O nopsigke opraHu3aumm obecrneyeHus nekapcTBEHHbIMY npenapaTtamm nu, 6omnbHbIX reMoUnMen, MykoBUCLIMA030M, rMNodusapHeiM HaHu3mMom, 6onesHbto MoLwe, Crpanuua 1
3110Ka4€CTBEHHBIMW HOBOOGPa30BaHUSIMM JIMMGOUAHON, KPOBETBOPHOM 1 POACTBEHHBIX UM TKaHEN, PacCesiHHbIM CKIePO30M, FeMONMUTUKO-YPEMUYECKAM CUHAPOMOM, IOHOLLECKUM

apTPUTOM C CUCTEMHbBIM HayanoMm, Mykononucaxapuaosom |, Il v VI Tunos, annactuyeckoi aHemyen HeyTOYHEHHON, HacneacTBeHHbIM AeduumTom daktopos |l (bubpuHorena), VII

(nabunbHoro), X (CtioapTa - Mpayapa), n1u nocne TpaHCnnaHTauum opraHoB U (UNn) TKaHew, a Takke O NPU3HaHWU YTPaTUMBLLMMU CUMY HEKOTOPLIX akToB [MpaBuTenscTea
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NMPABUTEJIbCTBO POCCUNCKOW ®EOEPALIUUA
NOCTAHOBIEHUE
OT 26 HOSAABPSA 2018 TOOA N 1416

O NOPAAKE OPTAHN3ALUN OBECIMNEYEHUA NEKAPCTBEHHBIMU NMPEMNAPATAMM JIUL, BOJIbHbIX
FEEMO®UITMEN, MYKOBUCLIMAO3OM, TMNO®U3APHBIM HAHU3MOM, BOJNE3HbIO MOLLE,
3NOKAYECTBEHHbIMM HOBOOBEPA30BAHUAMU NUM®OUAHON, KPOBETBOPHOW U POOACTBEHHbLIX UM
TKAHEW, PACCEAAHHbIM CKINEPO30M, FTEMOJIUTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLLUECKUM
APTPUTOM C CUCTEMHBIM HAYAJIOM, MYKOMOJIMCAXAPUOO30M I, Il U VI TUNOB, ANMNACTUYECKOW
AHEMMEW HEYTOYHEHHOW, HACINEACTBEHHbIM AE®ULIUTOM ®AKTOPOB Il (PUEPUHOIEHA), VII
(MABUITbHOI0), X (CTIOAPTA - MMPAY3PA), NNUL, NOCNE TPAHCMJTIAHTALIUM OPFAHOB U (UNTN) TKAHEN, A
TAKXE O NPU3HAHUN YTPATUBLLUUMU CUINY HEKOTOPBLIX AKTOB NMPABUTENIbCTBA POCCUUCKON
SEOEPALINA *

(c nameHeHmamm Ha 10 nioHa 2025 roga)

WHdopmauus 06 nameHsowmnx JoKkyMeHTax

ﬂOKyMeHT C "SAMeHeHnAMn, BHeCEHHbIMU:

noctaHoBnexnem [NpaBuTensciea Poccuiickont Penepaumm ot 27 mapta 2020 roga N 344 (OdwuumanbHbI MHTEPHET-
nopTan npaBoBoW nHdopMauum www.pravo.gov.ru, 30.03.2020, N 0001202003300017);

nocrtaHoenexHvem [paeutensctea Poccuiickon depepaummn o1 26 nioHsa 2021 rona N 1025 (OduumanbHbI UHTEPHET-
nopTarn NpaBoBOW MHOPpMaLUn www.pravo.gov.ru, 29.06.2021, N 0001202106290023);

nocraHosnexnem [lpasutenscrea Poccunckon Penepaumm ot 15 despansa 2023 roaa N 229 (OduumanbHbln UHTEpHeT-
noptan npaBoBOW MHGopmauum  www.pravo.gov.ru, 17.02.2023, N 0001202302170065) (pacnpocTpaHsaeTca Ha
NpaBOOTHOLUEHWS, BO3HUKLLKE C 1 aHBapa 2023 roga);

noctaHoBnexunem [Npasutensctea Poccuickon Pepepauum ot 10 wona 2025 rona N 877 (OdvumanbHbIA MHTEPHET-
nopTan npaBoBoW MHdopMaLum www.pravo.gov.ru, 11.06.2025, Ne 0001202506110035).

* HaumeHoBaHve B pepakuumu, BBedeHHoOW B pgenctBue ¢ 7 anpena 2020 roga nocraHosneHnveMm [paButenbciBa
Poccuickon Penepauum ot 26 mapta 2020 roga N 339. - Cm. npeablayLLyto pefakumio.

B cooteetcTBUM ¢ nyHKTOM 21 Yactu 2 ctatbm 14 n Yyactamu 7-9 ctatbun 44 PenepansHoro 3akoHa "OBG OCHOBax OXpPaHbl
340poBba rpaxaaH B Poccuiickon ®enepaumn” MNpasutensctBo Poccuickon degepauun
NMOCTaHOBNSET:

1. YTBEpAMTL Npunaraemole:

MpaBuna opraHusauun obecneyeHns NekapcTBEeHHbIMWU NpenaparaMu null, GoNnbHbIX reMohUnnen, MyKOBUCLIMA030M,
rmMnochsapHbiM __HaHWM3MOM, 6onesHbio [ollle,  3NoKa4eCTBEHHbLIMWM HOBOOOPAa3oBaHMAMKU NUMAOUAHON, KPOBETBOPHOW W
ROACTBEHHbIX WM TKaHEW, PacCesiHHbIM _CKNEPO30M, FeMOSIMTUKO-YREMUYECKUM CUHAPOMOM, HOHOLLIECKUM apTRUTOM C
CUCTEMHbIM _Ha4yanom, mykononucaxapuaosom |, Il u VI tunos, _annactnyeckon aHeMmenm HeYTOYHEHHOW, HacneAcTBEHHbLIM
Aedomuntom haktopos Il (dmbpuHorena), VIl (nabunsHoro), X (Crioapta - MNpayapa),_nuvL_nocne TpaHcnaaHTauum opraHos u
(unu)_TkaHen;
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O nopsigke opraHu3aumm obecrneyeHus nekapcTBEHHbIMY npenapaTtamm nu, 6omnbHbIX reMoUnMen, MykoBUCLIMA030M, rMNodusapHeiM HaHu3mMom, 6onesHbto MoLwe, Crpanuua 2
3110Ka4€CTBEHHBIMW HOBOOGPa30BaHUSIMM JIMMGOUAHON, KPOBETBOPHOM 1 POACTBEHHBIX UM TKaHEN, PacCesiHHbIM CKIePO30M, FeMONMUTUKO-YPEMUYECKAM CUHAPOMOM, IOHOLLECKUM

apTPUTOM C CUCTEMHbBIM HayanoMm, Mykononucaxapuaosom |, Il v VI Tunos, annactuyeckoi aHemyen HeyTOYHEHHON, HacneacTBeHHbIM AeduumTom daktopos |l (bubpuHorena), VII

(nabunbHoro), X (CtioapTa - Mpayapa), n1u nocne TpaHCnnaHTauum opraHoB U (UNn) TKaHew, a Takke O NPU3HaHWU YTPaTUMBLLMMU CUMY HEKOTOPLIX akToB [MpaBuTenscTea

Poccuiickoit ®efepaumm (c uameHenusamu Ha 10 uoHa 2025 roga)

IMocmaHoeneHue Npasumenscmea P® om 26 Hosibpsi 2018 2. Ne 1416

(A63au B pemakuuun, BBeaoeHHow B genctene ¢ 7 anpensa 2020 roga noctaHoBnenveM [pasutensctBa Poccuiickon
denepaumm ot 26 mapta 2020 roaa N 339. - Cm. npeablayLL Yo penakLno)

MNpaBuna BeaeHna PeaepanbHOro perucrpa nuu, B6oMbHbIX reMoUmMen, MyKOBUCLIMA030M, MNOMun3apHbiM _HAHU3MOM,
fbonesHblo [olle, 3noKa4yeCcTBeHHbIMU __HOBOO6PAa30BaHUAMU _NUMMGOUAHON, KPOBETBOPHOM U _POACTBEHHbIX MM _TKaHeu,
PacCCEesAHHbIM _ CKMNEPO30M, FeMONMUTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLLIECKMM apTPUTOM C  CUCTEMHbIM _Havanow,
Mykononucaxapuaosom |, Il v VI TMnoB, annactn4eckon aHeMUen HeyTOMHEHHOW, HacneacTBeHHbIM aedumumntom dhaktopos |l
(chmnbpuHorena), VIl (nabunsHoro), X (CtioapTa - [Npayapa), nuL,_nocne TpaHCnaaHTaLumn OPraHoB U (MNn)TKaHew;

(A63au B pemakuuun, BBeaoeHHow B genctene ¢ 7 anpens 2020 roga noctaHoBneHveM [paButensbctBa Poccuiickon
denepaumm ot 26 mapta 2020 roaa N 339. - Cm. npeablayLLyo penakLunio)

nepeyeHb yTpaTusLumx cuny akToB lNpaBuTtenscrea Poccuiickon ®enepavumu.

2. MwuHuctepcTBy 34paBooxpaHeHus Poccunckon depepauuu B yCTAHOBMEHHOM 3akoHodaTenbCTBOM Poccuiickon
denepauun nopsiake ocywecTBUTb 3akynky Ha 2019 rog nekapCTBEHHbIX nNpenapaToB AN NaToreHeTUYecKoro neyYeHus nu,
GOMbHbBIX FEMONUTUKO-YPEMUYECKAM CUHAPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHBIM Hayanom, Mykononucaxapugosom |, 1l n
VI TMNOB, BKIMOYEHHBIX B NEpPEYEHb XN3HEHHO HEOOXOAMMBIX Y BaXXKHENLLUX NEKapCTBEHHBIX NpenapaTos.

2 1. VIcTOMHMKOM hMHAHCUPOBaHUS opraHn3auum obecnevyeHns nekapcTBEHHbLIMU NpenapatamMm geten B Bo3pacTe o 18
net, OGONbHbIX remMounnern, MyKOBUCUMOO30M, TMNoU3apHbiM HaHM3MOM, ©OonesHblo [owe, 3nokavyecTBEHHbIMU
HOBOOOpa3oBaHMAMN NMMAOWAHON, KPOBETBOPHOMW W POACTBEHHLIX WM TKaHEW, pacCesiHHbIM CKIEPO30M, reMOSUTUKO-
YPEMUYECKMM CUHAPOMOM, HOHOLLIECKUM apTPUTOM C CUCTEMHBIM Hayanom, Mykononucaxapugosom |, Il u VI Tunos,
annacTuyeckon aHemmeln HeyTOYHEHHOW, HacneacTBeHHbIM Aeduuntom chaktopoB Il (dubpuHorena), VII (nabunbHoro), X
(Ctroapta - lNpayapa), aeten B Bo3pacte Ao 18 net nocne TpaHcnnaHTauuym opraHoB u (unu) TkaHen ¢ 2023 roga aBnsawoTCs
OlooKeTHble acCUrHOBaHWUA, NpedycMOTpeHHble B dhedepanbHoM Grogxete MuHUCTEpCTBY 34paBooxpaHeHus Poccuiickon
dPepepauun ans ®PoHaa nNogaepXkkM AeTEN C TSHKENbIMU XXU3HEYTPOXKaIOLWMMM U XPOHUYECKMMK 3aboneBaHusiMK, B TOM 4ucne
peakumu (opcaHHbIMK) 3abonesaHnsamu, "Kpyr gobpa".

(MyHKT pononHMTENbHO BKIoYeH ¢ 25 deBpans 2023 roga noctaHoBneHuem [pasutensctea Poccunckon depepauuu ot
15 dheBpans 2023 roga N 229, pacnpocTpaHsieTca Ha NpaBOOTHOLLEHNS, BO3HMKLWME ¢ 1 aHBapsa 2023 roga)

3. MwuHuctepctBy 3apaBooxpaHeHus Poccuiickon ®efepaumMn faBaTb pasbsACHEHWS MO MPUMEHEHWO MpaBun,
YTBEPXXAEHHbIX HACTOALLMM NOCTaHOBIIEHNEM.

4. Hacrosee nocraHoBneHue Bctynaet B cuny ¢ 1 aHBaps 2019 ., 3a UCKIMOMEHNEM NYHKTA 2, KOTOPbLIA BCTYNaeT B CUMy
CO [HSA ouLManbLHOro onybrnmMkoBaHWs HaCTOALLErO NOCTaHOBMNEHMS.

Mpencepatens MpaButenscTea
Poccuinckon depepaumm
[0.MenBenes

YTBEPXOEHDbI

noctaHoeneHuem pasuTtenncrea
Poccuitckon ®epgepaumu

oT 26 Hos16pst 2018 roga N 1416

(B pegakuunn, BBEOAEHHOW B AeCTBME
¢ 19 nona 2025 roga
nocraHoenenuem [paBuTenscrea
Poccuiickon denepaumm

ot 10 noHsa 2025 rona N 877. -

CM. npeablAyLLYio pefakLmio)

NMPABUIA OPTAHU3ALIMN OBECIMNEYEHUA NNEKAPCTBEHHBIMU NMPENAPATAMU JIUL, BOJIbHbIX
FEMO®UIIMEN, MYKOBUCLIMAO30M, MTMMNO®U3APHbIM HAHU3MOM, BONE3HbLIO MOLLE,
3NOKAYECTBEHHbIMU HOBOOBPA30OBAHUAMU IUM®OUNAHOWU, KPOBETBOPHOM U POOCTBEHHbIX UM
TKAHEW, PACCEAAHHbIM CKIEPO30M, FTEMOJIMTUKO-YPEMUYECKMM CUHOAPOMOM, FOHOLLECKUM
APTPUTOM C CUCTEMHbIM HAYAIIOM, MYKOMOJIUCAXAPUAO3OM I, Il U VI TUMOB, ANJIACTUYECKON
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O nopsigke opraHu3aumm obecrneyeHus nekapcTBEHHbIMY npenapaTtamm nu, 6omnbHbIX reMoUnMen, MykoBUCLIMA030M, rMNodusapHeiM HaHu3mMom, 6onesHbto MoLwe, Crpanuua 3
3110Ka4€CTBEHHBIMW HOBOOGPa30BaHUSIMM JIMMGOUAHON, KPOBETBOPHOM 1 POACTBEHHBIX UM TKaHEN, PacCesiHHbIM CKIePO30M, FeMONMUTUKO-YPEMUYECKAM CUHAPOMOM, IOHOLLECKUM

apTPUTOM C CUCTEMHbBIM HayanoMm, Mykononucaxapuaosom |, Il v VI Tunos, annactuyeckoi aHemyen HeyTOYHEHHON, HacneacTBeHHbIM AeduumTom daktopos |l (bubpuHorena), VII

(nabunbHoro), X (CtioapTa - Mpayapa), n1u nocne TpaHCnnaHTauum opraHoB U (UNn) TKaHew, a Takke O NPU3HaHWU YTPaTUMBLLMMU CUMY HEKOTOPLIX akToB [MpaBuTenscTea

Poccuiickoit ®efepaumm (c uameHenusamu Ha 10 uoHa 2025 roga)

IMocmaHoeneHue Npasumenscmea P® om 26 Hosibpsi 2018 2. Ne 1416

AHEMMEW HEYTOYHEHHOW, HACNEACTBEHHbIM AE®ULIUTOM ®AKTOPOB Il (PUBEPUHOIEHA), VII 5
(MABUNBHOIO), X (CTIOAPTA - NMPAY3PA), 1L NOCJIE TPAHCINJTAHTALUUN OPTAHOB U (UNN) TKAHEU

1. Hactoswue [lpaBuna ycTaHaBnMBalT MNOPSOOK oOpraHm3auum obecneveHnsa nuy, 60nbHbIX  remodmnuen,
MYKOBMCLIMO030M, TMNogun3apHbIM HaHM3MoM, 6onesHbio [ole, 3rokayecTBeHHbIMM HOBOOOpa3oBaHUSIMU NMMAONIHOW,
KPOBETBOPHOW W POACTBEHHbLIX MM TKaHEW, pacCesiHHbIM CKIepo30M, FEMOSIUTUKO-YPEMUYECKUM CUHOPOMOM, HHOLUECKUM
apTpUTOM C CUCTEMHbIM Hayanom, mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmen HEYTOYHEHHOW,
HacnencTBeHHbIM  aedmumtom daktopoB |l (pubpuHoreHa), VIl (nabunbHoro), X (Ctioapta - [lpayapa), nuy nocne
TpaHcnnaHTauumM opraHoB 1 (Unu) TkaHew (aanee - 6onbHble) NEKAPCTBEHHLIMY NpenapaTaMu 4N MeAULUHCKOrO NPUMEHEHWS,
npegHasHa4YeHHbIMU OIS eYeHust ykasaHHblX 3aboneBaHui, no yteepxaeHHomy [MpaeutenbctBoM Poccuiickon ®epepauun
nepeYHI0 NeKapCTBEHHbIX NpenapartoB, COPMMPOBAHHOMY B YCTAHOBMEHHOM WM nopsiake (ganee - IEKapCTBEHHble
npenapatbl), a Takke MOpPsAOK M YCroBUS Nepefavn nekapcTBEHHbIX MpenapaTtoB B cobcTBeHHOCTb cybbekToB Poccuiickoi
depepauuu.

2. IcTouHrKkoM chbrHaHcMpoBaHMsa opraHmnsaumm obecnedeHms 60nbHbIX B Bo3pacTe oT 18 neT 1 cTaplue fiekapCcTBEHHbIMU
npenapatamv SBNSAOTCA  OIOMKETHble acCUrHOBaHWS, MpedycMoTpeHHble B denepanbHoMm Olomkere  MuHUCTepcTBY
3n0paBooxpaHeHns Poccuiickon degepaumnn Ha ykasaHHbIe Lenu.

MCTOYHMKOM (DMHAHCUPOBaAHMUST OpraHmsaumm obecneyeHnss OonbHbIX B Bo3pacTe A0 18 ner nekapCTBEHHbIMU
npenapatamm sBRASTCA OOMKETHbIE acCCUrHOBaHMS, NpeaycMoTpeHHble MuHMCTEpPCTBY 34paBooxpaHeHusi Poccuiickon
denepauun ans GoHga nogaepXkM AETEN C TSHXKENbIMU XUSHEYTPOXAIOLWMMM U XPOHUYECKMMK 3aboneBaHusiM1, B TOM Yucne
penkumu (opdaHHbIMK) 3aboneBaHusmu, "Kpyr gobpa”.

OpraHusaums 1 OCyLLeCTBMNEHME 3aKyrnoK IeKapCTBEHHbIX npenapatoB obecneumBaloTcs deneparnbHbiM  Ka3eHHbIM
yupexaeHnem "deneparnbHbli LEHTP NMNaHUPOBAHMS U OpraHM3aumy nekapcTBeHHOro obecneveHus rpaxaaH”" MuHucTepcTBa
3npaBooxpaHeHus Poccuinckorn ®enepaunn (oanee ®enepanbHblii LEHTP) B Npedenax OBEeAEHHbIX A0 Hero MMHMCTEPCTBOM
3npaBooxpaHeHus Poccuiickon Pegepauunmn NMMUTOB OHOMKETHBLIX 00S3aTEeNbLCTB.

MwuHucTtepcTBo 3apaBooxpaHeHusi Poccuitickon ®depepaumm He nosgHee 1 mapTa Tekywero roga WHdgopmupyet
UCMOrHUTENbHbIE opraHbl cyobekToB Poccuiickon ®enepaunm B chepe OXpaHbl 340POBbsi O MiaHUPYEMbIX UM NpeaenbHbIX
obbemax OHIKETHBIX ACCUMIHOBAHUIM Ha OvYepedHOW (hMHAHCOBBLIM o4, paccyMTaHHbIX MUHUCTEPCTBOM 30paBOOXpPaHEHUs
Poccuinckon degepaunm Ha oCHOBaHWW cBedeHWI, npeactaBngemblx o 15 despansa Tekywero roga ®egepanbHbIM LEHTPOM,
C Y4E€TOM YMNCNEHHOCTU BOnbHbLIX U cpefHero obbema GHIXKETHLIX aCCUrHOBaHUM 3a 3 (OMHAHCOBLIX MOAA, NPeaLecTBYHOLLNX
Tekywemy oMHaHCOBOMY roay.

3. MpaBo 6onbHOro Ha obecneyeHne nekapcTBEHHbIMU NpenapaTaMy BO3HMKAET CO OHSA BKIMHOYEHUS] CBEAEHWMA O HEM B
pervoHanbHbIi cermeHT degepanbHOro peructpa nuu, 6onbHbIX reMounmnen, MykoBMCLUA030M, rMnoduaapHbIM HaHU3MOM,
6onesHbio [olWe, 3nokayeCTBEHHbIMU HOBOOGpPasoBaHUSAMU NUMEONOHON, KPOBETBOPHOW W POACTBEHHLIX WM TKaHewn,
paccesHHbIM  CKMNepo3oM, [eMOMUTUKO-YyPEMUYECKUM CUHOPOMOM, OHOLIECKMM apTPUTOM C CUCTEMHbLIM  Hayarom,
Mykononucaxapugosom |, Il nu VI Tunos, annactMyeckon aHeMmnen HEYTOYHEHHOW, HacneacTBEHHbIM Aedunumntom caktopos |l
(cpnbpuHorenHa), VII (nabunsHoro), X (Ctioapta - lMpayapa), nuy nocne TpaHcnnaHTauum opraHoB U (Unu) TkaHen (nanee -
depfepanbHbin perncTp).

Harta BkntoyeHus 60OnMbLHOMO B pervoHanbHbI cermeHT depepanbHOro perucrpa UKCUMpYeTcs nedawum Bpayvom B
MeaMUMHCKOW KapTe nauueHTa, nony4varoLlero MeauumHCKYo NoMoLLb B aMBynaTopHbIX YCIOBUSX.

4. OpraHuzauusa obecnedyeHnss degepanbHbIM LEHTPOM 3a CYET cpeactB  denepanbHoro 6Grogkera 6G0OnbHbIX
NEeKapCTBEHHbIMM MpenapartamMu  OCYLUECTBNSETCA B COOTBETCTBUMM C MOPSAKAMW OKasaHUA MEeOMLUMHCKOW MOMOLUM,
yTBEPXKOEHHBIMN MUHUCTEPCTBOM 3apaBooxpaHeHns Poccuiickon ®egepaumn, ¢ y4eTOM CTaHOAPTOB MEAMLIMHCKON MOMOLLM U
Ha OCHOBE KITMHUYECKMX pEKOMEHOALNNA.

5. B uensix noctaBku fIeKapCTBEHHLIX NpenapaToB UCMONHUTENbHbIE opraHbl cyobekToB Poccunckon depgepauun B ccepe
OXpaHbl 300pOBbS ONPeaensitoT pacnonoXeHHble B cybbekTax Poccunckon degepaumm opraHusaumm, umMetoLme nuueH3unio Ha
OCYLLECTBNEHNE MEOVLUHCKON U (Unu) bapmaueBTUYECKon AeATENbHOCTU U YNONHOMOYEHHbIE Ha NOMyYeHe NeKkapCTBEHHbIX
npenapaToB (ganee - opraHM3auun-nonyyareni).

MuHucTepcTBo 3apaBooxpaHeHusi Poccuiickon ®epepauum  MHGOPMUPYET  MCNOMHUTENbHbIE OpraHbl CyOBbEKTOB
Poccuinckon degepaunn B cpepe oxpaHbl 300p0OBbS O BO3IMOXHOCTU NpeacTaBneHus He nosgHee 15 anpens Tekyllero roga B
deneparnbHbIv LIEHTP NpeaBapuUTEnbHbIX 3asBOK 6€3 cornacoBaHusi, NpegyCcMOTPEHHOro NyHKTOM 6 HacTodaumux Mpasun.
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O nopsigke opraHu3aumm obecrneyeHus nekapcTBEHHbIMY npenapaTtamm nu, 6omnbHbIX reMoUnMen, MykoBUCLIMA030M, rMNodusapHeiM HaHu3mMom, 6onesHbto MoLwe, Crpanuua 4
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depepanbHbI LEHTP € YY4ETOM npeaBapuTenbHbiX 06beMOB NekapCTBEHHbIX npernapaTos, onpeaerneHHbIX Ha OCHOBaHUK
npeacTaBneHHbIX B COOTBETCTBUM C ab3auem BTOPbIM HACTOSLLEro MNyHKTa npeaBapuTenbHbIX 3asBOK, Hanpaenser
npousBoauTensaM u (uUnu) noCTaBLLMKaM NEKapCTBEHHbIX NpenapaToB 3anpocbl C LUErnbil onpedeneHvus BO3MOXHOCTU
npou3BOACTBa W MOCTaBKU FeKapCTBEHHbIX MpenapaToB, a Takke WX CTOMMOCTM M He nosaHee 1 mas Tekyllero roga
npeactaensetr B MuHUCTepCTBO 3apaBooxpaHeHuss Poccuiickon ®depepaumn CBOAHYK WHGoOpMaumio, B TOM 4ucne
npegycMOTPEHHYI0 HacTosLWMM ab3auem.

6. MwuHncTepcTBO 3apaBooxpaHeHusi Poccuiickon ®egepaumm He nosgHee 1 uons Tekywero roga uHGopmupyet
ncnonHuTenbHble opraHbl cyobekToB Poccuiickon deaepaumm B chepe oxpaHbl 300P0OBbsi O BO3MOXHOCTU NPEACTABEHNS B
denepanbHbIA LEeHTp He nosgHee 20 aBrycra Tekyllero roga corfacoBaHHbIX TeppuTopuanbHbiMyu opraHamu denepanbHomn
cnyx06bl No Haf30py B cdepe 30paBoOOXpaHEHUs 3asBOK Ha NMOCTaBKY NEKapCTBEHHbIX MpenaparoB Ha oyepeaHon (OMHAHCOBbIN
rog no copme, yTBepxaeHHON MuHMcTepcTBOM 3apaBooxpaHeHuss Poccuiickon ®efnepaumm (ganee - 3asBku), C NPUNOXEHUEM
060CHOBaHMIN MO 0OBbEMY C YYETOM MMEIOLLIMXCS OCTAaTKOB NEKApPCTBEHHbIX MpenapaTtoB, a Takke MepedyHsl opraHv3auui-
nonyvarenen.

MoTpebHOCTb (06beM NOCTaBKK) B NEKApPCTBEHHOM MNpenaparte onpeaensieTcs ¢ y4eToM CTaHAapTOB MEAMLMHCKOM NOMOLLM
M Ha OCHOBE KIMMHWYECKMX PEKOMEHAALIMA UCXOOS U3 eXEeMECHAYHON (PaKTMYeCcKon NoTpebHOCTU BONbHBbIX B NEKAPCTBEHHbIX
npenapatax B COOTBETCTBUM CO CBEOEHUSIMU pernoHanbHoro cermeHta ®epepanbHoro peructpa M HeobXogumocTu
dopmMmpoBaHUA 3anaca fekapcTBeHHOro npenapara Ha 15 mecsues.

7. CornacoBaHue 3asiBOK OCYLLECTBNSETCS TeppuTopuarnbHbiMy opraHamu ®epepanbHoi cnyxbbl no Hagsopy B cdepe
3jpaBOOXpPaHEeHNst B CPOK, He npeBbiwatowmin 10 paboumx OHen co AHS WUX MOCTYMNEHUsI OT WUCMOMHUTENbHbLIX OpraHoB
cybbekTtoB Poccuiickoii ®epepaunm B cdepe oxpaHbl 300pPOBbsi, B YAaCTM KOPPEKTHOCTU BHECEHMSI CBEOEHUA O TEeKyLUUX
ocTaTkax JlekapCTBEHHbIX NPenapaToB NOCPEACTBOM CUCTEMbI MOHUTOPUHIA ABUKEHWUS NIEKAPCTBEHHbIX Npenaparos.

8. depepanbHbIN LEHTP paccMaTpyBaEeT 3asBKU HA COOTBETCTBME YCTaHOBMNEHHON chopMe, yTBEPKAEHHON MUHUCTEPCTBOM
3npaBooxpaHeHnsa Poccuiickon ®enepaumm, Ha npeameT 060CHOBAHHOCTY 3asiBNIEHHbIX 0ObEMOB NekapCTBEHHbIX NpenapaTos,
KOppeKTupyeT (Npy HeobxoaMMOCTM) 1 COrMacoBbLIBAET UX.

He nosgHee 15 ceHTAbGpsa Tekywero roga PedepanbHbii LEHTP NpeacTaBnsieT 3asBKM B Kommuccuio MwuHucTepcTBa
3gpaBooxpaHeHns Poccuiickon defepalmn no paccMOTPEHUIO 3asBOK (Janee - KOMUCCKUs) ANs UX PacCMOTPEHUst ¢ ydacTuem
npeacrtasutenen degepanbHoOro UeHTpa, PoHOa NOAAEPXKKM AeTel C TKEMbIMU XU3HEYrpoXaLWUMN U XPOHUYECKUMMN
3aboneBaHMaAMM, B TOM Yucne peakmmm (opdaHHbiMK) 3abonesaHuamm, "Kpyr gobpa”, NcnomnHUTenbHbIX OpraHoB CyObeKToB
Poccuinickon depepaumm B cdepe oOxpaHbl 300poBbs (B TOM  4YMcle C  MCMONb3oBaHWeM  MHAOPMAaLMOHHO-
TENEeKOMMYHUKALUMOHHBIX TEXHOMOrMN) Ha npeameT 0B60CHOBaAHHOCTU 3asiBNEHHbIX 0O6bEeMOB NeKapCTBEHHbIX MpenapaTos, UX
KOPPEKTMPOBKM MPN HEOBXOAMMOCTU 1 yTBEPXKAEHUA 0ObEMOB MOCTABOK NeKapCTBEHHbIX NpenapaTtoB. [onoxeHne o kommceun
1 ee cocTaB yTBepxaatoTcs MnHMcTepcTBOM 3apaBooxpaHeHms Poccunckon ®enepaumn.

PaccmoTpeHune 3asBoK, yTBepXAeHNe 06beMOB NOCTABOK NEKapCTBEHHbIX NpenapaTtoB U npeacTtasneHve B deaeparnbHbii
LeHTp cBeaeHun 06 yTBepXaeHHbIX 06bemax NoCTaBOK MeKkapCTBEHHbIX MpenapaTtoB OCYLLECTBATCA KOMUCCUMEN B TeYeHne
30 kaneHOapHbIX OHEN CO OHSA MOCTynneHust 3asBok OT PepepanbHOro ueHTpa. lNpu paccMOTPeHMM 3asiBOK KOMUCCUEN
YUUTBIBAETCA N3MEHEHME YNCNEHHOCTM BOfbHbIX, KOTOPOE NMPOU3OLLIO B TEKYLLEM OAY.

YT1BepxaeHne obbEMOB MOCTABOK NEKAPCTBEHHbIX MpenapaToB OCYLLECTBASETCS KOMWCCUENW C y4eToM MHcopmauumu,
npeacTaBneHHon NpoM3BoauTENAMN U (MNK) NOCTaBLLMKAMW NEKAPCTBEHHbIX NpenapaToB B COOTBETCTBMM C ab3alem TpeTbum
nyHkTa 5 HacToawmx MNpasun B ®eaepanbHblii LEHTP, O BO3MOXHOCTM NPOU3BOACTBA 1 NOCTaBKM NeKapCTBEHHbIX NpenapaTos.

CeeneHus 06 yTBEpPXKOEHHbIX KOMUCCHMEN 0ObeMax NOCTaBOK NEeKapCTBEHHbIX NpenapaToB HanpaensawTca deaeparnbHbIM
LIEHTPOM B UCMOIMHUTENbHbIE opraHbl cybbekToB Poccuiickon denepauum B chepe oxpaHbl 300poBbs B TedeHue 3 paboumx
OHel Co OHA NOCTYNMeHUs CBEAEHUI OT KOMUCCUU.

9. O6beM MoOCTaBOK JeKapCTBEHHbIX npenapatoB dopmMmupyeTcs B npedenax OlomKeTHbIX  acCUrHOBaHWIA,
npesycMoTpeHHbIX B dhefepanbHOM 3akoHe o dhefeparibHOM GHOOXKETE Ha COOTBETCTBYHOLUMIA (DMHAHCOBLIVA FO4 U MNaHOBbIV
nepuog, U NMMMUTOB BoKeTHbIX 06s13aTenbCTB, 4OBEAEHHbIX B YCTaHOBINEHHOM nopsigke 40 MuHUCTepcTBa 34paBooOXpaHeHUs
Poccuiickoin efepauum Ha 3akynky fekapCTBEHHbIX NpenapaTos.

10. B cootBeTcTtBUM C yTBEPXOEHHBbIMA obbemamu MnocTaBokK JNIeKapCTBEeHHbIX MnpenapatoB d>ep,epaanb||7| LUeHTp B
YCTaHOBJ1IEHHOM 3aKOHO4aTellbCTBOM Poccuiickon d)e,u,epau,mm nopaake oCyLwecCTBIAET 3aKyrnKy JNeKapCTBEHHbIX npenapartoBs.
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11. MocTaBWWKN NEeKapCTBEHHbIX MpenapaToB, OMNPeAerneHHble B COOTBETCTBMM C 3akoHogaTenbcTBoM Poccuitckoii
depepaumnn, npeactaensioT B GeaepanbHblii LEHTP 0DOPMIIEHHbIE B YCTaHOBNEHHOM NOPsSiAKE AOKYMEHThI, MOATBEPXKAaoLLME
haKT nomny4YeHusl NieKapCTBEHHbIX MpernapaToB opraHu3auvsiMu-rionlyyaTensmM, B TOM YMCNe HaknagHble W akTbl npuema-
nepenayun nekapcTBEHHbIX NpenapaTos.

12. TlpaBo cobcTBeHHOCTN cybbekToB Poccuinckon dPegepaumm Ha fekapCTBEHHble Mpenapatbl, MNOfyYeHHble
opraHusauusaMu-nonyyarensiMm B COOTBETCTBUM C NyHKTOM 11 Hactosauwimx [paBun, BO3HMKAET HA OCHOBAHUM [OKYMEHTOB,
noaTBEPXKAALLMX haKT Nony4YeHns nekapCcTBEHHbIX NpenapaToB opraHn3auusaMu-nonyyvaTensvu.

13. depepanbHbil LEHTP M MUCMONMHUTENbHbIE OpraHbl cybobekToB Poccunckon denepaumu, onpeaerneHHble BbICLUMMMN
OOIMKHOCTHbIMU Nuuammn cybbekToB Poccunckon ®enepaumm (npegcenarensiMm BbICLLUX UCMONMHUTENbHBIX OpraHoB CybbekToB
Poccuiickon ®denepaumm) (panee -ynorHOMOYEHHbIE OpraHbl), €XeMEeCSYHO OCYLLECTBMASKOT Ha OCHOBaHUM WU3BELLEHUN,
HarnpaBsnsieMblX YMONMHOMOYEHHbIMU opraHamy B PenepanbHbii LIEHTP, CBEPKY MEeKapCTBEHHbIX MpenapaTtoB, MONyYeHHbIX
opraHusauusaMu-nonyyarensimu.

14. OpraHI/ISaLI,I/II/I-I'IOJ'IyHaTeJ'II/I NMPMHNMAKT JeKapCTBEHHbIE MNpenapaTtbl Ha y4YeT B Te4YeHue 2 pa60l4|/|x OHEen co OHsa nx
nony4yeHuna OT NoOCTaBLLUMKOB JIEKapCTBEHHbIX npenaparos, obecne4ymBaroT nx COXpPaHHOCTb U LerneBoe NUCnorib3oBaHue.

15. Mpn HanuuumM 3KOHOMUM BIOMKETHBLIX CPEACTB, nonydeHHo PepeparnbHbIM LEHTPOM MPU OCYLLECTBIIEHMU 3aKyMOK
neKkapcTBEHHbIX NpenapaToB B COOTBETCTBUM ¢ NyHKTOM 10 HacToawmx Mpasun, MuHncTepcTBo 3gpaBooxpaHeHus Poccuinckon
depepauum He nosgHee 1 anpens UMHAHCOBOrO roga, MNOTPEOHOCTb B FIEKAPCTBEHHbIX Mpenapatax Ha KOoTopbii
obecneymBanacb MOCPEACTBOM OCYLUECTBIIEHMS YKa3aHHbIX 3aKyMokK, WH(OPMUPYET MCNOMHUTENbHbIE OpraHbl CyObEKTOB
Poccuinckon ®depepaumm B cepe OXpaHbl 300pOBbS O pa3Mepe MOoMyvYeHHOW 3KOHOMWUWM B LUensax npeacTaBneHus
OOMOSMHUTENBHbIX 3asBOK M O BO3MOXHOCTU WX npeAcTaBneHus He nosgHee 10 anpens ykasaHHOrO (MHaHCOBOrO roga B
denepanbHbIN LEHTP.

depnepanbHbIn LEHTP He no3gHee 20 anpens ykasaHHOro oMHaHCOBOrO roga paccMaTtpuBaeT 3asaBku, ykasaHHble B ab3ale
NnepBOM HACTOSLLEro MyHKTa, KOppPeKTUpyeT 3Tu 3asBku (Mpu HeobxogumocTw), COrnacoBbIBAET UX C MCMNOMHUTENbHbLIMU
opraHamu cybbekToB Poccuiickon depepauun B cchepe oxpaHbl 300pOBbs M HanpasniseT B KOMUCCUIO.

PaccmoTpeHne 3asBOK, YkasaHHbIx B absaue nepBoM HacTodAwero MyHKTa, YyTBepXaeHue o6bemMoB MOoCTaBoOK
nekapcTBeHHbIX MnpenapaToB W npefacTaeneHne B PefeparnbHbll LEHTP cBedeHun o6 yTBepXAeHHbIX obbeMax MocTaBoK
nekapcTBeHHbIX MpenapaToB OCYLLIEeCTBASATCA KoMuccren B TeveHne 10 kaneHgapHbIX OHeW CO AHS npeacTaBneHus Takux
3aaBok PefepanbHbIM LLEHTPOM.

CeegeHusa 06 yTBepXKOeHHbIX KoMMccren obbemax NOCTaBOK NeKkapCTBEHHbIX NpenapaToB HanpasnawTca defeparnbHbIM
LlEHTPOM MCMOMHUTENbHLIM opraHam cybbekToB Poccuiickon denepauumn B cepe oxpaHbl 300poBbs B TeyeHue 3 paboumx
OHEen co OHA NOCTYNNeHnsa cBegeHUN OT KOMUCCUMN.

3akynka nekapCTBEHHbIX MpenapaTtoB U UX nepefada OCYLLUECTBASIOTCS B COOTBETCTBMM C NyHkTamu 10-14 HacTosLimnx
Mpasun.

16. B cnyyae BKMOYEHUs1 NeKapCTBEHHOrO npenapaTta B NepeyeHb NleKapCTBEHHbIX NpenapaToB, YKasdaHHbIM B NyHkTe 1
HacToawmx [MpaBun, He no3gHee 1 masi pMHaHCOBOro roga, NoTpebHOCTb B feKapCTBEHHbIX Mpenaparax Ha KOTOopbIi
obecneymBanacb NOCPeCTBOM OCYLLECTBMEHNS 3aKyMNOK, Yka3aHHbIX B OyHkTe 10 HacTosauimx MpaBun, B CBA3M C U3MEHEHUEM
CXeM neveHusi 6orMbHbIX MCNoMHUTENbHbIE OpraHbl cybbekToB Poccuiickon depepaummn B cdepe oxpaHbl 300pOBbs Brpase
npeactasutb B PedepanbHbii UEeHTP He nosgHee 20 mas ykasaHHOro (OMHAHCOBOrO rofa 3asiBKM B OTHOLUEHUM TaKoro
nekapcTBeHHOro npenapara.

depepanbHbIvi LeHTp He no3aHee 30 Mas ykasaHHOro (hMHaHCOBOro roga paccMaTpvBaeT 3asiBKM, yKkasaHHble B ab3aue
NepBOM HACTOSLLEro MyHKTa, KOPPEKTUPYeT 3TW 3asBku (Mpu HeobXogumocTW), COrMacoBbIBAET UX C MCMOMHUTENbHbLIMU
opraHamu cybwekToB Poccurickon ®efepaumm B chepe oxpaHbl 340POBbsi U HANPaBnsieT B KOMUCCUIO.

PaccmoTpeHve 3asBOK, Yykas3aHHbIX B abs3aue nepBOM HACTOALWEro MyHKTa, YTBEpXOeHne o6bEMOB MOCTaBOK
nekapcTBeHHbIX MpenapaToB U npeacTaBneHve B PeneparnbHbIl LEHTP cBeAeHun 06 yTBepXAeHHbIX obbemax MoCTaBoOK
neKkapCTBeHHbIX npenapaToB OCYLLECTBAATCA KoMmuccmen B TedeHne 10 kaneHAapHbIX OHEN Co OHSA NpeAcTaBreHus Takux
3aaB0K ®efeparnbHbIM LEHTPOM.

CeeneHust 06 yTBepXXOEHHbIX KOMUCCHMEN 0ObeMax NOCTaBOK NEKapCTBEHHbBIX NpenapaToB HanpaensawTca PeaeparnbHbIM
LIEHTPOM B UCMOSMHUTENbHbIE OpraHbl cybbekToB Poccuiickon degepauum B cdhepe oxpaHbl 300poBbs B TedeHue 3 paboumx
OHen Co OHA NOCTYNMeHWs CBeAEHUI OT KOMUCCUU.
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3akynka nekapCTBEHHbIX MpenapaTtoB M UX nepefada OCYLLUECTBSAOTCS B COOTBETCTBMM C NyHkTamu 10-14 HacTosuimnx
MpaBun.

17. depepanbHbIl LEHTP B YCTaHOBNEHHOM MuHMCTEpCTBOM 3apaBooxpaHeHust Poccunckon depepauumn nopsigke
OCYLLECTBNSAET MOHUTOPUHT ABMXKEHUS U y4eTa nekapCTBEHHbIX NpenapaTtoB B cybbekTax Poccunckon degepauun, 4OBOAMT A0
CBeleHUs YMNONMHOMOYEHHbIX OpPraHoB MOMy4YeHHble N0 pesynbrataM MOHWUTOPMHIa [aHHble, B TOM 4uUCre CBeAeHusa O
HOMEHKNaType, KOonuMyecTBe U CTOMMOCTW INEeKapCTBEHHbIX MpenapatoB, 06 OTCYTCTBUM MOTPEOHOCTM B  OTAENbHbIX
nekapcTBeHHbIX npenapartax nMbo O MOSABNEHMU AONOMHUTENbHOW NOTPEOHOCTU B NEKApCTBEHHbIX Mpenapatax B CBA3U C
nameHeHnem B cybbekte Poccuinckon denepaumm YUCNEHHOCTU BOMbHbIX, UBMEHEHUSMIN B HA3HAYEHMSIX NevallmmMm Bpadamm
nekapcTBeHHbIX npenapatoB OOnbHbIM W COrMMacoBbIBAET MNepepacnpeieneHne nekapCTBEHHbIX MpenaparoB  Mexay
cybbektamun Poccunckon ®enepaumn.

18. lNepepaya nekapcTBeHHbIX MpenapatoB opHuMm cybbekTtom Poccuiickon ®depepaumm B COOGCTBEHHOCTb OpYyroro
cybbekta Poccunckonn ®epepauum OCyLLECTBNSETCA Ha OCHOBaHUM akTa npuemMa-nepepayn. ®depepanbHbil  LEHTP
yBEIOMMSIETCA O Nepefave NekapcTBEHHbIX npenapaTtoB B TedeHne 10 kaneHOapHbIX AHEN nocne noanucaHvs akta npuema-
nepegayv ynorHOMOYEHHBIMU OpraHamMu.

19. B cny4yae BbisiBNeHust B cybbekTax Poccurnckorn degepalmm oCcTaTkoB NeKapCTBEHHbIX NpenapaToB, obecnevmBaroLLmx
noTpebHOCTb B HUX MeHee demM Ha 60 kaneHaapHbIx AHen, depeparnbHbIA LEHTP NPUHUMAET Mepbl MO OCYLLECTBMEHUIO
nepBooYepeHON NOCTaBKM UM feKapCTBEHHbLIX NpenapaToB NyTemM UH(POPMUPOBAHUS COOTBETCTBYIOLLMX MOCTaBLLMKOB.

B cniyyae BbisiBneHus B cybbektax Poccuiickon degepaumn oCTaTKOB NEKapCTBEHHbBIX NpenapaTtoB, 06ecnevmBaroLLmX
notpebHocTb B HUX MeHee 4yeM Ha 30 kaneHaapHbix AHen n bonee yem Ha 120 kaneHgapHbix gHen, degepanbHblA LEHTP
yBeAOMMSET UCMONHUTENbHBIE OpraHbl cybbekToB Poccuiickon Pepepauum B cdepe OxpaHbl 300pOBbS O HEOBXOAMMOCTH
nepepacnpeeneHns nekapcTBeHHbIX NpenapaTos.

TekcT/Pegakuymna apokymeHTa noarotoeneHsl AQ "Kopekc"

YNONHOMOYEHHbIE opraHbl B Te4eHune 7 pa6oq|/|x OHEen ¢ MoMeHTa nonyvYeHna ysegomMneHmna OCyLeCTBIAKT NoAroToBKY
aKkTa npuema-nepenadn.

20. duHaHcoBOe obecneyveHne 3aTpaT Ha TPAHCMOPTMPOBKY NeKapCTBEHHbIX NMpenapaToB, YkasdaHHbIX B NyHkTax 18 u 19
HacToswmx [paBun, OCYLLECTBMSETCS 3a CYeT CPeACTB YMNONHOMOYEHHbLIX OpraHoB, KOTOPbIM MepeaaloTcsl NeKapCTBEHHbIE
npenaparbl.

21. B cnyyae ¢opMUpOBaHUS OCTaATKOB JIEKAPCTBEHHbLIX MpenapaToB, MNPEeBbIWAKWMX MOTPEOHOCTL B HUX, ANA
obecneveHusa GonbHbIX B Bo3pacte Ao 18 netr nubo ot 18 net m crapwe OO OYepefHON MNOCTaBKM COOTBETCTBYHOLLEIO
NeKapCcTBEHHOrO npenapata B COOTBETCTBMM C YCIIOBUSIMU TOCYAAPCTBEHHbLIX KOHTPAKTOB, 3aKrYeHHbIX PeaeparnbHbIM
LIEHTPOM, OpraHusauusi-nonyyarenb BnpaBe UCMONb30BaTb JIEKAapCTBEHHbIE NpenapaTbl, NPMOBPETEHHbIE 3@ CYET UCTOYHMKA
(PUHaHCUPOBaHMS, yKasaHHOro B absaue nepBoM NyHkTa 2 HacToAwumx [paBun, B Lensx obecrnevyeHnss MMu OGOnbHbIX B
Bo3pacTe Ao 18 net, unu ucnonb3oBaTb NeKapCTBEHHbIE NpenapaTbl, MPUOBPEeTEeHHbIE 3a CYET UCTOYHWKA (PUHAHCUPOBAHMS,
yKkasaHHoro B ab3aLe BTOpOM NyHKTa 2 HacTodumx [pasun, B uensax obecneveHms nmmn 6onbHbIX B Bo3pacte 18 net u ctapuue.

MepepacnpeneneHne nekapcTBeHHbIX MpenapaTtoB, ykasaHHoe B ab3aue NepBOM HACTOSILLEro MyHKTa, OCYyLLeCTBrsieTcs
npy ycrioBuM MocreayloLllero Bo3MeLLeHNsi B TekyLleM PMHaAHCOBOM oy COOTBETCTBYIOLLENO JiekapCTBEHHOrO npenapata B
3KBMBAIEHTHbIX NleKapCTBEHHbIX hopMax, A03NPOBKax, hacoBKax MCMOMb30BaHHbIX JIEKaPCTBEHHbLIX NpenapaToB.

22. ®epgepanbHblvi LEHTP exekBapTanbHo, 4o 10-ro yncna mecsaua, cnegyoLwero 3a oT4ETHLIM KBapTanoMm, npeacrasnset
B ®depepanbHylo cnyxby no Haasopy B cdepe 30paBoOXpaHEHUs B LEnsX OCYLEeCTBNEHUS KOHTPOMs 3a LeneBbiM
MCNonb30oBaHMEM NEKAPCTBEHHbIX MNpenapaTtoB, a Takke B MwuHuUCTepcTBO 3gpaBooxpaHeHust Poccuiickon depepaumm
cBeleHus O nepegade nekapcTBeHHbIX npenapatoB cybbekty Poccuiickon depnepaumm M O COrMacoBaHHbIX
nepepacnpeneneHnsix nekapcTBeHHbIX NpenapaToB Mexay cybbekramu Poccuiickon Pegepaunn.

23. B uensax obecneyeHnss OONbHbIX NEKApCTBEHHbIMM Mpenapartamu B Mnopsiake, YCTaHOBMNEHHOM 3aKOHOAATENMbCTBOM
Poccuinckon Pepepaumn, OCyLLECTBMSETCA Ha3HadeHWe JNEeKapCTBEHHbIX npenapaTtoB, OQOPMIIEHME peuenToB Ha
nekapcTBeHHble npenapaTtbl U UX OTMYCK.

JokyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro doHaa u3 6onee 100 000 000 HOpMaTUBHO-MPaBOBbIX 1 HOPMATUBHO-TEXHUYECKUX [OKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/551760667#7DI0KA
http://docs.cntd.ru/document/551760667#7DA0K5
http://docs.cntd.ru/document/551760667#7DA0K5
http://docs.cntd.ru/document/551760667#7DI0K9
http://docs.cntd.ru/document/551760667#7DK0KA
http://docs.cntd.ru/document/551760667#7DK0KA
http://docs.cntd.ru/document/551760667#65C0IR
http://docs.cntd.ru/document/551760667#65C0IR

O nopsigke opraHu3aumm obecrneyeHus nekapcTBEHHbIMY npenapaTtamm nu, 6omnbHbIX reMoUnMen, MykoBUCLIMA030M, rMNodusapHeiM HaHu3mMom, 6onesHbto MoLwe, Crpanuua 7
3110Ka4€CTBEHHBIMW HOBOOGPa30BaHUSIMM JIMMGOUAHON, KPOBETBOPHOM 1 POACTBEHHBIX UM TKaHEN, PacCesiHHbIM CKIePO30M, FeMONMUTUKO-YPEMUYECKAM CUHAPOMOM, IOHOLLECKUM

apTPUTOM C CUCTEMHbBIM HayanoMm, Mykononucaxapuaosom |, Il v VI Tunos, annactuyeckoi aHemyen HeyTOYHEHHON, HacneacTBeHHbIM AeduumTom daktopos |l (bubpuHorena), VII

(nabunbHoro), X (CtioapTa - Mpayapa), n1u nocne TpaHCnnaHTauum opraHoB U (UNn) TKaHew, a Takke O NPU3HaHWU YTPaTUMBLLMMU CUMY HEKOTOPLIX akToB [MpaBuTenscTea

Poccuiickoit ®efepaumm (c uameHenusamu Ha 10 uoHa 2025 roga)

IMocmaHoeneHue Npasumenscmea P® om 26 Hosibpsi 2018 2. Ne 1416

24. Mpwn HasHa4YeHUN BoNbHOMY FleKapCTBEHHbIX NpenapaToB fevallnii Bpad MHOPMUPYET ero 0 BO3MOXXHOCTM NOSyYeHus
MM COOTBETCTBYHOLLMX NEKAPCTBEHHbIX NpenapaToB 6e3 B3MMaHWsi NnaTtbl B COOTBETCTBMM C 3aKoHoAaTeNbCTBOM Poccuiickon
depepauuu.

25. B uensix anHamudeckoro HabrniogeHus 3a 60rnbHbIM U COGMNIOAEHUS NEPUOOUYHOCTU MOCELLUEHNS UM MeLULUHCKON
opraHusauuu nevyawjum BpavyoM uUnM BpavyebHOM KOMUCCUEN MELMLMHCKON opraHusauun onpenensercs KornmyecTBo
nekapcTBEHHOro npenapara, KOTOpoe yKa3blBaeTCd B peLenTte Ha NeKapCcTBEHHbI npenapatr B COOTBETCTBMU C
peKkoMeHA0BaHHOW cpeaHen CyTOYHOM U KYpCOBOW JO30W U CPOKOM, Ha3HAY€HHbIM ANS NoCceLLeHus!.

26. OpraH rocygapcTBeHHOM Briactu cyobekta Poccuiickon depepauumn B cdepe oxpaHbl 300pOBbs, C TEPPUTOPUMU
KOTOpOro Bblexan 6onbHOW, npeacTaBnsieT (B TOM YMCME C  UCMOMb30BaHUMEM UWHE(OPMALMOHHO-KOMMYHUKALMOHHbIX
TEXHOMOrnin) No 3anpocy opraHa rocyaapcTBEHHON BriacTn cybbekta Poccunckon ®enepaunm B cdepe oxpaHbl 300pOBbS, Ha
TEPPUTOPUIO KOTOPOro Bbexarn O0nbHON, CBeAEHNS O KONMYECTBE Ha3HaYEeHHbIX UNKN hakTUYECKM NPEOOCTaBEHHbIX BONbHOMY
UIn ero 3aKOHHOMY NpPeACcTaBUTENIO NeKapCTBEHHbLIX NpenapaToB B COOTBETCTBUU C NYHKTOM 25 HacTosAwmx [Mpasun.

26. MeguuuvHckasi opraHv3aumsi NpeaocTaBrnsieT OONbHOMY WM €ro 3aKOHHOMY MpeacTaBUTEN0 UHGOpMauumio 06
OpraHu3aLusix, pacronoXeHHbIX B rpaHMLaxX MyHULMNANsHOrO 00pa3oBaHUs No MECTY XUTENbCTBA UMM MEeCTy NpebbiBaHus (B
crny4vae ecnu cpok npebbiBaHMs NpeBbilaeT 6 MecaueB) 60MbLHONO M OCYLLECTBASOWMNX OTMNYCK NIEKAPCTBEHHBIX NpenapaTos,
Ha3Ha4YeHHbIX JeYalyum BpayoM, rpaxagaHam, WUMelLWwuM npaBo Ha obecrnedeHne rekapCTBEHHbIMW Mpenaparamu,
oTnyckaembiMy BecnnaTtHo, 3a CYeT CpPeAcTB OHKETHLIX acCUrHoBaHWi hbegepanbHoOro Owomxkera U BOIKETOB CyObEKTOB
Poccuinckon ®epgepaumu.

27. HasHaueHue nekapCTBEHHbIX MpenapatoB OONMbHOMY OCYLUECTBMSETCS MOCME BKIOYEHUSI €ro B pPervoHarnbHbIN
cermeHT PenepansHoro permctpa. OTNyck NekapCTBEHHbIX NpenapaToB 60MbHOMY, ero 3aKkOHHOMY NPEACTaBUTENO UMK Nnuy,
YMONIHOMOYEHHOMY OGONbHBIM UMW €ro  3aKOHHbIM  MpeAcTaBUTENEM Ha MOMy4YeHWe JeKapCTBEHHbIX MNpenapaTos,
OCYLLECTBNSETCS B COOTBETCTBUM C MOPSOKOM, YCTAHOBMEHHBbIM B COOTBETCTBMM CO cTatben 55 denepanbHoro 3akoHa "O6
obpallieHnn NekapcTBeHHbIX cpeacTs”.

28. OpraHusauusa obecneyvyeHns nekapcTBeHHbIMU NpenapataMm 60nbHbIX, NPOXUBAKLLMX B CTaLMOHapHbIX OpraHM3aumsax
coumanbHoro obcnyxuBaHWs wnNy  OTObIBaKOWMX HakasaHue, CBfA3aHHOe C nuweHMem CcBoboabl, OCyLLecTBRseTcs
COOTBETCTBYIOLLIEN OpraHu3aumen.

29. B cnyyae Bble3ga 60nbHOro 3a npegensl Tepputopun cybbekta Poccuiickon degepaumnm, B KOTOPOM OH NPOXUBAET, Ha
Tepputoputo Apyroro cybbekta Poccuiickon Pepepaumy Ha Cpok, He MpeBbilwawowmi 6 MecsaueB, TakoMy 6GonbHomy
UCMONMHUTENbHBIM OpraHoMm cybbekta Poccuiickon ®depepaumm B cdepe OxpaHbl 3[0POBbS OpraHuM3yeTcsl HasHaveHue
nekapcTBeHHbIX MpenapaToB Ha CPOK Mpuema, paBHbI CPOKY ero Bble3ga 3a npefensl TeppuTopumn cybbekta Poccuinckon
degepauun, nMbo € y4eTOM CPOKOB TOAHOCTM MMEIOLLMXCA OCTaTKOB flEeKapCTBEHHbIX MpenapatoB obecrneyeHue Takoro
60MnbHOro NekapcTBEHHbIMU NpenapaTtamMmu Ha COOTBETCTBYHOLLMIA CPOK.

CeegeHuss 0 KONMMYeCcTBe NeKapCTBEHHbIX NpenapaToB, Has3HaYeHHbIX OOMbHOMY UMW OTMYLUEHHbIX OONbHOMY, ero
3aKOHHOMY MNpeacTaBUTENio UMW Nuuy, YNOMHOMOYEHHOMY OONbHLIM UMW €ro 3akOoHHbIM MNpeacTaBUTENneM Ha nornyyeHue
nekapcTBeHHbIX NpenapaToB, BHOCSTCS B permoHanbHbin cermeHT degepanbHOro perncrpa.

30. B cnyyae Bbleaga 60mnbHOro 3a npegensl Tepputopumn cyobekta Poccuiickon degepaunm, B KOTOPOM OH NMPOXMBAET, Ha
TeppuTopuio gpyroro cyobekta Poccunckon degepaunm Ha Cpok, NPEBbILLAKLWNA 6 MecsaueB, UK B Criyvae U3MeHeHNs1 MecTa
XWUTenbCTBa TakoMmy GOMbHOMY Ha3Ha4aloTCsl NeKapCTBEHHbIe MpenapaTtbl Ha CPOK npvema He Gornee ogHOro Mecsua nubo
OpraHmM3yeTcsi UCNONHUTENbHBIM OpraHom cyobekTa Poccuickon depepauun B cepe oxpaHbl 340poBbs obecnedeHne Takoro
BOoMnbHOro NekapcTBEHHbIMU MpenaparamMu Ha CpoK npremMa He 6onee ogHOro mMecsiLa.

CeepneHuss o Takom GOMbHOM MoAnexaT UCKIYEHUI0 M3 perroHanbHoro cermeHta degepanbHoro perncrtpa cybbekra
Poccuiickon depepauumn, C TepputopuM KOTOPOro BbleXaeT OonbHOW, M nepegade (B TOM 4YuCrne C WUCMONb30BaHWEM
VH(OPMaLMOHHO-KOMMYHUKaALMOHHBIX TEXHOMOMMIA) UCMONHUTENbHOMY opraHy cybbekta Poccuickon ®Pepepauum B cdepe
OXpaHbl 300pOBbSl, HA TEPPUTOPUIO KOTOPOrO Bbexan OOMbHOW, AMsl BKIOYEHMSI B PErvoHanbHbIl cermeHT depepanbHoro
pervcTpa atoro cybbekta Poccunckon ®enepaunn.

[atoi BKMOYEeHNss cBegeHun O BGOMbHOM B pernoHanbHbii cermeHT depepanbHOro perncrpa cybobektom Poccuickon
denepauun, Ha TEPPUTOPUIO KOTOPOTO Bbexan O0nbHON, SIBNSIETCA AEHb, CNEAYIOLNIA 32 AHEM VUCKITHOYEHUS CBEOEHUI O HEM U3
pervoHanbHoro cermeHta ®epgepanbHoro perncrpa cybbektom Poccuickon ®enepauum, ¢ TeppUTOpUMU KOTOPOro Bblexar
GOonbHOMN.

31. VcnonHutenbHbi opraH cybbekta Poccuiickon ®enepauum B cdepe oxpaHbl 300pOBbs, C TEPPUTOPUN KOTOPOTO
Bblexan OonbHoOW, npeacTaBnsieT (B TOM 4ucre C MCMofb3oBaHWEM WHGOPMALMOHHO-KOMMYHUKALMOHHBIX TEXHOMOIMIA) Mo
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3anpocy UcnonHUTeNbHOro opraHa cyGbekta Poccuiickon degepaummn B cdepe oxpaHbl 340POBbs, HA TEPPUTOPUIO KOTOPOrO
Bbexan GOoSIbHOW, CBEeAEHUS O KONMMYecTBe JleKapCTBEeHHbIX MpenapaTtoB, HasHa4YeHHbIX WM OTNYLEeHHbIX GonbHOMY, ero
3aKOHHOMY MPEeACTaBUTENO WKW NKLY, YNOMHOMOYEHHOMY GOMbHLIM WAW €ro 3aKOHHbIM MpeacTaBuMTENeM Ha MonyyeHve
NeKapcTBEHHbIX NpenapaTos, B COOTBETCTBUM C NYHKTOM 26 HacToAumx Mpasun.

YTBEPXOEHDbI
noctaHoBneHuem [paButenbcTBa

Poccuinckon ®epgepaumu
OT 26 Hos6psa 2018 roga N 1416
NMPABUNA BEOEHUA ®EQEPAINIBHOIO PEMNCTPA NUL, BEOJIbHbIX FTEMO®UNUEN, MYKOBUCLIMOO30M,
rTMMNOoe®n3APHbIM HAHU3MOM, BOJNIE3HbLIO NOLWLE, 3NOKAYECTBEHHBIMUA HOBOOBPA3OBAHUAMU
NMMMeOONOHON, KPOBETBOPHOW U POOCTBEHHbLIX UM TKAHEW, PACCESIHHbBIM CKNEPO30M,
rEMOJIMTUKO-YPEMUYECKUM CUHOAPOMOM, OHOLLWECKUM APTPUTOM C CUCTEMHbLIM HAYAJIOM,
MYKOMOJIMCAXAPUAOO3OM |, Il U VI TUNOB, ANJTACTUMECKOWU AHEMUEW HEYTOYHEHHOW,
HACNEACTBEHHbLIM OEPULINTOM PAKTOPOB Il (PUBPUHOIEHA), VII (JTABUJTbHOTIO), X (CTIOAPTA -
MPAY3PA), AL NOCIE TPAHCINNAHTALUUN OPFAHOB U (UA) TKAHEN *

(c nameHeHuamm Ha 10 nioHa 2025 roga)

* HaumeHoBaHve B pefakuumu, BBedeHHoOW B pgenctBue ¢ 7 anpena 2020 roga nocraHosneHnveMm [paButenbciBa
Poccuickon ®enepaumm ot 26 mapta 2020 roaa N 339. - CM. npeablayLLyo peaakLnto.

1. Hacroswwme [MpaBuna ycTtaHaBnuBalOT NOpsiAoK BedeHus depepanbHoOro pernctpa nuu, 60nbHbIX remodunuen,
MYKOBUCLIMA030M, rMNom3apHbIM HaHU3MOM, 6onesHbto lowe, 3rnokavyecTBEHHbIMU HOBOODGpa3oBaHUAMU NMMAOUOHON,
KPOBETBOPHON W POACTBEHHbLIX UM TKaHeW, pacCesiHHbIM CKMEepo3OM, FeMOMUTUKO-YPEMUYECKUM CUHOPOMOM, KOHOLLECKUM
apTpuTOM C CUCTEMHbIM Hayanom, mykononucaxapugosom |, Il n VI Tunos, annactnyeckon aHemMmem HEYTOYHEHHOW,
HacnencTBeHHbIM  aedmumtom daktopoB |l (pubpuHoreHa), VIl (nabunbHoro), X (Ctioapta - [lpayapa), nuy nocne
TpaHcnnaHTauum opraHoB 1 (MnNn) TKaHew (ganee COOTBETCTBEHHO - GonbHble, PeaepanbHbli perncTp).

(MyHkT B pepakuun, BBeOoeHHoW B Aencteue ¢ 7 anpens 2020 roga noctaHoBneHwem [paButenscrBa Poccuiickon
®denepaumm ot 26 mapta 2020 roaa N 339. - Cm. npeablayLL Yo penakLno)

2. BepeHue denepanbHOro perncrpa ocyLecTBASeTCs B CneayoLWmx LUensx:

a) obecnevyeHne nekapCTBEHHbIMW npenapaTtaMmu Ans MEOULMHCKOrO NPUMEHEHUs, BKIMIOYEHHbIMU B YTBEPXXAEHHbLIN
MpaButensctBoM Poccuiickon Pegepaumm nepeyeHb NeKapCTBEHHbIX NpenapartoB, cOOPMMPOBAHHLIN B YCTAHOBIIEHHOM UM
nopsiake (ganee - nNekapCcTBeHHble nNpenaparbl), 6onbHbIX B Bo3pacTe oT 18 neT u cTapLue 3a c4eT OOaKETHbIX aCCUTHOBAHWINA,
npeaycMOTPeHHLIX B dheaepansHom Brogxkete MUHUCTEPCTBY 3apaBooxpaHeHus Poccuiickon ®egepaunm Ha ykasaHHbIE Lienu,
a 6onbHbIX B Bo3pacTe A0 18 neT - 3a cyeT GHOAXKETHbIX aCCUrHOBaHUN, NpeaycMoTpeHHbIX MUHUCTEpPCTBY 30paBoOXpaHeHust
Poccuiickon depepaumm ans doHaa NoaaepXKKA OeTer C TSKENbIMU XU3HEYTpOXaloLWUMN U XPOHUYECKMMM 3aboneBaHusl, B
TOM uucne pegkumn (opcpaHHeiMu) 3aboneBanuamu, "Kpyr pobpa". BroomkeTHble accurHoBaHuWsi NepevmcnsioTes
MuHucTepcTBoM 3apaBooxpaHeHusa Poccunckon degepauun degepanbHOMY KaseHHOMY yypexaeHuto "deaeparnbHbli LEHTP
NnaHMpoBaHWs W OpraHM3auum nekapcTBeHHOro obecneyeHus rpaxaaH" MuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon
denepauun (oanee - degepanbHbI LEHTP) AN OpraHU3aLmmn 1 NPOBeAEHUS 3aKyMOK NeKapCTBEHHbIX MPenaparos.;

(MoonyHKT B pegakumu, BBeAeHHOW B Aenctaue ¢ 25 despans 2023 roga noctaHoeneHuem [NpaButenscrBa Poccuickon
denepaumm ot 15 despansa 2023 roga N 229, pacnpocTpaHaeTCca Ha NpaBOOTHOLUEHNS, BO3HUKIWME ¢ 1 aHBaps 2023 roga. -
CM. NpeAblayLLYI0 penakumio)

6) MOHMTOPUHI OBWXEHMS U yveTa OONbHbIX HA OCHOBAHWU CBEOEHWW, NMPeacTaBnsieMblX WMCMNOMHUTENbHLIMU OpraHamu
cybbekToB Poccuiickon degepaumm B crepe oxpaHbl 300pOBbS;

(MognyHKT B pedakuuu, BBedeHHon B aencteue ¢ 19 uwoHa 2025 roga noctaHoBneHuvem [paButenscrea Poccuiickon
denepaumm ot 10 mioHa 2025 roaa N 877. - CM. npeablayLLy0 peaakLuuio)

B) SQ)CDGKTI/IBHOG nnaHnposaHne M pacxogoBaHue (bI/IHaHCOBbIX cpencTB, HanpasndeMbliX Ha 3aKynky HeobxoanMMbIX
NNeKapCTBEHHbIX npenapartoB AnA obecneyeHns uMn 6onbHbLIX MO MECTY XuUtenbcrea Unn MecTy ﬂpe6bIBaHVIﬂ (B cny4yae ecnu
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CpOK NpebbiBaHMA NpeBbILWAET 6 MecsLeB).

3. ®depepanbHbin  peructp aenseTca denepanbHoi  MHAOPMALMOHHOM CUCTEMOW, COCTOSILLEN W3  pPermoHarnbHbIX
CErMEHTOB, KOTOpble pa3fensaiTcsa Ha NOACErMEHT, CoaepXKalmnn ceeaeHmsa o 6onbHbIX B Bo3pacte 4o 18 net, u nogcermeHT,
cogepxawmn ceegeHus o 6onbHbIX B Bo3pacTe oT 18 neT u crtaplle, n cogepxallen CBeAeHusl, NpeayCMOTPEeHHbIe NyHKToM 9
HacTosumx Mpasun.

(A63au B pepakuumn, BBeaeHHoM B gencteue ¢ 25 depans 2023 roga nocrtaHoBneHvem [paButenbctBa Poccuiickon
denepaumnmn ot 15 dhespansg 2023 roga N 229, pacnpocTpaHseTcd Ha NpaBOOTHOLWEHUS, BO3HUKWKMe ¢ 1 aHBapsa 2023 roga. -
CM. NpeablAyLwYIo penakLmio)

MuHncTepcTBO 3apaBooxpaHeHus Poccuiickon Pepepaunn siBNSIETCA OnepaTtopoM 3TOW CUCTEMbl M obecneynBaeT ee
6ecnepeboliHoe yHKLMOHMPOBAHNE.

MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon ®epepaumm obecneunBaetr depepanbHoMy UeHTpy M PoHay noaaepxku
JeTell C TSKEMbIMU KUSHEYTPOXAKLWUMU U XPOHUYECKMMK 3aboneBaHusIMKW, B TOM u4ucrne pegkumu (opdaHHbIMK)
3aboneBaHusamu, "Kpyr gobpa" goctyn k MHcpopmaumm, cogepxatlericsa B PegepansHOM permcrpe.

(AB3ay, gononHuTensbHO BkItodeH ¢ 7 monsa 2021 roga noctaHoeneHvieM [NpaButensctea Poccuiickont Penepauum ot 26
utoHa 2021 roga N 1025; B pepakumu, BBeaeHHonm B gencrteme ¢ 25 despansa 2023 roga nocrtaHosneHvem [paButenscrea
Poccuickon ®enepaummn ot 15 dhespana 2023 rona N 229, pacnpocTpaHAeTca Ha NpaBOOTHOLLUEHWS, BO3HUKILKE ¢ 1 sHBaps
2023 roga. - CM. mpeablayLLyo peaakLuio)

4. VicnonHuTenbHble opraHbl cyobekTtoB Poccuiickon depepaummn B cdepe OxpaHbl 340poBbs 06ecnevnmBaroT BHECEHUNE
cBeOeHuin 0 BOnbHbIX B pPerMoHanbHbI cermeHT deaepanbHOro perncTpa B CPok, He MpeBblarwwmii 5 paboynx gHen co aHs
obpalleHns 60MbHOr0 C YCTaHOBMEHHLIM AMArHO30M B MEAULMHCKYIO OpraHvM3auuvio No MecCTy ero XWTenbCTBa MMM MecTy
npebbiBaHus (B criydae ecnv cpok npebbiBaHns NpeBbIWaeT 6 Mecsues).

(A63au B pepakumn, BBegeHHon B pgencteue ¢ 19 moHsa 2025 roga noctaHoeneHwvewm [lpaButenscrBa Poccuiickon
denepaumm ot 10 mioHa 2025 roaa N 877. - CM. npeablayLLy0 peaakLuuio)

BkntoueHne B pervoHanbHbIn cermeHT defeparnbHOro pernctpa CBeAeHUn O GOSbHbIX OCYLLECTBRASETCS MeOULMHCKON
opraHusaumen No MecTy UX XXUTENbCTBA UM MecTy npebbiBaHus (B Criyvae ecnv cpok npebbiBaHUs! NpeBbILLAET 6 MecsiLeB) Ha
OCHOBaHWUM MeOULIMHCKUX JOKYMEHTOB (MX KOMWIA) UK BbIMUCKM U3 HUX, OTPaXKaloLmX CBeAeHNs1 06 yCTaHOBINIEHHOM AMarHose u
BblbOpe MeponpusaTUiA No NnedeHuto 6onbHoro. BkrtoveHne cBedeHun o GOMbHLIX C FreMOSIUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLLECKMM apTPUTOM C CUCTEMHbLIM HayaroM U mykononucaxapugosom I, 1l u VI TMnoB ocyllecTBnsieTcs Ha OCHOBaHUM
MEeANUMHCKUX OOKYMEHTOB MMM UX KOMWUIA U BbIMMCKM U3 HUX, OTpaXkalolmx cBedeHust 06 yCTaHOBEHHOM AMarHose 1 Bbibope
MEepONpUSTUI MO NeYeHnIo 6ONbHOro, NOMyYeHHbIX OT dheaepanbHON MEeAULIMHCKOW OpraHn3auui.

(A63au B pepakumn, BBegeHHon B genctBue ¢ 19 moHs 2025 roga noctaHoeneHvem [lpaButenscrBa Poccuiickon
denepaumm ot 10 mtoHa 2025 roaa N 877. - Cm. npeablayLLY0 peaakumio)

5. PerynupoBaHue OTHOLUEHUI, CBSI3aHHbIX C BegeHnem depepanbHOro perncrpa, oCyLecTBNSAETCS B COOTBETCTBUM C
3akoHogatenscTBom Poccunckon ®egepaumm 06 MHpopmaumm, MHOPMaLMOHHBLIX TEXHONOMMSIX U O 3alumMTe MHopMaLnN.

6. MuHucTepcTBO 3apaBooxpaHeHus Poccuickon ®epepaummn, PegepanbHbit LeHTp, POHA NOAAEPKKM AETEN C TSXKENbIMU
XN3HEYTPOXKAIOLLMMWN U XPOHUYECKMMIN 3aboneBaHMsIMK, B TOM Yucne peakumm (opdaHHbiMK) 3abonesaHmamu, "Kpyr gobpa” u
ucnonHuTenbHble  opraHbl cybbekToB  Poccuiickon  Pepepaumm B cepe  oxpaHbl  340poBbs  obecneudnBaioT
KOH(MAEHUMANbHOCTb CBEAEHMN, coaepxallmxcs B enepansHOM perncTpe, a Takke XpaHeHWe u 3alimTy Takux CBeOeHUN B
cooTBeTCTBUM ¢ PeaepanbHbiM 3akoHOM "O NepcoHanbHbIX AaHHbIX".

(MyHkT B pepakumu, BBeAeHHoW B AewnctBue ¢ 7 wona 2021 roga nocrtaHoBnenwem [lpaButenbctsa Poccuiickon
denepaumm ot 26 mioHa 2021 roga N 1025; B pepakumm, BBeaeHHoN B aencteme ¢ 25 despana 2023 roga noctaHOBNEHNEM
Mpasutensctea Poccurickon Penepaumm ot 15 dhespang 2023 roaa N 229, pacnpocCTpaHAeTcs Ha MNpaBOOTHOLUEHMS,
Bo3HuKkwme ¢ 1 aHBapsa 2023 roga; B pegakuuun, BBeaeHHom B gencreme ¢ 19 uoHa 2025 roga noctaHosnennem pasutenscrea
Poccurickon Penepauum ot 10 nroHs 2025 rona N 877. - CM. npeaplayLLyo peaakLmio)

7. PasmeweHve wHdopmaumm B dedepanbHOM  peructpe  OCYLeCTBSIeTCS C NMPUMEHEHWEM  YCUINEHHOM
KBaNnnMuuMpoBaHHOW SNEKTPOHHOM NOANMUCKU B COOTBETCTBMM ¢ PeaepanbHbiM 3akoHoM "O6 anekTpoHHOW noanucK".

8. denepanbHbIN perncTp Be4eTCH B ANEeKTPOHHOM Buae ¢ NpMMeHeHMeM aBTOMaTU3NPOBaHHOW CUCTEMbI NyTEM BHECEHUS
perncTpoBon 3anucu ¢ NPUCBOEHNEM YHUKANbHOMO HOMepa PerMcTpoBOKn 3anncu 1 ykasaHuem aTbl €e BHECEHUS.
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Mpn BHECEHUM M3MEHEHN B CBEAEHUSA O BONBbHOM AOMKHbI BbITb COXpPaHEHbI YHUKANbHbLIA HOMEP PErMCTPOBON 3anucu u
NCTOPUSA BHECEHUSA N3MEHEHWNA.

9. denepanbHbI PErMCTP COAEPXKUT CreayoLme cBeaeHus:

a) CTpaxoBOM HOMEpP MHAUBMAYaANbHOIMO NUUEBOro cveTa H6OMbHOrO B cMCTEME 00A3aTeNbHOrO0 MEHCMOHHOMO CTPaxoBaHUS
(Npn Hanuunn);

0) hbamunus, nms, ot4ecTBo B0ONLHOrO, a Takke hamunus, gaHHas NPY POXAEHU;

B) 4aTa poxaeHust 60nbHoro;

r) non 605bHOrO;

) agpec MecTa XUTenbCTBa N mecTta npebbiBaHus (B CnyyYae ecnu cpok npedbiBaHMs NpeBbIaeT 6 mecsaues) 60nbHOrO
(c ykasaHueM koga no ObLiepoccnmckomy knaccndmkaTopy 00beKTOB aAMUHUCTRATUBHO-TERRUTORUANBHOIO AeNeHus);

€) cepuvsi 1 HOMep nacnopTa (CBUAETENLCTBA O POXAEHUW) NN YOOCTOBEPEHUS NMYHOCTU BOMBHOrO, a Takke AaTa Bblaauu
YKa3aHHbIX JOKYMEHTOB;

X) cepuss M HoMep nonuca 0065A3aTenbHOr0 MEOULMHCKOrO CTPaxoBaHWsi OOMbHOrO M HaUMEHOBaHWE BblAABLUEN €ro
CTPaxoBOWN MEAULIMHCKON opraHn3auuu;

3) MHhopMauust 06 MHBaNMAHOCTY (B Cryvyae YCTaHOBIEHUS rPynnbl UHBANMAHOCTU Unu Kateropun "pebeHok-nHeanva");

1) guarHo3 3aboneBaHus (COCTOSHUSA), BKIKOYas ero kog no MexayHapoaHoWm cTaTMCTUYECKon knaccudukaumm 6onesHen un
npobnem, cBs3aHHbIX CO 3A0POBLEM, a TakkKe Aata ocMoTpa 60MbHOro 1 AaHHbIE O AMHAMUKE COCTOSIHUS;

K) MHpOopMaLmsa O MEeOQULIMHCKOW OpraHusauuu (HauMeHOBaHWE, OCHOBHOW TFOCYAapCTBEHHbIA PErMcTpaLMOHHbIA HOMEp,
koA no Obulepoccunckomy knaccudhmkaTopy NnpeanpUATU U opraHusaLivm), BelgasBLUen HanpaBneHne Ha BKIloYeHne cBeaeHuni
0 GonbHbIX B PefepanbHbli perncTp (HanpasrneHne Ha BHECEHUE U3MEHEHWI B CBeAeHUs, coaepxalumecss B PegepansHOM
peructpe (ganee - HanpaeneHUe), a Takke M3BelleHMe 00 MCKIYEHUM cBedeHuin o0 BonbHbIX 13 PedepanbHOro perucTpa
(oanee - usBelleHve);

1) AaTa BKYeHUsa cBeaeHu o 60NbHOM U AaTa BHECEHUS N3MEHEHMI B cBefeHus o 6onbHOM B defeparnbHbii perncTp;

M) MHChOpMaLUst O Ha3HaYEeHUN NleKapCTBEHHbIX NpenapaTtos;

H) MHpopmaums 06 oTnycke NekapCTBEHHLIX NpenapaToB (4ata Hadana obecneveHnsi nekapCTBEHHbIMK Mpenapatamu u
pakTU4ECKniA OTMYCK NIEKapCTBEHHbIX NpenapaToBs);

0) gata NpUHATUA pelueHns o6 oKoHYaHMM obecneyvyeHns nekapcTBEHHbIMM NpenapaTtammn ¢ ykasaHnem npuynHbl (Bolesa 3a
npegensl Poccuickon depepauum Ha MNOCTOSSHHOE MECTO XKWUTENbCTBA MM MecTo npebbiBaHus (B Criyyae ecnm Cpok
npebbiBaHMs NpeBbIWaeT 6 MecsueB), cMepTb BONbHOrO, OTCYTCTBME MNOKa3aHMM K AarnbHenwemy npuemMy fekapCTBEHHOMO
npenapaTta) u o nepegaye ceegeHuin B apxme PegepanbHOro perucTpa;

n) nHcdopmaLmsa o BKNOYeHUM 6onbHoro B deaepanbHbIin PeErncTp nuu, MMeLWmUX NpaBo Ha NornyYeHne rocygapcTBeHHON
coumanbHOM MOMOLUKN, M WHbIE PEerucTpbl, NPeaycMOTPEeHHblE 3akoHogaTenbCcTBoM Poccuiickon ®Pegepaumu, B Uensx
obecneveHns nekapcTBeHHbIMM NpenapaTamm 3a cyet BroaxeToB OrompkeTHOM cnuctemsl Poccuiickon ®epepaunn;

p) YHMKanbHbLIA HOMEP PErMCTPOBON 3arnuncu;

C) BbINMUCKA W3 MEAUUMHCKOM [OKYMeHTauun O60nbHOro, coaepxalwas CBeOeHUA O HasHayYeHWM FeKapCTBEHHbIX
npenapaTos;

(MopnyHKT B pedakumu, BBeaeHHon B genctBue ¢ 19 uwoHa 2025 roga nocraHoBneHuem [MpaButensctBa Poccuiickon
denepaumm ot 10 mtoHa 2025 roaa N 877. - Cm. npeablayLLY0 peaakumio)

T) UCTOYHWK PMHAHCUPOBaHUSA NPUOBPETEHMS NEKAPCTBEHHBIX NpenapaTos.
(MopnyHKT gononHUTENBLHO BKITtoYeH ¢ 25 deBpans 2023 roga noctaHoBneHvem [pasutensctea Poccuiickon Penepavimm
o1 15 cheBpana 2023 rona N 229, pacnpocTpaHsieTcs Ha NPaBOOTHOLLEHWS], BO3HUMKLLIKE ¢ 1 aHBaps 2023 roga)

10. B cnydvae ycTtaHoBneHusi guarHo3a 3aboneBaHus (COCTOSAHUS), yKasaHHOro B OyHKTe 1 Hactodwwmx [MpaBun, wnu
U3MEeHeHNs cBefeHU, yKkasaHHbIX B NoAnyHKTax "a" - "x" nyHkTa 9 HacTtoawmx Mpasun, MeauumMHCKue opraHm3auun, B KOTOPbIX
OonbHbIE Haxo4daATCs Mod MeouUMHCKUM HabnwpeHwem, B CpPOK, He npeBbiwawwmin 3 pabounx gHen co gHA obpalleHus
GOMNbHOro C YCTAHOBMEHHBIM AMArHO30M B MEOULMHCKYK OpraHu3auuio Mo MecTy XWUTenbCTBa WM MeCTy npebbiBaHus (B
crny4vae ecrnv cpok npebbiBaHMS NpeBbilLaeT 6 MecsiueB), NPEACTaBNsOT B 3NIEKTPOHHOM Buae unn Ha BymaxHoOM HocuTene
HanpasneHusi N U3BELLEHVS B
UCMONMHUTENBHLIA opraH cybbekta Poccuiickon depepaumun B cepe oxpaHbl 340pOoBbsi N0 hopme u B MOpsifke, KOTOpble
yTBep>xaeHbsl MMHUCTEPCTBOM 34paBooxpaHeHus Poccuiickon degepauun.

TekcT/Pepakuyma apokymedTa noarotoeneHsl AQ "Kopekc"
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(MyHkT B pepakumu, BBegeHHowm B genctBue ¢ 19 umoHa 2025 roga nocraHoeneHveMm [paButensctBa Poccuiickon
denepaumm ot 10 mioHa 2025 rona N 877. - CMm. npeablayLLYi0 peaakuuio)

11. Ona 3anonHeHus pervoHanbHoro cermeHta ®degepanbHOro perucTpa opraHwsauum, OCYLLEeCTBRsoWmne OTnycK
NneKapCcTBEHHbIX nNpenapaTtoB, Ha3Ha4YeHHbIX feyallumM BpayoM B COOTBETCTBUM C NPedyCMOTPEHHbIM NOANYHKTOM "a" nyHkTa 2
HacToauwmx [MpaBun nepeyHemMm, OO 5-ro yucna Kaxaoro Mecsila NPeacTaBnsioT B UCMOMHUTENbHbIE oOpraHbl CyGbekToB
Poccuinckon depepauum B ccepe oxpaHbl 340pPOBbS B 3NEKTPOHHOM BMAE UMM Ha OymakHOM HocuTene cBeneHus ob
OTMYLUEHHbIX 32 NPeLIECTBYIOLNIA MECAL, NNEKapCTBEHHbIX NpenapaTax.

(MyHkT B pepakumu, BBegeHHow B genctBue ¢ 19 umioHa 2025 roga nocraHoeneHveMm [lpaButensctBa Poccuiickon
Ddenepaumu ot 10 moHa 2025 rona N 877. - Cm. npeabiayLLYo peaakLu)

12. B cny4ae ecnu ceBefdeHus, nNpeaycMOTPeHHble noanyHkTtamu "a", "x" v "m" nyHkta 9 Hactodwmx [lpaBuni, He
npencTaBneHsbl B UCMOMHUTENbHbIE OpraHbl CybbekToB Poccuiickon ®enepaumm B chepe oxpaHbl 340POBbsi, yKadaHHbIE OpraHbl
BMAacCTU CaMOCTOATENBHO 3anpalunBatoT 3TN CBEAEHUS B rOCY4APCTBEHHbIX BHEOIOMKETHBIX (DOHAAX.

(AB3ay B pepmakuuu, BBefeHHoOM B gencteBue ¢ 19 uwoHs 2025 roga nocrtaHoBnenwem [paBuTtenbcTBa Poccuickon
Ddenepaumu ot 10 uoHa 2025 rona N 877. - Cm. npeabiayLLYo peaakLu)

CsefeHns o0 GoMbHOM (HanpaeneHus, WU3BeELLeHWUs), MpencTaBnsAeMble B SMNEKTPOHHOM BUAE, NOANexaT 3aBepeHUto
AMNEeKTPOHHOM MOAMUCLIO OOMMKHOCTHOTO NLEA MCMOMHUTENBHOMO opraHa cybbekta Poccuiickoin ®egepaummn B cdepe oxpaHbl
310pOBbS.

(AB3au B pepakuumu, BBeAeHHon B dencteuve ¢ 19 uwoHa 2025 roga nocrtaHosneHwem [paBuTtenbcTBa Poccuinckon
denepaumm ot 10 mioHa 2025 roaa N 877. - CM. npeablayLLy0 peaakuuio)

13. B cny4yae Bblesga 6onbHOroO 3a npegensl Tepputopun Poccunckon degepaumm Ha NOCTOSSHHOE MECTO XUTENbCTBa Unn
MecTo npebbiBaHMA (B cryvyae ecniv cpok npebbiBaHWs NpeBbILLAET 6 MecsLEB), a Takke B criydyae CMepTu GONMbHOrO CBeAeHUs
0 HeM noanexar apXMBMPOBaHWIO.

YTBEPXOEHbI
noctaHoBneHuwem lNpaButenbcTBa

Poccuitckon ®epgepaumu
OT 26 Hos16psa 2018 rona N 1416
NEPEYEHb YTPATUBLLUUX CUNY AKTOB NMPABUTENBCTBA POCCUUCKON ®EOEPALIUU

1. DocTaHoBnenune MpaButenbctBa Poccurickon Penepaumm ot 26 aekadbpsa 2011 . N 1155 "O 3akynkax NekapCTBEHHbIX
npenapaToB, NpeaHasHayYeHHbIX Ans obecnevyeHuns nuu, 6onbHbIX reMonnmen, MyKoB1UCLNMO030M, TMNOhM3apHbIM HAHU3MOM,
GonesHbio [olle, 3rMokavyecTBEHHbIMU _HOBOOOPA30BaHUAMU NUMAOUIHON, KPOBETBOPHOM U POACTBEHHbIX WM _TKaHew,
paccesHHbIM CKMNepo3oM, NuL,_nocne TpaHCmiaHTaumMn opraHoB u (uiu) TkaHen" (CobpaHue 3akoHopatenbcTBa Poccuiickon
denepauun, 2012, N 1, c1.186).

2. NocraHoenenvie lMpaButensctea Poccuiickon Penepauum ot 26 anpens 2012 . N 404 "O6 yrBepxaeHun [NpaBun
Benenunsa denepanbHOro perncTpa nut,_6onbHbIX remohmnmen, MykoB1UCLIMA030M, TMNodin3apHbIM HaHU3MOM, GonesHbto [oe,
3I10Ka4eCTBEHHbIMW HOBOOBPa3oBaHMAMM NMMAGOUAHONW, KQOBETBORHOW U POACTBEHHbIX UM TKaHEW, PacCesHHLIM CKIIePO30M,
vu_nocne TpaHcnaaHTauum opraHoB u (unu)_TkaHen" (CobpaHue 3akoHopatenbcTBa Poccuiickon ®egepaumm, 2012, N 19,
CT.2429).

3. NyHkTbl 176 1 190 n3meHeHun, KOTOpPble BHOCATCA B akThbl [NpaBuTtenbcrBa Poccuickon Penepauum No Bonpocam
AedrenbHoctv MuHucTepcTBa 3apaBooxpaHeHusa Poccurickon Penepaumnu, yTBepXaeHHbIX NocTaHoBneHveM [lpaBuTtenscrea
Poccuiickon ®enepaumm o1 4 ceHTs6pa 2012 .. N 882 "O BHeceHuM U3MEHEHUN B HeKOTOpble akTbl [lpaButenbcrea
Poccuiickont Pefepauum no sBonpocam AedarenbHoctn MuHuctepctea 3apaBooxpaHeduns Poccuiickon Pepepaunn” (CobpaHue
3akoHogaTenbcTBa Poccunckon ®epepaunn, 2012, N 37, c1.5002).
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O nopsigke opraHu3aumm obecrneyeHus nekapcTBEHHbIMY npenapaTtamm nu, 6omnbHbIX reMoUnMen, MykoBUCLIMA030M, rMNodusapHeiM HaHu3mMom, 6onesHbto MoLwe, Crpanuua 12
3110Ka4€CTBEHHBIMW HOBOOGPa30BaHUSIMM JIMMGOUAHON, KPOBETBOPHOM 1 POACTBEHHBIX UM TKaHEN, PacCesiHHbIM CKIePO30M, FeMONMUTUKO-YPEMUYECKAM CUHAPOMOM, IOHOLLECKUM

apTPUTOM C CUCTEMHbBIM HayanoMm, Mykononucaxapuaosom |, Il v VI Tunos, annactuyeckoi aHemyen HeyTOYHEHHON, HacneacTBeHHbIM AeduumTom daktopos |l (bubpuHorena), VII

(nabunbHoro), X (CtioapTa - Mpayapa), n1u nocne TpaHCnnaHTauum opraHoB U (UNn) TKaHew, a Takke O NPU3HaHWU YTPaTUMBLLMMU CUMY HEKOTOPLIX akToB [MpaBuTenscTea

Poccuiickoit ®efepaumm (c uameHenusamu Ha 10 uoHa 2025 roga)

IMocmaHoeneHue Npasumenscmea P® om 26 Hosibpsi 2018 2. Ne 1416

4. MocTtaHoBneHue lMpaButensctBa Poccuickon denepaumm ot 24 anpensa 2015 . N 389 "O BHeceHWM M3MEHEHUN B
noctaHoenenue [MNpaButenbcrea Poccunckon Penepaumm or 26 aekabpa 2011 . N 1155" (CobpaHue 3akoHogaTenbCcTBa
Poccunckon ®eaepaumm, 2015, N 18, c1.2709).

5. NoctaHoBneHnue [MNpaButenscrtBa Poccuiickon Penepaumm ot 9 anpens 2016 . N 288 "O BHECEHUW WM3MEHEHUN B
MpaBuna BenerHus PenepanbHOro perucrpa nui, 6onbHbIX reMmounmuen, MyKOBUCLIMAO30M, rMNohn3apHbiM _HaHU3MOM,
bonesHblo [oule, 3rnokayecTBEeHHbIMU HOBOOOPA30BaHUAMU NUMAOUAHON, KPOBETBOPHOW U POACTBEHHbIX WM TKaHew,
paccesiHHbIM CKNEepPO30M, NUL,_MNocne TRaHcniaaHTaumm opraHoB un (unu)_TtkaHen" (CobpaHue 3akoHogaTtenscTBa Poccuiickon
depepauun, 2016, N 16, c1.2225).

6. MNocTtaHoBnenune [paButensctea Poccuiickon Penepauum ot 11 aerycta 2016 . N 784 "O BHECEHWUM M3MEHEHWUN B
noctaHoenenue [NpaButenbcrBa Poccunckon Penepaumm o1 26 aekabpa 2011 . N 1155" (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon ®epgepaunn, 2016, N 34, c1.5242).

7. HoctaHoenenne [MpaButensctBa Poccuiickon Penepaumm ot 17 anpensa 2017 r. N 457 "O BHECEHUN U3MEHEHWI B
[MonoxeHne 0 3akynkax feKkapCTBEHHbLIX MpenapartoB, MNPeAHasHaYeHHbIX Ans obecneyeHns nui, BonbHbIX reModunven,
MYKOBMUCLIMAO30M, MNodin3apHbiM _HaHM3MOM, 0GonesHbio [oule, 3roKkavyeCcTBEeHHbIMYM HOBOOOGpa3oBaHUAMWU NUMAOWAHON,
KROBETBOPHOW M POACTBEHHbIX UM TKAHEW, PacCEesiHHbIM CKNEepo30M, fuvL_Nocre TRaHCNNaHTaLMW OpPraHoB U (Unu)_TkaHen"
(CobpaHue 3akoHogaTtenbcTBa Poccuiickon depepauun, 2017, N 17, c1.2577).

Pepakuunsa oOoKyMeHTa ¢ y4eToM

M3MEHEHNI U ,D,OI'IOJ'IHeHI/IIZ nogroTosrneHa

AO "Kopgekc"

TekcT/Pepakuyma apokymedTa noarotoeneHsl AQ "Kopekc"
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