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O BHeceHHH H3MEHEHHMH
B MYHKT 4 nopsiaxa (popMHPOBAHHA PErHCTPANHOHHOIO A0Che HA JIEKAPCTBEHHBIH
npenapar Ajsi MEAHIHHCKOro IPHMEeHEeHHs H TpeGoBaHHIH K JOKYMEHTaM B ero
coCTaBe, yTrBep:KAeHHbIX NpHKa3oM MHHHCTEpPCTBA 3APaBOOXPaHEeHUS
Poccuiickoii ®egepannn ot 12 uioas 2017 r. Ne 409u

B cootBercTBUH ¢ myHKTOM 1 cratsu 1 ®enepanbHoro 3akoHa ot 27 nexabps 2019 r.
No 462-03 «O BHeceHuu u3MeHeHHH B @expepansnblii 3akoH «O0 obpalleHuu
JNexapcTBeHHBIX cpencTB» (CoGpanue 3akoHomaTenscTBa Poccuiickoit ®enepauuu, 2019,
Ne 52, c1. 7780) u moamynkTom 5.2.148(1) ITonoxenus o MuHKCTEPCTBE 31paBOOXPAHCHIUS
Poccuiickoit @enepauuu, yrBepxaeHHoro nocraHobineHueM IlpasutensctBa Poccuiickoi
depepauun or 19 mons 2012 r. Ne 608 (Cobpanue 3axoHozaresbcTBa Poccuiickoi
®epepanuy, 2012, Ne 26, cT. 3526), n1p UK a3 bl Bao:

Brectu B myHKT 4 mnopsaka (OpPMHPOBaHHS  PErdCTPalIHOHHOIO  J0ChEe
Ha JIeKapCTBEHHBIH Mpemapar s MeIULUMHCKOro IpUMEHeHHs U TpeGoBaHui
K JOKyMEHTaM B €r0 COCTaBe, yTBEPXK/CHHBIX NpHKa3oM MHHHUCTEPCTBA 3APaBOOXPAHEHHS
Poccuiickoit ®epepanyu ot 12 urons 2017 r. Ne 409n (3apeructpupoBan MUHHCTEPCTBOM
rocTunud  Poccuiickoii Penepauum 8 asrycra 2017 r., peructpauuonHsiit  Ne 47706),
C M3MEHEHWSMH, BHECEHHBIMH INpHKa3oM MMHHCTEpCTBa 3/ipaBoOXpaHeHMs Poccuiickou
®enepanun ot 26 despans 2019 r. Ne 971 (3aperucTpupoBaH MUHHCTEPCTBOM FOCTHLMH
Poccuiickoii ®enepanun 28 mapta 2019 r., perucrpaumonssiii Ne 54202), crexyrompue
HW3MEHEeHUs:

1) ab3a; mepBBIi MOANYHKTa | JONMONHUTH CJOBaMH «, 32 HCKIIOYCHHEM
uHpopMalMH 0 (apMaleBTUYECKHX CyOCTaHIMAX, BKIIOYEHHBIX B TOCYJapCTBEHHBIM
peecTp IIEKapCTBEHHBIX CPENCTB JUIA MEAMLMHCKOrO MNPUMEHEHHd B COOTBETCTBHU
co cratbeii 34 denepanpHoro 3akoHa Ne 61-D3»;
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2) nonoJHUTH NOAIMyHKTOM 1.1 cinexyromero comepxkaHus:

«1.1) B oTHomeHHH ¢apMaleBTHUYECKUX CyOCTaHIMI, BXONAIIMX B COCTaB
JIEKapCTBEHHOTO IMpernapaTa ¥ BKIIIOYSHHBIX B TOCYAapCTBEHHBII PeeCTp JIEKapCTBEHHBIX
CpPEICTB AJIs MEAULUHCKOTO IPUMEHEHHS B COOTBETCTBHH €O cTarheil 34 DenepanbHOro
3akoHa Ne 61-03, - xomus AOKYMEHTA, COAEPKALIET0 CIEAYIONYI0 HH(pOpMALHUIO: -

a) HaWMcHOBaHME (apMaleBTHYECKOM CyOCTaHLMH, ee CTpyKTypa, oOmmue
CBOMCTBA,

6) HauMeHOBaHHE U aApec IPOU3BOAUTEILS;

B) pe3yJITAThI aHaM3a cepuil hapMaleBTHYECKOH CyOCTaHIMH;

I') CPOK F'OJHOCTH;».
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