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OG0 yrBep:kaeHHH GOPMBI BHIMMCKH H3 FOCYIapCTBEHHOI0 peecTpa JIeKapCTBeHHbIX
CPEeICTB AJIsi METUIIMHCKOT0 IPHMEHEeHH s

B coorBercTBHH ¢ yHKTOM 3 yacTh | crathu 27 @enepanbHOro 3akoHa or 12 anpens
2010 1. Ne 61-®3 «O6 0OpalIeHHH JIEKApCTBEHHBIX CPEACTB» M MOAIYHKTOM 5.2.152!
nyakra 5 Ilonoxenuss o MuHucTepcTBE 3ApaBoOXpaHeHHs Poccuiickon depepariuy,
yTBEp&KIEHHOro mocraHoBieHueM IIpaButenscrsa Poccuiickoit @epepaiuu ot 19 uioHs
20121. Ne 608, 1pU K a3 BIBalo:

1. YTBepauth mpuinaraeMylo (opMy BLIIIMCKH M3 TOCYIapCTBCHHOTO peecTpa
JIEKapCTBEHHBIX CPEICTB UL MEAMITHHCKOIO MPUMEHEHHS.

2. Hacrosuuii npuka3 BCcTymaeT,B cuily ¢ 1 saBaps 2025 roja.

MuHucTp ’ M.A. Mypamko




YTBEPXJEHA

npuka3oM MuHHUCTEPCTBA 3paBOOXPaHEHHUS
Poccuiickon ®enepanun
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BoInuCcKa H3 rocyIapCcTBEHHOTO peecTpa JeKapCTBEHHLIX CPeACTB

AJ MEJHIITHHCKOI0 NIPpHMEHCHHSA

®opma

MHHHCTEPCTBO 3PABOOXPAHCHHS
Poccuiickoit ®enepanyu

" Tlo cocTosuuio Ha

(mara, BpeMs)

Koaa

MecTo HaHeCEHHUS
JIBYXMEpPHOTO HITPUXOBOTO

HaumeHoBaHue JEKapCTBEHHOTO npemapara It
MEIUINHCKOTO IIPUMEHEHUA (MexIyHapoAHOE
HENaTEeHTOBAHHOE, HIH IPYIIIHPOBOYHOE, HIIH XUMHYECKOE H
TOProBO€ HAMMEHOBAHU)

JlexapcTBennas  ¢opMa C  yKa3’aHHEM  JIO3HPOBKH
JIEKQPCTBEHHOTO IIpeNapara A MEJAMIIMHCKOTO IPHMEHEHUS
H €r0 KOJIMYECTBA B MOTPEOUTENBCKON YIIAKOBKE

HaumenoBanne AepxKareisa HIIH BIaaciabpIa
PETrUCTPALTHOHHOIO YAOCTOBCPECHHUSA JCKapCTBCHHOTO
npenapara Ay MEAUIUHCKOro IIPUMCHCHH A

HanmenoBanne u afpec IMPOUIBOAUTENS JICKAPCTBCHHOI'O
npemnapara 1y MEIMIMHCKOro IIpUMECHCHMSA

dapmaxoTepameBTHYeCKas TIpyNna, KOX JIEKApPCTBEHHOTO
npemnapara s MERHLUHCKOIO IPUMEHEHHs II0 aHaTOMO-

TepareBTHIECKO-XUMUIECKOH KiIaccuUKaIum,
PEKOMEHIOBAHHOMN Bcemupnoit OpraHu3anuen
3/IPaBOOXPAaHECHHUS

Homep dapmakoneiiHoH CTaTbH WK B CIIydae €€ OTCYTCTBUS
HOMep HOPMaTHBHOH JIOKYMEHTAlIHH

Jlara TrOCyZapCTBEHHOM PpErMCTpalldd  JICKAPCTBEHHOTO
npemapara Iisd  MEIMIMHCKOrO IMPHMECHEHHA H  €ro
PETUCTPALIMOHHBIH HOMED




Jlata  3aMeHBI  PETUCTPAIMOHHOTO  YIOCTOBEPEHHS
JIEKapCTBEHHOTO Mpenapara I MEAUIMHCKOrO IPAMEHEHHS
Ha  OECCPOYHOE  PETHCTPAIMOHHOE  YAOCTOBEPEHHUE
JIEKapCTBEHHOTO IIpenapara

Jlata nogauu 3asBiieHUs O NOATBEPKACHUH TOCYIapCTBEHHOMN
PETHCTpAIMH JIEKAPCTBEHHOT'O Npenapara i MeAUIHUHCKOTO
MPUMEHEHUS

10.

Jata OTMEHEI roCyAapCTBEHHOM perucrpanuy
JIEKapCTBEHHOTO IIperapara IJis MeAUIUHCKOr0 IPAMEHECHHS

11.

KauecTBeHHBIH COoCTaB H KOJIMYECTBECHHBIM  COCTaB
IICﬁCTByIOIIIPIX BCIICCTB H Ka4eCTBECHHBIN COCTaB
BCITOMOI'aTEIbHBIX BEIICCTB JICKAPCTBCHHOI'O ITpEIiapaTa JUIA
MEIUMIUHCKOI0 IPpHMCHEHHNA

12.

JlaTa HpHHATHS peIleHHs O BO3MOXXHOCTH PaccMaTpHBAaTh
JIeKapCTBeHHbIH NpenapaT il MEeJUIUHCKOTO IPUMEHEHUS
IpH TOCYJapCTBEHHOH PErHCTpaluy B KauecTBe ophaHHOTOo
JIeKapCTBEHHOTO ITpenapara

13.

Hanmune JICKApCTBCHHOI0 IIpfriapata AjnA MEIUIMHCKOTO
OPEMCHEHUS B IIEPEUHEC IKUIHEHHO HEOOXOMUMEBIX |
BaXXHEHIIUX JICKaApCTBCHHBIX NPCIapaToB L1 MEOJUIIHHCKOTO
IIPAMCHCHHUA

14.

Hanuune B nexapCTBEHHOM IIpenapare Ui MEJUIMHCKOTO
IPAMEHEHHS HApPKOTHYECKHX CPEACTB, IICHXOTPOIHBIX
BEUIECTB M MX MPEKYPCOPOB, INOJIEKAIMMX KOHTPOJIO B
Poccmiickoit ®enepanun, B COOTBETCTBHH c
3aKOHOJATEIILCTBOM Poccutiickoii Ddenepanym,
MEXAYHapOAHBIMH JoroBopamu Poccmiickoit ®enepanuu, B
TOM 4Hciie Equnoi koHBeHIMEH 0 HAPKOTHUECKHUX CPEACTBAX
1961 roga u KoHBeHnuue# o NcuXoTponHbix Bemectrax 1971
roga

15.

CeemeHna o mojgade 3ajdBlICHHS O BHECEHHW W3MEHEHWH B
JTOKYMEHTBI, COJCpXKalluecs B PETHCTPAllMOHHOM JOChE Ha
JIeKapCTBEHHBIA Mpenapar il MeANIMHCKOTO IIPAMEHEHHS

(I[OJ'I)KHOCTL YIIOJTHOMOYECHHOTI'O JIMIIa MHHHCTepCTBa 3/IpaBOOXpaHCHUA

Poccuiickoit ®enepanun)
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(maTa nmoamMCaHmus)




