00 yTBep>XaeHun TpedboBaHUM K KOMNAEKTaL UM
JieKapCTBEHHbLIMU NpenapaTtaMu U MEAULUHCKUMU U3 OEeJNTUAMMU
YKJNaAKN 3KCTPEHHOU NPopuaakTUKKN NnapeHTepasibHbIX
MH(pPEKUMA AN OKa3aHUA NepBUYHON MeaUKO-CaAaHMTAaPHOM
NOMOLLU, CKOPOU MEeAULMUHCKON NOMOLLMU, CreLuasiM3MpoBaHHOMN
MeAMWUMHCKOX MOMOLUM U Nasi/IMaTUBHOX MeAULUHCKON NOMOLLLU

Mpukas - Ne 1H - 0T 09.01.2018 - MUHUCTEPCTBO 34paBOOXpPaHeHUS - [1encTByeT 6€3 n3MeHeHui

MWHWCTEPCTBO 3[IPABOOXPAHEHWNA POCCUCKOW ®EOEPALINN

MPUKA3

MockBa

9 aHBaps 2018 r. Ne 1H

06 yTBepxaeHUN TPeboBaHN K KOMMNEKTALMN NEKAPCTBEHHBLIMY

npenapataMmm N MeQULMHCKUMU N34eNAMN YKIAAKN IKCTPEHHOW

NPOMPUNAKTUKN NapeHTepasibHbIX MHPEKLUNA 15 OKa3aHus

NepBUYHON MeANKO-CaHUTAPHON NMOMOLLN, CKOPON MeAULNHCKON

NoMOLLY, CAeLMann3nNpoBaHHON MeANLNHCKON NOMOLLM 1 MAaNANaTUBHON MeAULNHCKON MOMOLLN
3aperuncTpuposaH MuHtocTom Poccun 12 mapta 2018 r.

PernctpaunoHHbin Ne 50291

B cooTBeTCTBUM C NOANYHKTOM 5.2.12 MMonoxeHnsa o MMHUCTepCTBe 34paBooXpaHeHns PoccMnckon
depnepaumm, YTBEPXKAEHHOIO NoCTaHoBAeHMEM MpaBuTenbCcTBa Poccminckon ®epepaumm ot 19 nioHa 2012
r. Ne 608 (CobpaHue 3akoHoaaTenbCTBa Poccuinckon ®enepauun, 2012, Ne 26, cT. 3526; 2013, Ne 16, CT.
1970; Ne 20, cT. 2477; Ne 22, ¢cT. 2812; Ne 33, cT. 4386; Ne 45, cT. 5822; 2014, Ne 12, cT. 1296; Ne 26, CT.
3577; Ne 30, cT. 4307; Ne 37, cT. 4969; 2015, Ne 2, cT. 491; Ne 12, cT. 1763; Ne 23, cT. 3333; 2016, Ne 2, CT.
325; Ne 9, cT. 1268; Ne 27, cT. 4497; Ne 28, cT. 4741; Ne 34, cT. 5255; Ne 49, ¢T. 6922; 2017, Ne 7, cT. 1066;
Ne 33, cT. 5202; Ne 37, cT. 5535; Ne 40, cT. 5864), nprKa3biBato:

YTBEPAUTL Npunaraemble TpeboBaHMA K KOMMEKTALUN IEKAPCTBEHHBLIMU NpenapaTaMn n MeaULUHCKUMN
N30eNNaMUN YKNaAKN 3KCTPEHHON NPOGMAAKTUKIN NapeHTepaibHbIX MHPEKLNA 05 OKa3aHWUA NepPBUYHOW
MeOMKO-CaHNTapPHOM MOMOLLIX, CKOPON MEeANLMHCKOWN NOMOLLM, CNeunann3npoBaHHON MeQULIMHCKON
NMOMOLLM 1 MaMNaTUBHON MEeANLNHCKON NMOMOLLIN.

MwuHuncTp B.N.CkBopuoBa

YTBEPXXJEHbI

npuvkKasoM MUHNCTEPCTBA 3[paBOOXPaHEHUS

Poccuiickon ®epepaLmu

oT 9 aHBapa 2018 r. Ne 1H

TpeboBaHusa

K KOMMJIEKTaLUNM IeKapCTBEHHbIMY NpenapaTaMn n MeanLUNHCKUMM
N30eNNaMUN YKNaLKN 3KCTPEHHON NPOMUNAKTNKIN NapeHTepasbHbIX
NH(EKLMI A9 OKa3aHUs NepPBMYHON MeQNKO-CaHUTapHOW MOMOLLM, CKOPOWA
MegMLUNHCKOM MOMOLLW, CMeLnaan3npoBaHHON MeANLMHCKON NOMOLLN W

nasnuaTVBHON MeANLUHCKON NMOMOLLY | |1
JlekapcTBeHHble npenapaThbl | |----| [ | | | | Ne |[Kog ATX|AHaTOMO-
TepaneBTMYeCKo-| JlIekapCTBEHHEIN |JlekapcTBeHHas | | | | xumMnyeckas | npenapat | opma | | |
|[knaccudpmkauwma (ATX) | | | |- | | | | |1.1 | AHTUCENTUKMN U
Ae3nHhuumnpyowme cpeacrsa | |-----| | | | | [1.1.1|DO8AGO3|nosa
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|non [kanusa noaup +|pacteop And | | | | |aTaHon] [HapyxHoro | | || | |[npumeHeHuns 5% | |-----|------- e

| | | |1.1.2|D08AX08|aTaHon |3TaHon |pacTBop ana | | | | | [HapyxHoro | || ]|

|[npumeHeHna 70%| |-----| | | | | | 2 MegnumHckue nsgenus | |-----|---
| | | Ne | HanmeHoBaHue MegunumnHCKoro ninenus | Kon-so, He | | |

| meHee | [-----] [ | |2.1 |BUHT MapneBbin MeLULMHCKNRN

cTepuibHbIn (5 M x 10 cm)| 2 wT. | |-----| | | 2.2

|NerkonnacTblpb 6akTepUUMAHLIN (He MeHee | || ]1,9cmM x 7,2 cm) | 3 wT. | |-

| | |2.3 |CanteTKka MapneBas MeguLmHcKas ctepuibHas | 1 yn. | | [(He meHee 16 cm x 14
M, Ne 10) | | [----] I |
MprMeyaHusa:

1. YknagKa 3KCTPEHHOW NPohnNaKTUKIM NapeHTepanbHbIX MHGEKLNIA A9 OKa3aHUs NepBUYHON MEANKO-
CaHWTapPHON NOMOLLU, CKOPOW MEeAULMHCKON NOMOLLM, CNEeLMann3upoBaHHON MeANLMHCKON MOMOLLY 1
naamaTUBHON MeOULMNHCKON NOMOLLMN NOANEXNT KOMMIEKTauMmn NeKapCTBEHHbIMMK NpenapaTamMu,
3aperncTpupoBaHHbIMY B Poccminckon depepauum, B MEPBUYHON YMaKOBKE UM BO BTOPUYHON
(mnoTpebuTenbckon) ynakoske 6e3 n3bATUA UHCTPYKLMM NO NPUMEHEHWIO TIEKapCTBEHHOMO npenapaTa.
2. YKnajka 3KCTPeHHON NpoMuUNakTUKN NapeHTepasbHbIX MH(EKLNIA 4159 OKa3aHusa NepBUYHON MenKo-
CaHWTapPHON NOMOLLU, CKOPOW MeAULMHCKON NOMOLLM, CNeLMann3upoBaHHON MeANLMHCKON MOMOLLN 1
nNaaiMaTUBHON MeOULMHCKON MOMOLLMN NOANEXNT KOMNAEKTaLMMN MeQULMHCKUMN N3LEeNaMN,
3aperncTpupoBaHHbLIMK B Poccuinckon depepauuu.

3. YKJlafiKa 3KCTPEHHOMN NpodUNaKTUKN NapeHTepPasbHbIX UHPEKLUA A5 OKa3aHWSA NepBUYHON MeanKo-
CaHMTapHOMN MOMOLLN, CKOPON MEeAULNHCKON NOMOLLM, CNeunann3npoBaHHON MeQULMHCKON MOMOLLN U
nanavaTUBHON MeANLNHCKOW MOMOLLM pa3MeLLaeTcs B Yexsie (KOHTeNnHepe) C MPOYHbIMU 3aMKaMK
(dbmkcaTopamu). MaTepran n KOHCTPYKLMSA Yexna (KOHTelHepa) A0/KHbI 06ecneymBaTb MHOMOKPaTHYO
He3nHdeKuunio.

4. 1o ncTeveHnn CPOKOB rOAHOCTMN NEKAPCTBEHHbIE NpenapaThl, MeANLUHCKME U3Lenns,
nNpenyCcMOTPEHHbIE HAaCTOALWMMMN TpeboBaHUAMM, NOANEXKAT CMMCAHMIO U YHUHTOXKEHUIO (yTUAn3aumu) B
COOTBETCTBUM C AENCTBYIOWMM 3aKOHOAATeIbCTBOM Poccuinckon ®egepaumun. B ciyvae ncnonb3oBaHns
NEKAPCTBEHHbIX MPenapaToB, MeANLMHCKNX N34, NPefYyCMOTPEHHbIX HAacToAWMMYU TpeboBaHUSMU,
YKNaZKy 3KCTPEHHON NPOoUIaKTUKN NapeHTepasbHbX MHEKLNIA 418 0Ka3aHUsA NePBUYHON MeLNKO-
CaHMTapPHON MOMOLLN, CKOPON MEANLUHCKON NOMOLLM, CMeLunann3npoBaHHON MeQULIMHCKON MOMOLLN U
NananaTUBHON MEAULUHCKOM MOMOLLM HeOHXOANMO NONOSIHUTD.

5. He monyckaeTcs ncnonb3oBaHne MeguUMHCKUX N34eaunin, npeaycMoTPeHHbIX HAaCTOALWUMN
TpeboBaHMAMY, B C/lyHae HapyLLUEHNS UX CTEPUALHOCTN.

6. He gonyckaeTcsa ncnosb3oBaHue, B TOM YKCie MOBTOPHOE, JIeKapCTBEHHbIX MpenapaTos, MeAULIMHCKUX
N3Oenunin, NpeayCMOTPEHHbIX HAaCTOALWNMN TpeboBaHMAMM, 3arpPsi3HEHHbLIX KPOBbIO U (MAN) ApyruMun
B1ONOrNYECKMMMN XKNOKOCTAMMN.
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