONO CpeacTBa TpeboBaHMAM  npaBu
Haanexatluen Npon3BoACTBEHHOM NPAKTUKN.

Unpopmayuss o6 usmeHeHusix. Yacmpb 3 usmeHeHa ¢ 30 sHeaps 2024 e. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

3. be3 HeobxogumocTn  pOokasaTtenbcTBa  OGMO3KBMBANEHTHOCTM  OCYLLECTBNSAETCH
onpegeneHve B3arMo3aMeHAeMOCTM BOCNPOM3BEAEHHbIX NIEKAPCTBEHHbIX NpenapaToB, KOTOPbIE:

1) npegHa3HaYeHbl 4na napeHTepanbHOro (MOA4KOXHOro, BHYTPUMbILLEYHOrO, BHYTPUBEHHOIO,
BHYTPUIMA3HOro, BHYTPUMOMIOCTHOrO, BHYTPUCYCTaBHOrO, BHYTPUKOPOHAPHOrO) BBEAEHUS U
npeacTaBnaoT cobon BoAHbIE PacTBOPbI;

2) npeactaBnsaoT cobor pacTBOpbl 451S NepoparibHOro NPUMEHEHNS;

3) npousBeaeHbl B hopMe NMOPOLUKOB U NMounm3aToB Anst NPUroTOBNEHNS pacTBOPOB;

4) ABNATCA rasamu;

5) 9BNATCA YWHBLIMA UNW TMNasHbIMU NeKapCTBEHHbIMU NpenapaTamu, Npou3BedeHHbLIMU B
dropmMe BOAHbLIX pacTBOPOB;

6) NpeaHa3Ha4veHbl 4 MECTHOro 1 (MNKN) HapPY)XXHOro NPUMEHEHWS U MPUIroTOBIEHbI B hopme
BOAHbIX PacTBOPOB;

7) npenctaBnsiloT cobor BOAHbIE PaCcTBOPbLI AN UCMOMb30BaHUA B pOpME MHransumm c
nomoLbio Hebynansepa Unn B KadeCcTBe HasarbHbIX CpPeeB, NPUMEHSEMbIX C NMOMOLLBbIO CXOOHbIX
(MOXOXMX, aHANOrM4YHbIX) yCTPOUCTB (NpMbopoB, annapaTtos).

UHpopmayus 06 usmeHeHusix:  Yacmb 4 usmeHeHa ¢ 1 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH O0m
19 okmsbps 2023 2. N 503-®3
Cwm. npedbidywyro pedakyuro

4. OcobeHHOCTM onpedeneHnss B3aMMO3aMEHSAEMOCTM OMONOrMYecknx nekapCTBEHHbIX
npenapatoB, KOMOVHMPOBAHHbLIX NEKAPCTBEHHbLIX MpenapaTtoB (CoaepXawmux KoMOuHauuio OBYX U
bonee [EeNCTBYIOLWMX BELLECTB), NIeKapCTBEHHbIX MpenapatoB ANA NapeHTepanbHOro nuTaHus u
HeJO03UPOBaHHbBIX — JIeKapCTBEHHbIX NpenapaTtoB  ycTaHaBnuBalTcsa  dedepanbHbiM — OpraHoMm
WCNONHUTENBbHOW  BNacTW, OCyWecTBNAwWMM  (yHKUMKM No  BblpaboTke U peanusauuun
rocyapCTBEHHOW MOMUTUKN U HOPMaTUBHO-NPaBOBOMY PerynmpoBaHuIO B cpepe 34paBooOXpaHeHus,
no cornacoBaHuio ¢ eaeparibHbIM OPraHOM UCMOMHUTENBHOM BNACTW, OCYLLECTBASIOWNM (PYHKLMK
no NMLEH3MPOBaHUIO NPOM3BOACTBA NIeKapCTBEHHbIX CPEeACTB.

5. OnpegeneHve B3aMMO3aMEHAEMOCTU He OCYLLECTBMASETCA B OTHOLUEHUU JleKapCTBEHHbIX
pacTuTenbHbIX NpenapaToB, rOMeonaTN4eCcKmUxX NekapCcTBEeHHbIX NpenapaTos.

6. dopmupoBaHMe nepeyvyHs B3aMMO3aMEHSIEMbIX JIEKapCTBEHHbIX nNpenapaToB Arfis
MEeANUUHCKOrO  MPUMEHEHUS  OCYLLECTBNAETCA  SKCMEepTHbIM  ydpexgeHuem  nocpencTtBoM
o0beanHEHNA NEeKapCTBEHHbIX MpenapatoB B OTAENbHble [PYNnbl, B KaXZoh W3 KOTOPbIX
nekapcTBeHHble NpenapaTbl ABMSTCA B3aMMO3aMeHAEMbIMMU.

7. B crnyyae BKNIOYEHUA B MHCTPYKUMUIO MO MEAMULMHCKOMY NPUMEHEHUIO JeKapCTBEHHOro
npenapata Ha OCHOBaHUW pe3ynbTaTOB COOTBETCTBYIOLIMX WCCNegoBaHUM MokasaHui  Onis
NPUMEHEHUA, KOTOpble OTMMYAaKTCA OT MNOKasaHWn AN NPUMEHEHUA APYrUX FeKapCTBEHHbIX
npenapaTtoB W3 rpynnbl  B3aMMO3aMeHSIEMbIX JIEeKapCTBEHHbIX MpenapaTtoB, B MNepeyHe
B3aMMO3aMeHSAeMbIX feKapCTBEHHbIX MpenapaTtoB ANs MeAWUMHCKOro MpUMEHeHWs OOrkHa ObITb
yKasaHa cooTBeTCTBYOLasa MHpopmauus.

8. [llepeveHb B3aMMoO3aMeHSieMblX JIeKapCTBEHHbLIX MpenapaTtoB And  MeOULMHCKOro
NPUMEHEHNA pasMeLLaeTcs YNONHOMOYEHHbIM defeparnbHbIM OpraHoM WCMOSNTHUTENbHOW BNacTu,
OCYLLECTBAILWUM rocyJapCTBEHHYIO perncTpaumio fiekapCTBEHHbIX NpenapaToB Afs MeaUUMHCKOro
NPUMEHEeHNsi, Ha cBoeM odmumnansHom cante B cetn "WHTepHeT". UHdopmauma B nepeyHe
B3aMMO3aMEHSEMbIX JIeKapCTBEHHbIX MNpenapaToB ANS MeAMUMHCKOro MNpUMeHeHus oBHOoBMsieTCS
yKasaHHbIM (hpegeparbHbIM OpraHoM UCNONMHUTESbHOW BNAacTU C Y4€TOM HOBbIX 3aperncTpupoBaHHbIX
nekapcTBEHHbIX MpenapatoB ANd MeAUUMHCKOTO MNPUMEHEHUS! U  BHECEHHbIX W3MEHEeHUn B
OOKYMEHTbI, CoAepXalunecs B perucTpaunoHHbIX JOCbe Ha 3aperncTpupoBaHHbIE NEeKapCTBEHHbIE
npenaparbl Ang MeAULNHCKOro NpUMEHEHNS.

UNHopmayus 06 USMeHeHUSsIX: Yacmb 9 usmeHeHa ¢ 1 sHeapsi 2024 e. - @edeparsibHbIl 3aKOH om
19 okmsbps 2023 e. N 503-03
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Cwm. npedbidywyto pedakyuro

9. [lopsnok MCNomnb3oBaHMA WHGOPMAUMM O B3aMMO3aMEHSIEMbIX  NeKapCTBEHHbIX
npenapatax Ans MeOUUMHCKOTO MPUMEHEHUST M MOPSAOK Aadv pasbsCHEHWA MO  BoMpocam
B3aVMO3aMEHSIEMOCTM  JIeKapCTBEHHbIX  MNpernapatoB AN MEeAWULMHCKOrO  MpUMEHEHUs
yCTaHaBnMBaloTcst dpefepanbHbiM OpraHoM UCMONHUTENBHON BNacTW, OCYLLECTBASIOWMM hyHKLMK
no BblpaboTke W peanu3auMnm rocygapCTBEHHOW MOMUTUKM U HOPMAaTMBHO-NMPaBOBOMY
perynupoBaHnio B cdepe 30paBOOXpPaHEHMsl, MO COrfacoBaHuiO C deaepanbHbiM  OpraHoM
WCMONHUTENbHON BMNacTW, OCYLECTBSIOWMM (QYHKUMM MO  FIMLEH3UPOBAHMIO MPOU3BOACTBA
NeKapCTBEHHbIX CPEACTB.

FTAPAHT: CM. koMMeHTapum K ctaTbe 27.1 HacTodwero degeparnbHOro 3akoHa

Cratbs 28. PerncrtpaunoHHoe yAOCTOBEPEHME NIekapCTBEHHOro npenapara

1. PeructpaunoHHoe yOOCTOBEpPEHME NEKapCTBEHHOro npenapata C  yKa3aHueMm
NeKapCcTBEHHbIX (hOPM U [03MPOBOK BblgaeTcsl GeCcCpoYHO, 3a WCKIHOYEHMEM PErncTPaLMOHHOIo
YAOCTOBEPEHMST NEKApCTBEHHOrO npenapara, BblAaBaeMoro CO CPOKOM [AeNCTBUS MATb NeT, Ha
BnepBble pernctpmpyemblie B Poccuiickoin Peaepaumm nekapcTBeHHbIe npenaparbi.

FTAPAHT: [locynapcTBeHHasa peructpaumsi nekapcTBEHHbIX MNpenapaTtoB A9 BEeTEpPUHapPHOro
NpUMEeHeHus1, 0enNCTBME KOTOPON uctekaeT (nctekno) B 2023 rogy, npoasieBaeTcs Ha 12 mecsues

2. Tlo ncteveHnn ykasaHHOro B Yactu 1 HacTosllen cTaTbyu Cpoka BblgaeTcsa HeccpoyHoe
perncTpaumMoHHOe YOOCTOBEPEHME NEKapCTBEHHOro npernaparta npu YCroBUM MNOATBEPXKAEHUSA ero
rocygapcTBeHHOW perncrpauuu.

UHgpopmayusi 06 u3smeHeHusix: DedepasibHbIM 3aKkoHOM om 22 Oekabpss 2014 a. N 429-03
cmambs 28 Hacmosiwe2o ®edepasribHO20 3aKoHa OorosiHeHa Yyacmbto 3, ecmynarowel 6 cusny ¢ 1
uronis 2015 e.

3. B cnyyae BHeceHus B cooTtBeTcTBUM cO cTaTbsamm 30 n 31 HacToawero degepanbHOro
3aKOHa W3MEHEeHWNn B coaepXalimecs B pPerncTtpalmMoHHOM [OCbe Ha 3aperncTtpupoBaHHbIN
nekapCTBEHHbIN NpenapaTt AOKYMEHTbI, 3aTparnBaroLLmnx CBeAEHNs, OTPaXXeHHbIE B perncTpaumoHHOM
YOOCTOBEPEHMN  NEKAPCTBEHHOrO  npenapara,  YNOSIHOMOYEHHbIM  dbedepanbHbii  opraH
WCNONHUTENBbHOW BRacTM BblAaeT HOBOE pPerMcTpauuoHHOe YAOCTOBEpeHWe feKkapCTBEHHOro
npenapara, cogepXaliee BHECEHHbIE B HEFO U3MEHEHUS.

UHbopmauus 06 usmeHeHusix:  ®edeparbHbiM 3akoHoM om 30 sHeapsi 2024 e. N 1-03 yacmeb 4
npusHaHa ympamuswet cuny ¢ 1 sHeaps 2026 e.
@edepasribHbIM 3aKkoHoM om 22 Oekabps 2014 2. N 429-®3 cmambsi 28 Hacmosuwez20
®edeparibHO20 3aKoHa OoriofiHeHa Yacmeio 4, ecmynarouwed e cuny ¢ 1 uronsa 2015 e.

4. B cnyyae yTpaTbl Unv NOBPEXOEHUS PErMcCTPaLnOHHOIO YAOCTOBEPEHUST NEKAapPCTBEHHOMO
npenapara no 3asiBNeHu0 B NMUCbMEHHOW bopme aepxaTens unu Bnagenbua perncTpaumoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOro npenapata WNu YnornHOMOYEHHOr0 UMK OPYyroro Hopuamyeckoro
niua o Bblgade Aybnukata perncTpaumMoHHOrO  YAOCTOBEPEHUs NeKapCTBEHHOro mnpenapara
YNONHOMOYEHHbIN dhefepanbHbIi OpraH UCNOMHUTENBHOW BNACTU B CPOK, HE MPEBLILIAOWNA AECATH
pabounx [OHeWn CcO [OHA NOCTynneHusd 3asaBneHud, BblgaeT Aaybnukat pernctpaumMoHHOro
yOOCTOBEPEHMS NEeKapCTBEHHOro npenapata. 3a Bblgady gybnukata  pernctpauuoHHOro
yOOCTOBEPEHMS IEKaPCTBEHHOIO NpenapaTta B3MMaeTCcs rocygapCTBEHHas noLwsiMHa B COOTBETCTBUN
¢ 3akoHopaTtenscTBoM Poccuinckon ®egepaumm o Hanorax u céopax.

FAPAHT:  Cwm. KoMMeHTapuu Kk ctatbe 28 HacToswero PegepanbHOro 3akoHa

UHepopmayusi 06 u3smeHeHusix: DedepasibHbIM 3akoHOM om 22 Oekabpss 2014 2. N 429-03
cmamesi 29 Hacmosuweeo PedepasibHO20 3aKoHa U3/IoXeHa 8 HOBoU pedakyuu, ecmyrnarouwel 8
cuny c 1 aHeapsi 2017 a.

Cm. mekcm cmambu 8 npedbidywelt pedakyuu

FTAPAHT: PervctpaumoHHble yOoOCTOBEPEHUSI NEKAPCTBEHHbIX MNpenapaTtoB A MeAULMHCKOro
NPUMEHEHUs1, CPOKN OENCTBUS KOTOPbIX uctekatoT B 2024 rogy, npoanesarTcsd Ha 12 mecsueB

CraTbs 29. [NoaTeepxaeHne rocygapCTBEHHOM perucTpaunmn nekapcTBEHHOro npenapara
UHpopmayus 06 usmeHeHusix: Yacmpb 1 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparsibHbIlU 3aKOH
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om 30 sHeaps 2024 2. N 1-©3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus Yyactn 1 (B pegakuum PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-$3),
KacaroLimecs nNpeaocTaBieHns rocyaapcTBEHHbIX YCNyr npy obpalleHun nekapcTBEHHbIX CPeacTB
Ons MeguuuHckoro npumeHeHuns nocpeactesom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpauuoHHble YOOCTOBEPEHUA NEKApPCTBEHHbIX nNpernapaTtoB A9 MeOULMHCKOro
NnpUMeHeHUs, noaTeepKaatoLme dakT rocygapCcTBEHHOW perncTpauum, Ha bymaxkHoMm HocuTene um
AyOnukaTbl PErMcTpaumMoHHbIX YAOCTOBEPEHUN JIEKAPCTBEHHbIX MpenapaTtoB AnAs MeOULMHCKOro
npumeHenunsa ¢ 1 auBaps 2025 r. He BblgaloTCS
MonoxeHusa yactm 1 (B pepakumm PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N 1-©3),
KacatoLmecsa npenocTaBneHnsa rocygapCTBEHHbIX YCyr nNpu obpalleHnn nekapcTBEHHbIX CpeacTB
Onsa BeTepuHapHoro npumMmeHeHusa nocpegctsoM ENMIY, npumeHsaioTcs ¢ 1 dauBapsa 2026 .
[ybnukaTtbl pPerncTpaLnoHHbIX YOOCTOBEPEHUN NEKapCTBEHHLIX MpPenapaTtoB ANS BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

1. TlNogTBepxaeHne  rocydapCTBEHHOW  peructpauum  nekapcTBEHHOro  npenapaTta
ocyLlecTBnsieTca npu Bbigadye 6GeccpoyYHOro perucTpaLMoHHOrO YAOCTOBEPEHUS NeKapCTBEHHOro
npenaparta B crny4ae, ykasaHHOM B YacTu 2 ctaTtbk 28 HacToswero denepanbHOro 3akoHa, B CpOK,
He npeBbIlWaLWnin copoka pabounx AHEeN COo OHSA HanpaBfeHWs NocpeacTBOM e€A4MHOro noptana B
YNONMHOMOYEHHbIN  ddefeparnbHblil - OpraH  UCMOMHUTENBbHOW BNAacTM WU NUYHBIA - KabuHeT
YNOMHOMOYEHHOro dhefepansHOro opraHa UCNOSTHUTENbHOW BriacTu B €ANHON cUCTeME 3asiBNEHUs O
NnoATBEPXKOEHUN TFOCySapCTBEHHOW perncrpauvMm nekapCTBEHHOro npenapara, noanvMCcaHHOoro
YCUNEHHON KBanuuUuMpOBaHHOW 3EKTPOHHOW noanucblo. He ocyllecTBnsieTcs noaTeBepxaeHue
rocy4apCTBEHHOW perMcTpauunm B OTHOLLEHWWM NEeKapCTBEHHOro npenapata Ans BETEepUHApHOro
nNpMMEeHeHus, He HaxoaumsLLerocs B obpalieHun B Poccunckon depepaumm B TedeHue Tpex n bonee
neT, a Takke B OTHOLLEHWN NEeKapCTBEHHOro CPeACTBa, NPOU3BEAEHHOrO C HapyLleHnem TpeboBaHus,
YCTaHOBIIEHHOro YacTelo 3.7 ctaTtbun 71 HacToswero deaeparnbHOro 3akoHa.

UHpopmauus 06 usmeHeHusix: Yacmp 2 usameHeHa ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus YacTtu 2 (B pepakuum ®eneparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBrneHnsa rocyJapCTBEHHbIX YCyr nNpu obpalleHnn nekapcTBEHHbIX CpeacTB
Onsa meguumHckoro npumeHenusa nocpenctsom EMMC3 n (unn) ENTY, npumeHsatotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JeKapCTBEHHbIX NpenapaTtoB Ans MeauLMHCKOro
NPpMMEHeHUs, NoATBepXxaaLme dakT rocyaapCTBEHHON perncTpauumn, Ha bymaxHoM HocuTene u
AybnukaTtbl permcTpauuoHHbIX YOOCTOBEPEHUI JIEKapCTBEHHbIX MNpenapartoB AN MeOULMHCKOro
npumMmeHeHus ¢ 1 auBapsa 2025 r. He BbloalTCA
MNonoxeHnus 4actm 2 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-93),
KacaloLimecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCAyr Npy obpalleHnn nekapcTBEHHbIX CPeaCcTB
ONnsi BETEPUHApPHOro npuMeHeHusa nocpeactesom ENMTY, npumensiotca ¢ 1 anBapa 2026 .
[ybnukaTbl perncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHbLIX MpenapatoB ANS BETEPUHAPHOIro
npumMeHeHus ¢ 1 aHBaps 2026 r. He BblgakoTCSA

2. 3asiBneHve o0 NoATBEPXKAEHUN roCyAapCTBEHHOW perncTpaummn nekapcTBEHHOro npenapara
HanpaBnseTca MOCPeACTBOM €4MHOrOo nopTana B YMNOMHOMOYEHHbIM deaepanbHbii - opraH
WCNONMHUTENBbHOW BRactM WM JNIMYHBIN  KabMHEeT yNONHOMOYEHHOro deaepanbHoOro opraHa
UCMOMHUTENBHOM BNAcTU B €AUHON CUCTEME He paHee YeM 3a CTO BOCEMbAECAT AHEN 00 UCTeYeHUs
Cpoka OEenCTBUS PEerMcTpaumMoHHOro yOOCTOBEPEHUs! NeKapCTBEHHOro npenapata U He nosgHee
OKOHYaHWsI CpOKa ero 4encCTBuS.

2.1. YTtpaTtuna cuny ¢ 30 aHuBapsa 2024 r. - denepanbHbi 3akoH oT 30 aHBaps 2024 r. N 1-03

UHpopmayus 06 usmeHeHusix:  Cm. ripedsbiOywyro pedakyuro

3. TlooTeBepxaeHve  rocydapCTBEHHOW  perucrpaumMuM  fekapcTBEHHOro  npenapata
OCYLLIeCTBIISAETCA MO pe3yrbTaTtam 3KCNePTU3bl OTHOLLEHMS OXNAAeMOoW Nosb3bl K BO3MOXHOMY PUCKY
NPUMEHEHMS NeKapCTBEHHOro npenaparta Ha OCHOBaHUW Pe3ynbTaToB MOHUTOPUHIa 3PEKTUBHOCTH
N 6e30MnacHOCTU IEeKapCTBEHHOro mnpenapaTta, MPOBOAMMOrO AepXaTenem unu BnagenbLem
PEerncTpauMoHHOrO YAOCTOBEPEHUS NEeKapCTBEHHOro mnpenapata nuMbo  YyNnofHOMOYEHHbIM UMUK
IOPUONYECKUM FIMLOM, a Takke COOTBETCTBYHOLLUM YMNOSIHOMOYEHHbIM dedeparnbHbIM  OpraHoM
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NCMNOMHUTENBHOW BNAacTM B COOTBETCTBUMM C TpeboBaHuaMM cTtatbk 64 Hactoswero degepanbHOro
3aKoHa.

UHpopmayusi o6 usmeHeHusix:  Yacmb 4 usmeHeHa ¢ 15 utoHs 2018 2. - ®edeparsibHbIl 3aKOH om
4 uroHs1 2018 e. N 140-®3
Cwm. npedbidywyto pedakyuro

4. K 3asBrneHni0 O NOATBEPXAEHUM T[OCYyOapCTBEHHOW perncrpaumm nekapCTBEHHOro
npenapara ana MeauuuHCKoro npuMeHeHnsa npunararoTcs:

1) OOKyMeHTbl, coaepXawme pesynbTaTbl MOHUTOPUHra 3PdEKTUBHOCTM M Be3onacHoCTH
nekapcTBeHHOro npenaparta Ansa MeguuMHCKOro MpUMEHEHUd, NPOBEAEHHOro AepxaTtenem unm
BNnagenbLeM peructpaumMoHHOro yOoOCTOBEPEHMS NEeKapCTBEHHOro npernaparta Ans MeguuuHCKOro
npUMeHeHns nMBGO YNOMHOMOYEHHBIM WM  HOPUONYECKUM NULOM, N0 dopme, YTBEPXKAEHHON
YNONHOMOYEHHbIM hefeparbHbIM OpraHoM UCMONHUTENBHOW BNacTy;

UHpopmauus 06 usmeHeHusx:  [lyHkm 2 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH 0m
30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus nyHkTa 2 (B pepakumn dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-®3), kacawwmecs npeaocTaBneHnsl rocyAapCTBEHHbIX YCnyr npy obpalleHun nekapcTBEHHbIX
cpencTB aAng MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (unn) ENMTY, npumeHstoTea ¢ 1
auBapsa 2025 r. PeructpaumoHHble YOOCTOBEPEHUSA TNEKapCTBEHHbIX MpenapaTtoB  Afld
MeOULMHCKOro MpUMEHEeHUs, noaTBepXxaatowme dhakT rocyJapCTBEHHOW perncrpaumm, Ha
OyMa)KHOM HocuTene u AyonunkaTtbl PErMCcTPaUMOHHbIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NpenapaToB
AnNs MeguuMHCKoro npumMmeHenus ¢ 1 sueapsa 2025 r. He BblgatoTcs
MNonoxeHuss nyHkta 2 (B pepakumm PepepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-03),
KacaroLimecs npeaocTaBleHns rocygapcTBEHHbIX YCIyr npy obpalleHun nekapcTBEHHbIX CPeaAcTB
ONs BeTepuHapHoro npumMmeHeHusa nocpeactsom ENMIY, npumensiotca ¢ 1 auBapsa 2026 .
[y6nukatbl perncTpaumMoHHbIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX MpenapaToB Afi BETEPUHAPHOro
npumeHeHus ¢ 1 auBapsa 2026 r. He BblgakoTCA

2) cBegeHuMst O pJate MpedocTaBleHMs M PErMcTpauMoOHHOM HOMEpE JULUEH3UM Ha
NPON3BOACTBO  JIEKAPCTBEHHbLIX CPeacTB, WX CBedeHWd O Jdate MpedocTaBreHust U
pPErMcTpaumMoOHHOM HOMEpPE 3aKITOYEHUS O COOTBETCTBUM NPOM3BOAUTENS NEKAPCTBEHHbLIX CPeacTB
TpeboBaHMAM npaBu  Hagnexawen MNpon3BOACTBEHHOM MNPaKTUKWA, WM Konus cepTudukaTa
COOTBETCTBMSA MPOU3BOAUTENS  JfIEKApCTBEHHbIX CPeacTB And  MEAULMHCKOrO  NPUMEHEHUs
TpeboBaHMAM NpaBuIl Hagnexallen Npou3BOACTBEHHOM MNPaAKTUKM EBPa3snMCKOro 3KOHOMMUYECKOro
Col3a, NpefocTaBneHHbIX YNONMHOMOYEHHbIM dedepanbHbiM OPraHoOM WCMOMHUTENBHOW Bnactu B
OTHOLLEHNN MPOU3BOACTBEHHOW MIOWAAKA JIEKApCTBEHHOro npenapata Ans  MeauuMHCKOro
NPUMEHEHNS, TOCYyAApCTBEHHAs pernctpaumMsi KOTOpOro noaTBepXOoaeTca B Cnyyvyae, ecnu
NPON3BOACTBO NEKAPCTBEHHOrO npenapaTta Ans MeAWUUHCKOrO MPUMEHEHUS OCYLLECTBMSETCA B
Poccuinckon degepaunm;

UHpopmayus 06 usmeHeHusx:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparsibHbIU 3aKOH Oom
30 sHeaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

FTAPAHT: lNonoxeHus nyHkta 3 (B pepakumn PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-03), Kacatollmecs npenocTaBfeHns rocygapCTBEHHbIX YCIyr Npu obpalleHUn INeKapcTBEHHbIX
cpencTB ans MeauuuHckoro npumMmeHenusa nocpeacteom EMMC3 n (nnn) ENMTY, npumeHstotea ¢ 1
aHBapsa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKApCTBEHHbIX MpenapaTtoB  Ans
MEeOULMHCKOrO MPUMEHEHMs, noaTBepXaawlue dakT rocygapCTBEHHOM perncrpaumm, Ha
OyMa)KHOM HocuTerne un Ayonunkatbl PErMcTPaLMOHHbBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ona MmeguumHckoro npumeHenms ¢ 1 auBapa 2025 r. He BblgatoTcs
MonoxeHnus nyHkta 3 (B pepakumm PepepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-93),
KacatoLmecsa npenocTaBneHnsa rocygapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CpeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMTY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MpPenapaTtoB ANsS BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaTCA

3) KonuA I'Ipe/J,OCTaBJ'IeHHOIZ YNOJTHOMOY€HHbIM OpraHoOM CTpaHbl nNpoun3BoaAUTENA NMUEH3UN
Ha npon3BoACTBO J1IEKapCTBEHHOIO npenapara Ana MeanumnmHCKOro npmmeHeHmda m ee nepeso Ha
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PYCCKMI A3bIK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKE, a TAKKe KOMUS 3aKMYeHNst 0 COOTBETCTBUM
NPOVN3BOAUTENSA NEKAPCTBEHHBLIX CPEACTB TpeGoBaHMAM MpaBuil Haanexaie npousBoACTBEHHOW
NpakTUKW, MNKM Konusi cepTudmkaTa COOTBETCTBUS MPOU3BOAUTENS NEKAPCTBEHHbIX CpeacTB Ans
MEeOULMHCKOrO MNpUMeHeHnss TpeboBaHMAM npaBui Hagnexalleln npou3BOACTBEHHOW MPaKTUKM
EBpasniickoro 3KOHOMWYECKOro COl3a, BblAAHHBLIX YMNONHOMOYEHHBIM deaeparnbHbiM  OpraHoMm
NCMONMHUTENbHONM BRacTU B OTHOLUEHMMX NMPOV3BOACTBEHHOW MIOLWAAKM NEKapCTBEHHOro npenapara
ANns MeauLMHCKOrO NPUMEHEHUs, rocyaapCTBEeHHasi perucTpauusi KoToporo noaTBEpPXKAAeTcs, Wu
KOMWS peLLeHns YNofTHOMOYEHHOro doeepanbHOro opraHa UCMOSIHUTENbHOW BNacTu O NpoBeAeHun
dapMaLeBTUYEeCKO MHCNEKUUN NPOU3BOACTBA JEKapCTBEHHbIX CPEACTB AnA  MeaULMHCKOro
NPMMEHEHUs Ha COOTBETCTBME TpebGoBaHUAM NpaBun Haanexallei NpPouU3BOACTBEHHOW MPAKTUKM
EBpasnickoro aKOHOMUYECKOro coko3a B Clny4vae, ecrnv NpOou3BOACTBO NeKapCTBEHHOrO npenaparta
ANS MeAMLMHCKOTro NPUMEHEHUs ocyLLLIeCTBSieTcs 3a npeaenamu Poccuiickon ®egepauun.

UHgpopmayuss 06 usmeHeHusix: Cmambs 29 oOonosnHeHa vyacmbto 4.1 ¢ 15 uwHs 2018 e. -
®edeparibHbIl 3akoH om 4 uroHs 2018 2. N 140-®3

41. B oOTHOWeEHUN BUOMNOrNYECKMX JIeKapCTBEHHbLIX nMpenapatoB A4 MeguunHCKOro
NPUMEHEeHNA 3asaBUTEs1b AOONOJNTHNTENbHO npeacrtaBndeT pe3ynbTaTbl MepOHpMFITMVI,
npenycMoTpeHHbIX nNiiaHOM ynpaBnieHua puckamu, yTeepxageHHbiM yNnOoJTHOMOYEHHbIM Cbe,El,epaJ'leblM
opraHomMm MCNOMHUTENbHON Bnactu npu ocyuwecTtBieHnn rocyp,apCTBeHHoM perncrpauumn
JleKapCTBEeHHOro npenaparta ana MmegunumHCKOro npumMmeHeHuns.

UHopmayus o6 usmeHeHusx: Yacmpb 4.2 usmeHeHa ¢ 13 aszycma 2019 2. - ®edepasibHbll
3akoH om 2 asazycma 2019 2. N 297-®3
Cwm. npedbidywyro pedakyuro

4.2. K 3aaBneHvio O NoATBEPXOEHUM roCydapCTBEHHOW pernctpauumn nekapCTBEHHOro
npenaparta Ana BeTEPUHAPHOrO NPUMEHEHUS npunarakTca OOKYMEHTbI, coaepXalline pesynbTaThbl
MOHUTOPMHIra 3pdeKTMBHOCTM 1 6e30MacHOCTM JFIEKapCTBEHHOrO MnpenapaTta And BEeTepMHapHOro
NPUMEHEHUs, MPOBOOUMOrO AepXXaTenem wunuM BnagenbuemM perncTpauyMoHHOro yAoCTOBEPEHUS
NeKkapCTBEHHOro npenapaTta Ans BEeTEePUHApPHOro MNPUMEHeHUs nnbo  YNONTHOMOYEHHBIM UM
OpUaMYEeCKUM NULUOM, No ¢opme, YTBEPXKOEHHOW YNOMHOMOYEHHbIM dyedeparnbHbiM  OpraHoM
UCMOMHUTENBHOW BNAcTU, U AOKYMEHTLI, yKasaHHble B rnyHkTax 1, 2 - 2.2, nognyHkrax "a", "6", "k", "n"
nyHkta 4 4vactm 3 crateu 17 HacTtosiwero degepanbHoro 3akoHa. B oTHoweHuu
UMMYHOOMOMOIMYECKUX JIeKapCTBEHHbIX nNpenapaToB AN BeTEePUHAPHOro MNPUMEHEHUST He
npeacTaBnsOTCa CBeAEeHUs, yKasdaHHble B nognyHkte "K' nyHkta 4 yactu 3 crtatbu 17 Hactoswero
degepanbHOro 3akoHa. B OTHOWeHWM nekapCcTBEHHbIX MpenapaTtoB ANd  BETEPUHAPHOro
NPUMEHEHMS, NOMYYEHHBLIX C NPUMEHEHUEM FEHHO-MHXEHEPHO-MOANPULNPOBAHHBIX OPraHN3MOB UIn
cogepXawux Takme opraHuambl, JOMOSMHUTENBHO NPEACTaBnATCSA CBeAEHUS, YKa3aHHble B MyHKTe
13 yactn 3 ctaTtbu 17 HacToswero degepanbHOro 3akoHa.

UHpopmayusi o6 usmeHeHusix: Yacmpb 4.3 uameHeHa ¢ 30 siHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus 4yactn 4.3 (B pepakumn PepepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-®3), kacawwmecs npegocTaBneHus rocyaAapCTBEHHbIX YCNyr npu obpalleHun nekapcTBEHHbIX
cpencTB Ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (unn) ENMTY, npumeHstotea ¢ 1
aHBapa 2025 r. PermctpaumoHHble YOOCTOBEPEHUA TNEKAPCTBEHHbIX MpenapaTtoB  Af1d
MEeAULMHCKOrO MPUMEHEHNs, noATBepXaatolue dakT rocygapCcTBEHHOM perncTpaumm, Ha
OyMa)KHOM HocuTerne n ayonmkaTtbl PErMCTPaLMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ona MmeguumMHcKkoro npumeHenus ¢ 1 auBapa 2025 r. He BblgatoTcs
MonoxeHnusa 4vactn 4.3 (B pepakumm PepepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-©3),
KacatoLmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpu obpalleHUn nekapcTBEHHbIX CpeacTB
Onsa BeTepuHapHoro npumMmeHeHusa nocpegctsoM ENMIY, npumeHsaioTcs ¢ 1 dauBapsa 2026 .
[y6nukaTtbl permcTpaunoHHbIX YOOCTOBEPEHMI JFIEKAPCTBEHHLIX NPenapaTtoB ANS BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

4.3. 3asBuTENb BrpaBe MNpeacTaBWUTb C 3asiBNIEHWEM O MOATBEPXAEHUU rOCyAapCTBEHHOW
perncTpaumMm nekapCcTBEHHOrO npenapata pekBU3UTbl [OKYMeHTa, MNOoATBepXAatollero ynnarty
rocylapCTBEHHOM MOLUMMHbI 3a MOATBEPXAEHUE TOCyAapCTBEHHOW pernctpauumn rnekapcTBEHHOro
npenapaTta, a Takke BblgaBaemble (MpefocTaBfsieMble) YNONHOMOYEHHbIMU deaepanbHbIMU
opraHamMu WCNOSHUTENbHOW BNacTU LOKYMEHTbl (CBeaeHus), ykazaHHble B NMyHKTax 2 U 3 yactu 4
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HacTosillen cTatbu. B cnyyae uvx HenpeactaBneHWsi YNONHOMOYEHHbIM defeparnbHbid  opraH
WCMONHUTENbHOW BNacTW  3anpallMBaeT yKas3aHHble [OKYMEHTbl (cBegeHusl) B nopsiake
MeXBEeAOMCTBEHHOrO NMHAOPMALIMOHHOIO B3aMMOLENCTBUS.

Unpopmayuss o6 usmeHeHusix. Yacmpb 5 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus 4Yactn 5 (B pegakuum PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-$3),
KacarLimeca nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHckoro npumeHeHuns nocpeactesom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JieKapCTBEeHHbIX npenapaTtoB Ans MeauLUHCKOro
NPMMEHEeHUs, NOATBePXaaoLMe dakT rocyaapCTBEHHOW permcTpauumn, Ha byma)xHoM HocuTene u
AyonukaTbl PerMcTpaumMoHHbIX YAOCTOBEPEHUN JEKAPCTBEHHbLIX MpenapaTtoB AnAs MeOULUMHCKOro
npumeHenunsa ¢ 1 auBaps 2025 r. He BblgaloTCSA
MonoxeHnus yactm 5 (B pepakumm PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N 1-©3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
Onsa BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMTY, npumeHsaiotcs ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerncTpaunoHHbIX YOOCTOBEPEHUN NEKapCTBEHHbLIX MpPenapaTtoB ANS BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgalOTCA

5. B TeyeHne natn paboymx OHEW CO AOHA HanpaBfieHMs NOCPeACTBOM eauHOro noprtana B
YNONMHOMOYEHHbIN  doefeparnbHbli - OpraH  UCMOMHUTENBbHOW  BNAactM WU - NUYHBIA - KabuHeT
YNONIHOMOYEHHOTO dheepanbHOro opraHa UCNOMHUTENBHOW BNAcTM B €AMHOM CUCTEME 3asiBMEHUS O
noaTBEPXKOEHMM TOCY4apCTBEHHOW perucTpauumn JeKkapCcTBEHHOro npenapara Wu  [OOKYMEHTOB,
codepXawux pesynbTatbl MOHUTOPUHra 3ddekTMBHOCTM 1 6e30nacHOCTM  NEeKApCTBEHHOMO
npenapara, MNPOBOAUMOrO JepxaTtefem wunu BnagenbueM perncTpaunmoHHOro yaoCTOBEPEHUS
NeKapCTBEHHOro npenapata nNuMbo ynosTHOMOYEHHLIM VMW HOPUONYECKAM JTMLIOM, YNOJSTHOMOYEHHbIN
deaepanbHbIi OpraH UCNONTHUTENbHOW BacTH:

1) NpoBOAUT NPOBEPKY MOSMHOTHI CBEAEHWUN, COAEPXKALLMXCA B NPEACTaBMEHHbIX 3asiBUTENEM
OOKYMeHTaXx;

2) NpMHUMAaET peLLeHne o0 NpoBeaeHnn unm ob oTkase B NPOBEAEHUMN IKCNEPTU3bl OTHOLLEHUS
OXrMaaemMomn MNonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOro npenapata Ha OCHOBaHWUU
pes3ynbTaToB MOHUTOPUHra 3EKTUBHOCTM U 6e30MacHOCTUM  NeKapCTBEHHOro npenaparta,
NPOBOAUMOrO gepXxaTenem unn Bragenbuem perucTpauuoHHOro yOOCTOBEPEHUs feKapCTBEHHOro
npenaparta nMbo YNONMHOMOYEHHBIM VMW OpPUONYECKMM NULOM, a Takke deaepanbHbiM OpraHom
NCMNOMHUTENBHOM BNAacTM B COOTBETCTBUMM C TpeboBaHuaMM cTatbk 64 Hactoswero degepanbHOro
3aKO0Ha;

UHpopmayus 06 usmeHeHusx:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH Om
30 sHeaps 2024 2. N 1-@3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHuss nyHkta 3 (B pepakumn PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-®3), kacarowmecss npeaocTaBneHusl rocyaapCTBEHHbIX YCnyr npy obpalleHun nekapcTBEHHbIX
cpencTB ansg MeauuuHckoro npumMmeHenusa nocpeacteom EMMC3 n (nnn) ENMTY, npumeHstotea ¢ 1
aHBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKapCTBEHHbIX MpenapaTtoB  Ans
MEeOULMHCKOrO MPUMEHEHUs, noaTBepXaawlwue dakT rocygapCTBEHHOM perncrpaumm, Ha
OymMa)kHOM HocuTene n ayonukaTbl PErMCTPaLMOHHbBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ona MmeguumMHckoro npumeHenmns ¢ 1 auBapsa 2025 r. He BblgatoTcs
MonoxeHnus nyHkta 3 (B pepakumm PepepanbHoro 3akoHa oT 30 gauBapsa 2024 r. N 1-93),
KacatoLmecsa npenocTaBrneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
Onsa BeTepuHapHoro npumMmeHeHusa nocpegctsoM ENMIY, npumeHsaiotcs ¢ 1 dauBapsa 2026 .
[ybnukaTtbl pPerMcTpaunoHHbIX YOOCTOBEPEHUN NEKapCTBEHHbLIX MpPenapaTtoB ANS BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgalOTCA

3) HanpaBnseTr B JUYHbIA KaBUHET 9SKCNEepTHOro YyypexaeHus B edVHOW cuUcTeme
nognucaHHoe YCUMNEHHOW KBanuMUUUPOBAHHOW 3MEKTPOHHOM MOANUCLI0 3adaHne Ha npoBefeHue
3KCnepTu3bl, NPefyCMOTPEHHOW MYHKTOM 2 HAacCTOAWEW 4acTu, a Takke HanpaBnset 3asaBUTEnNo
NnocpeacTBOM €AMHOro noptana unm B NNYHbIN KAOMHET 3asiBUTENS B €OUHON cUcTeMe nognucaHHoe
YCUNEHHON KBannuuUpoBaHHOW 3MEKTPOHHOW MNOAMUCHLI0 yBEeOOMMEHNE O MPUHATOM peLleHun O
BblJaye 3agaHnsA Ha NpoBedeHMEe yKa3aHHOW aKcnepTu3bl NMbo o6 oTkase B NpoBeAeHUU yKa3aHHON
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9KCNepPTn3bl C yKadaHMeM NpnuynH OoTKasa.

UHpopmayuss o6 usmeHeHusix: Yacmpb 6 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHusa yactu 6 (B pepakumm ®egepansHoro 3akoHa ot 30 gHBaps 2024 r. N 1-d3),
KacawLimeca npeaocTaBneHnsa rocyaapCTBEHHbIX YCyr nNpy obpalleHnn nekapCTBEHHbIX CPeacTB
Ons MeguuuHckoro npumeHeHunst nocpeacteom EMMC3 mn (nunn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JieKapCTBEHHbIX npenapaTtoB Ans MeauLUHCKOro
NnpMMeHeHus, noaTBepKaatoLme dakT rocygapCTBEHHOW perncTpauum, Ha bymaxkHoM HocuTerne u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHMI JEKapCTBEHHbIX MNpenapartoB And MeOuLMHCKOro
npumeHennsa ¢ 1 auBapsa 2025 r. He BblgatoTCSA
MNMonoxeHnus 4actm 6 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-©3),
KacatoLmecsa npenocTaBrneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMIY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MPenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgakoTCsA

6. B cnyyae BbISIBNEHUA HEeOOCTOBEPHOCTM U (MMM) HEeOOCTaTOYHOCTU WHOpMaLMMK,
codepxawiencs B MNpeAcTaBfeHHbIX 3asiBUTENeM [JOKYMeHTax, YMNOMHOMOYEHHbIM heaepanbHbii
opraH MCNOSIHATENbHOW BNacTU HanpaeBnsieT 3asBUTEN0 NOCPeaCcTBOM €AMHOro noptana unm B
NUYHBIN KabWHET 3asBUTENA B €OUHON cucTteme 3anpoc 00 YTOYHEHUM yKasaHHOW MHGopMauuu,
NOANUCaHHbIA YCUITEHHOW KBaNnUMPOBAHHON 3MEKTPOHHOM NOAMNUCHH.

UHpopmayuss o6 usmeHeHusix: Yacmpb 7 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus yactu 7 (B pepakumm ®egepanbHoro 3akoHa ot 30 gHBaps 2024 r. N 1-d3),
KacawLlimeca npeaocTaBneHnsa rocyapCTBEHHbIX YCyr nNpy obpalleHnn nekapCTBEHHbIX CPeacTB
Ons MmeguuuHckoro npumeHeHunst nocpeactesom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JieKapCTBEHHbIX npenapaTtoB Ans MeauLUHCKOro
NnpUMMeHeHus, noaTBepKaatoLme akT rocygapCTBEHHOW perncTpauum, Ha bymaxkHoM HocuTerne u
AybnukaTtbl pPerncTpauuoHHbIX YOOCTOBEPEHMI JEKapCTBEHHbIX MNpenapartoB Ans MeOUuLMHCKOro
npumeHenna ¢ 1 gauBapsa 2025 r. He BblgatoTCS
MonoxeHnus yactm 7 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-©3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMTY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MPenapaTtoB ANS BETEPUHAPHOIro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgakoTCSA

7. 3asBuTtenb 06s3aH HanpaBuTb MNOCPEACTBOM €A4MHOro nopTana B YNOSIHOMOYEHHbIV
denepanbHbIi - OpraH  UCMOMHUTENbHOW BNAactM  WAW  fINYHBbIA  KAOWHET  yNOMHOMOYEHHOro
defepanbHOro opraHa WCMNOSIHUTENbHOW BRacTM B €4UMHOWM CcucTeMe NoanuUcaHHbIN YCUMEHHOM
KBannuumMpoBaHHOW 3NEKTPOHHOW MOAMNMUCHI0 OTBET Ha 3anpoc YMNOofHOMOYeHHOro degepansHOro
opraHa MWCNOSHUTESIbHOW BMacTW, yKa3aHHOr0 B 4acTu 6 HacToswen cratbW, B CPOK, He
npeBbILaWNn AeBsHOCTa pabounx AHEW CO OHSA MNOMy4YeHusl YNONIHOMOYEHHbIM depepanbHbIM
OpraHoM WCMOSTHUTENBbHOM BMNAcTU 3MIEKTPOHHOrO YBEAOMIIEHMSA O MONYYeHUU 3agBUTENEM TaKoro
3anpoca. Cpok, yKasaHHbIM B 4YacTu 5 HacToswen craTbW, MPUOCTAHABIMBAETCS CO AHS
HanpaBneHusl 3asiBUTENIO NOCPeACTBOM €AMHOro noprtana WnvM B NUYHbLIN KabuHeT 3asBuTenst B
eIMHOW CMUCTeMe TaKoro 3anpoca [0 OHS HanpasreHus 3agBuTernemM nocpeacTBoM eQuHOro noprana
B YMOSIHOMOYEHHbIN doeaepanbHbIi  OpraH UCMOSIHUTENbHOM BNACTU WKW NIUYHBLIN KabuHeT
YNONHOMOYEHHOro (hefeparnbHOro opraHa WUCMNONMHUTENbHOW BNacTu B eJMHOW cUCcTeMe OTBeTa Ha
Takon 3anpoc M He Y4YMTbiBAeTCA MNPU MCYMCINEHUU CpPOKa MOATBEPXKAEHUA rocyaapCTBEHHOW
peructpaumm nekapCTBEHHOro npenaparTa.

8. OcHoBaHveM AN oTKasa B MpoOBeAeHMM IKCNepPTU3bl OTHOLLEHUSI OXMAAEMOW NOoMb3bl K
BO3MOXHOMY PUCKY TMPUMEHEHNA IEKApCTBEHHOro npenapaTta sBRseTcs npeacraBneHne
OOKYMEHTOB, Ccogepalwux pesynbTatbl MOHUTOPUHra adpdekTuBHOCTM 1M Be3onacHoOCTU
nekapCcTBEHHOro npenapata, U (Mnn) B OTHOLIEHUM OMONOTMYECKUX NEKAPCTBEHHbLIX MpenapaTtos
pes3ynbTaToB OCYLECTBIIEHUS MEPONPUATUA B COOTBETCTBUW C MNITAHOM YMpaBrieHUs pUcKamu,
YTBEPXOEHHbIM  YNONHOMOYEHHbIM  pedepanbHbiM - OpraHoM  UCMOMHUTENBHOW  BNactu  npwu
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OCYLLECTBIEHMM TOCYSapCTBEHHOW PEerncTpauumn nekapcTBEHHOro npenaparta, B HENOMHOM obbeme,
OTCYyTCTBME MWH(popMauuKn, noaTeepxaawwen gakT ynnaTbl rocygapCTBEHHOW MOLWMAWHLI  3a
nogreepxaeHve rocygapcTBeHHON perncrpauum nekapcTBeHHOro npenapara, nnéo
HenpeacTaBrieHne 3asBUTENEM B YCTAHOBMEHHLIM CPOK OTBETA Ha YKa3aHHbIN B 4acTK 6 HAcTOALLEN
cTaTtbM 3anpoc YMNonHOMOYeHHOro dedepanbHOro opraHa MWCMOMHUTENBLHOW BacTW, a Takxe
OTCYTCTBME B YKa3aHHbIX AOKYMEHTaX MHOpMaLnn, KOTopas AOIMKHA ObITb B HAX OTpaXKeHa.

UHdopmayus 06 usmeHeHusix: Yacmpb 9 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus Yactn 9 (B pepgakuum PegepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatloLlmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHckoro npumeHeHuns nocpeactsom EMMC3 u (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PerucrtpauuoHHble YOOCTOBEPEHUSA NEeKapCTBEHHbIX npernapaTtoB ANA MeOULIMHCKOro
NPUMEHeHUs, NoATBepXaaoLme dakT rocyaapCTBEHHOW perncTpauumn, Ha bymaxHoOM HocuTene u
AyOnuKkaTbl PErMcTpauMoOHHbBIX YOOCTOBEPEHUN JIEKAPCTBEHHbLIX MpenapaToB Ans MeOULMHCKOro
npumeHenuns ¢ 1 auBaps 2025 r. He BblgaloTCs
MNonoxenus 4yactm 9 (B pepakumm PepepanbHoro 3akoHa oT 30 gauBaps 2024 r. N 1-93),
KacatoLimecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr npu obpalleHUn nekapcTBeHHbIX CpeacTB
ONs BeTepuHapHoOro npumMeHeHusa nocpenctsom ENMTY, npumensitotca ¢ 1 auBapsa 2026 .
[ybnukaTtbl permcTpaunoHHbIX YOOCTOBEPEHMI NIEKAPCTBEHHLIX NpenapaTtoB ONA BeTepUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

9. OKcnepTmsa OTHOLUEHMSI OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHMUS
NeKapCTBEHHOro npenapata B UensXx MNOATBEPXOAEHWUST  TOCYAapCTBEHHOW  perucrpaumm
NekapCTBEHHOrO npenaparta NpoBOAMTCA KOMUCCUEN SKCMEPTOB 3KCNEPTHOrO YUYPEXKOAEHUS B CPOK, HE
npeBbIaLWnin Tpuguatm padoumnx gHen.

UHpopmayus o6 usmeHeHusax: Yacmpb 10 usameHeHa ¢ 30 sHeaps 2024 e. - @edepasibHbll 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus yactn 10 (B pepakumm depepanbHoro 3akoHa ot 30 sgHBapsa 2024 r. N
1-®3), kacawwmecs npegocTaBneHusl rocyaAapCTBEHHbIX YCIyr npy obpalleHun nekapcTBEHHbIX
CpeacTB Ans MeauLMHCKOro npumeHeHust nocpeactsom EMMC3 n (unun) EMNCY, npumensoTea ¢ 1
aHBapa 2025 r. PeructpaumoHHble YOOCTOBEPEHUSA TNEKAPCTBEHHbIX MpenapaTtoB  Af1d
MeOULUVHCKOro MpUMEHEeHUs, noaTBep)xaatolme dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTene n ayonunkaTtbl PErMCTPALMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NPenapaToB
Ona MmeguumHcKkoro npumeHenus ¢ 1 auBapa 2025 r. He BblgatoTcs
MNMonoxenuss yactn 10 (B pepakuum PepnepanbHoro 3akoHa oT 30 aHBaps 2024 r. N 1-93),
KacatoLmecsa npenocTaBrneHnsa rocygapCTBEHHbIX YCyr nNpy obpalleHUn nekapcTBEHHbIX CpeacTB
ONs BETepUHapHOro npuMeHeHusa nocpenctsom ENMTY, npumensitotca ¢ 1 auBapsa 2026 .
[yonukaTtbl pPernMcTpaLnoHHbIX YOOCTOBEPEHUN NeKapCTBEHHbLIX MpenapaTtoB ANS BeTEPUHAPHOro
npumeHeHus ¢ 1 auBapsa 2026 r. He BblgaloTCA

10. B cnyyae HeOOCTAaTOMHOCTM MpPEACTaBMEHHbIX 3KCMEPTY MartepuanoB Ana gayuu
3aKMNOYEeHNss B JWYHbIA  KabvHeT 3asBuTenss B eOUHOW CUCTEME HanpaBnsieTcs 3anpoc O
npeacTaBneHnn HeobXxoauMbIX MaTepuanoB, MNOAMNWCAHHbIA pykoBoautTenem (ynomHOMOYEHHbIM
NMLOM)  3KCMEPTHOTO  yYpeXaeHUs C  WUCMOSNb30BAaHMEM  YCUITEHHOW  KBannuUMPOBaHHOM
3SIEKTPOHHON NOAMUCH.

UHpopmayus o6 usmeHeHusx: Yacmpb 11 usameHeHa ¢ 30 sHeaps 2024 e. - ®edepasibHbll 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus yactn 11 (B pepakumm depepanbHoro 3akoHa ot 30 sHBapsa 2024 r. N
1-®3), kacawowmecs npeaocTaBneHus rocyAapCTBEHHbIX YCIyr npy obpalleHun nekapcTBEHHbIX
CpeacTB AN MeauLMHCKOro npumeHeHust nocpeactsom EMMC3 n (unun) EMNCY, npumensoTea ¢ 1
aHBapa 2025 r. PermctpaumoHHble YOOCTOBEPEHUSA TNEKAPCTBEHHbIX MpenapaTtoB  Afd
MeOULUVHCKOro MpUMEHEeHUs, noaTBep)aatolme dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTene n ayonunkaTtbl PErMCTPALMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NPenapaToB
Anst MeanumnHCKoro npumMmeHeHus ¢ 1 auBaps 2025 r. He BblgaroTcA
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MNonoxeHus 4actn 11 (B pepakumm PepepanbHoro 3akoHa oT 30 aHBaps 2024 r. N 1-93),
KacawLimecsa nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCAyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons BeTepuHapHoOro npumMmeHeHus nocpeactsom ENMIY, npumenstotcs ¢ 1 auBapa 2026 r.
[ybnukaTtbl perncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHbLIX MpenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgaloTCA

11. 3aaButenb 00si3aH HanpaBwUTb B JIMYHbLIA KAOMHET SKCMEPTHOrO YyYpeXOeHnsa B edMHOM
cucteMe NoAnMCaHHbIN YCUIMEHHON KBanNUULUMPOBAHHOW 3MEKTPOHHOM MOAMNUCLI0 OTBET Ha 3arnpoc
9KCMEPTHOrO yYpPEXAEHUSA B CPOK, HE MPEeBbILIAOLLMI LUECTUAECATU PaboUnX OHEN CO OHA MOMyYeHUs
3KCNEPTHbIM YUpEXOEHNEM INEKTPOHHOrO yBeOOMMEHUS O MNOryvyeHUM 3asiBUTENEM YKa3aHHOro
3anpoca. Bpemsa co gHa HanpaBneHus B NUYHbLIN KAOWHET 3aaBMTENA B €4AMHOM cucTeme 3anpoca
3KCNEPTHOrO yuYpexaeHnss OO0 [AHSA HanpasfeHus 3adBuTeneM B MUYHbIN KabMHET 3KCNepTHOro
yuypexaeHua B eguMHOM CUcTeMe OTBETa Ha yKasaHHbIA 3anpoC He Y4YMTbIBAeTCA NPU UCHUCIIEHUN
CpOKa npoBefeHNs SKCNEPTM3bl OTHOLLEHNSA OXNOAEMOW MOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS
NekapCTBEHHOro npenaparta Ha OCHOBaHWWM [OKYMEHTa, CopepKalliero pesynbTatbl MOHUTOPUHra
adhpekTMBHOCTM 1 6€30MaCHOCTN NEKAPCTBEHHOMO Npenapara.

UHpopmayuss 06 usmeHeHusx: Yacmpb 12 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus yactn 12 (B pepakumm depepanbHoro 3akoHa ot 30 sHBapsa 2024 r. N
1-®3), kacarowmecss npeaocTaBneHnsl rocyaapCTBEHHbIX YCIyr npu obpalleHun nekapCcTBEHHbIX
cpencTB ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (nnn) ENTY, npumeHstotea ¢ 1
aHBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKapCTBEHHbIX MpenapaTtoB  Ans
MEeOMLMHCKOrO MPUMEHEHUs, noaTBep)aatllme dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OymMa)kHOM HocuTerne un ayonunkatbl PErMCTPaLMOHHbBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ona MmeguumMHcKkoro npumeHenus ¢ 1 auBapsa 2025 r. He BblgatoTcs
MonoxeHnus 4Yactn 12 (B pepakumm PepepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-©3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpu obpalleHnn nekapcTBEHHbIX CpeacTB
Onsa BeTepuHapHoro npumMmeHeHusa nocpegctsoM ENMTY, npumeHsaiotcs ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerMcTpaunoHHbIX YOOCTOBEPEHUN NEKapCTBEHHbLIX MpPenapaTtoB ANS BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgalOTCA

12. B CcpokK, He npeBbllaloWnin NaTh pabounx gHen co AHA HanpaBfeHus B NNYHbIN KabuHeT
YNONHOMOYEHHOTO heaepanbHOro opraHa UCMNOMNHUTENBHOW BracTn B €AMHOW CUCTEME 3aKITOYEeHUs
KOMMCCUKN 3KCNEPTOB NO pesynbTaTtam 3KCNepTusbl OTHOLLIEHUS] OXUOAEMOW MNOSb3bl K BO3MOXHOMY
pUCKY  MPUMEHEHUs1  feKapCTBEHHOro  mnpenapaTta, COOTBETCTBYIOLWIMA  YNOSIHOMOYEHHbIN
deaepanbHbI OpraH UCNONTHUTENBHOW BacTu:

1) ocyliecTBNAET OUEHKY 3TOr0 3aKriyYeHus ANs onpegernieHns ero CoOoTBeTCTBUS 3a[aHuio
Ha NpoBeAeHWEe YKa3aHHOW 3KCnepTusbl;

2) NpyHMMaeT pelleHre O NOATBEPXOEHUWN rocy4apCTBEHHOM permcTpauumn nekapcTBEHHOro
npenapata wnn o6 oTKase B NOATBEPXAEHMM TOCYAAPCTBEHHOW perncrpaumm rnekapcTBEHHOrO
npenapara;

UHpopmauus 06 usmereHusx:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH O0m
30 sHeapst 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus nyHkta 3 (B pepakumn dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-®3), kacawwmecs npeaocTaBneHusl rocyAapCTBEHHbIX YCryr npy obpalleHun nekapcTBEHHbIX
cpencTB aAng MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (unn) ENMTY, npumeHsatotea ¢ 1
aHuBapsa 2025 r. PeructpaumoHHble YOOCTOBEPEHUSA TNEKapCTBEHHbIX MpenapaTtoB  Afld
MeOULMHCKOrO MpUMEHEeHUs, noaTBepXxaatowme dhakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTene u ayonunkaTtbl PErMcTPaUMOHHbLIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NpenapaToB
ANs MeguuUMHCKoro npumMmeHenus ¢ 1 sueapsa 2025 r. He BblgatoTcs
MNonoxeHnus nyHkta 3 (B pepakumm PepepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-03),
KacaroLimecs nNpeaocTaBieHns rocyaapcTBEHHbIX YCIyr npy obpalleHun nekapcTBEHHbIX CPeacTB
ONs BeTepuHapHoOro npumMmeHeHusa nocpeactsom ENMIY, npumensiotca ¢ 1 auBapsa 2026 .
Ay6nukatbl permcTpaumMoHHbIX YAOCTOBEPEHU NEKAPCTBEHHbLIX MpenapaToB Afi BETEPUHAPHOro
npumeHeHus ¢ 1 auBapsa 2026 r. He BblgakoTCcA

3) BHOCWUT MpU MNPUHSATUM PELUEHUss O MNOATBEPXAEHUM TrOCYAapCTBEHHOW perncrpaumm
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NekapCTBEHHOro npenapaTta CBeAEHWS B rOCYydapCTBEHHbI PeecTp feKapCTBEHHbIX CPEeACTB W
BblgaeT 3asButento 6eccpovHoe perncTpaumMoHHOEe yOOCTOBEpPEHME feKapCTBEHHOro npenapaTa
nocpeacTBOM HarnpaBneHus yepe3 eauHbln nopTan UNu NuYHbIM KabuHeT 3asBuTens B e€4MHON
CUCTEME BbINUCKM U3 rOCYAapCTBEHHONO peecTpa fekapCTBEHHbIX CPeacTB, NOANUCAHHON YCUINEHHON
KBanMLUMPOBaAHHOM 3N1EKTPOHHOW MOAMNUCHHO.

UHpopmayusi 06 usameHeHusix:.  Yacmpb 13 usmeHeHa ¢ 15 uroHs 2018 a. - ®edeparibHbIl 3aKOH om
4 uroHs1 2018 2. N 140-®3
Cwm. npedbidywyto pedakyuro

13. OcHoBaHMem pfnsi oOTKa3a B MNOATBEPXOAEHMM T[OCYOApPCTBEHHOW  perncrpaumm
NEeKapCTBEHHOro Mpenaparta SBMASIETCA  3aKMNioYeHMe COOTBETCTBYHOLLEINO  YNOJIHOMOYEHHOrO
deqepanbHOro opraHa WCMNONTHUTENbHOM BacTU O TOM, YTO PUCK NMPUYMHEHUS] Bpeda 300POBbHO
yernoBeka WM XKMBOTHOrO BCMEACTBME TMpuemMa JleKapCTBEHHOro npenapata npeBbillaeT
3P PEKTUBHOCTb Er0 NPUMEHEHMUS.

14. B nepuwop npoBedeHus npouenypbl MOATBEPXKAEHUS FOCYAApPCTBEHHOW perncrpaumm
nekapcTBeHHOro npenapara ero obpatleHune B Poccuinckon degepauum He npnoctTaHaBnNnMBaeTCs.

UNHpopmayusi 06 USMEeHeHUSsIX: Yacmb 15 usmeHeHa ¢ 13 ageycma 2019 e. - ®edeparibHbIl 3aKOH
om 2 ageycma 2019 a. N 297-®3
Cwm. npedbidywyro pedakyuro

15. JonyckaeTtca obpalleHne nekapCTBEHHbIX npenapaTtoB A0 UCTEYEeHUs cpoka rogHOCTW,
NPOM3BEAEHHBIX B TEYEeHMe CTa BOCbLMUOECATU KaneHaapHbiX AHeNn nocrne pAartbl MNPUHATUS
YNONHOMOYEHHbIM (hbeaepanbHbiM OPraHoOM WCMOMHUTENBHOW BNACTWM pelleHns O MOATBEPXOEHUN
rocyapCTBEHHOMW perncrpaumn, B COOTBETCTBMU C MH(popMauuen, cogepxallencsa B OOKYMeHTax
perucTpauUmMoHHOro 40Chbe Ha fekapcTBEHHbIM NpenapaT 40 AaTbl MPUHATUA TaKoro peLleHus.

FAPAHT:  Cwm. KoMMeHTapuun k ctatbe 29 HacToswero PegepanbHOro 3akoHa

CraTtbsa 30. BHeceHne nameHeHnIn B JOKYMEHTLI, COAepXKallumecs B permcTpaumoHHOM AoChe
Ha  3aperncTpuMpoBaHHbIA  NIEKAPCTBEHHbLIM  npenapat Ans  MeguUMHCKOro
NPUMeEHeHUS

UHpopmayuss o6 usmeHeHusix:. Yacmpb 1 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

1. B uensix BHECEHWNs1 U3MEHEHWUI B JOKYMEHTbI, coaepallumecs B perncTpaumoHHOM [0Che
Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbIN npenapaTt Ans MeAWMUMHCKOro NMpUMEHEeHWsl, aepXaTtenb
WnM  Bnageneu  PerucTpauMoHHOro  YOOCTOBEPEHMS  fleKapCTBEHHOro  npenapata  unu
YNosfIHOMOYEHHOE MM [pyroe lopuauyeckoe nuuo (Oanee B HacTosLWEeN cTaTbe - 3asiBUTEerb)
HanpaBnsieT nocpeacTBOM e€AMHOro rfoptana B YMNONHOMOYEHHbIN  dheaepanbHbid  opraH
WCMONHUTENbHON BNacTM WNM B NWUYHbIA KabWHET YrNonHOMOYeHHOro dheaepanbHOro opraHa
WCMONMHUTENbHON BrlacTM B eOMHOW CUCTEME MOAMUCAHHOE YCUMEHHOW KBanuduLmMpoBaHHOW
3MEKTPOHHOM MOAMNUCHLI0 3asiBIEHWe O BHECEHUMM TakUX W3MEHEHW No dopme, YCTaHOBIEHHOW
YMOSIHOMOYEHHbIM befilepanbHbiM OpraHoM WCMONHUTENBHON BRacTu, W MpunaraemMble K Hemy
N3MEHEHNs] B YyKa3aHHble OOKYMEHTbl, a Takke [AOKYMEHTbl, NoATBepxaalolime HeobGxoaMMOoCTb
BHECEHUSI TaKNUX U3MEHEHUN.

UHpopmayusi o6 usameHeHussx: Yacmpb 1.1 uameHeHa ¢ 30 ssHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus yactn 1.1 (B pepmakumm PepepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-03), kacatollmecs nNpeaocTaBneHnUs rocyaapCTBEHHbIX YCNyr nNpu obpalleHnn nekapcTBEHHbIX
cpencTB ansg MeauuuHckoro npumMmeHenusa nocpeactesom EMMC3 n (nnn) ENTY, npumeHstotea ¢ 1
aHBapsa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKApPCTBEHHbIX MpenapaTtoB  Ans
MEOMLMHCKOrO MPUMEHEHUs, noaTBep)xaatlmnme dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTerne un AyonukaTtbl PErMCcTPaLMOHHbBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ons MeanuUUHCKOro npumMmeHeHus ¢ 1 auBapsa 2025 r. He BblgaroTcA

1.1. Tpn HeobOXOOUMOCTU BHECEHUS B AOKYMEHTbI, COAepXallnecs B pPerncTtpauyioHHOM
[OCbe Ha 3aperucTpMpOBaHHbIA JIEKAPCTBEHHbIM Mpenapat Ans MeAULUHCKOro MNPUMEHEHMS,
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

N3MEHEHMI OTHOCUTENBHO MeCTa MPOU3BOACTBA NIEKAPCTBEHHOrO npenapata Ans MeguuMHCKOro
npUMeEHeHns1, TpebyloLmMX NPoBeaEeHUS IKCNEePTU3bl KaYecTBa fNeKapCTBEHHbIX CPeacTB, 3asBUTENb
OOMOMHUTENbHO HanpasnseT NocpeacTBOM €AWHOro noprarna B YNOSIHOMOYEHHbI doeaepanbHbIn
opraH WCMOMHUTENbHOW BRacTu UMW NWYHbIA KabWHET ynonHOMOYEHHOro dyefepanbHOro opraHa
MCMNOSTHUTENbLHOW BflaCTU B eANHON CUCTEME:

1) cBegeHns O paTe nMpefoCTaBfEeHUs W PErncTtpauMoHHOM HOMepe JNULEH3MM Ha
NpoOM3BOACTBO JIEKAPCTBEHHbIX CPEeACTB, a TakKe KOMUIO 3aKkriYeHuss O COOTBETCTBUM
npov3BOANTENS NEKApPCTBEHHbIX CPeACTB AN MeOULMHCKOro npumeHeHust TpeboBaHuaM npasun
Hagnexatlen Npon3BoACTBEHHON NPaKTUKK, UMK KOMUIO cepTudukaTa COOTBETCTBUS NPOM3BOAMTENS
NEeKapCTBEHHbIX CPEeACTB ANs MEOULMHCKOro npuMeHeHusa TpeboBaHMAM npaBun Hagnexaiien
NPON3BOACTBEHHOW MpPaKTUKKU EBpasminckoro aKOHOMMYECKOro COK3a, BblAaHHbIX YMNOHOMOYEHHbLIM
denepanbHbIM OPraHoM UCMNOSTHUTENBHON BNACTWM B OTHOLIEHUU U3MEHEHHOW W (M) AOMNOMAHEHHOM
NPON3BOACTBEHHON MIOLWAaAKN fIeKapCTBEHHOro npenapara ans MeguuMHCKOro NPUMEHEHUs, Unu
KOMMIO peLLeHnst YNONHOMOYEHHOro hedepanbHOro opraHa MCNOSTHUTENBHON BRlacTM O NpOBeAEeHUU
dhapmaueBTUHECKOM MHCMEKUMN MNpPOM3BOACTBA NleKapCTBEHHbIX CpeactB AN  MeOULMHCKOro
NPYMEHEHNs Ha cooTBeTCTBME TpeboBaHWSAM npaBwi Haanexawen npoM3BOACTBEHHOW MPaKTUKK
EBpasnmckoro SKOHOMMYECKOTO COH3a B OTHOWEHUM WU3MEHEHHOM U (UNKM)  OOMNOSTHEHHON
NpOV3BOACTBEHHON NIOWAAKN NEeKapCTBEHHOro npenaparta Ans MeAWMUMHCKOrO MPUMEHEHUs B
cnyyae, ecnu Mnpou3BOACTBO NEKapCTBEHHOro mnpenaparta ocyuwectensgetrcd B Poccuickon
depepauny;

2) konui nNpegocTaBreHHOW YMOMHOMOYEHHbIM OpraHoM CTpaHbl NPOU3BOAUTENS NULEH3UU
Ha NPOW3BOACTBO NEKapCTBEHHOro npenapata Ans MeOUUMHCKOrO MpUMEHEeHWa n ee nepesoj Ha
PYCCKUI A3bIK, 3aBEPEHHbIE B YCTAHOBNEHHOM MOpPsAKe, @ TakKe KOMUIO 3aKIMOYEeHUs O COOTBETCTBUMU
NPOn3BOANTENS NEKapCTBEHHbLIX CpeacTB TpeboBaHWAM MpaBui Hagnexawen npousBOLCTBEHHOM
NPaKkTUKK, UM KONuK ceptudmkaTa COOTBETCTBUSA MPOM3BOAUTENS FEKapCTBEHHLIX CPeacTB Ans
MEANLUMNHCKOINO MPUMEHEHNs TpeboBaHWAM MpaBunl Hagnexawen npousBOACTBEHHOW MNPaKTUKK
EBpa3sninckoro 9KOHOMWYECKOro COH3a, BblOaHHbBIX YMOMHOMOYEHHbIM (hbedeparnbHbiM  OpraHoM
WCMOMHUTENbHOM BRacTM B OTHOLUIEHMM WM3MEHEHHOW W (MnW) OOMOSIHEHHOW NPOM3BOACTBEHHOM
NnoLwaakn fnekapcTBEHHOro npenapaTa, WM KOMWKI0 pelleHnst YNONTHOMOYEHHOro deaepanbHOoro
opraHa WCMNOMHWUTENbHOW BracTM O NPOBeAeHMU hapMauleBTMYECKOM MHCNEeKuMM Mpon3BOACTBA
NeKapCTBEHHbIX CPeacTB ANA MEeAULMHCKOro NMpMMEHEHUS Ha COOTBETCTBUE TpeboBaHWMAM npaBui
Hagnexatlen npouMsBoACTBEHHOW NPakTUKM EBpPasmMinCcKoro SKOHOMWYECKOro cok3a B crnyyae, ecnuv
NPOU3BOACTBO JleKapCTBEHHOro fnpenapata oOcCylwecTBnsgeTcd 3a npegenamu  Poccuickon
depepaunn.

UHopmauus 06 usameHeHusix. Yacmpb 1.2 usameHeHa ¢ 30 ssHeapsi 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidyuwyro pedakyuro

FTAPAHT: MNonoxeHus vactn 1.2 (B pepakumm depepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-0©3), kacatollmecs npeaocTaBfeHns rocygapCTBEHHbIX YCyr Npu obpalleHUn TNeKapCTBEHHbIX
CpeAcTB ANnd MeauumHCKoro npumeHenmsa nocpenctsom EMMC3 n (unun) ENTY, npumeHsatoTesa ¢ 1
aHBaps 2025 r. PerucrtpaumoHHble YOOCTOBEPEHUS JeKapCTBEHHbIX npenapatoB  Ans
MEeOMLMHCKOrO MPUMEHEeHUd, noaTBepxaatlme dakT rocygapCTBEHHOW perncrtpaumm, Ha
OyMaXkHOM HocuTerne 1 oybnukaTtbl peErmcTpaLnoHHbIX YAOCTOBEPEHUN NIEKAPCTBEHHbLIX NPenapaToB
Anst MeanuuHcKkoro npumMmeHenus ¢ 1 aueaps 2025 r. He BblgaroTcA

1.2. Tpn HeoBXOOUMOCTU BHECEHUA B AOKYMEHTbI, COAepXallnecs B perncrpauyoHHOM
[OCbe Ha 3aperMcTpMpOBaHHbIA JIEKApPCTBEHHbIM Mpenapat Ans MeAULUMHCKONo NpUMEHEHMS,
M3MEHEHMI OTHOCUTENBHO MoKa3aTeNlen KavyecTBa fieKapCTBEHHOro npenapaTta Anst MeguuMHCKOro
NPUMEHEHUS 1 (MNK) METOAOB KOHTPOSA KavyecTBa JIEKApPCTBEHHOrO npenapata Ans MeguuyHCKOro
NpUMeEHeHUs1, TpebyoLWMX NPOBEeOEHUST 3KCNEPTU3bl Ka4ecTBa NEeKapCTBEHHbLIX CPeacTB, 3asdBUTENb
OOMOSTHUTENBbHO HanpaBnsieT NMOCPEACTBOM €4MHOro noprana B YMNONIHOMOYEHHbI doeaepanbHbIN
opraH WCMOMHUTENbHOW BRacTu UMW NUYHbIA KabWHET yNONHOMOYEHHOro denepanbHOro opraHa
WUCMOJTHUTENbHOM BNAacTu B €ANHOW CUCTEME:

1) cBegeHns o paTe npegocTaBreHUs WU PerncTpauuMoHHOM HOMepe IUMUEeH3UUM Ha
NPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB UMM CBEAEHUSA O AaTe NpeaoCTaBleHnsa U perncTpaumoHHOM
HOMepe 3aK/4YeHNs O COOTBETCTBUM NPOM3BOAUTENS NEKaApCTBEHHbLIX CPeacTB TpeboBaHMAM
npaBusl Hagnexailen npou3BOACTBEHHOMW MPaKTUKA WAW KOMUK cepTudumkata COOTBETCTBUSA
NPON3BOANTENS JTIEKAPCTBEHHbIX CPEACTB ANs MEeOULMHCKOro npuMeHeHuss TpeboBaHuMaM npasun
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Hagnexailien npou3BOACTBEHHON MpPaKTUKM EBpasnmnckoro 3KOHOMWYECKOrO COK3a, BblAaHHbIX
(NMpepocTaBnNeHHbIX) YMNONIHOMOYEHHbIM  dheaeparnibHbIM  OpraHOM  WCMOMHUTENBHOMW Bractm B
OTHOLLEHUN MPOU3BOACTBEHHOW MMOWAAKN feKapCTBEHHOro npenapata, B CryYyae, ecnu
NPOn3BOACTBO JIEKAPCTBEHHOIO Npenapara ocyuwecTternseTtcs B Poccunckon Pegepaunu;

2) KOonuo NPeaoCTaBrIEHHOW YMONTHOMOYEHHbIM OPraHoOM CTpaHbl NPOM3BOAUTENS NULEH3UN
Ha NPOM3BOACTBO MEKApCTBEHHOrO npenaparta Ang MeOUUMHCKOro NpuMEHeHUs U ee nepesoj Ha
PYCCKMI S3bIK, 3aBEPEHHbIE B YCTAHOBNEHHOM MOPSAKE, @ Takke CBeAeHUs O JaTe npegocTaBneHus
W perncTpaLmMoHHOM HOMepe 3aKIoYeHUs 0 COOTBETCTBUM NPOU3BOAUTENSA NEKapCTBEHHbIX CpeacTB
TpeboBaHMAM npasui  Hagnexawen npou3BOACTBEHHOM MNPAKTUKW, WU KONU cepTudurkata
COOTBETCTBMS  MNPOU3BOAUTENS  JIEKAPCTBEHHbIX CPEeACTB  ANd  MeOUMUMHCKOrO  MpUMEHEHNs
TpeboBaHMAM npaBusi Hagnexailen npPou3BOOCTBEHHOW MPAKTUKM EBpasnincKoro 3aKOHOMUYECKOrO
CO3a, BblAaHHbIX YMNOSTHOMOYEHHbIM dedeparnbHbiM  OpraHOM  UCMOMHUTENBHOM BRactm B
OTHOLUEHUN NPOU3BOACTBEHHOW MNSOWAAKM FEKapCTBEHHOroO npenapaTta, WM CBedeHus o parte
npegocTaBneHns U PerMcTpaunoHHOM HOMEPE peLLeHUsT YNOTHOMOYEHHOro dheaepanbHOro opraHa
WCNONHUTENBbHOW BracTM O MnpoBedeHun  apmMaueBTUYECKOM  MHCMEeKuMM  nNpomn3BoAcTBa
neKkapCTBEHHbIX CPeacTB AN MeAULMHCKOro NpMMEHEHUs Ha COOTBETCTBUE TpeboBaHWAM npaBur
Hagnexaiwen npon3BOACTBEHHONW MpPaKTUKM  EBpPasnMMCKOro SKOHOMMYECKOrO  COK3a, ecnu
NPOM3BOACTBO JIeKapCTBEHHOrO nMpenapaTta OCyLWecTBnseTca 3a npegenamum  Poccuinckon
depepaunn.

UHpopmayus 06 usameHeHusix:  Yacmpb 1.3 usmeHeHa ¢ 30 siHeaps 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus vyactn 1.3 (B pepakumn PepepanbHoro 3akoHa oT 30 aHBaps 2024 r. N
1-®3), kacawowmecs npeaocTaBneHusl rocyAapCTBEHHbIX YCnyr npy obpalleHun nekapcTBEHHbIX
cpencTB aAnsg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (unn) ENMTY, npumeHstotea ¢ 1
auBapa 2025 r. PeructpaumoHHble YOOCTOBEPEHUSA JNEKaApCTBEHHbIX MpenapaTtoB Afld
MeOULVHCKOro MpUMEHEeHUs, noaTBepXxaatowme dhakT rocygapCTBEHHOW perncrpaumm, Ha
OyMa)KHOM HocuTerne 1 AyonunkaTtbl PErMCTPALNOHHBLIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NPenapaToB
Anst MeanumnHcKoro npumMmeHenus ¢ 1 aueaps 2025 r. He BblgaroTcA

1.3. lMNMpuHATME peLleHns 0 BHECEHUM U3MEHEHUA NN 00 OTKa3e BO BHECEHWUM M3MEHEHUN B
OOKYMEHThI, coaepxalmecs B pernctpaumMoHHOM JOCbe Ha 3aperMcTpupoBaHHbIN NEKapCTBEHHLIN
npenapat gng MeAWUMHCKOro MPUMEHEHUs, B Crydae HeoOXOOUMOCTU NPOBEOEHUs 3KCnepTusbl
KayecTBa neKapCTBEHHbIX CPeAcTB W (MNM) SKCNEPTM3bl OTHOLUEHUS OXWUOAEMOW MNosSib3bl K
BO3MOXHOMY PWUCKY MNPUMEHEHMS NEKapCTBEHHOro npenapaTta Ans MeaUMUMHCKOrO MPUMEHEHNS
OCYLLIECTBIISIETCS B CPOK, HE MpPEBbIWALWMIA NATUAECATN paboumx OHEN, a B OCTanbHbIX Cryvasix B
CpPOK, He npeBbiaWNn gecatn paboumx OHEW CO OHS HanpaBNeHUs MNOCpPeacTBOM €AMHOro
nopTana B YMONMHOMOYEHHLIN dedeparnbHbii OpraH UCMOSTHUTENbHOW BRACTU WU NINYHbIN KAaOMHET
YNONTHOMOYEHHOro oeiepanbHOro opraHa UCNOSIHUTENBHOW BNAcTU B €AMHOW CUCTEME 3asBIEHUS O
BHECEHUWN TaKNX NU3MEHEHUN.

UHpopmayus 06 usameHeHusix:  Yacmpb 1.4 usmeHeHa ¢ 30 siHeaps 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus vyactn 1.4 (B pepakumn PepepanbHoro 3akoHa oT 30 aHBaps 2024 r. N
1-®3), kacawwmecs npeaocTaBneHus rocyAapCTBEHHbIX YCnyr npy obpalleHun nekapcTBEHHbIX
cpencTB Ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (unn) ENMTY, npumeHstotea ¢ 1
auBapa 2025 r. PeructpaumoHHble YOOCTOBEPEHUSA TNEKApCTBEHHbIX MpenapaTtoB  Afld
MeOULMHCKOrO MpUMEHEeHUs, noaTBepXxaatowme dhakT rocygapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTerne n AyonmkaTtbl PErMCTPALNOHHBLIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NPenapaToB
Anst MeanumnHcKoro npumMmeHenus ¢ 1 aueaps 2025 r. He BblgaroTcA

1.4. YNONHOMOYEHHbIV (heaeparnbHbli opraH UCMOMHUTENBHOM BNACTU C y4eTOM pe3yrnbTaToB
dapMakoHags3opa W MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHbLIX CPEACTB, HaxoddlwMxcs B
rpaxkgaHckom obopoTe, yCTaHOBMEHHbIM TpeboBaHMSAM K UX KayecTBy B TedeHue Oecatu paboumx
OHEeN cO OHSA MOCTYNMEHMS COOTBETCTBYIOLEN MHOPMaUUK pa3MeLlaeT Ha CBOEM oduumnanbHOM
cante B cetn "MIHTepHeT" cBegeHns 0 HEOHBXOAMMOCTM BHECEHUS B UHCTPYKLMIO MO MEAULMHCKOMY
NPUMEHEHUIO NEeKapCTBEHHOro rpenapara U3MeHeHUN B OTHOLLUEHMU CBEAEHWA O nokasaHusx Ons
NPUMEHEHUA U NPOTUBOMOKA3aHUAX ANA NPUMEHEHUs NeKapCTBEHHOro npenaparta, BbISBIIEHHbIX

05.11.2024 Cucrema TAPAHT 64


https://internet.garant.ru/document/redirect/70451198/1000
https://internet.garant.ru/document/redirect/408457419/1263
https://internet.garant.ru/document/redirect/408457419/1263
https://internet.garant.ru/document/redirect/408457419/45
https://internet.garant.ru/document/redirect/408457419/1264
https://internet.garant.ru/document/redirect/408457419/1264
https://internet.garant.ru/document/redirect/408457419/45

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

NOBOYHBIX OENCTBUSAX, HEXenaTenbHbIX peakunsx npy NpUMEHEHUN NeKapCTBEHHOro npenapara u
HanpasndaeT NoANMCaHHOE YCUMNEHHOW KBannMUUMPOBAHHOW 3IEKTPOHHOW MOANUCHID yBeAOMIeHne
B IMYHbIN KaOMHET 3adABUTENs B €OMHOW CUCTEME, a TakKkKe B IMYHble KabuHeTbl 3adBuTenen B
€4NHON CUCTEME, ABMSAILNXCA AepXaTensaMmmn nnu Bnagensuammn permcTpaunoHHbIX YOoCTOBEPEHUI
B3aNMO3aMEHSIEMbIX NEKAPCTBEHHbIX MpenapaToB (MM YNONHOMOYEHHbIX MU OPYIUX HOPUONHECKNX
nmy).
UHbopmayus 06 usmeHeHusix:  Hacmb 1.5 usamereHa ¢ 30 AHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 . N 1-03
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus vyactn 1.5 (B pepakumn PepepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-03), kacatolmecs nNpeaocTaBneHns rocyJapCTBEHHbIX YCyr Npu obpalleHUn NeKapCcTBEHHbIX
cpencTB Ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 mn (unn) ENMTY, npumeHstotea ¢ 1
aHuBapa 2025 r. PermctpaumoHHble YOOCTOBEPEHUSA TNEKApPCTBEHHbIX MpenapaTtoB Afd
MEeOULUMHCKOro MpUMEHEeHUs, noaTBep)xaatowme dakT rocygapCTBEHHOW perncrpaumm, Ha
OyMa)KHOM HocuTerne n ayonunkaTtbl PErMCTPALMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NPenapaToB
Anst MeanuuHCKoro npumMmeHenus ¢ 1 aueaps 2025 r. He BblgatoTcA

1.5. [Hdepxatens wnu BRnagenel perucTpaumoHHOro YOOCTOBEPEHUs NeKapCTBEHHOro
npenapara, a Takke gepxatenu unm snagenblibl PerMcTpaumoHHbIX YA0CTOBEPEHUIN NTEKapCTBEHHbIX
npenapaToB (UNN YNONHOMOYEHHbIE VMU [Opyrue opuanYeckne nuua), KoTopble SABMATCA
B3anMo3aMeHseMbIMK, 0083aHbl HaMpaBUTb B JIMYHbIN KaBWHET ynorHOMo4YeHHoro degepanbHOro
OopraHa UCMNoNHUTENbHOW BRACT NOANUCaHHbIE YCUMEHHBIMU KBannuumpoBaHHbIMW 31EKTPOHHbLIMY
noanucsaMu 3asiBAeHUs O BHECEHUN U3MEHEHUA B OOKYMEHTbI, COAepXallunecs B perncTpaunoHHbIX
AOCbe Ha 3aperncTpupoBaHHble eKapCTBEHHble Mpenapatbl AfS MeAUUMHCKOro MNpUMEHEHUs, B
OTHOLLEHUN CBEAEHWMN, YKa3aHHbIX B UHCTPYKUUM MO MEAULMHCKOMY MPUMEHEHUIO NeKapCTBEHHbIX
npenapaToB, B Te4eHne copoka paboymx gHen Co AHSA NosyYeHUss YNONHOMOYEHHbIM doeaepanbHbIM
OpraHoM MCMOSTHUTENbHON BIacTW 3MEKTPOHHOIO YBEAOMMEHMS O MOflydeHun AepXatenem unm
BnagenbLem perncTpaLmoHHOro yA0CTOBEPEHNS NeKkapCTBEHHOrO npenapara (vnn
YNOMHOMOYEHHBIM UM  OPYrUM  IOPUAMYECKMM NULOM) WHOpMaumu, ykaszaHHowm B 4dactu 1.4
HacToswen cratbh. [laHHoe TpeboBaHMe He pacnpoCTpaHAETCA Ha Criydyan BHECEHUSI B MHCTPYKLNIO
no MeOULMHCKOMY MPUMEHEHNIO NEeKapCTBEHHOro npenapata WM3MEHEeHWM B OTHOLUEHUU HOBbIX
nokasaHui And nMnpUMEHEHUsT JeKapCTBEHHOro Mpernapata Ha OCHOBaHWW  pe3ynbTaToB
COOTBETCTBYIOLLNX UCCIELOBAHUN.

UHpopmayuss o6 usmeHeHusix: Yacmpb 2 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHusa yactu 2 (B pepakumn ®egepanbHoro 3akoHa ot 30 gHBaps 2024 r. N 1-d3),
KacatoLmecsa npenocTaBrneHnsa rocygapCTBEHHbIX YCyr nNpy obpalleHUn nekapcTBEHHbIX CpeacTB
Onst MeguuuHckoro npumeHeHmnst nocpeactesom EMMC3 mn (unn) ENMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JeKapCTBEHHbIX npenapaTtoB Ans MeauLUHCKOro
NPMMEHEeHUs, NOATBePXaaoLMe dakT rocyaapCTBEHHON perncTpauumn, Ha byma)xHoM HocuTene u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHMI JIEKAapCTBEHHbIX MNpenapartoB Ans MeOULMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgatoTCcA

2. PeweHne o0 npoBefeHUM IKCMEpPTM3bl KavyecTBa JleKapCTBEHHbIX CpeacTB u  (unu)
9KCMEePTU3bl OTHOLLEHUSI OXWOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NeKapCTBEHHOro
npenapata Ansa MeauUMHCKOrO MNPUMEHEHUs MPUHUMAEeTCAa B COOTBETCTBUM C YTBEPXKAEHHON
YNOSTHOMOYEHHbIM doedeparibHbiM OpraHOM MCMNOSTHUTENBLHOW BNacTu Knaccudukaumen namMeHeHun,
BHOCMMbIX B [OOKYMEHTbI, COAEpXalmeca B PermcTpauumoHHOM [OCbe Ha 3aperncTpupoOBaHHbIN
nekapcTBeHHbIN npenapar.

UHpopmauus 06 usmeHeHusix: Yacmpb 3 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus Yactu 3 (B pepgakuum PegeparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-P3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ong MeguuuHcKkoro npumeHeHuns nocpeactsom EMMC3 m (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaumoHHble yOOCTOBEPEHMSI JEKAPCTBEHHLIX MNpenapaTtoB AN MeOULMHCKOro
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NPYMeEHEeHUs, NOATBepXAatoLme dakT rocyaapCTBEHHOW permctpauun, Ha BymaxxHOM HocuTene m
Ay6nukaTbl PerncTpaumMoHHbIX YAOCTOBEPEHUN MEeKapCTBEHHbIX NpenapaToB And MeOuuMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgaoTCA

3. 3aaBuTenb Bnpase NpeacTaBuUTb NO COOCTBEHHOW MHUMUMATUBE BMECTE C 3asiBfieHNEM O
BHECEHMM W3MEHEHMN B [OOKYMEHTbl, cogepXalmecs B PerncTtpauMoHHOM [OOCbe Ha
3aperncTpMpoBaHHbIN  NIEKApPCTBEHHbLIM NpenapaT ANns MeAUUMHCKOrO MPUMEHEHWUsl, PEKBU3UTHI
OOKYMEHTOB, MOATBEPXOAIWMX ynnaTty rocyaapCTBEHHOM MOLWMMHbI 3@ BHECEHWE B AOKYMEHTbI,
coepkaliuecs B perMcTpaumoHHOM OOCbe Ha 3aperMcTpuMpOBaHHbIN NekapCTBEHHbIW Npenapat ang
MELMLMHCKOrO MNPUMEHEHUS, W3MEHEHMIN, TPebyrLmMX NPOBEAEHUS IKCNEepPTU3bl NEeKapCTBEHHbIX
CpeacTB B 4YacTU 3KCMNepTU3bl KaYecTBa JIEKApPCTBEHHOIO cpeacTsa U (MNKn) SKCNepTU3bl OTHOLUEHUS
OXnaaemMon nonb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHMSI JeKapCTBEHHOro npenaparta Ans
MEANLUUHCKONO  MPUMEHEHUS, TOCYOAPCTBEHHOW  MOWMWHbI 3@ BHECEHME B [OKYMEHTHI,
coeprkalinecst B permcTpaumoHHOM 4OChbe Ha 3apermcTpMpPOBaHHbIN IEKapCTBEHHLIN Npenapart Ans
MEeOMLMHCKOrO MPUMEHEHNS, N3SMEHEHUN, He TpebytoLwmMX NpoBeAeHNsT IKCNepPTU3bl NeKapCTBEHHOMO
cpeacTtBa, a Takke BblgaBaemble (MpefocTaBnsieMble) YNOMHOMOYEHHbIMU  dheaepanbHbIMU
opraHamyn WCMNOMHUTENbHOW BacTW [OKYMEeHTbl (CBedeHus), ykasaHHble B 4actax 1.1 m 1.2
HacToswen crtatbM. B cnyvyae ux HenpeacTaBfeHMsa YMNOSHOMOYEHHbIN efeparnbHbIii  opraH
WCNONHUTENBbHOW  BNAcTW  3anpawvBaeT yKasdaHHble [OOKyMeHTbl (CBeJeHus)) B nopsigke
MEXBEAOMCTBEHHOMO MHPOPMALMOHHOIO B3aMMOAENCTBUS.

UHopmauus 06 usmeHeHusix: Yacmpb 4 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus YacTtn 4 (B pepgakuum PegeparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBrneHnsa rocyJapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHcKkoro npumeHeHuns nocpeactsom EMMC3 u (unn) EMIY, npumenstotca ¢ 1 aHBaps
2025 r. PerucrpaumoHHble YOOCTOBEPEHUSI JIEKApPCTBEHHbIX npenapatoB AN MeaULMHCKOro
NPUMEHeHUs, NOATBepXaaLme dakT rocyaapCTBEHHOW perncTpauumn, Ha bymaHOM HocuTene u
AyOnukaTbl PErucTpauMoOHHbIX YAOCTOBEPEHWUN JEKAPCTBEHHbLIX MpenapaToB Ans MeOULMHCKOro
npumMmeHeHus ¢ 1 aHBaps 2025 r. He BblgaloTCA

4. B TeyeHve nATM paboumx OHEN CO OHS MOCTYMNSEHWs yKa3aHHOro B 4acty 1 HacTosiewn
cTatbM 3adBfeHNs U HeobXOAMMbIX [OOKYMEHTOB YMOMHOMOYEHHbIM deaepanbHblin  opraH
WCMNOMNHUTENbHON BNAacTu:

1) nNpoBOAWT MNpPOBEpKy MOMHOTbI M LOOCTOBEPHOCTW CBEAEHWUN, COOEpXalmxcsa B
npegcTaBfeHHbIX 3asiBUTENEM MaTepuanax;

2) MpuMHMMaeT peleHne O MNPOBEAEHUN YyKasaHHbIX B 4YacTu 2 HaCTosWeN cTaTby
COOTBETCTBYIOLLNX SKCNEPTM3 JIEKAPCTBEHHOIO CpeacTBa unm ob oTkase B UX NpoOBeaEeHUM;

UHopmayus 06 usmeHeHusx:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH Om
30 siHeapsi 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus nyHkta 3 (B pepakumn dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-®3), kacawowmecs npeaocTaBneHusl rocyaAapCTBEHHbIX YCnyr npy obpalleHun nekapcTBEHHbIX
cpencTB Ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (nnn) ENTY, npumeHstotea ¢ 1
aHBapa 2025 r. PernctpauuoHHble YOOCTOBEPEHUSI NEKAPCTBEHHbIX MpenapaTtoB  Ans
MEOULMHCKOTO TMPUMEHEHMS, MnoATBepXaawlie MakTt rocygapCTBEHHOM perncrpaumm, Ha
OyMa)KHOM HocuTerne 1 ayonunkaTtbl PErMCTPaLMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NPenapaToB
Anst MeanumnHCKoro npumMmeHeHus ¢ 1 aueaps 2025 r. He BblgaroTcA

3) HanpaendeT B NUYHBbIA KabNHET 3asBUTENS B edNHON cucTeMe noanucaHHoe yCVIJ'IGHHOI?I
KBaHMd)MLlMpOBaHHOVI SJ'IeKTpOHHOl7| noanncbo yseaomrnieHne o rnpuHATOM pelleHnn unm B Criy4vyae
NPUHATUA peLUEeHNA 00 oTkase B nposegeHunn COOTBGTCTBy}OLLI,eVI 9KCNepTn3bl C yKasaHNeM MNpUu4vnH
TaKoro oTkasaa.

UHopmauus 06 usameHeHusix. Yacmpb 4.1 usameHeHa ¢ 30 ssHeapsi 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MonoxeHusa vactn 4.1 (B pegakuum degepansvHoro 3akoHa ot 30 aHBaps 2024 r. N
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1-®3), kacawowmecs npeaocTaBneHusl rocyaAapCTBEHHbIX YCIyr npy obpalleHun nekapcTBEHHbIX
cpencTB Ansg MeauuuHckoro npumMmeHeHusa nocpeactsom EMMC3 n (unn) ENTY, npumeHstotea ¢ 1
aHBapa 2025 r. PernctpauuoHHble YOOCTOBEPEHUSI NEKAPCTBEHHbIX MpenapaTtoB  Ans
MEAULMHCKOTO TMPUMEHEHMS, MNoATBepXaawlie dakTt rocygapCTBEHHOM perncrpaumm, Ha
OyMa)KHOM HocuTerne 1 ayonmkaTtbl PErMCTPaLMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NPenapaToB
Anst MeanumnHCKoro npumMmeHeHus ¢ 1 aueaps 2025 r. He BblgaroTcA

4.1. B cnyyae BbISIBNEHUA HEQOCTOBEPHOCTU CBEAEHUN, COAEPXKALLUMXCA B NPeACTaBNEHHbIX
3agBuTeneM MmaTepuanax, YMNornHOMOYeHHbIn dedepanbHbIi OpraH  UCNOMHUTENbHOW BRacTu
HanpaBnseT B NUYHbIA KabOWHET 3asiBUTENs B €AMHOM CUCTEME 3anpoc 00 YTOYHEHWWM yKa3aHHbIX
cBefeH, NoOANNCAaHHbIA YCUNEHHOW KBanMULUMPOBAHHOW 31EKTPOHHON MOAMMUCHIO.

UHopmauus 06 usameHeHusix. Yacmpb 4.2 usameHeHa ¢ 30 siHeapsi 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus vactn 4.2 (B pepakumn depepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-03), kacatollmecs npenocTaBreHns rocygapCTBEHHbIX YCyr Npu obpalleHUn TNeKapCTBEHHbIX
CpeacTB And MeauumHCKoro npumeHenmsa nocpenctsom EMMC3 un (unun) ENMNTY, npumeHsatoTesa ¢ 1
aHBaps 2025 r. PeructpaumoHHble YOOCTOBEPEHUS JeKapCTBEHHbIX npenapatoB  Ansd
MeOMLMHCKOrO MPUMEHEHNd, noaTBepxaawlmne dakT rocygapCTBEHHOW perncrTpaumm, Ha
OyMaXkHOM HocuTerne 1 oybnukaTtbl permcTpaLnoHHbIX YAOCTOBEPEHUN NIEKApPCTBEHHbLIX NPenapaToB
Anst MeanuUuHCeKoro npumMmeHenus ¢ 1 aueapsa 2025 r. He BblgaroTcA

4.2. 3aasutenb 00s13aH HanpaBUTb B JIMYHbIA KabMHET YMNONHOMOYEHHOro dhedepanbHOro
opraHa UCnoNHUTENbLHOW BracTu B e4UHON CUCTEME NOAMUCAHHbIN YCUNEHHON KBannduumMpoBaHHON
SNEKTPOHHOM  MOAMUCBLID  OTBET Ha  3anpoc  YMNOSfIHOMOYEHHOro  hefdepanbHOro  opraHa
WCNONHUTENBbHOW BNAacTU B CPOK, He MPEBbILAKLWNA AeBAHOCTa pabounx OHEW CO OHA NOnyYeHus
YNONMHOMOYEHHbIM dhefeparibHbIM OpPraHOM UCMONHUTENBHON BNACTW 3NIEKTPOHHOIO YBEOOMIIEHUS O
nony4yeHMn 3asiButenem pdaHHoro 3anpoca. Cpok, ykasaHHbiM B 4YacTy 4 HacTodAwen cTatbw,
NpUOCTaHaBNMBaETCA CO AHS HanpaBfeHWss B NWUYHbIA KabuHeT 3asBuTenss B €QMHOW CucTeme
3anpoca ynorHOMOYEeHHOro hefepanbHOro opraHa UCNONHUTENbHOW BracTn A0 OHS HanpasreHus B
NNYHBIA KabMHET yYMNONHOMOYEHHOro deaepanbHOro opraHa WMCNOSMHUTENbHOW BnacTu B €4WHOM
cucTeMe OTBETa Ha [aHHbIN 3anpoc N He YYUThIBAETCS NPU UCHUCTIEHUM CPOKa NPUHATUS PELLEHUS O
BHECEHUM U3MEHEHMM B [OOKYMEHTbl, COAepXalimecss B  pPEerucTtpauuoHHOM [OCbe Ha
3aperMcTpMpOBaHHbIN NEKapCTBEHHbIV NpenapaT AN MeguLMHCKOro NPUMEHEHMS.

UHopopmayusi 06 usmeHeHusix: @DeodepasibHbiM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 5 cmambu 30 Hacmosiwezo PedepasibHO20 3aKOHa 8HECEHbI U3MEHEeHUs, ecmynarujue 8
cuny c 1 urons 2015 e.

Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

5. OcHoBaHueM [fnsi oTkasa B NPOBEAEHUN YKasaHHbIX B 4acTu 2 HACTOsILLEN cTaTbu
3KCMepTU3 fABnseTcs npeAacTaBreHne OOKYMEHTOB, NepeyncrieHHbiXx B 4Yactax 1 M 3 HacTosiwen
cTaTbu, B HernorHoMm obbeme, HenpeacTaBrneHue 3asiBUTENEeM B YCTAHOBIEHHbIA CPOK OTBETa Ha
yKasaHHbIM B 4actn 4.1 HacTosiwen cTaTbM 3anpoc YMNoSTHOMOYEHHOro degeparnbHOro opraHa
WCNONHUTENBbHOW BfacTu, a Takke OTCYTCTBME B MNpPeACTaBfEHHbIX OOKYMEHTax [OCTaTOYHbIX
cBeOeHWUN, NoATBEPXAALNX HEOOXOAMMOCTb BHECEHUSA U3MEHEHWI, UMN OTCYTCTBUE MHPOPMaLIMK,
noaTeepxaarowen akt ynnatbl roCcyAapCTBEHHbIX MOLWUSMH, YKa3aHHbIX B 4YacTu 3 HacTodAwen
cTatbu.

6. YKasaHHble B 4acTy 2 HaCTodleN cTaTbU 3KCNepTusbl NPOBOAATCA B MNOPSAKe,
YCTaHOBIEHHOM cTaTbel 23 HacTosdwero degepansHOro 3akoHa.

UHopmauus 06 usmeHeHusix: Yacmpb 7 usameHeHa ¢ 30 sHeaps 2024 a. - ®edeparibHbIl 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus YacTtu 7 (B pepgakuum ®eneparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBrneHnsa rocygapCTBEHHbIX YCyr nNpu obpalleHnn nekapcTBEHHbIX CpeacTB
Onsa meguumHckoro npumeHenusa nocpenctsom EMMC3 n (unn) ENTY, npumeHsatotca ¢ 1 aHBaps
2025 r. PerucrtpaumoHHble YOOCTOBEPEHUSI JIEKApCTBEHHbIX npenapatoB AN MeaULMHCKOro
NPMMEHEeHUs, noaTBepKaatoLme akT rocygapCTBEHHOW perncTpauum, Ha OymakHOM HocuTerne u
AybnukaTel pPerucTpaumMoHHbIX YAOCTOBEPEHUN JEKAPCTBEHHbLIX MpenapaTtoB Ans MeOULUMHCKOro
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npumeHeHus ¢ 1 auBapa 2025 r. He BblgatoTCcA

7. B cpok, He npeBblwaWmMn NATM pabounmx gHEW CO [HS HanpasfeHUst NOCPEACTBOM
€ANHOro nopTana B YMNOSIHOMOYEHHbIN heaepanbHbil OpraH UCNOSHUTESTbHOW BAaCTU UMK NINYHbIN
KabuHeT yMomHOMOYEHHOro hedepanbHOro opraHa WCMOMHUTENBHOW BNacTu B €4WHOW CUCTeME
NoanNUCaHHbIX  YCUINEHHbIMU  KBANMAULUMPOBAHHBLIMK  3NTIEKTPOHHBLIMK  MOAMNUCAMM  3aKIOYEHUN
KOMMCCUI SKCMEPTOB MO pe3ynbTaTaM yKas3aHHbIX B 4YacTW 2 HaCcTOsIWEN cTaTbW SKCMEepTuUs,
YNONHOMOYEHHBIN hbeaepanbHbli opraH UCNONHUTENBLHOW BNacTu:

1) npuHUMaeT pelleHne O BHECEHUM U3MEHEHUA B [OOKYMEHTbl, codepxaluMeca B
perncTpaumMoHHOM A0Cbe Ha 3aperncTpMpoBaHHbIN NEKAPCTBEHHbIN npenapart Ans MeauuMHCKOro
NPUMEHEHMS1, UNM 00 OTKa3e BO BHECEHUUN TaKNX U3MEHEHMWIA;

UHopmauusi 06 usmereHusix:  [lyHkm 2 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH O0m
30 sgHeaps 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus nyHkTa 2 (B pepakumu dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-03), kacatollmecs npenocTaBreHns rocygapCTBEHHbIX YCyr Npu obpalleHUn TNeKapCTBEHHbIX
CpeacTB And MeauumHCKoro npumeHenmsa nocpenctsom EMMC3 un (unun) ENMNTY, npumeHsatoTesa ¢ 1
aHBaps 2025 r. PeructpaumoHHble YOOCTOBEPEHUS JeKapCTBEHHbIX npenapatoB  Ansd
MeOMLMHCKOrO MPUMEHEHNd, noaTBepxaawlmne dakT rocygapCTBEHHOW perncrTpaumm, Ha
OyMaXkHOM HocuTerne 1 oybnukaTtbl permcTpaLnoHHbIX YAOCTOBEPEHUN NIEKApPCTBEHHbLIX NPenapaToB
Anst MeanuUuHCeKoro npumMmeHenus ¢ 1 aueapsa 2025 r. He BblgaroTcA

2) BHOCUT B FOCYAapCTBEHHbIN PeecTp NekapCTBEHHbIX CPeaCcTB HA OCHOBaHWM PELUEHMSI O
BHECEHUM W3MEHEHWN B [OKYMEHTbl, CoAepXaliMecss B  PerucTpauMoHHOM [ocbe  Ha
3aperncTpmMpoBaHHbIA fiekapcTBEHHbIM npenapaT Ans MeAULMHCKOrO NMpUMEHeHus, HeobxoauMble
N3MeHeHus;

UHpopmayus 06 usmeHeHusx:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH Om
30 siHeapsi 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus nyHkta 3 (B pepakumn dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-®3), kacawwmecs npegocTaBneHnusl rocyaAapCTBEHHbIX YCIyr npy obpalleHun nekapcTBEHHbIX
cpencTB Ansg MeauuuHckoro npumMmeHeHusa nocpeactsom EMMC3 n (unn) ENTY, npumeHstotea ¢ 1
aHBapa 2025 r. PeructpaumoHHble YOOCTOBEPEHUA TNEKAPCTBEHHbIX MpenapaTtoB  ASd
MEAULMHCKOTO TMPUMEHEHMS, noATBepXaawlie MakTt rocygapCTBEHHOM perncrpaumm, Ha
OyMa)KHOM HocuTerne 1 ayonunkaTbl PErMCTPALMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NPenapaToB
Anst MeanumnHCKoro npumMmeHeHus ¢ 1 aueaps 2025 r. He BblgaroTcA

3) BblaaeT 3aaBUTENIO HOBOE perncTpaunoHHoe yaoCTOBEpPEHME NNEKapCTBEHHOro npenapara
B Criyyae W3MEHeHUs CBedeHW, coepxaluxca B HeM, MyTeM HanpaBfneHus 3asBuTento
nocpeacTBOM eAMHOro nopTtana Unm B NNYHbI KaOWHET 3asBUTENst B €4MHON CUCTEME BbIMUCKU U3
rocyiapCTBeHHOro peecTpa neKkapCcTBEHHbIX cpencTs, noanucaHHom YCUNEHHOM
KBannuUUMpoBaHHOM 3NIEKTPOHHON NOAMUCHIO.

8. OcHoBaHveM f[ns OTKasa BO BHECEHUM WU3MEHEHMI B [OKYMEHTbl, cogepxalimecs B
perncTpaumMoHHOM OOCbEe Ha 3aperMcTpUMpPOBaHHbLIN fIEKapCTBEHHbLINM NpenapaTt And MeguuMHCKOro
NPYMEHEHUS, ABMSETCA 3akNioYeHUe YNOSTHOMOYEHHOro dedepanbHOro opraHa MCMOSTHUTENBHON
BNacTm O BO3MOXHOCTU CHWXeHus 6e30onacHoCTU, KavecTBa, 3(PMEKTUBHOCTU eKkapCTBEHHOMO
CpeacTBa B CNyyYae BHECEHUS TakNX U3MEHEHUN.

UHpopmayusi 06 usmeHeHusix:  ®edepasibHbIM 3aKkoHom om 22 Oekabpsi 2014 2. N 429-03 yacmb
9 cmambu 30 Hacmosiwezo @edeparibHO20 3aKOHa U3JIoXeHa 8 HoBoU pedaKkyuu, ecmynarouiel 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm yacmu 8 npedbidyweli pedakuyuu

9. [lonyckaeTcs obpalleHne nekapcTBEeHHbIX NpenapaToB Ans MEAULMHCKOrO NPUMEHEHMUS [0
NCTEYEHUs1 Cpoka TOAHOCTW, MPOM3BEAEHHbIX B TEYEeHMEe cTa BOCbMUAECATU OHEW nocne Aatbl
MPUHATUS  YNOSTHOMOYEHHbIM  ddefepanbHbiM  OPraHOM  WUCMOSIHUTENbHOW BRacTU  pPeLUeHnst o
BHECEHUW U3MEHEHUI B JOKYMEHTbI, cCoAepXKalimecs B perucTpaumoHHOM oCkbe, B COOTBETCTBUM C
nHopmaumen, codepKalencs B [OOKYMEHTaxX PerucTpauyoHHOro [0Cbe Ha JeKapCTBEHHbIV
npenapart 4o AaTbl MPUHATUS TAKOrO PELUEHUS.
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UHpopmayuss o6 usmeHeHusix: Cmambsi 30 OorioniHeHa 4Yacmbro 10 ¢ 8 mapma 2022 e. -
®edeparibHbIlU 3akoH om 8 mapma 2022 2. N 46-03

10. MpaButenbctBo Poccuitickon depepaumn BnpaBe YCTaHOBUTb OCOOEHHOCTU BHECEHUS
U3MEHEHMI B AOKYMEHTbI, coAepXaliMeca B pernctpauyMoHHOM AOCbe Ha 3aperncTtpupoBaHHbIn
nekapCcTBEHHbIM MpenapaTt Ans MeauUMHCKOrO MNpUMEHEHUs, B criydyae AedekTypbl unuM pucka
BO3HWKHOBEHUS OedeKkTypbl NEKapCTBEHHbLIX MpPenapaTtoB B CBA3W C BBEOEHWEM B OTHOLLUEHMM
Poccuinckon ®egepaumm orpaHnunTENbHBIX MEP 3KOHOMUYECKOTO XapakTtepa.

FTAPAHT: CM. kommeHTapum k ctatbe 30 HacToswero ®egepanbHOro 3akoHa

FTAPAHT: Jo 31 pekabps 2024 r. BHeceHMe W3MEHEHUW B pPEerucTpaLuMoHHOEe [OoCbe
JIEKapCTBEHHbIX MpenapaTtoB AJI BETEPUHAPHOIO MPUMEHEHUS, NMPOU3BEAEHHbIX HA TEPPUTOPUU
P® B uenax nmnopro3amell,eHns, OCyLLECTBNAETCH B YBEOOMUTENbHOM MOPSOKE C MUCbMEHHbIM
obda3aTenbCTBOM B TeyeHMe 12 MecsueB Mocrne BHECeHUsI W3MEHEHUW npeacTtaBUTb Bce
HeobxoaMMble OTYEThI

CraTtbsa 31. BHeceHne nameHeHuIn B JOKYMEHTLI, COAepXallumecs B permcTpaumoHHOM 4oChe
Ha 3apernMcTpupoBaHHbLIA  JIEKAPCTBEHHbIM  MpenapaT Anis  BETEpMHapHOro
NPUMEHEHUS

Unpopmayuss o6 uameHeHusix. Yacmpb 1 usmeHeHa ¢ 30 sHeaps 2024 e. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus Yyactn 1 (B pegakuum PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-P3),
KacawLimecsa nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCAYr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMIY, npumeHsawoTca ¢ 1 dauBapa 2026 r.
[ybnukaTtbl perncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHbLIX MpenapaTtoB ANS BETEPUHAPHOIro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgatoTCA

1. B uensx BHeCeHWs U3MEHEeHU B JAOKYMEHTbI, CoAepXallnecs B perucTpauyoHHOM O0Cbe
Ha 3aperMcTpuMpOBaHHbIN NEKapCTBEHHbIN NpenapaTt AN BEeTEPUHaApHOro MpUMEHEHUSs, AepXaTenb
wnu  Bnagerney  perncTpauuoHHOro  yOOCTOBEPEHUSA  NeKapCTBEHHOro  npenapara  unu
YNONIHOMOYEHHOE MM [pYyroe lopuandeckoe nuuo (Aanee B HacTosAWEen cTaTbe - 3asBUTEnb)
HanpaBnseT NOCPeACTBOM eAMHOro nopTtana B YMNONMHOMOYEHHbIV  (befepanbHbIl - OpraH
WCMOMHUTENbHOM BRacTu NOAMUCAHHOE YCUNEHHOW KBanuUUUPOBAHHOW 3MEKTPOHHOW MOAMNUCHIO
3asiBNeHMe O BHECEHUW Takux U3MEHeHun no ¢opme, YCTAHOBMNEHHOW YNOMHOMOYEHHbIM
deanepanbHbIM OpraHoM MCMNOMHUTENBHOW BNACTW, U NpunaraemMble K HeMy M3MEHEHMUS B yKa3aHHbIE
OOKYMEHTbI, @ Takke OOKYMEHTbI, NOATBepXAalLwme HeobXoanMOCTb BHECEHUSI TakUX U3MEHEHUN.
MNpy HeobXOAMMOCTM BHECEHWS WU3MEHEHUI B [OKYMEHTbl, coaepXaliMecs B permcTpauyioHHOM
AOCbe Ha 3aperMcTpyMpoBaHHbIN NEKapCTBEHHbIN MnpenapaTt Ans BEeTEepUHapHOro MPUMEHEHUs, B
Cryyasix M3MeHeHus 1 (Mnu) AOoMNONTHEHUS NMPOM3BOACTBEHHOW MMOLLAAKM NeKapCTBEHHOro cpeacTBa,
a Takke MW3MEHEeHMs nokasaTenew KadecTBa JeKapCTBEHHOro mnpenapaTa And BeTepUHapHOro
NPUMEHEHMS 1 (UNN) METOOOB KOHTPONS KayecTBa NEKapCTBEHHOro npenaparta Ansi BeTepUHapHOro
NPUMEHeHNs 3asBUTENb AOMNOMHWUTENbHO HanpaBnseT MoCPeacTBOM eAMHOro noprana B
YMONMHOMOYEHHbIV  (befepanbHbll  OpraH  UCMNOMHWUTENbHOW BMNAcTU  cnegylowmne  OOKYMEHTbI
(cBepeHus):

UHpopmauusi 06 usmeHeHusix:  [lyHkm 1 uameHeH ¢ 1 aHeaps 2021 a. - ®edeparibHbIlU 3aKOH O0m
27 0ekabps 2019 e. N 478-®03
Cwm. npedbidywyro pedakyuro

1) cBegeHns o paTe npegocTaBreHUs U PerncTpauyoHHOM HOMepe JIMUEH3UUM Ha
NPOM3BOACTBO JIEKAPCTBEHHLIX CPeaCcTB, MPeaoCTaBfiEHHON MPOU3BOAUTENIO JIEKAPCTBEHHOIO
npenapara ansa BeTEPUHAPHOro NPUMEHEHNS, AN POCCUACKNX NpOon3BoaUTENEN;

UHpopmayusi 06 usmeHeHusix:  [lyHkm 2 usmeHeH ¢ 1 gHeapsi 2021 2. - ®edepasibHbIU 3aKOH om
27 Oekabpsi 2019 e. N 478-03
Cwm. npedbidywyto pedakyuro

2) cBepeHua O p[ate npefoCTaBfeHWss W PEerncTpauuMoHHOM HOMepe MUUEH3MU Ha
NpPOu3BOACTBO NEKAPCTBEHHbLIX CPEeACTB, NPeAOCTaBMEHHOW npou3BoauTento apmaueBTUYeCKOn
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cybcTaHumn, BXxogsLen B COCTaB NIEKapCTBEHHOIO npenapara 4 BeTepUHAPHOro NnpuMeHeHus, ons
POCCUCKUX NPON3BOAUTENEMN;

3) konusa OOKYMEHTa, BblOAHHOMO YMOSIHOMOYEHHBLIM OPraHoOM CTpaHbl MPOM3BOAMTENS AN
KagonW MNpOM3BOACTBEHHOW MIOWAAKM JIEKApPCTBEHHOrO mnpenapata Ans  BEeTepMHapHOro
NPUMEHEHMS N NOATBEPXOAKLEro COOTBETCTBME MNPOU3BOAUTENS JIEKAPCTBEHHOrO mMpenapara
TpeboBaHMAM npaBusl Hagnexatllen NponM3BoACTBEHHON NPAKTUMKKU, U €ro NepeBon Ha PycCcKnni si3blK,
3aBEpEeHHble B YCTAHOBIIEHHOM MOpsiAke, a TakkKe KONMUA 3akriyeHus O COOTBETCTBUM
NPoOn3BOANTENS NEKaApCTBEHHbLIX CPeacTB TpeboBaHWAM MNpaBui Haanexawlen npou3BOACTBEHHOM
NPaKkTUKK, BbIOAHHOMO YMNOSTHOMOYEHHbLIM dyefeparnbHbiM OpPraHoM WUCMONMHUTENbHOW BRactTu Ansg
Ka)XOOW NPOM3BOACTBEHHOW MMOWAAKA NEKapCTBEHHOro npenapara Ans  BeTepuHapHOro
NnPUMeHeHnsi, nnbo KonNusl pelleHns O NpPOoBeAEeHMM  WHCMEKTMPOBaAHWSA  MPOU3BOAUTENS
NeKapCTBEHHbIX CPEACTB, NPUHATOrO YMOAHOMOYEHHbIM defeparnbHbiM OpraHOM MCMONHUTENbHOWN
BNacTu A KaXK4on Npou3BOACTBEHHOW MMOLLAAKM NIEKAapPCTBEHHOMO npenapaTa A5 BeTepMHapHOro
NPUMEHEHUs. YKal3aHHble [OOKYMEHTbl MNpeacTaBnsloTCs B Clydae, €ecnu  Npou3BOACTBO
NekapCTBEHHOro npenaparta Ans BeTepUHapHOro NPUMEHEHMSI OCYLLECTBMSIETCS 3a npegenamm
Poccuinckon degepaunm;

4) Konusi OOKYMEHTa, BblAAHHOMO YMOSIHOMOYEHHBIM OpPraHOM CTpaHbl MPOM3BOAMTENS
dapmaueBTMyeckon  cybcTaHuMM U NoATBEPXKOAKOLWEro  COOTBETCTBME  MPOM3BOAMTENS
dapmaueBTMYECKOM CyOCTaHuuK, BXO4SWEW B COCTaB JleKapCTBEHHOro npenapata Ans
BETEPUHAPHOIO NMPUMEHEHNS, TpeboBaHUAM NpaBusl Hagnexallen Npou3BOACTBEHHOW NMPaKTUKK, U
ero nepeBOo[ Ha pPYCCKUMMA A3blK, 3aBEpPeHHble B YCTAHOBMEHHOM rMopsake, B Cnyyae, ecnuv
npov3BoACTBO (hbapMaLeBTUYECKON CyOCTaHuMKM ocyllecTBnseTca 3a npegenamm Poccuiickon
depepaunn.

UHopmauus 06 usameHeHusix. Yacmpb 1.1 usameHeHa ¢ 30 siHeapsi 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus vactn 1.1 (B pepakumn depepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-©3), kacatolmecs npeaocTaBreHns rocygapCTBEHHbIX YCNyr Npu obpalleHUn NeKapCTBEHHbIX
CpeacTB Ans BeTepuHapHoro npumeHeHusa nocpeactsom ENMIY, npumeHsioTes ¢ 1 auBapa 2026 r.
[y6nukaTtbl permcTpaunoHHbIX YOOCTOBEPEHUI JFIEKAPCTBEHHLIX NpenapaTtoB ANS BeTEpPUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

1.1. B cnyyae wu3MeHeHWa W (MnNKU) OOMOMHEHUS NPOW3BOACTBEHHOW  MoOLiaaKu
NeKapCTBEHHOrO CpeacTBa AOKYMEHTbI, YKa3aHHble B 4YacTy 1 HacTosALWEN cTaTbW, NpeacTaBnsalnTCcs
3a8BUTENEM B OTHOLUEHUN W3MEHAEMOM W (MnM) [OMNOSIHAEMOW NPOU3BOACTBEHHOW MrOLaaKu
nekapcTBEHHOro cpegcrtea. PelueHne O BHECEHUM WM3MEHEHUM B OOKYMEHTbI, CoAepXalimecsl B
pPErmcTpaumMoHHOM JOCbe Ha 3apermcTpMpOBaHHbIA JIEKAPCTBEHHbIM NpenapaTt Ansd BeTepMHapHOro
NPUMEHeHUs1, nnn ob oTkase B UX BHECEHUM MPUHUMAETCS B Clyyae HeobxoauMMOoCTu MpOBEAEHUS
3KCNepTu3bl NIEKAPCTBEHHOIO CpPeACcTBa B CPOK, HE MpeBbILAKWMIA OEBAHOCTA pabounx OHEW, a B
OoCTanbHbIX Cyyasix B CPOK, He MpeBbiarowmn Tpuguatn pabounx gHEen co OHA HanpaBneHus
nocpeacTBOM eMHOro nopTana B YNOMHOMOYEHHbLIN dhefepanbHbIi opraH UCNOSTHUTENBbHOW BNacTu
3ad9BMEHNSA O BHECEHUM TaKUX U3MEHEHUIA.

UHpopmauus 06 usameHeHusix.  Yacmpb 1.2 usameHeHa ¢ 30 siHeaps 2024 e. - ®edeparibHbIU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus vactn 1.2 (B pepakumn PepepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-03), kacatollmecs nNpenocTaBreHns rocygapCTBEHHbIX YCNyr Npu obpalleHUn NeKapCTBEHHbIX
CpeAcTB Ans BeTepuHapHoro npumeHeHusa nocpeactsom ENMIY, npumeHsioTes ¢ 1 auBapa 2026 r.
[ybnukaTtbl pPerncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MPenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgalOTCA

1.2. B cnyyae peopraHuMsauum [gepxatens wnu  BrRagenbua  perncrpaumoHHOro
yAOCTOBEPEHNSI NEKAPCTBEHHOrO npenapaTta Ans BETEPUHAPHOro NpUMEeHeHUsl, paspaboTynka wunm
Npou3BOAUTENS JeKapCTBEHHOro npenapaTta AN BeTEepMHAPHOTO MPUMEHEHUS B 3asiBNIEHUMU O
BHECEHUM W3MEHEHUMN B [OKYMEHTbl, coJepXaliMecsi B PErucTpauMoHHOM [JoCcbe Ha
3aperncTpmMpoBaHHbIN fIEeKapCTBEHHbIM MNpenapaT Ans BETePUHAPHOrO NMPUMEHEHWs, yKasblBaloTCs
AaHHble [OKYMEeHTa, MOATBEepPXKAaloWero BHECEHWEe COOTBETCTBYIOLUMX W3MeHeHun B EauHbIN
rOCyapCTBEHHbIN peecTp topuavyeckux nuy (4ns  opraHusauuii, 3apermcTpupoBaHHbIX Ha
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Tepputopun Poccuiickon degepauun), UM MHOro AOKYMEHTa, NoATBEpPXKOaloLWero peopraHmsaumio
lopuandeckoro nuua (4na opraHu3auuin, He 3aperMcTpupoBaHHbIX Ha TeppuTopumn Poccuiickon
degepaunn). 3asBneHne 0 BHECEHUMN N3MEHEHUI B LOKYMEHTbI, COAEPXaLLMECH B PErMCTPaLOHHOM
0OCbe Ha 3aperncTpupoBaHHbLIN JIEKAPCTBEHHLIN NpenapaTt Ans BEeTEePUHAPHOro MPUMEHEHUS, ©
npunaraeMmble K HeMy [OOKYMEHTbl HanpaBfslTCA MNOCPeACTBOM  €AMHOro noprtana B
YNOSTHOMOYEHHbIN heaepanbHbln opraH UCMOSIHUTENBHOM BAacTU He No3gHee 4Yem yepes TpuauaTb
pabounx OHen Co AHS BHECEHUSA COOTBETCTBYHOLUMX M3MEHEHUN B EQWHBIM rOCy4apCTBEHHbIN peecTp
opuandeckux nuy, (4na opraHvMsauun, 3aperncTpypoBaHHbIX Ha TeppuTopunm  Poccuiickon
depgepauun) unM co  OHA  NPUHATUS  COOTBETCTBYIOLLErOo [OKYMEHTa, MOATBepXAatoLlero
peopraHusauuio pPUANYECKoro nuua (ang opraHuMsaunmn, He 3aperucTpupoBaHHbIX Ha TeppuTopuu
Poccuinckon ®enepaummn). B cnyyae peopraHusauumn gepxxatens unu Bnagensua pernctpalmMoHHOro
yOOCTOBEPEHMS FEeKapCTBEHHOro npenapata Ans BeTEepUHapHOro MNpUMEHEHUs 3asBreHue o
BHECEHMM WU3MEHEHM B [OOKYMEHTbl, COAepXalimecs B  PErucTtpauumoHHOM [OCbe Ha
3apEerMcTpMpOBaHHbIN  JIEKAPCTBEHHbI NpenapaTt And BEeTEpPUMHaApHOro nNPUMEHEHMs, noJaeTcs
OPMONYECKUM NMLIOM, KOTOPOMY B XO4e peopraHvsauuu nepefaHo npaBo BnageHUd Takum
perncTpaumoHHbIM YOOCTOBEPEHMEM.

UHgpopmayusi 06 usmeHeHusix: DedepasribHbiM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 2 cmambu 31 Hacmoswezao PedepasibHo20 3aKOHa 8HECEHbI U3MEHEHUSs, ecmynarouue 8
cuny ¢ 1 urons 2015 a.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

2. B cnyyae BHeceHMs U3MEHEHUN B AOKYMEHTbI, COgepXallnecsl B PErMcTpaunoHHOM 4OCbe
Ha 3aperMcTpMpoBaHHLIN NIEKAPCTBEHHLIN NpenapaT A BETEPUHAPHOIO NPUMEHEHWS], B OTHOLLIEHUM
cBefleHWN, yKkasaHHbIX B rognyHkrax "e", "x", "k", "n", "H", "c", "x" nyHkrta 7 vactm 3 crtatbu 17
HacToswero defepanbHOro 3akoHa, M3MeHeHUst 1 (MnNn) JONOMNHEHMS NPOU3BOLACTBEHHOW NMOLLAAKN
nekapCTBEHHOro CpeAcTBa, a Takke B Cnyyae M3MEeHeHUs rnokasaTerien KayecTBa IleKapCTBEHHOro
npenapara ans BeTepuUHaApHOro nNpMMeHeHns 1 (UnmM) METOAOB KOHTPOSS KavyecTBa fekapCTBEHHOro
npenaparta Ansi BETEPUHAPHOro NMpMMEHEHNA MPOBOAUTCHA 3KCMepTU3a NeKapCTBEHHOro cpeacTBa
Ons  BeTepuMHapHOro npuMeHeHud. B cnydyae HeobBXOOUMOCTW BHECEHMS WHbIX WU3MEHEHWA B
OOKYMEHThI, cogepxalimecss B perncTpaumMoHHOM JOCbe Ha 3aperMcTpupoBaHHbIN FIEKAPCTBEHHLIN
npenapatr 4ns BETEPUHAPHOrO MPUMEHEHUs, 3KCMepTu3a feKapCTBEHHOrO cpeactea  Ans
BETEPUHAPHOIrO NMPUMEHEHNSA HE MPOBOAUTCA.

Unpopmayuss o6 usmeHeHusix. Yacmpb 3 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus Yyactn 3 (B pegakumm PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-d3),
KacawLimeca nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CPeacTB
ONs BeTepuHapHoro npumMmeHeHus nocpeactsom ENMTY, npumensiotca ¢ 1 auBapsa 2026 .
[yb6nukaTtbl perncTpaunoHHbIX YOOCTOBEPEHMIA NEKAaPCTBEHHbLIX NpenapaTtoB ANS BeTepUHAPHOro
npumeHeHus ¢ 1 auBapsa 2026 r. He BblgaloTCA

3. 3aaBuTenb Bnpase NpeacTaBuUTb NO COOCTBEHHOW MHUMUMATUBE BMECTE C 3asiBfieHNEM O
BHECEHMM W3MEHEHUMNW B [OOKYMEHTbl, cogepXalimMecs B PerncTtpauMoHHOM [OOCbe Ha
3aperncTpMpoBaHHbIN  NIEKAPCTBEHHbLIN Npenapat Ang BeTEepUMHAPHOro NPUMEHEHWS, PEKBU3UTHI
OOKYMEHTOB, MOATBEPXOAWMX ynnaTty rocyaapCTBEHHOM MOLWMMHbI 3@ BHECEHWE B AOKYMEHTbI,
coepkaliuecs B permcTpaumoHHOM JOCbe Ha 3aperMcTpuMpOBaHHbIN NekapCTBEHHbIW Npenapat Ang
BETEPUHAPHOIO MPUMEHEHUS, U3MEHEHMIN, TPebyoWNX NpoBeaeHNS 3KCNepTU3bl FIEKAPCTBEHHOMO
CPeAcCTBa, UM U3MEHEHUIN, He TpebylLwmnx NpoBEeAEHNST KCMEPTM3bl NIeKapCTBEHHOro cpeacrtea. B
cnyyae Heo6xo4MMOCTU N3MEHEHUSA CBEAEHWU, COAEepPKALLUXCHA B perMcTpaumoHHOM yOOCTOBEPEHU
nekapCTBEHHOro npenapara Ansi BEeTepMHApHOro NpUMEHeHUs, ¢ 3asBneHnemM, ykasaHHbIM B Yactu 1
HacTosLWen cTaTbW, 3asiBUTENb BnpaBe MNpeactaBuUTb MO COOCTBEHHOW WHULMATMBE PEKBUUTHI
OOKyMeHTa, NoATBepXKAaloLero ynnaTty rocyaapCTBEHHOM MOLUMUHLI 3@ Bbidavy perncTpauyoHHOro
yOOCTOBEPEHNS NeKkapCTBEHHOro npenaparta. 3asBuTenb BhpaBe NpeacTaBuUTb MO COBCTBEHHOM
MHMUMaTUBE CBEOEHUS O NUUEH3USX, YKasaHHble B NMyHkTax 1 n 2 yactu 1 HacTodAwen crtaTtbn, a
TaKkke BblgaBaemble YNOMHOMOYEHHbIMM doefepanbHbIMU  OpraHaMn  WUCMOMHUTENbHOW BRacTu
OOKYMEHTbI, yKasaHHble B nyHkTe 3 4actu 1 HacTtoswen crtaTbW. B crnydyae HenpeacTtaBneHus
YyKa3aHHbIX [OOKYMEHTOB (CBeAeHMI) YNONMHOMOYEHHbIN beaepanbHbii OpraH WCMOMHUTENbHOM
BNacTM 3anpawmBaeT YyKa3aHHble [OOKYMEHTbl (CBeOeHWsl) B Mopsiake MeXBEeOOMCTBEHHOMO
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MHOPMaLIMOHHOIO B3aUMOAENCTBUA.

4. B cpok, He npeBblllaroLWwmnn gecatn paboumx gHen Co gHS NOCTYNNEHNs yKa3aHHOro B YacTu
1 HacTosiWwen cTaTbl 3asaBMEHUST U HEOOXOAUMbLIX OOKYMEHTOB, YMOSHOMOYEHHbIA denepanbHbIii
opraH UCMONHUTENBHOW BNACTH:

1) npoBOAWT MpPOBEPKY MOMHOTbI M [OOCTOBEPHOCTU CBEOEHUN, COOEpXallMxcs B
nNpeacTaBfeHHbIX 3asiBUTENEM JOKYMEHTaX;

2) NpvHMMaeT pelleHMe O TMpPOBEAEHMM IKCMEePTU3bl JFIEKAPCTBEHHONO CpeacTBa Ans
BETEPUHAPHOIro NpMMeEHeHNs Unn ob oTkase B ee NPoOBEAEHUH;

UHpopmauus 06 usmereHusx:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH Om
30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus nyHkta 3 (B pepakumn dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-03), kacatolmecs npeaocTaBieHnUs rocyJapCTBEHHbIX YCNyr Npu obpalleHUn NeKapCcTBEHHbIX
CpPeAcTB Ans BeTepuHapHoro npumeHenusa nocpeactsom ENIY, npumensioTes ¢ 1 auBapa 2026 r.
[ybnukaTtbl pPerMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MPenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgakoTCsA

3) HanpaenAaAeT nocpeacrtsoM e€VMHOro noptana 3adBUTENO noarnncaHHoe yCMHeHHOVI
KBaHMd)MLlMpOBaHHOVI 3ﬂeKTpOHHOl7| noanncbo yseaomrneHne o NnpuHATOM pelleHnn unm B criyyvae
NPUHATNA peLleHnd o6 oTkase B nposBegeHnn JSKCNepTu3bl J1IeKapCTBEHHOINoO cpeacrtBa AOnd
Be€TepUHapHOro npuMeHeHuna C yka3aHmem npu4nH Takoro otkasa.

UHpopmayusi o6 usmeHeHusix: YHacmpb 4.1 usameHeHa ¢ 30 sHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHusa yactn 4.1 (B pepakumn denepanbHoro 3akoHa ot 30 guBapsa 2024 r. N
1-03), Kacatollmecs npenocTaBreHus rocygapCTBEHHbIX YCIyr nNpu obpalleHUn INeKapCTBEHHbIX
CcpencTB Ans BeTepuHapHoro npumeHeHust nocpeactsom ENMMNY, npumensaiotca ¢ 1 aHBapsa 2026 r.
[y6nukaTtbl permcTpaunoHHbIX YOOCTOBEPEHMIA NIEKAPCTBEHHLIX NpenapaTtoB ONA BeTEpPUHAPHOro
npumeHeHus ¢ 1 auBapsa 2026 r. He BblgaloTCA

41. B cnyyae BbISIBNEeHUS HEOOCTOBEPHOCTM W (UNIM) HEOOCTaTOMHOCTUM CBedeHWUW,
codepxawuxca B MpeAcTaBneHHbIX 3asBuTenemM martepuanax, YrnonHOMOYEeHHbI denepanbHbii
opraH UCMOSTHUTENbHON BMacTu HanpasnseT NnocpeacTBOM eAUHOro noprana 3asBuTento 3anpoc o6
YTOYHEHMM YKa3aHHbIX CBeLEeHWUN, MOAMNUCAHHbLIA YCUIEHHOW KBanuUUUMPOBAHHOM 3f1EKTPOHHOM
NOANMUCHIO.

UHpopmayusi o6 usameHeHusix: Yacmpb 4.2 uameHeHa ¢ 30 siHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: lMNonoxeHus yactn 4.2 (B pepakumn PepepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-®3), kacawwmecs npeaocTaBneHusl rocyaAapCTBEHHbIX YCIyr npy obpalleHun nekapcTBEHHbIX
CpeacTB ANns BeTepuHapHOro npumeHenua nocpeactsom ENIY, npumenatoTea ¢ 1 auBapa 2026 r.
[ybnukaTtbl perncTpaunoHHbIX YOOCTOBEPEHUN MEKAPCTBEHHbLIX MpenapaTtoB ANsS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgaloTCA

4.2. 3aaBuTenb 00s3aH HanpaBuUTb MOCPEACTBOM €4MHOro nopTana B YNONTHOMOYEHHbI
defepanbHbIn OpraH MCMNOMHUTENLHOW BNAcTW MOAMUCAHHBIA YCUNEHHOW KBanuguuupoBaHHOM
SMNEKTPOHHOM  MOAMUCBLID  OTBET Ha  3anpoc  YrNorHOMOYEHHOro  hefeparnbHOro  opraHa
NCMOMHUTENbHOW BRacTh B CPOK, HE MpeBbILAoWMNn AeBSHOCTa paboymx OHeW CO AHA NOMyyYeHus
YMNOMHOMOYEHHbIM dhefeparnbHbIM OPraHoM UCMNONHUTENBHOW BMACTU 3NEKTPOHHOrO yBeJOMITEHUSA O
nony4yeHun 3assuTernemMm daHHoro 3anpoca. Cpoku, ykasaHHble B 4dactu 1.1 HacToswewn cratbwy,
NpUYOCTaHaBNMBAKOTCA CO OHA HanpaBneHWs NOCPeAcTBOM eOMHOro noprana 3asBuTento 3anpoca
YNOMHOMOYEHHOIO  (befdepanbHOro opraHa MCMOSHUTENbHOW BNAcTM A0 [AHS  HanpaBneHus
nocpeacTBOM edMHOro nopTarna B YNorHOMOYEHHbIN dhefeparbHbI OpraH UCNOSTHUTENBHOW BNacTu
OoTBeTa Ha [aHHbIA 3anpoc M HEe YYUTLIBAKOTCA MPU MCHUCIIEHUU CpOKa MPUHATUSA peLleHnsd o
BHECEHUM W3MEHEeHMM B [JOKYMEHTbl, coAepxalmecsa B  pPerucTpauuoHHOM [OCbe Ha
3aperncTpMpoOBaHHbLIN NeKapCTBEHHbIV npenapaT Ang BeTepuHapHOro NpUMeHeHUs.

UHpopmayusi 06 usmeHeHusix:  Yacmb 5 usameHeHa ¢ 15 uroHs1 2018 2. - ®edeparibHbIl 3aKOH om
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4 uroHs1 2018 e. N 140-®3
Cwm. npedbidywyto pedakyuro

5. OcHoBaHveMm [Ons oTkasa B MNPOBEAEHUM 3KCNEepTU3bl JIEKApCTBEHHOrO cpeacTea Afis
BETEPMHAPHOIO MPUMEHEHUS ABNSIETCA NpeacTtaBneHMe AOKYMEHTOB, yKasaHHbIX B Yactax 1 u 3
HacTosWeNn cTaTbW, B HEMOMHOM OObeME WM OTCYTCTBME B MPEACTaABIEHHbIX AOKYMEHTax
OOCTaTOYHbIX CBEOEHUN, noATBEpPXOalWmnX HeobXoAMMOCTb BHECEHUS U3MEHeHun, nnbo
HenpeacTaBreHWe 3adBUTENEeM B YCTaHOBMEHHbIA CPOK OTBeTa Ha YKasaHHbin B 4actn 4.1
HacTosLWen cTaTby 3anpoc yNonHOMOYEHHOro doefepanbHOro opraHa UCMoMNHUTENbHOW BracTu.

6. OkcnepTmsa nekapCTBEHHOro cpeacTBa Ans BETEPUHAPHOro MNPUMEHEHMsT B Lensax
BHECEHUS WU3MEHEeHUNW B [OOKYMEHTbl, coAepXallmecs B  PerucTpaumoHHOM [OCbe Ha
3aperncTpMpOBaHHbIN NIeKapCTBEHHbIN NpenapaT Ang BeTEPMHAPHOro NPUMEHEHNS, OCYLLEeCTBRSETCS
B Nopsiake, yCTaHOBEHHOM cTaTben 24 HacToswero PegepanbHOro 3akoHa.

UHpopmayusi o6 usameHeHusix: Yacmpb 6.1 usameHeHa ¢ 30 sgHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHusa yactn 6.1 (B pepakumn depepanbHoro 3akoHa oT 30 guBapsa 2024 r. N
1-03), kacatlollmecs npenocTaBreHus rocygapCTBEHHbIX YCyr nNpu obpalleHUn INeKapCTBEHHbIX
cpencTB Ans BeTepuHapHoro npumeHeHust nocpeactsom ENMMY, npumensaioTca ¢ 1 aHBapsa 2026 r.
[y6nukaTtbl permcTpaunoHHbIX YOOCTOBEPEHMA NIEKAPCTBEHHLIX NpenapaTtoB ONS BeTepUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

6.1. B cpok, He MpeBbIWaWmMn gecatn paboumx OHen Co AHS HanpaBfeHUst NOCPEACTBOM
€4NHOro nopTana B ynofmHOMOYEHHbIN dhefepasibHbI OpraH UCMOMHUTENbHOM BIACTU NONUCAHHOIo
YCUNEHHON KBanndUUMPOBAHHOW 3SIEKTPOHHOM MOAMUCHI0 3aKSOYEHUST KOMUCCUM 3KCMEPTOB MO
pesynbTaTaM YKasaHHOW B 4acTu 2 HacTosiwen CcTaTbW 3KCNepTu3bl, YNOSITHOMOYEHHbLIN
deaepanbHbIi OpraH UCNOTHUTENbHOW BacTH:

1) NpuvHUMaeT peleHne O BHECEHUM WU3MEHEHWA B [OOKYMEHTbl, coAepalumecss B
pPerncTpaumMoHHOM [OCbEe Ha 3aperncTpvpOBaHHbLIN NIEKAPCTBEHHbIN npenapaT Ans BEeTepUHapHOro
nNpUMeHeHus, nnn o6 oTkasze BO BHECEHUUN TaKUX UBMEHEHWNA;

UHpopmauus 06 usmereHusix:  [lyHkm 2 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH O0m
30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakuuro

FTAPAHT: MNonoxeHus nyHkta 2 (B pepakumn dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-03), kacatolmecss npenocTaBeHns rocygapCTBEHHbIX YCNyr Npu obpalleHUn NeKapCcTBEHHbIX
CpPeAcTB Ans BeTepuHapHoro npumeHeHusa nocpeactsom ENMIY, npumeHsaioTes ¢ 1 auBapa 2026 r.
[ybnukaTtbl pPerncTpaunoHHbIX YOOCTOBEPEHUN NEKapPCTBEHHLIX MpPenapaTtoB ANsS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgalOTCSA

2) BHOCUT B FOCWJ,GpCTBGHHbIVI peecTp NneKkapCTBEHHbLIX CpeacTtB Ha OCHOBaHUW pelleHnAa o
BHECEHUN W3MEHEHMA B OOKYyMEeHTbl, coaepxawunecda B  permcrpauyMoHHOM OOCbe Ha
3apeFVICTpVIpOBaHHbIIZ HeKapCTBeHHbIVI npenapar ana BetepmnHapHOro npumMmeHeHud, Heobxoanmble
N3MEHEHWNA;

UHpopmayusi 06 usmeHeHusix: Yacmb 6.1 OornonHeHa nyHkmom 3 ¢ 13 asaycma 2019 a. -
®edeparibHbIl 3aKoH om 2 agaycma 2019 e. N 297-03

3) Bbla@eT 3asBUTENO HOBOE PErMcTpauUMoHHOE YAOCTOBEPEHWE NEKapCTBEHHOMO Npenapara
ANs BeTEPUHaAPHOro NPUMEHEHNS B criydae HeoGX0oaAMMOCTU U3MEHEHMS CBEAEHWUIA, COOAEPXKALLNXCS B
HeM, C COXpaHeHnemM Homepa paHee BblaHHOrO PEerncTPaLMoHHOIO YaA0CTOBEPEHNS NIEKapCTBEHHOIO
npenapata Ans BeTepUHAPHOro NpUMEHEHUS.

UHgpopmayuss o6 usmeHeHusix: Cmambsi 31 OornonHeHa vyacmbto 6.2 ¢ 15 uwHs 2018 e. -
®edeparibHbIl 3akoH om 4 uroHsA 2018 2. N 140-03

6.2. B cnyyae BHeCeHWs U3MEHEHWA B [OOKYMEHTbl, coaepXalliuecs B PerucTpaLyoHHOM
[OCbe Ha 3aperucTpyMpoBaHHbIA NEKAPCTBEHHbIN MnpenapaTt Ans BeTEePUHAPHOrO MPUMEHEHUs, B
4yacTu, KacarLencst U3BMeHeHUst U (UNn) AONOMHEHUS NPON3BOACTBEHHON MIOLLAAKM NEKAPCTBEHHOMO
npenapata, npu npeacTaBlieHUM 3asiBUTENEM B COOTBETCTBUM C MyHKTOM 3 4actu 1 HacTosiwen
cTaTbM KOMUWM peLUeHus1 YMNONHOMOYEeHHOro defeparnibHOro opraHa WCMNONHUTENBbHON BRactn o
NpoBeAEHUN MHCTNEKTUPOBAHUS NPOU3BOAUTENS NEeKapCTBEHHbIX CPeACTB CPOK, YKasaHHbIA B YacTu
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6.1 HacTosiwen cTaTbl, NPMOCTaHABNMBAETCA CO AHSA MOSyYEHUS 3aKIYEHUS KOMUCCUU SKCNEepTOB
00 [OHSA NPUHATUSA YNONTHOMOYEHHbIM ddeaeparnbHbIM OpraHoM MCMONHUTENBHOW BRAacTU PeLleHnst o
Bblgaye mnum o6 oTkase B Bblaaye 3ak/lO4eHUs O COOTBETCTBUM NPOU3BOAMTENS NEKapCTBEHHbIX
cpeacTB TpeboBaHMAM MpaBus Hagnexallen NpoM3BoACTBEHHON NPAKTUKK, HO He Bonee Yem Ha CTo
BOCEMbAECAT paboumx gHen.

UHpopmayusi o6 usameHeHusix: Yacmpb 7 usmeHeHa ¢ 15 utoHs 2018 2. - ®edeparsibHbIl 3aKOH om
4 uroHs1 2018 2. N 140-®3
Cwm. npedbidywyto pedakyuro

7. OcHoBaHMeM pfnisi OTkaza BO BHECEHWM W3MEHEHWI B [OKYMEHTbI, coaepalimecsi B
PEerncTpaumMoHHOM [JOCbe Ha 3aperMcTpMpoBaHHbLIN fiekapCTBEHHbIVM npenapaT Anst BeTepuHapHOro
NPUMEHEHMs1, B crny4asix, He Tpebylolnx NPOBEAeHUs1 IKCMepTU3bl JIeKapCTBEHHOro CpeacTBa,
ABNSIeTCA NpeacTaBneHne OKYMEHTOB, yKa3aHHbIX B YacTsax 1 1 3 HacToslen ctaTbi, B HEMNOTHOM
ob6beme Mnu oTCyTCTBME B NpeacTaBlEHHbIX AOKYMEHTaX CBEAEHWI, KOTopble OOMMKHbI ObiTb B HUX
oTpaxeHbl, NGO HenpeacTaBreHne 3asiBUTENEM B YCTaHOBIIEHHbIN CPOK OTBETa Ha yKa3aHHbIN B
yact 4.1 HacTosilLen cTaTbW 3anpoc YNOrHOMOYEHHOro dedepanbHOro opraHa WUCMOSHUTENbHOW
BMacTu.

UHepopmayusi 06 usmeHeHusix.: Cmambsi 31 OononHeHa vyacmbto 7.1 ¢ 15 uwHs 2018 e. -
®edeparibHbIl 3akoH om 4 uroHs 2018 2. N 140-®3

7.1. OcHoBaHMeM [ONns OTKasa BO BHECEHWM W3MEHeHW B OOKYMEHTbI, coaepXaljmecs B
PErncTpaLMoHHOM [0CbE Ha 3aperucTpMpoBaHHbLIN NekapcTBEHHbIVM npenapaT Ans BeTepuHapHOro
NPUMEHEHMS, B Cryyasix, TPeOYIoLLIMX NPpoBeaeHUs IKCNEPTU3bl NeKapCTBEHHOrO CPEeACTBa, ABNsSeTCs
3aKroYeHne YrnosIHOMOYEHHOro heaeparibHOr0 opraHa WCMOMHUTENbHOM BNAacT O BO3MOXHOCTM
CHWxeHns 6e3onacHocTW, kadecTBa, 3(PHEKTMBHOCTM IEKAPCTBEHHOrO npenapata BcrneacTBue
BHECEHUS] U3MEHEHWI B yKa3aHHble OOKYMEHTbl, OTKa3 YrMONHOMO4YeHHOro deaepanbHOro opraHa
NCMONHUTENbHON BNAacTW B Bblaye 3aKiOYeHUss O COOTBETCTBUM MPOU3BOAUTENS NEeKapCTBEHHbIX
cpeacTB TpeGoBaHUSIM MpaBus Hagnexallen NPOU3BOACTBEHHON NPaKTUKM B Criydae U3MEHEHUs u
(Mnn) gononHeHUs NPoM3BOACTBEHHOW NIOLWAAKN NeKapCTBEHHOro npenapara, ecrnv Nnpou3BOACTBO
neKapcTBEHHOro npenapaTta Ans BeTepMHAPHOro MPUMEHEHMS OCYLLECTBNSETCA 3a npedenamu
Poccuiickon denepaumm, Unm oTCyTCTBUE 3TOMO 3aKIOYEHUS.

UHpopmayust 06 usmeHeHusix:  @eodeparsibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb
8 cmambu 31 Hacmosiwezo @edeparibHO20 3aKOHa U3MIOXeHa 8 HOB8OU pedaKkyuu, ecmyrnarouel 8
cuny c 1 urong 2015 a.

Cm. mekecm 4yacmu 8 npeodbidywel pedakuyuu

8. [donyckaeTcs obpaleHne nekapCTBEHHbIX NpenapaToB ANs BETEPUHAPHOIO NpUMEHEHUs
00 WCTEeYeHus1 cpoKa rOAHOCTU, NPOU3BEAEHHbLIX B TEYEHWEe cTa BOCbMWOECATU AHEW nocne aatbl
NPUHATUSA  YNOSTHOMOYEHHbIM  doefeparnbHbiM  OPraHoOM  WUCNOSTHUTENbHOW BMAcTU  peLUeHns O
BHECEHNN U3MEHEHUN B JOKYMEHThI, CoAepXalimecs B permcTpauuoHHOM JOCbe Ha fleKapCTBEHHbIN
npenapart, B COOTBETCTBUM C WH(popMauuen, copepxawencs B [OKYMEHTax pPerucrpaumoHHOro
[0Cbe Ha flekapCTBEHHbIN npenapart 40 AaTbl NPUHATUS Takoro peLueHus.

FTAPAHT: CM. koMMeHTapum k ctaTbe 31 HacToswero PeagepanbHOro 3akoHa

CraTtbsa 32. OTMeHa rocygapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara

PeweHne 06 oOTMeHe rocygapCTBEHHOM perncTpaumyM nekapcTBEHHOro mnpenapata MU
WCKIIOYEHUN NeKapCTBEHHOro npenaparta M3 rocygapCTBEHHOrO0 peecTpa JieKapCTBEHHbIX CpeacTs
NPYHMMaeTCs YNONTHOMOYEHHbIM (beeparibHbIM OpraHOM UCMOMHUTENBbHOW BriacTu B Criyyae:

1) npeactaBneHMsi  COOTBETCTBYHOLUMM  YMOSHOMOYEHHbIM  doeaeparnbHbIM - OpraHoMm
WCNONHUTENBbHOW BRacTu 3aKmoyeHns O pucke mnm o6 yrpose 340pOBblO, XMU3HU YerioBeka WUnu
XMBOTHOrO NP NPUMEHEHUU JleKapCTBEHHOro rnpenapaTa, npesbilwaowmx ero apekTUBHOCTb, Mo
pes3ynbTaTtam OCYLLECTBIIIEMOro MM MOHUTOPUHra 6€30NacHOCTU NNeKapCTBEHHOro npenaparTa;

UHpopmauus 06 usmereHusix:  [lyHkm 2 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH O0m
30 sHeapst 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus nyHkTa 2 (B pepakumn dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-03), kacatolmecs npenocTaBfeHns rocygapCTBEHHbIX YCNyr Npu obpalleHUn JNeKapCTBEHHbIX
CpeAcTB ANd MeAULUMHCKOro npumeHeHus nocpeactesom EMAC3 un (unum) EMCY, npumenstoTes ¢ 1
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auBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKapCTBEHHbIX MpenapaTtoB  Ans
MEeOMLMHCKOrO MPUMEHEHUd, noaTBep)xaatolmnme dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTerne n ayonukaTtbl PErMCTPaLMOHHbBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ona MmeguumMHcKkoro npumeHenus ¢ 1 auBapsa 2025 r. He BblgatoTcs

MonoxeHnus nyHkta 2 (B pepakumm PepepanbHoro 3akoHa oT 30 gauBapsa 2024 r. N 1-93),
KacatoLmecsa npenocTaBrneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoM ENMIY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl perncTpaunoHHbIX YOOCTOBEPEHUN NEKapCTBEHHLIX MPenapaTtoB AN BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgalOTCA

2) nopaus pepxaTtenem  wunu  BragenbueM  PErncTpauMoHHOrO  yAOCTOBEpPEeHUst
nekapCcTBEHHOro rnpenapara unm ynofHOMOYEHHbIM UM APYTM IOPUANYECKUM NMLOM 3asaBrieHus ob
OTMEHe roCyAapCTBEHHOW perucTpauun nekapCcTBEHHOro npenapaTta, MOoAMMCaHHOro YCUIEHHON
KBannMuunMpoBaHHOW 3IIEKTPOHHOW MOAMNUCLIO, MYTEM ero HanpasneHus nocpeacTBOM efuMHOro
nopTana B YNOMHOMOYEHHLIN hedeparnbHbli OpraH UCMOSTHUTENbHOW BRACTU WA FINYHBLIN KAaOMHET
YNOSTHOMOYEHHOrO (hefepanbHOro opraHa UCMOSNHUTENBHOM BNacTn B e4MHON CUCTEME;

3) HenoaTBepPXAEeHUA rocyAdapCTBEHHOW perucTpauum fekapcTBEHHOro mnpenaparta no
UCTEeYeHUN cpoKa OEeNCTBUS PErMcTpaLmoHHOro yaqoCcToBepEeHUs, BblAAHHOMO Ha NATb NeT;

4) HenpencrvaBrieHUs 3asiBUTENEM WHoOpMauMM, KOoTopas MOXET MOoBfeyYb 3a cobon
HeobX0OUMOCTb BHECEHUSI U3MEHEHWI B AOKYMEHTbI, COAepXXalmnecs B perMcTpaLmMoHHOM A0Cbe Ha
3aperncTpmMpoBaHHbI NEeKapCTBEHHbIN npenapaT, B TeveHwe Tpuguatu paboumx OHen co AHS
HaCTyNNeHnsa 3TUX N3MEHEHUIA;

UHpopmayuss o6 usmeHeHusix: @DedepasibHbIM 3aKkoHoOM om 22 Oekabpsi 2014 2. N 429-®3 s
nyHkm 5 cmambu 32 Hacmosiwezo ®edeparibHO20 3aKOHA 8HECEHbI UBMEHEHUS, 8Cmyrnaruiue 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm riyHKkma 8 rpeobidyuied pedakyuu

5) ocyllecTBrneHNss rocyqapCTBEHHOW perucTpaumMm neKkapcTBEHHOro npenaparta nog
TOProBbIM HaMMEHOBaHMEM 3apPErMcTPUPOBAHHOIO paHee Mnof 3TUM TOProBbIM HavMeHOBaHWeM
reKkapcTBEHHOrO npenapaTa, OTNMYaloLWErocs Ka4eCTBEHHbIM COCTAaBOM AENCTBYHOLLMX BELLECTB;

UHpopmayusi 06 usmeHeHusix:  [lyHkm 6 usmeHeH ¢ 15 uroHs 2018 a. - @edeparibHbIl 3aKOH om 4
uroHs1 2018 2. N 140-03
Cwm. npedbidywyto pedakyuro

6) ocyLlecTBNeHMs rocygapCTBEHHOW perncrTpauum OOHOro M TOro >Ke FeKapCTBEHHOro
npenapata B OTHOLIEHMM OOHOTO M TOrO Xe [AepxaTens unvM Bnagenbua pernctpaumoHHOro
yAOCTOBEPEHMS NekapCTBEHHOIO nNpenapaTa B Buae AByxX U 6onee nekapCTBEHHbIX NpenapaToB Nog
pasnuYHbIMN TOProBbIMW HAVMMEHOBAHNUSIMMU;

7) BbIHECEHUS CyOOM PpeLlleHMs O HapylleHMM npaB npaBoobnagarens OOBLEKTOB
WHTENNEeKTyanbHON cOBCTBEHHOCTU NP OOpaLLEHNN NEKAPCTBEHHbIX CPEACTB;

UHpopmayuss 06 usmeHeHusix: ®edepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 32 Hacmosiwe2o ®edeparibHO20 3aKoHa O0rosIHeHa ryHKmMom 8, acmynarouwum 8 cusy ¢ 1
urons 2015 e.

8) oTcyTcTBMSA nEeKapCTBEHHOro npenaparta B obpauweHun B Poccunckon depepaumm B
TeyeHue Tpex un bonee ner;

UHpopmayusi 06 uameHeHusix: @DedepasribHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
cmamesi 32 Hacmosiwe2o ®edepanibHO20 3aKoHa O0rosIHeHa rnyHKmom 9, ecmynarouwum 8 cusy ¢ 1
urons 2015 e.

9) HeBbLINOMHEHMS1 OepxaTenem WnuM BrnagenbLemM PerMcTpaumoHHOro  yAOCTOBEPEHUS
fnekapcTBeHHOro npenapara nvMBo  YNOMHOMOYEHHbIM UMW OPYTMM  HOPUAMYECKMM  FIULIOM
MeponpusiTuiA no obecnevyeHUto GEe30NacHOCTU NEKAPCTBEHHbIX MpenapaToB, YCTaHOBIEHHbIX
YNOSIHOMOYEHHbIM hefeparnbHbIM OpraHOM UCMNOMHUTENbHOW BNAacT B COOTBETCTBUM C YacTsaMu 3 U
4 ctatbu 64 HacTosilero dPefepanbHOro 3akoHa, B paMkax OCyLLEeCTBNeHNs hapMakoHaa3opa;

UHpopmayus 06 usmeHeHusx: @DedepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
cmambs 32 Hacmosiueao PedeparsibHo20 3aKoHa dorosiHeHa rnyHkmom 10, ecmyrnarowum 8 cusy ¢
1 urons 2015 e.

10) OTKasa fAepxartend unn snagenbua permctpauMoHHOro yaoCctoBepeHNA NekapCTtBeHHOro
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npenapaTta nMBo YNOrHOMOYEHHOIO VMW APYroro HpuUaMYEcKoro nuua OT BHECEHWUS U3MEHEHUI B
WHCTPYKLMIO MO MPUMEHEHUIO NEKapCTBEHHOrO npenapara, KacaloLlMXCs HOBbIX MOATBEPXOEHHbIX
AaHHbIX O TOM, YTO PUCK MPUYMHEHWUs Bpeda 300POBbI0 YeroBeka WM XMBOTHOTO BCIEACTBME
npuema nekapcTBEHHOro npenapara npeBblwaeT 3PPEeKTUBHOCTb €ro NPUMEHEHMS.

FAPAHT:  Cwm. koMMmeHTapun k ctaTtbe 32 HacToswero degepanbHOro 3akoHa

CraTbs 33. [ocygapCTBEHHbIN PEECTP JIEKAPCTBEHHbIX CPEACTB

FTAPAHT: Cwm. lNMonoxeHne o NocyaapCcTBEHHOM peecTpe NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHOE
MwuH3sgpaBsom PP 1 gekabps 1998 r. N 01/29-15

1. FocyaapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPEACTB COAEPXKUT nepeyeHb NekapCTBEeHHbIX
npenapaToB, MPOLIEALIMX T[OCYAapCTBEHHYIO  peructpauunto, nepeyeHb apMaLeBTUHECKMX
cyGCcTaHLMiA, BXOASLLMX B COCTaB fleKapCTBEHHbIX NpenapaTtoB, 1 cneayoLyro MHopmaLumio:

1) B OTHOLLEHWM NeKapCTBEHHbIX NpenapaTos:

UHgpopmayusi 06 usmeHeHusix: DeodepasribHbIiM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
nodnyHkm "a" nyHkma 1 yacmu 1 cmambu 33 Hacmosiwezo ®PedepasibHO20 3aKOHa 6HECEHbI
uameHeHusi, ecmynarowjue 8 cusny ¢ 1 uronsg 2015 e.

Cm. mekcm rodnyHkma e rpedbidyuiel pedakyuu

a) HaMmeHoBaHVe ekapCTBEHHOro npenaparta (MexayHapoaHoe HernaTeHTOBaHHOoe, WK
rPYNNMPOBOYHOE, UITN XMMUYECKOE U TOProBOe HauMeHOBaHNS);

6) nekapcTBeHHasi hopma C ykasaHMEM [O3MPOBKU JIEKapCTBEHHOro npenapata U ero
KOnn4yecTBa B NOTPEOUTENBCKON YNaKOBKE;

UHopmauus 06 usmeHeHusix:  [1odnyHKkm "8" usmeHeH ¢ 1 ssiHeaps 2018 a. - ®edeparibHbil 3aKOH
om 28 0ekabps 2017 2. N 425-03
Cwm. npedbidywyro pedakuuro

B) HauMmeHOBaHWe depXaTtena unu Bnagenbua perncTtpaLmMoHHOro yaooCTOBEpPEHUS
nekapcTBEHHOro npenapata WM CBEAEHUs O perucTpaumMm gepxartena wnu  Bnagenbua
perncTpaumMoHHOro yYAOCTOBEPEHNS NEeKapCTBEHHOro npenaparta Ansg MeAUUUHCKOro NpUMeHeHus B
KayecTBe HamnoronnartenbliMka B CTpaHe peructpaumm (4ns POCCUMUCKMX OPUOMYECKUX nul, -
NOEHTMUKALNOHHBIN HOMep Hanoronnatenbwuka (MHH), ons MHOCTpPaHHbIX pUONYECKUX NuL, -
CTpaHa perucrTpaumm, HanMeHoBaHWE PErucTpuUpyrOLLEro opraHa, pPerMcTpaumoHHbIi HOMEpP, KOA
HanoronnaTtenbLuKka B CTpaHe perncrpauumn (MHKOprnopawmm) unm ero aHanor);

nn

UHopmayus 06 usmeHeHusix:  [1odnyHkm "2" usmeHeH ¢ 1 ssHeaps 2018 e. - @edeparibHbIl 3aKOH
om 28 Oekabpsi 2017 2. N 425-®3
Cwm. npedbidywyto pedakyuro

r) HaMMeHoBaHVWEe W agpec NPou3BOAUTENSA NEeKapCTBEHHOro npenapata UM CBeAeHus O
perncTpaumMm Npon3BOAUTENS FfEeKapCTBEHHOro npenapata Ang MeguUMHCKOrO MNPUMEHEHUS B
KayecTBe HanoronnatenbluMka B CTpaHe perucrtpaumn (ans pPOCCUMCKUX OPUOMYECKUX nnl -
NOEHTUUKALUNOHHBIN HOMep Hanoronnatenswuka (MHH), ons MHOCTpaHHbIX HOPUONYECKUX NUL, -
CTpaHa peructpauun, HauMeHOBaHMe pPEervcTpupyloLLEero opraHa, PerncTpaurMoHHbIi HOMEpP, Kopg,
HanoronnaTenbLMKa B CTpaHe permctpauumn (MHKoprnopauumn) unm ero aHanor);

UHpopmayuss 06 u3ameHeHusix: @DedepasribHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
nodnyHkm "0" nyHkma 1 yacmu 1 cmambu 33 Hacmosiwezao ®edepasibHO20 3aKOHA U3/I0XKEH 8
HosoU pedakuyuu, ecmynaroweti e cuny ¢ 1 urona 2015 e.

Cm. mekcm rnodnyHKkma 8 npeobioywelt pedakyuu

n)  hapmakoTepaneBTU4eckas  rpynna, Ko ~ NnekapcTBEHHOro  npenapata Mo
aHaToOMO-TepaneBTUYECKO-XMMNYECKOM Knaccuukaumm, pekomMeH4OBaHHON BcemupHom
opraHusaumnen 3gpaBooXpaHeHus;

€) NokasaHus 1 NPOTUBOMOKAa3aHUS K MPUMEHEHUIO NIEKAPCTBEHHOMO Npenapara;

X) NOBOYHbIE AENCTBUA NEKAPCTBEHHOrO Npenapara;

3) CPOK rogHOCTW NeKapCTBEHHOro npenapaTa;

N) YCNoBWS XpaHeHNs NekapCTBEHHOro npenapara;

K) yCnoBus OTMycKa nekapcTBEHHOro npenapara;

n) Homep dhapMakomnenHoW cTaTblM WAN B Crydae ee OTCYTCTBUA HOMEpP HOPMaTUBHOM
[AOKYMeHTaLnn NMbo HOpMaTUBHOIO AOKYMEHTA;
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UHgpopmayusi 06 usmeHeHusix: @DedepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
nodnyHkm "mM" nyHkma 1 yacmu 1 cmambu 33 Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbI
usmeHeHus, ecmynarouwjue 8 cuny ¢ 1 urons 2015 e.

Cm. mekcm rodnyHkma 8 rpedbidyuel pedakyuu

M) AiaTa rocy4apCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara v ero perncTpauyoHHbIN
HOMep, pfAaTa 3aMeHbl PerMcTpauuoHHOTO YAOCTOBEPEHWSI FEeKapCTBEHHOro npenapata Ha
GeccpoyHoe perucTpauMoHHOe YAOCTOBEPEHME IeKapCTBEHHOro mnpenapaTa, AdaTa nojayu
3asBMneHns O MOATBEpPXAEeHWU rOCYAapCTBEHHOW perncrpaumu fNekapCTBEHHOro npenaparta, AaTa
OTMeHbI FOCYiapCTBEHHON perncTpaLumm nekapcTBeHHOro npenapara;

UHgpopmayusi 06 UMEeHeHUsIX: QedeparibHbIiM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm

1 yacmu 1 cmambu 33 Hacmoswezo ®edeparnibHO20 3akoHa OOMOSIHEH MoOMNyHKMoM "H",
ecmynarouwum 8 cuny ¢ 1 utosig 2015 a.

H) KQYECTBEHHbIN COCTaB U KONIMYECTBEHHLIN COCTaB AENCTBYIOLLMX BELLECTB U KAYECTBEHHbLIN
COCTaB BCroMoraTesbHbIX BELLIECTB NIEKAPCTBEHHOIO Npenapara;

UHdopmayus 06 usmeHeHusx:  PedepasibHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm
1 wacmu 1 cmambu 33 Hacmosiweezo ®edepasibHO20 3akoHa OOrMOosfHeH MOOMyHKMoM "0
ecmynarouwum 8 cury ¢ 1 utosig 2015 a.

0) MHpopmaums 060 Bcex paspeLLEHHbIX Buaax BTOPUYHON (MOTpebnTenbCcKom) yNnakoBKu;

UHdopmayus 06 usmeHeHusix:  [ModnyHkm "n" usameHeH ¢ 1 mapma 2020 e. - ®edeparibHbil 3aKOH
om 27 dekabps 2019 e. N 475-03
Cwm. npedbidywyto pedakyuro

n) AaTa NpUHATUS PeLLUeHUs O BO3MOXXHOCTU paccMaTpuBaThb feKapCTBEHHbI NpenapaTt npu
rocygapCTBEHHOM peructpauumM B KadecTBe OpPgPaHHOrO JekapCTBEHHOro npenapata (Ons
NeKkapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO NpUMEHeHs);

UHopmauus 06 usmeHeHusix:  [1odnyHkm "p" usameHeH ¢ 1 mapma 2020 e. - ®edeparibHbil 3aKOH
om 27 0ekabpsi 2019 2. N 475-®3
Cwm. npedbidywyto pedakyuro

p) Harnn4yme rekapCcTtBeHHOro npenaparta B repe4vyHe Xm3HeHHO HeO6XOD,I/IMbIX N BaXKHEMLLMX
JIEKapPCTBEHHbIX NpenapaTtoB (LI,J'IFI JIEKapPCTBEHHbIX nNpenapaTtoB And meguumnHCKoro npvlmeHeva);

UHpopmayust 06 usmeHeHusx:  @edeparsibHbIM 3aKkoHoOM om 22 Oekabps 2014 2. N 429-O3 nyHKm

1 wacmu 1 cmambu 33 Hacmosiuwezao ®edepanbHO20 3aKkoHa OOMOSIHEH M0OnNyHKMoM "c”,
ecmynarouwum e cuny ¢ 1 utonisg 2015 a.

C) Hann4yMe B NeKapCTBEHHOM npenapaTe HapKoTUYEeCKUX CPeacTB, MCUXOTPONHbLIX BELLECTB U
UX MPEKYpCcopoB, noanexawmx KkoHTpornw B Poccuiickon ®epepaumn, B COOTBETCTBUMM C
3akoHogaTenbcTBoM Poccuitickon degepauuun, MexXoyHapoOHbIMM  goroBopamu  PoccuiAckon
depepaunn, B TOM umcne EOMHOM KOHBEHLMEN O HapKOTUYeckux cpeactsax 1961 roga wu
KoHBeHUMen 0 NCUXoTpOonHbIX Bewectsax 1971 roga;

UHopopmayusi 06 usMeHeHUsIX: ®edeparnbHbiM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm
1 yacmu 1 cmambu 33 Hacmosiwe2o ®edepasibHO20 3akoHa OO0rofIHeH MoornyHKMomM "m”,
ecmynarowum 6 cusy ¢ 1 urons 2015 e.

T) MHpoOpMaLMs O TOM, SIBNSIETCS NU [aHHbIA NeKapCTBEHHbIN npenapaTt pedepeHTHbIM
neKkapCcTBEHHbIM NpenapaTomMm;

UHopopmayusi 06 usmeHeHusix:  DedeparibHbiM 3aKkoHoM om 22 O0ekabpst 2014 2. N 429-O3 nyHKm

1 yacmu 1 cmambu 33 Hacmoswez2o ®edepasibHO20 3aKOHa OOMOIHEeH MOOMNyHKMoM "y,
ecmynarouwum 8 cusy ¢ 1 urons 2015 e.

y) cBeeHus o nogadve 3asiBNEHNs 0 BHECEHUN M3MEHEHWUA B JOKYMEHTbI, CoaepXalmecs B
perucTpaumMoHHOM LOChE Ha NIeKapCTBEHHbIV Npenapar;
&) ytpaTtun cuny ¢ 1 mapta 2020 r. - DegepanbHbi 3akoH oT 27 gekabps 2019 . N 475-03

UHpopmayus 06 usmeHeHusx:  Cm. ripedbiOywyro pedakyuro

n.,n

UHpopmayuss o6 usmeHeHusix: [lodnyHkm "x" uameHeH ¢ 30 sHeaps 2024 2. - ®edepasibHbIU
3akoH om 30 sHeaps 2024 e. N 1-©3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

X) CpOK BBEOEHWs IeKapCTBEHHOro npenapata Ans BeTepMHaApHOro MPUMEHEHUs B
rpakgaHckui oboporT;

UHpopmayus o6 usmeHeHusix: [lyHkm 1 dononHeH nodnyHkmom "uy" ¢ 30 sHeaps 2024 e. -
®edeparibHbil 3akoH om 30 ssHeapsi 2024 2. N 1-©3

u) umHdopmMauuas O TOM, SABNSETCA N OaHHbIN NeKapCTBEHHbIM npenapaTt opdaHHbIM

neKapCTBEHHbIM npenapaTom, MMMYHOBMONOrMYeCKUM NeKapCTBEHHbIM npenapaTom,
pagmodapMaLeBTUYECKMM  NEKapCTBEHHbIM — MpenapaToM, roOMeonaTUYeckUM  fieKapCTBEHHbIM
npenapaTom, Guonornyecknum neKapCTBEHHbIM npenapaTom, BbICOKOTEXHOIOMMYHbIM

nekapcTBEHHbIM MpenapaTtoM, BMepBble 3aperncTpmpoBaHHbIM B Poccunckon Pepepaumm B
COOTBETCTBUU C HacToAwmMM PegepanbHbiM 3aKOHOM UK akTamu, cocTaBnsaowmmm npaso Corosa;
2) B OTHOLLEHMM hapMaLeBTUYECKNX CyBCTaHLMNN:

UHpopmauus o6 usmeHeHusix: [lodnyHkm "a" usmeHeH ¢ 30 sHeaps 2024 e. - ®edepasibHbil
3akoH om 30 siHeaps 2024 2. N 1-®3
Cwm. rpedbidywyro pedakuuro

a) HaumeHoBaHWe apMaLeBTU4eckon cybcTaHummn (MexayHapoaHoe HenaTeHTOBaHHOE, UIn
rpynnMpoBOYHOE, UNN XUMWYECKOE W TOProBOE€ HauMMeHOoBaHus), dopma BbinNycka (C ykasaHuem
O03MPOBKM (NMPY Hann4nm), acoBKn N YNakoBKK);

UHopmauuss 06 usmeHeHusix: [lodnyHkm "6" usmeHeH ¢ 30 sHeapss 2024 e. - ®edepasibHbIl
3akoH om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

6) HammeHOBaHMe W agpec npou3BoAUTENst apmaueBTMYeckon cybcTaHuum (ans
POCCUNCKUX HOPUOMYECKUX UL - UAEHTU(PUKALMOHHBLIN HOMep Hanoronnatenswuka (MHH), ons
WHOCTPaHHbIX HPUONYECKMX NUL, - CTPaHa perucTpauun, HammeHoBaHWE PEerMcTpUpyoLEero opraHa,
PErncTpaLmMoOHHbIA HOMEp, KO HanoronnaTenbluka B CTpaHe permctpauumn (MHkoprnopawmm) unm ero
aHanor);

B) CPOK rOAHOCTU hapmaLeBTUYECKON cybcTaHumu;

I) yCroBUsi XpaHeHns1 apMaLeBTUYeCcKon cybcTaHumm;

0) Homep dbapMakornenHon cTaTbM WNK B ClyyYae ee OTCYTCTBUS HOMEP HOpMaTUBHOW
AOKYMeHTauumm nmbo HOPMaTUBHOIO AOKYMEHTA;

UHdopmayus 06 usmeHeHusx:  PedepasibHbiM 3akoHOM om 22 0ekabps 2014 2. N 429-®3 nyHkm
2 yacmu 1 cmambu 33 Hacmosiwezo ®edepasibHo20 3akoHa OOrosHeH ModnyHKmMomMm "e”,
ecmynarouwum 8 cury ¢ 1 utosig 2015 a.

€) Hannuve dapMaueBTMYECKON CcyOCTaHUMM B MNepevyHe HapKOTUYECKUX CPenacrs,
NCUXOTPOMHbIX BELEeCTB N UX MPEeKypcopoB, noanexawmnx KoHTponto B Poccuinckon Pepepaunn, B
COOTBETCTBMM C 3akoHopaTenbCcTBOM Poccuitickon ®epepaumn, MexoyHapoaHbIMU [OOroBopamu
Poccuiickon ®egepaunn, B ToM vmcrne EQMHON KOHBEHLMEN O HApKOTUYeckux cpeacrteax 1961 roga u
KoHBeHUMen o NCUXOTPOnHbIX BewecTBax 1971 roga.

UHpopmayusi 06 USMEHEeHUSIX: QedeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-©3 vacmb
2 cmambu 33 Hacmosiwezao ®edeparibHO20 3aKOHa U3/I0XKeHa 8 Hoeol pedakyuu, scmynaruel 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm 4yacmu 8 npeodbioywel pedakuyuu

2. OapmaueBTuYeckas cybCcTaHuus, npousBedeHHad Ans peanusauun, MoXeT ObiTb
BKMOYEHa B TrOCYJapCTBEHHLIN pPEECTp fNeKapCTBEHHbIX CPeaCTB Ha OCHOBaHMM 3asaBrEeHUs
paspaboTynka wnu NPOM3BOAUTENS JIEKApPCTBEHHOro cpeactea nMbo YNOSHOMOYEHHOrO UMM
HOPUAMYECKOrO fnLa Npu YCrioBUKN NPOBESEHUS B OTHOLLEHUN Takon phapmaLeBTUYeckon cybctaHumm
3KCnepTu3bl KavecTBa dapmMaLeBTUYECKOn CcybcTaHuMm B MOPsiAKE, YCTaHOBMEHHOM cratben 34
HacToswero degepanbHoro 3akoHa. B oTHoweHun  dapmaueBTMyeckux  cybcTaHumn,
npovsBedeHHbIX ANS peanu3aumn, B T[OCYAApCTBEHHOM peecTpe feKapCTBEHHbIX CpeacTs
COAEepPXMTCA cneaytoLias nHpopmaums:

UHopmayus 06 usmeHeHusx:  [lyHkm 1 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH O0m
30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

1) HaumeHoBaHWe hapmaLeBTUYeCKol cybCcTaHUMKN (MexayHapoaHoe HenaTeHTOBaHHOe, Unu
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

rpynnMpoBOYHOE, UMM XUMWYECKOe M TOProBOe HauMMeHOBaHus), opma Bbinycka (C ykasaHuem
A03MPOBKM (MPY Hann4mMm), pacoBKn N yNakoBKK);

UHpopmayus 06 usmeHeHusx:  [lyHkm 2 usmeHeH ¢ 1 sgHeapsi 2018 2. - ®edepasibHbIlU 3aKOH Oom
28 Oekabps 2017 2. N 425-@3
Cwm. npedbidywyto pedakyuro

2) HaMMmeHoBaHue, agpec npousBoauTens gapmaueBTUYecKon cybCcTaHumn, a Takke B
OTHOLLUEHNN FNEeKapCTBEHHbIX CPeaCcTB ANA MeOULMHCKOro MpUMEHEeHNa CBeAeHus O perucrpauuu
nponssoanTens dapmMaueBTMYeckon cybcTaHUuMM B KayecTBe Hanoronnartesnbluka B CTpaHe
permctpaumm  (AnNs  POCCUMCKUX  lOpUONYECKMX 1L, -  WUOEHTUMUKAUUOHHBIA  HOMEP
Hanoronnatenswuka (MHH), Ona WHOCTPaHHbIX HOPUOMYECKUX §UL, - CTpaHa perncrpauumu,
HauMeHOBaHWe PerncTpupyroLero opraHa, permcTpauuMoHHbIN HOMep, KoA HanoronnaTtenbliuka B
CTpaHe perucrpauumn (MHKoprnopauun) unm ero aHanor);

3) cpok rogHoCTH thapMaLeBTUYECKON CyGCTaHuuu;

4) ycnoBusa xpaHeHus hapmaueBTUYeCKOn cybcTaHumu;

5) Homep cbapmakonenHon ctatbn NMBO B criydae ee OTCYTCTBUS HOMEpP HOPMaTUBHOW
OOKyMeHTauMn Nnn HopMaTUBHOMO JOKYMEHTA;

6) Hannuve dapmMaueBTMYecKon CcybCTaHUMM B nepevyHe HapKOTUYECKUX CPenacTs,
NMCMXOTPOMHLIX BELECTB U UX MPEKYPCOPOB, Moanexawmnx KoHTponto B Poccunckon Pepgepaunn, B
COOTBETCTBMM C 3akoHogaTtenbcTBoM Poccuiickon ®depepaumm, MexgyHapoOHbIMM LOroBopamm
Poccuinckon ®egepaunmn, B Tom ymcne EgMHoM KOHBEHLMEN O HApPKOTMYECKMX cpencteax 1961 roga m
KoHBeHUMen o NCcMxXoTponHbIx BewecTBax 1971 roaa;

7) pata BKOYeHus dapmaueBTMYeckorM CcybCcTaHuMM B FOCYAapCTBEHHLIM  peecTp
NeKkapCTBEHHbIX CPEeACTB, aTa BHECEHUSA N3MEHEHUIN B AOKYMEHTbI hapMaLeBTU4ECKON cybcTaHumm,
Aata UCKNYeHnsa dapmaueBTU4EeCKon CyOGCTaHUuM M3 rocyaapCTBEHHOrO peecTpa JNieKapCTBEHHbIX
cpencrTs.

3. [llopsgok BedeHuMst TFOCyOapCTBEHHOrO peecTpa fekapCTBEHHbIX CPeacTB  Ans
MEANLUUHCKOIO MPUMEHEHNA U MNOPSA0K BeOeHMs FOCYAapCTBEHHOrO peectpa NeKapCTBEHHbIX
CpeacTB Onsi BETEPUHAPHOrO MPUMEHEHNA YTBEPXKOAKTCSA COOTBETCTBYIOLLMM YMNOHOMOYEHHbLIM
denepanbHbIM OpraHoOM NCNOSTHUTENBHON BNAcTMy.

FTAPAHT: CM. KomMmeHTapum k ctaTbe 33 HacToswero ®enepanbHOro 3akoHa

UHpopmayus 06 usmeHeHusx: @DedepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
HaumeHogsaHue cmambu 34 Hacmosiweao ®edeparsibHO20 3aKOHa U3/10KEHO 8 HOBOU pedaKyuu,
ecmynarowieti 8 cuny ¢ 1 urons 2015 e.

CmM. mekcm HauMeHogaHUs 8 rpedbiOywel pedakyuu

CraTtbsa 34. BkntoyeHve B rocyaapCTBEHHbIN PeecTp JIeKapCTBEHHbIX CPEACTB U UCKITIOYEHne
M3 rocyAapCTBEHHOrO peecTpa NeKapCTBeHHbIX cpeactB dapmaueBTUYECKON
cybcTaHumm, nponssefeHHON AN peanvsauum

UHopopmayusi 06 usmeHeHusix: dDedeparibHbiM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 1 cmambu 34 Hacmosiwezo PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUSs, ecmyrnarujue 8
cuny c 1 urona 2015 e.

Cm. mekcm Yacmu 8 npedbidyweli pedakyuu

1. Onsa BknoyeHus capmaueBTUieckon cybcTtaHumm, NPOM3BEAEHHOW AN peanusauun, B
roCyapCTBEHHbIV PEECTP JIEKAPCTBEHHbIX CPEACTB, NMPOBOANTCS IKCMEPTM3a €€ KadecTea.

Unpopmayuss o6 usmeHeHusix: Yacmpb 2 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHus Yactu 2 (B pegakuum PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-$3),
KacatLimecsa NpeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeaCcTB
Ons MeguuuHckoro npumeHeHuns nocpeactsom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PernctpauuoHHble YOOCTOBEPEHUA INEKApCTBEHHbIX NpernapaTtoB ANd MeOULMHCKOro
NPMMEHEHUs, NOATBePXaaoLme dakT rocyaapCTBEHHOW perncTpauumn, Ha byma)xHoOM HocuTene u
AyOnuKkaTbl PErMcTpaumMoHHbIX YAOCTOBEPEHUN JIEKAPCTBEHHbLIX MpenapaTtoB Ans MeOULUMHCKOro
npumMeHeHus ¢ 1 aHBaps 2025 r. He BblgakoTCA
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

MNonoxeHus 4actm 2 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-93),
KacawLimecsa nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCAyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMTY, npumeHsaioTca ¢ 1 dauBapa 2026 r.
[ybnukaTtbl perncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHbLIX MpenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgaloTCA

2. OKcnepTusa KadecTBa YyKaszaHHOM B 4Yactu 1 HacTosiwen cratbM dhapMaueBTUYECKON
cybcTaHumMn, cocTaBneHne KOMMUCCUMEN IKCNEPTOB 3aKMYEHWU MO pesyrnbTataM 3TOW 3KCMepTU3sbl,
nognucaHve WX YCUNeHHbIMU KBannUUUPOBaAHHLIMU 3MEKTPOHHLIMU MOANUCAMK, HarpaBreHue
AaHHbIX 3aKIMYEHUI B NNYHbIA KaOMHET YyNONMHOMOYEHHOro dheaepanbHOro opraHa UCNONTHNUTENbHOWN
BNacTn B €4MHON CUCTEME OCYLLECTBNAOTCA B CPOK, HE MpeBbillaoWwmn Tpuguati pabodmnx gHem co
OHA  HanpaeneHuss B JWYHbIN  KaOWHET 93KCMEPTHOro YyuypexaeHnsa B eOUHON  cucteme
COOTBETCTBYIOLLErO 3adaHns yNosIHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENbHOM BracTw,
NogNUCaHHOro YCUEHHOW KBanMULMPOBAHHON 3NEKTPOHHOM MNOAMUCHIO, N CAeAYOLWMX JOKYMEHTOB
(cBepeHun):

UHpopmayus 06 usmeHeHusx:  [lyHkm 1 usmeHeH ¢ 1 sgHeaps 2021 2. - ®edeparsibHbIlU 3aKOH Oom
27 0ekabps 2019 e. N 478-03
Cwm. npedbidywyto pedakyuro

1) cBepeHns o paTe npegocTaBfeHUss U PErNCTPaLMoOHHOM HOMepe JMUEH3MM Ha
NPON3BOACTBO NEKAPCTBEHHbLIX CPEACTB NN CBEAEHNA O AaTe NpedoCTaBMeHMs U permcTpauuoHHOM
HOMEpEe 3akKSIlYEHNA O COOTBETCTBMM MNPOU3IBOAUTENS JIEKAPCTBEHHbIX CPencTB TpeboBaHUAM
npaBswn Haanexatlemn Npoun3BOACTBEHHOWN NPaKTUKMK, BblAaHHbIX (MpemocTaBneHHbIX)
YNONTHOMOYEHHbIM (beaepanbHbIM OpraHOM MCMNOMHUTENBHOW BACTW, B CIlyYae, ecriv Npou3BOACTBO
nekapCcTBEHHOro cpefcTtaa ocyllecTtenseTcs B Poccuinckon ®epepaunn;

UHpopmayus 06 usmeHeHusix:  [lyHkm 2 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH O0m
30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus nyHkTa 2 (B pepakumn dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-®3), kacawowmecs npeaocTaBneHus rocyAapCTBEHHbIX YCnyr npy obpalleHun nekapcTBEHHbIX
cpencTB aAnsg MeauuuHckoro npumMmeHeHusa nocpeactsom EMMC3 n (unn) ENMTY, npumeHstotea ¢ 1
auBapa 2025 r. PeructpaumoHHble YOOCTOBEPEHUSA TNEKApCTBEHHbIX MpenapaTtoB Afld
MeOULMHCKOro MpUMEHEeHUs, noaTBepXxaatowme dhakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTerne u AyonunkaTtbl PErMCTPALNOHHBLIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NPenapaToB
Onsa MmeguumHckoro npumeHenus ¢ 1 auBapsa 2025 r. He BblgatoTcs
lMNonoxeHuss nyHkta 2 (B pepakumm PepepanbHoro 3akoHa oT 30 anBapsa 2024 r. N 1-03),
KacaroLimecs nNpeaocTaBeHns rocygapCTBEHHbIX YCIyr npy obpalleHun nekapcTBEHHbIX CPeaAcTB
ONs BeTepuHapHoro npumMmeHeHusa nocpeactsom ENMTY, npumensitotca ¢ 1 auBapsa 2026 .
[ybnukaTtbl perncTpaunoHHbIX YOOCTOBEPEHUI NEKAPCTBEHHLIX NpenapaTtoB ANS BeTepUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCcA

2) KOMMS [OOKYMEHTa, BbIAHHOIO YMOSIHOMOYEHHLIM OPraHoOM CTpaHbl NPOU3BOAUTENS
NEeKapCTBEHHOrO CpeAcTBa WM MNOATBEPXAAOLLEro paspelleHne MpoM3BoACTBa JIEKAPCTBEHHOMO
CpeacTBa, 1 ero NepeBof Ha PYCCKUI A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKE, a TakKe Konus
3aKIOYEHUST O COOTBETCTBUM MPOM3BOOUTENSI JNEKAPCTBEHHbIX CpPeAcTB TpeboBaHMAM npaBuil
Hagnexatiien nNpon3BOACTBEHHOW MPaKTUKX, BbIAAHHOIO YNOMHOMOYEHHbIM hefeparnbHbiM OpraHoMm
WCNONHUTENBbHOW BNacTn, NuBO KOMMA pelleHnst YNoSTHOMOYEHHOro dheaepanbHOro opraHa
MCMOSIHUTENbHOW BfactTM O NpoBedeHMn  dapmaueBTUYECKOW  MHCNEeKUMM NpOoM3BOACTBA
neKkapcTBEHHbIX CPeacTB AN MeaULMHCKOro NPUMEHEHMSI HA COOTBETCTBME TpeboBaHWAM MnpaBuil
Haanexalien npou3BOACTBEHHOW MpakTUKM EBpPasvMincKoro 3KOHOMWYECKOrO COlo3a. YKasaHHble
OOKYMEHTbl MpPeACTaBfsAlTCA B Crydae, €ecnu  NpoM3BOACTBO  JIEKAPCTBEHHOrO  cpeacTsa
ocyulecTtensieTcs 3a npegenammn Poccuinckon ®epgepaunm;

3) DOKYMEHT, cogepxallmi cnegyowme ceegeHuns o hapmaueBTnieckon cybctaHumum:

a) HanmeHoBaHne hapmaLeBTUYECKON cybCcTaHUuK, ee CTPYKTypa, obLine CBONCTRA;

©) HaumMeHoBaHWe 1 agpec NPON3BOANTENS;

B) TEXHOMNOrMsl NMPON3BOACTBA C ONUCAHMEM CTagun NPOM3BOACTBA U METOLOB KOHTPONs Ha
BCEX CTagusix Npon3BOACTBa;

r) onncaHune paspaboTkm npoLecca NpoM3BoACTBa;

[4) OnucaHue KOHTPOMs KPUTUYECKUX CTaaui npouecca npov3BOACTBA U NMPOMEXYTOYHON
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NPOAYKUMK;

€) JOKYMEHTanbHOEe NOATBEPXAEHME (Banvaaums) npoLeccoB U (Mnn) UX OLLEHKa;

) CBOWCTBA U CTPYKTypa AENCTBYHOLLNX BELLECTB;

3) XxapakTepucTtmka npumecen;

n) cneundmnkaums Ha bapmaueBTUYECKy0 cybCcTaHLmMo 1 ee 060CHOBaAHNME;

K) aHanuTuyeckne MeToaMKM, MUCMOoNb3yeMble MpU OCYLLECTBIIEHUN KOHTPONSA KadecTBa
hapmaueBTMYeCKOM cybCcTaHUmK;

n) AOKYMeHTanbHOe noaTBepXaeHue (Banvaauus) aHanmuTUYecKnx MeTOAMK, UCMONb3yeMblX
Npy OCYLLIECTBIEHUN KOHTPONSA KadYecTBa hapmaLeBTU4eCKon cybcTaHumm;

M) pesynbTaTbl aHanu3a cepui hapmMaleBTUYECKOM CyBCTaHuuu;

H) nepeyeHb CTaHAapTHbIX 06pPa3LOB MMM BELLECTB, UCMOSb3yeMbIX MPU OCYLLECTBIEHUN
KOHTpONS KayecTBa;

0) OoNMcaHne XxapakTePUCTMK U CBOMCTB YNAKOBOYHbIX MaTepUarnoB U YKYNMOPOYHbIX CPEACTB;

n) AaHHbIe O CTabuNbHOCTU hapMaLeBTMYECKON CybCTaHLmu;

p) CPOK rogHOCTY;

UHopmayus 06 usMmeHeHusix: Yacmb 2 dononHeHa nyHkmom 4 ¢ 1 sHeaps 2018 e. -
®edeparbHbil 3akoH om 28 dekabpsi 2017 2. N 425-®3

4) OOKYMEHT, copepXalimMi CBedeHuUst O permctpaumm npou3BoauTens nekapCTBEHHbIX
CpeacTB Anst MEAULMHCKOIO MPUMEHEHNA B Ka4yecTBE HarnoronnaTtenbliuka B CTpaHe perncrpaumm
(8119 POCCUMINCKMX HOPUANYECKMX NNL - MAEHTUAMKALVOHHBIN HOMep Hanoronnatenswuka (MHH), ons
WMHOCTPaHHbIX IOPUONYECKNX NAL, - CTpaHa perncTpauumn, HaMMmeHoBaHWE PErNCTPUPYIOLLLETO OpraHa,
perncTpaumMoHHLIN HOMEpP, Ko HanoronnaTenbliMka B CTpaHe perncTpauun (MHKoprnopaumm) unmn ero
aHanor).

UHpopmauus 06 usmeHeHusix: Yacmpb 3 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MonoxeHus yactn 3 (B pepakunm PenepanbHoro 3akoHa ot 30 aHBaps 2024 r. N 1-93),
KacatloLmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHcKkoro npumeHeHuns nocpeactsom EMMC3 m (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PerucrtpauuoHHble YOOCTOBEPEHUSA IEeKapCTBEHHbIX npernapaTtoB ANd MeOULIMHCKOro
NPUMEHeHUs, NoATBepXaaLme dakT rocyaapCTBEHHOW perucTpauumn, Ha bymaxHoOM HocuTene u
AyOnunKkaTbl PErMcTpauMOHHbIX YAOCTOBEPEHUN JEKAPCTBEHHbLIX MpenapaToB Ans MeOULMHCKOro
npumMmeHeHus ¢ 1 auBaps 2025 r. He BblgaloTCs
MNonoxenus 4yactm 3 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-93),
KacaroLmecsa npeaocTaBneHnsa rocyJapCcTBEHHbIX YCIyr npu obpalleHUn nekapcTBEeHHbIX CpeacTB
ONs BeTepuHapHoro npumMmeHeHusa nocpeactsom ENMTY, npumensitotca ¢ 1 auBapsa 2026 .
[ybnukaTtbl perncTpaunoHHbIX YOOCTOBEPEHUI NEKAPCTBEHHLIX NpenapaTtoB ANS BeTepUHAPHOro
npumeHeHus ¢ 1 auBaps 2026 r. He BblAalTCS

3. na npoBedeHWa 93KCNepTM3bl KavecTBa YyKasaHHOM B 4acty 1 HacToswen cratbu
dapmaueBTMyeckon cybcTaHuMM 3asBuTeNb HanpaBnseT nocpeacTBOM €AMHOro nopTtana B
YMNONTHOMOYEHHbIN  doefeparibHblil - OpraH  UCMOMHUTENBbHOW  BNactu  WNWM - NUYHBIA - KabuHeT
YNOSTHOMOYEHHOro heaepanbHOro opraHa UCNOSIHUTENBHOM BNacTn B €4MHON CUCTEME:

UHopmayus 06 usmeHeHusx:  [lyHkm 1 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH Om
30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus nyHkta 1 (B pepakumn PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-03), kacatolmecs nNpeaocTaBneHns rocyJapCTBEHHbIX YCyr Npu obpalleHUn NeKapCcTBEHHbIX
cpencTB Ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (unn) ENMTY, npumeHstotea ¢ 1
aHuBapa 2025 r. PermctpaumoHHble YOOCTOBEPEHUSA TNEKApCTBEHHbIX MpenapaTtoB Afld
MeOULUMHCKOro MpUMEHEeHUs, noaTBep)xaatolme dhakT rocygapCTBEHHOW perncrpaumm, Ha
OyMa)KHOM HocuTerne 1 ayonunkaTtbl PErMCTPALNOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NPenapaToB
Ona MmeguumHcKkoro npumeHenus ¢ 1 auBapsa 2025 r. He BblgatoTcs
MNonoxenus nyHkta 1 (B pepakumm PepepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-03),
KacaloLumecs npeagocTaBleHns rocyaapCTBEHHbIX YCIyr npu obpalleHnn NekapCTBEHHbIX CPpeacTB
ONs BeTepuHapHoro npumeHeHus nocpeactsom ENMMY, npumensiotca ¢ 1 anBaps 2026 r.
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Ay6nukatbl permcTpaumMoHHbIX YAOCTOBEPEHU NEKapCTBEHHbIX MpenapaToB AN BETEPUHAPHOro
npuMmeHeHus ¢ 1 auBaps 2026 r. He BblAaloTCS

1) 3asiBieHME O BKIOYEHMM B FOCYOAPCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB AaHHOM
apmaueBTMYECKON CyOCTaHUUKM, NOAMWCAHHOE YCUIEHHOW KBanMMUUUPOBAHHOW 3SMNEKTPOHHOM
NoAnuChIo;

UHpopmayus 06 usmeHeHusx:  [lyHkm 2 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIU 3aKOH Om
30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus nyHkta 2 (B pepakumn PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-®3), kacawwmecs npeaocTaBneHusl rocyaAapCTBEHHbIX YCnyr npy obpalleHun nekapcTBEHHbIX
CpeacTB AN MeauLMHCKOro npumeHeHust nocpeactsom EMMC3 n (unun) EMNCY, npumeHsoTea ¢ 1
aHuBapa 2025 r. PermctpaumoHHble YOOCTOBEPEHUSA JEKAPCTBEHHbIX MpenapaTtoB  Afld
MEeOULUVHCKOrO MpUMEHEeHUs, noaTBepXxaatowme dakT rocygapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTerne 1 ayonukaTtbl PErMCTPALMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NPenapaToB
Ona MmeguumHckoro npumeHenus ¢ 1 auBapsa 2025 r. He BblgatoTcs
MNMonoxeHnuss nyHkta 2 (B pepakuun PepepanbHoro 3akoHa oT 30 aAnBapsa 2024 r. N 1-93),
KacatoLmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpu obpalleHUn nekapcTBEeHHbIX CpeacTB
ONs BeTepuHapHOro npumMmeHeHusa nocpenctsom ENMTY, npumensitotca ¢ 1 auBapsa 2026 .
[y6nukaTtbl permcTpaunoHHbIX YOOCTOBEPEHMA NIEKAPCTBEHHLIX NpenapaTtoB ONS BeTepUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

2) peKkBM3UTbl [OKYMEHTa, MoATBepXAalrowero ynnaty rocy4apCTBEHHOW MOLWMAMHbI 3a
BKIMOYEHME B rOCyJapCTBEHHbIN peecTp NeKapCTBEHHbIX CpeacTB papmMaueBTUYeCcKon cybcTaHumu,
npovsBedeHHOM AN peanu3auun, nmMbo no COBCTBEHHOW MWHUMUMATUBE YKa3aHHbIN [LOKYMEHT.
YNONMHOMOYEHHbIN  dhefeparnbHbIi - OpraH  WUCMOSIHUTENBHOM BNacTu npoBepseT akT  ynnatbl
rocygapCTBEHHOM MOWNWHbI  3asBATENEM C  MCMOMb30BaHMEM UMHQopmaumm o6  ynnaTte
rocygapcTBEHHOM MOLWNUHLI, coaepXalwenca B [ocyaapCTBEHHON WMHGOPMALMOHHOW cCUCTEME O
rOCyAapCTBEHHbIX W MyHMUMNANbHbIX NfaTtexax, Ha OCHOBaHWW nNpeacTaBMEHHbIX 3aaBUTENeM
pPEeKBM3MTOB LOKYMEHTa, NoATBepXaatoLero ynnaTty rocyaapCTBEHHON MOLUSUHbI,

UHpopmayus o6 usmeHeHusix: @DedepasibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
nyHkm 3 wyacmu 3 cmambu 34 Hacmosiweeo ®edepasibHO20 3aKOHA BHECEHbl U3MEHEHUS,
ecmynarouwue 8 cusny ¢ 1 uronsg 2015 e.

Cm. mekecm riyHKma 8 rpedbidyuwieli pedakuyuu

3) ODOKYMEHThI, YKa3aHHble B YacTy 2 HaCcTOoSLLEN CTaTbMu;

UHpopmayus 06 usmeHeHusix:  @eodeparsibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb
3 cmambu 34 Hacmosiweao ®edepasibHO20 3aKoHa O0rO/IHEHA MYHKMOM 4, ecmyrnarouum 8 cusly ¢
1 urons 2015 e.

4) 3asiBNeHune o Bblgaye paspeLleHns Ha BBo3 B Poccunckyto ®efepaumio KOHKpETHOM napTum
HEe3aperncTpMpoBaHHOINO JIEKApPCTBEHHOrO CPEeACTBa, MNpedHa3HayYeHHoro Ans  npoBeAdeHus
yKasaHHOM 3KCnepTusbl.

UHopmauusi 06 usameHeHusix. Yacmpb 3.1 usameHeHa ¢ 30 siHeapsi 2024 e. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus vactn 3.1 (B pepakumm depepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-0©3), kacatlollmecs npenocTaBreHus rocygapCTBEHHbIX YCNyr Npu obpalleHUn NeKapCTBEHHbIX
CcpencTB ans MeauuuHckoro npumMmeHenusa nocpeactesom EMMC3 n (nnn) ENTY, npumenstotea ¢ 1
aHBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKAPCTBEHHbIX MpenapaTtoB  Ans
MEeOULMHCKOrO TMPUMEHEHMs, noaTBepXaalwlue dakT rocygapCTBEHHOM perncrpaumm, Ha
OyMaXkHOM HocuTerne n oybnukaTtbl permcTpaLnoHHbIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NPenapaToB
Ons MeaouuMHCKoro npumMmeHenus ¢ 1 aieaps 2025 r. He BblgaoTcs
MNMonoxeHnus 4vactn 3.1 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-©3),
KacatloLmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npy obpalleHnn nekapCcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMTY, npumeHsawoTcs ¢ 1 duBapsa 2026 r.
[ybnukaTtbl perMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MpenapaTtoB ANsS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgakOTCA
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3.1. B cnyyae HenpeacTtaBneHus C 3asiBfiEHMEM O BKIIKOYEHUWN B rOCYy[4apCTBEHHLIN peecTp
neKkapCcTBEHHbIX CpeacTB hapmaueBTUYECKOW CcybcTaHuMM BbldaBaeMbiX (MpeaocTaBnseMbIX)
YNOMHOMOYEHHbIMU befeparnbHbiMM OpraHamMu UCMNOMHUTENbHOW BNacTu OOKYMEHTOB (CBedeHun),
yKasdaHHbIX B nyHKkTax 1 nm 2 yactm 2 HacToswen ctaTbM, YNOMHOMOYEHHLIA (hbeaepanbHbli opraH
WCNONHUTENBbHOW  BNAcTW  3anpawvBaeT YyKasdaHHble [OOKyMeHTbl (CBedeHus)) B nopsiake
MEXBEeAOMCTBEHHOIMO NHPOPMALMOHHOIO B3aMOAENCTBMS.

UHdopmayus 06 usmeHeHusix: Yacmpb 4 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHus YacTtn 4 (B pepakuum PegepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatloLlmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHckoro npumeHeHuns nocpeactsom EMMC3 u (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PerucrtpauuoHHble YOOCTOBEPEHUSA NEeKapCTBEHHbIX npernapaTtoB ANA MeOULIMHCKOro
NPUMEHeHUs, NoATBepXaaoLme dakT rocyaapCTBEHHOW perncTpauumn, Ha bymaxHoOM HocuTene u
AyOnuKkaTbl PErMcTpauMoOHHbBIX YOOCTOBEPEHUN JIEKAPCTBEHHbLIX MpenapaToB Ans MeOULMHCKOro
npumeHenuns ¢ 1 auBaps 2025 r. He BblgaloTCs
MNonoxenus yactm 4 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-93),
KacatoLimecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr npu obpalleHUn nekapcTBeHHbIX CpeacTB
ONs BeTepuHapHoOro npumMeHeHusa nocpenctsom ENMTY, npumensitotca ¢ 1 auBapsa 2026 .
[ybnukaTtbl permcTpaunoHHbIX YOOCTOBEPEHMI NIEKAPCTBEHHLIX NpenapaTtoB ONA BeTepUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

4. B TeyeHne natn paboumx OHEN CO AHS MPUHATUSA 3a8BMEeHMS O BKIMIOYEHUW yKa3aHHOW B
yactu 1 HacTosiwen cTaTtbl dapMaueBTUYEeCKONM CyOCTaHUMM B TOCYOAPCTBEHHbLIN  peecTp
nekapcTBEHHbIX CPeACTB N JOKYMEHTOB, NEPEYMCIIEHHBIX B YacTu 1 M nyHKTe 2 4Yactu 3 HacTosawen
cTaTbW, YNOSIHOMOYEHHbIN dhefeparnbHbIi opraH NCMOSIHUTENBHOM BNacTu:

1) npoBoAMT nNpPOBEPKY MOMHOTbI W OOCTOBEPHOCTM [aHHbIX, CoAepXawuxca B
npeacTaBreHHbIX 3asgBUTenemM JOKyMeHTax;

2) NpUHMMaeT peLleHre O HanpaBneHUn B IKCNepPTHOe yupexaeHue 3agaHus Ha nposegeHve
3KCNepTM3bl Ka4yecTBa yKka3aHHOM B 4acTu 1 HACTOsLEeN cTaTbu papmaueBTUdeckon cybctaHumm nnm
06 oTkase B TaKOM HanpaBneHuu;

UHpopmauus 06 usmereHusix:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH O0m
30 aHeaps 2024 2. N 1-®3
Cwm. npedbidyuwyro pedakyuro

FTAPAHT: MNonoxeHus nyHkta 3 (B pepakumu dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-0©3), kacatolmecs npeaocTaBreHus rocyJapCTBEHHbIX YCyr Npu obpalleHUn JNeKapCTBEHHbIX
cpencTB aAng MeauuuHckoro npumMmeHeHusa nocpeactsom EMMC3 mn (unn) EMTY, npumeHsatotea ¢ 1
aHBapsa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS JNEKAPCTBEHHbIX MpenapaTtoB  Ans
MEeOULMHCKOrO TMPUMEHEHUs, noaTBepXaawllue dakT rocygapCTBEHHOM perncrpaumm, Ha
OyMa)KHOM HocuTene u AyonunkaTtbl PErMcTPaLMOHHbLIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NpenapaToB
ONs MeaouuMHCKoro npumMmeHenus ¢ 1 sueapsa 2025 r. He BblgaoTcs
MNonoxeHus nyHkta 3 (B pepakumm PepepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-03),
KacawLimecsa nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCAYr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons BeTepuHapHoro npumeHeHus nocpeactsom ENMIY, npumenstotecs ¢ 1 auBapa 2026 r.
[ybnukaTtbl perncTpaunoHHbIX YOOCTOBEPEHUN MEKAPCTBEHHbLIX MpenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgaloTCA

3) HanpaenseT B NU4YHbIA KabUHET 3asBUTENS B €OUHON CUCTEME MOANMUCAHHOE YCUITEHHON
KBanMULUMPOBAHHOW 3MEKTPOHHOM NOANUCHID YBEAOMIMEHME O MPUHATOM pELUeHUN UK B Criyyae
OTKasa C ykasaHueM MPUYUH Takoro oTkasa.

UHpopmauus 06 usameHeHusix:  Yacmpb 4.1 usmeHeHa ¢ 30 ssHeaps 2024 e. - ®edeparibHbIU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus vyactn 4.1 (B pepakumn PepepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-®3), kacawwmecs npeaocTaBneHusl rocyAapCTBEHHbIX YCryr npy obpalleHun nekapcTBEHHbIX
cpencTB aAng MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (unn) ENMTY, npumeHstotea ¢ 1
aHBapss 2025 r. PeructpauMoHHble YOOCTOBEPEHUSI JIEKAPCTBEHHbLIX npenapatoB  And
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

MEeOMLMHCKOrO MPUMEHEHUd, noaTBep)Xxaatlolme dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMakHOM HocuTene n oybnukaTtbl permcTpaLnoHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbLIX NpenapaToB
Onst MeguuUmMHCKoro npumMmeHenuns ¢ 1 suBapa 2025 r. He BblgaoTcs

MonoxeHnus 4vactn 4.1 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-©3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpu obpalleHnn nekapcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoM ENMIY, npumeHsaiwoTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerMcTpaunoHHbIX YOOCTOBEPEHUN NEKAapPCTBEHHLIX MPenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgakOTCsA

4.1. B cny4yae BbISIBNEHUS HeOOCTOBEPHOCTM W (MNW) HEAOCTAaTOMHOCTU CBeLEHUH,
coaepXxaluxca B MpeAcTaBneHHbIX 3asBuUTeneM martepumanax, YnonHOMOYEHHbIN heaepanbHbii
opraH MCNOSHUTENbHOW BNacTU HanpaeBnsieT 3asBUTEN0 NOCPeaCTBOM €AMHOro noptana unum B
NUYHBLIN KabMHET 3aaBUTens B €4MHOW cucTteme 3anpoc 06 YTOYHEHWW YKa3aHHbIX CBeAEeHUN,
nognucaHHbIN YCUNEHHON KBaNMMUUNPOBAHHOW 3ITIEKTPOHHOW NMOAMNUCHIO.

UHpopmayusi o6 usameHeHusix: Yacmpb 4.2 usameHeHa ¢ 30 ssHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 sHeaps 2024 2. N 1-©3
Cwm. npedbidywyro pedakyuro

FTAPAHT: lNonoxeHus yactn 4.2 (B pepakumn PepepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-03), kacatolmecs nNpeaocTaBneHns rocygapCTBEHHbIX YCNyr Npu obpalleHnn nekapcTBEHHbIX
cpencTB ans MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (nnn) ENTY, npumeHstotea ¢ 1
aHBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUSI TNEKaApCTBEHHbIX MpenapaTtoB  Ans
MEeOMLMHCKOrO MPUMEHEHUd, noaTBepXxaatllme dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMakHOM HocuTene n oybnukaTtbl permcTpaLnoHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbLIX NpenapaToB
Onst MeguuUmMHCKoro npumMmeHenuns ¢ 1 sueapa 2025 r. He BblgaoTcs
MonoxeHnusa 4vactn 4.2 (B pepakumm PepepanbHoro 3akoHa oT 30 auBaps 2024 r. N 1-©3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEeHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMIY, npumeHsaioTca ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerncTpaunoHHbIX YOOCTOBEPEHUN NEKapCTBEHHLIX MpPenapaTtoB ANS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgalOTCSA

4.2. 3asBuTenb 00si3aH HanpaBUTb MOCPEACTBOM €AMHOro rnoptana B YNOfHOMOYEHHbIV
denepanbHbli  OpraH  WCMOMHUTENbHOW  BRlacTM WM NWYHBLIA - KAOWHET  YNMONTHOMOYEHHOro
denepanbHOro opraHa WCMONHUTENbHOW BNacTu B eOMHOW CUCTEME MNOAMNUCaHHBIA YCUMEHHOW
KBanMUUMPOBaAHHOWN 3M1EeKTPOHHON MOAMNMCHI OTBET Ha 3anpoc YNOfHOMOYEHHOro deaeparnbsHOro
opraHa WCMNOMHUTENbLHON BRacTM B CPOK, He MpEBbIAKWMNA AeBAHOCTA paboynx OHen co AHS
MONy4YeHns YNosIHOMOYEHHbIM efepanbHbiM OpPraHoM WCMOMHUTENbHOW BacTM  3NEKTPOHHOMO
yBEOMIIEHMS1 O NOJyYeHUN 3asiBUTenem AaHHoro 3anpoca. Cpok, ykasaHHbIN B YacTu 4 HacTosLen
cTaTby, NPMOCTaHABNMBAETCS CO OHSI HanpaBneHus 3asiBUTEN0 NOCPEeACTBOM €A4MHOro noprana unm
B NTMYHbIN KabWHET 3asBUTENS B €4MHON cUCTEMe 3anpoca YrnofTHOMOYEeHHOro chefeparnbHOro opraHa
MCMONHUTENbHON BNacTU [0 [OHS HanpaBrieHusi 3asiBUTenemM nocpeacTBOM eaMHOro noprana B
YMNOSIHOMOYEHHbIN  dbeaeparnbHblii  OpraH  WCMONMHUTENbHOW  BRacT UMW NIWYHbIA - KabuHeT
YMNOSIHOMOYEHHOro hefiepanbHOro opraHa WMCMONHUTENbHOW BacTu B €QUHON cCUCTEMe OTBEeTa Ha
AaHHbIA  3aMpoc U He YyyuTbiBaeTcs MpU  WUCYUCNEHWM CpoKa  9KCMepTu3bl  KavecTBa
hapmaLeBTUYECKON CyBCTaHLMKN, NPON3BEAEHHON AN peanusaumu.

UNHopmayust 06 USMEHEeHUSIX: ®edeparibHbiM 3aKoHOM om 22 Oekabps 2014 2. N 429-®3 yacmsb
5 cmambu 34 Hacmosiwezao ®edeparibHO20 3aKOHa U3/I0XKeHa 8 Hoeol pedakyuu, scmyrnaruel 8
cuny ¢ 1 urona 2015 e.

CmM. mekcm Yacmu 8 npedbidywieli pedakyuu

5. OcHoBaHvem f[nsa OTKkasa B HanpaBfeHUW B 3KCNEpTHOE ydpexaeHue 3afjaHus Ha
npoBedeHne 3KCNepTU3bl KayecTBa ykaszaHHOM B YacTu 1 HacTosiwen crtatbu hapmaueBTUHECKOM
cyGCcTaHumMn aBnsieTca HenpeacTaBNeHne AOKYMEHTOB, YKasaHHbIX B 4acTu 2 HaCTOSILWEN CTaTbw,
OTCyTCTBME WH(popMauuK, noaTeepxgawowen dakT ynnatbl roCygapCTBEHHOW MOLWUMMHLI 3@
BKItOUeHMe hapmaueBTUYecKon cybcTtaHumm, NponsBeaeHHON Ans peanuaaumm, B rocyaapCTBEHHbIN
peecTp nekapCTBEHHbIX CPeACTB, HENpPeACTaBneHne 3asBUTENEM B YCTAHOBIEHHbIA CPOK OTBETa Ha
yKasdaHHbIM B 4YacTtn 4.1 HacTosiwen cTaTbM 3anpoc YMNoSTHOMOYEHHOro degeparbHOro opraHa
WCNONHUTENBbHOW BRacTu WNM npeactaBneHve AOKYMEHTOB, HE CoAepXawux ucyepnblBaloLwero
nepeyHss HeobxoaMMbIX CBEOEHWIA.

UHopmayus 06 usmeHeHusix: Yacmpb 6 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

om 30 sHeaps 2024 2. N 1-©3
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHus 4acTtu 6 (B pegakuum PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-$3),
KacawLimecsa NpeaocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CPEeaCcTB
Ons MeguuuHckoro npumeHeHuns nocpeactesom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUSI JieKapCTBEHHbIX npenapaTtoB Ans MeauLUHCKOro
NPMMEHEHUs, NOATBePXAaoLmMe dakT rocyaapCTBEHHOW perucTpauumn, Ha byma)xHoM HocuTene u
AyOnukaTbl PErMcTpaumMoHHbIX YAOCTOBEPEHUN JIEKAPCTBEHHbIX MpenapaTtoB AnAs MeOULMHCKOro
npumeHenunsa ¢ 1 auBaps 2025 r. He BblgaloTCS
MNMono)eHus 4actm 6 (B pepakumm PepepanbHoro 3akoHa ot 30 gauBaps 2024 r. N 1-©3),
KacatoLmecsa npenocTaBneHnsa rocygapCTBEHHbIX YCyr nNpu obpalleHnn nekapcTBEHHbIX CpeacTB
ONsi BETEepUHapHOro npuMeHeHusa nocpenctsom ENMTY, npumensiotca ¢ 1 auBapsa 2026 .
[ybnukaTtbl pPerncTpaLnoHHbIX YOOCTOBEPEHUN NEKapCTBEHHLIX MpPenapaTtoB ANS BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapsa 2026 r. He BblgaloTCA

6. B TeyeHne naTHaguatu paboumx OHEW CO OHA MOMyYeHUs pelleHUst YnorTHOMOYEHHOro
defepanbHOro opraHa WCMOMHWUTENBbHOM BMacTU O HanpasfeHUM B 3KCNEPTHOE YyypexaeHue
3alaHns Ha npoBefeHue 3KCNepTU3bl KayecTBa YKasaHHOW B 4actu 1 HacToswen cratbu
apmaueBTMyeckon cybcTaHuMM 3asBuTenb NpeacTaBnseT B 9IKCNepTHOe yuypexaeHve Ons
npoBedeHns [aHHOW 3KcnepTu3bl ob6pasubl dapmaueBTM4eckorm cybcTaHuMM B KONU4YecTBe,
HeobxoQuMMOM A5 BOCMPOU3BEAEHUA METOAOB KOHTPONSA KayecTBa. OKCNepTHOe yuypexaeHue npu
nonyyeHun obpasuoB ykazaHHOW B 4YacTy 1 HaACTosILLeN cTtaTbM dpapmaueBTUYecKon cybcTtaHumn B
TOT Xe [OeHb HanpaenseT B NWYHbIA KabuWHET 3asiBUTens B €4MHOM cucTteme yBeAOMIEHME,
noaTeepxaarollee nonyvyeHne 3Tux obpasuoB. OTU CPOKM He BKIKOYAKOTCS B CPOK MPOBEAEHMSA
OaHHOW 3KCNepTU3bI.

7. YTtpaTtuna cuny ¢ 30 auBapsa 2024 r. - ®egeparnbHblii 3akoH oT 30 aHBaps 2024 r. N 1-03

UHpopmauus 06 usmeHeHusix:  Cm. npedbiOyuwyro pedakyuro

UHopmayus 06 usmeHeHussx: Yacmpb 8 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: lNonoxeHus Yactu 8 (B pepakuum PegepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatloLlmecsa npenocTaBneHnsa rocyaapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHckoro npumeHeHuns nocpeactsom EMMC3 m (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PerucrtpauuoHHble YOOCTOBEPEHUSA IEeKapCTBEHHbIX npernapaTtoB ANd MeOULIMHCKOro
NPUMEHeHUs, NOATBepXaaoLme dakT rocyaapCTBEHHOW perucTpauumn, Ha bymaxHoOM HocuTene u
AyOnunKkaTbl PErMcTpauMoOHHbIX YAOCTOBEPEHWUN JIEKAPCTBEHHbLIX MpenapaToB Ans MeOULUMHCKOro
npumMmeHeHus ¢ 1 auBaps 2025 r. He BblgaloTCs
MNonoxenus 4yactm 8 (B pepakumm PepepanbHoro 3akoHa oT 30 gauBaps 2024 r. N 1-93),
KacaroLmecsa npenocTaBneHnsa rocyaapCcTBEHHbIX YCyr npy obpalleHUn nekapcTBeHHbIX CpeacTB
ONs BeTepuHapHoOro npumMmeHeHusa nocpeactsom ENMTY, npumensitotca ¢ 1 auBapsa 2026 .
[ybnukaTtbl permcTpaunoHHbIX YOOCTOBEPEHMA NEKAPCTBEHHLIX NpenapaTtoB ANA BeTepUHAPHOro
npumeHeHus ¢ 1 auBaps 2026 r. He BblgaoTCS

8. B cpok, He npeBblwakWmn NaTM pabounmx gHEW CO OHS HanpaBfeHust NOCPEACTBOM
€ANHOro nopTana B YMNOMIHOMOYEHHbIN heaepanbHbi OpraH UCNOSHUTESTbHOW BlAaCcTU UM NINYHbIN
KabuHeT yMoNHOMOYEHHOro dhedepanbHOro opraHa WCMOSHUTENBHOW BNacTu B €4WHOW CUCTeMe
3aKITOYEHNST KOMUCCUN SKCMEPTOB MO pe3yNnbTaTtaM 3KCNepTM3bl KadecTBa yKa3aHHOW B 4acty 1
HacTosiwen cratblM dapMaueBTUYECKONM CyOCTaHUUKM, YMNONHOMOYEHHbIA deaepanbHbii  opraH
WCMNOJTHUTENbHOWN BNAaCTU:

1) ocyLlecTBNAET OLEHKY Takoro 3akmnveHus Ons onpeferneHnst ero CoOoTBETCTBUA 3aaHuIo
Ha NpoBeAeHNe AaHHOW 3KCNEPTU3bI;

2) nNpUHUMaET pelleHne O BKIYEeHUU YykasaHHOM B 4Yacty 1 HacTosawen craTbu
dapmMaLeBTMHECKON CyOCTaHLMN B rOCYAapPCTBEHHbIV PEECTP NEeKapCTBEHHbLIX CPEeaCTB UM peLleHne
06 OoTka3e B TaKOM BKMHOYEHUU;

UHpopmayusi 06 usmeHeHusx:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparsibHbIU 3aKOH om
30 sHeaps 2024 2. N 1-@3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

FTAPAHT: lNonoxeHuss nyHkta 3 (B pepakumn PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-03), Kacatollnecs npenocTaBreHns rocygapCTBEHHbIX YCIyr nNpu obpalleHUn NeKapcTBEHHbIX
cpencTB ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (nnn) ENTY, npumeHstotea ¢ 1
aHBapsa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKaApCTBEHHbIX MpenapaTtoB  Ans
MEeOULMHCKOrO MPUMEHEHMs, noATBepXaawlue dakT rocygapCTBEHHOM perncrpaumm, Ha
OyMa)KHOM HocuTerne u Ayonukatbl PErMcTPaLMOHHbBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ona MmeguumHckoro npumeHenmns ¢ 1 auBapa 2025 r. He BblgatoTcs
MonoxeHnus nyHkta 3 (B pepakumm PepepanbHoro 3akoHa oT 30 gauBapsa 2024 r. N 1-93),
KacatoLmecsa npenocTaBneHnsa rocygapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CpeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMIY, npumeHsaioTcas ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl pPerncTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MPenapaTtoB ANsS BETEPUHAPHOro
npumeHeHus ¢ 1 aHBapa 2026 r. He BblgalTCA

3) BHOCUT MpY MPUHATUN PeLleHUs O BKMOYEHUM YKasaHHOM B YacTtu 1 HacTosdwen crtatbu
dapmMaLeBTMYeCKON  CyBCTaHUMM B FOCYOapCTBEHHbIM  peecTp  JIEKapCTBEHHbIX  CPeacTB
npegycMOTPEHHY0 YacTelo 2 cTatbh 33 HacTodwero degepanbHOro 3akoHa WHGOpMauuio 1
HanpaBndeT 3asBUTENO MOCPEACTBOM €4WHOro nopTtana WM B NWYHbIA KabuvHeT 3asButensd B
€[VHOW CUCTEME BLINUCKY U3 rOCY4apCTBEHHOIO peecTpa fiekapCTBEHHbIX CPeaCTB.

UHpopmayuss o6 usmeHeHusix: Yacmb 9 usmeHeHa ¢ 15 utoHs 2018 2. - ®edeparsibHbIl 3aKOH om
4 uroHs1 2018 e. N 140-®3
Cwm. npedbidywyto pedakyuro

9. OcHoBaHMEM [fnsa oOTKasa BO BKIKYEHUM YyKasaHHOM B 4actu 1 HacToswen
cTaTbM (papmaueBTMYecKor cybCcTaHuMM B rOCYyOapCTBEHHbIA PEecTp NeKapCTBEHHbIX CPeacTB
SABNSAETCA  3aKk/ioOYeHMe  COOTBETCTBYHOLIEro  YMOSTHOMOYEHHOro  cheaepanbHOro  opraHa
NCMNONHUTENBbHOW BNacTu O TOM, YTO KayecTBO (papmaLeBTMYECKOM cyOCcTaHUMM He noaTBepXKaoeHo
Nony4YeHHbIMN JAaHHLIMMU.

UHopmayuss o6 usmeHeHusix: ®DedepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 34 Hacmosiwe2o ®edeparibHO20 3akoHa dorioniHeHa Yacmaero 10, ecmynarowel 6 curny ¢ 1
urons 2015 e.

10. He gonyckaeTcs BKMNIOYEHUE B rOCY4AapPCTBEHHbIN PEECTP NEeKapCTBEHHbLIX CPeaCTB OQHOM
dhapmaueBTMYECKON CyBCTaHUMN, NPOM3BEAEHHON ANS peanu3aunm 1 BbilMyCKaemMon OQHUM U TEM Xe
npovssoauTenem, B Buae AByx u 6onee peectpoBbIX 3anucen.

UHpopmayuss 06 uameHeHusix: @DedepasribHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03
cmamesi 34 Hacmosiuwe2o ®edeparnibHO20 3aKoHa dorioniHeHa Yacmeto 11, ecmynarowel 6 cuny ¢ 1
urons 2015 e.

11. BHeceHMe W3MEHEHUN B [OOKYMEHTbl Ha (apmaueBTMYEeCKyl CcybGcTaHuuio,
NPOU3BEAEHHYIO AONA peanusaunn U BKIHOYEHHYH B FOCYAapCTBEHHbIA peecTp NeKkapCTBEHHbIX
cpeacTtB, ocyllecTBnseTcsa B MNopsgke, YycTaHoBneHHoM ctatbamy 30 wm 31  HacTodwero
depepanbHOro  3akoHa, € ynnaTon  rocygapCTBEHHOM  MOWIMHBLI,  NPeayCMOTPEHHOM
3akoHodaTenscTBOM Poccunckon ®egepaumm o Hanorax n cbopax.

UHpopmayuss 06 usmeHeHusx: Yacmpb 12 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHusa yactn 12 (B pepakumm depepanbHoro 3akoHa ot 30 gHBapa 2024 r. N
1-03), kacatollmecs npenocTaBreHus rocygapCTBEHHbIX YCyr Npu obpalleHUn JNeKapCTBEHHbIX
cpencTB ans MeauuuHckoro npumMmeHenusa nocpeactesom EMMC3 n (nnn) ENMNTY, npumenstoteca ¢ 1
aHBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUSI TNEKApPCTBEHHbIX MpenapaTtoB  AOns
MEeOULMHCKOrO MPUMEHEHUs, noaTBepXaawlwue dakT rocygapCcTBEHHOM perncrpaumm, Ha
OyMakHOM HocuTene n oybnukaTtbl permcTpaLnoHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbLIX NPenapaToB
Ons MeouuMHCKoro npumMmeHenus ¢ 1 aieaps 2025 r. He BblgaloTcs
lMNonoxeHuss nyHkta 3 (B pepmakuum PepepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-03),
KacatoLmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ona BeTepuHapHoro npumMmeHeHusa nocpegctsoMm ENMTY, npumeHsaioTcs ¢ 1 dauBapsa 2026 r.
[ybnukaTtbl perMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MpPenapaTtoB ANsS BETEPUHAPHOro
npumMmeHeHus ¢ 1 aHBaps 2026 r. He BblgalOTCSA
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12. [Honyckaetcss obpalieHne dapmaueBTuyeckon cybcTaHuMm [0 WCTeYeHUs cpoka
rogHoOCTW, MPOM3BEAEHHOW AN peanu3aumMm B TEYeHMe cTa BOCbMWOECSATM AHEeW nocrne aatbl
NPUHATUS  YNOSIHOMOYEHHbIM  doefeparnbHbiM  OPraHoOM  WCMOSTHUTENbHOM BMACTU  pPELUEHMS O
BHECEHUN M3MEHEHMA B AOKYMEHTbl Ha apmaLeBTUYECKYyl0 CyOCTaHUMio, B COOTBETCTBUM C
MHdopMaLmen, copepXkallencs B [OOKYMeHTax Ha dapmaueBTUYeCKyto cybecTaHumMoo [0 Aatbl
NPUHATUS TAKOTO PELLEHNSI.

UHopmauuss o6 usmeHeHusix: ®DedepasibHbiM 3akoHoM om 22 Oekabps 2014 2. N 429-03
cmamesi 34 Hacmosiuwe2o ®edeparibHO20 3aKoHa OoriofiHeHa Yacmaero 13, ecmynarowel 6 curny ¢ 1
urons 2015 e.

13. PeweHne 06 WCKNIOYEHUM U3 TFOCYOAPCTBEHHOrO peecTpa JIEKapCTBEHHbIX CPEeACcTB
dapmaLeBTUHECKON cybcTaHumm, Npon3BeaeHHON ans peanusauum, npuHMMaeTcs
YNONHOMOYEHHbIM dhefeparbHbIM OpraHoM UCMONHUTENLHOW BNAcTU B Criyyvae:

1) npeacTaBneHus COOTBETCTBYIOLWWM  YNOSIHOMOYEHHbIM  beepanbHbiM — OpraHoM
NCNONHUTENBbHOW BNACTU 3aKIOYEHMA O pUcke unm o6 yrpose XnsHu unmn 3gopoBblo YernoBeka Nnbo
XXMBOTHOIO NPW UCMOMb30BaHUN NIEKapPCTBEHHOTO CPEACTBa;

UHopmauusi 06 usmeHeHusix:  [lyHkm 2 usmeHeH ¢ 30 sHeaps 2024 a. - ®edeparibHbIlU 3aKOH O0m
30 sHeaps 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus nyHkTa 2 (B pepakumn PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-©3), kacatolmecs npeaocTaBreHns rocygapCTBEHHbIX YCNyr Npu obpalleHUn NeKapCTBEHHbIX
CpeacTB And MeauumHcKoro npumeHenusa nocpenctsom EMMC3 n (unun) ENTY, npumeHsatoTesa ¢ 1
aHBapss 2025 r. PerucrtpaumoHHble YOOCTOBEPEHUSI NEKapCTBEHHbIX MNpenapatoB  And
MeOMLIMHCKOrO MPUMEHEeHNd, noaTBep)xaatwlme dakT rocyJapCTBEHHOW pernctpaumm, Ha
OyMaXkHOM HocuTerne 1 oybnukaTtbl PermcTpaLnoHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbLIX NPenapaToB
Ons MeouuMHCKoro npumMmeHeHnus ¢ 1 siBaps 2025 r. He BblgaoTcs
MNonoxeHnus nyHkta 2 (B pepakumm PepepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-03),
KacatloLlmecsa npeaocTaBneHnsa rocyapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
ONsi BETEPUHApPHOro npuMeHeHusa nocpeactesom ENMTY, npumenstotca ¢ 1 auBapa 2026 .
[ybnukaTtbl perMcTpaunoHHbIX YOOCTOBEPEHUN NEKAPCTBEHHLIX MpPenapaTtoB ANS BETEPUHAPHOro
npumMeHeHus ¢ 1 aHBaps 2026 r. He BblgaloTCA

2) HanpaBneHusi pa3paboTuMKOM NEKapCTBEHHOro cpeactBa  WNM  MpPou3BOAMTENEM
NeKkapCTBEHHOro cpeacTBa NMG0o YyNONMHOMOYEHHBIM UMW OPYTUM HOPUANYECKUM NULOM NOCPEACTBOM
€[MHOro noprtana B YNoNIHOMOYEHHbIW heaepanbHbii OpraH UCMOMHUTENBHOM BRAcTU UNN JINMYHBIN
KabMHEeT ynonHOMOYEHHOro dedepanbHOro opraHa WCNOMHUTENbHOW BNacTM B €AMHOW cucTeme
NognNUCcCaHHOro YCUNeHHOW KBanMuumMpoOBaHHOW 3N1EKTPOHHOW NOAMNUCHI0 3asiBNEHNSA 06 UCKNoYeHun
M3 TrOCyOapCTBEHHOr0 peecTpa JeKapCTBEHHbIX CpeactB dapMaueBTMYeckon cybcTaHumum,
NpPoun3BeAEeHHON ANa peanv3aumm;

3) otcytcTBUA hapMaueBTMYECKOW cybGcTaHumn, NpousBEeAEeHHOW [nfs peanus3auuu, B
obpaweHnm B Poccunckon degepaunm B TeveHne Tpex u bonee ner.

FTAPAHT: CM. KoMMeHTapum k ctaTbe 34 HacTosiwero ®egepanbHOro 3akoHa

Cratbsa 35. YTpatuna cuny ¢ 1 nions 2015 .
UHpopmayusi 06 usmeHeHusix:  CM. mekem cmambu 35

UHpopmayusi o6 usmeHeHusix:. Cmambsi 36 usameHeHa ¢ 1 mapma 2020 2. - ®edepasibHbIl 3aKOH
om 27 0ekabpsi 2019 2. N 475-03
Cwm. npedbidywyto pedakyuro

Cratba 36. OGxanoBaHue pelleHMss 0O oTkase B Bblgaye paspelleHnsd Ha npoBedeHue
KNMMHUYECKOrO UCCredoBaHUs NeKapCTBEHHOro npenapara, peweHus ob oTkase B
rocyjapCTBEHHOWN perncTpauun nekapCTBEHHOroO npenapara, 3akftyYeHns KOMUCCum
9KCMEPTOB IKCMEPTHOIO YUPEXOEHNSA UMK 3aKINIOYEHUSA COBETA MO 3TUKE

PelleHne cooTBeTCTBYHOLLErO YNOSIHOMOYEHHOro deaepanbHOro opraHa WCMONHUTENBHOM

BnactTm o6 oTkase B Bblgaye paspelleHns Ha npoBedeHue KIMHUYECKOro uMccrefoBaHus
nekapCTBEHHOro npenapara, peleHne ykazaHHoro gefepanbHOro opraHa UCNONHUTENbHON BNacTu
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00 oTKase B rocygapCTBEHHOW perncrpaumu NeKapCTBEHHOro npenapara, 3akfiyYeHne KOMUCCUU
3KCNEPTOB IKCMEPTHOrO YUPEXOAEHNSA UMW 3aKITHOYEHNE COBETA MO 3TMKE MOXET ObiTb 00GXXanoBaHo B
nopsigke, YCTaHOBIIEHHOM 3akoHogaTenbcTBoM Poccunickon Pepepaumn. 3aknoyYeHWe KOMUCCUU
9KCMEPTOB 3SKCMEPTHOrO Y4YPEXAEHNA O B3aMMO3aMEHSIEMOCTU IIEKAPCTBEHHbIX MpenapaToB st
MEAWNLUUHCKOrO npuMeHeHust nnbo O TOM, 4YTO JIeKapCTBEHHbI Mpenapat Ans MeOUuLMHCKOro
NPUMEHEHUST HE SBNSIETCA B3aMMO3aMEHSIEMbIM, MOXeT ObiTb 00XanoBaHO OepXaTenem unm
BnagenbLeM perncTpaumoHHOro yAOCTOBEPEHUS JNeKapCTBEHHOro npenapaTta B YNOMHOMOYEHHbIN
denepanbHbI opraH UCNOSNTHUTENbHON BNAcTU, KOTOPbIA MpUBIieKaeT K PacCMOTPEHUIO yKa3aHHOM
Xanobbl NoOABEOOMCTBEHHbIE €My HayudHble opraHu3auum un obpasoBaTenbHble OpraHu3auum
BbiCLLEro 0bpa3oBaHWst, OCYyLLECTBASKOWMNE OEeATENbHOCTb B cdepe obpalleHus NneKkapCTBEHHbIX
cpeacTtB. 3akniyeHne KOMUCCUM IKCNEPTOB IKCMEPTHOrO yypexaeHusl, opopMreHHoe No uToram
nepecmMoTpa 00anoBaHHOrO 3aKMtOYEeHUs1 JKcrnepTa, MOXEeT ObiTb OCMOPEeHO aepxaTtenem unu
BnagenbLem perncTpaumoHHOro yOOCTOBEPEHUS NeKapCTBEHHOrO npenapara nmbo
YNOMTHOMOYEHHLIM UMW FINLUOM B MNOPSAKe, YCTAHOBMEHHOM 3akoHo4aTenbLCTBOM Poccumnckomn
depgepauun.  [pu  obxanoBaHUM  pelleHust  YNONIHOMOYEHHOro  doefeparibHoro  opraHa
WCMOMHUTENIbHOM  BRAacTK, 3aKIlOYEHUS 3JKCnepTa WM KOMUCCUMM  3KCMEPTOB  SKCMEPTHOro
yupexXoeHus, 3akrnyeHus coBeTa MO STUKE [epxaTefb WnvM Brnageney perncTpauuoHHOro
yOOCTOBEPEHUS FNIEKAPCTBEHHOIO Npenapara NMbo ynosIHOMOYEHHOE MK NNLIO BNpaBe NpeacTtaBUTb
pe3ynbTaTbl AKCNEePTU3bl NIEKAPCTBEHHOIO npenapaTa, NPOTOKOSMbl NOMyYEHHbIX aKKpeaUTOBaHHbLIMU
ucnbiTatenbHbiMM NabopaTopmamm (LEHTPaMmM) pe3ynbTaToB MCCNEeaOBaHUIN, UCTIbITAHUNA.

FTAPAHT: Cwm. KoMMeHTapuun k ctatbe 36 HacTosiwero PegepanbHOro 3akoHa

UHopmayus ob usmeHeHusix: HaumeHosaHue uameHeHo ¢ 30 sHeapsi 2024 2. - ®edepasibHbIl
3akoH om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

CraTtbsa 37. NHdopMauuns, cBsi3aHHAA C OCYLLECTBIIEHMEM rOCYyOapCTBEHHOW perncrpauuun
nnm perncrpaumm NeKkapCTBEHHbIX npenaparos, nHcopmaLms o}
3aperucTpupoBaHHbIX fNeKapCTBEHHbIX MpenapaTtax U nekapcTBeHHbIX npenapatax,
UCKITIOYEHHBbIX U3 rocyJapCTBEHHOMO peecTpa NekapCTBEHHbIX CPeacTB

UHpopmauus 06 usmeHeHusix: Yacmpb 1 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

1. CooTBeTCTBYIOLMIA YNONHOMOYEHHbIM dedepanbHbIi OpraH WCMNOMHUTENBHON BacTu
pasmMellaeTr Ha cBoeM odumumanbHoM canTe B ceTu "UHTepHeT" WHMOopmauMio, CBA3aHHYH C
OCYLLECTBIIEHMEM FOCYAAPCTBEHHOW perncTpauum unm pernctpauum nekapcTBeHHbIX npenapaTos, B
TOM 4ucre npoBeAEeHMEM 3IKCMEepPTU3bl JIEKapCTBEHHbLIX CPeAcTB (BKNYasa pesynbTaTbl ee
nposedeHns), HOPMaLMIO O 3aperMcTPMPOBAHHbIX JIEKAPCTBEHHbIX NpenapaTtax U NeKapCTBEHHbIX
npenapartax, MCKIYEHHbIX U3 rocyAapCTBEHHOro peectpa NeKkapCTBEHHbIX CpeacTB, He no3gHee
YyeM 4yepes3 NATb paboumMx AHEN CO AHSA MOSyYeHWs YNONHOMOYEHHbIM deaeparnbHbIM OpraHoMm
NCMNOSTHUTENBHOW BfIACTU COOTBETCTRBYIOLEN MHOopMaLni.

UHgpopmayusi 06 usmeHeHusix: DedepasribHbiM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 2 cmambu 37 Hacmosiuweao PedepasibHo20 3aKOHa 8HECEHbI U3MEHEHUSs, ecmynarouue 8
cuny ¢ 1 urons 2015 a.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

2. Cpokn 1 MOpsiAOK pasMeLLeHnst ykasaHHOM B YacTu 1 HacTosiwen ctaTby MHopmauum
YCTaHaBNMBAIOTCS  YMNOJIHOMOYEHHbIM  dbedepanbHbiM  OpPraHOM  WUCMOJTHUTENbHOM  BracTu.
NHdopmaums, ykazaHHaa B Yactu 1 HacTosiLen cTaTbM, SABMSIETCA OTKPbITON M 06LLIEAO0CTYNHOM M
npeaocTaBnsaAeTcsl 3anHTepeCcoBaHHbIM fiMlamM B COOTBETCTBUM C 3akoHOOaTenbCTBOM Poccuitckon
depepaunn.

FTAPAHT: Cwm. KoMMeHTapumn k ctatbe 37 HacTosiwero PegepanbHOro 3akoHa

Maea 7. KnuHnyeckue nccrnegoBaHusa nekapCcTtBeHHbIX nNpenapatoB And meanunHCKoro
npumMmeHeHunsa, goroBop 06 ux npoeeaeHun, npaBa NnauneHTOB, y4aCTBYHOLWNX B 3TUX
nccrnegoBaHuAx
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Cratba 38. KnuHuyeckne uccnenoBaHUs NeKapCTBEHHbIX NpenapaToB Ans MeauLMHCKOro
NPUMeEHEHUS

Unpopmayuss o6 usmeHeHusix. Yacmpb 1 usmeHeHa ¢ 30 sHeaps 2024 e. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

1. KnuHuueckne wvccrieqoBaHus  NEKapcTBEHHbIX — MpernapaTtoB  Ang  MeauUMHCKOro
NpMMEHeHns,, B  TOM  4YUCre  MeXayHapoAdHble  MHOrOLEHTPOBble,  MHOrOLEHTPOBbIE,
NOCTPEerncTpaunoHHble, MNPOBOAATCA B OOHOW WM HECKOSIbKMX MEAWMUMHCKUX OpraHmsaumsax B
crneayLwmx Luensx:

1) yctaHoBneHne 6e30nNacHOCTU NEeKapCTBEHHbIX NpenapaToB ANs 300pOBbIX 40OPOBOMbLEB
n (MNn) NepeHocMMOoCTM UX 340pPOBbIMM OOOPOBOMbLAMM, 3@ UCKMIOYEHNEM TaKUX MCCNeaoBaHUN
nekapCTBEHHbIX NpenapaTos, NponsBeAeHHbIX 3a npegenamu Poccuiickon ®efepalmu;

2) nogbop onTMmanbHbIX OO03MPOBOK JIEKAPCTBEHHOro npenaparta U Kypca neveHus ans
nauueHToB C onpedenieHHbIM 3aboneBaHMeM, ONTUManbHbIX 403 W CXeM  BakuuHauuu
UMMYHOBMOMNOrMYECKUMI SIEKapCTBEHHBbIMU NpenapaTamu 300poBbIX 4OOPOBOMbLEB;

3) ycTtaHoBneHue ©6e30MacHOCTU fEKapCTBEHHOro npenaparta U ero agekTMBHOCTM AONS
nauneHToB c onpenesieHHbIM 3aboneBaHuemM, npodunakTn4ecKon 3P PEKTUBHOCTH
NMMYHOBMONOrM4YEeCKMX NekapCTBEHHbIX NpenapaToB Ans 300pOBbIX 4OOPOBOSbLEB;

4) n3yyeHve BO3MOXHOCTU pacLUIMPeHUst MOKasaHUn AN MEeOUUMHCKOrO MPUMEHEHUs W
BbISIBMIEHUS paHee Heu3BeCTHbIX MNOOOYHbIX [OEeNCTBUMA 3aperncTpypoOBaHHbIX NEeKapCTBEHHbIX
npenaparos.

UHbopmayusi 06 usmeHeHusix: Cmambsi 38 dononHeHa vacmbio 1.1 ¢ 30 sHeaps 2024 e. -
®edeparibHbIl 3akoH om 30 ssHeapsi 2024 2. N 1-©3

1.1. KnuHuyeckne wuvccnegoBaHMs  NEKapCTBEHHbIX MpenapaTtoB  Ans  MeAWUMHCKOro
NPYMEHEHNA MNPOBOAATCA B COOTBETCTBMM C MNpaBuUriaMu Hagnexawen KIMHUYECKOW MpaKTuKu,
yTBEPXOEHHbIMU EBpa3nMNCcKon SKOHOMNYECKOW KOMUCCUEN.

UHpopmayus 06 usmeHeHusix: Yacmpb 2 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

2. B oOTHOLWeEHUN BOCrnpoun3BedeHHbIX JieKapCTBEeHHbIX TMpenapatoB And MeanunHCKOro
NMPUMEHEHNA NpoBOOATCA UCClieaoBaHUA OMOSKBMBANEHTHOCTN W (I/IJ'IVI) TepaI'IeBTW-IeCKOVI
9KBMBANEHTHOCTU B nNopAake, yCTaHOBJIEHHOM akKTaMy, COCTaBnAKLWMMN NpaBo Coto3za.

3. OpFaHI/I3aL|,I/II'O nposegeHnAa KnnmHNUYeCKnx nccrnegoBaHum JIEKapCTBEHHOIoO npenaparta Aand
MeaNLUNHCKOro npuMeHeHns snpaBse OCyLWeCTBNATh!:

1) paspa60TqMK NneKapCcTBeHHOro npenaparta unn ynosiHoMo4eHHoOE UM 1NnNLUO;

UHgpopmayusi 06 usmeHeHusix: DeodepasrnbHbiM 3akoHom om 2 utonisg 2013 . N 185-®3 nyHkm 2
yacmu 3 cmambu 38 Hacmosiwezo @edeparibHO20 3aKOHa U3JIOXKEeH 8 Hosol pedakyuu,
ecmynarowet 8 cusny ¢ 1 ceHmsbps 2013 a.

Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu

2) obpasoBaTernbHble OpraHu3auumn BbiclLero obpasoBaHus, opraHMsaunm SOMOMHUTENBHOro
npodeccnoHanbHOro obpasoBaHus;

UHpopmayus 06 usmeHeHusx:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparsibHbIU 3aKOH Oom
30 sHeapsi 2024 2. N 1-03
Cwm. npedbidywyto pedakyuro

3) Hay4Hble opraHM3aumu.

UHopopmayusi 06 UaMeHeHUsIX: ®eodeparnbHbiM 3akoHoM om 13 utoniss 2015 2. N 241-®3 6 yacmeb 4
cmambu 38 Hacmosiwezao PedepasibHO20 3aKOHa BHECEHbI U3MEHEeHUs
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

4. KnnHnyeckme nccnenoBaHus fiekapCTBEHHOro npenapara gnsi MeAULUHCKOro NPUMEHEHNS
npoBOOATCA Ha OCHOBaHWM paspelleHnss Ha NpoBedeHWe  KIIMHWYECKOro  MUccreoBaHus
nekapcTBeHHOro  npenapara, BblJAHHOTO  YMOMHOMOYEHHbIM  doedeparnbHbiM  OpraHoMm
MCMNOSTHUTENBHON BNAacTu. YNOSHOMOYEHHLIN doedepanbHblA opraH UCMNOMHUTENBHOM BracTu BedeT
peecTp BblAaHHbIX paspeLleHMn Ha NpoBeAeHUEe KIMHUYECKMX WCCeaoBaHUN feKkapCTBEHHOrO

05.11.2024 Cucrema TAPAHT 89


https://internet.garant.ru/document/redirect/408457419/1321
https://internet.garant.ru/document/redirect/408457419/1322
https://internet.garant.ru/document/redirect/408457419/1323
https://internet.garant.ru/document/redirect/70405818/13104
https://internet.garant.ru/document/redirect/70405818/1631
https://internet.garant.ru/document/redirect/408457419/1324
https://internet.garant.ru/document/redirect/71127950/110

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

npenapara, cogepXalun ykasaHme Ha UX Lenb Uiuv Lenu, B yCTaHOBIIEHHOM 3TUM OpraHoM nopsigke.
5. Y1patuna cuny ¢ 1 nonsa 2015 .

UHpopmayus 06 usmeHeHusx:  Cm. mekcm yacmu 5 cmambsu 38

6. K opraHunsaumm npoBegeHus KNMHUYECKUX UCCreaoBaHui NekapcTBEHHOMo npenapaTa ans
MEAMLUMNHCKOINO MPUMEHEHNS pa3paboTyMKOM FeKkapCTBEHHOro npenapata MOryT npuBnekatbes
opugnyeckme nuuda  nbon  opraHMsauMoHHO-NpaBoBoM  (opmbl Npu  ycnoBunm  obecnedeHus
COOTBETCTBUSA 3TUX UccnegoBaHun TpeboBaHnsaM HacTosiwero PefepansHOro 3akoHa.

7. YTpatuna cuny ¢ 30 sHBaps 2024 r. - egepanbHbei 3akoH oT 30 saHBapst 2024 r. N 1-03

UHpopmayus 06 usmeHeHusx:  Cm. ripedbiOywyro pedakyuro

UHpopmayuss o6 usmeHeHusix:. Yacmpb 8 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

8. [lepeyeHb MEOMUMHCKMX OpraHu3auun, npoBOAALMX KIWMHUYECKME UWCCreaoBaHus
neKapCTBEHHbIX NpenapaToB ANns MeguUMHCKOrO NPUMEHEHUS, U PeecTp BblAdaHHbIX paspeLleHnin Ha
npoBedeHne KIMHUYECKUX WCCNedoBaHUA NeKapCTBEHHbIX MpenapatoB OnybnuKoBbLIBAOTCA U
pasmeLLalTcsa  YNOSIHOMOYEHHbIM  dedepanbHbIM  OpPraHOM  WUCMOMHUTENbHOW  Briactu B
YCTaHOBIEHHOM UM NOPsIAKE Ha CBOEM oduLmMansHOM canTe B ceTu "UHTepHeT".

FTAPAHT: CM. KOMMeHTapum k ctaTbe 38 HacTosiwero ®egepanbHOro 3akoHa

UHpopmayuss 06 usmeHeHusix: ©DedepalibHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-@3
cmamesi 39 Hacmosuwez2o PedepasibHO20 3aKOHa U3/OXeHa 8 HOBOU pedakyuu, ecmyrnarouwel 8
cuny ¢ 1 urons 2015 a.

Cm. mekcm cmambu 8 npedbidywelt pedakyuu

Cratba 39. PeweHne o0 nNpoBeAEHUN KINHUYECKOTO WCCIEAOBaHMS JIEKAapCTBEHHOMO
npenapara ass MeANLUHCKOro NpuMeHeHus

1. KnnHnyeckoe nccnegoBaHne nekapCTBEHHOrO npenapara ans MeanUUHCKOro NpMMeEHeHNs
NPOBOOANTCA HA OCHOBaHMM paspelleHnss Ha NpoBeAEeHne  KIMMHUYECKOro  UccredoBaHus
nexkapcTBEHHOrO npenapara, BblgaHHOro YNONHOMOYEHHbIM deneparnbHbIM opraHom
NCNONHUTENBHOW BNACcTX NO pe3ynbTaTaM 3KCNepTU3bl JOKYMEHTOB, HEOOXOAMMbBIX ANA NOnyyYeHus
paspeLleHnsa Ha NpoBeaeHNE KITMHNYECKOrO NCCNeaoBaHNA NeKapCTBEHHOrO npenaparta u 3TU4eCKon
3KCNepTU3bl.

UHopmauus 06 usmeHeHusix: Yacmpb 2 uameHeHa ¢ 30 sHeaps 2024 a. - ®edeparibHbIl 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus YacTtu 2 (B pepakuum ®eneparbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpu obpalleHUn nekapcTBEHHbIX CpeacTB
ansa meguumHckoro npumeHenusa nocpenctsom EMMC3 n (unn) ENIY, npumensatotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JeKapCTBEHHbIX MNpenapaTtoB Ans MeauLMHCKOro
NPMMEHEHUs, NOATBepXaaoLMe dakT rocyaapCTBEHHON perncTpauumn, Ha byma)xHOM HocuTene u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHMI JIEKapCTBEHHbIX MNpenapartoB Ans MeOULMHCKOro
npumeHeHus ¢ 1 auBapsa 2025 r. He BblgatoTCA

2. [Ona nonyyeHus paspelleHnsl Ha MNpoBeAEHWE  KIMHUYECKOro  MCCreaoBaHus
nekapCcTBEHHOro npenaparta ans MeguuuMHCKOro NpuMeHeHUs 3asBuUTenb HanpasnseT NoCpeacTBOM
€4NHOro nopTana B YNOSIHOMOYEHHbIN heaepanbHbi OpraH UCNOSHUTESNbHOW BAaCTU UK NINYHbIN
KabvHeT ynonHOMoO4YeHHOro oefepanbHOro opraHa UCNONHNUTENbHON BNAcTu B €4UHOW CUCTEME:

UHopmayus 06 usmeHeHusx:  [lyHkm 1 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH Om
30 siHeapsi 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

1) 3asBrneHne O Bblgave paspelleHns Ha npoBeAeHue KIMHUYECKOro uccnenoBaHus
NeKkapCTBEHHOro npenapata And  MeAWUMHCKOrO  NMPUMEHEHWsi, NOAMUCaHHOE  YCUIEHHOM
KBanMLUNPOBaAHHOM 3N1EKTPOHHOW MOAMNNUCHIO;

2) ytpatun cuny ¢ 30 auBaps 2024 r. - ®epepanbHbiin 3akoH oT 30 aHBapsa 2024 r. N 1-03
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UHpopmayus 06 usmeHeHusix:  Cm. ripedsiOywyro pedaKkuyuro

3) NPOTOKOIT KIMMHUYECKOro uccrneagoBaHua JrekapCcTtBeHHOro npenapata gnd mMmeaununHCKoro
NPUMEHEHNA;

UHopmauus 06 usmereHusix:  [lyHkm 4 usmeHeH ¢ 1 ceHmsabpsi 2024 2. - ®edeparibHbil 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

4) 6powtopy wuccneposatena (ons 3aperMcTpMpoBaHHOIO feKapCTBEHHOro npenaparta
JONyCTUMO 3aMeHUTb of00peHHON obLuen xapaKTepUCTUKOW NeKapCTBEHHOro npenaparta, ecnu
Takon NneKapCTBEHHbIM MpenapaTt 3aperncTpupoBaH B COOTBETCTBUMM C akTamMu, COCTaBASOLLMMU
npaso Coto3a, U ero NpUMEHEHME B KIIMHUYECKOM UCCrenoBaHUN He MPOTMBOPEYNT of00peHHOM
obLLen xapakTepucTuke nekapCTBEHHOro npenapara Ans MeguLUMHCKOro NpUMeHeHus);

5) NHPOPMALMOHHBIN NIUCTOK NALMEHTA;

6) cBegeHns 06 onbiTe paboTbl MccrnegoBaTenen NO COOTBETCTBYIOLWMM CneunansHOCTAM U
nx onbiTe paboTbl N0 NPOBEAEHMIO KITMHUYECKNX UCCIEA0BaHNUN;

7) ytpatun cuny ¢ 30 auBapsa 2024 r. - ®egepanbHbiin 3akoH oT 30 aHBapsa 2024 r. N 1-03

UHpopmayus 06 usmeHeHusix:  Cm. ipedbiOyuwyro pedakyuro

8) yrpatun cuny ¢ 30 aHBapsi 2024 r. - PegepanbHbin 3akoH oT 30 aHeapa 2024 r. N 1-03
UHopmayusi 06 usameHeHusix:  Cm. npedsiOyuyto pedakyuro

9) konuio [oroBopa 0653aTeNbHOrO CTPaxXoOBaHUS, 3aKMOYEHHOTO B COOTBETCTBUU C
TUMOBbLIMY NpaBuramy 06s3aTenbHOr0 CTPaxoBaHWs, C YykasaHWeM npeaenbHON YUCIIEHHOCTU
MauneHToB, Y4YacTBYHLIMX B KIMHUYECKOM MWCCRNeaoBaHUMU NeKapCTBEHHOro mnpenapata ans
MEZANLMHCKOrO NPUMEHEHUS;

UHopmayus 06 usmeHeHusix:  [lyHkm 10 usmeHeH ¢ 1 ceHmsabps 2024 e. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 . N 1-03
Cwm. npedbidywyto pedakyuro

10) HdopMaLUmMIo 0 cocTaBe NEKapCTBEHHOMO nNpenapara ans MeanLUHCKOro NpUMeEHeHUs (3a
NCKNIOYEHNEM BUNONOrMYECKUX NeKapCTBEHHbIX NpenapaToB);

UHpopmayus 06 usmeHeHusix:  [lyHkm 11 usmeHeH ¢ 1 ceHmsabps 2024 e. - ®edeparibHbIU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

11) [OOKYMEHT, COCTaBfEHHbI NPOM3BOAUTENEM JIEKapCTBEHHOrO npenapaTta Ang
MEOMLMHCKOrO NMPUMEHEHUS U COAEPXALUMA NOKasaTenu (XapakTepucTukn), a Takke CBeOeHuUst O
nekapcTBeHHOM Mpenaparte And MeOuLMHCKOro npuMeHeHus, NpousBedeHHOM Ans npoBefeHus
KNMHUYECKNX NCCneaoBaHni (3a UCKMoYeHNneM B1MoNormyecknx nekapcTBeHHbIX NpenapaToB);

UHopmauusi 06 usmeHeHusix: Yacmpb 2 dononHeHa nyHkmom 11.1 ¢ 1 ceHmsbps 2024 a. -
®edeparbHbit 3akoH om 30 siHeapsi 2024 2. N 1-®3

11.1) BOKYMEeHTbl U CBefeHus, NpedyCMOTPEHHbIE MpaBunaMu npoBefeHus uccrnefoBaHuin
BMONorMYecknx nekapCTBeHHbIX CPpeacTB EBpPasMMcKoro SKOHOMUYECKOro CO3a, YTBEPXKOAEHHbIMU
EBpasuniickon SKOHOMMYECKON KOMUCCUEN;

UHpopmauus 06 usmeHeHusix:  [lyHkm 12 uameHeH ¢ 30 sHeapsi 2024 e. - ®edeparibHbIl 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

12) cBegeHust O gaTe nNpenoCTaBnNeHWs W PErucTpauuMoHHOM HOMEpe JMUEH3UM Ha
NPOVN3BOACTBO NEKAPCTBEHHbLIX CPeACcTB B cryyae, ecrniv Npou3BOACTBO JIEKApCTBEHHOrO npenaparta
ocyulecTtensietca B Poccuiickon degepaumu, uMnu OOKYMEHT, COAepKalluuii cBefeHus o aaTe
NpeaoCTaBneHnss U PerucTpauuMoHHOM HOMepe 3akr4YeHWsl O COOTBETCTBUM Mpov3BOAUTENS
neKkapcTBEHHOro npenapata TpeboBaHMAM NpaBun Haanexalwien npou3BOACTBEHHOW MNPaKTUKK,
NpefoCTaBMEHHOrO  YMOMHOMOYEHHbIM ~ OpraHOM  CTpaHbl  MPOW3BOAMTENS  JIeKapCTBEHHOro
npenapara.

UHpopmayusi o6 usameHeHusix: Yacmpb 2.1 uameHeHa ¢ 30 siHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cm. npedbidywyto pedakyuro
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FTAPAHT: MNonoxeHusa yactn 2.1 (B pepakumn denepanbHoro 3akoHa ot 30 guBapsa 2024 r. N
1-03), kacatlmecs nNpeaocTaBneHnUs rocyaapCTBEHHbIX YCNyr Npu obpalleHnn nekapcTBEHHbIX
cpencTB ans MeauuuHckoro npumMmeHenusa nocpeactesom EMMC3 n (nnn) ENMNTY, npumeHstotea ¢ 1
aHBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKApPCTBEHHbIX MpenapaTtoB  Ans
MEeOMLMHCKOrO MPUMEHEHUd, noaTBepXxaatolme dakT rocygapCTBEHHOW perncrtpaumm, Ha
OyMakHOM HocuTene n oybnukaTtbl permcTpaLnoHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbLIX NpPenapaToB
Ons MeanuUnHCKoro npumMmeHeHus ¢ 1 auBapsa 2025 r. He BblgaroTcA

2.1. CegeHusi, noareepxgarowme dakT ynnartbl rocy4apCTBEHHOW MOLUSINHBI 3a NpoBegeHne
3TUYECKOWN 3KCMEpPTU3bl, SKCMEPTM3bl OOKYMEHTOB Ha JIeKapCTBEHHLIN MpenapaTt Ansi nonyyYeHus
paspelleHnss Ha MNpoBeAEHNE KIMMHUYECKOrO WCCNeaoBaHUS IIEKAapCTBEHHOrO npenaparta Aans
MEeOMLMHCKOrO NMPUMEHEHNS, 3a Bbldavy pas3peLLeHnsa Ha NpoBeAeHMe KIMHUYECKOro UccregoBaHus
nekapcTBEHHOro npenapata Ana MeaWUUMHCKOrO MNPUMEHEHUS, 3a MpoBeOeHMEe 3KCnepTusbl
OOKYMEHTOB Ha JleKapCTBEHHbI npenapaT Ans NoryvyeHus paspelleHuss Ha npoBedeHue
MeXayHapo4AHOro MHOrOLIEHTPOBOMO KIMHUYECKOro MccnefoBaHUsA rnekapCTBEHHOro npenapara gns
MEeOMUUHCKOro NPUMEHEHUs, 3a Bbldayy paspelleHMss Ha npoBedeHne  MeXayHapoLHOro
MHOTOLIEHTPOBOIrO KIIMHMYECKOro WCCreaoBaHMsl NeKapCTBEHHOro npenapara ang MeauumMHCKOro
NPUMEHEHMNS, 3a NPOBEAEHNE ITUYECKOMN IKCMEPTU3bl, IKCNEPTU3bl AOKYMEHTOB Ha NEKapCTBEHHbIN
npenapat Ans nofnyyYyeHns paspelleHnsl Ha NpoBedeHME MOCTPErncTPaUnoHHOIO  KIAMHUYECKOro
UCCnefoBaHUsa NEeKapCTBEHHOro npenapata  Ans  MEeOUUUHCKOro MPUMEHEHUs, 3a  Bblgady
paspeLleHnst Ha NPoBeAEHNE NOCTPENMCTPALMOHHOIO KIIMHUYECKOrO UCCIeO0BaHNS IEKAPCTBEHHOIO
npenapara gnst MeaMUMHCKOro NPUMEHEHUS, a TaKkKe CBeAEHMS O BbldaBaeMblx (MpeaocTaBnsieMbiX)
YMNONTHOMOYEHHbIMU dhedeparnbHbIMU OpraHamMn UCMOSTHUTENBHOW BNacTyM OOKYMeEHTax (CBedeHUsX),
yKasaHHbIX B MNyHKTe 12 4YacTu 2 HacTosilwen cTaTbW, YNONMHOMOYEHHbI eaeparbHbli opraH
MCMOSNIHUTENbHOW  BNacTuM 3anpawmBaeT B Nopsaake  MEXBEOOMCTBEHHOIO  3f1EKTPOHHOro
B3aMMOOENCTBUS.

UHopmauus 06 usmeHeHusix: Yacmpb 3 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakuuro

FTAPAHT: MNonoxeHus Yactu 3 (B pepgakuum PeneparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-93),
KacatoLmecsa npenocTaBneHnsa rocygapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
Ong MeguuuHcKoro npumeHeHmns nocpeactsom EMMC3 u (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PerucrtpaumoHHble YOOCTOBEPEHUSI JIEKApCTBEHHbIX npenapaTtoB AN MeaULMHCKOro
NPUMEHeHUs, NoATBepXaaLme dakT rocyaapCTBEHHOW perncTpauumn, Ha bymMaHoOM HocuTene u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHMI JIEKAPCTBEHHbIX MNpenapartoB Ans MeOULMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgaloTCA

3. B cpok, He npeBbiwaowmin Tpex paboumx gHENW CO AHS HanpaBneHust B NUYHbIA KabuHeT
YNONTHOMOYEHHOTO hefepanbHOro opraHa UCNONMHUTENbHOW BNAaCcTX B €4MHON CUCTEME YKa3aHHOro B
nyHKTE 1 YacT 2 HacTosILEN CTaTbM 3asiBNIEHUS U HEOOXOOUMBIX OOKYMEHTOB, YMNOMHOMOYEHHbIN
deaepanbHbI OpraH UCNONTHUTENBHOW BacTH:

1) npoBOAMT MNpPOBEPKY MOMHOTbI W [OCTOBEPHOCTM CBEAEHWW, CcoOepXXallumMxca B
npeacTasreHHbIX 3asgBUTeNeM JOKyMeHTaXx;

2) NpUHUMaET peLleHne 0 NPOBEAEHMMN IKCNEPTU3bl JOKYMEHTOB AN NOSyYeHUst pa3peLleHns
Ha npoBedeHWe KINMHUYECKOro uccrnedoBaHWUs fekapCTBEHHOro npenapaTta Ansg MeguuuMHCKOro
NPYMEHEHNSA N 3TUYECKON IKCNEPTM3bl U 06 OTKase B NpOBEOEHNN YKa3aHHbIX 3KCNepTus;

UHpopmauus 06 usmereHusx:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH O0m
30 sHeapst 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus nyHkta 3 (B pepakumn dPepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-03), kacatolmecs npeaocTaBeHnUs rocyJapCTBEHHbIX YCNyr Npu obpalleHUn NeKapcTBEHHbIX
cpencTB aAng MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (unn) ENMTY, npumeHstotea ¢ 1
aHuBapsa 2025 r. PeructpaumoHHble YOOCTOBEPEHUSA TNEKapCTBEHHbIX MpenapaTtoB Afld
MeOULMHCKOro MpUMEHEeHUs, noaTBepXxaatowme dhakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTerne u AyonunkaTtbl PErMCcTPaLUMOHHbLIX YAOCTOBEPEHUI NEKAPCTBEHHbLIX NpenapaToB
Anst MeanuuHCKoro npumMmeHenus ¢ 1 aueaps 2025 r. He BblgaroTcA

3) HanpasnAaeT 3adBUTENO nNocpeactsoM e€auMHOro noprtalna WM B NUYHBIA  KabuWHeT
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3aaBUTENA B €OMHOW CUCTEME MOAMUCAHHOE YCUNEHHON KBaNUMULMPOBAHHOW 3SMEKTPOHHOM
noannchbio YBEAOMIIEHME O NPUHATOM peLLEHMM NMBO0 B criydae NpuHATUS pelueHust 06 oTkase Takke
C yKasaHnem npu4nH Takoro oTkasa;

UHpopmayus 06 usmeHeHusx:  [lyHkm 4 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH Oom
30 sHeaps 2024 2. N 1-@3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHuss nyHkta 4 (B pepakumn PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-®3), kacarowmecss npeaocTaBneHnusl rocyaAapCTBEHHbIX YCIyr npy obpalleHun nekapcTBEHHbIX
cpencTB ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (nnn) ENTY, npumeHstoteca ¢ 1
aHBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKapCTBEHHbIX MpenapaTtoB  Ans
MEeOULMHCKOrO MPUMEHEHUs, noaTBepXaawlwue dakT rocygapCTBEHHOM perncrpaumm, Ha
OyMa)kHOM HocuTene n ayonukatbl PErMCTPaLMOHHbBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ans MeanumnHCKoro npumMmeHeHus ¢ 1 auBapsa 2025 r. He BblgatoTcA

4) HanpaBnsieT B JINYHbLIN KAOMHET SKCMEPTHOrO YYpEXOAEHUs1 B €ANHON CUCTEME U JIUYHbIV
KabvHeT coBeTa MO 3TUKEe 3aJaHWst Ha NPOBeAEeHMEe COOTBETCTBYIOLMX IKCMEPTU3, noanuncaHHble
YCUMNEHHbIMW KBanUOULUMPOBaAHHBLIMU 3NEKTPOHHBIMU NOAMUCAMMU.

UHopmauus 06 usmeHeHusix: Yacmpb 4 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus YacTtu 4 (B pepgakuum PegeparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-P3),
KacatoLmecsa npenocTaBrneHnsa rocyJapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ong MeguuuHcKoro npumeHeHuns nocpeactsom EMMC3 u (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PerucrtpaumoHHble YOOCTOBEPEHUSI JIEKApPCTBEHHbIX npenapaTtoB AN MeaULMHCKOro
NPUMEHeHUs, NoATBepXaaLme dakT rocyaapCTBEHHOW perncTpauumn, Ha bymaHoOM HocuTene u
AyonukaTtbl PErMcTpauMoOHHbIX YOOCTOBEPEHWUN JEKAPCTBEHHbLIX MpenapaToB Ans MeaULMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgaloTCA

4. B cny4yae BbISIBIIEHMS HENOSHOTLI U (UNIM) HEQOCTOBEPHOCTU UHPOpMaLMK, coaepKaLlencs
B MNpeacTaBfeHHbIX  3asBUTENEM  [OKYMeHTax, YMNOMNMHOMOYEHHbIW  hbedepanbHbid  opraH
NCMNOMHUTENBHOW BNAacTu HanpasndeT B NUYHbIA KAOMHET 3asaBUTENSA B €4MHON cucteme 3anpoc ob
YTOYHEHUM YKa3aHHOW WHopmauuun, nognmucaHHbIn YyCUNeHHON KBanuduumpoBaHHOW 3I1EKTPOHHON
noanuceto. 3asBuTenb 0653aH HanpaBUTb B NIMYHbIA KabWHET YNONHOMOYEHHOro deaepansbHoro
opraHa UCnosHUTESNbHOW BlaCTU B eANHON CUCTEME NMOAMNNCaHHbBIA YCUINEHHOW KBanuduumnpoBaHHOM
3MIEeKTPOHHOW  MOANUCLIO  OTBET Ha  3anpoc  YMNOrHOMOYEeHHOro  doedeparnbHOro  opraHa
NCNONHUTENBbHOW BNAacTU B CPOK, He MPEBbLILAKLINA AeBAHOCTa pabounx OHEW CO OHA NOMyYeHus
YNONHOMOYEHHbIM dhefeparibHbIM OpraHoM MUCMOMHUTENBHOW BNACcTU 3MNEKTPOHHOIo YBEeAOMIIEHUS O
nonyyeHmn 3agsBuTtenem 3anpoca. CpoK, YyKa3aHHbIM B 4YacTu 3 HacTosWwen cTaTtbw,
NpUOCTaHaBNMBaAETCA CO AHS HanpaBfeHWss B NWYHbIA KabuHeT 3asBuTenss B €QMHOW CUcTeme
3anpoca ynosiHOMOYEHHOro hegepanbHOro opraHa UCNOSTHUTENbHOW BRacTn A0 OHS HanpasreHus B
NUYHBIN KabWHET YMNONHOMOYEHHOro bedepanbHOro opraHa WMCMNONHUTENbHOW BNacTM B €AWHOWN
cucTemMe OTBETa Ha 3anpoc M He YYMTbIBAeTCH NpU UCHUCIIEHMM CPOKa MPUHATUSA YNOTHOMOYEHHbLIM
denepanbHbIM OPraHoM UCMOMHUTENBHOM BNACTU peLleHns 0 NpOBEAEHNN IKCNEePTU3bl JOKYMEHTOB
ONs MonyvyeHust paspelleHus Ha nNpoBedeHUEe KITMHMYECKOTO WUCCNeOBaHUs JeKapCTBEHHOMO
npenapara ana MeanUmHCKOro npuMeHeHus.

Unpopmayuss o6 usmeHeHusix. Yacmpb 5 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHus 4yactn 5 (B pegakuum PegepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N 1-$3),
KacawLimeca nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHckoro npumeHeHuns nocpeactesom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JieKapCTBEeHHbIX npenapaTtoB Ans MeauLUHCKOro
NPMMEHEeHUs, NOATBePXaaoLMe dakT rocyaapCTBEHHOW perncTpauumn, Ha byma)xHoM HocuTene u
AyonukaTbl PEerMcTpaumMoHHbIX YAOCTOBEPEHUN JEKAPCTBEHHbLIX MpenapaTtoB AfAs MeOULMHCKOro
npumMmeHeHus ¢ 1 aHBaps 2025 r. He BblgaloTCA

5. OcHoBaHMem Ons oTkasa B npoBegeHnn I3SKCNepTnu3bl AOOKYMEHTOB Ad NnojyyYyeHuA
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paspelleHnss Ha npoBedeHNe KIMHUYECKOro WuccneaoBaHusa NekapCTBEHHOro npenapaTta  Ans
MEANLUMNHCKONO MNPUMEHEHUS M 3TUYECKOW SKCMEPTM3bl SABNSIETCA NpeacTaBrieHne [OKYMEHTOB,
NpeayCMOTPEHHbIX 4acTbio 2 HacTosWwen cTaTbW, B HEeMnorHOM obbeme, HenpeacTaBrieHue
3asiBMTENEM B YCTaAHOBIIEHHbIN CPOK OTBETA Ha YKasaHHbIM B 4YacTu 4 HacToswWen cTtaTbM 3anpoc
YNOMHOMOYEHHOIro  doefepanbHOro  opraHa  UCNONHWTENbHoW Bnactu nuMbo  oTcyTCcTBME B
NpeAcTaBneHHbIX AOKYMEHTax MWCYEepnbiBaOWEro rnepevyHss HeobXoaMMow UWHgopMaumm  unu
nMHpopMaLumm, KoTopasi 4OSKHA OblTb OTpaXkeHa B HMX, a Takke OTCYTCTBME CBELEHWUN, KOTOpble B
JarnbHenwemM noATBepPXaaTCcs NOCPEeACTBOM MEXBELOMCTBEHHOMO 3NEeKTPOHHOro B3aMMoaencTaus,
0 dhakTe ynnaTbl rocygapCTBEHHOM MOLWMWHBI 38 NPOBEAEHNE 3TUYECKOW IKCNepTusbl, IKCNepTusbl
OOKYMEHTOB Ha JieKapCTBEHHbI npenapaT Ans NoryvyeHus paspelleHuss Ha npoBedeHue
KNMWHUYECKOrO MCCredoBaHMsa NeKapCTBEHHOro npenaparta Angd MeOUUUHCKOro MNpUMEHEeHUd, 3a
BblAayy paspelleHns Ha NpoBeAeHne KITMHUYECKOro UCCeaoBaHMs NekapCTBEHHOro npenapara gns
MEANLMNHCKOIO NPUMEHEHNS, 3a NPOBEAEHNE IKCNEePTU3bl JOKYMEHTOB Ha NEKapCTBEHHbLIN Npenapart
ONs NonyYeHusl paspeLleHusl Ha npoBedeHMe MeXOYHapOOHOro MHOrMOLEHTPOBOIO KITMHMYECKOrO
UccnefoBaHUsA NeKapCTBEHHOro npenapaTta  Ansg  MeOULMHCKOrO MNpUMEHeHMs, 3a Bblgady
paspeleHnss Ha nNpoBedeHMe MeXAyHapOAHOro MHOrOLEHTPOBOrO KIMHUYECKOro McCrefoBaHus
NeKkapCTBEHHOro npenapaTta Ans  MeAuUMHCKOrO NPUMEHEHMs, 3a NpoBedeHue 3TUYECKOMU
3KCNEepPTU3bl, IKCNEPTM3bl JOKYMEHTOB Ha NEeKapCTBEHHbIV Npenapart A5s NonyyYeHus paspeLleHns Ha
nposegeHne NOCTPErMcTPauNoOHHOIro KITMHNUYECKOrOo UCCNeaoBaHNs NekapcTBEHHOroO npenapaTa Ans
MeOWUUHCKOro MNpUMEHEeHUs, 3a Bbldayy paspelleHuMs Ha npoBedeHue MNoCTperncTpaLmMoHHOro
KNUHUYECKOro nccnefoBaHna nekapCcTBEHHOro npenapaTa Ang MeguLMHCKOro NpuMeHeHus.

UHopmauus 06 usmeHeHusix: Yacmpb 6 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus YacTtu 6 (B pepgakuum PeneparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBneHnsa rocygapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
Ong MeguuuHcKoro npumeHeHmns nocpeactsom EMMC3 u (unn) EMIY, npumensioTca ¢ 1 aHBaps
2025 r. PerucrtpaumoHHble YOOCTOBEPEHUSI JIEKApPCTBEHHbIX npenapatoB AN MeaULMHCKOro
NPUMEHeHUs, NoATBepXaaLme dakT rocyaapCTBEHHOW perncTpauumn, Ha bymaHoM HocuTene u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHMI JIEKAPCTBEHHbIX MNpenapartoB AN MeOULMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgaloTCA

6. lMpoBegeHne 3KcnepTU3bl AOKYMEHTOB AMS MOMyYEeHUs paspelleHnd Ha npoBefeHue
KITMHWUYECKOrO MCCReaoBaHusl IEKapCTBEHHOro npenaparta Ans MeAWUUHCKOrO MNPUMEHEHUS U
3TUYECKOWN 3KCNEepTU3bl, COCTaBfIEHNE KOMUCCUMEN IKCMEPTOB M COBETOM MO ITMKE 3aKMOYEHMN O
BO3MOXHOCTU UNN HEBO3MOXHOCTU NPOBEOEHUSA TaKoro KMMHMYECKOro UccriefoBaHus, NoanucaHue
3aKITIOYEHUN  YCUMEHHBIMU  KBANUMULMPOBAHHBIMU  3MIEKTPOHHBIMK  NOANUCAMU U HanpaBrieHne
OAHHbIX 3aKMOYEHUIN B JIMYHBIA KabUHET YyNONHOMOYEHHOro dhegepanbHOro opraHa UCnosTHUTENBHON
BNacTy B €QUHOW CUCTEME OCYLLECTBMSAIOTCS B CPOK, HE MpeBblalrowmin aBaguatm natm padoumx
OHeN CO OHA HanpaBneHus B NINYHbIN KaOMHET SKCNEePTHOro yupexaeHnsa B e4MHON cucTeMe 3ajaHus
YNONHOMOYEHHOro doefepanbHOro opraHa UCNOSNTHUTENbHOW BRAcTU C NPUIIOXEHUEM [OOKYMEHTOB,
yKasaHHbIX B nyHkTax 3, 4, 10, 11 1 11.1 yactn 2 HacToslen cTaTbU, U HaNpPaBNeHUa B NUYHbLIN
KabvHeT coBeTa MO 3TUKE B €4MHOW CMCTEME 3adaHusi YNOSIHOMOYEHHOro dheaepanbHOro opraHa
UCMOMHUTENBHOW BNAacTU C NPUMOXEHWEM AOKYMEHTOB, YKa3aHHbIX B MyHkTax 3 - 6 n 9 vactu 2
HacTosiLLLer cTaTbMu.

UHpopmayuss o6 usmeHeHusix: Yacmpb 7 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHusa yactu 7 (B pepakumn ®egepanbHoro 3akoHa ot 30 gHBaps 2024 r. N 1-d3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHUn nekapcTBEHHbIX CpeacTB
Ons MeguuuHckoro npumeHeHunst nocpeacteom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JeKapCTBEHHbIX npenapaTtoB Ans MeauLUHCKOro
NPMMEHEeHUs, NOATBePXaaoLMe dakT rocyaapCTBEHHON perucTpauumn, Ha byma)xHoOM HocuTene u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHUI JIEKAapCTBEHHbIX MNpenapartoB Ans MeOULMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgatoTCA

7. B cpok, He npeBbIlWaWmn Tpex paboumx gHEN CO OHS HanpaBfeHWsl B NINYHbIA KabuHeT
YNOSTHOMOYEHHOrO doeaeparnbHOro opraHa UCNoSIHATENBLHOW BNacTn B e4MHON CUCTEME 3aKITHOYEHUN,
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yKasaHHbIX B 4acTy 6 HacTosiwen ctaTtby, YNONHOMOYEHHbIM dheaepanbHbIi OpraH UCNOMHUTENbHOM
BNacTu:

1) ocylwiecTBnseT OUEHKY MOCTYNUBLUMX 3aKMOYEHUN Ans onpefeneHus ux COOTBEeTCTBUS
3afaHunsaAM Ha NpoBefieHne COOTBETCTBYHIOLLNX SKCNEpPTUS;

UHpopmayus 06 usmeHeHusx:  [lyHkm 2 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH om
30 sHeaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHus nyHkta 2 (B pepakumn PepepanbHoro 3akoHa ot 30 auBaps 2024 r. N
1-®3), kacawowmecs npegocTaBneHnus rocyaapCTBEHHbIX YCNyr npy obpalleHun nekapcTBEHHbIX
cpencTB Ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (nnn) ENTY, npumeHstotea ¢ 1
aHBapa 2025 r. PeructpaumoHHble YOOCTOBEPEHUA TNEKAPCTBEHHbIX MpenapaTtoB  Afd
MeAULMHCKOrO MPUMEHEHUs, noATBepXaalolue dakT rocygapCcTBEHHOW perncrpaumm, Ha
OyMa)KHOM HocuTene n ayonunkaTtbl PErMCTPaLMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NPenapaToB
Anst MeanunHCKoro npumMmeHeHus ¢ 1 auBaps 2025 r. He BblgatoTcsA

2) NpUHUMAaET peLleHne O Bblaaye paspeLleHnsi Ha NpoBeaeHNe KIMHUYECKOro NCcneaoBaHns
nekapcTBeHHOro nmnpenapata Ang MeOuUMHCKOro TMNpPUMEHEHUs,, BHOCUT B PEecTp BblaHHbIX
paspelleHnn Ha NpoBedeHuMe  KNUHUYECKUX  UCCnefoBaHW — NekapCTBEHHOro  npenapata
COOTBETCTBYIOLLYIO MHGOPMAUUIO U HanpaBnseT NocpeacTBOM eMHOro noprana 3adBuTento unu B
NUYHBIN KabWHET 3asBUTENA B €QMHOW CUCTEME BLINMUCKY U3 peecTpa BblOaHHbIX paspelleHnin Ha
npoBedeHne KIMHUYECKUX WCCNenoBaHWMin NEKapCTBEHHOro npenapaTa, MOAMUCAHHYI YCUMEHHOM
KBannuunMpoBaHHOM 3rIEKTPOHHON NOAMUCHIO;

UHpopmayusi 06 usmeHeHusix:  [lyHkm 3 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparsibHbIU 3aKOH om
30 sHeapsi 2024 2. N 1-©3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHusa nyHkta 3 (B pepakumn dPepepanbHoro 3akoHa oT 30 gHuBaps 2024 r. N
1-03), kacatolmecs nNpeaocTaBneHnUs rocyaapCTBEHHbIX YCNyr nNpu obpalleHnn nekapcTBEHHbIX
cpencTB ans MeauuuHcKkoro npumMmeHenusa nocpeactesom EMMC3 n (nnn) ENMTY, npumenstotea ¢ 1
aHBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKApPCTBEHHbIX MpenapaTtoB  Ans
MEeOMLMHCKOrO MPUMEHEHUd, noaTBep)xaatolmne dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMaXkHOM HocuTene n oybnukaTtbl permcTpaLnoHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbLIX NPenapaToB
Ons MeanuUnHCKoOro npumMmeHeHus ¢ 1 auBapsa 2025 r. He BblgaroTcA

3) nNpvHMMaeT pelwleHne 06 OTkase B Bblgade paspelleHusi Ha npoBedeHue KIMHUYECKOro
NUCcneaoBaHUSA nekapCTBEHHOro npenapata And MeAMUMHCKOrO MNPUMEHEHWss W HanpasnsieT
nocpeacTBOM e4UHOro noprana 3asBuTENo UKW B NUYHBLIN KabWHET 3asBuUTens B €AMHON cucTeme
JaHHoe peLlleHne, MoAnMMCaHHOEe YCUINEHHOW KBanuUUMPOBAHHOW 3NEeKTPOHHOW MNOAMUCHI0, C
yKasaHueM npuymH oTkasa.

8. OcHoBaHueM p[ns oOTKkasa B Bblgaye paspelleHus Ha npoBefeHue  KIMHUYEeCKOro
uccnegoBaHUsa fnekapCTBEHHOro npenapata Ansg MeAUUMHCKOro MpUMEHEHUs ABNAeTCa Hanmyme
3aKIIIOYEHNA KOMUCCUUN IKCNEPTOB UMK 3aKnioYeHst coBeTa Mo 3TUKE O HEBO3MOXXHOCTU NpoBeaAeHNs
KIMHUYECKOrO MCCcreaoBaHns NeKkapCTBEHHOro npenaparta Ans MeauvuMHCKOro MpUMEHEHUsS Mo
peaynbTaTtamM NPOBeAEHHbIX IKCNEepPTU3, NPeAyCMOTPEHHbIX YacTblo 6 HACTOALLEN CTaTbMy.

9. PeweHne o6 oTkase B NpoBeAEHNN IKCNEPTU3bl JOKYMEHTOB A5 NOMyYEeHMs paspeLleHmns
Ha npoBefdeHVe KIMHUYECKOro MCCneaoBaHus NeKapCcTBEHHOro npenapata Ang MeauuMHCKOro
NPUMEHEHNS N 3TUYECKON 3KCMepTusbl M B BblAaye paspelleHns Ha NpoBedeHVE KITMHUYECKOro
UccneaoBaHNA fNeKkapCTBEHHOro npenapata  Ans  MeAULMHCKOTO MPUMEHEHUss MOXeT ObITb
obxanoBaHo B nopsiake, yCTaHOBIEHHOM 3akoHoaaTenbcTBom Poccunckon Pegepaunn.

FTAPAHT: CM. koMmmeHTapum K ctaTbe 39 HacToswero degepanbHOro 3akoHa

UHgpopmayusi 06 u3ameHeHusix: DedepasribHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-03
Hacmoswul DedeparnbHbili 3akoH QorioniHeH cmambed 39.1, ecmynarowed e cuny ¢ 1 urons
2015 e.

Cratbsa 39.1. OTnyeckasa akcnepTusa
1. OTmyeckas aKcnepTusa MPOBOAUTCH COBETOM MO 3TWMKE, CO34aHHbIM B MOPSIAKE,
YCTaHOBIEHHOM YMOSTHOMOYEHHbLIM hefepanbHbiM OpraHoM WCMOSIHUTENBHOW BRacTu, B LeEnsx
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Bbldauu 3akntoveHnst o6 aTudeckom OOOCHOBAHHOCTU BO3MOXHOCTU MPOBEAEHUS KIAMHUYECKOro
nccnegoBaHus NiekapcTBEHHOMO nNpenapara ans MeanLMHCKOro NPUMEHEHUS.

2. JkcnepTamMmmn coBeTa MO 3TMKe MOryT ObITb MPEeACTaBUTENN MEOULMHCKUX OpraHu3auum,
Hay4HbIX OpraHuM3auui, obpasoBaTenbHbIX OpraHM3auuin BbiCLLEro o0pas3oBaHudA, a Takke
npegcrtaBMTeNM OOLLECTBEHHBLIX OpraHvM3auuni, PEenurmo3HbiX OpraHmM3auuin U CpeacTB MacCoBOW
UHdopmMaumn. [aHHble SKCMepTbl HEe AOIMKHbl HAXOAUTbCS B Kakon-nmbo 3aBMCUMOCTU OT
pa3paboTyMKOB NEeKapCTBEHHbIX MpenapaTtoB W APYrMX v, 3auHTEPEeCOBaHHbIX B pesyrbTaTax
3TUYECKOM 3KCNEepTU3bI.

3. Onnarta ycnyr akcnepToB cCoBeTa MO 3TMKE OCYLLUECTBNAETCA Ha OCHOBaHWM [O0roBopa,
3aKIIOYEHHOr0  MexXay YMONHOMOYEHHbIM  defeparnbHbIM - OpraHOM  UCMONHUTENbHOW  BracTw,
KOTOPbLIM CO3aH COBET MO 3TUKE, N IKCNEPTOM COoBeTa MO 3TUKE, 3a CHET BHOKETHbLIX aCCUrHOBaHNN,
npegyCcMOTPEHHbIX YNOSTHOMOYEHHOMY dhefepanibHOMYy OpraHy WCMOMHUTENbHOW BNacTu, KOTOPbIM
co3faH COBET No 3TukKe, B doegepanbHoOM blogKeTe Ha COOTBETCTBYHOLIMIA rof Ha obecneveHne ero
0eATenbHOCTH, B pasmepax, yCTaHOBIEHHbIX [paButenbctBom Poccunckon degepaumn.

4. 3kcnepThbl COBETA MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHO4ATENLCTBOM
Poccuinckon degepaunn.

UHpopmauuss o6 usmeHeHusix. Cmambsi 39.1 donosiHeHa Yacmbio 4.1 ¢ 30 sHeapsi 2024 e. -
®edeparibHbIl 3akoH om 30 sHeapsi 2024 2. N 1-©3

FTAPAHT: lMNonoxeHus yactn 4.1 (B pepakumm PepepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-®3), kacarowmecss npeaocTaBneHnsl rocyaapCTBEHHbIX YCIyr npu obpalleHun nekapCcTBEHHbIX
cpencTB ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (nnn) ENTY, npumeHstotea ¢ 1
aHBapa 2025 r. PeructpauuoHHble YOOCTOBEPEHUS TNEKapCTBEHHbIX MpenapaTtoB  Ans
MEeAULMHCKOrO MPUMEHEHMs, noAaTBepXaatolwue dakT rocygapcTBEHHOM perncrpaumm, Ha
OymMa)kHOM HocuTerne un ayonunkatbl PErMCTPaLMOHHbBIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ans MeanumnHCKoro npumMmeHeHus ¢ 1 auBapsa 2025 r. He BblgaroTcA

4.1. MNpwu NpoBeOEHUN ITMYECKON SKCMEPTU3blI HE OOMNyCKaeTca UCTpeboBaHMe 3KCNepToM Y
3aaBuTensa NnbO MHbIX NUL, MaTepranos, HEOOXOAMMbIX AN NPOBEAEHUSA 3TUYECKOW IKCnepTusbl. B
crlydyae HeJoCTAaTOYHOCTU NPeACTaBMEHHbIX AKCNEPTY MaTepuarnoB B NUYHbLIN KabuHeT 3asButens B
edVHON cucTeMe YMOMHOMOYEHHbIM MULOM CcOBeTa MO 3TUKe HanpaBnseTcsa 3anpoc o
npeacTaBneHun HeobxooMMbIX MaTepuanoB, NOANMCAHHbLIN pykoBoauTenemM (YrnoSIHOMOYEHHbIM
nnuoM) coBeTa No 3TUKE C UCMONb30BaHMEM YCUMEHHOW KBANMULMPOBAHHON 3/1EKTPOHHONM MOANUCH
, @ Takke HanpaBndeTcsa yBegomneHne ob ykazaHHOM 3anpoce B fIYHbIA KabUHET YNOSTHOMOYEHHOIO
defepanbHOro opraHa UCMNOMHUTENBHOW BracTn B €ANHON CUCTEME.

UHpopmayuss o6 usmeHeHusix. Cmambsi 39.1 donosiHeHa Yacmeio 4.2 ¢ 30 sHeaps 2024 e. -
®edeparibHbIl 3akoH om 30 sHeapsi 2024 2. N 1-@3

FTAPAHT: MNonoxeHusa yactn 4.2 (B pepakumn degepanbHoro 3akoHa ot 30 guBapsa 2024 r. N
1-03), kacatollmecs npenocTaBreHus rocygapCTBEHHbIX YCIyr Npu obpalleHUn TNeKapCTBEHHbIX
cpencTB ans MeauuuHckoro npumMmeHenusa nocpeactesom EMMC3 n (nnn) ENMNTY, npumenstotea ¢ 1
aHBapss 2025 r. PerucrtpaumoHHble YOOCTOBEPEHUS TEKapCTBEHHbIX MNpenapatoB  And
MeOMLMHCKOrO MPUMEHEHUd, noaTBep)xaatolme dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMakHOM HocuTene n oybnukaTtbl permcTpaLnoHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbLIX NPenapaToB
Anst MeanuUuHCeKoro npumMmeHenus ¢ 1 aueaps 2025 r. He BblgaroTcA

4.2. 3asButenb 00s13aH HanpaBuTb B JIMYHbIA KAaOUMHET coBeTa MO 3TMKE B €OUHON cucteme
NOAMUCAHHbLIA YCUINEHHOM KBanuuUUUPOBaAHHOW 3FIEKTPOHHOM MOAMNUCLID OTBET Ha 3anpoc o
npegcraBneHnM HeobXoauUMbIX MaTepmnanoB COBETY MO 3TUKE B CPOK, HE MpEeBbILLAKLWMIA OEBAHOCTA
pabounx OHEN CO AHS MOSTyYEHMS] COBETOM MO 3TMKE JMEKTPOHHOIO YBEOOMIIEHUS O MONy4YeHUn
3asBMTENEM YKa3aHHOro 3anpoca. Bpemsi co aHs HanpaBneHnsa COBETOM NO 3TUKE B NUYHbIN KabuHeT
3asBUTENS B €OMHOM CUCTEME 3arnpoca O MNpeAcTaBNeHUn HeobXxoaMMbIX MaTepuanoB A0 AHS
HanpaBneHnsa 3asBUTENEM B JNYHbLIN KabWMHET coBeTa MO 3TMKE B €AMHOM CUCTEME OTBeTa Ha
yKasaHHbI 3anpoc He YYMTbIBAeTCS Npu NCHUCIIEHUM CPOKa NMPOBEaEHNS STUYECKON IKCNEPTU3bI.

5. CoctaB coBeTa Mo 3TUKE, NONOXeHMe 0O 3TOM coBeTe, MOPSAOOK ero AesTernbHOCTH,
TpeboBaHMa K KBanudukaumm n onbiTy padoTbl MO 3KCNEPTHOW OLEHKE HayYHbIX, MEOAULUHCKUX Y
3TUYECKNX ACMEKTOB KIMMHUYECKUX UCCNEOOBaHUN NEKApPCTBEHHbIX NpenapaTtoB 4S9 MEAULMHCKOro
NPUMEHEHUS, NPeabsaBAsIEMbIE K 3KCMEPTaM COBETa NO 3TUKe, MOPSA0K OpraHu3aumm u NpoBeaeHus
3TUYECKOM 3KCMEPTU3bl, hopMa 3aKIOYEHUS COBeTa NO 3TUKE YCTaHaBMMBAKOTCA YNOSIHOMOYEHHbIM
degepanbHbiM  OpraHOM  UCMOJSTHUTENbHOW  BflacTU. Yucno npeacraButenen  MeamuMHCKUX
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

OpraHu3aumm He MOXeT NpeBbILWAaTh NONOBUHY OT OOLLEro Yncna akcnepToB coBeTa Mo 3TUKE.

6. MHdopmaums o cocTaBe coBeTa MO 3TUKE, NNaHax ero paboTbl U TeKywlen OeaTenbHOCTU
pasmellaeTca Ha ouuManbHOM canTe YNONMHOMOYEHHOro heaepansHOro opraHa UCNoSTHUTENBHON
BrnacTtu B cetn "MIHTepHeT" B YCTAHOBIIEHHOM MM MOpPSKe.

FAPAHT: Cwm. kommeHTapumn k ctatbe 39.1 HacToswero PegepanbHOro 3akoHa

Cratbsa 40. lNpoBedeHne KINMHUYECKOrO MCCreaoBaHWUsl FEKapCTBEHHOro npenapata Aans
MeOMLNHCKOrO NPUMEHeEHNSs

UHgpopmayusi 06 usmeHeHusix: DedepasribHbIiM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 1 cmambu 40 Hacmosiwezo PedepasibHo20 3aKOHa 8HECEHbI USMEHEHUSs, ecmynaroujue 8
cuny ¢ 1 urons 2015 a.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

1. PykoBoguTenb MeAWLMHCKOW  OpraHusauum, KoTopasi NpoBOAUT  KIMHUYECKoe
uccnegoBaHMe JIEKapCTBEHHOrO npenapata [Ans  MEeOUMUMHCKOrO  MPUMEHEHUS, Ha3Ha4daeT
nccnepoBaTens, OTBETCTBEHHOrO 3a MpPOBEAEHME TaKOro UCCedoBaHUA M uMmetrowero neyebHyto
cneumanbHOCTb, COOTBETCTBYHIOLLYIO NPOBOAUMOMY KIMHUYECKOMY WCCIEedOoBaHUIO NeKapCTBEHHOro
npenapara, Co cTaxem paboTbl MO nNporpaMmMam KIMHUYECKUX WCCreAoBaHUA NeKkapCTBEHHbIX
npenapaTtoB He MeEHee 4YeM Tpu roga M NO ero NPeanoXeHW HasHayYaeT couccnegoBaTenen u3
ymcna Bpaden 3ToM MeguUNHCKOM OpraHn3aumn.

2. NccnepoBaTenb OCYLLECTBASET BbIOOP NaLMeHTOB, KOTOpble N0 MEAULIMHCKUM MOKa3aHUAM
MOryT ObITb NPUBMIEYEHBI K Y4aCTUIO B KITMHMYECKOM UCCNeLOBaHUKN NeKapCTBEHHOroO npenapara gns
MEANLMNHCKOro NPUMEHEHMS.

3. WccnepoBaTtenb M couccriegoBateny AOSMKHbl ObiTb O3HAKOMIEHbI C pes3ynbTatamu
OOKITMHNYECKOrO  UCCNegoBaHNA NEKapCTBEHHOrO CpeacTBa, cogepxawummcs B Gpoutope
nccnegoBaTensi, NPOEKTOM MPOTOKOMa KIIMHWMYECKOrO WCCNedoBaHUs JfleKapCTBEHHOro npenapata
Ons MeOUUVHCKOTo NMPUMEHEHMS, pa3paboTaHHbIM pa3paboTymMKOM NEKapCTBEHHOrO npenaparta unm
WHBbIM  OPUONYECKAM JULOM, MPUBMEKAEMbIM K OpraHu3auMmM MpoBeAEeHUs]  KIMHUYECKOro
uccnefoBaHUs nekapcTBEHHOro npenapata  And  MeOUMUMHCKOrO  MpUMEHeHWUsa, W Opyrumu
MaTepuanamm Takoro uccrnegoBaHus.

UHpopmayusi 06 UsMeHeHUsIX: ®edeparibHbIM 3aKkoHOM om 29 Hos6ps 2010 2. N 313-©3 cmambs
40 Hacmosiwezao PedeparnbHo20 3aKkoHa doriofiHeHa Yyacmeio 3.1, ecmynarouwel 8 cuny ¢ 1 sHeaps
2011 e.

3.1. PykoBogutenb MeOuLMHCKOW OpraHu3auuum B CPOK, He MpeBblllalowmn Tpex paboumx
OHen co OHS Havana npoBedeHUs KIMMHUYECKOro UCCedoBaHus fekapCTBEHHOro npenaparta Aans
MEeANLUUHCKOrO MpPUMEHEHNs, coobwaeT o6 3TOM B YNOSTHOMOYEHHbIN dedepanbHbI  opraH
UCMOMHUTENBHOW BMacTW, BbIOABLUMIA pas3pelleHne Ha MpoBefeHMe Takoro uccrenoBaHus, no
YyCTaHOBIIEHHOW UM (hbopMe.

UHopopmayusi 06 usmeHeHusix: DeodepasnbHbiM 3akoHoM om 11 okmsbps 2010 e. N 271-®3 8
yacmb 4 cmambu 40 Hacmosiwe2o PedeparsibHo20 3aKOHa 8HECEHbI U3MEHEHUS
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

4. OpraH1saumm, oCyLLECTBNSAIOLWMNE OpraHM3aLmio NPOBEAEHUS KITMHUYECKOrO NCcrnenoBaHns
nekapCTBEHHOro npenapata Ana MeAUUUHCKOrO MPUMMEHEHWS U yKasdaHHble B 4Yactu 3 crtatbu 38
HacToswero PegepanbHOro 3akoHa, B Cliydyae HeobXoOUMOCTU BHECEHUSI M3MEHEHWIA B MPOTOKOS
KITMHWYECKOTO UCCNefoBaHUS JIEKAapCTBEHHOrO npenapata  Ansi MeOULMHCKOro  MpPUMEHEHUS
coobLwatT 06 3TOM B YNOIHOMOYEHHbIN ddefeparibHbI OpraH UCMOSTHUTENBHON BNacTyW, BblOaBLUWIA
paspeLlleHne Ha NpoBeAeHNE TaKoro UccnegoBaHus, No yCTaHOBIIEHHOM UM chopme.

UHbopmauusi 06 usmeHeHusix: ©DedeparnbHbiM 3akoHoM om 11 okmsabpss 2010 e. N 271-03
cmamesi 40 Hacmosiwezo ®edeparibHo20 3aKoHa 00MNoIHeEHa Yacmaeto 4.1

4.1. ®opma coobLLUEHN O BHECEHUN U3MEHEHUN B MPOTOKOS KIMMHUYECKOro UCCrenoBaHus
NeKapCTBEHHOro npenapaTta Ans MeAWLUUHCKOrO MNPUMEHEHUS OO0IDKHa codepXaTb crieayoline
cBefleHus:

1) HaumeHoBaHWe, WOEHTUMUKALUMOHHBLIA HOMEP W Adata MpoTOKONa  KIMHUYECKOro
nccrnegoBaHus;

2) naTa BHECEHUS U3BMEHEHMI B NPOTOKOM KMMHUYECKOro UccrneaoBaHus;

3) HauMeHOoBaHWe U MECTO HaXOXAEHUS 3asaBUTENS;
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4) HanmMeHOBaHWe opraHMsaunn, NPMBEYEeHHON pa3paboTyMKoM NeKapCTBEHHOrO npenapara
K opraHmsaumm NnpoBeAeHNs KIMHUYECKOro UCCrnegoBaHus (Mpy Hann4umm);

5) HaumMeHoBaHMA N MeCTa HaxOXAeHUs MeOULNHCKUX OpraHu3auni, B KOTOPbIX NPOBOAUTCSH
KNHMYeCKoe uccnegoBaHme;

6) naTa BblAayn paspeLleHnsa Ha NpoBeAeHUe KITMHUYECKOro UCCneaoBaHus U HOMep 3TOoro
paspeLleHus;

7) N3MEHEHUSA, BHOCUMbIE B NPOTOKOST KITMHNYECKOrO UCCneoBaHus.

UHpopmauus 06 usmeHeHusix: Yacmpb 5 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: NonoxeHus YacTtn 5 (B pepgakuum PegepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-P3),
KacatoLmecsa npeaocTaBneHnsa rocyapCTBEHHbIX YCyr Npu obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHcKkoro npumeHeHuns nocpeactsom EMMC3 m (unn) EMIY, npumenstotca ¢ 1 aHBaps
2025 r. PerucrtpauuoHHble YOOCTOBEPEHUSA IEKapCTBEHHbIX NpernapaTtoB ANd MeOULIMHCKOro
NPUMEHeHUs, NoATBepXaaoLme dakT rocyaapCTBEHHOW perucTpauumn, Ha bymaxHOM HocuTene u
AyOnunKkaTbl PErMcTpauMOHHbBIX YOOCTOBEPEHWUN JEKAPCTBEHHbLIX MpenapaToB Ans MeOULMHCKOro
npumMmeHeHus ¢ 1 aHBaps 2025 r. He BblgaoTCA

5. B cpok, He npeBblWwawwWwmn [Baguatm BOCbMM pabounMx AOHEW CO AOHSA MonyyYeHust
yKaszaHHOro B 4actu 4 HacTosiwen cTaTbW COOBLLEHUs, YMOMHOMOYEHHLIN hbeaepanbHbld opraH
UCMOMHUTENBHOW BNacTM paccmaTpuBaeT 37O COOOLLEHWE B YCTAHOBMIEHHOM WM MNopsagke u
NPUHUMAET peLleHne O BHECEHUN WU3MEHEHMA B MPOTOKON  KIAMHWYECKOro UccrenoBaHus
NekapCTBEHHOro npenaparta Ans MEeAUUUHCKOro NMpPUMEHEHUsT unm o6 OTkase BO BHECEHUM TaKuX
M3MEHEHUN, NnognMcaHHoOe YCUIMEHHOW KBannMUUMPOBAHHOW 3IEKTPOHHOW MOAMNUCHID, NOCPEACTBOM
HanpaBneHNs COOTBETCTBYHLLErO peLlleHns B NUYHbIA KabMHET 3asBuTensa B eguHon cucteme. Npu
pacCcMOTpPeHUn coobLeHnsi 0 HeOOXOAMMOCTM BHECEHUSI U3MEHEHWUIA B MNPOTOKOS KIMHUYECKOro
MCCneaoBaHUs IEeKapCTBEHHOro npenaparta And MeOMUMHCKOrO MPUMEHEHUsT B LENSIX OLEHKU
00OCHOBAHHOCTWN MpeanaraemMbiX W3MEHEHWUA W OnpedeneHus CTEMEHUW pucka Ans nauueHToB,
NPUHUMAIOLLMX Y4acTue B KNUHUYECKNX UCCneoBaHUNAX, YNOoNMHOMOYEHHbIM dedepanbHbiM OpraHomM
UCMOMHUTENBHOW BNacTM MOryT nNpuBNeKaTbCa 3KCMepTbl coBeTa MO aTMKe U (UNu) 3KcnepTbl
3KCNEPTHOTO yypexaeHust.

6. KnuHnyeckoe nccnegoBaHne nekapcTBeHHOro npenapaTa ana MeamumHCKOro npuMeHeHus
MOXeT ObITb MPMOCTAHOBMEHO WMNKU NpPekpalleHo, ecrnv B Npouecce ero npoeseaeHust obHapyxeHa
OMacHOCTb AN KM3HW, 340POBbA MaUMEHTOB. B criyyae BO3HMKHOBEHMSI OMACHOCTU OISl XKWU3HWU,
300pOBbSA NaUNEHTa, YHaCTBYIOLLENO B KNIMHNYECKOM MCCreA0BaHUM NIEKapCTBEHHOMO npenapara gns
MEANLMNHCKOro NpUMEHeHUs, ncecriegosatenm obsasaHbl NpoMHGopMMpoBaTbh 06 3TOM PYKOBOAMTENS
MEAMLUUHCKON OpraHuM3aumMm U OpraHM3aumio, MOofyuvMBLUYKD paspelueHMe  YMoSTHOMOYEHHOro
denepanbHOro opraHa WCMONHUTENBHOM BRacTM Ha OpraHM3aumilo NPOBEAEHUSA  KITMHUYECKOro
NUCCNeaoBaHUsA JIEKapCTBEHHOro npenapata. PelweHne O NPUOCTAHOBIIEHUM  KIMHUYECKOIO
MUCCneaoBaHUsA  NEKaApCTBEHHOro npenapata Angd  MeguuMHCKOrOo  MNMPUMEHEHUSt  NPUHUMAaKOT
pykoBOAMTENb MEOMLMHCKOW oOpraHv3auum u (unu) opraHum3auus, nosnyyvvBlIas paspelueHue
YNONHOMOYEHHOro dhefepanbHOro opraHa MCNONHUTENLHOW BNacTM Ha opraHmsaumio npoBefeHus
KIMMHUYECKOrO UCCredoBaHUs JeKapCTBEHHOro npenapata and  MeauuuHCKOro MNpUMEHEHMS,
pellueHne 0 npekpaLleHnn Takoro nccnegoBaHns NpuHUMaeT YNONHOMOYEHHbIM beaepanbHbii opraH
UCMOMHUTENBHOW BMlIACTU Ha OCHOBaHUM COOOLIEHMS B MNUCbMEHHOW dopMe pPyKOBOAMTENS
MEAMLUMHCKON OpraHu3auun unm opraHmsaumd, MonyyYmBlUas paspelleHne  YnoriHOMOYEHHOro
defepanbHOro opraHa WCNOMHUTENBbHOW BRAcTM Ha OpraHM3aumilo NpoBEeAEHUS  KIMHUYECKOro
nccnegoBaHus NekapcTBEHHOMO nNpenapara ans MeAMLMHCKOro NMPUMEHEHUS.

7. B cpok, He npeBblWaLWmMi NAT paboymx AHEN CO OHSA 3aBepLUEHUsl, NPUOCTAHOBIEHMS
UM MpeKpaLleHnsa KIMHUYECKOrO MCCreaoBaHusl FIEKapCTBEHHOrO npenapata gnsi MeguuMHCKOro
NPUMEHeHUs1, coobleHne 06 3TOM HanpaBnNsAeTCs OpraHn3auusiMm1, ykasaHHbIMK B YacTn 3 ctatbh 38
HacToswero degepanbHOro 3akoHa, B YMOMHOMOYEHHbIM bedepanbHblii opraH WUCMOMHUTENbHOM
BNacTu Nno yCTaHOBNEHHOW UM hopMe.

8. ®opma coolbuleHMs O 3aBepLUEHUN, NMPUOCTAHOBIEHNN UNU NPeKpaLLEeHNN KIMMHUYECKOro
nccnenoBaHus nekapcTBEHHOro npenapara Ansi MeaMLUMHCKOro NpUMeEHeHns OOMKHa CoaepKaThb:

1) wuwHdopMaumMo O MEeOUUMHCKOW opraHuMsaumm Wnu  MeQUUUHCKUX  OpraHu3auumsix,
NPOBOAMBLLMX AAaHHOE UccrneaoBaHue;

2) onncaHue gaHHOro UCCrneaoBaHuns;
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UHgpopmayusi 06 usmeHeHusix: @DeodeparbHbiM 3akoHoM om 11 okmsabps 2010 . N 271-®3 8
nyHkm 3 yacmu 8 cmamaeu 40 Hacmosiue2o ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS
Cm. mekcm riyHKkma 8 rpeobidyujed pedakyuu

3) pDaHHble wuccnepoBaTensa (hamunusa, uMs, OTYECTBO, MeCTO paboTbl, 3aHMMaemas
OOIDKHOCTb, CheumanbHOCTb, CTax paboTbl MO nporpaMmmam  KIWMHUYECKMX  UCCeLOoBaHUN
neKapCTBEHHbIX NpenapaToB, NepeyveHb KMMHUYECKMX UCCIeA0BaHUI NeKapCTBEHHbIX NpenapaTos, B
KOTOpbIX OH MNpuHUManN ydacTue (mepuodbl ydacTusl) B kadecTBe wccnegoeaTens  uwnu
covccnegoBartens);

4) pesynbTaT OAHHOTO MUCCReaoBaHWs (3aBeplleHune, NPUOCTAHOBIIEHUE WM MpeKpalleHne
OAHHOro0 UccnegoBaHUs C YKasaHMEM WX MPUYMH U BIUSHUS Ha OLIEHKY €ro pesynbTaTtoB, O0Lyto
OLEHKY puCKa M OXMAaeMomn Nofb3bl OT MPUMEHEHUSA UCCrefyeMoro nekapCcTBEHHOro npenapara, a
Takke npegnonaraemble AanbHeNWne ENCTBUS).

UHpopmayusi 06 USMEHeHUSsIX: QeodeparnbHbiM 3akoHoM om 13 urons 2015 2. N 241-®3 yacmsb 8.1
cmamabu 40 Hacmosiuie2o ®edeparibHO20 3aKOHa U3/I0XKeHa 8 HO8oU pedakuuu
Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

8.1. lMNpwu BbiIBNEHUN (heaepanbHbIM OpraHOM UCMOSTHUTENBbHON BNAcTU, OCYLLECTBNAOLLNM
YHKLMM MO KOHTPONIO M Haa3opy B cdepe 30paBOOXpPaHEHUs, HapyLleHUn npasBun Haanexallen
KIMUHUYECKOWN MPaKTUKU NPpU NPOBEOEHUN KITMHUYECKOrO MCCneoBaHUS NekapCTBEHHOro npenapara,
BNUSIOLLUNX HA MOMHOTY U (MNKU) AOCTOBEPHOCTb AAHHOIMO KNMUHUYECKOro UCCreaoBaHusl, ykasaHHbIN
defepanbHbIn - OpraH  WUCMOSMHUTENbHOW  BNAcTM  NPUOCTaHaBnMBaeT MpoBedeHWe  AaHHOro
KITMHWYECKOro nccnegoBaHns n BbIHOCUT MEANLMHCKON OpraHn3auumn, B KOTOPOW NpOBOANTCA JaHHOe
KIMHWUYECKOE WUCCefoBaHue, npeanvcaHne o6 yCcTpaHEeHMM BbISIBMEHHbIX HapyweHui. [pu
HEeyCTpaHeHUNn MeaULMHCKON opraHuM3aunen BbIABMEHHbIX HapyleHUA B YCTAHOBSIEHHbIA B
npeanncaHnn CPoK yKasaHHbIn doefeparbHbI opraH MCNOMHUTENBbHOM BAAcTU NMPUHUMAET peLleHne
O MpeKkpalleHMn npoBeAeHNs KIMHUYECKOro MCCneaoBaHus  fekapCTBEHHOro npenapata U
HanpaendaeT B eaepanbHblin OpraH MCNOSTHUTESNbHOW BNAcTW, OCYLLUECTBASOWNA (yHKUMM NOo
BblpaboTke 1 peanusaumm rocyaapCTBEHHOW NOMUTUKN U HOPMATMBHO-NPABOBOMY PErynMpoBaHnio B
chepe 3OpaBOOXpaHEHUd, 3akmnvyeHMe O BbIABNEHUW MNpU MNPOBEeAEHUN [AHHOMO KIMUHUYECKOro
NccneaoBaHNSA HapyLLEeHWA NpaBu Hagnexalen KNMHUYECKOM NPakTUKN ANs NPUHATMA pelueHuns o6
OTMEHe paspelleHnsd Ha opraHu3auuio NpoBedeHna AAHHOrO KIMHMYECKOro uccrnefoBaHnsa ¢ aatbl
NPUHATUS peLLeHnst O NPUOCTaHOBIEHWUM NPOBEAEHNS KITMHUYECKOrO UCCNefoBaHUs fekapCTBEHHOIo
npenapara.

UHpopmayuss o6 usmeHeHusix: Cmambsi 40 OorioniHeHa 4Yacmbto 8.2 ¢ 30 siHeapsi 2024 e. -
®edeparibHbIl 3akoH om 30 siHeapsi 2024 2. N 1-@3

FTAPAHT: MNonoxeHus vactn 8.2 (B pepakumm depepanbHoro 3akoHa oT 30 aHBapsa 2024 r. N
1-©3), kacatollmecs npenocTaBreHns rocygapCTBEHHbIX YCyr Npu obpalleHUn NeKapCTBEHHbIX
CpeacTB And MeauumHCKoro npumeHennsa nocpenctsom EMMC3 n (unun) ENTY, npumeHsatoTesa ¢ 1
aHBapss 2025 r. PerucrtpaumoHHble YOOCTOBEPEHUS NEKapCTBEHHbIX MNpenapatoB  And
MeOMLMHCKOrO MPUMEHEHNd, noaTBep)xaatwlmne dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMaXkHOM HocuTerne 1 oybnukaTtbl PermcTpaLnoHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbLIX NPenapaToB
Anst MeanuuHcKoro npumMmeHenus ¢ 1 aueaps 2025 r. He BblgaroTCA

8.2. lpn npoBegeHMM KIANMHUYECKOrO WCCreaoBaHUsl NEeKapCTBEHHOro mnpenapata Ans
MEOMLMHCKOrO MNPUMEHEHUss B Clyyae YTOYHEHUS (M3MEHEHUS) [aHHbIX, CoAepXawuxcs B
paspelleHnn Ha NpoBedeHe OAHHOrO KIMHUYECKOro uccnegoBaHus, Ha OCHOBaHUM HanpaBreHHOoro
B JIMYHbIA KAaOWHET YMNONMHOMOYEHHOro dpefepanbHOro opraHa WCMNOSIHUTENbHOW BracTu B €4uMHOM
cucteme obpalleHns 3aaBuTEnNsl, NOAMWCAHHOIO YCUITEHHOM KBanMMUUMPOBAHHOW SMEKTPOHHOM
NOAMUCLI0, C MNPUNOXEHWEM MOTMBUPOBAHHOTO OOOCHOBaHWSA WM [AOKYMEHTOB, MOATBEPXOAOLLMX
HeoBX0OUMOCTb YTOYHEHWUS AaHHbIX, YMNOSIHOMOYEHHbIV befepanbHbil OpraH MCMOSTHUTENBHON
BNacTM B CPOK, HE MPEBbILWAKLWNA ABaALaTU BOCbMU paboumx AHEN CO AHSA NOCTYNSIeHMS Takoro
obpalleHns, BHOCUT W3MEHEHWs1 B paspelleHMe Ha NpoBeAEHME KIMHMYECKOro UccrenoBaHus
nekapCcTBEHHOro npenapara Ans MeguuMHCKOro NpUMEHEHUs U peecTp BblAaHHbIX paspelleHui Ha
npoBedeHne KNMHUYECKUX WUCCNeaoBaHUN NeKapCTBEHHbIX MpenapaTtoB, a Takke HanpasBngeT B
NNYHBIN KaOMHET 3asBUTENA B €OMHOM CUCTEME BLINMUCKY M3 peecTpa BblOaHHbIX paspeLleHnin Ha
npoBedeHne KIMHUYECKUX WUCCNeaoBaHUN NeKapCTBEHHbLIX MpenapaTtoB, MOAMNWCAHHYK YCUMEHHOM
KBanmuuUmMpoBaHHOW 3NEeKTPOHHOW nognuceto, Nnbo npuHMMaeT peleHve 06 oTka3e BO BHECEHUU
M3MEHeHW B paspelleHVe Ha nNpoBedeHue KIMHUYECKOro UCCNegoBaHus  feKkapCTBEHHOro
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npenapara ans MeguuMHCKOro NpMMEHEHNsT U HanpaBnseT B JIMYHbIN KabMHET 3asBUTeENsa B e4uMHOM
cucTemMe 3TO pelleHne, NoanucaHHoOe YCUMEHHOW KBanuuuupoBaHHOW 3MEKTPOHHOW NOAMUCHLIO, C
yKasaHveM npuymH oTkasa.

9. YNorHOMOYEHHbIN defepanbHbii opraH WMCNONTHUTENbHON BRactM onybnvkoBbIBaeT U
pasMelaeTr Ha cBoeM oduuumanbHoM cante B ceTu "MHTepHeT" coollieHve O 3aBepLUEHMM,
NPUOCTaHOBIIEHUN UMK NMpeKpaLLEeHNN KITMHUYECKOro UCCeoBaHuUs nekapcTBEHHOro npenaparta ans
MEeOMLMHCKOrO MPUMEHEHNS B CPOK, HE MPEBbILLAILWNIA NATN pabounx AHEN CO OAHS ero NonyyeHus, B
YCTaHOBIIEHHOM UM NOpSAaKe.

10. YnonHomoueHHbI hedepanbHbid  OpraH WCNOMHUTENbHOW BracTU  OcyllecTBnAeT
BeJeHue peecTpa uccrnegosatenen, NPoBOAAWMX MU NPOBOAMBLUUX KIMHUYECKUE UCCreaoBaHus
nekapCTBEHHbIX MpenapaToB Afs MeOULUHCKOro NPUMEHEHUs, B COOTBETCTBUN C YTBEPXKAEHHBIMA
UM npaBunamMm wn pasmelaeT ero Ha cBoeM oduumanbHOM cante B ceTu "VIHTepHeT" B
YCT@HOBIIEHHOM WM Mopsake. YKasaHHbI peecTtp CoAepXuT uHdopMaumio, NpegyCMOTPEHHYIO
NMYHKTOM 3 4acTu 8 HacTOSALLLEN cTaTbW.

UHpopmayuss 06 usmeHeHusx: Yacmpb 11 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHus yactn 11 (B pepakumm dPepepanbHoro 3akoHa ot 30 sHBapsa 2024 r. N
1-03), kacatollmecs nNpeaocTaBneHnUs rocyJapCTBEHHbIX YCNyr nNpu obpalleHnn nekapcTBEHHbIX
cpencTB ansg MeauuuHckoro npumMmeHenusa nocpeactsom EMMC3 n (nnn) ENTY, npumeHstotea ¢ 1
aHBapsa 2025 r. PeructpauuoHHble YOOCTOBEPEHUSI TNEKapCTBEHHbIX MpenapaTtoB  Ans
MEOMLMHCKOrO MPUMEHEHNd, noaTBep)xaatlmne dakT rocyJapCTBEHHOW perncrtpaumm, Ha
OyMa)KHOM HocuTerne un Ayonunkatel PErMcTPaLMOHHbIX YAOCTOBEPEHUI NEKAPCTBEHHbBIX NpenapaToB
Ons MeanuUnHCKoro npumMmeHeHus ¢ 1 auBapsa 2025 r. He BblgaroTcA

11. OTyeT 0 pesynbTaTax KIMHWYECKOrO WCCRedOoBaHWs feKapCTBEHHOro npenapata Aans
MEOULMHCKOrO MPUMEHEHNSA COCTaBNSIeTCA oOpraHu3aumen, ykasaHHoW B 4actu 3 cratbn 38
HacToswero PefepanbHOro 3akoHa, U nNpeacTaBnsgeTcd B YNONHOMOYEHHbIN heaepanbHbli opraH
UCMOMHUTENBLHOW BNAacTuW, BblAaBLUMI pa3pelleHre Ha NpoBeeHne 3Toro UccrneaoBaHus, B CPOK, He
npeBbillaOWNN  ABeHaJuaTu MecsueB CO [OHA €ero  3aBeplueHusi, MpPUOCTaHOBMEHUA uUnu
npekpawieHvs, B nopsigke, YCTAHOBMIEHHOM  YMOMHOMOYEHHbIM  dedepanbHbIM — OpraHoMm
UCMNOMHUTENBHON BRacTu.

UHpopmayus ob usmeHeHusix: DedepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 s
yacme 12 cmambu 40 Hacmosiuwezao ®edeparibHO20 3aKOHa 8HECEHbI U3SMEHEHUS, scmyrnarujue 8
cuny c 1 urons 2015 a.

CmM. mekcm Yacmu 8 npedbidywiel pedakyuu

12. HapyuwleHne npaBun Hagnexalien KIMHUYECKON NpakTukK, hanscngukaums pesynbtaTos
KIMHUYECKOro MCCreaoBaHnNs NekapCTBEHHOro npenaparta Ans MeguuMHCKOro NMPUMEHEHUST BREKYT
3a cobown OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKkoHogaTenbcTBoM Poccuickon ®epepaumn.

UHopopmayusi 06 usmeHeHusix: dDedeparibHbiM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 13 cmambu 40 Hacmosuwe2o PedepasibHO20 3aKOHa BHECEHbI USMEHEHUs, ecmyrnaruue 8
cuny c 1 urona 2015 e.

Cm. mekcm Yacmu 8 npedbidyweli pedakyuu

13. lpn npoBedeHWM KIMHMYECKOrO WCCRefoBaHWs NeKapCTBEHHOro npenaparta Ang
MEANLMNHCKOro NPUMEHEHMS JornyckaeTcs 3abop y nauneHToB Guonormdecknx marepmanos (odpasubl
OMONOrMYEeCKNX >KUOKOCTEW, TKAHEW, CEeKpeTOB W NPOAYKTOB XW3HEAEeATEeNbHOCTM YenoBeka,
PU3NONOrMYECKNX N NaToNOrM4YeCcKMX BblOENEHUN, Ma3KOoB, COCKOOOB, CMbIBOB, MUKPOOPraHM3MOB,
OuoncunHbln MaTtepwan) gns ux u3ydenums B Poccunckon depepaummn u (Mnv) 3a npegenamu
Poccuiickon ®egepaunn.

UHpopmayuss 06 usmeHeHusix: @DedepasibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 14 cmambu 40 Hacmosiwezo PedepasibHO20 3aKOHa BHECEHbI U3MEHEHUS, 8cCmyrnanuue 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

14. Tlopsagok BBo3a B Poccunckyio depepaumio M BbiBO3a 3a npegensl Poccuiickon
depepauun  GUONOrMYECKMX  MaTepuanoB, MOMYYEHHbIX NPU  MNPOBEOEHUN  KIMHUYECKOro
uccnegoBaHUs fekapCTBEHHOro npenapata Ansg MeauUMHCKOro MPUMEHEHUs, yCTaHaBnMBaeTCs
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MpaeuTenscTBoM Poccuickon ®epepaumn.
FTAPAHT: CM. komMeHTapum k ctaTbe 40 HacTosilwero PeagepanbHOro 3akoHa

Cratba 41. [oroBop O MpOBEAEHUN KITMHMYECKOTO WCCReAoBaHUS JIEKapCTBEHHOMO
npenapara asi1 MeANLUHCKOro NpUMeHeHns

1. KnnHnyeckoe nccnegoBaHne nekapCTBEHHOrO npenaparta gis MeAULUHCKOro NPUMEHEHNS
npoBOoANTCA B COOTBETCTBUM C [JOrOBOPOM O MNPOBEAEHUN KITMHUYECKOro uccrnegoBaHus
nekapcTBEHHOro npenaparta ans MeauUMHCKOro NpUMEeHeHNd, 3akrnoyaeMbiM Mexay opraHusaumen,
nonyymBLLEN paspelleHne YrNornHOMOYEeHHOro dpefeparibHoOro opraHa WMCNOSIHUTENbHOW BRacTu Ha
opraHusaumio NpoBefeHUs Takoro UccnegoBaHus, U MeQULIMHCKOM opraHuM3aumen, ocyLLecTBsoLWLen
npoBedeHne Takoro nccregoBaHus.

2. NoroBop 0 NpoBedeHUN KIMHUYECKOro UccnefoBaHUSA nekapCTBEHHOro npenapata Ans
MeANLUHCKOro NpUMEHEeHUs JOMKEeH coaepxaThb:

1) ycnoBsusa n cpokun npoBeaeHns AaHHOro nccneoBaHus;

2) onpefeneHue obLen CToMMOCTM NPOorpaMmbl JaHHOIO UCCeA0BaHUS C yKazaHUeM CYMMbl,
npegHasHavaroLenca Ansa sbinnart nccrnegoBartensam, conccreoBatensmu;

3) onpegeneHne opMbl MNpeacTaBneHMs pe3ynbTaToB [OaHHOMO0  UCCnegoBaHud B
YNOMHOMOYEHHbIN hefepanbHbI OpraH UCNOSTHATENLHOW BRacTMu.

FAPAHT: Cm. KoMMeHTapun Kk ctatbe 41 HacToswero PegepansHOro 3akoHa

Cratba 42. O®uHaHcoBOoe obecneyeHne KIIMHUYECKOTO WCCNeLOBaHUA JEeKapCTBEHHOMO
npenapara asi1 MeANLUHCKOro NpUMeHeHns

durHaHcoBOe obecneveHne KIMHUYECKOro MCCReAoBaHMS NEKapCTBEHHOro npenapara Aans
MEANLNHCKOIo NPUMEHEHUS OCYLLIECTBSETCS 3a CYET:

1) cpeacTe henepanbHOro 61ooKeTa;

2) cpencTB opraHM3auuii, NonyyYnBLLMX pas3pelleHne Ha opraHM3aumio NPoBeAEHUS OaHHOro
nccneaoBaHns, B COOTBETCTBUM C YCIOBMSAMUW JOrOBOpaA O €ro NpoBeAEeHUM;

3) VHbIX He 3anpeLLeHHbIX 3akoHogaTeNnbCTBOM Poccuiickon Pegepaunm MCTOYHUKOB.

FTAPAHT: Cm. KOMMeHTapuu k ctatbe 42 HacTosiwero PegepanbHOro 3akoHa

CraTbs 43. [paBa NauneHTOB, Yy4acCTBYOLWNX B KIMMHUYECKOM UCCNefOoBaHUU NIeKapCTBEHHOMO
npenapara ans MeanumuHCKoro NpUMeHeHus
1. Yyactve nauMeHTOB B KIMHMYECKOM MCCneaoBaHWM NEKApCTBEHHOro npenaparta Aans
MEANLNHCKOro NPUMEHEeHUs SBNAeTCcs 4O0OPOBOSbHBIM.

FTAPAHT: O6 opraHmsauumn oTOeNeHUN KNMMHUYECKMX UCTIbITAHUA NEKApCTBEHHbLIX MpenapaToB Ha
300poBLIX AobpoBonbLax cM. npukas MuHsapasa PO ot 25 aBrycta 1992 r. N 235

UHbopmayus 06 usMeHeHUsIX: Yacmb 2 usmeHeHa ¢ 1 sHeaps 2025 2. - ®edeparibHbIl 3aKOH 0m
30 sHeapst 2024 2. N 1-®3
Cwm. 6yOywiyto pedaKkyuro

2. MaumneHT unu ero 3aKOHHbIN NpeacTaBUTeNb AOMKEH OblTb MHPOPMMPOBAH B MUCbMEHHOM
dopme:

1) o nekapcTBeHHOM npenapaTe AN MeQULUHCKOro NPUMEHEHUS U CYLLHOCTU KIUHUYECKOro
nccnefoBaHUs 3TOro fiekapCTBEHHOrO npenapara;

2) o 6e30MacHOCTU neKkapCTBEHHOro npenapaTta And MeAUUMHCKOrO MNPUMEHEHUs, €ero
oxmngaemon 3(pPEeKTUBHOCTU U CTENEHN pPUCKa ANA NaAUNEHTa;

3) o6 ycrnoBusaAx ydacTus nauMeHTa B KIIMHUMYECKOM WCCNegoBaHUW FIEKapCTBEHHOIO
npenapata ansg MeauumnHCKOro NpUMeHeHus;

4) 0 uenu unu uensax u NPoAoIMKNTENbHOCTU KIIMHUYECKOrO UCCrefoBaHWs NekapCTBEHHOMo
npenaparta ansg MeauunHCKOro NpUMeHeHus;

5) o gencrteusx naumeHTa B criydae HenpeaBuOEHHbIX 3P(EKTOB BIMSHUSA FIEKAPCTBEHHOIO
npenaparta ang MeanumHCKOro NpYMEHEHNs Ha COCTOsIHME ero 340poBbS;

6) 06 ycnoBusix 0653aTeNbHOr0 CTPaxoBaHUSA XN3HU, 300POBbSA MNALNEHTA;

7) O rapaHTUaX KOHUOEHLManbHOCTU ydacTusa nauueHTa B KMUHUYECKOM UccrefoBaHuu
nekapCTBEHHOro npenapaTta ns MeguuMHCKOro NpUMeHeHMs!.

UHpopmauus 06 usmeHeHusix:  Yacmpb 3 usmeHeHa ¢ 1 sHeaps 2025 e. - ®edeparibHbIlU 3aKOH O0m
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30 sHeapsi 2024 2. N 1-03
Cwm. 6ydywyto pedakyuro

3. ﬂ,O6pOBOJ’IbHO€‘ cornacne nauuneHta Ha ydactne B KIIMHUYECKOM uccnenoBaHun
NNIeKapCTBEHHOro npenapara anda MeguumHCKOro npuMMeHeHuna noarBepXxaaeTcAa ero nogrnucbio Unn
noanncbio ero 3aKkoOHHOro npeacrtaBuTend Ha VIH(*)OpMaLI,VIOHHOM JINCTKE NauuneHTa.

4. TauneHT UnNu ero 3aKOHHbLIN npegcraBuTeslb UMeeT MNpaBO OTKa3aTbCA OT y4dacTua B
KIMMMHN4YEeCKOM nccrnengoBaHnMn nekapCTtBeHHOro npenapara ana MmeagnunHCKoro npuMmeHeHmnd Ha nobon
CTagunmn npoBegeHunsa Takoro nccrieaoBaHuA.

UHbopmayus 06 usMeHeHUsIX: Yacmb 5 usmeHeHa ¢ 1 sHeapsi 2025 2. - ®edeparibHbIl 3aKOH 0m
30 sHeapst 2024 2. N 1-®3
Cwm. byoywyto pedakuyuro
®edeparnbHbiM 3aKkoHOM om 22 okmsbpsa 2014 e. N 313-03 8 wvacmb 5 cmambu 43 Hacmosuweao
®edepalsibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmyrnarouwue 8 cusly ro ucmedeHuu mpuouamu
OHel rnocrne OHS ohuyuabHo20 onybrukosaHusi HadagaHHO20 ®edepasibHO20 3aKOHa
Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

5. MNpoBefeHne KNMHMYECKOro ccnegoBaHus iekapcTBEHHOMO npenapara s MeguLMHCKOro
NPUMEHEHNS C ydacTMeM B KayeCTBe NaUMEHTOB AeTel [OOMNyCKaeTCsl TOfbKO C cornacust B
NUCbMEHHON doopMe UX poauTenen, ycobliHoBUTEnen. [leTn MOrytT paccmaTpuBaTbCs B KadecTBe
noTeHuManbHbIX NauueHToB Takoro UccrneaoBaHUs, TONMbKO eCnn ero nposeaeHne Heobxoaumo Ans
YKpEnseHnsa 300poBbst AeTEN UM NPOUITAKTUKA MHPEKUMOHHBIX 3aboneBaHui B 4ETCKOM BO3pacTe
nmbo ecnu uenblo Takoro UCCNedoBaHWUS SIBNSETCA NOMyYeHUe OaHHbIX O Hawmyywen OO3UPOBKe
NeKkapCTBEHHOro npenapara ansa neyeHus geten. B aTux crniyyasx Takomy uccrnegoBaHUI0 AOSMKHO
npeaLwecTBoBaTb KIMHUYECKOE WCCNeAOBaHWE feKapCTBEHHOro npenapata Ans MeAuUMHCKOro
NPUMEHEHUS Ha COBEPLUEHHOMNETHUX rpaxaaHax, 3a MWCKMIYEeHUEM criyvyaeB, ecnv uccrnegyembli
nekapCcTBeHHbIM MNpenapat ANnd MeOULUHCKOro MNpUMEHEeHUs npedHasHayvyeH WCKNIYUTENbHO aAnd
NCMonb30BaHNA HECOBEPLLEHHOMNETHUMU rpaXkaaHaMu.

6. 3anpelyaeTcs npoBeaeHUe KINMHNYECKOro UCCnegoBaHUs NeKapCTBEHHOro npenapaTa ans
MEANLMNHCKOIo NPUMEHEHUS C Y4aCcTUEM B Ka4ecTBEe NauVeHTOB:

1) oeTen-cmMpoT 1 geTen, ocTaBLLMXCca 6e3 nonevyeHus poguTenen;

2) XeHWuH B nepuod GepemMeHHOCTM, XEHLWMH B MEepuop rpydHOro BCKapMiuBaHus, 3a
WCKINIOYEHNEM CNnyyaeB, eCnn NPOBOAMUTCS KIMHUYECKOe MUccrefoBaHve NekapcTBEHHOro npenapara,
npeAHasHa4YeHHoro Ans yKasaHHbIX XXEHLUWH, MpU YCNOBMM HEOBXOAMMOCTU NONy4YeHUs nHdopmMaLmm
TONbKO BO BpPeEMSA NPOBEAEHUS COOTBETCTBYIOLLUMX KIIMHUYECKUX WCCNEAOBaHWA U MPUHATUS BCEX
HeobXoauMbIX Mep MO MCKITYEHUIO pUcka HaHeceHus Bpeda XeHwuHe B nepuon 6epemMeHHoCTH,
XXEHLUMHE B Nepuoa rpyaHOro BCKapMnmnBaHus, nnoay nnm pebeHky;

3) BOEHHOCNyXalUMX, 3a UCKMOYEHUEM CriyyaeB NpoBeAeHNsd KMMHUYECKOro MUcCreaoBaHus
neKkapCTBEHHOro npenapara, cneumanbHO pa3paboTaHHOro Ansi MPUMEHEHUS B YCIOBUSIX BOEHHbIX
OEVNCTBUI, 4Ype3BblHalHbIX CUTyauuin, NPoUNAKTUKM W NeveHus 3aboneBaHuin N NOPaKEeHWUN,
MONYYEHHbIX B pesynbTaTe BO34EWCTBUS  HEBNaronpuUATHbIX  XMMUYECKUX, Buonormyeckux,
paguaumoHHbIX hakTopoB. KnuHuYeckoe nccrnegoBaHMe Takoro fieKapCTBEHHOro npenaparta MoXeT
npoBOANTBCA C yyacTMEM B KayeCTBE MNaAUMEHTOB BOEHHOCMYXalMX, 3a WUCKIIYEeHUEM
BOEHHOCHYXaLlUMX, NPOXOAdALWMX BOEHHYK cryxby no npusbiBy, ¢ cobniogeHnem TpeboBaHun,
YCTaHOBIEHHbIX HacToAwmMM PeaepanbHbIM 3aKOHOM B OTHOLLUEHUUN MPaXOQaHCKUX N,

4) cCOTPYyOQHUKOB NPaBOOXPaHUTENbHbIX OPraHoB.;

5) nuu, oTbbIBaOWMX Haka3aHWe B MecTax nuueHus cBoboAbl, a Takke nuu, Haxoaawmnxcs
noA CTpaxkewn B CreACTBEHHbIX U30MATOpax.

UHopmayus 06 usmeHeHusx:  Yacmb 7 usmeHeHa ¢ 1 sHeaps 2025 e. - ®edeparibHbIlU 3aKOH O0m
30 sHeapsi 2024 2. N 1-®3
Cwm. b6ydywiyto pedakyuro

7. OonyckaeTcst npoBefeHve KNMMHUYECKOro UCCNEeAoBaHNS NeKapCTBEHHOrO npenapaTa Aans
MEAMLMHCKOrO MNPUMEHEHUsi, NpeAHAa3HA4YeHHOro Ans feveHust Ncuxmyeckux 3abonesaHuin, c
y4yacTMEM B KayecTBe MaUMEHTOB 1uL C  MCUXMYECKUMU  3aboneBaHusIMK,  MPU3HAHHbIX
HegeecnocobHbIMM B Nopsidke, YCTaHOBMNEHHOM 3akoHopaTtensctBoM Poccuiickon depepauun.
KnuHuyeckoe uccnenoBaHne nekapCTBEHHOIO npenapata B 3TOM crlyyae NpoBOAUTCA MPU HanMymm
cornacusi B IMCbMEHHOW hopMe 3aKOHHbIX NpeacTaBUTeNel ykasaHHbIX NNLL.

FTAPAHT: CM. KOMMeHTapum K ctaTbe 43 HacTosilwero deaepanbHOro 3akoHa
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UHopopmayusi 06 usmeHeHuUsix: ®eodeparbHbiM 3akoHOM om 29 Hosi6pst 2010 e. N 313-03 cmambs
44 Hacmosiwezo PedeparnibHO20 3aKOHa U3foXeHa 8 Hoeol pedakyuu, ecmynarowed 6 cuny ¢ 1
sHeaps 2011 a.

Cm. mekcm cmambu 8 npedbidywelt pedakyuu

Cratba 44. Ob6g3aTenbHOe CTpaxoBaHWE XXWU3HW, 340POBbS MNaLUEHTa, yyacTBYHOLLEro B
KNUHUYECKOM UCCNedOoBaHUW NEeKapCTBEHHOro npenapaTta Ans  MeguuMHCKOro
NpYMeHeHns

1. OpraHuzauus, nonyymBllas paspelleHVe Ha OopraHv3auuvio NpoBeAeHUsT KITMHUYECKOro
nccneaoBaHNSA NeKkapCTBEHHOrO npenapara Afs MeguuUHCKOro npumeHeHus, obasaHa B KavecTBe
cTpaxoBaTens CTpaxoBaTb PUCK NPUYMHEHWUS Bpeda XW3HW, 340POBbI0 MauMeHTa B pesynbrarte
NpoBeOeHNs  KIMMHUYECKOro WUCCNeAoBaHUsA NEeKapCTBEHHOro npenapata Ans  MeauUMHCKOro
NPYMEHEHNSA 3a CBOWN CYET NyTEM 3aKN04YeHNsA AoroBopa 06s13aTeNbHOro CTpaxoBaHus.

2. O6bekToM 06s13aTENBHOINO CTPaAxoBaHMA ABMASIETCA UMYLLECTBEHHbLIN UHTEPEC NnauueHTa,
CBSI3aHHbIA C MPUYMHEHMEM Bpeda €ero >KM3HWM WU 300POBbI0 B pe3ynbTate MpoBeAeHUs
KNMHMYECKOro MccneaoBaHus NekapcTBEHHOrO npenapaTta aAns MeanUMHCKOro NpUMEHEHUS.

3. CrtpaxoBbiM criy4aeM MO A0OroBopy 00s3aTenbHOro CTpaxoBaHUSA SBMSieTCA CMepTb
nauueHTa wnu yxydlweHue ero 340poBbsi, B TOM 4uUcre Briekywiee 3a cobon ycTaHOBMEHue
WHBanNuWAHOCTU, NPY HanM4YumM NPUYMHHO-CNEACTBEHHON CBA3M MEXAy HacTynneHnem 3TOoro cobbiTus
N y4acTueMm naumeHTa B KNMHUYEeCKOM UCCneaoBaHnn NekapcTBEHHOrO npenapara.

4. TpeboBaHus O BO3MeELLeHWM Bpeda, NMPUYMHEHHOrO >XU3HW UMW 300POBbI0 MauMeHTa,
NpeabsBNAlOTCS B TeYEHWEe CPOKOB  MCKOBOW  OABHOCTM, YCTAHOBMEHHbIX  PaK4aHCKUM
3aKOHO4aTENbCTBOM.

5. Paamep ctpaxoBomn BbinnaTbl N0 4OrOBOPY 0683aTeNbHOr0 CTpaxoBaHNS COCTaBMsAET:

1) B cnyd4ae cmepTM nauueHta [Ba MUNMMOHA pybnem Ha Kaxgoro naumeHTa,
y4acTBOBaBLLErO B KITMHUYECKOM MCCNEeOBaHUN NEKapCTBEHHOro npenapaTa;

2) Npu yxXyaweHun 300poBbs NauneHTa:

a) noBnekweM 3a coboir ycTaHOBMEHMEe MHBANMAHOCTW | rpynnbl, OOAWH MWUMASIMOH NSTLCOT
TbiCAY pyOnerl Ha Kaxgoro nauveHTa, Y4yacTBOBaBLUErO B KIMHWYECKOM  UCCregoBaHun
fiekapCTBEHHOro npenaparTa;

©) noBnekwem 3a cobon yctaHOBnEeHMe MHBanMaHocTu |l rpynnbl, 0AnH MUIAMOH pybnen Ha
Ka)goro naumneHTa, y4acTBOBaBLUErO B KIIMHUYECKOM UCCeAoBaHUN fiekapCTBEHHOMo npenapara;

B) NOBMNeKWeM 3a cobon ycTaHoBNeHue nHeanugHoctu Il rpynnbl, NATbCOT ThicsY pybnen Ha
Ka)kgoro naumneHTa, y4acTBOBaBLUErO B KIMHUYECKOM UCCNeAoBaHUN fiekapCTBEHHOMO npenapara;

UHoopmayus o6 usmeHeHusix: DedeparibHbiM 3akoHOM om 22 0Oekabps 2014 e. N 429-03
nodnyHkm "2" nyHkma 2 4acmu 5 cmambu 44 Hacmosuwez2o ®edepasibHO20 3aKOHa U3/I0XKEH 8
HosoU pedakuyuu, ecmynaroweti 8 cuny ¢ 1 urons 2015 e.

Cm. mekcm rnodrnyHKkma 8 npeobioywel pedakyuu

r) He nosrnekwem 3a cobor YCTaHOBMEHWS WHBaNWAHOCTW, He 6Gonee 4yem TpucTa ThiCAY
pybnev Ha Kaxgoro naumeHTa, y4acTBOBaBLUEro B KIMHWYECKOM WUCCrefoBaHWM NeKapCTBEHHOro
npenapara, UCxoAs M3 HOPMaTUBOB, OTPaXaloLMX XapakTep U CTeneHb NoBpeXaeHUs 300pPOoBbs, a
TaKkke (PakTU4eCKM NMOHECEHHbIX MauMeHTOM PacXOoB, BbI3BaHHbLIX MOBPEXOEHWEM 300POBbSA, Ha
MeAMLIMHCKYIO MOMOLLb, NMpUobpeTeHre nekapCTBEHHbIX NpenapaTos.

6. YTpatuna cuny ¢ 1 nonsa 2015 .

UHpopmayus 06 usmeHeHusix:  Cm. mekcm yacmu 6 cmambu 44

7. CpOK Aoroeopa 0bs13aTenNbHOro CTpaxoBaHUA HE MOXeT OblTb MeHee, 4eMm CpOK
npoBegeHna KInMHN4eCcKoro nccrnengoBaHmnAa J1IEKapCTBEHHOIO npenaparta.

UHpopmayus o6 usmeHeHusix: @DedepasibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 s
yacmb 8 cmambu 44 Hacmosiuweao PedeparnibHO20 3aKOHa 8HECEHbI U3MEHEHUs, ecmynarujue 8
cuny ¢ 1 urons 2015 a.

Cm. mekcm Yacmu 8 npedbidywiel pedakyuu

8. Ycnosusa goroBopa o06si3aTeNbHOrO CTpaxoBaHWsl, B TOM YMCNEe CTpaxoBble Tapudbl Mo
obsi3aTenbHOMY CTpaxoBaHWIO, MNepedYeHb HeobXoaAUMbIX [OKYMEHTOB Afsl  OCYLLECTBIEHUS
CTpaxoBoW BbINNaThbl, nopsiaoK yCTaHOBEHWS cTpaxoBaTtenem WHAMBUAOYaNbHOro
NaeHTUMKaLUMOHHOIO Koga naumeHTa, Nopsaaok MHOPMUPOBAHMSA CTpaxoBaTeneM CTpaxoBLUMKa O
MPUBMEYEHHbIX K KMMHUYECKOMY WCCreaoBaHWIO FIEKapCTBEHHOrO npenapata Ans MeAuLMHCKOro
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NPYMEHEHNs naumeHTax, NopsaaoK ynnatbl CTPaxoBOW NpemMun, NOPsiAOK peanuaaunn onpeaeneHHbIX
HacToswum PefepanbHbiM 3aKOHOM UM ApyrMMin dbefeparnbHbiMM 3akoHaMu nNpasB M 06a3aHHOCTEN
CTOPOH NO J0roBopy 06sA3aTenbHOro CTpaxoBaHWs, a Takke HOPMaTuBbl, OTpaXalLlme xapakrep U
CcTeneHb MOBpPEXAEeHUs 300pPOBbs, YCTaHaBNMBAKOTCA TUMNOBLIMK MpaBunamy obasaTenbHOro
CTpaxoBaHusl.

9. B cnyyae npuunHeHWA Bpeda >XWU3HM MNauueHTa, y4yacTBOBaBLUErO B  KIUHUYECKOM
nccneaoBaHUM NekapcTBEHHOrO Npenapara, BblrogonpuobpeTtatensamm no 4oroBopy obsi3aTenbHOro
CTpaxoBaHWs SBNAOTCHA rpaxaaHe, MMelowme npaBo Ha BO3MELleHWe Bpeda B Criyyae CMepTu
KOpMurbLa B COOTBETCTBUWN C rPaXKaaHCKMM 3aKOHOAATENbCTBOM, MPU OTCYTCTBUM TaKMUX rpaXkaaH -
poautenu, cynpyr, AeTM yMepLllero naumeHTta, y4acTBOBaBLUErO B KIMHUYECKOM MCCNeoBaHuK
nekapCcTBEHHOro npenaparta, B Ccfyvyae CMepTuM nauueHTa, Yy4yacTBOBaBLUENO B  KITMHUYECKOM
nccnefoBaHUM NeKapCTBEHHOIoO npenaparta v He MMeBLLEro caMOCTOATENbHOIO AOX0Aa, - rpaxaaHe,
Ha WXOMBEHUN KOTOPbIX OH HaxOAWmCH, B OTHOLIEHMW BO3MELLEHWs pacxofoB Ha norpebeHue
naumMeHTa, y4acTBOBaBLUEro B KIMHMYECKOM MCCRegoBaHMM NeKapCTBEHHOro npenapaTta, - nvuo,
NnoHecLuee TakMe pacxoabl.

10. CTtpaxoBas Bbinnata B CYeT BO3MELLEHWs Bpeda, NPUYUMHEHHOIO >XM3HW NauueHTa,
y4yacTBOBaBLUEro B KIWHWUYECKOM WCCNefoBaHUM NeKapCTBEHHOro mnpenapara, pacnpegendercs
Mexay BbirogonpuobperarensaMmm NponopLMoHansHO UX KONMYECTBY B PaBHbIX AONSX.

11. Tpu HacTynneHun CTpPaxoBOro criydas nauueHT, y4YacTBOBaBLUMW B KIMHUYECKOM
nuccrieqoBaHWM  NeKkapCTBEHHOrO  npenaparta,  BbirogonpuobpeTatens  BnpaBe  NpeabsBUTb
HenocpeacTBEHHO CTPaxoBLUMKYy TpeboBaHWe O BO3MeLLeHWW npuynHeHHoro Bpeda. CTpaxoBas
BbiNnaTa OCYLeCTBNAETCH CTPaxOBLUMKOM B TeyeHue TpuauaTu OHen cOo AHA npeacTaBneHuvs
HeobXxoOUMbLIX  OOKyMeHTOB. [laumeHT, y4yacTBOBaBLUMW B  KIIMHUYECKOM  MCCNegoBaHUK
nekapcTBEHHOro npenaparta, unu BblrogonpuobpetaTens 06583aH COOBWNTL CTPaxOBLUMKY ANs
OCYLLECTBIIEHNS CTPaxoBOW BbINNaTbl MHAMBUAOYaAlbHbIN WOEHTUMUKALMOHHBLIA KOA4 NauueHTa,
YCTAHOBIIEHHbIA CTpaxoBaTerieM B COOTBETCTBUM C TUMOBLIMU MpaBunamu obasaTtenbHOro
CTpaxoBaHusl.

12. [1o nonHoro onpegeneHuns pasmepa nognexaliero BO3MELLEHUIO Bpefa CTpaxoBLMK MO
3a8BNeHUIo NaumMeHTa, y4acTBOBaBLUEro B KIMMHUYECKOM UCCIieloBaHMM NeKapCTBEHHOro npenapara,
UNu 3asBMNeHVI0  BbirogonpuobpeTatenss BnpaBe OCYLECTBUTb 4YacTb CTPaxoBOM BbiNNaThl,
COOTBETCTBYIOLLYIO (haKTUYECKM ornpeaeneHHon YacTn NpUYMHEHHOro Bpeaa.

13. CtpaxoBas Bbinnata B COOTBETCTBUM C [AOroBOPOM 06A3aTenbHOro CTpaxoBaHWUS
OCYLLIECTBIAETCA HE3aBMCUMO OT BbINMAT, NPUYNTAIOLLMXCA MO APYrMM BUAam CTpaxoBaHUS.

14. He ponyckaetcs yyacTue naumeHta B NPOBEOEHUN KIIMHWUYECKOro uccrnegoBaHus
nekapcTBEHHOro npenapara npu oTCyTCTBUM 0roBopa 00a3aTenbHOro CTpaxoBaHus.

15. KOHTpOMb 3a UCNOMTHEHMEM OpraHu3auuen, NonyyvmBLIEN paspeLleHne Ha opraHu3auumio
NnpoBedeHNs KIMMHUYECKOro WUCCneaoBaHUsA NeKapCTBEHHOro npenapata  Ans  MeauuMHCKOro
NPYMEHEHUS, YCTAHOBMEHHOW HacCTOosLWeN cTaTtbe 06s3aHHOCTM No 0b6si3aTeNbHOMY CTPaxoBaHWUIO
XW3HKW, 300pOBbsS MNauMeHTa, ydvacTeywwero (y4acTBOBaBLUErO) B KIMHWYECKOM WCCrefoBaHWUU
nekapcTBeHHOro npenaparta, OCYLEeCTBNAETCA YMNOSIHOMOYEHHbIM  pedeparnbHbiM - OpraHom
UCMOMHUTENbHOMW BNAcTW, BblAaBWKWM paspelleHMe Ha npoBefeHue KIMHUYECKUX UccrefoBaHumn
nekapcTBEHHbIX NpernapaTosB AN MeOULMHCKOro NpUMEHEHUS.

FTAPAHT: Cwm. KoMMeHTapumn k ctatbe 44 HacToswero PegepanbHOro 3akoHa

Maga 8. npOM3BO,D,CTBO N MapKUpoBKa JNieKkapCTBeHHbIX cpeacTB

Ctatba 45. [Tpon3BoaCcTBO NEKAPCTBEHHbIX CPEACTB

UHpopmayusi 06 usmeHeHusix: DeodepasribHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 1 cmambu 45 Hacmosiwezo PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS, ecmynaruue 8
cuny c 1 urong 2015 a.

Cm. mekcm Yyacmu 8 npeobioywel pedakyuu

1. MNpon3BoACTBO NEKAPCTBEHHLIX CPEACTB AOMMKHO COOTBETCTBOBATb TpeboBaHUAM npaBusl
Hagnexailen npon3BOACTBEHHOW MNPAKTUKK, YTBEPXOEHHbIM YNONHOMOYEHHbIM deaepanbHbIM
opraHoM wucnonHutenbHo Bnactu. OcobeHHOCTM nepexoda NPOWM3BOACTBA  OTAENbHbIX
nekapCTBEHHbIX CPEACTB K UX NPOU3BOACTBY B COOTBETCTBUMU C TpeboBaHMAMM NpaBui Hagnexatllemn
NPOn3BOACTBEHHOW NPaKTUKK ycTaHasnueatoTes NMpasutensctBoM Poccuickon degepauun. Belgaya
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3aKMIOYEHNUA O COOTBETCTBUM NPOU3BOOUTENS JIEKAPCTBEHHbLIX CPEACTB TpeboBaHuAM npaBun
Hagnexallen npou3BOACTBEHHOW MPAKTMKU OCYLLECTBASETCA MO pesynbTaTaM WHCMNEKTUPOBAHUS
npou3BoANTENEN INEKAPCTBEHHbIX CPeAcTB B nopsgke, yCcTaHOBMEHHOM  [lpaBuTenbLCTBOM
Poccuinckon ®epgepaumn. Pasvep nnatbl 3a Bblgayy 3aKklOYEHUS O COOTBETCTBMM NPOU3BOAUTENS
NeKapCTBEHHbIX CPeacTB TpeboBaHMAM MpaBwuSl  Hagsnexawlenm MNpON3BOACTBEHHOM MPaKTUKK
ycTtaHaBnueaeTca lNpaButensctBom Poccuinckon degepaunn. MNopsaaok opraHnsaumm n nposeaeHust
WMHCMEKTUPOBAHNS MNPOU3BOAUTENEN JIEKAPCTBEHHbLIX CPEeACTB Ha COOTBETCTBUME TpebOOoBaHUAM
npasun Haanexatluen npon3BoCTBEHHON MPaKTUKN ycTaHaBnNuBaeTca NpaButensctBOM Poccuickomn
depepaunn.

UHpopmayuss o6 usmeHeHusix: @DedepasibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 2 cmambu 45 Hacmosiwezao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS, ecmynarouue 8
cuny c 1 urong 2015 a.

Cm. mekecm 4yacmu 8 npeodbidywel pedakuyuu

2. TponsBoaCcTBO NekapCcTBEHHbIX cpeactB B Poccuiickon ®epepaumm ocyllecTsnsieTcs
NPOM3BOAUTENSIMM  NEKAPCTBEHHbLIX CPeAcTB, WUMEKLWUMN  MULEH3NK0 Ha  NPOM3BOACTBO
nekapcTtBeHHbIX cpeactB. [loaTBepxaeHMe COOTBETCTBUSA JNMUEH3MaTa npasBunamMm Hagnexawen
NPON3BOACTBEHHOW MPAKTMKN OCYLLECTBNSAETCA B paMKax JIMLEH3MOHHOIO KOHTPONSA B COOTBETCTBUM
C 3akoHogartenbcTBoM Poccunckon degepauum € y4eTom OCOBEHHOCTEN, YKasaHHbIX B 4actu 1
HacTosALLEen cTaTbu.

UHpopmayusi o6 usameHeHusix: Yacmpb 2.1 uameHeHa ¢ 30 sgHeapsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

2.1. lna uenen NMUEH3MPOBaHUSA NPOM3BOACTBA NEKAapPCTBEHHbLIX CPEACTB ANA MeAULMHCKOro
NPUMEHEHUS U NHCNEKTUPOBaHNA cybbeKkToB obpalleHns nekapCTBEHHbIX CPeACTB Ha COOTBETCTBUE
TpeboBaHMaAM MpaBusl  Hagnexallenm MpoM3BOACTBEHHOW NpakTuKM  dedeparnbHbIl - opraH
WCNONHUTENBbHOW BracTu, OCYLECTBNAWMNA FOCy4apCTBEHHYD pPEerncTpaumio  nekapCTBEHHbIX
npenapaTtoB AN MEOUUUHCKOrO  NPUMEHEHMs, NpefocTaBnsetr  denepanbHOMYy — OpraHy
WCNONHUTENBbHOW BracTy, ocywecTenawwemMy denepanbHbil rOCygapCTBEHHbIA  NULEH3VNOHHbIN
KOHTPONb OEATEeNbHOCTM MO NPOW3BOACTBY JEKAPCTBEHHbIX CPeACTB  Ans  MeAULMHCKOro
NPYMEHEHUS, NO ero 3anpocy B paMkax MeXBeJOMCTBEHHOIO MH(POPMALIMOHHOTO B3anMOLENCTBUS B
nopsake, ycTaHOBMEHHOM dbefeparnbHbiM OpPraHoM MCMOSTHUTENBHOM BMACTW, OCYLLECTBISIOWMM
NMLEH3NPOBaHNE NPOU3BOACTBA JIEKAPCTBEHHbIX CPeacTB ANs MEAUUMHCKOro MNPUMEHEHUs, W
denepanbHbIM  OpraHOM  UCMOSNHUTENbHOW  BRAacTW,  OCYLLECTBMSIOWMM  roCyaapCTBEHHYHO
perncTpaumio nekapcTBEHHbIX NpenapaToB ANsi MeAMLUMHCKOrO NPMMEHEHUs, cneaylowmne cBeaeHus
O feKapCTBEHHbIX cpeacTBax (B TOM 4ucne B cChny4dae, ecnu Takme CBeOEeHWUs COCTaBnsaloT
KOMMEPYECKYIO TalHYy):

1) B OTHOWeEHUN papmaueBTUYECKON cybCTaHuMM unn dapmaueBTUYECKNX CyBCcTaHumm,
BXOASALLMX B COCTaB NIEKapCTBEHHOro npenapaTta (3a UCKNYeHnem dapmaueBTU4eCcKMX cybcTaHumn,
BKMIOYEHHbIX B rOCYAapCTBEHHbIN peecTp NeKkapCTBEHHbIX CPeacTB B COOTBETCTBMM CO cTaTben 34
HacToswero ®eaepanbHOro 3akoHa):

a) HammeHoBaHve hapmaueBTUYECKON cybcTaHummn, ee CTpyKTypa, obLme CBONCTBA;

6) HaMMmeHOBaHWe 1 agpec NPou3BoaNTENS;

B) TEXHONOrMsa NPOu3BOACTBa C ONWCaAHWEM CTaguvi NMPOM3BOACTBA M METOOOB KOHTPONS Ha
BCEX CTaausax Npov3BOACTBA;

r) onucaHune paspaboTku npoLecca Npon3BoacTBa;

[) ONncaHne KOHTPOS KPUTUYECKUX CTaauin NPpOM3BOACTBA M NPOMEXYTOYHON NPOAYKLMM;

€) JOKYMEHTanbHOEe NOATBEPXAEHME (Banvaaums) npoLeccoB U (Mnn) UX OLEHKa;

) CBOWCTBA U CTPYKTypa AENCTBYHOLLNX BELLECTB;

3) XapakTepucTuka npumecen;

n) cneundomnkaumsa Ha bapmaueBTUYECKY0 cybCcTaHUMIO U ee 0O0CHOBAHUE;

K) aHanuTuyeckne MeToaMKM, MWCMOoNb3yemble MpU OCYLLECTBIIEHUN KOHTPONSA KadecTBa
hapmaueBTMYECKOM CybCTaHLMK;

n) AOKYMeHTanbHOe noaTBepXaeHue (Banvaauus) aHanMTUYecknx MeTOAMK, UCMOoSb3yeMblX
Npv OCYLLIECTBIEHUN KOHTPONSA Ka4YecTBa hapMaueBTU4ECKON cybcTaHumm;

M) pesynbTaTbl aHanuaa cepui bapmaueBTUYEeCKOn CybcTaHumu;

H) nepeyveHb CTaHAAPTHbIX 00pasLOB WMAM BELECTB, MCMNOMb3yeMbiX NPWU OCYLLEeCTBNEHUN
KOHTPOIS KayecTBa;
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0) oNncaHne XxapakTePUCTMK U CBOMCTB YNAKOBOYHbIX MaTepUarnoB U YKYNMOPOYHbIX CPEACTB;

n) AaHHbIE O CTabUNbHOCTU hapMaLeBTMYECKON CybCTaHLmu;

p) CPOK rogHOCTY;

2) B OTHOWeEHMM (papmaueBTUYeCKUX cybCTaHuMi, BXOAAWMX B COCTaB JleKapCTBEHHOro
npenapaTta u BKMOYEHHbIX B rOCYAapCTBEHHbIA peecTp NeKapCTBEHHbIX CpeacTB B COOTBETCTBUM CO
ctaTben 34 HacTosawero deaepanbHOro 3akoHa:

a) HammeHoBaHue apmaueBTU4eckon cybcTaHumm, ee CTpyKTypa, obLime CBONCTBA;

6) HaMmeHOBaHVe 1 agpec NPou3BoaNTENS;

B) pe3ynbTaTbl aHanu3a cepun papmaueBTU4eCckon cybcTaHumu;

) CPOK rOgHOCTM;

3) B OTHOLLEHUK NIEKAapPCTBEHHOro nNpenaparta ans MeanLMHCKOro NpUMeHeHUs:

a) onucaHue 1 cocTas NekapCTBEHHOro npenapara Ans MeAULUMHCKOrO NMPUMEHEHNS;

©) onucaHne dapmaveBTudeckon paspaboTtkm (obocHoBaHMe Bblibopa cocTaBa, NEPBUYHON
yNaKkoBKW);

B) TEXHOMOrMsa NpPou3BOACTBa C ONUCaHWEM CTaaui NPOM3BOACTBA M METOAOB KOHTPOMS Ha
BCEX CTagusax Npov3BOACTBa;

r) onMcaHue KOHTPONSA KPUTUYECKMX CTagui npouecca NpOM3BOACTBA U MPOMEXYTOYHOM
NPOAYyKUMK;

4) HaMMeHOBaHMEe UM agpec MecTa OCYyLeCTBNEeHMS MPOU3BOACTBA J1EKApPCTBEHHOIO
npenaparta Ans MeauUMHCKOro NMpUMEHEHUs (B Cnydae Hanmyunsa HEeCKONMbKMX YYacTHWUKOB mpoLecca
NPON3BOACTBA YKa3bIBAETCH KaXabl U3 HUX);

€) hapmavreBTU4ECKasd COBMECTUMOCTD;

X) MUKpoBronormyeckme xapakTepucTuku;

3) MaTepuanbHbln 6anaHc 4ns NpoM3BOACTBa CEpUM rOTOBOrO NPOAYKTA;

n) onucaHne XapakTepUCTUK U CBONCTB YNaKOBOYHbLIX MaTepmnanos 1 yKynopodHbIX CPEACTB;

K) OOKyMeHTanbHoe MOoATBepXAeHue (Banupauus) npoueccoB npoussBoactsa U (Mnn) ux
OLEHKa;

n) TpeboBaHNA K Ka4ecTBy BCMOMOraTesibHbIX BELLECTB;

M) aHanuMTU4eckme MeTOAMKM, WCMNONb3yeMble MNpU OCYLLEeCTBNIEHUN KOHTPOMsS KayecTBa
BCMOMOraTeribHbIX BELLECTB;

H) OOKyMeHTarnbHoe noaTBepXaeHue (Banvaaumsi) aHanuTU4eckux MeToauK, MCNonb3yeMblX
Npv OCYLLLECTBIIEHNUN KOHTPOSSA Ka4eCTBa BCNIOMOraTesibHbIX BELLECTB;

0) nHcopmaLmsa 06 MCNoNb30BaHNM BCMNOMOraTeNlbHbIX BELLECTB YEeNT0BEYECKOro U XMBOTHOMO
NPOUCXOXAEHWS,

n) nHpopmaumsi 06 NCNONb30BaHMM HOBbLIX BCMOMOraTesnbHbIX BELLECTB;

p) TpeboBaHUA K KayecTBY IeKapCTBEHHOro npenaparta Ans MeguuUMHCKOro npuMeHeHus
(cepTudumkaT, cneundukauma Ha nekapcTBEHHbIN nNpenapart u ux obocHoBaHue);

C) aHanuTUyeckne MeTOAMKW, WCMNONb3yeMble MNPW OCYLLECTBEHUM KOHTPONS KayecTBa
nekapcTBEHHOro npenapara Ans MeAuUUMHCKOro NMPUMEHEHNS;

T) AOKYMeHTarnbHOe noaTrBepxaeHue (Banuaaumsi) aHarnuMTU4eCcKMX MeTOOMK, MCMOoSb3yeMblX
Npyv OCYLIECTBMEHMN KOHTPOMNS KayecTBa JleKapCTBEHHOro npenapata Ans MeauUMHCKOro
NPUMEHEHUS;

y) pesynbTaTbl aHanu3oB Cepui NEeKapCTBEHHOro npenapata pAns  MeauuUMHCKOro
NPUMEHEHUS;

@) xapakTepucTuka npumecen;

X) nepeyveHb CTaHOApTHbIX 00pas3uoB, WCMNOMb3YyEeMbIX MPU OCYLLECTBIIEHUN KOHTPONS
KayecTBa niekapCTBEHHOro npenapaTta Ans MeaULUHCKOro NPUMeEHEHUS;

L) JaHHble O CTabMNbHOCTM NIeKapCTBEHHOrO NpenapaTta A5 MegULUHCKOro NPUMEHEHMS.

3. lMpon3BOACTBO NEKAPCTBEHHbIX CPEACTB OCyLlecTBndeTca ¢ cobniogeHnem TpeboBaHun
NPOMBILNEHHOrO  perfiaMeHTa, KOTOpbI  yTBepXOaeTca  pyKoBoAuTenem  Mpou3BOAUTENS
neKkapCTBEHHbIX CpeacTB M BKMYaeT B ceba nepeyveHb MCMnomnb3yemblX dapmaLeBTn4eckmx
cybcTaHuMii U BCnomoraTernbHbIX BELLECTB C YKa3aHMEM KONMMYecTBa KaXOoro U3 HUX, AaHHble 06
ncnonb3yemom ob6opyaoBaHMK, onncaHme TEXHONOrMYEeCKoro npoLecca n MeToaoB KOHTPOMS Ha BCEX
aTanax Npon3BOACTBA NeKapCTBEHHbIX CPEACTB.

UHopmayus o6 usmeHeHusix: Yacmb 4 usmeHeHa ¢ 4 asaycma 2023 e. - ®edeparibHbIl 3aKOH
om 24 urons 2023 e. N 341-®3
Cwm. npedbidywyto pedakyuro

4. Tpu nNpou3BOACTBE IEKapCTBEHHbIX MNpenapaTtoB AN MeAUUMHCKOTO MpUMEHEHUS
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ncnonb3yTcs  papmaueBTMdeckne  cybcTaHuuMM, CBefdeHus O  KOTOpbIX  coAaepxaTtcss B
rocyfapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeAcTB ANs MEeOUUMHCKOrO MNpPUMEHEHUs 1 (Mnu)
€QVUHOM peecTpe 3aperMcTpUpoBaHHbIX fEeKapCTBEHHbIX cpeacTB EBpasuviCKOro 3KOHOMUMYECKOro
CO3a, 3a WCKNYeHneM dapmaueBTMYecknx cybcTaHumin, npomM3BOaUMBbIX AN MpoBeAeHus
KNUHUYECKNX UccrneaoBaHuin n (unu) gns akcnopTa. Mpu nponsBoacTBe NekapCTBEHHbIX CPeacTB Ans
BETEPUHAPHOIo NPUMEHEHMS UCNONb3YTCHA dapMaueBTMYecKne CybCcTaHUnn, CBeAEHMS O KOTOPbIX
cogepxaTcsa B OCygapCTBEHHOM peecTpe JeKapCTBEHHbIX CPEeACTB [ANs  BETEepUHApPHOro
NpUMeEHeHUs, n (MnNn) rocyaapCTBEHHOM peecTpe IeKapCTBEHHbIX CpeacTB Ans MeAULMHCKOro
NpUMEHEHUs, 1 (UNU) eauHOM peecTpe 3aperncTpMpoBaHHbLIX BETEPUHAPHbIX NEKapCTBEHHbIX
npenapaTtoB EBpa3niickoro 3KOHOMUYECKOro Co3a, U (MNKn) eAMHOM peecTpe 3aperMcTpUpoBaHHbIX
nekapcTBEHHbIX  cpeAcTB  EBpasuickoro  9KOHOMMYECKOTO  COK3a, 3a  MCKINIOYEeHWEM
hapmaueBTUYECKMX CyOCTaHUMIA, NPOU3BOAMMBIX ONS NPOBEAEHUS KMMHUYECKUX UCCNEeaOoBaHUN U
(vnn) ansa akcnopTta. K npoueccy npoussoacTea hapmMaLleBTUYeckon cybcTaHumm OTHOCATCA nobble
CTaZMmn TEXHOSIOrMYECKoro npowecca, No3BosiaioLLMe NOyYnUTb rOTOBLIN NPOAYKT, COOTBETCTBYIOLLMNA
TpeboBaHMaAM apMakonemHon cTaTbM, B TOM uucre depMeHTaumsl, 3SKCTpakumsi, O4YUCTKa,
BblAeneHne, nepekpucTannmMsaums, BbiCylMBaHue, u3MenbdeHve. B cnydyae HeobxogumocTu
NCNoNb30BaHWSA 3TUMOBOMO CNUPTa, B TOM YMcne hapmaueBTnyeckon cybctaHumm cnmpta aTUnoBoro
(sTaHoOna), npuM NpPoM3BOACTBE JIEKAPCTBEHHLIX CPEACTB B KayecTBe [OeWCTByoWero u (unm)
BCMOMOraTesnbHOro BeLEeCTBa, a TakKe B UHbIX TEXHOMNOMMYECKNX Lensax 4OomKkHa ObiTb MCNONb30BaHa
TONbKO papmaueBTMYecKas cybcTaHums cnupTa 3TUNOBOro (3TaHon).

UHpopmayust 06 usmeHeHusix:  @eodeparsibHbiM 3akoHoM om 14 Oexkabpsi 2015 2. N 374-®3 yacmb
4.1 cmambu 45 Hacmoswezo ®edeparibHO20 3aKOHa U3/I0XKeHa 8 HO8OU pedakuyuu
Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

4.1. lNepeyeHb NeKkapCTBEHHbIX NpenapaTtoB AN MeOUUMHCKOro NpUMEHEHUS, B OTHOLUEHWMU
KOTOpbIX yCTaHaBnMBalTCA TpeboBaHus K 06bemy Tapbl, YNakoBKE WM KOMMMEKTHOCTU, NepedveHb
NneKkapcTBEHHbIX MpenapaToB ANl BETEPUHAPHOIO MNPUMEHEHUSl, B  OTHOLWIEHMM  KOTOPbIX
yCTaHaBnuBalTcs TpeboBaHMs K 00beMy Tapbl, a Takke TpeboBaHus K 0ObeMy Tapbl, ynakoBke
M KOMMNEKTHOCTU IEKAapCTBEHHbIX MpenapaToB ONA MEAULMHCKOro nNpUMeEHeHusl, TpeboBaHus K
obbemMy Tapbl flEKapCTBEHHbLIX MpenapaToB ANl BETEPMHApPHOro MNPUMEHEHMS OnpenenstoTcs
COOTBETCTBYIOLNMMN YNOSTHOMOYEHHLIMU dhefeparnbHbIMM OpraHaMmu UCMOMHUTENBHOW BacTu B
nopsiake, yctaHosneHHoM [NpaButenscteBom Poccurickon degepauun.

UHpopmayus 06 usmeHeHusix:  Yacmp 4.2 usameHeHa ¢ 29 dekabpsi 2020 a. - PedeparibHbil 3aKOH
om 27 Oekabpsi 2019 e. N 481-®3
Cwm. npedbidywyto pedakyuro

4.2. OpraHusauuu, OCYLLECTBASOWME MNPOM3BOACTBO (papmaueBTUYecKon cybcTtaHumm
cnvpTa 3TUMOBOroO (3TaHona) Ans NPOU3BOACTBA CNMPTOCOAEPXKALUMX NeKapCTBEHHbIX NpenapaTos,
005s13aHbl OCYLLIECTBNATL YYET B Nopsiake, yCTaHOBEHHOM cTaTtbsiMu 8 n 14 ®egepanbHOro 3akoHa ot
22 Hosiopst 1995 roga N 171-®3 "O rocygapCTBEHHOM peEryriMpoBaHUM Npou3BoAcTBa M obopoTta
3TUMNOBOrO CNMpTa, ankoroslbHON U CNMpTOCOAepPXaLlen Npoaykumm n 06 orpaHmyeHmmn noTpebnenns
(pacnuTtua) ankoronbHonm npoaykuun". Mpon3BOACTBO hapmMaueBTUYECKOW cybCcTaHumMmn cnvpTa
3TUNoBoro (9TaHona) [onyckaeTcs TOMbKO OpraHuv3auuen, OCyLLUeCTBNALWEN NpOou3BOACTBO
PEKTU(PMKOBAHHOIO 3TUNOBOrO CNMpTa W3 MNULEBOrO CbiPpbsi Ha OCHOBAHUW MUUEH3UW Ha
NPOn3BOACTBO ITUMOBOrO cCnMpTa Ans nNpouMsBOACTBa (papmaueBTU4ecKon cybcTaHuun cnupTa
3TUNOBOrO (dTaHomna) B COOTBETCTBMM C TpeboBaHuamMu DdeepanbHOro 3akoHa OT 22 HoAbpsa
1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHuM Npou3BoAcTBa M obopoTa 3TUIIOBOMO
cnupTa, ankorosibHOM 1 cnupTocoaepXallen NpoaykumMm u 06 orpaHndeHun notpebneHuns (pacnutus)
ankorosisHonM npoaykumn®, MeToaoM pasBefeHUd BOAOWM OYMLLEHHOW Takoro 3TUIOBOro CnupTa,
NpovM3BEedEHHOro  AaHHOW  opraHuv3auuen no  MecTy  OCyLWeCTBMeHuMs  Npou3BOACTBa
hapMaLeBTMYECKON CyBCTaHUMM cnnpTa 3TUITOBOrO (3TaHona).

Unpopmauussi 06 usmeHeHusix. Cmambsi 45 OonosniHeHa 4Yacmbio 4.3 ¢ 1 aHeaps 2018 a. -
®edeparnbHbit 3akoH om 29 utons 2017 e. N 278-03

4.3. inanBmayanbeHble npegnpuHUMaTeny U lopuavyeckme nvua, OCyLeCTBRSIoWmne 3aKynky
M ucnomnb3oBaHne dapmaueBTUYECKON CcybcTaHUMM cnupTta 3TUIIOBOrO (3TaHona), a TaKke
NPON3BOACTBO, W3roToBneHne wu (unu) o6opoT (3a UCKIIOYEHMEM PO3HUYHOW  NpOodaxu)
cnupTocodepXalimMx NeKapCTBEHHbIX npenapatoB, 00si3aHbl  OCYLECTBNATb  UX  ydeT MU
AeKnapupoBaHue B Nopsiake, yCTaHOBNEHHOM cTatbamn 8 n 14 ®egepanbHOro 3akoHa oT 22 Hoabps
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1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHuM Npou3BoAcTBa M obopoTa 3TUIIOBOMO
cnupTa, ankorosibHOM 1 cnupTocoAepXallen NpoaykumMm n 06 orpaHndeHun notpebneHuns (pacnutus)
ankorosisHon npoaykumn”.

UHpopmayus 06 usmeHeHusix: Cmambs 45 donosiHeHa dacmero 4.4 ¢ 13 aseycma 2019 a. -
®edeparibHbIl 3akoH om 2 agaycma 2019 a. N 297-03

4.4. Tpun npou3BOACTBE NeKapCTBEHHbIX MpernapaTtoB A BETEepUHAPHOro MpuUMeHeHUs
AonyckaeTcs UCMornb3oBaHWe NPOU3BEAEHHbIX ANA peanu3aunn dapMaueBTUYecKux cybcTaHumin,
BKITHOYEHHbIX B rOCYAapCTBEHHbIN PEECTP NIEKapCTBEHHbLIX CPEACTB YMNOMHOMOYEHHbIM ddeaeparnbHbIM
OpraHoM WCMONHUTENbHOW BMNAacTW, OCYLECTBNAWMM Be[eHne rocyaapCTBEHHOro peecTtpa
nNeKkapCTBEHHbIX CPeACTB AJ1 MeAULIMHCKOrO NMPUMEHEHNS.

5. 3anpelyaeTca NpomM3BoACTBO:

UHpopmayus 06 usmeHeHusx:  [lyHkm 1 usmeHeH ¢ 4 agaycma 2023 a. - ®edeparibHbil 3aKOH 0m
24 urons 2023 e. N 341-03
Cwm. npedbidywyro pedakyuro

1) nekapCTBEHHbIX CPeacTB, CBEAEHUS O KOTOPbIX He codepXatcs B rocyaapCTBEHHOM
peecTpe neKapCTBEHHbIX CPeACTB AN MEAMUMHCKOrOo MNpUMEHEHUs, u (Mnn) rocyaapCTBEHHOM
peecTpe nekapCTBEHHbIX CPeaCTB AN BETEPUMHAPHOro NPUMEHEHWs, u (UnuM) eaMHOM peecTpe
3aperncTpMpoBaHHbIX NEKapCTBEHHbLIX CPeacTB EBpasvMiCKOro 3KOHOMMUMYECKOro cots3a, W (Mnwu)
€VMHOM peecTpe 3aperncTpmpoBaHHbIX BETEPUHAPHBLIX NEeKapCTBEHHbIX NpenapatoB EBpasuickoro
39KOHOMMYECKOro COH3a, 3a UCKIMOYEHNEM NEKAPCTBEHHbLIX CPEACTB, NPOM3BOANMbIX AS1S NPOBEAEHUSs
KNMHUYECKNX NCCNEeAOBaHNA U ANSA 3KCNOpPTa;

2) hanbcudnumMpoBaHHbIX SIEKAPCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX cpeacTB 6e3 NMuUEeH3MM Ha NPOM3BOACTBO NIEeKapCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapyLeHWeM rnpasusi opraHnu3aumm nNpou3BOACTBa U KOHTPONS
KayecTBa NeKkapCTBEHHbIX CPeACTB;

5) ytpatun cuny ¢ 29 gekabpst 2020 r. - ®egepanbHbin 3akoH OT 27 gekabpsa 2019 r. N
481-03

UHpopmayus 06 usmeHeHusix:  Cm. ipedbiOyuwyro pedakyuro

UHopmayus o6 usmeHeHusix: Cmambs 45 dornosiHeHa ryHkmom 6 ¢ 29 dekabps 2020 e. -
®edeparbHbil 3akoH om 27 dekabpsi 2019 2. N 481-®3

6) cnupTocoaepXKalmnx NekapCTBEHHbIX NpenapaToB Mo MECTY OCYLLECTBIEHNS NMPOU3BOACTBA
dapMaLeBTMYECKON CyOCTaHUMM cnMpTa 3TMMOBOro (3TaHona) u (Mnu) No MecCTy OCYLLECTBIEHUS
npou3BoACTBa 3TUIOBOrO CNMPTa;

UHpopmayusa o6 usmeHeHusix: Cmambs 45 donosiHeHa nyHkmom 7 ¢ 29 dekabps 2020 e. -
®edeparibHbIl 3akoH om 27 dekabps 2019 2. N 481-®3

7) dhapmaueBTudeckon cybctaHLumMm cnnpTa 3TUNoBOro (dTaHona) u (unu) cnuprocodep kaLinx
neKkapCTBEHHbIX MpenapaTtoB Ha OCHOBHOM TexHoriormyeckom obopyaoBaHuM Ans Npov3BOACTBA
3TUITOBOrO CnupTa, ykaszaHHoM B nyHkte 1.1 ctatbm 14.1 depepanbHOro 3akoHa oT 22 Hos6ps
1995 roga N 171-®3 "O rocygapCTBEHHOM perynupoBaHUM Npom3BoacTBa U obBopoTa 3TMIIOBOrO
cnupTa, ankoronbHOM 1 CNMPTOCOAEPXaLlen NpoayKumMm 1 06 orpaHndeHun notpebneHuns (pacnutus)
ankoronbHoOW npoaykummn".

UHpopmayuss 06 usmeHeHusix: @DeodeparsibHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 6 cmambu 45 Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS, ecmyrnarouue 8
cuny ¢ 1 urona 2015 e.

Cm. mekecm 4yacmu 8 npeodbidywel pedakuyuu

6. MNpyn BBOOE NEKAPCTBEHHbLIX CPEACTB B rpaxaaHCKU OOOpPOT YMONHOMOYEHHOE Lo
Npou3BOAUTENS  NIEKApPCTBEHHbIX  CPeACTB  OCYLECTBRSeT  NOATBEPXOEHUME  COOTBETCTBUS
neKapCTBEHHbIX CPeacTB TpeboBaHMAM, YCTaHOBMEHHLIM NPU UX FOCY4apCTBEHHOW pernctpauuu, u
rapaHTMpyeT, YTO NeKapCTBEHHblEe CpeacTBa Npou3BeaeHbl B COOTBETCTBUM C TpeboBaHUSIMU rpaBus
Haanexalleln NponM3BoACTBEHHOW NPAKTUKM.

UHpopmayus 06 usmeHeHusix:  Yacmpb 7 usmeHeHa ¢ 13 agaycma 2019 2. - ®edeparibHbIl 3aKOH
om 2 aseycma 2019 e. N 297-®3
Cwm. npedbidywyto pedakyuro
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7. YNOMHOMOYEHHbIM TULOM MPOU3BOOAUTENS NEKapCTBEHHbIX CPEeACTB SBNSETCS ero
pabOTHUK, aTTEeCTOBaHHbIA B YCTAHOBMEHHOM  YMNONMHOMOYEHHbIM dbeaepanbHbiM — OpraHoM
WCMONMHUTENbHON BNAcTu Nopsake U UMELWMIn cTax paboTbl He MeHee YeM NATb feT B obnactu
NpouM3BOACTBA M (UNM) KOHTPOSS KayecTBa JleKapCTBEHHbIX CPeACTB, Bbicliee obpasoBaHue
COOTBETCTBEHHO MO OAHOW W3 creuuanbHocTen U (AnM) OQHOMY W3 HamnpaBneHW NOArOTOBKU:
Guonorus, GUOTEXHONOIUS, BETEepMHApUsi, BETEepMHApPHO-CaHUTapHas 3KCMepTu3a, KIMHUYeckas
MeauumMHa, pagvauMoHHasi, Xxumudeckas n bruonormyeckas 3awmTa, dapMaums, dpyHaameHTanbHas
MeauuMHa, XMMmYeckas TEXHOMOTMUS, XUMUSI.

UHpopmayusi 06 USMeHEeHUSsIX: Yacmb 8 usmeHeHa ¢ 1 sHeaps 2018 a. - ®edeparibHbIli 3aKOH 0m
29 urons 2017 2. N 278-03
Cwm. npedbidywyto pedakyuro

8. [lpousBoauTenu nekapcTBEHHbIX CPeAcTB (33 UCKMYeHMeM dapMaLeBTUYECKOM
cybcTaHuMm cnupTa 3TUMOBOrO (3TaHOMa) MOryT OCYLIECTBNSATbL NPOAaXyY NEKapCTBEHHbLIX CPeACTB
Unu nepeaaBaTh UX B yCTaHOBIEHHOM 3akoHoaaTenbcTBOM Poccuiickon Genepaunm nopsiake:

1) ApyrMM NpPOW3BOAMTENAM NeKapCTBEHHbIX CPeACTB Ans NPouM3BOACTBA NEeKapCTBEHHbIX
CpencTs;

2) opraH13auusiM ONTOBOW TOProBIW NeKapCTBEHHbIMU CPEACTBaMU;

3) anTeyHbIM OpraHu3auusM, BETEpUHapHbLIM anTeYHbiM OpraHusauyam, UHAMBMAYaNbHbIM
npeanpuHUMaTensam, UMeLWUM NIMLEH3NI0 Ha dhapMaLeBTUYECKYO AeATENbHOCTb UMK NULEH3UIO Ha
MEeOULMHCKYH OEATENBHOCTb;

UHpopmayus 06 usmeHeHusx:  [lyHkm 4 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH Oom
30 sHeaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

4) Hay4HbIM OpraHM3aunsM Ans Hay4YHo-uccrenoBaTenbCckon paboThl;
5) MeaMUUHCKMM OpraHn3auusiM 1 BeTepuHapHbIM OpraHu3aLusm;

UHbopmauusi 06 usmeHeHusix:  [TyHkm 6 usmeHeH ¢ 13 asaycma 2019 2. - ®edeparibHbIl 3aKOH
om 2 agzycma 2019 2. N 297-®3
Cwm. npedbidywyto pedakyuro

6) opraHu3aumsam M MHAMBMAOYanbHbIM NPEANPYHUMAaTENsM, OCYLLECTBNSIOWMM pa3BedeHue,
BblpallMBaHNe W COAEpXaHUe >XMBOTHbIX (3@ WCKMYEHWEeM MpoAaxu UM dapMaLeBTUHECKMX
cybCcTaHumi unu nx nepegayn);

UHopmayuss 06 usmeHeHusix: Yacmb 8 OoronHeHa nyHkmom 7 ¢ 1 ceHmsbpsi 2023 e. -
®edeparbHbIl 3akoH om 4 agaycma 2023 2. N 428-03

FTAPAHT: HopmaTuBHble npaBoBble akTbl, coAepxalwme obssaTenbHble TpeboBaHUA W
NnPpUHMMaeMble B LENSaX peanusaumu MNorioXeHun nyHkta 7 4Yactu 8 ctatbu 45 (B pepakumum
depepanbHoro 3akoHa oT 4 asrycta 2023 r. N 428-®3), BcTynatoT B CUY B YCTaHOBIEHHbIE
JAaHHbIMXN HOPMAaTMBHbIMM MPAaBOBbLIMU aKTaMM CPOKU, HO HE paHee 4YemM MO UCTeYeHUu TpuauaTu
OHen nocrne AHsa oduumanbHOro onyobrnmkoBaHMs COOTBETCTBYHOLLIENO HOPMAaTUBHOIO MPaBOBOrO
aKkTa

7) ncnblTatenbHbIM nabopaTtopuam (LeHTpaMm), NPOBOASALLMM UCNbITAHUA B 0ONacT KOHTpONs
Ka4yecTBa JeKapCTBEHHbIX CPeACTB, aKkKpeauTOBaHHbIM B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuinckon ®egepaumm 06 akkpeamTaumm B HaUMOHAarbHOM CUCTEME akkpeauTaLmu.

UHpopmauus 06 usameHeHusix:. Yacmpb 9 usmeHeHa ¢ 1 ceHmsbpsi 2023 e. - ®edeparibHbIl 3aKOH
om 4 ageycma 2023 2. N 428-93
Cwm. npedbidywyro pedakyuro

FTAPAHT: HopmaTuBHble npaBoBble akTbl, coAepXalwme obgsaTenbHble TpeboBaHUA W
npMHUMaeMble B LIeNsaX peanusauuu nonoxenumn Yactu 9 crtateun 45 (B pepakuun ®enepanbHoro
3akoHa oT 4 asrycta 2023 r. N 428-9®3), BcTynmaioT B Cuily B YCTAHOBIEHHblE [OaHHbIMU
HOPMAaTUBHBLIMW NMPAaBOBbIMU aKTaMW CPOKU, HO HE paHee YeM Mo UCTeYeHUn TPUaLAaTn OHEN nocne
OHS obmumansHoro onybmMkoBaHUst COOTBETCTBYHOLLLENO HOPMATUBHOIO MPaBoOBOro akTa

9. MNpowussoantenu apmaueBTU4eCcKon CyOCcTaHUuM cnupTa 3TUMOBOro (3TaHona) obs3aHbl
OCYyWIeCTBNATbL peanusaumio (nepefady B YCTaAHOBMEHHOM 3aKoHOA4AaTenbCTBOM  Poccuiickon
depgepauun  nopsgke)  papmaueBTUYecKoM  cybCcTaHuMM  cnupTta  9TWUOBOrO  (3TaHona)
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Npov3BOANTENSIM  NIEKAapPCTBEHHbIX CPEeACTB AN MNPOM3BOACTBA  JIEKAPCTBEHHbLIX  CPEencCTB,
npovsBoanTensMm (M3roToBUTENAM) MEAUMUMHCKUX W3Aenui Onsi Npou3BOACTBA M U3rOTOBMEHMS
MEANLNHCKUX U3OENUN B eMKOCTSX obbemoM He Gonee 1 nutpa u (unn) He meHee 1000 nuTpos., a
OopraHu3aumsaM, ykasaHHbIM B NMyHKTax 3 - 5 u 7 yactu 8 HacTosilen ctatbu, B Tape 00bLEMOM He
bonee 1 nutpa.

Unpopmauuss 06 usmeHeHusix. Cmambsi 45 dononHeHa yacmbero 10 ¢ 29 Oekabpsi 2020 a. -
®edeparibHbIl 3akoH om 27 dekabps 2019 2. N 481-®3

10. Peanusauus (nepegaya B yCTaHOBIIEHHOM 3akoHogaTtenbcTBoM Poccuickon ®epepaumm
nopsigke) dapmaueBTUYECKOM CyOCTaHUUKM cnmMpTa 3TUNOBOro (dTaHoma) opraHvM3auusim OnTOBOW
TOProBnv NeKkapCTBEHHbIMU CPeaCcTBaMMN He AOMyCKaeTcs.

UHbopmayusi 06 usmeHeHusix: Cmambsi 45 OononHeHa 4Yacmbeio 11 ¢ 29 Oekabps 2020 e. -
®edeparibHbIl 3akoH om 27 dekabps 2019 2. N 481-®3

11. TlepeBo3kn dapmaueBTUYECKOM  CybCTaHUMM  cnvpTta  3TUIOBOrO  (3TaHona)
ocyliecTBnaTcA ¢ cobniogeHnem TpeboBaHUN, YCTaHOBMEHHbIX ab3auem 4eTBepTbiM MyHKTa 3
ctatbn 9 depepanbHOro 3akoHa OT 22 HosAbps 1995 roga N 171-®3 "O rocygapCTBEHHOM
perynupoBaHun Npou3BoAcTBa M 060poTa 3TUMOBOrO CNMpTa, ankorosibHOM M CnupTocodepXKallen
NpoAyKumMn 1 06 orpaHmyeHnm noTpedneHns (pacnuTna) ankoronbHOM NpoayKuun®.

FTAPAHT: CM. koMMeHTapun K cTaTbe 45 HacTosdwlero degepanbHOro 3akoHa

CraTtbs 46. MapkupoBka nekapCTBEHHbIX CpeaCcTB

FTAPAHT: CwMm. Tllono)keHne o npoBeAeHUM JKCMEPUMEHTA MO MapKUPOBKE KOHTPOMbHbIMMU
(noeHTUdUKaALMOHHBIMKY) 3HAaKaMU U MOHUTOPUHTY 3a 060POTOM OTAESNbHbIX BUOOB NIEKapCTBEHHbIX
npenapaTtoB Afs MEeOULMHCKOrO NMPUMEHEHUS, YTBEPXXOEHHOE MOCTaHoBreHMeM [lpaBuTtenbcTea
P® o1 24 aHBapsa 2017 r. N 62

UHpopmauus 06 usmeHeHussx: Yacmpb 1 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakuuro

1. neKapCTBeHHble npenaparbl, npoweumne rocygapCTteeHHy permctpaumnio B COOTBETCTBUA
Cc Tpe6OBaHMFIMI/I HacTodALero Cbep,epaanoro 3aKOHa, 3a UCKIMto4YeHneM JiekapCTBEHHbLIX npenapaTtos,
M3roTOBJIEHHbLIX anTeYHbiIMKU OpraHn3aumnamn, BETEpPUHAPHbIMXA  anTe4YHbIMK  OpraHun3aunamMu,
nHansuayanbHbIMU npeanpnHnMaTendamm, nMewwmmmmn  JIMUEeH3NK  Ha CbapMaLl,eBTI/l‘-leCKyIO
OeATeNbHOCTb, OOJKHbI NOCTYNaTb B o6pau_|,eHme, ecnu:

UHgpopmayusi 06 usmeHeHusix: @DedepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
nyHkm 1 yacmu 1 cmambu 46 Hacmosuwezao @edepasibHO20 3aKOHa B6HECEHbl U3MEHEHUS,
ecmynarowjue 8 cuny ¢ 1 uronsg 2015 e.

Cm. mekcm riyHKkma 8 rpeodbidyujed pedakyuu

1) Ha WX MEepBMYHONM YyMaKoBKE (3@ MWCKMHOYEHMEM MEPBUYHON YNAKOBKU NEKAPCTBEHHbIX
pacTUTEnbHbIX NpenapaTtoB) XOpPOWO YMTaemMbiM LIPUPTOM Ha PYCCKOM N3blke  yKasaHbl
HauMeHOBaHMe  ekapCTBEHHOro  npenapaTta  (MexayHapodHOe — HenaTeHTOBaHHoe,  Unu
rPYNnMPOBOYHOE, UMM XMMUYECKOe, MIU TOProBOe HauMeHOBaHWE), HOMep cepuu, AaTa Bbinycka
(&ns MMMyHOGMOMOrMYECKUX NeKapCTBEHHbIX MpenapaToB), CPOK TFOAHOCTM, [J03UpoBKa WU
KOHLIeHTpauusi, 06beM, akTUBHOCTb B eAMHMLIAX AEVACTBUS MU KONMYECTBO J03;

NHbopmayus ob usmeHeHusix: @edeparibHbIM 3akoHoM om 22 Oekabpsi 2014 2. N 429-03 s
nyHkm 2 4yacmu 1 cmambu 46 Hacmosiweeo ®edepasibHO20 3aKOHA BHECEHbl U3MEHEHUS,
ecmynaruwue 8 cuny ¢ 1 uronsg 2015 e.

Cm. mekcm riyHKma 8 rpedbidyuwiel pedakuyuu

2) Ha nx BTOPUYHON (NOTPEOUTENBCKOM) YyNakoBKE XOPOLLO YMTAEMbIM LLPUAPTOM Ha PyCCKOM
A3blke YKa3aHbl HaAMMEHOBaHWE fEeKapCTBEHHOro npenaparta (MexayHapooHoe HenaTeHTOBaHHOE,
UNK rpynnNMpoOBOYHOE, UM XMMMUYECKOE N TOProBOE HAaUMEHOBaHWUSA), HAMMEHOBaHME MPOU3BOANTENS
NeKkapCTBEHHOro npenapaTta, HOMep cepuu, pfaTta Bbinycka (4N MMMYHOGMOMOrMYecKnx
NeKkapCTBEHHbIX MpenapatoB), HOMEP PEerncTpaumMoHHOro yAOCTOBEPEHUs!, CPOK rogHOCTU, Cnocob
NPUMEHEHUS, O03MPOBKA MMM KOHUEHTpauusa, o0bem, aKTMBHOCTb B eAuHMUax AencTBus nunbo
KONMMYecTBO 03 B YMakoBKe, fekapcTBEHHas ¢opma, YCroBWMsi OTMNycka, YCrOBUS XpaHeHus,

05.11.2024 Cucrema TAPAHT 110


https://internet.garant.ru/document/redirect/73355353/235
https://internet.garant.ru/document/redirect/73355353/235
https://internet.garant.ru/document/redirect/10105489/9034
https://internet.garant.ru/document/redirect/10105489/9034
https://internet.garant.ru/document/redirect/71598840/1000
https://internet.garant.ru/document/redirect/71598840/0
https://internet.garant.ru/document/redirect/408457419/138
https://internet.garant.ru/document/redirect/70826338/13611
https://internet.garant.ru/document/redirect/70826338/41
https://internet.garant.ru/document/redirect/70826338/13612
https://internet.garant.ru/document/redirect/70826338/41

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

npeaynpeanTenbHble Hagnucu.

UHopopmayusi 06 usmeHeHusix: DeodepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 2 cmambu 46 Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUs, ecmynarujue 8
cuny c 1 urons 2015 e.

Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

2. ®apmaueBTMYECKNE CyOCTaHUUKN OOIMKHBI NOCTYyNaTb B obpalleHne, ecnu Ha ux nepBuYHOM
yrNakoBKe XOPOLIO YMTaeMblM  LIPUEPTOM Ha PYCCKOM £A3blke yKasaHbl HavMeHOBaHue
dapmaueBTU4eckor cybctaHuum (MexayHapogHOe HernaTeHTOBaHHOe, WU rpynnMpoBOYHOE, UMK
XMMUYECKOe W TOProBoe HavMEHOBaHWS), HauMeHOBaHMe npou3BoauTens dapMaLeBTU4eCcKon
cybcTaHumm, HoMep cepun U AaTa U3roTOBIEHWs, KONMYECTBO B YNAKOBKE WM eAVHULbI U3MepeHus
KOnm4yecTBa, CPOK rOOHOCTU U YCITOBUSA XPaHEHWUS.

3. lNekapcTBeHHble CpeAcTBa B KayecTBe CbIBOPOTOK AOMKHbI MOCTynaTb B obpalleHue ¢
yKasaHWeM X1BOTHOrO, U3 KPOBU, NnasmMbl KPOBU, OPraHOB N TKAHEN KOTOPOro OHW MOMYyYeHsb!.

4. Ha BTOpUYHyIO (NOTPEeOUTENLCKYH) YNaKoBKYy NeKapCTBEHHbIX CPeACTB, MOMYyYEHHbIX W3
KpOBW, Nra3mbl KPOBM, OpPraHOB W TKaHeW 4enoBeka, AOMKHa HaHOCUTLCA Hagnuck: "AHTuTena K
BWY-1, BUY-2, k Bupycy renatnta C n NOBEPXHOCTHbLIN aHTUreH Bupyca renatuta B otcyTcTBytoT".

5. Ha nepBuMYHyl0O  ynakoBKy W  BTOPWUYHYKD  (MOTPEOUTENbCKYK)  yNakoBKY
pagnodapmMaLeBTUYECKNX NIEKApPCTBEHHbLIX CPeACTB [OOIDKEH HaHOCUTbCA 3HaK paauvauyMOoHHOWN
OMNacHOCTW.

6. Ha BTOpuYHylO (NOTPEOMTENBLCKYD) YMNAKOBKY OMEONaTUYEeCKUX JeKapCTBEHHbIX
npenapaTtoB A0SHKHA HAHOCUTBLCSA HaanNuck: "MoMeonaTnyecknin”,

7. Ha BTOpUYHyt0 (NOTPeBbUTENbCKYI0) YNaKoBKY NEKapCTBEHHbIX PacTUTENbHbIX NpenapaToB
JOIKHa HaHOCUTbCA Haanues: "Mpoaykuna npoluna pagnaunoHHbIA KOHTPOmb".

UHpopmayusi 06 usmeHeHusix: DeodepasribHbIM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 8 cmambu 46 Hacmoswezo PedepasibHO20 3aKOHa BHECEHbI U3MEHEHUS, ecmynaruue 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

8. Ha nepBuyHylo ynakoBky (ecrnv gnsi 3TOro CywleCTBYEeT TeXHU4eckasi BO3MOXHOCTb) U
BTOPUYHYIO (NOTPEOMTENBbCKYI0) YNaKOBKY JEKapCTBEHHbIX NpenapaToB, NpeAHas3HayYeHHbIX A1
KITMHUYECKNX UccneaoBaHnn, A0MKHA HAHOCUTLCA HaagnNueh: "Ons KNMHMYECKUX uccnegoBaHnn".

9. YnakoBka NneKkapCTBEHHbIX CPeACTB, NpefHasHadYeHHbIX WCKMYMTENbHO ANd 9KCnopTa,
MapKMpyeTcsa B COOTBETCTBUM C TpeboBaHNSMU CTpaHbI-MMnopTepa.

10. Ha TpaHCcnopTHyl0 Tapy, KOTopas He npegHasHadeHa ans notpebuTtenen n B KOTOPYHO
NOMELLEHO NIEKAPCTBEHHOE CPEACTBO, AOJMKHA HAHOCUTLCS WMHAOPMaUMst O HAaUMEHOBAHUKU, cepuu
rNekapcTBEHHOro cpeacTBa, AaTe BbliNycka, KONMMYECTBE BTOPWUYHBLIX (MOTPebUTEnbCKUX) ynakoBOK
nekapcTBEHHOro cpefcTsa, Npou3BoauTENe NekapCTBEHHOro CpeacTBa C yKasaHMeM HanMeHOBaHWUA
N MeCTOHaxoXOeHUs NPon3BoaMTENSA NEeKapCTBEHHOIO cpeacTBa (agpec, B TOM Yncne cTpaHa u (unu)
MEeCTO NpOM3BOACTBA fEKAapCTBEHHOIO CPeAcTBa), a TakkKe O CPOKe FOAHOCTU FfEeKapCTBEHHOrO
cpeactea u 06 ycnoBusX ero XxpaHeHus 1 nepeBo3kn, Heobxoanmble npeaynpeanTenbHble HAANUCK 1
MaHUMyNATOPHbIE 3HaKWU.

11. Ha nepBuYHYlO0 ynakoBKy W BTOPUYHYI (NOTPEOMTENbCKYI0) YNakoBKY NeKapCTBEHHbIX
CcpeacTB Onsi BETEPUHAPHOrO MPUMEHEHUA [OMMKHA HaHOCUTbCA Hagnuck: "[ns BeTepuHapHOro
npumMmeHeHns".

12. Ha BTOpuW4YHyl0 (MOTPeOMTENbCKY) YNakoBKY fEeKapCTBEHHOro npenapata HaHOCUTCS
LUTPUXOBOW KOA.

FTAPAHT: CM. KOMMeHTapum K ctaTbe 46 HacToswero ®enepanbHOro 3akoHa

UHpopmayus o6 uameHeHusix: @DeodepasibHbIM 3aKkoHOM om 6 Oekabps 2011 2. N 409-®3 s
HaumMeHoeaHue enasbl 9 Hacmosiuwe2o0 PedeparsibHO20 3aKOHa 8HECEeHbI USMEHeHUS, acmyrnarujue
8 cusy no ucmevyeHuu mpudyamu OHel rocrne OHA ohuyuansbHo20 orybruKogaHuUsi Ha38aHHO20
®edeparibHO20 3aKoHa
CmM. mekcm HauMmeHogaHus 8 rpedbidyw,el pedakyuu

Maea 9. BBo3 nekapcTBeHHbIX cpeacTB B Poccumckyro Pegepaumio n BbIBO3 JflIeKapCTBEHHbIX
cpenctB u3 Poccunckon ®epgepaumnu
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UHgpopmayusi 06 usmeHeHusix: @DedepasibHbiM 3akoHOM om 6 Oekabpss 2011 2. N 409-®3 s
HaumeHoeaHue cmambu 47 Hacmosiwezao @edeparibHO20 3aKOHa BHECEHbl U3MEHEHUS,
ecmynarowue 8 cuny no ucmedeHuu mpudyamu OHed rocrne OHA ouyuanbHO20 orybrukosaHus
Ha3saHH020 ®edeparibHO20 3aKOHa
CM. mekcm HauMeHogaHUs 8 rpedbidyuwiel pedakuyuu

Cratbsa 47. MNopagok BBO3a nekapCTBEHHbIX cpeAcTB B Poccunckyto ®egepaumio 1 BblBO3a
rnekapCTBEHHbIX cpeacTB n3 Poccuiickon degepauum

Unpopmayuss o6 usmeHeHusix. Yacmpb 1 usmeHeHa ¢ 30 sHeaps 2024 e. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

1. BB0O3 nekapcTtBeHHbIX cpeacTB B Poccuiickyto degepaunio ocyLLecTBNsSeTCS B Nopsake,
ycTaHoBneHHoMm [lpaButenbctBom Poccunckon Pepgepaummn, B COOTBETCTBMM C  akTaMmu,
coctaensawowmmm npaeo Cots3a, u (unu) 3akoHogatenbctBom Poccuinckon depgepaumm o
TaMOXXEHHOM PerynmpoBaHuni.

UHdopmayus 06 usmeHeHusix: Yacmpb 2 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 siHeapsi 2024 . N 1-03
Cwm. npedbidywyto pedakyuro

FTAPAHT: Ho 31 pekabpsa 2024 r. poCCUUCKMM MNPOU3BOAUTENSM JFeKapCTBEHHbIX CPeAcTB AOns

BETEPUHAPHOro MPUMEHEHUa paspellaeTcd BBO3UTb dapmMaueBTudyeckme cybctaHuun, He
BHECEHHble B T[OCYJapCTBEHHbIA peecTp JeKapCTBEHHbIX CPeacTB AN BeTepuHapHOro
npUMeHeHusi, Ha Tepputopuio PP B  yBegoMuMTenbHOM nopsigke Ang  NpouM3BOACTBA
3apEerMcTpMpPOBaHHbIX TEKAPCTBEHHbIX CPEACTB

2. Bosumble B Poccuickyto defepaumio rnekapcTBeHHble cpeacTsa JOMKHbI coaepXaTbCa B
rocyjapCTBEHHOM peecTpe IeKapCTBEHHbIX CPeACTB, UMM eOMHOM peecTpe 3aperMcTpupoBaHHbIX
nekapcTBeHHbIX cpeactB EBpasuiACcKoro 3KOHOMWYECKOrO COK3a, WKW  €OUMHOM  peecTpe
3aperncTpMpoBaHHbIX BETEPMHAPHbLIX NIEKAPCTBEHHbLIX MpenapaTtoB EBpasnMcKoro 3KOHOMWUYECKOro
colo3a.

UHopmauus 06 usameHeHusix.  Yacmpb 3 usmeHeHa ¢ 1 ceHmsbpsi 2024 e. - ®edeparibHbIl 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

3. OonyckaeTcs BBO3 B Poccuinckyto ®efepaLmio KOHKPETHON NapTum 3aperncTpupoBaHHbIX U
(MnKn) HesaperncTpmpoBaHHbIX NEKapCTBEHHbIX CPEACTB, MpeAHasHayYeHHbIX And paspaboTku
neKapCTBEHHbIX CPeACTB, MPOBEAEHMS] HAYYHbIX U UHbIX UCCReAoBaHWA, NPOBEOEHUSA KIMHUYECKMX
nccnegoBaHUN NeKapCTBEHHbIX NpenapaToB, NPOBEAEHUST SKCNEPTM3bl JIEKAPCTBEHHbIX CPeaCcTB Ans
OCYLLECTBIIEHNS roCyAapCTBEHHOW perncTpaumm unm perucTpaumm nekapCcTBeHHbIX npenapaTos Unu
ONA OKasaHUs MeAMUMHCKOM MOMOLUM MO JKM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHta Ha
OCHOBaHWM paspeLleHns, BblAAHHOIO YNOSTHOMOYEHHbIM deaepanbHbIM OpraHoOM MCMONTHUTENBHON
BNactTM no 3asBfeHusM Nul, YKasaHHblX B cTatbe 48 Hactosiwero ®degepanbHOro 3akoHa.
PaccmoTpeHne Takoro 3asBneHus n NpUHATUE peLleHns O Bblgaye paspeLleHnsl Ha BBO3 KOHKPETHOM
napTum 3aperncTpMpoBaHHbIX U (MNKN)  HE3apPerncTpMpoBaHHbLIX  NEKAPCTBEHHbIX CPEeAcTB,
npeaHasHavyeHHbIX Ans pa3paboTKM NEeKapCTBEHHbIX CPeacTB, MNPOBEAEHMSI HAyYHbIX W MHbIX
nuccnegoBaHun, NpoBeAeHUsT KNMMHUYECKNX NCCneaoBaHN NekapCTBEHHbLIX NpenapaTos, NpoBeaeHNs
3KCNepTU3bl NEeKapCTBEHHbIX CPEeACTB [AMs OCYLECTBMEHUS FoCydapCTBEHHOW perncrpauum unm
pernctpaumm neKkapcTBEHHbIX NpenapaToB U And okasaHus MeAULMHCKON MOMOLLUM MO XXU3HEHHbLIM
nokasaHusiM KOHKPETHOro nauueHta nmbo o6 oTkase B Bblgaye YKa3aHHOMo paspelueHus
NPOn3BOAATCA B CPOK, He MpeBbllakwmi natn paboumx gHen. nata 3a Bblgadvy ykasaHHOro
paspeLleHnsi He B3MMaeTcs.

3.1. He npumensietca ¢ 1 anBaps 2024 r. - ®egepanbHbin 3akoH OT 27 gekabpst 2019 r. N
475-03

UHopmayusi 06 usamerHeHusix:  Cm. rpedsiOyuyto pedakyuro

UHpopmayusi 06 usameHeHusx: Yacmpb 3.2 usmeHeHa ¢ 1 siHeaps 2023 a. - ®edeparibHbIl 3aKOH
om 19 0ekabpsi 2022 2. N 519-03
Cwm. npedbidywyto pedakyuro
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3.2. o 31 pekabpsa 2024 roga gonyckatoTca BBO3 Ha Tepputopuio Poccuinckon degepaumm n
obpaweHme B Poccuiickon ®egepaumm ¢ y4eToM 0COOEHHOCTEN, YCTaHOBMEHHLIX MpaBuTens-CTBOM
Poccunckon ®depepauumun, 3aperMcTpUpOBaHHbIX NEeKapCTBEHHbIX MpenapatoB And MeAWUMHCKOro
NPYMEHEHNs B YyNakoBKax, NpeAHasHaveHHbIX Ans obpalieHns B MHOCTPaHHbIX rocyaapcTBax, B
crnyvyae pJedekTypbl NekapCTBEHHbIX MpenapatoB WAM puUcka €ee BO3HWKHOBEHUS B CBA3M C
BBeAEHMEM B OTHoweHun Poccunckon Pegepaumm OrpaHUYUTENbHBIX MEP 3KOHOMWYECKOro
XapakTepa npu ycrnoBUW COOTBETCTBUS BBO3UMbIX JIE€KAPCTBEHHbIX MpenapatoB TpeboBaHMAM,
YCTAQHOBIIEHHbIM MNPW UX PEerncTpaumu, 3a UCKNYeHnem TpeboBaHWA K NEpPBUYHOM YNakOBKe,
BTOPUYHOM (NOTPeOMTENbCKOM) yNakoBKe, a TakkKe Npu HanuuMm Ha BTOPUYHOM (NOTPebMTEenbCKOM)
yNaKkoBKe IeKapCTBEHHbIX MpenapaToB, HaxXOAAWMXCH B OOpalleHuM, CaMOKMNesLencs 3TUKETKW,
copepxaLlen nHdopmauuio 0 NnekapcTBEHHOM npenapaTe Ha PYCCKOM A3bIKe.

UHopmauus 06 usmeHeHusix: Cmambsi 47 dornonHeHa Yacmbio 3.3 ¢ 1 ceHmsabps 2024 a. -
®edeparbHbiti 3akoH om 30 siHeapsi 2024 2. N 1-®3

3.3. Hdonyckatotca BBo3 B Poccuinckyto ®epepaumto n obpawerHmne B Poccuiickon ®egepaumm
C y4yeToM o0cobeHHOCTEN, YycTaHoBMneHHbIX [MpaButensctBoM  Poccuiickon  Pepepaunn,
3apErnCTPMpOBaHHbLIX  OPUTMHArNbHbIX  OpdbaHHbIX  JIeKApCTBEHHbIX  MpenapaTtoB W (Mnwn)
BbICOKOTEXHOSOMMYHbBIX NIEKAapCTBEHHbIX MpenapatoB ANsi MeAUUMHCKOro MNMPUMEHEHUS B TeveHue
ABeHaguaTu MecsueB nocrne pgaTtbl ux peructpauum B Poccuiickon degepaumm B ynakoBKax,
npegHasHavyeHHbIX Ang obpalleHuss B MHOCTPaHHbIX rocygapcTBax, MpU yCrnoBUM COOTBETCTBUSA
BBO3UMbIX JIEKapCTBEHHbIX MpenapaTtoB ANs  MeAWUMHCKOro  NpuMMeHeHusa  TpeboBaHusMm,
YCTaQHOBIIEHHBbIM MNPW UX PerncTpaumu, 3a UcCKNnioveHnem TpeboBaHW K NEepBUYHOM YNakoBKe,
BTOPUYHOM (MOTPEOUTENBbCKOM) ynakoBKE, W MpUM HanMuYMM Ha BTOPUYHOW (MOTpebutenbcKom)
yNakoBKe FeKapCTBEHHbIX MpenapatoB ANs MEOUUMHCKOrO MPUMEHEHUs, Haxoddawmxcs B
obpalleHnn, caMOoKNesALWwencs aTUKETKN, coaepKallern MHpopMaumio O NeKapCTBEHHOM npenapare
ANA  MeOMUMHCKOrO MPUMEHEHUA Ha pPYCCKOM $3blke. B OTHOWEHUM [aHHbIX JeKapCTBEHHbIX
npenapaTtoB He NPUMEHSAIOTCA NONOXeHNsa YacTtn 7 ctatbl 9 n vacten 1 n 2 ctatbn 52.1 HacTosLwero
depepanbHOro 3akoHa.

UHopmauus 06 usmeHeHusix: Yacmpb 4 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

4. B Poccuinckyto ®egepaunio MOXHO BBO3UTb NleKapCTBEHHblE CPeaCcTBa, Ka4eCTBO KOTOPbIX
NOATBEPXAEHO CcepTUMKaTtoM NPOM3BOAUTENSA NEKApCTBEHHbIX CPeAcTB, YAOCTOBEPSOLLUM
COOTBETCTBME BBO3WMbIX JIEKAPCTBEHHbLIX CPeAcTB TpeboBaHMAM, YCTAHOBMEHHbIM MpU KX
permcTpaumm unu npoBeaeHMn npoueayp, CBA3aHHbIX C perncTpaumnen.

UHopopmayusi 06 U3MEeHeHUsIX: ®eodeparbHbiM 3akoHOM om 6 0ekabpsi 2011 2. N 409-03 e yacmb
5 cmambu 47 Hacmosiweao ®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUSs, ecmyrnaroujue 8 cusy ro
ucmedeHuu mpuduyamu OHel rnocne OHA oguuuanbHo20 orybriukosaHUs Ha38aHHO20
®edeparibHO020 3aKoHa
Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

5. Banpewaetca Beo3 B Poccuinckyto ®egepaumio panbcudnumpoBaHHbIX NTEKAPCTBEHHbIX
CpeacTB, HenobpoKayeCTBEHHbIX JIEeKapCTBEHHbIX CpeacTB, KOHTPadaKTHbIX feKapCTBEHHbIX
CpeacTs.

UHbopmayus 06 U3MeHEeHUsIX: ®edeparbHbIM 3aKkoHOM om 6 Oekabpsi 2011 2. N 409-®3 8 yvacmb
6 cmambu 47 Hacmosiwea2o ®edeparibHO20 3aKOHa 8HECEeHb! U3MEHEeHUSs, ecmyrnarouwjue 8 cusy ro
ucmedyeHuu mpuduyamu OHel nocne OHSA oguuuanbHo20 0fybriukogaHUs Ha38aHHO20
®edeparibHO20 3aKoHa
Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

6. danbcnguumnpoBaHHble nekapcTBeHHbIe cpencTea, Heaobpoka4yeCTBEHHbIE
nekapcTBeHHble cpeacTBa noanexaT M3bATUIO M NoCcCneaylweMy YHUUYTOXEHUIO UMW BbIBO3Y U3
Poccuinckon ®enepaumm, KoHTpadakTHble nekapCcTBEHHbIE CPeAcTBa - U3BATUIO U nocreaytoemy
YHUUTOXEHUIO. YHUUTOXEHWe unn BbiBO3 U3 Poccuiickon depepauuun anbcnuumpoBaHHbIX
neKkapCTBEHHbIX CpeacTB, HeaobpoKavyeCTBEHHbLIX FEKAPCTBEHHbLIX CPEACTB, KOHTpadiaKTHbIX
NeKkapCTBEHHbIX CPEeACTB OCYLLEeCTBASETCS 3a CYEeT Nnuua, OCYLECTBMBLUEro KX BBO3. [lopagok
YHUUTOXEHUST M3BATBIX hanbcnnumnpoBaHHbIX fEKapCTBEHHLIX CPeacTB, HeJoOpoKayeCTBEHHbIX
NeKapCTBEHHbIX  CPEeACTB,  KOHTpadaKTHbIX  NEeKapCTBEHHbIX  CPeACTB  yCTaHaBnvBaeTCs
MpaeuTenscTBoM Poccuiickon ®egepaumn.
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UHpopmayuss o6 usmeHeHusix: Yacmpb 7 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

7. Jlvnua, ocyuwectBngwowme BBo3 B Poccuitckyto ®depepauuio  danbcnmUMpOBaHHbIX
NeKkapCTBEHHbIX CpPeAcTB, HenobpoKauyeCTBEHHbLIX FEKAPCTBEHHbLIX CPEACTB, KOHTpadiaKTHbIX
NeKapCTBEHHbIX CPEACTB, HECyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon degepaunn.

Unpopmayuss o6 usmeHeHusix. Yacmpb 8 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

8. BbiBO3 nekapcTBeHHbIX cpeactB wu3 Poccuickon ®Pepepaumm OCyLeCcTBRASIETCS B
COOTBETCTBMM C aKkTaMu, coctaBnsowmmmn npaso Cotosa, un (Mnn) 3akoHogaTenbcTBoM Poccuiickon
depgepaunn o rocygapCcTBEHHOM PEryNMPOBaHNN BHELLHETOProBOM AEATENBHOCTU.

Unpopmauussi 06 usmeHeHusix: Cmambsi 47 doronHeHa 4Yacmbto 9 ¢ 29 Hosibpss 2019 a. -
®edeparibHbIl 3akoH om 28 Hos16ps 2018 e. N 449-03

9. BBog B rpaxgaHCKun oOOOpPOT MEKapCTBEHHbLIX MpenapaToB Ansi MeguLMHCKOro
NPUMEHEHNs, BBE3eHHbIX B Poccunckyto ®Pegepaumio, OCyLWEeCTBRAsSETCs € cobnogeHnem
TpeboBaHuWi, YCTAaHOBMNEHHbIX cTaThbel 52.1 HacTosiwero PegepanbHOro 3akoHa.

UHbopmayusi 06 usmeHeHusix: Cmambsi 47 dornonnHeHa Yacmbeto 10 ¢ 1 ceHmsbpsi 2023 2. -
®edeparibHbll 3aKkoH om 2 utona 2021 2. N 317-@3

FTAPAHT: [enctemne nonoxeHun 4Yactmh 10 He pacnpocTpaHAeTCs Ha Cepun neKapCTBEHHbIX
npenaparoB ANA BETEPUHAPHOrO NPUMEHEHWs, BBEAEHHbIE B rPaXKAaHCKMIA 0O0pOT Ha TeppuUTopumn
P® go 1 ceHTabpsa 2023 r.

Cepun nekapcTBEHHbIX npenapaTtoB ASId BEeTEepUHAPHOro MPUMEHEHUS MOANe)KaT XpaHEeHWIo,
nepeBo3ke, OTNYCKY, peanuaauuu, nepegaye, NPUMEHEHUIO 0 UCTEYEHMSI CPOKA MX FOOHOCTM

10. BBoa B rpaxgaHCKMA OBOPOT IeKapCTBEHHbIX MpenapaTtoB Afisi BETEPUHAPHOro
NPUMEHEHNS, BBE3EHHbIX (NepemelleHHbiXx) B Poccuiickyto Pepepauuio, OCywecTBAseTca C
cobniogeHvem TpeboBaHUin, yCTaHOBMEHHbIX cTaThel 52.2 HacToswero ®eaepansHOro 3akoHa.

FTAPAHT: CM. koMMeHTapum K ctaTbe 47 HacToswero degepanbHOro 3akoHa

NHoopmayus ob usmeHeHusix: @edeparibHbIM 3akoHoM om 6 Odekabps 2011 2. N 409-®3 s
cmambto 48 Hacmosiwezao PedepasibHO20 3aKOHa 8HECEeHbI USMEHEeHUSs, ecmynaruwue 8 cusy o
ucmedeHuu mpuduyamu OHel rnocne OHSA oguuuanbHo20 0fybriukogaHUs Ha38aHHO20
®edeparibHO20 3aKoHa
Cm. mekcm cmambu 8 npedbidywel pedakuuu

Cratba 48. KOpumanyeckne nuua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX CPEACTB B
Poccuinckyto ®enepauuio
INNekapcTBeHHble cpeacTBa B Poccunckyto enepaunio MoryT BBO3UTb:
1) npousBoguTenuM nekapCTBEHHbLIX CPeacTB And uenen CcobCTBEHHOro MNpPOM3BOACTBA
nexkapcTBEeHHbIX CPeacCTB;

UHpopmayus 06 usmeHeHusix:  [lyHkm 2 usmeHeH ¢ 1 ceHmsbps 2024 e. - @edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

2) MHOCTpaHHble Pa3paboTyYMKM NEKAPCTBEHHBLIX CPeACTB U MHOCTPaHHbIE MPOU3BOAMTENM
NeKapCTBEHHbIX CPEACTB UMW  Opyrue  opuauyYeckMe nvua Mo nopyyYeHuo  paspaboTymka
NeKapCcTBEHHOro cpeacTea Ans pa3paboTKM NeKapCTBEHHbIX CPeacTB, NPOBEAEHNS HAayYHbIX U UHbIX
nuccnefoBaHWi,  MPOBEAEHWUst  KIMMHWYECKMX — MCCReaoBaHU  NeKapCTBEHHOro  npenapaTa,
OCYLLIeCTBIEHUST TOCYLAPCTBEHHON perucrpaumm unuM peructpauum rekapcTBEHHOro npenapara,
BKIIOMEHUST (hapMaLleBTUYECKON CyGCTaHUMM B roCyAapCTBEHHbIA PEecTp NlekapCTBEHHbIX CPEACTB,
KOHTPOSSl Ka4yecTBa JIeKapCTBEHHbIX CPEACTB MPU  HanMyMum paspelleHuss  YnorTHOMOYEeHHOro
denepanbHOro opraHa MUCMOMHUTENbHOM BracT Ha BBO3 KOHKPETHOW MapTUKM JeKapCTBEHHbIX
CPencrTs;
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3) opraHusaumm oNnToBOW TOProBMKN NEeKapCTBEHHbIMU CPEACTBAMMU;

UHpopmayusi 06 usmeHeHusix:  [lyHkm 4 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparsibHbIU 3aKOH om
30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

4) HaydyHble oOpraHusauuu, obpasoBaTesnbHble OpraHvsaumm Bbiclwiero obpasoBaHus,
npov3BOANTENN NEeKapCTBEHHbIX cpeacTB Ans pa3paboTku, nccrenoBaHui, KOHTpons 6esonacHocTy,
KayecTBa, 3(PMEKTUBHOCTUN NEKapCTBEHHbIX CPEACTB NPU HanmMunum paspeLLeHns YNorTHOMOYEHHOro
deaepanbHOro opraHa UCNOSTHATENLHOW BRacTy;

UHpopmayus 06 usmeHeHusix:  @edepasibHbiM 3akoHoM om 12 mapma 2014 2. N 33-®3 6 nyHkm
5 cmambu 48 Hacmosiwe2o PedeparibHO20 3aKOHa 8HECEHbI U3MEHEHUS
Cm. mekcm riyHKkma 8 rpedbidyujel pedakyuu

5) MeguuMHCKME opraHmM3auun, KHble yKasaHHble B MNyHKTax 1 - 4 HacTosilen cTaTbu
opraHusauMmM Ans okKasaHusi MEOWLMHCKOM MOMOLUM MO XKM3HEHHbIM MOKa3aHUSM KOHKPETHOro
nauyueHTa Npyv HanMyuu paspeLLeHust YNONTHOMOYEHHOro dpeaeparnbHOro opraHa WCMOSHUTENBHOM
BNacTM Ha BBO3 KOHKPETHOW MapTuW fEeKapCTBEHHOro npenaparta, BblAAHHOMO B YCTAHOBIEHHOM
nopsake B popMe 3NEeKTPOHHOro AOKYMEeHTa, MOAMUCAHHOrO YCUIEHHOM KBanuuuMpoBaHHON
3NEKTPOHHOW NOAMNUCHIO;

6) He npumeHsaeTcs ¢ 1 aHBaps 2024 r. - ®epepanbHbin 3akoH oT 27 aekabpsa 2019 r. N
475-03

UHopmauusi 06 usmeHeHusix:  Cm. npedbiOyuyro pedakuuro

UHpopmauussi 06 usmeHeHusix: Cmambsi 48 OornonHeHa nyHkmom 7 ¢ 30 sHeaps 2024 a. -
®edeparbHbil 3akoH om 30 ssHeapsi 2024 2. N 1-©3

7) NPpOU3BOAMTENN MEAULMHCKUX U3OenNuin Ansa uenen npou3BoACTBa MEANLMHCKUX U3OENUNA.
FTAPAHT: CM. koMMeHTapum K cTaTbe 48 HacToswero degepanbHOro 3akoHa

UHbopmayus o6 u3smeHeHusix: @edeparibHbiM 3akoHoM om 6 Odekabps 2011 2. N 409-®3 s
HaumeHoeaHue cmambu 49 Hacmosiwezo @edeparibHO20 3aKoHa BHECEHbl U3MEHEHUS,
ecmynarouwue 8 cuny no ucmedeHuu mpuduyamu OHed rocne OHsA oghuyuarbHO20 orybruKkosaHus
Ha3gaHHo20 ®edepasibHO20 3aKOHa
CmM. mekcm HauMmeHogaHus 8 ripedbiOyuwel pedakyuu

CraTtbsa 49. [JokyMeHTbl, NpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccunckon degepauuu
npu BBO3€e NeKkapCTBEHHbIX cpeacTs B Poccuinckyto degepauuio

UHpopmauus 06 usmeHeHusix: Yacmpb 1 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

1. MNpu BBO3e nNekapCTBEHHbLIX cpeAcTB B Poccuickyo defepalmio B TaMOXEHHbIE OpraHbl
Poccuinckon ®enepauuun Hapsay ¢ JOKYMeHTaMu, npeacrtaBneHne KOTopbiX NpeayCMOTPEHO akTamu,
coctasnsawwmmm npaso Corsa, u (unu) 3akoHogatensctBom Poccuickon ®egepaumm o
TaMOXXeHHOM perynupoBaHun, NpeacTaBnaATCa cnegyowme JOKYMEHThI B ANIEKTPOHHON dhopme:

UHopmauusi 06 usmereHusix:  [lyHkm 1 usmeHeH ¢ 30 sHeaps 2024 a. - ®edeparibHbIlU 3aKOH O0m
30 sHeaps 2024 e. N 1-®3
Cm. npedbidywyro pedakyuro

1) cepTudmkat NponsBOANTENSA NEKapCTBEHHOIO CpeacTBa ANs BETEPMHAPHOro NpUMeHeHus,
yOOCTOBEPAIOLNA COOTBETCTBME BBO3MMOIO JIEKAPCTBEHHOINO Cpeactea Ans  BeTepUHapHOro
npumeHeHus TpeboBaHnsM hapmakonenHon ctatbn IMBO B criyyae ee OTCYTCTBUS HOPMAaTUBHOIO
OOKYMEHTa;

2) paspeLlueHne ynosIHOMOYEHHOro dpefeparnbHOro opraHa UCMONHUTENBHOW BracTu Ha BBO3
KOHKPETHOM MapTUM NEKapCTBEHHOro CpeacTBa B Criyvasax, YCTAHOBMEHHbIX YacTblo 3 cTatbh 47
HacToswero ®egepanbHOro 3akoHa.

UHgpopmayusi 06 U3MEeHeHUsIX: ®edeparnbHbiM 3aKkoHOM om 6 dekabpsi 2011 2. N 409-03 e yacmb
2 cmambu 49 Hacmosuwezao ®edepasribHO20 3aKOHa BHECEHbI USMEHEeHUSs, acmyrnaroujue 8 cusy ro
ucmedyeHuu mpuduyamu OHel rnocne OHA oguuuanbHo20 ofybriukogaHUs Ha38aHHO20
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®edeparnbHO20 3aKoHa
Cm. mekcm yacmu 8 npedbidyweli pedakyuu

2. [JokymMeHTbl, yKasaHHble B nyHkTax 1 n 2 yactn 1 HacTosiwen ctaTtbu, NPeacTaBnsloTCa B
TaMOXeHHble opraHbl Poccunickon ®egepaumm npu NpubbLITUM  FIEKAPCTBEHHLIX CPEACTB B
Poccuiickyto ®epepaumtio.

FTAPAHT: CM. KoMMeHTapum k ctaTbe 49 HacTosiwero ®egepanbHOro 3akoHa

UHgpopmayusi 06 usmeHeHusix: @DedeparnbHbiM 3akoHoM om 29 uwHs 2015 e. N 160-®3 s
HaumeHoeaHue cmambu 50 Hacmoswe2o PedepasibHO20 3aKOHa 8HECEeHbI U3SMEeHEeHUs
CM. mekcm HauMmeHogaHus 8 rpedbidyuiel pedakuyuu

Cratba 50. BB03 nekapcTBeHHbIX npenapatoB B Poccuiickyto degepauuio Ansg JIMYHOMO
NCNONb30BaHMSA N MHbIX HEKOMMEPYECKMX Lenen, a Takke Ans UCNONb30BaHUSA Ha
TeppUTOpMM MEXAYHapOAHOro MegULMHCKOro Kracrtepa

UHbopmayus 06 U3MeHEHUsIX: ®edeparbHbIM 3aKkoHOM om 6 Oekabpsi 2011 2. N 409-®3 8 yvacmb
1 cmambu 50 Hacmoswezao ®edepasribHO20 3aKOHa BHECEHbI U3MEHEHUSs, acmyrnaroujue 8 cusy ro
ucmedyeHuu mpuduyamu OHel nocne OHA oguuuanbHo20 ofybriukogaHUs Ha38aHHO20
DedeparibHO20 3aKoHa
Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

1. JlekapcTBeHHble npenapaTbl MOryT GbiTb BBe3eHbl B Poccuiickyto ®egepaunto 6e3 yyeta
TpeboBaHMIN, NpegyCMOTPEHHbIX 4actamu 1 - 4 cratbu 47, crtatbamm 48 wn 49 Hactoswero
depepanbHOro 3akoHa, ecnm OHW NpegHasHavyeHbl Ans:

UHpopmauus 06 usmereHusix:  [lyHkm 1 usmeHeH ¢ 30 sHeaps 2024 e. - ®edeparibHbIlU 3aKOH O0m
30 sgHeaps 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

1) NUYHOro Ucnonb3oBaHWs PU3NYECKUMU Nuamun, NpubebiBMMK B Poccuiickyto degepaumio.
Mpn atom BBO3 B Poccuitickyto dPegepauunio  NekapCcTBEHHbIX MpenapaToB, coaepXalumx
cunbHodencTeylowmMe n (MnnM) S00BUTbIE BELLECTBA, BKIHOYEHHbIE COOTBETCTBEHHO B  CMMCOK
CUNBbHOOEWNCTBYIOLLMX BELLECTB ANA Lenen yrornoBHOro 3akoHogartenbctea Poccuiickon depepaumm
N B CMMCOK A00BUTLIX BELLECTB ANd Lenen yrofnoBHOro 3akoHogatenbctea Poccuinickon ®epepamum,
yTBEpXOeHHble [lpaButenbctBom Poccuiickon ®Pegepaumn, OCYLIECTBASETCA MNpUM  Hanuumm
OOKYMEHTOB (3aBEpPEHHbIX KOMWUIA AOKYMEHTOB WM 3aBEPEHHbIX BbIMUCOK U3 HMX), MOATBEPXKAAIOLLNX
Ha3HayeHne U3NYECKOMY LY YKa3aHHbIX JIEKAPCTBEHHbIX MpenapatoB (3@ WCKIIHYEHNEM
NeKapCcTBEHHbIX  MpenapaTtoB, 3apernctpupoBaHHbix B Poccuickon  ®depepauumn nnbo
3apEerMcTpMpoOBaHHbIX B COOTBETCTBMM C aKTamu, cocTaBndalowmMmmn npaeo Corosa, 1 OTnycKkaeMbiX B
Poccunckon ®enepaunm 6e3 peuenta Ha nekapCTBEHHbIV nNpenapar). MNoaTeepxaatoLime AOKYMEHTbI
(nx 3aBepeHHble KONMUU WNKU 3aBepeHHble BLIMUCKM U3 HWUX) AOMMKHblI codepxaTb CBeAeHWd O
HaUMEHOBaHUM W KOMWYECTBE Ha3HaAYeHHOro nekapcTBeHHOro npenapata. B cnyyae, ecnu
noagTeepXpatowme [JOKYMEHTbl (MX 3aBepeHHble KOMUW UMW 3aBEepeHHble BbIMUCKM U3 HUX)
COCTaBlieHbl Ha MHOCTPaHHOM £3blke, K HUM MpunaraeTcsl HoTapuanbHO 3aBEPEHHbLIN NepeBoa Ha
PYCCKUI A3bIK;

2) wucnonb3oBaHWa paboTHMKaMK OUNIOMaTUYECKOro Koprnyca WwnvM npeactaBuTensamu
MeXOyHapOoAHbIX OpraHM3aunin, akkpeamuToBaHHbIX B Poccuinckon ®egepaunm;

3) nedeHns NaccaXMpoB WM YNEHOB SKUMAXEW TPAHCMOPTHbLIX CPeACTB, MOe3dHbIX bpurag u
BOOUTENEN TPAHCMOPTHLIX CPeacTB, NpubbIBLLMX B Poccuiickyto Pegepaunto;

4) nevyeHUs y4YaCTHUKOB MEXOYHAPOAOHbIX KyNbTYPHbLIX, CMOPTUBHLIX MEPOMNPUATUA U
YYaCTHUKOB MeXOYHapOAHbIX SKCNeaANLNiA;

UHpopmayus o6 usmeHeHusx:  [lyHkm 5 usmeHeH ¢ 13 asaycma 2019 e. - ®edeparibHbIl 3aKOH
om 2 aseycma 2019 e. N 297-®3
Cwm. npedbidywyto pedakyuro

5) neyeHMss KOHKPETHbIX >XMBOTHbIX B 300Mapkax, 300Cajax, UuMpkax, OKeaHapuymax,
Aenb@uHapusX, NeYeHNa OUKUX KUBOTHbIX, MOCTOSHHO MM BPEMEHHO HaCensAlLWwmx TeppuToputo
Poccunckon ®egepaumm, Haxogawmxcs B COCTOSAHMM €CTECTBEHHOW CBOOOAbI M NpUHaanexawimx K
BMAaaMm, 3aHeceHHbIM B KpacHyto kHury Poccuiickon ®degepauumn m (Unum) KpacHble KHUMM CyObEeKTOB
Poccuinckon depepaunn, a Takke XUBOTHbIX, BBO3UMbIX B Poccuiickyto Pegepaumio ons yvyactus B
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CNOPTUBHbIX U 3PENULLHBIX MEPONMPUATUAX;

UHgpopmayusi 06 uameHeHusix:  DeodepasbHbiM 3akoHoM om 29 utoHs 2015 2. N 160-®3 yacmpb 1
cmambu 50 Hacmosuweeo ®edeparsibHO20 3aKoHa O0rMosiIHeHa ryHKmMom 6

6) ncnonb3oBaHNA Ha TEPPUTOPUN MeXOYyHAapPOOHOro MeguLMHCKOro Knacrtepa.

UHpopmayuss o6 usmeHeHusix: Yacmpb 2 usmeHeHa ¢ 30 sHeapsi 2024 2. - ©®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

2. B cny4yasix, npegyCMOTpeHHbIX 4YacTbio 1 HacTosilen cTaTbW, [OMNyckaeTca BBO3 B
Poccunckyto Pepepaunto nekapcTBEHHbIX NpenapaToB, He 3aperncTpupoBaHHbIX B Poccumnckon
depepauun nNMbO He 3aperncTpyMpoBaHHbLIX B COOTBETCTBUM C akTamMu, COCTaBMSOWMMU NpaBo
Coto3za.

UHgpopmayusi 06 U3MeHeHUsIX: ®eodeparnbHbiM 3akoHOM om 6 0ekabpsi 2011 2. N 409-03 e yacmb
3 cmambu 50 Hacmosiwezao ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUS, ecmyrarujue 8 cusy ro
ucmedyeHuu mpuduyamu OHel rnocre OHA oguuuanbHo20 ofybriukogaHUs Ha38aHHO20
®edeparibHO20 3aKoHa
Cm. mekcm yacmu 8 npedbidyweli pedakyuu

3. JlekapcTBeHHbIE NpenapaTbl, NpegHa3Ha4YeHHbIE NS r'yMaHUTapHOW NoMoLu (CoaencTans)
MM nomown MNpu YpesBbldalHbIX CUTyauusax, BBO3ATCA B Poccuinckyto dPepepauunto B nopsgke,
ycTaHoBrneHHom [lpaButenbctBoM Poccunckon Pepepaumn. 3anpewaetca BBo3 B Poccuiickyto
defepauunio  He3apermcTpupoBaHHbLIX — JIEKApPCTBEHHbIX npenapaTtoB, MpefdHasHayeHHbIX Ang
rymMaHuTapHom NoMoLLn (COOeNCTBUS) N MOMOLLN NPU Ype3BblHariHbIX CUTYaLMSX.

FTAPAHT: CMm. kommeHTapum Kk ctaTbe 50 HacTosdwero degepanbHOro 3akoHa

UHopmayus o6 usmeHeHusix: HaumeHosaHue uameHeHo ¢ 30 siHeapsi 2024 2. - ®edeparibHbil
3akoH om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

Cratba 51. CoTpygHuyectBo degepanbHOro OpraHa  MCMOSHUTENbHOM  BRacTwy,
ocyLlecTBnsaowero yHKUUM NO KOHTPOMK M Haas3opy B o6nactu TaMOXEHHOro
aena, u Apyrmx ynonHOMOYeHHbIX peaeparbHbIX OpraHoB UCNONHUTESbHOW BNacTu

UHpopmauus 06 usmeHeHusix: Yacmpb 1 usameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

1. YnonHoMouYeHHble denepanbHble OpraHbl UCMNOMHUTENbHOW BriacTM NPefoCTaBnsAloT B
pacnopspkeHne denepanbHoro opraHa WCNOMHUTENbHOW BNAcTW, OCYLLECTBRSAOLWEro yHKUUN no
KOHTPONIO U Haasopy B obnactu TamoOXEHHOro Aena, rocyfapCTBEHHbLIN peecTp NeKapCTBEHHbIX
CPeACTB, a Takke MHGOpPMaUMIO O BblAaHHbIX pa3pelleHnsX Ha BBO3 KOHKPETHOM napTuu
NeKapCTBEHHbIX CPeacTB B Cry4vasix, YCTAHOBMEHHbIX 4YacTbio 3 cTatb 47 HaACTOSALWEro
depgepanbHOro 3akoHa.

UHpopmayuss o6 usmeHeHusix: Yacmpb 2 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

2. ®egepanbHbii OpraH UCMOMHUTENBHOW BracTu, OCYLLECTBASWMIA YHKLUMM MO KOHTPOSIHO
1 Haasopy B obnactn TaMOXeHHOro gerna, MHPOPMUPYeT yKasaHHble B YacTu 1 HacToswen ctaTtbu
YNONHOMOYEHHbIe pefeparibHble opraHbl UCNOSTHUTENBbHOW BIIaCTU O BBO3€ NeKapCTBEHHbIX CPeACTB
B Poccuinckyto defepauunio n BbIBO3e NeKapCTBEHHbIX cpeacTB M3 Poccuinickon Pepepaumm no
dopme 1 B nopsigke, KOTopble ycTaHoBIeHbI MNpaBuTenscTtBoM Poccunckon ®egepaumu.

FTAPAHT: CM. koMmeHTapum K ctaTbe 51 HacToswero degepanbHOro 3akoHa

Maga 10. ®PapmaueBTUYECKaA OeATENIbHOCTb

Cratbsa 52. OcyuwecTBneHne hapmaueBTUYECKON AEATENbHOCTH
UHpopmayus 06 usmeHeHusix:  Yacmpb 1 usmeHeHa ¢ 1 ceHmsbps 2024 e. - ®edeparibHbIlU 3aKOH
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om 8 aszycma 2024 2. N 323-®3
Cwm. npedbidywyto pedakyuro

1. dapmaleBTMyeckas OesaTeNbHOCTb OCYLECTBRSETCS OopraHM3auMsiMiM ONTOBOW TOProBiv
NeKapCTBEHHbIMM  CPEACTBaMW, anTeYHbiMM  OpraHM3auusiMK, BeTEepUHAPHbIMU  anTEeYHbIMU
opraHusauusMn,  UHOMBMAYanbHbIMW  MNpeanpuHUMATENSMKY,  UMEWUMU  JIULEH3NKO  Ha
dapMaueBTUYeCKyl0 OesATeNbHOCTb, MEAMLUMHCKMMU OpraHu3auvsamMn, UMELUMA TNULEH3NID Ha
hapmaLeBTUYECKYIO OEATENBHOCTL, U MX 060COGNEHHBIMU NoApa3aeneHNUs M, PacroNOXEeHHbIMU B
CEenbCKMUX HaceneHHbIX NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauum, 1 BeTepuHapHbIMU
opraHv3aumsiM1, UMELLMMIN NMULEH3NIO HA hapMaLeBTUYECKYIO AEATENbHOCTb.

FTAPAHT: Cwm. NonoxeHune O  JWUEH3NPOBAaHUN dapmaueBTMyeckon  OeATEenbHOCTMU,
yTBepxaeHHoe noctaHosneHnem lNpasutenbctea P® ot 31 mapTta 2022 r. N 547
CM. MeToan4ecKkme ykasaHuUsa Mo OCYLLECTBIIEHUIO opraHamMn rocygapcTBEHHOM BRacTh cyObeKkToB
P® nepegaHHbix nonHomouun PO no nuueH3anpoBaHuMio dapMaueBTUYECKON OEATENbHOCTU,
yTBEPXOEHHbIEe npukaszom MuH3gpascoupassutus Poccum ot 6 nioHa 2008 r. N 263H

UHpopmauus 06 usmeHeHusix: Yacmpb 2 uameHeHa ¢ 28 anpens 2023 a. - ®edeparibHbIl 3aKOH
om 28 anpens 2023 2. N 149-03
Cwm. npedbidywyro pedakyuro

FTAPAHT: YacTb 2 B YacTu akkpeauTauum cneyuanuctoB B obOnactu  BeTepuHapuu,
OCYLLUECTBIAWMX (DapMaLEBTUYECKYD AEATENbHOCTb U  MMEKLWUX BbICLUEE WNN  cpefHee
BeTepunHapHoe obpasoBaHue, npumeHsietcs ¢ 1 mapta 2026 r.

2. dnsnyeckme nuua MoryT ocyLlecTBASATb hapMaLeBTUYECKY0 AeATeNbHOCTb NPU HanMyuu
BbICLLErO WNM cpefdHero dapmaueBTuyeckoro obpasoBaHMsi U cepTudpmkata cneumanucta nuoéo
NPOMAEHHON akkpeauTauuu creunanncTa, BbICLIEero unn cpeaHero BeTepuHapHOro obpasoBaHus U
cepTudukaTta crneunanmcta nmbo NpoMaeHHON akkpeauTauuu cneumanucta, a Takke BbICLIEero unm
cpegHero  meguuMHcKoro  obpasoBaHus, cepTudmkata cneumanucta nmbo  NporaeHHOM
akkpeguTauum cneuuanucta M OOMNOSIHUTENbHOIO MpoddecCUoHanbHOro obpas3oBaHuA B 4acTu
PO3HUYHOW TOProBMM NIEKAPCTBEHHbIMU NpenapaTtaMmn ans MeguuUMHCKOro NPpUMEHEHUsT Npu yCroBumn
nx pabotbl B 060COOMNEHHbIX NogpasneneHnsix MEANLMHCKMX OpraHvM3auui, ykasaHHbIX B Yactu 1
HacTosILLLen CTaTbMu.

FTAPAHT: CM. KOMMeHTapum k ctaTbe 52 HacTosiwero ®egepanbHOro 3akoHa

UHpopmayusi o6 usameHeHusix:  HaumeHosaHue uameHeHo ¢ 1 ceHmsbps 2024 e. - ©edeparibHbil
3akoH om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

Cratbsa 52.1. BBog B rpaxgaHckum OOOpOT fieKapCTBEHHbLIX CPeACTB AN MEAWMLMHCKOro
NPUMEHEHUS

UHpopmayusi o6 usmeHeHusix: Yacmpb 1 uameHeHa ¢ 1 ceHmsibpsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

1. lepea BBOAOM B TIpaXdaHCKMN OOOPOT KaXKAOW CEpUM WNN  KaKOoW napTum
npoussegeHHoro B Poccuickon ®Pepepaunm nekapCTBEHHOro npenapata gnsg  MeauuMHCKOro
NPUMEHEHUS, 3a UCKITIOYEHNEM NMMYHOBNONOrMYECKNX NEKAPCTBEHHLIX NMpenapaToB, NPOU3BOANTENb
TaKoro JfIeKkapCTBEHHOrO npenaparta NpeAcTaBnsieT B 3NEKTPOHHON dopMe B doedeparnbHbil opraH
UCMOMHUTENBHOW BracTW, OCYLECTBRASAWMIA (QYHKLMM NO KOHTPOMO W Hagsopy B cdepe
30paBOOXpaHEHUs, OOKYMEHT Mpou3BOAUTENSA NEKApCTBEHHOro Ccpeactsa, NoOATBepXKaatoLmi
KayeCTBO NeKapCTBEHHOro npenaparta, U noaTBepXKaeHue YNONHOMOYEHHOro nuua npousBoauTens
neKkapCTBEHHbIX CPeaCcTB COOTBETCTBUS SIeKapCTBEHHOro npenapaTta TpeboBaHUAM, YCTaHOBMEHHbIM
npwv ero perncrpauuu.

UHpopmayusi 06 usmeHeHusix:. Cmambsi 52.1 dononHeHa Yacmbto 1.1 ¢ 1 ceHmsabps 2024 e. -
®edeparibHbIl 3akoH om 30 siHeapsi 2024 2. N 1-@3

1.1. lepeg BBOOOM B rpaxaaHCKMA O0OOPOT KaKOOW Cepun WnM  Kakgouw naptum
npoussegeHHon B Poccunckon ®egepaunm dapmauleBTUYeCcKon cybcTaHLmMmM Npon3BoauTeNb Takoro
nekapcTBeHHOro cpeacTBa npeactaBnsgeT B 9AMNeKTpoHHOM opme B dpedepanbHbii  opraH
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WCMOMHUTENBHOW BIacTW, OCYLLECTBASAWMA (YHKLMM NO KOHTPOMKO W Hags3opy B cdepe
30paBOOXpPaHEHUs, OOKYMEHT MpOU3BOAUTENSA NEKApCTBEHHOrO CpencTBa, MNOLTBEpPXAaoLwmii
KayectBO hapMaueBTMYECKONW CcybCcTaHuMM, W OOKYMEHT, NOoATBEPXOAlLWMiA COOTBETCTBME
NeKapCTBEHHOro cpeacTBa TpebOoBaHUSAM, YyCTAaHOBIIEHHLIM MPU €ro rocydapCTBEHHOW perucrpaumm
uUnu pernctpaumm, M odOPMIIEHHbIA YNOJTHOMOYEHHBIM JULOM MNPOU3BOAUTENS NEKAPCTBEHHbIX
cpeqacTs.

UHdopmayus 0b usameHeHusix:  Yacmpb 2 usmeHeHa ¢ 1 ceHmsbps 2024 e. - ®edeparibHbIlU 3aKOH
om 30 siHeapsi 2024 . N 1-03
Cwm. npedbidywyto pedakyuro

2. NMepen BBOOOM B rpakdaHCKUN 0BOPOT KaXKOOW CEpUM UIM KaKaoW napTuM BBO3MMOIO B
Poccunckyto depepauunio nekapCTBEHHOro npenapata Al MeAWUMHCKOro nNpuMEHeHus, 3a
WCKINIOYEHNEM UMMYHOBMONOrM4YecKmx nekapCTBEHHbIX npenapartos, opraHusaums,
OCYLLEeCTBMAIOLWAA BBO3 fekapCTBEHHOro npenapaTta B Poccunckyto denepaumio, npeacraBnsaet B
3ANEKTPOHHON (hopme B heaepanbHbli opraH UCAONHUTENBHOM BAACTU, OCYLLECTBNAOLWNA (PYHKLNN
Nno KOHTPONO M Hag3opy B cdepe 3apaBOOXpaHEeHUs, OOKYMEHT Npou3BoAUTENs feKapCTBEHHOro
cpefacTtea, noaTBepXKOaloWMKA  KadeCTBO  NEKaApCTBEHHOro npenapaTta, WM NOATBepXAeHue
npegcrtaBMTENsl OpraHM3auumm, OCYLLECTBASOLWEN BBO3 NEKAapCTBEHHOrO npenapata B Poccuickyro
degepaunto M YNOSIHOMOYEHHOW WMHOCTPAHHbIM  NPOU3BOOAUTENEM NEKAPCTBEHHbLIX CPEACTB,
COOTBETCTBMSI BBO3MMOIO JIEKAPCTBEHHOro npenapata TpeboBaHWAM, YCTaHOBIIEHHLIM MNPU €ro
peructpaumm.

UHpopmauuss 06 usmeHeHusix. Cmampbsi 52.1 dononHeHa Yacmbto 2.1 ¢ 1 ceHmsabps 2024 e. -
®edeparibHbIl 3akoH om 30 sHeapsi 2024 2. N 1-©3

2.1. MNepen BBOOOM B rpaXgaHCKMIA 0O0POT KaXXdon cepum Unu Kaxkgon napTyuyM BBO3UMOM B
Poccuinckyto degepauuio hapmMaueBTMYECKON CybCTaHLMM OpraHM3aumsi, OCYLIEeCTBIsOWas BBO3
TaKoro fiekapCTBeHHOro cpeactea B Poccuickyto denepaunto, npeacraBnseT B 3f1eKTPOHHOW hopme
B doedeparnbHbii OpraH WCMOMHUTENbHON BRAcCTW, OCYLLUECTBASAWNNA (OYHKUMM MO KOHTPOSO WU
Hag3opy B cdepe 34paBOOXpaHeHMs, OOKYMEHT npov3BOAUTENS JeKapCTBEHHONO CPeAcTBa,
NoATBEPXKAAMLWNIA KAa4eCTBO hapMaLeBTUYECKON cybCcTaHLmu.

UHopmauus 06 usameHeHusix:  Yacmpb 3 usmeHeHa ¢ 1 ceHmsbps 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakuuro

3. MNopsgok npencrtaBneHns B COOTBETCTBUKM ¢ YacTamum 1, 1.1, 2 n 2.1 HacToslwen crtaTtbu
OOKYMEHTOB M CBEAEHUMN O JEKapCTBEHHbIX CPeAcTBax, BBOAMMBbIX B rpaXgaHCKMM 060poT,
ycTaHaenueaetcsa MNMpasuTenscTBoM Poccuiickon ®efepaLmu.

UHpopmauus 06 usameHeHusix.  Yacmpb 4 usmeHeHa ¢ 1 ceHmsbpsi 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidyuwyro pedakyuro

4. B OTHOLWIEHUN NepBbIX TPexX Cepuri MM napTuMh NekapCTBEHHOro npenapara, Bnepsble
npousseaeHHoro B Poccuinckon ®epepaummn unu Bnepsble BBO3MMOro B Poccuiickyto denepauuio
(6e3 yyeTa 4O3MPOBKKN) B pamMKax OOHOMO permcTpaumoHHOro yagocToBepeHus, B beaepanbHbii opraH
WCNONHUTENBbHOW BriacTW, OCYLUECTBASAOWUA YHKUUMM MO KOHTPOMIO W Hagsopy B cdepe
34paBOOXpaHEHUs], AOMOMHUTENBHO NPeACcTaBnAeTCA NPOTOKON MCMbITAHMM O COOTBETCTBUM CEpUM
NN NapTUU NeKkapCTBEHHOro npenapaTta Ans MeguuuHCKOro npuMeHeHUs nokasaTensiM KadecTBa,
npeayCMOTPEHHbIM  HOPMAaTMBHOW OOKyMeHTaumen, wnn TpeboBaHWsM, YCTaHOBMEHHbIM Mpu
perncrpaumMm B COOTBETCTBMM C akTamu, cocTasnswlowmmu npaso Coto3a (ganee - npoOTOKON
NCNbITaHUI), NPOBOAUMbIX aKKpPeAUTOBAHHbIMM B COOTBETCTBUWM C 3akoHopaTenbcTBoM Poccuiickon
depepauun 06 akkpeauTauMm B HauMOHanNbHOM CUCTEME akkpeauTauuun denepanbHbIMU
rocy4apCTBEHHbIMU OHOMKETHBIMU  YUPEXAEHUAMWN, MOLABEOOMCTBEHHBIMU deaeparnibHOMY OpraHy
WCNONHUTENBHOW  BNacTW, OcyllecTBrswowemy ¢QyHkuMnM no BbipaboTke UM peanusauuun
rocyJapCTBEHHON MOMUTUKM U HOPMATUBHO-NPABOBOMY pPeErynupoBaHunio B cepe 34paBoOXpaHeHus,
n denepanbHOMYy OpraHy MCMONHUTENbHOW BNacTu, OCyllecTBrsoweMy yHKLUMM MO KOHTPOSIO U
Haas3opy B cdhepe 3a4paBooxpaHeHus. [lonyckaeTcs npeactaBneHve MpoToKona WCNbITaHUN,
NPOBEAEHHbIX C WUCMOMb30BaHMEM CPenCcTB AUCTAHLMOHHOIMO B3ammodencteus. [opsagok Bblgaun
yKasaHHbIMU dhefeparnbHbiMU rOCy4apCTBEHHbIMU BHOIKETHBIMU YUYPEXAEHUSIMU 4AaHHOrO NPOTOKOMa
W pa3mMep nnatbl 3a ero Bolgavy ycraHaenmeatotcs [NpasutenscteBom Poccunckon degepauun.

UHpopmayus o6 usmeHeHusx: Cmambs 52.1 dononHeHa Yacmeio 4.1 ¢ 1 ceHmsabpsa 2024 2. -

05.11.2024 Cucrema TAPAHT 119


https://internet.garant.ru/document/redirect/408457419/1444
https://internet.garant.ru/document/redirect/408457419/1445
https://internet.garant.ru/document/redirect/408457419/1446
https://internet.garant.ru/document/redirect/73070276/0
https://internet.garant.ru/document/redirect/408457419/1447
https://internet.garant.ru/document/redirect/70552684/300

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

®edeparibHbIl 3akoH om 30 sHeapsi 2024 2. N 1-©3

4.1. lMNpeacTtaBneHne MNpoOTOKONA WCMbITaHWA AOMYCKAeTCsl TONMbKO B OTHOLUEHUW MNEepBOW
cepuu vnu nepeBor NapTUKM feKapCTBEHHOrO npenapara, BnepBble NpoussBeaeHHoro B Poccumnckomn
depepauun nnu Bnepsble BBO3NMMOro B Poccuinckyto ®egepaumio (3a UCKNIOYEHNEM NeKapCTBEHHbIX
npenapartoB, ykasaHHbIXx B 4acTax 4.2 m 4.3 HacTosiwen cTaTtbu), B Crnyyae npenocraBrfieHus]
cBefleHNn O aaTe BbldayuM M perucTpaumoHHOM HOMEpEe 3aKIouYeHWA COOTBETCTBUA MPOM3BOLCTBA
NeKapCTBEHHbIX CPeACTB TpeboBaHMAM MpaBuil  Hagnexawleh nNpoM3BOACTBEHHOW MPAKTUKMK,
BblAAHHOMO YNONHOMOYEHHbIM dhefeparnbHbIM OPraHoM UCMONHUTENBLHOW BNacTu, unu ceptudurkata
COOTBETCTBMSA MPOM3BOACTBA JE€KAPCTBEHHbIX CpeacTB TpeboBaHWsIM  MpaBwuil  Haanexaien
NPOW3BOACTBEHHOW NPaKTUKM EBPasnnCcKoro 3KOHOMUYECKOro CO3a, BblAAHHOMO YNOHOMOYEHHbLIM
opraHoM rocygapctBa - u4neHa [EBpasuMnickoro 9KOHOMWYECKOrO COok3a, B OTHOLUEHMU
NPON3BOACTBEHHON Nnowagkn (MPOM3BOACTBEHHbLIX MMOLWAA0K), OCYLEeCTBASOWEN NPoM3BOACTBO
rOTOBOM JIeKapCTBEHHOM POPMbI M BbIMYCKAKOLWMN KOHTPOSIb Ka4yecTBa fleKapCTBEHHOrO npenapara,
npu YCrnoBun OTCYTCTBUA B TevyeHue Tpex neT, npeflwecTBylOWmnX gaTte BblgavyuM MpoTOKora
UCNbITAHUIN, Crny4yaeB BbISBIEHUS HECOOTBETCTBUSA YCTAHOBMIEHHbIM TpeboBaHUAM KavecTBa
nekapCcTBEHHbIX CPeACTB, MHOpMaUMS O KOTOpbIX onybnukoBaHa Ha cante defeparnbHOro opraHa
WCMOSTHUTENBHON BNacTW, OCYLLUECTBAAIOWEro (YHKUMM MO KOHTPOMK W Hag3opy B cdepe
3[paBOOXpPaHEHNs, B OTHOLUEHWW BCEX [POM3BOACTBEHHbLIX MNOWA[0K, OCYLeCTBISLWMX
NPON3BOACTBO NeKapCTBEHHOro npenapaTta WU BbiMyCKalOWMN KOHTPOMb KayecTBa feKkapCTBEHHOro
npenapara.

UHpopmauusi 06 usmeHeHusix. Cmambs 52.1 dononHeHa Yyacmeio 4.2 ¢ 1 ceHmsabps 2024 a. -
®edeparbHbil 3akoH om 30 ssHeapsi 2024 2. N 1-©3

4.2. He TpebyeTca npeactaBneHne NpOTOKOMNa MCMbITAHWM, yKa3aHHOro B Yacty 4 unum 4.1
HacTosLWeNn cTaTbW, B OTHOLUEHUM OpdaHHbIX NEeKapCTBEHHbIX MpenapaToB, BbICOKOTEXHOMOMMYHbIX
NeKkapCTBEHHbIX NpenapaToB, NOyYEHHbIX U3 BUONOrMYEeCcKoro maTepuana onpeaeneHHoro YenoBeka
W NnpegHasHavYeHHbIX 4515 NPUMEHEHUS ATOMY Xe YeSTIOBEKY.

UHopmauusi 06 usmeHeHusix. Cmampbs 52.1 dononHeHa Yyacmeio 4.3 ¢ 1 ceHmsabps 2024 a. -
®edeparbHbiti 3akoH om 30 siHeapsi 2024 2. N 1-®3

4.3. B OTHOLLUEHUN OOHOWM Cepun UM O4HON NapTUN BbICOKOTEXHONOMMYHOIO NIEKAPCTBEHHOMO
npenapaTa (3a UCKMIOYEHMEM BbICOKOTEXHOMOMMYHbIX NEKapCTBEHHbIX MpenapaToB, MOMyYeHHbIX U3
BGuonormyeckoro Matepuarna onpeaeneHHoro YenoBeka u npegHasHadYeHHbIX Anst NPUMEHEHNST 3TOMY
K€ YernoBeky), BrnepBble npov3BegeHHoro B Poccuiickon depgepaumv vnv Bnepeble BBO3MMOMO B
Poccuiickyto degepaumto, NpeacTaBnsieTcsl NPOTOKON UCMbITaHUI, NPOBEAEHHbIX C UCMONb30BaHNEM
CpPeacTB OUCTAHLUMOHHOMO B3aMMOLEWCTBUS B TeYeHWe NepBbiX Tpex NneT nocrne BBOAA TaKoro
npenaparta B rpaxaaHckuii 060poT.

UHpopmayus o6 usmeHeHusix: Yacmpb 5 uameHeHa ¢ 1 ceHmsbpsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

5. ExerogHo He nosgHee 1 anpens nNpouM3BOOUTENW JIEKAPCTBEHHbLIX CPeacTB Wnu
opraHu3auuun, OCyLeCTBRSLWME BBO3 feKapcTBEHHbIX npenapatoB B Poccunckyto denepaumio,
npeacTaensaT B denepanbHbli OpraH UCMOMHUTENBHOW BNacTW, OCyLecTBAAWMIA OYHKUUKM No
KOHTPOSIO M Haas3opy B cdepe 34paBOOXpaHEHUs, NPOTOKOST UCMbITAHUA NOCTYNUBLUErO B TeYEeHUe
NnpeaLwecTByOWEro KaneHgapHoro roga B rpaxgaHckui 00OpoT NeKkapCTBEHHOro npenapaTa
COrnacHoO perucTpaumoHHOMY yOOCTOBEPEHUIO (Ha OOHY CEeputd TOProBOro HAMMEHOBaHUA C Yy4eTOM
nekapcTBeHHOW QOpMbl O4HOW AO3MPOBKK), NPOBOAUMbBIX aKKpeOUTOBAHHbIMW B COOTBETCTBUU C
3akoHogaTenbcTBoM Poccuiickon Pepepauum 00 akkpeauTauMm B HALMOHANbHOWM cuUcTeMe
akkpeguTauum  ucnbiTatenbHbiMn  nabopatopusammn - (LeHTpamun). [peactaBneHne npoTokona
UcnbiITaHUN, NPegyCMOTPEHHOINO HACTOSILLEN YacTbi, B OTHOLUEHUW JeKapCTBEHHbIX MNpenapaTos,
yKasaHHbIX B YacTu 4.2 HacTosLLEeN CcTaTby, AOMNYCKAETCs OAMH pas B Tpy rofda npu ycrnosum nx Beoga
B rpaxgaHckuin o6opoT. Npu npedcTtaBneHnum NpoTokona UCbITaHWI, NPegyCMOTPEHHOMo Yyactsamn 4
n 4.1 HacTosiwen ctaTtbW, B dedepanbHbii OpraH WCMOMHUTENBHOM BRacTW, OCYLLECTBASIOLWNNA
YHKUMM NO  KOHTPOM W Hag3opy B cdepe 34paBOOXPaHEHUs, MPOTOKOM  MUCMNbITaHUMN,
NpeayCMOTPEHHbIN HAaCTOSALLIEN YacTbio, B YKa3aHHbIN opraH He npeacTaBnsieTcs.

UHpopmauusi o6 usmeHeHusix. Cmampbsi 52.1 dononHeHa Yacmbto 5.1 ¢ 1 ceHmsabps 2024 e. -
®edeparibHbil 3akoH om 30 sHeapsi 2024 2. N 1-©3
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5.1. MNMpownssoanTenn nekapCTBEHHbIX CPEACTB UMM OpraHM3aumu, OCyLLECTBNAIOLWMNE BBO3 B
Poccuinckyto ®efepaumio BbICOKOTEXHOMOMMYHBLIX NEKAPCTBEHHbBIX NpenapaTtoB, BMECTO MPOToKona
ncnbiTaHUIW, NPeayCMOTPEHHOro YacTbi 5 HaCTosALWEN CTaTby, BNpase NpeacrasnTb B dheepasibHbIN
opraH WCMNOSHUTENbHOW BracTW, OCYLLUECTBASAOWNMA (OYHKUMM MO KOHTPOMK M Hag3opy B cdepe
30paBOOXpaHEeHNs, CBeAeHUs O AaTe U PerucTpaLMoHHOM HOMepe 3aKitoYeHUs O COOTBETCTBUU
npov3BOANTENS JeKapCTBEHHbIX CPeACTB TpeboBaHWsM Npasurl Hagnexawlen npovu3BoACTBEHHON
NpakTUKM unu ceptudukata COOTBETCTBUSA NPOM3BOACTBA NEKAPCTBEHHbIX CPeacTB TpeboBaHMAM
npaBuvn Hagnexaiwen npousBOACTBEHHOW MNPaKTUKM EBPa3MUCKOro 3KOHOMUYECKOrO  COHO3a,
BblAAHHOrO YNOMHOMOYEHHbBIM OpraHoM rocyaapcTBa - YneHa EBpasnmnckoro 3kOHOMMYECKOro coko3a,
Ons NpoM3BOACTBEHHOM  MfowagkM  (MPOM3BOACTBEHHbLIX — MAOLWAA0K),  OCYLeCTBrSOLWEN
NPOU3BOACTBO [OTOBOW  fEeKapCTBEHHOM (PopMbl M BbINyCKalOLWMA  KOHTPOMb  KayecTea
nekapCTBEHHOro npenaparTa.

UHpopmayusi o6 usameHeHusix: Yacmpb 6 uameHeHa ¢ 1 ceHmsbpsi 2024 2. - ®edepasibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

6. lNponssBoauTenn nekapCTBEHHbIX CPeacTB UMW OpraHu3aluun, OCYLLECTBISOWME BBO3
nekapcTBeHHbIX npenapatoB B Poccuiickyio Pepepauunio, He MeHee 4Yem 3a OAMH rod Ao
NfaHMPyeMbIX NPUOCTAHOBIIEHMS U NPEKpPaLLEHMS NPOM3BOACTBA fIEKapCTBEHHLIX NpenapaToB unm
nx Beo3a B Poccunckyio Pegepaunto yBeaomnsitloT 06 3ToM B 9NEKTPOHHOW dhopme hedepanbHbii
opraH WCMNOMHUTENbHOW BriacTW, OCYLLUECTBASAOWNMA (OYHKUMM MO KOHTPOM M Hag3opy B cdepe
34paBooXpaHeHus n penepanbHbln opraH MCNOMHUTENBHOM BAACTW, OCYLLECTBAAIOWMA OYHKLMK NO
NMUEH3NpoBaHMIO NPOM3BOACTBA NEKapCTBEHHbIX CPeaCTB.

7. BBoa B rpaxgaHcKknii 060pOT KaXXAoW Cepum Unun Kaxagow naptmm MMMyHOBUONOrnYeckoro
nekapcTBeHHOro npenapata, npousBegeHHoro B Poccuiickon defepaumm wvnu BBO3UMOMO B
Poccunckyro ®egepaumio, oCyLLECTBAETCA HAa OCHOBaHUWN paspeLueHunsi, BbiAaHHOro deaepanbHbiM
OpraHoM MCMOJSTHUTENBHOW BriacTu, OCYLLECTBNSAOWUM (PYHKLMM MO KOHTPONIO U Haa3opy B cdepe
3[paBOOXpPaHEHNs], HA OCHOBaHWW BbIAAHHOrO defeparbHbIMU rOCy4apCTBEHHLIMU BHOOKETHLIMU
yuypexgeHuamm, ykasaHHbIMW B YacTu 4 HAcTOSLWEN CTaTbu, 3aKNOYEeHUs1 O COOTBETCTBUM CEPUN 1NN
napTMm UMMYHOBMOMNOrMYECKOro fiekapCTBEHHOro npenapaTa TpeboBaHnsiM, yCTaHOBIIEHHbIM NPU ero
rocyfapcTBeHHOW pernctpaumu. Nopsaok Bblgadv paspelleHns Ha BBOL B rpakgaHckun obopoT
cepuun unu napTmm MMMyHOBMONOrM4eCcKoro NeKkapCTBEHHOro npenapara, a Takke NopsaoK Bblaauu
yKa3aHHOro 3akriloMeHus M pasmep nnaTbl 3a ero Bblgayy ycraHasnuearoTca [lpaBuTensCTBOM
Poccuiickon ®egepaunn.

Unpopmauuss o6 usmeHeHusix. Cmambsi 52.1 dononHeHa Yacmbto 7.1 ¢ 1 ceHmsabps 2024 e. -
®edeparibHbil 3akoH om 30 sHeapsi 2024 2. N 1-©3

7.1. ®opma M NOpPsIAOK NPOBEOEHUS WUCNbITAHWW, yKasaHHbiXx B 4Yactax 4, 4.1, 43 n 5
HacTosILEN cTaTbl, B TOM 4YMCIE€ C UCMOSNb30OBAHNEM CPEACTB AMCTAHLWOHHOIO B3aMMOLEWCTBUS,
yctaHasnueatotcs MNpasutensctBomM Poccunckon ®egepaumu.

UHopmayus 0b usmeHeHusx:  Yacmpb 8 usmeHeHa ¢ 1 ceHmsbps 2024 e. - ®edeparibHbIlU 3aKOH
om 30 siHeapsi 2024 . N 1-03
Cwm. npedbidywyto pedakyuro

8. 3a HenpencTaBrneHMe WM HECBOEBPEMEHHOE MPeACTaBfieHME AOKYMEHTOB U CBEOEHWMN,
npegycMoTpeHHbIX Yactamu 1, 2, 4, 4.1, 4.3, 5, 5.1 n 6 HacToswen cTtaTbu, nNpousBoauTENU
nekapCcTBEHHbIX CPeacTB U opraHuMsaunn, OCYLLecTBrSLWME BBO3 MEKapCTBEHHbLIX npenapaTtoB B
Poccuinckyto  ®defepauunio, HecyT OTBETCTBEHHOCTb B COOTBETCTBUM C  3aKOHOOATENbCTBOM
Poccuiickon ®egepaunn.

UHpopmayusi 06 USMEHEeHUSIX: Yacmb 9 usmeHeHa ¢ 1 mapma 2020 2. - ®edeparibHbIl 3aKOH om
27 0ekabps 2019 e. N 475-03
Cwm. npedbidywyro pedakyuro

9. MNpeacraBneHne JOKYMEHTOB U CBeAEHWU, NPegyCMOTPEHHbIX YacTamu 1, 2 n 4 HacTosLWwen
cTatbl, M nonyvyeHue MnpeaycMOTPEHHOr0 4acTblo 7 HacTosLWeW CTaTbM paspelleHns Ha BBOA
UMMYHOOMOMNOrMYECKOro JeKapCTBEHHOMO Mpenapata B rpaxaaHCKMi o0opoT He Tpebytotca B
OTHOLUEHUN §NEKapCTBEHHbIX MpenapatoB, MpPeAHa3Ha4YeHHbIX A9 MPOBeAeHMS  KIMHUYECKMX
nccnegoBaHUN NeKapCTBEHHbIX NpenapaToB, NPOBEAEHMST SKCNEPTM3bl JIEKAPCTBEHHbIX CPeaCTB Ans
OCYLLECTBIEHMS rOCY4apCTBEHHOW pPErncTpauumn nekapCTBEHHLIX NPenapaToB, a Takke B OTHOLLIEHWMN
HEe3aperncTpMpoBaHHbIX  JIEKAPCTBEHHbLIX  MpenapaTtoB, MpPeAHa3Ha4YeHHbIX Ansi  oKasaHus
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MeANLNHCKON NMOMOLLU MO KU3HEHHbIM MOKa3aHWsAM KOHKPETHOro naumeHTa Unu rpynnsl nauneHTos,
BBO3UMbIX B Poccuiickyto ®egepaunto B COOTBETCTBUM € YacTsamu 3 U 3.1 ctatbn 47 HaCTOALLEro
depgepanbHOro 3akoHa.

UHpopmayusi 06 usameHeHusix:.  Yacmpb 10 usmeHeHa ¢ 1 ceHmsibpsi 2024 2. - @edeparibHbil 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

10. Mpw BbISIBNEHUN B rpaXgaHCKOM 06opoTe cepum Unu napTumn NekapcTBEHHOMO npenapara,
OOKYMEHTbI U CBEAEHMS O KOTOPbIX, MpeayCcMoTpeHHble vYactavn 1, 2, 4, 4.1, 4.3, 5 n 5.1 HacTosLeN
cTaTbW, He npeactaBneHbl B dedeparnbHbli OopraH MCNOSHUTESNbHOW BIlaCTU, OCYLLECTBNSAOLMIA
QYHKUMM MO KOHTPOMKO M Haa3opy B cdepe 3O4paBoOXpaHeHUsi, nnbo cepur vMnv naptum
MMMYHOBMONOrM4YECKOro NEeKapCTBEHHOro mnpenapata, He WMEeKLWMX paspelleHnss Ha BBO4 B
rpaxkgaHckmi obopoT, NPedyCMOTPEHHOrO 4acTbid 7 HacToswen cTatbW, deaepanbHbli opraH
UCMOMHUTENBHOW BracTW, OCYLEeCTBRASAWMA (YHKLMM NO KOHTPOMO W Haasopy B cdepe
34paBoOXpaHeHns, B nopsagke, ycraHosrneHHom [MpaeButensctBoMm Poccuinckon ®epepaunn,
NPUHMMaEeT pelleHne O MpeKkpalleHUn rpaxagaHckoro obopoTa Takux cepun Unu napTum Oo
npegcraBneHnst ykasaHHbIX AOKYMEHTOB 1 CBeAeHMI MO0 NonyyYyeHns ykasaHHOro paspeLleHust.

UHpopmayuss 06 usmeHeHusix: ®edepasibHbil 3aKoH OorosiHeH cmambel 52.2. ¢ 1 ceHmsbps
2023 2. - ®edeparibHbIl 3akoH om 2 urorig 2021 2. N 317-®3

FTAPAHT: [encrtBme nonoXeHum ctatbun 52.2 He pacnpocTpaHAETCA Ha CEepPUUN NEeKapCTBEHHbIX
npenapaTtoB AJ1 BETEPUHAPHOro NpUMeHeHNs1, BBEAEHHbIE B rpa)aaHCKMin oOopoT Ha TeppUTopun
P® pno 1 centsabpsa 2023 r. Cepun Takmx JEeKapCTBEHHbIX MpenapaToB MOoAJIeXXaT XPaHEeHWuto,
nepeBo3ke, OTNYCKY, peanu3auuu, nepegadye n NpUMEHEeHUIo 4O UCTEYEHUS CPOKa UX FOAHOCTU

CraTtbsa 52.2. BeoA B rpaxgaHckuin 060poT NekapCTBEHHbIX NpenapaToB A1 BETEPUHAPHOro
NpPUMEHeHUs

1. MNMepen BBOOOM B rpaxgaHCKMii oBOPOT Kaxaow cepuu npousBedeHHoro B Poccumnckon
defepaunn nekapcTBEHHOro npenapata ANA BeTepuMHapHOro MNPUMEHEHUS, 3a WCKIIOYEeHUEM
UMMYHOBMONOIrM4YEeCcKOro  NeKapCTBEHHOro  npenapata Ang  BeTEepUMHapHOro  NpUMEHeHUs,
npov3BoAnTErNb TaKOro NeKapCTBEHHOro npenapaTta NpeacTaBnseT B yBe4OMUTENbHOM Mopsiake B
deneparnbHbIN OpraH UCNOJTHUTENBHOW BNAcTU, OCYLLECTBISIOWMUIA OYHKLUUN NO KOHTPOIO (Haa3opy)
B chepe obpalleHnsa nekapCcTBEHHbIX CPEACTB ANst BETEPUHAPHOrO NPUMEHEHWS:

1) ODOKYMEHT NpOM3BOAUTENS NEeKapCTBEHHbIX CPeacTB, MOATBEPXKAAKLWMIA COOTBETCTBUE
KayecTBa NekapCTBEHHOro npenaparta And BeTepuHapHoOro NnpuMeHeHus, BBOAMMOrO B rpaKaaHCKuim
obopoT, TpeboBaHNAM, YCTAaHOBNEHHBIM MPU €ro rocyapCTBEHHOW perncTpauuu;

2) noaTBepXAeHWe YMNOMHOMOYEHHOrO fuvua nNpou3BOAUTENS JleKapCTBEHHbIX CPpeacTB
COOTBETCTBMS JIEKApPCTBEHHOrO npenapaTta Ans BeTepuMHapHOro npumeHeHus TpeboBaHuaM,
YCTaHOBJIEHHbIM NPWU €ro rocygapCTBEHHON perncrpawmm.

2. lMepen BBOOOM B rpaxgaHCKUn 0BOpPOT KaXKgoW cepuu BBO3MMOTO (NepemeLlaemoro) B
Poccunckyto ®depepaumio nekapcTBEHHOro npenapata ANs BeTEepUMHAPHOro MpUMEHEeHus, 3a
UCKINIOYEHNEM  MMMYHOOMOMOrMYeckoro  fekapCcTBEHHOro  npenapata And  BEeTepUHapHOro
NPYMEHEHNS, OpraHu3auusi, ocyLlecTBnsLwWas BBO3 (NepemMeLleHne) nekapCcTBEHHOro npenapara
ONA BeTepuHapHoro npumeHeHnsa B Poccuiickyto ®enepaumio, npeactaenseT B yBeOOMUTENbHOM
nopsaake B pefeparbHbli OpraH UCNOSTHUTENBHOW BIacTU, OCYLLIECTBNAOLWNA PYHKLUUN NO KOHTPOIO
(Hag3opy) B chepe obpalleHnsa nekapcTBEHHbIX CPEeACTB A1 BETEPUHAPHOIO NPUMEHEHUS:

1) OOKYMEHT npousBoAUTENS IEKapCTBEHHbIX CPeAcTB, MOATBepXKOalLuMi COOTBETCTBUE
KayecTBa NekapCTBEHHOro npenapara angd BeTepuHapHoOro NnpuMeHeHus, BBOAMMOrO B rpaKaaHCKuUm
obopoT, TpeboBaHMAM, YCTaHOBNEHHBLIM NPWU €ro rocyAapCTBEHHOW pernctpauuu;

2) nogTeBepxaeHue  nuua,  YNOSIHOMOYEHHOro  AgepXartenem  WnNu  BriagenbLem
perncTpaumMoHHOro yooCTOBEPEHUSA NEKapCTBEHHOro npenapaTta A BeTEPUHAPHOro NpUMeHeHus,
COOTBETCTBMSA FEeKapCTBEHHOro npenapaTta Ans BeTepuHapHOro nNpuMeHeHus TpeboBaHUAM,
YCTaHOBIIEHHbBIM MPU ero rocyaapCTBEHHOWN perncrpaumu.

3. Beog B rpaxgaHckui obopoT BBO3MMOro (nepemeltaemoro) B Poccuickyto denepauuio
NeKkapCTBEHHOro npenapata ANns BETePUHAPHOro MNPUMEHEHMSI OCYLLECTBNSAETCA MpuU  Hanuyuu
3aKMNYeHNs O COOTBETCTBUM MNPOM3BOAUTENS JNEKapCTBEHHbIX CpeacTB TpeboBaHWsIM npaBun
Hagnexatlien nNpon3BOACTBEHHOW MPaKTUKX, BbIAAHHOIO YNOMHOMOYEHHbIM hefeparnibHbiM OpraHoMm
WCNONHUTENBbHOW BMNAacTM ANA MNPOM3BOACTBEHHOW NIOWAAKM JEeKapCTBEHHOro npenapaTta Ans
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BETEPUHAPHOIO NPMMEHEHNS, BBOAMMOIO B rpaxgaHcknin obopoT.

4. Jlnuo, ynNoONMHOMOYEHHOE gepxaTtenem unM  BragenbuemM  perMcTpaumoHHOro
yOOCTOBEPEHNSA NEeKapCTBEHHOro npenapata Ansg BeTepUHApHOro MNpUMEHeHUs, AOMKHO ObiTb
aTTeCTOBaHO B YCTAHOBIIEHHOM YMNOIHOMOYEHHbIM hefeparibHbiM OPraHOM UCMOMHUTENbHOW BriacTu
nopsiake U NMeTb CTax paboTbl HE MEHee YeM NATb NeT B 06r1acTn Npon3BoacTBa U (UNM) KOHTPOIS
KayecTBa fnekapCTBEHHbIX CpeacTB NMbo B 06nacT MOHUTOPUHra adpeKkTMBHOCTU 1 6e3onacHoCTU
NeKkapCTBEHHbIX MpenapaTtoB ANs BETEPUHAPHOrO MPUMEHEHWs!, NPOBOAMMOrO AepXaTenem unu
BnagenbLeM perncTpaumMoHHOro yAOCTOBEPEHMS FEKapCTBEHHOro npenapaTta Ans BETepPUHapHOro
NpUMEHEHNs NUBO  YNOMHOMOYEHHBIM UMW  IOPUANYECKUM  NMLOM, Bbicliee obpasoBaHue
COOTBETCTBEHHO MO OAHOW W3 cneumanbHocTEW U (MNKM) OOHOMY W3 HanpasfeHWi MNOLrOTOBKMU:
ouonornga, GuoTexHonorus, BeTepuHapusi, BeTepuMHapHO-CaHUTapHas 9KCrnepTu3a, KNUHu4eckas
MeauuUuHa, pagnaunoHHad, xmMmudeckasa u éuonornyeckas sawmra, apmaums, dyHaameHTanbHas
MeanUnHa, XMMNYecKkast TEXHOMNOTUA, XUMUSI.

5. MNMopsagok npeacTtaBneHns B COOTBETCTBUN € YacTsaMmn 1 1 2 HacTosWen cTaTb JOKYMEHTOB
N CBEOEeHUN O JeKapCTBEHHbIX npenapaTax ANns BeTepuHapHOro MnpUMEHEHUS, BBOAMMbIX B
rpaxkgaHckmi obopoT, yctaHaenmBaeTcs [paButenbctBom Poccuinckon egepaunn.

6. B oTHOWeHUN nepBbIX AOBYX CEpUn NEKapCTBEHHOrO npenapata Ana BeTepuHapHOro
NnpUMeHeHns, BrepBble npou3BeneHHoro B Poccuickon depepauum wnu Bnepsble BBO3MMOro
(nepemewaemoro) B Poccunckyto ®enepaumio, B dpeaepanbHbli opraH UCNOMHUTENbHOW BRacTw,
OCYLLECTBIAOLWMIA DYHKLMM NO KOHTPOMO (Haa3opy) B cepe obpalleHns NnekapcTBEHHbIX CPeACTB
Ons BeTepuHapHOro MNpUMEHEeHUs, Hapsagy C OOKYMEeHTamu, nNpefyCcMOTPeHHbIMU Yactamun 1 u 2
HacToslWen cTaTbl, NPeacTaBnslTCA MPOTOKOMbl UCMALITAHUA O COOTBETCTBUM ITUX Cepun
nekapcTBEHHOro npenapata Ans  BEeTEpPUMHApPHOro MNpPUMEHEHUs  MokasaTensaMm  KadecTsa,
npegyCcMOTPEHHbIM HOPMAaTUBHBIM JOKYMEHTOM (Janee - NPOTOKON MCMbITaHUN), NPOBOANMbIX
aKKpeauToBaHHbIMW B COOTBETCTBMM C 3akoHogaTtensctBoM Poccuickon degepauun 06
akkpeguTauuMm B HaLMOHAaNbHOW CUCTEME aKKpeguTaumm UchbiTaTenbHbIMKM  nabopaTopusmMm
(ueHTpamnm).

7. ExerogHo He nosgHee 1 (peBpans npousBoAUTENN NEKAPCTBEHHbLIX CPeacTB WK
opraHusauuun, ocyllecTBnswowmne BBO3 (NepemMelleHne) nekapcTBEHHbIX npenapaToB  Ans
BeTepMHapHOro npumeHeHust B Poccuinckyto degepaumio, npeacTtaBnsoT B denepanbHbii opraH
NCNONHUTENBbHOW BNACTU, OCYLLECTBAIOWMIA (PYHKLMN MO KOHTPOMO (Haa3opy) B cdepe obpalleHus
NeKapCTBEHHbIX CPeACTB ANs BETEPUHAPHOIO MPUMEHEHUs, NMPOTOKON MCMbITaHWIA NOCTYNMBLLErNO B
TeyeHue roga B rpaxxgaHcKmin 06opoT NekapCTBEHHOro npenapaTa Ans BETEPUHAPHOro NpUMEHEHNs
KOHKpeTHOro npoussoautend (Ha OfHYy Cepuilo KaKOoro TOProBOro HaMMEHOBaHUA C  y4eToM
nekapcTBeHHOM (popMbl, a NS NeKapCTBEHHOro npenaparta Ans BeTEPUHAPHOrO MpPUMEHEHUS, He
ABNAOLWErocas  MMMYHOBMOSMOrMYECKMM,  Takke C  yd4eTOM  OO3MPOBKM),  NPOBOOUMbIX
aKKpeauToBaHHbIMW B COOTBETCTBMM C 3akoHogaTtensctBoM Poccuickon degepauun 06
akkpeguTauuMm B HaLMOHAaNbHOW CUCTEME aKKpeguTaumm UchbiTaTenbHbIMKM  nabopaTtopusimMm
(ueHTpamnm).

8. Beog B rpaxgaHckmin o60opOT MMMYHOOMOMOrMYECKOro JieKapCTBEHHOrO npenapaTta ans
BETEpPMHAPHOro npUMeEHeHusl, npousBegeHHoro B Poccunckon degepaumm mnuv  BBO3MMOIO
(nepemelwsaemoro) B Poccunckyto Pegepaumio, OCYLLECTBNSETCA Ha OCHOBAHUM pa3peLUeHus,
Bbl4aHHOro deaepanbHbIM OpPraHoM WCMOSIHUTENBbHON BriacTX, OCYLWECTBASIOWUM YHKUUN NO
KOHTponio (Hag3opy) B cdepe oOpalleHus feKkapCTBEHHbIX CPeacTB Ansi BETepPUHApPHOro
npuMeHeHus. YkasaHHOe paspelleHVe BbldaeTCAd Ha OCHOBaHUM MpOTOKOMa  MUCMbITaHWMN,
NPOBOAUMbIX aKKpeaMTOBaHHbIMW B COOTBETCTBMU C 3akoHoaaTenscTtBoM Poccuinckon degepaumnm o6
akkpeguTauunm B HaUMOHANbHOW CUCTEME akKpeauTauum opraHusauusiMu, nogBeaoMCTBEHHbIMU
denepansHOMy oOpraHy MWCMNONHUTENbHOW BracTu, ocyllecTsnswoweMy QyHKLMM MO BbipaboTke
rocyjapCTBeHHON NONUTUKM n HOPMaTMBHO-MPABOBOMY  PErynMpoBaHUIO B cdepe
arponpoMbILLNIEHHONO  KOMMMEKca, BKNoYass  obpalleHne  fekapCTBEHHbIX  CpPeacTB  Ans
BETEPUHAPHOIrO  NPUMEHeHusi, WM  pegepanbHOMY  OpraHy  MCMOSHUTENbHOW  BRacTw,
ocyLecTBrsoLWeMy yHKUMM MO KOHTPOIo (Haa3opy) B cdepe obpalleHns nekapcTBeHHbIX CPeacTB
ANS BETEPUMHAPHOro NPUYMEHEHUS, a TakKe OOKYMEHTOB W CBeOeHWUA, NpedyCMOTPEHHbIX YacTbto 1
(ons npenapatoB, npou3BedeHHbIX B Poccuickon degepauumn) mnm yacteio 2 (Onsi npenapartos,
BBO3UMbIX (Nepemelaembix) B Poccunckyto Pegepaumio) HacTosLwen cratbm.

9. Cpok Bblgaun paspeLLeHns, yKa3aHHOro B 4acTu 8 HacTosLWEeN CcTaTbW, COCTABNAET NATb
pabounx p[HEW CcO [OHA npeacTaBneHWst NPoOUM3BOAUTENEM  NEKApPCTBEHHbIX CPEeACTB UMK
opraHusauumen, OcyLllecTBNdALWen BBO3 (MepeMelleHne) nekapCTBEeHHOro npenapata Ans
BeTepuHapHoro npumeHeHus B Poccuinckyto depepaunio, B cbegepanbHbiid opraH UCMOMHUTENBHOM
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BNacTu, OCYLLECTBASOWMIA (OYHKUMN NO KOHTPOMO (Haa3opy) B cdepe obpalleHns NekapCTBEHHbIX
CpeacTB A5l BETEPUHAPHOIo NPUMEHEHUS, LJOKYMEHTOB, NMPedyCMOTPEHHbIX YacTblo 8 HacTosLen
cTartbu.

10. PaspelueHune, ykazaHHOE B YacT 8 HaACTOALLEN CTaTbM, BblAAETCS B OTHOLUEHUU KaXOomn
n3 nepBbIX ABYX Cepui MMMYHOOMONMOrM4EeCcKoro nekapCcTBEHHOro npenapaTta Ans BeTepUHapHOro
NnpUMeHeHns, BrepBble npou3BeaeHHoro B Poccuickon depepauum wnu Bnepsble BBO3MMOro
(nepemewaemoro) B Poccunckyto Pepepauunto. Takoe paspelleHMe BblAaeTcss Ha BeCb CpOK
obpalleHna cepuM UMMYHOOMOMOrMYECKOro feKkapCTBEHHOMO npenapata And BeTepUHApPHOro
NPUMEHEHUS, B OTHOLLUEHUM KOTOPOW OHO BbldaHO. B OTHOWeEHMM nocrneayrolmux cepuin O4HOro
TOProBOro HaMMeHOBaHUsE UMMYHOBMOMNOrMYECKOro NeKkapCTBEHHOro npenapaTa aAnsg BeTepMHapHOro
npuMeHeHus, npoussedeHHoro B Poccunckon degepauumn unm BBO3UMOIO (MepemMeLlaemoro) B
Poccuinckyto degepaumto, Takoe paspelleHvne BblgaeTcsl CPOKOM Ha Tpu roga. [lopsgok Bblgayu
paspelleHnsl Ha BBOJ, B rpakgaHCKui o6opoT MMMYHOBNOMOrMYeckoro fiekapCTBEHHOro npenapara
ONs BETEPUHAPHOrO MPUMEHEHUS, MOPSAOK Bbl4ayyM MPOTOKONA MCMbITAHUKW, YKa3aHHbIX B 4YacTu 8
HacTosWwen ctaTbW, a Takke MeToavKka onpedeneHus pasMepoB nnatbl 3a Bblgady YKa3aHHOMo
NpOTOKOMa UCNbITaHN ycTaHaBnmeaeTcs [NpasutenbcteBom Poccunckon degepaunm.

11. MmmyHoBMonornyeckne nekapcTBeHHble npenapatbl ANns BETePUHApPHOro NpUMEHeEHUS,
BBEAEHHblE B rpaxgaHCKMn obopOoT B COOTBETCTBUWM C 4acTbio 8 HacTosILen cTaTbW, nognexar
XpaHeHWnto, nepeBo3Ke, OTMNYCKYy, peanu3auuu, nepefade, NpUMEHEHUIO OO UCTEYEHUS CpoKa MX
rogHOCTMW.

12. 3a HenpeacTaBneHue UM HeCBOeBPEMEHHOE MpeacTaBneHne OJOKYMEHTOB U CBeAEeHUN,
npegycMOTPEeHHbIX Yactamu 1 - 3, 6 M 7 HacToswen crtaTbW, NMPOM3BOOUTENU NEKapCTBEHHbIX
CpeacTB U opraHu3auuu, ocyLlecTBnsoLWMe BBO3 (NepemeLleHne) nekapCTBEHHbIX nNpenapaToB Ans
BeTepunHapHoro npumeHeHust B Poccuiickyio ®egepaumio, HeCcyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuiickon ®egepaumn.

13. lNpeacTaBneHne OOKYMEHTOB W CBeOEHWW, MPeAyCMOTPEHHbIX dactamm 1 - 3, 6 n 7
HacToslWen cTaTbu, U MONyyYeHMe paspelleHus, yKasaHHOro B 4acTtm 8 HacToswen CcTaTbW, He
TpebyloTCcs B OTHOLEHWW NEeKapCTBEHHbIX MpenapatoB A BETEepUMHaPHOro  MpUMEHEHWs,
npedHasHadeHHbIX Ana BbiBO3a M3  Poccuickon depepauuun, npoBeneHUa  OOKIMHUYECKUX
uccnefoBaHUN NeKapCTBEHHbIX CPeacTB, KMMHUYECKUX UCCredoBaHUA NeKkapCTBEHHbIX NpenapaToB
Ona BeTepuHApPHOro NpuMMEHeHWa 1 BBO3a And Uenen, ykasaHHblX B nyHkte 5 yactu 1 ctatbn 50
HacToswero ®enepanbHOro 3akoHa, a Takke 00pa3uoB NEeKapCTBEHHbIX MpenapatoB Ans
BETEPUHAPHOrO NPUMEHEHUs, NpefHasHavyeHHbIX ON9 NPOBEOEHUs 3KCNepTusbl NeKapCTBEHHbIX
CpeacTB B LUeNAX OCYLeCTBEHUS rocygapCTBEHHON permctTpaunm nekapcTBeHHbIX npenapaToB Ans
BETEPUHAPHOIO MPUMEHEHUA WU  BHECEHUS WU3MEHEHUA B  PEerucTpaumoHHOe [Jocbe Ha
nekapCTBEHHbIN NpenapaT 4151 BeTepUHapPHOro NpuMeHeHUs.

UHpopmayusi 06 usmeHeHusix:  Cmambsi 53 usameHeHa ¢ 1 aHeapsi 2018 e. - ®edeparibHbIl 3aKOH
om 29 urons 2017 2. N 278-®3
Cwm. npedbidywyto pedakyuro

Cratbsa 53. [Npogaxa, nepegayva nekapCTBEHHbIX CPEACTB OpraHM3aLmsiMm ONTOBOW TOProBnu
nekapCcTBEHHbIMWU cpeacTBaMm

UHpopmayus o6 usameHeHusix: Yacmpb 1 uameHeHa ¢ 1 ceHmsbpsi 2023 2. - ®edepasibHbIl 3aKOH
om 4 aseycma 2023 e. N 428-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: HopmaTmBHble npaBoOBble akTbl, cogepXawme obsisaTtenbHble TpeboBaHMA W
NPpUMHMMaeMble B Liensax peanusauun nonoxeHmm vyactm 1 ctatbn 53 (B pepakumn depeparnbHOro
3akoHa ot 4 asrycta 2023 r. N 428-03), BcTtynaioT B Ccuily B YCTaHOBMEHHblE [OaHHbIMU
HOPMaTMBHbIMU NPAaBOBbLIMU aKkTaMu CPOKU, HO HE paHee YeM MO UCTEeYEeHUN TpuauaTu OHEen nocne
OHSA odbmumanbHoro onybnmMkoBaHUst COOTBETCTBYHOLLLEFO HOPMATUBHOIO MPaBoOBOro akTa

1. OpraHusaumym ONTOBOW TOProBNW fEKapCTBEHHLIMU CpeacTBamMu MOFYT OCYLeCTBNATb
NpoAaxy JIeKapCTBeHHbIX CPeacTB WNM nepefaBaTb UX B YCTAHOBMEHHOM 3aKoOHOAATerbCTBOM
Poccuinckon depnepauumn nopsigke (3a UCKIOYeHMeM apmaueBTU4eckon cybctaHumm cnvpta
3TUITOBOrO (3TaHosa) ¢ y4eToM TpeboBaHWI YacTu 3 HacTOSILEN CTaTby:

1) pyrum opraHvM3aumsim onTOBOW TOProBNM NeKapCcTBEHHbIMU CPeACTBaMMU;

2) npou3BoaUTENSAM FfEKapCTBEHHbIX CPeaCcTB ANdA Lenen NpouM3BOACTBa JieKapCTBEHHbIX
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CpeacrTs;
3) anTeyHbIM OpraHM3aLmam 1 BETePMHaAPHBLIM anTeYHbiM OpraHM3aLmam;

UHpopmayus 06 usmeHeHusx:  [lyHkm 4 usmeHeH ¢ 30 sHeaps 2024 2. - ®edeparibHbIU 3aKOH om
30 siHeaps 2024 2. N 1-@3
Cwm. npedbidywyto pedakyuro

4) Hay4YHbIM OpraHu3auuaM Ans HayyYHo-uccrnegoBaTenbckon padoThl;
5) nHavBUAyanbHbIM MNpeanpuHUMaTEnsaM, UMEKLWMM NULEH3NI0 Ha dapMaueBTUYECKYHo
OEeATeNbHOCTb UMK NIMLEH3NI0 Ha MEANLMHCKYI0 AeATENbHOCTb;

UHpopmayus o6 usmeHeHusix:  [lyHkm 6 usmeHeH ¢ 1 ceHmsbps 2023 e. - ®edeparibHbIl 3aKOH
om 4 aszycma 2023 2. N 428-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: HopmaTmBHble npaBoBble akTbl, cogepXxalwme obssaTenbHble TpeboBaHMA W
NnPpUHMMaeMble B LENSaX peanusaumu MnoroxeHun nyHkta 6 4vactu 1 ctatbm 53 (B pepakumu
depnepanbHoro 3akoHa ot 4 asrycta 2023 r. N 428-d3), BcTynaioT B CUMly B YCTaHOBMEHHbIE
JaHHbIMX HOPMATMBHbIMM MPAaBOBbIMM akTaMW CPOKU, HO HE paHee 4YeM Mo UCTeYeHUu TpuauaTu
OHen nocre AaHsa oduvumanbHOro onyo6rnnkoBaHMs COOTBETCTBYHOLLErO HOPMAaTUBHOIO MPaBOBOrO
aKTa

6) MeOWUMHCKMM OpraHuM3auusim, B TOM 4WUCIEe CO30aHHbIM W 3aperuMcTpupoBaHHbLIM B
COOTBETCTBMM C 3aKOHOAATENbCTBOM WHOCTPAHHOrO rocygapctBa - uneHa OpraHusaumm
3KOHOMMYECKOrO  COTpygHMYecTBa M PasBUTUS  WHOCTPAHHbLIM  IOPUONYECKUM  nuuam,
UHOMBUAYaNbHbIM NpeanpuHUMaTENaM, SBMSIOWUMCA ydYacTHUKaAMU MNpoeKkTa B COOTBETCTBUM C
depgepanbHbeiM 3akoHOM 0T 29 uioHa 2015 roga N 160-03 "O mexgyHapogHOM MeAMULUHCKOM
KnacTepe 1 BHECEHUN N3MEHEHUI B OTAESNbHbLIE 3aKOoHOoAaTenNbHble akTbl Poccuinckon depepaumn”, n
BeTEepMHapPHbIM OpraHn3aumsm;

UHpopmayus o6 usmeHeHusix:  [lyHkm 7 usmeHeH ¢ 13 asaycma 2019 a. - ®edeparibHbIl 3aKOH
om 2 aszycma 2019 a. N 297-®3
Cwm. npedbidywyto pedakyuro

7) opraHu3auvsam 1 MHAMBMAYyanbHbIM NpeanpyHUMaTensM, OCYLLECTBNSALWNM pa3BeaeHune,
BblpalMBaHNE W COAEPXKaHWE >KMBOTHbLIX (3@ WCKIHOYEHWEM MNPOAaXU UM  apMaLeBTUYECKUX
cybcTaHum unu nx nepegayn).

UHpopmayuss 06 usmeHeHusx: Yacmpb 2 usmeHeHa ¢ 29 Oekabpsi 2020 2. - PedeparibHbIl 3aKOH
om 27 dekabpsi 2019 2. N 481-®3
Cwm. npedbidywyto pedakyuro

2. OpraHu3auumn onToBOW TOProBNM NeKapCTBEHHbIMU CPEACTBaMM He BrpaBe OCYLLECTBMATb
npogaxy (nepedavy B YCTAHOBIEHHOM 3akoHogaTenbcTBoM Poccuiickon Pepepaumm nopsgke)
dapmMaLeBTMYECKON CyDBCTaHUMM cnnpTa 3TUIOBOro (3TaHona).

Unpopmauuss o6 usmeHeHusix: Cmambsi 53 OornonHeHa Yacmbio 3 ¢ 1 ceHmsbpss 2023 e. -
®edeparibHbIl 3akoH om 4 agaycma 2023 2. N 428-03

FTAPAHT: MonoxeHnns yactn 3 ctatbn 53 Ha Tepputopuax OHP, JIHP, 3anopoxckon obnactu,
XepcoHckon obnacTtu npumMmensitotes ¢ 1 ceHTabpa 2024 r.
HopmaTtumBHble MNpaBoBble akThbl, codepxalime obalaTtenbHble TpeboBaHWA U NPUHMMaeEMble B
Lensax peanusaumm nonoxeHunm vyactm 3 ctatbu 53 (B pepakumm PepepanbHoro 3akoHa ot 4
aBrycta 2023 r. N 428-93), BcTynawT B CUly B YCTAHOBMNEHHble AaHHbIMW HOPMAaTUBHLIMU
NpPaBoOBbIMW akTaMW CPOKW, HO He paHee YemM Mo WUCTeYeHMn Tpuauatu OHEen nocrne [OHs
odmumaneHoro onyonmnkoBaHMs COOTBETCTBYHOLLIErO HOPMATUBHOIO NPaABOBOIO akTa

3. OpraHmsaumm OnTOBOW TOProBNW JIEKAPCTBEHHbIMW CPEeACTBaAaMM MOIYT OCYLLUECTBNATb
npogaxy (nepegady B YCTaHOBNEHHOM 3akoHoAaTenbCTBOM Poccuiickon depepaumm nopsake)
nekapCcTBEHHOro npenapara angd MeauuuHCKOro NpUMeHeHNsa ¢ MexayHapoaHbIM HenaTeHTOBaHHbIM
HanMeHoBaHneM "OTaHon":

1) opugmyeckum nvuam, UMELWUM MULEH3NI0 Ha dapMaueBTUYECKYy0 AesaATenbHOCTb B
chepe obpalleHns nekapcTBEHHbIX CPeACTB ANt MeAULNHCKOrO NPUMEHEHUS;

2) vHguBugyanbHbIM NpeanpuHUMaTensMm, UMEKLMM JMUEH3NI0 Ha dapmaleBTUYECKYH
0eaTenbHOCTb B chepe obpalleHnst nekapCTBEHHbIX CPeacTB ANA MeULMHCKOrO NPUMEHEHNS;
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3) wHAMBMAYyanbHbIM  NPeAnpUHUMATENSAM, WMEKLWMM  JIMUEH3NKO Ha  MeAUUMHCKYHO
[eATenbHOCTb;

4) oPUANYECKMM NULAM, MMEIOLLUM FINLIEH3NI0 HA MEANLMHCKYH0 AeSATENbHOCTh;

5) MHOCTpaAHHbBIM HPUANYECKMM NMLAM N UHOMBUAYANbHBIM NpeanpuHMMaTensam, Co3gaHHbIM
N 3aperncTpupoBaHHbIM B COOTBETCTBMM C 3aKOHOOATENbCTBOM MHOCTPAHHOIO rocygapcTBa - YneHa
OpraH13aumm 3KOHOMUYECKOrO COTPYAHUYECTBA M Pa3BUTUS, SBMNSIOWNMCS Y4aCTHUKaMKU NPOeKTa B
cootBeTCcTBUN C PepepanbHbiM 3akoHOM OT 29 utoHsa 2015 roga N 160-d3 "O mexgyHapogHOM
MEANLNHCKOM KIlacTepe U BHECEHMU U3MEHEHU B OTAENbHbIE 3aKOHOAATENbHbIE akTbl PoccuiAickon
depepaunn”;

6) ncnbiTatensHbIM nabopaTopuam (LeHTpaMm), NPOBOAALLMM UCTNbITAHNA B 00NacTh KOHTPONs
KayecTBa IeKapCTBEHHbIX CPEeACTB, akKpeauTOBaHHbIM B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon ®enepaunn ob akkpeanTaumm B HaUMOHaNbLHON CUCTEME aKKpeauTaLuun.

FTAPAHT: CM. KOMMeHTapum K ctaTbe 53 HacTosiwero PeagepanbHOro 3akoHa

UHpopmayusi 06 USMEHEeHUSsIX: Cmamebsi 54 usmeHeHa ¢ 26 mapma 2022 2. - ®edeparsibHbIl 3aKOH
om 26 mapma 2022 2. N 64-®03
Cwm. npedbidywyro pedakyuro

CraTbsa 54. [paBuna onToBOW TOProBnuv fieKapCTBEHHLIMU CpeacTBaMm

UHpopmauus 06 usameHeHusix:. Yacmpb 1 usmeHeHa ¢ 1 ceHmsbpsi 2024 e. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

1. OnToBasa TOpProBns fnekapCTBEHHbIMU CPeACcTBAMM OCYLLECTBASETCA Npou3BoauTensamMu
nekapCTBEHHbIX CPEeACTB M OpraHM3aumsaMu OMTOBOW TOProBM JNleKapCTBEHHbIMU CpeacTBaMu Mo
npasuiam Hagnexawen  OucTpnbbloTOPCKOM NpakTuKK,  yTBepXOeHHbIM  EBpasuickon
3KOHOMMWYECKON KOMMCCUEN, M MpaBuiamM XpaHeHUst NEeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIM
YNONHOMOYEHHbIM hefeparnbHbIM OPraHoM UCMONHUTENBHOW BRacTu.

2. OpraHusaumsi ONTOBOW TOProBfWM neKapCTBEHHbIMW cpencTBamm obsizaHa cobnogaTb
npeaernbHble CPoKM OTrpy3ky 3aTpeboBaHHbIX anTeYHON opraHu3aumen neKkapCcTBEHHbIX NpenapaTos
ANS MeanUMHCKOro NPpMMEHEHNS U He BnpaBe OTKasblBaTb anTe4YHOM OpraHu3auum, C KOTOpOM y Hee
3aKrnYeH COOTBETCTBYIOLLMI JOTOBOP O NOCTaBKaxX NeKapCTBEHHbIX NpenapaToB A5 MEOULNHCKOro
NPYMEHEHUS, B NOCTABKE NIEKapCTBEHHbIX NpenapaToB A1 MEAULMHCKOTO MPUMEHEHNS NPU Hann4ymumn
3aTpeboBaHHbIX NEKapCTBEHHbIX MpenapaTtoB A1 MEeOULMHCKOrO MNPUMEHEHUS Y OpraHu3aumun
ONTOBOW TOProOBMW NEeKapCTBEHHbIMWU cpeacTBamu. pefenbHble CPOKM OTrpy3ku 3aTpeboBaHHbIX
anTedHoOM opraHu3auven nekapcTBEHHbIX npenapaToB And MeAUUMHCKOTO MNPUMEHEHUS B
3aBUCMMOCTU OT PacrnonioXeHnss MecTa OTrPy3KU feKapCTBEHHbIX npernapaTtoB Ans MeaUUMHCKOro
NPUMEHEHNS YyCTaHaBMMBAKOTCA YMOMHOMOYEHHbIM dedeparnbHbiM  OPraHoOM  UCMOMHUTENBHOM
BnacTm.

FTAPAHT: CM. KOMMeHTapum K ctaTbe 54 HacTosiwero PeagepanbHOro 3akoHa

Cratbs 55. Mopsaok po3HUYHOWN TOProBn NekapcTBEHHbIMM NpenapaTamu

UHpopmayusi o6 usameHeHusix: Yacmpb 1 uameHeHa ¢ 1 ceHmsbpsi 2024 2. - ®edepasibHbIl 3aKOH
om 8 asazycma 2024 2. N 323-®3
Cwm. npedbidywyto pedakyuro

1. Po3Hn4Haa Toproens nekapcTBEHHbLIMU NpenapaTtamu B Konu4yectBax, HeobxoamMblx ANns
BbINOSNIHEHUS Bpa4vebHbIX (penballepckmx) HasHa4YeHUn UM HasHavYeHun crneuumanuctos B obnactu
BeTEpUHapu1, OCYLLECTBISeTCA anTeyYyHbIMU  OopraHm3aumsamu, BeTepUHapHbIMW  anTeYHbIMU
opraHusauuamy,  UHAMBUAYarnbHbIMW  NpeAnpuHUMATENnAMKY,  UMELWUMW  NIULEH3NI0  Ha
dapMaLeBTUYECKyl0 OeATeNbHOCTb, MEAMLMHCKMMU OpraHu3aumsamn, UMELWUMU NULEH3NI0 Ha
dapMaLeBTUYECKyl0 AeATeNbHOCTb, U UX 060COBNEeHHbIMU NoApasAeneHNs MU, PacnoNOXeHHbIMA B
CerbCKMX HacerneHHbIX NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aummn, 1 BeTepuHapHbIMu
opraHusauusamy, MUMeLWMMM §NULEH3NI0 Ha dapmMaueBTUYeckyo aesaTenbHOCTb. Pa3spelueHa
PO3HMUYHasi TOProBNs TOSbLKO NEeKapCTBEHHbIMU NpenapaTtamu, 3aperncTtpmpoBaHHbiMu B Poccuiickon
®epepauun nmbo B COOTBETCTBUM C akTamu, coctasnsaowmummn npaso Coto3a, Unm M3roToBNEHHbIMM
anTeyHbIMW OpraHu3auuaMKn, BeTepUHapHbLIMUA  anTeYHbIMU  OpraHM3auusMn, WHOUBMAYanNbHbIMU
npeanpuHUMaTeENAMN, UMELLMMN NULEH3NI0 Ha dapMaueBTUYECKY0 OeATenbHOCTb. Po3Hu4Has
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

TOProBnsi NeKapCTBEHHbIMU MpernapaTaMmn OCYLLECTBNSAETCS NO NpaBuiiaM Hagnexalwen anteyHoun
NPaKTUKK, YTBEPXKAEHHBIM YNONMHOMOYEHHbLIM dheaeparnbHbIM OpraHOM UCMOSTHUTENBHOW BNACTW.

UHpopmayuss 06 usmeHeHusix: Cmambsi 55 OononHeHa Yacmbto 1.1 ¢ 3 anpens 2020 e. -
®edeparnbHbit 3akoH om 3 anperns 2020 e. N 105-03

1.1. Po3Hn4Has Toproers nekapcTBeHHbIMU npenapaTamu Ans MeauumHCKOro npuMeHeHus
(3a wvcknYeHneM nekapCTBEHHbIX NpenapaToB, OTMyCKaeMblX MO peuenTy Ha NeKapCTBeHHbIN
npenapart, HapKOTUYECKUX JIEeKapCTBEHHbIX MpenapartoB U  MCUXOTPOMHbIX  JIEKapCTBEHHbIX
npenapaToB, a TaKkKe CNUpTocoAepXalnx neKapCTBEHHbIX npenapatoB C O6bemMHON [onen
3TUMNOBOrO CNMpTa CBbille 25 MPOUEHTOB) MOXET OCYLLeCTBNATLCA anTeYHbIMU OpraHusaumsiMu
ANCTaHUMOHHBIM ~ CNocoBoM.  PO3HWYHYIO  TOProBnK — NeKapCTBEHHbIMW  Mnpenapatamu  Ans
MEOMUMHCKOrO  MPUMEHEHMs  AUCTaHUMOHHBbIM ~ CnocoboM  MOryT — OCYLLEeCTBNATb — anTeyHble
opraHusauuu, MMelolme nUUeH3NIo Ha gapMaueBTUYECKY0 OeATerNbHOCTb U COOTBETCTBYIOLLEE
paspelleHve denepansHoro opraHa WCMNOMHUTENbHOW BriacTu, OCYLLECTBALWEro gyHKUMM Mo
KOHTPOIIO U Haa3opy B cdhepe 3apaBooxpaHeHus. [1opsaok Bblgayy paspeLleHns Ha OCyLLIeCTBIIeHne
PO3HWYHOW TOProBMnW fekapcTBEHHbIMM NpenapaTtamu OUCTaHUMOHHBIM crnocobom, TpeboBaHus K
anTeyHbIM opraHuM3auusiM, KOTOpble MOryT OCYLWECTBMAATbL Takyld TOProBnto, W MOPSAOK ee
OCYLLUECTBIIEHMS, a Takke npasBuna [OOCTaBKM JeKapCTBEHHbIX npenapaTtoB rpaxgaHam
yctaHasnueaioTcs [lpasButensctBom Poccuiickon ®Pepepaumn. WMHpopmaums 06 onnayeHHbIX
(OTNYLEHHBbIX) W MOSyYEHHbIX NEeKapCTBEHHbIX npenapartax BHOCUTCA B CUCTEMY MOHWUTOPWHra
OBWKEHUA  JIeKapCTBEHHbIX nNpenapaToB A1 MEOUUMHCKOrO  MPUMEHEeHWss B Mopagke,
npeaycMoTPEHHOM YacTbio 7 cTaTby 67 HacTodwero PeaepansHOro 3akoHa.

FTAPAHT: CM. chopmMy pelleHMs O npekpalleHUun OEeNCTBMSA paspelleHusl Ha OCYLLEeCTBNeHue
PO3HWYHOM TOProBMW JEKApPCTBEHHbIMM npenapatamMuv Ansg  MeguLMHCKOrO  MPUMEHEeHUs!
ANCTaHLMOHHLIM cnocobom, yTBEpPXOEHHY npukadoMm PocsgpaBHagsopa oT 17 aHBapsa 2024 r.
N 112

UHpopmayusi o6 usmeHeHusix: Yacmpb 2 uameHeHa ¢ 1 ceHmsibpsi 2024 2. - ®edepasibHbIl 3aKOH
om 8 aszycma 2024 2. N 323-®3
Cwm. npedbidywyto pedakyuro

2. Buabl anTeyHbIX OpraHuMsauuMin M npasBuna OTMycka NeKapCTBEHHbIX npenapaToB Ans
MEAMLMHCKOrO NMPUMEHEHUS anTEYHbIMU OpraHU3aumMsaMn, UHAMBMAYaNbHBIMU NPeanpUHUMaTENSMK,
UMELMMN  NMUEH3NIO Ha apmMaueBTUYECKYID [OesTeNbHOCTb, a Takke mnpaBuna oTnycka
NeKapCTBEHHbIX MpenapaToB Ans MEAMUMHCKOrO MNPUMEHEHUs MEAMUMHCKMMU OopraHusaumusimm,
UMELLMMN  NULEH3NIO  Ha  hapMaueBTUYECKYD  AeSTeNnbHOCTb, M KX  060CcOBneHHbIMU
noapasneneHns M1, PacriofioXEHHbIMU B CENbCKUX HaCeNEeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT
anTeyHble  opraHv3auun,  YTBEPXKOAAlTCA  YMNONIHOMOYEHHbIM  dbefdeparbHbiM  OpraHoM
NCMONHUTENBHON BNacTu.

UHgpopmayusi 06 usmeHeHusix:  DeodeparbHbiM 3akoHom om 3 utons 2016 2. N 305-®3 e yacmpb 3
cmambu 55 Hacmosiuwezo @edeparibHO20 3aKOHa 8HECEHbI USMEHEHUS
Cm. mekcm Yacmu 8 npedbidywiel pedakyuu

3. [llpaBuna oTNycka  HApPKOTMYECKMX  CPeaAcTB M MCUXOTPOMHbLIX  BELLECTB,
3apermcTpMpoBaHHbIX B KayeCTBE JleKapCTBEHHbIX MpenapaToB, JleKapCTBEHHbIX NpenapaTos,
cogepXxalmux  HapkoTM4eckue  cpeacTBa UM MNCUXOTPOMHbIE — BELecTBa, yTBepXaawTcs
YMONHOMOYEHHbIM  beeparnbHbIM  OPraHOM  UCMOSIHUTENBHOM BRacTU MO COrNacoBaHWiO C
deaepanbHbIM OpraHoOM UCTONMHUTENBHOM BNACTH, YNONMHOMOYEHHBIM B cdhepe BHYTPEHHMX Aer.

UHpopmayus 06 usmeHeHusix:  Yacmb 4 usmeHeHa ¢ 13 asaycma 2019 2. - ®edeparibHbIl 3aKOH
om 2 aszycma 2019 2. N 297-®3
Cwm. npedbidywyto pedakyuro

4. JlekapcTBeHHble npenapaTbl Afs BeTEPUHAPHOTO MPUMEHEHUs noanexart OTrycKy
BETEpPUHAPHbIMK anTeYHbIMW OpraHM3auusiM1, BETEPUHAPHLIMU OpraHu3aumsMu, UHAMBUAYanbHbIMU
npeanpuHumaTensMu, MMeWUMn NUUEH3NI0 Ha dapmaueBTuYeckyto aestenbHocTb. OTnyck
NeKapCTBEHHbIX NpenapaToB Afs BETePUHAPHOro NMPUMEHEHMST OCYLLECTBNSIETCS B COOTBETCTBUMN C
npaBunaMn Haganexawen anTeyHoW MNpPaKTUKU JeKapCTBEHHbIX NpenapaTtoB ANs BeTepuHapHOro
NPUMEHEHMS, YTBEPXKAEHHbIMU YNOMHOMOYEHHBIM ddedeparibHbIM OPraHoOM UCNOMHUTENbBHOW BMNacTu.

UHpopmauus 06 usameHeHusix:  Yacmpb 5 usmeHeHa ¢ 1 ceHmsbps 2024 e. - ®edeparibHbIl 3aKOH
om 8 asaycma 2024 2. N 323-®3
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

Cwm. npedbidywyto pedakyuro

5. lNNepeyeHb MeAULMHCKUX OpraHusauum, MMerLmx JUUEH3UI0 Ha dapmMaueBTUYECKyH
0eATenbHOCTb, U MX 000COBMEHHbIX NoApasfenieHnin, pPacnosiOXEHHbIX B CENbCKUX HAaCEMNEHHbIX
NYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auum, a Takke nepeyeHb feKapCTBEHHbIX
npenapatoB, npofaxa KOTOPbIX MOXET OCYLECTBAATLCA YKa3aHHbIMW OpraHuM3aumsaMm Kn  ux
000Cc0o6neHHbIMM  NoApa3neneHnsiMn, YCTaHaABNUBAKOTCA UCMOJTHUTENbHBIMU OpraHamMmn CyObekToB
Poccuiickon ®egepaunn.

UHpopmayusi 06 UsMeHeHUsIX: ®edeparibHbIM 3aKoOHOM om 25 Hosi6pst 2013 2. N 317-03 yacmb 6
cmambu 55 Hacmosuweao ®edeparibHO20 3aKOHa U3/I0XKeHa 8 HO8oU pedakuuu
Cm. mekcm 4yacmu 8 npeobidywel pedakyuu

6. AnTeuyHble opraHusauumv, MHAMBUAYyanbHble NpeanpuHUMaTteny, MMetowmne NMUEH3N Ha
apmaueBTUYECKYID OeaTenbHOCTb, 00s3aHbl obecneumBaTb YTBEPXKAEHHbLIN [MpaBUTENHCTBOM
Poccuinickon ®epepaumm n  popMUpYyEMbI B YCTAHOBMEHHOM UM MOpSAKe MUHUManbHbIN
ACCOPTUMMEHT NeKapCTBEHHbIX NpenapaTos, HEOGXOAMMBIX AN OKa3aHUst MEAULMHCKON MOMOLLM.

UHpopmayusi 06 USMeHeHUsIX: Yacmb 7 usmeHeHa ¢ 3 anpens 2020 e. - PedeparsibHbIl 3aKOH om
3 anpens 2020 . N 105-93
Cwm. npedbidywyro pedakyuro

7. AnTeyHble opraHusaumv, MHAMBUAYyanbHble NpeanpuHMMaTteny, MMelwmne NMUEH3N Ha
dapmaueBTUYECKYID AEATENbHOCTb, Hapsgy C NeKapCTBEHHbIMM npenapaTamu  MMEKT npaBo
npuobpeTtatb M npogaBaTb, B TOM YMCMEe AUCTAHUMOHHbIM CMOCOOOM, MeAUUMHCKME u3genus,
Ae3vHpuuupylowme cpeactea, npeamMeTbl U CPeacTBa NIMYHOW TUrMeHbl, Nocyay Ans MeauUMHCKMX
uenen, npegMeTbl U cCpeacTBa, npeaHasHayeHHble Ans yxopa 3a 60nbHbIMKU, HOBOPOXAEHHLIMU U
AeTbMW, He [OCTMIUMMMKM BO3pacTa Tpex JeT, O4YKOBYH OMTUKY M CcpeactBa yxoda 3a Hewn,
MUWHepanbHble BOAbl, MPOAYKTbl NevyebHOro, OETCKOro M OMETMYECKOro MUTaHus, OMonornyecku
akTMBHble  gob6aBkv, napdloMepHble U KOCMETMYEeCKMe  CcpeacTBa,  MeAVUUHCKME U
CaHUTapHO-NPOCBETUTENbHbIE NEeYaTHble W34aHWUs, NpefHa3HaYeHHble Ansi nponaraHgbl 300pOBOro
00pasa Xn3Hu.

UHpopmayusi 06 U3MEeHeHUSsIX: ®edeparnbHbiM 3akoHoM om 13 urons 2015 2. N 262-®3 8 yacmb 8
cmambu 55 Hacmosiwezo PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUs], scmynarujue 8 cumy ¢ 1
sgHeaps 2016 e.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

8. [eaTenbHOCTb anTeyHbIX opraHusaumin BoopyxeHHbix Cun Poccuitickon ®depepaumu,
OpYrux BOWCK, BOMHCKMX (DOPMUPOBAHUN U OpPraHoB, B KOTOPbIX 3akoHogaTenbCcTBOM Poccunckon
depepauunn npegyCMOTPEHO MPOXOXKAEHME BOEHHOW crnyxbbl unu denepanbHOM rocygapCTBEHHON
Cnyx6bl, CBA3@HHOW C MNPaBOOXPAHUTENBLHON AeATENbHOCTbIO, pPerfnamMeHTUpyeTcss HacTosLWwUM
depgepanbHbiM  3aKOHOM U YTBEPXKAEHHbIMM  COOTBETCTBYHOWMMN  dbeaepanbHbiMU - OpraHamu
WCMOMHUTENBHOW BNactu nonoxeHusiMn. KoHTponb 3a coOMogeHUEM YKa3aHHbIMM  anTevyHbiMu
opraHusaumsmm NONoXeHum HacTosLLEero degepanbHOro 3aKkoHa ocyulecTBnsieTcs
COOTBETCTBYIOLWMMUN dhefepanbHbIMU OpraHaMn UCMOSTHUTENBHOW BNacTL.

9. He npumeHsieTcs ¢ 1 suBaps 2021 r. - egepanbHbivi 3akoH oT 3 anpens 2020 r. N 105-93

UHpopmayus 06 usmeHeHusx:  Cm. ripedbiOywyro pedakyuro

FTAPAHT: CM. KOMMeHTapum K ctaTbe 55 HacTosiwero PeagepanbHOro 3akoHa

UNHpopmayusi 06 U3MEeHeHUsIX: ®edeparibHbIl 3aKOH 0orosIHeH cmambeli 55.1 ¢ 1 mapma 2023 e.
- ®edeparibHbIt 3akoH om 20 okmsbps 2022 2. N 405-®3

FTAPAHT: MonoxeHus ctaten 55.1 npumenstotca oo 1 mapta 2026 r.

Cratba 55.1. [lopagok OCyWECTBMEHUS  PO3HUYHOW  TOProBMv  JfieKapCTBEHHbIMU
npenapatamv Ans MefuLUMHCKOrO MPUMEHEHUs, OTMyckaeMbiMM NO peuenTty Ha
neKkapcTBEHHbIV NpenapaT, ANCTaHUMOHHBbIM CMOCO6oM

1. B neprog ¢ 1 mapta 2023 roga oo 1 mapta 2026 roga B ropofe heaepanbHOro s3HadeHus

Mockee, B Benropoackon u MockoBckorM 06nacTsx (danee B HaCTosEW CTaTbe - CyObLEKTh
Poccunckon depepauuun) npegycMmatpuBaeTcsi NpoOBedeHWe SKCrepuMeHTa Mo  OCYLLECTBIIEHUIO
PO3HWYHOW  TOProBnM  feKapCTBEHHbIMW  Mpenapatamm  ANns  MeOUUUHCKOro  NpUMEHeEHUs,
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

OTNycKaemMbIMW MO peLenTy Ha JeKapCTBeHHbIM npenapaT, AMCTaHUMOHHbIM crnocobom (danee -
3KCMEPUMEHT).

UHpopmayuss o6 usmeHeHusix: Yacmpb 2 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

2. B pamkax akcnepumMeHTa ero y4acTHUKM BrpaBe AUCTAHLMOHHbLIM CNIOCOOOM OCYLLECTBNATD
PO3HWYHYIO TOPrOBMK  NEKapCTBEHHbIMM MpenapatamMmyv  Ans  MeAUUMHCKOrO  NPUMEHEHUS,
OTnycKaeMbIMW MO peuenTy Ha NekapcTBEHHbIN npenapar (B TOM Y1cre copMnpoBaHHOMY B hbopme
3NEKTPOHHOrO [OOKYMEHTa B NIMYHOM KabuHeTe rpaxgaHwHa Ha eguHom noptane u (Mnn) Ha
pervoHarnbHbIX nopTanax rocyaapCTBEHHbIX M MyHULMNAMNbHBLIX YCNYr) U BKIHOYEHHBIMU B NepeYveHb
NeKkapCTBEHHbIX NpenapaTtoB W dapmakoTepaneBTUYECKUX [pynn feKkapCTBEHHbIX NpenapaTos,
paspeleHHbIX K peanu3auuMnm B paMKax SKCMepUMEeHTa, YTBEePXOEHHbIA YMNOSTHOMOYEHHbIM
denepanbHbIM OpraHOM WUCMOMHUTENBHOM BacTu (3a UCKNIOYEHWEM FeKapCTBEHHbLIX npenapaTos,
coeprkallux HapkoTU4eckne cpeacTsa, NMCUXOTPONHbIE BELLLECTBA N UX NPEKYPCOpbI, NeKapCTBEHHbIX
npenaparos, cogepxawux  CUNbHOAEWNCTBYHOLLNE BeLLeCTBa, pagmodapMaLeBTUYECKMX
neKkapCTBEHHbIX NpenapaToB, MMMYHOOMOMNOIMMYECKNX FNEeKapCTBEHHbIX MpenapaToB, a Takke
neKkapCTBEHHbIX MpenapaTtoB, AMS KOTOPbIX B COOTBETCTBMM C WHCTPYKUMEN MO MNPUMEHEHUIO
NekapCTBEHHOrO npenapaTta YCTaHOBfIEH TemnepaTypHbI PexuMM XpaHeHus Hwke 15 rpagycos
Llenbcusa, cnvpTocoaepxalumx nekapcTBEHHbIX npenapatoB ¢ 06beMHOM Jonen 3TUNoBOro cnupTa
cBblilwe 25 NpoUeHTOB 1 NeKapCTBEHHbIX NpenapaToB, U3rOTOBMEHHbIX anTeYHbIMU OpraHU3aunsamu).
Kputepun  BKMOYEHWS  NEeKapCTBEHHbIX MpenapatoB W dapmakoTepaneBTUYeCKUX  rpynn
NeKkapCTBEHHbIX MNpenapaToB B YKa3aHHbI MNepeyeHb YycTaHaBnueawTcs [lpaBUTENbCTBOM
Poccuiickon ®eaepaumun. NonokeHnst HaCTOSLWEN CTaTbM HE PacpPOCTPaHSAOTCS Ha NeKapCTBEHHbIE
npenapatbl, OTNyckaemble ©ecnnaTtHO WM CO CKUOKOW rpaxpgaHam, MMEKLWUM npaBo Ha
obGecnevyeHne neKkapCTBEHHbIMM npenapaTtamu 3a CYeT CpeAacTB  OHMKETHbIX aCCUrHOBaHUN
denepanbHoro GrogxeTta n 6rogpkeToB cydbekToB Poccunckon degepaumu.

UHopmauusi 06 usmeHeHusix:  Yacmpb 3 usmeHeHa ¢ 19 asaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 ageycma 2024 2. N 232-93
Cwm. npedbidywyro pedakyuro

3. YyacTHuMKkamMu 3KCnepumMeHTa 4BASKTCA  YNONHOMOYEHHbIN  doefepanbHbIl - opraH
UCMOMHUTENBHOW BMNAcTW, YMNOSIHOMOYEHHbIE WCMNOMHUTENbHbIE OpraHbl cybbekToB Poccuickomn
degepauun, MeguLMHCKME  OpraHMsauunm U anTeuyHble  opraHuMsaumm, COOTBETCTBYyIOLLME
TpeboBaHMAM, YCTAaHOBIIEHHbIM B COOTBETCTBUM C YaCThbIO 4 HACTOSLWEN CTaTbu.

4. TlonoxeHne O nopsigke MpPOBeOEHMS IJKCMEpUMMEHTa, B TOM 4ucne TpeboBaHusa K
MEOVULUMHCKUM  OopraHmsauusiM U1 anTevyHbliM  OpraHusaumsaM,  SBhAdlWUMCS  ydacTHUKaMu
aKcnepumeHTa, NOPALOK OCYLLECTBIEHNSA PO3HUYHOW TOProBMW feKapCTBEHHBIMKU NpenapartamMu ans
MEOULIMHCKOrO NPUMEHEHUsl, OTMyCKaeMbiMM MO peuenTy Ha JlekapCcTBEHHbIA npenapar,
ONCTaHUMOHHBLIM crnocobom, TpeboBaHMs K AOCTaBKE TaKMX NEKAPCTBEHHLIX MpenapaToB rpaxaaHam,
npasuvna Bblgadn paspelleHna Ha OcCyLWeCTBreHWe PO3HUYHOW TOProBnv rnekapCTBEHHbIMU
npenapatamu Ans MeauvuMHCKOro MpUMEHEHUs, OTNyCKaeMbiMW MO peuenTy Ha NnekapCTBEHHbIN
npenapar, OUCTaHUMOHHBIM cnocobom, yTBepxpaeTcsa [NpaButensctBoMm Poccuiickon depepauumu.
TpeboBaHNA K anTeYHbIM OpraHM3aumnsaM, SBNAOWMMCSA Y4aCTHUKAMK 3KCNEePUMEHTA, HE MOryT ObiTb
Hwxe TpeboBaHMI, YCTAHOBIEHHbIX K anTeYHbIM OpraHu3auusiM B COOTBETCTBUM C YacThio 1.1 cTaTbu
55 HacTosiwero ®enepanbHOro 3akoHa.

5. YnonHoMoueHHbIn hefeparnbHbii OpraH UCNONHUTENbHOW BNacTu:

1) ocylwiecTBnsieT MeTO4MYECKOE COMPOBOXAEHME 3KCMEPUMEHTA, BKIoYasi MeToanveckoe
CONPOBOXAEHUE AeATeNbHOCTU MeANUVMHCKNX OpraHn3aumnin U anTedHbIX OpraHn3aumin, y4acTBYOLLNX
B 93KCnepumeHTe, Nno OMOPMIEHUIO, UCMONb30BAHUID U XPaHEHMIO PELIEenTOB Ha JIeKapCTBEHHbLIN
npenapar, B TOM Yucsie cpopMmnpoBaHHbIX B OOpMeE 3MEKTPOHHbBIX AOKYMEHTOB;

2) npeactaenseT B [paButenbctBo Poccuiickon degepauun npegBaputenbHbii (B nepuop,
NPOBEAEHNSA IKCNEPMMEHTA, HO HE NO3QHEE YeM 3a ABa Mecsila OO0 UCTEYEHUs Cpoka NpoBedeHus
3KCNepUMEHTa) 1 UTOroBbI (MO OKOHYaHMK IKCMEPUMEHTA, HO He No34Hee YeM 4vepe3 ABa Mecsua
nocrie WCTeYeHUss CpoKa MpoBedeHUs 3JKCNepuMmeHTa) [Joknagbl O pesynbTatax npoBeaeHus
3KCNepuUMEHTa W MNPEeaNoXeHUs O BHEeCEHUM U3MEHEHMIA B 3aKkoHOOaTernbCTBO 00 obpalleHun
nekapcTBEHHbIX CPeacCTB.

UHopmauusi 06 usmeHeHusix:  Yacmpb 6 usmeHeHa ¢ 19 asaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 aszycma 2024 2. N 232-®3
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Cwm. npedbidywyto pedakyuro

6. YNOMHOMOY€EHHbIN NCNONHUTENbHBLIN opraH cybbekTa Poccuickon ®enepaumu:

1) BNpaBe ycTaHOBUTb OCOHBEHHOCTU NPOBEAEHUS IKCMEPUMEHTA;

2) yTBepxgaeT nopsaok otbopa MeguUUHCKMX OpraHu3aumi U anTeudHblX opraHu3aunn ans
yyacTusi B 9KCNepUMMEHTEe, a Takke NPOBOAWT Takon OoTOop un yTBepxaaeT nepevyeHb MeauLMHCKUX
opraHuM3auMn U1  nepeyeHb  anTeYHblX  OpraHu3auumi, COOTBETCTBYKOLMX  TpeboBaHMAM,
YCTAHOBIIEHHBbIM B COOTBETCTBUM C 4YacTbio 4 HACTOSLEW CTaTbW, W SABMASIOLUMXCA YYaCTHUKaMMU
9KCNEPUMEHTA;

3) ocyLUeCcTBNSeT MOHUTOPUHI NPOBEAEeHNs 3KCNepUMEHTa 1 NpeACcTaBnseT ero pesynsTaTthl B
YNONMHOMOYEHHBbIN (heaepanbHbli OpraH UCNONHUTENBHOW BNacTy;

4) obecneyvBaeT MHPOPMALMOHHO-TEXHUYECKOE obecneyvyeHne NpoBedeHUs 3KCnepuMeHTa
nocpeacTBOM  UCMOMb30BaHUA  rocyJapCTBEHHOW  MH(POPMAUMOHHOM  cucTeMbl B cdepe
30paBooxpaHeHusa cybbekta Poccuiickon depepaummn n (Mnn) MeaUUMHCKUX MHAOPMAaLMOHHBLIX
CUCTEM  MEAULUMHCKUX  OpraHusauun, SBASKOWMXCA  YYaCTHUKaMW  3KCNepuMeHTa, W UX
B3aMMOOENCTBUA C eOWMHOM  TFoCyJapCTBEHHOM  MHMOPMAaUMOHHOM  cucTemMon B cdpepe
30paBOOXPaHEHNS.

UHpopmayus 06 usmeHeHusix:  Yacmb 7 usmeHeHa ¢ 19 asaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 asazycma 2024 2. N 232-®3
Cwm. npedbidywyro pedakyuro

7. MegouumHckne opraHusaumu 1 antedHble opraHusauum Brnpase OTKa3aTbCA OT yvacTud B
3KCMEepUMEHTe, NogaB B YMOJHOMOYEHHbLIA WCMOMHUTENbHLIN  opraH cybbekTa Poccuickon
depgepauunn cooTBETCTBYHOLLEE OOpaLleHe B MMCbMEHHON hOpME.

8. AnTeuHble opraHusaumu, SBRSAOWMECS Y4YaCTHUMKaMM 3JKCnepuMeHTa, o6d3aHbl npu
npoaaxe ANUCTAHUMOHHBbIM CMOCOOOM NEKapCTBEHHOro npenapaTta Ans MeAUUMHCKOro NpUMeEHeHs,
OTMNyCKaemoro rno peuenTty Ha NeKapCTBEHHbIN npenapaT, obecneynTb Npu OCYLLECTBIIEHNN JOCTaBKU
NMOeHTMUKaUUIO JIMYHOCTU rpaXKaaHuMHa, Nonyyarowero TakoW NekapCTBEHHbIN npenapart, B Lensax
YCTAHOBIEHUSI COOTBETCTBUS €ro NIMYHOCTU M Nuua, YKasaHHOro B peLenTe Ha JleKapCTBEHHbIN
npenapart (ero 3akOHHOro npepcraBvTens), nMbo nuua, YNnosIHOMOYEHHOro NULUOM, yKasaHHbIM B
peuenTe Ha neKkapCTBEHHbIM npenapat (ero 3akOHHbIM NpeacTaBuMTENEeM), Ha nonyvyeHue
nekapCTBEHHOro npenapata (ganee B HACTOsILLEN CcTaTbe - NIMLO, yKasaHHOe B peuenTe (3aKOHHbIN
npeacTaBuTesNb, YNOMHOMOYEHHOE NULO).

9. Jluuo, ocyuwecTBnsoWlee [[OCTaBKy JleKapCTBEHHOro npenaparta Ans MeguuMHCKOro
NPYMEHEHNs, OTNyCKaeMoro No peuenTy Ha NekapCTBEHHbI npenapaT, o6sa3aHo noTpeboBaTtb y
rpakgaHvHa, nony4yallwero TakoW  NeKkapCTBEHHbIM  npenapaT, npeabsBUTb  OOKYMEHT,
yOOCTOBEPSAOLUNIA €ro NMMYHOCTb, ANA naeHTudmKauum NMYHOCTN STOro rpaxgaHnHa U yCcTaHOBNEeHUs
COOTBETCTBMSA €ro JIMYHOCTM U Nnua, YyKasaHHOro B peuenTe (3aKOHHOro npeacTaBuUTens,
YNONHOMOYEHHOrOo nuua). B cnyyae BbIBNEHUS HecoBMadeHWA MUYHOCTU  rpaxaaHuHa,
nonyyarLwero JfiekapCcTBEHHbIM npenapaT, W nNuua, YKasaHHoOro B peuenTte (3aKOHHOro
npegcraBuTens, YNOSTHOMOYEHHOIO Nuua), a Takke B Clnyyae OTkasa rpaxgaHuwHa, nonydatowiero
nekapCcTBEHHbIN npenapaT, npeobsBUTb [AOKYMEHT, YOOCTOBEPSIOWNA €ero fMYHOCTb, fnuo,
OCyLIeCTBriAIOWEEe [OCTaBKy JleKapCTBEHHOro npenapata Ans  MeguuMHCKOro  NpUMEHEeHUs,
OTNyCKaemMoro no peuenTy Ha NekapCTBEHHbIM npenapat, 0653aHO BEPHYTb TakoW NeKapCTBEHHbIN
npenapar B anTe4yHyto opraHu3aumio.

10. lMNoaTteepxaeHnem pakta nepegayvvm fekapCTBEHHOro npenapaTta ans MeguuMHCKOro
NPUMEHEHUS, OTNYCKaeMoro no peuenTy Ha NekapCcTBEHHbIW npenapar, nuuy, ykasaHHOMY B pelenTe
(3aKoHHOMY npeacTaBUTENIO, YNONTHOMOYEHHOMY NULY), SABMASIOTCS KacCOBbIN YEK M nognuchb nvua,
NonyymBLLEro TakoW NeKkapCTBEHHbLIN npenapaT, Ha JOKYMEHTE O MOMyYeHUn Takoro nekapcTBeHHOro
npenapara no gopme, yreepxgaemMon yrnonHOMOYEHHbIM heaeparibHbIM OpraHoM UCMONHUTENBHOM
Bnactu. lNocne nepefadn nekapCTBEHHOro npenapaTta nuuy, ykasaHHOMY B peuente (3aKOHHOMY
npeacTtaBuTenNto, YNONMHOMOYEHHOMY MuLy), 3TOT OOKYMEHT nepefaeTcsd MvLOM, OCYLLEeCTBUBLLIUM
[OCTaBKy TaKoro nekapCTBEHHOro npenapaTa, B anTEeYHYl OpraHu3auumio, OCYLLeCTBUBLLYIO OTMYCK
nekapcTBEHHOro npenaparta. B cnyyae BbisiBNeHUA npu nepefade nudy, ykasaHHOMY B peuenTe
(3akOHHOMY npeacTaBUTENO, YMNOMHOMOYEHHOMY fuLly), JleKapCTBEHHOro npenapata dakToB
MEXaHN4YEeCKOro MOBPEXAEHUS €r0 WM ero ynakoBKM TakoW IEKapCTBEHHbIN MnpenapaTt fuuoM,
yKasaHHbIM B peuenTte (3aKOHHbIM NpeAcTaBuTenem, YNoaHOMOYEHHbIM NIULOM), HE NPUHUMAETCH U
BOo3BpaLLaeTca 6e3 ero onnatbl Nuuy, OCYyLIECTBUBLUEMY OOCTaBKYy fleKapCTBEHHOro npenapaTta u
obecneyvBatoLLiEeMy ero BO3BpaT B anTeYHy0 OpraHn3aLmio.

11. 3a HapyweHus 3akoHogaTenbcTBa Poccunckon dPegepauun, COBEPLUEHHbIE MNP
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NpPoBEAEHUN  JKCMEPUMEHTaA, €ro  Y4YaCTHMKM  HecyT  OTBETCTBEHHOCTb, YCTaAHOBMEHHYH
3akoHogaTenbcTBoM Poccuiickon ®egepaumn.

12. KoHTponb 3a ucnonHeHnem TpeboBaHMIA, CBA3a@HHbLIX C MPOBEOEHMEM IKCMEPUMEHTA,
ocyulecTensieTca degepanbHbIM OpraHOM UCMOMHUTENBHON BRacTu, OCYLLECTBAAOWUM (PYHKLMN MO
KOHTPOMNIO U Haasopy B cdepe 34paBOOXpaHEHWsi, B MNopsigke, ycTaHoBreHHOM ®deneparnbHbiv
3akoHoM oT 31 wmona 2020 roga N 248-®3 "O rocymapCTBEHHOM KOHTpone (Hagsope) u
MyHUUUnansHoOM KoHTpone B Poccuinckon ®enepaummn’.

Crartbsa 56. N3roTtoBneHune u OTNYCK NeKapCTBEHHbIX nNpenapaTtoB

FTAPAHT: CMm. EpguHble npaBuna oMOpMIIEHUSA NeKapcTB, MPUroTOBMNSEMbIX B  anTeYHbIX
yupexaeHunsax (Mpeanpusitusx) pasnuyHbix opm coOCTBEHHOCTN, yTBEPXKAEHHbIE MUHUCTEPCTBOM
3apaBooxpaHeHus PO ot 24 nona 1997 r.

UHbopmayus 06 usMeHeHUsIX: Yacmb 1 usameHeHa ¢ 1 mapma 2025 e. - ®edeparsibHbIl 3aKOH 0m
30 dekabps 2021 e. N 463-03
Cwm. byoywyto pedakuyuro
Hacmb 1 usameHeHa ¢ 1 ceHmsbps 2023 e. - ®edeparibHbil 3aKkoH om 5 0ekabpsi 2022 e. N 502-03
Cwm. npedbidywyro pedakyuro

1. A3rotoBneHne JNIEKapCTBEHHbLIX npenapatoB anTe4HbiMU opraHn3aunamMmmn, BeTepmHapHbIMUA
anTeyHbiMn opraHm3aunamu, unmewwmnmnm JnUEeH3NK Ha CbapMaLleBTI/ILIeCKle AeATENbHOCTD,
ocywlecTBndaeTcAa no peuentaM Ha JiekapCTBeHHble npenapartbl, Mo Tpe6OBaHVIFIM MeanLUNHCKNX
opraHmsau,mVl, BeTepUHapHbIX OpFaHI/I3aLI,I/IIZ B COOTBETCTBMU C npaBuiiaMun NU3rotoBlieHNA N OTNyCKa
NNeKapCTBEeHHbIX npenapartoB, YyTBepXAeHHbIMXA  YNOJIHOMOYEHHbIM C*)eﬂ,epaﬂbelM opraHomMm
MCMNOSTHUTENLHOWN BriacTu.

Unpopmayuss o6 usmeHeHusix. Yacmpb 2 usmeHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyro pedakyuro

2. Tpn wn3roToBMEeHWM nEKapCTBEHHbIX NpenapaTtoB anTe4yHbIMM  OpraHu3aumsamu,
BETEPUHAPHbIMM anTeYHbIMW OpraHM3auusMu, MMEeLWUMM NULUEH3MI0 Ha dapMaueBTUYECKYHo
AeATeNbHOCTb, NCMOMb3YTCA NeKapCTBEeHHbIe Npenaparbl 1 (unn) dapmaueBTuyeckme cybctaHumm,
BKITIIOYEHHbIE COOTBETCTBEHHO B T[OCYAApCTBEHHbII pEeecTp IeKapCTBEHHbIX CPeACTB AN
MEAMLMHCKOro NPUMEHEHUS, TOCYAapCTBEHHbIN PEeCTp NeKapCTBEHHbIX CPEACTB ANs BETEPUHAPHOrO
NPUMEHeHUs, eOuHbIn peecTp 3aperucTPUpOBaHHbIX NeKapCTBEHHbIX cpeAcTB EBpasunckoro
3KOHOMMYECKOrO COl3a, €OUHbIN peecTp 3aperMcTpUpOBaHHbIX BeTEPUHapPHbIX IeKapCTBEHHbIX
npenapaToB EBpasvinckoro 9KOHOMWYECKOro cokw3a B YCTaHOBNEHHOM nopsiake. He ponyckaetcs
N3roTOBMEHNe anTeyYHbIMW  OpraHu3auusiMM, BeTEepUHapHbIMWU  anTeYHbIMW  OpraHu3auusiMu,
UMELWNUMN  NULEH3NI0 Ha apmMaueBTUYECKYD [eATeNbHOCTb, JeKapCTBEHHbIX MnpenapaTos,
3aperncTpmpoBaHHbix B Poccuiickon ®eapepaunm nmbo B COOTBETCTBMM C aKkTaMu, COCTaBMSAOLLMMM
npaso Cotosa.

UHpopmayus o6 usameHeHusix: Yacmpb 3 uameHeHa ¢ 1 ceHmsbpsi 2023 2. - ®edepasibHbIl 3aKOH
om 5 Oekabpsi 2022 2. N 502-®3
Cwm. npedbidywyto pedakyuro

3. MapknpoBka nekapCTBEHHbIX MpenapaToB, M3rOTOBIEHHbLIX anTeYHbIMW OpraHu3auusiMu,
BETEPUHAPHBIMW anTeYHbIMW OpraHM3aunsMn, UMEKLLMMU JIMUEH3NI0 Ha dapMaLeBTUYECKYHO
0eATenbHOCTb, U 0hOpMITEHME TaKMX NMpenapaToB AO/MKHbI COOTBETCTBOBATbL NpaBuiiaM, YKa3aHHbIM
B 4yacTtu 1 HacTosdLen cTtaTby.

UHpopmayusi o6 usmeHeHusix: Yacmpb 4 uameHeHa ¢ 1 ceHmsibpsi 2023 2. - ®edepasibHbIl 3aKOH
om 5 Oekabpsi 2022 2. N 502-®3
Cwm. npedbidywyto pedakyuro

4. AnTeyHble opraHu3auuu, BETEPMHAPHbIE anTeYyHble OpraHM3aunn, UMeLne NMUEH3NI0 Ha
dapMaLeBTMYECKYID  OEATENIbHOCTb, HECYyT OTBETCTBEHHOCTb 3a HecobnogeHwe  npaBun
N3roTOBNEHNS U OTNyCKa JEeKapCTBEHHbIX MNpenapaToB B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®egepaunn.

FTAPAHT: Cwm. KOMMeHTapuun k ctatbe 56 HacTosiwero PegepanbHOro 3akoHa
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UHpopmayusi o6 usmeHeHusix: Cmambsi 57 usameHeHa ¢ 1 mapma 2025 2. - ®edepasibHbIl 3aKOH
Cosema om 8 aszycma 2024 2. N 292-03
Cwm. 6ydywyto pedakyuro

Cratba 57. 3anpeweHne npogaxun danbCuuunpoBaHHbiX feKapCTBEHHbLIX CpPeacTs,
He[obpOoKayYeCTBEHHbIX NEKAPCTBEHHLIX CPEACTB, KOHTpad)aKTHbIX NEKapCTBEHHbIX
cpeacTB

Mpogaxa  danbCMUUMPOBAHHBIX  JIEKAPCTBEHHbIX  CPeACcTB, HegobpokayeCTBEHHbIX

neKkapCTBEHHbIX CPeACTB, KOHTpaakTHbIX NeKapCTBEHHbIX CPEACTB 3anpeLaeTcs.

FAPAHT:  Cwm. koMMeHTapun Kk ctatbe 57 HacToswero degepanbHOro 3akoHa

CraTtbsa 58. XpaHeHne nekapCTBEHHbLIX CPeacTB

UHgpopmayusi 06 uameHeHusix: dDeodeparnibHbiM 3aKkoHOM om 22 okmsibps 2014 2. N 313-03 s
yacmb 1 cmambu 58 Hacmosiueao ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUs, ecmyrnarnuue 6
cuny no ucmedeHuu mpuduyamu OHel rnocrie OHSA oghuyuarbHo20 ornybriukogaHusi Ha38aHHO20
®edeparibHO20 3aKoHa
Cm. mekcm yacmu 8 npedbidyweli pedakyuu

1. XpaHeHne NekapCTBEHHbIX CPEACTB OCYLLECTBSETCH MPOM3BOOAMTENSIMU NEKAPCTBEHHbIX
CpeacTB, OpraHu3auusiMM OMTOBOW  TOProBNM  JIEKAPCTBEHHLIMM  CPeACcTBaMu,  anTe4vyHbiMU
opraHusaumsimu, BETEPUHAPHbLIMMU anTe4YHbIMn opraHusauusimu, NHANBUAYaNbHBIMN
npeanpuHUMaTensMmn, UMeLWUMN NULEH3NI0 Ha dhapMaLEeBTUYECKYIO AEATENbHOCTL U NIULEH3NIO
Ha MeOUUUHCKYI O0eATerNbHOCTb, MEAULNHCKUMU OpraHn3aunsamun, BeTepUHAPHbBIMU OpraHu3aunsamMm
N MHBbIMW OpraHM3auuaMKn, OCYLLECTBAIOWMMN obpalleHne neKkapCTBEHHbIX CPEeACTB. XpaHeHue
nekapCTBEHHbIX CPeacTB Ofsl BETEPUHAPHOrO MPUMEHEHUS OpraHu3auusaMv M UHOMBUAYaNbHbIMA
npegnpuHUMaTensMn B Cryvasix, €Cnv OHWU WUCMOSIb3YHTCH WCKMIOYUTENbHO MpU  pasBefeHuu,
BblpalLMBaHUKN, COLEPXAHUM W JNEYEHUN >KMUBOTHbIX, MOXET OCYLLeCTBNATbCSA 6e3 nonydeHus
NNUEH3UN Ha hapMaLeBTUYECKYHO 4eATENbHOCTb.

2. T[paBvna XpaHeHUs IEeKapCTBEHHbIX CPEACTB YTBEPXKOAKTCS COOTBETCTBYHOLLUM
YNONTHOMOYEHHbIM dhefeparnbHbIM OPraHoOM UCMONMHUTENbHOW BacTu.

3. XpaHeHuMe HapKOTUYECKUX JIEKAPCTBEHHbIX CPEACTB, MCUXOTPOMHbLIX JEKAaPCTBEHHbIX
cpeacTe, pagnodapmaueBTUYECKUX JTEKAPCTBEHHBLIX CPEACTB OCYLLIECTBMSIETCA B COOTBETCTBUM C
3akoHodaTenscTBOM Poccumnckon ®egepaumn.

FTAPAHT: CM. koMMeHTapum K cTtaTbe 58 HacToswero degepanbHOro 3akoHa

UHgpopmayust 06 uameHeHusix:  DedeparibHbIM 3aKkoHOM om 25 Oekabpsi 2012 e. N 262-03 enasa
10 Hacmosiweao ®edepanbHo20 3akoHa OoriofiHeHa cmambell 58.1, scmynarowel 8 cusy o
ucmeyeHUU cma eocbmudecsimu OHell rocrne OHS ocpuyuarbHO20 orybiuKo8aHuUsi Ha38aHHO20
®edepasibHO20 3aKOHa

Cratba 58.1. [lpeaMeTHO-KONIMYECTBEHHbIN  y4eT  JNEKaApCTBEHHbIX CpPeAcTB  Anis
MeOMLMHCKOrO NPUMEHEHNS
1. TlepeyeHb nekapCTBEHHbIX CPeacTB AN MeOMUMHCKOro NpUMEHEHUs, noanexalimx
npegMeTHO-KONUYECTBEHHOMY Y4eTy, yTBepXJaeTcs YNoNHOMOYEeHHbIM defeparnbHbiM OpraHom
UCMOMHUTENBHON BRacTu.

UHpopmayust 06 usameHeHusix:  @edeparsibHbiM 3akoHom om 3 utonig 2016 2. N 305-®3 e yacmb 2
cmamabu 58.1 Hacmosiweao ®edeparsibHO20 3aKOHa 8HECEHbI USMEHEHUS
Cm. mekecm 4yacmu 8 npeodbidywel pedakuyuu

2. [lopanok BKIOYEHUA NeKapCTBEHHbIX CPeACTB AN MEeOULUMHCKOrO MPUMEHEHUs B
nepeyeHb  NEKApCTBEHHbIX  CpeacTB  ANng  MeAULMHCKOTO  MPUMEHEHWUs,  Moanexalumx
npeaMeTHO-KONMYECTBEHHOMY YYeTy, YCTaHaBNMBaEeTCs YNONHOMOYEHHbIM dheaepanbHbiM OpraHoM
NCMONHUTENbHOW BNacTu No cormnacoBaHuio ¢ dedeparnbHbM OpraHoM WCMOSHUTENBHOW BRacTy,
YNOSTHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

3. [NpeaMeTHO-KONMMYECTBEHHbIA YYET JNEKApPCTBEHHbIX CPEACTB Ans  MeaUUMHCKOro
NPUMEHeHUs1 BedyT NPOU3BOAUTENN NEKAPCTBEHHbIX CPeACcTB, OpraHu3auuyM OMTOBOW TOProBmu
NeKapCcTBEHHbIMM CpeacTBaMu, anTeyHble OpraHusauun, uHAMBUAOYyanbHble NpeanpuHMMaTEny,
UMeLWNEe NULEH3NIO Ha dapmaueBTUYECKYID AEATENbHOCTb WU JNIMLEH3UI0 Ha MEeOULMHCKYH
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OEATEeNbHOCTb, U MEOMUMHCKME OpraHuM3auun, OCyLLEeCTBRsioWmMe obpalleHne neKapCTBeHHbIX
CpPeAcTB AN MeOULMHCKOro NpUMEHEeHNs1, MyTeM perncrpaumm nobbix CBsI3aHHbIX C X obpalieHnem
onepauui, Npu KOTOPbIX N3MEHSAETCS MX KONIMYECTBO U (MNKN) COCTOSIHME, B CrieumarnbHbIX XypHanax
yyeTa onepauui, CBA3aHHbIX C OOpalleHMeM neKapCTBEHHbIX CpeacTB Ans  MeOUUMHCKOro
NpUMeEHeHNs (ganee - cneumanbHble XXypHarbl).

4. [paBuna pervctpaumm onepauuin, CBA3aHHLIX C 0OpalleHVeM feKkapCTBEHHbIX CpeacTB
AN MEeAWLMHCKOTO MPUMEHEHUS!, BKIMIOYEHHbIX B MEPEeYeHb JIEeKapCTBEHHbIX CPEeACTB Ans
MEOMLMHCKOrO MPUMEHEHUS, noanexawmx npegMeTHO-KONIMYECTBEHHOMY Yy4eTy, B crneumanbHbIX
XypHanax W npaBuna BeOeHUs W XpaHeHuMs  creuunanbHbiX  XKYpHaroB  yTBepXaaklTcs
YNOMHOMOYEHHbIM dheaeparnbHbIM OPraHOM UCMOSTHUTENBHON BNACTW.

UHopmauusi 06 usmeHeHusix:  Yacmpb 5 usmeHeHa ¢ 19 asaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 ageycma 2024 2. N 232-93
Cwm. npedbidywyro pedakyuro

5. KoHTponb 3a cobnioaeHnem npasun peructpaumm onepauuin, cBA3aHHbIX C obpalleHuem
neKapCTBEHHbIX CPEACTB ANS MeAULMHCKOTO NMPUMEHEHUS, BKMIOYEHHbIX B NepeyeHb NeKapCTBEHHbIX
CPEeACTB AN MEOMLMHCKOrO NPUMEHEHUs, noanexawjux npeaMeTHO-KONMYECTBEHHOMY Y4yeTy, B
cneumanbHbIX XypHanax, a Takke 3a CoGnioJeHMeM NpaBui BEAEHUs U XpaHeHus crneumnanbHbIX
)XYpHanoB BO3MnaraeTcs Ha YNorIHOMOYEHHble (efeparnbHble opraHbl MCMOMHUTENbHOW BriacTu U
UcrnonHuTenbHble opraHbl cy6bekToB Poccuiickor denepauun, ocyLecTBhsOLME NULEH3NPOBAHME
NMpou3BOACTBa JNEKAPCTBEHHbIX CPEeACTB, (hapMaLeBTUYEeCKOW [OeATEeNbHOCTU U MeAULMHCKOM
AEeATENbHOCTU, U OCYLLIECTBSAETCS B paMKax NULEH3NUOHHOIO KOHTPONS.

FTAPAHT: CM. AOMUHUCTPATMBHbIN pernaMmeHT ncnonHeHus PegepanbHon cnyx6om no Haa3opy B
cdhepe 30paBOOXPAHEHMA [OCYyJapCTBEHHOM MYHKUMM MO OCYLECTBIEHNUIO TULIEH3MOHHOIO
KOHTpONS hapMaueBTUYECKON OeATEeNbHOCTU, YTBEPXAEHHbIN NpukaszoMm MuHsgpaBa Poccun ot 1
ceHTa0psa 2017 r. N 585H
Cm. kommeHTapun kK ctaTtbe 58.1 HacToswero PegepanbHOro 3akoHa

MaBa 11. YHMYTOXeHue fieKkapCTBEHHbIX CPeACcTB

Cratba 59. OcHoBaHuA U nopAanoK YHUHTOXEHUA NeKapCTBEeHHbIX CpeacTB

UHpopmayus o6 usmeHeHusix: DedepasribHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-®3 s
yacmb 1 cmambu 59 Hacmosiwezao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS, ecmyrnarouue 8
cuny ¢ 1 urona 2015 e.

Cm. mekcm 4yacmu 8 npeodbioywel pedakuyuu

1. HepobpokayecTBeHHbIE nexkapcTBeHHble cpencrTea, anbcudurUMpOBaHHbIE
nekapCcTBEHHble CpeAcTBa noanexar WU3bATUI0 M3 00paleHUs U YHUMTOXEHUI B MNopsake,
ycTaHoBneHHoMm [lpaButensctBoMm Poccuiickon ®Pegepaumn. OcCHOBaHMEM ANA  YHUYTOXEHUSA
NeKapCTBEHHbIX CPeAcCTB 4BMSAETCH pelleHue Bnagenbla IeKapCTBEHHbIX CPEeAcTB, peLleHune
COOTBETCTBYIOLLEro YNOSIHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENbHOM BRactu  unu
pelueHune cyaa.

UHgpopmayusi 06 usmeHeHusix: DedepasrbHbiM 3aKkoHoM om 22 Oekabpsi 2014 2. N 429-®3 s
yacmb 2 cmambu 59 Hacmoswezao PedepasibHo20 3aKOHa 8HECEHbI U3MEHEHUS, ecmynarouue 8
cuny ¢ 1 urons 2015 a.

Cm. mekcm yacmu 8 npedbidyweli pedakyuu

2. KoHTpadhakTHble rekapCTBeHHble CcpeacTBa nognexaTr wusbaTuio un3 obpaweHus u
YHUYTOXEHUIO NO peLleHunto cyaa. [Nopsaaok YHUMTOXEHUA KOHTpadakTHbIX NeKapCTBEHHbIX CPeacTB
ycTaHaBnuBaeTca NpasutensctBoMm Poccuickon ®epepaunn.

3. Pacxogpl, CBsi3aHHble C YHUYTOXEHMEM KOHTpadakTHbIX JEeKapCTBEHHbIX CPeacTs,
HeaoBpoKa4YeCTBEHHbIX NEKapCTBEHHbIX cpeacTs, anbCUULMPOBaHHbIX NeKapCTBEHHbIX CPEACTB,
BO3MeLLalTCa UX Bnagensuem.

4. Bnapgeneuy nekapcTBEHHbIX CpeacTB [AOMKEH MNpPeAcTaBuTb B YMOSTHOMOYEHHbIN
denepanbHbI OpraH MWCMOMHUTENBHOW BriacTU AOKYMEHT UMW 3aBEepeHHY B YCTAHOBMIEHHOM
nopsiake ero Konuvio, noareepxaatoLimne paktT YHUYTOXEHNS NeKapCTBEHHbIX CPeacTB.

5. CoOoTBETCTBYIOLWMIA YNOMHOMOYEHHbIM befepanbHbii OpraH WCNONHUTENbHOW BRacTw,
NMPUHSABLLMIA pelleHne 00 YHUYTOXEHWUU NeKapCTBEHHbIX CPeACTB, OCYLLEeCTBMASEeT KOHTPOmb 3a WX
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YHUUTOXEHMEM.

6. YHMYTOXEHMEe neKapCTBEHHbIX CPeacTB MPOU3BOAMTCS OpraHM3auusMn, UMeELWMMn
COOTBETCTBYIOLLYIO JIMLEH3MIO, Ha crneumanbHO 00OopyAoBaHHbIX Mrowagkax, MOfMroHax u B
cneumanbHO 06O0pydOBaHHLIX MOMELLEHUAX € cobniogeHmeMm TpeboBaHun B 00nacTu OXpaHbl
OKpY>KaloLLeN cpeabl B COOTBETCTBUM C 3aKoHoAaTelbcTBOM Poccuninckon ®epepaumm.

7. HapkoTudeckme rnekapcTBEHHble CpPeACTBa, MNCUMXOTPOMHbIE NEKapCTBEHHbIE CPeacTBa,
pagnocdapmMaueBTUYECKME NEKapCTBEHHble CPeACTBa  YHUYTOXAlTCA B  COOTBETCTBMM C
3akoHodaTenscTBOM Poccumnckon ®eagepaumn.

FTAPAHT: Cwm. KoMMeHTapumn k ctatbe 59 HacTosiwero PegepanbHOro 3akoHa

MnaBa 12. N'ocygapcTBeHHOE perynupoBaHue LieH Ha NleKapcTBEeHHbIe npenapartbi Ans
MeAULMHCKOro NpUMeHeHuUs

Crtatbs 60. MocyoapCTBEHHOE PErynMpoBaHME LEH Ha rekapcTBeHHble npenapaTbl Ans
MEANLMHCKOro NPUMEHEHUS

UHopmauus 06 usmeHeHusix. Yacmpb 1 usameHeHa ¢ 26 mapma 2020 e. - ®edeparibHbIl 3aKOH
om 26 mapma 2020 2. N 67-03
Cwm. npedbidywyro pedakyuro

1. Focy,u,apCTBeHHoe perynmnpoBaHue LUeH Ha nekapCTBeHHble npenapaTtbl And meamumnHCKoro
NPpUMEHEHNA OCYLLECTBNAETCA NOCpeacTBOM:

UHpopmayusi 06 usmeHeHusix:  [lyHkm 1 usmeHeH ¢ 13 uronsa 2020 a. - ®edeparsibHbIl 3aKOH Om
13 uronss 2020 2. N 206-®3
Cwm. npedbidywyto pedakyuro

1) yTtBepxaeHua [paButensctBoM Poccuickon ®degepaumm nNepeyvHss  XKU3HEHHO
HEOOXOANMbBIX U BaXKHEMLUNX NEKAaPCTBEHHbIX NpenapaToB, KOTOPLIN (HOPMUPYETCS U HE pexxe O4HOro
pasa B rog nepecmaTpuBaeTcs B YCTAHOBIEHHOM WM MOpsiAike HAa OCHOBE KOMMSIEKCHOW OLIEHKM
NeKkapCTBEHHbIX MpenapaToB, BKMAYaA aHanuM3 CBeOeHWA O CPaBHUTENbHOW  KIMHUYECKOW
appekTMBHOCTN M Be30NacHOCTN NeKapCTBEHHOrO CpeacTBa, OLEHKY 9KOHOMUYECKUX MOCNeacTBui
NPYMEHEHNS NEeKapCTBEHHOIO CpeacTBa M MU3yYeHWe OOMNOMHUTENbHbIX NOCHeACTBUA NPUMEHEHMUS
NeKkapCTBEHHOro CpeacTBa;

UHopmayus 06 usmeHeHusix:  [lyHkm 2 usmeHeH ¢ 7 utoHs 2019 e. - ®edeparibHbIl 3aKoH om 6
uroHs 2019 2. N 134-03
Cwm. npedbidywyto pedakyuro

2) yTBEPXOEHMS MeTOOMKM pacyeTa npedernbHbiX OTMYCKHbIX LEH npou3BoauTenen Ha
NeKapCTBEHHbIE MNpenapaThl, BKIHOYEHHbIE B MNEPEYEHb >XU3HEHHO HEOOXOAMMbIX WM BaXKHEMLLMX
NeKapCTBEHHbIX MNpenapaToB, a Takke BHEAPEHUS MexaHU3MOB (OpPMMPOBaAHUS CUCTEMbI
pedepeHTHbIX LeH;

UHdopmauus 06 usmereHusix:  [lyHkm 3 usmeHeH ¢ 7 utoHs 2019 e. - ®edeparibHbIl 3akoH om 6
uroHs1 2019 e. N 134-®3
Cwm. npedbidywyro pedakyuro

3) rocynapCTBEHHOM perucTpaumMm npefenibHbIX OTMYCKHbIX LEH NpousBoAuTeEnei Ha
neKkapcTBEHHblE MpenapaTbl, BKMOYEHHbIE B MNEepPeyvYeHb XU3HEHHO HEeOOXOAUMbIX W BaXXHEMLMX
NeKapCTBEHHbIX NPenapaTos;

4) BefeHUst rocyapCTBEHHOro peectpa npeaenbHbIX OTMYCKHbIX LEH npousBoauTenen Ha
neKkapcTBEHHble MpenapaTbl, BKMOYEHHbIE B MepeyeHb XU3HEHHO HEeOoOXOAUMbIX W BaXXHEeMLuMX
NeKkapCTBEHHbIX NpenapaTos;

UHpopmayus o6 usmeHeHusix:  [lyHkm 5 usmeHeH ¢ 19 asaycma 2024 2. - ®edeparibHbIl 3aKOH

om 8 aszycma 2024 2. N 232-®3
Cwm. npedbidywyto pedakyuro

5) yTBepXOeHWa MEeTOAMKM YCTaHOBIEHWUS WCMOSIHUTENbHbIMWM  OpraHamm CyObeKToB
Poccuinckon ®egepaumm npegenbHbIX pasMepoB OMTOBbIX HaabaBOK M MNpedefibHbIX pa3MepoB
PO3HWYHbIX HaabaBOK K (pakTUYEeCKUM OTMNYCKHbIM LEeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSAMMU
nekapCTBEHHbIX MpenapaToB, Ha NeKkapCTBEHHble NpenapaThbl, BKMOYEHHbIE B NepeyvyeHb XU3HEHHO
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HeobX0AMMbIX U BaXKHENLLNX NeKapCTBEHHbIX NpenapaTos;

6) ycTaHOBReHus npefernbHbiX pasMepoB OMNTOBbIX HaAbaBoOK M npedernbHbIX pa3smMepoB
PO3HMYHbIX HaabaBOK K (haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSAMU
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHbIE NpenapaTbl, BKIOYEHHbIE B NepeyveHb XU3HEHHO
HeobX0AMMbIX U BaXKHEMLINX NeKapCTBEHHbIX NpenapaTos;

UHpopmayus o6 usmeHeHusx: Yacmb 1 donosHeHa nyHkmom 6.1 ¢ 1 ceHmsbps 2024 a. -
®edeparibHbil 3akoH om 30 sHeapsi 2024 2. N 1-©3

6.1) onpegenenunsa MNpaeutenbctBom Poccuickon degepauumn nopsigka LeHoobpasoBaHns Ha
He3aperncTpupoBaHHbIE JIEKAPCTBEHHbIE MNpenapaTtbl AN MEOULMHCKOrO MPUMEHEHNS, KOTOpble
BBe3eHbl B Poccuickyto Pepepaumio Ond okasaHUMS MEeOUMUMHCKOM MOMOLWM MO  KWU3HEHHbLIM
NMOKa3aHWsIM KOHKPETHOro nauveHTa U MexayHapoaHble HenaTeHTOBaHHble, WK FPYNnUPOBOYHbBIE,
UM XUMUYECKME HaMMEHOBAHUSA KOTOPbLIX COAepXaTcsl B MEpPEeYHEe XXU3HEHHO HeobXoaMMbIX U
BaXKHENLLNX NEKapPCTBEHHbIX NpenapaTos;

UHopmauus 06 usmeHeHusix:  [lyHkm 7 usmeHeH ¢ 19 asaycma 2024 e. - ®edeparibHbIl 3aKOH
om 8 aseycma 2024 . N 232-®3
Cwm. npedbidywyro pedakyuro

7) yTBEpXOEHWUs nopsaka Bblgayn npeanucaHnii UCNOMHUTENbHBIM OpraHam CyObekToB
Poccuiickon ®egepaumn 0 npuBegeHUM B COOTBETCTBME C 3aKOHOOATENbCTBOM Poccumnckom
depgepauun pelleHnin o6 ycTaHOBNEHUN npefenbHbIX pasMepoB OMTOBLIX HaabaBOK U NpeaenbHbIX
pasMepoB  PO3HMYHbIX HagbaBoOK K  akKTUYECKMM  OTMYCKHbIM  LeHaM, YCTaHOBIEHHbIM
NPON3BOANTENSAMM NEKAPCTBEHHbLIX NpenapaTtoB, Ha NEKapCTBEHHble npenapaTbl, BKMOYEHHbLIE B
nepeyveHb XXM3HEHHO HEOOXOOMMbBIX U BaXKHENLUNX NIEKAPCTBEHHLIX NpenapaToB, €CNN OHU MPUHATLI C
HapylleHnem 3akoHogatenoctBa Poccuiickon ®Pepepaumm, B nopsigke,  YCTAaHOBIIEHHOM
MpaBuTenscTBoM Poccuickon ®egepaumu;

UHbopmayus 06 usmeHeHusix:  [TyHkm 8 u3meHeH ¢ 19 asaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 aszycma 2024 2. N 232-®3
Cwm. npedbidywyto pedakyuro

8) HanpaBneHuss yMNoOnHOMOYEHHbIM beaeparnbHbiM OpraHoM WCMOMHUTENbHOW BRacTu
ncnonHUTenbHbIM opraHam cybbektoB Poccuiickon ®depepaumm npeanvcaHnin O NpuBedeHMU B
COOTBETCTBME C 3akoHogaTenbCTBOM Poccuiickon depepauumn MNPUHATBIX € HapylueHWeMm
3akoHogaTenbcTBa Poccuiickon depepaumm peweHmn o6 yCTaHOBMEHUW MNpeaernbHbIX pa3mepoB
ONTOBbIX HagbaBOK U npeferibHblX Pa3MepoB PO3HUYHbLIX HaabaBOK K LieHaM Ha NeKapCTBEHHbIe
npenapatbl, BKMOYEHHbIE B MEpPeYEeHb >XMU3HEHHO HEOOXOAMMbIX WM BaKHEWULUUX NeKapCTBEHHbIX
npenaparos;

UHopmauus 06 usmeHeHusix:  [lyHkm 9 usmeHeH ¢ 19 agaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 ageycma 2024 2. N 232-93
Cwm. npedbidyuwyro pedakyuro

9) ocywecTBneHma deaepanbHOro rocygapCTBEHHONO Haasopa B cdepe obpaleHus
nexkapcTBeHHbIX CPefCTB U PernoHaribHOro rocyJapCTBEHHOr0 KOHTPONS 3a NpUMEHEHWEM LUeH Ha
nekapcTBeHHble npenapaTtbl COOTBETCTBEHHO YMNOMHOMOYEHHbIMKU  dheaepanbHbIMKM - OpraHamm
WCMOMHUTENBHOMW BMacTU M UCMNOSIHUTENbHbIMKM OpraHamn cybbektoB Poccuiickon Pepepaumm
COrnacHo Mx KOMMNeTeHUMn B nopsigke, ycraHoBrneHHom MNpasutenscteom Poccuinckon ®epgepaunm;

UHpopmayus 06 usmeHeHusx:  [lyHkm 10 usmeHeH ¢ 1 mapma 2020 2. - ®edeparibHbIlU 3aKOH om
27 Oekabpsi 2019 e. N 475-@3
Cwm. npedbidywyto pedakyuro

10) nNpumeHeHMsa npenycMOTPEHHbLIX 3akoHogaTenbcTBoM Poccuiickon Pepepaunm mep
OTBETCTBEHHOCTM 3a HapylleHne nopsaka LeHoobpasoBaHWs Ha rekapcTBeHHble npenaparThbl,
BKITHOYEHHbIE B NepeyeHb XU3HEHHO HEOBXOAMMbIX U BaXXHENLINX NIeKapCTBEHHbIX NpenapaTos.

Unpopmauuss o6 usmeHeHusix: Cmambsi 60 OorioniHeHa 4Yacmbio 2 ¢ 26 mapma 2020 e. -
®edeparnbHbiti 3akoH om 26 mapma 2020 2. N 67-®3

2. B ycrnoBusAx u4pesBblvanWHOM cuTyaumm W (UnAM) NpyM BO3HMKHOBEHUWN  YrpO3bl
pacnpocTpaHeHnsa 3aboneBaHus, NpeacTaBNALWEro OMacHOCTb ANS OKpyXawwux, a Takke B
crniydyae, ecnv B TedeHue TpuauatM KaneHaapHblX AHen nocne npuHAtTua [MpaButenscTBOM
Poccuiickon degepaunn pelieHns 0 NpoBeAEHUN MOHUTOPUHIA PO3HUYHBIX LEH Ha NEeKapCTBEHHbIE
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npenaparbl, He BKITHOYEHHbIE B NMepeyeHb XU3HEHHO HEOOXOAMMBIX U BaKHENLUMX NEeKapCTBEHHbIX
npenapartoB, Ha TeppuTopusax cydobekToB Poccumnckon degepauum BbiSBIEH POCT PO3HUYHBIX LEH Ha
yKasaHHble nekapCTBEHHble mnpenapatbl Ha TpuauaTb npoueHToB U 6onee, [lpaBuTEnbLCTBO
Poccuinckon ®depepaumm BnpaBe YCTAHOBUTL MpederibHble OTMYCKHbIE LEHbl MpOM3BOAMTENEN Ha
yKa3aHHble NekapcTBEHHble npenapaThbl, NpeaernbHble pa3mepbl ONTOBbIX HAAbaBOK UM NpeaernbHble
pasmepbl PO3HUYHbIX HAA0AaBOK K (PAKTUYECKMM OTMYCKHbIM LieHaM MPOU3BOAUTENEN Ha YKa3aHHble
nekapcTBeHHble npenapaTtbl. [lepeyeHb NekapCTBEHHbIX NMpenapaToB, He BKIKOYEHHbIX B NepeyeHb
XM3HEHHO HEOBOXOANMbIX N BaXXHEMLLNX NIEKAapPCTBEHHbIX NpenapaToBs, 1 NopsiAoK ero hopMmnpoBaHnNs
onpegenstoTtca [NpasutenbcTBoM Poccuinckon denepaunn.

UHpopmauuss 06 usmeHeHusix: Cmambsi 60 OoroniHeHa 4Yacmbeio 3 ¢ 26 mapma 2020 e. -
®edeparbHbIl 3akoH om 26 mapma 2020 e. N 67-©3

3. B TeyeHue peBAHOCTa KaneHOapHbIX AHEW co OHA yTBepxaeHus [lpaBUTenbCTBOM
Poccuinickon ®defepauumn nepeyHs, ykasaHHOro B 4acTu 2 HaAcTosIlen cTaTbu, He AonyckalTcs
peanusaumsi U OTMYCK BKMOYEHHbIX B HEr0 NnekapcTBEHHbIX NpenapaToB Mo LeHaMm, npesbillaroLwm
npegenbHble OTNYCKHble LeHbl MPOM3BOAMTENEN Ha YKa3aHHble JleKapCTBEHHble npenaparhbl,
npeaenbHble pa3mepbl OMNTOBbIX HaanbaBOK W npederibHble pasMepbl PO3HMYHLIX HaabaBoK K
GakTU4ECKMM OTMYCKHbIM LieHaM NPOu3BOAUTENEN HA YKa3aHHble feKapCTBEHHbIE MpenapaTbl C
y4yeTOM Hanora Ha Jo0aBfeHHY0 CTOMMOCTb.

FTAPAHT: CM. KomMmeHTapum k ctaTbe 60 HacToswero ®enepanbHOro 3akoHa

UHpopmayusi o6 usmeHeHusix: Cmambsi 61 usmeHeHa ¢ 7 uroHs 2019 e. - ®edeparibHbIl 3aKOH
om 6 uroHs 2019 e. N 134-@3
Cm. npedbidywyto pedakyuro

Cratbsa 61. Focy/J,apCTBeHHaﬂ perncrtpauna n nepeperncrpaumda npeaeribHbiX OTNYCKHbIX LEeH
I'IpOI/I3BO,EI,I/ITeJ'IeI7I Ha neKkapCTBeHHble npenapaTtbl, BKIKOYEHHbIE B MNepeYvYeHb
XN3HEHHO HEOBXOOMMBIX U BaXKHENLLNX NNeKapCTBEHHbIX npenapaTtoB

UHpopmayuss o6 usmeHeHusix: Yacmpb 1 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 e. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: NonoxeHus 4yactn 1 (B pegakuum PegepanbHoro 3akoHa oT 30 aHBaps 2024 r. N 1-93),
KacawLimeca nNpeaocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHckoro npumeHneHuns nocpeactesom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JieKapCTBEHHbIX npenapaTtoB Ans MeauLUHCKOro
NPMMEHEHUs, NOATBePXAaoLmMe akT rocyaapCTBEHHOW perucTpauumn, Ha bymaxHoM HocuTene u
AyonukaTbl PEerMcTpaumMoHHbIX YOOCTOBEPEHUN JIEKAPCTBEHHbLIX MpenapaTtoB AnAs MeOULMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgaoTCA

1. MNMpegenebHasi OTNyCcKHas LeHa NpoM3BOAUTENS Ha SIeKAapCTBEHHbIN nNpenapar, BKOYEHHbIN
B MepeyeHb >XM3HEHHO HeOOXOAMMbIX W BaXHEMLWMX JeKapCTBEHHbIX MpenapaTtoB, NOANEXUT
rocyfapCTBEHHOW perncrpauun B nopsagke, YycTaHoBneHHoMm [MpaBuTenbCcTBOM  Poccuickon
depgepauun, Ha OCHOBAHWWM HarpaBfiEHHOro MOCPEeACTBOM e€OUHOro noptana B YNONMHOMOYEHHbIN
denepanbHbIi - OpraH  UCNOMHUTENbHOW BNAacTM  WAW  JfINYHBbIA  KAOWHET  YyNOMHOMOYEHHOro
defepansHOro opraHa MWCMOMHUTENBHOW BracTM B €OUHOW cucTeme, MOAMMCAHHOMO YCUMEHHOM
KBannMuUUMPoOBaHHOMW  3NEKTPOHHOW  MOAMUCHLID  3asBfEeHUs  Jdepxatend wnu  Bnagenbua
perncTpaumMoHHOro yaoCcToBEepPEHUA NekapCTBEHHOro npenapata (ynosTHOMOYEHHOIo UM nnua).

UHpopmayuss o6 usmeHeHusix: Yacmpb 2 usmeHeHa ¢ 30 sHeapsi 2024 2. - ®edeparibHbIl 3aKOH
om 30 siHeapsi 2024 2. N 1-®3
Cwm. npedbidywyto pedakyuro

FTAPAHT: MNonoxeHusa yactu 2 (B pepakumn ®egepanbHoro 3akoHa ot 30 gHBaps 2024 r. N 1-d3),
KacatoLmecsa npenocTaBneHnsa rocyJapCTBEHHbIX YCyr nNpu obpalleHUn nekapcTBEHHbIX CpeacTB
Ons MeguuuHckoro npumeHeHunst nocpeacteom EMMC3 mn (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PeructpaunoOHHble YyOOCTOBEPEHUS JieKapCTBEHHbIX MpenapaTtoB Ans MeauLUHCKOro
NPMMEHEeHUs, NOATBePXaaoLMe dakT rocyaapCTBEHHON perucTpauumn, Ha byma)xHoOM HocuTene u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHUI JIEKAapCTBEHHbIX MNpenapartoB Ans MeOULMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgatoTCA

05.11.2024 Cucrema TAPAHT 136


https://internet.garant.ru/document/redirect/5756200/1111
https://internet.garant.ru/document/redirect/74600088/1000
https://internet.garant.ru/document/redirect/73801935/12
https://internet.garant.ru/document/redirect/72262044/13
https://internet.garant.ru/document/redirect/408457419/1511
https://internet.garant.ru/document/redirect/408457419/1511
https://internet.garant.ru/document/redirect/408457419/45
https://internet.garant.ru/document/redirect/5756200/1111
https://internet.garant.ru/document/redirect/12179966/1000
https://internet.garant.ru/document/redirect/12184522/21
https://internet.garant.ru/document/redirect/408457419/1512
https://internet.garant.ru/document/redirect/408457419/1512
https://internet.garant.ru/document/redirect/408457419/45

PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

2. 3apermctpmypoBaHHasa npegenbHas OTMYCKHAsd LEeHa MPOM3BOAUTENSA Ha feKapCTBEHHLIN
npenapart, BKMOYEHHbIN B MNepeyvYeHb >XWU3HEHHO HEOOXOOUMBbIX W BaKHEMLWUX NEKapPCTBEHHbIX
npenapaToB, MOXeT ObITb NepeperncTpupoBaHa B CTOPOHY YyBENWYEHUS OOUH pa3 B KaneH4apHOM
rogy Ha OCHOBaHWM HanpasfieHHOro A0 1 OKTAGpPSA Kaxaoro roga nocpencTBOM €4MHOro noprana B
YMNONTHOMOYEHHbIN  doefeparbHblil - OpraH  UCMOMHWUTENBbHOW  BNacTtu  WNWU - NUYHBIA - KabuHeT
YNorTHOMOYEHHOro  defeparnbHOro oOpraHa WCMOSIHUTENbHOW BfactTM B eOUVHOW  CUCTEME,
NoANMCaHHOIO YCUMEHHON KBanMMULMPOBAHHOW 3N1EKTPOHHOW NOAMUCHI0 3asiBNEHNS AepXaTtens unm
BnagenbLa perncTpaumMoHHOro YAOCTOBEPEHUST NeKapCTBEHHOro npenaparta (ynosIHOMOYEHHOro UM
nuiua).

UHpopmauus 06 usmeHeHusix: Yacmpb 3 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeaps 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus Yactu 3 (B pepgakuum PeneparnbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npenocTaBrneHnsa rocygapCTBEHHbIX YCyr nNpy obpalleHnn nekapcTBEHHbIX CpeacTB
Ong MeguuuHcKoro npumeHeHmns nocpeactsom EMMC3 u (unn) EMIY, npumensioTca ¢ 1 aHBaps
2025 r. PerucrtpaumoHHble YOOCTOBEPEHUSI JIEKApPCTBEHHbIX npenapaTtoB AN MeaULMHCKOro
NPUMEHeHUs, NoATBepXaaLme dakT rocyaapCTBEHHOW perncTpauumn, Ha bymaHoOM HocuTene u
AybnukaTtbl perncTpauuoHHbIX YOOCTOBEPEHMI JIEKAPCTBEHHbIX MNpenapartoB AN MeOULMHCKOro
npumeHeHus ¢ 1 auBapa 2025 r. He BblgaloTCA

3. 3apeructpmpoBaHHasa npegenbHas OTMYCKHAdA LEeHa NpOM3BOAUTENSA Ha feKapCTBEHHLIN
npenapart, BKMOYEHHbIN B MNepeyvYeHb >XWU3HEHHO HEOOXOOUMBbIX W BaKHEMLWNX NEeKapCTBEHHbIX
npenaparToB, MOXET ObITb NepeperncTpMpoBaHa B CTOPOHY CHVXKEHUS HA OCHOBaHMM HanpaBfeHHOro
nocpeacTBOM €4NHOro rnoprtasna B YNoSIHOMOYEHHbIN doedeparnbHblid OpraH UCNOSTHUTENBHON BlacTu
UIN NINYHBIN KaBbUHET ynorTHOMOYEHHOro defepanbHOro opraHa UCNOSTHUTENBHOW BIACcTU B €AMHOM
cucteme, nNoAMMCaHHOrO YCUMEHHOW KBanUUUMPOBAHHOW Sf1EKTPOHHOM MOAMNUCHI0  3asBfieHUs
aepxartens wnu Bnagenbua perncTpaumoHHOro yOOCTOBEPEHUS NEKapCTBEHHOro npenaparta
(ynONMHOMOYEHHOro UM nuua).

UHpopmayus 06 usmeHeHusix: Yacmpb 4 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

FTAPAHT: MNonoxeHus Yactn 4 (B pepgakuum PenepanbHoro 3akoHa oT 30 auBapsa 2024 r. N 1-$3),
KacatoLmecsa npeaocTaBneHnsa rocyJapCTBEHHbIX YCyr Npy obpalleHnn nekapcTBEHHbIX CPeacTB
Ons MeguuuHcKkoro npumeHeHuns nocpeactsom EMMC3 m (unn) EMIY, npumensiotca ¢ 1 aHBaps
2025 r. PerucrtpauuoHHble YOOCTOBEPEHUSA IEeKapCTBEHHbIX NpernapaTtoB ANd MeOULIMHCKOro
NPUMEHeHUs, NoATBepXaaoLme dakT rocyaapCTBEHHOW perncTpauumn, Ha bymaxHoOM HocuTene u
AyOnunKaTbl PErMcTpauMoOHHbIX YOOCTOBEPEHUN JEKAPCTBEHHbLIX MpenapaToB Ans MeOULMHCKOro
npumMmeHeHus ¢ 1 aHBaps 2025 r. He BblgaloTCA

4. lepxaTenb unu Brnageney, perncTpaumoHHOro yaocToBepeHus iekapcTBEHHOMo npenapara
(ynoniHoMo4YeHHoe UM nnLo) ob6a3aH HanpaBUTb NOCPECTBOM €4MHOro nopTtana B YNONHOMOYEHHbI
denepanbHbIn - OpraH  UCMONHUTENbHOW BNAcTM  WNU - fINYHBLIR - KaBUHET  YNONHOMOYEHHOro
defepanbHOro opraHa WCMOMHUTENbHOW BNactTM B €4MHOW CUCTEME NOAMWCAHHOE YCUMEHHOM
KBanMMLMPOBaAHHOM 3IIEKTPOHHOW MOAMNUCEID 3asiBfIEHNe O nepeperncrpaumm 3aperncTpmMpoBaHHON
npeaenbHoONn OTAYCKHOM UeHbl MPOM3BOAUTENA Ha feKapCTBEHHbIA npenapaT, BKAYEHHbIA B
nepeveHb XU3HEHHO HEOBXOOUMbIX U BaXKHEMNLLUMNX NeKapCTBEHHbIX NpenapaTtos, B CTOPOHY CHUXEHUS
B cnegylowux crny4vasx:

1) CHWXeHue ueHbl B WHOCTPAHHOW BarOTE Ha JIEKApCTBEHHbIN NpenapaTt B CTpaHe
npovssoanTens u (UnNu) B cTpaHax, B KOTOPbIX NIEKapCTBEHHbIN NpenapaT 3aperncTpupoBaH u (Mnu) B
KOTOpble NocTaBnsgeTcd NpomMsBoauTenem;

2) CHMXeHWe LeH Ha pedepeHTHble NnekapcTBeHHbIE NpenapaThl B COOTBETCTBUM C MYHKTOM 1
HacTosWen 4actu (ans COOTBETCTBYIOLMX BOCMNPOM3BEAEHHbLIX, GuoaHanorosbix (6MONOAO06HLIX)
nekapCTBEHHbIX MpenapaToB);

3) npeBbileHWe npefenbHOM OTMYCKHOW LEeHbl Ha nNepBbli  BOCMPOU3BEAEHHbBIN,
BroaHanorosbii  (6UONOAOOHLIN) NekapCTBEHHbIM npenapaT MHOCTPaAHHOrO Npou3BOACTBA Hafg
npegenbHONn OTMYCKHOW LIEHOW NpOu3BOAUTENS Ha BTOPOW BOCMPOM3BELEHHLIN, GuoaHanorosbln
(6nonogobHbIN)  NEeKapCTBEHHbI MpenapaTt, pacCYMTaHHOM B COOTBETCTBUM C  METOAUKOMN,
yTBepXaeHHon MNMpaesutenscTBoMm Poccuickon ®enepaumm;
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4) npeBblleHWe npegenbHOM  OTMYCKHOW LeHbl Ha MepBbld  BOCMPOU3BEAEHHbIN,
OvoaHanoroBbIn (6MONO4O6HbIN) NEKapCTBEHHLIN NpenapaT NPOM3BOAUTENSA rocygapcTBa - 4reHa
EBpasninckoro 9KOHOMMYECKOro cor3a Hag npenenbHOW OTNYCKHOW LEeHOM Mpom3BoauTena Ha
BTOPOW  BOCMpPOM3BEAEHHbIA, OmoaHanoroBbii  (6MONoOgOOHLINM)  NEeKapCTBEHHbIM  Npenapar
npov3BoOANTENs rocygapctBa - 4dneHa EBpasMinckoro SKOHOMMYECKOrO COH3a, pacCYMTaHHOW B
COOTBETCTBMU C METOANKON, yTBEPXKAEHHOW NMpaBuTenscTtBOM Poccumnckon ®eagepaumn.

5. Tlopsgok nepepeructpauum 3aperncTpupoBaHHbIX MNpPeAernbHbIX  OTMYCKHbIX  LieH
npounsBoanTeNen Ha nekapCcTBeHHbIE NMpenapaThbl, BKNIOYEHHbIE B NepeYeHb XXU3HEHHO HEOOXOANMbIX
N BaXKHENLUNX NeKkapCTBEHHbIX MpenapaTos, B criyvasx, NpeayCMOTPEHHbIX YacTamu 2 - 4 HacTodLlen
cTatbK, ycTaHaBnueaetca NpasutenbcTBoM Poccuiickon ®enepaumu.

6. JKkOHOMMYECKMI aHanNu3 npeaensHOM OTMYCKHON LieHbl MPOU3BOANTENS HA NEKapCTBEHHbIN
npenapart, BKMIOYEHHbLIM B MNEpeYeHb XU3HEHHO HeobXOOAUMBIX W BaXKHEWLLMX TeKapCTBEHHbIX
npenapaTtoB, MNpu €€ rocygapCTBEHHON perncTpauun wunu nepeperucTpaumm OCyLLecTBRseTCs
denepanbHbIM  OpraHOM  MCMOMHUTENBHOW BNAcTW, OCYLLECTBASALWMM (YHKLMM N0 MNPUHATUIO
HOPMAaTMBHbIX MPAaBOBbLIX AKTOB M KOHTPOMNKO 3a cobnogeHnem 3akoHogatenbcTiBa B cdepe
rocygapCTBEHHOIO perynmpoBaHus LeH (Tapndos) Ha ToBaphbl (ycnyru).

7. PacyeT npegenbHbIX OTNYCKHbIX LIeH, YKa3aHHbIX B YacTax 1 n 2 HacToswen cTaTby, Npu nx
rocyJapCTBEHHON perucTpauum unn nepepernctpaumm OCyLLecTBNAeTcs B COOTBETCTBMM C
MeTOAUKOW, yTBepxaeHHon [lpaBuTtensctBom Poccuiickon depepaumm u yuuTbiBaloWen B TOM
yucne:

1) cobniogeHne 6GanaHca wWHTepecoB noTpebuTenen nekapcTBEHHbIX Mpenapartos,
BKIMIOYEHHbLIX B MepeyveHb XXU3HEHHO HEOOXOAMMBLIX U BaXKHEWMLLUMX NEeKapCTBEHHbIX MpenapaTtos, U
npousBoanTenen nekapcTBeHHbIX NpenapaTtoB, BKIOYEHHbIX B NepeyeHb KU3HEHHO HEOBXOOMMBbIX U
Ba)KHENLLNX NEKapCTBEHHbIX NpenapaTos;

2) cbakTU4eCcKyo OTMYCKHYIO LIeHY Ha NlekapCcTBEHHble npenapaTbl B Poccuickon ®egepaumum,
LleHy BBO3a JlekapCTBEHHbIX NpenapaToB B Poccuiickyto Pegepaumnto, a Takke LeHbl Ha aHanornyHble
nekapcTBeHHbIE NpenapaTbl, Haxogswmecs B obpalleHnn B Poccuiickon ®egepaumm;

3) 3aTpaTbl NPOM3BOAMTENS NIEKAPCTBEHHOrO npenapaTta Ha MNPOM3BOACTBO M peanusauuio
NleKapCTBEHHOrO NnpenaparTa;

4) ueHy Ha NeKapCTBEHHbIN Mpenapar, ero UeHy B CTpaHe Npou3BoAUTENS U B CTpaHax, B
KOTOpPbIX JIeKapCTBEHHbIM npenapaT 3aperucTpupoBaH u (MnM) B KOTOpble MNOCTaBMsieTCA
NPOn3BOANTENEM.

8. He ponyckaiwTtca peanmsauma u OTMNYCK NEKapCTBEHHbLIX MpenapaToB, BKIIOYEHHbIX B
nepeyeHb >XMU3HEHHO HEeOoOXOAMMBLIX W BaXXHEWLWMX NeKapCTBEHHbIX MpenapaToB, Ha KOTOpble
NPoOn3BOANTENSMM NIEKAPCTBEHHLIX MPenapaToB He 3aperncTpMpoBaHa npeaenbHas oTnyckHas LeHa,
peanusaumMsi NPOM3BOAUTENSIMMU  NEKAPCTBEHHbLIX MpenapaTtoB MO  LieHaM, MNpeBbillaloWwmm
3apPErMcTpMpOBaHHbIE  WUW  MEepPeperucTpMpoBaHHble  npegerbHble  OTMAYCKHble  LEeHbl  Ha
rnekapCTBEHHbIE NpenapaTbl C y4eTOM Hanora Ha 4o6aBfneHHY CTOMMOCTb.

UHpopmayusi 06 usmeHeHusix:  Yacmb 9 usameHeHa ¢ 8 mapma 2022 2. - ®edeparibHbIl 3aKOH om
8 mapma 2022 2. N 46-03
Cwm. npedbidywyto pedakyuro

9. OcobeHHOCTN TroCyOoapCTBEHHOIO  PEerynupoBaHns  MnpedenibHblX  OTNYCKHbIX  LeH
npounsBoAnTENEN Ha NekapCTBEHHbIE MpenapaThbl, BKMNOYEHHbIE B NEPEeYEeHb XU3HEHHO HEOOXOANMbIX
N BaXKHEWLLMX NEKAPCTBEHHbIX MpenapaToB, B 3aBUCUMOCTN OT SKOHOMUYECKUX U (UNK) coumanbHbIX
KpUTEPUEB (M3MEHEHME YCITOBUI, Nopsigka U CTOMMOCTU NPOU3BOACTBA NIeKapCTBEHHbLIX NpenapaTos,
ncnonb3oBaHne HOBbIX (hOpM, METOOOB M CNOcOOOB roCydapCTBEHHOrO peryrmpoBaHust LEH Ha
nekapcTBEHHbIE Mpenapartkl, B TOM Y/CIE HA OCHOBE MexaHu3ama pedepeHTHOro LeHoobpasoBaHus,
M3MEHEHMIA nopsiaka okasaHWs MeOuUMHCKOW MOMOLLM, U3MEHEHUE Kypca MHOCTPAHHOW BamnoThl U
WHblEe N3MeHeHUs) ycTaHasnueatoTca MNpasutenscteoMm Poccuickon ®epepaunn.

FTAPAHT: Cwm. KoMMeHTapuu k ctatbe 61 HacTosiwero PegepanbHOro 3akoHa

Cratbsa 62. [ocynapCTBeHHbIM peecTp npefernbHbIX OTMAYCKHbIX LeH MpousBoauTenen Ha
nekapCTBEHHbIE MpenapaTthbl, BKIIOYEHHbIE B NepeyYeHb XU3HEHHO HEOOXOOAUMbIX W
BaXXHEWLLMX NieKapCTBEHHbIX NpenapaToB

UHpopmayust 06 USMeHeHUSsIX: Yacmb 1 usameHeHa ¢ 7 urtoHs 2019 a. - ®edeparsibHbIl 3aKoH om 6
uroHs1 2019 e. N 134-03
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Cwm. npedbidywyto pedakyuro

1. 3apernctpmpoBaHHble WU MNEepepPerncTpupoBaHHbie npeaenbHble OTMYCKHbIE  LiEHbI
npovsBoanTenen Ha nekapcTBeHHbIe npenapaTbl, BKMIOYEHHbIE B NepeyeHb XU3HEHHO HEOBXOANMbIX
N BaXHEWLWWUX NeKapCTBEHHbIX MpenapaToB, MOANeXaT BKIMIOYEHUIO B rOCYyOapCTBEHHLIA peecTp
npeaenbHbIX OTMYCKHbIX LEeH MPOU3BOAMTENEN Ha nekapCTBEHHble Mpenapatbl, BKMOYEHHble B
nepeyeHb XXU3HEHHO HEOBXOOUMBIX U BaXXHENLUMX NEKAapPCTBEHHbIX NpenapaTos.

2. TocymapCTBeHHbIM peecTp npedernbHbIX OTMAYCKHbIX LUeH npousBoautTenen Ha
neKkapCcTBEHHblE Mpenapartbl, BKIOYEHHbIE B MNEpeyYeHb XMU3HEHHO HEOOXOAMMbIX U BaKHEWMLINX
neKkapCTBEHHbIX NpenapaToB, COAEPXMUT B cebe cneayoLlyo MHpopMaumio:

UHopmauusi 06 usmeHeHusix:  [lyHkm 1 usmeHeH ¢ 1 aHeaps 2018 a. - ®edeparibHbIl 3aKOH 0m
28 Oekabps 2017 2. N 425-03
Cwm. npedbidywyro pedakyuro

1) HaummeHOBaHVMe [fepxaTend wnu Bhagenbua pPerucTpaumMoHHOro  yAOCTOBEpPEHUS
NeKkapCTBEHHOro npenapara, HaMmeHoOBaHME NPON3BOANTENS NEKAPCTBEHHOIO npenapara, ceegeHnd
O perucTpauum pepxartena vwnu Bnagensua pernctpauuoHHOro yOOCTOBEPEHUS NeKapCTBEHHOro
npenaparta, CBEOEHUS O perucTpauum npoum3BoaUTENd JIEKapCTBEHHOro npenapata Ans
MEAMLUNHCKONO MPUMEHEHUS B KadeCTBe HanoronnaTtenbliMka B CTpaHe peructpaumm (gns
POCCUNCKUX HOPULONYECKUX UL - MAEHTUUKALMOHHBLIN HOMep Hanoronnatenswuka (MHH), ons
WHOCTPaHHbIX PUONYECKUX NnL, - CTpaHa perucrpauum, HaMMeHoBaHMe PEerncTpupyrowero opraHa,
pPEerncTpaumMoHHbIN HOMEpP, Kof HanoronnaTenbLliMKka B CTpaHe perncTpauun (MHKopnopaumm) nnmn ero
aHanor), MeCTO HaxOXOEHWs MNPOU3BOACTBEHHbIX MIOWAA0K, Y4yacTByOLWMX B Mpouecce
NPOM3BOACTBA fIeKapCTBEHHOIO NpenapaTta, C ykasaHnem cTaaum npoLecca npon3BoaCcTBa;

NHbopmayus ob usmeHeHusix: @edeparibHbIM 3akoHoM om 22 Oekabpsi 2014 2. N 429-03 s
nyHkm 2 4Yacmu 2 cmambu 62 Hacmosiweeo ®edepasibHO20 3aKOHa BHECEHbl U3MEHEHUS,
ecmynaruwue 8 cuny ¢ 1 uronsg 2015 e.

Cm. mekcm riyHKma 8 rpedbidywiel pedakuyuu

2) HaMmeHoBaHWe NnekapCTBEHHOro npenaparta (MexayHapoaHoe HernaTeHTOBaHHOoe, WK
rPYNNMPOBOYHOE, UITN XMUMUYECKOe U TOProBOe HauMeHOBaHNS);
3) HoMep perncTpaLMoHHOro yaA0CTOBEPEHNS NIEKAPCTBEHHOO Npenapara;

UHpopmayuss 06 usmeHeHusix: @DedepasibHbIM 3aKkoHoOM om 22 Oekabpsi 2014 2. N 429-®3 s
nyHkm 4 yacmu 2 cmambu 62 Hacmosiweeo ®edepaslbHO20 3aKOHA BHECEHbl U3MEHEHUS,
ecmynarowue 8 cusny ¢ 1 urona 2015 e.

Cm. mekecm riyHKma 8 rpedbidywieli pedakuyuu

4) nekapcTBeHHas dopMa C YykasaHMeM [O3MPOBKW NeKkapCTBEHHOro npenapata U ero
KonuyecTsa BO BTOPUYHOW (NOTPEBUTENLCKON) yNakoBKe, a Takke KOMMEKTHOCTb;

UHopmauusi 06 usmeHeHusix:  [lyHkm 5 uameHeH ¢ 1 mapma 2020 e. - ®edeparibHbIl 3aKOH Oom
27 0ekabps 2019 e. N 475-03
Cwm. npedbidywyro pedakyuro

5) 3apeructpupoBaHHas npegenbHas OTMNYCKHAA LEeHa Ha NekapCTBEHHbI npenapaTt B
pyonsx;

UHpopmayus 06 usmeHeHusix:  [lyHkm 6 usmeHeH ¢ 7 utoHs 2019 a. - ®edeparibHbIU 3akoH om 6
uroHs1 2019 2. N 134-®3
Cwm. npedbidywyto pedakyuro

6) nata n HoMep npukasa ynoriHOMOYeHHOro defeparnbHOro opraHa UCNOMHUTENbHON BNacTy
O TrOCyAapCTBEHHOW perucrpauMm unu nepeperncTpauum npegenbHon OTMYCKHOM LeHbl Ha
NeKapCTBEHHbIA npenapaT, BKMOYEHHbIA B MNEpPeYeHb XXM3HEHHO HEeoBXOAMMBbIX W BaKHEMLLMX
neKapCTBEHHbIX NPenaparos;

UHopmayus 06 usMmeHeHusx: Yacmb 2 dononHeHa nyHkmom 6.1 ¢ 7 uwoHa 2019 e. -
®edeparibHbIl 3akoH om 6 uroHsA 2019 2. N 134-03

6.1) paTta BCTynneHuMss B Cuny Mpukasa YNOfIHOMOYEHHOro deadepanbHOro opraHa
WCNONHUTENBbHOW BMNAcTM O rOCygapCTBEHHOW perncrpaumMmM unu nepeperucrpaumm npegenbHon
OTMNYCKHOW LeHbl NPOM3BOANTENS Ha NleKapCTBEHHbIM Npenapar, BKITYEHHbIN B NepeYveHb XXU3HEHHO
HeoBX0aUMbIX U BaXXHENLUMX NeKapCTBEHHbIX NpenapaTos;

UHopmayusi 06 usmeHeHusix:  DedeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb
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2 cmambu 62 Hacmosuwe2o ®edeparibHO20 3aKoHa O0MOsIHEHa MyHKMOM 7, 8Cmynarouum 8 cusly ¢
1 urons 2015 e.

7) WTPUXOBOM KO, HAHECEHHbI Ha BTOPUYHYH (NOTPEOUTENbLCKYH)  YNaKoBKY
neKapCTBEHHOrO Npenapara;

UHpopmayus 06 usmeHeHusx:  PedepasibHbiM 3aKoHOM om 22 dekabps 2014 2. N 429-®3 yacmb
2 cmambu 62 Hacmosiwe2o ®edeparibHO20 3aKOHa O0MOJIHEHa MyHKMOoM 8, ecmyrnarouum 8 cusly ¢
1 urons 2015 e.

8) KoA4  nekapcTBEHHOro  npenapata NO  aHaTOMO-TepaneBTUYECKO-XMMUYECKOM
Knaccudukauum, pekomeHgoBaHHON BceMmnpHon opraHmnsaumen 3gpaBooXpaHeHs.

Unpopmayusi 06 usmeHeHusx:  Yacmpb 3 uameHeHa ¢ 7 utoHs 2019 a. - ®edeparibHbIl 3aKoOH om 6
uroHs 2019 2. N 134-03
Cwm. npedbidywyto pedakyuro

3. locypapcTBeHHasa permcrtpaums unv nepeperncrpaums npederibHblX OTMYCKHbIX LEeH Ha
NeKapCcTBEHHbIE MNpenapaTbl, BKMOYEHHbIE B MEPEYEHb KUHEHHO HEOOXOOAUMBLIX U BaXKHEWLLMX
NeKkapCTBEHHbIX MpenapaToB, BeAEHWE FOCyLapCTBEHHOrNO peecTpa npeaenbHbIX OTMYCKHbIX LieH
npounsBoAnTENEN Ha NekapCTBEHHbIE MpenapaThbl, BKNOYEHHbIE B NEPEYEHb XXU3HEHHO HEOOXOANMbIX
U BaXHeWWMX feKkapCTBEHHbIX MpenapaTtoB, OCYLECTBNAKTCA B nNopsagke, YCTaHOBIEHHOM
MpaButensctBom Poccuinckon ®eagepaumm.

FTAPAHT: CM. AamuHucTpaTuBHBIA  pernameHT MwuH3gpaBa Poccun no npepocTtaBneHUo
rocyJapCTBEHHOW YCRyrM Mo rocydapCTBEHHOW perncrtpaumm npeferibHbiX OTMYCKHbIX LieH Ha
JNIeKapCTBEHHbIE npenapaTbl, BKIOYEHHbIE B NepevYeHb XU3HEHHO HeoOXOOUMbIX U BadKHEMLUUX
neKapCTBEHHbIX MpernapaToB, YTBEPXOEHHbIN npukazom MuHUCTEpCTBa 30paBOOXpaHeHUst OT 24
nona 2012 r. N 42H
CM. KOMMeHTapum K cTaTbe 62 HacTosiero ®eagepanbHOro 3akoHa

UHpopmayus 06 usmeHeHusix:  HaumeHosaHue uameHeHo ¢ 19 asaycma 2024 2. - @edepasibHbll
3akoH om 8 agaycma 2024 2. N 232-®3
Cwm. npedbidywyro pedakyuro

Cratbsa 63. YcTaHOBMNEHME UCMONHUTENbHLIMU opraHamu cybbekTtoB Poccunckon degepaumm
npegenbHbIX pa3MepoB OMTOBbIX HAA0ABOK U NpeferibHbIX pasMepoB PO3HUYHbIX
HaabaBoK K PakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENAMM
NeKapCTBEHHbIX NpenapaToB, Ha feKapCTBEHHble npenapaTbl, BKIIOYEHHblE B
nepeYveHb XXU3HEHHO HEOBXOAMMbIX N BaXXHENLLMX NleKapCTBEHHbIX NpenapaTos

UHdopmayus 06 usmeHeHusix:  Yacmpb 1 usmeHeHa ¢ 19 agaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 asaycma 2024 2. N 232-®3
Cwm. npedbidywyto pedakyuro

1. WcnonHutenbHble opraHbl cyobektoB Poccuiickon ®degepaumm  ycTaHaBNmuBaroT
npegenbHble pa3Mepbl ONTOBbIX HaabaBoOK W npedenbHble pa3Mepbl PO3HUYHBLIX HanbaBoOK K
paKkTM4eCcKMM OTNYCKHbIM LieHaM (6e3 yyeTa Hanora Ha Ao6aBreHHY CTOMMOCTb), YCTaHOBMEHHbIM
NPoOn3BOANTENAMM NEKAPCTBEHHbIX NpenapaTtoB, Ha NeKapCTBEHHble npenapaTtbl, BKMOYEHHbIE B
nepeyeHb XN3HEHHO HEOOXOAMMBIX U BaXXKHEMLUMX FIEKAPCTBEHHbLIX MpenapaTtoB, B COOTBETCTBUU C
yTBEPXXOEHHON B nopsake, yctaHoBneHHoMm [lpaButenscTBoM Poccuiickon deaepaunmn, MeToaukom
YCTaAHOBIEHUS MWCMNOMNHUTENBHBIMU OpraHamu cybbektoB Poccunckon depepaunm npegenbHbIX
pa3sMepoB ONTOBbIX HaabaBOK M MpedenbHbiX pasMepoB PO3HUYHbLIX HaabaBOK K (hakTMyeckum
OTNYCKHbIM  LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSAMM  JfIEKapCTBEHHbIX MNpenapaTtoB, Ha
nekapcTBeHHble Mpenapatbl, BKIOYEHHblE B MepeyeHb XWU3HEHHO HeOOXOAMMbIX U BaKHEWMLUnX
nekapcTBEHHbIX NpenapaTtoB. [MpoeKkTbl peLeHnin NCNOSNTHUTENbHbIX OpraHoB cybbekToB Poccuinckom
depgepauun 06 ycTaHOBMEHUM U (MN) U3MEHEHUM MNPEOENibHbIX pa3MepoB OMTOBbIX HagbaBOK UM
npeaenbHbIX pasMepoB PO3HUYHBLIX HaAbaBOK K PaKTUHECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM
Npov3BOANTENSIMU NEKapCTBEHHbIX MpenapaTtoB, Ha feKkapCTBEHHble MpenapaTbl, BKIOYEHHbIE B
nepevyeHb J>KU3HEHHO HeoOXOAMMBbIX W BaXXHEWWMWX JeKapCTBEHHbIX MpenapartoB, noanexart
COrnacoBaHUID C  YMOMHOMOYeHHbIM  dedepanbHbiM — OPraHOM  UCMOMHUTENBHOW  BracTw,
OCYLLECTBAWUM  (PYHKLUMM NO NPUHATUIO HOPMATMBHBLIX MPaBOBbLIX aKTOB W KOHTPOSO 3a
cobnogeHveM 3akoHogaTenbcTBa B chepe rocyaapCTBEHHOrO perynupoBaHns LeH (TapudoB) Ha
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TOBapbl (ycnyru), B nopsgke, ycraHosrneHHoM lNMpasutenscTBoM Poccuiickon ®epepaumm.

UHpopmayusi o6 usameHeHusix: Yacmpb 2 uameHeHa ¢ 1 ceHmsbpsi 2024 2. - ®edepasibHbIl 3aKOH
om 8 aseycma 2024 e. N 323-®3
Cwm. npedbidywyto pedakyuro

2. OpraHusauum onToBOW TOProBMNN NIEKAPCTBEHHbLIMM CPeaCTBaMN, anTeyHble OpraHm3aLmu,
UHOMBUAYanNbHblE NpeanpuHUMaTenu, MMerLwmne NUMUEH3NI0 Ha hapmaueBTUYECKYO OeATENbHOCTb,
MeOMLMHCKME OpraHusaumv, UMerlme nUUEeH3NI0 Ha dapMaueBTUYECKYD OeSATerNbHOCTb, U WX
060co6neHHble NoAapasfeneHns, pacrnofioXeHHble B CEeNbCKUX HacCeneHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHm3auum, OCyLLeCTBNAT peanu3auunio fekapCTBEHHbIX NpenapaTos,
BKITHOYEHHbIX B NepeyeHb XU3HEHHO HEOOXOAMMbIX M BaXXHENLMX NeKapCTBEHHbIX npenapaTtos, No
ueHam, KoTopble OPMUPYIOTCA B COOTBETCTBUM C MOPSAKOM, YCTAHOBMEHHbIM [MpaBuTenscTBOM
Poccunckon ®epepauun, n ypoBeHb KOTOpbIX (6€3 yyeTa Hanora Ha A4o6aBneHHy CTOMMOCTb) He
JOIKeH npeBbllaTh CyMMY (PakTMYeCKOW OTNYCKHOW LeHbl, YCTaHOBMEHHOW MpOou3BOAUTENEM
nekapCTBEHHOro npenapara, He MpeBbIatoLLen 3aperncTpUpoBaHHON UM NepeperncTpupoBaHHON
npegenbHON OTMYCKHOW LieHbl Npou3BoauTens (Ha gaTty peanusaumm nekapCTBEHHOro npenapata
npoussoauTenemM), U pasmepa onToBoM HagbaBkM u (MnKM) pasmepa po3HWYHOM HagbaBku, He
npeBbILaoLWNX COOTBETCTBEHHO pasMmepa npeaenbHon onTtoBon Hagbasku U (Mnv) pasmepa
npegenbHoOn po3HUYHOM HagbaBkM, YCTAaHOBIEHHbIX B cybbekTe Poccuiickon degepauuu.

UHpopmayus 06 usmeHeHusix:  Yacmpb 3 usmeHeHa ¢ 19 agaycma 2024 2. - ®edeparibHbIl 3aKOH
om 8 aseycma 2024 e. N 232-®3
Cwm. npedbidywyto pedakyuro

3. WcnonHutenbHble opraHbl cybbektoB Poccuiickon Pepepaumm pasmMewiarT B CeTu
"MHTepHeT" MHGOopMaLMI0 O 3aperMcTpupoBaHHbIX NpeaenbHbIX OTAYCKHbIX LieHax npoussogutenen
Ha INeKapCTBEHHblEe Mpenapartbl, BKMIOYEHHbIE B MEpPEYEHb XKUHEHHO HEOOXOAMMbBIX M BaXKHEMLINX
neKkapCcTBEHHbIX NpenapaTtos, 06 ycTaHOBMEHHbIX B cyObekTe Poccuiickon depgepaumm npegenbHbiX
pasMepax oOnToBblXx HagbaBok w (UnM) npedenbHbIX pasMepax pPO3HUYHbIX HagbaBoOK K
YCTaAHOBIIEHHbIM MPOM3BOANTENSIMU NEKApPCTBEHHbIX MpenapatoB hakTUYeCKMM OTMYCKHbIM LieHaM
Ha nekapcTBEHHble Mpenaparbl, BKIOYEHHbIE B NEPEYEHb XXMU3HEHHO HEOOXOAMMbIX M BaXKHEMLINX
nekapCTBEHHbIX NpenapaToB, a Takke O CyMMe 3aperucTpmpoBaHHbIX npeaenbHbIX OTAYCKHbIX LieH
npovsBoanTenen Ha nekapcTBEHHbIE NpenapaTbl, BKMIOYEHHbIE B NEpeYeHb XN3HEHHO HEOBXOAUMbIX
N BaXXHEMWLUMX NeKapCTBEHHbIX NpernapaToB, YCTaHOBMEHHbIX B cybbekTe Poccuickon depepaumm
npegernbHbIX pasMepoB ONTOBLIX HAAOaBOK M NpeAenbHbIX Ppa3MepoB PO3HUYHBIX HA40aBOK U Hanora
Ha [JobaBrneHHy cTommocTb. WMHdopmauusa, npeaycMoTpeHHas HacTosWwen 4acTblo, A0ShKHa
HaxXOAUTbCS TakKkKe B anTeyHblX OpraHu3auusx B AOCTYMHOM Afsi BCEX 3aMHTEPECOBaHHbIX Nl
dopme M OBHOBMATLCA MO Mepe ee pasMelleHUs WCMNOMHUTENbHbIMA opraHamu CcybbekToB
Poccuinckon ®egepaunn B cetn "HTepHeT".

4. Ytpatuna cuny ¢ 1 mapta 2020 r. - ®efepanbHbiin 3akoH oT 27 aekadbps 2019 . N 475-03

UHopmayusi 06 usameHeHusix:  Cm. npedsiOyuyto pedakyuro

FTAPAHT: CM. KOMMeHTapum K ctaTbe 63 HacToswero ®enepanbHOro 3akoHa

UHgpopmayusi 06 usmeHeHusix: @DedepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
HaumeHosaHue enasbl 13 Hacmosiwezao @edeparibHO20 3aKOHa BHECEHbI U3MEHEHUS,
ecmynarowue 8 cusny ¢ 1 uronsg 2015 e.

CmM. mekcm HauMmeHogaHus 8 rpedbidyw,el pedakyuu

MnaBea 13. MoHuTOpUHr 3chcheKTUBHOCTM U 6e30MacHOCTU NleKapCTBEeHHbIX NpenapaTos,
HaxoaAwmMxca B obpaweHnu B Poccuickon ®egepauun

UHpopmayussi 06 usmeHeHusix: ®DedeparibHbiM 3akoHOM om 22 Oekabps 2014 2. N 429-03
cmamesi 64 Hacmosuwez2o PedepasibHO20 3aKOHa U3/OXeHa 8 HOBOU pedakyuu, ecmyrnarouel 8
cuny ¢ 1 urons 2015 a.

Cm. mekcm cmambu 8 npedbidywelt pedakyuu
CraTtbsa 64. DapmakoHagsop

UHpopmayus 06 usmeHeHusix:  Yacmpb 1 usmeHeHa ¢ 13 asaycma 2019 2. - ®edeparibHbIl 3aKOH
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

om 2 aszycma 2019 2. N 297-®3
Cwm. npedbidywyto pedakyuro

1. NlekapcTBeHHble npenapartbl, Haxogswmecda B obpaweHun B Poccuiickon Pepepaunn,
nognexar MOHUTOPUHIY 3(dEKTMBHOCTM M 0e30MacHOCTU B LENsX BbISIBIIEHUS BO3MOXHbIX
HeraTMBHbIX MOCNEACTBMA UX NPUMEHEHUS, UHOVUBUOYANbHOW HENEPEHOCMMOCTU, NpedynpexaeHns
MEANLUUHCKUX PabOTHUKOB, crieuMannctoB B obnactv BeTepuHapuu, NauueHTOB MM BnagersbleB
XMBOTHbIX U X 3aLLUNTbI OT NPUMEHEHMUSI TAaKUX NIEKAPCTBEHHLIX NpenapaToB.

UHpopmauus 06 usmeHeHusix: Yacmpb 2 uameHeHa ¢ 30 sHeaps 2024 2. - ®edeparibHbIlU 3aKOH
om 30 sHeapsi 2024 2. N 1-®3
Cwm. npedbidywyro pedakyuro

2. ®apmakoHaa30p OCYLLECTBMSAETCA COOTBETCTBYIOLLMM YMNOSTHOMOYEHHbIM beaeparnbHbiM
OpraHoM MCMNOMHUTENbHOW BNAacTy B YCTAHOBIEHHOM UM NOpsSaKe C y4eToM TpeboBaHMI HAaCTOosLLEro
depnepanbHOro 3akoHa M akToB, cocTasnsowmx npaso Coto3a, NyTeM aHanusa npeaocTabrsemMon
cybbektamn obpalleHns neKapCTBEHHbIX CpeacTB  WHgopMaumm O NOOOYHbIX  AENCTBUSAX,
HexenaTtemnbHbIX  peakuusX, Cepbes3HbiX  HeXenaTernbHbIX  peakumnsax,  HenpeaBuaeHHbIX
HexenaTternbHbIX peakuusax npu NpUMEHEHUU NeKapCTBEHHbIX npenapaTtoB, 06 WHAMBUAOYaNbHOW
HEeNnepeHoOCUMOCTHN, OTCYTCTBUM 3(PPEKTUBHOCTM NEKAPCTBEHHLIX MpenapatoB, a Takke 06 MHbIX
daktax u obcTosaTenbCcTBax, MNPEeACTaBASIOWMX Yrpo3y >KU3HW UMM 300pOBbI0 4YeroBeka Imbo
XMBOTHOrO NpW MNPUMEHEHUN JeKapCTBEHHbIX MpenapaTtoB W BbISBMEHHbIX Ha BCeX 3Tanax
obpalleHns nekapcTBEHHbIX NpenapaToB B Poccurickon degepauumn n gpyrnx rocygapcreax.

3. CybbekTbl o00OpalweHus JeKapCTBEHHbIX CPeacTtB B nopsigke, YCTAHOBMEHHOM
YNOMHOMOYEHHbIM  (beaeparnbHbiM  OpraHoOM  WUCMOMHUTENbHOW BnacTn, o6s3aHbl coobwaTb B
YNONMHOMOYEHHbIN  doeaepanbHbIi OpraH  UCMOMHUTENbHOW BNacTM O MOGOYHLIX AENCTBUSAX,
HexenaTenbHbIX  peakuusX, CepbesHblX  HeXenaTerbHbIX  peakuusax,  HenpeaBuaeHHbIX
HexxenaTtesnbHbIX peakumsax npu MpUMEHEHUN NeKapCTBEHHbIX MpenapatoB, 00 WHAUBMAYyaNbHON
HENepeHOCUMOCTK, OTCYTCTBUM IPEEKTUBHOCTU NEKAPCTBEHHbLIX MpenapaToB, a Takke 00 MHbIX
daktax n obcroAaTenbCcTBax, NPeaCcTaBnsOWMX Yrpo3y XU3HWU WNU 300POBbK YenoBeka nmbo
XMBOTHOMO MNPV MNPUMEHEHUN FEKAPCTBEHHbLIX MPEnapaToB W BbIFBMAEHHbIX Ha BCeX aTanax
obpalleHnsa nekapcTBeHHbIX NpenapaToB B Poccuiickon ®efepaunn u Apyrux rocygapcreax.

4. [epxatenn wunu Bnagenbubl pPerucTpaLMoHHbIX YAOCTOBEPEHUN NeKapCTBEHHbIX
npenapaToB, lOpuAMYECcKMEe nuua, Ha WUMSA  KOTOPbIX BblaHbl paspelleHns Ha npoBefeHue
KNMUHUYECKNX unccriegoBaHmin B Poccunickon degepauumn, nmbo ynorTHOMOYEHHbIE UMK Opyrue
topuanydeckue nuua B pamkax obecnevyeHnsa 6e30nacHOCTU NeKapCTBEHHbIX NpenapaToB B NMopsiake,
YCTAHOBIIEHHOM COOTBETCTBYIOLLUMM YNOMHOMOYEHHBIM heaepanbHbIM OpPraHoOM WCMOMHUTENbHOM
BnacTtun, o6a3aHbl ocywecTBNATL Npuem, yyet, obpaboTky, aHanm3 u xpaHeHne nocTynarwLmx B UX
agpec OT cybbekToB OOpalleHust NeKkapCTBEHHbIX CPeACTB U OpraHOB rOCYAapCTBEHHOM BriacTu
coobuweHnn o nNobBOYHbIX AEUCTBUSAX, HEXenaTenbHblX peakuusix, Cepbe3HblX HeXenaTemnbHbIX W
HenpeaBUAEHHbIX HeXenaTenbHbIX peakumsax npyv NPUMMEHEHUN NeKapCTBEHHbIX npenapaTtoB, 06
OCOBEHHOCTSX UX B3aMMOAEWNCTBUSA C APYrMMU feKapCTBEHHbIMU npenapaTtaMu, WHAMBUAYarbHON
HenepeHoOCMMOCTH, a Takke 06 MHbIX (hakTax U obcToATenbCTBax, NPEACTaBNSALNX YIPO3Y XU3HU
Unn 300POBbLIO0 YernoBeka NGO XKMBOTHOMO UIM BAUSAIOWNX HA M3MEHEHWE OTHOLUEHUS OXnaaemon
Nosb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHbIX NpenapaTos.

5. Tlpn BbIgBNEHUM UHPOPMaUUM O Cepbe3HblX HexXenaTesnbHbIX peakumax u
HenpeaBUOEHHbIX HeXenaTenbHbIX peakuusx npyv NpUMMEHEeHUW NeKapCTBEHHbIX npenapaTtoB, 06
OCOBEHHOCTAX MX B3aMMOAEWCTBUSA C APYrMMU NEeKapCTBEHHbIMM mnpenapaTtamu, WHOUBMAYanbHON
HenepeHocuMocTK, a Takke 06 WHbIX pakTax u o6CTOATENbCTBAX, BAUSAKOLWMX Ha W3MEHEeHue
OTHOLLEHNS OXWOAeMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHbIX NpenapaTos,
JepxaTtenu wnu Briagenblbl PerncTpauuoHHbIX YOOCTOBEPEHUN TeKapCTBEHHbLIX MpenapaTos,
opuaMyeckme nuua, Ha WUMS  KOTOPbIX BbldaHbl paspelleHuMs Ha npoBedeHne  KIMHUYECKUX
nccneposaHun B Poccuiickon depepauun, nnbo ynonHOMOYEHHbIE MU ApYyrve ropugudeckme nuua
0053aHbl MPUHATL MepPbl, HanpaBfeHHble Ha YyCTpaHeHWe HeraTUBHbIX MOCMEeACTBUA MPUMEHEHUS
TakMx JeKapCTBEHHbIX npenapatoB, NpeaynpexaeHue MPUYUMHEHUsT Bpeda XWU3HWU UNKU 300POBbLIO
yenoseka MO0 KMBOTHOrO, 3alMUTy MX OT MPUMEHEHUSA TaKUX fEeKapCTBEHHbIX MpernapaToB, Ha
AOMNOMHUTENbHbIN CcOOp AaHHbIX 06 3MEEKTMBHOCTM M 6e30MacHOCTM TakUX JieKapCTBEHHbIX
npenaparos.

6. 3a HecooOLleHE UK CoKpbITUE MHGOPMaLUN, NMPEOYCMOTPEHHON YacTbio 3 HACTOSILEN
cTaTbW, JepXatenu wnv  BhRagenblbl  PErncTpauMOHHbIX  YAOCTOBEPEHWUA  NEeKapCTBEHHbIX
npenapaToB, lOpuUAMYECKME WA, Ha WUMSA KOTOPbIX BblAaHbl pas3pelleHns Ha npoBefeHue
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KNUHUYEeCKNX uccregoBaHmi B Poccunckon degepauuun, nmbo ynoriHOMOYEHHbIE UMK Apyrue
opuanyeckme nuua, a Takke OOSMKHOCTHbIE fvua, KOTopbiM 3Ta MHdOopMaums ctana M3BecTHa no
pody MWX npodeccMoHanbHOM AeATeNbHOCTU, HecyT OTBEeTCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuiickon ®egepaumn.

7. Tlpn nony4YeHUn ynosIHOMOYEHHbIM dpefeparibHblM OpraHoM WCMOSIHUTENbHOW BnacTu B
pamkax OoCyLleCcTBfeHMs UM hapmakoHag3opa Aoka3aTenbCTB O HECOOTBETCTBUM FIEKAaPCTBEHHOMO
npenapata yCTaHOBMEHHbIM TpebOoBaHWSAM MW NpU NONYYEHUUM MHAOPMaUUN O HECOOTBETCTBUU
AaHHbIX 00 addekTMBHOCTM M O 6e30nacHOCTU NEeKapCTBEHHONo npenapata AaHHbIM O
nekapcTBEHHOM rMpenapaTe, codepXallMMcs B MHCTPYKUMW MO ero MpuUMeHeHuto (B TOM uyucne
BbISIBIIEHHbIX B XO4e OCyLecTBreHMs dapmMakoHag3opa KOHTPOMbHO-HAO30PHLIMKU OpraHamu
WHOCTPaHHbIX FOCydapCTB), YNOMHOMOYEHHbIN defepanbHblii opraH WCHOMHUTENBHOM BNactu B
YCT@HOBIIEHHOM WM MOpsaAKe paccMmaTpuBaeT BOMPOC O MNPUOCTAHOBEHUU MNPUMEHEHMUS TaKoro
nekapCTBEHHOro npenaparTa.

FTAPAHT: CMm. MeTogunyeckmne pekomeHgauum "OpraHmsauus crny>xbbl MOHUTOPUHIa 6e3onacHocTu
JIeKapCTBEHHbIX cpeacTB (dbapmakoHag3opa) B KOMMaHUSIX MPOU3BOAUTENSAX JIeKapCTBEHHbIX
CPEACTB UNu AepXaTensix perncTpaLmMoHHbIX YOOCTOBEPEHUI", yTBEPXKOEHHble Poc3apaBHaa3opom
oT 25 okTta6psa 2008 r.

CM. KOMMeHTapum k cTaTbe 64 HacTosiero ®enepanbHOro 3akoHa

UHpopmayuss ob usmeHeHusix:. HaumeHosaHue uameHeHo ¢ 1 siHeaps 2026 e. - ®edeparibHbIl
3akoH om 30 siHeapsi 2024 2. N 1-@3
Cwm. 6ydywyto pedakyutro
Q@edepasribHbIM 3akoHoM om 22 Oekabpss 2014 2. N 429-®3 cmambsi 65 Hacmosiuwezo
®edepasibHO20 3aKOHa U3/I0KeHa 8 Hoeol pedakuuu, ecmyrnarouel e cury ¢ 1 uronsg 2015 a.
Cm. mekcm cmambu 8 npedbidywelt pedakyuu

CraTbs 65. [lpuocTaHOBNEHNE NPUMEHEHMWS NTEKAPCTBEHHOIO Npenapara

UHopmayus 06 usmeHeHusx:  Yacmpb 1 usmeHeHa ¢ 1 sHeaps 2026 e. - ®edeparibHbIlU 3aKOH O0m
30 sHeapsi 2024 2. N 1-®3
Cwm. 6ydywiyto pedakyuro

1. lpu nonyyeHnn wuHMOpPMaUMM O HexenaTenbHbIX peakumMsax npyv  NpUMEHEeHUN
NeKapCTBEHHOrO rnpenapaTta, He YyKasdaHHbIX B WHCTPYKUMM MO MNPUMEHEHUIO JeKapCTBEHHOro
npenaparta, Cepbe3HblX HexenaTernbHbIX peakunsax, 06 O0CODOEeHHOCTAX ero B3aMMOAEWCTBUSA C
OpYrMMn  nekapcTBeHHbIMU npenapaTamMu, KOTopble MOryT MpeAcTaBnATb Yrpo3dy XWU3HU Unu
300pOBbI0 YeroBeka NMMbBO XMBOTHOTO, a Takke O HECOOTBETCTBUM AaHHbIX 00 adhpekTMBHOCTM M O
©e30nacHOCTU NekapCTBEHHOMo NpenapaTta AaHHbIM O SleKapCTBEHHOM npenapaTe, coaepKalumce B
WHCTPYKUMN MO €ro MNpUMEHEHU0, B TOM 4MCNE OT YMNOSHOMOYEHHbLIX OPraHOB WHOCTPaHHbIX
rocynapcte, OOMEH KOTOpOW OCYLLECTBNSAETCA B COOTBETCTBMM C COMMalIEHUsSIMU  Mexay
YNONMHOMOYEHHbIM  dbeepanbHbiM - OpPraHOM  UCMOSIHUTENbHOW  BMAacTM U YNONIHOMOYEHHbBIMMN
opraHaMuM WHOCTPAaHHbIX rocyaapcTB, YMNOMHOMOYEHHbIN hefepanbHbii opraH MUCNOMAHUTESbHOM
BNactTm paccmaTpuBaeT BOMPOC O BO3MOXHOCTM MNPUOCTAHOBMEHUS OOpalleHus  Takoro
nekapCcTBEHHOro npenapara B nopsiike, yCTaHOBMEHHOM YNOSIHOMOYEHHbIM dbefepanbHbiM OpraHoM
NCNONHUTENBbHOW BNacTu.

UHdopmayus 06 usmeHeHusx:  Yacmpb 2 usmeHeHa ¢ 1 sHeaps 2026 e. - ®edeparibHbIlU 3aKOH O0m
30 sHeapsi 2024 2. N 1-®3
Cwm. b6ydywiyto pedakyuro

2. Tlpy HEUCMONMHEHMM WUMN HeHaaeXxaleM WCMONTHEHUN OepXaTendamu unv Bragenbuamu
PErncTpauUMOHHbIX YAOCTOBEPEHUN NEKAPCTBEHHbIX NpenapaToB, IOPUANYECKUMU NMUAMW, HA UMS
KOTOpPLIX BblAaHbl pa3pelleHns Ha npoBedeHne KIMHUYECKUX uccnegoBaHuin B Poccuiickon
depepauun, WM YNOTHOMOYEHHBIMU UMW OPYTUMW  IOPUAMYECKUMW  nnLaMn  0Bs3aHHOCTEMN,
YCTAHOBIEHHbIX YacTsamu 3 n 4 ctaTen 64 Hactosiwero PepepanbHOro 3akoHa, nMnbo B cryvasx
npeacrtaBneHns COOTBETCTBYIOLWNM YMONHOMOYEHHBIM heaepasnbHbIM OpraHoOM UCMOMAHUTENBHOM
BNacTM  3akniueHnss O  HeOOCTOBEPHOCTM  pe3ynbTaTOB  KIIMHMYECKOro  UccregoBaHus
nekapCTBEHHOro npenapaTta aAngd MeauUMHCKOro NMPUMEHEHUs, KOTOPOE OCHOBAHO Ha peasyrbTaTax
NPOBEPKN MEOULMHCKOW OpraHu3auuu, nNpoBOAMUBLUEN YKasaHHOE KIMHMYEecKoe WuccnenoBaHue cC
HapylleHMeM npaBuil  Hagnexawlem KIMHUYECKOW MPakTUKW, W MPUMBENO K  MOJYYEHUH
HEeQOCTOBEPHbLIX pe3ynbTaTtoB, MO0 B Cry4yae HEBbLINOMHEHUS NpPeanncaHusl, BblgaHHOIO
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YNONHOMOYEHHbIM dhegeparnbHbiM OpraHOM MCMOSHUTENBHOW BNAcTW MO UTOram OCYLLECTBNEHUSA
BbIOOPOYHOIro KOHTPOMSI KayecTBa NeKapCTBEHHOro npenapara, YNOMHOMOYEHHbIN dhedepanbHbii
opraH WCNOJSIHUTENbHOW BMNAacTM B YCTAHOBNEHHOM WM rMopsaaKke paccMaTtpuBaeT BOMPOC O
NPUOCTaHOBIEHUN NPUMEHEHUS TaKoro NnekapcTBEHHOro npenapara.

FTAPAHT: O npenocTaBrieHnn TeppUTOpUarnbHbIMU YnpasneHmamm PocsgpaBHag3opa
MHMbopMaLnK 0 HeagobpoKkadeCcTBEHHbIX N hanbCUMULMPOBAHHBLIX JIEKAPCTBEHHbIX CPEeaCcTBax CM.
npukas ®enepanbHon cnyxbbl N0 Hag30py B chepe 30paBOOXPAHEHUS M COLMANbHOIMO pasBuUTUSA
ot 8 despansa 2006 r. N 255-p/06

UHpopmayus o6 usmeHeHusx:  @edepasibHbiM 3akoHoOM om 30 sHeaps 2024 2. N 1-©3 yvacmpe 3
npusHaH ympamueswum cusy ¢ 1 sHeapsi 2026 e.
Cmamps 65 dornonHeHa Yacmbto 3 ¢ 15 uroHs 2018 a. - ®edeparibHbili 3akoH om 4 uroHsS 2018 e. N
140-03

3. YNONHOMOYEHHbIN doeaepanbHbIA OpraH UCNOSTHATENBLHOW BRACTW Npy NpeacTaBieHnn emy
CBEOEHUA O HEeCOOTBETCTBUM MNPOM3BOANTENS FEKapCTBEHHbIX CpeacTB TpeboBaHWsM npaBun
Hagnexailien npou3BOACTBEHHOM MNPAKTUKA M (MW) O HapyLeHWW NULEH3NOHHbIX TpeboBaHun,
KoTopble Oblnn BbISIBNEHbI B XOA4Ee NPOBEAEHUS MHCMEKTUPOBAHUS NPOU3BOAUTENSA NEKApCTBEHHbIX
CpeacTB UNU OCYLLECTBMNEHNA MULEH3UOHHOIO KOHTPONsa B cdepe NpousBOACTBaA NeKapCTBEHHbIX
cpeacteB U nNpuBenu UM MOryT MNpMBECTU K MPOM3BOACTBY NeKapCTBEHHbIX MpenapaTtoB Ans
MEANLUNHCKOro NPUMEHEHUS, MPUYUHUBLLMX UITM CMOCOOHBLIX NMPUYMHUTL Bpen XU3HW UM 300POBbHO
rpaxkgaH, paccmaTtpuBaeT BOMPOC O MPUOCTAHOBMEHMU NPUMEHEHMUSI NEKAPCTBEHHbIX MpenapaToB
OIS MeANLNHCKOro NPUMEHEHUS B YCTAHOBIIEHHOM UM NOPSAAKE B CNeayoLwWmnx cnyyasax:

1) coctaB 1 (Mnn) TEXHOMOrMSA NPOM3BOACTBA NIEKAPCTBEHHOIrO Npenaparta Anst MeguuUmMHCKOro
NpYMeHeHns (C onnucaHnem cTagumn NPon3BOACTBA) OTNNYAKOTCA OT 3asABIIEHHbIX B PErMCTPaLMOHHOM
A0CbeE;

2) nekapCTBEHHbI npenapaT Ang  MeOULUMHCKOrO  MNPUMEHEHMS Mpou3BedeH Ha
NpoV3BOACTBEHHON MNIOLaaKe, He YKa3daHHOW B PErMcTpaumMoOHHOM OOCbE;

3) y nNpou3BoanTENst NeKapCTBEHHbIX CPeaCTB OTCYTCTBYIOT AOKYMEHTbI, NoATBEpXKaaloLme
COOTBETCTBME KayecTBa NeKkapCTBEHHOro npenapata Ans MeauuuHCKOro NnpuMeHeHus, BBOANMOro B
rpakgaHckum o6opoT, TpeboBaHMAM, YCTaHOBNEHHBIM NPW €ro rocyAapCTBEHHOW pernctpauum;

4) npousBoaAUTENEM feEKapCTBEHHbIX CPeaCcTB B COrMacoBaHHbIA C COOTBETCTBYHOLLUM
YNONHOMOYEHHbIM dheaepanbHbIM OPraHoM UCMOSTHUTENBbHON BNAcTW CPOK HE YCTpaHEeHbl HapyLLeHUs
TpeboBaHM npaBur  Hagnexawen npPou3BOACTBEHHON NPaKTUKM U (MAXM)  FULEH3NOHHbBIX
TpeboBaHui, KOTOpble ObINM BbISIBMIEHbI B X04e MPOBEAEHMS WHCNEKTUPOBAHUS MNPOU3BOAUTENS
NeKapCTBEHHbIX CPEACTB WUNN OCYLLECTBIEHNSA NULIEH3NOHHOIO KOHTpoNns B cdepe npounsBOAcCTBa
NeKkapCTBEHHbIX CpeacTB WM NPMBENUM UMM MOryT MPUMBECTU K MPOU3BOACTBY JlE€KapCTBEHHbIX
npenapaToB AN MEAULNHCKOrO NPUMEHEHUS, NPUYMHUBLLNX UK CMOCOBHBIX MPUYNHUTL BPen XU3HU
UNKN 300POBbLI0 rPaXKaaH.

UHpopmayuss o6 usmeHeHusix: Cmambsi 65 OornonHeHa yYacmbto 4 ¢ 15 uwHa 2018 e. -
®edeparbHbilt 3akoH om 4 utoHs1 2018 2. N 140-03

4. YNONHOMOYEHHbIN (hbeaepanbHbln opraH UCMOMHUTENBHOW BNacTW MPU HanuUyuu y Hero
CBEOEHUA O HEeCOOTBETCTBUM MNpPOM3BOAUTENS FEKapCTBEHHbIX CpeAcTB TpeboBaHWsIM npaBun
Hagnexailen nNpouM3BOACTBEHHOM MNPAKTUKA M (MKW) O HapyLeHWW NULUEH3NOHHbIX TpeboBaHun,
KoTopble Oblnn BbISIBNEHbI B XOA4Ee NPOBEAEHUSA MHCMEKTUPOBAHUS NPOM3BOAUTENSA NEKapCTBEHHbIX
CpeacTB UNU OCYLLECTBMNEHNA MULEH3UOHHOIO KOHTpoNns B cdepe NpousBOACTBa fNeKapCTBEHHbIX
cpeactB U npuBenu UM MoryT MNpuMBECTU K MPOM3BOACTBY NeKapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOIO NPUMEHEHUSA, NPUYMHUBLLNX U CMOCOBOHBLIX NMPUYUHUTD BPEL >KU3HW UK 300POBbLIO
XMBOTHbLIX, paccMaTpmBaeT BOMPOC O NPUOCTAHOBEHUM peannsaunmn u NpUMeHeHNs NekapCTBEHHbIX
npenapaTtoB AnNs BETEPUHAPHOrO MPUMEHEHNS B YCTAHOBSIEHHOM WM MOpPSAOKE B CreayroLmnX
cny4vasx:

1) coctaB wn (unu) TexHONOrMA NPOU3BOACTBA JIEKApCTBEHHOrO npenapata Ans
BETEPUHAPHOIo NpUMEHEeHUsa (C onMcaHveM CTagun NpovM3BOACTBA) OTNMYAOTCHA OT 3asiBNEHHbIX B
perncTpaumMoHHOM OCbE;

2) nekapcTBEHHbI npenapat AN BeTEepUMHapHOro MNPUMEHEeHWss npou3BedeH Ha
NpoV3BOACTBEHHON MNIoOLaaKe, He YKadaHHOW B PErMcTpaumMoOHHOM OOCbE;

3) y nNpou3BoanNTENst NeKapCTBEHHbIX CPeaCTB OTCYTCTBYIOT AOKYMEHTbI, NoATBEepXKaaloLme
COOTBETCTBME KayecTBa fNekapCTBEHHOro npenapara Ans BeTepuHapHoOro npuMeHeHus, BBOOUMOro B
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rpaxgaHckum obopoT, TpeboBaHMAM, YCTaHOBNEHHBLIM NPW €ro rocyAapCTBEHHOW pernctpauum;

4) npous3BoAMTENEM FEeKapCTBEHHbIX CPeACTB B COMMacoBaHHbLIA C COOTBETCTBYHOLLMM
YMONHOMOYEHHbIM heeparibHbIM OpPraHOM UCMONMHUTENbHOW BIacTU CPOK HE YCTPaHEHb! HapyLLUEeHUs
TpeboBaHMN MpaBuril  Hagnexalien Mpon3BOACTBEHHON MpaKkTUKM W (MNn)  NULEH3UOHHBIX
TpeboBaHu, KoTOpble ObINU BbISIBMEHbI B XO4e MNPOBEAEHUS WHCMEKTUPOBAHUA NPOU3BOAUTENS
NeKapCTBEHHbIX CPeACTB WM OCYLLECTBIEHUS NULEH3MOHHOIrOo KOHTPONs B cdpepe Npou3BOACTBA
NeKapCTBEHHbIX CpeacTB W NPMBENW WM MOryT MPUBECTUM K MPOU3BOACTBY JleKapCTBEHHbIX
npenapaToB AN BETEPUMHAPHOIO MNPUMEHEHUS, NPUYUHUBLUMX UMM CMOCOBHbIX NPUYMHUTL Bpen
XW3HU UIN 300POBbLI0 XNBOTHBIX.

FTAPAHT: Hymepaums yacten npMBoANTCS B COOTBETCTBUN C U3MEHSIOLLUMMU JOKYMEHTaMM

UHbopmauusi 06 usmeHeHusix: Cmambsi 65 OornonnHeHa 4Yacmbeio 7 ¢ 1 ceHmsbps 2023 e. -
®edeparibHbil 3akoH om 2 utonig 2021 a. N 317-03

7. B nopsgke, npeayCMOTPEHHOM 4acTblo 4 HacTosiwen CcTaTbM, YNOSHOMOYEHHbIN
denepanbHbli  OpraH WCMNONHUTENBHOW BfacTM paccMaTpuBaeT BOMPOC O MPUOCTAHOBNEHUMU
peanusauuu n NpUMeHeHUsa NekapCTBEHHOro npenaparta aAngd BeTepuHapHoro npMMeHeHns B criyyae
BbISIBNIEHMS B rpaxkgaHCKoOM o6OopoTe cepum NekapCTBEHHOro npenapaTta Ans BeTepUHapHOro
NPUMEHEHUS, JOKYMEHThI U CBEAEHUSA O KOTOPOW, NpedyCcMOTpeHHble YacTamu 1 - 3 n 6 ctatbn 52.2
HacToswero ®degepanbHOrOo 3akoHa, He MpeAcTaBneHbl B yKasaHHbIA opraH, nmbo cepum
UMMYHOOMOMNOrMYEeCKOro NekapCTBEHHOro npenapata [Ans BETEPUHAPHOro MNpPUMEHEHUs, He
UMeloLLer paspelleHnsi, NpegycMOTPeHHoro 4yactelo 8 cratbu 52.2 Hactodwero depepanbHOro
3akoHa. B ykasaHHOM criydyae ynonHOMOYEHHbIN dhefepanbHbIi OpraH WCMNOMHUTENbHOW BriacTu
NPUHUMAET pelleHne O MNPUOCTAHOBIIEHMM peanu3aumm U MNPUMEHEHMS TakMxX cepun  [o
npeacTaBneHns ykadaHHbIX JOKYMEHTOB U cBeAeHU B0 A0 NonyyYeHUs yKa3aHHOro paspeLueHust.

FTAPAHT: CM. KOMMeHTapum K cTaTbe 65 HacTosiwero PeagepanbHOro 3akoHa

UHpopmayusi 06 usameHeHusix:. Cmambsi 66 usameHeHa ¢ 1 mapma 2020 2. - ®edepasibHbIl 3aKOH
om 27 0ekabpsi 2019 2. N 475-03
Cwm. npedbidywyto pedakyuro

CraTbs 66. MIHdhopmaums o pesynbTatax hapmakoHagsopa

YMNONHOMOYEHHbIN  doefeparnbHbid - OpraH  MCMNOSTHATENLHOW  BRacTW, OCYLWeCTBNAKLWMI
dapmakoHaa3op, Mo ero pesynbtaraMm pasMmewaeT Ha CBOeM oduuMaribHOM cauTe B CeTu
"HTepHeT" nHdopmauuio o:

1) BbISIBNEHUM HOBbIX NOATBEPXKAEHHbIX AaHHbIX O NOBOYHbLIX AENCTBUAX, HexenaTenbHbIX
peakuunsax, cepbesHbIX HexenaTerbHbIX peakunsax, HenpeaBUOEHHbIX HeXenaTerbHbIX peakunsx npu
NPUMEHEHUN NeKapCTBEHHOro rnpenapaTta, B TOM 4uCrie BNUAKOLWWMX Ha OTHOLIEHWe oXunaaemoun
Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA JaHHOMo NekapcTBEeHHOro npenapara;

2) MpPUHATBLIX pPeLleHUsX O BHECEHUU W3MEHEHUN B WHCTPYKUMIO MO NPUMEHEHUI0
NekapCTBEHHOro npenapara, O MNPUOCTaHOBMEHMM MNPUMEHEHUS NEeKapCTBEHHOro npenapaTa, 06
n3baTMM Kn3 obpalleHuMss neKapCTBEHHOro npenapata unM O BO30OHOBNEHUU MPUMEHEHUS
nekapCTBEHHOro npenaparTa.

FTAPAHT: CM. KOMMEHTapum K cTaTbe 66 HacTosilero PeagepanbHOro 3akoHa

UHpopmauuss 06 usmeHeHusix: HaumeHosaHue usmeHeHo ¢ 1 sHeaps 2018 e. - ®edeparibHbil
3aKkoH om 28 Oekabps 2017 e. N 425-®3
Cwm. npedbidywyro pedakyuro

MaBa 14. UHopmauua o nekapCcTBeHHbIX nNpenaparax. CucremMa MOHUTOPUHIra ABUXXEHUA
nekapcTBeHHbIX NpenapaToB ANl MeAULIMHCKOro NpUMeHeHUs

UHpopmayuss o6 usmeHeHusix: HaumeHosaHue u3ameHeHo ¢ 1 sHeaps 2018 e. - ®edeparibHbil
3aKkoH om 28 dekabpsi 2017 2. N 425-®3
Cwm. npedbidywyto pedakyuro

Crartbsa 67. lHbopmaumnsa o nekapCTBeHHbIX npenapaTtax. Cucrema MOHUTOPUHIa ABUXEHUS
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

NNeKapCTBEHHbIX npenapaTtoB And MeanunHCKOro npuMeHeHua

UHpopmayus 06 usmeHeHusix:  Yacmpb 1 usmeHeHa ¢ 13 agaycma 2019 2. - ®edeparibHbIl 3aKOH
om 2 aszycma 2019 a. N 297-®3
Cwm. npedbidywyto pedakyuro

1. WHdopmauuss 0 nekapCTBEHHbIX nNpenapartax, OTNyckaembiX MO peulenTy Ha
NeKapcTBEHHbIN MNpenapaT, [OOofKHA CcoAepXaTbCA TOMbKO B CMeuvanuavMpoBaHHbIX WU3OaHUSAX,
npeaHasHavYeHHbIX Ans MeAUUMHCKMX, hapmaleBTUYecknx paboTHUKOB, cneunanucToB B obnacTu
BeTepuHapun. WHdopmauusi o nekapCTBEHHbIX Mpenapatax pAfns cneuvanuctoB B obnacTu
obpalLeHns NekapCTBEHHbIX CPEACTB MOXET COAepKaTbCs B MOHOrpadusx, CnpaBoYHUKaX, HayYHbIX
cTaTbsX, B AOKNagax Ha KOHrpeccax, KOHepeHUMsIX, CUMNo3uyMax, HayYHblX COBETax, a Takke B
WHCTPYKLMSIX MO NPUMEHEHMIO NeKapCTBEHHbIX NpenapaTos.

2. WHdopmaums o nekapCcTBEHHbIX nNpenapaTtax, oOTnyckaeMblix ©6e3 peuenTa Ha
NeKapCTBEHHbIN Npenapar, MOXeT coAepXaTbCsi B NyGnunkaumsax n o6baBneHnsx cpeacTe MacCcoBoWn
NHopMaLMK, CneunanmManpoBaHHbIX U OBLMX NeYaTHbIX U3gaHUSX, UHCTPYKUUSIX MO NPUMEHEHNIO
NEeKapCTBEHHbIX MpenapaToB, MHbIX W34aHMSAX CYOBLEKTOB OOpalleHUsi NekapCTBEHHbIX CPeacTB.
PeknamHble MaTepuanbl O rekapCTBEHHOM npenapate, oOTnyckaemMom 6e3 peuenta Ha
NeKapCTBEHHbIN Npenapar, A0MKHbI COOTBETCTBOBATb MHCTPYKLMM MO NPUMEHEHMIO NTEKaPCTBEHHOIO
npenapara.

3. [lonyckaeTcs ncnonb3oBaHuWe Ntobbix MaTepuanbHbIX HOCUTENEN, NO3BONSIOLLMX XPaHUTD,
nepefasaTb M UCNOMb30BaTb MHPOPMALMIO O NIEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaxXeHusl.

UHpopmayusi 06 usmeHeHusix:.  Yacmb 4 uameHeHa ¢ 1 anpens 2024 e. - ®edeparibHbIl 3aKOH om
4 ageycma 2023 a. N 428-@3
Cwm. npedbidywyro pedakyuro

4. Ona uenen noeHTUUKaLMM YNAKOBOK NEKapCTBEHHbIX MpenapaToB AN MeguUMHCKOro
NPYMEHEHNS NPOU3BOANTENN NEKAaPCTBEHHbIX CPEACTB B Nops/ke, yCTaHOBNEHHOM [MpaBntenscTBom
Poccuinickon degepauun, HaAHOCAT Ha MEPBMYHYK YMakoBKY (B OTHOLLUEHMM JIEKAPCTBEHHbIX
npenapaTtoB Ans MEAUUMHCKOrO NPUMEHEHMs, ONs KOTOpPbIX He npeaycMoTpeHa BTOpUYHas
ynakoBka) W BTOPWUYHYKD (NOTPEeOMTENbCKYKD) YMakoBKY FEKapCTBEHHbIX MpenapaTtoB  Ans
MEOMLMHCKOrO NPUMEHEHWs CcpeactBa  MAEHTUUKALMK, 33  MUCKITYEHUEM  NEeKapCTBEHHbIX
npenapaTtoB Ans MeAUUMHCKOrO MPUMEHEHUsI, MPOM3BOAUMbBIX ANS MNPOBEOEHUS  KIMHUYECKNX
nccneaoBaHU, aKCnopTa, NleKapCTBEHHbIX NpenapaToB A1 MEAULMHCKOro NPUMEHEHUS, yKa3aHHbIX
B yactax 5 u 8 cratenm 13 HacTtosawero ®PepepanbHOro 3akoHa, paanodapMaleBTUHECKUX
NeKapCTBEHHbIX MpenapaToB, BbICOKOTEXHOMOMMYHbIX JIEKApPCTBEHHbIX NpenapaToB, KOTOpble
npovsBedeHbl MarnbiMU CEPUsIMUA, COCTOSIT M3 OLHOW MIIM HECKONbKUX 403 BbICOKOTEXHONOMMYHOIO
nekapCcTBEHHOro npenapaTa, npegHasHayeHbl ANS KOHKPETHOro nauueHTa, MMEKT KOPOTKUM CPOK
rogHoCTM (OO0 [OEeBSIHOCTA KaneHZapHbiX AHer) M (M) TemMnepaTypHbI PEXMM XpPaHEHUS U
TpaHcnopTupoBaHus MuHyc 60 rpagycoB Llenbcuss unu Huxe, NUSBOK MEOWLMHCKMX W ra3oB
MeouumHCKuX. [na  nekapcTBEHHbIX MpenapaTtoB C  MeXAyHapoOHbIM  HenaTeHTOBaHHbIM
HanmeHoBaHWeM "OTaHon" CpeacTBO MAEHTUMMKALUN HAHOCUTCSA Ha BTOPUYHYIO (MOTPebuTenbckyto)
YyNakoBKy B Cryvae, ecniv Takasi ynakoBka ABnseTcs UHANBMAYaNbHON BTOPUYHOM (NOTPebUTENbCKON)
YNaKoBKOW 3TOro NieKapCTBEHHOro npenapaTta, a B Criydae OTCYTCTBUS BTOPUYHOM (MOTPebUTensckon)
YNakoBKNU WM HanNMuus yYnakoBKW, B KOTOPOWM Haxoautca Gonee OAHOW eauHWUbl yKasaHHOro
NeKkapCTBEHHOro npenapaTta B MEPBUYHON YMakoBKe, CPeACTBO MAEHTUMKaAUUM HAHOCUTCHA Ha
NepPBUYHYIO YNAKOBKY.

UHpopmayuss 06 usmeHeHusix.: Cmambsi 67 OorioniHeHa 4Yacmbeto 5 ¢ 1 sHeaps 2018 a. -
®edeparibHbIl 3akoH om 28 Oekabps 2017 2. N 425-®3

5. Xapakrepuctuku cpeacrtBa uaeHTudukaumm, nopsaok ero HaHeceHus n TpeboBaHus K
CTPYKType n dopmaTty nHdopmaunn, KOTOPYK COAEPXKUT CPeAcTBO UaeHTUdUKaUnMK, onpeaensoTes
MpaButensctBom Poccuickon ®enepaumn.

UHpopmayuss 06 usmeHeHusix.: Cmambsi 67 OorioniHeHa 4Yacmbeto 6 ¢ 1 sHeapss 2018 a. -
®edeparibHbIl 3akoH om 28 dekabps 2017 2. N 425-®3

6. Mopsook co3gaHus, pasBMTUS, BBOAA B 9KCMyaTauuioo, 3KCnnyatauuvM WM BbiBoda U3
3KCNsyaTaumMm CUCTEMbl MOHUTOPUHIa ABWXEHUS NEKAPCTBEHHbLIX NpenapaTtoB Ans MeAMLMHCKOro
NPUMEHEHMS, NMOPAOOK NPedoCcTaBreHus MHopMauun, coaepXalleincss B CUCTEME MOHUTOPUHIa
OBWXKEHUS1  NeKapCTBEHHbIX NpenapatoB Ans  MEAMUMHCKOrO  MPUMEHEHUsl, U Mopsaok
B3aMMOENCTBMS YKa3aHHOW CUCTEMbI C MHBIMU FOCYAapCTBEHHBIMU MHAOPMAaLMOHHBIMIU CUCTEMaMU
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N MHPOPMAULMOHHBIMX CUCTEMAMWU OPUONYECKUX NUL, U WHAMBUAYamNbHLIX NpeanpuHMMarenen,
yKasaHHbIX B Yactax 7 u 10 HacToswen cratbu, ycTtaHaBnueawTtcsa [NpaButensctBoMm Poccuinckomn
®epepauun. Onepatopamum CUCTEMbI MOHUTOPUHIA [OBWXKEHWS NEKapCTBEHHbIX MpenapaTtoB Ans
MEeOMLMHCKOrO MNpUMEHeHUs SBNSTCA dedepanbHbii OpraH WCMOMHUTENbHONW BRactu un (Mnwu)
opraHusaumsi, ynoriHomoyeHHble MNpasutenscTBoM Poccuiickon degepaunn.

UHpopmayus 06 usmeHeHusix: Cmambsi 67 OornosiHeHa 4Yacmbio 7 ¢ 1 urwong 2020 a. -
®edeparibHbIl 3aKkoH om 28 Oekabpsi 2017 2. N 425-03 (8 pedakuyuu DedeparibHO20 3aKoHa om 27
Oekabpsi 2019 e. N 462-®3)

7. Opwuanyeckne nuua W  wWHAMBMAYalNbHble MpeanpuHMMAaTenu, OCYLLEeCTBRsSLWme
NnpoM3BOACTBO, XpaHeHue, BBO3 B Poccuiickyto Pepepauumio, OTNycK, peanusauuio, nepegady,
NPUMEHEHNE W YHUYTOXEHME FEKapCTBEHHbIX MpenapatoB pAns MeAUUMHCKOro MNpUMEHEHMS,
obGecneuvBaloT B MNopsiake U B COCTaBe, KOTopble ycTaHoBreHbl [MpaButensctBom Poccuiickon
depgepauun ¢ y4eToM BMAa OCYLLECTBASEMON UMW [OeATEeNbHOCTW, BHeceHwe uHdopmauum o
nekapCcTBEHHbIX Mnpenapatax Angd MeaUUMHCKOrOo NPUMEHEHUS B CUCTEMY MOHUTOPUHIa OBWXKEHUA
nekapCTBEHHbIX NpenapaToB N5 MeOULMHCKOro NPUMEHEHUS.

UHopmauus 06 usmeHeHusix: Yacmpb 7.1 usameHeHa ¢ 13 uronsa 2020 e. - ®edeparibHbIl 3aKOH
om 13 uronss 2020 2. N 206-®3
[eticmeue nonoxeHuti yacmu 7.1 (8 pedakuyuu ®edepasibHo20 3akoHa om 13 uronsa 2020 2. N
206-03) pacrnpocmpaHsiemcs Ha rnpasoomHoueHus!, 803HUKwWue ¢ 1 urons 2020 a.
Cwm. npedbidywyro pedakyuro

7.1. JlekapcTBeHHble NpenapaTtbl AN MEAUUMHCKOrO NMPUMEHEHUs, NpefHas3HavyeHHble AN
obecneyeHuns nuu, 60nbHbLIX remounnen, MykoBMCLMOO30M, rMNnodn3apHbIM HAaHN3MOM, 60MNE3HbIO
lowe, 3noka4yecTBEHHbIMM HOBOOOpA30BaHMAMM NTIMMEGOMAHON, KPOBETBOPHOM M POACTBEHHbLIX UM
TKAHEW, pacCesiHHbIM CKJIepO30M, UL, MOCne TpaHChlaHTauumM opraHoB W (Mnun) TKaHewn,
npounsBedeHHole 00 31 gekabpsi 2019 roga, a Takke WHble IEKAPCTBEHHble npenapaTbl Ans
MEOULMHCKOro npuMeHeHusi, npomsBegeHHble o 1 wmonsa 2020 roga, noanexar XpaHeHuto,
nepeBo3ke, OTMNYCKy, peanusauuu, nepegadve, npumMeHeHnto 6e3 HaHeceHNss CpeacTB MaeHTUdUKaLmMmn
00 unctedeHnsa cpoka ux rogHoctu. lpasutenbctBo Poccuiickon depepauumm BnpaBe YCTaHOBUTb
ocobeHHOCTM BBOAA B rpaXaaHCKMA OOOpPOT NneKapCTBEHHbLIX MpenapatoB ANA MeaUMLMHCKOro
npuMeHeHusi, npoussedeHHblix B nepuoa ¢ 1 uonsa 2020 roga no 1 oktsao6ps 2020 roga. B uensix
BBOAA B rpaxgaHCKmin OBOPOT nekapCTBEHHble npenapaTbl ANS MeAULWHCKOro MpUMEHEeHus, 3a
WCKMNIOYEHMEM NEeKapCTBEHHbLIX MNpenaparoB, npegHa3HaveHHbIX Anst obecneyvyeHunsa nuu, GOMbHbIX
remodomnmen, MyKoBMCLMOO030M, rMnocmsapHbiM HaHWM3MOM, ©onesHblo [owe, 3nokavyecTBEHHbIMMU
HOBOOOpPa30BaHUAMN NNUMAPOUAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHeW, pacCesHHbIM
CKIMepo30M, NUL, Nocrne TpaHcnnaHTaumMm OpraHoB M (Unn) TKaHewn, NpouM3BeAEHHbIE 3a Npeaenamu
Tepputopumn Poccuiickon Pegepaunn go 1 oktsops 2020 roga, moryT ObiTb BBE3€HbI B POCCUIACKYHO
depepaunto go 1 auBapsa 2021 roga B nopsgke, yctaHoBrieHHoM [MpaButenbctBomM Poccuinckon
depepaunn, 6e3 HaHeCeEHUST CPeACTB naeHTUdUKaLun.

UHbopmayusi 06 usmeHeHusix: Cmambsi 67 OoroniHeHa Yacmeto 8 ¢ 1 sHeapsi 2018 e. -
®edeparibHbIl 3akoH om 28 dekabps 2017 2. N 425-®3

8. OpraHusaunss MHOOPMAaLMOHHOTO B3aMMOAENCTBUS CUCTEMbI MOHUTOPUHIa [OBUXKEHUS
NeKapCTBEHHbIX MNpenapaToB AN MEAULMHCKOrO MPUMEHEHMSI C  WHBIMW FOCYAAPCTBEHHbIMU
NHOPMALIMOHHBIMK CUCTEMaMK obGecrneymBaeTcsl B TOM YMCre MOCPEACTBOM WHAPACTPYKTYpb,
obecneunBatoLlen MHPOPMaLMOHHO-TEXHONOIMYEeCcKoe B3anMoaencTeme UHOPMALIMOHHBIX CUCTEM,
MCMonb3yeMblX Ansi NpefoCTaBfeHUst rocyAapCTBEHHbIX M MYHULMNAmNbHbIX YCMYr U WUCMOMHEHUS
roCcyAapCTBEHHbIX U MyHMUMNATbHBIX (DYHKLWIA B 3NEKTPOHHOW hopMe.

UHopmauusi 06 usmeHeHusix:  Yacmpb 9 usmeHeHa ¢ 15 agaycma 2023 2. - ®edeparibHbIl 3aKOH
om 4 ageycma 2023 2. N 474-®3
Cwm. npedbidywyro pedakyuro

9. WHdopmauus, copepxallasicd B CUCTEME MOHUTOPUHra ABWMXKEHUS NeKapCTBEHHbIX
npenapaToB Afs MeOULUHCKOrO NPUMEHEHUs, ABnseTcs MHOopMaunen orpaHUYeHHOro 4ocTyna B
cooTBeTCcTBMN cO cTtatben 9 PepepanbHoro 3akoHa ot 27 wuwona 2006 roga N 149-03 "O6
WHpopMaLumm, MHPOPMALMOHHBLIX TEXHOMOrMAX M O 3awuTe uHdopmauun”, 3a WUCKIIOYEHUEM
MHcopMaLmmM, HeaonyCTUMOCTb OrpaHMYeHust OOCTyna K KOTOPOW YyCTaHOBMeHa denepanbHbiMU
3aKkoHamMu, a Takke uHdopmauun, oTHeceHHon [lpaBuTenbcTBoM Poccuiickon degepauun B
COOTBETCTBMM C Hactoswmm PegepanbHbiM  3aKOHOM K 0OLWEOOCTYNHOM — MHGOopMaunn.
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

O6wenocTynHasa nHgopmaums, cogepxallasica B CUCTEME MOHUTOPUHIA ABMXKEHNSA NEKapCTBEHHbIX
npenapaToB ans MeONLMHCKOro NPUMEHEHNS, pasmellaeTcs B
MHAOPMALIMOHHO-TENEKOMMYHUKALUNOHHON ceTn "HTepHeT" (B TOM 4ucne B OpME OTKPbITbIX
OaHHbIX) B nopsigke, ycraHoBneHHom MpaButensctBom Poccuiickon ®egepaumn.

UHpopmayus o6 usmeHeHusix: Cmambs 67 donosiHeHa dacmero 9.1 ¢ 15 aseycma 2023 a. -
®edeparibHbIl 3akoH om 4 agaycma 2023 2. N 474-03

9.1. [Hoctyn Kk wHdoOpMauun, codepxawenca B CUCTEME MOHUTOPUHIa [OBUXKEHMWS
NeKapCTBEHHbIX MNpenapaTtoB Afs MEAMUUHCKOrO MpUMEHeHNs, obecneymBaeTcsl OnepaTtopoMm
CUCTEMbI MOHUTOPUHIa OBWXEHUSA NEKAapPCTBEHHbLIX MpenapaToB Afsi MEAUUMHCKOrO NPUMEHEHUS B
nopsigke, ycrtaHoBfneHHoMm [lpaBuTtenbctBoM Poccuitickon depepauun, B COOTBETCTBUM C
3akoHogaTenscTBoM Poccunckon ®egepaumm 06 nHdopmMaumm, MHPOPMAaLMOHHBIX TEXHOMNMOMNSAX U O
3awuTe uHdopmauumu, 3akoHodaTternbcTBoM Poccuiickon Pefepaumm O rocyaapCTBEHHOW TalHe,
3akoHodaTenbcTBOM Poccuinckon degepaunm o KOMMEPYECKON N MHOW OXPaHSAEMOWN 3aKOHOM TanHe
M C y4yeToM MOMNOXeHUn Hacrtoswen crtaTtbu. [lMpaBuTenbcTtBo Poccuiickon depepaumn Brnpase
yCTaHaBnMBaTb MNepeyYeHb NeKapCTBEHHbIX npenapaTtoB ANs MeAUUUHCKOro NPUMEHEHUs 1 (Unu)
rpynn nekapcTBEHHbIX MpenapaToB ANs MeOUMUMHCKOrO NpUMEHEeHUss U OCOBEeHHOCTM [OocTyna K
MHoOpMaLMM O TakMX JleKapCTBEHHbIX npenapatax, COoAepXallencs B CUCTEME MOHUTOPUHIa
OBVKEHUS NekapCTBEHHbIX NpenapaToB A MegULMHCKOrO NPUMEHEHNS.

UHopmayuss 06 usmeHeHusix: Cmambs 67 dornosiHeHa dacmero 9.2 ¢ 15 aseycma 2023 a. -
®edeparibHbIl 3akoH om 4 aszycma 2023 2. N 474-03

9.2. lMonb3oBaTenn CUCTEMbl MOHUTOPWHra ABMXEHWS JfeKapCTBEHHbIX npenapaTtoB Afis
MEANLMHCKOro NpMMeHeHnsa obnagatoT npaBoM AoCTyna K MHopmauumn, cogepxallencsa B cucteme
MOHUTOPMHIa OBWKEHUS fIeKapCTBEHHbLIX NpenapaTtoB Afs MEAWULUHCKOrO MPUMEHEHUS, C y4eToM
OrpaHuYeHnn JoCcTyna K ykasaHHOM MHdopmaumMm 1 ee nocnenyowen obpaboTke, yCTaHOBMEHHbIX
HacTosAwmnm denepanbHbiM 3aKOHOM M MHbIMW HOPMaTUBHbLIMK NPaBOBbLIMW akTamu Poccuiickon
depepaunn.

UHopmayus o6 usmeHeHusix: Yacmpb 9.3 usmeHeHa ¢ 19 aszycma 2024 2. - ®edepasibHbll
3aKkoH om 8 asaycma 2024 2. N 232-03
Cwm. npedbidywyto pedakyuro

9.3. degepanbHble opraHbl UCMOMHUTENBHOW BAacTU U UCMOMHUTENbHbIE OpraHbl CyOBHEKTOB
Poccuiickon degepaunn B LUensx, onpeneneHHbix MNMpasutenscteom Poccumnckon degepaumm, UMeoT
npaBo 4OCTyna K MHpopMaumm o cybbekTax obpalleHnsi NekapCTBEHHbIX CPEACTB, O NEKapCTBEHHbIX
npenapatax u o6 obopoTe TakMxX NeKapCTBEHHbIX NpenapaToB, HEOOXOAMMOW AN BbINOIHEHMWSA
3ajay M OcCyLleCTBMNeHNa QYHKUUIN, BO3MOXEHHbIX Ha defeparnbHble OpraHbl WUCMOMHUTENBHOM
BNactTM W WUCMNOMHUTENbHbIE oOpraHbl CcybobekToB Poccuiickon depepaumn, CTaTUCTUHECKOM
MHopMaLUMM O nekapCTBEHHbIX Mpenapatax M o6 ux obopoTe, a Takke K o0b6LLeOOCTYNHOM
nHpopmaumm. CoctaB aTOM WHpOpMaumMm onpegenseTcs cornaweHusaMm o6 WH(OpPMaLMOHHOM
B3aNMMOLENCTBUM, 3aKMNIOYEHHbIMU ONepaTopoM CUCTEMbl MOHUTOPMHIA OBWKEHUS NEKapCTBEHHbIX
npenapaToB A5 MEOULNHCKOro NpuMeHeHus ¢ doegepanbHbiMU OpraHamMu UCNONHUTENbHOW BRiacTu
UM UCNOJTHMTENbHBbIMK opraHammn cybbekToB Poccuiickon depepauum 1 degepanbHbiM OpraHoM
WCNONHUTENBbHOW  BNacTW, ocywecTBnAlwmMM  (yHKUMKM No  BblpaboTke W peanusauuun
rocy4apCTBEHHOM NOMIMTUKM U HOPMATMBHO-NPABOBOMY PErynMpoBaHuio B chepe 34paBOOXPaHEHUS.

UHbopmayusi 06 usmeHeHusix: Cmambsi 67 OornonHeHa Yyacmbto 9.4 ¢ 15 aseycma 2023 a. -
®edeparibHbIl 3akoH om 4 agaycma 2023 2. N 474-03

9.4. CyGbekT obpalleHns nekapCTBEHHbIX CPeaCcTB MMEET NpaBo 4OCTyNna K MHopmaumm ob
onepauusix C NleKapCTBEHHbIMM NpenapaTaMmy A MEAULMHCKOTO NMPUMEHEHUS, COBEPLUEHHBIX 3TUM
cybbeKTOM obpalleHnss NekapCTBEHHbIX CPEACTB, a Takke K 00LLef0CTYNHOM HopMaLmK.

UHopmayus o6 usmeHeHusix: Cmambsi 67 OornonHeHa Yyacmbto 9.5 ¢ 15 aseycma 2023 a. -
®edeparibHbIl 3aKkoH om 4 agaycma 2023 2. N 474-03

9.5. Onepatop CUCTEMbI MOHUTOPUHra [ABWKEHUS JEKAPCTBEHHbIX MNpenapaToB Ans
MEOMLMHCKOro NpMMeHeHMs obnagaeT NnpaBoM AOCTyna K MHopmaumu, coaepKallencs B cucteme
MOHUTOPUHIa OBWXEHUS NEeKapCTBEHHbIX MpenapaTtoB ANsi MeAMUMHCKOrO MPUMEHEHUS, BKMo4Yas
MHAOPMALMIO OrpaHMYEHHOro [OCTyna, C BO3MOXHOCTbIO ee o6paboTku, B TOM 4ucne ee
NpeaoCTaBneHNsa U pacnpocTpaHeHusi, obecneyeHnss OocTyna K HEM M OKa3aHus ycrnyr c ee
ucnonb3oBaHnem (ganee - obpaboTka).
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UHpopmayusi 06 usmeHeHusix: Cmambsi 67 OdornosiHeHa dacmero 9.6 ¢ 15 aseycma 2023 a. -
®edeparibHbIl 3akoH om 4 agaycma 2023 e. N 474-03

9.6. OnepaTop cUCTEMbI MOHUTOPUHIA [AOBWXKEHUA FNeKapCTBEHHbIX MpenapaTtoB Arnis
MEAUNLUMUHCKOINO MPUMEHEHNS MOXET OCYLeCcTBNATb 00paboTky WHGOpMaLMM  OrpaHUYEHHOro
JOCTyna, cogepxalencss B CUCTEME MOHUTOPUHra OBWKEHWUSA NeKapCTBEHHbIX MpenapaTtoB Anis
MEANLMNHCKOIO MPUMEHEHNS, NpU yCroBMKM 0b6s3aTenbHOro obesnuyunBaHnsa Takon mHdopmauum B
COOTBETCTBMM C  yTBepXaaembiMn  pedeparnbHbiM  OpraHOM  UCMOMHUTENbHOW  BRacTw,
OCYLLECTBIAOWMM  (PYyHKUMM MO BbipaboTke W peanu3auunm rocyaapCTBEHHOW MOMAUTUMKN U
HOPMAaTMBHO-NPABOBOMY perynMpoBaHni0o B cdepe 34paBOOXPaHeHUs, MO COrfliacoBaHUO C
denepanbHbIM OpraHOM MCMOMHUTENBHOM BRacTv, OCYLLECTBASOWUM (PYHKLMU MO KOHTPOSO U
Hag3opy B cdepe MHPOPMALMOHHBIX TEXHOMOrMn W CcBA3WM, W deaepanbHbiM — OpraHoM
NCNONHUTENBbHOW BNacTy B obnactu obecneveHnsa 6e3onacHocTn TpeboBaHnAMN K 06e3nMYnBaHunio
Takow nHopmauun n metogammu obesnnumeaHma Takom nHdopmaumn. ObesnnyeHHas MHopmauus,
nonyyeHHas B pesynbTaTe Yyka3aHHOM 0OpaboTkm M cogepxallascs B CUCTEME MOHWUTOPUHra
OBWXKEHUA NeKapCTBEHHbIX npenapaToB ANs MeUUMHCKOro NpUMEHEHUs, ABnaeTcs MHgopmauunen
orpaHudeHHoro pgoctyna. O6esnuyeHHas uwHOpMauusa, [OCTyn K KoTopon 6bin obecneveH
onepaTopoM CUCTEMbI MOHUTOPWUHra ABWXEHUS] JNIEKAPCTBEHHbIX MpenapaTtoB A4S MegUUMHCKOro
NPUMEHEHUS B LENsSX OKasaHusa yCcnyr C ee MCNONb30BaHUEM, MOASIEXWUT XPaHEHW0 B CUCTEME
MOHUTOPUHIa ABWXEHUSA NeKapCTBEHHbIX npenapaToB AN MeAWUMHCKOro NMpUMEHEHUss He MeHee
NaTM neT C AdaTtbl nNpegocTaBrneHns goctyna K o06e3nMyeHHOM uHopMauun, U Ha Hee He
pacnpoctpaHsalTca  TpeboBaHuA K MHGOPMaUUW  OrpaHUYEHHOro AOCTyna, YCTaHOBMEHHbIE
HaCTOsILLLEeN CTaTbeN.

UHbopmayusi 06 usmeHeHusix: Cmambsi 67 OornonHeHa Yyacmbto 9.7 ¢ 15 aseycma 2023 e. -
®edeparibHbIl 3akoH om 4 agaycma 2023 2. N 474-03

9.7. Onepatop CUCTEMbI MOHUTOPWUHIa [ABWXEHWUS JleKapCTBEHHbIX MpenapaToB Ans
MEAMLMHCKOrO MNPUMEHEHUSI MOXET OCYLLecTBnATb 00paboTky WHGpOpPMaUMM  OrpaHUYeHHOro
[AOCTyMna, copepalleics B CUCTEME MOHUTOPWUHIa OBWMXKEHUS NEeKapCTBEHHbIX MnpenapaTtoB Ans
MEAMLMHCKOrO MNPUMEHEHMS!, MONyYeHHOW OT cyObekTa obpalleHMsi NeKapCTBEHHbIX CPEeACTs,
3aperncTpMpoBaHHOrO B CUCTEME MOHUTOPWHIa [ABWKEHUSI NeKapCTBEHHbIX MpenapatoB AOns
MEAMLMHCKOrO NMPUMEHEHUS1 U NpeacTaBMBLLErO B Hee CBEAEHWs, B MHTepecax U Mo NopyyeHuto
Takoro cybbekTa obpalleHusi IeKkapCTBEHHbIX cpeacTB 6e3 obeanuumBaHus  MHGOpMaLMK
orpaHVM4eHHOro gocTtyna.

UHpopmayusi 06 usmeHeHusix: Cmambsi 67 dornosiHeHa dacmero 9.8 ¢ 15 aseycma 2023 a. -
®edeparibHbIl 3akoH om 4 agaycma 2023 2. N 474-03

9.8. OnepaTtop CUCTEMbI MOHUTOPWHIra [OBWXEHUS JIeKAapCTBEHHLIX MpenapaToB Ans
MEANLUMNHCKOIrO MPUMEHEHNS BrpaBe okKasblBaTb Ha HEOUCKPUMUHALMOHHOW OCHOBE YCNyrm c
ncnonb3oBaHnem obesnnyeHHon nHdopMaunmn, CogepXallencs B CUCTEME MOHUTOPUHIA ABWMXEHUS
NeKapCTBEHHbIX MpenapaToB AN  MEAUMUMHCKOrO  MpUMEHeHus, cybbektam  obpalleHus
NeKapCTBEHHbIX CPEACTB, MOPSAOK M CTOMMOCTb OKa3aHUs KOTOPbIX OMNpedensitoTcs onepaTtopom
CUCTEMbI MOHUTOPWHra OBWXEHUS NEKapCTBEHHLIX NpenapaTtoB Afs MEAULUHCKOrO MPUMEHEHUS, C
Y4EeTOM OrpaHuMyeHun gocTtyna k 0b6eanmyeHHon nHdopMaunn, yCTaHOBIIEHHbIX HACTOSALWEN CTaTbeN.
YKasaHHble MOPSOOK U CTOMMOCTb OKa3aHUS TakMX YCNyr pasMmellalTcsl ornepaTtopoM CUCTEMBbI
MOHUTOPMHIa ABWXEHUSI NEKapCTBEHHbLIX NpenapaToB AN MEAWLMHCKOrO MPUMEHEHUS Ha canTe
CUCTEMbI MOHUTOPMHIra OBWXEHUSA NEKapCTBEHHbIX NpenapaTtoB And MeAULMHCKOro NPUMEHEeHUs B
MHOPMAaLIMOHHO-TENEKOMMYHUKALUNOHHON ceTu "VIHTepHeT" 1 nognexaT KOHTPOM B COOTBETCTBUMU
C aHTMMOHOMOSbHLIM 3akoHodaTenbcTBOM Poccunckon dPegepaumn. YkasaHHble MNOPSO0K M
CTOMMOCTb OKa3aHusl Takux YCryr AOSDKHbl ObITb eguHbIMKM Ons BceX nuvu, obpaliatouimxcs 3a
OKasaHMeM YCNnyrm B OTHOLIEHMM OOWHAKOBLIX BuAa, obbema W cocTaBa npedocTaBfsieMon
nHpopmaumm. Cybbektam obpalleHus nekapCTBEHHbIX CPeacTB 3anpelaeTca npefocTaBnATb U
pacnpocTpaHsaTb MHPOPMALMIO, MOMYYEHHYIO B COOTBETCTBUMN C HACTOSALLEN YaCTblO.

UHopopmayusi 06 U3MEeHEeHUSIX: Hacmb 10 usameHeHa ¢ 15 asaycma 2023 e. - ®edeparibHbIl 3aKOH
om 4 aseycma 2023 2. N 474-®3
Cwm. npedbidywyto pedakyuro

10. TlpousBoguTenb  NeKapCTBEHHbIX  CPeacTB, gepxatens nubo  Bnageneu
PErMcTpaUMoOHHOrO  yOOCTOBEPEHUSI  NEKApCTBEHHOrO npenapata Wnu  NpeacTaBUTENbCTBO
WMHOCTPAHHOW oOpraHusauun, sBRsiloencs gepxatenem nubo BnagenbLeM PerMcTpauMoHHOro
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yOOCTOBEPEHUS  NEeKapCTBEHHOro npenapara, Ha Tepputopum  Poccuiickon  Pepepaumn,
3apEerMcTpMpoBaHHble B CUCTEME MOHUTOPUHra [OBWXKEHWS FeKapCTBEHHbLIX npenapaTtoB Ans
MEOMLMHCKOrO MNPUMEHEHWss W MNpeAcTaBuBLUME B Hee CBedeHUs O HaHeceHun CcpeacTs
naeHTUduKaLmMm Ha ynakoBKn fieKapCTBEHHbIX NpenapaToB, Hapsay ¢ MHpopMauunen, ykasaHHOMW B
yactm 9.4 HacTosilen cTaTbW, MoryvyaeT COAEPXKaLLylCs B CUCTEME MOHUTOPUHra OBWXKEHUS
nekapCTBEHHbIX NpenapaToB ANg MeAULMHCKOro NpUMEHeHUS MHpOpMaLmMo OrpaHNYeHHOro 4ocTyna
0O cepusiX U NapTUAX 3TUX NeKapCTBEHHbIX NpenapaTtoB 6e3B03Me3OHO M BnpaBe OCYLLEeCTBNATb
CaMOCTOSITENBHO MK nopyyaTtb 06paboTKy Takon MHOpMauMm TONMbKO B COBCTBEHHbIX MHTEpecax.
Mpn aTOM JOCTYN K TakoM MHoOpMaumm unn pesynbtatam ee 06paboTKM MMEET TONbKO AaHHbIN
cybbekT obpalleHnst NekapCTBEHHbIX CPEACTB UNKN NNLO, KOTOPOMY OH nopy4un obpaboTtky. CocTtaB
npegocTaBnsieMol B COOTBETCTBUM C  HaCTodAWen YacTblo uHopMauun onpegensieTcs
MpaButensctBom Poccunckon ®eagepaumm.

UHpopmayuss o6 usmeHeHusix: Cmambsi 67 OornosniHeHa 4Yacmbto 11 ¢ 1 uwnag 2020 e. -
®edeparibHbIl 3akoH om 28 Oekabpsi 2017 2. N 425-@3 (8 pedakyuu DedeparibHO20 3aKoHa om 27
Oekabpsi 2019 2. N 462-©3)

11. 3a npou3BOACTBO WNM NPOLaXy NeKapCTBEHHbIX MpenapaToB Ans MeguuUMHCKOro
npumMmeHeHus 6e3 HaHeceHus1 CPeAcTB MaeHTMdMKaLMK, C HapyLWEeHNEM YCTaHOBIIEHHOIO NOPsiAKa nx
HaHeceHus, a Takke 3a HECBOEBPEMEHHOE BHECEHWE OAHHbIX B CUCTEMY MOHUTOPUHIa ABWXEHUS
NeKkapCTBEHHbIX NpenapaToB 4519 MEANLMHCKOTO NPUMEHEHUS NN BHECEHNE B HEE HEOOCTOBEPHbIX
OaHHbIX Opugndeckne nuua v MHAMBMAyanbHble MPeanpuHMMAaTENK, ykasaHHble B 4YacTsax 4 u 7
HacTosLen cTaTbW, HECYT OTBETCTBEHHOCTbL B COOTBETCTBMM C 3aKOHOOATENbCTBOM Poccuinckon
depepaunn.

UHbopmayusi 06 usmeHeHusix: Cmambsi 67 OornoniHeHa 4Yacmbto 12 ¢ 1 sHeapsi 2018 e. -
®edeparibHbIl 3akoH om 28 dekabps 2017 2. N 425-®03

12. MpaeutenbctBo Poccuickon degepaumm BrnpaBe yCTaHOBUTb OCOOEHHOCTW BHEAPEHUS
CUCTEMbl MOHUTOPWHra OBWKEHWUS NeKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOrO MPUMEHEHWS,
BKIOYass CPOKM ee BHEeApPEHUs, B OTHOLIEHWM JeKapCTBEHHbIX MpenapatoB ANd MeAULMHCKOro
NPUMEHEHUNS, BKMOYEHHBIX B MEpevYeHb >XU3HEHHO HEOOXOAMMbIX W BaXKHEWLIMX NeKapCTBEHHbIX
npenapaToB, JeKapCTBEHHbIX MpenapaTtoB, NpefHasHayYeHHblX Ans obecneveHus nuud, 6G0MnbHbIX
remocpmnmen, MykoBMCLUMAO30M, rMNnon3apHbIM HaHU3MoOM, 6onesHblo [owe, 3rnokavyecTBEHHbIMU
HoBOOGOpa3oBaHUSAMN NIUMPOUAHON, KPOBETBOPHOW W POLCTBEHHbLIX WM TKaHeW, paccesiHHbIM
CKMepo30M, Nl nocre TpaHcniaHTaumMm opraHoB 1 (Unn) TKaHeK, MHbIX NIeKapCTBEHHbIX NpenapaToB
ONs MeAULNHCKOro NPUMEHEHMS.

FTAPAHT: CM. KOMMeEHTapum K cTaTbe 67 HacTosilero PeagepanbHOro 3akoHa

UHopmauuss 06 usmeHeHusix: ®edepasibHbIM 3akoHOM om 25 Hosibps 2013 e. N 317-03
Hacmoswul ®edeparibHbili 3aKOH O0rosiHeH anaesol 14.1

Mnaea 14.1. OrpaHnyeHusi, HanaraemMbie Ha OpraHn3auum, oCyLLUeCTBIAIOLWME OeATEeNIbHOCTb NO
obGpalleHUIo NeKapCTBeHHbIX CPeacTB

Cratba 67.1. OrpaHuyeHus, Hanaraemble Mpu OCYLLEeCTBNEeHUN AeATenbHOCTU B cdepe

obpalleHns nekapcTBEHHbIX CPEACTB

1. OpraHusauuu, 3aHuMarowwmecs paspaboTKonW, MNpPOM3BOACTBOM M (uUnv) peanuaaumen
nekapCTBEHHbIX NpenapaToB A1 MeAULMHCKOro NpUMeHeHus, opraHnsaumm, obnagatowme npasamm
Ha MCMNOMb30BaHWE TOProBOr0 HaMMEHOBaHWSA fEeKapCTBEHHOro npenaparta Ansg MeauUMHCKOro
NPUMEHEHNS, OpraHn3aumMmM ONTOBOW TOProBNW  fIEKAPCTBEHHbIMW  CpeacTBaMK,  anTeuvHble
opraHusauumn (Mx npeacTaBuUTenNu, UHble PU3NYECKME U IOpPUANYECKME NULA, OCYLLECTBNSAOLWME CBOKO
OEATEeNbHOCTb OT WMEHW 3TUX OpraHu3aumn) B OTHOLIEHMUM MEOUUMHCKMX paboTHUMKOB W
pykoBoauTenen MeguuuMHCKUX opraHm3aunin He Brnpase:

1) Bpy4yaTb nogapku, BbiNnaymMBatb AeHeEXHble cpeacTBa (3a MCKITYEHUEM BO3HarpaxxaeHum
no [oroBopam Mpu MNPOBEAEHUN KIMHUYECKUX WCCrefoBaHWA NeKapCTBEHHbIX MpenapaTtoB A1
MEOMLMHCKOrO MPUMEHEHWUs!, BO3HarpaXXaeHUn, CBSA3aHHbIX C OCYLLEeCTBMEeHNeM MeaULMUHCKUM
paboOTHMKOM negarormdeckon u (UnuM) HayydHOW [OeATenbHOCTW), B TOM 4uCre onnaynsBaTtb
pasBrieyeHus, oTAblX, NPOe3a K MeCTy OTAbIXa, a Takke NpuBnekaTb K y4acTuIO B pasBriekaTenbHbIX
MeponpuUATUAX, MPOBOANMBIX 32 CHET CBOUX CPeaCTB;
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2) 3aknyaTb CornaleHusi 0 Ha3HaYeHUM UNU pekoMeHAauuMu nauveHTam JNeKapCTBeHHbIX
npenapaTtoB Ans MeAWUMHCKOrO MpUMEHEeHUs (3a WCKIOYEeHMEM [OOroBOpOB O MNpPOBEAEHMU
KMMHUYECKNX NCCNEAOBAHWIN NNEKAPCTBEHHBIX NpenapaToB AN MeANLMHCKOro NPUMEHEHUS);

3) npepocTaBnsaTb 06pasLbl NEKAPCTBEHHbLIX NpenapaToB 4S9 MEAULMHCKOrO NPUMEHEHUS B
LUensix BpyYeHUs naumMeHTaMm (3a MCKIIOYEHNEM CIydaeB, CBSI3@HHbIX C NMPOBEAEHUEM KITMHUYECKUX
nccrneoBaHnii NIEKapCTBEHHbBIX NPenapaToB A4S MEAULMHCKOrO NPUMEHEHUS);

4) npenocTaBnsATb HEOOCTOBEPHY M (MNM) HEMNOSHYK MHpopMaunio O NeKapCTBEHHbIX
npenapaTax ans MeguuUHCKOro NpUMeEHEeHNs;

5) nocewatb nx B pabovee BpemA Ha paboymx MecTax, 3a WCKIYEHUEM Cry4aes,
CBSI3aHHbIX C MNPOBEAEHUEM KIIMHUYECKUX WCCrefoBaHWM fEeKapCTBEHHbLIX MpenapatoB Ans
MEeLMLMHCKOrO NPUMEHEHMS, C y4acTUeM B Nopsiake, YCTaHOBNEHHOM PYKOBOAUTENEM MeAULMHCKON
opraHuM3auumn, B COBpaHnsaX MeauLMHCKMX PabOTHMKOB M UHBIX MEpPONpUATUSIX, HanpaBeHHbIX Ha
NoBbILLIEHNE MX NPOEeCCNOHaNbLHOrO YPOBHS NN Ha NpeaocTaBreHne MHopmaumn, CBA3aHHOM C
OCYLLEeCTBIIEHNEM MOHUTOPMHra 6e30nacHOCTM NeKapCTBEHHbIX NpenapaTos;

6) NnobyxaaTh K BbIMUCBIBAHMIO NEKAPCTBEHHbIX NPenapaToB ANst MEAULIMHCKOrO NPUMEHEHUS
Ha BnaHkax, coaepXallmx MHpopMaLumio PEKNaMHOro xapakTepa, a Takke Ha peLenTypHbIX GrnaHkax,
Ha KOTOPbIX 3apaHee HamneyaTaHo HauMeHOBaHWE NIEKAPCTBEHHOrO npenaparta Afis MeAULMHCKOro
NPUMEHEHUS.

2. Opranuzauun, ykasaHHble B absaue nepBom YacTm 1 HacTosiwen cratbu, U UX
npeactaBuTENM B OTHOLWIEHUM hapMauLeBTUYECKMX PAOOTHUMKOB W PYKOBOAMTENEN anTeyHbIX
opraHvM3auun He Bnpaee:

1) BpyyYaTb noAdapku, BbiNflayMBaTbh [OEHEXHble cpeactsa, B TOM 4ucne onnavvBaTtb
pasBreyeHns, OTAblX, Npoe3n K MecCTy OoTAbixa, M MpuBReKaTb K y4yacTUio B pasBriekaTerlbHbIX
MepOonpUATUSAX, MPOBOANMbIX 32 CHET CBOUX CPEACTB;

2) npepocTaBnaTb 06pasubl NekapCTBEHHbIX MpenapaTtoB ANsi MEOULMHCKOro NpUMEHeHus
ONS BPYYEHUs1 HAaceneHuto;

3) 3akno4aTb COrnalleHus O NPEANOXEeHUW HaCeNeHU OnpeaeneHHbIX IeKapCTBEHHbIX
npenapaToB A1 MEANLMHCKOIO NMPUMEHEHUS;

4) npepocTaBnNATb HEAOCTOBEPHYH U (MNKN) HEMOSHYH MHAOPMAaUMIO O JfEeKapCTBEHHbIX
npenapaTax Anst MEQULMHCKOrO NMPUMEHEHUS, B TOM YUCIE MMEIOLLMX OOUHAKOBOE MEXAYHapoAHoe
HenaTeHTOBaHHOE HauMEeHOBaHME.

FTAPAHT: Cwm. KoMMeHTapun k ctatbe 67.1 HacTosiwero PegepanbHOro 3akoHa

Cratbsa 67.2. TpeboBaHMA K OpraHuM3auMM W NPOBEAEHUIO HAYYHbIX MEPONPUATUNA, WUHBIX
MepOonpuUATUN, HanpasfeHHbIX Ha MOBbIWEHNE MNPOECCUOHANLHOIO YPOBHS
MeOMUMHCKMX PabOTHWKOB MMM Ha NpedocTaBrieHne WHgopMaumu, CBSI3AHHOW C
OCyLLEeCTBeHEM MOHUTOPUHIra 6e30NacHOCTU NekapCTBEHHbIX NpenapaToB

1. Mpu npoBeOeHUN HayYHbIX MEPONPUATUN, WHBbIX MEPONPUATUR, HamnpaBfeHHbIX Ha
NoBbILLEHNE MPOPECCUOHANBHOINO YPOBHA MEAULMHCKMX pPabOoTHUKOB WNW Ha npeaocTaBrieHne
CBA3aHHOW C OCYLEeCTBNEHNEM MOHUTOpMHra ©e30nacHOCTU NeKapCTBEHHbIX npenapaToB
MHopMaL MK, opraHMsyemMblX opraHu3aumsiMu, ykasaHHblMy B ab3aue nepsom yactn 1 ctatemn 67.1
HacToswero ®efepanbHOro 3akoHa, UX NpeacTaBUTeENAMN 1 (MnK) PUHaHCMPYEMbIX 3a CHeT cpeacTB
3TUX OpraHus3auum 1M ux npegcrasuTenier, 3anpelwaeTcsd NpenAaTcTBOBaTb Y4acTUO B yKasaHHbIX
MEpPOMpUATUAX WHBIX OpraHu3auuin, KOTopble MNPOU3BOAAT WM peanusyloT feKapCTBEHHble
npenapatbl AN MeOULMHCKOrO MPUMEHEHUA CO CXOXUM MeXaHU3MOM dhapMakorornyeckoro
aencTeums, Nubo cosgaBaTb ANCKPYMUHALMOHHBIE YCNOBUS ANS OOHUX YYACTHUKOB MO CPaBHEHWUIO C
OpYrMMn y4acTHUKaMK, a UMEHHO:

1) npemocTaBnATb pasnNUMYHOE KONMMYECTBO BPEMEHW ANSA  BbICTYNNEHUA YYACTHUKOB,
pasnuyHble NO pa3mepy 3aHMMaemoW nnowaaM Mecta Ang  AeMoHcTpauuu  obpasuos
NeKkapCTBEHHbIX MpenapatoB AN MeAULMHCKOrO MNPUMEHEHUSI UMW peKnaMHbiX maTepuanos O
nekapCcTBEHHbIX Mpenapatax Ansg MeOWUMHCKOrO MPUMEHEHUs Ha 3Kcnosuuusax, cTeHgax, 3a
WCKNIOYEHNEM CryvaeB, ecriv Takme yCroBUSA 3akpenreHbl B COrnalleHuaX 3TUX opraHusauum, nx
npeacraemTenen o (MUHAHCUPOBAHUW YKa3aHHbIX MEpPONpUATUA K O0BYyCNoBMeHbl pPasnUYHbIMU
3aTpaTtaMu Y4aCTHUKOB Ha UX OpraHu3aumio;

2) ycTtaHaBnuBaTb pasmep B3HOCA ANS YYaCTHUKOB MEpPOnpuUATUA, yKasaHHbIX B ab3aue
nepBOM HaCTOSALLEN YacTu, MpeBbILWAOLWMIA CYMMY 3aTpaTt Ha OpraHn3aumnio YykasaHHbIX MeponpusaTui
1 BeayLmmn K HeOBOCHOBaAHHOMY OrpaHMYEHMIO Yncna NX Y4aCTHUKOB.

2. OpraHusauuu, ykasaHHble B absaue nepBom 4Yactu 1 cratbum 67.1 HacTosiwero
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depfepanbHOro  3akoHa, UWX MpeacTaBUTenW, OCYLLECTBNSOWME opraHusauuio  u  (1nwu)
bUHaHCUpPOBaHNE MepOonpPUSATUI, yKasaHHbIX B YacTu 1 HacToswen ctatbn, 0bs3aHbl obecnevmBaTtb
JOCTyn K MHpopmauum o gaTte, MecTe U BpeMEHW NpoBedeHUs YKa3aHHbIX MEpOonpuUATURA, nnaHax,
nporpamMmMmax npoBedeHNA yKasaHHbIX MEpOnpuUATUA U Temax, NNnaHUupyemblX Ons pacCMOTPEHUS,
cCoCTaBe MX YYaCTHUKOB MNyTeM pasMelleHUss COOTBeTCTBYOLWEN WHdopmaumum Ha CBOMUX
odmumnanbHbix cantax B cetn "IHTepHeT" He no3gHee OBYX MecsAUEeB OO0 Hayana npoBeneHusi
yKa3aHHbIX MeponpuUATUi.

3. VHpopmauusa o npoBegeHUM MeponpuaTURn, ykasaHHbIX B 4acTu 1 HacToswen ctaTbu, B
CPOK, YCT@HOBIEHHbIN 4acTbio 2 HACTOsILWEN cTaTbMl, LOMMKHA ObiTb HanpaeneHa B dheaepanbHbIn
OopraH MCMNOMHUTENBHOMW BMacTW, OCYLIECTBSAKOWUA (OYHKLMM MO KOHTPOMK U Haasopy B cdepe
30paBOOXpaHEHNs, AN nocrneayLwero pasmeLleHnsa ee Ha oduumManbHOM canTe 3Toro opraHa B
cetn "HTepHeT".

FAPAHT:  Cm. KOMMeHTapumn K ctatbe 67.2 HacToswlero degepanbHOro 3akoHa

Maea 15. OTBeTCTBEHHOCTb 3a HapylueHune 3akoHogaTenbcTBa Poccuinckon Pegepauum npu
obpalleHun nekapCcTBeHHbIX CPeACTB U BO3MellueHue Bpeaa, NPUYNHEHHOro 340POBbI0
rpaxpaH BcneacTBue NPUMMEHEeHUs NeKkapcTBeHHbIX NpenapaToB

UHopopmayusi 06 usmeHeHusix: @DedeparibHbiM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 s
cmameto 68 Hacmosuwez2o ®edepanibHO20 3aKOHa 8HECEHbI U3MEHEeHUs, ecmynarouwjue 8 cuny ¢ 1
uronsi 2015 e.

Cm. mekcm cmambu 8 npedbidywelt pedakyuu

Cratbsa 68. OTBETCTBEHHOCTb 3a HapylleHune 3akoHogaTenbcTBa Poccuickon degepauun
npu obpaLleHnn NekapCcTBEHHbIX CPEACTB
1. HapyweHue 3akoHogaTenoctea Poccuiickon ®enepaumm npu obpalleHnn nekapCTBEHHbIX
cpeacTB Bne4veT 3a coOOM OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOOATENbLCTBOM Poccuiickon
depepaunn.

UHpopmayus 06 usameHeHusix.  Yacmpb 2 usmeHeHa ¢ 15 uwoHs 2018 2. - ®edeparibHbIl 3aKOH om
4 uroHs1 2018 2. N 140-®3
Cwm. npedbidywyro pedakyuro

2. 3a HenpegctaBneHWe WNM HECBOEBPEMEHHOE MpeacTaBneHve wuHdopmMaumn u (unu)
OOKYMEHTOB nnbo npeactaBneHne HeOOCTOBEPHbIX WHopMauMm wn  (UnK)  OOKYMEHTOB,
npeayCcMOTPEHHbIX HacToawmm PenepanbHbIM 3aKOHOM, CyObekTbl OOpalleHUs NeKkapCTBEHHbIX
CPEACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOoAaTenbcTBOM Poccuinckon ®enepaumm.

FTAPAHT: Cwm. KOMMeHTapumn k ctatbe 68 HacTosiwero PegepanbHOro 3akoHa

Ctatba 69. BoamelweHne Bpeda, nMNPUYMHEHHOrO 340POBLID rpaxdaH BcneacTene
NPUMEHEHUS NEeKapCTBEHHbIX NpenapaToB

1. lponsBoguTens NekapcTBEHHOro rnpenapaTta o06s3aH BO3MECTUTb Bped, NPUYUHEHHbIN
3[0POBbI0 rpaxkdgaH BCneacTBue NPMMeHeHUs1 NekapcTBEHHOro npenapara, ecrnm okasaHo, YTo:

1) NnekapCTBEHHLIN NpenapaTt NPUMEHSSICA N0 Ha3HAYEHUIO B COOTBETCTBMM C UHCTPYKUMEN MO
NPUMEHEHUIO NIEKaPCTBEHHOrO npenapaTta U NPUYNHON Bpeaa SABWICS BBOA B rpakgaHckun obopoT
HeJobpoKayYeCcTBEHHOro NeKapCTBEHHOMo npenapara;

2) Bpea 340pOBbLI0 MPUYMHEH BCREACTBME HEAOCTOBEPHOW MHOpMaUuKM, cogepallencs B
WHCTPYKUMM MO NPUMEHEHMIO  JIEKApPCTBEHHOrO Mpenaparta, W3gaHHOM  Npou3BOAUTENEM
NeKkapCTBEHHOrO npenaparTa.

UHopmayus 0b usmeHeHusix:  Yacmpb 2 usmeHeHa ¢ 1 ceHmsbps 2024 e. - ®edeparibHbIlU 3aKOH
om 8 asaycma 2024 2. N 323-®3
Cwm. npedbidywyto pedakyuro

2. B cnyvae, ecnu Bped 300pOBblO rpaxaaH MpPUYMHEH BCIEACTBME NPUMEHEHUSs
NeKapcTBEHHOro npenaparta, npuleawero B HErogHoCTb B pesynbTaTe HapyleHus npasun
XpaHeHUs1 NEeKapCTBEHHbIX CPEeACTB, NPaBuiT ONTOBOW TOProBfM NEKAPCTBEHHbIMK Npenapatamu,
npaBun OTMNycKa NeKkapCTBEeHHbIX NpenapaTtoB, NPaBWiT U3roTOBMEHWS U OTMycKa NeKapCTBEHHbIX
npenapatoB, BO3MelLeHWE Bpeda OCYLECTBMSIETCS COOTBETCTBEHHO OpraHusauuelrt OnTOBOW
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TOProBNM  NEKapCTBEHHbIMM  CpeacTBamK,  anTe4YHOW  opraHu3auven,  MHAMBUAOYyalbHbIM
npeanpuHUMaTenem, MMeKLWUMM NIMLEH3NIO Ha hapMaLeBTUYECKYD OeATENbHOCTb UNN NULIEH3NIO
Ha MEeOWUWHCKYI [OesTenbHOCTb, MEOMUMHCKOM oOpraHu3auven, WUMelrlen JUUEH3UI0 Ha
dhapmaueBTMYECKyl0 OesTenbHocTb (ee 060cobneHHbIM noapasaenieHMeM, pPacrorfiokKeHHbIM B
CenbCKOM HaceneHHOM MNyHKTe, B KOTOPOM OTCYTCTBYET anTeyHasi opraHu3auusi), 4onyCTUBLUMMMU
NpoAaxy Unmn oTnyck Takoro NekapCTBEHHOro npenapara.

3. BosmelleHne Bpega, NPUHMUMHEHHOTO 300POBbLI0 rpadaH BCNeACTBUE MPUMEHEHUs
NneKapCcTBEHHbIX NpenapaToB MM COBEPLUEHUS MPOTMBOMNPAaBHbLIX AENCTBUN cyObekTamu obpalleHuns
NeKkapCTBEHHbIX CPencTB, OCYLECTBNSAETCA B COOTBETCTBUM C 3akoHogaTenbCcTBOM Poccuickon
depepaunn.

FTAPAHT: CM. KOMMeHTapum K cTaTbe 69 HacTosiwero ®efepansbHOro 3akoHa

MnaBa 16. 3aknrounTenbHbIe NONOXEeHUdA

Cratbsa 70. O npu3HaHWM yTpaTUBLUMMW CUNY OTAENbHbIX 3aKoHOAATESNbHbIX aKTOB
(monoxeHun 3akoHoaaTenbHbIX akToB) Poccuickon ®enepaumm

Mpun3HaTb yTpaTUBLUMMW CUITY:

1) ®epepanbHbin 3akoH oT 22 uioHA 1998 roga N 86-®3 "O nekapcTBeHHbIX cpeacteax”
(CobpaHune 3akoHogatenbcTBa Poccuiickon degepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 sHBapss 2000 roga N 5-®3 "O BHeceHUN WU3MEHEHUs U
pononHeHun B PegepanbHbli 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHue 3akoHoOaTenbLCTBa
Poccuinckon ®epgepaunn, 2000, N 2, cT. 126);

3) cratbto 40 PepepanbHoro 3akoHa ot 10 anBapsa 2003 roga N 15-®3 "O BHeceHun
M3MEHEHUI 1N OOMOMNHEHWI B HEKOTOPLIE 3aKoHoAaTeNbHble akTbl Poccuinckon denepaunn B CBA3N C
npuHatvem ®epgepanbHoro 3akoHa "O nuMueH3MpoBaHWUM OTAEMbHbIX BWOOB AOeATenbHOCTU"
(Cobpanune 3akoHopaTenbcTBa Poccuinckon degepauun, 2003, N 2, c1. 167);

4) crateto 31 ®epepanbHoro 3akoHa oT 30 wuoHa 2003 roga N 86-®3 "O BHeceHuun
M3MEHEHUA W [OOMOMHEeHM B HEKOTopble 3akoHodaTenbHble akTbl Poccuickon degepaunn,
NPU3HaHUM YTPaTUBLUMMMK CUIYy OTAENbHbIX 3aKoHoZaTenbHbIX akToB Poccunckon Pepepauumu,
NPeAoCTaBMNeHUN OTAENbHbIX rapaHTUW COTPYAHWKAM OpraHoOB BHYTPEHHMX [eNl, OpraHoB no
KOHTpOMIO 3a 0OGOPOTOM HAPKOTUYECKMX CPEACTB M MCUXOTPOMHbLIX BELLECTB W ynpasgHAeMblX
deneparnbHbIX  OpraHOB  HANoOroBOW MNOMUUMM B  CBSA3WM C  OCYLLUECTBNEHMEM Mep Mo
COBEPLUEHCTBOBAHNIO rocygapcTBeHHoro ynpaenenus” (CobpaHune 3akoHogaTenbcTBa Poccuiickon
depepauun, 2003, N 27, ct. 2700);

5) crateto 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeceHun
M3MEHeHV B 3akoHoAaTenbHble akTbl Poccuiickon depepaumm v NpUsHaHUW YTPaTUBLUMMWU CUMY
HEKOTOpbIX 3aKkoHoAaTeNbHbIX akToB Poccunckon ®enepaumm B CBA3N C NPUHATUEM ddeaeparnbHbIX
3akoHOB "O BHEeCeHUM U3MEHEeHUr M gonornHeHun B PepepanbHbil 3akoH "O6 obLmMx npuHUMniax
opraHv3aummn 3akoHogaTenNbHbIX (MPeACcTaBUTENBHbLIX) U UCNONMHUTENBHBIX OPraHoOB roCy4apCTBEHHON
Bnactn cyobektoB Poccuickon degepauun” n "O6 obWwmMx npuHUMNAx opraHuMsaumm MeCTHOro
camoynpaeneHmsa B Poccuinckon depgepaunn” (CobpaHme 3akoHogaTenbctBa Poccuiickon
depepauun, 2004, N 35, ct. 3607);

6) ctaTblo 28 depgepanbHoro 3akoHa ot 18 gekabpst 2006 roga N 231-9d3 "O BBegeHun B
Jencrteme 4vactm detBepTtonm [paxgaHckoro kogekca Poccunckon ®epepaumn” (Cobpanne
3akoHogaTenbcTBa Poccunckon ®epgepaunn, 2006, N 52, c1. 5497).

FTAPAHT: CM. komMeHTapum k ctaTbe 70 HacTosiero ®enepanbHOro 3akoHa

CraTtbsa 71. Bctynnenue B cuny HacToswero PegepanbHOro 3akoHa

1. Hactosawmin degepanbHbiii 3akoH BCTynaeT B cuny ¢ 1 ceHTabpa 2010 roaa.

2. JlekapcTBeHHbIE CPeACTBa, 3aperMcTpMpoBaHHbIe A0 AHA BCTYNMEHUS B CUMY HACTOSLLErO
depnepanbHOro 3akoHa, noanexar BKAYEHWI0 B TOCYAApPCTBEHHbIE PEeeCcTpbl fEKapCTBEHHbIX
CpeacTB € BHECEHMEM YKa3aHHbIX B YacTu 1 ctatbn 33 HacToswero PefepanbHOro 3akoHa ceefieHui
06 9TUX neKapCTBEHHbIX CpeacTBax 06e3 NpOXOXAeHMs BHOBb Mpoueaypbl rOCy4apCTBEHHON
peructpaumm nekapCcTBeHHbIX NpenapaTos.

UHpopmayuss 06 usmeHeHusix: DeodepasibHbiM 3akoHoM om 11 okmsabps 2010 2. N 271-®3 8
yacmb 3 cmambu 71 Hacmosiueao ®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS
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Cm. mekcm Yacmu 8 npedbidywieli pedakyuu

3. TocypapcTBeHHasi perucTpauusi NekapCTBEHHbIX MNpenapaToB, 3a UCKIOYEHMEM
NeKapCTBEHHbIX MpenapaTtoB AN MEAMUMHCKOrO MPUMEHEHUsl, NPEACTaBMNEHHbIX Ha YKasaHHYH
perucTpaumio 4o AOHSA BCTynneHust B cuny HacTosiwero deagepanbHOro 3akoHa, OCyLLEeCTBNseTcs B
COOTBETCTBUM C HacTosiwum PegepanbHbIM 3aKOHOM Ha OCHOBaHUW [OOKYMEHTOB W [AaHHbIX,
npeacTaBneHHbIX 40 OHSA BCTYNNEHUs B cuny Hactosilero denepanbHOro 3akoHa.

NHbopmayus ob usmeHeHusix:  PedeparibHbiM 3aKoHOM om 29 Hosibpsi 2010 2. N 313-03 yacmeb
3.1 cmambu 71 Hacmosiwje2o @edepasibHO20 3aKOHa U3J/I0XKeHa 8 Ho8oU pedakuyuu, ecmynarouwel
8 cuny co OHs oguyuanbHo2o onybrukogaHuss Ha3gaHHo20 ®edepasribHO20 3aKoHa U
pacrpocmpaHsirowelcs Ha npasdoomHoWweHUs, 603HUKwWuUe ¢ 1 ceHms6ps 2010 e.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

3.1. TocypoapcTBeHHas peructpaums nekapCTBEHHbIX MpenapaToB AN  MeOuLMHCKOro
NPUMEHEHUs, NMpeacTaBNeHHbIX Ha roCyAapCTBEHHYK pernctpauuio 0O OHA BCTYMMEHWs B cuny
HacToswero PegepanbHOro 3akoHa, U rocygapcTBeHHasa pernctpaumst nekapCTBeHHbIX npenapaTtoB
Ons MeaNLMHCKOTO MPUMEHEHNS, NpeacTaBneHHbIX Ha 3KCNepTU3y NekapCcTBEHHbIX CpeacTB 4O OHS
BCTYNIEHMs B cuny HacTosiwero ®efepanbHOro 3akoHa B LensX UX NocneayoLlen rocyaapcTBeHHON
permctpaumm, OCYLLECTBIAKTCSA HA OCHOBAHUM OOKYMEHTOB W OaHHbIX, NPeacTaBfeHHbIX A0 AHS
BCTYNNeHus B cuny Hactoswero denepanbHOro 3akoHa, a Takke 3asiBieHUs O rocygapCTBEHHON
perncTpaumMm fnekapcTBEHHOro npenapaTa, NpeacTaBleHHOro npou3BoaUTENEM NeKapCTBEHHbIX
npenapaTtoB WM YMNOMHOMOYEHHbIM WM JfWLOM B COOTBETCTBUM C HacToawum PenepanbHbim
3aKOHOM B YMNOSTHOMOYEHHbIN (hefepanbHbli opraH ncnonHuTensHom Bnactu 4o 1 mapta 2011 roga,
6e3 TpeboBaHMA ynnaTbl rOCyAAPCTBEHHOW MOLWWMMHbI, NPEeAyCMOTPEHHOW 3akoHO4AaTenbCTBOM
Poccuinckon ®egepaumm o Hanorax u cbopax.

UHpopmayus 06 usmeHeHusix:  DedeparsribHbiM 3akoHOM om 29 Hosibps 2010 e. N 313-03 yacmb
3.2 cmambu 71 Hacmosiwe2o @edepasibHO20 3aKOHa U3JI0XKeHa 8 Ho8ol pedakuyuu, ecmynarouwiel
8 cuny co OHs ocbuyuanbHo20 orybrukosaHuss Ha3gaHHo20 ®edepasribHO20 3aKoHa U
pacrpocmpaHsirowelicss Ha npasoomHoWweHUs, 603HUKwWuUe ¢ 1 ceHms6ps 2010 e.

Cm. mekcm 4yacmu 8 npeobioywel pedakyuu

3.2. TlloaTBepxaeHne rocyaapCTBEHHOW perncrpaumMm nekapcTBEHHbIX NpenapatoB Ans
MEeLMLMHCKOrO NpUMEHeHNs1, NpeacTaBneHHbIX ANS NOATBEPXKAEHUA rocyaapCTBEHHON perncrpaumm
00 OHS BCTYNNeHus B cuny Hactoswero degepanbHOro 3akoHa, 1 NnoaATBepXaeHue rocygapcTBeHHON
perncTpaumm nekapcTBeHHbIX NpenapaToB ANs MEOULMHCKOrO NPUMEHEHWS, NPeACTaBleHHbIX Ha
3KCNepTU3y nekapCcTBEHHbIX CPEACTB 4O OHA BCTYNMEHNsa B cuiy Hactosdwero ®egepanbHOro 3akoHa
B LenaAX nocnenyoLwero NoaATBEPKAEHNS UX FOCYAAapPCTBEHHOW perncrpauumm, OCYLECTBISKTCS Ha
OCHOBaHUM [OOKYMEHTOB W [AaHHbIX, MPEeACTaBfeHHbIX A0 AHA BCTYMNMEHUS B CUIY HacTosLero
defepanbHOro 3akoHa, a Takke 3asBfeHus O MOATBEPXOEHWWM rocyaapCTBEHHOW perucrpaumun
nekapCTBEHHOro npenapara, nNpeacTaBfNeHHOro NpovM3BOANTENEM NEKapCTBEHHbIX NpenapaToB unu
YNOMHOMOYEHHBIM UM  JIMLUOM B COOTBETCTBUM C Hactoswmm PegepanbHbIM - 3aKOHOM B
YNONMHOMOYEHHbIN beaepanbHbin opraH ucnonHutenbHon Bractu go 1 mapta 2011 ropa, 6e3
TpeboBaHMa  ynnaTbl rOCyAapCTBEHHOW  MOLUMMHbI, NPEAYyCMOTPEHHOW  3aKOHO4ATENIbCTBOM
Poccuinckon ®egepaumm o Hanorax u cbopax.

UHpopmayus 06 usmeHeHusix:  DeodeparsibHbIM 3akoHOM om 29 Hos6ps 2010 e. N 313-©3 yacmb
3.3 cmambu 71 Hacmosuwezo @edepasibHO20 3aKOHa U3JI0XKeHa 8 Hoeol pedakuyuu, ecmynarouwel
8 cumy c©o OHA oguuuanbHo20 onybriukogaHuss Ha3eaHHo20 ®edepasibHo20 3aKoHa U
pacripocmpaHsouelicss Ha npasdoomHoueHuUs, 803HUKWuUe ¢ 1 ceHmsbps 2010 a.

Cm. mekcm 4yacmu 8 npeodbioywel pedakuyuu

3.3. TlpuHATME pelleHnss O BHECEHMUM W3MEHEHWA B [OKYMEHTbI, cofepkalumecs B
PErncTpauMoHHOM [0Cbe Ha 3aperMcTpyMpOBaHHbIN NEKAPCTBEHHLIN NpenapaTt Ans MeaWLMHCKOro
NPUMEHEHMS U NpeacTaBneHHble 00 AHSA BCTYMNIEeHUs B cury HacToswero denepansbHOro sakoHa, u
NPUHATAE PEeLLUEHNSI O BHECEHUW U3MEHEHUN B [OOKYMEHTbl, COAep)KalluMecs B PernctpalyoHHOM
[OCbE Ha 3aperucTpyMpoOBaHHbIN NEKAPCTBEHHbLIV MpenapaTt Anst MeOUUMHCKOTO MPUMEHEHUst |
npeacTaBreHHble Ha 3KCNepTU3y rekapcTBEHHbIX CPeAcTB A0 AHS BCTYMNSIEHUst B CUMY HACTOSILLEro
denepanbHOro 3akoHa, OCYLLEeCTBSIIOTCA HA OCHOBaHWM [OKYMEHTOB U [aHHbIX, NPeACTaBMeHHbIX
[0 OHSs BCTYMreHWs B cuny Hactosiwero ®efepanbHOro 3akoHa, a Takke 3asiBNieHUsi O BHECEHUM
N3MEHEHU B [OKYMEHTbl, coAepXaliuecs B PerncrtpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbI
NeKapCcTBEHHbIN MnpenapaTt Ans MeaULMHCKOro NPUMEHeHWs, npeacTaBlieHHOro Mnpou3BoaUTenem
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NeKkapCTBEHHbIX npenapaToB WAW YNOMHOMOYEHHbIM MM NULOM B COOTBETCTBUW C HACTOALLMM
depnepanbHbIM 3aKOHOM B YNOMHOMOYEHHbIN doeaeparnbHbii opraH MUCMOoNHUTENbHON Bnactu o 1
mapta 2011 roga, 6e3 TpeboBaHusa ynnaTtbl rOCYA4apCTBEHHOW MOLUMWHBI, NPegyCMOTPEHHON
3akoHogaTenscTBoM Poccuiickon ®egepaumm o Hanorax n coopax.

UHgpopmayusi 06 uameHeHusix:  DedeparibHbiM 3akoHoM om 29 Hosibps 2010 e. N 313-03 yacmb
3.4 cmambu 71 Hacmosiwezo ®edeparibHO20 3aKOHa U3/0XeHa 8 Ho8oU pedakuuu, ecmynarouel
8 cumny co OHs oguyuansHo2o onybnukogaHuss Ha3gaHHo20 ®edeparnibHO20 3aKoHa U
pacrpocmpaHsirowelcs Ha npasoomHoweHuUs, 603HUKwWue ¢ 1 ceHms6bps 2010 e.

Cm. mekcm Yyacmu 8 npedbidyweli pedakyuu

3.4. Bblgaya paspelueHnn Ha npoBefeHME KITMHUYECKUX WUCCredoBaHUN NeKapCTBEHHbIX
npenapaToB ANs MEAULMHCKOro NPUMEHEHMS NO 3asiBNEHNSM, NOAaHHbIM 40 AHSA BCTYNNEHUS B CUiy
HacToswero PefepanbHOro 3akoHa, a Takke No 3asBfieHnaAM, NodaHHbIM Mocre AHS BCTYMSeHUs B
cuny Hactosiwero ®PegepanbHOro 3akoHa Ha OCHOBAHUM 3KCMEPTU3, MPOBEAEHHbLIX OO0 [OHS
BCTynneHnss B cuny Hactoswero ®PefepanbHOro 3akoHa, OCYLLECTBMSEeTCS B COOTBETCTBUM C
HacToawum defeparnbHbIM 3aKOHOM Ha OCHOBAHUW OOKYMEHTOB W AaHHbIX, NPEeACTaBfEHHbIX Unu
NOSYYEHHbIX 40 AHS BCTYNNeHus B cuny Hactoswero ®eaepanbHOro 3akoHa, a Takke Ha OCHOBaHUK
KoM npefBapuUTENbHOIO AoroBopa 06s3aTeNbHOr0 CTPaxoBaHUS KM3HW, 300POBbS MaLMEHTOB,
y4yacTBYOLWIMNX B KAMHUYECKOM WUCCNeLOBaHUN JEeKapCTBEHHOro npenapaTta Angd MeauLUMHCKOro
NPUMEHEHNS, UM KOMUK [OroBopa 00A3aTEeNIbHOIO CTPaAxXOBaHUS >KM3HM, 340POBbSA MALMEHTOB,
Yy4acTBYOLWIMNX B KIAMHUYECKOM WCCNEeLOBaHUN J1IEKAapCTBEHHOIO npenapaTta And MeAULUMUHCKOro
npUMeHeHus1, TMbo NpeacTaBEHHON KONUM JOroBopa 06s3aTeNlbHOro CTpaxoBaHUs, 3aKINOYEHHOrO B
COOTBETCTBMM C TUMOBLIMU NpaBunamMm ob6A3aTenbHOro CTpaxOBaHWUS, C yKa3aHWeM MpeaenbHOn
YNCNEHHOCTU NALMEHTOB, Y4acTBYIOLMNX B KITIMHNYECKOM UCCNEAOBaHUN NeKapCTBEHHOrO npenapara
ONA  MeOUUMHCKOro npumeHeHusi, ©6e3 TpeboBaHus ynnaTbl FOCy4AapCTBEHHOW  MOLUSMHBI,
npeaycMOTPEHHOM 3akoHoaaTensctBoM Poccunckon degepaumm o Hanorax n cbopax.

UHopmauuss 06 usmeHeHusix: ®edepasibHbiM 3akoHoM om 11 okmsabps 2010 . N 271-03
cmames 71 Hacmosiwezo ®edeparnbHO20 3aKoHa O0MoSIHEHa Yyacmabio 3.5

3.5. 3apernctpupoBaHHble B MHOCTPaAHHOW BanTe OO0 OHS BCTYMNSIEHUS B CUITY HaACTOSLLEro
defepanbHOro  3akoHa npefernbHble OTNYCKHble LUeHbl MHOCTPaHHbIX MNpou3BoaAUTENEn Ha
nekapcTBeHHble NpenapaThbl, BKMOYEHHblIE B MEpPeYeHb >KU3HEHHO HEeOOXOAUMbBIX U BaXKHEMLLMX
nekapCTBEHHbIX MpenapaToB, noanexaTr nepecyety B pydnm no kypcy LeHTpanbHoro 6GaHka
Poccuinckon ®epepaumm Ha aaty, yctaHoBneHHyto [MpaButensctesom Poccunckon ®epepaumm, 6e3
npeacrtaBneHnst 3asiBNieHUsl O nepecyeTe LeHbl C BHECEHWEM COOTBETCTBYIOLUMX W3MEHEHUMI B
rOCyapCTBEHHbIN PEECTp npefenbHbIX OTNYCKHbIX LEH MpOM3BOAMTENEN Ha feKapCTBEHHbIE
npenaparbl, BKIOYEHHbIE B MEPEYEHb KM3HEHHO HEOOXOOUMBbIX W BaKHEMLUMX NEKaPCTBEHHbIX
npenaparos.

Unpopmayussi o6 usmeHeHusix: ®edeparibHbiM 3akoHom om 11 okmsbpsi 2010 e. N 271-@3
cmamebsi 71 Hacmosiweao PedeparibHo20 3aKoHa AorosHeHa Yyacmaeto 3.6

3.6. 3aperncTpypoBaHHble 00 AHS BCTynreHus B cuny Hactoswero denepanbHOro 3akoHa
npeaenbHble OTMYCKHble LieHbl POCCUMCKUX MPOU3BOAMTENEN Ha NeKapCTBeHHble npenaparthl,
BKIMIOYEHHbIE B MepeyvYeHb XMU3HEHHO HeOobXOOUMbIX W BaXXHEWLWWMX feKapCTBEHHbIX MNpenapaTtos,
nognexar mHaekcauun ¢ 1 Hosibps 2010 roga ncxoas M3 NPOrHO3UPYEMOrO YPOBHSI MHAMSLMM,
ycTaHoBrneHHoro ®efepaneHbiM 3akoHOM OT 2 gekabps 2009 roga N 308-93 "O denepanbHoM
oropkeTe Ha 2010 rog u Ha nnaHoebI nepuoa 2011 n 2012 rogoe” Ha 2011 roga.

UHpopmayusi 06 U3MEHeHUSsIX: QedeparibHbIM 3aKkoHOM om 6 dekabpsi 2011 2. N 409-©3 e yacmb
3.7 cmambu 71 Hacmosweao PedeparsibHO20 3aKOHa 8HECEHbl U3MEHeHUs, ecmyrnarouwue 8 cusny
no ucmedyeHuu mpuduamu OHel rocne OHs ochuyuanbHo20 orybrukosaHusi Ha38aHHO20
®eldeparibHO20 3aKOHa
Cm. mekecm 4yacmu 8 npeodbidywel pedakuyuu

3.7. Mocne 1 mapta 2011 roga He JgonyckalTca NPOU3BOACTBO M BBO3 B Poccuickyto
depepaunio nekapcTBEHHbIX NpenapaToB B yNakoBKax ¢ MapKMPOBKOW, KOTopasi Obifia HaHeceHa Ao
OHS1 BCTynneHus B cuiy Hactosiwero depepanbHoro 3akoHa. Mo MCTeYeHWM ykaszaHHOro cpoka
AaHHble IeKapCTBEeHHble MnpenapaTtbl MOryT OTNyCcKaTbCs, peanv3oBbiBaTbCs, NepedaBaTbCa WU
NPUMEHSTLCA A0 UCTEYEHUST X CPOKa rOAHOCTW.

4. Co gHsa BCcTynneHunda B cuny Hactoswero ®egepanbHoro 3akoHa u no 30 anpenda 2011 roga
BKIMIOUNTENBbHO [JOMNyCKaeTCa MpoBedeHVMEe 3JKCMepTU3bl JleKapCTBEHHbIX CPEeACTB 3KcrnepTamu
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PepepaneHbi 3akoH oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” (C M3MEHEHNAMMU

3KCNEPTHOrO YyYpexXaeHns [0 MPOXOXKAEHUS UMM  aTTecTauunm B NOPsAKe, YCTaHOBMEHHOM
YNONHOMOYEHHbIM hefeparnbHbIM OPraHoM UCMONHUTENBHOW BRacTu.

5. Co gHAa BCTynneHuss B cuny Hactosiwero depgepanbHoro 3akoHa M no 31 pekabps
2013 roga BKOYUTENBHO OCYLLECTBASETCA Nepexod K MpOU3BOLCTBY JIeKAaPCTBEHHbLIX CPenCcTB B
COOTBETCTBMM C MNpaBuiaMyM OpraHn3auun MNpOU3BOACTBA M KOHTPONS KayecTBa JieKapCTBEHHbIX
CpeacTB, ykasaHHbIMKM B YacTu 1 ctatbn 45 Hactoswero PegepanbHOro 3akoHa, B NosIHOM o0beMe.
Cpokn nepexoga Npou3BOACTBA JIEKAPCTBEHHbLIX CPEACTB K MX MPOU3BOACTBY B COOTBETCTBUM C
KOHKPETHbIMK TpebOoBaHWSIMM LaHHbIX NPaBuM, BKMAOYAA CPOKW aTTecTauum YNONMHOMOYEHHbIX Nuu,
yKasaHHbIX B 4actax 6 u 7 ctatbn 45 HacTodwero defepanbHOro 3akoHa, YCTaHaBNMBAKOTCA
MpaButensctBom Poccuinckon ®eagepaumm.

6. JlnueH3nm Ha Npon3BOACTBO NEKapCTBEHHbIX CPeACTB, BblaaHHble A0 1 aHBaps 2014 roaa,
nencteytoT nocne 1 aHBapa 2014 roga 4O UCTeYEHUsT CpoKa UX OEWNCTBUS NPU YCIIOBUN COOTBETCTBUIS
nuueHsnaTa npasuiam opraHmsaumm NPoOM3BOACTBA M KOHTPOSS Ka4yecTBa NIEKAapPCTBEHHbIX CPEACTB,
yKasaHHbIM B YacTtu 1 ctatbun 45 HacToswero PegepanbHOro 3akoHa.

UHgpopmayusi 06 usmMeHeHuUsIx: ®eodeparbHbiM 3akoHOM om 29 Hosi16pst 2010 e. N 313-03 cmambs
71 Hacmosiwezo ®edepasibHO20 3akOoHa OOMOJSIHEHa Yacmbio 7, ecmynarouel 8 cusy co OHS
opuyuanbHo20 orybrukogaHus HasgaHHo20 ®edepasibHO20 3aKoHa

7. dopmuMpoBaHUe rocygapCTBEHHOrO 3aJaHus Ha NMPOBeLEHME IKCMNEPTU3bl NEKAPCTBEHHbIX
cpeacTe degepanbHOMY rocy4apCTBEHHOMY GHOIKETHOMY YUPEXAEHMIO MO MPOBELEHMNIO IKCNEPTU3bI
NeKapCcTBEHHbIX CpeacTtB W dumHaHcoBoe  obecrneyeHne  BbIMNOfIHEHWA  9TOr0  3adaHus
OCYLLECTBMATCA B Nopsagke, ycTtaHoBrneHHOM ®depeparnbHbiM 3akoHOM OT 12 aHBaps 1996 roga
N 7-®3 "O HekoOMMepYECKMX opraHmM3aumsx”.

FTAPAHT: Cwm. KoMMeHTapumn k ctatbe 71 HacToswero PegepanbHOro 3akoHa

Mpe3naeHT Poccuiickon degepaunmn [. Menosenes

Mockea, Kpemnb
12 anpena 2010 .
N 61-03
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