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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512
( T 26.06 2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 e [ata coxpaHenus: 20.02.2024
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

NPABUTENbCTBO POCCUUCKOW ®EOEPALIUU

NMOCTAHOBINEHUE
oT 28 pnekabpsa 2016 r. N 1512

OB YTBEPXXOEHWUN NOJTIOXEHNA

OB OPrAHU3ALIUN OBECIMNEYEHUA N1, AHOPULIMPOBAHHbLIX BUPYCOM
MMMYHOOE®ULINTA YENNTOBEKA, B TOM YACJIE B COMYETAHUU C BUPYCAMU
FENATUTOB B U C, AHTUBUPYCHbIMU NNEKAPCTBEHHbIMU NMPEMNAPATAMU

ansa MEANUUHCKOI o NPUMEHEHUA U NMONOXEHUA OB OPTAHU3ALIUK

OBECIMEYEHUA NUL, BOJNIbHbIX TYBEPKYJIE30M C MHOXXECTBEHHOW
NEKAPCTBEHHOW YCTOMYNBOCTbLIO BO3BYAUTENS, AHTUBAKTEPUATNBbHBLIMU
N NPOTUBOTYBEPKYNE3HbLIMU NEKAPCTBEHHbLIMU NMPEMAPATAMU
AnAa MEAULMHCKOIro NnPMMEHEHUA

Cnncok M3MEHSILLNX JOKYMEHTOB
(B peq. MoctaHoeneHun Mpasutensctea PO ot 29.12.2018 N 1743,
ot 28.08.2019 N 1110, ot 20.05.2020 N 708, ot 28.11.2020 N 1963,
oT 26.06.2021 N 1025)

B cootBetctBUM co cTaTbenm 14 ®depepanbHoro 3akoHa "O6 OCHOBax OXpaHbl 340POBbS rpaxpaH B
Poccuiickon ®enepaunn” MNpasutensctBo Poccuinckon degepaumm noctaHoBNSAET:

1. YTBEpAnTb Npunaraemoble:

MonoxeHne o6 opraHmn3auunm obecneyeHns nuu, I/IHCbMLI,MpOBaHHbIX BMpPYyCOM I/IMMyHOﬂ,ed)I/ILI,I/ITa YyerioBeka,
B TOM 4Hucne B coOYeTaHUn C BMpycamu renatuton BucC, aHTUBUPYCHbIMW NeKapCTBEHHbIMU npenapaTtamMmn ana
MeaNLMHCKOIro NpuMeHeHus;

MonoxeHne 06 opraHusauum obecneyvyeHns nuy, 6G0MbHbIX TyBepKkynesoM C MHOXECTBEHHOM
NeKapCTBEHHOW  YCTOMYMBOCTbIO  BO3OyauTens,  aHTubakrtepuanbHbiMM W NPOTUBOTYOEPKYNe3HbIMM
neKkapCTBEHHbIMM NpenapaTamMu AN MeQULMHCKOrO NPUMEHEHHUS.

2. HacTosiee noctaHoBneHne BcTynaeT B cuny ¢ 1 aHBaps 2017 T.

Mpencepatens MNpaButenbcTea
Poccuiickon denepaunn
O0.MEOBEOEB

YTBEPXKOEHO

noctaHoBrieHnem lNpaBuTenbcTBa
Poccuiickon depepanmm

oT 28 pekabps 2016 r. N 1512

NMOJNIOXEHUE
OB OPrAHU3ALIUN OBECIMNEYEHUA NUl, AHOPULIMPOBAHHbLIX BUPYCOM
MMMYHOOE®ULINTA YENNTOBEKA, B TOM YACJIE B COMYETAHUU C BUPYCAMU
FENATUTOB B U C, AHTUBUPYCHbIMU NNEKAPCTBEHHbIMU NMPENAPATAMU
ansa MEAMUMHCKOro NPUMEHEHUA

Cnncok M3MEHSAILLNX JOKYMEHTOB
(B pea. MoctaHoBneHun MNMpasutensctea P® ot 28.08.2019 N 1110,
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512

( T 26.06 2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 e [ata coxpaHenus: 20.02.2024
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

o1 28.11.2020 N 1963, ot 26.06.2021 N 1025)

1. Hactosiwee lNonoxeHue ycraHaBnvMBaeT NOPSOOK opraHusauun obecneyeHus nuu, MHOULMPOBAHHbIX
BMPYCOM MMMYyHOZeduLmTa Yenoseka, B TOM YMCHE B COMeTaHUM ¢ BUupycamu renatutoB B n C, aHTUBUPYCHBIMM
neKkapCcTBEHHbIMM nNpenapatamMu And MeAVMUMHCKOro MNPUMEHEHWs, BKIIOYEHHbIMW B [OepeyeHb XXWU3HEHHO
HeOoBXOAMMbIX U BaXKHEMNLLMX NEeKapCTBEHHbIX MpenapaToB (4anee COOTBETCTBEHHO - BOMbHbIE, NEKapCTBEHHbIE
npenapartbl), MOPSAOK M YCMOBUA Mepedadn fekapCTBeHHbIX npenapatoB dedeparnbHbiM rocya4apCTBEHHbIM
yupexgeHusam, OKa3blBaloLLMM MeOULMHCKYH0 nomMoLp, noaBeJOMCTBEHHbBIM depepanbHoOMy
Meauko-brnonornyeckomy areHTcTBy, PefepanbHon cnyxbe MCNOoMHeHUs Haka3aHun, a Takke B COBCTBEHHOCTb
cybwekToB Poccuiickon degepaumn.

(B pea. [ocTtaHoenenus MNMpasutensctea P® ot 28.11.2020 N 1963)

2. NcTouHnkammn UHaHCMpOBaHWS opraHusauun obecnedyeHns nekapcTBeHHbIMM npenapaTamn B60MbHbIX
ABNATCA OlOMKETHble acCUrHOBaHWS, NPedyCMOTpeHHble B dedepanbHoM 6rogxete  MuHucTepcTBy
3apaBooxpaHeHuss Poccuinckon ®efepaummn n  nepeducnsemble  degepanbHOMY  Ka3eHHOMY  yYpexaeHuio
"®egepanbHbIi LIEHTP NMIaHWPOBaHUSA U OpraHu3auun rekapCTBEHHOro obecneveHuss rpaxgan” (oanee -
depepanbHbIN LEHTP) ANS OpraHn3aLun 1 NpoBeAeHUs 3aKyrnoK JIEKapCTBEHHbIX NPenapaToB.

(8 peq. MNocTtaHoeneHus MNMpaeutenscrea PP ot 26.06.2021 N 1025)

3. MpaBo GonbHOro Ha obGecrnevyeHne nekapcTBEHHbIMKM NpenapaTaMu BO3HWKAET CO AHS BKIOYEHUS!
cBedeHUA O HemM B pedepanbHbli UMM B peryMoHanbHbiil  cerMeHTbl (PedepanbHOro peructpa  nuu,
MHULMPOBaHHbIX BUPYCOM MMMyHoaeduUmMTa YenoBeka (danee - egeparnbHblii perucTp).

[data BknoveHns B60nbHOro B ykadaHHble cerMeHTbl PegepanbHOro peructpa ukcupyetcs nevawmm
BpayoM B MeAMUMHCKOM KapTe ambynaTopHoro 60mbLHOro unm nctopun passutus pedeHka.

4. OpraHusaumna obecrniedyeHnss PepepanbHbiM LEHTPOM 3a cyeT cpeactB depepanbHoro 6GrogxkeTta
OONMbHBIX NEKapCTBEHHbIMM MpenapaTamMmy OCYLLECTBMSIETCS C YYETOM CTaHOAapTOB MEOULMHCKON MNOMOLLUM,
KNMHUYECKNX peKoMeHAaLmMn 1 cpeaHen KypcoBOW A03bl TEeKapCTBEHHbIX NpenapaTos.

(B pea. MNocTtaHosneHus MNMpaButensctea P® ot 26.06.2021 N 1025)

5. depepanbHoe Meguko-6uonormdeckoe areHTcTBo, PepepanbHasa criykba MCNONMHEHWUs HakasaHWui U
opraHbl UCMONMHUTENbHOM BnacTun cybbekToB Poccuiickon degepaummn B chepe oxpaHbl 340pOBbS ONpeaensioT
COOTBETCTBEHHO  MNOABEAOMCTBEHHbIE  hedeparnbHble  FOCy4apCTBEHHbIE  YYpEexXOeHus,  OkKasblBaloline
MEeOULMHCKYI0 MOMOLLb, M pacnofioXeHHble B cybObekTax Poccuiickon ®Pegepauum opraHusaumu, MMetome
NUUEH3NI0 Ha OCYyLeCTBNeHWe MeaUuuUHCKOn u  (Mnn)  dapmaueBTUYeckon [eaTenbHocTM (nanee -
opraHu3auum-nosnyyartenu), B Lensx nocTaBkyM opraHn3aumsam-nosnyyarensm nekapCcTBeHHbIX NpenapaTos.

(8 pea. MNocTtaHoeneHus MNMpaeutenscrea PP ot 28.11.2020 N 1963)

OpraHbl McnonHUTENbHOM BnacTu cybobekToB Poccuiickon Pepepaunm B cepe OXpaHbl 340POBbS,
depepanbHoe mMeanko-ouonornyeckoe areHTcTBo, PefepanbHas cryxba UCNOoNMHeHNs HakaszaHun He nosgHee 1
HOsI0pA TekyLlero roga npeacrtaensioT B PegepanbHbIv LEHTP 3a8BKM Ha NOCTaBKy JIEKapCTBEHHbBIX NpenapaToB
(banee - 3asBKM) Mo dopme, yTBEpPXKAEHHON MuHMCTEpPCTBOM 3apaBooxpaHeHusi Poccunckon degepaumm, ¢
npunoxeHnem ob60CHOBaHUIM No X 06beMy, a Takke NepeyvyeHb OpraHu3auun-nonyyaTenen.

(8 pea. NoctaHoBneHui MNpasutensctea P® o1 28.11.2020 N 1963, ot 26.06.2021 N _1025)

MoTpebHocTb (06bemM MnocTaBkv) B fiekapCTBEHHOM Mpenaparte Onpeaensercs C y4eTOM KIMHUYECKUX
pekomMeHAauun n cpegHen KypcoBOW A03bl SIeKapCTBEHHOINO Npenaparta UCXo4s U3 eXeMeCcsyHON dhakTUyYeckon
noTpebHoCcTM B6ONbHbLIX B NEKApPCTBEHHLIX NMpenapaTtax B COOTBETCTBUN CO CBEAEHUSIMU PErMOHAITbHOrO CermeHTa
depepanbHoOro permctpa u HeobxogmMmocTu hopmMmMpoBaHns 3anaca Ha 15 mecsues.

6. degepanbHblii LEHTP paccMaTpuBaeT NpeacTaBfeHHble 3asiBKM Ha COOTBETCTBME YCTAHOBIIEHHOWA
dopme, Ha NpegmMeT 060CHOBaHHOCTU 3asiBIIEHHbIX 06 BEMOB NEKAPCTBEHHbLIX NpenapaToB, NPy HEOGXOAMMOCTH
KOPPEKTMPYET MX 1 COrMacoBbIBAeT C BbIHECEHMEM COOTBETCTBYIOLLIErO pelLleHus.

He nosgHee 15 ceHTsA6psa Tekywero roga PefepanbHblii LEHTP NpeacTaBnsieT ykasaHHble 3asiBKU B
komuccuio MuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon defepaumm no paccMOTPEHWIO 3asiBOK (Oanee -
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 20.02.2024
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

KOMUCCUS1) ONs WX pacCMOTPEHMsI C  yyacTueM npepctasutenen @PepepanbHOro LeEHTpa, OpraHoB
ucnonHuTeneHo Bnactm cybwektoB Poccuiickon ®Pepepaummn, ®degepanbHoro Mepmko-6uonormyeckoro
areHtcTBa, degepanbHOM CcnyXxObl WUCMOMHEHWST HakasaHunM (B TOM 4MCre C  WCMONb30BaHWEM
WHOPMALIMOHHO-TENEKOMMYHUKALIMOHHBIX TEXHONOrMMN) Ha npegMeT ODOCHOBAHHOCTW 3asiBMIEHHbIX 0O6BbEMOB
NeKapCTBEHHbIX MpenapaToB, MX KOPPEKTUPOBKU MNpU HEOBXOOUMOCTUM U yTBEPXAEHUST OOBbLEMOB MNOCTaBOK
nekapcTBeHHbIX npenapatoB. [lonoxeHne O KOMUCCUM W ee CcocTaB YyTBepxaawTcsa MuHUCTEPCTBOM
3apaBooxpaHeHuns Poccuiickon ®epepaunn.

PaccmoTpeHue 3asBOK, yTBepxaeHMe OOBLEeMOB MOCTaBOK W npeactaeneHve B PepepanbHbll LEHTP
cBefeHun o6 yTBepXOeHHbIX obbemMax MOCTaBOK OCYLLECTBMAKTCA Komuccuen B TedeHue 30 OHen co OHsA
NoCTYNneHns 3asBok oT PegepansHoro LeHTpa.

CsegeHns 06 yTBepXAeHHbIX KoMUCCHen obbemax NoCTaBOK NeKapCTBEHHbIX NpenapaTtoB HanpaBnsaTCs
denepanbHbIM LEeHTpOM B  ®epgepanbHylo  cnyxby  MCnonHeHus HakasaHun, depepanbHoe
MeauKo-brnonormyeckoe areHTCTBO, a Takke B YMNOMHOMOYEHHbIE OpraHbl UCMONHUTENBHON BriacTh CyObekToB
Poccuiickon ®egepauun B TedeHrne 3 paboumx gHen co AHA NOCTYNNEeHUst CBEAEHUIN OT KOMUCCUN.

(n. 6 B pea. octaHoneHus MNpasutensctea PO ot 26.06.2021 N 1025)

7. O6beM NOCTaBOK fIEKAPCTBEHHBIX NpenapaToB opMupyeTcs B npenenax GrmpKEeTHbIX aCCUrHOBaHUN,
npeaycMOTPEHHbIX B heaepanbHOM 3akoHe O beaepanbHOM BoaXeTe Ha COOTBETCTBYOLWNI (DMHAHCOBBIV FOA U
NNaHoBLIN Mepuod, U NUMUTOB OlmKeTHbIX 00513aTenbCcTB, [OOBELAEHHBIX B YCTAaHOBMEHHOM Mopsigke Ao
MwuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®enepauum Ha 3akynKy fiekapCTBEHHbIX NpenapaTos.

8. B cooTtBeTcTBMM C OObeMamMy MOCTABOK JIEKAPCTBEHHbIX MpenapaToB, YTBEPXOEHHbIMU OpraHamm
ucnonHuTensHoM Bnactn cybwvektoB Poccurickon depepaumm B cdepe oxpaHbl 300poBbs, PepepanbHom
cnyxboi ucnonHeHnss HakasaHu u degepanbHbIM MeOUKO-OMONOrMYECKMM areHTCTBOM C Y4eTOM peLUeHUst
komuccun, PepepanbHbll LEHTP B YCTAHOBIIEHHOM 3akoHogaTenbcTBOM Poccuiickon ®Pepepaumm nopsigke
OCYLLECTBMAET 3aKyMKy JIeKapCTBEHHbIX NPenapaToB.

(8 peq. MoctaHosneHun MNMpaeutenbctea PP ot 28.11.2020 N 1963, ot 26.06.2021 N _1025)

MwuHucTepcTBo 3apaBooxpaHeHus Poccuinckon degepaumm exerogHo msgaeT akT O cornacoBaHuu
nepepayn defepanbHbIM LEHTPOM 3aKYMfEHHbIX B COOTBETCTBMU C HACTOALWMM [MonoxeHneM NnekapcTBEHHbIX
npenapaToB OopraHam UCMOMHUTENbHOWM BNacTu cybbekToB Poccuiickon ®Pepepaummn B cpepe oxpaHbl 340POBbS,
depnepanbHom cnyxbe ncnonHeHus HakasaHun n degepanbHOMY MeUKO-OMONTOrMYECKOMY areHTCTBY.

(ab3au BeBeaeH [NoctaHoBneHvnewm lMpasutenscrtea PP ot 26.06.2021 N 1025)

9. lMocTaBWMKN NEKAPCTBEHHBLIX MpenapaToB, onpefeneHHble B COOTBETCTBMM C 3aKOHOLATENbCTBOM
Poccuiickon ®epepaumun, npeacrasnsaoT B defepanbHblil LEHTP OPOPMIEHHbIe B YCTAaHOBMEHHOM Mopsike
OOKYMEHTbI, nogTeepXaatLwme dakT NofnyvyeHnst opraHM3aunsiMm-nostyyaTensmMm fieKapCcTBEHHbIX NpenapaTos, B
TOM YMCIe HaKnagHbIe U akTbl NpYeMa-nepeaayn nekapcTBeHHbIX NpenapaTos.

(8 pea. NocraHoBnenusd MNpasutensctea P® o1 26.06.2021 N 1025)

10. ®depgepanbHbIi LeHTp B TeyeHue 10 paboumx OHeW CO OHSA MOCTYNfeHus akta npuemMa-nepenaqu
NPUHMMAET Ha y4YeT NiekapCTBEHHbIE NpenapaThl U U34aeT pacnopsguTenbHble akTbl O Nepedayve NekapCcTBEHHbIX
npenapaToB B COGCTBEHHOCTb CyObekToB Poccuinckon depepauum ¢ ykazaHMeM HOMEHKNATYpPbl, KONMYeCTBa U
CTOMMOCTU NEeKapCTBEHHbLIX MpenapaToB B OTHOLIEHMM Kaxaoro cybwvekta Poccuickon depepauuun, a Takke
depepanbHOMy MeauKo-Ouonormdyeckomy areHTcTey u depepanbHon cnykbe WCNOMHEHWs HakasaHui cC
yKkasaHMeM HOMEHKNaTyphbl, KONIMYECTBa M CTOMMOCTU NIEKAPCTBEHHbIX NMpenapaTos.

(8 pea. NoctaHoBneHun MNpaeutensctea PP o1 28.11.2020 N 1963, ot 26.06.2021 N_1025)

11. ®epepanbHbil UEHTP B TeyeHue 5 paboumx OHeW CO OHS M3OaHWUs pacnopsguTernbHOro akra,
npegycmoTpeHHoro nyHktom 10 Hactosuwero lonoxeHus, HanpaBndeT B OpraHbl UCMNOMHUTENbHOW BRacTu
cybwekToB Poccuiickon ®Penepaummn, onpeaeneHHble BbICLLIMMU OOMKHOCTHBIMU Nuuammn cybbektoB Poccuiickom
depepaummn  (pykoBOAUTENSAMW BbICLUMX WCMOMHUTENbBHBIX OPraHOB [OCYAapCTBEHHOW Bractu cybbekToB
Poccuiickon ®egepaunn) (ganee - ynonHOMOYEHHbIE opraHbl), PeaepanbHoe Meanko-bnonornyeckoe areHTCTBo
n depepanbHyto Cnyx0y WCNOMHEHWUSI Hakas3aHWA M3BELLEHME O MOCTaBKE NEKapCTBEHHbIX MpenapaToB WU aKT
npvema-nepegaun (B 2 ak3emnnspax), NoagnvMcaHHble AMPEKTOPOM (YNOMHOMOYEHHbLIM nuuom) depepansHOro
LeHTpa.

(B pea. MoctaHosneHun Mpasutensctea PO ot 28.11.2020 N 1963, ot 26.06.2021 N_1025)
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 20.02.2024
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

12. YnonHomouyeHHble opraHbl, PegepanbHad cnyxba wucnonHeHnss HakazaHui wu PepepanbHoe
MeauKo-OMonorMyeckoe areHTCTBO B TeyeHne 5 paboumx AHeW CO OHA MONyvYeHus U3BELLEHUS O MOCTaBKe
nekapcTBEHHbIX MpenapaToB U akTa npuemMa-nepeaayn, npeaycMoTpeHHbIX NyHKTOM 11 HacToswero MNonoxeHus,
MOANUCLIBAIOT M 3aBepPSOT neyaTbio 00a ak3emnnspa M3BELLEHMSI O MOCTaBKE JIEKAPCTBEHHLIX MPenapaToB U
oba ak3emnnsipa akta npvema-nepegauyu, nocrie Yero BospalwjaoT B PeaepanbHblil LEHTP OAWH 3K3eMNNSp
YKa3aHHOTO M3BELLEHMS M OOMH 3K3EMMISP YKa3aHHOrO akTa npuema-nepeaayu.

(8 peq. MoctaHosneHun MNMpasutenbctea PP ot 28.11.2020 N 1963, ot 26.06.2021 N _1025)

13. YnonHomoueHHble opraHbl, ®PegepanbHas cnyxba WCNONHEHUsT HakasaHui u PegepanbHoe
MeOuKo-bMonormyeckoe areHTCTBO Ha OCHOBaHUM akTta npueMa-nepenadun, npeaycMOTPEHHOro MyHKTom 11
HacTosLero NonoxeHns, MPUHMMAIOT Ha Y4YeT NeKapCTBEHHbIE Npenaparhl U B TedeHne 5 pabounx aHen co OHs
NnonyyeHns YKasaHHOro akTa npuema-nepegavvM M3galT COOTBETCTBYHOLUME pacnopsauTenbHble akTbl O
nepegaye nekapcTBEHHbIX NpenapaToB opraHn3aLmaM-nonyvaTensiM ¢ ykasaHMemM HOMEHKNaTypbl, KONM4YeCcTBa u
CTOMMOCTU NEKapPCTBEHHbIX NpenapaToB B OTHOLUEHWM KaXK40W opraHn3aumu-nonyyarens.

(B pea. MNocTtaHosneHus MNMpasutensctea P® ot 28.11.2020 N 1963)

14. OpraHuzauum-nonyyatenn B TevyeHMe 2 paboumx [HENM CcO [OHSA  MONyvYeHus [OOKYMEHTOB,
noareepXxgarLwnx nepegadyy MM riekapCTBeHHbIX npenapartoB, NPUHUMAKOT JNIeKapCTBEHHbIE NMpenapaTbl Ha y4eT,
obecnevnBaloT X COXpPaHHOCTb U LieNeBoe UCMOMb30BaHue.

15. ®epepanbHbIR LEHTP B yYCTaHOBMEHHOM MuHUCTEpCTBOM 3apaBooxpaHeHns Poccunckon depepaumm
OopAaKe OCYLLECTBRSAET MOHUTOPUHI OBWXEHNS U y4eTa NIeKapCTBEHHbIX npenapaTtoB B cybbekTtax Poccumnckon
depepaumm, OBOAUT OO CBEAEHUS YNONMHOMOYEHHbIX opraHoB, PefepanbHom criykbbl UICMOMHEHMS HAKa3aHUM K
depepanbHOro Meagnko-6MonorMYeckoro areHTCTea nofyvYeHHble No pesynbTataM MOHUTOPUHIA AaHHble, B TOM
yucne cBedeHUsI O HOMEHKNaType, KONMYECTBE M CTOMMOCTM JleKapCTBEHHbLIX MpenapaTtoB, 06 OTCyTCTBUU
noTpebHOCTM B OTAENbHbLIX NEKAPCTBEHHbIX Mpenapartax fnMbo O NosiBNEHWM OOMONHUTENbHOM noTpebHocTn B
NeKapCTBEHHbIX MpenapaTax B CBSA3WM C M3MEHEHUEM YMUCIIEHHOCTM OBOJbHbIX, M3MEHEHUSMU B HA3HAYEHUSAX
MeOULMHCKUMKU paboTHMKaMM NeKapCTBEHHbIX MpenapaTtoB 6OMbHBIM M COMMacoBbIBAeT nepepacnpeneneHve
nekapcTBEHHbIX NpenapaToB Mexay cyobekrammu Poccunckon depepaumm, PenepanbHom crnyxbom ncnonHeHus
HakasaHun n degepanbHbIM MEANKO-OMONOrMYECKUM areHTCTBOM.

(B pea. MoctaHosneHun Mpasutensctea P® ot 28.11.2020 N 1963, ot 26.06.2021 N _1025)

16. MNepenava nekapCTBEHHLIX NpenapaTtoB ogHUM cybbekTom Poccuiickonn degepaumm B COGCTBEHHOCTb
apyroro cybbekta Poccunckon dPepepaumm  OCyLECTBNSAETCA HA OCHOBaHWWM akTa npuema-nepenaqm.
denepanbHbIl LEHTP YBeAOMMSETCA O nepefadye nekapCTBeHHbIX npenapatoB B 10-AHEBHbLIM CPOK nocne
noAanucaHns akta npuema-nepeaady ynosiHOMOYEHHbLIMY OpraHamMu.

(B pea. MocTtaHoeneHus MNMpasutensctea P® ot 26.06.2021 N 1025)

lMepemaya nekapCTBEHHbLIX MpenapaTtoB Mexay cyowbektamm Poccuiickon Pepepauun, PepepanbHom
Cny>x60M UCNONHEHUs1 HakasaHun n dPepepanbHbIM MeaUKO-OBUONOTMYECKUM areHTCTBOM OCYLLIECTBASETCA Ha
OCHOBaHWM COOTBETCTBYIOLLENO PacnopsauTENbHOMO akTa YNONIHOMOYEHHOro opraHa, PepeparnbHoW Cnyxobl
NCNONMHEHNs HakasaHuin mnm PepepanbHOro Meauko-GMONOrMYEecKoro areHTCcTBa O nepedade NeKkapCTBEHHbIX
npenapaToB, M3BELLEHUS O MOCTaBKe NEKapCTBEHHbIX MpenapaTtoB WM akTa npuema-nepepaun. deagepanbHbli
LEeHTp yBedOMIIieTCs O nepedadve fekapcTBeHHbIX npenapatoB B 10-AHEBHbIA CPOK MOCre MOAMMCaHUSA akTa
npuema-nepegaym COOTBETCTBYHOLUMM YMOMHOMOYEHHbIM opraHoM, deaepanbHOM CnyX00M UCNONHEHUS
HakasaHun n degepanbHbIM MEANKO-OMONOrMYECKUM areHTCTBOM.
(B peq. MoctaHosneHun Mpasutensctea PO ot 28.11.2020 N 1963, ot 26.06.2021 N _1025)

17. ®epepanbHbI LEHTP eXekBapTarnbHo, o 10-ro yMcna mecsua, cnegyloLwero 3a OTYETHBIM KBapTasioMm,
npeacTaBnsaeT CBeOEeHUSA O rnepefade NekapCTBEHHbIX NMpenapaToB YNOfIHOMOYEHHbIM opraHam, PepeparnbHom
cnyxbe ucnonHeHus HakasaHui, degepanbHOMY MeAMKO-OMOMNOrMYEeCcKOMY areHTCTBY W COrfacOBaHHbIX
nepepacnpefeneHnsax nekapCTBEHHbIX MpenapaTtoB, B TOM 4YuUCre MeXAy YMNONHOMOYEHHbIMU OpraHamu,
depepanbHOi cnyxboW MCMONHEHMs HakaszaHun, ®PepepanbHbIM - MEOUKO-OMONOrMYEeCKMM areHTCTBOM, B
depepanbHyto cnyxby no Haasopy B cdhepe 34paBOOXPAHEHUS B LIENAX OCYLLECTBNEHUSA KOHTPOMs 3a LieneBbiM
NCMNONb30BaHMEM JieKapCTBEHHbLIX MpenapaTtoB, a Takke B MWHUCTEPCTBO 3apaBooxpaHeHus Poccuinckon
depepauyun.

(n. 17 B pea. [octaHoBnenus MNpasutensctea P® ot 26.06.2021 N 1025)
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06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

18. B uensix obGecrnedeHuss OONbHbIX NEKAPCTBEHHBIMKM MpenapaTamu B Mopsake, YCTAHOBIIEHHOM
3akoHogatenscTBoM Poccuiickon ®degepaumm, OCyLLECTBISETCA Ha3HAYeHUE FEeKapCTBEHHbLIX MpenapaToB U
ohopMIIEHNE PELIENTOB Ha NEeKapCTBEHHbIE NpenapaTbl.

19. Mpun HasHadeHun OONMBLHOMY IEKAapCTBEHHbIX MNpenapartoB Ievalmi Bpady WHGOPMUPYET €ero o
BO3MOXHOCTU MOJSTyYEHNS] MM COOTBETCTBYIOLLUMX JIEKAPCTBEHHbIX MpenapaToB 06e3 B3auMmaHusa nnatbl B
COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccunckon ®egepaumn.

20. B uensx AvHamuveckoro HabnogeHus 3a 60MnbHbIM M COBNOAEHNUS NEPUOANYHOCTU MOCELUEHUS UM
MEOVLUMHCKOW OpraHusauuy fneyawym BpayoM oOnpedenseTcd KONMMYecTBO NeKkapCTBEHHOro npenaparta,
eaMHOBPEMEHHO 0(DOPMIMEHHOMO Ha peLenTypHoM BraHke B COOTBETCTBUM C PEKOMEHO0BAHHOW CpeaHeCYTOYHON
KypCOBOW 0301 U CPOKOM, Ha3Ha4YeHHbIM ANS NoCeLLeHns.

21. MeguvumMHcKasn opraHusaums npegocTtaBnsieT 00nbHOMY (€ro 3aKOHHOMY NPeACTaBUTENO) MHCpopMaLuuto
06 opraHusauusix, pacrnonOXeHHbIX B rpaHuuax MyHuMuunanbHOro obpa3oBaHUs MO MECTY XWUTenbCcTBa Wnu
MecTy npebbiBaHus (B Crlydae ecnu Cpok npebbiBaHus npeBbilaeT 6 mecsaueB) 60/bHOMO U OCYLLECTBASIOLWMNX
©ecnnaTHbIN OTMYCK NIEKAaPCTBEHHbIX NMPenapaToB, Ha3Ha4YEeHHbIX evall M Bpayom.

22. HasHaueHue ¥ oTnyck 6GoOMbHOMY (Ero 3aKOHHOMY MNPEACTaBUTENI) MNEeKapCTBEHHLIX MNpernaparos
OCYLLECTBNAETCSA B CPOK, HE npesblwarowmin 20 paboumx AHen Co OHA BKMOYeHWss BOMbHOrO B PEervoHarbHbIi
cermeHT ®efepanbHOro perucrpa.

22(1). OpraHusauusa okasaHusi MeAULMHCKOM MOMOLLM fuuaM, 3aKMioYeHHbIM NoA  CTpaxy Wunu
OoTObIBaOWMM HakaszaHMe B BMAE NULLEHUSA cBOOOAbLI, B TOM YMCle HasHayYeHne U NpUMEeHEeHNe nekapCTBEHHbIX
npenapaToB, OCYLLECTBISETCH B DOpaaKe, ycTaHOBNEeHHOM MuHuctepcTBom toctuummn Poccuickon ®egepauun.
(n. 22(1) BBegeH [NocTtaHoBneHvem lNpaButensctea PO o1 28.11.2020 N 1963)

23. B cny4yae Bble3ga 6onbHOro 3a npegernsl cyobekta Poccuiickon defepaumm, Ha TEPPUTOPUMU KOTOPOTO
OonbHON MpoXMBaeT, a Tawkke 3a npedenbl TeppuTopuu, noanexaiwen obcnyxmsaHuo PegepanbHbIM
MEAMKO-GMONOrMYeckMM areHTCTBOM, Ha TeppuTopuio Apyroro cybbekta Poccuickon denepauun uim Apyryto
TeppuTtopuio, noanexailyto obcnyxmeaHunio PegepanbHblM MeONKO-OMONOTMYECKMM areHTCTBOM, Ha CpOK, He
npesbiWaWwni 6 MecsueB, TakoMy OONMbHOMY OpraHoM MWCMOMHUTENLHON BriacTu cybbekta Poccumnckon
degepaumun B cdepe oxpaHbl 300poBbs UNW dedepanbHbIM roCyAapCTBEHHbIM YUYpexaeHneM, okasbiBaroLLMM
MEMLMHCKYIO NOMOLLb, NOABEAOMCTBEHHbIM PeepanbHOMY MeauKo-61MONorMyeckoMy areHTCTBY, OpraHu3yeTcs
obecneyeHne nekapcTBEHHbIMW MNpenapatamMy Ha CPOK MpWeMa, paBHbI CPOKY €ro Bble3ga 3a npeensbl
Tepputopun cybbekta Poccunckon ®epepaumn, a TaKke Tepputopuu, noanexaiwieri obCryXMBaHMUIO
PepepanbHbiM MeONKO-OMONMOTMYECKMM areHTCTBOM, NMBO, y4MTbIBas CPOKM FOAHOCTU UMEIOLLMXCA OCTaTKOB
nekapcTBeHHbIX npenapaTtoB, obecneyeHne Takoro OONbHOTO feKapCTBEHHbLIMW  MpenapataMy  Ha
COOTBETCTBYIOLLNIA CPOK.

CBefeHUsi O KONMYECTBE Ha3HAYEHHbIX WM OTMYLIEHHbIX GONIbHOMY (Ero 3aKOHHOMY MpPeacTaBUTENIO)
NeKapCTBEHHbIX MpPenapaToB BHOCATCS B pErMoHanbHbli cermeHT deaeparnbHOro permcrpa.

24. B cny4yae Bble3ga 6onbHOro 3a npegensi cybbekta Poccuiickon ®enepaumm, Ha TeppUTOprMM KOTOPOToO
OonbHOM MpoXWBaEeT, a Tawkke 3a npedenbl Tepputopuu, nognexaiwien obcnyxuBaHuwo PenepansHbIM
Me[MKO-OMOMNorM4eckM areHTCTBOM, Ha TeppuTOpuio Apyroro cybwekta Poccuiickoin deaepaumm vnv Apyryto
TeppuTopuio, noanexatlyo obcnyxusaHunio PegepanbHbiM  MEOUKO-OMONOTMYECKMM areHTCTBOM, Ha CpoOK,
NnpeBbILALWNA 6 MeCsLUeB, UNU B Criyvyae U3MEHEHWs MecTa XUTeNbCTBa TakoMmy OOMbHOMY HasHadalTCs
nekapcTBeHHble npenapatbl Ha CpPOK npuema He 6Gonee opgHoOro mecsua nmMBoO opraHM3yeTcd OopraHom
ncnonHuTenbHoM Briactu cybbekta Poccunckon depepaumm B cdepe OxpaHbl 340pOoBbs Mnv deaeparnbHbIM
rocy4apCTBEHHbIM yYpeXaeHWEeM, OKasbliBaKLWMM MEOMLMHCKYI0 NMOMOLb, NOABEAOMCTBEHHbBIM PenepanbHomy
Meguko-brnonornyeckomy areHTcTBy, obecnedeHne Takoro GOMbHOrO feKkapCTBEHHLIMU Mpenaparamu Ha CpoK
npvema He boree ogHOro mecsua.

CBegeHnst 0 TakoM OOMbHOM MOANEXaT WCKMIYEHUIO W3 PernoHanbHOro cermeHta ®deaepanbHOro
peructpa, KOTOpbIA BeAEeTCs OpraHoM WCMOSIHUTENbHOW BRacTM B cdpepe oOxpaHbl 300pOBbs CybbekTa
Poccuiickon ®epgepaunn, ¢ TEPPUTOPUN KOTOPOTO Bble3xaeT BOMbHON, UnKn deaepanbHOro cermeHTa (B cnydvae
Bble3ga OonbHOro C TeppuTopuM, nognexawen obcnyxmBaHuto PegepanbHbIM  MeOUKO-OMONOrMYECKUM
aFeHTCTBOM) n nepepave (B TOM 4Kcrnie C wucnonb3oBaHnem I/Iqu)OpMaLLI/IOHHO-TeJ'IGKOMMyHI/IKaLLI/IOHHbIX
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06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

TEXHOJOMMIA) OpraHy UCMONHUTENBHOW BracTu B cdhepe oxpaHbl 300poBbs cybbekTa Poccuickonn degepaumm, Ha
TEeppuUTOpMI0  KOTOpOro Bbexan ©OonbHon, unu PegepanbHOMYy MeOUKO-OMONOrMYECKOMY areHTCTBy [AJis
BKMIOYEHNA B YCTAHOBMIEHHOM nopsgke B APYroM pernoHasibHbli CerMeHT unuM doefepanbHbld  CEerMeHT
depepanbHoOro perucrpa.

[aton BKMYEHUA B TakMx Cry4yasx CBeAEHUM O OONMbHOM B APYro pervoHarnbHblA CErMeHT unu
degepanbHbii  cermeHT ®depgepanbHOro peructpa ABMASETCA AeHb, CNeaylwun 3a OHEM WUCKIIOYEHUS B
COOTBETCTBMM C ab3auemM BTOPbIM HACTOSILLIEro MyHKTa CBEOEHUN O HEM M3 COOTBETCTBYHLLENO PErMoHanbHOro
cermeHTa unu gegepansHoro cermeHta degepanbHoOro perucrpa.

25. OpraH ucnonHuTenbHOW Bractu B cdepe oxpaHbl 300poBbsa cybbekta Poccuiickon ®epepauumu, c
TeppuTOpUM KOTOPOro Bblexan OomnbHor, unu depepanbHoe MeaMKo-OMoNornyeckoe areHTcTBo (B cry4ae
Bble3ga OonbHOro ¢ obcnyxmBaeMon UM TeppuTopumn) npeactaensetr (B TOM 4MCle C MCMNONb30BaHMEM
NMHPOPMALIMOHHO-TENEKOMMYHUKALIMOHHBLIX TEXHOMOMMI) MO 3anpocy OpraHa MCMOMHUTENbHOW Bnactu B cdepe
oxpaHbl 3gopoBbsa cybbekta Poccunckon Pepepaumun, Ha TeppuTOpUIO KOTOpPOro Bbexan O0mnbHOW, wnu
depepanbHOro Meanko-6MonorMyeckoro areHTcTBa (B crnyyae Bbe3ga OOMbHOrO Ha obCnyXuMBaemylo UM
TEPPUTOPUIO) CBEOEHUS O KOJNIMYECTBE Ha3HA4YeHHbIX WM (QaKTMYEeCKU NpenocTaBlEHHbIX GonbHOMY (ero
3aKOHHOMY NPEACTaBUTENID) JIEKAPCTBEHHbIX MNPenapaTtoB B COOTBETCTBUM C MyHKTOM 24 HacTosLLEro
MonoxeHus.

26. OpraH ncnonHuTenbHOW BNacTM B cdpepe oxpaHbl 300poBbs cydbekTa Poccuiickon depepaumu, Ha
TEppUTOPUM KOTOPOro MpoxuBan GonbHon, unu PepepanbHoe MeOMKO-OMONOrMyeckoe areHTCTBO (B cry4ae
Bble3ga OonbHOro c oOCnyXMBaemowW WM TeppuTopuu) NpeAcTaBndeT (B TOM 4YWCNE C WCMOMb30BaHWEM
VMHOPMALMOHHO-TENEKOMMYHUKALMOHHBIX TEXHOMorMnm) no 3anpocy ®PegepanbHom cnyxbbl WUCNOMHEHUS
HaKa3aHWM CBEOEHMSI O KONMMYECTBE Ha3HAYEHHbIX WunM  (akTUYeCKkn MpefoCTaBreHHbIX BOnbHOMY
nekapcTBEHHbIX NpenapaTos.

PepepanbHas cnyxba WCMONMHEHWUS HakasaHWi MO 3anpocy opraHa MCMOMHWUTENbHOW Bnactu B cdepe
OoXpaHbl 300poBbsA cybObekta Poccunckon ®depepaumn, Ha TEpPpPUTOPUIO KOTOPOro Bbexan OO0nbHOW, wnn
depepanbHOro Meamnko-buonornyeckoro areHTcTea (B criyyae Bbe3ga OonbHOro Ha obcnyXkmBaemyo UM
TEppUTOpUIO) NpeacTaBrnseT (B TOM 4UCNe C MCNOMb30BaHMEM WHEOPMALMOHHO-TENEKOMMYHMUKALMOHHBIX
TEXHOIMOrMN) CBEAEHWS O KOMMYECTBE Ha3HaYeHHbIX WnM akTu4eckM npenocTaBneHHbiX 6GonbHOMY
nekapCTBEHHbIX NpenapaTos.

(n. 26 BBeneH [ocTtaHoBneHviem lMpasutensctea PO ot 28.11.2020 N 1963)

YTBEPXKOEHO

noctaHoBrieHnem lNpaBuTenbcTBa
Poccuiickon degepanmm

oT 28 pekabps 2016 r. N 1512

NMOJNIOXEHUE
OB OPTAHU3ALUU OBECNEYEHUA NUL, BOJIbHbLIX TYBEPKYJIE3OM
C MHOXECTBEHHOWU NEKAPCTBEHHOU YCTONYMNBOCTbLIO BO3BYOAUTENA,
AHTUBAKTEPUAIIbHBLIMU U MPOTUBOTYBEPKYJNE3HbIMU NEKAPCTBEHHbLIMW
NMPENAPATAMU ONA MEAULMHCKOIO NPUMEHEHUA

CnncoK M3MEHSAILLNX JOKYMEHTOB
(B pea. MoctaHoBneHun Mpasutensctea P® ot 28.08.2019 N 1110,
o1 20.05.2020 N 708, ot 26.06.2021 N _1025)

1. Hactoswee [lonoxeHvwe ycTaHaBnMBaeT MOPSAOK oOpraHu3aumu obecnedeHuss nuu, GOMbHbIX
TyOepKkynesoMm C MHOXECTBEHHOW NEeKapCTBEHHOM YCTOWYMBOCTbIO BO30yauTens (goanee - GonbHble),
aHTMGaKTepuanbHbIMU M MPOTUBOTYGEPKYNE3HBIMA  NEKAPCTBEHHBIMU  Mpenapatamvi  Afs  MEeQULMHCKOro
NPUMEHEHWS], NpegHa3HaYeHHbIMU Ans fedYeHust 9Toro 3aboneBaHns W BKMHOYEHHBIMY B [E€PEYEHb KU3HEHHO

www.consultant.ru CrpaHuua 6 13 10
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=369553&amp;dst=100025
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=369553&amp;dst=100025
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=332533&amp;dst=100045
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=332533&amp;dst=100045
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=353143&amp;dst=100005
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=353143&amp;dst=100005
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=397380&amp;dst=100051
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=397380&amp;dst=100051
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=449392&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=449392&amp;dst=100012
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512

( T 26.06 2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 e [ata coxpaHenus: 20.02.2024
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

HeoOXOAMMbIX U BaXXHEMLUMX FEKApCTBEHHbLIX MpenapaToB (danee - nekapcTBEHHble npenapatbl), a Takke
MOPSAOK M YCrOBUSI Nepedayn neKkapCTBEHHbIX NpenapatoB B COBCTBEHHOCTb Cy6bekToB Poccuiickoii
depepauun.

2. VcTouHmKOM bUHaHCUPOBaHWA opraHm3auum obecrnedeHnsi 6oMbHbIX NeKapCTBEHHbIMU Mpenaparamu
ABNATCA OHOOKETHbleE acCUMrHOBaHWS, NPedyCMOTPEHHble B dedepanbHoM Owogkete  MuHMCTEPCTBY
3gpaBooxpaHeHuss Poccuiickon Pepepaummn n nepeducnsemMble  degepanbHOMY Ka3eHHOMY  YYpeXOeHuHo
"depnepanbHbii LUEHTP MfIaHMPOBaHUS W OpraHmM3aumMmM JekapcTBeHHOro obecnedeHus rpaxgan” (poanee -
denepanbHbIN LEHTP) ANS OpraHn3auumn 1 NpoBeaeHUs 3aKyrnoK NieKapCTBEHHbIX NpenapaTos.

(8 pea. NocranoBnenusd MNpasutensctea P® o1 26.06.2021 N 1025)

3. MpaBo 6GonbHOro Ha obGecneyveHWe nEeKapCTBEHHLIMU MpenapaTtamy BO3HUMKAET CO AHS BKIHOYEHUS
CBEEHUN O HEM B pervoHarnbHbIi cerMmeHT deaepanbHOro perncrpa nuu, 6onbHbIX Tybepkynesom (ganee -
denepanbHbIN permucTp).

[aTta BknoyeHus ©onbHOro B peFVIOHaJ'IbeIIZ CerMeHT CDep,epaanoro perncrtpa (bVIKCVIpyeTCFl nevawunm
Bpa4yom B MeONLMHCKOM KapTe aM6ynaTopHoro ©onbHOro nnn NCTOpUN pa3BnUTUA pe6eHKa.

4. OpraHusaumna obecnedeHnss depepanbHbiM LEHTPOM 3a cyeT cpeacts depepanbHoro OGrogxeTta
6OnbHbIX NEKapCTBEHHbIMU MpenapataMy OCYLLECTBMSeTCS C YY4eTOM CTaH4ApTOB MeOULMHCKON MOMOLLM,
KMUHMYECKNX pekoMeHaaumi u cpegHen KypcoBow A03bl NIeKapCTBEHHbIX NpenapaTos.

(8 pea. NocraHoBnenusd MNpasutensctea PP o1 26.06.2021 N 1025)

5. OpraHbl ucnonHuTensHOM BnacTn cybbektoB Poccuickon depepaumm B cpepe oxpaHbl 300POBbS He
nosgHee 1 HosIGPS Tekyluero roga npeAactasBnsaoT B PefepanbHbll LEHTP 3asiBKM Ha MOCTaBKY NeKapCTBEHHbIX
npenapaToB (Oanee - 3asaBku) nNo dopme, yTBepXAeHHoW MUHUCTEpPCTBOM 34paBooxpaHeHus Poccuinckomn
depepaummn, ¢ NpuroxeHneM OOOCHOBaHUM MO MX OObeEMy, a Takke MepeyeHb OpraHu3auui, VMEHLLMX
MMLUEH3NI0 Ha OCYLLUEeCTBNEHME MeauumMHCKon u  (Mnn) dapmMaueBTUYEeCKon AeATenbHOCTM B CyObekTax
Poccuiickon depepaummn (ganee - opraHvMsauumn-nonyyvartenu), B LENsX nocTaBkiM OopraHvM3auusM-nonyvarensm
neKkapcTBEHHbIX NpenapaTos.

(B pea. MNocTtaHosneHus MNMpaButenscrtea P® ot 26.06.2021 N 1025)

MoTpebHocTb (0O0beM MOCTaBKM) B NEKAPCTBEHHOM MpernapaTe onpeaensetcad C Y4eTOM KITMHUYECKMX
pekoMeHAauun 1 cpeaHen KypcoBOW A03bl NIEKapCTBEHHOro Npenaparta UCXo4s U3 exeMecsyHOW (hakTUyYeckon
noTpebHoCTM 6ONbHbLIX B NEKApPCTBEHHbIX NpenapaTtax B COOTBETCTBUN CO CBEAEHUSIMU PErMOHANbHOrO CermeHTa
depepanbHOro permctpa n HeobxoanmMocT opMMPOBaHUs 3anaca Ha 15 mecsiues.

6. depepanbHbll LEHTP paccmaTtpvBaeT MpeacTaBneHHble 3asBKM Ha COOTBETCTBME YCTAHOBIEHHOW
dopwme, Ha npegmMeT 060CHOBaAHHOCTM 3asiBMEHHbIX 06bEMOB NeKapCTBEHHbIX NpenapaTos, Npu HeobxoanumocTu
KOPPEKTUpyeT nx n cornacoBbiBaeT C BbIHECEHNEM COOTBETCTBYHOLLErO peLlueHns.

He nosgHee 15 ceHTAbGps Tekyuwlero roga PegepanbHbii LEHTP NPeAcTaBnseT yKa3aHHble 3asiBKM B
Kommuccuto MuHucTepcTBa 3apaBooxpaHeHus Poccunckon ®degepaumm MO pacCMOTPEHMIO 3asiBOK (Oanee -
KOMUCCUSA) AN MX pacCMOTpPeHus ¢  ydvactmeMm npepcrasutenen ®depepanbHOro LUEHTpa, OpraHoB
UCNonHUTENBHOM BracTM cybbektoB Poccuinckon depepauum, (B TOM 4ucrie C  MCNOMb30BaHUEM
NMHOPMALIMOHHO-TENEKOMMYHUKALMOHHBLIX TEXHOMOMIn) Ha npeameT 0BOCHOBAHHOCTM 3asiBNEHHbIX 00bLEMOB
NeKapCTBEHHbIX MpPenapaToB, WX KOPPEKTUPOBKU MpU HEOOXOAMMOCTU U YTBEPXOEHWs OObeMOB MOCTaBOK
nekapcTBeHHbIX npenapaTtoB. [lonoxeHne o KoMWcCUM W ee cocTaB YyTBepxaalTcsa MuHUCTepcTBOM
3apaBooxpaHeHns Poccunckon ®egepaumn.

PaccmoTpeHne 3asBOK, yTBepxaeHMe oGbeMOB MNOCTaBOK M npenactaBneHne B dedepanbHbil LEHTP
cBedeHuii o6 yTBepXkOeHHbIX oGbemax MOCTaBOK OCYLLECTBISAOTCA KoMuccuelt B TedeHue 30 AOHel co AHSA
NOCTYynNneHns 3asBok oT ®egeparnbHOro LieHTpa.

CsegeHusa 06 yTBepXaeHHbIX KoMMccuen obbemax NoCTaBOK NeKapCTBEHHbIX NpenapaToB HanpasnsaTCs
depepanbHbIM LEHTPOM B OpraHbl UCMOMHUTENBHOW Bnactu cybobekToB Poccuiickon Pepepaummn B cdepe
OXpaHbl 300pOBbs B TeyeHne 3 pabounx AHew Co OHA NMOCTYNNeHNs CBeAEHUN OT KOMUCCUMN.

(n. 6 B pea. NocTtaHonenud MNpasutensctea PP o1 26.06.2021 N 1025)

7. O6beM NocTaBOK NekapCTBEHHbIX NpenapatoB opmupyeTcs B npegenax Gro4KeTHbIX aCCUrHOBaHWN,
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512

( T 26.06 2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 e [ata coxpaHenus: 20.02.2024
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

NnpeaycMOTPEeHHBIX B befepanbHOM 3akoHe 0 dhefepanbHOM OHKeTe Ha COOTBETCTBYHOLLMIA (DMHAHCOBbLIN FOf, U
NNaHoBbIN Mepuod, U NUMUTOB OMKEeTHbIX 0053aTenbCTB, OOBEAEHHBIX B YCTaHOBMEHHOM MOpsigke A0
MwuHncTepcTBa 3gpaBooxpaHeHnsi Poccuiickon degepaumm Ha 3aKynKy fIeKkapCTBEHHbIX NpenapaTtos.

8. B cooTBeTCTBUM C OObEMaMU MOCTABOK fEeKapCTBEHHbIX MpenapaToB, YTBEPXOEHHbIMWU OpraHamu
ncrnonHWTenbHOM Bnactn cybbektoB Poccuiickon ®enepaumn B cdepe oxpaHbl 300POBbs C YY4ETOM peLleHus
komuccun, depepanbHbIi LEHTP B YCTaHOBEHHOM 3akoHogatenbcTtBoM Poccuickon depepauny nopsake
OCYLLIECTBIISET 3aKyMKy JlekapCTBEHHbIX NpenapaTos.

(8 pea. OocraHoBnenusd MNpasutensctea P® o1 26.06.2021 N 1025)

MuHucTepcTBO 3apaBooxpaHeHust Poccuiickon depepaumm eXerogHo M3gaeT akT O  CorflacoBaHum
nepegayn degepanbHbIM LEHTPOM 3aKyMfEHHbIX B COOTBETCTBMU C HACTOALWMM [MonoxXeHneM NnekapcTBEHHbIX
npenapaToB OpraHam UCMOJTHUTENbHOM BracTh cybbekToB Poccunckon ®enepaunm B cchepe oxpaHbl 340POBbS.
(ab3au BeBeaeH [NoctaHoBneHvewm lMpasutenscrtea PP ot 26.06.2021 N 1025)

9. lMocTaBWMKN NEKAPCTBEHHLIX MpenapaToB, OnpeAenieHHble B COOTBETCTBMM C 3aKOHOLATENbCTBOM
Poccuiickon ®epepaumun, npeacrasnsaoT B defepanbHblil LEHTP OPOPMIEHHble B YCTAaHOBMEHHOM Mopske
OOKYMEHTbI, nogTeepXaatLwme dakT nofnyvyeHnst opraHM3aunsiMm-nostyyaTensmMm fieKapCcTBEHHbIX NpenapaTos, B
TOM YMCIe HaKnagHble U akTbl NpYemMa-nepeaayn nekapcTBEeHHbIX NpenapaTos.

(8 pea. NocraHoBnenusd MNpasutensctea P® o1 26.06.2021 N 1025)

10. ®depepanbHbIi LeHTp B TeyeHue 10 paboumx OHeW CO OHSA MOCTYNfeHus akta npuemMa-nepenaqu
NPUHMMAET Ha y4YeT NlekapCTBEHHbIE NpenapaThl U U34aeT pacrnopsguTenbHble akTbl O Nepedayve NekapCTBEHHbIX
npenapaToB B COGCTBEHHOCTb CyObekToB Poccunckon depepauum ¢ ykazaHMeM HOMEHKNATYpPbl, KONMYeCTBa U
CTOMMOCTU NEKapPCTBEHHbIX NpenapaToB B OTHOLLEHMM Kaxaoro cybwekta Poccunckon depepauun.

(B pea. MNocTtaHosneHus MNMpaButensctea P® ot 26.06.2021 N 1025)

11. degepanbHbil LEHTPp B TeyeHue 5 paboumx OHer CO OHA U3OaHUsA pacrnopsiAMTENbHOrO akTa,
npegycmoTpeHHoro nyHktom 10 Hactoswero llonoxeHus, HanpaBnseT B OpraHbl UCMOMHUTENbHOW BracTu
cybbektoB Poccuinckon ®efepaumm, onpeaeneHHble BbICLLIMMU AOMKHOCTHBIMU Nuuammn cybbektoB Poccuinckom
depepaummn  (pykoBOAUTENSIMWU BBICLUMX WCMOMHUTENbHBIX OPraHOB rOCYAapCTBEHHOW Bractu CcybbekToB
Poccuiickonn ®epepauun) (ganee - yYNonHOMOYEHHble OpraHbl) U3BELleHWe O MOCTaBkKe meKapCTBEHHbIX
npenapaTtoB M akT Npuema-nepegaym (B 2 ak3emnnsipax), NognncaHHble AUPEKTOPOM (YNONTHOMOYEHHBIM JTULLOM)
depepanbHOro LeHTpa.

(8 pea. OocranoBnenusd MNpasutensctea P® o1 26.06.2021 N 1025)

12. YNONMHOMOYEHHbIE OpraHbl B TevyeHne 5 paboyumx OAHEN CO AHSA MOMyYeHWUs U3BELLEHUS O MOCTaBKe
neKkapCTBEHHbIX NMpenapaToB M akTa npvema-nepegadn, NpeaycMOTPEHHbIX MyHKTOM 11 HacToswero MNonoxexus,
MOANUCLIBAIOT U 3aBEPSIOT neyaTbio 0ba 3K3emMnsipa U3BeELLEHNsT O MOCTaBKe JIeKapCTBEHHOrO npenapara u oba
3K3eMnfsipa akta npuema-nepegayu, nocrne 4vero Bo3BpalwiawT B PepepanbHbil LEHTP OOWH SK3eMnnsp
YKa3aHHOro U3BELLIEHMS U OOUH 3K3EeMNAAP yKa3aHHOro akta npuema-nepenaqu.

(B pea. MNocTtaHosneHus MNMpaButensctea P® ot 26.06.2021 N 1025)

13. YNOMHOMOYEHHbIN OpraH Ha OCHOBaHMM akTa npuema-nepenadun, NpeaycMoOTPeHHOro nyHktom 11
HacTogdLllero |_|OJ'IO)KeHI/IF|, NnpMHMMaeT Ha y4YeT NneKapCTBEeHHbIe npenapaTtbl U B Te4eHne 5 pa6oqv|x ,qu|7| CO OHA
nony4vyeHna ykKalaHHOro akta npuema-nepenadn m3gaet paCI'IOpﬂJZI,I/ITeJ'IbeIVI aKT O nepenadve nekapCcrBeHHbIX
npenapaToB opraHusauuMsiM-nonyyartensm C yKasaHMemM HOMEHKNaTypbl, KofnmMyectBa WU  CTOMMOCTU
NeKapCTBEHHbIX NMpenapaToB B OTHOLLEHWMW KaXK4OW opraHn3auun-nonyvaTens.

14. OpraHusauuun-nonyyatenn B TeveHne 2 paboumx QOHeW CO [AHS MOMyyYeHus [JOKYMEHTOB,
NoATBEPXAAIWMX Nepegadvy UM nekapCTBEHHbIX NpenapaTos, NMPMHUMAIOT NeKapCTBEHHbIE Npenapathl Ha yyer,
obecneunBaroT NX COXPaHHOCTb M LieneBoe NCnofb30BaHue.

15. ®enepanbHbI LEHTP B YCTAHOBIIEHHOM MUHUCTEPCTBOM 3apaBooxpaHeHust Poccunckon deaepaumm
OopagKe OCyLeCcTBRSeT MOHUTOPUHI OBMXEHNS U ydeTa NekapCTBEHHbIX npenapatoB B cybbektax Poccumnckon
d>ep,epa|_|,vw|, oosoanT OO0 cBedeHUA YMNOJTHOMOYEHHbIX OpraHoB MNoJfiydYeHHble No pe3yrnbTaTtaM MOHUTOPUHra
OaHHble, B TOM 4uCNe CBeAEHUS1 O HOMEHKNAaType, KONIMYECTBE U CTOMMOCTU NeKapCTBEHHbIX NpenapaTos, 06
OTCYTCTBMM MNOTPEBHOCTM B OTAENbHLIX NEKAPCTBEHHbIX Mpenapatax nMbo O MOSABMEHWM LOMNONHUTENBHOW
notTpebHOCTM B NeKapCTBEHHbIX Npenapatax B CBA3W C M3MeHeHMeM B cybObekte Poccuiickon depepaumm
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ata coxpaHenus: 20.02.2024
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

YMNCMEHHOCTU OONbHbIX, W3MEHEHUSIMU B Ha3HAYeHUAX MEAUUMHCKAMM paboTHUKaMKU  feKapCTBEHHbIX
npenapaTtoB 60MbHLIM 1 COrnacoBbiBaeT nepepacnpeaeneHne fekapcTBeHHbIX NpenapaToB Mexay cyObekTamu
Poccuiickon depepauum.

(8 pea. OocraHoBnenusd MNpasutensctea P® o1 26.06.2021 N 1025)

16. MNMepenava nekapcTBeHHbIX NpenapaToB ogHUM cybbekTom Poccuiickon degepaumm B cOGCTBEHHOCTb
apyroro cybwvekta Poccuiickorn ®depepaumy OCYLWIECTBNAETCA HA OCHOBaHWM akta npuema-nepegayu.
depepanbHbIi LEHTP YBEAOMISETCA O fnepedade JekapCTBeHHbIX npenapatoB B 10-4HEBHbIA CPOK Mocre
nognucaHvst akta npuemMa-nepeaayun ynosiHoMOYeHHbIMWU OpraHamu.

(8 pea. NocranoBnenusd MNpasutensctea P® o1 26.06.2021 N 1025)

17. ®epepanbHbIn LEHTP exekBapTanbHo, Ao 10-ro yucna mecsaua, cnegyloLwero 3a OT4ETHbBIM KBapTanom,
npeacTaBnsaeT CBeAEHMSsI O nepedadve NeKkapCTBEHHbLIX NMpenapaTtoB B COOCTBEHHOCTb cybbekTa Poccuimckon
depepaumm M cornacoBaHHbIX NepepacnpeneneHnsix NeKapCTBEHHbIX MNpenapaTtoB Mexay cyobektamm
Poccunckon ®epepaummn B depepanbHyto cnyx®y no Hagsopy B cdepe 30paBoOXpaHeHuss B Lensx
OCYLLIECTBMNEHMS KOHTPOIS 3a LeneBbiM NCMNOMNb30BaHUEM NEKapCTBEHHbIX NpenapaTos, a Takke B MUHUCTepCTBO
3apaBooxpaHeHuns Poccuiickon ®epepaunn.

(n. 17 B pea. [octaHoBnenus MNpasutensctea P® ot 26.06.2021 N 1025)

18. B uenax obecneyeHunss OOMbHbIX NEKapCTBEHHLIMW Mpenapatamu B Mopsgke, YCTaHOBMEHHOM
3akoHogaTenbcTBoM Poccuiickon ®egepaumu, OCyLLECTBRASETCH Ha3Ha4YeHuWe neKapCTBEHHbIX NpenapatoB U
ocbopmMneHne peLenToB Ha fekapCcTBEHHbIe NpenapaTbl.

18(1). B cnyyae HaxoxgeHuss OOMbHOrO Ha NeyYyeHWM B CTauMOHapHbIX YcnoBusx obecneyeHune
nekapCTBEHHbIMW NpenapaTtamMu, 3akynaeMblMW 3a CHET CPeAcTB hedepanbHoOro bGioogxera, ocyllecTBnseTcs
nyTem MX NpefocTaBneHUs opraHusauuvenr-nonyyarenemM MeauLMHCKOW opraHv3auum, B KOTOPOW MPOBOAMTCH
neveHve.

(n. 18(1) BBegeH [ocTtaHoBnexuem MNMpasuTtensctsa PP ot 20.05.2020 N 708)

19. lMpn HasHavyeHun 6ONBHOMY NEKapCTBEHHbIX MpenapaTtoB fevawun Bpad MHPOPMUPYET €ro o
BO3MOXHOCTM MOJTy4EHUS] UM COOTBETCTBYIOLUMX JIEKAapCTBEHHbIX MpenapatoB 0e3 B3MMaHusa nnatbl B
COOTBETCTBUN C 3aKkoHoAaTenbCcTBOM Poccuiickon ®epepaunn.

20. B uenax guMHamuyeckoro HabnwogeHus 3a 60nbHbIM U COBMOAEHUS NEPUOANYHOCTU MOCELLEHUS UM
MEOMLUMHCKON OpraHuM3auun nevawum BpayvyoM onpedensercd KonuMyecTBO JieKapCTBEHHOro npenapara,
€OVUHOBPEMEHHO 0DOPMIIEHHOTO Ha PeLIENTYPHOM OraHKe B COOTBETCTBUM C PEKOMEHA0BAHHOW CpegHECYTOYHOW
KYpPCOBOW J0301 N CPOKOM, Ha3Ha4YeHHbIM ANS NOCELLEHUS.

21. MeguumHckasa opraHm3auus npegoctaensieT 60nbHOMY (Ero 3aKkOHHOMY NPeaCcTaBUTENO) MHAOPMaLNIO
00 opraHusauuax, pacnosioXEHHbIX B rpaHuLax MyHULMNanbHOro obpasoBaHUA MO MECTY XMTenbCTBa WNnn
MecTy npebbiBaHus (B criydae ecnv cpok npebbiBaHUs MpeBbilaeT 6 mecsueB) 60MbHOrO U OCYLLECTBAIOLLMX
GecnnaTtHbIV OTNYCK NeKapCTBEHHbIX NpenapaToB, Ha3HAYEHHbIX fleYallM BpavoMm.

22. HasHayeHne n otnyck OonbHOMY (€ro 3akOHHOMY MpPenCTaBUTENO) FEKapCTBEHHBLIX MpenapaToB
OCYLLECTBMSIETCA B CPOK, He npesbiwatowmin 20 paboumx gHen co OHSA BKNOYEHMS BOMbHOrO B permoHanbHbIN
cermeHT defepanbHOro permcrtpa.

23. B cny4yae Bble3ga 6onbHoro 3a npeaernbl cyobekrta Poccuiickon ®egepaunm, Ha TeppUTOPUMN KOTOPOro
OOnbHOM NPOXUBAET, HA TeEPPUTOpPUID Apyroro cybbekta Poccunckon depepaumm Ha CpoK, He NpeBbILWAOLWnn 6
MecsiLeB, OpraHoM WCMNoMHUTENbHOW BRactu cybbekta Poccunckon depepauun B cdepe oxpaHbl 300pOBbS
opraHu3yeTtcs obecneyeHme Takoro GOMbLHOIO NeKkapcTBEHHbIMM NpenapaTaMu Ha CPOK MpUeMa, pPaBHbIA CPOKY
ero Bble3ga 3a npegenbl Tepputopun cybbekta Poccunckon ®Pepepauumn, nnbo, ydnTbiBas CPOKM FOOHOCTU
MMEILLUXCA OCTATKOB JIEKapCTBEHHbIX MpenapaTtoB, obecrnevyeHne Takoro OONBHOIO JEKAapPCTBEHHBIMM
npenapaTamMmu Ha COOTBETCTBYIOLLUIN CPOK.

CBeneHMs 0 KONMMYEeCTBE HasHa4YeHHbIX UMK OTNyLWeHHbIX 6OJ'II:HOMy (ero 3aKOHHOMY I'Ipe,EI,CTaBMTeJ'IPO)
JIeKapCTBEHHbIX NpenapaTtoB BHOCATCA B peFMOHaﬂbeIIZ CerMeHT CDep,epaanoro perncrpa.

24. B cny4yae Bble3ga 6onbHOro 3a npegensl cyobekrta Poccuiickon ®enepaunm, Ha TeppUTOpUMN KOTOPOro
BonbHOM MpoXuBaeT, Ha TeppuTopuio gpyroro cybbekta Poccuiickon ®egepauum Ha Cpok, npeBbiwaowmnn 6
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512

( T 26.06 2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,q. 0 e [ata coxpaHenus: 20.02.2024
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

MecsiLleB, UNM B Criy4ae M3MEHEHUsI MEeCTa XWTenbcTBa TakOoMy OOMbHOMY Ha3Ha4alTCsl JeKapCTBEHHbIE
npenapaTtbl Ha CPOK Mpuema He Oornee ogHoro mMecsua NGO OpraHOM MWCMOSNTHUTENbHOW BNacTu cybbekTa
Poccuiickonn  depepauum B cdepe OxpaHbl 300pOBbSA OpraHmsyetcsa obecrieyeHne Takoro OGorbHOro
nekapCTBEHHbIMW MpenapaTaMy Ha CpoK npvema He Bornee ogHoOro mecsua.

CeepgeHns 0 Takom OONbHOM MOANEXaT MCKIIOYEHUIO M3 COOTBETCTBYIOLLErO PErmoHarnbHOro cerMeHTa
depepanbHoro perucTpa " nepegave (B TOM yncne c NCMNONb30BaHNEM
WH(OPMALIMOHHO-TENEKOMMYHUKALMOHHBLIX TEXHOSOIMI) OpraHy WCMOSTHUTENbHOW Bractm B cdepe OXpaHbl
340poBbsi cybbekta Poccunckon depepauumn, Ha TEPPUTOPUIO KOTOPOro Bbexan O60nbHOW, ANsl BKIHOYEHMS B
OpYyroun pervoHanbHbIn cermeHT PegepanbHOro perucTpa.

[aton Bkr4YeHUA cBedeHUn O GONbHOM B APYron pervoHarnbHbli cerMeHT PepeparnbHOro pervcrpa
ABNSETCA OeHb, CNeaylwWwnin 3a AHEM MWCKITHOYEHUS B COOTBETCTBMM C ab3auem BTOPbIM HACTOSLLEro MyHKTa
CBeJEeHMN O HeM M3 pervoHanbHoro cermeHTa degepanbHOro permctpa OpraHoM WUCMOMHUTENbHOW BracTu B
chepe oxpaHbl 300poBbs cybbekTa Poccuiickon Pegepaumm, ¢ TEPPUTOPUMM KOTOPOro Bblexan 60MbHON.

25. OpraH ucnonHuTenbHOW Bractu B cdepe oxpaHbl 300poBbsa cybbekta Poccuiickon ®Pepepauumu, ¢
TepputopuyM  KOTOporo  Bblexan  6GonbHoOW, npeactaBnsieT (B TOM  4YMCE C  MCMOSb30BaHUEM
NMHPOPMALIMOHHO-TENEKOMMYHUKALIMOHHBLIX TEXHOMOMMI) MO 3anpocy OpraHa MCMOMHUTENbHOW Bnactu B cdepe
oxpaHbl 300poBbs cybbekta Poccuiickon degepaumu, Ha TeppUTOPUIO KOTOPOro Bbexan 6onbHOW, cBeaeHus O
KONuuyecTBe Ha3Ha4eHHbIX unu dakTM4ecku npenocTaBneHHbIX GOoMbHOMY (ero 3akoHHOMY MpeacTaBUTENIO)
nekapCTBEHHbIX NpenapaToB B COOTBETCTBMM C MYHKTOM 24 HacTosiwero NonoxeHusl.
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