[Tpuxa3 MunucrepcTBa 3apaBooxpanenust Poccutickoit @eneparim ot 11 anpens 2025 r. N 1891 "O0 yTBepxe...

IIpukas MunucrepcrBa 3apasooxpanenus Poccuiickoii @enepanuu ot 11 anpeas 2025 r. N 189u
"O0 yTBepKIeHNHN TPEOOBAHNI K KOMILIEKTAINA VKIAAKH IS 0KA3aHUA NIePBO IIOMOIIH C

NpUMeHeHHeM MeIUIMHCKUX M31eJNil M JeKAPCTBEHHbIX NPEeNnapaToB s NPOQUIAKTHKH
NMapeHTePAdbHbIX MH(EKINI JUIIAM, OKA3LIBAIOIUAM MEIUIMHCKYIO IOMOIIL"

B cooTtBercTBHHM ¢ yacThio S cTaThu 31 denepanbHOro 3akoHa oT 21 HosiOps 2011 1. N 323-03 "O6
OCHOBaxX OXpaHbl 370pOBbs TrpaxknaH B Poccuiickoit ®enepanuun" u noamyHkToM 5.2.12 myHkTa S
[Tonoxxenns o MuHuUCTEepcTBE  3apaBoOoXpaHeHuss  Poccuiickoit  denepanuu,  yTBEPKIECHHOTO
nocraHoBineHueM [IpasutensctBa Poccuiickoit @eneparun ot 19 urons 2012 r. N 608, npuka3piBaro:

1. YTBepauTs npuiaraeMble TpeOOBaHUS K KOMIUIEKTAIIMU YKIIAIKU U1 OKa3aHUS MIEPBOM MOMOIIU
C TPUMEHEHHEM MEIUIWHCKUX W3JCTU W JIEKAPCTBEHHBIX IMPEmapaToB i MNPOPUIAKTHKU
MapeHTepalbHbIX HHPEKIUN JTUIIaM, OKa3bIBAIOIIIM MEIUIIUMHCKYIO TTIOMOIIIb.

2. IlpusHatb yTpaTMBIIMM cHUIy Dpuka3 MuHHUcTepcTBa 3ApaBooxXpaHeHus Poccuiickoi
®denepanuu ot 9 sHBaps 2018 r. N 11 "OO0 yTBepKAeHUN TPpeOOBaHUI K KOMIUIEKTAIIMH JIEKAPCTBEHHBIMHU
mpermapaTaMi M MEIUIUHCKUMU H3JICTUSIMHU  YKJIQJKH SKCTPEHHON MNPOQIIAKTUKH TMapeHTEePaTbHBIX
uHGEKIUNA I OKa3aHUs MEPBUYHON MEIMKO-CAHUTAPHON MOMOIIM, CKOPOW METUIIMHCKOM MOMOIIH,
CHEIUATN3UPOBAHHON  MEIMIIMHCKOM  MOMOIIM M NaUIMATUBHOM  MEIUIIMHCKOM  momoru"
(3apeructpupoBad  MunuctepctBoM  toctuniuu  Poccmiickoit  ®enmeparuum 12 mapra 2018 T,
peructpannoHHbidi N 50291).

3. Hacrosmuit mpukas BcTymaet B crity ¢ 1 ceHTsops 2025 r. u geiictByet 10 1 centsaops 2031 r.

M.A. Mypaniko
3apeructpupoano B Muntocte Poccuu 20 mast 2025 1. Peructpanuonnsiii N 82252

YTBepkaenbl npukazom MunuctepcTBa 3apaBooxpanenusi Pocceniickoit @enepamum ot 11
anpess 2025 r. N 189u

TpeGoBanus K KOMILUIEKTAIMN YKJIAJAKM VIS OKA3aHUS NEPBOil MIOMOIIU ¢ MPUMEHEeHHeM
METUIMHCKUX U3/1e/Hii U JIeKAPCTBEHHBIX MPeNnapaToB AJsi NPOPUIAKTUKH NapeHTePAJIbHbIX
uH}eKIuil TUIAaM, 0KA3bIBAIOIIMM MEIUIIHHCKYIO IOMOIIb

1. Vknmaagka pans OKa3aHUs IE€PBOM IMOMOIIM C TPUMEHEHHUEM MEIULMHCKUX U3IeIUd U
JIEKapCTBEHHBIX IPEnapaTroB s MPOQWIAKTUKU IMapeHTepalbHbIX WHOEKIUH JMIaM, OKa3bIBaroIIUM
MEAUIMHCKYIO MIOMOIIb (J1ajee - YKIaaKa), KOMIJIEKTYETCS CIeIyI0IUMHA METUIIMHCKUMH U3AETUsIMU:

N Kox Buna HauMmenoBanue Buna Haumenosanue Tpebyemoe
n/m MEJIUIIUHCKOTO MEJIUIIMHCKOTO U3CNIUS B | MEIUIIMHCKOTO U3JIEIUs | KOJIMYeCTBO (He
U3JIENus B COOTBETCTBUU C MeHee)
COOTBETCTBHUU C HOMEHKJIaTYPHOU
HOMEHKJIaTYPHOU Kjaccudukanuein
K1accuduKanuei MEIUIMHCKUX U3JeIni
MEIULUHCKHUX
W3 Iemit
1.1 150140 Pynon mapseBblii TKaHbIH, |BUHT MapieBblid 2 miT.
CTEPUWJIbHBIN MEJIULIUHCKUI CTEPUIIbHBIN
(re meree S M x 10 cm)
1.2 142270 JlelikomacThIph 11 JlelkomnacThIphb 3 .
KOKHBIX MIOKPOBOB, OAKTEPUITUIHBINA pa3MepOM
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HE MEHEe
1,9x 7,2 cm

1.3

Canderku MEIUITUHCKHE

aHTHOAKTEepUAIIbHBII
223580 Canderka MapieBas TKaHast
302910 Canderka HeTkaHas

CTEpUWIbHBIE Pa3MEPOM HE
menee 16 x 13 cm N 10

2 ymak.
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2. YKHaI[Ka KOMIIICKTYCTCA CIACAYIOIIUMU JICKAPCTBCHHBIMU IIPCIIapaTaMu I MCAUIUHCKOI'O IIPUMCHCHUA

N Kon ATX Amnaromo- dapmako- MexnyHapogHoe JlekapcTBeHHas Jo3upoBka TpebGyemoe
n/m TEepaneBTUYECKO- TeparneBTUYeCcKas HEIMaTEeHTOBAHHOE dbopma KOJIMYECTBO (HE
XUMUYECKas rpymnmna HAaMMEHOBAaHUE MEHEE)
KJaccuukanus JIEKApPCTBEHHOTO
JIEKapCTBEHHOTO npenapara
npenapara
2.1 DO08AGO03 Von AHTUCENTUKH U Won+[Kamus PactBop s 5% 10 M
NE3UHPUITUPYIOIIHE Woaua+ITanon| Hapy>XHOTO
Cpe/CTBa; MpernapaThl MPUMEHEHUS
nona CIIUPTOBOM
2.2 DO8AXO08 ITaHOJI AHTHCENTHYECKOE ITaHOII PactBop mis 70% 100 Mo
CPEICTBO HapY>KHOT'O
IPUMEHEHUS
DO08ACO02 XJIOpreKCUuIuH AHTUCENTUKH U XIIOpreKCuIuH PactBop s 0,5% 100 mn
ne3uHUIUPYIOLIIe Hapy>KHOT'O
CpeICTBa; OUTyaHU I U MPUMEHEHUS
AMUTUHEI CIIUPTOBOU
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3. KonuuecTBO JEeKapCTBEHHBIX MpenapaTtoB [UIsi MEAULUHCKOTO MPUMEHEHHS, KOTOPBIMU
KOMIUIEKTYETCSl YKJIaJlKa, YKa3aHHBIX B MYHKTE 2 HACTOSALIUX TPeOOBaHUI, TOKHO ObITh HE MEHEE OJIHOM
MEPBUYHON YMaKOBKU WJIM BTOPUYHOU (TOTPEOMTENbCKON) YMAKOBKHM JIEKAPCTBEHHOTO Mperapara Juis
MEUIIMHCKOTO TIPUMEHEHUs 0€3 M3BSITHS WHCTPYKIUU TI0 MEIUIIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO
mpemnapara.

4. Ilpn KOMILIEKTAIMK YKJIQJKU JTOMYyCKAETCS KOMIUIEKTAIMSI OJTHOTO MEIUIIMHCKOTO W3JCNUs U3
yyclia BKJIIOYEHHBIX B HOANYHKT 1.3 myHkTa 1 HacTrosmux TpeOOBaHUI W OIHOTO JIEKAPCTBEHHOIO
npenapara JJjisi MEAUIIMHCKOTO MPUMEHEHHS U3 YKCJIa BKJIFOUEHHBIX B HOJMYHKT 2.2 MYHKTA 2 HACTOSAIIUX
TpeOOBaHMiA.

B ciydae koMIuiekTanuu yKiaJKy JeKapCTBEHHBIM MPenapaToM Uisi MEAUIIMHCKOTO TPUMEHEHUS C
MEXIyHApOJAHBIM HENATEeHTOBAaHHBIM HAUMEHOBaHHEM " XITOPreKCUAUH" CoJIep:KaHue ITHIIOBOTO CIHUPTA B
YKa3aHHOM JIEKApCTBEHHOM IIpenapare J0JKHO cocTaBiiATh 70%.

5. Vknaaka TOJUIEKUT KOMIUIEKTAllMM MEAWIIMHCKUMH W3JETUSMHU, 3apETUCTPUPOBAHHBIMHU B
COOTBETCTBUM ¢ [IpaBWIaMy PETUCTPAIMU ¥ DKCIEPTH3BI 0E30MaCHOCTH, KadecTBa W A((HEKTHBHOCTH
MEIUIMHCKUX U3JeIHi, yTBepkaeHHbIMU Pemenriem Coseta EBpa3znuiickoil 5KOHOMUYECKON KOMHCCHH OT
12 depans 2016r. N46 (obpunmansHblii  caiit  EBpa3uiickoro  3KOHOMHYECKOTO  COO3a
http://www.eaeunion.org/, 12 wuroas 20161.)?, wiu IlpaBugamu TroCyJapCTBEHHOW pErHCTPaIuy
MEIULMHCKUX W3JIEIUH, YTBEPKICHHbIMU nocTta”HoBieHueM [IpaBurensctBa Poccuiickorn ®@enepannuu ot
30 HOs10pst 2024 1. N 1684, xoTOpBIe ACHCTBYIOT 10 31 Aexadbpst 2026 T., WM 0COOECHHOCTIIMU OOpAIICHUS
MEJUIIMHCKUX W3JIeJUH, B TOM YHCIE TOCYIAapCTBEHHOM PETUCTpAIMU cepuu (MapTUU) MEAUIIMHCKOTO
W3Jenus, YTBEpKIEHHbIMU DHocTaHoBieHHeM I[IpaBurtensctBa Poccuiickoit ®enepaumu ot 3 anpens
2020 r. N 430, xotopsie aeucTByoT n0 1 stuBaps 2028 r., win 0COOEGHHOCTSMHU OOpallleHUs], BKIIOYAst
0COOEHHOCTH TOCYJapCTBEHHOM pPEeTUCTpaIllui, MEIULIMHCKUX U3IENUN B ciiydae uX JeeKTyphbl WIH pPUCKa
BO3HUKHOBEHHUS Je(eKTyppl B CBSI3U C BBeJIeHHEM B oTHouieHuH Poccuiickoit ®eneparuu
OTPAaHUYUTENBHBIX MEP KOHOMHYECKOTO XapakTepa, YTBEP>KICHHBIMU IocTaHoBieHHEeM [IpaBurtenncTBa
Poccuiickoii @enepanun ot 1 anpens 2022 r. N 552, kotopsle aeiictBytot 10 1 stuBaps 2028 r.

6. VYkinagka TOJUICKUT KOMIUICKTAIIMM JIEKAPCTBEHHBIMHU MpenapaTtaMu JJjs METUIITHCKOTO
MPUMEHEHUs, 3apPETUCTPUPOBAHHBIMU B COOTBETCTBMU C IlpaBWiaMu perucTpaldd U SKCHEPTU3BI
JIEKapCTBEHHBIX CPEJACTB Ui MEIUIIMHCKOTO TMpUMEHEeHHs, yTBepxkaeHHbIMH Pemennem CoBera
EBpasuiickoil skoHOMHMYecKOM komuccuu oT 3 HosiOps 2016 . N 78 "O IlpaBunax peructpauuu u
OKCIIEPTU3Bl JIGKAPCTBEHHBIX CPEACTB Ui MEAMIMHCKOTO TpuMeHeHus" (ouuuambHBIA —CcaiT
EBpasuiicKkoro 3JKOHOMHYECKOTO Cor03a http://www.eaeunion.org/, 21 nHosOps 2016 r.)* unu PenepanbHpivM
3akoHOM OT 12 ampens 2010 r. N 61-®3 "O6 obpareHn# JeKapCTBEHHBIX CPEACTB', I 0COOCHHOCTIMHU
oOpaleHust JJeKapCTBEHHBIX MPENnapaToB Il MEAUIIMHCKOTO MTPUMEHEHUS, KOTOPbIE MPeIHA3HAYCHBI IS
MPUMEHEHUS B YCIOBUSAX YIpO3bl BO3HUKHOBEHHS, BO3HUKHOBEHHS U JIMKBUAALWU Ype3BbIYATHON
CUTYallUM W JUIsl OpraHU3allid OKa3aHWUs MEIUIIMHCKOW MOMOIIM JIMIIAM, TOCTPAJaBIIUM B pe3yJbTaTe
Ype3BBIYAMHBIX CHUTYyallMid, MPEeIyNpexaACHUs Ype3BbIYANHBIX CHUTyalMi, NPOQUIAKTUKH U JICUYEHUs
3a00JIeBaHNH, IPECTABIISIIOIINX OMACHOCTH JJISI OKPYKAIOUINX, 3a00JI€BaHUI U MOPAKEHUH, TTOITYIEHHBIX
B pe3ylbTaTe BO3/JCUCTBUSA HEOJAroNmpUATHBIX XUMUYECKHX, OMOIIOTUYECKUX, pPaTUallMOHHBIX (aKTOpOB,
yYTBEpKACHHBIMU noctaHoBieHueM [IpaButensctBa Poccuiickoit @enepanuu ot 3 anpens 2020 r. N 441,
KOTOpbIE JAEUCTBYIOT 10 1 stHBapst 2028 r., WM 0COOEHHOCTAMU OOpaIIeHHsI JIEKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO MPUMEHECHHS B ClTydae JeQEeKTyphl WU PUCKA BOSHUKHOBEHHS J1e(DEKTYPHI JICKapCTBEHHBIX
MpernapaToB B CBs3M C BBeJAeHHEM B oOTHomleHWu Poccuiickoit denepanuu OrpaHMYUTENBHBIX MeEp
SKOHOMMYECKOI0 XapakTepa, YTBEPKACHHbIMU nocTaHoBJeHHeM [IpaBurenbctBa Poccuiickoint denepanmun
ot 5 ampenst 2022 1. N 593, koTopseie necTByroT 10 31 nexabps 2027 r.

! pukas MunucrepcTBa 3apaBooxpanenus Poccuiickoii ®enepannn ot 6 urons 2012 r. N 4u "O6 yrBepkaeHnn
HOMEHKJIATYPHOH KJIacCU(UKAIMK MEIMIMHCKUX u3Jeauid" (3aperncTpupoBaH MuUHHCTEPCTBOM IocTHlMK  Poccuiickoit
Oenepaun 9 urona 2012 r., peructpanuoHHbsli N 24852) ¢ u3MEHEHUsAMH, BHECEHHBIMHM IpHKa3aMH MUHHCTEpCTBa
3npaBooxpaHeHus Poccuiickoit @eneparun or 25 ceHtsa6psa 2014 1. N 557H (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHIINU
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Poccniickoit ®eneparmm 17 gexabpst 2014 r., perucrpammonssiii N 35201) u ot 7 mrons 2020 r. N 686H (3aperucTpupoBaH
MunncrepcTBoM focturni Poccniickoit @eneparun 10 aBrycra 2020 r., peructpannoHssiii N 59225).

? C usMeHeHMAMY, BHeceHHbIMH Pemenusimu CoBera EBpasuiickoii oKoHoMHUecKOi komuccun ot 24 nexabps 2021 r.
N 144, or 19 mas 2022 1. N 84, or 30 mapra 2023 r. N 50. Berynuino B cuny ans Poccuiickont ®denepauvu 6 Mas
2017 r. SIBnsiercst obs3aTenbHBIM ist Poccuiickoit @enepannu B coorBeTcTBUM ¢ JloroBopoM o EBpa3suiickoM 5KOHOMHUYECKOM
cotoze oT 29 mas 2014 r., parupunupoBanueiM PenepansbHbIM 3akoHOM 0T 3 okTs0ps 2014 r. N 279-03 "O parudukanmn
Jorosopa o EBpa3zuiickoM sxoHOMHYeckoM cotose”. Berymm B cuimy amis Poccmiickoit @enepannu ¢ 1 suBaps 2015 T.

> C u3MeHenusMH, BHeceHHBIME Pemenusmu Cosera EBpasuiickoil 5KOHOMUYECKOM Komuccuu oT 14 wroms 2018 r.
N 55, or 30 suBaps 2020 . N 9, ot 23 ngexabps 2020 r. N 128, ot 5 mapra 2021 1. N 14, ot 23 anpens 2021 1. N 34, ot 17
Mapra 2022 1. N 36, ot 23 cenrs6ps 2022 r. N 141, ot 22 mas 2023 1. N 60, ot 20 oxtsi6pst 2023 . N 114, ot 29 mas 2024 1.
N 43. Berynmno B cmry st Poccuiickoit @eneparnuu 6 mas 2017 . SAABnsercs o6s3arensHbM it Poccuiickoit denepanyn B
cootBercTBUH ¢ JloroBopoMm o EBpasuiickoM sxoHOMHYECKOM coro3e oT 29 mas 2014 r., patudunmpoBanabsiv DeneparbHbIM
3akoHOM OT 3 okTs0ps 2014 r. N 279-®3 "O patudukanuu [Jorosopa o EBpasuiickom 3koHOMHUYecKOM coro3e". Berymun B
cuny 1 Poccuiickoit ®@eneparnuu ¢ 1 ssuBaps 2015 1.
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