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Ha Ne oT

JlenapTaMeHT peryjaupoBaHHs OOpaIlEHUsl JEKAPCTBEHHBIX CPEACTB U MEIUIUHCKHUX
u3nennii  MunucrepctBa 3apaBooxpaHeHuss Poccuiickon @enepannu MO pe3ybTaTaMm
paccmotpenus oopaieHus ot 08.06.2022 Ne 68/2022 cooliiaer cienyroiiee.

[Tpouenypa ¢popmupoBanus [lepeuneil sexkapcTBEHHBIX NMPENapaToB AJI MEAUIIMHCKOTO
NPUMEHEHUS ¥ MUHUMAJIbHOI'O aCCOPTHUMEHTA JIEKAPCTBEHHBIX IMPENapaToB, HEOOXOIUMBIX
JUIsL OKa3aHWs MEIMIMHCKOM IIOMOINM, YCTAaHOBJEHA IIOCTaHOBJIeHHEM IIpaBurenbcTBa
Poccutiickoii ®enepannu ot 28.08.2014 Ne 871 (nanee — IIpaBuna).

JInst BKITIOYEHUS JIEKAPCTBEHHOTO MpernapaTa B MEPEeYeHb KU3HEHHO HEOOXOIUMBIX U
BaYKHEUIINX JIEKAPCTBEHHBIX Mpenapatos (nanee — nepeuens JKHBJIIT) cyobexThl oOparieHus
JIEKApCTBEHHBIX CpeACTB U (Wiu) OOIIECTBEHHBIE OOBEAUHEHUS, OCYIIECTBISIONINE
NeSITeNIbHOCTh B c(hepax 3/paBOOXpaHEHUs], OOpallleHHsl JIEKAPCTBEHHBIX CPEACTB U 3aLUTHI
npaB rpaxkaaH B 3TUX cdepax (3asiBUTENH), B COOTBETCTBMM C NpPAaBWJIAMU HAIpPABIISIOT
B MunucrepctBo 3apaBooxpaHeHus Poccuiickonn ®enepanuyd B 3JIEKTPOHHOM  BHUJE
[0 YCTAaHOBJIGHHOM (QopMe MpensoKeHUus O BKIIOUYEHUHM JIEKapCTBEHHBIX IpEnapaToB
B nnepeueHsb JKHBJIII ¢ npuiioxkennemM COOTBETCTBYIOIINX JOKYMEHTOB U CBEICHHUI COTJIACHO
npunoxenuto Ne 1 x I[IpaBunam.

CornacHo nyHkry 8 IlpaBui ¢opMHpoBaHUE MEpeyHEH JIEKApCTBEHHBIX IMPENapaTroB
OCYIIECTBIsIETCSI 00pa3oBaHHON MuHKHCTEpCTBOM 3ApaBooxpanenus Poccutickoit deneparumn
KOMHUCCHEN 1o (OPMUPOBAHUIO NEPEYHEH JEeKapCTBEHHBIX MPENnaparoB U MUHHUMAJIbHOTO
accoptuMeHTa (nanee — Kommuccus), MosokKEHUE O KOTOPOM YTBEPKIAEHO IPUKA30M
Munzapasa Poccun ot 09.09.2014 Ne 498H.

Pemenus o BkimtoueHuu (00 HMCKIIIOYEHUHM, OTKA3€ BO BKIIIOUEHHH) JIEKAPCTBEHHBIX
npenaparoB B TMEPEYHU JIEKAPCTBEHHBIX MpenaparoB MPUHUMAIOTCS Ha OCHOBAHHUH
NOCTYNUBIIUX B  YCTAHOBJICHHOM  TOPSJKE MPEIJIOKEHUH IMyTEM  TOJOCOBAHUS
Ha 3acemanusx Komuccuum ¢ y4yeToM TOATOTOBJICEHHBIX TJIABHBIMU  BHEIITATHBIMU
cnenuaniuctamMu MunznpaBa Poccum HaydyHO OOOCHOBAaHHBIX PEKOMEHIAINM, KOTOPHIE
B TOM YHCJIE COJAEPKAT 3aKJIIFOUEHHMS 110 PE3YJIbTATAM KOMIUIEKCHOW OLIEHKH JIEKAPCTBEHHBIX



IIPENapaToB.

[Ipennoxenuss O  BKIIOYEHUM  JIEKAPCTBEHHBIX  mpenaparoB  Tenodosup +
OncynbdpaBupun + OMrpunutradus, [nexanpeBup + IIuOpentracBup, OMTpULMTAOMH -+
Tenodosupa anadpenamua + Punnusupun B nepeuenp KHBJIII mocrynunu B Munsnpas
Poccun.

ITo pe3ynbpTaraM 1OKyMEHTAIBHOM SKCIIEPTU3bI B OTHOLLIEHUH IpeioxkeHni TeHodoBup
+ OncynepaBupun + Owmrpunutabud, [nekampeBup + IIuOpeHTacBHp BBIHECEHO
IIOJIOXKUTENIBHOE ~ 3aKJIIOYEHHE, IPOBEACHA KOMIUIEKCHAs OLEHKAa, OCYLIECTBIISETCS
NOJTOTOBKAa HAy4YHO OOOCHOBAaHHOM PEKOMEHIALMU TJIABHBIX BHEIUTATHBIX CHEIHMAIHUCTOB,
mociie Yero OHU OyAyT paccMOTpeHbl Ha mpeacTosmeM 3acenanun  Kommccun
B YCTAHOBJICHHOM HOPSJIKE.
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