Mpuka3 MuHnucTepcTBa 3apaBooxpaHeHnst Poccuiickon @egepaumm ot 11 anpens 2025 . N 189H "O6

Mpuka3s MuHuctepcTBa 3apaBooxpaHeHus Poccunckon Pepepaumm ot 11 anpens 2025 r. N
189H "0O6 yTBepXaeHMU TPpeboBaHUN K KOMIMJIEKTauum yKnagku ansa okasaHusi nepsov NomMoLum
C MPUMEeHeHUeM MeAULMHCKMUX U3gernum u nekapcTBeHHbIX npenapaToB Ans NpogunakTuku
napeHTepanbHbIX UHMEKUMN NULaM, OKa3biBaloWUM MeAULUHCKYH NoMoLyb"

B cootBetcTBHU ¢ YacTbio 5 cTaTbu 31 denepanbHoro 3akoHa ot 21 Hos0ps 2011 r. N 323-®3 "0O6
OCHOBAaX OXpaHbI 3I0pOBbs rpaxkaan B Poccuiickoit denepanuu” u nognyHkroMm 5.2.12 nyHkra 5 TonoxeHus
0 MunuctepctBe 3ApaBooxpaHeHus Poccuiickoit ®enepanuu, YTBEpKACHHOTO [OCTaHOBIIEHMEM
IIpaBurenscTBa Poccuiickoit denepaunu ot 19 urons 2012 r. N 608, mpuxasbiBaio:

1. YTBepauts mpunaraeMsie TPEOOBaHMS K KOMIUIEKTAIIMH YKIAJAKH JJIS1 OKa3aHUs TIEPBOM MTOMOIIHN C
MPUMEHEHUEM MEIHMIMHCKUX HM3JCIUN U JICKapCTBEHHBIX MPENaparoB s MPO(QUIAKTHUKU MapeHTepaIbHBIX
UHGEKIUHT JTUIaM, OKa3bIBAIOIIUM MEIUIIMHCKYHO IIOMOIITb.

2. Ilpu3Hate yTpaTHBIINM CHITy MPUKa3 MuHucTtepcTBa 3apaBooxpanenus Poccuiickoit denepannu ot
9 suBaps 2018 1. N 11 "OO6 yrBepxkneHun TpeOOBaHMI K KOMIUIEKTAI[MH JIEKAPCTBEHHBIMU TpenapaTtamM U
MEIUIIMHCKAMHY H3AETHSAMH YKIaJKA SKCTPEHHOH MPOMWIAKTHKN MapeHTEPaIbHBIX MHPEKIUH 11 OKa3aHHuS
MEPBUYHOM  MEJIUKO-CAHUTAPHOM  IMOMOIIM, CKOpPOM MEIWIMHCKOW TMOMOIIH, CIHEIHaTU3UPOBAHHON
MEIUIIMHCKON TIOMOIMM W TAJJIHATHBHON METUITMHCKONW ToMomu" (3aperucTpupoBaH MHUHHCTEPCTBOM
roctuiun Poccuiickoit @enepanuu 12 mapta 2018 r., peructpanmonasiii N 50291).

3. Hacrosmmii npuka3 BcrymaeT B cuity ¢ 1 centsiops 2025 r. u geiictyer a0 1 centsiopst 2031 r.

M.A. Mypamko
3apeructpupoBano B Muntocte Poccun 20 mast 2025 r.
Perucrpanuonnsiii N 82252
YTBepXaeHbl
NnpnKasom MI/IHVICTepCTBa
34paBooXpaHeHus

Poccunckon ®egepaumnu
ot 11 anpensa 2025 r. N 189H

Tpeﬁona}mﬂ K KOMIUICKTAUMA YKJIIAAKH AJId OKa3aHUHA l'lepBOI‘/'I MmoMoIu ¢ NIpUMEHCHUEM MEIUIUHCKUX
H3[[e.]'lllﬁ H JICKAPCTBEHHLIX IIPEmapaToB /st HpO(l)I/IJIaKTI/IKI/I napeHTepaJIbHbIX I/IH(l)eKIIHﬁ JHUIaM,
OKa3bIBAIOIIUM MEIUIUHCKYIO IIOMOIIb

1. Yxmagka Juist oka3zaHUs IEPBOM MTOMOIIM C MPUMEHEHUEM MEAMLIMHCKUX U3JENNN U JIEKapCTBEHHBIX
npenapaToB i MPOQUIAKTUKH MapeHTePaNbHBIX MH(EKIUi IunaM, OKa3blBalOMIMM MEAUIUHCKYIO TOMOIIH
(manee - yknanka), KOMIDIEKTYETCS CIIEIYIOIUMH METUIIMHCKUMH U3ACTHSIMU:

N Kon Buna HaumeHnoBanue Buga HaumenoBanue Tpebyemoe
/I MEIUIMHCKOTO MEAUIUHCKOTO U3JENHs B MEIUIMHCKOTO U3eHs KOJINYECTBO (HE
U3IETHs B COOTBETCTBHHU C MeHee)
COOTBETCTBHH C HOMEHKNaTypHOMN
HOMEHKNaTypHON Knaccudumkaumnen
Knaccudukaumnen MEIULMHCKUX U3IEJINI
MEIUIMHCKHAX
W3IeIT i

1.1 | 150140 Pynon mapiieBblii TKaHbI, bunT MapneBslit 2 mT.

CTEepUIIbHBIN MEAUIIMHCKUI CTEPUIIbHBIN
(e menee 5 M x 10 cMm)

1.2 142270 JleiikonnacTeIpb U1 KOXKHBIX | JIelikommacTeIpb 3 mr.
MTOKPOBOB, OaKTEepULUAHBINA pa3zMEpOM
aHTHOAaKTEepHATbHBIN HE MeHee

1,9x 7,2 cm
08.04.2026 Cuctema FAPAHT 1
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1.3

223580

Cancderka MapneBast TKaHast

302910

Canderka HeTKaHAs

CandeTku MeTUITMHCKIES
CTEPUJIBHBIC Pa3MEPOM HE
MmeHee 16 x 13 cmM N 10

2 ynak.

08.04.2026

Cuctema F'APAHT




Mpuka3 MuHucTepcTBa 3apaBooxpaHeHmns Poccuiickon ®eagepaumm oT 11 anpensa 2025 r. N 189H "O6 yTBepxaeHMn TpeboBaHUi kK KOMNIEKTauumM yknagkm ansi

2. yKHaZ[Ka KOMIIICKTYETCA CIICAYIOIUMU JICKAPCTBCHHBIMU IIp€riapaTaMu I MCIUIIUMHCKOI'O IIPUMCHCHUA !

N Koxg ATX AHaToMo-TepaneB- | PapMmako-TepaneBTHYeC- MexryHapogHoe JlexapcTBeHHas Jo3upoBka Tpebyemoe
/i TUYECKO-XUMUYEC- Kas rpymmna HETMaTEeHTOBAaHHOE dhopma KOJMYECTBO (HE
Kasl KilacCuuKanms HalMEHOBaHUE MEHee)
JIEKapCTBEHHOTO JIEKapCTBEHHOTO
npenapara npenapara
2.1 DO08AGO3 Won AHTHUCENITUKH U Mox+[Kasmus PactBop mis 5% 10 M
Ne3nHPUIPYIOIIHe Hoaua+ITaHo] Hapy>KHOTO
CPEeICTBa; MpernapaTsl MPUMEHEHUS
noma CIIUPTOBOM
2.2 DO0SAX08 OrtaHon AHTHCENITUYIECKOE OTaHon PactBop ms 70% 100 M
CpEeIcTBO Hapy>KHOTO
TIPUMEHEHUS
DO0O8ACO02 XioprekcuiuH AHTHCENTHKU U XJoprekcuiuH PactBop mns 0,5% 100 mx
Je3UHUITUPYIOIINE HapY>KHOTO
CpeICTBa; OUTyaHUIbI U MIPUMEHEHUS
aMUIUHBI CIIUPTOBOU
08.04.2026 Cuctema FTAPAHT
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3. KommuecTBO JE€KapCTBEHHBIX MpemapaToB Ui MEIUIMHCKOTO MPHUMEHEHHs, KOTOPBIMHU
KOMIUIEKTYETCs YKIQJIKa, YKa3aHHbIX B MMYHKTE 2 HACTOSMIUX TPeOOBaHHM, JIOMKHO OBITh HE MECHEE OJHOU
[IEPBUYHOM YNAKOBKM MWJIM BTOPUYHOM (IIOTPEOMTENBCKOM) YIAKOBKU JIEKAPCTBEHHOIO IIpenapaTa Ul
MEAUIMHCKOTO IPUMEHEHHUsI 0e3 M3bATHS HMHCTPYKLUUM 10 MEIUIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOTO
mpemnapara.

4. Ilpu KOMIIEKTaLMH YKJIaIK{ AOIYCKAeTCsl KOMIUIEKTALMSI OAHOTO MEAUIIMHCKOTO M3ENUs U3 YHCa
BKJIFOYCHHBIX B NMOAMNYHKT 1.3 nyHKTa 1 Hacrosmmx TpeOOBaHWI W OJHOTO JIGKAPCTBEHHOT'O Ipernapara Juis
MEIUIMHCKOTO IPUMEHEHUSI U3 YKCiIa BKIIOYEHHBIX B MOAMYHKT 2.2 NMyHKTa 2 HaCTOAMIMX TPEOOBaHHH.

B cnyuae xommiekTanuM yKJIaAKH JIEKAPCTBEHHBIM IIpeNapaToM A MEAMLIMHCKOTO MPUMEHEHMS C
MEXIyHapOJHBIM HENAaTEHTOBAaHHBIM HaWMEHOBaHHEM 'XIIOpreKCHAWH" cojepXaHue 3TUIOBOTO CHHUpTa B
yKa3aHHOM JIEKapCTBEHHOM Ipernapare A0JKHO cocTaBiATh 70%.

5. VYwiagka TMOAMEKUT KOMIUIEKTAIlMH MEAWLIWHCKUMU H3AETUSIMH, 3aperuCTPUPOBAHHBIMU B
cootBercTBUM ¢ [lpaBunamu perucrpamuu M DKCIEPTU3bI 0E30MacCHOCTH, KadecTBa u 3(dekTuBHOCTH
MEIUIIMHCKUX U3IENHui, yTBepaeHHbMu PelleHrnem Cosera EBpasuiickoit 3JKOHOMHUECKOH KOMHUCCHU OT 12
(espans 2016 r. N 46 (opurmanbHbIi caiit EBpasuiickoro skoHOMHYeCKOTo corosa http://www.eaeunion.org/,

12 wmrons 2016 r.)’, mum [pasunamMu rocymapcTBEHHOH pEruCTpaldd MEIMIMHCKUX — H3JeNIHil,
yTBepXAeHHBIMU MOCTaHoBreHneM IlpaBurensctBa Poccniickoit deneparun ot 30 HosOps 2024 1. N 1684,
KOTOpBIe meiicTBYIOT M0 31 mexadpst 2026 r., uiar 0COOEHHOCTAMU oOpalleHust MEIUIIMHCKIX U3IENHiA, B TOM
yypciae TOCYJapCTBEHHOW PErucTpanuy cepud (MapTUM) MEIULHUHCKOrO H3IENus, YTBEP)KICHHBIMU
noctaHoBneHnem IlpasutenscrBa Poccuiickoit denepanuu ot 3 anpenst 2020 r. N 430, koTopble ACHCTBYIOT
no 1 smBaps 2028 1., wim OCOOEHHOCTSIMY oOpalleHus, BKJIHOYas OCOOEHHOCTH TOCYIapCTBEHHOU
perucTpaunny, MEJUIUHCKUX U3JEIUH B cliyyae X Ae(eKTypbl WM PUCKAa BOZHUKHOBEHHS IE(PEKTYpPhI B CBSI3U
C BBeAEcHHMEM B OoTHouleHMH Poccuiickoil dexepanuy OrpaHMYUTENBHBIX MEpP SKOHOMHYECKOTO XapakTepa,
yTBEpXAEeHHbIMU MOCTaHoBNeHneM IlpaBurenscrBa Poccuiickoit @enepaunu ot 1 ampens 2022 r. N 552,
KOTOpBIe AeUCTBYIOT 110 1 stHBaps 2028 r.

6. VYxmagka TOJUIKUT KOMIUIEKTAl[MM JIEKAPCTBEHHBIMHM TpernapartaMu i  MEIUIIMHCKOTO
NPUMEHEHUSI, 3apeTUCTPUPOBAHHBIMH B COOTBETCTBHM ¢ [lpaBuNamMyl perucTpandd M IKCIEPTU3BI
JICKapCTBEHHBIX CPEJICTB JJIsi METUIIMHCKOTO MTPUMEHEHUs, yTBepkaeHHbIMU PelleHnem Cosera EBpasuiickoit
9KOHOMHYeckoW komuccmu OT 3 HosOps 2016 r. N 78 "O IlpaBuiax perucTpanii ¥ O3KCIEPTH3BI
JIEKapCTBEHHBIX  CPEACTB I  MEOUITMHCKOTO TpUMeHeHus" (obuIuanpHBIA cat  EBpasuiickoro

3KOHOMHYECKOro coro3a hitp://www.eaeunion.org/, 21 mos6pst 2016 1.)° nim PegepansHbIM 3aKOHOM OT

12 ampens 2010 . N 61-®3 "O6 obpaieHnn JIEKapCTBEHHBIX CPEACTB", MM OCOOEHHOCTSAMU oOpaleHus
JIEKapCTBEHHBIX IIPETapaToB IS METUIIHCKOTO MPUMEHEHHS, KOTOpbIe MpeIHa3Ha4YeHbl Ui MPUMEHEHHS B
YCIIOBUSIX YIPO3Bl BO3HWKHOBEHHS, BO3HMKHOBEHWS W JIMKBUAANNW YPE3BBIYAWHOW CHTyallud W JUIA
OpraHM3ali{ OKa3aHWs MEIUIIMHCKONH TIOMOIMM IIUI[aM, IIOCTPAJaBIINM B pe3ylbTaTe Ype3BBIYAHBIX
CUTyallii, TpemynpexIeHUus YPEe3BbIYaWHBIX CHTyallWid, NPOQWIAKTHKH ¢ JIeYeHUs 3a00JeBaHMUIA,
MIPEJICTABJISIONINX OMACHOCTh ISl OKPY)KAMOIIUX, 3a00JIeBaHUI M TOPaKEHHUH, MOJYYEHHBIX B Pe3yibTare
BO3ACUCTBHSA HEOIArONpPUATHBIX XUMHUYECKHX, OHOJIOTHYECKUX, PaIHalldOHHBIX (PaKTOPOB, YTBEP)KICHHBIMU
noctaHosneHnem IlpasurenscrBa Poccuiickoit @enepaunu ot 3 ampens 2020 r. N 441, koTtopble AEHCTBYIOT
no 1 smaBaps 2028 1., win OCOOEHHOCTAMW oOpalleHus JCKapCTBEHHBIX CPEACTB UIS MEIUIIUHCKOTO
NpUMEHEHUs B ciIydae Ae(eKTyphl UM pHCcKa BOSHUKHOBEHHS JAe(eKTyphl JIeKapCTBEHHBIX MPENapaToB B CBSA3H
C BBEJEHUEM B OTHolIeHMH Poccuiickoil denepaniii OrpaHUYUTENIbHBIX MEP 3KOHOMHUYECKOTO XapakTepa,
yTBepXAeHHBIMU MOCTaHoBreHnem IlpasurenscrBa Poccuiickoit @enepanuu ot 5 ampens 2022 r. N 593,
KOTOpBIE AeUCTBYIOT 110 31 nexabps 2027 r.

' Mpukas Munncrepersa 3apaBooxpanenust Poccuiickoit denepauuu ot 6 monst 2012 . N 41 "O6
YTBEP)KACHUH HOMEHKJIATYPHOH KiIacCU(pHUKAIUK MEAULUUHCKUX HU3enuil” (3apeructpupoBad MHUHHUCTEPCTBOM
toctuninu Poccutickoit @eaeparuu 9 uronst 2012 r., peructpanuorabiii N 24852) ¢ m”3MEHEHUSAMH, BHECCHHBIMU
mprkaszaMu MUHHCTEpCTBa 3/paBooxpaHeHust Poccuiickoit @eneparun 0T 25 ceHTs0ps 2014 r. N 557H
(3apeructpupoBan MuHHCcTEpcTBOM FocTHinn Poccutickoit @enepanuu 17 aexadps 2014 r., perucTparioHHbINH
N 35201) u ot 7 wonga 2020 r. N 686H (3apeructpupoBaH MHHHCTEPCTBOM OCTHLMH Poccuiickoii
Oenepanuu 10 aBrycra 2020 r., peructpanuorsasiii N 59225).

* C u3MeHeHHsAMH, BHeCeHHbIMU Pemennsamu Coeta EBpasuiickoil 5KOHOMHUYECKOH KOMHCCHH OT 24
aekabpsa 2021 r. N 144, ot 19 maa 2022 r. N 84, ot 30 mapta 2023 r. N 50. Berynwio B cuity s
Poccuiickoii @enepanuu 6 mast 2017 r. SABnsercs o0s3aTenbubiM Uit Poccutickoit denepaiui B COOTBETCTBUH
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¢ [oroBopom o EBpa3smiickom 5KOHOMHYECKOM coto3e oT 29 mas 2014 r., paruduIHpOBaHHBIM
®epepansHbiM 3akoHOM ot 3 oktsiops 2014 1. N 279-03 "O parudukarmu loroBopa o EBpasuiickom
SKOHOMHUYECKOM coro3e". Berymun B crry st Poccmiickort @enepamnym ¢ 1 staBaps 2015 r.

? C usmenenusmu, BHeceHHbIMU Pemenusvu Cosera EBpasuiickoii SKOHOMHUECKOH Komuccuu OT 14
ntoHs 2018 r. N 55, ot 30 sHBaps 2020 r. N 9, ot 23 nekabpsi 2020 r. N 128, ot 5 mapta 2021 r. N 14,
oT 23 anpens 2021 r. N 34, ot 17 mapta 2022 r. N 36, ot 23 ceHTs6psa 2022 r. N 141, ot 22 mas
2023 r. N 60, ot 20 okts6psa 2023 r. N 114, o1 29 mas 2024 r. N 43. Berynuio B cuity i Poccuiickoit
Oenepaniun 6 mast 2017 1. SBnsercs oOs3arenbHbIM 11 Poccumiickoit deneparmuit B COOTBETCTBHU C
[oroBopom o EBpasuiickoM 3koHOMUYECKOM coro3e oT 29 mas 2014 r., patudunupoBanasiM OefeparbHbIM
3aKkoHOM ot 3 okTsaopsa 2014 r. N 279-®3 "O parudukauuu [lorosopa o EBpasmuiickoM 3KOHOMHYECKOM
coroze". Berynun B cuiny ans Poccuiickoit @enepaunu ¢ 1 suBaps 2015 .
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