06 yTBepXxaeHuu Mopapka Ha3HAYEHUSA NeKapPCTBEHHbIX
npenapatoB, ¢OpM peuenTypHbiX 6/1TaHKOB Ha JiIeKapCTBEHHbIe
npenapatsbl, Mopaaka opopMneHnsa ykasaHHbIX 6/1aHKOB, UX
yyeTa u xpaHeHus, ¢opM 6/1aHKOB peL,enToB, CoAep KaLLux
Ha3Ha4YeHUe HaPKOTUYECKUX CPeACTB UM NCUXOTPONHbBIX
BewwecTB, Mopapka ux U3roToBNeHUsA, pacnpeneseHus,
perucrpauum, yyeta u xpaHeHus, a Takxe Mpasun oopmneHus
©naHKoOB peuenToB, B TOM Yyucsie B popMe 3JIeKTPOHHbIX
LOKYMEHTOB

Mpuka3s * Ne 1094H - 0T 24.11.2021 - MMHUCTEPCTBO 34paBooXxpaHeHns - lencTeyeT 6e3 n3MeHeHWIn

MWHWCTEPCTBO 3[IPABOOXPAHEHWSI POCCUNCKOW ®ELEPALIAN
MPUKA3
MOCKBA

24 Hoabpsa 2021 r. Ne 1094H

06 yTBepxAeHu Mopsiiika Ha3Ha4YeHUs IEKApPCTBEHHbIX MPenapaToB, (hOPM peLenTypHbIX 61aHKOB Ha
JIEKAPCTBEHHbIE NpenapaTsl, Mopsaka ohopMieHNs YKa3aHHbIX B1aHKOB, NX yYeTa 1 XpaHeHus, hopM
61aHKOB pPeLenToB, COAEPXKALLUX Ha3HAYEHNE HAPKOTUYECKNX CPEACTB WM NMCUXOTPOMHbIX BELLECTB,
MopsaaKa UX M3roTOBJEHUS, pacnpefieseHns, perucTpaLnn, y4eTa u XpaHeHus, a Takxe Mpasun
oopmnieHns 61aHKOB PeLIeNToB, B TOM YMC/ie B POPME INEKTPOHHbIX JOKYMEHTOB

3apeructpuposaH MuHtiocTtom Poccum 30 Hosbpsa 2021 r.
PerncTpauunoHHbin Ne 66124

B cOOTBETCTBMM C NMYHKTOM 16 4YacTun 2 cTaTbn 14 ®efepanbHOro 3akoHa ot 21 Hoabps 2011 r. Ne 323-03
"0O6 ocHOBax 0xpaHbl 340p0BbSA rpaxkaaH B Poccuinckon ®enepauun” (CobpaHue 3akoHoaaTeNbCTBA
Poccuiickon ®epepaumm, 2011, Ne 48, cT. 6724; 2017, Ne 31, ¢T. 4791), NyHKTOM 2 CTaTbM 26
depepanbHoro 3akoHa oT 8 AHBapsa 1998 r. Ne 3-03 "O HapKOTUYECKUX CpeacTBaX N NCUXOTPOMHbIX
BewlecTBax" (CobpaHue 3akoHoaaTenbcTBa Poccunnckon ®enepauun, 1998, Ne 2, cT. 219; 2017, Ne 31, CT.
4791), nognyHkTtammn 5.2.177, 5.2.178 n 5.2.179 nyHkTa 5 MonoxeHnsa o MUHXNCTEpPCTBE 34paBOOXPaHEHUS
Poccninckon ®degepaunmn, yTBepXAEHHOr0 NocTaHoBAeHNeM Mpasutensctea Poccmnckon ®epgepaumnm ot 19
noHsa 2012 r. Ne 608 (CobpaHue 3akoHogaTenbcTBa Poccunckon ®enepaumm, 2012, Ne 26, cT. 3526; 2015,
Ne 23, cT. 3333; 2017, Ne 52, cT. 8131; 2021, Ne 43, cT. 7258), NnpuKasbiBato:

1. YTBEPAUTD:

MopsafoK Ha3HAYeHMA NeKapCTBEHHbIX NPenapaToB COrnacHoO nNpunoxeHuo Ne 1;

hopMbl peuenTypHbIX 61aHKOB Ha JIeKapCTBEHHbIE NpenapaThl COrNacHO NPUAOXKeHNo Ne 2;

Mopsfok ohopMaeHna peuenTypHbiX 61aHKOB Ha JIeKapCTBEHHbIE NpenapaThl, UX y4eTa 1 XpaHeHuUs
CorslaCHoO NpuoXeHuto Ne 3;

thopMbl 61aHKOB peLenToB, COAepXaLllnX Ha3HavYeHNe HaPKOTUYECKUX CPeACTB UM NCUXOTPOMHbLIX
BELLECTB, COrnacHo npunoxeHuio Ne 4;

MopsAoK M3roTOBNEHMS, pacpefeneHns, perncTpauny, y4etTa u XxpaHeHnsa peuenToB, CoepXXaLlmx
Ha3HayYeHne HapKOTUYeCKNX CPeACTB WM NCUXOTPOMHbIX BELLECTB COrNacHO NpunoXxxeHuo Ne 5;

Mpasuna opopMNeHNa peLenToBs, CofepXXalnx Ha3HavyeHne HapKOTUYECKUX CPeaCTB UM NCUXOTPOMHbLIX
BELLECTB, B TOM 4YncC/ie B (hOpMe I/IEKTPOHHBIX LOKYMEHTOB COraiacHO npuioxeHuto Ne 6.

2. [Mpn3HaTb yTpaTUBLLUUMMK CUNY:
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npukas MnHUCTepCTBa 34paBooxpaHeHns Poccuiickon ®epepaumm oT 1 asrycta 2012 r. Ne 54H "06
yTBEPXXAEeHUN hopMbl 61aHKOB PELLENTOB, COAEPKALLNX HAa3HAYEHNE HAPKOTUYECKNX CPeACTB nan
NMCUXOTPOMHbIX BELLECTB, NOpsALKa UX N3rOTOBNIEHUA, pacrnpelesieHns, pernctTpaunm, ydeTa n XpaHeHus, a
Takxxe npasus ohopMmneHns" (3aperncTpruposaH MUHUCTEPCTBOM OCTMLMK Poccuinckon depepaninm 15
aBrycta 2012 r., pernctpauunoHHsin Ne 25190);

npuka3 MnHucTepcTBa 34paBooxpaHeHns Poccunckon Gepepaunm ot 30 uioHa 2015 r. Ne 385H "O
BHECEHUWN N3MEHEHUI B NpuKa3 MMHUCTepPCTBa 34paBooxpaHeHns Poccmnckon deaepauum ot 1 aBrycra
2012 r. Ne 54H "O6 yTBepxAeHMM hopMbl 6/1aHKOB PELENTOB, COAEPXKALLNX Ha3HaYeHNe HapKOTUYECKMX
CpencTB WM MCUXOTPOMHbIX BELLECTB, NOPAAKa UX N3roOTOBJIEHNUS, pacnpefeneHns, pernctpaumm, yveta u
XpaHeHUs, a Takxxe npasui opopmneHnsa” (3aperncTpuposaH MUHUCTEPCTBOM OCTULUN POCCMICKON
depepaumnmn 27 Hoabpsa 2015 r., pernctpaumoHHbin Ne 39868);

nprka3 MnHucTepcTBa 34paBooxpaHeHuns Poccuinckon ®epepaumm ot 21 anpens 2016 r. Ne 2544 "0
BHECEHUW N3MEHEHWI B NpuKa3 MMHUCTePCTBa 3ApaBooxpaHeHns Poccuinckon ®epepaumm ot 20 gekabps
2012 r. Ne 1175H "O6 yTBEpPXAEHUM NOPAAKa HAa3HAYEHUS 1 BbIMUCHIBAHWNSA JIeKapPCTBEHHBIX NPenapaTos, a
Takxe (hopM peLenTypHbix 61aHKOB Ha IeKapCTBEHHbIE MpenapaThl, MOPsSAKa 0POPMIEHUS YKa3aHHbIX
61aHKOB, NX y4eTa 1 XpaHeHus" n npunoxxexHne Ne 2 K Npukasy MMHUCTEepCTBa 34PaBOOXPaHEHNS
Poccuiickon ®epepaumm ot 1 asrycta 2012 r. Ne 54H "06 yTBEepxaeHUM (hopMbl 6N1aHKOB peL.enTos,
COoLepKallMx Ha3Ha4YeHne HapKOTUYEeCKNX CPeACTB UAN NCUXOTPOMHbLIX BELECTB, NopsAgKa ux
N3roTOBJIEHUS, pacnpeleneHns, perucTpaunmy, y4eta n XxpaHeHus, a Takxxe rnpasun oopmaeHma”
(3apeructpmnpoBaH MuHuCTepcTBOM tocTuumm Poccuinckon ®egepauum 18 nonsd 2016 r., perncTpaunoHHbIN
Ne 42887);

NYHKT 4 U3MEHEHMWIN, KOTOPble BHOCATCS B HEKOTOpbIE MpuKasbl MMHUCTEPCTBa 34paBOOXPaHEHNS U
coumanbHoro pa3sutusa Poccuinckon ®epepaumm n MMHUCTEPCTBA 34paBOOXpaHeHNs Poccumnckonm
®epepaumm no BonpocaM obpalleHnsa NekapCTBEHHbIX MpenapaTos, CoAepXXallux HapKoTnyeckue
CpeLncTBa, MCUXOTPONHBIE BELLLEeCTBA M UX NMPEKYPCopbl, N NeKapCTBEHHbIX CPELACTB, Nogsexalinx
npeaMeTHO-KOJINYEeCTBEHHOMY YYeTy, YTBEPXAEHHbIX NPUKa3oM MUHUCTepPCTBa 34PpaBOOXPaHEHNS
Poccunckon ®egepaumm ot 31 okTabpa 2017 r. Ne 882H (3apernctpuposaH MMHUCTEPCTBOM HOCTULIAN
Poccunckon ®epepaumm 9 aueapsa 2018 r., perncrpaunoHHbIn Ne 49561);

npvkas MnHucTepcTBa 34paBooxpaHeHna Poccuinckon ®egepaumm ot 11 gekabpsa 2019 r. Ne 1021H "0
BHECEHUN N3MEHEHNI B NpuaoxeHnsa Ne 2 n 4 K npukasy MnHncTepcTBa 34paBOOXpaHeHns Poccuinckonm
®epepaumm ot 1 aBrycta 2012 r. Ne 54H "06 yTBEpXAeHNUM hopMbl 6N1aHKOB peLenToB, CoAepXaLlnx
Ha3Ha4YeHne HapKOTUYEeCKNX CPeACTB WU NCUXOTPOMHbLIX BELLECTB, NopsALKa UX U3roTOBJIEHMNS,
pacrnipefeneHuns, perucTpauum, ydeta n XxpaHeHns, a Takxe npasus opopmaeHns" (3apernctpuposaH
MuHucTepcTBoM tocTULMK Poccuinckon depepaunn 28 sHeapa 2020 r., pernctpaumoHHbin Ne 57293);
npukas MnHUCTepCTBa 34paBooxpaHeHns Poccuinckon ®epepaumm oT 8 okTabps 2020 r. Ne 1076H "O
BHECEHUN N3MeHeHWI B [opafoK perncTpaumu, y4eTa n XpaHeHUs cnewlnanbHblX peLenTypHbix 61aHKoB Ha
HapKOTUYeCKne CpeacTBa UAN NCUXOTPOMHbIE BELLECTBA, YTBEPXKAEHHbLIN NpUKa3oM MUHUCTEpPCTBa
34paBooxpaHeHns Poccunckon ®epepaunm ot 1 asrycta 2012 r. Ne 54H" (3apeructpupoBaH
MuHncTepcTBoM tocTulmmn Poccninckon ®egepaumm 13 Hosbpa 2020 r., peructpaumoHHbin Ne 60898);
nprka3 MnHMCTEpCTBa 34paBooxpaHeHns Poccuiickon ®epepaumm ot 14 gHBaps 2019 r. Ne 4H "06
yTBEPXAEHUUN NOPSALKa Ha3HaYeHNa IeKapCTBEHHbIX NpenapaTos, popM peLuenTypHbIX 61aHKOB Ha
JIEKapPCTBEHHbIE MpenapaThl, MopsaaKa 0PopMAeHNS YKa3aHHbIX 6J1TaHKOB, NX y4yeTa U XpaHeHns"
(3aperuncTpupoBaH MnHncTepcTBOM toCTULMK Poccuinckon ®epepaumm 26 mapta 2019 .,
perncTpaunoHHbin Ne 54173);

nprka3 MnHMCTEpCTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 11 gekabps 2019 r. Ne 1022H "O
BHECEHUW N3MEHEeHWI B Npuka3 MMHUCTepCTBa 34paBooxpaHeHns Poccunckon deaepauum ot 14 aHBaps
2019 r. Ne 4H "O6 yTBEpPXAEHMM NOPAAKA HAa3HAYEHNS NEKAPCTBEHHbLIX NPENapaToB, GOpM peLenTypHbIX
61aHKOB Ha NeKapCTBEHHbIE MpenapaTbl, Nopsaka oopMaeHUs YKasaHHbIX 6N1aHKOB, NX y4eTa 1
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XpaHeHns" (3apernctpmpoBaH MnHucTepcTBom roCcTnumm Poccunckon ®egepauum 28 aHsaps 2020 r.,
perncTpaumoHHbIn Ne 57292);

npvkas MnHuCcTepcTBa 34paBooxpaHeHns Poccuinckon ®egepaumm oT 8 okTabpsa 2020 r. Ne 1075H "0
BHECEHWW N3MEHEHWI B NOPALOK Ha3HaYeHWs IeKapCTBEHHbIX NpenapaTos, YTBEPXXAEHHbIN NPUKa3oM
MuHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 14 auBaps 2019 r. Ne 41" (3aperncTprpoBaH
MuHncTepcTBOM tocTULMK Poccuinckonn ®epepaunn 22 aekabps 2020 r., pernctpaumoHHbin Ne 61695);
NYHKT 3.8 MIHCTpYKLUUKN O NOopsiiKe BbIMUCbIBAHUS NEKAPCTBEHHbLIX NpenapaTos 1 0YOpMIeHNs peLenToB U
TpeboBaHMN-HaKNaAHbIX, YTBEPXAEHHON NPMKa3oM MUHUCTEPCTBA 3APaBOOXPAHEHUS N COLMATIbBHOIO
pa3suTns Poccuinckon ®egepauum ot 12 despand 2007 r. Ne 110 "O nopsiake Ha3zHAYE€HMA U BbINUCbIBAHUA
NeKapCTBEHHbIX NpenapaTos, U3Lennii MeULUHCKOr0 Ha3Ha4YeHUs 1 cneLmanm3npoBaHHbIX NPOAYKTOB
nevebHoro nuTaHna" (3aperncTpupoBaH MUHUCTEPCTBOM tOCTMLMK Poccuiickon Penepaunn 27 anpens
2007 r., peructpaunoHHbIn Ne 9364);

npuka3 MMHUCTEPCTBaA 3[PaBOOXPaHEHNS L COLMAIbHOrO pa3BuTusa Poccninckon ®epgepaunm ot 17 mas
2012 r. Ne 562H "O6 yTBEpXAEHUM [OpaaKa OTNYCKa PU3NYECKUM LM NEKAPCTBEHHbLIX NPenapaToB As
MeONLMNHCKOro NPMMEHeHNS, COAepKaLlnxX KpoMe MaslbiX KOMYECTB HapKOTUYECKUX CPeacTB,
NCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB Apyrue hapMakonornieckme akTMBHbIe BelecTsa"
(3apernctpmpoBaH MnHMCTEPCTBOM toCTULMKN Poccunckon ®epnepaumm 1 nioHs 2012 r., perncTpaLMoHHbIN
Ne 24438);

NYHKT 2 U3MEHEHMWI, KOTOPblE BHOCATCS B HEKOTOPbIE MpuKa3bl MMHUCTEPCTBA 34PaBOOXPAHEHNS U
couManbHOro pa3suTus Poccuinckon ®eagepaumm, yTBEPXXAEHHbIX MPUKa30M MUHUCTEPCTBA
34paBooxpaHeHns Poccunckon ®epepaunm ot 10 nioHa 2013 r. Ne 369H (3apermnctpupoBaH MMHMCTEPCTBOM
tocTuumm Poccminckonm ®epepaunn 15 niona 2013 r., pernctpauoHHbin Ne 29064);

npuka3 MnHncTepcTBa 34paBooxpaHeHnsa Poccninckon Genepaumm ot 21 asrycta 2014 r. Ne 465H "O
BHECEHUWN N3MEHEHWI B MOPAAOK OTMNYCKa (PM3NYECKUM NIMLLaM JIeKapCTBEHHbIX NMpenapaToB A5
MeONLNHCKOro NPUMEHeHNS, CoAepKallnx KpoMe MasbiX KOMYeCTB HapKOTUYECKUX CPeacTs,
NCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB Apyrune apMakoiornieckme akTUBHble BELLECTBa,
yTBEPXAEHHbIA MPMKa3oM MUHNCTEPCTBA 34PaBOOXPAHEHNS U COLMAIbHOIO pa3BUTUSA POCCMICKON
®epepaumm oT 17 Maa 2012 r. Ne 562H" (3apeructpmpoaH MUHUCTEPCTBOM CTULUN POCCUNCKON
®epepaumm 10 ceHTabpa 2014 r., peructpaumoHHbin Ne 34024);

NYHKT 1 N3MEHEeHWUN, KOTOopble BHOCATCA B HEKOTOPbIE NprKa3bl MUHUCTEPCTBA 34PaBOOXPAHEHNA 1
coumansHoro passutus Poccuickon ®epepaumm u MMHUCTEPCTBA 34paBooxXpaHeHns Poccnnckon
denepaumnm, yTBEPXXAEHHbIX MPNKa3oM MUHMCTepPCTBa 3apaBooxpaHeHns Poccuinckon ®egepaumnm ot 10
ceHTAbpsa 2015 r. Ne 634H (3aperunctpupoBaH MMHMCTEPCTBOM toCcTULMK Poccuinckon ®enepauum 30
ceHTsbpa 2015 r., perncrTpaumoHHbin Ne 39063);

NYHKT 3 U3MEHEHWUIN, KOTOPble BHOCATCA B HEKOTOPbIE MprKa3bl MUHUCTEPCTBA 34PaBOOXPAHEHNA U
coumansHoro passutus Poccuiickon ®epepaumm u MMHUCTEPCTBa 34paBooXpaHeHns Poccnnckon
depepalmm No Bonpocam obpalleHns neKapCTBEHHbIX NpenapaToB, COAEPXKALLNX HAPKOTUYECKME
CpencTBa, NCMXOTPONMHbIE BELLECTBA U UX NPEKYPCOPOB, U IeKapCTBEHHbIX CPeACTB, MOAeXaLLmX
NpeaMeTHO-KONYECTBEHHOMY YYeTY, YTBEPXKAEHHbIX MPMKa3oM MUHUCTEPCTBA 34PaBOOXPaHEHNS
Poccuiickon ®epepaumm ot 31 okTa6ps 2017 r. Ne 882H (3apeructpnpoBaH MUHUCTEPCTBOM OCTULAN
Poccunckon ®epepaumm 9 sHeapsa 2018 r., pernctpaunoHHbin Ne 49561).

3. PeuenTypHble 61aHku dopMbl Ne 107/y-HI, n3roToBfeHHbIE 00 OHS BCTYMJIEHUS B CUY HACTOSALLErO
nprKasa, MoryT 6biTb NCMOb30BaHbl A0 1 MapTa 2023 roga.

4. HacToswwun npukas BCTynaeT B cuny ¢ 1 mapta 2022 r. n gencteyet o 1 mapta 2028 r.

MuHucTp M.A.MypaLuko
MpunoxeHune Ne 1
K NpunkKa3ly MnHucTepcTBa 34paBooxpaHeHns Poccunckon ®egepauunm
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0T 24 HoAbpsa 2021 r. Ne 1094H
Mopanok Ha3HayYeHWs NIeKapCTBEHHbIX MpenapaToB
|. Obwme NonoXKeHus

1. Ha3zHayeHuMe nekapCTBEHHbIX NMpenapaToB A8 MeQULUHCKOro MpUMeHeHNs (fanee - IeKapCTBEHHbIe
npenapaTsl) OCYLLECTBIAETCA JSIevallMM BpayoM, hesbaLiepoM, akyLLepKon B Ciy4ae BO3/I0XKEHNS Ha HUX
MOAHOMOYUIA NleYalLlero Bpaya, Npy OKasaHuM MeaNLNHCKON NOMOLLM B MeANLIMHCKMX OpraHu3aumnsax 1, B
nopsifike, yCTaHOB/IEHHOM NPUKa3oM MUHUCTEPCTBA 34PaBOOXPAHEHNA 1 COLMANBHOM0 Pa3BUTUS
Poccuiickon ®epepaumm ot 23 MapTa 2012 r. Ne 252H "0O6 yTBepxaeHun Mopsaka BO3N0XKEHNA Ha
henbllepa, akyllepky pykoBoauTeneM MeauUMHCKON OpraHm3aLmnm Npyu opraHn3aumnm okasaHums
NepBMYHON MeJNKO-CAHUTAPHON NOMOLLM 1 CKOPON MEAULIMHCKOW MOMOLM OTAENbHbIX (PYHKLWA nevallero
Bpaya Nno HenocpeLCTBEHHOMY OKa3aHWI0 MeULMHCKOM MOMOLLY NauneHTy B nepunos HabnoLeHus 3a HUM
W ero neyeHuns, B TOM YUCJ1e N0 Ha3HaYeHUIo N MPUMEHEHWIO JIeKapCTBEHHbIX NPenapaTos, BKYas
HapKOTUYeCKre NeKapCTBEHHbIE npenapaThbl U NCUXOTPOMHbIE JIeKapCTBEHHbIE npenapaThl” 2,
NHAVBUAYANbHBIMY NPeanpuHUMaTENSMI, OCYLLEeCTBAAIOWNUMY MeAULNHCKYIO AeaTeNlbHOCTb (fanee -
MeLuLUMHCKME paboTHMKN).

1 NyHKT 11 cTaTbu 2 PenepanbHOro 3akoHa oT 21 HoAbpsa 2011 r. Ne 323-®3 "O6 ocHOBax 0XpaHbl
3[40poBbA rpaxaaH B Poccuinckon Gegepaunn” (CobpaHne 3akoHogaTenbcTBa Poccuinckon degepaunu,
2011, Ne 48, cT. 6724, 2019, Ne 52, cT. 7796) (nanee - PegepanbHbiin 3aKoH Ne 323-03).

2 3aperncTpupoBaH MMHUCTEPCTBOM toCcTULNUN Poccninckon Pegepaumm 28 anpensa 2012 r.,
perncTpaumoHHbin Ne 23971 ¢ n3MeHeHUAMU, BHECEHHBIMW MPMKa3oM MUHNCTEPCTBA 34PaBOOXPaHEHNS
Poccuiickon ®epepaumm ot 31 okTa6ps 2017 r. Ne 882H (3apeructpnpoBaH MUHUCTEPCTBOM OCTULAN
Poccuiickon ®epepaummn 9 aHBapsa 2018 r., pernctpaunoHHbin Ne 49561).

MeanuMHCKMI paboTHMK, 0hOPMUBLLNIA peLenT C HapyLeHneM HacTOoALLEero NopsaKka, Uan pykoBoanTenb
MeLMLMHCKON opraHu3aLmm obecneymBatoT CBOEBPEMEHHOE nepeodopmMneHme TpebyeMoro ans nauneHTa
peuenTa.

2. CBefleHns 0 Ha3Ha4YeHHOM NeKapCTBEHHOM npenapaTe (HaMMeHOBaHWE JIeKkapCTBEHHOr 0 npenaparTa,
L03POBKa, CNocob BBEAEHNS Y MPUMEHEHNS, PEXUM L03UPOBAHNS, MPOLO/KUTENbHOCTL IeYEeHNS U
060CHOBaHMe Ha3Ha4YeHUs IeKapCTBEHHOMO NpenapaTta) BHOCATCA MeAULUHCKAM paboTHMKOM B
MeONLUUHCKYI0 JOKYMEHTaLUMIo nauneHTa.

B cnyyasnx, yKasaHHbIX B MyHKTax 8 - 11 HacToswero MNopagka, MegUUMHCKNA paboTHNK, Ha3HAYNBLLMI
JleKapCTBEeHHbIV npenapaT, 0hopMAAET Ha3HaYeHe NeKapCTBEHHbIX NpenapaTos, B TOM Yucne
NoANIeXaLlUnX U3roTOBMEHMNIO U OTMYCKY anTeYHbIMY OpraHu3aumnsamMm (fanee - nekapCTBeHHbIe npenapaThl
WHAMBUAYaNbHOIO N3rOTOBMEHNA), Ha peLenTypHoM 61aHke, opopMIeHHOM Ha ByMaXKHOM HocuTene 3a
CBOEN NOANUCLIO (Banee - peLenT Ha ByMa)KHOM HocuTene), u (MnKn) ¢ cornacms NauneHTa nuam ero
3aKOHHOro NpeAcTaBuTens 3 Ha peuenTypHoM bnaHKe B hopMe 31eKTPOHHOM0 AOKYMEHTa C
MCMNO/b30BaHNEM YCUNEHHOW KBANNMPULNPOBAHHON 3NEKTPOHHON NOAMNCU MEANLIMHCKOr0 paboTHMKa
(nanee - peuenT B hopMe 3EKTPOHHOIO AOKYMEHTA).

PeuenT B hopMe 3/1eKTPOHHOI0 [OKYMEHTA, COAEPKaLLMA Ha3HaYeHne HapKOTUYECKNX CPeaCTB UK
NCUXOTPOMHBIX BELECTB, NMOAMWUCLIBAETCS C MCMOb30BaHNEM YCUAEHHOW KBAINMULNPOBAHHON
3N1eKTPOHHON NOAMNUCK NeYallero Bpaya namn gensiliepa, akyLepkmn, Ha KOTOPbIX BO3I0XKEHbI (DYHKLIAM
Jlevallero Bpaya, U COOTBETCTBYIOLLEN MeULINHCKON OpraHn3aumm 4 .

OcopMieHue peLLenToB B (hOpMe 3NEKTPOHHbIX LOKYMEHTOB OCYLLECTBASETCA B C/lyHae NPUHATUS
YMO/HOMOYEHHbIM OPraHOM UCMOJIHUTENbHON BNacTh CybbekTa Poccuinckon depepaumm B COOTBETCTBUM C
NyHKTOM 4 cTaTby 6 ®efepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 "06 obpalueHun
JIeKapCTBEHHbIX CpencTB" 5 pelleHuns 06 ncnosibL30BaHMN Ha TeppuTopun cybbekTa Poccuinckonm
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depepaumm Hapsaay C peuenTaMmn Ha IeKapCTBEHHbIE NMpenapaTbl, 0hOPMIEHHBIMN Ha ByMa)kHOM
HOCUTEeNe, peLUenToB Ha JIeKapCTBEHHbIE NpenapaThl, CPOPMUPOBAHHBLIX B (HOPME 3JIEKTPOHHbIX
LOKYMEHTOB.

3. an BbIMNCKe MauneHTa N3 Me,EI,VILI,I/IHCKOIZ opraHnsauyunun, B KOT0p0I7I €My OKa3blBaJlaCb MeJNLUNHCKadA
MOMOLLb B CTaLMOHAPHbIX YC0BUAX, MPU HEOBXOAMMOCTM NPOAOSKEHNA NPUEMA IEKAPCTBEHHOI O
npenapaTta B aMOyNaTOPHbIX YCNOBMAX AAHHOMY MALMEHTY MO PELLEHUIO PYKOBOANTENS MEANLIMHCKON
opraHM3aLuMmn Ha3Ha4valTCa ¢ ohopMIeHNeM peLenTa B (hopMe 3NeKTPOHHOr0 fOKYMeHTa U (MSn) Ha
ByMaxHOM HocuTene (3a NCKNoYeHNeM 0hOpMAEHNS PELIENTOB Ha IEKapCTBEHHbIE NpenapaThl,
nognexatine oTnycky 6ecnniaTHO UK co CKI/I,EI,KOI7I) nmbo BblAaOTCA (nau,meHTy Nnnn ero 3aKOHHOMY
npeacTaBMTeN0) O4HOBPEMEHHO C BbIMMCKOW U3 MCTOpUK 6onesHn IekapCcTBeHHbIe NpenapaThbl, B TOM
4yuncsie HapKoTUYeCKne N NCUXOTPONHbIE JIeKapCTBEHHbIE NpenapaThl, BHeCeHHble B criucku Il u Il nepeyHs
HaPKOTUYECKNX CPEeLCTB, MCUXOTPOMHbLIX BELLECTB 1 UX MPEKYPCOPOB, MOANEXALLNX KOHTPOJIO B
Poccninckon ®depepaunn, yTeepxaeHHoro MNMpaBntensCcTBoM Poccunckon ®epepaunn 6 (ganee - NMepeyeHs),
CUJIbHOZENCTBYIOLLME IeKapCTBEHHbIE NpenapaThl, Ha CPOK NpMeMa naumeHToM Ao 5 gHen.

4. HasHavyeHmne feKapCTBEHHbIX MpenapaToB Npu OKasaHUN MeAULUHCKON NOMOLLN B CTaLMOHAPHbIX
YCJIOBUAX MOXET OCYyLLeCTBIATLCA NOCPeACTBOM TpGﬁOBaHI/IVI Me,D,VILI,I/IHCKOI7I opraHn3aunn, HanpasAaeMbIX
B anTeYHble OpraHu3aLnn, ABASOWMEC CTPYKTYPHbIMW Nogpa3aesieHnAMN MegnLMHCKOM opraHm3auun, 7

3 MyHKT 2 cTaTbn 20 ®epepanbHoro 3akoHa Ne 323-03 (CobpaHue 3akoHOAaTENbCTBA Poccuinckonm
®epnepaumm, 2011, Ne 48, cT. 6724; 2021, Ne 27, cT. 5159).

4 TIyHKT 1 cTaTbn 26 PegepanbHOro 3akoHa oT 8 aHBapsa 1998 r. Ne 3-03 "O HapKOTUYECKUMX CpeacTBax u
ncuxoTponHbix BewecTBax" (CobpaHne 3akoHofaTenbCcTBa Poccunckon ®epepaumm, 1998, Ne 2, cT. 219,
2017, Ne 31, cT. 4791) (manee - PenepasnbHbii 3aKoH Ne 3-03).

5 CobpaHue 3akoHogaTenscTBa Poccuinckon Gegepauun, 2010, Ne 16, cT. 1815, 2019, Ne 52, cT. 7793.

6 MNyHKT 2 cTaTbn 2 PepepansHoro 3akoHa Ne 3-®3 (CobpaHue 3akoHoaaTenbCTBa Poccuinckon ®epepaunu,
1998, Ne 2, cT. 219; 2016, Ne 27, cT. 4238).

7 NMyHKT 54 cTaTbun 4 GepepanbHOro 3akoHa oT 12 anpens 2010 r. Ne 61-03 "0O6 obpalueHnm
NeKapCcTBeHHbIX cpencTs" (CobpaHme 3akoHoaTenbCcTBa Poccminckon depepauun, 2010, Ne 16, ¢T. 1815;
2019, Ne 31, cT. 4456) (panee - PepepanbHblil 3aKoH Ne 61-03),

5. HazHa4veHune nekapCTBEHHbIX NPenapaToB OCYLECTBAAETCA MeAULNHCKMM PabOTHUKOM Mo
MeXAyHapogHOMY HeNaTEHTOBAaHHOMY HaMMEHOBAHWIO, @ MPW ero OTCYTCTBUW - TPYNNNPOBOYHOMY NN
XUMUNYEeCKOMY HaMeHOBaHW0. B cnyyYae OTCYyTCTBMA MeXAYHapOL4HOro HenaTeHTOBaHHOr0 HAMMeHOBaHUS
N FPYNNUPOBOYHOI0 NAN XMMUYECKOr0 HaUMEeHOBaHMNA IeKapCTBEHHOIO NpenapaTa J1eKapCTBEHHbIN
npenapaT Ha3Ha4yaeTCsd MeaNLUMHCKUM pabOTHUKOM MO TOProBOMYy HavMeHOBaHWO. Mpu Haanynn
MeONLUNHCKMUX NOKa3aHUN (MHAUBMAYabHasA HEMNEPEeHOCUMOCTb, MO XMU3HEHHbIM NOKa3aHWAM) Mo peLleHunto
Bpa4yebHON KOMUCCUN MEOAULMNHCKON OpraHu3auny 8 ocyLecTBASETCS Ha3HaYeHe U ohopMIeHme
Ha3Ha4YeHUs IeKapCTBEHHbIX NMPenapaToB, He BXOAALWMX B CTaHAAPTbl MEANLIMHCKON MOMOLLM,
pa3paboTaHHble B COOTBETCTBUMN C NyHKTOM 14 cTaTbu 37 PeaepasibHoro 3akoHa Ne 323-®3 9, nnm He
npenycMOTPEHHbIX COOTBETCTBYIOLLEN KINHNYECKON pekoMeHaaumen, n1nbo no ToproBbiM HAMEHOBAHNSM,
PelueHne BpayebHOM KOMUCCMN MEANLIMHCKOWN OpraHn3aummn (MKCUPYETCA B MEANLMHCKOW JOKYMEHTauun
naumneHTa n B XXypHase Bpa4yebHon KoMmmccum.

Ecav npw oKasaHWM NauneHTy MeguUMHCKON MOMOLLM B MEAULINMHCKON OpraHn3aumm B CTalnoOHapHbIX
YCJI0BUSIX MO pPeLleHNto BpayebHOM KOMUCCUM OCYLLECTBIAIOTCSA Ha3HAaYeHNE N NMPUMEHEHMNE
JIeKapCTBEHHOro npenapaTta C KOHKPETHbIM TOProBbIM HavMeHOBaHWEM, TO MPY OKa3aHUN faHHOMY
nauneHTy MeQuuMHCKON NOMOLLN B MHON MeANLMHCKON OpraHn3aLmm B CTaLNOHaPHbIX YCI0BUSIX, @ TakxXe
B amMbynaToOpHbIX YCNOBUSAX OCYLLECTBASETCA Ha3Ha4YeHNE eMy IeEKapCTBEHHOIO NpenapaTa C TEM Xe
TOProBblM HauMeHoBaHMeM 10 .
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8 Mpuka3 MMHUCTEPCTBA 3[1paBOOXPaHEHNS 1 COLIMAIbHOMO pa3BuTusa Poccuninckon degepaunm ot 5 mas
2012 r. Ne 502H "O6 yTBEPXAECHUN NOPAAKa CO3AaHNA U AeATEeNIbHOCTW BpadyebHOM KoMuccum
MeONLNHCKON opraHu3aunn” (3apernctpmpoaH MnHUCTepCcTBOM tocTULMK Poccuinckon ®egepaumm 9 nioHs
2012 r., pernctpaumoHHblin Ne 24516) ¢ U3MEHEHUAMU, BHECEHHBIMW NPUKa3oM MUHUCTepCTBa
34paBooxpaHeHus Poccniickon Pepepaunn ot 2 gekabps 2013 r. Ne 886H (3aperncTpuposaH
MuHncTepcTBOM tocTULMK Poccninckonn ®epepaunn 23 aekabps 2013 r., peructpaumoHHbin Ne 30714).

9 CobpaHue 3akoHoAaTenbLCTBa Poccunckon depepauun, 2011, Ne 48, cT. 6724.

10 MyHKT 2 nocTtaHoBneHus MpaButensctea Poccuinckon ®egepauum ot 30.06.2020 Ne 965 "O BHeCeHUN
n3MeHeHun B MNMpasuna GopMNPOBaHUS NEPEYHS IEKAPCTBEHHbIX CPEACTB, 3aKyMnKa KOTOPbIX
OCYLLLeCTB/AETCSH B COOTBETCTBMM C MX TOProBbIMW HAMMEHOBAHUSAMM, N O MPUMEHEHWNN JIEKAPCTBEHHbIX
npenapaToB C KOHKPETHbLIMU TOProBbIMK HanMeHoBaHUsAMK" (CobpaHue 3akoHOoAaTeNbCTBaA Poccuinckom
®epepaumm, 2020, Ne 28, cT. 4422).

6. Ha3zHa4veHne nekapCTBEHHOrO NpenapaTa B peuenTe Ha ByMa)KHOM HOCUTeNe Wian peuenTe B hopme
3NEeKTPOHHOr0 AOKYMeHTa 0hOPMASETCA Ha UMA NaumeHTa, 419 KOTOPOro npefHa3Ha4veH JieKkapCTBEHHbIN
npenapar.

PeuenT Ha ByMa)KHOM HocuTene, 0hopMIIEHHbIN Ha peLenTypHoM bnaHke dopm Ne 107/y-HIT, Ne 107-1/y, Ne
148-1/y-88, Ne 148-1/y-04(n), yTBEPXAEHHbIX HACTOALLMM NMPUKA30M, MOXET ObITb MOJlyYEH MALUEHTOM, €ro
3aKOHHbIM NpeacTaBuTeNEM WKW ANLOM, UMEOLLMM 0DOPMAEHHYIO B COOTBETCTBUN C FPaXKAaHCKUM
3aKoHoZaTenbCTBOM Poccuinckon ®epepanmm LOBEPEHHOCTb OT NaumneHTa Ha NpaBo Mnojly4YeHns Takoro
peuenTa (ganee - ynoaHOMOYEHHOe NNLO).

MpepcTaBneHme NOBEPEHHOCTY He TpebyeTcs B Cyvae NOyvYeHNs peLenTa Ha IeKapCTBEHHbIN nNpenapaT
ANs nHKypabenbHoro 60bHOr0 Ha 3aBepLUaloLLeM dTane ero XU3Hy AULOM, OCYLLEeCTBASIOWLNM YXO4, 3a
TaKnM UHKYypabesbHbIM 60JIbHbIM. B TakOM C/ly4ae MeAMLMHCKMIA paboTHMK BbIAAET NnLly,
OCYLLECTBAALEMY YX0[ 3a MHKypabenbHbIM 60/bHBIM, LOKYMEHT, NOATBEPXKAAOLLNNA UHKYpabenbHoe
cocTosiHme 60nbHOro, COAEPKaLLMI CBeAEHMS O nLe, KoTopoe ByaeT nonyyaTh IeKapCTBEHHbIE
npenapaTbl MO peuenTy (haMnuans, MMsa, 0TYeCTBO (NocnegHee - Npu Hannmyun), Bua, cepus n (unm) Homep
LOKYMEHTa, YA0CTOBEPAOLLEro IMYHOCTbL), 3aBEPEHHbIA MOANUCHI0 1 NeYaTbio JaHHOr0 MeAULUHCKOro
paboTHMKA, a TaKXXe NevyaTbio MEANLMHCKON OpraHM3aumm.

[OKYMeHT, NoATBepXAaloWwmnin nHKypabenbsHoe cocTosHne 60AbHOro, 0CTaeTCa B anTe4HOW OpraHn3auuu.
PeuenT B hopMe 31EKTPOHHOI0 AOKYMeHTa DOPMUPYETCS C UCMOJIb30BAHNEM rOCYAapCTBEHHOM
MH(OPMALIMOHHON CUCTEMBI B Chepe 3a4paBooxXpaHeHmns cybbekTa Poccuinckon ®epepaunm, MeAULIMHCKON
MH(OPMALMOHHON CUCTEMbI MEAULMHCKOW opraHu3auum 11 .

®aKT BblAayn peuenTa Ha NeKapCTBEHHbIV NpenapaT 3aKOHHOMY NpeACTaBUTENO UK YNIOJHOMOYEHHOMY
nnuy hUKCMpyeTcs B MEAULMHCKON AOKYMEHTaLMM NaLneHTa.

7. MegnunHCK1M paboTHMKAM 3anpeLwaeTcs ohopMaATL PELLENTbI MPU OTCYTCTBMM Y NaLMEHTa
MeOMLUNHCKMX NOKa3aHWIN; Ha He3aperucTpmMpoBaHHble JiekapCTBeHHbIe npenapaThl 12 ; Ha JiekapCTBeHHbIe
npenapaTbl, KOTOPbIE B COOTBETCTBUN C MHCTPYKLUMEN MO MEAULMHCKOMY MPUMEHEHNIO NpeaHa3HavYeHbl
409 NPUMEHEHNS TONbKO B MeAULUHCKUX OpraHmn3aumax; Ha HapKoTUYeCcKre cpeacTsa U NCMXOTPONHbIe
BelLleCTBa, BHECEHHbIe B cnucoK |l MNepeyHs, 3aperncTprpoBaHHbIe B Ka4eCTBE JIeKaPCTBEHHbIX
npenapaTtos, B Lensx NPUMeHeHNs 418 le4eHNs HapKoOMaHUN.

11 Ctatbun 91 n 91.1 depepanbHoro 3akoHa Ne 323-03 (CobpaHue 3akoHOAaTENbCTBA Poccuinckom
®epepaumnm, 2011, Ne 48, cT. 6724; 2021, Ne 27, cT. 5141).

12 PeweHne CoBeTa EBpa3ninickon 3KOHOMMYECKOM KoMuccum oT 3 Hosbps 2016 r. Ne 78 "O Mpasmnax
perncTpaumm n 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB A58 MeQULMHCKOro npuMeHeHns" (ohrunanbHbIi
canT EBPa3nMnCcKoro 3kOHOMM4YeCcKoro cotosa http://www.eaeunion.org/, 21 Hoa6ps 2016 r.). CTaTba 13
depepansbHoro 3akoHa Ne 61-®3 (CobpaHue 3akoHomaTenscTBa Poccuinckon depepaumm, 2010, Ne 16, CT.
1815; 2020, Ne 14, cT. 2028).
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NHanBMAYyanbHbIM NpeanpuHnUMaTensam, oCyLecTBAAIOWMM MeSULMHCKYIO AeATeNIbHOCTb, AOMNOJIHUTEIbHO
K TpeboBaHMAM, YKa3aHHbIM B ab3aLie NepBOM HaCTOSLLEro NyHKTa, 3anpeLLaeTca opopMasTb peLenTsl Ha
HapKOTUYeCKMe CpeacTBa U NCMXOTPOMHbIE BELLECTBA, BHECEHHbIe B crincku Il v Ill MepeyHa (panee -
HapKOTUYeCKMEe U NCUXOTPOMHbIE JlekapCTBeHHbIe rnpenapaTbl CnMckos Il u 1l NepeyHs).

8. MNpn Ha3Ha4YeHN HapPKOTUYECKUX U NCUXOTPOMHbIX JIeKapCTBEHHbIX NpenapaTos cnucka Il MepeyHs, 3a
NCKJIIOYEHNEM IeKapCTBEHHbIX NPenapaToB B BUAE TPaHCAEPMabHbIX TepaneBTUYeCKMX CUCTEM U
JleKapCTBEHHbIX NpernapaTos, CofepXKallumx HapKOTUYeCKoe CPeiCTBO B COYETaHUN C aHTarOHUCTOM
OMMONAHBIX PELLENTOPOB, peuenTbl Ha ByMa)kHOM HocUTene 0hOpPMASAIOTCA Ha peuenTypHoM BraHke
opMbl Ne 107/y-HI.

9. PeuenTypHbIn 6naHk opmbl Ne 148-1/y-88 opopmnseTcs npyu Ha3HavYeHUN:

1) HapKOTUYECKMNX N MCUXOTPOMHbIX JIEKAPCTBEHHbLIX NpenapaToB crnucka Il MepeyHs B Buae
TpaHcAepMalibHbIX TepaneBTUYeCKUX CUCTEM, HAPKOTUYECKUX JIeKapCTBEHHbIX NpenapaTos crnucka i
MepeyHsa, cogepXKalinx HapKOTUYECKOe CPeACTBO B COMETAHMMN C aHTAarOHUCTOM OMMOUAHBIX PeLLenTopos,
NCUXOTPOMHbLIX JIEKAPCTBEHHbIX NMpenapaTos cnucka lll MNepeyHs;

2) KOMBMHMPOBAHHBIX NEKAPCTBEHHbIX MPenapaToB, COAEPXKaLLNX:

a) KOQEWH WS ero coan (B nepecyeTe Ha YNCTOE BELLECTBO) B KONMYyecTBe A0 20 MI BKIOYMTENbHO (Ha 1
[03y TBEPAOW JIeKapCTBEHHON hopMbl) nan B Konndectse fo 200 mMr Bkao4mTensHo (Ha 100 ma nam 100 r
YKUOKOWN NIEKaPCTBEHHON DOPMbI 4151 BHYTPEHHEr0 NMPUMEHEHUS);

6) nceBnoseapuHa rnapoxaopua B KonnyecTse, npesoiwatowem 30 mMr, n o 60 Mr BKAOYUTENBLHO (Ha 1
[103y TBEPAOW JIEKAPCTBEHHON DOPMbI);

B) NceBao3heprHa rmapoxnopu B Konn4yecTtse, npesbiwatowiem 30 mr, 1 4o 60 Mr BKJIIOYNUTESIbHO B
CoYeTaHun C gekctpomeTopdaHoM rngpobpomMmnaom B Konn4ecTse, npesbiwatowiem 10 mr, n go 30 mr
BKIOYNTENBLHO (Ha 1 003y TBEPAOM IeEKapCTBEHHON hOPMbI);

r) nekctpomeTtopdaHa rugpobpomng B konmyectse o 200 mr BkaoynTenbHo (Ha 100 ma nam 100 r
YKUOKOWN NIeEKapCTBEHHON DOPMbI 4151 BHYTPEHHEr0 NMPUMEHEHUS);

[) ahepvHa rngpoxsaopug B KoamyecTtse, npesbiwatowem 100 mr, n go 300 Mr Bkato4nTensHo (Ha 100 mn
nnn 100 r )XKNAKOW IeKapCTBEHHON HOpMbl 415 BHYTPEHHEr0 MPUMEHEHNS);

e) ahenpuHa rmapoxnopuna B konnyectese Ao 50 Mr BkAOYNTENBHO (Ha 1 003y TBEPAON IEKAPCTBEHHOM
opmbl);

)X) heHMINponaHoNaMmnH B KOJIMYECTBE A0 75 MI BKJIOYUTENLHO (Ha 1 03y TBEpPAOW IEKapCTBEHHOW
copmel) nam o 300 Mr BKAoUUTENLHO (Ha 100 Ma unm 100 r XXUAKoN nekapCTBEHHON (OpMbI ANs
BHYTPEHHEr0 NPUMEHeHNA);

3) beHobapbuTan B KOIMYECTBE A0 15 Mr BK/IYMNTENBHO B COYETAHNM C KOAEVHOM (MX ero consmMm)
He3aBMCUMO OT KoAnyecTsa (Ha 1 fo3y TBepLON SiekapCTBEHHON hOPMbI);

n) peHobapbuTan B kosmyecTe Ao 20 Mr BKIOYUTENBHO B COMETaHUM C 3heapUHOM FMapPOXJI0pUAOM
He3aBMCUMO OT KoAn4YecTBa (Ha 1 fo3y TBEpLOMN IeKapCTBEHHON hOPMbI);

K) XJlopAnasenokcua B KONYeCTBe, npesbiwatoiieM 10 mr, n go 20 Mr BKAOUYMTENbHO (Ha 1 403y TBepaon
JleKapCTBEHHOW (hOpMbl);

3) NnekapCcTBEHHbIX NPenapaToB UHAMBUAYANbHOIO M3rOTOB/IEHMS, COAEPXKALLNX HAPKOTUYECKOoe CpeacTBO
WM NCUXOTPOMHOE BeLLLecTBO cnncka Il MepeyHs, n opyrve papMakoornyeckme akTMBHbIE BellleCTBa B
[103€, He NpeBbILLAIOLLEN BbICLLYO Pa30BYyO A03Y, U NPK YCAOBUM, YTO 3TOT KOMOMHUPOBAHHbIY
JIeKapCTBEHHbIV MpenapaT He ABASeTCA HapKOTUYECKMM WU NCUXOTPOMHBLIM JIeKapCTBEHHbLIM NpenapaToMm
cnucka Il MepeyHs;

4) nekapCTBEHHbIX MNpenapaToB, BKAOYEHHbIX B MepeYeHb NeKAPCTBEHHbIX CPEACTB 419 MeAULNHCKOro
NpYMeHeHUs, Noanexalmx NpeaMeTHO-KOJIMYeCTBEHHOMY YYeTy (Jasiee - IeKapCTBeHHble npenapaThl,
BKJIIOYEHHbIe B NepeyeHb MKY) 13 .

13 MoanyHKT 5.2.171(1) nyHkTa 5 nocTaHoBneHns MpasutenscTBa Poccminckon depepauun ot 19.06.2012
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Ne 608 "O6 yTBEpxaeHMM [onoxeHus o MUHUCTepCTBE 3apaBooxpaHeHust Poccuiickon denepauun” (nanee
- MonoxxeHne o MuHnctepctee) (CobpaHue 3akoHogaTensCTBa Poccuiickon Gepepaunn, 2012, Ne 26, CT.
3526; 2013, Ne 16, cT. 1970).

10. PeuenTypHbin 6naHk dopmbl Ne 148-1/y-04(n) ohopMaseTcs Npu HasHaYeHNN NEKAPCTBEHHbIX
npenapaToB rpakaaHaM, MMeLLMM NpaBo Ha becnnaTHoe NoslyYyeHMe eKapCTBEHHbIX MpenapaToB uan
noJiy4eHune IeKapCTBEHHbIX NPenapaToB CO CKUAKOM.

11. PeuenTypHbii 6n1aHK popMbl Ne 107-1/y 0hopMAseTca Npu HazHaYeHWK:

1) nekapCTBEHHbIX MpenapaToB, HE YKa3aHHbIX B MyHKTax 8, 9 HacTosAwero Mopsaaka;

2) KOMBMHMPOBAHHLIX IEKAPCTBEHHLIX NMPENapaToB, COAEPKALLNX:

a) 3proTaMnHa rmapoTapTpaT B KOMYECTBE A0 5 MI BKAIOYUTENLHO (Ha 1 f03y TBEPAON NeKapCTBEHHON
thopmbl);

6) ahbenpuHa rnapoxnopug B konnyectse Ao 100 Mr BkatoUYnTENbHO (Ha 100 Ma unm 100 r xxuakomn
JIeKapCTBEHHON hopMbl 415 BHYTPEHHEr0 MPUMEHEHNS);

B) ncesaoadenprHa rmapoxjaopua B Konn4ecTese, He npesbiwatowem 30 Mr (Ha 1 fo3y TBepaom
JIeKapCTBEHHOWN hopMbl);

r) nceBposadeapvHa rmapoxa0pug B KOJMYecTBe, He npesbiwatowem 30 Mr, B COHeTaHUM C
LekcTpoMeTopdaHoM rnapobpoMmaom B KosimyecTse, npesbiwatowem 10 mr, n 8o 30 Mr BKAKYUTENLHO (Ha
1 no3y TBepAon IeKapCTBEHHON hOpPMbI);

1) nekcTpomeTopdaHa ruapobpomuma B KoNM4ecTBe, npesbiwatowieMm 10 mr, 1 Ao 30 Mr BKJIOYUTESNbHO (Ha
1 no3y TBEPAON NEeKapCTBEHHON HOPMbI);

e) heHobapbuTan B KosmyecTBe, Npesbilatowem 20 Mr, n go 50 Mr BkAtOUNTENbHO (Ha 1 003y TBEPAON
JIEKapCTBEHHOWN hopMbl);

X) heHobapbuTan B KonmnyecTse [0 20 Mr BKJIOYUTENBHO B COMETAHUU C SProTaMUHOM FMAPOTaPTPATOM
He3aBMCKMMO OT KomyecTBa (Ha 1 f03y TBepLOW NeKapCTBEHHOWN (hOpMbl);

3) xJo0pAna3enokcug B koamyectse 4o 10 mMr BKAOYMTENBHO (Ha 1 403y TBEPAON IeKapCTBEHHOW POPMbI).
12. Mpw Ha3Ha4YeHUN NeKapCTBEHHOrO NpenapaTa MHANBMUAYAJIbHOIO M3rOTOBJIEHNS B PeLLenTe Ha
BbymaxkHOM HocuTene u (nnm) peuenTe B (hOpMe INEKTPOHHOI0 AOKYMEHTa HaMMEHOBAHNS IeKapCTBEHHbIX
CpencTB (BewecTB), BKAOYEHHbIX B nepeyeHb MKY, yKa3biBaloTCs B Havane pelenTa, 3aTeM - Bce
OCTaJIbHblE UHIPeUEHTHI.

13. MNMpw Ha3Ha4YeHUN NeKapCTBEHHOro NpenapaTta B peuenTe Ha 6yMaXKHOM HocuTene n (1an) peuenTe B
(hopMe 3N1eKTPOHHOIr0 JOKYMEHTa 3anpeLlaeTcsa npesbilaTbh KOMYeCTBO HAPKOTUYECKUX CPeACTB UK
NCUXOTPOMHBIX BELLECTB, KOTOPOE MOXET ObITh BbIMMCAHO B OAHOM peLienTe, YCTaHOB/IEHHOe
npunoxeHmem Ne 1 K HacToawemy MNopaaky, 3a UCKJIKOYEHMEM CyYaeB, YKa3aHHbIX B NyHKTax 15 n 24
HacTosLLero lNopaaka.

14. MNMpwn Ha3Ha4YeHNN NeKapCTBEHHbLIX NPenapaToB, BKOYEHHbIX B nepeyveHb MKY, 0o3a KOTopbIX
MpeBbILAET BbICLUNIA OAHOKPATHLIN NpUeM, MeQULMHCKUA PaboTHNK 0603HaYaeT [03y 3Toro
JIeKapCTBEHHOrO npenapaTa B peuenTte Ha ByMa)KHOM HOCUTEee MPOMNCLI0 C MPOCTaBEHNEM
BOCK/IML,@TESIbHOMO 3HaKa U (MSi1) NPOCTaBASET BOCKANLATENbHLIN 3HAaK Npy 0hOPMIEHNIN peLenTa B
(hopMe 3N1eKTPOHHOr0 JOKYMEHTa.

15. Konn4yecTBo Ha3HaAYeHHbIX JIeKAPCTBEHHbIX MpenapaToB, BKJOYEHHbIX B nepeyeHb KY, npu okasaHuu
naumeHTaM, Hy>KAaLWwmnMcs B NTENbHOM JlIe4eHnn, NEPBUYHON MeANKO-CAaHUTAPHON NOMOLLN 1
nasJMaTUBHON MeOULMNHCKON NOMOLLN MOXKET BbITb YBENYEHO C YHETOM KANHUYECKMX PEKOMEHAALNN He
Honee 4yem B 2 pa3za Mo CPAaBHEHUIO C KOJIMYECTBOM HAapPKOTUYECKUX CPEACTB UM NCUXOTPOMHLIX BELLECTB,
KOTOpPOEe MOXXeT ObITb BbINMCAHO B O4HOM peLenTe, YCTaHOBAEHHbIM npunoxeHnem Ne 1 K HacTosAwemy
Mopsapky.

B cnyyasx, npefycMOTpeHHbIX ab3auemM nepBbIM HAaCTOALLEr0 NyHKTa, Ha peLienTax Ha ByMa>kHOM
HOoCMTeNe NPoM3BoANTCSA Hagnuch "o cneynanbHOMY Ha3Ha4YeHU", OTAEeNbHO 3aBepeHHas NoANnUCbI0
MeONLUHCKOro paboTHMKa 1 NevyaTbio MeANLNHCKON opraHnsauum "0ns peuenTos”, Ha peuenTax B opme
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3JIEKTPOHHOI0 JOKYMEHTa Npou3BoanTCa oTMeTKa "o cneumasbHOMY HasHa4YeHU0" ¢ NpocTaBaeHneM
YCUJIEHHON KBanN(MLMPOBAHHON 31EKTPOHHON NOANNCK MeANLMHCKOro paboTHMKaA.

16. CocTaB leKapCTBEHHOI0 NpenapaTa, JlIekapCTBeHHaa hopMa 1 obpalleHne MeauumHCKoro paboTHMKa K
thapMaLeBTnYeckoMy paboTHMKY 06 0TNyCKe NeKapCTBEHHOMO NpenapaTa Ha ByMa)KHOM HocuTene
0hOPMASATCA Ha TATUHCKOM MU PYCCKOM A3blKe B POAUTENIbHOM Mafexe, 3a UCKIIIYEeHEM 0hopMIIeHUS
peLenToB B (hopMe 3/1eKTPOHHOI0 AOKYMEHTA, OCYLLECTBASEMOr0 Ha PYCCKOM fA3bIKe.

Mpwn ohopmneHnmn peLenTypHbIX 61aHKOB 4OMYCKaeTCa UCNO/b30BaHWe CoKpaLleHnin (npunoxerue Ne 2 K
HacToswemy lMNopsaky).

Mpy Ha3Ha4YeHUV NeKapCTBEHHOI 0 NpenapaTa He JoMyckaeTCcsa CoKpaLleHne HanMeHOBaHWUI
WHFpeaneHTOB, COCTaBASAIOLLMX JIEKAPCTBEHHbIN NpenapaT, He NO3BONSIOWMX YCTaHOBUTb, KaKon MMEHHO
JIeKapCTBEHHbIV NpenapaT Ha3HayeH.

17. Cnocob npuMeHeHWs nekapCTBEHHOMO nNpenapaTta 0603HavYaeTCs C yKasaHMeM nNyTW BBEAEHNS, O03bl,
4acCTOTbl, BPEMEHW NPMeMa OTHOCUTESIbHO CHa (YTPOM, Ha HOYb) 1 ero AANTeNbHOCTK, a ANns
NEeKapCTBEHHbIX MPenapaToB, B3aMMOAENCTBYIOLUX C NULLEN, - BpEMEHU NX yNoTpebneHns 0OTHOCUTENBHO
npvema nuwm ([0 enbl, BO BpeEMS efbl, NOC/ae efbl).

18. MNMpu Heobxo0AUMOCTU HEMEJIEHHOIO UM CPOYHOrO (B TeYeHMe ABYX paboynx gHen) oTnycka
NeKapCTBEHHOro NpenapaTta naLueHTy B BepXHel YacTu peLenTa Ha ByMaxKHOM HOCMTesle NPOCTaBAAITCS
0603HaueHuns "cito" (cpoyHo) nnm "statim" (HemeagneHHo). AHanornyHblie 0603HaYeHNS NPOCTABASIOTCA B
BMAE OTMETOK Mpu ohopMaeHNI peLienTa B hopMe 31EKTPOHHOI0 LOKYMEHTa.

19. Mpwn ohopMNEeHUN Ha3HaAYEHMA FTOTOBOIO JIEKAPCTBEHHOMO NMpernapaTa B peLenTe Ha byMa)kHOM
HocuTesie unn peuenTe B (PopMe 3NEeKTPOHHOI0 OKYMEHTa KOJINYeCTBO AeCTBYOLLMX BELLeCTB
YKa3blBaeTCs B COOTBETCTBMU C UHCTPYKLMEN NO MEAULUHCKOMY MPUMEHEHWIO JIEKapCTBEHHOI 0
npenapata. [lonyCTUMO yKa3blBaTb SO3UPOBKY JleKapCTBEHHbIX NpenapaToB CUCTEMHOro AencTBmA (A14
pe3opbTUBHOro npuema) B TBEPAbIX IEKapCTBEHHbIX (hopMax (Hanpumep, TabneTkn, NOPOLLKM, Kancybl)
KaK cofep>XaHue 04HOr0 WA HECKONbKUX AENCTBYIOWNX BELWECTB B €4MHMLax Macchl (B rpaMMmax,
MUAAUrpaMMax). JonyCcTMMO yKa3biBaTb LO3MPOBKY NEKAPCTBEHHbLIX NPenapaToB CUCTEMHOrO AeNCTBUA
(ons pe3opbTUBHOIO MPUMEHEHMNSA) B XXUAKNX NEKAPCTBEHHbLIX (hopMax (Hanpumep, pacTBOPbI, CyCneH3unn)
Kak cofepXaHne 04HOr0 Uan HECKOJIbKUX AEeNCTBYIOLMX BELLECTB B eANHMLAX MacChl Ha eanHuLy obbema
(Hanpumep, MUAAUTPaMM/MUANNANTP) C YKa3aHueM obLiero obbema ekapcTBEHHON hOpPMbI.

Mpy ohopMAeHUN Ha3HaAYeHNS TIeKapCTBEHHOM 0 npenapaTa NHANBMAYAIbHOMO U3rOTOBIEHMA B peLenTe Ha
BymMa)KkHOM HOoCUTene naun peuenTte B PopMe 3N1EKTPOHHOIO AOKYMEHTA KOMMYECTBO TBEPAbIX U ChIMyHmnx
thapmaueBTUYECKUX CybCcTaHLUUM yKa3biBaeTcs B rpammax (0,001; 0,5; 1,0), Xnagkux - B MUAANANTPAX,
rpaMMax u Kannsax.

20. PeuenTbl Ha ByMa>kHOM HocuTene, B (hOpMe 31eKTPOHHOIr0 LOKYMEHTa, 00OPMJIEHHbIE Ha peL.enTypHOM
6naHke opmbl Ne 148-1/y-88 1 npefiHa3HaYeHHbIE 419 OTNYCKa IEKAPCTBEHHLIX NPenapaTos,
npeaycMOTPEHHbIX nognyHkTamu 1 - 3 nyHkTa 9 HacToswero MNopsaaka, LeNCTBUTENbHbI B Te4yeHne 15
JHeN co OHA ohopMeHus.

21. PeuenTbl Ha ByMa>kHOM HocUTene, B (hOPME 3NEKTPOHHOIr0 fOKYMEHTa, 0(0OPMJIEHHbIE Ha peLLenTypHOM
6naHke opmbl Ne 148-1/y-04(n) n npegHasHavyeHHbIe 418 OTNyCKa IEKapCTBEHHbIX NpenapaTos
rpaxkaaHam, yKasaHHbIM B NyHKTe 10 HacToswero Mopsaaka, AencTeuTeNbHbl B TedeHne 30 AHel Co AHA
ohopMIIEHMSA, 38 UCKIIIOYEHMEM CilyYaeB 0(hOpPMIEHNS peLienTa B COOTBETCTBMM C NyHKTamu 38 n 39
HacTosulero MNopsiaka, NpyM KOTOPbLIX OH AENCTBUTESNIEH B Te4yeHne 15 gHeln co AHA oopMaeHus.

22. PeuenTbl Ha ByMa>kHOM HocuTene, B (hOpMe 3NEKTPOHHOIr0 LOKYMEHTa, 0(0OPMJIEHHbIE Ha peL.enTypHOM
6naHke popmbl Ne 148-1/y-04(n) n NnpefHa3Ha4YeHHbIe A1 0TNYCKa JIEKapCTBEHHbIX NpenapaTos
rpakgaHam, SOCTUI UMM NMEHCUOHHOMO BO3pacTa, MHBAIMAAM NEePBON rpynnbl, LETAM-UHBAAUAAM, A TakXKe
rpaxkgaHam, CTpajatoLnM XpoHUYecknMm 3aboneBaHmsamm, Tpebyowmmmn oANTeNbHOr0 KypCcoBoro
JlevyeHuns, LencTBuTeNbHbl B TeveHne 90 gHen co AHA 0hopMAeHNS, 3a UCKIIOYEHNEM ClyYaeB, YKa3aHHbIX
B NyHKTax 38 1 39 HacToswero MNopaaka, Npy KOTOPbIX OH AEACTBUTENEH B TedeHne 15 aHel Co AHS
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othopMsieHUS.

[na neyeHns XpoHNYeCcKnx 3abosieBaHUIN yKa3aHHbIM KaTeropuam rpaxkiaH NekapCcTBEHHbIE NpenapaThbl C
ohopMaEHNEM peLlenToB Ha ByMaxHOM HOCMTeNe Nan peuenToB B JOPMe 3NEKTPOHHOIO OKYMEHTa MOTyT
Ha3Ha4YaTbCA Ha Kypc neyveHunsa go 180 gHen.

23. PeuenTbl Ha ByMa)kHOM HocuTee, B hOpMe 3/IEKTPOHHOI0 AOKYMEHTa, 0DOPMIEHHbIE Ha PeL.enTypHOM
6naHke opmbl Ne 107-1/y 1 npegHa3HayYeHHbIe 419 OTMNYCKa IEKAPCTBEHHbIX NPenapaTos,
npenycMoTpeHHbIX MYHKTOM 11 HacTosAwero MNopsaka, AeNCTBMTENbHbI B Te4eHne 60 gHeN co OHSA
othopMaieHUS.

Mpwn Ha3Ha4YeHNM rOTOBLIX JIEKAPCTBEHHbLIX NPenapaToB 1 JIEKAPCTBEHHbIX NpenapaToB MHANBUAYAJIbHOMO
N3roTOBMIEHUA MaLMeHTaM ¢ 3aboneBaHUAMM, TPebyOLWMMN LANTENIbLHOrO KYPCOBOMO JIEYEHUS, C
ohopmneHnem Ha peuenTypHoM BnaHke dopmbl Ne 107-1/y peuenTta Ha yMa)kHOM HOCUTENE UK B hopMe
3N1EKTPOHHOr0 AOKYMEHTa YCTaHaBANBAETCSA CPOK AENCTBUSA pelenTa B npegesiax 40 04HOM0 roaa.

B cnyyae ycTaHOBNEHUS CpOKa AENCTBUS peLienTa B Npefenax A0 OAHOro rofa B peuenTe nNpon3BoaNTCS
Hagnucek: "Mo cneunanbHOMY Ha3HavyeHuUo", 0603HavYaeTCs CPOK AENCTBMA peuenTa U NepuoanyHoCTb
OTNYCKa SIeKapCTBEHHbIX NpenapaToB U3 anTeYHOM OpraHM3aunumn nan MHANBUAYaAbHbLIM
npegnpuHuMaTeneM, UMELWMM JIMLEH3NIO Ha hapMaLEeBTUYECKYI0 AeATENbHOCTb 14 (exxeHeaensHo,
€)XXeMeCAYHO U NHble nepuoabl). LonoAHNTENbHO 3TO YKa3aHWe 3aBepaeTcs NoANMCbio MeaNLIMHCKOro
paboTHUKA, a TaKXe NevyaTblo MEAULNHCKON opraHu3auny "Ons peuentos" (005 peuenTa Ha ByMa>xHOM
HOCUTENE) NN YCUEHHOW KBaANMULMPOBAHHON 3N1EKTPOHHOW NOAMNCHI0 MEANLIMHCKOrO paboTHMKA 1
JiMua, yrnosHOMOYEHHOr0 3aBepPATb AOKYMEHTbI OT MMEHU MeANLUHCKON OpraHu3auny (onsa peuenTa B
(hopMe 3N1eKTPOHHOr0 JOKYMEHTA).

24, PeLlenTbl Ha JleKkapCTBEHHbIE NpenapaThl, BKIOYeHHble B nepedveHb MNKY, ons neyeHns naumMeHToB C
XPOHMYeCKUMIK 3abosieBaHUAMN MOTYT 0DOPMAATHLCS Ha KypC neyveHns 0o 60 oHen.

B cnyyae, korga Kypc nevyeHus coctasnseT 6onee 30 gHen, [ONOAHUTENLHO B peLenTax Ha 6yMaXkHOM
HOoCMTene NPoM3BoANTCSA Hagnuch "o cneynanbHOMY Ha3Ha4YeHUD", 3aBepeHHas NoaNUCbI0 MeanLMHCKOro
paboTHUKaA 1 NeYaTblo MEAULNHCKON opraHu3aunn "0ns peuenToB", Ha peuenTax B hOPMe 3/IEKTPOHHOr0
LOKYMEHTa MPOU3BOAMTCA OTMeTKa "lNo cneunanbHOMY Ha3HayYeHu0" C MPOCTaBAEHNEM YCUSIEHHOW
KBaJIN(PULMPOBAHHON 31EKTPOHHON NOANNCA MEANLIMHCKOrO paboTHMKa W nnLa, YNoJHOMOYEHHOr0
3aBEpPATb OOKYMEHTbI OT MMEHU MEAULNHCKON OpraHn3aLuu.

25. PeuenT Ha 6yMa)kKHOM HocuTene B popMe 3NEKTPOHHOIO AOKYMeHTa, 0DOPMAEHHBIA C HApYLUEHNEM
YCTAHOBJ/IEHHbIX HACTOALWMM MopsakoM TpeboBaHWUIA, CHNTAETCA HEAENCTBUTENbHBIM.

14 NyHKT 47 yacTn 1 cTaTbn 12 ®epepanbHOro 3akoHa ot 4 Mas 2011 r. Ne 99-03 "O nnueH3nposaHUn
OTAENbHbIX BUAOB AesTenbHocTn" (fanee - PegepasibHblin 3akoH Ne 99-03) (CobpaHue 3akoHOA4ATENbCTBA
Poccuinckon ®egepaunn, 2011, Ne 19, cT. 2716; 2021, Ne 27, cT. 5177).

Il. Ha3HaYeHne NeKapCTBEHHbIX MpernapaToB Npu oKasaHnM MeaNLMHCKOW NMOMOLLM B CTaLMOHAPHbIX
yC/I0BMSIX

26. Mpwv 0KasaHWK NaUMEHTY MeANLUHCKOW NMOMOLLY B CTaLMOHAPHbIX YCJIOBUSIX Ha3HaYeHne
NeKapCTBEHHbIX NpenapaToB Npou3BoanTCs 6e3 oopmaeHns peuenTa MeANLMHCKAM paboTHNKOM
€[IMHOJINYHO, 33 UCKJIYEHNEM CJTy4YaeB, yKa3aHHbIX B NMyHKTe 27 HacToswero Mopsaka.

27. CornacoBaHue Ha3HayYeHNs NeKapCTBEHHbIX NPenapaToB C 3aBeAYOWUM OTAENIEHUEM UN
OTBETCTBEHHbLIM AEXYPHbIM BPaioM iMbo APYruM IULIOM, YNOJHOMOYEHHbLIM NMPYKAa30M F1aBHOMO Bpaya
MeOVLMHCKOW OpraHM3aLnm, a TakxXe, Npy Haan4ymK, C BPayoMm - KJIMHUYECKMM hapMaKosioroM Heobxoanmo
B C/lyYasXx:

1) 0IHOBPEMEHHOM0 Ha3HAYeHUs NATK 1 6oslee NeKapCTBEHHbIX MPENapaTOB OJHOMY MALNEHTY;

2) Ha3HaYeHWs NeKapCTBEHHLIX NPEMNapPaToB, He BXOASLINX B NepeyeHb XU3HEHHO HEODX0ANUMBbIX 1
Ba)KHENLLIVX SIeKapCTBEHHbIX NMPEenapaToB 15, Mpyu HETUMWYHOM TeyeHUn 3ab0seBaHns, HaInyum
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OCJI0)KHEHMWIN OCHOBHOI0 3abosieBaHUs 1 (MnK) conyTCTBYOLWMX 3aboneBaHnin, NPy Ha3HaYeHNN
JIEKapCTBEHHbIX NPenapaToB, 0C06eHHOCTM B3aUMOAENCTBMSA N COBMECTUMOCTU KOTOPbIX COMJTAaCHO
WNHCTPYKLMAM MO UX MPUMEHEHNIO NPUBOAAT K CHUXEHWIO 3(h(EKTMBHOCTU 1 He30MacHOCTH
anpMaKOTepanvm n (I/IJ'II/I) CO34at0T NOTEHUWMaNbHYO OMAaCHOCTb A4 XWU3HN 1 300P0BbA NaLlMeHTa.

15 Yactn 1 ctaTbu 60 denepasbHoro 3akoHa Ne 61-03 (CobpaHue 3akoHoAaTeNnbCTBa Poccuiickoi
®epepaumm, 2010, Ne 16, cT. 1815; 2020, Ne 29, cT. 4516).

B yKa3aHHbIX Cly4asax Ha3Ha4yeHme SIeKapCTBEHHbIX MpenapaToB (PUKCUPYETCH B MEANLIMHCKON
LOKYMEHTaUMM NauneHTa 1 3aBepseTcsa NoANUCHI0 MeANLMHCKOrO paboTHMKa 1 3aBeAyOLWEro
oTAeneHnem (0TBETCTBEHHOIO AEXYPHOro BpaYa uan Apyroro yrnojiHOMOYEHHOro anua).

28. MeanuUNHCKNIA pabOTHMK MEANLIMHCKON opraHun3aumm (ee CTPYKTYPHOro noapasaeneHus),
PacrnonoXXeHHOWN B CeNIbCKOM HACENIEHHOM MYHKTE, OCYLLECTB/IIET Ha3Ha4YeHNe NNIeKapCTBEHHbIX NPenapaToB
B CJly4asaX, yKasaHHbIX B NyHKTax 27 n 29 HacToswero lNopsaka, e4uHOJINYHO.

29. Mo peleHnto Bpa4yebHoM KOMUCCHM NaLMeHTaM NPy OKa3aHuM UM MeauLMHCKOM NMOMOL M B
CTaLMOHAPHbIX YCJIOBMAX Ha3Ha4yaloTCA IeKapCTBEHHbIE NpenapaThl, He BK/IOYEHHbIE B NepeyeHb
YKN3HEHHO HEOBXOAMMBIX U BaXXKHEMLLNX NEKAPCTBEHHbLIX MPENapaToB, B C/ly4ae MX 3aMeHbl 13-3a
WNHAMBUAOYANbHON HEMEPEHOCMMOCTHU, MO XXN3HEHHBLIM MOKa3aHUAM.

PeweHmne BpayebHON KOMUCCUN NKCMPYETCA B MEAMLIMHCKOM OOKYMEHTaL MM NauneHTa n XypHasne
BpayebHon Kommuccum.

30. B cnyyasax obcnenoBaHus v e4eHUs rpakgaHnHa B CTaLMOHAPHbIX YCNOBUSAX B paMKax
npefocTaBieHna MeAULNHCKMX YCAYT Ha BO3ME34HON OCHOBE 3a CHeT JINYHbIX CPeACTB rpakaaH, CpeacTs
IOPUANYECKMX UL U MHBIX CPEACTB Ha OCHOBaHMM AOroBopa, B TOM 4yucse gorosopa AobpoBosbLHOM0O
MeLMLMHCKOro CTpaxoBaHUs 16 , eMy MOryT ObiTb Ha3Ha4YeHbl IEKAPCTBEHHbIE MpenapaThl, He BXOASLLNE B
nepeyveHb XXN3HEHHO HEOOXOAUMBIX 1 BaXXKHENLINX NEKAPCTBEHHbLIX NPENapaToB, €C/N UX Ha3HAYeHNE U
npuMeHeHne obycnoBneHo MegULMHCKUMI MOKa3aHNAMM,

16 NocTaHoBneHue MNpaBnTenbcTBa Poccuinckon Pepepaunm oT 4 okTabps 2012 r. Ne 1006 "06
yTBepXxaeHuu Mpasun npefoCcTaBJeHNS MEANLMHCKMMI OPraHn3auMaMm niaTHbIX MeAULUHCKUX yCayr"
(CobpaHue 3akoHogaTenbCcTBa Poccunckonm ®enepaumm, 2012, Ne 41, cT. 5628).

Ill. Ha3Ha4yeHne nekapCTBEHHbIX NPenapaToB Npy 0OKa3aHUM NepBUYHON MEeANKO-CaHUTapHOM MOMOLLM,
CKOpPOM MeANLMHCKON NOMOLLM 1 NaNInaTUBHON MEANLUHCKON MOMOLLM

31. lMpwn oKa3aHWW NepBMYHON MeaUKO-CaHUTapPHOM MOMOLLM U NasSIMaTUBHON MeQULMHCKON NOMOLLM B
aMbynaTopHbIX YCIOBUSAX Ha3HAYeHWe SIeKapCTBEHHbIX NpenapaToB OCYLLeCTBAAETCS MeAULNHCKAM
PaboTHMKOM B C/ly4asix TUMMYHOIO Te4eHWs 3aboneBaHNs NaLMeHTa NCXO4A U3 TSXKECTU U XapaKTepa
3abonesaHus.

32. Ha3zHa4yeHune nekapCTBEHHbIX MPenapaToB Mo peLleHnto BpayebHOM KOMUCCUN NPY OKa3aHUM NepBUYHON
MeLMKO-CaHUTapHON NOMOLLM, NaNANaTUBHON MEAULUHCKOM NOMOLLM B aMbyaTOPHbLIX YC0BUAX
NMpou3BOANTCA B CJly4asx:

1) 04HOBPEMEHHOI0 Ha3HaYeHNs OAHOMY MaUMeHTy NATK 1 Bonee NeKapCTBEHHbIX MPenapaToB B TeYeHne
OOHWX CYTOK WM CBbIlle AEeCATU HAaMEHOBaHWUA B TeYeHne TpuaLaTu oHew;

2) Ha3Ha4YeHMs NeKapCTBEHHbIX MpenapaToB NPV HETUMUYHOM TeveHnn 3abonieBaHuns, Haanymm
OCJIOXKHEHMIN OCHOBHOr0 3aboneBaHna 1 (Uan) conyTCcTByOWMX 3aboneBaHnin, Npu Ha3HavYeHUN
NleKapCTBEHHbIX NnpenapaTos, 0COBEHHOCTM B3aUMOAENCTBNSA N COBMECTUMOCTU KOTOPbIX COrlacHO
WHCTPYKLMAM MO UX MPUMEHEHNIO MPUBOAAT K CHUXEHMIO 3PDEKTUBHOCTY 1 6E30MacHOCTM neyYeHuns
naumeHTa u (Maun) co3patoT NoTEHUNaNbHY0 OMACHOCTb AJ15 XXU3HW U 340PO0BbS MALNEHTa;

3) NepBMYHOro Ha3Ha4YeHUs NauMeHTy HapKOTUYECKUX U MCUXOTPONMHbIX JIeKapCTBEHHbIX NpenapaTos
cnuckos Il u lll NepeyHsa (B cnyvyae NPUHATUA PYKOBOAMUTENEM MELULIMHCKON OpraHM3aLmm peLueHns o
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HeobX0AMMOCTW COrlacoBaHMs Ha3HaYeHNS TaKMX JIeKapCTBEHHbIX MPenapaToB ¢ BpavyebHon komuccuen).
33. MoBTOPHOE Ha3HaYeHNe HaPKOTUYECKMX U NCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapaToB cnnckos Il u lll
MepeyHs NPon3BOAUTCA MEAULIMHCKMM PabOTHMKOM CaMOCTOSTENIbHO WK e AUHONYHO 6e3 yyacTus
BpayebHON KOMUCCUM NaLUWeHTaM C BbipaXKeHHbIM 601eBbIM CUHAPOMOM toBOro reHesa, HapyLeHUeM cHa,
CYAO0POXHBIMU COCTOSHUAMM, TPEBOXHBIMU PAacCTPONCTBaMM, pobrsMm, NCUXOMOTOPHbLIM BO3BYXAEHUEM.
34. Mpu 0KasaHWM CKOPOW MeANLMHCKON MOMOLLM JIEKAPCTBEHHbIE NPenapaThl Ha3HAYaTCH MEANLMHCKAM
PaboOTHNKOM Bble3aHON 6purabl CKOPON MOMOLLW, MELANLUHCKMM PAabOTHUKOM MeLNLMUHCKOM OpraHM3aumm
NP1 0Ka3aHNM MeAMLUHCKON MOMOLLM rpaxkaaHaM npu 3aboneBaHnsx, HECYACTHBIX CllyYasix, TpaBMax,
OTPaBNEHNSAX N APYrUX COCTOSAHMSX, TPEBYIOLLMX CPOYHOr0 MeAULIMHCKOrO BMELaTebCTBa.

IV. Ha3HayeHne NeKapCTBEHHbIX NPenapaToB rpaxaaHaM, UMetoLLMM NpaBo Ha becnnaTHoe noyyYeHune
NeKapPCTBEHHBIX NPENapaToB WK NOJyYEHNE IEKAPCTBEHHbIX MPEenapaToB CO CKUAKON, NPu 0Ka3aHUw
NepBUYHON MeaNKO-CAHUTAPHON NMOMOLLI

35. MNpwu 0Ka3zaHUM NepBUYHON MeANKO-CaHUTAaPHOW NOMOLLM Ha3HaYeHNe MeAULMHCKMM PaboOTHMKOM Ha
OCHOBE KJIMHWNYECKNX PEKOMEHAALUNIA U C y4eTOM CTaHAapTOB MeAULNHCKON noMowm 17 nekapcTBEHHbIX
npenapaTos, 0TNyCKaeMbIx 6ecnaaTHO NAN CO CKUAKOW, rpaXAaHaM, MMelLwnM npaeo Ha obecneyeHune
NeKapCTBEHHbIMY NpenapaTaMm 3a CHeT CpencTB BI0aKeTHbIX acCMIHOBaHUI defepasnbHOro brogxeTa
6rooxeToB cybbekToB Poccuiickon ®efepaumm, oCyLweCcTBASETCSA Ha peLenTypHoM 6naHke Ne
148-1/y-04(n).

17 Ctatba 37 ®epepanbHoro 3akoHa Ne 323-®3 (CobpaHune 3akoHodaTenbCcTBa Poccuinckon ®epepaunu,
2011, Ne 48, cT. 6724; 2021, Ne 27, cT. 5186).

Mpw ocbopmneHun peuenTa Ha bnaHke dopmbl Ne 148-1/y-04(n) Ha ByMaxHOM HocMTene ohopMAATCS ABa
3K3eMnasApa, OANH N3 KOTOPbIX OCTAeTCs B aNnTEYHON OpraHu3auny, BTOPON - B MEANLNHCKON
LOKYMEHTaLUM nauneHTa.

36. MpaBo Ha3Ha4yaTb JIeKaPCTBEHHbIE NpenapaThbl FpaX4aHaM, MMeloLMM npaBo Ha becnnaTHoe
noJiy4eHne IeKapCTBEHHbIX NPenapaToB Uy NoayYeHne NeKapCTBEHHbIX MPenapaToB CO CKNAKON, TakXe
NMeLoT:

1) meguumnHckne paboTHmKK, paboTatowme B MeAMLIMHCKON OpraHu3aLmMm no COBMeCTUTENbCTBY (B
npegenax CBoen KOMNeTeHUnn);

2) MeanUMHCKMe paboTHMKIM CTalMOHAPHbIX OPraHn3aunii CoumanbHoro obCnyXXuBaHus nNpu Haanyum
JINUEH3MUN Ha OCYLLIECTBNIEHNE MEAMLIMHCKON AeATeNbHOCTU 18 , NpeayCcMaTprBatoLLEN BhINOHEHNE paboT
(oka3aHue ycnyr) no okasaHuo NepBNYHON MeANKO-CaHUTAPHON NOMOLLM B aMByTaTOPHLIX YCI0BUAX
(He3aBMCUMO OT BEAOMCTBEHHON MPUHAONEXHOCTN);

18 MyHKT 46 YacTn 1 cTaTbmn 12 ®epepanbHOro 3akoHa Ne 99-03 (CobpaHue 3aKkoHOA4ATENbCTBA
Poccninckon ®egepaunn, 2011, Ne 19, cT. 2716; 2021, Ne 27, cT. 5159).

3) MeanUMHCKME PaboTHNKN MeQULMHCKUX OPraHn3aLnii, OKa3blBatoLWNX NEPBUYHYIO MEANKO-CaHUTAPHYIO
NoMOLLb, NOABELOMCTBEHHbIX hefiepanbHbiM OpraHam UCNOIHUTEIbHON BAACTW WKW OpraHaM
NCNOJIHUTENbHON BNlacTu cybbekToB Poccuiickon Oenepauun;

4) nHamBMAyanbHble NpeanpUHUMaTENN, OCYLLECTBASIOWME MEAULNHCKYIO AeATENbHOCTb 1 BK/OYEHHbIE B
peecTp MeAULMHCKMX OpraHn3aLni, oCyLLeCTBASIOWNX AeATeNbHOCTb B chepe 0ba3aTensHoro
MeOMLUUHCKOro CTPaxoBaHus.

37. Mpwn Ha3Ha4YeHUM EKapCTBEHHbIX NPenapaToB rpaXhaHaM, NMeoLM NpaBo Ha becnnaTHoe
nony4yeHmne nekKapCTBeHHLIX npenapaToB UK nosayvyeHne neKapCTBeEHHbIX NpenapaToB CO CKI/I)J,KOVI, B
peuenTe yKa3blBaeTCA HOMep TenedoHa, No KOTOpoMy paboTHMK anTeYHON opraHM3aLnm npu
Heo6Xx0AMMOCTM MOXET COrnacoBaTb C MEAULMHCKMM paboTHMKOM 3aMeHy IeKapCTBEHHOr o npenapaTa.
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38. Ha3HayeHmne HapKOTNYECKNX N MCUXOTPOMHBIX JIEKAPCTBEHHLIX NpenapaToB cnucka Il MNepeyHs (3a
NCKJII0YEHNEM JIeKapCTBEHHBIX NPenapaToB B BUAE TPaHCAepMasibHbIX TepaneBTUYeCKUX CUCTEM, a TaKXKe
JleKapCTBEHHbIX MpenapaToBs, CoAepXKallnxX HapKoTUYyeckoe CpencTBo B COHETAHUN C aHTaroOHUCTOM
OMMOWNAHBIX PELLENTOPOB) FrpaXkAaHaM, MMeloL MM NpaBo Ha becnnaTHoe NoslyYeHMe NeKAPCTBEHHbIX
npenapaToB WAN NOAYYEeHUS NeKapCTBEHHbIX NPenapaToB CO CKUAKOMN, OCYLLEeCTBASETCS Ha peLenTypHOM
6naHke opmbl Ne 107/y-HI, K KOTOPOMY AOMNONHUTENBHO OPOPMASAETCS PELENnT Ha peuenTypHoM biaHke
copmbl Ne 148-1/y-04(n) (B ABYX 3K3emnaspax npu opopmaeHun Ha bymMaxHOM HocuTene).

39. Ha3Ha4vyeHne HapKOTUYECKNX N NCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaToB cnucka |l NepeyHsa B Buae
TpaHcLepMalibHbIX TepaneBTUYeCKUX CUCTEM, HAPKOTUYECKUX JIeKapCTBEHHbIX NpenapaTos crnvcka Il
MepeyHs, cogepkalumx HApPKOTUYECKOe CPeCTBO B COMETaHNUN C aHTAarOHUCTOM OMWOUAHbIX PELLenTOopOB,
NCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaTos cnucka lll MNepeyHs, neKapCTBEHHbLIX NpenapaTos,
BKJIIOYEHHBIX B NepeyeHsb [MKY, cogepxaluxcs B nognyHkTe 2 nyHkTa 11 HacToawero Mopsagka,
npefHa3HaYeHHbIe ANs NeYeHns rpaXkaaH, MMeKLWnx npaBo Ha 6ecniaTHoe NoslyYeHne TIEKapCTBEHHbIX
npernapaTos WK MonyyYeHne NeKapCTBEHHbIX NMPenapaToB CO CKUAKON, OCYLLECTBASETCA Ha peuenTypHbIX
6naHkax popm Ne 107-1/y n Ne 148-1/y-88, K KOTOPbIM AOMOAHUTENBHO OPOPMAAETCSA peuenT Ha
peuenTypHoM 6naHke gopmbl Ne 148-1/y-04(n) (B ABYX 3K3eMnaapax npu ohopMaeHNn Ha ByMarkHOM
HocuTene).

MpunoxxeHue Ne 1

K MopsaKy Ha3Ha4YeHNa NeKapCTBEHHbIX NPenapaToB, YTBEP)KAEHHOMY MpUKa3oM MrHMCTepCTBa
3 paBoOXpaHeHns

Poccninckon depepaunmn

0T 24 Hoa6ps 2021 r. Ne 1094H

Konn4ecTBo HapKOTMYECKUX CPEACTB MW MCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET BbiTb BbINMUCAHO B
OHOM peLenTe

Ne

n/nMexxayHapogHoe HenaTeHTOBaHHOE HaMMeHOBaHNE HAaPKOTUYECKOro 1 MCUXOTPOMHOM0
NeKapCcTBeHHOro npenapata®opma BbiNyCcKa 1 A031PpoBKaKoany4ecTso

1.bynpeHopduH + HanokcoHTabnetkn cybnmHreanbHblie 0,2 mr + 0,2 mr60 Tabnetok (ynakoBKka, KpaTHas
Ne 20)

2.bynpeHopduHPacTBop Ana nubekunia, 0,3 mr/mn 1 ma30 amnyn (LWnpuu-Tobrkos)
3.bynpeHoppuHTpaHcaepManbHbI NAaCTbIpb

35 MKr/4ac

52,5 MKr/4ac

70 MKr/4ac20 nnacTbipen

10 nnacTbipen

5 nnacTeipen

4 MopHPacTBOpP AN UHBEKLMIA, pacTBOP ANA NOAKOXHOr0 BBeaeHns 10 mr/mn 1 Mn20 amnyn (wnpuu-
TobrKoB)

5.KopgeunH + MopdmH + HockanuH + ManaeepuH + TebanHPacTBOP ANs MOAKOXXHOrO BBEEHMWS
0,72+ 5,75+ 2,7 + 0,36 + 0,05 mr/mn 1 mn

1,44+ 11,5+5,4+ 0,72 + 0,1 mr/mn 1 mn20 amnyn

6.TpumenepnanHTabnetku 25 mr50 TabneTtok

7. TpuMmenepuanHPacTBop ANns nHbekuun 10 mr/mn 1 mn

20 mr/mn 1 mn20 amnyn (wnpuy-TiobrkKos)

8.MopuHTabneTkn (Kancysbl) NPOSIOHT MPOBAHHOIO AENCTBUSA

10 mr

30 mr
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60 mr

100 mr

200 mr180 Tabnetok (kancyn)
60 TabneTok (kancyn)

40 Tabnetok (kancyn)

20 TabneTok (kancyn)

20 TabneTok (kancyn)
9.MopuHTabneTku

5wmr
10 mr100 TabneTtok
100 TabneTok

10.MopdumHKanam ana npvema BHyTpb 20 Mr/mn 20 mn4 dnakoHa
11.MopdumHPacTBOp Ans npmema BHyTpPb (MOHOLO3bI)

2 Mr/mMn 5 mn
6 Mr/mMn 5 mn
20 mr/mn 5 Mnl100 amnyn n/3
80 amnyn n/3
30 amnyn n/3

12.0kcukofoH + HanokcoHTabneTkn NposIOHr MPOBaHHOIO AENCTBUS

5Mr+2,5wmr

10 Mr + 5 m™r

20 mMr + 10 mr

40 mr + 20 mr100 Tabnetok
60 TabneTok

40 Tabnetok

20 TabneTok

13.MponunoHuNGeHnsToKCMITUANNNEpnanHTabneTkmn 3aweyHble 20 Mr50 TabneTok

14 . ®eHTanuAlMnacTbIpb

12,5 mkr/4ac

25 MKr/yac

50 MKr/4ac

75 MKr/4ac

100 mKr/4ac20 nnacTeipen

20 nnacTbipen

10 nnacTbipen

10 nnacTeipen

10 nnacTbipen
15.®eHTaHnnCnpei Ha3anbHbIN

®nakoH 50 mMKr/no3a

2,0 mn (10 po3)

3,2 Mn (20 po3)

5,0 mn (40 0o3)24 dnakoHa
12 pnakoHoB

6 blakoHOB

®nakoH 100 mMkr/go3a
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2,0 mn (10 po3)

3,2 mn (20 po3s)

5,0 mn (40 0o3)12 pnakoHoB
6 hnakoHoOB

3 (hnakoHa

®dnakoH 200 mMKr/go3a

2,0 mn (10 po3)

3,2 mn1 (20 po3)

5,0 mn (40 go3)12 dpnakoHoB
6 chnakoHoOB

3 (hnakoHa

MpunoxxeHune Ne 2

K MNMopsaky Ha3HavYeHNa NeKapCTBEHHbIX NpenapaToB, YTBEPXKAEHHOMY MpuKa3oM MrHMCTepCTBa
34paBoOXpaHeHus

Poccunckon ®epepalmm

0T 24 Hoa6ps 2021 r. Ne 1094H

CnpaBo4HO

PekomMeH[0BaHHbIE K MCMOb30BaHMI0 COKPaLLEHNS Npu 0POPMAEHNN peLenToB

Ne

n/nCokpatleHunellonHoe HanucaHnellepeson

1.aaanano, NopoBHY

2.ac., acid.acidumkuncnoTa

3.aer.aerozolumaspo30/ib

4.amp.ampullaamnyna

5.ag.aquaBoja

6.aqg. purif.aqua purificataBoga o4nLLeHHas

7.but.butyrummacno (TBepnoe)

8.caps.capsulakancyna

9.comp., cpscompositus (a, um)CA0XKHbI

10.D.Da (Detur, Dentur)Bbigan (MycTb BblgaHo, MycTb byaeT BblAaHoO)

11.D.S.Da, Signa Detur, SigneturBeigain, 06o3Ha4b Mycts byaeT BoigaHo, O6o3HaveHo
12.D.t.d.Da (Dentur) tales dosesBbigan (MycTb 6yayT BblAaHbl) Takune 403bl
13.dil.dilutuspa3BeneHHbil

14.Div. in p. aeq.Divide in partes aequalesPa3zgenun Ha paBHble YacTK
15.emuls.emulsioamynbcusa

16.extr.extractumaKCTpaKT, BbITSAXKa

17.in enem.in enemasB MUKPOKIMN3MaX

18.F.Fiat (fiant)MycTb 0bpa3yeTcsa (obpa3ytoTcs)

19.gran.granulumrpaHyJibl

20.gt., gttgutta, guttaekanns, kannu

21.gtt. peror.guttae peroraliskanav ons npueMa BHyTpPb

22.inf.infusumHacTon

23.in amp.in ampullisB amnynax

24.in tab.in tab(u)lettise TabneTkax

25.in tab. prolong.in tab(u)lettis prolongatise TabneTkax ¢ NPOSOHIMPOBaHHLIM BbICBOBOXAEHNEM
26.in tab. prolong, obd.in tab(u)lettis prolongatis obductise TabneTkax ¢ NPoONOHINPOBAHHbLIM
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BbICBOOOXAEHMEM, MOKPbITHIX 060104KOWA

27.in tubul.in tubulisB Tobukax
28.lin.linimentumanHnmeHT

29.lig.liquorkunaokocTb

30.lot.lotionnocboH

31.m. pil.massa pilularumnuntonbHas macca

32.membr. bucc.membranulae buccalesnneHku 3aLyeyHsle
33.M.Misce, MisceaturCmeluan

(MycTb 6yneT cMelwwaHo)

34.mixt.mixturammkcTypa

35.N.numero4ucnom

36.0l.oleummacno (xugkoe)

37.past.pastanacta

38.pil.pilula, pilulaenunions, nunonn

39.p. aeq.partes aequalespaBHble HYacTK

40.ppt., praec.praecipitatusoca>kgeHHbIN
41.pulv.pulvisnopoLuok

42.9. s.quantum satisckonbko noTpebyeTcs, CKONbKO Haao
43.r., rad.radixkopeHb

44 Rp.RecipeBo3bmu

45.Rep.Repete, RepetaturfosTopu (MycTb 6yaeT NoBTOpeHO)
46.rhiz.rhizomakopHesuLLe

47.5.Signa, SigneturO6o3Hayb (MycTb 6yneT 0603Ha4YeHo)
48.sem.semencems

49.simpl.simplexnpocTon

50.sir.sirupuscupon

51.sol.solutiopacTsop

52.spr.spraycnpen

53.spr. nas.spray nasalecnpen Ha3anbHbI
54.supp.suppositoriumceeya, Cynno3nTopun
55.susp.suspensiocycneHsuns, B3BeCb
56.tab.tab(u)lettaTtabnetka

57.t-ra, tinct.tincturaHacTonka

58.tubulistubulisTiobukn

59.STTSystema Therapeutica TranscutaneaTpaHcaepmanbHasa TepaneBTuyeckas Cucrtema
60.ung.unguentummasb

61.vitr.vitrurncknaHka

MpunoxeHue Ne 2
K npuka3sy MUHUCTepCTBa 34paBooxpaHeHns Poccuiickon denepauun
0T 24 HoAbpsa 2021 r. Ne 1094H

®opma peuenTypHoro 6naHka Ne 107-1/y
MuHNCTEPCTBO 34paBooxpaHeHns Poccninckon PepepaunnKkos dopmbl no OKY[,
Kog y4pexneHusa no OKIO

MeOnUUHCKasa OOKYMeHTaumsa

HavmeHoBaHue (wTamn)

MeguunHCKon opraHusaumm®opma Ne 107-1/y
YTBepxAeHa NprMKa3om
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MuHUCTEepCTBa 34paBOOXPaHEHUS
Poccunckon ®epepalmm
0T 24 HoAbpsa 2021 r. Ne 1094H

HavMeHoBaHMe (LUTaMn) MHAUBKAYANLHOIrO NpeanpuHUMaTENs (YyKa3aTb aapec, HoMep U faTy JIMLEH3MN,

HanMeHOBaHMe OopraHa FOCWJ,apCTBEHHOVI BJIACTW, BblAABLUErO JINLLEH3UIO)

PELENT
(B3pOC/bIN, LETCKUN - HYXXHOE NOAYEPKHYTb)
o 20 .

damununs, MHULMAAbl UMEHN N OTYECTBa (NocnenHee - npu HaN4Mn) NauneHTa

[aTa poxaeHus
damununs, MHULMaAb UMEHN 1N OTYECTBa (NocaenHee - Npu Hannuyunm)

Nevallero Bpayva (dhenbaliepa, akyLepku) py6.|kon.| Rp.

Mognuck
1 nevyaTb sevallero spaya
(moanuch penbawepa, akywepku) M.IT.

PeuenT penctBuTeneH B TeyeHue 60 aHen, 0o 1 roga ( )
(Hy>KHOE MoAYEepPKHYTh)
(yKasaTb KOJIMYECTBO AHEN)

O60poTHas CTOpoHa
OTMETKa 0 Ha3HAYeHWMN NEKAPCTBEHHOrO NpenapaTa Mo pelleHnto Bpa4yebHON KoMUCCUm

MpurotosunllposepnnOTRyCTUA

®opma peuenTypHoro 6naHka Ne 148-1/y-88

MuHmnCcTepCcTBO 3apaBooxpaHeHuns Poccuinckon ®epepaummkog dopmel no OKY[ 3108805
MeOnUUHCKaa OOKYMeHTaums

®opma Ne 148-1/y-88

YTBepX4eHa npunkKasom

MnHWCTepCTBa 34 paBOOXPaHEHUS

Poccuinckon ®degepaunmn

0T 24 Hoa6ps 2021 r. Ne 1094H

HavmeHoBaHue (wTamn)

MeLMLMHCKON oOpraHn3aumm

HanmeHoBaHue (wTamn) NHOnBMAYanbHOro npeanpnHMaTens

(yka3aTb agpec, HomMep U AaTy JULIEH3UN, HAVMEHOBAHME OpraHa roCcyAapCTBEHHON BAACTW, BblAABLLEr0

JINLEH3MI0)
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Cepus
No

PELIENT
o 20_ .

(naTa oopmneHunsa-peLenTa)

(B3pOCAbIN, OETCKUN - HYXKHOE NMOAYEPKHYTh)

damununs, MHULMaNb UMEHN N 0TYECTBa (nocnegHee - npu HaM4Mn) NaumeHTa

[aTa poxaeHus
Afpec MecTa XuTenbcTBa Uan Ne MegMLIMHCKOM KapTbl aMbynaTOpPHOro nauneHTa, nojy4vyatoLero
MeLMLMHCKYIO MOMOLLb B aMByaTOPHbIX YCI0BUAX

damnnus, nHMLKMaLl IMEHU 1 0THECTBa (NocnefHee - Mpu Haan4MK) nedvallero Bpaya (dpenbawepa,
aKyLlepku) Py6.Kon.Rp:

Moonncb 1 neyaTb NeYyallero spaya
(moanuchb enbaLepa, akywepkin)M.M.

PeuenT pencrteButeneH B TeyeHne 15 gHen
0O6opoTHas CTOpOHa
OTMeTKa 0 Ha3Ha4YeHWW IeKapCTBEHHOMO npenapaTa Mno peLlleHnto BpayebHon KoMnccum

MpurotosunlposepnnOTNYCTUN

®opma peuenTypHoro 6naHka Ne 148-1/y-04(n)
MWHWCTEPCTBO 34 PaBOOXPaHEHUS
Poccninckon ®degepaunmn

MECTO 019 LUTPUXKOOA*

YTBEPXKIEHA

nprKa3oM MUHNCTEPCTBA 34PaBOOXPAHEHUS
Poccuiickon ®epepalimu

0T 24 HoAbpsa 2021 r. Ne 1094H

WTamn

Kogn

MeLMLMHCKON opraHu3aumm

lWTamn
Kogn
WHOVBULYAJIbHOrO NpeanpuHUMaTens

Kog dopmbl mo OKY[] 3108805
®opma Ne 148-1/y-04(n)

Kol KaTeropuu rpaxaaH
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Koga Ho3onoruyeckon dopmel (no MKB)
NCTOYHMK hMHAHCMPOBaHUSA: (MO4YEPKHYTh)
% onnaTbl: (MOAYEPKHYTb)

1. depepanbHbIi BlogxeT
2. bropxeT cybbekTa Poccuinckon depepaunn
3. MyHuumMnanbHbIn BlogxeT

1. becnnaTtHo
2.50%
3. NHO%

PELENT

Cepna

No

JaTa opopmnenunsa:20_ .

damMuauns, HUUKMALI UMEHU 1 OTHECTBA (NOCaeaHEe - MPU HANYMK) NaLMeHTa
POXEHMS

CHUNC
Ne nosimca o6a3aTesIbHOro MeAULIMHCKOrO CTPaxoBaHus:

Homep MeanUMHCKON KapThbl MauMeHTa, Noayvatowero MeAuLMHCKY0 NoMOLLb B aMByaTOPHbIX
yCJ10BUNAX
®amMnana, MHALKUAIbI UMEHN N OTHeCTBa (NocsegHee - Npy Hann4mm)
Nlevyawero Bpada (enbaliepa, akywepku)
Py6.

Moanuncb 1 nevaThb Sievallero Bpaya
(moanuckb denbawepa, akyLwepKn)
M.M.

PeuenT pencteuTeneH B Teyenue 15 aHen, 30 gHen, 90 gHen
(Hy>KHOE MoAYEepPKHYTh)

(3anonHaeTCa cneumanncTom anTe4YHoON OPraHN3aLNN) -=-----==n=m=nm-=-
OTnyLeHo no peuenTy: ToproBoe HaMMeHOBaHWE U A03MPOBKa:

Jata oTnycka: "_" 20__ r.KosnnyecTso:

MpuroTosun:Mposepwnn:

OoTnycTun:

(AnHKMS oTpbIBa)
KopeLlok peuenTypHoro 6naHka Cnocob npumeHeHus:

HanmeHoBaHMne

JleKkapCTBEHHOr o npenaparTa:

Jo3nposka: Mpooo/MKNTENIbHOCTb nHen
Ko/1M4ecTBO NPpNEMOB B O€Hb: pas

Ha 1 npuem: en.
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* B cnyvae U3roToBieHUs peLenTypHoro 6naHka ¢ UCNOAb30BaHMEM KOMMbIOTEPHbIX TEXHOIOM UA.
O6opoTHas CTOpOHa

OTMeTKa 0 Ha3Ha4YeHWM 1IeKapCTBEHHOrO NpenapaTta no peLlleHunto Bpa4yebHon koMmccnm
MpurotosunllposepmnnOTRyCTUN

MpunoxeHue Ne 3

K npukasy MUHUCTepPCTBa 34paBOOXpaHeHNs
Poccunckon ®epepalmm

0T 24 HoAbpsa 2021 r. Ne 1094H

Mopsapok
ohopMaeHN peLenTypHbIX 61aHKOB Ha IeKapCTBEHHbIE MpenapaThl, X y4YeTa U XpaHeHus

I. OpopmneHune perienTta Ha BymakHOM HocuTene

1. Ha peuenTypHbix 6naHkax dopm Ne 107-1/y, Ne 148-1/y-88 1 Ne 148-1/y-04(n) B NEBOM BEPXHEM YI 1y
npocTaBaseTcs Wramn MeANLUHCKON opraHn3aLny ¢ yKa3aHUeM ee HauMeHoBaHUs, agpeca u TenedoHa
AaTON BbIMUCKM (AaTon ohOpMAEHNS) peLenTa Ha JIeKapCTBEHHbI Npenapar.

[lonoNHNTENbHO Ha peuenTypHoM 6naHke opmbl Ne 148-1/y-04(n) NpocTaBASeTCA KOO MEANLUHCKON
opraHm3aunm B COOTBETCTBUMN C OCHOBHbLIM FOCYapCTBEHHbIM PerncTpaLoHHLIM HOMEpOM (fanee - OIPH).
Cepusi peuenTypHoro 6naHka cdopmbl Ne 148-1/y-04(n) BkatovaeT Koa cybbekTa Poccuiickon Peaepaunu,
COOTBETCTBYOLWMIA ABYM NepBbIM Lindpam ObLLepoccninckoro knaccnugpmkatTopa o6-eKToB
aAMUHNCTPATUBHO-TEPPUTOPUANbLHOro aeneHns (oanee - OKATO).

Pa3peluaeTcsa n3rotaBameaTb peuenTypHblie 6naHku gopmbl Ne 107-1/y n hopmbl Ne 148-1/y-04(n) ¢
MOMOLLbIO KOMMbIOTEPHbLIX TEXHOIOMNIA.

PeuenTypHble 6naHkn dopmbl popMbl Ne 148-1/y-88 N3roTaBAMBAOTCA UCKIOYUTENLHO TUNOTrPatCKUM
cnocobom.

2. Ha peuenTypHbix 61aHKax, ohopMaseMbIX MHAWBUAYAJIbHIMY NPEANPUHNMATENAMI, UMEIOLLMMU
JINLEH3MI0 Ha MEANLMHCKYIO AeATEeNbHOCTb, B BEPXHEM IEBOM Yy TUMOrPadhCKUM Cnocobom nnm nytem
NpocTaB/ieHMs WTaMmna 4oJHKeH OblTb yKa3aH agpec MHAMBUAYaNbHOrO NpeanpuHMmMaTens, HoOMep 1 gaTa
JINLLEH3UN, HaVMEHOBaHKe opraHa rocy4apCTBeHHON BACTW, BblAaBLUEro JNLEH3MIO.

3. PeuenTypHble 6naHku popm Ne 107-1/y, Ne 148-1/y-88 1 Ne 148-1/y-04(n) 3an0nHAIOTCA MEAULUHCKAM
PaboTHUKOM YepHUAAMMN N LLIAPUKOBOW PYYKON.

4. lonyckaeTcs opopMaeHne BCEX PEKBU3NTOB (3a UCKIIOYEHUEM peKBU3nTa "MoAnnch Nevyallero Bpaya
(moanuck enbalwepa, akywepkn") peuentypHbix 61aHkoB hopmbl hopmbl Ne 107-1/y, dhopmbl Ne
148-1/y-88 n copmbl Ne 148-1/y-04(n) C nCnonb30BaHNEM MevaTaroLWMUX YCTPONCTB.

5. OchopmneHune peuenTypHbix 6n1aHkoB dopmMbl Ne 148-1/y-04(n) BKAOYaeT UUpPOBOE KOAMPOBAHNME.
LinchpoBoe KoanpoBaHme yKkasaHHbIX peLenTypHbIX 61aHKOB BKIOYAET:

1) kog MeaunumMHCKon opraHusauum (OrPH) nnmn kog MHAMBUAYaNbLHOIrO NPeANPUHNMaTENS B COOTBETCTBUN
€ OCHOBHbIM roCyAapCTBEHHbLIM PerncTpaLMoHHbEIM HOMEPOM MHAMBUAYAIbHOrO NpeanpuHMMaTens (oanee
- OFPHUM), npocTaBnseMbI MPU N3roTOBEHUN PeLLEenTYpPHbIX 61aHKOB;

2) KoL KaTeropum rpakaaH, MMeoLmx NpaBo Ha NosyyYyeHne NeKapCTBEHHbIX MpenapaToB B COOTBETCTBUN
CO cTaTben 6.1 PepepasnbHOro 3akoHa ot 17 miong 1999 r. Ne 178-03 "O rocyaapCTBEHHOM COLMANIbHOM
nomown" 1, 1 Ko HO30/0rM4eckom GopmMbl Mo MeXxxayHapogHOW CTaTUCTMYECKON KnacCugmKaumm
6onesHeln n npobnem, CBs3aHHbIX CO 340p0BbEM (10-i1 nepecmoTp) (Aanee - MKB), 3anonHseMble nevallumnm
BPA4OM MyTeM 3aHeCeHNs KaXXaon Lnudpbl B NyCTble A4ENKKU, MPU 3TOM TOYKa NPOCTaBNAETCS B OTAEbHON
A4einke;
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1 CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 1999, Ne 29, c1. 3699; 2020, Ne 52, cT. 8577.

3) oTMeTKy 06 NCTOYHUKE MHaHCMpOoBaHNS (henepanbHbin BrogxeT [1], BroaxeT cybbekTa Poccuinckon
®epepaumnm [2], MyHuumnanbHbii 6logxxeT [3]) 1 npoueHTe onnathl peuenTa (becnnatHo [1], 50% [2],
NHON% [3]);

4) WTPUX-KOA - OONONHUTENbHbIA PEKBU3UT (B Cly4ae U3roTOBNEHUS Ha TeppuTopumn cybbekTa Poccminckon
denepaumm peuentypHoro 6a1aHka C UCMOb30BaHNEM KOMIMbIOTEPHbBIX TEXHOIOM ).

6. B peuenTypHbix 6naHkax opm Ne 107-1/y, Ne 148-1/y-88 n Ne 148-1/y-04(n) B rpace "®amunnsg,
WHUUKWaNbl UMEHWN 1 OTYeCTBa (NocnegHee - Npy HaAn4yMmM) NaumneHTa" ykasblBaloTCa aMuans, nHMLmManb
UMeHN 1 0TYeCTBa (NocaeHee - NPU HaAUYUN) NaumneHTa.

7. B peuenTypHbix 6naHkax dopm Ne 148-1/y-88, Ne 107-1/y n Ne 148-1/y-04(n) B rpacbe "OaTa poxaeHus"
yKa3blBaeTCA AaTa POXKAEHMA NaLuMeHTa (41cno, mecsu, roa).

JononHnTeNnbHO B peLenTypHbix 6naHkax ¢opmbl Ne 148-1/y-88 n hopmbl Ne 107-1/y ons geten B Bo3pacTe
no 1 ropa B rpagpe "lata poxgeHua" ykasblBaeTCs KOMYECTBO MOJHbIX MecsLes.

8. B peuenTypHbix 6naHkax dopmbl Ne 148-1/y-04(n) B rpacax "CHUJIC" n "Ne nonnca obssaTenbHOro
MeLMLIMHCKOr0 CTPaxoBaHUA" YKa3biBalOTCA CTPAXOBON HOMEP MHANBUAYANLHOMO IMLLEBOr0 CHeTa
rpagaHuHa B NeHcnoHHoM oHae Poccninckon ®epepaumn (CHWUIC) (npyn Hanny4mm) n Homep noanca
0653aTeNbHOro MeANLMHCKOro CTPaxoBaHMs.

9. B peuenTtypHbix 6naHkax dopmbl Ne 148-1/y-88 B rpade "Agpec mecTa XUTeNbCTBa UM HOMEP
MeLMLMHCKON KapThbl MauueHTa, Noay4yalowero MegmuMHCKY0 NoMoLb B aMBynaTopHbIX ycnoBmax",
YKa3blBaeTCs NOYTOBbLIN afipec MecTa XUTeNbCTBa (MecTa npebbiBaHUs UM MecTa PakTUYeCcKoro
NPOXXMBaHWA) NaLMeHTa Uan HoMep MeAULMHCKON KapThl NauMeHTa, NoayyaloLwero MeanuLMHCKY NOMOLLb
B amMbynaTOpHbIX YCNOBUSX 2 .

YKa3zaHue 1 agpeca MecTa XUTeNbCTBa 1 HOMepa MegULMHCKOM KapThbl NauneHTa, nojy4aroLero
MeONLMUHCKYI0 MOMOLLb B aMbBynaTOPHbLIX YCNOBUSX, HE ABNAETCS OLINMOKON.

B peuenTypHbix 6naHkax opmbl Ne 148-1/y-04(n) B rpache "Homep MeaMLMHCKON KapTbl NauueHTa,
noayYyalowero MegnLMHCKY0 NOMOLLb B aMBynaTOPHbIX YC10BMAX" YKa3biBAaeTCS HOMEP MeANLNHCKON
KapTbl NaLMeHTa, NoayyatoLero MeAULMHCKY0 NOMOLLb B aMBynaTOPHbIX YCI0BUAX 3 .

2 Mpuka3 MrnHuCTepCTBa 34paBooxpaHeHns Poccunckon ®epepaumm ot 15 gekabps 2014 r. Ne 834H "06
yTBEPXAEHMUN YHUPULNPOBAHHbLIX (HOPM MEANLNHCKON AOKYMEHTaUNN, NCMONb3YEMbIX B MEQULMHCKNX
OpraHM3aunax, OKasbiBaloWwmx MeANLNHCKYIO MOMOLLL B aMOynaTOPHLIX YCIOBUSX, U MOPSLKOB MO UX
3anonHeHnto" (ganee - Mpukas Ne 834H) (3apernctpmpoaH MMHUCTEPCTBOM OCTULMN POCCUNCKON
®epnepaumnm 20 despana 2015 r., pernctpauynoHHbii Ne 36160) ¢ MU3MEHEHUAMN, BHECEHHBLIMU NPUKa3aMm
MuHucTepcTBa 34paBooxpaHeHuns Poccuinckon ®epnepaumm ot 9 aHeaps 2018 r. Ne 2 (3apeructpuposaH
MuHuncTepcTBoM tocTuumMn Poccuinckon ®epepaummn 4 anpens 2018 r., peructpaunoHHbin Ne 50614), ot 2
Hosbps 2020 r. Ne 1186H (3apeructpmpoBaH MMHUCTEPCTBOM tOCTULMN Poccuinckon ®enepauumn 27 Hosbps
2020 r., pernctpaumoHHbin Ne 61121).

3 Mpuka3 Ne 834H .

10. B rpache "®amMunns, nHALKAaNbLI UMEHM M OTHYECTBa (rMocsefHee - Npu Han4YMm) nevallero spada
(henbawepa, akywepkmn)" peuenTtypHbix 61aHkoB ¢opm Ne 148-1/y-88, Ne 107-1/y n Ne 148-1/y-04(n)
YKa3bIBalOTCA MONAHOCTbIO (haMUans, MHULMaNbI UMEHW, OTHECTBA (NocneaHee - Npu Haan4mn)
MeaNUUHCKOro paboTHMKa, Ha3HaYMBLUEro SIeKapCTBEHHbIE NpenapaThl 1 0(hOpMUBLLETO peLenT.

11. B rpache "Rp" peuenTypHbix 61aHkoB dopm Ne 107-1/y, Ne 148-1/y-88 n Ne 148-1/y-04(n) yka3biBaeTcs:
1) HanMeHoBaHWe NeKapCTBEHHOrO NpenapaTa (MexXayHapoaHOe HenaTeHTOBAHHOE HaMEHOBaHWe,
rpynnupoBOYHOE WM XMMNYECKOE HaMMEHOBaHWE, TOProBoe HaMMeHOBaHNE) Ha TATUHCKOM A3blKe W Ha
PYCCKOM £3blKe, (hOpMa BbINYyCKa, LO3MPOBKA, KOJIMYECTBO (YKa3biBaeTCa NPOMNUCHI0 Ha peLenTypHOM
6naHke opmbl Ne 107/y-HM);
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2) cnocob npuMMeHeHns NeKapCTBEHHOr0 NpenapaTa Ha rocyAapCcTBEHHOM a3blke Poccuiickon Peaepaumm
WA Ha rocyaapCTBEHHOM si3blke Poccuinckon ®enepauunm 1 rocyaapCTBEHHOM A3blke pecnybank n UHbIX
A3blkax Hapoos Poccuinckon ®epepaumm 4 .

4 Yactb 1 ctaTby 15 3akoHa Poccuinckon ®epepaumm ot 25 okTabps 1991 r. Ne 1807-1 "O a3blkax HapoLoB
Poccninckon ®Pepepaunn” (ganee - 3akoH Ne 1807-1). (BemomocTu cbe3ga HapoaHbix genytatoB PCOCP u
BepxosHoro Coseta PCOCP, 1991, Ne 50, cT. 1740; CobpaHune 3akoHoaaTenbCTBa Poccuinckon ®epepaumu,
1998, Ne 31, cT. 3804).

13. MNpu ohopMNeHnmn peLenTypHbIX 61aHKOB 3aMNpeLlaeTcs OrpaHNYMBaTLCA 0OLLMMIM YKa3aHNaMN,
Hanpumep, "BHyTpeHHee", "A3BecTHO".

14. PeuenT, ohopMneHHbIN Ha peuenTypHoM BnaHke dopM Ne 148-1/y-88, Ne 107-1/y 1 Ne 148-1/y-04(n),
NOAMWCbIBAETCSH MeANLMHCKAM PaBOTHUKOM 1 3aBEPAETCS ero nevyaTsblo.

PeuenT, ohopMaeHHbIN Ha peuenTypHoM BnaHke dopMbl Ne 148-1/y-88 n chopmbl Ne 148-1/y-04(n),
LONOJIHATESIbHO 3aBepsSeTCs nevyaTblo MeAULUHCKON opraHusauny "0ns peuentos”.

[na peuenTa, 0hOPMAEHHOr0 Ha peLenTypHoM 6aaHke opmbl Ne 107-1/y, Hanu4me neyvatn "Ons
peLenToB" He ABNAeTCS 0693aTesbHbIM.

15. Ha ogHom peuenTtypHoM 6naHke dopmbl Ne 148-1/y-88 n hopmbl Ne 148-1/y-04(n) paspeluaeTcs
OCYLLeCTBAATb HAa3Ha4YeHNe TONbKO OAHOM0 HAaMMEHOBAHUS JIEKapCTBEHHOM O NpenapaTa.

Ha ogHom peuenTypHoM 6naHke opmbl Ne 107-1/y pa3pellaeTcs OCYLEeCTBAATL Ha3HaYeHne TObKO
O0LHOr0 HaVMeHOBaHWA NIeKapCTBEHHOr0 NpenapaTa, oTHocAwerocs no ATX K aHTUNCUXOTUYECKUM
cpencteaM (kog NO5SA), aHkcnonmTukam (kog NO5B), cHOTBOpHLIM 1 cegaTusBHbIM cpeacteam (kog NOSC),
aHTugenpeccaHTam (kog NO6A) n He noanexallero NpeaMeTHO-KOIMYECTBEHHOMY YYeTy, 1 [0 Tpex
HaVMeHOBaHWI IeKapCTBEHHbIX NPenapaToB - 419 UHbIX JIEKAaPCTBEHHbIX NPenapaToB, He OTHECEHHbIX K
BbllLieyKa3aHHbIM ATX.

16. icnpaBneHus B peuenTe He LOMYCKAOTCA.

17. NMpw opopmneHnmn peuenTypHbiX 61aHKoB ¢opm Ne 148-1/y-88, Ne 107-1/y n Ne 148-1/y-04(n) Ha
NeKapCTBEHHble NMpenapaThl, Ha3Ha4YeHHbIe No peLleHunio BpavyebHon Komuccuy, Ha obopoTe peLenTypHoOro
6naHKa CTaBWTCA CcneumanbHasa oTMeTKa (WTamn).

18. Ha peuentypHoM 6naHke opmbl Ne 148-1/y-04(n) BHU3Y UMeETCSH NUHWNA OTPbIBA, pa3gensaoLas
peuenTypHbIA 6/1aHK 1 KOPELLIOK.

KopeLlok oT peLenTa, 0h0pMJIEHHOI0 Ha YKa3aHHOM peuenTypHoM 6naHKe, BblAaeTCs naumeHTy (ero
3aKOHHOMY MpeACcTaBUTENIO) B anNTEYHON OpraHM3aLnm, Ha KopeLlke fAenaeTcs 0TMeTKa 0 HaMMeHOBaHUK
NIEKapCTBEHHOIro NpenapaTa, A03MPOBKE, KOIMYECTBe, Cnocobe NpuMeHeHus.

II. OhopmneHune peuenTa B hOpMe 31EKTPOHHOIr0 JOKYMEHTa

19. PeuenT B hopMe 31EKTPOHHOI0 LOKYMEHTa, NOAMNNCAHHOr0 YCUIEHHON KBanngnLMPOBaHHON
3/1eKTPOHHON MOAMNNCHI0, (hOPMUPYETCH MEAULNHCKAM PabOTHNKOM, CBEAEHNS O KOTOPOM BHECEHbI B
hefepanbHbIN PErucTp MeAULUMHCKMX PaboTHUKOB 5 , @ TakXXe Npu YCI0BUN perncTpaLnm MeauumnHCKom
opraHu3auuu, B KOTOPON oopMaseTcs peLenT, B hefilepaibHOM peecTpe MeaULUHCKUX opraHu3aunii 6
eNHOW rocyAapCTBEHHON MH(POPMALMOHHON CUCTEMbI B Chepe 34paBoOOXPaHEHNS U NOLKJIIIOYEHUS TaKow
MeLMLMHCKON OpraHu3aLmm K rocyiapCcTBEHHON MHOPMALMOHHOW CMCTeMe B Ccihepe 34paBoOXpaHeHNs
cybbekTa Poccuinckon depepaumm 7 .

5 YacTtb 4 ctaTtbn 91.1 GenepanbHOro 3akoHa Ne 323-03 (CobpaHue 3akoHogaTeNnbLCTBa PoCcMinckon
®epepaumm, 2011, Ne 48, cT. 6724; 2020, Ne 29, cT. 4516).

6 YacTb 4 ctaTbu 91.1 PepepanbHoro 3akoHa Ne 323-93 (CobpaHue 3akoHoZaTebcTBa Poccminckom
®epnepaumnmn, 2011, Ne 48, cT. 6724; 2020, Ne 29, cT. 4516).

7 CtaTtbn 91 1 91.1 depepanbHoro 3akoHa Ne 323-®3 (CobpaHue 3akoHodaTenbLCTBa Poccuinckon
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®epnepaumnm, 2011, Ne 48, cT. 6724).

20. Mpwn othopMneHnn peuenTa B (POPME 3/IEKTPOHHOr0 JOKYMEHTa Ha JlIeKapCTBeHHble npenapaThl,
yKa3aHHble B NyHKTax 9 n 11 MNopsaaka Ha3HaYeHNs NeKapCTBEHHbIX MPenapaToB, YTBEPXKAEHHOIO
HaCTOALLMM MPUKA30M, 1 OTMyCKaeMble 3a NOJIHYI0 CTOMMOCTb, 3aNOJIHAITCA ClefyiolWme PeKBU3NTbI:

1) kop cybbekTa Poccuinckon ®Pepepaunn no OKATO, onpegensiowmii rocyiapCcTBeHHY0 MHGOPMaLMOHHYIO
cucTeMmy B chepe 34paBooxpaHeHus cybbekTa Poccuinckon ®egepauum, B KOTOPON ChopMUPOBaH peuenT B
(hopme 3/1eKTPOHHOI0 LOKYMEHTa;

2) HaUMeHOBaHMe MeANLUHCKON opraHn3aunm, agpec, TenedoH nav pamMmnama, UHALUAaNb UMEHN U
oT4ecTBa (nocnefHee - NPU HaAMYUN) UHAMBUAYANBHOIO NPeAnpUHUMaTENs, UMEIOLLEro INLEH3MIO Ha
MeONLUHCKYI0 OeATeNbHOCTb, ero agpec;

3) OI'PH topuaunyeckoro namua (MeanumHckon opraHmnsaunn) nam OFPHUM nHanenayansHOro
npeanpuHUMaTens;

4) paTa ocopmaeHns peuenTa (YKasblBaeTCsa YNCI0, Mecsl, rog);

5) paTa OKOHYaHUS OencTBUs peuenTa (hopMmpyeTcsa rocyaapCTBEHHON MHGOPMALMOHHON CUCTEMON B
cthepe 3apaBooxpaHeHuns cybvekTa Poccminckon ®egepauv B COOTBETCTBMM CO CPOKAMU OeNCTBUSA
peuenToB: 15 gHen, 30 gHen, 60 aoHewn, 90 aHen, 0o 1 roga);

6) YHUKanbHbI HOMep peuenTa (hopMrpyeTCs rocyaapCTBEHHON NHGOPMALIMOHHON CUCTEMON B cdhepe
3[paBooxpaHeHns cybbekTa Poccuinckon Pegepaumm n obecneymBaeT 0AHO3HAYHYIO MAEHTUDUKALNIO
peuenTa B (hOpMe 3/IEKTPOHHOI0 AOKYMeHTa B codeTaHum ¢ OKATO, OI'PH nan OTPHIM);

7) oTMeTKM "cito" (cpoyHO) nam "statim" (HemeaneHHo) nNpu HeO6X0AMMOCTM CPOYHOIO UAN HEMEAIEHHOI O
OTNYCKa SIeKkapCTBEHHOr o NpenapaTa nauneHTy;

8) agpec naumeHTa (yKa3blBaeTCs NOYTOBLIA afpec MecTa XUTenbCTBa (MecTa NpebbiBaHUSA WK MecTa
(haKTUYECKOro MPOXXMNBaHWA) C yKa3aHMEM MHAEKCA, HAaMMEHOBaHUS Kpasi, 06nacTtu, pecnybanku,
aBTOHOMHOI0 OKpyra u nHoro cybbekTa Poccuinckon ®epepalmm, HaMMeHOBAHUSA HAaCENEHHOr0 NMYHKTa,
HaVMeHOBaHWS yNuLbl (MpOCNeKTa, NepeyJsika, npoesaa), HomMepa AoMa (C yKa3aHueMm Kopnyca, npu
HaM4unn), HomMmepa KBapTupbl);

9) HOMep 3/IEKTPOHHON MeANLNHCKON KapTbl MauMeHTa B roCy4apCTBEHHON NH(GOPMALIMOHHON CUCTEME B
chepe 3apaBooxpaHeHus cybbekTa Poccuinckon ®epepaumu;

10) dhammnus, nms, 0THeCTBO (MOCneaHee - MPX HaIMYMK) NaLMeHTa NOSHOCTbIO;

11) naTa poxxgeHusa nauneHTa (yKasblBaeTCs YNCI0, Mecsil, ron), ond geten o 1 roga AOMNOSHUTENBHO
YKa3blBaeTCA KOIMYECTBO NOJIHbIX MECSILIEB;

12) hammnus, numumanbl UMeHN 1 0THECTBa (MocnegHee - Mpu HaanyYumn) MeguUnHCKoro paboTHMKa
NOJIHOCTbIO;

13) HavMeHoBaHWe NeKapCTBEHHOr0 NpenapaTa (MeXxayHapogHoe HenaTeHTOBaHHOE HaMEHOBaHNE,
rPYNNUPOBOYHOE U XMMUYECKOe HaMeHOBaHWe, TOProBOe HavMeHoBaHMe), A03MPOBKa, (popMa BbIMyCKa,
KOMNYeCTBO (BCE NO3MLIMM YKa3blBAKOTCA Ha PYCCKOM 5i3blKe);

14) cnocob npuMeHeHNs neKapCTBEHHOr0 NpenapaTa Ha rocyaapcTBEHHOM si3blke Poccuinckon denepauun
WA Ha rocyapCTBEHHOM 5i3blke Poccuinckon ®enepauum 1 rocyaapCTBEHHOM A3blke pecnybank n UHbIX
A3blkax HapofoB Poccuiickon ®epepaumm 8 ;

8 YacTb 1 cTtaTbu 15 3akoHa Ne 1807-1 (BepomocTu cbe3fia HapoaHbIx genytatos PCOCP n BepxoBHOro
CoBeTa PCOCP, 1991, Ne 50, cT. 1740; CobpaHue 3akoHogaTenbCTBa Poccuinckon ®enepaumn, 1998, Ne 31,
cT. 3804).

15) DOKYMeHT, NoATBEPXAAoLWMIA Ha3HaYeHNe IeKapCTBEHHOMO NpenapaTta Mo peLleHunto BpayedHon
KOMUCCUW MeAVLIMHCKO OpraHn3auunm;

16) oTMeTKa 0 Ha3HaYeHWN IeKapCTBEHHOr O NpenapaTa Mo peLleHnto BpayebHon KoMUCCUN MeLNLUHCKON
OpraHu3aUum B Cnyyasx, yKasaHHbIx B ab3ale BTOPOM MyHKTa 6 Mopsaka Ha3HaYeHns NeKapCTBEHHbIX
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npenapaTos, YTBEPXXAEHHOM0 HACTOALLMM NPUKA30M;

17) oTMeTKa 0 creumanbHOM Ha3HavYeHUN IeKkapCTBEHHOro npenapaTa (3anosiHaeTcs B ciay4vasy,
yKa3aHHbIX B NyHKTax 15 n 24 MNopsaika Ha3HaYeHMA eKapCTBEHHbIX NPenapaTos, YTBEPXXAEHHOIO
HACTOALLMM NPUKA3OM);

18) oTMeTKa 0 crneLmanbHOM Ha3Ha4YeHUN NeKapCTBEHHOMO NpenapaTa NnauneHTy ¢ 3abonesaHnem,
TpebyoLwnm oANTeNbHOr0 KYpCoBOro JleHeHns (3amosIHAETCS B C/lydae, yKa3aHHOM B NyHKTe 23 lNopsaka
Ha3Ha4yeHUs JiekapCTBEHHbIX NPenapaTos, YTBEPXKXAEHHOr0 HAaCTOALLMM NMPUKa3oM) C NPOCTaBEHNEM
NepuoanyYHOCTM OTMYCKa JSlekapCTBEHHOr0 nNpenapaTa;

19) npw ohopmMaeHUn peLenTa B PopMe 3N1EKTPOHHOI0 OKYMEHTa Ha JlIeKapCTBeHHble npenapaThl,
yKa3aHHble B MOANYHKTax 2 - 5 nyHKTa 9 n nyHkTe 11 MopsafkKa Ha3Ha4yeHns JieKkapCTBEHHbIX NpenapaTos,
YTBEPXXAEHHOr0 HaCTOALLMM MPUKa3oM, FrpaxKjaHam, UMeKLM NpaBo Ha becnnaTHoe nonyyeHne
NEeKapCTBEHHbIX MpenapaToB Uan NolyvyeHne NeKapCTBEHHbIX NpenapaToB CO CKUAKON, 3an0aHAITCS
PEKBU3UTBI, NPefyCMOTPEHHbIe NoANYHKTaMy 1 - 18 HacTOALLEro NyHKTa, a Takxe cnefyoLwmne pekBu3nTol:
a) KaTeropusa rpa)kgaH, UMeloLLmMX NpaBo Ha NonyyYeHne NeKapCTBEHHbIX MPenapaToB B COOTBETCTBUNM CO
cTaTben 6.1 ®epepanbHOro 3akoHa oT 17 nona 1999 r. Ne 178-®3 "O rocyaapCTBEHHOWN COLManbHOMN
nomown" 9 ;

9 CobpaHue 3akoHoaaTenbCTBa Poccuninckon Genepauun, 1999, Ne 29, cT. 3699; 2020, Ne 52, cT. 8577.

6) Kog Ho3onornyeckom opmel No MKB;

B) UCTOYHMK (hHaHCcupoBaHuA (1 - hepepanbHbin blogxeT, 2 - biogxeT cybbekTa Poccniickon degepaunu,
3 - MyHUUMNabHbIA Bl0aXeT);

r) pasmep onnathbl (1 - 6ecnnaTHo, 2 - 50%, 3 - HON%);

[1) CTPaxoBOW HOMEP UHAMBWAYANLHOrO NLIEBOr0 CYeTa rpakaaHnHa B MeHCnoHHOM oHae Poccriickon
®epepaumm (npu Hannyumn) (CHUNIC);

e) Homep noanca oba3aTeNlbHOro MeANLNHCKOro CTPaxoBaHms.

21. Mpwn NpocTaBAeHNN OTMETKM, YKa3aHHOM B NoANyHKTe 16 nyHkTa 20 HacTosAwero lMNopsaka, peuentT B
hopMe 3N1eKTPOHHOr0 JOKYMEHTa NOAMNUCLIBAETCA YCUIEHHON KBAaANGULNMPOBAHHOW 3/1€KTPOHHOM
NoAMWCbIO NpeacenaTens nan cekpeTaps BpavyebHON KOMUCCUN MEAVNLMHCKOW OpraHn3auum, npu
NpPOCTaB/IEHNN OTMETOK, YKa3aHHbIX B noanyHKkTax 17 n 18 nyHkTa 20 HacToswero Mopsaka, -
YCUAEHHbIMU KBaANGULNPOBAHHBIMY 3/IEKTPOHHbLIMW MOAMUCAMN COOTBETCTBYOLMX MEANLINHCKNX
paboTHMKOB.

22. Mo TpeboBaHMIO NaLMEHTa MU ero 3aKOHHOIro NpeACcTaBnTENs 0hOPMASETCS IK3EMMIAP peLienTa B
hopMe 3NEeKTPOHHOr0 JOKYMEHTa Ha ByMa)KHOM HocuTene ¢ oTMeTKon "[ybnnkaT 3N1eKTPOHHOr0
JOKyMeHTa".

Ill. Y4eT peuenTypHbix 61aHKOB (3@ UCKOYEHMEM PeLEenTYPHbIX
6naHkoB no chopme Ne 107/y-HIM "CneunanbHeIn peuenTypHbIi 6naHK")

23. YyeT peuenTtypHbix 6naHkos hopm Ne 107-1/y, Ne 148-1/y-88 1 Ne 148-1/y-04(n), N3roTaBanBaeMbix
Tunorpadckmm cnocobom (Oanee - peuentypHble 61aHkK, NogNeXxalme y4eTy), OCyLeCTBASETCS B
XKYpHaJsiax yyeTa, NpOHYMEPOBaHHbIX, MPOLUHYPOBAHHbLIX Y CKPErJIeHHbIX MOAMUChI0 PYKOBOAUTENSA U
nevyaTbio MEAULIMHCKON OpraHm3aLmm uav noagnncbio MHAMBUAYaNbHOrO NpeanpuHUMaTens, UMeLLero
JINUEH3MI0 Ha MENLIMHCKYIO [efTeNbHOCTb.

24. XKypHan yyeTa peuenTypHbix 61aHkoB opmbl Ne 107-1/y conepxuT cnegytoLine rpadsbi:

1) HoOMep no NopsaKy;

2) B pasgene "Mpuxon"™:

a) faTa perucTpauny LOKYMeHTa, NOATBEPXAAloLWero NocTynjaeHune;

6) HOMep 1 faTa LOKYMEHTa, MOATBEPXKAAIOLLEro NOCTYNAeHNE, HAMMEHOBaHNE NOCTaBLUUKA;

B) obLuee KONMYeCTBO NOCTYNUBLLMX PeLLenTYpPHbIX 61aHKOB;
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r) haMunns, MHMLMaNbl UMEHW U 0TYeCTBa (NocaeHee - Mpu Hann4umn) U NOANUCL OTBETCTBEHHOIO
MeLMLMHCKOro paboTHMKa, NOYYMBLUErO peLenTypHble 61aHKK 0T NOCTaBLLMKA;

3) B pa3gene "Pacxon'":

a) flaTa BblAayuM peLenTypHbiX 61aHKOB;

6) KONMYeCTBO BblAAHHbIX peLenTypHbIX 61aHKOB;

B) (haMuauns, MHALMaNbI MUMEHWN 1 OTYeCTBa (NocsiefHee - NPy HaM4YnK) OTBETCTBEHHOIO MEULIMHCKOr0
paboTHMKa, NoNy4MBLUEro peLenTypHbie bnaHku;

r) NOANWUCb OTBETCTBEHHOr0 MeAULUHCKOro paboTHUKa, Noay4YmMBLUEro peLenTypHble bnaHku;

4) haMnnuns, UHALKMaNLI UMEHN 1 0TYECTBa (NocneaHee - NPy HaJIM4ymMmn) 1 NOANNCb OTBETCTBEHHOMO
MeLMLMHCKOro paboTHWKa, BblLaBLIEro peLenTypHble 6naHku;

5) ocTaToK peLenTypHbiX 61aHKOB.

25. XKypHan yyeTa peuenTypHbix 6n1aHkoB ¢opm Ne 148-1/y-88 1 Ne 148-1/y-04(n) copepxunT cnegyowime
rpadubl:

1) HoMep No NopAaKy;

2) B pa3gene "Mpuxoa™

a) AaTa perncTpaunm LOKYMeHTa, MOATBEPXKAAIOLLEr0 NOCTYMN/EHNE;

6) HoMep 1 faTa LOKYMeHTa, MOATBEpPXAatoLero NocTynaeHne, HauMeHoBaHMe NOCTaBLLMKa;

B) obLLee KOMYeCTBO NOCTYMMBLUMX PeLenTypHbIX Bi1aHKOoB;

) cepum 1 HoMepa peLenTypHbIX 61aHKOB;

L) KONNYeCTBO peLenTypHbIX 6/1aHKOB Mo cepursm;

e) haMunns, NHMLMaNbl UMEHW N 0TYeCTBa (MOCneHee - MPU HaAUYMKn) N NOLMNCb OTBETCTBEHHOIO
MeLMLMHCKOro paboTHMKa, NOAyYMBLLErO peLenTypHble 611aHKK OT NOCTaBLLMKA;

3) B pa3gene "Pacxon™:

a) AaTa BblAayu peuenTypHbIX 61aHKOB;

6) cepumn 1 HoMepa BblAaHHbIX peLenTypHbIX 6/1aHKOB;

B) KOJINYECTBO BblAaHHbLIX peLenTypHbIX 61aHKOB;

r) haMunns, HMLManbl UMeHN 1N 0TYeCTBa (MocaefHee - Npu Haan4umM) OTBETCTBEHHOrO MEAULIMHCKOr0o
paboTHMKa, NONyYMBLUEro peLenTypHble BnaHky;

L) NOANUCb OTBETCTBEHHOr0 MeAULMHCKOro paboTHUKa, Noy4YMBLUEro peLenTypHble bnaHkuy;

4) hamMnnuns, UHALKMaNLI UMEeHW 1 0TYeCTBa (nocnedHee - NPy HaJimymm) U NOANNCb OTBETCTBEHHOMO
MeLMLMHCKOro paboTHMKa, BbILABLIEr0 peLenTypHble 6naHku;

5) ocTaToK peuenTypHbIX 61aHKOB.

26. Y4eT peuenToB, 0hOpMIEHHbIX B JOPME 3/1eKTPOHHOr0 JOKYMEHTa, OCYyLLeCTBAeTCS B
rocyfapCTBEHHOW MHGOPMaLIMOHHOM CucTeMe B chepe 3apaBooxpaHeHmns cybbekTa Poccuiickoi
®epepaumm NoCpencTBOM BeleHUs eANHOro peecTpa peLLenToBs, 0OPOPMIIEHHbLIX B JOPMeE 3JIEKTPOHHbIX
LOKYMEHTOB.

IV. XpaHeHue peuenTypHbiXx 61aHKOB (3a UCKIOYEeHNEM pelenTypHbiX 61aHkoB no opme Ne 107/y-HI
"CneunansHbIn peuenTypHbIn 6naHK")

27. MeonUMHCKME OpraHm3aLnm noayyaT HeobxoanMblie peuenTypHsble 61aHKK, 0POpMAEHHbIE
Tunorpagckum cnocobom, Yepes TeppuTopuanbHble OpraHbl yrpaBieHNa 34paBOOXpaHEHNEM UK
opraHu3auun, ynosHOMOYEHHbIE Ha 3TO OpraHaMu UCMOJIHUTENbHOW BNacTn cybbekToB Poccuinckon
depepauymm.

28. PeuenTypHble BnaHKKM, MOANEXaLLME YHETY, XPaHATCSA OTBETCTBEHHbLIM JIMLOM, Ha3HaY€HHbIM
pykoBoAuTENEM MeQULUHCKON OpraHu3auny, B 3anMpaeMoM MeTasIndeckoM Lwkady (cende) nau
MeTaJIINYeCKoM fALLUKe.

29. UHamBMAYyanbHbIN NpeanpuHUMaTesb, UMEIOLLMIA NLEH3UI0 HA MEAULNHCKYIO AeATENbHOCTb, XPaHUT
peuenTypHble 6aHKK, Nognexalme y4eTy, B 3annpaemMoM MeTanInyeckom wkady (cende) nam
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MeTa/lINYEeCKOM SLLMKE.

30. MpoBepKa COCTOAHNSA XpPaHEHUS, Y4eTa, (haKTUYECKOro HaMYMa U pacxola peLenTypHbIX 61aHKOB,
noafieXxxallnx y4eTy, OAUH pa3 B KBapTaJl OCYLLECTBASETCA KOMUCCUEN, CO3aHHON B MeANLIMHCKON
opraHusauuu.

31. PeuenTypHble 61aHKK, ohopmasieMble Ha ByMa)kHOM HOCUTENE 1 Noajexxaluue y4eTy, BblgatoTca
MeANLMHCKMM paboTHMKaM, NMEIOLLMM NMPaBo 0hOPMIEHNS PELLENTOB, MO PACMOPSKEHWIO FTAaBHOrO BpaYa
WA ero 3aMecTuTens.

MonyyeHHble peLenTypHble 6naHKN Ha BYMaXHbIX HOCUTENSAX XPaHATCA MeANLMHCKMMUN paboTHUKaMK B
nomMelleHnsax, obecneyvmBatoLLMX NX COXPaHHOCTb.

32. MporpaMMHO-TEXHNYECKME CPeLACTBa rOCYAapCTBEHHbIX MH(OPMALIMOHHbLIX CUCTEM B Ccepe
34paBOOXPaHEHNS, MEAUNLMHCKUX MHGOPMALMOHHBIX CUCTEM MEAMLMHCKMX OpraHn3auni obecneynsatoT
XPaHEHMe 3JIEKTPOHHbIX PeLlenToB, 0POPMIEHHLIX B hOPMe 3/IEKTPOHHbIX JOKYMEHTOB B TEYEHMNE CPOKOB,
YCTaHOBJIEHHbIX AN1 XPaHEHWS PELEenTOB, 0(hOPMJIEHHbIX Ha COOTBETCTBYOLWMUX DOPMaXx PeLEenTYpPHbIX
6n1aHKoB Ha ByMaxxHOM HocuTene 10 .

10 NoanyHKT 5.2.169 MonoxxeHnsa o MuHuctepctee (CobpaHue 3akoHoaaTenbCTBa Poccuiickon denepaunn,
2012, Ne 26, cT. 3526; 2021, Ne 43, cT. 7258).

MpunoxxeHne Ne 4

K Npukasy MUHUCTEPCTBA 3PaBOOXPaHEHNS
Poccuiickon ®epepalimu

0T 24 HoAbpsa 2021 r. Ne 1094H

dopMa cneumnanbHoro peuenTtypHoro 6naHka Ne 107/y-HM

MuWHNCTEPCTBO 34paBooxpaHeHns Poccninckon PepepaunnKkos dopmbl no OKY[,
MeaunuMHCKasa LOKYMEeHTaLUus

®opma Ne 107/y-HI,

yTBEPXAEHHAsA NPMKa3oM

MuHWCTEpCTBa 34PaBOOXPaHEHUS

Poccninckon ®degepaunmn

0T 24.11.2021 Ne 1094H

WTamn MeANLMHCKOM opraHm3aumnm
PELLEMT

Cepus

v 20 .
(oaTa BbINUCKK peuenTa)

(B3pOC/bIN, LETCKUN - HYXXHOE NOAYEPKHYTb)

damnnuna, nms, 0T4eCcTBo (NnocnegHee - npun HaM4yun) NauneHTa

Bo3pacTt
Cepus 1 HoMep nosunca 0653aTeIbHOr0 MEANLIMHCKOrO CTPaxoBaHUs
Homep MeaNUNHCKON KapThbl
®damunng, nMs, 0TYECTBO (NocneaHee - NpPY HaMYMK) Nevallero Bpada (dpenbaliepa, akyLuepku)

2 o TP ORPPPPPPPPPPTIN Moaonuce n
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JINYHas NeYyaTb Bpaya
(moanucb henbhliepa, akyLepku)

M.,
®amMunns, UMsi, 0TYECTBO (MoCaeaHee - NPU HAIMYUK) U NOAMMUCH YNOJTHOMOYEHHOMO /UL MeANLUHCKON
opraHusauum

M.IT.
OTMeTKa anTe4yHon opraHusaumm ob oTnycke

damnnnsa, nms, 0T4eCTBo (NocnegHee - npun HaaM4yUn) 1 NOANUCHL paGOTHI/IKa anTeyHomn opraHn3sauunn

M.M.
Cpok mencrema peuenTa 15 aHen

MpunoxeHune Ne 5

K npuka3sy MUHUCTepCTBa 34paBOOXPaHeHNs
Poccuiickon ®epepaLmu

0T 24 HoAbpsa 2021 r. Ne 1094H

nOpH,D,OK MN3roToBNeHNA, pacnpeneneHns, pernctpaunn, y4eTta n XpaHeHnsa peuenToB, coaepXxallnx
Ha3Ha4YeHNE HaPKOTUYECKUX CPEACTB UJIN NMCUXOTPOMHbIX BELWECTB

|. MopagoK N3roToBEHMA, pacnpeneneHns cneunanbHbix peuenTypHbix 61aHkoB no opme Ne 107/y-HI

1. OpraHunsauunio 3roToBJIEHMSA 1 pacnpeneneHuns peuenTypHbix 61aHkoB no dopme Ne 107/y-HM
"CneumanbHbIn pelenTypHbIn 6naHk" (Lanee - cneumanbHbI peLenTypHbIi 6iaHK) ocyLlecTeaseT
MuHmnCTepCcTBO 3apaBooxpaHeHns Poccuinckon ®epepaumm (oanee - MUHUCTEPCTBO).

2. CneumanbHble peLenTypHble 6naHKy 9BASIOTCS 3aLULLEHHON NOAUTPatNYeCcKon NPpoaYyKLMEN YPOBHS
"B", n3rotaBnneaemon Ha bymare po3oBoro ueeta pasmMepoM 10 cm x 15 cM, AOJIKHbBI UMEeTb CEPULD 1
HOMep, a TakXXe COOTBETCTBOBaTb TPeOOBaHMNAM, yKa3aHHbIM B Npuka3de MUHUCTepCTBa OMHAHCOB
Poccuiickon ®epepaumm ot 29 ceHTabpsa 2020 r. Ne 217H "O6 yTBepxAeHUN TexHn4eckux TpeboBaHun n
YCNOBWI N3rOTOBAEHNS 3aLUULLEHHON OT NOAAEN0K NoAnrpadnyeckon npoaykumm" (3aperncTpupoBaH
MuHuncTepcTBoM tocTuumm Poccninckon ®epepaunn 16 Hosbps 2020 r., pernctpaumoHHbin Ne 60930).

3. B uensx opraHusaumm M3roToBaeHNA 1 pacnpeneneHuns cneumanbHbiX peLenTypHbix 61aHKoB
MeLMLMHCKME OpraHu3aLmmn, nMetLne NpaBo OCyLWeCTBAATb BblAayy PeLLEenTOB Ha HapKOTMYecKme
CpeLCTBa MAU NCUXOTPOMHbIE BelecTBa cnucka Il NMepeyHs n 3aperncTpupoBaHHble B POCCMICKO
defepalMm B Ka4eCcTBe IeKapPCTBEHHbIX NpenapaTos Aas MegnLUMHCKOro NpuMeHeHus (nanee
COOTBETCTBEHHO - MEAMLMHCKas OpraHn3aLns, HapKOTUYECKUA (MCUXOTPOMHLIN) NEKAPCTBEHHBIN
npenapaT), COCTaBASAT 3as8BKN Ha peLenTypHble 6aaHku.

4. B cpok f0 1 okTAbpa TekyLllero rofa 3asaBkym MeANLMHCKUX OpraHn3aLmin Ha cneunasnbHble peLenTypHbIe
61aHKN NpencTaBNATCS:

1) MeANLMHCKMMU OpraHnu3aLmsaMm, HaxoaaWwmMMncs B BeaeHnn efepanbHbiX OPraHOB UCMOMHNTENbHON
BNACTW, - B COOTBETCTBYIOLWME hefepasibHble OpraHbl UCMOJHUTENBHOW BACTH;

2) MeONUMHCKUMM OpraHn3aumnaMm, HaxoasWmMmcs B BeeHun cybbekToB Poccrinckon depepauun,
MeLNLMHCKMMUN OpraHn3aumaMm MyHULUMNAAbHOM N YaCTHOM CMCTEM 34 PaBOOXPAHEHNS - B OpraHbl
NCMONHNTENIbHON BN1acTu cybbekToB Poccuinckon denepaunn B chepe oxpaHbl 340p0BbSA rpaXkaaH, Ha
TEPPUTOPUN KOTOPLIX OHW PACMOSIOXKEHbI (faNiee - OpraHbl NCMONHUTENBHON BacTU CybbekToB PoCCMNCKON
depnepaumm).

5. B 3asIBKe MeAULMHCKOM OpraHn3auny Ha cneumnasibHble peuenTypHble 61aHKK YKa3biBalOTCS CaefyoLne
CBEAEeHNS:
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1) cBegeHMsa 0 MeANLMHCKON OpraHn3aunn, NogaBLllen 3asBKY Ha cneumnanbHble peLenTypHble 6aaHkm
(MoNHOe HanMeHOBaHWE, afpec MecTa HaxoXaeHuns);

2) KOIMYECTBO CrneunabHbIX peuenTypHbIX 61aHKOB, N3pacX0A40BaHHbLIX MEANLIMHCKOW OpraHn3aumen Ha 1
SIHBaPS NPeaLIecTBYOLLEro roaa;

3) KOIMYECTBO CrneunasbHbIX peuenTypHbiX 61aHKOB, HE06X0ANMbIX MEQULMHCKON OpraHM3aLnm Ha
cneayrowmnn rog,.

3asBKa MeANLMHCKON opraHmn3aLmm Ha cneunaibHble peuenTypHble 61aHKU NoANnCLIBaeTCS
pyKoBOANTENEM MEAULMHCKON OpraHu3aLnm, KOTOPbI HECEeT NepCoHalbHY0 OTBETCTBEHHOCTb 3a
0060CHOBAHHOCTb U AOCTOBEPHOCTL YKa3aHHbIX CBEAEHUN.

6. ®efepasbHble opraHbl UCNOHUTEIbHON BIAaCTW, B BEAEHUW KOTOPbIX HAX0AATCA MeAMLMHCKNE
opraHmsauun (ganee - penepasibHble opraHbl UCMOAHNTENBHON BNACTN), 1 OpraHbl UCAOJHUTENBHON
BNnacTn cybbekToB Poccuinckon degepaumm Ha OCHOBaHMM 3a8BOK MeANLNHCKMX OpraHn3aumm Ha
cneunanbHble peuenTypHble 61aHKu (hOpMMPYIOT CBOAHbIE 3aSIBKW Ha CreunalibHble peLenTypHble 61aHKK
1 B CPoK 00 1 nekabpsa TekyLlero roga NnpeacTaBasioT UX B MUHUCTEPCTBRO.

7. B cBOAHOW 3asBKe Ha cneunasnbHble peuenTypHble 61aHKN yKa3biBalOTCA Caedylolmne CBeeHmns:

1) ceefeHus o heaepasbHOM OpraHe NCMONHWUTENLHON BAACTK (OpraHe NCNONHUTENLHOW BRacTu cybbekTa
Poccuinckon ®egepaummn), NpeacTaBUBLLEM CBOAHYIO 3a8BKY Ha CleunanbHble peuenTypHble 6naHKku
(MoNHOe HanMeHOBaHWe, aapec MecTa HaxoXaeHuns);

2) KOIMYECTBO CrneunasbHbIX peuenTypHbIX 61aHKOB, pacnpenesieHHbIX heaepasibHbIM OpraHoMm
NCMOMHNTENIbHOW BIACTW (OpraHoOM MCMOJSIHUTEbHOW BnacTh cybbekTa Poccunckon ®epepauun) Ha 1
AHBaPS NPeALecTBYOLEro roga Mexxay MegnuMHCKUMIN OpraHn3aumamu;

3) KOIMYECTBO CneunasbHbIX peuenTypHbiX 61aHKoB, HeobXxoaAnMbIX hegepanbHOMY OpraHy
NCNOJIHATENIbHON BlAacTW (OpraHy MCNoSHUTENbHOW BNacTh cybbekTa Poccuiickon denepaunn) Ha
cnenywoLnin rog Ans pacnpeaeneHns Mexgy MeanunHCKUMMN opraHnsaumamu;

4) cBefeHns 0 NoABeAOMCTBEHHOW OpraHM3aumnmn, ynoaHOMOYEHHOW heaepasibHbIM OpraHoM
NCNOJIHNTESIbHON BlacTK (OpraHoM MCMONHUTENbHOW BNacTu cybbekTa Poccuninckon Genepauun)
OCYLLEeCTBATb MOMyYeHME CneunasbHbIX peuenTypHbIX 61aHKOB OT MMHMCTEPCTBA, X XPaHEHME 1 Bblhavy
MegMLUNHCKUM OpraHm3aumam (NoJsiHoe HaMMeHoBaHMe, agpec MecTa HaxoxaeHus, MHH/KIM, OKTMO
opraHusaunn, hakTUYeCcKnin agpec NocTaBkm).

8. Ha oCHOBaHMM MONyYEHHbIX CBOAHBLIX 3a51BOK Ha CneLunanbHble pelenTypHble 61aHku MUHMCTEPCTBO
€XXEerofHo B Cpok 10 15 sHBaps cneaytowero roga GopMupyeT 1 yTBEPXXAAET NNlaH pacnpeaeneHuns
cneumanbHbIX peLenTypHbiXx 6/1aHKOB, B KOTOPOM OTpaXkaeTcs rofoBast NoTpebHoCTb Poccuinckom
depepaummn B cneumanbHbIX peLenTypHbix 6naHkax (ganee - nnaH pacnpeneneHns MmMHMCTepcTBa).

9. B nnaHe pacnpegeneHns MMHUCTEPCTBA YKa3biBalOTCA Cieaytowmne CBeaeHns:

1) nopsAaKoBbLIA HOMEP 3anucuy;

2) HauMeHoBaHMe elepasbHOro OpraHa NCMOAHUTENLHOW BAACTU (OpraHa UCNOJIHATEIbHON BJIACTy
cybbekTa Poccuiickon ®epepaumm), NnpeCcTaBUBLUErO CBOAHYIO 3asiBKY Ha CNeunasbHble peLenTypHbIe
6naHKuy;

3) HeobxoanMoe KONNYeCTBO CreumnanbHblX peuenTypHbIX 61aHKoB.

10. HanpaBnieHne cneunanbHbIX peLenTypHbiXx 61aHKoB heaepanbHbiM OpraHam UCMOJIHATENIbHON BlacTy,
opraHaM UCMOMHUTENbHON BnacTu cybbekToB Poccminckon ®epepaumm ocywectsnsaetcd MMHUCTEPCTBOM B
KONM4ecTBe, NpeayCMOTPEHHOM MJIAHOM pacnpeneneHns MuHucTepcTsa.

11. MUHUCTEPCTBOM AOMOSHUTESNIbHO K KOJIMYECTBY CNeLunabHbIX peuenTypHbiX 61aHKOoB,
npenycMoTPeHHOMY MJIaHOM pacnpeneneHns MmHncTepcTea, PopMrUpyeTCcs pe3epsHbIi 3anac
cneumnanbHblX peuenTypHbIX 61aHKOB B KOJIMYECTBE, He npeBbilwatoliem 150 000 cneumnanbHbIX
peLenTypHbIX 61aHKOB.

12. B cniyyae yBennyeHns noTpebHOCTM B CnelmanbHbIX peLenTypHbix 6naHkax denepasbHble OpraHsbi
NCNOJIHNTENIbHON BIAacTK (OpraHbl UCNONHMUTESNIbHOM BRacTy cybbekToB Poccuinckon Genepauun)

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 28 13 33



HanpaBAsloT B MMHUCTEPCTBO CBOAHbLIE 3aBKU Ha AOMOJIHUTEIbHOE KOJIMYECTBO CreLnanbHbIX
peuenTypHbIX 61aHKOB (C 060CHOBAHNEM yBEANYEHUS NOTPEOHOCTM B CNEeUManbHbIX PeLIENTYPHbIX
6naHKax), KOTopble NPEeAOCTaBASIOTCA MUHNCTEPCTBOM 13 PE3EPBHOM0 3amnaca CreLnabHbIX PeLenTypPHbIX
61aHKOB.

13. ®epepanbHble OpraHbl UCMOAHUTENLHOW BACTU (OpraHbl MCMOSHUTENbHON BNACcTN CyObeKTOB
Poccuiickoin ®epepalmmn) pacnpenensoT NoJlyYeHHbIe crelmalibHble peLenTypHble 61aHKu Mexay
MeINLMHCKMMMN OpraHn3aumaMn Ha OCHOBaAHWUM MAaHOB pacnpeneneHns, ChopMUPOBAHHBLIX B COOTBETCTBUN
C 3a9BKaMu MeAULNHCKUX OPraHn3aLmnii Ha crneLnanbHble pelenTypHbie BaHKu.

IIl. Mopsanok perncTpaunn, y4eTa U XpaHeHnsa cneunanbHbIX peLenTypHbix 61aHkoB no dopme Ne 107/y-HN

14. MUHUCTEPCTBO, UHbIE heliepasibHble OpraHbl UCMOMIHUTESIbHON BIACTW U OpraHbl MCMOJHUTENbHON
BacTu cybbekToB Poccminckon deaepaumy opraHmM3yoT XpaHeHne cneumanbHbiX peLenTypHbix 61aHKOB B
NnoABeAOMCTBEHHbIX OPraHn3aLnaX, YNoJHOMOYEHHbIX OCYLLECTBAAThL NOJyYeHMEe CneunabHbIX
peLenTypHbix 61aHKOB 0T MUHUCTEPCTBA, UX XPaHEHWE 1 Bblgayvy MeaNUNHCKMM OpraHu3aumam (panee -
YNOJIHOMOYEHHAs opraHu3aums).

15. B yNo/sIHOMOYEHHOWN OpraHn3aunmy u MeanUMHCKOM oOpraHmn3aummn, Nosy4ymBLUen cnelunanbHble
peuenTypHble 61aHKK, OpraHM3yeTCs perncTpauns, y4eT u XpaHeHne cnelmnalibHbIX PeLenTypHbIX
61aHKOB.

Pernctpauus, y4eT 1 XpaHeHve pe3epBHOro 3anaca cnewunasnbHblX peLenTypHbix 61aHkoB MUHUCTepCTBa
OCyLLECTBNAETCA (hefepabHbIM FOCYAAPCTBEHHBLIM BIO0)KETHLIM YYPEXAEHNEM, HAXOAALNMCS B BEAEHNN
MuHucTepcTBa (fanee COOTBETCTBEHHO - Pe3epBHbIV 3aMnac, NOABEAOMCTBEHHOE YUYpeXKLeHune).

16. PaboTHUK, Ha3HaYeHHbIA NPUKA30M PyKOBOAUTENS YNOJHOMOYEHHOW OpraHmM3auumn (ynoaHOMOYEHHOM
opraHm3aunm, NoABeLOMCTBEHHOIO Y4PEeXKAEHUS) OTBETCTBEHHBIM 3@ PErUCTPALIMIO, XPaHEHNE U yYeT
crneumnanbHbIX peuenTypHbiXx 61aHKoB (fasiee - 0TBETCTBEHHbIN PaboTHMK), Ha OCHOBaHWM LOBEPEHHOCTH,
0hopMJIEHHON B NOPSAKE, YCTaHOBIEHHOM 3aKoHO4aTeNbCTBOM Poccunckonm ®egepauunm (C nognmceio
pPyKOBOAMUTENSA YNONHOMOYEHHOW OpraHn3auum (YynosHOMOYEHHON opraHm3aLnm, NoABeLOMCTBEHHOI0
yuYpeXXAeHus), rnaBHoro byxrantepa, 3aBepeHHbIX KPYrio NevyaTblo), NoyYaeT cneunasnbHble
peuenTypHble 61aHKK 1 OCYLLECTBAAET BEAEHME XKYPHala PErncTpauumn 1 yyeta cneymnanbHbix
peuenTypHbiX 61aHKOB, K KOTOpoMy npuobuiaeT oTo- 1 (Mn) BugeomaTepuabl, NogTeepxaaowme gakt
0hopMIEHNA PeLLEeNnTYPHbIX 61aHKOB Ha AOMY (MpK Hanuyunm).

17. XKypHan pernctpauum n yyeta crneymanbHbiX peuenTypHbiXx 61aHKOB foKeH 6bITb MPOHYMeEpPOBaH,
NPOLUHYPOBaH, MMETb Ha NocaefHeln CTpaHuLe 3annucb, COAEPXKaLLyo KONNYECTBO CTPaHUL, NoJHoe
HaMMeHOBaHWe YNOJIHOMOYEHHOWN OpraHu3aLmm (MeauUMHCKON opraHm3aLnm, NoABeLOMCTBEHHOI0
YUYPEXAEHUS), @ TaKXKe CKpensieH noAnncbio PYKOBOAUTENS U NeYaTbio YNOJHOMOYEHHON OpraHn3aumnm
(MeanuMHCKOW opraHu3aummn, NogBeA0OMCTBEHHOIO YYPEXAEHNS).

XypHan permctpaumm 1 yyeta cneumanbHbIX peLenTypHbix 61aHKOB pe3epBHOro 3anaca MmHucTepcTsa
CKpPenngeTca Takxe MNOANUCLI0 ANPEKTOopa (B C/lyHae ero OTCYTCTBMSA - 3aMeCTUTENS AMPeKTopa)
[lenapTamMeHTa peryanpoBaHus obpalleHns NeKapCTBEHHbIX CPEACTB U MEAULMHCKUX U3AENNiA
MuHMcTepcTBa 1 neyvaTblo MUHNCTEPCTBA.

18. B XXypHaJie permctpaumm n yyeta cneumanbHbIX peLenTypHbix 61aHKOB YKa3blBalOTCS ceayoume
cBefeHuns:

1) nopsAOKoBbLIA HOMEP 3anucuy;

2) Npuxo4 cneumnanbHbIX peLenTypHbiXx 61aHKOB:

a) peKBM3NTbLI U faTa perucTpaum NPUXogHOro LOKYMEHTa;

6) obLiee KOMYECTBO NOCTYMMBLUMX CMeLManbHbIX peLenTypHbiX 61aHKOB;

B) Cepus n HoMep CneunanbHOro peLenTypHoro 6a1aHka;

) KOJINYECTBO CNeLnanbHbIX PeLenTypHbIX 61aHKOB N0 KaXX40l cepuu;

4) hammama, nma, 0T4eCTBO (NocnegHee - Npy Haan4Mm) N NOANNCb OTBETCTBEHHOr0 paboTHUMKa;
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3) pacxop cneumanbHbIX peLenTypHbIX 61aHKOB:

a) flaTa BblAayun cneymnanbHbiX peuenTypHbIX 61aHKOB;

6) cepun n HoMepa BblAaHHbLIX CreLMabHbIX peLenTypHbiX 61aHKOB;

B) KOJIMYECTBO BblAaHHbIX CreLnanbHbIX PeLenTypHbIX 61aHKOB C YKa3aHMeM B CKOBKax KoJinyecTBa
cneumnanbHbIX peuenTypHbiX 61aHKOB, BblAaHHbLIX 418 0POPMIEHUS Ha AOMY;

r) hamunnma, nms, oT4eCTBO (NocnefHee - NPy HaAM4YMKM) U NOANNCHE ANLA, NOJYHYUBLUEro creunaibHble
peuLenTypHble BaHKu;

[) KONNYeCTBO CrneumnanbHbIX peLenTypHbiX 61aHKOB, 0OOPMAEHHbIX Ha AOMY;

e) haMmnans, uMs, 0T4YeCTBO (NocaegHee - NpK Hannmyun) N NOANUCL AnLa, 0OPMUBLLErO CneLmnasbHble
peuenTypHble 61aHKK Ha AoMy;

4) hamMmnus, uMs, 0THeCTBO (NOCeLHEE - MPU HANNYUN) U NOAMUCL OTBETCTBEHHOIO PaboTHUKA;

5) ocTaToK cneumanbHbIX peLenTypHbiX 61aHKOB.

19. CneumnanbHbI peuenTypHbI 6naHk ABNSETCS JOKYMEHTOM CTPOrol 0TYETHOCTU. 3anac cneunanbHbIX
peLenTypHbiX 61aHKOB B MEAMLIMHCKOW OpraHn3aumn 4O/HKEH XPaHUTLCS B CNeLNabHbIX MOMELLEHUSIX,
cendhax nam B cneunanbHO U3rOTOBAEHHbIX WKadax, 0bMTbIX OLUHKOBAHHbIM )KENe30M, C HaJeXHbIM
BHYTPEHHWUM WJIN HAaBECHbIM 3aMKOM.

MomelleHmns, cendbl, WKadgbl, B KOTOPbIX XPaHATCA CneunasbHble peuenTypHble 61aHKKn, OKHbI ObITb
3aKPbIThl Ha 3aMKK W NOCJIEe OKOHYaHMA paboTbl onevyaTaHbl MeYaTblo YNOJHOMOYEHHON OpraHn3aLmm
(MeanuUMHCKOM opraHmn3aumm) nam onaoMbupoBaHsbl.

20. B MeANUUHCKMX OpraHmn3aumax 3anac cneumanbHbiX peLenTypHbix 61aHKOB He OOJKEH MpeBbiwaTh
rofioBon noTpebHocTw.

21. Pa3pellaeTcs BbllaBaTb MEAULNHCKOMY pabOTHMKY, UMeIOLLEMY NPaBO Ha3Ha4yaTb HAPKOTUYECKME
(MCMXOTPOMHbIE) NEKAPCTBEHHLIE MpenapaTbl, EAUHOBPEMEHHO He 6oNiee fBafLaTK CneLnanbHbIX
peLenTypHbIX 61aHKOB.

MenonuunHckmne paboTHUKNK, BbINUCHIBAIOLLME peLenTbl Ha HapKoTUYeCcKme (MCUXOTPOMNHbIE) NeKapCTBEHHbIe
npenapaTbl, HA OCHOBAHWM MpPUKa3a PyKOBOANTENSA MEAULINHCKOW OpraHM3aumm HeCyT JINYHYI0
OTBETCTBEHHOCTb 3a COXPaHHOCTb MOYyYeHHbIX CreumnanbHblX peuenTypHbix 61aHkoB. CneunanbHble
peLenTypHble BJ1aHKK, NONYyYEHHbIE MEAULMHCKUM PabOTHNKOM, XpaHATCSA Mol 3aMKOM B cedax,
MeTaJ/IMYeCcKnX WKagax niam MeTaaInyeckux saimKax.

22. B MeanUMHCKON opraHn3aummn co3gaeTcs NoCTOAHHO OENCTBYOWAa KOMMCCKS, KOTopas He pexe 1 pa3a
KBapTas (MO peLueHnto pyKOBOAMTENS MEAMNLIMHCKOW OpraHn3aLMm BO3MOXHO Yalle) ocyLlecTBaseT
NMPOBEPKY COCTOSHMA PErmcTpauumn 1 yyeta cneumnanbHblX peuenTypHbiX 671aHKOB, B TOM 4MCie NyTeM
CBEPKW 3anuncei XxypHasia perncTpaumnm n yyeTa cneumanbHbiX peLenTypHbiX 61aHKOB, C haKTUYeCKUM
HaM4MeM crneumnanbHbiX peLenTypHbiX 6/1aHKOB, a TakXXe NPOBEPKY COCTOSAHUSA XPaHEHUS CneLmanbHbIX
peLenTypHbIX 61aHKOB.

Mo pe3ynbTaTaM NPOBEPKMN B XKYpPHaJe perncTpaumm n yyeta cneymanbHbiX peuenTypHbix 61aHKoB
LenaeTcs 3anncb 0 pe3ysibTaTax NPOBeAeHNs CBEPKMN JaHHbIX, 3aKpenaeHHas noanncsaMm BCex Y1eHoB
KOMUCCUW, NN CO3[AETCA CreunabHbI akT MPOBEpPKU.

23. ®epepasibHble OpraHbl UCMOJIHUTENLHON BJACTM M OpraHbl MCMOMHUTENIbHON BNacTh CybbekToB
Poccuinckon degepaumm OCyLLECTBAAIOT KOHTPOJIb 3a OpraHM3aumen pernctTpaunm, y4eta n XxpaHeHus
cneumnanbHbIX peuenTypHbIX 671aHKOB B YMOAHOMOYEHHbIX OpraHn3aumax 1 MeauuMHCKNX OpraHn3aumnsx.
24. Bblgayva cneumnanbHblX peuenTypHbix 61aHKOB 13 pe3epBHOro 3anaca MMHMCTepcTBa heaepasibHbIM
opraHaM UCMOMHUTENbHOWN BAAaCTU U OpraHaM UCNOJHUTENbHOM BNacTu cybbekToB Poccuinckon ®epepaumm
OCYLLeCTBAAETCSH OTBETCTBEHHbLIM PabOTHMKOM NOABELOMCTBEHHOIO YYPEXAEHNSA HA OCHOBaHWUMW peLleHNs
06 oTnycke cneunanbHbiX peuenTypHbiX 61aHKoB, 0DOPMIEHHOr0 B BUAE NMMUCbMa, MNOAMMUCAHHOIO
LVPEKTOPOM (B Clly4ae ero OTCyTCTBUA - 3aMecTUTeNeM AupekTopa) [lenapTamMmeHTa peryanpoBaHus
obpalleHmns NeKapCTBEHHbIX CPEACTB U MEANLMHCKNX n3aennin MMHUCTepcTBa.

MpoBepka LeATesIbHOCTY NOABELOMCTBEHHOIO YYpexX AeHUs Mo perncTpaunm, y4eTy 1 XpaHeHuio
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pe3epBHOro 3anaca oCyLlecTBAseTCs [lenapTaMeHTOM peryanpoBaHus obpalileHuns 1eKapCTBEHHbIX
CPeacTB U MeAULIMHCKMX U3aennin MMHUCTepCTBa 2 pa3a B rof He no3aHee 20 Yncna Mecsua, ClefyioLlero
32 UCTEKLWWWM MOJyroANeM.

MpunoxxeHne Ne 6

K Npuvka3y MMHUCTepPCTBa 34paBOOXPaHEHNS
Poccninckon ®depepaunmn

0T 24 Hoa6ps 2021 r. Ne 1094H

MpaBuna ohopMIeHNS PELIENTOB, COAEPXKALLMX HAa3HAYeHNE HAPKOTUYECKMX CPEACTB UK NMCUXOTPOMHBIX
BELLECTB, B TOM Yuc/ie B POpMe 31eKTPOHHbIX LOKYMEHTOB

|. OchopmneHune peuenTa Ha BymMa)kHOM HocuTene

1. Ha peuenTypHbix 61aHkax dpopmel Ne 107/y-HIM B neBOM BepXHEM yriy NpoCTaBASETCS LWTaMn
MeLMLMHCKON OpraH13aLmm C ykasaHueM ee nosiHoro HaMMeHoBaHus, agpeca v TenedoHa ¢ gaton
BbIMUCKW (OaTon ohopMAeHns) peLenTa Ha JiekapCTBEHHbIN Npenapar.

PeuenTypHble 6naHku ¢opmbl Ne 107/y-HIM n3roTaBAnBaOTCA UCKKOYUTENBHO TUNOrpadckM crnocobom.
2. Ha peuenTypHbix 61aHkax, opopMaseMbiX MHAMBUAYASIbHBIMY NPEeANPUHUMATENAMN, UMEIOLLAMU
JINLEH3MI0 HA MEAMNLIMHCKYIO AeATeNbHOCTb, B BEPXHEM IEBOM Yy TUNOrpadyCKUM Cnocobom nnm nytem
NpOCTaBNeHUs WTaMna foJHKeH BbITb yKasaH agpec MHAMBUAYaAIbHOrO NpeanprHuMaTens, HoMep 1 faTa
JINLLEH3UN, HaVMEHOBaHKe opraHa rocy4apCTBeHHOW BaCTW, BblAaBLUEero JnLEeH3MIO.

3. PeuenTypHble 61aHku dopMbl Ne 107/y-HI 3anonHAIOTCA MEANLUHCKAM pabOTHMKOM YepHUAaMn UK
LLIAPWKOBOW PY4KOMN.

4. lonyckaeTcs 0hopMIIeHNE BCEX PEKBU3UTOB (3@ UCKNOYeHMEM pekBM3nTa "Moannch Nedvallero Bpaya
(mopnuck enbalepa, akywepkn)"') peuenTypHbix 61aHkoB dopmbl Ne 107/y-HIM ¢ ncnonb3oBaHneM
nevyaTaoLUX yCTPOWNCTB.

5. B peuenTtypHoM 6naHke opmbl Ne 107/y-HI B cTpokax "damunus, uMs, 0TH4eCTBO (MocnenHee - npu
Hasm4um) naumneHTa" n "Bo3pacT” yka3biBalOTCA NOJIHOCTbIO (haMuns, UMs, 0TYeCTBO (NocaesHee - nNpu
Hanu4uun) NnaLmeHTa, ero BO3pacT (KOAUYeCTBO MOJIHbIX J1ET).

JlonycTumo ykasaHue faTbl POXXAEHUA MaLMeHTa.

6. B peuentypHom 6naHke chopmbl Ne 107/y-HIM:

1) B cTpoke "Cepusa 1 HoMep nonuca 0653aTeNbHOro MeAULIMHCKOr0 CTPaxoBaHNS" yKa3bliBaeTCs HoOMep
nonuca ob643aTeNbHOro MeANLIMHCKOro CTPaxXoBaHMA NaumneHTa (Npu Haanyium);

2) B cTpoKe "HoMep MeanunHCKON KapTbl" yKa3blBaeTCs HOMEp MeAULMHCKON KapTbl NauneHTa,
noayYyalowero MegnLMHCKY0 NOMOLLb B aMBynaTOPHbIX YCA0BUAX, UM ucTopumn 60ne3HN NaumneHTa,
BbINUCBIBAEMOr0 13 MEAULMHCKON OpraHm3aLumy;

3) B CTpoKe "®amunms, ums, 0THECTBO (MOCNedHee - NPU HaAN4YMK) Nevalero Bpada (penbawepa,
aKyLlepKK)" yKa3biBaeTCs NOJIHOCTbIO (haMuins, UMs, 0THECTBO (MoCNefHee - Npu Haan4um) Bpaya
(thenbalwepa, akyLepKK), BbIMMCABLUErO PELLENT Ha HAPKOTUYECKNI (MCUXOTPOMHbIN) IEKaPCTBEHHbIN
npenapar.

7. B rpache "Rp" peuenTtypHoro 6naHka gopmbl Ne 107/y-HI yka3biBaeTca:

1) HaumMeHoBaHMWe leKapCTBEHHOr 0 NpenapaTa (MexayHapoLHoe HenaTeHTOBaHHOE HaMeHOoBaHNeE,
rPYyNnMPOBOYHOE MU XUMUYECKOe HaUMEHOBaHMNe, TOProBOE HAaVMEHOBAHME) Ha TATUHCKOM A3bIKE UM Ha
PYCCKOM f3bIKe, popMa BbliNycKa, L03MPOBKA, KOAMYECTBO (YKa3blBaeTCs NPOMNUCHI0 Ha PeLenTypHOM
6naHke opmbl Ne 107/y-HIM);

2) cnocob npMMeHeHnsa eKapCTBEHHOrO NpenapaTta Ha rocyAapCTBEHHOM A3blke Poccuinckon depepaunm
NN Ha roCcyapCTBEHHOM A3blke Poccuinckon depepauum 1 rocyAapCTBEHHOM A3blKe Pecnybank u nHbIx
A3blkax HapofoBs Poccuiickon ®epepaumm 1 .

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 311333



1 YacTtb 1 cTaTby 15 3akoHa Poccuiickon ®epgepaunm oT 25 okTabps 1991 r. Ne 1807-1 "O A3blkax HapoaoB
Poccuinckon degepaunn” (ganee - 3akoH Ne 1807-1). (BegomocTu cbesga HapoaHbix genytatos PCOCP u
BepxosHoro Coseta PCOCP, 1991, Ne 50, cT. 1740).

8. Mpu ocbopMneHun peuenTypHbIX 6J1aHKOB 3aMnpeLLaeTcs OrpaHMyMBaTbCS 06LLMMM yKa3aHMAMM,
Hanpumep, "BHyTpeHHee", "A3BecTHO".

9. Mpu ochopmaeHNn NaLUeHTy peLenTypHoro bnaHka gopmbl Ne 107/y-HIM Ha HapKOTUYECKUIA
(MCMXOTPOMHbLIA) NEKAPCTBEHHbIN NpenapaT B paMKax OKa3aHua MeAULUUHCKON NOMOLLM Npu onpenesieHHOM
3aboneBaHnM TakoW peLenT 3aBepseTcs:

1) noanNucbIo U INYHOM NevaTblo Bpada Mbo noanuchkio henbalepa (akywepku);

2) neYyaTbio MeANLNHCKOWN opraHn3aumm, nnbo CTPYKTYpPHOro noapasaeneHns MeauumHCKoON opraHn3aunm
"Ilns peuenToB", KOTOpas NPOCTABASETCS JINLLOM, YNOJIHOMOYEHHbLIM PYKOBOAMTENEM MEANLNHCKON
opraHmM3auunn C yKasaHuem haMuanm, UMeHn, otTyecTsa (nocnegHee - npy Haamyumn) n NpoCcTaBSIEHNEM €ro
JIMYHOM NOANUCH.

B cnyyasax HeobxoAnMOCTH ohOpPMIEHNS peLenTa Ha HAapPKOTUYECKUIA (MCMXOTPOMHLINA) IEKaPCTBEHHbIN
npenapaT Ha LOMY B paMKax OKa3aHWUs nanaTUBHOW MeAMLIMHCKON MOMOLLM JOMYyCKaeTCcs
npeaBapuTeNibHOE 3aBepeHune peuenTa WTaMnoM MeauUNHCKON opraHn3anmm, nevyaTbio MeguLMHCKON
opraHusauuym nmbo CTPYKTYPHOro noapasaeneHnsa MeauunHCKon opradnsaumm "0ns peuenTtos”, koTopas
NpocTaBAseTCsa ANLOM, YIOAHOMOYEHHbIM PYKOBOAMTENEM MEANLIMHCKON OpraHn3aumm, C yKasaHmem
hamununm, nMeHmn, oT4ecTBa (NocnegHee - Npy HaANYMmM) U NPOCTaBIEHNEM €ro ANYHOM noanucu. Mpu aTom
B XKYPHaJie perncrpaumm n yyeta peuenTtypHbiXx 61aHKOB B COOTBETCTBUM C [OPAAKOM peructpauuu, yyeta
N XpaHeHMA CreumnanbHbIX peuenTypHbIX 61aHKOB Ha HapKOTUYECKMe CpeacTBa Wn NCUXOTPOMNHbIE
BELLeCTBa, yTBEPXAEHHbIM HAaCTOALLUM NPUKa30oM, feflaeTCs 0OTMEeTKa 0 ero Bblgaye AJia ohopMIeHMs Ha
LIOMY, @ TakXXe 0TMeTKa, yA0CTOBEPEHHAs NOANMCHLIO Bpada mbo denbaliepa (akywepkn), opopMUBLLETO
peuLenT, o hakTe ero 0ohopMsIeHNS, KOTOPbIA MOXKET ObITb AOMNOJIHATENIbHO NOATBEPXXAEH OTO- 1 (1K)
BMLeoMaTepumanamu,

B cTpoke "OTMeTKa anTeyHoW opraHm3auum ob oTnycke" CTaBMTCS OTMETKa anTeYHon opraHu3aumm ob
OTMNYCKe HapKOTUYECKOro (NCMXOTPONHOro) NeKapCTBEHHOr o npenapaTa (C yKa3aHneM HauMeHOoBaHu4,
KONMM4YecTBa OTNYLEHHOr0 HAPKOTUYECKOro (MCMXOTPOMHOMO0) IeKapCTBEHHOMO NpenapaTa v AaTbl ero
0TMycKa), KOTopas 3aBepseTcs NoANUCLI0 paboTHUKa anTe4HOoM opraHn3aunm, oTNyCTMBLIEero
HaPKOTNYECKNI (MCUXOTPOMHBLIN) IeKapCTBEHHbIN NpenapaT (C yKa3aHueM ero hamunmnm, MMeHmn, oT4ecTBa
(nocnenHee - NpU HaNNYMK), @ TaKXE KPYraoi nevyaTbio anTe4YHON OpraHn3auunmn, B OTTUCKE KOTOPOK
LO/MKHO BbITb MAEHTUMNLNPOBAHO NOJIHOE HAaUMEHOBaHME anTeYHON OpraHmM3aLnn.

10. Ha ogHoM peuenTypHoM 6naHke opmbl Ne 107/y-HIM pa3peluaeTcs oCyLeCcTBAATh Ha3HaYeHNEe TObKO
04HOr0 HaVMeHOBaHWUA IeKapCTBEHHOr 0 npenaparTa.

11. UcnpaBneHns B peLenTe He OONYyCKaTCS.

II. OhopmneHmne peuenTa B QOpMe 3EKTPOHHOIr0 JOKYMEHTa

12. PeuenT B hopMe 3NEKTPOHHOI0 LOKYMEHTa, NOAMNNCAHHOr0 YCUIEHHON KBannnLMPOBaHHON
3NEeKTPOHHOW NOANNCHIO, (hOPMUPYETCH MEANLINHCKUM PabOTHUKOM, CBEAEHUSA O KOTOPOM BHECEHbI B
benepanbHbIi PErNCTP MEAULNHCKNX PaBOTHUKOB 2 , @ TakXKe Npu yCNOBUN perncTpaumm meauumHCKom
opraHu3auuu, B KOTOPON oopMaseTcs peLenT, B heflepaibHOM peecTpe MeaULUHCKUX opraHu3aunii 3
€AMHON roCcygapCTBEHHON NH(OPMALIMOHHON CUCTEMbI B Chepe 34PaBOOXPaHEHNS 1N MOAKIIOYEHNS TaKon
MeLMLMHCKON OpraHu3aLmm K rocy4apCcTBEHHON MHGOPMALMOHHOW CMCTEeMe B Ccdhepe 34paBOOXPaHEHUS
cybbekTa Poccuinckon depepaumm 4 .

13. Mo TpeboBaHMiO NaLuMeHTa NN ero 3aKOHHOI0 NpPeacTaBUTeNs 0hOPMIAETCA IK3EeMNAAP peuenTa B
thopMe 3N1eKTPOHHOr0 4OKYMeHTa Ha ByMa)KHOM HocuTene ¢ oTMeTKom "[ybankaT 3N1eKTPOHHOro
JOKyMeHTa".
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2 YacTb 4 cTtaTbk 91.1 depepanbHoro 3akoHa Ne 323-®3 (CobpaHue 3akoHoaaTenbCTBa Poccuinckon
®epepaumm, 2011, Ne 48, cT. 6724; 2020, Ne 29, cT. 4516).

3 YacTb 4 cTtaTbu 91.1 PepepanbHoro 3akoHa Ne 323-93 (CobpaHue 3akoHoZaTebcTBa Poccminckom
®epepaumm, 2011, Ne 48, cT. 6724; 2020, Ne 29, cT. 4516).

4 Ctatbmn 91 n 91.1 ®epepansHoro 3akoHa Ne 323-03 (CobpaHue 3akoHOAaTENbCTBaA Poccuinckon
®epepaumnm, 2011, Ne 48, cT. 6724).
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