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Ha Ne oT

JlemapTaMeHT peryaupoBaHus 0OpaIieHus J€KapCTBEHHBIX CPEJCTB U MEIUITMTHCKHUX
u3nenut MunncrepcTsa 3apaBooxpaneHusi Poccuiickonn @enepauuu paccMmorpen Baie
oOpamienue, nmoctynusiiee u3 Poc3apaBHam3opa, ¥ B pamMkax KOMIETEHIIMU COOOIIaeT
ClenyoIee.

B cootBerctBumM co cratbeit 70 ®@enepanpHoro 3akoHa ot 21.11.2011 Ne 323-®3
«O0 ocHOBax oOxpaHbl 370pOBbsi TpaxaaH B Poccuiickoit ®denepanuu» opraHuzaius
JIeYEHNS NAMEHTA U PEKOMEHAAIMS MALUEHTY JIEKAPCTBEHHOT'O MpenapaTa B COOTBETCTBUH
C 3aKOHOJIaTeNbCTBOM Poccuiickoit denepanuivi BXOAUT B KOMIIETEHIIMIO JICYAIIETO Bpaya.

B cootBercTBUu ¢ DenepanbubiM 3akoHOM OT 12 ampens 2010 . Ne 61-03 «O6
oOpaIeHnu JICKapCTBEHHBIX CPEICTB» U pacmnopsikeHueMm I[IpaButensctBa Poccuiickoi
Oeneparnuu ot 12 okTsiopst 2019 . Ne 2406-p «O06 yTBepkJIeHUU TEPEUHS KU3HEHHO
HEOOXOIMMBIX ¥ BaXHEWIIMX JICKAPCTBEHHBIX IMIPENaparoB, a TakXke TNepeuHein
JICKapCTBEHHBIX MpenapaTtoB ISl MEAUIMHCKOTO NPUMEHEHUS W MHUHUMAJIbHOIO
ACCOPTUMEHTA JIEKQpCTBEHHBIX MpenaparoB, HEOOXOIUMBIX JJIsl OKa3aHUsI MEIUIIMHCKOU
NOMOIIM» OCYIIECTBISIETCS TOCYJApCTBEHHOE PEryIupOBaHUME 1EH B OTHOILIECHUH
JIEKAPCTBEHHBIX TMpernaparoB, BKJIIOUEHHBIX B TMEpPEYEHb >KU3HEHHO HEOOXOIUMBIX U
BaYKHEUIIINX JIEKAPCTBEHHBIX MpernapaTtoB (nanee — XKHBIIIT).

JlexapcTBenubie ¢GopMbl, He BKItoYeHHBIE B TiepeueHb KHBJIIL, no mpomenmme
TOCYAapCTBEHHYI0 PETUCTPAlMI0 NPEAECIbHBIX OTIMYCKHBIX II€H Ha OCHOBAaHUM UX
SKBUBAJICHTHOCTH, CUATAOTCA BKIIFOUEHHBIMU B niepeueHs JKHBJIILL

B cootBercTBUU ¢ myHKTOM 2 [lpaBun gopMupoBaHHs MepedyHeil JIeKapCTBEHHbIX
npenaparoB il MEIMIMHCKOIO MPUMEHEHHST W MHUHHUMAJIbHOTO AaCCOPTUMEHTA
JIEKapCTBEHHBIX MpenaparoB, HEOOXOMUMBIX [JIs OKa3aHWS MEIUIMHCKON TMOMOIIH,
YTBEPKJICHHBIX MTocTaHoBiIeHUEM [IpaBurensctBa Poccuiickoit @enepannu ot 28 aBrycra



2014 1. Ne 871, Komuccueii mo opMHUpOBaHHUIO MTEPEUHEH JIEKaPCTBEHHBIX MPENapaToB AJis
MEIUILIUHCKOTO MPUMEHEHUSI U MUHUMAJIBHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX MPEIApaToB,
HEOOXOIMMBIX JUISl OKa3aHUs MEAMIMHCKOM TOMOIIM, OBbUI PaccMOTPEH BOMPOC
dbopmupoBanust nepeunsi JKHBJIII ¢ ucnons3oBaHueM arperupoBaHHBIX JIEKAPCTBEHHBIX
(dopM st IeKapCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B iepeueHs JKHBJIIL.

3a OCHOBYy MeEXaHW3Ma AarpervupoBaHMsl JIGKAPCTBEHHBIX (OPM  MPUHSATHI
KJIacCU(UKAIIMOHHBIE TPU3HAKU JIGKAPCTBEHHBIX (OPM IO arperarTHoMy COCTOSHHUIO,
no myTd (cmocoOy) BBEOEHUS, MO THUIy BBICBOOOXKIEHUS, ycTaHOBIeHHbIe OOreit
dapmaxonerinol crarbeil «JlexkapctBeHubie popmbny (ODPC.1.4.1.0001.15), yTBepkaeHHON
MunucrepcTBoM 3apaBooxpaneHust Poccurickoit @enepanum.

Takxe coobmaem, 4To TpoekT pacnopsbkenus [IpaBurensctBa Poccuiickoit
@enepani 00 YTBEPKIECHUU TMEPEYHS HKU3HEHHO HEOOXOAMMBIX W BaKHEUIHX
JIEKAPCTBEHHBIX IPENaparoB, a TAaKKe IMEpEeYHEHd JIEKAPCTBEHHBIX MNPENaparoB IS
MEIUIUHCKOTO MPUMEHEHUSI U MUHUMAJIbHOIO aCCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToB,
HEOOXOIUMBIX ISl OKa3aHUs MEIUIMHCKOM MOMOIIM (Jajiee — MPOEKT PACIOPSHKESHHS)
BHeceH B [IpaBurenscTBo Poccurickont @enepauuu.

[Tocne npunsaTHs poekTa pacniopsikeHus [pasurensctBoM Poccuiickon @enepannu
cBe/leHUs B [ 0Cy1apCTBEHHOM PEECTpE JIEKAPCTBEHHBIX CPENICTB OynyT CKOPPEKTUPOBAHBI C
Y4E€TOM MEXaHHM3Ma arperupoBaHus JEKAPCTBEHHBIX (HOPM.
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