OO0 oTMEHE pelIeHui 0 COTIIACOBAHHUH
NpeeTbHBIX OTIYCKHBIX IICH

Ha ocHoBanuum mniyHkta 25 [IIpaBuia TOCyIapCTBEHHOM pErucTpailvu U
MEePEPErUCTPAlIMM YCTAHABIMBAEMBIX IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IPEMAPATOB
MpPEACIIbHBIX OTIYCKHBIX IIEH HA JIEKAPCTBEHHBIE Mpenaparbl, BKIIOUECHHbIE B MEPEYCHb
KU3HEHHO HEOOXOJUMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, YTBEPKJIEHHBIX
nocranosyieHreM [IpaBurennscTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuia), @eaepanbHas aHTUMOHOIIONbHASA cyk0a oTMensieT peuienrne DAC Poccun o
CONNIACOBAHUM IIPEACIIBHOM OTIYCKHOW IIEHBl IPOU3BOAWTENS HA JIEKAPCTBEHHBIN
npenapar ¢ TOpProBbiM HaummeHoBaHueM «baptuzap» ot 11.04.2016 Ne AIl/23748/16,
a taxke pemenuss @CT Poccun, Ha ocHOBaHMM KOTOpbIX MuH3apaBom Poccum Obuin
npuHATEL Tpukazbl oT 29.06.2015 Ne 545/20-15 m or 02.07.2015 Ne 575/20-15 o
PETUCTPALMU NIPEACIIBHBIX OTIIYCKHBIX LIEH HA JIEKAPCTBEHHBIE MPENAPAThl, BKIIOYEHHBIE
B [I€PEUCHb KU3HEHHO HEOOXOAMMBIX U BAXKHEHUIIINX JICKAPCTBEHHBIX MPENAPATOB, B CBI3U
C TeM, 4YTO Jep)KarejleM WIM BIAJEIbLUEM PETHUCTPALMOHHOTO YIOCTOBEPEHUS
nexapctBeHHoro npemnapara Ne JIIT-002939 3A0 «Dapm®Pupma «Corteke» (Poccust) Obutn
IIPEACTABIEHBl IIOBIUABIIME HA PE3yJIbTaT PELICHUs HEAOCTOBEPHBIE CBEICHUSA, 4YTO
IPUBEJI0O K PETUCTpallMd M TMEpPEeperucTpalud HEOOOCHOBAHHO BBICOKHMX IpeeIbHbBIX
OTIIYCKHBIX II€H Ha JIEKAPCTBEHHBIC IIpemnaparsl C TOPrOBBIM HAMMEHOBAaHHEM
«baptuzap», B nekapcTBEHHOU (GopMme «JIMOPMIN3AT JUIsl TPUTOTOBIECHUS pacTBopa is
BHYTPUBEHHOTO M IIOAKOXHOTO BBEICHHs», B HO3UpPOBKE 3,5 MrI, B ymakoBke Ne 1,
IIPOU3BOJCTBO TOTOBOHM JIEKApCTBEHHOW (OpMBI M TEpBUYHAs YMakoBKa «OHKOMeEN
M3Hb(IKuypuHr a.c.» (Yemickas PecnyOmmka); BropuyHash ynakoBKa M OpraHu3alys,
OCYUIECTBIISIIONIAs BBINYCKAOIUK KOHTposib kadectBa, PI'BHY «POHI] um. H.H.
brnoxuna» (Poccust) u 3A0 «PapmPupma «Coteke» (Poccus).

CormacHo a63anyy 2 nydkra 25 IlpaBun MUHHCTEPCTBO 3IpaBOOXpPaHEHHUS
Poccuiickori @enepaniu OTMEHSET PEUICHUE O TOCYJAPCTBEHHOW PETUCTPAlUN WU
MepEPErUCTpali MPEACIbHON OTIYCKHOW LIEHbl MPOU3BOJIUTENS HA JIEKAPCTBEHHBIN
npenapar B ciydae, eciiu denepaibHasi aHTUMOHOIIONIbHAS CITy)0a OTMEHUJIa PEIICHUE O
COITIACOBAHUM TMPEJEIBHOM OTIYCKHOM LEHbI MPOU3BOAUTENSL Ha JIEKAPCTBECHHBIN
npemnapar. B atom cimyyae MunucrtepcTBo 3apaBooxpaHeHusi Poccuiickont @enepaunu
UCKITIOYAET 3apErMCTPUPOBAHHYIO (MEPEPErHCTPUPOBAHHYIO) IMPENEIBHYIO OTITYCKHYIO
LIEHy M3 TOCYJapCTBEHHOIO peecTpa NPENENbHBIX OTIYCKHBIX LIEH IPOW3BOAUTEIEH Ha
JIEKapCTBEHHBIE IPENapaThl, BKJIIOUYEHHBIE B IME€PEYECHb JKU3HEHHO HEOOXOOUMBIX U
BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB.

B cimyyae otrmenel Mun3apaBom PoccnM  COOTBETCTBYIOIIMX pELMIEHHA O
rOCYyJIapCTBEHHON PETUCTPALMU W IEPEPETUCTPAlUU MPEAEIbHBIX OTIYCKHBIX ILIEH Ha
BBILIEYKa3aHHBIN JiekapcTBeHHbIM npenapar, PAC Poccum npocut Munsnpas Poccun
OTMEHUTh TaKke pemeHuss MunznpaBa Poccun 0 BHECEHMM M3MEHEHMH B PEECTPOBYIO
3aMKUCh O TOCYJAPCTBEHHOW PETUCTpPalK MPENEIbHON OTIIYCKHOM LEHBI TPOU3BOAUTEINS
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Ha JiekapcTBeHHbIN npenapar oT 18.05.2016 Ne 20-4-4012021-u3m, ot 05.12.2016 Ne 20-
4-4029910-u3Mm, ot 17.01.2017 Ne 20-4-4036110-camxk, ot 20.01.2017 Ne 20-4-4036475-
CHUX.

N.1O. AprembeB
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