[lokyMeHT npeaocTaBneH KoHcynbTaHTINoc

3apeructpuposaHo B MuHiocte Poccum 20 maa 2025 r. N 82252

MWUHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUM

NPUKA3
ot 11 anpens 2025 r. N 189H

OB YTBEPXAEHUU TPEGOBAHUIA
K KOMNNEKTALUMW YKNAOKWN ANA OKA3SAHUA NEPBOW NOMOLLU
C NPUMEHEHUEM MELMULUHCKUX U3AENUIA N NEKAPCTBEHHbIX NPEMAPATOB
ANA NPOPUNAKTUKU NAPEHTEPA/IbHbIX UHPEKLUIA IULAM,
OKA3bIBAOLLIUM MEANLUUHCKYIO NOMOLLb

B cooTBeTcTBUM € YacTblo 5 cTaTbu 31 PegepanbHoOro 3akoHa ot 21 Hosbpa 2011 r. N 323-d3 "06
OCHOBAxX OXpaHbl 34,0p0BbA rpaxkaaH B Poccuitickon Pepepaumn” n nognyHkTom 5.2.12 nyHkTa 5
MonoxeHna o MuHUcTepcTBe 34paBoOOXpaHeHua Poccuiickon Pepepaumn, yTBEPKOAEHHOTO
nocraHosneHnem MpaButenbctsa Poccuiickon Peaepaumm ot 19 utoHa 2012 r. N 608, npuKasbiBato:

1. YTBEpAUTb Npunaraemole TPeO6OBAHUA K KOMMIEKTALLMMN YKAALKN 41A OKa3aHWUA NepBON NOMOLLK
C TMNPUMEHEHMEM MEAMUMHCKUX W3LeNNn U NIEKApPCTBEHHbIX MPENnapaToB AAa NPOGUNAKTUKK
napeHTepanbHbIX MHPEKLMIA NMLLAM, OKa3bIBAOWMM MEeLNLMHCKYIO MOMOLLb.

2. Mpu3HaTb yTPATUBLLUMM CUY NPUKa3 MUHUCTEpPCTBaA 34paBooXpaHeHua Poccuiickoin ®eaepaumm
oT 9 sAHBapa 2018 r. N 1H "O6 yTBepXKAeHUU TPeboBaHWA K KOMMAEKTAUUU JIEKAaPCTBEHHbLIMU
npenapatamm U MeULMHCKUMW U3L0eNNAMM YKAALKU SKCTPEHHOW MPOPUNAKTUKM MapeHTepasibHbIX
MHPEKLMN ONA OKasaHMA NepPBUYHON MeAUKO-CaHUTAPHOM MOMOLLU, CKOPOM MeaUUMHCKOM NOMOLLM,
CNeuMann3mpoBaHHON  MeAMUMHCKOM  NOMOWM W NANAMATUBHOM  MeAMUMHCKOM  nomoumn”
(3apeructpupoBaH MuHucTepcTBOM tocTMummn  Poccuitckoit  depepaummn 12 mapta 2018 r,
pernctpaunoHHbiii N 50291).

3. HacToawmin npmkas BcTynaet B cuny ¢ 1 ceHTabpa 2025 r. n aelicteyeT fo 1 ceHTabpa 2031 .

M.A.MYPALLKO

YTBEepKAaeHbI

npukasom MuHUCTepCTBa 34PaBOOXPaHEH A
Poccuiickoin Pepgepaumn

ot 11 anpena 2025 r. N 189H

TPEGOBAHUA
K KOMNIEKTALMU YKNIAZIKM 419 OKA3AHWA NEPBOI MOMOLLU
C NPUMEHEHUEM MEAULMHCKUX U3AENUIA U NEKAPCTBEHHBIX NPEMAPATOB
[ANA NPOPUNAKTUKMN NAPEHTEPA/IbHBIX UHOEKLMIA NTULAM,
OKA3bIBAIOLLIMM MEAULIMHCKYIO MOMOLLb

1. YknagKka AN OKasaHWA MepBoi MOMOLWM C MPUMEHEHMEM MEeAULMHCKUX W3Aenuin u
NleKapCTBEHHbIX NpenapaToB Ana NPodUNaKTUKM NapeHTepasnbHbIX UHOEKUUI NnLamM, OKasbiBaloWMm
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MeANLUMHCKYIO MOMOLLb (Aanee - yknagKa), KOMNAEKTyeTca cneayolwmMmm meguuMHCKUMKN U3aeNnamu:

N Kog snaa HanmeHoBaHue BMAa HanmeHoBaHue Tpebyemoe
n/n MeANLMHCKOro MEAMNLMHCKOTO U3AENNA B | MEAULIMHCKOTO N3genma KOJIMYecTBO
n3genus B COOTBETCTBUU C (He meHee)
COOTBETCTBUM C HOMEHKNATypPHOM
HOMEHKNaTypHOW Knaccuduraumen
KnaccuduKaumen MeOMLUNHCKMX U3aenni
MeANLMHCKUX
nsgenuni <1>
1.1 | 150140 PynoH mapnesbli TKaHbIM, | BUHT mapnesbiit 2 wr.
CTEPUbHBIN MeaNLMHCKUIN
CTepUNbHbIN (He meHee 5
M x 10 cm)
1.2 142270 JlerkonnacTblpb Ana NenkonnacTbipb 3 wr.
KOKHbIX MOKPOBOB, 6aKTepMUNAHbIN
aHTMBaKTepmanbHbIl pasmepom He meHee 1,9 x
7,2 cm
1.3 | 223580 CandeTtKa mapnesas CandeTkm meguLmMHCKue 2 ynak.
TKaHasn CTePUNbHbBIE PA3MEPOM He
meHee 16 x 13 cm N 10
302910 CandeTKa HeTKaHas
<1> MNpunKas MuHUCTepCTBa 3apaBooxpaHeHnn Poccuiickon ®egepaumm ot 6 ntoHA 2012 r. N 41 "O6
YTBEPKAEHUN  HOMEHKNATypHOW  KnaccuduKaumm  MeguuMHCKUX  u3genuin"  (3apernctpupoBaH

MuHUcTepcTBOM toCcTUUMKM Poccuiickoit deaepaunn 9 mions 2012 r., pernctpaumoHHbin N 24852) c
N3MEHEHUAMM, BHECEHHbIMM NPUKa3zamu MuHUCTepcTBa 34paBooxpaHeHusa Poccuitckon ®epepaunm ot
25 ceHTabpa 2014 r. N 557H (3apeructpuposaH MuHucTepcTBoMm tocTuumm Pocculickoin deapepauumn 17
Oekabpsa 2014 r., peructpaumoHHbiit N 35201) u ot 7 uiona 2020 r. N 686H (3aperncrtpupoBaH
MuHKcTepCTBOM ocTULMKM Poccuiickoit Pepepaumm 10 aBrycta 2020 r., peructpaumoHHbiid N 59225).

2. YKnagka KOMMJIEKTYETCA CleAyloWMMIN IeKapcTBEHHbIMUM npenapatamu Ans mMeamuUMHCKOro
NPUMEHEHMA:

N Kog ATX AHaTtomo- | ®apmaKoTepa | MexayHapog, | J/lekapctBeHH | [losupo | Tpebye
n/n TepanesTU4Yec | NeBTUYECKan Hoe aa popma BKa moe
KO- rpynna HenaTeHTOBaH Konmye
XMMMYecKas Hoe CTBO
Knaccudumkaly HaMMeHOBaHu (He
ns e MeHee)
JIeKapCTBEHHO JIEKapCTBEHHO
ro npenapara ro npenapara
2.1 |DO8AGO3 |Mop Antucentvkun |Mop+[Kanma |PactBop gna |5% 10 mn
" noana+3TaHO | HAPYKHOTO
aesnHouumpy | n] npUMeHeHun
owme cnupToBOM
cpencTBa;
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npenaparbl

nopa
2.2 |DO8BAX08 |3taHon AHTUCENnTUYeC | ITaHON PactBop gna |70% 100 mn
Koe cpeacTBo HapY»KHOro

npumeHeHunAa

DO8AC02 |Xnoprekcugm |AHTUCENTUKKM |Xnoprekeman |Pacteop gna | 0,5% 100 mn

H n H HapyXHOro
aesnHouumpy npuMmeHeHus
oupe CNMpTOBOM
cpeacTsa;
6uryaHmabl u
AMUANHDI

3. Ko/n4yecTBO /IEKAPCTBEHHbLIX MpPEenapaTtoB A8 MeAMUMHCKOTO MPUMEHEHUS, KOTOPbIMMU
KOMMJIEKTYETCA YKNAZKa, YKa3aHHbIX B MYHKTE 2 HACTOALLMX TPebOBaHWUI, A0MKHO ObITb HE MEHEE OAHOM
NepBMUYHOIN YNAaKOBKU WU BTOPUYHOM (NOTPebUTenbCcKoi) ynakoBKWU /IeKapCTBEHHOrO npenapata Ans
MeAULMHCKOro NPUMeHeHNA 6e3 N3bATUA MHCTPYKLUM MO MeAULNHCKOMY MPUMEHEHUIO 1IEKAPCTBEHHOIO
npenapara.

4, MpK KOMNIEKTaLMM YKNAAKM AOMNYCKAETCA KOMMNAEKTaUMA OAHOMO0 MeAULMHCKOrO usaenma mns
ynucna BKAKOYEHHbIX B nognyHKT 1.3 nyHKTa 1 Hactoswmx TpeboBaHWA M OOHOrO NEKAPCTBEHHOrO
npenaparta gna MeauLMHCKOro NPUMEHEHMA U3 YMCAA BKIKOYEHHBIX B NOAMNYHKT 2.2 MyHKTa 2 HaCTOAWMX
TpeboBaHUN.

B cnyyae KoMmnaeKTaumun yKAaAKU NeKapCTBEHHbIM NpenapaTom Ana MeauLMHCKOro NnpumeHeHua
C Me)AYHAapOAHbIM HenaTeHTOBaHHbIM HammeHoBaHWem "XnoprekcnguH" cogepskaHue 3TUNOBOO
CMMpPTa B YKA3aHHOM JIeKapCTBEHHOM NpenapaTe A0/IKHO cocTaBnATe 70%.

KoHcynbTaHTlAOC: NpumeyaHue.

Cpoku pencteua [lMpasun, ytB. [ocTtaHoBneHnem [lpasutenbctea PP ot 30.11.2024 N 1684, u
OcobeHHocTen, yTB. MNocTtaHoBneHMem [lpasutensctea PO ot 01.04.2022 N 552, npoasieHbl ao
31.12.2028.

5. YKnagKa noganexuT KOMMNAeKTauuu MeAUUMHCKUMU U3OENUAMM, 3apPerucTpupoBaHHbIMKU B
COOTBETCTBUM C [MpaBWNamM perucTpaumm n sKcnepTnsbl 6e30nacHOCTM, KadvecTBa U 3PpPeKTUBHOCTM
MeANUNHCKUX U3aenni, yTeepKaeHHbiMM PeweHnem CoseTa EBpa3niicKoil SKOHOMMUYECKON KOMUCCUM
oT 12 deBpana 2016 r. N 46 (opuumanbHbiit cakT EBPasMICKOro 3KOHOMMYECKOTO COHo3a
http://www.eaeunion.org/, 12 wiona 2016 r.) <2>, nau MNpaBunamm rocyaapcTBeHHON perncrpauum
MeANUNHCKUX U34eNni, yTBEPKAEHHbIMW NOCTaHoBAeHMeM pasutenbctea Poccuitickon depepavmm ot
30 HoAbps 2024 1. N 1684, KoTopble gelictBytoT g0 31 gekabps 2026 r., nam ocobeHHOCTAMM 06 paLLeHns
MeAMULMHCKUX U34eNni, B TOM Ync/ie TOCYyAapCTBEHHOW perncrpaumm cepum (naptum) meamumHCKOro
n3genuns, yTBepaeHHbIMKU nocTaHoBAeHmnem MpasutenbcTea Poccuitckoi Pepepaumm ot 3 anpens 2020
r. N 430, Kotopble pgenctytoT o 1 aHeapsa 2028 r., uam ocobeHHoCTAMM ObpalLeHMA, BKAtOYan
0COBEHHOCTM FOCYapCTBEHHOW PErMCTPaLLUn, MegULIMHCKUX U34ENNI B Caydae nx AedeKTypbl Uan pUcka
BO3HWKHOBEHMA AedeKTypbl B CBA3WM C BBeAEHMEM B OTHOweHWM Poccuiickon @Pepepauunu
OTrpPaAHUYUTENBHBIX MEeP 3KOHOMUYECKOTO XapaKTepa, yTBePKAEHHbIMM NOCTaHOBAeHMeM [paBuTeNbCTBa
Poccuiickoit Pepepaunm ot 1 anpena 2022 r. N 552, koTopble geiicteytoT Ao 1 AHBapAa 2028 r.

<2> C nameHeHuAMMU, BHeceHHbIMK PeweHnamm CoseTa EBpa3VII7ICKOI‘/‘I 3KOHOMMYECKOM KoMUCCUn


https://login.consultant.ru/link/?req=doc&base=LAW&n=445479&dst=2
http://www.eaeunion.org/
https://login.consultant.ru/link/?req=doc&base=LAW&n=507888&dst=100016
https://login.consultant.ru/link/?req=doc&base=LAW&n=494283&dst=100009
https://login.consultant.ru/link/?req=doc&base=LAW&n=523529&dst=100010

oT 24 pekabps 2021 r. N 144, ot 19 mas 2022 r. N 84, ot 30 mapTa 2023 r. N 50. Bctynuno B cuny gns
Poccuitckolt depepaumm 6 maa 2017 r. flensetca obssatenbHbiM ana Poccuiicko depepaumn B
cooTBeTCTBMM C JoroBopom o EBpasMiMcKOM 3KOHOMMYECKOM coto3e oT 29 maa 2014 r.,
paTudumumnpoBaHHbiM PeaepasibHbIM 3aKOHOM OT 3 oKTABPs 2014 r. N 279-93 "0 paTudmrkaumm Jorosopa
o EBpasnitckom akoHomMYecKom cotose". Betynun B cuny ans Poccuiickont deagepaumm ¢ 1 sHeapa 2015
r.

KoHcynbTaHTlAOC: NpumeyaHue.
Cpok aerictBus ocobeHHocTel, yTB. MocTtaHoBneHuem [Mpasutenbctea PP ot 03.04.2020 N 441,
npogneH go 01.01.2036.

6. YKnagKa nogneXmt KOMMEKTaUMW JNIeKapCTBEHHbIMM MpenapaTtamu Anda MeauUMHCKOro
NPUMeEHeHMA, 3aperMcTPUPOBaAHHBIMK B COOTBETCTBUM C [lpaBuMnamm perncrtpauum m 3SKCnepTusbl
JIEKapCTBEHHbIX CPeAcTB ANA MeAMUMHCKOrO NPUMEHEHUA, yTBepAeHHbimn PeweHnem CoBeTa
EBpasmMinCcKoM 3KOHOMMYECKON KomMMccuM oT 3 Hosbpa 2016 r. N 78 "O MMpaBunax perncrpaummn u
3KCMepTU3bl N1IEKAPCTBEHHbIX CPEACTB AN  MEAMUMHCKOro npumeHeHua" (odpuumanbHbIl  caiT
EBpasmnIMCKOro sKoOHOMMYecKoro coto3a http://www.eaeunion.org/, 21 Hosabpa 2016 r.) <3> uau
depepanbHbim 3akoHOM OT 12 anpena 2010 r. N 61-d3 "0O6 obpalLeHMN NekapCTBEHHbIX cpeacTs”, unu
0Cob6eHHOCTAMMN 0bpalleHMA NIeKapCTBEHHbIX NPENapaToB A4 MeOMLMHCKOro NPUMEHEHMUA, KoTopble
npegHasHavyeHbl 414 NPUMEHEHUS B YCNOBUAX YIPO3bl BOSHUKHOBEHUA, BO3HUKHOBEHMUA U IMKBUAALNK
ypesBbl4aMHOW CUTYaLMMU N 15 OPraHU3aLLMKN OKA3aHMA MeAULMHCKON NOMOLLM LM, NOCTPaLaBLIMM
B pe3y/ibTaTe Ype3Bbl4alHbIX CUTYaUUi, NpeaynpeXKaeHua YpesBbl4anHbIX CUTyauuin, NPOOUNAKTUKU U
NleyeHunsa 3ab0s1eBaHNM, NPeACcTaBAAIOWMX ONACHOCTb AJIA OKPYXKaloWMX, 3a00/1eBaHNM N MOPAXKEHWH,
NoJly4YeHHbIX B pe3yanbTaTe BO34eNCTBUA HEBNArONPUATHBIX XMMUYECKUX, BUONOTNYECKMX, PagMaALMOHHbIX
$aKTOpOB, YyTBEPKAEHHbIMM NOCTaHOBAeHMeM [paBuTenbcTBa Poccuiickoit depepaunm ot 3 anpens 2020
r. N 441, kotopble gencteytoT Ao 1 saHeapa 2028 r., uanm ocobeHHOCTAMM 06paLLeHMA IeKapCTBEHHbIX
CpeacTB ANAa MegULMHCKOTo NPUMEHEeHUs B cydae aedeKTypbl NN pUcKa BO3SHUKHOBEHUA gedeKTypbl
JNIeKapCTBEHHbIX MpenapaToB B CBA3WM C BBeAeHMEM B OTHoweHun Poccuiickon Pepepaumm
OTrpPaHUYUTENBHBIX MEeP 3KOHOMUYECKOTO XapaKTepa, yTBepPKAEHHbIMM NocTaHoBAeHWeM [paBnTeNbCTBa
Poccuitckoit ®epepaumm ot 5 anpens 2022 r. N 593, KoTopble aeicTeytoT Ao 31 aekabpa 2027 r.

<3> C 3meHeHusiMmM, BHeceHHbIMU PeweHnammn CoseTa EBPasMNCKOM SKOHOMMUYECKOM KOMMCCUM
oT 14 nioHs 2018 r. N 55, ot 30 AaHBapa 2020 . N 9, oT 23 aekabpa 2020 r. N 128, ot 5 mapTta 2021 r. N 14,
oT 23 anpens 2021 r. N 34, o1 17 mapTa 2022 r. N 36, oT 23 ceHTabpa 2022 r. N 141, ot 22 maa 2023 r. N
60, oT 20 oKTAbpa 2023 r. N 114, ot 29 masn 2024 r. N 43. Bctynuno B cuny gnsa Poccuitickoit Pepepaumm 6
mana 2017 r. AsnAaetca obsasaTenbHbiM gnsa Poccuiickon ®Pepepaumm B COOTBETCTBUM C [JOroBOpom O
EBpasmMinckom sKOHOMMYECKOM coto3e oT 29 maa 2014 r., patudnumpoBaHHbiM PepepasibHbIM 3aKOHOM
oT 3 oKTabpsa 2014 r. N 279-®3 "O patuduraumum [orosopa o EBpasmiickom sKOHOMUYECKOM cotose".
Bctynun B cuny gnsa Poccuiickont Pepepaunm c 1 aHeaps 2015 r.
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