MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

MocTtaHoBneHue MpaButenbctBa PP oT 26 HoAGps 2018 r. N 1416 "O nopsgke opraHusauum
obecneyvyeHus fneKapcTBEHHbLIMU MpenapaTtaMu nuy, 605bHLIX remodunuen,
MYKOBUCLUA030M, runodnsapHbIM HaHU3MOM, 6onesHbio MoLwe, 3n1oKka4ecTBEHHbLIMU
HOBOOOpaszoBaHUAMM NMMAGONOHON, KPOBETBOPHOMW U POACTBEHHbIX UM TKaHEW, pacCessHHbIM
CKIIepo30M, reMOSIUTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLWECKUM apTPUTOM C CUCTEMHbLIM
Havyanom, mykononucaxapugo3sowm |, Il n VI Tunos, nuuy nocrne TpaHcnsiaHTauum opraHoB U
(vnn) TKaHen, a TakKe O NPU3HaAHUU YTPATUBLLUUMU CUITY HEKOTOPLIX akToB lpaBuTenbcTBa
Poccuinickon ®epepaummn” (C UI3aMEHEHUSIMU U AONONHEHUSMM)

UHpopmayus 06 usmeHeHusix:  HaumeHosaHue usmeHeHo ¢ 7 anpens 2020 e. - [locmaHosneHue
lNpasumenscmea Poccuu om 27 mapma 2020 e. N 344
Cwm. npedbidywyto pedakyuro

NoctaHoBneHue MNpaButensctBa P® ot 26 HoAOps 2018 r. N 1416
"O nopsiake opraHu3auum obecneyeHUs nekapcTBEHHbIMU NpenapaTtaMmu nuu, 60MbHbIX
remodunmen, MykoBucUmgo3om, runodpusapHbiM HaHU3MOM, 6orne3Hblo Nowwe,

3110Ka4YeCTBEHHbIMU HOBOOOpa3zoBaHMAMU NMUMGONAHON, KPOBETBOPHOM U POACTBEHHbIX UM

TKaHen, pacCesiHHbIM CKJ1epO30M, FreMOJIUTUKO-YPEMUYECKMM CUHAPOMOM, FOHOLLECKUM

apTpPMTOM C CUCTEMHbIM Ha4yanom, mykononucaxapugosowm |, Il n VI tTuno, annactuyeckomn

aHeMuMen HeYyTOYHEeHHOW, HacneacTBeHHbIM aeduumtom dakropos Il (bnbpuHorena), Vil
(na6bunbHoro), X (Ctroapra - [payapa), nuu nocne TpaHCcNaHTauMm opraHoB U (UNK) TKaHew, a

TaKxe 0 NPU3HaHUM yTpaTUBLUMMU CUNY HEKOTOpbIX akToB lNpaButenbcTtea Poccumckon

depepauyun”

C U3MeHeHUsAMU 1 OONOJIHEHUAMMU OT:

C n3MeHeHnAMN 1 AOMNONHEHNSIMU OT:
27 mapta 2020 r., 26 vioHsa 2021 r., 15 cbeBpans 2023 r.

FAPAHT: HacTtosuiee nocraHoBneHue Bctynaet B cuny ¢ 1 gaHapsa 2019 r., 3a ucknoveHnem
MyHKTa 2, KOTOPbIA BCTynaeT B cuny ¢ 27 Hoabpsa 2018 .

B cootBetcTBMM C nyHkToM 21 yactn 2 ctaten 14 n yactamm 7 - 9 ctaten 44 depepanbHOro
3akoHa "O6 ocHoBax oOxpaHbl 340poBbs rpaxgaH B Poccuiickon ®Pegepauun” [NpaButenbcTeo
Poccuinckon ®epepaumm NnoCTaHOBASET:

Unpopmayuss 06 usmeHeHusix: [lyHkm 1 u3smeHeH ¢ 7 anpens 2020 e. - [locmaHosrneHue
lMpasumenscmea Poccuu om 27 mapma 2020 a. N 344
Cwm. npedbidywyto pedakyuro

1. YTBEpauTb NnpunaraemMble:

MpaBuna opraHuMsauun obecnevyeHns nekapCTBEHHbIMW npenapatamn  nuy, 60nbHbIX
remodunmen, MyKoBMCLMOO30M, rMnodpmsapHbiM HaHM3MOM, ©onesHbto [owe, 3nokavyecTBEHHLIMMU
HoBOOOpa3zoBaHMSIMN NUMGONAHON, KPOBETBOPHOM W POACTBEHHLIX WM TKaHEW, paccesiHHbIM
CKIepO30M, reMOSIMTUKO-YPEMUYECKUM CUHOPOMOM, HOHOLLIECKUM apTPUTOM C CUCTEMHbBIM Ha4yariom,
Mykononucaxapugosom I, Il n VI Tunos, annactuyeckon aHemmen HeyTOYHEHHOW, HacnNeaCTBEHHbIM
aecdvumtom caktopos Il (pnbpuHoreHa), VIl (nabunsHoro), X (Ctioapta - lNpayapa), nuy nocne
TpaHcnnaHTaumMmM opraHoB U (Unu) TKaHen;

MpaBuna BegeHua degepanbHOro pernctpa nuy, 60MnbHBIX remodunnen, MykoBucunMLo30M,
rmnomsapHbiM  HaHM3MOM, 6onesHbd  [owe,  3M0KaYeCTBEHHbIMWM  HOBOOOpa3OBaHUAMMU
nMMA@ONOHOW, KPOBETBOPHOW W POACTBEHHbIX MM  TKaHeW, pacCesiHHbIM  CKIIepo30M,
reMoNMTUKO-yPEMUYECKUM  CUHAPOMOM,  IOHOLIECKMM  apTPUTOM C  CUCTEMHbIM  Havarnom,
Mykononucaxapugosom |, 1l u VI Tunos, annactnyeckon aHeMmen HeYyTOYHEHHOW, HacneaCcTBEHHbIM
nedunumntom daktopor |l (dombpuHoreHa), VII (nabunbHoro), X (Ctioapta - lNpayspa), nuy nocne
TpaHCNNnaHTauumn opraHoB u (Mnn) TKaHew;

rnepedeHb yTpaTUBLUMX CUNy akToB lNpaButensctBa Poccurickon depepaumn.

2. MwuHuctepcTBy 3gpaBooxpaHeHuss Poccuiickon  ®depepaumm B YCTAHOBNEHHOM
3akoHogaTenbcTBoM Poccunckon ®Pepepaumm nopsake ocylwecTBUTb 3akynky Ha 2019 rog

neKapCTBEHHbIX npenaparos ans naToreHeTu4eckoro neyenHus nmu, OOSIbHbIX
reMOnUTUKO-YPEMUYECKMM  CUHOPOMOM,  IOHOLIECKMM  apTPUTOM C  CUCTEMHBIM  Hadanom,
Mykononuncaxapugosom |, Il n VI TMNoB, BKNKOYEHHbLIX B NepeyeHb XMU3HEHHO HeobXoauMbIX U

BaXKHENLLINX JIeKapCTBEHHbIX NpenapaToB.
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MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

Hrioopmayusi 06 USMEHeHUAX:  rjocmarioenerue dononHero nyHkmom 2! ¢ 25 geepans 2023 2. -

lNocmaHosneHue lNpasumenbcmesa Poccuu om 15 epespans 2023 2. N 229
U3MeHeHuUs1 pacripocmpaHsitomcesi Ha rnpasoomHoueHUs], 803HUKwWuUe ¢ 1 sHeaps 2023 a.

2". VcTouHMKOM (DUHAHCUPOBAaHWS OpraHM3aLuM obecneyeHust NeKkapCTBEHHbIMM
npenapatamm pgeten B Bo3pacte go 18 net, 6onbHbIX remodunnen, MyKOBUCLUUOO30M,
rmnogu3sapHblM ~ HaHU3MoM, 6onesHbto  [owe,  3nokayeCTBEHHbIMM  HOBOOOpPa30BaHMAMMU
NMMAONAOHOW,  KPOBETBOPHOW W POACTBEHHbIX MM  TKaHeW, paccesiHHbIM  CKIepo30M,
reMOnUTUKO-yPEMUYECKMM  CUHOPOMOM,  IOHOLIECKMM  apTPpUTOM C  CUCTEMHBIM  Hadanom,
Mykononucaxapugosom I, Il n VI Tunos, annactuyeckon aHemuen HEYyTOYHEHHOMW, HacnNeaCTBEHHbIM
neduumntom daktopos Il (dubpuHorena), VIl (nabunsHoro), X (Cttoapta - [payapa), geten B
Bo3pacte 4o 18 neT nocne TpaHcnnaHTauum opraHoB M (Mnm) TkaHenm ¢ 2023 roga sBRSOTCS
OloKeTHble acCUrHoBaHMs, nNpefycMoTpeHHble B depepanbHoM  Grogkete  MuHuctepctsy
3gpaBooxpaHeHust Poccuiickon depepauumn gna  PoHga nogoepKkM  geTen € TSKEenbiMu
XMU3HEYrpoXatLwWwmMMn 1 XpOHUYEeCKUMM 3aboneBaHusMKW, B TOM 4ucne pegkmmu (opdaHHbIMK)
3aboneBaHuamMu, "Kpyr gobpa".

3. MuHuctepctBy 3gpaBooxpaHeHus Poccuiickon ®Pepepauum gaBaTb PasbsCHEHUA MO
NPUMEHEHWIO NPaBusl, yTBEPXKAEHHbIX HACTOALLMM MOCTAHOBMEHMEM.

4. Hactosulee noctaHoBneHue Bctynaet B cuny ¢ 1 aHBapa 2019 r., 3a UCKNIOYEHNEM MYHKTA
2, KOTOpbIN BCTyNaeT B CUITY CO AHSA O(hULMANbHOMO onyorMkoBaHUSA HACTOSALEro MOCTaHOBMNEHNS.

Mpencepnartens NpaButenbcTea
Poccuinckon ®epepaumm . MenBenes

UHpopmauus 06 usmeHeHusix:  HaumeHosaHue usmeHeHo ¢ 7 anpens 2020 e. - [locmaHosneHue
lNpasumensbcmea Poccuu om 27 mapma 2020 e. N 344
Cwm. npedbidywyro pedakyuro

YTBEPXXOEHbI

nocraHosnexHvem MNpaButenbcTBa
Poccuiickon ®epepauum

oT 26 HOosA6pA 2018 r. N 1416

MpaBuna
opraHusauum obecnevyeHms neKkapcTBeHHbIMMU NpenapaTtaMmm nuu, 60nbHbIX remocunuen,
MYKOBUCLUA030M, rMnodnsapHbIM HaHU3MOM, 6onesHbio Mowe, 3f1oKa4eCTBEHHbLIMU
HOBOOGpa3oBaHMAMU NMUMEPONAHON, KPOBETBOPHOW U POACTBEHHbLIX UM TKaHEW, pacCeAHHbIM
CKIepo30M, reMOJIUTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLUECKUM apTPUTOM C CUCTEMHbLIM
Ha4yanom, mykononucaxapugosowm |, Il u VI tTunos, annactuyeckon aHeMmen HEyTOYHEHHOM,
HacneacTBeHHbIM aecduumntom chpaktopos Il (pubpuHorena), VIl (nabmnnsHoro), X (CtroapTa -
Mpayapa), nuy nocne TpaHcNNaHTaLMM OpraHoB 1 (Mnun) TKaHen

C N3MEeHeHMAMN 1 OONOJIHEHUSIMMU OT:

C n3MeHeHUaAMN 1 AOMNOSTHEHUAMMN OT:
27 mapta 2020 r., 26 noHa 2021 r., 15 despanga 2023 r.

UHopmayusi o6 usmeHeHusix: [lyHkm 1 usmeHeH ¢ 7 anpens 2020 e. - [locmaHosneHue
lNpasumenscmea Poccuu om 27 mapma 2020 e. N 344
Cwm. npedbidywyro pedakyuro

1. Hactoswue lMpaBuna yctaHaBnuBaloT NOpsiAOK opraHu3aunn obecnedeHms nuu, 60nbHbIX
remocpmnmen, MykoBMCLUMAO30M, rMnon3apHbIM HaHU3MoM, 6onesHblo [olwe, 3rokavyecTBEHHbIMU
HOBOOOpPa3oBaHNAMN NNUMAOUNAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHEW, pacCesHHbIM
CKMNepo30M, reMOfNMMTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLLECKUM apTPUTOM C CUCTEMHbIM Havarom,
Mykononuncaxapugosom |, Il n VI Tunos, annactuyeckon aHemmen HEyTOYHEHHOW, HacnNe4CTBEHHbIM
neduumntom caktopos Il (dombpuHoreHa), VII (nabunbHoro), X (Ctioapta - lNpayapa), nuy nocne
TpaHCnNaHTauun opraHoB u (Unn) TKaHen (ganee - 6oMbHbIE), NEKAPCTBEHHBIMU Npenapatamu ans
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MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

MEAMLUMHCKONO  MNPUMEHEHUs, npefHasHadeHHbIMW Ons  fledyeHnMs  3Tux  3aboneBaHuin, Mo
yTBEpXaeHHomy [NpasutenbctBom Poccuiickon degepauumn nepeyHio NnekapcTBEHHbIX npenapaTos,
chopMMPOBaHHOMY B YCTaHOBMEHHOM MM Mnopsiake (Qanee - nekapCTBeHHble npenapartbl), a Takke
NopsiAoOK 1 yCNoBUA rnepenady nekapcTBEHHbIX npenapaToB B COGCTBEHHOCTb Cy6bekToB Poccuiickon
depepaunn.

Unpopmayuss o6 usmeHeHusix: [lyHkKm 2 usmeHeH ¢ 25 c¢pespans 2023 e. - [locmaHosrneHue
lpasumernbcmea Poccuu om 15 gpbesparis 2023 . N 229
U3meHeHus1 pacripocmpaHsiromces Ha rnpagoomHouweHuUs], 803HUKwWuUe ¢ 1 sHeaps 2023 a.
Cwm. npedbidywyto pedakyuro

2. icTouHmKkoM chmHaHCcupoBaHns opraHmnsauumn obecneveHms 6onbHbIX B Bo3pacTe oT 18 net
N cTapLue NnekapcTBEHHbIMM NpenapatamMu SBnaTCA GI0oKEeTHbIE aCCUTHOBaHWUS, NPeayCMOTPEHHbIE
B hepepanbHom GrogxkeTe MuHncTepcTBy 3apaBooxpaHeHms Poccuiickon degepaummn Ha ykasaHHble
uenu, a 6GonbHbix B Bo3pacTe A0 18 neT - OGHOOKETHble aCCUrHOBaHWA, NpPefyCMOTPEHHbIE
MuHuncTepcTBy 3apaBooxpaHeHna Poccuiickon ®depepaumm ana doHaa nogaepkks geten C
TSOKEMNbIMU  KUSHEYTPOXKaLWMMN N XPOHUYECKMMUM  3aboneBaHusIMM, B TOM 4uUCre peakMmu
(opthaHHbIMK) 3aboneBaHuamMu, "Kpyr gobpa".

BloopkeTHble accurHoBaHus nepedncnstotTca MnHucTepcTBomM 3apaBooxpaHeHnsa Poccuinckom
degepauun denepanbHOMy KaseHHOMY yupexaeHuto "degepanbHbll LEHTP MAaHUpoOBaHWsS U
opraHusauum nekapcTBeHHoro obecnedeHuns rpaxgaH” MwuHuCTepcTBa  34paBOOXpPaHEHUS
Poccuinckon ®enepauumn (ganee - denepanbHbli LEHTP) ANSA OpraHu3aummM M NpoBegeHUst 3aKynok
nekapCTBEHHbIX NpenapaTos.

Unpopmayussi 06 usmeHeHusix: lyHkm 3 usmeHeH ¢ 7 anpens 2020 e. - [locmaHosrneHue
lNpasumernscmea Poccuu om 27 mapma 2020 e. N 344
Cwm. npedbidywyto pedakyuro

3. MNpaBo 6GonbHOro Ha obecrnevyeHne nekapCTBEHHbIMW MpenapataMmy BO3HUKAeT CO AHS
BKITIOYEHWSI CBEOEHUA O HEeM B pervoHasnbHbl cermeHT deaepanbHOro permcrpa nud, 60nbHbIX
reMmodunmen, MyKoBMCLMOO30M, rMnocdmsapHbiM HaHM3MOM, ©onesHbto [owe, 3nokavyecTBEHHLIMMU
HOBOOOpa30BaHNAMN NUMAOUNAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHEW, pacCesaHHbIM
CKMNepo30M, reMOfnUTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLLECKUM apTPUTOM C CUCTEMHBLIM Hayariom,
Mykononucaxapugosom I, Il n VI Tunos, annactuyeckon aHemuen HeyTOYHEHHOW, HacnNeaCTBEHHbIM
nedwuuutom aktopos Il (dombpuHoreHa), VII (nabunsHoro), X (Ctioapta - lNpayapa), nuy nocne
TpaHcnnaHTaumMm opraHoB U (Unu) TkaHen (fanee - degepanbHbli PErncTp).

[aTa BkntoyeHnsa 6oMbHOro B pernoHanbHbl cermeHT PeaepanbHOro perncTpa ukcmpyeTcs
nevalimMm BpayomM B MEAULNHCKON KapTe amOynaTopHOro 605bHOro Nnn ctopum passuTtusa pebeHka.

UHgpopmayussi o6 usmeHeHusix: [NTyHKm 4 u3smeHeH c¢ 7 uronsa 2021 2. - [locmaHosreHue
lNpasumenbcmea Poccuu om 26 utoHsi 2021 2. N 1025
Cwm. npedbidywyto pedakyuro

4. OpraHusaums obecnedeHnss PepepanbHbIM LEHTPOM 3a cyeT cpencts hedepanbHOro
OopkeTa OONbHBIX JfEKAapCTBEHHLIMM MNpenapatamu  OCYLLECTBMSETCA C Y4eTOM CTaH4apToB
MEANLMNHCKON MOMOLLUM, KIMHUYECKMX peKoMeHAauumn (MPOTOKONOB JfleYeHMs) U CpedHen KypcoBOW
[03bl NEKAPCTBEHHbIX NpenapaToB.

UHepopmayusi o6 usmeHeHusix: [MyHKm 5 u3ameHeH c¢ 7 uronsa 2021 2. - [locmaHosneHue
lNMpasumenbcmasa Poccuu om 26 uroHs 2021 2. N 1025
Cwm. npedbidywyto pedakyuro

5. OpraHbl rocygapcTBeHHoM BracTn cyobektoB Poccuiickon Pegepaunm B cdepe oxpaHbl
300poBbsA He nosgHee 1 HOAGPSA Tekylwero roga npeacrasnsaT B PefepanbHbI LEHTP 3a8BKU Ha
NMOCTaBKy  JleKapCTBEHHbIX  npenapatoB no  dopme,  yTBepxaeHHon  MuHucTepcTBOM
3npaBooxpaHeHusa Poccunckon ®enepaunn (qanee - 3asBku), C NpUNOXeHnemM o6OCHOBaHMI MO UX
o6beMy, a Takke nepeyeHb opraHvM3auuin, NMELMX NIMLEH3NI0 Ha OCYLLECTBEHNE MEOULNHCKOM 1
(vnn) dapmaueBTMYecKoM aOesatenbHoCcTM B cybbektax Poccuiickon depepauun (panee -
opraHusauuu-nonyyaTenu), B Uenax MNOCTaBkyM oOpraHuMsaumsiM-nonyvyatensm nekapCTBEHHbIX
npenaparos.

MoTpebHocTb (06beM nOcCTaBkM) B NEKAPCTBEHHOM MNpenapaTe onpedensiercs ¢ y4eTom
KIMHUYECKNX peKkoMeHZaumn (NPOTOKOMOB fevyeHusl) U CpegHen KypCcoBOW A03bl FIEKapCTBEHHOIO
npenapata WCXo4s W3 exeMecsayHoMW aKkTUyeckon MoTpebHOCTN BOoNbHbIX B NEKapCTBEHHbIX
npenapatax B COOTBETCTBMM CO CBEOEHUAMW pernoHanbHOro cermeHta ®egepanbHOro permcrpa u
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MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

HeobxoanmocTn hopmupoBaHns 3anaca Ha 15 mecsues.

UHpopmayusi 06 usmeHeHusix: [lyHkm 6 usmeHeH ¢ 25 ¢pespana 2023 2. - [locmaHosrneHue
lNpasumenbcmea Poccuu om 15 chespans 2023 2. N 229
U3MeHeHuUs1 pacrpocmpaHstomces Ha rnpasoomHouweHus], 803HUKwWuUe ¢ 1 sHeaps 2023 a.
Cwm. npedbidywyto pedakyuro

6. depepanbHbii LEHTP paccMaTpyMBaeT npeacTaBfeHHble 3asiBKM Ha COOTBETCTBME
YCT@HOBIIEHHON hopMe, Ha npeameT OOOCHOBAHHOCTM 3asiBfIEHHbIX OOBEMOB NEKapCTBEHHbIX
npenapatoB M nNpu HEoOXOOUMOCTU KOPPEKTUPYET MX W COrfacoBbiBaeT C BbIHECEHUEM
COOTBETCTBYIOLLEIO PELLEHNS.

He nosgHee 15 ceHTaAbpsa Tekyuwero roga ®egepanbHbll LEHTP NPeACTaBNsieT YKasaHHble
3asBkM B Komuccuio MuHuctepctea 3gpaBooxpaHeHus Poccuinckon degepaumm No pacCMOTPEHUIO
3as8BOK (ganee - KOMUCCUA) ONA MX PAcCCMOTPEHUs C yyacTuem npeacrasutenen depepanbHoOro
ueHTpa, dPoHOa noadepXKKM AeTed C  TKENbIMA  XKUSHEYrpoXalwmMMn U1 XPOHUYECKUMU
3aboneBaHuaMKM, B TOM uucrne pegkumm (opcpaHHbiMK)  3aboneBaHuamu, "Kpyr gobpa",
UCMOMHUTENbHBLIX OpraHoB CcybbekToB Poccunckon Pepepaumm (B TOM 4YUcre C MCNOMb3OBaHUEM
MHAOPMALIMOHHO-TENTEKOMMYHUKALMOHHbBIX TEXHOMOIMI) Ha npegMeT 0O0CHOBAHHOCTU 3asiBIIEHHbIX
00bEMOB NEKapCTBEHHbIX MPEnapaToB, MX KOPPEKTUPOBKM MpU HEOBXOOUMOCTU U YTBEPXAEHUS
00beEMOB MNOCTABOK feKapCTBEHHbIX MpenapaTtoB. [lofnoxeHne O KOMWUCCMM W €ee COoCTaB
yTBEpXgatTcss MMHMCTEpCTBOM 34paBooxpaHeHusi Poccuiickon degepauuu.

PaccmoTpeHue 3asBok, yTBEpXaeHne o6beMOB NOCTaBOK M NpeacrasneHne B GegepanbHblii
LEHTp cBeaeHu 06 yTBep)KAeHHbIX 00 beMax NOCTABOK OCYLLECTBNATCA Komuccuen B tedeHme 30
OHEen co AHA NoCTynneHns 3aaBok oT PeaeparnbHOro LeHTpa.

CeegeHnsa 00 yTBEPXAEHHbBIX KOMUCCUMEN OObeMax MOCTABOK NEKAPCTBEHHbLIX MpenapaTos
HanpasnsawTca degepanbHbIM  LEHTPOM B MCMONHUTENbHbIE OpraHbl cy6bekToB Poccuiickon
depnepauunn B chepe oxpaHbl 300poBbsA B TedeHne 3 pabounx OHEN CO AHA MNOCTYNNEHMS CBEAEHUN
OT KOMUCCUWN.

7. O6bbem NOCTaBOK NneKkapCTBEHHbIX MpenapaToB dopMupyeTcs B npedenax 6ropKeTHbIX
acCUrHoBaHWn, NpeaycCMOTPEHHbIX B defepanbHOM 3akoHe o degepansHoOM 6rogxete Ha
COOTBETCTBYIOLWNA (PMHAHCOBBLIA FO4 M NNAHOBLIN Nepuod, U NUMUTOB OHOMKETHbIX 06A3aTenbCTB,
JOBE[EeHHbIX B YCTaHOBSIEHHOM nopagke A0 MuHucTepcTBa 34paBooXpaHeHust Poccumnckom
degepaunn Ha 3aKynKy fieKapCTBEHHbIX NpenapaTos.

UHebopmauuss ob usmeHeHusix: [TyHkm 8 uameHeH ¢ 7 urong 2021 e. - [locmaHosrneHue
lNpasumenbcmea Poccuu om 26 uroHs 2021 2. N 1025
Cwm. npedbidywyto pedakyuro

8. B cootBeTcTBMM C 0ObemMamu MOCTaBOK JleKapCTBEHHbIX MpenapaTtoB, YTBEepXOeHHbIMU
opraHamMmu rocygapcTBeHHoON BracTn cybbekToB Poccuinckon denepauum B cdhepe o0XpaHbl 300POBbS
C yyeToM pelleHus komuccun, PegepanbHbIl LEHTP B YCTAHOBMEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®egepaunmn nopsake OCyLLECTBASAET 3aKyrnKy NekapCTBEHHbIX NpenapaTos.

MuHucTepcTBO 3apaBooxpaHeHus Poccurickon denepauum exerogHo wu3gaet akt o
cornacoBaHun nepefayn degepanbHbIM LEHTPOM 3aKYMMEHHbIX B COOTBETCTBUM C HACTOALUMU
MpaBunamun nekapCTBEHHbIX NpenapaToB OpraHam rocyaapCTBEHHON BnacTn cybbekToB Poccumnckonm
depepaunn B chepe oxpaHbl 300POBLSI.

UHpopmayuss o6 usmeHeHusx: lyHkKm 9 u3smeHeH c¢ 7 urona 2021 2. - [locmaHosreHue
lNpasumenbcmsa Poccuu om 26 uroHs 2021 2. N 1025
Cwm. npedbidyuwyro pedakyuro

9. T[locTaBWMKM fEeKapCTBEHHbIX MNpenapaTtoB, oOfpedeneHHble B COOTBETCTBMU C
3akoHodaTenbcTBOM  Poccuitickon  depepaumnmn, npeactasnsaiot B depepanbHblil LEHTP
0POpMIEHHbIE B YCTAHOBMEHHOM nopsigke AOKYMEHTbl, nogTreepxpatowme akt nonydeHus
OopraHusaumaMu-noniyyaTensiMm IeKapCTBEHHbIX MpenapaToB, B TOM 4MCNEe HaknagHble U akTbl
npuema-nepegadn nekapcTBeHHbIX NpenapaTos.

UHpopmayuss 06 usmeHeHusx: [lyHkm 10 usmeHeH ¢ 25 ¢pespansa 2023 2. - [locmaHosrneHue
lNpasumenbcmea Poccuu om 15 chesparns 2023 . N 229
U3meHeHus1 pacrpocmpaHstomcsi Ha rnpasoomHouweHuUs], 803HUKwWuUe ¢ 1 sHeaps 2023 a.
Cwm. npedbidywyto pedakyuro

10. degepanbHbli UeHTp B TeveHne 10 paboumx [HeEM €O OHA MOCTYNNeHMs akTa
npuema-nepeaayn npvHMMaeT Ha yYeT flekapCTBEHHble Mpenapartbl U M3gaeT pacrnopsiguTenbHble
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aKkTbl O nepegayve NeKapCTBEHHbIX NpenapaToB UCMOMHUTENbHBIM OopraHam cybobekToB Poccuiickon
depepauunn, onpegeneHHbiM BbICLLIMM [OIMKHOCTHBIM NnuUoM cybbekta Poccuickon deaepaumu
(pykoBOoaMTENEM BbICLLETO MCMNOSTHUTENBHOIO opraHa cybbekta Poccunckon depepaunn) (qanee -
YMOJSIHOMOYEHHbIE OpraHbl), C yKa3aHMEM HOMEHKNATYpbl, KONIMYECTBA U CTOMMOCTM NIEKAapPCTBEHHbIX
npenapaToB B OTHOLUEHMWN KAXO0ro YNOSIHOMOYEHHOrO opraHa.

UHgpopmayusi 06 usmeHeHusix: MyHkm 11 uameHeH ¢ 7 urona 2021 e. - [locmaHosrneHue
lNMpasumenbcmsa Poccuu om 26 uroHs 2021 2. N 1025
Cwm. npedbidywyto pedakyuro

11. degepanbHbIN LEHTP B TeyeHne 5 paboumx gHEn co AHS u3gaHust pacrnopsgnTenbHOro
akTa, npegycmoTpeHHoro nyHktom 10 Hactoswmx [Mpaeun, HanpaBnseT B YNOMHOMOYEHHLIE OpraHbl
(B 2 ak3emnnsipax) M3BeLLEHME O MOCTaBKE JIEKAPCTBEHHbIX NpenapaToB M akT npuema-nepenayu,
noanucaHHble ANPEKTOPOM (YMONHOMOYEHHbIM NMLoM) ®eaepanbHOro LeHTpa.

UHpopmayuss o6 usmeHeHusix: yHkm 12 uameHeH ¢ 7 uronsa 2021 e. - [locmaHosreHue
lNpasumenbcmsa Poccuu om 26 uroHs 2021 2. N 1025
Cwm. rpedbidywyro pedakuuro

12. YNONHOMOYEHHbIE OpraHbl B TeveHne 5 paboumx AHEN CO OAHS MONyYeHUs U3BELLEHUS O
NocTaBKe NeKapCTBEHHbIX MpenapaTtoB W akTa npuemMa-nepenadun, npegycMoTpeHHbIX rnyHkToMm 11
HacToswux lMpaBun, NnognucLIBalOT 1M 3aBEPSIIOT NedaTbio 00a 3K3eMnnsipa U3BELeHUs O NOCTaBKe
nekapcTBeHHOro npenapara n oba aKk3emnnsapa akra npuema-nepenayu, nocrne 4Yero Bo3epallaroT B
depepanbHbld  LEHTP OAWH 3K3EMMNSApP YKa3aHHOro WU3BELEeHUS M OOMH  3K3eMNnsp akta
npuema-nepegayn.

13. YNONHOMOYEHHbIA OpraH Ha OCHOBaHUW akTa npuemMa-nepegadv NPUHUMAaET Ha ydeT
nekapcTBEHHbIE npenapaTbl 1 B TeveHne 5 pabounx gHEn Co OHA NonyvyeHust akTa npuemMa-nepegadn
n3gaet pacnopsguTenbHbIN aKT o] nepegade NeKapCTBEHHbIX npenapaToB
OpraHu3auMaM-nosy4yaTensiMm ¢ ykasaHMeM HOMEHKITATypbl, KONIMYECTBA M CTOMMOCTU NIEKAPCTBEHHbIX
npenapaToB B OTHOLLUEHUM KaXXO0W opraHn3aunmn-nony4varerns.

14. OpraHusauuun-nonyyatenn B TedeHme 2 paboumx gHen co OHA NOnyyYeHust JOKYMEHTOB,
nogTeepXaawoLwmx nepegady WM NEKapCTBEHHbIX npenapaTtoB, MPUHUMAKT  feKapCTBEHHbIE
npenaparbl Ha y4eT, o6ecnevmBatoT NX COXPaAHHOCTb U LileNeBOE UCNONb30BaHMeE.

UHpopmayuss o6 usmeHeHusx: yHkm 15 usmeHeH ¢ 7 uronsa 2021 e. - [locmaHosreHue
lNpasumenbcmasa Poccuu om 26 uroHs 2021 2. N 1025
Cwm. npedbidywyro pedakyuro

15. ®epgeparnbHbI LEHTP B yCTaHOBNEHHOM MUHUCTEPCTBOM 34paBooxpaHeHus Poccuiickom
depgepauunn nopsaake OCyLecTBASET MOHUTOPUHI ABMXKEHNSA N ydeTa fnekapCTBEHHbIX MpenapaTos B
cybbekTax Poccuinckon denepaumm, OBOAMT OO CBEAEHUS YNONHOMOYEHHbBIX OPraHoOB MOMyYeHHble
no pesynbTatam MOHUTOPWHra AaHHble, B TOM 4YuUCMe CBEAEHWA O HOMEHKNaType, Konmdectse u
CTOMMOCTM NIEKAPCTBEHHbIX NpenapaToB, 06 OTCYTCTBMM NOTPEOHOCTM B OTAESIbHbBIX NIEKaPCTBEHHbIX
npenaparax nMbo O MOSIBMEHMM OOMNOSIHUTENbHON MOTPEOHOCTU B NEKAPCTBEHHbIX Mpenapartax B
CBA3N C u3MeHeHueM B cybbekTe Poccuinckon degepaumm YNCIEHHOCTU BONbHbLIX, U3MEHEHNSIMU B
Ha3HayYeHaX MeaNLMHCKMMK paboTHUKaMM NnekapcTBEHHbIX NpenapaToB 60NbHbIM 1 COrnacoBbIBaeT
nepepacnpeneneHne nekapCcTBeHHbIX NpenapaToB Mexay cyobekrammu Poccunckon egepaumn.

UHepopmayusi o6 usmeHeHusix: [yHkm 16 u3ameHeH ¢ 7 uronsa 2021 e. - [locmaHosneHue
lNMpasumenbcmasa Poccuu om 26 uroHs 2021 2. N 1025
Cwm. npedbidywyto pedakyuro

16. MNepenaya nekapcTBEHHbIX MpenapaToB odHUM cybbekTom Poccuiickon degepauuun B
cobcTBEHHOCTL Apyroro cyobekta Poccuiickon denepauumn OCyLLECTBNSAETCS Ha OCHOBaHUM akTa
npuema-nepegayn. degepanbHbi LEHTP YBEAOMIISIETCA O Nepefade nekapCTBEHHbIX NpenapaToB B
10-4HEBHbIN CPOK Nocre NoAnMcaHna akta npuemMa-nepenadn ynoriHOMOYEHHbLIMU OpraHaMmu.

UHpopmayuss o6 usmeHeHusix: yHkm 17 uameHeH ¢ 7 uronsa 2021 e. - [locmaHosrneHue
lNpasumenbcmsa Poccuu om 26 uroHs 2021 2. N 1025
Cwm. rpedbidywyro pedakuuro

17. ®epepanbHbln LEHTp exekBapTtanbHo, o 10-ro uyucna mecsaua, cregywowero 3a
OTYETHbIM KBapTasrioMm, NpeacTaBnseT CBeAeHUA O nepegaye NeKkapCTBEHHbIX NpenapaToB CyObekTy
Poccuiickon degepaumm u CcornacoBaHHbIX MNepepacnpeneneHnsx nNeKkapCTBEHHbIX MpenapaTos
Mexay cybbektamm Poccuiickon depepauumn B defepanbHyto crnyxOy no Hagsopy B cdepe
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30paBOOXpaHEHNsT B  LENaX OCYLECTBNIEHUS KOHTPONA 3a UeneBbiM  MCMNOMb30BaHUEM
nekapCcTBEHHbIX NpenapaTos, a Takke B MMHMCTepcTBO 3apaBooxpaHeHns Poccuinckon degepaumu.

18. B uensax obecneveHnsi GONbHbIX JEKAPCTBEHHbIMM MpenapataMmm B Nopsake,
YCTAHOBIIEHHOM 3aKkoHogaTenbcTBOM Poccuiickon ®degepaumm, OCYLLECTBNSETCS Ha3HayeHue
nekapCTBEHHbIX NpenapaToB U 0hopMIeHe peLenToB Ha fiekapCTBEHHbIE Npenaparhbl.

19. MNpun HasHa4yeHun GONbHOMY IEKAPCTBEHHbIX MpenapaToB nevawimin Bpavy UHOPMUpYET
€ero 0 BO3MOXHOCTM MOMyYeHMs1 UM COOTBETCTBYIOLLMX FeKapCTBEHHbIX NpenapatoB 6e3 B3vMaHus
nnaTtbl B COOTBETCTBUM C 3aKoHoAaTenbCcTBOM Poccuickon ®enepaumm.

20. B uenax guHamunyeckoro HabnogeHus 3a G6onbHbIM U cOBNoaeHUss NepuoauyHOCTM
noceweHns UM MeOULMHCKOW OpraHusauuuM nevyawum BpadoM onpefensieTcd  KonmyecTBO
nekapcTBEHHOro npenapaTta, €AWHOBPEMEHHO OQOPMMEHHOr0 Ha peuentypHoM 6naHke B
COOTBETCTBMM C PEKOMEHOOBAHHON CPeAHECYTOYHON KypCOBOM A030M M CPOKOM, Has3HayYeHHbIM Ans
noceLeHus.

21. MeguuuHckas opraHuMsaumst npegoctaenser  OONbHOMY WM €ro  3aKOHHOMY
npeacTaBuTeNto MHgopmaumio 06 opraHusaumsix, pacrnofioXeHHbIX B rpaHuuax MyHMLMNanbHOro
00pa3oBaHusa MO MECTY XUTENbCTBa WM MeCTy npebbiBaHMst (B crydae ecnu Cpok npebbiBaHus
npesbiwaeTr 6 MecsueB) 6G0ONbHOrO W OCYLLECTBRSAOWMX 6GecnnaTHbiM OTNYCK NeKapCTBEHHbIX
npenapaToB, HAa3HaYeHHbIX eYyaLlmM Bpa4oM.

22. Tlocne BKNOYEHUss OOMBHOTO B pervoHanbHbIi cerMmeHT PepepanbHoro perucrtpa
Ha3HayeHue Kn OTMNyCK eMy WnM ero 3aKOHHOMY MpeaCcTaBWUTEN0 NeKapCTBEHHbIX MpenapaTos
OCYLLECTBNSAETCA B CPOK, He npeBbiwatownin 20 paboumx gHEN CO AHS BKIOYEHUS.

23. OpraHusaumst obecneyeHnss nekapcTBeHHbIMM NpenapataMmm G60MbHbIX, MPOXMBAKOLLMX B
CTaUMOHapHbIX opraHmMsauuax coumanbHoro obcryKuBaHWA WNU  OTObIBAKOLWMX — HakasaHue,
CBsI3aHHOE C NuLIeHMeM CBOBOAbI, OCYLLIECTBNSAETCA COOTBETCTBYIOLLEN OpraHmM3aumen.

24. B cnyvae Bble3ga 6onbHOro 3a npegensl Tepputopun cydbekta Poccunckon degepaumm,
B KOTOPOM OH MPOXMBAET, Ha Tepputopuio apyroro cybvekta Poccuiickon denepanmm Ha Cpok, He
npesblwamowWwmi 6 MecdaueB, TakomMy 60NbHOMY OpraHOM rocyAapCTBEHHOW Bfactu cybObekTa
Poccuinckon depepaumm B cepe oxpaHbl 300pPOBbS OPraHU3yeTCsl HasHauyeHue IeKapCTBEHHbIX
npenapaTtoB Ha CPOK MNpuvema, paBHbI CPOKYy ero Bble3ga 3a npedenbl TeppuTopun cybbekTa
Poccuinckon depgepaummn, nmbo, yuntbiBass CPOKU FOAHOCTU UMEHLLMXCS OCTATKOB JIEKAPCTBEHHbIX
npenapaTtoB, obecnevyeHne Takoro 60MbHOro NeKapcTBEHHbIMM NMpenapaTtaMyM Ha COOTBETCTBYIOLLMN
CpOK.

CeefeHusa O KONMMYeCcTBE Ha3HAY€HHbIX WU OTNYLIEHHbIX GONbHOMY WNU €ero 3akOHHOMY
npeacTaBUTENO NEKAPCTBEHHbIX MpenapaTtoB BHOCATCA B pernoHanbHbll cermeHT depepanbHOro
peructpa.

25. B cnyyvae Bble3ga 6onbHOro 3a npegensl Tepputopun cydbekta Poccunckon degepaumum,
B KOTOPOM OH MpOXUBaeT, Ha TeppuTopuio Apyroro cybbekta Poccunckon depepaumm Ha CpoOK,
npesbilaOWnin 6 MecsaueB, uUnuM B crydae W3MEHEHUsI MeCTa >XUTenbCTBa TakoMy OonbHOMY
Ha3HayalTCsa nekapCTBEHHble npenapaTtbl Ha CpPoK npuvemMa He 6Gonee ogHoro mecaua nubo
OpraHu3yeTcsd OpraHoM rocygapCTBEHHOM Bractn cybbekta Poccurickon Pepepaumm B cdepe
OXpaHbl 340pOBbsi 0becneveHne Takoro 6ONbLHOr0 NekapCTBEHHbIMKU NpenapaTaMmmn Ha CPOK npuema
He bonee ogHoro mecsua.

CeegeHna o Takom 60nNbHOM noanexaT WCKIIOYEHUI0 W3  permoHanbHOro  CermeHTa
depepanbHoro pernctpa cybbekta Poccuiickon depepaumum, C TEPPUTOPUN KOTOPOrO Bble3XKaeT
6onbHOW, M nepepade (B TOM 4MCEe C MCMOSMb30BaHWEM WH(OPMaLMOHHO-KOMMYHUKALMOHHBIX
TEXHOIOrMn) opraHy rocygapcTBeHHoON Bnactu cybbekta Poccuiickon defepaumm B cpepe OxpaHbl
3[0pPOBbS, Ha TEPPUTOPUIO KOTOPOro Bbexas OOMbHOW, AN BKIOYEHUS B pernoHarnbHbI CEerMeHT
depepanbHOro peructpa atoro cybbekta Poccuiickon degepaumu.

[aTton BknoveHns ceegeHnii 0 60NbHOM B perMoHanbHbin cermeHT degepanbHOro permcrpa
cybbektom Poccunckon degepauumn, Ha TEPPUTOPUIO KOTOPOro Bbexasn GornbHON, ABNAETCA OEeHb,
crneaywlWmi 3a OHEM WCKMOYEHUs CBeAEHUM O HEeM M3 permoHanbHoro cermeHta depeparnbHoro
pernctpa cybbektom Poccunckon Pegepaunm, ¢ TEPPUTOPUM KOTOPOTO Bblexan GobHON.

26. OpraH rocygapcTBeHHoM Bractu cybbekta Poccunckon degepaumm B cepe oxpaHbl
300pOBbsl, C TeppuTopMM KOTOpOro Bblexan 6onbHOW, npeacTtaeBnser (B TOM u4ucne cC
NCNoNb30BaHMEM  UH(OPMALMOHHO-KOMMYHUKALUMOHHBIX ~ TEXHOMOrMM) No  3anpocy opraHa
rocygapctBeHHou Bnactm cybvekta Poccuiickon ®depepaumm B cdepe OXpaHbl 300pOBbSA, Ha
TEPPUTOPUIO KOTOPOro Bbexan OOnbHOW, CBEAEHUS O KONMMYECTBE Ha3HAYEHHbIX UNN (PaKTUYECKM
NpeaoCTaBreHHbIX BONbHOMY UMM €ro 3aKOHHOMY MpPEeACTaBUTENO NEKAPCTBEHHbIX MpenapaTtoB B
COOTBETCTBMM C MyHKTOM 25 HacToawwmx MNpasun.
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UHpopmayuss 06 usmeHeHusix:  HaumeHosaHue usmeHeHo ¢ 7 anpens 2020 a. - [TocmaHosneHue
lNpasumenbcmea Poccuu om 27 mapma 2020 e. N 344
Cwm. npedbidywyto pedakyuro

YTBEPXOEHbI

noctaHosneHnem NMpaButenbcTea
Poccuickon ®egepaumnu

oT 26 HOs1I6pA 2018 r. N 1416

MpaBuna

BeaeHuAa PepepanbHOro peructpa nuu, 60nbHbIX remocdpunmen, MyKoBUCLUGO30M,
runocunsapHbIM HAHU3MOM, 60ne3HbIo Nowe, 310Ka4YeCTBEHHbIMUM HOBOOOpa3oBaHUAMMU

numcdongHON, KPOBETBOPHOW N POACTBEHHbLIX UM TKaHEW, pacCeAHHbIM CKITEpPO30M,
reMoJIMTUKO-ypeMUYE€CKUM CUHAPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHbLIM Havanom,

Mykononucaxapugosom |, Il u VI TunoB, annactnyeckom aHeMuen HeyTOYHEHHOMW,
HacrneacTBeHHbIM aedmumntom cpaktopos Il (pubpuHoreHa), Vil (nabnnsHoro), X (Ctroapra -
Mpayapa), nuy nocne TpaHcNNaHTaLUM OpraHoB U (MNK) TKaHen

C U3MeHeHusAMN n AONOJSIHEHUAMMU OT.

C n3MeHeHUAMN 1 AOMOSTHEHUAMMN OT:
27 mapta 2020 r., 26 noHg 2021 r., 15 deBpanga 2023 r.

UHopmauusi o6 uameHeHusix: [lyHkm 1 usmeHeH ¢ 7 anpensa 2020 e. - [locmaHosneHue
lNpasumensbcmea Poccuu om 27 mapma 2020 e. N 344
Cwm. npedbidywyro pedakyuro

1. Hactoswme lMpaBuna yctaHaBnNuBalOT Nopsaaok BeaeHua PenepanbHoOro perncrpa nuu,
OOnbHbIX  remounuen, MyKOBMCUMOO30M, MNOoM3apHbIM  HaHM3MOM, OonesHbio  [ouwe,
3M10KaYeCTBEHHbIMWU HOBOOOPAa30BaHUAMU NMMAONIHON, KPOBETBOPHOM U POACTBEHHbLIX UM TKaHEW,
paccesiHHbIM  CKNepo30oM, TeMOSIMTUKO-YyPEMUYECKMM CUHAPOMOM, HOHOLLIECKMM apTpUTOM C
CUCTEMHbLIM Hayanom, Mykononucaxapugosom I, Il n VI Tunos, annactMyeckon aHemuen
HEYTOYHEHHOW, HacneAcTBeHHbIM aeduumtom daktopoB Il (dumbpuHoreHa), VII (nabunbHoro), X
(Ctroapra - NMpayapa), N1y, nocne TpaHCMaHTaunmM opraHoB 1 (Mnn) TKaHewn (ganee COOTBETCTBEHHO
- bonbHble, PeneparnbHbI PErncTp).

2. BegeHne degepanbHOro permctpa ocywecTBnseTcs B CrieayoLwWwmnx Lensx:

UHopmayus 06 usmeHeHusix:  [1odnyHkm "a" usameHeH ¢ 25 ¢peeparns 2023 e. - [locmaHosneHue
lNpasumenbcmasa Poccuu om 15 ¢pesparnsa 2023 2. N 229
U3meHeHus1 pacripocmpaHsitomcesi Ha rnpagoomHoOuweHUs], 803HUKwWuUe ¢ 1 sHeaps 2023 a.
Cwm. npedbidywyro pedakyuro

a) obecneyeHve nekapCTBEHHbIMW MpenapatamMmy AN  MeAUUMHCKOrO  MpPUMEHEHUS,
BKMIOYEHHbIMU B yTBepXAeHHbIin  [NpaButensctBOM  Poccunckon  degepauumn  nepedeHb
nekapcTBeHHbIX npenapaTtoB, CHOPMUPOBAHHLIN B YCTaHOBMAEHHOM WM nopsgke (danee -
nekapcTBeHHble npenapaTbl), 60nbHbIX B Bo3pacte OT 18 net u crapwe 3a cyeT OaKEeTHbIX
acCUrHoBaHun, NpegycMOTPEeHHbIX B hedepanbHom Owogpkete MUHUCTEPCTBY 34paBOOXpPaHEHUs
Poccuinickon ®epepaumm Ha ykasaHHble uenu, a 6onbHbiX B Bo3pacte o 18 net - 3a cuyet
OIOKETHbIX aCCUrHOBaHWWA, NpedyCcMOTPeHHbIX MuHUCcTepcTBY 3gpaBooxpaHeHns Poccuiickon
®epepaunn ansg doHaa nogaepKkM OeTer € TAKeNbIMU KU3HEYTPOXaKLWUMN U XPOHNYECKUMMU
3aboneBaHus, B TOM uucne peakumn (opdaHHbiMK) 3aboneBaHuamu, "Kpyr gobpa”. BrogxeTHble
accurHoBaHunst nepeuncrniaiotcss  MuHucTtepctBoM  3gpaBooxpaHeHust  Poccunckon  depepaumm
degepanbHOMY KaseHHOMY yuypexgeHutio "®degeparnbHbli LEHTP MNMaHUPOBaHUS WU OpraHusauumu
nekapcTBeHHOro obecneyeHus rpaxgan” MuHucTepcTea 3apaBooxpaHeHnsa Poccuiickon Pegepaunn
(nanee - depgepanbHbIn LEHTP) ANS OpraHusauMm W NpPOBEAEHMS 3aKyMNOK NeKapCTBEHHbIX
npenaparos;

6) MOHWUTOPUHI OBWXEHUS M yyeTa OOMbHbIX HA OCHOBaHUW CBEAEHWW, NpeacTaBnAeMbixX
opraHamu rocyaapcTBeHHoOW Bnactu cybbekToB Poccuickon Pegepauun B cchepe oxpaHbl 300pOBbS;

B) a(ppekTMBHOE NNaHMpoBaHWE N pacxogoBaHMe PUHAHCOBLIX CPeACTB, HanpaBngeMbIX Ha
3aKynky HeobXxoAMMbIX NeKapCTBEHHbIX NpenapaToB And obecneyeHus MMu BOnbHbIX NO MECTY
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MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

XUTEnbCTBa UMM MecTy NpebbiBaHns (B criyyae ecrniv cpok npebbiBaHus npesbilaeT 6 Mmecsiues).

UHpopmayusi 06 usmeHeHusix: [lyHkm 3 usmeHeH ¢ 25 ¢pespania 2023 2. - [locmaHosrneHue
lNpasumenbcmea Poccuu om 15 chespans 2023 2. N 229
U3MeHeHuUs1 pacrpocmpaHstomces Ha rnpasoomHouweHus], 803HUKwWuUe ¢ 1 sHeaps 2023 a.
Cwm. npedbidywyto pedakyuro

3. ®epnepanbHbIn perucTp aenseTca egepanbHON MHAOPMALUMOHHOW CUCTEMON, COCTOSILLEN
N3 pernoHarnbHbIX CErMEHTOB, KOTOpble pasdensdlTCs Ha MOACErMeHT, codepXallivMi CBedeHUs O
©onbHLIX B Bo3pacTe Ao 18 nert, u NogcermMeHT, cogepalinin ceegeHmsi o 6onbHbIX B Bo3pacTe oT 18
neT 1 cTaplue, U coaepxallen cBeaeHns, NpeayCMOTPeHHbIe NMyHKTOM 9 HacTodAwmx [Npasumn.

MuHucTepcTBO 3apaBooxpaHeHnss Poccunckon Pepepaumm aBnseTcss onepaTopoMm 3Tom
cucteMbl M obecneumBaeT ee 6ecnepeboriHoe PyHKLUMOHUPOBAHUE.

MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon ®Pepepauun obecneunBaet dPepepanbHOMy
ueHTpy u ®doHOy noadepkkM feTerm € TEHKENbIMU  KUSHEYrpoXawwmMMym U XPOHUYECKUMU
3aboneBaHuaAMM, B TOM 4ucne pegkumm (opdaHHbiMu) 3abonesanuamun, "Kpyr gobpa" goctyn K
UHdopmaLmu, cogepxallencs B PegepansHOM perncrpe.

4. OpraHbl rocygapctBeHHon Bnactu cybvektoB Poccuiickon denepauumn B cpepe oxpaHbl
340poBbs 06ecneyvmBaloT BHECEHME CBELEHMI O BOMbHLIX B pernoHarnbHbI cerMeHT degepanbHOro
permctpa B CpOK, He npeBblwarwmun 5 pabounx gHenm co AHA obpaweHus 6onbHOro ¢
YCTaAHOBJIEHHbIM OWArHO30M B MEAMLMHCKYI0 OpraHu3aumio no MeCTy ero XuTenbCTBa WM MecTy
npebbiBaHus (B Criydyae ecnmn cpok npebbiBaHMst NpeBbIWAET 6 MecsaueB).

BkntodeHne B pervoHanbHbi cermMeHT ®degeparnbHOro perncrtpa cBefeHuin O BOnbHbIX
OCYLLEeCTBNAETCA MEANLMHCKON opraHM3auuen No Mecty UX XutenbcTBa unn mecty npebbiBaHus (B
criydyae ecnu cpok npebbiBaHUsA npeBbilaeT 6 mecaueB) Ha OCHOBaHUN MEAMUMHCKUX OOKYMEHTOB
(MX KOMWIA) MW BBIMUCKN U3 HUX, OTPaXKawLmx cBegeHus 06 yCTaHOBNEHHOM AuarHose u Bblbope
MEepPONpPUATUIA NO NeYeHno naumeHTa. BknioveHne ceegeHnii 0 60MbHbIX C FEMONUTUKO-YPEMUYECKNM
CUHOPOMOM, FOHOLLUECKUM apTPUTOM C CUCTEMHBIM Havyanom u mykononucaxapugosom |, 1l u VI Tunos
OCYLLECTBMSAETCA Ha OCHOBaHWUM MEOULMHCKUX OOKYMEHTOB MMAW WX KOMUA W BbIMUCKA W3 HUX,
oTpaxatwmx ceefgeHuss 06 yCTaHOBMEHHOM [uarHo3e U Bbibope MeponpuUsiTUA MO NEeYEeHUIo
nauueHTa, NonyyYeHHbIX oT dheagepanbHON MEAULNHCKON OpraHn3auuu.

5. PerynupoBaHue OTHOLWIEHWA, CBSA3aHHbIX C BedeHnem degepanbHOro perncrtpa,
OCYLLECTBIISAETCS B COOTBETCTBMM C 3akoHogaTenbctBom Poccunckon degepauun o6 nHdopmaumm,
NHPOPMAaLMOHHbBIX TEXHOMOIMAX U O 3awuTe NHPopMaLun.

UHpopmauyuss o6 usmeHeHusix: [lyHkm 6 usmeHeH ¢ 25 c¢peepans 2023 e. - [locmaHosrneHue
lMpasumenscmea Poccuu om 15 gpespansa 2023 2. N 229
U3meHeHuUs pacripocmpaHsItomcs Ha rpasoomHoweHuUs, 603HUKWuUe ¢ 1 ssiHeaps 2023 a.
Cwm. npedbidywyto pedakyuro

6. MuHuctepcTso 3gpaBooxpaHeHust Poccunckon depepaumn, degepanbHbli LEHTP, POHA
NnoadepXKM AeTen C THKENbIMU XU3HEYTPOXKatoLLMMK N XPOHUYECKMMKN 3aboneBaHnsamMun, B TOM Yucne
peakumn  (opdpaHHbiMK) 3aboneBaHusmu, "Kpyr gobpa" wu opraHbl rocygapCTBEHHOM BriacTu
cybbvektoB  Poccuiickon  ®depepaumm B ccepe  OxpaHbl  340poBbsi  obecneumBaroT
KOH(pmaeHunanbHOCTbL CBeAeHUn, cogepxalmxca B defepansHOM perucTpe, a Takke XpaHeHue u
3aluUTy Takux cBegeHnn B cooTBeTCcTBUN ¢ PeepanbHbiM 3akoHOM "O nepcoHarbHbIX aHHbIX".

7. PaameweHune nHgpopmauumn B degepansHOM perucTpe ocyLecTBNAeTcs ¢ NpMMEHEHNeM
YCUMEHHOW KBanMUUMPOBaHHON 3NEKTPOHHOM NoANMCKM B COOTBETCTBUMM ¢ PeaeparnbHbiM 3aKOHOM
"O6 anekTpoHHON nognucun".

8. ®epepanbHblini  peructp BegeTcs B 9NIEKTPOHHOM  BMAE C  MPUMEHEHMEM
aBTOMaTM3MPOBAHHOW CUCTEMbI NYyTEM BHECEHUS PErMCTPOBOW 3anmncu C NPUCBOEHNEM YHUKaIbHOro
HOMepa PerMcTpoBOM 3anNncu 1 ykasaHnem gaTbl €e BHECEHMS.

Mpn BHECEHUN M3MEHEeHUN B cBefeHUs O 6ONbHOM AOMKHbl BblTb COXPaHEHbl YHUKaIbHbIN
HOMEpP PEernMcTpoBOK 3anmcu U UCTOPUSI BHECEHUSI UBMEHEHWI.

9. ®epepanbHbIA PErUCTP COOAEPXKUT crieayoline ceegeHuns:

a) CTpaxoBOW HOMEpP MHAMBUAYAINbHOro NMUEBOro cyeta 60MbHOro B cucteme o6a3aTtenbHOro
NEeHCMOHHOro CTpaxoBaHus (NpyU Hanu4un);

6) bammnus, umsa, otyecTBo 60MbHOrO, a Takke aMunusa, JaHHast NPY POXAEHWM;

B) AaTa poxaeHus 60rbHOro;

r) non 60MnbHOro;

A) agpec MecTa XuTenbcTBa unn mecta npebbiBaHus (B crnydae ecnu cpok npebbiBaHuA
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MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

npesbiwaeT 6 MecsueB) BonbHOro (C ykasaHveM kopga no O6Liepoccuruckomy KrnaccudukaTopy
00BEeKTOB aAMMHUCTPATUBHO-TEPPUTOPUANIBHOIO AENEHUS);

€) cepust 1 HOMep nacnopTta (CBMAeTeNbCTBa O POXOAEHMM) UMK YOOCTOBEPEHUS JINYHOCTU
©onbHoro, a Takke gaTta Bbl4avn yKazaHHbIX JOKYMEHTOB;

X) cepusi U Homep nonmuca ob6s3aTeNbHOro MEOULMHCKOro CTpaxoBaHMs OONbHOroO u
HaMMeHOBaHMWe BblAaBLLEN ero CTPaxoBON MEAULMHCKON opraHmn3auunm;

3) nHdopmauma o6 MHBaNMAHOCTM (B Cryvyae YCTaHOBMEHWS TPpynnbl UHBANMAHOCTM WU
kaTeropun "pebeHok-uHBanmg");

n) anarHo3 3aboneBaHus (COCTOSHUSA), BKMOYasa ero kog no MexayHapoaHou CTaTUCTUHECKOM
knaccudumkaumm bonesHen n Nnpobnem, CBsiI3aHHbLIX CO 300POBbLEM, a TaKke AaTa ocMoTpa OOMbHOro
M OaHHble O ANHAMUKE COCTOSIHUS,

K) nHdopmaumna o MeaNLUHCKON opraHu3aumm (HauMeHOBaHWEe, OCHOBHOW rOCy4apCTBEHHbIN
pPerncTpaumMoHHbli  Homep, kod no O6uepoccunckomy  KrnaccudukaTopy npeanpusatuin u
opraHusauumi), BblOaBLUEA HanpaBfieHWe Ha BKAYeHME cBefeHuMn o GonbHbiXx B dedepanbHbii
pernctp (HanpasneHue Ha BHECEHME M3MEHEHWN B CBefdeHud, cogepxawmecs B PegepanbHOM
pernctpe (ganee - HanpaeneHWe), a TakKe U3BELEeHne 00 MCKMNIOYEeHUM CBEAEHUN O GONbHbIX M3
depepanbHOro perucTpa (ganee - n3BeLeHue);

n) paTta BKIKOYEHWA cBedeHuMiA O OONMbHOM W gaTta BHECEHUS WM3MEHEHWUA B CBEOEHMSI O
©onbHoM B degepanbHbIi PerucTp;

M) MHOPMaLMSA O Ha3HAYEHUN NIEKapCTBEHHbIX NpenapaTos;

H) WHpopmaumsi o6 OTnycke nekapCTBEHHbIX MpenapatoB (gata Hayana obecneyeHus
nekapCcTBeHHbIMU NpenapaTtaMn 1 bakTUYeCKnin OTNYCK NIeKapCTBEHHbIX NpenapaTos);

0) AaTa npuHATUA pelleHns 06 OKoHYaHuM obecneyeHust nekapCTBEHHbIMWU npenapaTamu ¢
yKkaszaHmem npuuunHbl (Bble3n 3a npegenbl Poccuickon Pepepaumm Ha MNOCTOAHHOE MECTO
XuUTenbcTBa MM Mecto npebbiBaHus (B criydae ecnv cpok npebbiBaHus npesbiwaeT 6 Mecsues),
cmepTb 60MbHOro, OTCYTCTBME NMOKa3aHW K JanbHenWwemy npuemMy fiekapCTBEHHOro npenapara) u o
nepegade ceegeHun B apxme PegepanbHOro perncTpa;

n) nHcdopmauus o BkoveHun 6onbHoro B degepanbHbii PErUCTP NUL, MMEKLWNX NPaBo Ha
NnoslyYeHne rocydapCTBEHHOW cCouMarnibHOM MOMOLUW, WM WHbIE PErncTpbl, NPeayCMOTPEHHbIE
3akoHogaTenbctBoM Poccuiickon  ®depepaumm, B uUensx obecnevyeHust  flekapCTBEHHLIMU
npenaparamu 3a cyeT GroaXeToB OoakeTHON cuctembl Poccuinckon ®epgepaunm;

p) YHVKanNbHbIN HOMEP PErMCTPOBOW 3anncy;

C) BbIiNUCKa 13 MeANLMHCKON JOKyMeHTaumn 60nbHOro, cogepxallas cBeeHnsi 0 HadHayYeHun
M MCMNOJSIb30BaHMM NEKapCTBEHHbIX NPenapaTtos.;

UHopmauusi 06 usmeHeHusix: [lyHkm 9 domoniHeH nodnyHkmom "m" ¢ 25 ¢pespansa 2023 e. -
lMocmaHosneHue lNpasumenscmesa Poccuu om 15 epespans 2023 2. N 229
U3MeHeHuUs1 pacripocmpaHsitomces Ha rpasoomHoueHuUs], 803HUKwWuUe ¢ 1 sHeaps 2023 a.

T) UICTOYHUK (PMHAHCUPOBAHUA NPUOBPETEHMSA NNEKAPCTBEHHbIX NpenapaTos.

10. B cnyyae ycTtaHoBneHusa guarHosa 3aboneBaHusi (COCTOSAHUS), YKasaHHOro B ryHkTe 1
HacToawwmx [lpaBun, unu U3MEHEeHUs CBeOEHWW, YKasaHHbIX B noAnyHkrax "a" - "x" nyHkrta 9
HacToawwmx NMpaBun, MeanUnHCKMe opraHmMsaumm, B KOTOpbIX B0MbHbIE HAX0OATCA NO4 MEANLNHCKUM
HabnogeHnem, B CpPOK, He npeBblwakwmin 3 paboumx gHenm co OHA obpauleHuss 6orbHOro ¢
YCTAQHOBIIEHHbIM [AMarHO30M B MEAUUMHCKYI0 OpraHuM3aumio no MeCTy XWUTenbCTBa WM MeCTy
npebbiBaHMst (B Cnyyae ecnu CpokK npebbiBaHus MpeBblllaeT 6 MecsaueB), NpeacTaBnsioT B
3NEKTPOHHOM BuAe wnn Ha OymaxHOM HOcuTene HanpasrneHus W U3BELWeEeHWs B oOpraH
rocygapcTtBeHHoln Bnactu cybbekta Poccunckon Pegepaunm B cdepe oxpaHbl 300poBbs No hopme
W B Nopsake, KoTopble yTBepaeHbl MMHUCTEPCTBOM 3apaBooxpaHeHunsa Poccuinckon ®enepaumu.

11. [Ona 3anonHeHuWss pernoHanbHOro cermeHTa ®deagepanbHOro perncrpa opraHusauuu,
OCYLLEeCTBMAOLWMNE OTMNYCK IIEeKapCTBEHHbIX MpenapaToB, Ha3HaYeHHbIX fevyalwum BpayvoM B
COOTBETCTBUU C NPEAYCMOTPEHHbIM NoAnyHKTOM "a" nyHkTa 2 HacTtoawmx Npasun nepeyHem, 4o 5-ro
yncna Kaxgoro Mecsua npeacTaBnsioT B OpraHbl rocygapCTBEHHOM BRacTn cybbekToB Poccuickomn
depgepaunn B cepe oxpaHbl 340POBbSA B ANIEKTPOHHOM BUAE UMW HA ByMa)KHOM HocuTerne cBeaeHns
00 OTnyLEeHHbIX 32 NPeALLECTBYIOLWNA MECSL, IEKapCTBEHHLIX NpenapaTax.

12. B cny4yae ecnu cBefeHusi, NpedyCcMOTpeHHble noanyHkramu "a"“, "x" u "n" nyHkta 9
HacToawwmx MNpaeun, He npeacTaBfeHbl B OpraHbl rocy4apCTBEHHOW BNacTu cyObekToB Poccuiickon
depnepauun B chepe OxpaHbl 300POBbS, YKa3aHHblE OpraHbl BacTM CaMOCTOATENbHO 3anpalunBaroT
3TV CBEAEHUA B roCyAapCTBEHHbIX BHEBIOMKETHBIX (POHOAX.

CeegeHnsa o 6onbHOM (HanpaBneHusi, U3BELLEHNS), NPeACcTaBnsdemMble B 3IEKTPOHHOM Buae,
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MoctaHoBneHue MpaButenbctBa PP ot 26 Hos16pst 2018 1. N 1416 "O nopsiake opraHusaumm obecneveHus

noanexaT 3aBEPEHUIO 3reKTPOHHOW MOAMNUCHI0 AOMKHOCTHOMO nuua opraHa rocygapCTBEHHON
BnacTtu cybbekta Poccuiickon ®egepaunm B chepe oxpaHbl 300POBbSI.

13. B cnyyae Bbleaga GonbHOro 3a npegensl Tepputopum Poccuiickon ®depepaumm Ha
NMOCTOSIHHOE MECTO XWUTENbCTBA UMM MecTo npebbiBaHusA (B cnydae ecnu Cpok npebbiBaHus
npeebllwaeT 6 MecsueB), a Takke B Clyvae cmepTu OOnMbHOro CBeAEeHVMs O HeM noanexar
APXMBUPOBAHMIO.

YTBEPXOEHDbI

nocrtaHosneHvem MNpaButenbcTBa
Poccuickon ®epepauum

oT 26 Hos1I6pA 2018 r. N 1416

MepeyeHb
yTpaTuBLIKX cusny aktoB lMpaButenbctBa Poccumnckon Pepnepauuun

1. MNMoctaHoBneHne lMpaButenbctBa Poccurickon Penepauum ot 26 gekabps 2011 r. N 1155
"O 3aKkynkax neKkapCTBEHHbIX npenapaToB, NpegHasHadeHHbIX Ans obecneyeHus nuy, GONbHbIX
reMmounmen, MyKoBMCLMOO30M, rMnodpmsapHbiM HaHM3MOM, ©onesHbto [owe, 3nokavyeCcTBEHHLIMMU
HoBOOOpa3zoBaHMSMN NUMMGONAHON, KPOBETBOPHOM W POACTBEHHLIX WM TKaHEW, paccesiHHbIM
CKIepo3oMm, N, Nocre TpaHcnnaHTaumMm opraHoB u (unu) TkaHen" (CobpaHue 3akoHogaTenbCTBa
Poccuinckon ®epepaunn, 2012, N 1, c1. 186).

2. MNoctaHoenenune MpaButenscta Poccunckon ®enepaumm ot 26 anpens 2012 r. N 404 "O6
yTBepxkaeHun [pasun BegeHus defepanbHoro peructpa  nuy, 6onbHbIX  remodounuen,
MYKOBMCLINOO30M, rmnocpmsapHbim HaHU3MOM, 0onesHblo lowe, 3M10Ka4YeCTBEHHbIMU
HOBOOOpPa30BaHUAMN NNUMAPOUNOHON, KPOBETBOPHOMW W POACTBEHHbIX WM TKaHeW, pacCesHHbIM
CKMepo30oM, NuL nocrne TpaHcnnaHTauun opraHoB M (unu) TkaHen" (CobpaHue 3akoHogaTenbCcTBa
Poccuinckon ®epepaunn, 2012, N 19, cT1. 2429).

3. MyHkTEl 176 1 190 M3MeHeHUn, KOTopble BHOCATCA B akTbl [lpaBuTensctBa Poccuinckon
depepaunn no Bonpocam gearensHocTn MuHucTepcTBa 3gpaBooxpaHeHna Poccuinckon depepauum,
YTBEPXOEHHbIX nocTaHoBneHnem [NpaButenbctea Poccuiickon ®epepaumm oT 4 ceHTabps 2012 r.
N 882 "O BHeceHMM U3MEHEHUN B HekoTopble akTbl lNMpaBuTenbcTtBa Poccuiickon deagepauumn no
BonpocamMm pgeaTtenbHocTM MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon ®epepauunn” (CobpaHue
3akoHogaTenbcTBa Poccunckon ®eaepaunn, 2012, N 37, c1. 5002).

4. MNocTtaHoerneHve lMNMpaBsutenbcTtBa Poccunckon ®enepaumm ot 24 anpens 2015 r. N 389 "O
BHECEHUN M3MEHEHU B nocTaHoBneHune [NpasutenbctBa Poccunckon degepaunmn ot 26 aekabps
2011 r. N 1155" (CobpaHue 3akoHogaTenbcTBa Poccunckon ®epgepaunn, 2015, N 18, c1. 2709).

5. MNoctaHoBneHue lMpaButenbctBa Poccunckon degepauumn ot 9 anpens 2016 r. N 288 "O
BHeceHun nameHeHun B lNMpasuna BegeHua PepepanbHoro perucrtpa nvud, 60nbHbIX remodunven,
MYKOBMCLMO030M, rmnodgusapHbiM HaHW3MOM, 6ornesHbto lMNowe, 3r10Ka4eCTBEHHbLIMU
HoBooGpa3zoBaHMsIMN NUMOMOHON, KPOBETBOPHOM W POLCTBEHHLIX WM TKaHEW, paccesiHHbIM
CKIMepo30oM, N1l Mnocre TpaHcniaHTauun opraHoB M (unu) TkaHen" (CobpaHue 3akoHogaTenbCcTBa
Poccuinckon ®epgepaumn, 2016, N 16, cT. 2225).

6. MNocTtaHoBneHune MNpaButenbctBa Poccuickon Pegepauun ot 11 asrycta 2016 r. N 784 "O
BHECEHMM M3MEHeHW B nocTtaHoBneHue [NpaButenbcrBa Poccuiickon Pepepauumn oT 26 gekabps
2011 r. N 1155" (CobpaHue 3akoHogaTenbctBa Poccunckon deapepaumm, 2016, N 34, cT. 5242).

7. MNMoctaHoeneHue MpaButenbctBa Poccuinckon ®enepauun ot 17 anpensa 2017 r. N 457 "O
BHECEHUN M3MeHeHun B [MonoxeHne O 3aKynkax NeKapCTBEHHbIX MnpenapaTtoB, NpeAHasHavyeHHbIX
ana obecneveHnss nuy, O0MNbHLIX remMoUNIMEN, MYKOBUCLMAO30M, MNOU3apHbIM HaHM3MOM,
bonesHblo [oOwe, 3M0KayYyeCTBEHHbIMW HOBOOOpPa30BaHUSMU  NIMM(ONOHON, KPOBETBOPHOM U
POOCTBEHHbLIX UM TKaHEW, pacCesdHHbIM CKIepo30M, NUL, Nocfe TpaHcnnaHTaumm opraHoB u (Mnwu)

TkaHen" (CobpaHue 3akoHogatenbcTBa Poccurickon degepauun, 2017, N 17, ct. 2577).
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