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O BHeceHHH H3MEHEHH I
B IYHKT 3 nopsaaAKa (pOPMHPOBAHHS PErHCTPALNHOHHOIO A0CHE
Ha JIeKAPCTBeHHBIH NMpenapaT AJIsi MEAHIHHCKOTO IPAMeHeHHUsI H TPeGoBaHMmii
K JOKYMEHTAM B €r0 COCTaBe, yTBEPKAEHHBIX
npukazom MunucTepcTBa 3apaBooxpanenns Poccuiickoii ®enepauuu
ot 12 nioasa 2017 r. Ne 409u

Ilpauka3ssiBalo:

Buecth B nyHktr 3 nopsaaka q)opMHpOBaHna PErHCTPAllHOHHOTO  JIOChE
Ha JIEKapCTBEHHBIM INpenapaT Uil MEIMIUHCKOTO INPUMEHEHHS M TpeOOBaHUi
K JOKYMEHTaM B €ro COCTaBe, YTBEpXKICHHBIX HpPHKa30oM MHHHCTEpCTBA
3apaBooxpaHeHus Poccuiickoit ®@emepauun ot 12 wumons 2017 r. Ne 409H
(3aperucTpupoBad MuUHHMCTEpPCTBOM IOCTHLHH Poccmiickoit ®enmepanuu 8 asrycra
2017 r., peructpanuonnsiii Ne 47706), crienyromye H3MEHEHNS

1) moAnyHKT «a» NOANMYHKTa | H3IOXKUTH B CIAEAYIOIIEH PeIaKIIUH:

«a) Ha¥MEHOBaHHME, afpeC 3asBUTENS M [POM3BOMMTENS JIEKAPCTBEHHOTO
npenapara Juls MEIHIMHCKOrO NPMMEHEHHs, CBEIeHH 00 MX perdcTpaldd B Ka4ecTBe
HaJIOTOIJIaTENIbIMKA B CTPaHE PETHCTpalMH (U1 POCCHHCKMX FOPHAMYECKHX JIHI[ —
MICHTHOUKAUMOHHBIH HoMep Hamoromnatensuka (MHH), s uHOCTpaHHBIX
IOPUIMYECKHX JIMIl — CTPaHa PETrMCTpallMd, HAMMEHOBaHHE PErMCTPHPYIOLIErO OpraHa,
PErHCTPallMOHHBIA HOMEp, KOJ HAaJOroIUIaTeNbIIKa B CTPaHe pPErHCTPaldH
(MHKOpTIOpanMK) MM €ro aHalor) M aJpec MecTa OCYLIECTBIEHHS MPOM3BOICTBA
JIEKapCTBEHHOTO NpenapaTa (B clydae HaJH4YMs HECKOJIBKHX YYaCTHHKOB IIPOLIECCA €TI0
NPOU3BOJACTBA HEOOXOOWMMO  yKa3aTh KaXIOro YYacTHHKA B  COOTBETCTBHH
C OCYILIECTBIIAEMOH CTaJieit MPOU3BOJICTBA);»;

2) B MOINYHKTE 3 CIOBO «BBIJAHHBIE» 3aMEHHTh CJIOBOM «BBIOAHHBIX», IIOCIE
CJIOBa «BJIACTH» [OMOJIHUTH CJIOBaMH «B OTHOIIEHHH IPOH3BOACTBEHHOM ILIOIIAIKH
péFHCTppreMOFO JIEKapCTBEHHOTO Npernapara;
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3) B IIOOIIYHKTE 4 cnoBa «d KOIIHH» 3aMEHHTH CJIIOBAMH «a TaKXKe KOITHH», TTOCJIC
CJIOBa «BJACTH» MOOIIOJHHUTH CJIOBaAMH «B OTHOLICHHHA HpOI/ISBOI[CTBeHHOf/i IIomIaaKu
PETUCTPHUPYEMOTI'0 JICKAPCTBEHHOT'O IIperapara, Wi KONMTHH PCHICHUA YIIOJTHOMOYCHHOTIO
(l)ezxepanLHoro opraHa HUCIIOJITHUTEIBHOM BIIACTH O NPOBCACHUHA MHCIICKTHUPDOBAHHSA
IIPOU3BOAUTEIIA TEKAPCTBCHHBIX CPEACTBY.

Munuctp B.U. CxBopuioBa




