OO0 oTmeHe peneHu

Ha ocHoBanuum mniyHkta 25 [IIpaBuia TOCyIapCTBEHHOM pErucTpanvu U
MEePEPErUCTPAllMM YCTAHABIMBAEMBIX IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IPEMAPATOB
MPEACIIbHBIX OTIYCKHBIX LIEH HA JIEKAPCTBEHHBIE Mpenaparbl, BKIIOUECHHbIE B MEPEUECHb
KU3HEHHO HEOOXOIMMBIX M BAXKHEUIIMX JICKAPCTBEHHBIX TMPEMApaToB, YTBEP>KICHHBIX
nocranosyieHneM [IpaBurenscTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), OenepanbHas aHTUMOHOMONBHAS ciry)k0a oTmensieT pemenus GAC Poccuu o
COMIACOBAHUU TIPENEIbHBIX OTIYCKHBIX II€H NPOU3BOAUTENSI Ha JIEKAPCTBEHHBIN
npenapar ot 25.02.2016 Ne AK/11255/16 u ot 30.10.2015 Ne AILl/60722/15, a Takxke
pemienrie ®CT Poccum, Ha ocHoBaHuM KoToporo MwunzapaBom Poccuu ObuT NPUHSAT
npuka3 oT 07.05.2015 Ne 437/20-15 o peructpauuu NpeAesbHBIX OTIYCKHBIX IIEH Ha
JIEKapCTBEHHBIE TIpernaparhl, BKJIIOUYEHHbIE B TIEPEUYCHb KUZHEHHO HEOOXOIUMBIX U
BOKHEUIINX JICKAPCTBEHHBIX IIpenaparoB, B CBSI3M C TEeM, 4YTO JepKarejeM WIu
BJIAJEIbIEM  PETUCTPAIMOHHOTO  YAOCTOBEPEHMS  JIEKAPCTBEHHOIO  IIpemapara
Ne JITT-002816 3A0 «ApCuAit Cunres» (Poccust) Obu1M npeacTaBieHbl TOBIUSIBIINE HA
pe3ynbTar pEHIeHUsT HEJOCTOBEPHBIE CBEAEHUS, 4YTO IPUBEIO K PErucTpauuu
HEO0OOCHOBAHHO BBICOKHMX MPENETbHBIX OTITYCKHBIX IIEH Ha JICKAPCTBEHHBIEC Mpernaparsl C
TOProBbIM HauMeHoBaHueM «lMMaruuuO», B JeKapcTBeHHOW (opMe «TableTKH,
MOKPBITHIE TICHOYHOW 000510uKoi», B no3upoBke 400 mMr B ymakoBkax No 30, Ne 50,
No 96, Ne 120, No 180 u B mozupoBke 100 mr B ymakoBkax Ne 20, Ne 30, Ne 50, Ne 96,
Ne 120, Ne 180, mpou3BOACTBO TOTOBOW JIEKAPCTBEHHOW ()OPMBI M NEPBUYHAS YIIAKOBKA
buocuntes JIa6oparopuz IlpaiiButr Jlumuren (Mupus), BTOpUYHAs YMakoBKa U
OpraHu3alys, OCYIIECTBIIAIONIAs BbIMYCKAIOUIMI KOHTpOJIb KadecTBa - buocuHTE3
JIr6oparopus Ipatisut Jlumuten (Muaaus) u OAO «Dapmacuntesd» (Poccus).

CormacHo a63arnyy 2 nynkra 25 IlpaBun MUHHCTEPCTBO 3IpaBOOXpPaHEHHUS
Poccuiickorn @enepaniu OTMEHSET PEUICHUE O TOCYJAPCTBEHHOW PETUCTPALUN WU
MepEPErucTpauy MPEAEIbHON OTIYCKHOM LIEHbI MPOU3BOJIWTENS HA JIEKAPCTBEHHBIN
npenapar B ciydae, eciiu denepaibHasi aHTUMOHOIIONIbHAS CITy)0a OTMEHUJIa PEIICHUE O
COITIACOBAHUM TMPENEIIBHOM OTIYCKHOM LEHbI MPOWU3BOAUTENSL Ha JIEKAPCTBECHHBIN
npenapar. B atom cimyyae MunucrtepctBo 3apaBooxpaHeHus: Poccuiickont @enepaunu
HCKJIIOYAET 3aperUCTPUPOBAHHYIO (IIEPEPErUCTPUPOBAHHYIO) MPEACIIbHYIO OTIIYCKHYIO
IIEHy M3 TOCYJapCTBEHHOIO peecTpa MpPeleNbHbIX OTIYCKHBIX II€H MPOU3BOAUTENCH Ha
JIEKapCTBEHHBIE TMpenaparbl, BKJIIOUYEHHbIE B TNEPEUYCHb KUZHEHHO HEOOXOJUMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX MPEMapaToB.
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