O nepeyHe Ba)KHEHIIUX JIEKAPCTBEHHBIX MPENapaToB

[TocranoBnennem IlpaButensctBa Poccuiickoit @enepamuu ot 12.08.2020
Ne 1212 Buecennl wu3Menenuss B I[lpaBuna ¢dopmupoBanus nepedHen
JIEKapCTBEHHBIX MpenapaToB I MEAUIUHCKOTO MPUMEHECHUS U MUHUMAJIbHOIO
aCCOPTUMEHTA JICKAPCTBEHHBIX TIpernapaToB, HEOOXOAUMBIX Il OKa3aHUs
MEIWLIMHCKONW TIOMOIIM, YTBEPKIEHHBIE IOCTaHOBIeHHEM [IpaBUTENbHCTBA
Poccuiickoit @enepanuu ot 28.08.2014 Ne 871.

[lepeueHbp BaKHEMIIMX JICKAPCTBEHHBIX MpemapaTroB pa3paboTaH st
JOCTYITHOCTH M KauyeCcTBa JIEKAPCTBEHHOW IMOMOIIN HACENEHUI0. Tak rocynapcrBo
MOJKET BBITIOJIHITH KOHTPOJIb 32 1eHO00pa30BaHUEM, PAIMOHAIIBHO UCIOJIb30BATh
OIOJKETHBIE CPE/ICTBA, BhIACISIEMbIEC HA TPUOOPETEHUE JICKAPCTBEHHBIX CPEJICTB.

VYkazanusie [lepeunu GopMHUPYIOTCS €KETOTHO.

B oOblyHOM moOpsnke BkIOYEHHWE  MenukameHta B Ilepedenb
OCYUIECTBIISIETCS B JUIMTEIbHBIE CPOKHU. Tak, 3acegaHuss KOMHCCUU IPOBOMSITCSA
OAWMH pa3 B KBApPTAJI IOCJIE€ BHECEHUS MPEIJIOKEHUSA, MPU 3TOM Ha OJHOM
3acelaHnd KOMHCCHH paccMaTpuBaeTcs He OoJiee 15 nexapcTBEHHBIX MPenapaTos.

Pemenuns no npeaoKeHrsiM NPUHUMAKOTCS] Ha 3aCE€IaHUSX KOMUCCHUU T10CIIE
MPOBEICHUSA JOKYMEHTAJIbHOW OSKCIEPTU3bl, HCCIEAOBAHUN JIEKAPCTBEHHOIO
npenapara, KOMIUIEKCHOW OLIEHKHA. TOJBKO Ui TIPOBEACHUS TAKOW OLIEHKHU
Tpebyetcst cpok B 30 pabounx gHEH.

Tenepr B Ilepedyenp BaXHEHIIMX JIEKAPCTBEHHBIX IIpPemapaTtoB Oyaer
ONEPATUBHO BKJIIOYATHCS JICKAPCTBEHHBIM Mpenapar, KOTOPbIA MPUMEHSETCA I
OKa3aHHWs MEIUIMHCKOM TOMOIIM TMpu  3a00JIEBAHMSIX, MPEICTABISIONINX
ONACHOCTB VISl OKPYKAIOLIHUX.

B ycnoBusx upe3BblyaliHOM cuTyaluu U (WJIM) BO3HUKHOBEHUU YTPO3bI
pacrpocTpaHeHUsT OMAacHBIX 3a0oJieBaHWUW  MpeJCcTaBlieHHbe  MWUH3ApaBoOM
IIPEJIOKEHUS TI0 BHECEHUIO U3MEHEHUN B IIEPEUYEHb BAXKHEUIIUX JIEKAPCTBEHHBIX
MPENAPATOB IMOJJIEKAT ONEPATUBHOMY PACCMOTPEHHUIO HA 3aCE€IaHUU KOMHUCCHUU C
y4acTUEM MIpeAcTaBuTeNed MUHUCTEPCTB 3/IpaBOOXPAHEHUS, IPOMBIIIJIEHHOCTH U
TOPIrOBIIH, Poc3npaBnanzopa, Pocrniorpebnanzopa 51 ®denepanbHON
AHTUMOHOTIIOJIBHOM CITYKOBI.

Komuccust ¢ yuactreM riiaBHOrO 3KCIepTa U MPEACTaBUTENS IPOU3BOAUTENS
paccMaTpUBaET U COTJIACOBBIBAET 1IEHY Ha JIEKAPCTBEHHBIN Mpenapar.

[TocranoBnenue IlpaBurenscrBa Poccuiickon @enepanuy BCTyNUIIO B CHITY
17 aBrycra 2020 1.

O3HaKOMHTBCS C TIOJIHBIM TEKCTOM JOKYMEHTa MOHO Ha O(HIMaIbHOM
WHTEpHET-TIopTasie MpaBoBoil mHopManuu http://www.pravo.gov.ru.
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