006 yTBep>xxaeHuun MonoxxeHusa o6 opraHmsauum odecnevyeHusn
nuu, MHPULMPOBAHHbLIX BUPYCOM MMMYHOoaednLuUTa YenoBeka, B
TOM 4YUCJie B COYeTaHUmn ¢ BUpycamu renatutos B u C,
AQHTUBUPYCHBIMU JIeKapCTBEHHbIMM NpenapaTaMu ons
MeaMUMHCKOro npuMmeHeHus u MonoXxeHusa o6 opraHmMsauum
obecneyeHus nuuy, 60NbHBLIX TYOEPKYNE€30M C MHOXKECTBEHHOM
NIeKapCTBEHHOM YCTOMYUBOCTbIO BO3DyauTens,
aHTUOaKTEepuaNnbHbLIMU U NPOTUBOTYOEPKYJIe3HbIMU
JieKapCTBEHHbIMM NpenapaTaMy AJis MeAULMHCKOro NPUMEHEeHUn

MocTaHosneHue MpasuTenbcTBa Poccunckon ®epepauum « Ne 1512 - o1 28.12.2016 - MpaBuTenbCTBO POCCMNCKON
depepaumnn - He yKasaH

MPABUTESIbCTBO POCCUNCKOWN ®ELEPALIN
MOCTAHOBJIEHWE
OT 28 OEKABPA 2016 . Ne 1512
MOCKBA

06 yTBepxaeHun NMonoxxeHns ob opraHusaunm obecneyeHms nmu,

NHPOULMPOBAHHBIX BUPYCOM UMMYHOAe(ULNTa Yesl0BeKa, B TOM Yucie

B COYETaHUN C BUpycamu renatutoB B n C, aHTUBMPYCHbIMY JIEKAapCTBEHHbIMY NpenapaTamMn gns
MeLMNLMHCKOro NnpuMeHeHuns n MNonoxxeHus ob opraHm3aunm obecnevyeHus nuu, 60nbHbIX TybepKyne3om
C MHO)KeCTBEHHOW JIEKapPCTBEHHOW YCTOMYMBOCTbIO BO3byanTens, aHTnbakrepmanbHbIMU 1
NpoTMBOTYOEPKYNE3HBIMU JIEKAPCTBEHHBLIMU NpenapaTaMn Ans MeanUNHCKOro NPUMEHeHNS

B cooTBeTCTBUM CO CTaTbeln 14 ®efepasibHOro0 3akoHa "O6 0CHOBaxX OXpaHbl 340POBbS rpaXkiaH B
Poccuinckon ®Pegepaunn” MNpasmutenscTBo Poccninckon degepaunm NnoCcTaHOBASET:

1. YTBepauThL npunaraemsie:

MonoxxeHne 06 opraHm3aunm obecneyeHns anu, MHOULNPOBAHHBLIX BUPYCOM UMMYHOAE(MLINTA YE/I0BEKA, B
TOM YuCJie B COYEeTaHUM C Bupycamu renatutos B n C, aHTUBMPYCHBIMU JIeKapCTBEHHbIMY NpenapaTamu
4719 MeANLNHCKOr0 MPMMEHeHNs;

MonoxeHne 06 opraHnzaumm obecneyveHns nuu, 60bHbIX TybepKyne3oM ¢ MHOXXECTBEHHOM
NeKapCTBEHHOW YCTONYMBOCTbIO BO3OyANTENs, aHTbakTepranbHeIMU U NPOTUBOTYBEPKYNe3HbIMU
JleKapCTBEHHbIMY NMpenapaTamMn A8 MeguLUMHCKOr0o NPUMEHEHNS.

2. HacToslee nocTaHoB/eHWe BCTyNaeT B cuily ¢ 1 aHBaps 2017 r.

Mpencenatens MpaBuTesbLCTBA
Poccuinckon ®epepaumnn .Mensenes

YTBEP)XLEHO

nocTaHoBsieHneM lNpaBuTensCTBa
Poccuinckon ®epepauun

oT 28 nekabps 2016 r. Ne 1512

(B pepakLmm NoCTaHOBEHNSA
MpaBuTtenbcTBa Poccuinckon depepauun
0T 28 aBrycta 2019 . Ne 1110)

MOJIOXKEHWNE
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06 opraHm3aunn obecnevyeHns nnu, MHOULNPOBAHHBLIX BUPYCOM UMMYHOAE(MLINTA YE10BEKA, B TOM Yyncie
B COYETAHUN C BMpYyCaMu renaTmuToB B n C, aHTUBMPYCHbLIMW JIEKAPCTBEHHbLIMI NpenapaTamm

4719 MeANLNHCKOrO MpMMeHeHns

1. HacTosiwee MNono)eHne ycTaHaBAMBaET NOPAAOK OpraHM3auumn obecneyeHns nnL, MHOULNPOBAHHbIX
BMPYCOM UMMYyHOAE(NLNTA YeI0BEKA, B TOM YMC/e B COMeTaHMM C BUpycamm renatntos B u C,
AHTUBMPYCHBIMW SIeKapCTBEHHbBIMU NpenapaTtaMu 419 MeANLUUHCKOro NMPUMEHeHNS, BKIOYEHHbIMU B
nepeyveHb XXN3HEHHO HEOOXOAUMbIX 1 BaXKHENLINX NEeKAPCTBEHHbLIX NPenapaToB (fanee COOTBETCTBEHHO -
60/1bHble, IeKapCTBEHHbIE NMpenapaThbl), MOPAA0K 1 YC/I0BMA Nepeaayn NeKapCTBEHHbIX NpenapaTos
henepanbHbIM roCy1apCTBEHHBIM YYPEXAEHNAM, 0Ka3blBaOLINM MEANLINHCKYO MOMOLLb,
noaBeAoOMCTBEHHbIM PefepasibHOMY MeanKo-brnonorniyeckomMy areHTCTBy, PeaepanbHon cnyxxbe
NCMNOJIHEHUS HaKa3aHWi, a TakXXe B cobcTBeHHOCTb cybbekToB Poccuinckon ®epepaumn. (C 1 sHeapsa 2021
r. B pegakuuu MNoctaHoBneHus MpasuTtenscTBa Poccuinckon ®epepaumm ot 28.11.2020 Ne 1963)

2. AcToYHMKaMn pUHAHCMPOBaAHUS OpraHm3auny obecneyeHns neKapCTBEHHLIMI NpenapaTamMy 60JIbHbIX
ABNATCA OI0XKETHbIE aCCUrHOBAHUS, MPeayCMOTPEHHbIE B (heaepanbHoM BroaxeTe MUHUCTEPCTBY

34 paBooxpaHeHus Poccuinckon degepaunn n nepedmncnsemolie henepasbHOMY Ka3eHHOMY yYpeXLEHMIO
"®epnepanbHblii LEHTP MNJIAHUPOBAHUA U OpraHn3aLMm NekapcTBEHHOro obecneyveHus rpaxxaan" (nanee -
depnepanbHbI LEHTP) 4S19 OpraHn3aumm 1 NpoBeAeHN 3aKYMOK JIEKapCTBEHHbIX NPenapaTos..

3. MpaBo 60nbHOrO Ha obecneyvyeHne NeKapCTBEHHbLIMY NMpenapaTamMy BO3HNKAET CO AHS BKJIOYEHNA
CBEeLlEHMIN 0 HEM B (hefepasibHbIN AN B PErMOHasbHbIN cerMeHTbl PeaepasibHOro perncTpa amd,
NHULMPOBAHHbIX BUPYCOM UMMYHOAe(hMLNTa YenoBeKa (nanee - PegepasnbHblil perncTp).

[aTa BKoYeHNS 60SIbHOr0 B YKa3aHHble CErMeHTbl PefepasibHOro pernctpa GUKCMpyeTCs Nevalum
BPa4yoOM B MeANLMHCKON KapTe ambynaTopHoro 601bHOro nam nctopun passnutns pebeHka.

4. OpraHusaumsa obecnevyeHns OenepasbHbIM LLEHTPOM 3@ CHET CPeACTB denepanbHoro boaxeTa 60nbHbIX
JIEKapCTBEHHbIMY MpenapaTamy OCYLLECTBASETCSA C yYEeTOM CTaHAapPTOB MeAULMHCKOM MOMOLLK,
KJVMHUYECKUX PEKOMEHOALMN N CPeHEN KypPCOBOW A03bl JIEKAPCTBEHHbIX NPenapaTos.

5. ®enepanbHoe Meamnko-brnonormnyeckoe areHTCTBO, PepepanbHasn ciyxba NCNOSHEHUS HaKa3aHWUA 1
OpraHbl MCNOAHUTENbHON BNacTh CybbekToB Poccuinckon ®epepaumnm B chepe oxpaHbl 340p0BbS
onpenensoT COOTBETCTBEHHO NOABELOMCTBEHHbIE (hefiepalibHble FOCYyAapCTBEHHbIE YYPEXIeHNS,
OKa3blBaloLLMe MeQULMHCKYIO MOMOLLb, 1 PacnosioXeHHble B cybbekTax Poccuinckon Gegepauun
opraHmM3auunmn, UMeLLIne JIMLEH3NI0 Ha OCYLLLECTBIEHNE MEOULMHCKON 1 (Mnn) hapMaLeBTNYeCKOM
AeATeNbHOCTU (Jafiee - opraHn3almMn-nonyyaTenmn), B Lensx noCTaBkn opraHM3aunsamM-nonyyaTenam
NlekapcTBeHHbIX NpenapaToB. (C 1 aHBaps 2021 r. B penakuun MNocTaHoBneHns MNpaBuTenbCTBa Poccninckon
®epepaumm o1 28.11.2020 Ne 1963)

OpraHbl UCNOJIHMTENbHON BacTK cybbekToB Poccuinckon deaepaunm B chepe oxpaHbl 340p0OBbS,
depepanbHOe Meanko-bnonornyeckoe areHTCTBo, PenepasnbHas cnyxxba MCNOSHEHNA HaKa3aHWUA He
nosaHee 1 Hosbpsa TekyLiero roga npeacTasnsaoT B efepasbHblil LLEHTP 3a59BKW Ha MOCTaBKY
JIeKapCTBEHHbIX MpenapaToB (Janee - 3ad9BKu) No hopme, yTBEP)KAEHHON MUHNCTEPCTBOM
3[paBooxpaHeHus Poccuinckon denepaunn, C NpuioxeHneMm o60CHOBaHUA No nx 06beMy, a Takxe
nepeyeHb opraHm3auun-noayyaTenen.

MoTpebHoCTb (06BEM NOCTaBKW) B IEKAPCTBEHHOM MNpPenapaTe ONpenensaeTcs C y4eTOM KINHUYECKNX
peKOMeHAaLUmnin N cpefHen KYpCoBOWM [03bl JIEKaPCTBEHHOI0 NpenapaTa CX04s U3 eXXeMeCAYHoM
thakTU4eckom noTpebHOCTM BOMbHbLIX B IEKAPCTBEHHbIX MpenapaTax B COOTBETCTBUN CO CBEAEHNAMM
pernoHasbHoOro cermeHTa defepanbHOro permctpa u HeobxogmmocTn HOpMMpPOBaHKSA 3anaca Ha 15
MeCALEB.

6. PefepabHbIN LEHTP pacCMaTPUBAET NpeacTaB/ieHHbIE 3as9BKN Ha COOTBETCTBME YCTAaHOBIEHHON
topme, Ha npegMeT 060CHOBAHHOCTY 3asBeHHbIX 06EMOB IEKAPCTBEHHbIX NpenapaTos, Npw
HeobX04MMOCTW KOPPEKTUPYET WX 1 COrSIaCOBbLIBAET C BbIHECEHNEM COOTBETCTBYIOLLENO PELLEHNS.

He no3gHee 15 ceHTAbps Tekywero roga PenepasbHblil LEHTP NPeACcTaBASET YyKa3aHHbIe 3a5BKMN B
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KoMmuccuio MMHUCTEpPCTBa 34paBooXpaHeHns Poccminckon ®epepaLum no pacCMOTPEHMIO 3a8BOK (fanee -
KOMUCCUSA) AN UX PaCCMOTPEHUS C yHacTmeM npeactasutenen ®epgepanbHoOro LLEHTpPa, OpPraHoB
NCNOJIHUTENIbHON BlacTn cybbekToB Poccuinckon Gegepaunn, degepasbHOro Meanko-6Monornyeckoro
areHTcTBa, ®enepanbHon CNyX0Obl UCNONHEHNS HaKa3aHWUA (B TOM YUC/e C UCMOJIb30BaHNEM
NHOPMALMOHHO-TEIEKOMMYHMKALMOHHbIX TEXHOOM M) Ha NpeaMeT 060CHOBAaHHOCTW 3a8BEHHbIX
06BEMOB JIEKAPCTBEHHbIX MPENapaToB, X KOPPEKTUPOBKIM NPWN HEOOXOAUMOCTM U YTBEPXKAEHNS 06bEMOB
MOCTaBOK JIEKaPCTBEHHbIX NpenapaToB. [10710)KeHNE 0 KOMWUCCUMW 1 ee COCTaB YTBEPXAATCA
MuHuncTepcTBOM 3apaBooxpaHeHus Poccuinckon deagepaumn.

PaccmoTpeHune 3asB0oK, yTBeEpXKAeHNE 06BEMOB NOCTABOK M NpeacTassieHne B ®efiepabHbli LEHTP
cBefeHnin 06 yTBepXAEHHbIX 06beMax NOCTaBOK OCYLLECTBAAOTCA KOMUCCMeEN B TedeHme 30 aHeln co gHA
NnocTynnaeHns 3as8BoK 0T PefepasibHOro LeHTpa.

CeefeHns 06 yTBEpPXAEHHbIX KOMUCCUEN 06beMax NOCTaBOK JIeKapCTBEHHbIX MpenapaToB HanpaBasoTCA
depnepasibHbIM LEeHTPOM B ®efepanbHyto cnyx0y nCnonHeHns HakasaHui, ®enepanbHoe MeanKo-
Hronornyeckoe areHTCTBO, a TakXXe B YMNOJIHOMOYEHHbIE OPraHbl UCMOAHUTENLHON BNaCTU CyObEKTOB
Poccuinckon ®egepaumm B TedeHne 3 paboymnx gHen co AHA NOCTYNAEHNS CBEAEHUN OT KOMUCCUN.

(MyHKT B pepakuum MNMoctaHoBneHns MpaBuTenscTBa Poccuinckon Penepaunm ot 26.06.2021 Ne 1025)

7. O6beM NOCTaBOK JIeKapCTBEHHbIX NPenapaToB hopMMpyeTCca B npenenax 6104KeTHbIX acCUrHOBaHMWNA,
NpPeayCMOTPEHHbIX B heiepalibHOM 3aKOHe 0 (heaepasibHOM Blof)KeTe Ha COOTBETCTBYIOLLNA (PUHAHCOBEIN
roZl ¥ NJIaHOBbLIN NEPUOA, N TMMUTOB BIOOXETHbIX 0643aTeNbCTB, AOBEAEHHbLIX B YCTAHOBJIEHHOM MOpPsAKe
A0 MuHUCTepcTBa 3apaBooxpaHeHns Poccninckon degepaunm Ha 3aKynKy JIeKapCTBEHHbIX NpenapaToB.
8. B cooTBeTCTBUN C 06BbEMAMM MOCTABOK JIEKAPCTBEHHbIX NPENapPaToB, YTBEP)KAEHHbLIMU OpraHamMm
NCNOSIHNTENbHON BlacTu cybbekToB Poccuiickon depepaunn B chepe oxpaHbl 340poBbs, PefepancHon
cny>x60M CNONHEHNS HaKa3aHU 1 PefepanbHbIM MeLNKO-6M0IOrMYeCKM areHTCTBOM C YHETOM peLLeHNS
kommuccum, GefepasbHblil LLEHTP B YCTAaHOB/IEHHOM 3aKOHO4ATeNbCTBOM Poccuinckon ®epepaumm nopsaagke
OCYLLLeCTBAAET 3aKynKy JIeKapCTBEHHbIX MpenapaTos.

MWHNCTEPCTBO 34paBoOOXpaHeHNs Poccninckon Penepaunm e)XXxeroqHo N34aeT akT 0 COrJlaCoBaHUM
nepepayn ®egepasbHbiM LLEHTPOM 3aKYMEHHbIX B COOTBETCTBUN C HAaCTOALWMM [oN0)KEHNEM
JIEKapCTBEHHbIX NPenapaToB OpraHaM UCNOSIHUTENbHOM BNacTh CybbekToB Poccuinckon ®enepauum B
chepe oxpaHbl 300p0Bbs, PegepancHon cnyxbe NcnosHeHUs HakasaHui n PegepasbHOMY MeanKo-
buonornyeckomy areHTcTBY. ([lonosnHeH - MocTaHoBneHMe MNpaBuTenbCTBa Poccuinckon denepauum ot
26.06.2021 Ne 1025)

9. MocCTaBLMKN NIeKapCTBEHHbLIX MpenapaToB, onpeLeneHHble B COOTBETCTBUM C 3aKOHOA4ATEIbCTBOM
Poccuinckon ®epepaumm, npeactasnsioT B PegepanbHblil LEHTP 0POPMJIEHHbIE B YCTAHOBJIEHHOM MOpsAAKe
LOKYMEHTbI, NoATBEpKAatoLWMNe PaKT NoJyHeHNS OpraHn3aunsaMn-nonydaTensamMmm N1eKapCcTBEHHbIX
npenapaTos, B TOM YMC/e HakaaHble 1 aKTbl NpueMa-nepenayn nekapCTBeHHbIX npenapaTos.

10. ®egepanbHbiii LEHTP B TeveHne 10 paboymx OHe Co AHA NOCTYNAEHNS akTa NpueMa-nepenayn
NPVHMMaET Ha YYET JIeKapCTBEHHbIE NpenapaThl U U3[aeT pacnopsanTesibHble akTbl 0 Nepeaaye
JIEKapCTBEHHbIX NpenapaToB B COBCTBEHHOCTL CybbekTOB Poccuiickon degepaunm C yKasaHnem
HOMEHKaTYypbl, KOMYECTBa U CTOMMOCTU JIEKAPCTBEHHbIX MPenapaToB B OTHOLIEHMMN KaXKaoro cybbekTa
Poccuiickon ®epepaumn, a Takxe degepansHOMy MeanKo-61oN0rnieckoMy areHTCTBy U defepasnbHON
cny>xbe CcnoNHeHUs Haka3aHuin C yKa3aHneM HOMEHKAATYpPbl, KONNMYECTBA U CTOMMOCTMN NEeKAPCTBEHHbIX
npenapaTos.

11. ®epepanbHbIii LEHTP B TeveHue 5 paboymx gHen Co AHA U3aHNS pacnopaauTENbHOMO akTa,
npenycMOTPEHHOro NyHKTOM 10 HacToAwero MonoXXeHnsa, Hanpas/seT B OpraHbl UCNOAHUTENIbHON BAACTU
cybbekToB Poccuiickon Penepaunn, onpenesieHHble BbICLUMMU JO/KHOCTHBIMU NnLaMn CybbekToB
Poccuinckon ®egepaumm (pyKoBOAUTENAMN BbICLUNX NCMOAHUTENbHbIX OPraHOB rocy4apCTBEHHON BIACTK
cybbekToB Poccuiickon Penepaunn) (ganee - ynoaHOMOYEHHbIE OpraHbl), PefepasibHoe MeaNKo-
Bruonornyeckoe areHTCTBO M PefepanbHyo CyX0y NCNONHEHNSA HaKa3aHUIN U3BELLEHNE O MOCTaBKe
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JIeKapCTBEHHbIX NPenapaToB 1 akT npueMa-nepenayn (B 2 akemnnaapax), NOAMMCaHHbIE AUPEKTOPOM
(ynosiHoMo4eHHbIM nLoM) GefiepasibHOro LeHTpa.

12. YnonHoMo4eHHble opraHbl, PegepanbHada cnyxba ncnonHeHns HakasaHuin n ®epepasbHoe MeanKo-
Bronornyeckoe areHTCTBO B TeYeHMe 5 paboynx gHeN Co AHA NONYYEHUS U3BELLEHNA O NMOCTaBKe
JleKapCTBEHHbIX NpernapaToB 1 akTa npruemMa-nepefayu, npesyCcMoTpeHHbIX MyHKTOM 11 HacTosLwero
Mono)xeHns, NOANMCLIBAOT 1 3aBEPAIOT MeYaTblo 06a 3K3eMnisgpa N3BELLEHUS O MOCTaBKE IEKapPCTBEHHbIX
npenapaToB 1 06a 3K3eMnspa akTa NpMeMa-nepenayu, nocse 4Yero Bo3spallaioT B efgepanbHblil LEHTP
OLVH 3K3eMMJIAp YKAa3aHHOr 0 U3BELLEHMA U OLMH IK3EeMNAP YKa3aHHOro akTa npueMa-nepenadu.

13. YnonHOMO4€eHHbIe opraHbl, PepepanbHas cny>xba ncnosHeHNa HakasaHun n PegepanbHoe MeAUKo-
Bronornyeckoe areHTCTBO Ha OCHOBaHWMW akTa NpueMa-nepeaayu, npedycMoTPEeHHOro nyHKToM 11
HacTosiero MonoXxeHns, MPUHNMAIOT Ha YYET NIEKApCTBEHHLIE MpenapaThl U B TeveHne 5 paboyux gHewn co
LHA NOJIyYeHUs YKa3aHHOr0 akTa rnpueMa-rnepenayn n3fatT COOTBETCTBYOLLME PacnopAanTeSibHble aKTbl
0 nepefaye NeKapCTBEHHbIX NPenapaToB OpraHn3aunsaM-nosyyvaTensm C ykasaHneM HOMeHKNaTyphl,
KOMMYeCTBa U CTOMMOCTU JIEKAPCTBEHHbIX MPenapaToB B OTHOLIEHWUW Ka)k4oW opraHu3auuun-nonyyatens. (C
1 aHBaps 2021 r. B pepakuum MoctaHoBneHns MNpaeutensctBa Poccuinckon GPegepauun ot 28.11.2020 Ne
1963)

14. OpraHun3sauun-nonyyatenn B TedeHue 2 paboymx AHEN Co AHA NOSy4eHUs JOKYMEHTOB,
NoATBEPXAALWMX nepenayvyy UM NeKapCTBEHHbIX MPenapaToBs, MPUHUMAIOT JIEKapCTBEHHbIE NMpenapaThl Ha
y4eT, obecneynBaloT UX COXPaHHOCTb 1 LIeNeBoe NCMosib30BaHuMe.

15. ®enepasibHbIA LLEHTP B YCTAHOBAEHHOM MUHUCTEPCTBOM 34paBooxXpaHeHns Poccuinckon ®egepaumm
nopsiike OCYLLEeCTBASET MOHUTOPUHT ABUXXEHUS 1 y4YeTa JIeKapCTBEHHbIX NpenapaToB B CybbekTax
Poccuiickon ®epepalimun, JOBOAUT [0 CBEAEHMWA YNONHOMOYEHHbIX OpraHoB, ®efepasibHON CyXObl
NCMNOJIHEHUS HaKa3aHui n ®efepanbHOro MeanKo-b61MoN0rMYeckoro areHTCTBa NoayYeHHbIe Mo
pe3y/ibTaTaM MOHUTOPUHIa laHHbIe, B TOM Y/CJIe CBEleHUs 0 HOMEHKJ1aType, KoJin4ecTse 1 CTOUMOCTH
JIEKAPCTBEHHbIX MpenapaToBs, 06 0TCYTCTBMM NOTPEBHOCTU B OTAE/bHbIX JIEKAPCTBEHHbIX NpenapaTax nnbo
0 MOSIBIEHUW LONOAHUTENLHON NOTPEOHOCTN B IEKapCTBEHHbIX NpenapaTax B CBA3U C U3MEHEHNEM
YUCNEHHOCTU BONbHBIX, U3BMEHEHNAMYN B HAa3HAYEHUAX MEANLNHCKMMMN pabOTHMKaMM NEKAPCTBEHHbIX
npenapaToB 60JIbHLIM U COrNacoBbIBAET NepepacnpeneneHne NeKapCTBEHHbIX NpenapaToB Mexay
cybbekTamn Poccunckon ®epepaummn, PenepansHon ciayxboi NCNOAHEHNS Haka3aHui n PegepanbHbIM
MeLMKO-6M0I0rMYeCKM areHTCTBOM.

16. Mepefayva NekapCcTBEHHbIX NpenapaToB 0aHUM CybbekToM Poccuinckon ®epepanmm B COBCTBEHHOCTb
apyroro cybbekTa Poccuinckon depepalnm 0CyLLIECTBASAETCA Ha OCHOBAHMM akTa NpMeMa-nepeaadu.
®efepanbHbI LEHTP YBELOMSETCA O Nnepefaye JiekapCTBEHHbIX nNpenapaToB B 10-4AHEBHbIN CPOK nocsie
NoAMNMcaHna akTa npuemMa-nepenadv ynoJHOMOYeHHbIMU OpraHamu.

Mepenadva NeKapCTBEHHbIX MpenapaToB Mexay cybbekTamu Poccuninckon Genepauun, denepasnbHom
cnyx601 UCNONHEHMS Haka3aHu n ®efepanbHbIM MeANKO-6MO0OrMYeCKM areHTCTBOM OCYLLEeCTBASETCS
Ha OCHOBAHWM COOTBETCTBYIOLLEr0 PacnopsaaUTENbHOM0 akTa YNoJIHOMOYeHHOr0 opraHa, ®efnepasnbHow
cnyX6bl UCMONHEHUS HaKa3aHui uan PepepanbHOro Meanko-bMoNorn4eckoro areHTCTBa 0 nepefaye
JIeKapCTBEHHbIX MpenapaToB, U3BELLEHNS 0 NOCTaBKe JIeKapCTBEHHbIX MPenapaToB 1 akTa npmema-
nepepayn. ®epepanbHblil LEHTP YBEAOMSETCA O Nepefaye JiekapCTBeHHbIX npenapaToB B 10-4HEBHbIN
CPOK MocJie NoANUCaHNA akTa npueMa-nepenadn COOTBETCTBYIOWNUM YNOJIHOMOYEHHbLIM OPraHoM,
depnepasibHOM CNYy>KO0W NCNOSTHEHNA Haka3aHMi n PeaepasbHbBIM MeANKO-O0NOrMYECKUM areHTCTBOM,.
17. ®epepanbHbI LEHTP eXeKBapTanbHo, A0 10-ro Ynucna mMecsua, CiefyoLlero 3a 0TYETHLIM KBapTaioMm,
npencTaBngeT CBeAeHUs 0 nepenaye JiekapCTBEHHbIX MpernapaToB YNOJHOMOYEHHbLIM OpraHam,
depepanbHOM cny>xbe NCnonHeHns HakasaHuin, degepansHOMY MeauKo-610N0rM4eCKOMy areHTCTBY U
COrJlaCcoBaHHbIX MepepacnpenesieHnsAx JIeKapCTBEeHHbIX MpenapaTos, B TOM YUC/Ie MeXAyY
YNOJHOMOYEHHbIMU OpraHammn, ®efepancHon Cny)X60M UCNONHEHNS Haka3aHui, PenepalibHbIM MeANKO-
Bronoruyeckum areHTCTBOM, B ®efiepanbHyto ciyxby no Haa3opy B chepe 34paBOOXPAaHEHNS B LENax
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OCYLLLeCTBJIEHNS KOHTPOSA 3a LiesieBbiM UCMOJIb30BaHMEM JIeKapCTBEHHbIX MpenapaToB, a TakXe B
MuWHNCTepPCTBO 34paBooxXpaHeHns Poccunckon ®eaepaLni.

18. B uensax obecneyeHns 60/bHbIX NEKAaPCTBEHHbLIMW NpenapaTaMu B Nopsgke, yCTaHOBEHHOM
3aKoHoZaTeNnbCTBOM Poccumnckon ®enepalimm, oCyLLECTBAAETCSA Ha3HaYeHne NeKapCTBEHHbIX NpenapaTos u
ochopMJIeHME PELIeNTOB Ha JleKapCTBEHHbIE NpenapaTol.

19. MNpwu Ha3HavyeHUN 60NLHOMY NEKAPCTBEHHbIX NMPEenapaToB Jievyalluin Bpad MHDOPMUPYET €ro o
BO3MO>XHOCTW MOJYYEHNS UM COOTBETCTBYIOLLMX IEKAapCTBEHHbIX NpenapaToB 6e3 B3vMaHUs naaThl B
COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccunckon ®egepauum.

20.B uenax auHaMn4eckoro HaﬁﬂIO,EI,eHI/IFI 3a 60/1bHbIM ” C0611I0,£I,eHI/Iﬂ nepnoan4yHoOCTN NnocelleHna nm
MeLMLMHCKON oOpraH13aLmm nevallimm Bpadom onpefenseTcs Koanm4ecTBo JIekapCTBEHHOMO nNpenapaTa,
eANHOBPEMEHHO 0hOPMIEHHOM 0 Ha PeLLenTYpPHOM 61aHKe B COOTBETCTBUM C PEKOMEHA0BAHHON
CpPeLHeCyTO4YHOW KypCOBOM 4030/ 1 CPOKOM, Ha3HAYEHHbIM A5 NOCELLEHNS.

21. MeanunHCKas opraHm3auus npeaocTaBnseT 60JbHOMY (ero 3aKOHHOMY NPeacTaBUTEN0) MHopMaLMIO
06 opraHm3aunax, pacnosIoKEHHbIX B FpaHMLLaX MyHULUNanbLHOr0 06pa3oBaHUs NO MeCTy XUTeNbCTBa UK
MecTy npebbiBaHnA (B Ciyvae ecnm Cpok npebbiBaHns npesbiwaeT 6 Mecaues) 60abHOMO 1
OCYyLLEeCTBAAKLWMNX 6ecnnaTHbIN OTNYCK NNIeKapCTBEHHbIX NMpenapaToB, Ha3Ha4YeHHbIX J1e4allluM Bpa4oM.

22. Ha3Ha4eHune 1 oTnycK 60bHOMY (ero 3aKkOHHOMY NpPeACcTaBUTENIO) NEKAaPCTBEHHbIX NpenapaTos
OCYLLECTBJIAETCA B CPOK, He npesbiwatowmini 20 paboynx gHen co OHS BKIYEHNS 6ONBHOrO B
pernoHanbHbI cermeHT ®efepanbHOro perncrpa.

22%, OpraHu3aumns okasaHus MeaANLMHCKON MOMOLLM NLAaM, 3aKJHYEHHBIM MO CTPaXxKy nan oTbbIBalOLWMUM
HakKa3aHWe B BUAe JinweHma CBO60,EI,I:>I, B TOM 4HucCse Ha3Ha4eHne N npnmMmeHeHmne neKapCTBeHHbIX
npenapaToB, OCYLLECTBASETCA B NopsaKe, yCTaHOBAEHHOM MUHUCTEPCTBOM OCTULMM POCCUACKON
®epepaumnn. (JononHeH ¢ 1 aHBaps 2021 r. - MocTaHoBneHue MNpaBuTenscTBa Poccninckon ®degepaumm ot
28.11.2020 Ne 1963)

23. B cnyyae Bble3ga 6onbHOro 3a npenensl cybbekTa Poccuiickonn degepaunm, Ha TEPPUTOPUIM KOTOPOro
6onbHOM NPOXKMBAET, @ TakXe 3a Npefenbl TeppuTopun, nogaexatlen obcnyxxmnsaHumio degepanbHbIM
MeanKo-b1oNorn4eckM areHTCTBOM, Ha TeppUTOPMIO pyroro cybbvekTa Poccuinckon Gegepauun nnn
APYryto TEppMTOPUIO, Moanexallyto obcnyxmnsaHuio PegepanbHbiM MEANKO-OMONOrMYECKUM areHTCTBOM,
Ha CPOK, He MpeBbllaloWwnn 6 Mecaues, TakoMy 601bHOMY OpraHOM UCMOAHUTENIbHON BNacTh cybbekTa
Poccninckon degepaunm B cpepe oxpaHbl 340p0BbS M defepasbHbiM FOCYAapCTBEHHBIM YYPEXAEHNEM,
OKa3bIBAOLLMM MEeANLMHCKYIO NOMOLLb, NOABEAOMCTBEHHbIM DeaepasbHOMY MeauKo-brnonornieckomy
areHTCTBY, opraHun3yeTcs obecnevyeHne nekapCcTBEHHbIMI NpenapaTaMmn Ha CPOK MpMeMa, paBHbI CPOKY
ero Bble3fa 3a npefensl Tepputopumn cybvekTa Poccminckon degepauunn, a Takxe TeppUTOpUn,
nofnexatlien obcnyxumsaHunio ®efepanbHbiM MeANKO-6M0N0rMYECKM areHTCTBOM, N11bo, y4nTbiBas CPOKM
rOAHOCTU MMEIOLLNXCSA OCTATKOB JIEKAapPCTBEHHbIX NpenapaTos, obecneyeHne Takoro 6016HOrO
NeKapCTBEHHbIMU NpenapaTaMu Ha COOTBETCTBYIOLLMIA CPOK.

CBefieHNSs 0 KOIMYECTBE Ha3HAYEHHbIX UK OTMNYLLEHHbIX 60JILHOMY (€ro 3aKOHHOMY MpeacTaBUTENIO)
JIEKApPCTBEHHbIX NPENapaToB BHOCATCS B PErmoHabHbI cermeHT PefiepaibHOr0 PerncTpa.

24. B cnyyae Bble3ga 6onbHOro 3a npenensl cybbekTa Poccminckon degepaunm, Ha TEPPUTOPMIM KOTOPOro
60JIbHOM NPOXXUBAET, a TakXXe 3a NPenesibl TEPPUTOPUN, Noanexallen obcnyxmeaHumio GenepanbHbiM
MeAunKo-b1Monornyeckmm areHTCTBOM, Ha TeppuTopuio Apyroro cybbekta Poccminckon ®epepaumm nam
APYrylo TEPPUTOPKIO, MoAeXaLLyo 06cnyXmnBaHUo ®enepasbHbIM MeANKO-OMOTOrNYECKM areHTCTBOM,
Ha CPOK, MpeBbILLAOLLNA 6 MecsLEeB, UK B C/ly4ae U3MEHEHUS MeCTa XUTeNbCTBa TakoMy 60JIbHOMY
Ha3Ha4yaloTCsA IEKapCTBEHHbIE MpenapaThbl Ha CPOK NpueMa He bonee ogHOro Mecsita mbo opraHmnsyeTcs
OpraHoM UCMONHWTENLHON BacTu cybbekTa Poccuinckon Pepepaunn B Chepe OxpaHbl 340p0OBbS MK
hefepanbHbIM roCyapCTBEHHbLIM yYpeXKAeHNeM, OKa3biBaOLWMM MeANLMHCKYO MOMOLLb,
noLBeLOMCTBEHHbIM PefiepaibHOMY MeANKO-OMONIOrnYeckoMy areHTCTBY, obecneyeHme Takoro 60bHOMo
NeKapCTBEHHbIMU NpenapaTaMm Ha CPoK npuema He bosnee ogHOro MecsLa.
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CBefieHNs 0 TaKoM BOJIbHOM MOAJIEXXAT NCKITIOYEHNIO U3 PEFMOHANLHOMO cerMeHTa ®eaepansHOro
perncTpa, KoTopbin BeAETCS OPraHOM UCMNOMHUTENBHON BAACTH B Chepe OXpaHbl 340p0Bbs CybbekTa
Poccuinckon ®egepalmm, C TEPPUTOPUM KOTOPOro Bble3)kaeT 60sibHOM, Man hefepasbHOro cermMeHTa (B
cny4yae Bble3fa 60bHOIr0 C TeppuTOpUK, Noanexallen obcnyxmeaHuwo ®epepasbHbiM MeANKO-
Bronornyeckum areHTCTBOM) 1 nepefaye (B TOM Yucsie C UCNOJSIb30BaHNEM UHPOPMALIMOHHO-
TeJIEeKOMMYHWKALMOHHbIX TEXHOOrMIA) OpraHy UCMOJIHUTEIbHON BJIAaCTW B Chepe OXpaHbl 340P0BbA
cybbekTa Poccuiickon ®epepalimmn, Ha TEPPUTOPUIO KOTOPOro Bbexan 60abHON, nnn depepansHOMY
MeLNKO-6M0N0rMYeckoMy areHTCTBY A5 BKJIOYEHWS B YCTAHOBJIEHHOM MOPSiAKE B APYrOi pernoHa bHbIN
CEerMeHT nan elepasbHbln cermeHT defepasibHOr0 perncTpa.

[laTol BKNOYEHUS B TaKWX C/ly4asax cBefeHWn o 60/1bHOM B APYrON pernoHalibHbIi CErMeHT 1aun
benepanbHbii cermeHT PefiepasibHOr0 perncTpa ABASETCA AeHb, CNeayoLWNiA 33 AHEM UCKJTIOYEHUS B
COOTBETCTBUYM C ab3aLleM BTOPbIM HAaCTOALLEr0 NyHKTa CBEAEHNI O HEM N3 COOTBETCTBYIOLLENO
pernoHasbHOro cermeHTa nam gepepanbHoro cermeHTa degepasbHOro permcrpa.

25. OpraH UCnonHUTENbHOW BNacTn B cchepe oxpaHbl 340p0Bbs cybbekTa Poccuinckon depepaumu, ¢
TeppuTopun KOToporo Belexan b6onbHon, nnn PepepasnbHoe Meanko-bnonornieckoe areHTCTBo (B Ciyyae
Bble3aa 601bHOr0 € 06CNY>XNBAEMON UM TEPPUTOPUN) NPEACTABASAET (B TOM YMCE C UCMOb30BaHNEM
NH(OPMALMOHHO-TENEKOMMYHUKALMOHHBLIX TEXHOO0M M) MO 3anpocy opraHa UCMOSHUTENbHOW BacTu B
chepe oxpaHbl 300p0BbS CybbekTa Poccminckon degepaunn, Ha TEPPUTOPUIO KOTOPOro Bbexas 60nbHON,
nnn ®efepanbHOro MeAnKo-61M0N0rMYeckoro areHTCTBa (B c/iydae Bbe3aa 60/1bHOr0 Ha 06CNy)KMBaeMyO
UM TEPPUTOPUIO) CBEAEHMS O KOJINYECTBE Ha3HaYeHHbIX WK PakTUYeCcKn npenocTaBaeHHbIX 6oabHOMY
(ero 3aKOHHOMY MpeAcTaBUTENIO) NEKAPCTBEHHLIX NPEenapaToB B COOTBETCTBUM C MYHKTOM 24 HaCTOALWEro
MonoxxeHwus.

26. OpraH MCNosIHNTENbHONM BNacTh B chepe oxpaHbl 310poBba cybbekTa Poccuinckon depepaumm, Ha
TeppuTopuK KOTOPOro npoxxmean 6onbHoON, nnn ®efepansHoe Meanko-bnmonornyeckoe areHTCTBo (B
cnyyae Bble3fa 60/1bHOro ¢ 06CyXKMBAEMOW UM TEPPUTOPUN) NPeacTaBaseT (B TOM Yucie ¢
MCMNO/b30BaHNEM UHGHOPMALMOHHO-TENEKOMMYHUKALMOHHBIX TEXHONIOMMI) No 3anpocy PenepanbHON
Cny>Xbbl NCMONHEHNS HaKa3aHWU CBEAEHNSA O KOJINYECTBE Ha3HaYeHHbIX MK PaKTUYeCKm
NpenocTaBNeHHbIX 60NbLHOMY IEKAPCTBEHHbIX MPenapaTos.

®epepanbHas cnyxba MCNOAHEHMS HaKa3aHWUA Mo 3anpocy opraHa UCMONHUTENbHOW BNacTu B chepe
oxpaHbl 300poBbsi CybbekTa Poccuiickon degepaunn, Ha TEPPUTOPMIO KOTOPOro Bbexas 60sIbHONM, nn
defepanbHOr0 MeAMKO-6MONOrMYEeCcKOro areHTCTBa (B Cyvae Bbesaa 60nbHOr0 Ha 06CyXMBAEMYIO UM
TeppuToputo) NpeacTasnseT (B TOM Yuc/e C UCNOJIb30BaHUEM UHDOPMALMOHHO-TENEKOMMYHUKALNOHHbIX
TEXHOJIOT 1) CBEAEHMS 0 KOIMYECTBE Ha3HaYeHHbIX AN haKTUYeCKn NpeaocTaBAeHHbIX 60bHOMY
NeKapCTBEHHbIX MpenapaTos.

(ODononHeHo nyHKTOM C 1 aAHBaps 2021 r. - MocTaHoBneHUe MNpaBuTenbcTBa Poccuinckon ®epgepaumm ot
28.11.2020 Ne 1963)

YTBEP)XLEHO

nocTtaHoBieHneM lMNpaBmTenbCTBa
Poccunckon ®epepaunn

0T 28 pekabpsa 2016 r. Ne 1512

(B pepakLmm NoCTaHOBAEHNSA
lpaBuTENbLCTBA

Poccuinckon ®epepauun

oT 28 aBrycta 2019 . Ne 1110)

MONOXEHUE
06 opraHu3auuy obecneyeHns nuu, 6oNbHLIX Ty6EpKyN1e30M C MHOXECTBEHHON IEKAapCTBEHHON
YCTOMYMBOCTbIO BO3OYANTENS, aHTUOAKTEpUaibHbIMI U NPOTUBOTYBEPKYNE3HBIMU IEKAPCTBEHHLIMU
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npenapataMmu 4139 MeAULUHCKOro MPpMMeHeHNs
1. HacToswee MNono)keHne ycTaHaBAMBaET NOPSLOK OpraHun3auun obecneyvenmns nuy, 60abHbIX
TybepKyne3oM ¢ MHOXXeCTBEHHOW JIEKapCTBEHHOMN YCTOMYNBOCTbIO BO3OyanTens (aanee - 6onbHbIE),
aHTMBaKTepmanbHbIMU 1 NPOTMBOTYDEPKYNE3HBIMI JIEKAPCTBEHHBIMI NpenapaTamMn ans MeauLUnHCKOro
NPUMEHEHUs, NpefHa3HavYeHHbIMN AN NeYeHns 3TOro 3aboneBaHna 1 BKIOYEHHBIMU B MepeYeHb
YKW3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NPenapaToB (fajee - 1eKapCTBEHHbIE
npenapaThl), a TakXXe NOPSA0K ¥ YCI0BMSA Nepeaayn NeKapCTBEHHbIX NpenapaToB B COBCTBEHHOCTb
cybbekToB Poccuiickon deaepaumu.

2. ACTOYHMKOM (hMHaHCMpPOBaHUA opraHu3auny obecneyeHuns 60nbHbIX IEKAPCTBEHHBIMU NpenapaTamMu
ABNAOTCH BI0A)KETHbIE aCCUrHOBaHMA, NpeayCMOTPEHHble B (heaepasibHOM BiogxeTe MUHUCTEPCTBY

34 paBooxpaHeHuns Poccuinckon Pepepauunn n nepeduncnsemole hefepasbHOMY Ka3eHHOMY yYpeXxLeHuIo
"®efepanbHbii LEHTP NAAHMPOBAHUSA U OpraHM3aLmm JekapcTBeHHoro obecneyeHus rpaxaan" (nanee -
®efepancHbI LLEHTP) 419 OpraHn3aumm 1 NpoBeAeHNa 3aKynoK JIeKapCTBEHHbIX NpenapaTos.

3. MpaBo 60nbHOrO Ha obecneyeHne NeKapCTBEHHbLIMY NpenapaTaMy BO3HUKAET CO AHSA BKIIOYEHNS
CBELEHMNIN O HEM B pernoHanbHbI cermeHT OefepasbHOro permctpa auy, bonbHbix Tybepkynesom (panee -
®epnepanbHbI PperncTp).

JaTa BKNoYeHMs 60bLHOMO B permoHasbHbI cerMeHT PefiepanbHOro perncTpa GUKCUpyeTcsa nedvallmum
BPa4yoM B MEOULNHCKON KapTe ambynaTopHOro 6016HOro WA CTopun pa3snutus pebeHka.

4. OpraHun3sauus obecnedeHns defepanbHbIM LEHTPOM 3a CHET CpeacTB penepasibHOro boaxeTta 60/bHbIX
JIeKapCTBEHHbIMY MpenapaTamMm OCYLLECTBASETCA C yYeTOM CTaHAApPTOB MeAULMHCKON MOMOLLK,
KJIMHNYECKUX peKoMeHAauni 1 cpefHen KypCcoBOon L03bl IeKapCTBEHHbIX NpenapaTos.

5. OpraHbl NCMOAHUTENLHOWN BNacTu cybbekToB Poccuinckon ®epepaunm B chepe 0XpaHbl 340p0OBbSA He
nosgHee 1 HOA6PS TeKyLlero roga npeacTaBnaoT B PefgepanbHblil LEHTP 3as9BKM Ha MOCTaBKY
NeKapCTBEHHbIX NpenapaToB (fanee - 3asBKK) N0 (GOpPMe, YTBEPXKAEHHON MUHNCTEPCTBOM
3[1paBooXpaHeHuns Poccuinckon denepauun, C NpuaoxeHneM o6o0CHOBaHUA No NX 06beMy, a TakKe
nepeyeHb OpraHn3aunin, UMEKLNX INLEH3NIO Ha OCYLLEeCTBAEHNE MEANLIMHCKOW 1 (1K)
thapMaueBTNYECKON AesTenbHOCTY B cybbekTax Poccunckon ®epepaumm (ganee - opraHnsaumnm-
noayyaTenu), B LeNax noCTaBKy OpraHn3aunsamM-nonyyaTeniaM NeKapCTBEHHbIX NpenapaTos.
MoTpebHocTh (06bEM NOCTaBKM) B NEKAPCTBEHHOM npenapaTe onpeaensaeTcs C y4eToM KIUHNYECKMX
peKOMEHAaLNA N CpegHEN KypCOBOM A03bl IEKAPCTBEHHOIO NpenapaTa NMCXOAA U3 eXXEMECAYHON
thakTu4eckom noTpedbHOCTM B6ONbHLIX B IEKAPCTBEHHbIX MpenapaTax B COOTBETCTBUMN CO CBEAEHUAMU
pernoHasabHOro cermeHTa PegepanbHOro pernctpa u HeobxogmMmMocT OPMMPOBaHNS 3amnaca Ha 15
MecsLeB.

6. PefepasbHbIi LLEHTP paccMaTpuBaeT NpefcTaB/eHHble 3a5BKN Ha COOTBETCTBUE YCTaHOBJIEHHON
dopmMe, Ha npeaMeT 060CHOBAHHOCTM 3asB/IEHHbIX 00 EMOB IeKapCTBEHHbIX MPenapaTos, Npu
HeobXx04MMOCTW KOPPEKTUPYET UX U COrIaCOBbLIBAET C BbIHECEHMEM COOTBETCTBYIOLLENO peLLeHNs.

He no3gHee 15 ceHTA6ps Tekywero rofga ®eaepasbHblil LEHTP NPeACcTaBASET YKa3aHHbIe 3a5BKU B
KOMUCCMI0O MMHUCTEPCTBa 34paBooxpaHeHna Poccunckon degepaumm No pacCMOTPEHMIO 3a8BOK (fanee -
KOMUCCUA) 4S9 UX PaCCMOTPEHUSA C yHacTmem npeacrtasutenen ®egepanbHoro LeHTpa, OpraHoB
NCNOMHNTENLHOW BNacTu cybbekToB Poccuiickon ®enepaumm, (B TOM YMCae C UCNOAb30BaHNEM
NH(OPMALNMOHHO-TENEKOMMYHUKALMOHHBIX TEXHONOr M) Ha npeaMeT 060CHOBAaHHOCTMW 3asBEHHbIX
06BEMOB JIEKAPCTBEHHbIX MPENapaToB, X KOPPEKTUPOBKIM NPYN HEOOXOAUMOCTM U YTBEPXKAEHNS 06bEMOB
MOCTaBOK JIeKapCTBEHHLIX NpenapaToB. M0N0XeHNE 0 KOMUCCUN 1 ee COCTaB YTBEPXXAA0TCS
MuHuncTepcTBOM 3apaBooxpaHeHus Poccuinckon denepaumn.

PaccmMoTpeHmne 3asBOK, yTBep)KAeHNe 06bEMOB MOCTaBOK 1 NpeAcTaBieHne B PefepanbHblil LLEHTP
cBefeHuin 06 yTBepXAeHHbIX 06beMax NOCTaBOK OCYLLECTBASIOTCA KoMuccruen B TedeHme 30 aHel Co AHA
NnocTyniaeHns 3as8oK 0T PefepasibHOro LeHTpa.

CBefieHus 06 yTBEPXAEHHbIX KOMUCCMER 06 beMax NOCTaBOK JIeKapCTBEHHLIX NpenapaToB HanpaBasTCs
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depnepanbHbIM LLEHTPOM B OpraHbl UCMONHUTENbHOM BRacTu cybbekToB Poccuiickon ®epepaummn B chepe
OXpaHbl 340p0BbA B TeYeHme 3 paboynx gHen Co AHA NOCTYMIEHNS CBEAEHMIA OT KOMUCCUN.

(MyHKT B pemakumum MoctaHoBneHus MpaBuTenscTBa Poccunckon ®epepaumm ot 26.06.2021 Ne 1025)

7. O6bemM NoCTaBOK NIeKapCTBEHHbIX MpenapaToB popMupyeTcs B npefenax 6104 XXeTHbIX aCCUrHOBaHUIA,
nNpeaycMOTPEHHbIX B hefiepabHOM 3aKoHe 0 (hefepasibHOM BlofKeTe Ha COOTBETCTBYIOLNA PUHAHCOBLIN
roA4 W NJaHOBLIA MEPUOA, U TMMUTOB BIOAXKETHBLIX 0643aTENbCTB, AOBEAEHHbLIX B YCTaHOBJEHHOM NopsaKe
00 MynHuCTepCTBa 34paBooxpaHeHns Poccuinckon degepaumm Ha 3aKynky IeKapCTBEHHbIX MpenapaTos.

8. B cooTBeTCTBUM C 06BEMaMK MOCTABOK JIEKAaPCTBEHHbIX NPEenapaToB, YTBEPXAEHHLIMU OpraHamMm
NCNOJIHUTENbHON BNlacTu cybbekToB Poccuinckon Genepaunn B cchepe oxpaHbl 340POBbS C YHETOM
peleHns komuccumn, denepanbHblil LEHTP B YCTaHOB/IEHHOM 3aKOHOA4ATeNbCTBOM Poccuiickon ®efepaLmm
nopsake oCyLecTBAAET 3aKyrnKy NeKapCTBEHHbIX NpenapaTos.

MnHMCTEpCTBO 34paBooxpaHeHns Poccuinckon GefepaLnmm exxerofHo n3faeT akT 0 COrlacoBaHUM
nepepayn ®epepasnbHbiM LLEHTPOM 3aKYMAEHHbIX B COOTBETCTBUN C HAaCcTOALWMM on0XKeHneM
NEeKapCTBEHHbIX MpenapaToB opraHaM UCNONHUTENbHON BRacTn cybbekToB Poccminckon deaepauum B
cthepe oxpaHbl 340p0BbA. ([ononHeH - MocTaHoBAeHNe MpaBuTensCcTBa Poccuinckon ®egepaumm ot
26.06.2021 Ne 1025)

9. MocTaBLLMKM NEKAPCTBEHHbLIX MpenapaTos, onpefeneHHbIe B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM
Poccninckon ®degepaunn, NnpenctasasaoT B PegepanbHbil LEHTP 0OPMJIEHHbIE B YCTAHOBIEHHOM NOPSAKe
LOKYMEHTbI, MoOATBepXKAalowme PakT NosyyeHns opraHn3aunusaMmn-noayyaTensiMm neKapCcTBeHHbIX
npenapaTos, B TOM 4MC/e Hakaa4Hble N aKTbl NpUeMa-nepenayn JeKkapCTBEHHbIX NpenapaTos.

10. ®epepanbHbli LeHTP B TeveHne 10 paboynx gHer Co AHS NOCTYNNEHUS akTa NpueMa-nepenayu
NPUHUMAaET Ha y4YeT NleKapCTBeHHbIe NpenapaThl 1 U3[aeT pacnopafuTesbHble akThbl 0 nepefaye
JIEKapPCTBEHHbIX MpenapaToB B COBCTBEHHOCTL CybbekToB Poccuiickon ®efepaLumm C yKasaHMeM
HOMEHK/IaTYypbl, KONNYECTBA N CTOUMOCTM JIEKapCTBEHHLIX NPenapaToB B OTHOLLEHNW KaXKL0ro cybbekTa
Poccuinckon degepaunn.

11. ®epepanbHbIn LEHTP B TeveHne 5 paboymx AHEN Co AHA M3[aHNSA PacnopsanTeNbHOMO akTa,
npenycMoTPeHHOro NyHKToM 10 HacTosawero MonoXXeHns, HanpassgeT B OpraHbl UCNOAHUTEIbHON BAACTU
cybbekToB Poccuiickon ®enepaunm, onpefeneHHbIe BbICLIMMUN AOJHKHOCTHBIMU MLaMK CyObeKkToB
Poccuiickon ®epepalimmn (pyKOBOAMTENSMA BbICLLNX UCMOSHUTENbHBIX OPraHOB rOCyAapCTBEHHON BAaCTu
cybbekToB Poccuiickon Penepaunn) (oanee - ynolHOMOYEHHbIE OpraHbl) N3BELLEHNE 0 NOCTaBKe
NEeKapCTBEHHbIX MPenapaToB U aKT npueMa-nepeaayn (B 2 aksemnnsapax), NoANUCaHHbIE LUPEKTOPOM
(ynonHoMo4eHHbIM nnuom) denepasbHOro LieHTPa.

12. YNoNHOMOYEHHbIe opraHbl B TedeHne 5 paboynx gHen co AHA NONYyYEHUS U3BELLEHMA O NMOCTaBKe
NeKapCTBEHHbIX MpenapaToB U akTa npuema-nepefayu, NpefycMoTpPeHHbIX MYHKTOM 11 HacTosLLero
Mono)xeHns, NOANMCHIBAOT 1 3aBEPAIOT NeYaThio 06a 3K3eMnisgpa N3BELLEHUS O MOCTaBKE IEKapCTBEHHOIO
npenapata u oba 3K3emnaapa akTa npueMa-nepenayu, Nocsie 4ero Bo3epaLlaoT B DefgepasbHblil LEHTP
OOMWH 3K3EeMNAAP YKAa3aHHOM0 M3BELLEHMA 1 OAMNH 3K3eMMIAP yKa3aHHOro akTa npuema-nepenayw.

13. YNONHOMOYEHHBI OpraH Ha OCHOBaHMM aKTa npueMa-nepenayu, NnpefycMOTPEHHOr0 NyHKTOM 11
HacTosAwero MonoXXeHns, NPUHNMAET Ha y4eT JIeKapCTBEHHbIE MpenapaTbl U B TedeHne 5 paboyunx gHen co
[HA MONyYeHNa yKa3aHHOr0 akTa npueMa-nepenayn 3gaeT pacnopsagnTeNbHbIA akT 0 nepefaye
NeKapCTBEHHbIX MpenapaToB OpraHM3aunaM-noayyaTensm C ykasaHMeM HOMEHKNaTypbl, Kom4yecTsa u
CTOMMOCTU SIeKaPCTBEHHbIX MPenapaToB B OTHOLLUEHNN Ka)kA0M OpraHm3auun-noayyaTens.

14. OpraHun3sauun-nonyyaTenn B TeyeHue 2 paboymx AHEN CO AHA NOSyYeHUS JOKYMEHTOB,
noaTBepXXAaloWmx nepegady UM neKapCcTBEHHbIX NpenapaTos, NPUHNMAIOT NEKAapPCTBEHHbIE NpenapaThbl Ha
y4eT, obecneynBaloT UX COXPaHHOCTb 1 LIeNeBOE NCMOJIb30BaHNMe.

15. ®epepanbHbI LEHTP B YCTAHOBJEHHOM MUHUCTEPCTBOM 3[paBooxpaHeHus Poccuinckon ®epepaLmm
nopsiike OCYLLEeCTBASAET MOHUTOPUHT OBUXXEHUSA W y4YeTa JIeKapCTBEHHbIX NPenapaToB B CybbekTax
Poccuiickon ®epepalimmn, 4OBOAUT [0 CBEAEHMWSA YNOAHOMOYEHHbIX OPraHOB MOJlyYeHHbIe N0 pe3yfbTaTaM
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MOHWUTOPUHIa AaHHble, B TOM YuC/ie CBeeHNA 0 HOMEHKAType, KOMYeCTBE U CTOMMOCTY IeKapCTBEHHbIX
npenapaTos, 06 OTCYTCTBUM NOTPEBHOCTY B OTAE/bHbLIX IEKAPCTBEHHLIX NpenapaTax 1Mbo 0 NosABAeHUN
AONONHUTENIbHON NOTPEBHOCTM B IeKapCTBEHHbIX NpenapaTax B CBA3M C U3MEHEHNEM B CybbekTe
Poccunckon cDeu,epaLu/lm YNCNEHHOCTHN 6OJ'IbeIX, N3MEHEHNAMWN B Ha3Ha4YeHNAX MeAULUNHCKUMN
paboTHMKaMM NeKapCTBEHHbIX NpenapaToB 60NbHBLIM U COrIAaCcOBLIBAET nepepacnpeseneHme
JIEKAPCTBEHHbIX MpenapaToB Mexay cybbekTamu Poccuiickon ®enepaumm.

16. Mepefayva NekapCTBEHHbLIX NpenapaToB 0aHUM CybbekToM Poccuinckon ®efepanmm B COBCTBEHHOCTb
apyroro cybbekTa Poccuinckon depepalnm 0CyLLLECTBASAETCA Ha OCHOBAHMM akTa NpuMeMa-nepeaadu.
®efepanbHbI LEHTP YBELOMSETCA O rnepefaye JiekapCTBEHHbIX NpenapaToB B 10-4AHEBHbIN CPOK nocsie
NoAMNMcaHna akTa npuemMa-nepenayv ynosHOMOYeHHbIMU OpraHamu.

17. ®enepasibHbIN LLEHTP €XeKBapTaibHO, A0 10-ro Yncna mecsaua, Cnegyuero 3a 0TYETHLIM KBapTasioMm,
npeacTaBnseT CBeAEHMS 0 nepefaye NeKapCTBEHHbIX NpPenapaToB B COBCTBEHHOCTb CybbekTa PoCcCMMCKom
defepalnm 1 COrnacoBaHHbIX NepepacnpeneneHnsax JJeKapCcTBEHHbIX NPenapaToB Mexay cybbekTamu
Poccuiickon ®epepaummn B efepansHyto cnyxby no Ha30py B chepe 34paBOOXPaHEHNS B Lensx
OCYLLLeCTBJIEHNS KOHTPOIA 3@ Lie/IeBbIM UCMOJIb30BaHMEM JIEKAPCTBEHHLIX MPenapaToB, a TakXe B
MWHNCTEPCTBO 34paBoOXpaHeHns Poccunckon deaepaumu.

18. B uensax obecneyveHns 60bHbIX JleKapCTBEHHbIMW NpenapaTaMu B NOpsaKe, yCTaHOBAEHHOM
3aKOoHoZaTenbCTBOM Poccuinckon ®egepaLumm, oCyLLECTBAAETCS Ha3HaYeHne 1eKapCTBEHHbIX MpenapaTos u
ochopMJIeHME PELLeNTOB Ha NleKapCTBEHHbIE NpernapaTol.

181. B cnyyae HaxoxaeHus 60NbHOro Ha JIeHeHUN B CTaLMOHAPHbIX YC/I0BUAX obecnevyeHune
NEeKapCTBEHHbIMU NpenapaTaMu, 3aKyrnaeMbiMU 3a CHET CPeACTB (hepepanbHOro boaxeTa,
OCYLLEeCTBAAETCA NyTeM UX NpefoCTaB/eHUs opraHu3aunen-nosyyateneM MeauLMHCKON opraHm3auumm, B
KOTOpOWN NpoBoANTCA neveHme. ([ononHeH - NoctaHoBneHue MpaBnutenscTBa Poccunckon depepaunm ot
20.05.2020 Ne 708)

19. MNpwu Ha3HavyeHUn 60NLHOMY NNEKAPCTBEHHbIX NMPEnapaToB Jievyalluin Bpad MUHDOPMUPYET €ro o
BO3MOXXHOCTW NOJTIYYEHMS UM COOTBETCTBYIOLLMX NEKAPCTBEHHLIX NpenapaToB 6e3 B3vMaHWa naaThbl B
COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuinckon degepaunn.

20.B uenax auHaMn4eckoro HaﬁﬂIO,EI,eHI/Iﬂ 3a 60/1bHbIM U CO6J'IIO,£I,€HI/IFI nepnoanyHoOCTN NnoceleHnsa nm
MeLMLIMHCKON OpraHnu3aLmm nevallimm Bpadom onpefenseTcs Koanm4ecTBo IeKapCTBEHHOMO nNpenapaTa,
eNHOBPEMEHHO 0hOPMJIEHHOM O Ha PeLlenTyYpHOM 61aHKe B COOTBETCTBUM C PEKOMEH0BAHHOM
CpeLHEeCyTO4YHOW KypPCOBOM 4030/ 1 CPOKOM, Ha3HAYEHHbIM A5 NOCELLEHNS.

21. MegnunHcKas opraHm3auus npeaocTaBnseT 60/bHOMY (ero 3aKOHHOMY NPeACcTaBUTEN0) MHoPMaLMIO
06 opraHm3saumnax, pacrnosiodXeHHbIX B rpaHNUaX MyHULUWMNa1IbHOT O 06pa3OBaHI/IF| Nno MecCTy XNTtenbCtBa Nnn
MecTy npebbiBaHUs (B ciyvae ecim cpok npebbiBaHUs npesbillaeT 6 MecsLues) 60bHOro 1
OCYLLECTBAALWMX 6eCNNaTHBIN OTMYCK JIeKapCTBEHHbLIX NMPENapaToB, Ha3HAYEHHbIX Je4allM BpayomM.

22. HasHa4eHune n oTnyck 60bHOMY (ero 3aKOHHOMY NPeACTaBUTENIO) NEKAPCTBEHHbIX NpenapaTos
OCYLLECTBJIAETCA B CPOK, He npeBbiatolwmin 20 paboyunx gHen co OHS BKIYEHNS 6ONbHOrO B
pernoHasbHbIn cermeHT ®efepanbHOro perncTpa.

23. B cnyyae Bble3ga 6onbHOro 3a npenensl cybbekTa Poccminckon degepaunm, Ha TEPPUTOPMIM KOTOPOro
6onbHOM NPOXKMBAET, Ha TEPPUTOPWMIO ApYyroro cybbekTa Poccuiickon ®efepaLumm Ha CPOK, He
npeBbILIAOWMA 6 MecaueB, OpraHoM UCNOSHUTENLHON BRacTu cybbekTa Poccuiickon ®epepaumm B chepe
OXpaHbl 340pOBbA OpraHn3yeTcs obecrneyveHne Takoro 60/IbHOr0 eKapCTBEHHLIMI MpenapaTaMn Ha CPOK
nprema, paBHbIN CPOKY ero Bele3fa 3a npeaensl Tepputopun cybbekTa Poccuinckon ®epepaunu, nnbo,
Y4MTbIBAsA CPOKM FOAHOCTU UMEIOLLNXCA OCTaTKOB JIEKAPCTBEHHbIX NpenapaTos, obecneyeHne Takoro
60JIbHOr0 IeKapCTBEHHBLIMI NpPenapaTaMn Ha COOTBETCTBYIOLNIA CPOK.

CBefileHNs 0 KONNYeCTBE Ha3HaYeHHbIX UK OTNYLLEHHbIX 60/IbHOMY (ero 3aKOHHOMY npeAcTaBUTeNIo)
JIeKapCTBEHHbIX NPenapaToB BHOCATCS B PernmoHanbHbii cermeHT ®efiepasbHOro peructpa.

24. B cny4vae Bble3fa 60bHOro 3a npegensl cybbekTa Poccuiickon ®efepalimm, Ha TeppUTOpUM KOTOPOro
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60JIbHO NPOXXUBAET, Ha TeppUTOpPUIo Apyroro cybbekTa Poccuiickon denepaunn Ha CPOK, NPEBbILLIAOLLIIA
6 mMecsLeB, UK B CJlyYae M3MEHEHUS MeCTa XUTeNbCTBa TakKoMy 60/IbHOMY Ha3Ha4aloTCA NEKAPCTBEHHbIE
npenapaTbl Ha CPOK Npmema He bonee ogHoro mecsua NMbo opraHOM NCMOAHUTENLHON BNacTu cybbekTa
Poccuiickon ®epepaumm B cchepe oxpaHbl 300POBbA OpraHu3yeTcs obecnevyeHne Takoro 60bHOro
NeKapCTBEHHbIMU NpenapaTaMm Ha CPoK npuema He bosnee ogHOro mMecsLa.

CBefieHNs 0 TakoM 60IbHOM MOAJNIEXXAT NCKJTIOYEHNIO N3 COOTBETCTBYIOLLENO PErMOHAIbHOr0 CErMeHTa
defiepanbHOro perncTpa u nepefaye (B TOM 4ucse ¢ MCnosb3oBaHNEM UHGOPMALMOHHO-
TeJIEKOMMYHMKALMOHHbIX TEXHOO0rMIN) OpraHy UCMOJIHUTEIbHON BJIAaCTW B Chepe OXpaHbl 340p0BbSA
cybbekTa Poccuinckon ®epepalimm, Ha TEPPUTOPUIO KOTOPOro Bbexan 60/1bHON, 419 BKJIKOYEHMS B APYron
pernoHanbHbI cerMeHT ®efepanbHOro perncrpa.

[aTon BKNYeHNa CcBefeHM 0 60SIbHOM B APYrOi pernoHasbHbln cermeHT ®efepaibHOr0 permcrpa
SABNAETCS AeHb, CIeAYIOWLNIA 33 LJHEM NCKIIIOYEHNS B COOTBETCTBUM C ab3aLleM BTOPbIM HAaCTOALLEr0 NyHKTa
CBELEHMIN 0 HEM U3 permoHassbHOro cermeHTa defepasibHOro perncTpa OpraHoM UCNONHUTENbHOM BNacTh
B chepe oxpaHbl 300poBba CybbekTa Poccminckon depepauun, C TEPPUTOPUN KOTOPOro Bbliexaa 60bHON.
25. OpraH ucnonHWTEeNbHOM BNacTy B chepe 0XpaHbl 340poBba cybbekTa Poccuinckon ®enepauuum, C
TEpPPUTOPUN KOTOPOro Bblexan b60bHON, NMpeacTaBAseT (B TOM YMCe C UCNONb30BaHMEM MHOPMALMOHHO-
TeNeKOMMYHUKaLNOHHbIX TEXHOJI0T1IA) MO 3anpocy opraHa UCNOJIHUTENIbHON BNaCTh B Chepe OXpaHbl
310poBbs cybbekTa Poccuiickon denepaunn, Ha TEPPUTOPUIO KOTOPOro Bbexas 60bHOM, CBEAEHNS O
KONIMYEeCTBE Ha3HAYeHHbIX UK (haKTUYeCKn NpeaocTaBieHHbIX 60SbHOMY (ero 3aKOHHOMY NPeACcTaBUTENIo)
JIeKapCTBEHHbIX MpenapaToB B COOTBETCTBUN C MYHKTOM 24 HacToswero MonoxxeHus.
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