MHHHCTEPCTBO 3IPABOOXPAHEHMUS
POCCUHCKOM ®EJEPAIINN

(MUH3IPAB POCCHUH)
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OO0 yTBepxkaeHun E&L‘WWLKHaHKﬂ AJISl OKA3aHHUs

MepBoi NOMOIUH C NPHMEHEHHEM MeJIHIHHCKHX H31e/IHil H JIeKaPpCTBEHHbIX
npenaparoB JJisi NPOQUIAKTHKH NapeHTepaibHbIX HHeKunii aunam,
OKa3bIBAIOIHM MEAHIHHCKYI0 NOMOIIb

B coorsercTBuH ¢ HacThio 5 cTaThy 31 Denepansroro 3akona ot 21 Hos6ps 2011 r.
Ne 323-®3 «O6 ocHOBax OXpaHBI 3[0pPOBbS TIpaxuaH B Poccuiickoii ®emeparum»
u noanyHktoM 5.2.12 mnynkra 5 IlonoxeHns o MuHHCTEpCTBE 3ApaBOOXpaHEHMS
Poccuiickoii Menepauny, yTBepxaeHHOT0 moctaHoBienreM [IpasurensctBa Poccuiickoit
@enepauun ot 19 urons 2012 r. Ne 608, mpukassiBaio:

1. YTBepauTh mpuiaraembie TpeOOBaHMS K KOMIUIEKTALMH YKIaAKU JUIS OKa3aHHUS
TNIepBOX MOMOILH C TIPUMEHEHHEM MEIMLMHCKUX H3/ENHI U JIEKapCTBEHHBIX IPENapaToB
JUIsL IPOQUNAKTHKA TIapeHTEPANbHBIX MHPEKIHH HIaM, OKa3bIBAOIIMM METHITMHCKYIO
MIOMOIIIb.

2. llpu3HaTh yTPaTMBIUMM CHJy TIpUKa3 MUHHCTEPCTBA  3JpaBOOXPAaHEHMUS
Poccuiickoit ®@enepaunn ot 9 sHBapst 2018 r. Ne 1H «OG yrtBepx)aeHun TpeGoBaHMIA
K KOMIIJIEKTALMH JICKAPCTBEHHBIMH TpenapaTaMy U MEIULUHCKUMHU W3IETUSIMU YKIaIKK
OKCTPEHHOH NPOMUIAKTHKY IapEeHTePaNbHBIX HH(EKUHH [ OKa3aHWs HepBHYHOMN
MEJIMKO-CaHUTApHOH IIOMOIM, CKOPOH MEIMIMHCKOH ITOMOIIH, CIEHalId3uPOBAHHOM
MEJUIHHCKON IOMOIUM M TMaUIMaTUBHON MEIMIMHCKOM TTOMOIIN» (3aperdcTpUpOBaH
Munycrepctom roctuimu Poccuiickoit ®enepaunu 12 mapra 2018 r., perucTpaoHHBIi
Ne 50291).

3. Hacrosimmii npukas BcTymaeT B cuiIy ¢ 1 cenrsbps 2025 r. um pmeiicTByer
1o 1 centsiops 2031 r.

M.A. Mypaitko




YTBepKACHBI
NpuKa3oM MHUHUCTEPCTBA 3paBOOXPaHEHUS
Poccuiickoit @eneparuu
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TpeGoBanus K KOMILIEKTALMH YKJIAJXKH /151 OKA3AHHS TIePBOi MOMOLIH
¢ MPMMEHEeHHeM MeJMIIMHCKHX M3/1eJIUi H JTeKapCTBEHHBIX NPenapaToB
JUISL NPO(UIAKTHKY NApEeHTEPATbHbIX HH(EKIUH JTHIAM, 0KA3bIBAIOIMM
MEIHIMHCKY 0 OMOIIb

1. Vknanaxa jyis oka3aHus NEpBOH MOMOIIH C NPUMEHEHHEM MEUIIMHCKUX M3IeInil
M JICKAPCTBEHHBIX MPENapaToB Ui NPOPHIAKTHKY MApEeHTEpalbHBIX HH(EKIUH JTHIaMm,
OKa3bIBAIOLMM MEIUIMHCKYIO IOMOLIE (fajnee — yKIaaKa), KOMIUICKTYETCS ClIeAyIOIHMHU
MEIULMHCKUMU U3JCTHAMU:

Ne n/nt Kon Buna HaumeHnoBanue Buza Hanmenosanue Tpebyemoe
MEIHUILUHCKOTO MEAMLMHCKOTO U3AeINI MEAULIMHCKOTO U3/IEIHS KOJIYECTBO
U3JEIUs B COOTBETCTBUHU (ue meHee)
B COOTBETCTBHH C HOMEHKJIaTypHOH
C HOMEHKJIaTYpHOMH Kjaccupukanuei
KIaccuuxanue MEIMUMHCKHUX H3/CIHi
MEIUIMHCKHX
u3enmit’

1.1 150140 Pynon mapnessiii bunt MapneBbIii 2 wr.

TKaHBIH, CTEPUIIbHBIM MEIUIUHCKHH CTePUIbHBIH
(ne meHee
S5mx 10 cm)

1.2 142270 JlelixomnacTeips s JleikomracTeiphb 3 .
KOKHBIX IOKPOBOB, OakTepULIMAHBIN pa3MepoM
aHTUOAKTEePHAIbHBIH HE MEHee

1,9x 7,2 cm

1.3 |223580 Canderxa mapiesas Canderku MmemumMHCKHE 2 ynak.

TKaHas CTEPUITBHBIE PA3MEPOM HE
meHee 16 x 13 cm Ne 10
302910 Canderka HeTkaHas

' Ilpuxas MunncrepcTa 3apaBooXpaneHds Poccuiickoit Denepamun ot 6 mions 2012 r. Ne 4H «OG yTBepxaeHHH
HOMEHKIIATYPHO! KJIaCCMPUKAIMH MEIMIMHCKUX H3IEIUii» (3aperucTpupoBaH MMHHCTEPCTBOM IOCTHLMH POCCHICKOM
©epepauun 9 mions 2012 r., peructpaumonnsii No 24852) ¢ u3MeHEHMAMM, BHECEHHBIMM NpuKa3aMu MuHKCTEpCTBa
31paBooxpanenus Poceuiickoit Oenepaunn ot 25 centadps 2014 r. Ne 5574 (3apernctpupoBan MUHKCTEPCTBOM IOCTHIMK
Poccuiickoit ®eaepauun 17 nexabps 2014 r., peructpanuonnsiii Ne 35201) u ot 7 nrons 2020 r. Ne 6861 (3aperucrpupoBan
MunncrepcteoM roctuLuu Poccuiickoii ®enepanun 10 asrycra 2020 r., peructpannonnsiit Ne 59225).
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2. Vknanka KOMILICKTYCTCS CJICAYIOLIUMHU JIEKAPCTBEHHBIMM IIpenaparaMy
A1 MCIIUITUHCKOTI'O IIPUMCHCHNA .

Ne | Kog ATX Amnaromo- ®apmaxo- | Mexnynapon- | Jlekaper- | Josuposka | TpeGyemoe
n/n TEPAINleBTUYEC- | TEPANEBTH- | HOE HETIATEHTO- | BEHHas KOJINYECT-
KO-XHMMHYEC- yeckast BaHHOE Hau- dopma BO (HE
Kas K1accudu- | rpynna MEHOBaHHE MEHee)
Karyst JIEKapCTBEHHO-
JIEKapCTBEHHO- TO npenapara
ro rnpenapara
2.1 |DO8AGO3 |Mox Antncen- |Hox+[Kamus PacrtBop 5% 10 Mn
THKU U Hopua+3Ta- s
nesuHdpu-  |Ho| Hapy>XHOTO
LHHUPYIOLIHE IIpUMEHe-
CPEACTBa; HUS
[IperapaThl CIIMPTOBOH
Hozma
2.2 |DO8AXO08|3Tanon AHtucern- |DrtaHon PactBop 70% 100 Mn
THYECKOE ISt
CPEACTBO HapyXHIo
IpUMeHe-
HUS
DOBACO2 | Xnoprekcuaun |Antucen- | XioprekcuauH |Pacrsop 0,5% 100 mn
TUKH U IS
ne3nsou- Hapy>XHO-
LUpYIOLIMe ro
CPECTBa; IIpUMEHe-
Ouryanuisl HUS
U aMHAJTHHBI CTIUPTOBOH

3. KonnuectBo JICKApCTBCHHBIX IIpE€NapaTtoB IJid MCAMIMHCKOrO INIPHMCHCHHA,

KOTOPBIMH KOMIUIEKTYETCS YK/IaJKa, YKa3aHHbIX B IYHKTE 2 HACTOSIIHX TPeOOBaHMIA,
JOJDKHO OBITH HE MEHEE OHOM NMEPBHYHON YIIAKOBKH HIIH BTOPUYHOMN (MOTPEOUTENLCKOI)
YIIAKOBKH JIEKAPCTBEHHOI'O Ipemnapara Ajisi MEAULMHCKOTO NPHUMEHEHHS 0€3 H3bATHA
MHCTPYKLIUH 110 MEAMLIMHCKOMY IPUMEHEHHIO JICKAPCTBEHHOI'O Mpernapara.

4. IIpu KOMIUIEKTALMHY YKIQJIKH JOMYCKACTCA KOMIUIEKTALUSA OHOI0 MEAULIMHCKOTO
M3JICIIUA M3 YHCIa BKIIOYEHHBIX B IMOANYHKT 1.3 myHkTa 1 Hacrosmux TpeGOBaHHii
M OIHOrO JIEKapCTBEHHOrO Mpenapara s MEIULUHCKOTO TPUMEHEHHS W3 4YHCIa
BKJIIOYEHHBIX B MOMAIYHKT 2.2 IIyHKTa 2 HACTOSIIMX TpeOOBaHHIA.

B ciyvae KOMIIIEKTalUU YKIAAKH JIEKAPCTBEHHBIM MIPETIAPATOM VIS MEIUIIUHCKOTO
OPUMEHEHHUsT ¢ MEXIyHapOJHBIM HEMATeHTOBAHHBIM HAaUMEHOBAHHEM «XJIOPTEKCHIHH»
COJEP)KaHUE OTHIIOBOTO CIHMpPTa B YKa3aHHOM JIEKAPCTBEHHOM TMIperapare JOHKHO
coctaBisath 70 %.

5. Yknanaka HOJJICKUT KOMIIJIEKTAIIHH MEIUITMHCKIMU U3/IeNUAMH,
3aperucTpUpPOBaHHBIMH B COOTBETCTBUH C [IpaBunamu peructpandd M IKCHEPTHU3BI
Oe3onacHOCTH, KadyecTBa M 3(P(EKTHBHOCTM MEIUIMHCKMX W3ICIHH, YTBEPIKICHHBIMH
Pemennem CoBera EBpasuiickoil s3xoHOMHUYECKOH KoMuccHu oT 12 ¢eBpans 2016 1. Ne 46



(opnumanbhbiii caiit EBpasuiickoro 3koHOMHYeCKOro corosa http://www.eaeunion.org/,
12 mona 2016 r.)’, wim IlpaBunamu TOCYIapCTBEHHOH PETHMCTPAIMH MEIULIMHCKAX
M3JCNUH, YTBEPKICHHBIMU mocTaHoBneHneM IIpasurenncra Poccuiickont denepanun
or 30 HoaOps 2024 r. Ne 1684, xotopbie neiictByior go 31 gexabps 2026 r., wm
OCODEHHOCTAMU OOpallleHusl MEJMIHHCKUX H3JEIHH, B TOM 4YHMCIIE TOCYAAPCTBEHHOM
PEruCTpalny Cepuy (IapTHN) MEAUIIMHCKOTO U3JIETIHs, YTBEPIKACHHBIMH [TOCTAHOBICHHEM
[IpaButenscrsa Poccuiickoii ®eneparmu ot 3 anpenst 2020 1. Ne 430, koTopble A€HCTBYIOT
no 1 sauBaps 2028 r., wm ocoOeHHOCTAMKH OOpalleHHs, BKIOYas OCOOCHHOCTH
rOCyJapCTBEHHOH PErvCTpalMu, MEIMIMHCKUX HM3JENui B ciiydae uX AedeKTypbl WM
pHCKa BO3HHMKHOBEHHS Ie(EKTypsl B CBA3M C BBEIEHHEM B OTHOIICHHHM PoCCHIfCKOA
®enepanud  OrpaHHYUTENBHBIX MeP 3KOHOMHYECKOTO XapakTepa, YTBEp)KIEHHBIMH
nocraHoenexnem IlpaBurensctBa Poceutickoit @enepanuu ot 1 anpenst 2022 r. Ne 552,
KOTOpBIe NeHCTBYIOT A0 | stBaps 2028 r.

6. VKIaZka TMOIEKUT KOMIUIEKTAllMM JIEKapPCTBEHHBIMH NpenapaTamu  JUIs
MEIUIIMHCKOTO TPUMCHEHMS, 3apErMCTPUPOBAHHBIMH B COOTBETCTBMM C IlpaBmiamu
PETHCTPAMK M IKCTIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB JUIS MEIMIMHCKOIO TIPHMEHEHHUS,
yrBepxkaeHHbIMU Pemienriem Coseta EBpasniickoii 5KOHOMHYECKOI KOMUCCHH OT 3 HOAODPs
2016 r. Ne 78 «O IlpaBunax perucTpalliil ¥ KCHEPTH3bI JIEKAPCTBEHHBIX CPEACTB AJIS
MEIUIMHCKOI0 NIPHUMEHEHUS» (0hUIMANBHBIN caiiT EBpa3snuiickoro 53KOHOMHYECKOr0 CO03a
http://www.eaeunion.org/, 21 HosGpst 2016 r.)’ i OenepanbHbIM 3aK0HOM OT 12 anpens
2010 r. Ne 61-®3 «OO6 oOpameHnn JIEKapCTBEHHBIX CPEACTB», WIM OCOOEHHOCTSIMH
oOpalleHusl JICKAPCTBEHHBIX IIPENapaToB A MEJHLMHCKOTO NPUMEHEHHMS, KOTOpBIE
NpeJHa3HAYECHEI JJIs IPYMEHEHHS B YCIOBUAX YTPO3bl BOBHUKHOBEHUS, BO3SHUKHOBEHHS H
JUKBUJANMHM YPE3BLIYANHON CUTyalluM U JUIS OpTaHM3allMd OKa3aHWs MEIUIMHCKOU
NOMOLIM  JIMLAM, IOCTPAJaBIIMM B  pe3ylbTaTe  Upe3BBIYAHHBIX  CHTYyalWii,
IPELYNPEKICHNA YpE3BbIYaHHBIX CUTyalUUi, MPOPHUIAKTUKH U JICYEHHUs 3a00JIEBAHMIA,
MPEACTABJISIOMINX ONIACHOCTS /IS OKPYXKAIOLIUX, 3a00JIEBaHUH U MTOPAXKEHH I, ITOTYYEHHBIX
B pe3yiabTaTe BO3ACHCTBHA  HEONAroNpHATHBIX  XHMHYECKHMX, OWOJOTHYECKHX,
pamMalMOHHBIX  (DAKTOPOB,  YTBEP)KACHHBIMM  [IOCTAHOBICHHEM  IIpaBHTEIHCTBA
Poccuiickoit ®enepanuu ot 3 ampenst 2020 r. Ne 441, koTopsie AeHCTBYIOT 10 1 sSIHBaps
2028 r., v 0COOEHHOCTSAMU OOpAICHUS JIEKAPCTBEHHBIX CPEACTB IS MEIULMHCKOTO
NPUMEHEHHS B Cilydae JeeKTyphl WIIM PUCKA BOBHUKHOBEHHUS Ae(EKTYPHI JIEKAPCTBEHHBIX
IpernaparoB B CBiI3W C BBEACHHEM B OTHOWEHMM Poccuiickoit ®enepanuu
OTPAaHMYHUTEIBHBIX MEP DKOHOMHUYECKOTO XapakTepa, YTBEPKIECHHBIMH IOCTAHOBIICHHEM
IIpaButenscTBa Poccuniickoit ®eneparyu ot 5 anpens 2022 r. Ne 593, koTopsie 1eHCTBYIOT
10 31 nexabps 2027 .

2 C u3MeHeHUAMH, BHeceHHsIMU Pemenusmu Cosera EBpasuiickoii sxoHOMuHecKoi koMHCCHH OT 24 aexabps 2021 r. Ne 144,
oT 19 mas 2022 r. Ne 84, ot 30 mapta 2023 r. Ne 50. Berynusio B cuny 1t Poceuiickoit ®enepatuu 6 mas 2017 1. SIpsercs
obs3arensHbiM uist Poccuiickoit Penepaiuu B cooreercTBun ¢ Jorosopom o EBpasuiickoM 3KOHOMHYECKOM COI03€E OT 29 Mast
2014 r., parupunuposasHeiM DenepanbHeiM 3akoHOM 0T 3 OKTsOps 2014 r. Ne 279-®03 «O patuduxanuu dorosopa o
EBpasuiickoM 3x0HOMHYECKOM coro3e». Berynun B cuity ans Poccuiickoii @enepanuu ¢ 1 susaps 2015 r.

3 C usMeHeHnsIMH, BHeceHHbIMU Pemenusmu Cosera EBpasuiickoil s3koHOMuueckoit xomuccuu ot 14 uronsa 2018 r. Ne 55,
ot 30 susaps 2020 r. Ne 9, ot 23 gexalbps 2020 r. Ne 128, ot 5 mapra 2021 r. Ne 14, ot 23 anpenst 2021 r. Ne 34, ot 17 mapra
2022 r. Ne 36, ot 23 centabps 2022 r. Ne 141, ot 22 mas 2023 r. Ne 60, ot 20 oxts6ps 2023 r. Ne 114, ot 29 mas 2024 r. Ne 43.
Berynwno B cuty mis Poccutickoit ®emeparn 6 mas 2017 1. SBnsercs obssatenbHeiM i Poccuiickoit ®enepannu
B coOTBeTCTBHH ¢ JloroBopom o EBpasuiickom skoHOMHUECKOM coro3e oT 29 mas 2014 r., patuduunposansbiM DesepanbHbIM
3akOHOM OT 3 OKTAGpPA 2014 r. Ne 279-®3 «O parnduxanuu Jorosopa o EBpasuiickoM 3KOHOMUYECKOM cOr03e». Berynmi B
cuy i Poccniickoit ®enepaunn ¢ 1 supaps 2015 r.



