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Denepanuras AHTHMOHOMOEHASR ciyxba paccMoTpena obpauteHne
3A0 «Cangoan ot 20.01.2016 (Bx. Ne 6284/16 or 20.01.2016) no ponpocy BHeceHus
HIMEHEHHH B PEECTPOBYIO 3aMCh O [OCYJAPCTBEHHOH PErHCTPaUMK nNpenenLHoi
OTNYCKHOM LEeHB TPOM3BOAWTENA HAa JEKAPCTBEHHBLIN NPENapar B YacTH H3MEHCHUA

TMPOH3BOJANTENA JICKAPCTHCHHOIO Npernapara n cooblaer cneayrouiee.

B cooreercteum ¢ myHkrom 6(1) Ilpasua BeseHMs rocylapcTBEHHOrO peectpa
NMpenenbHbIX  OTMYCKHBIX  11eH  [POH3BOAHTENEH Ha JIEKADCTBEHHBIE [IPEMapathl,
BKIIOMEHHbIE B MEpeyeHb KHIHCHHO HeoDXOAMMBIX W BaXHEHIHMX JIEKAPCTBEHHBIX
npenaparor, YTRepsiacneX noctanosnennem [Ipasutenscrsa Poceniickoinl ®enepaunn
o1 29.10.2010 Ne 865 (nanee coorsercrBento — [Ipasuna, XHBJIT, Peectp uen), ¢

01.10.2015 BHecenHe M3MEHEHHMIT B PECCTPOBYID  3aMHCh O
perHcTpalMH  Mpejenbroi  OTIMYCKHOH  LeHLl NpoM3BOAMTENs Ha

rocyaapcTaeHHoil
JIEKapCTBEHHBII

fnpenapar OCylecTrNaeTCH MIIHT&,‘IP&BOM Poccuu Ha ocHOBaHMH 3adgBNTENHA leparens
HIW  Bhajenblua pPerHCTpaluHOHROrO  YIOCTOBEPEHHA  JICKAPCTBCHHOIO  [penapara

(ynoanomodeHHoro WM nuua} Gea cornacopanus ¢ DAC Poccun
nocaeanceii 3aperncTpHPOBaNHOI LCHbl Ha IeKapCTBEeHHbIN npenapar B
H3MEHEHHA  HAaHMCHOBAaHMA  JIEKAPCTBCHHOTO  mpemapara
rPYNOHPOBOYHOIO HIH XHMHUYECKOr0 H TOProBOr0 HRHMEHOBAHHA),
HAMNNCAHHA NEKaPCTBEHHON (OPMBI,
HANHCAHUA JO3HPOBKH JIEKaPCTBEHHOTO Npenapara;

C COXpaHCHIiCM
HAaCcTH:
(MHH

H3IMEHCHHA [TePHAaTEeNd HAH  BIANENbLUA PErHCTPATHOHHOMO  VIOCTOBEPCHHAA

IICKaPCTBEHHOO Mpenapara:
=l MIMTENA ACKAPCTRE 0 npenapara:
HIMEHECHHA HAUMEHOBAHHA TMPOM3BOJCTBEHHBIX NIOLLANOK.
npotecee NPOH3BOICTBA NIEKAPCTBCHHOIO Npetiapara;
HOMepa PerncTpalHoOHHOro NeKapeTBEHHOIo NPenapara;
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YHACTBYIOUIMX B

141269

WTPHXOBOTO KOM4, HAHECEHHOrD HA BTOPHUHYIO (NOTPeOMTENBCKYIO) YNAKOBKY
NeKapPCTBEHHOTO [IPenapara;

KOMIIEKTHOCTH JIEKAPCTBEHHOIO Hpenapata (NpH YCJIOBHH OTCYTCTBHA HIMEHEHMA
£ro KONMHYeCTBa BO BTOPHYHOH (MOTpedHTeNkCKOH) yIIaKoBKe ).

Takum  0Opa3zoM. JAHHBIM  TYHKTOM  YTBEPHJIEH  [l€peveHb  OCHOBAHM,
NpeaycMaTpHBatoIHil BHCCEHHE HIMEHEHH B PEECTPOBYIO 3aliCh O TOCYIapCTBEHHOM
perHcTpalMy  NpeieIbHOH  OTMYCKHOH  UeHBl 1IPOM3IBOUMTENS HA /EKAPCTBEHHBIHA
npenapar, B TOM UMCIAE B CNYYAAX M3IMEHEHMS JIEPKATENd MAM  Bhajebla
PErHCTPALHONHOTO  VAOCTOBEPEHHA  JIEKADCTBCHHOrO  Mpenapara M W3MEHEeHHA
NPOU3BOIHTENA NEKaPCTBEHHOIO Ipenapara.

B YacTH H3MCHEHWA TPOH3BOIMTENA [EKApCTREHHBIX [PENAPAaTOB YKalaHHaA
HOPMa He COJEPWHMT KakuX-1HOO JONOANMTENLHLIX YCIOBMA W OrpaHHueHMil ee
peanuzauun.  [lpu  M3MEHEHHM  HAMMEHOBAHWS  MPOHM3BOJCTBEHHBIX  NNOWAIOK,
YUYACTBYIOUIMX B TIPOIICCCE NPOM3BOCTBA 1EKAPCTREHHONO Mpernapara, fpeaycMOTpeHo
OT/leIbHOE OCHOBAHME /IR BHECCHHSA COOTBETCTBYIONIMX M3meHenuil. Takum obpasom,
MHBIX OCHOBAaHHIl, OTPaAHHYMBANOLIMX PEATH3AUMIO HOPMBI B YACTH HIMEHCHMA
POM3BOAMTEAR JIEKAPCTHEHHOO MPenapata, a He TONBKO B YacTH ero HauMeHOBaHHs
nyHkTom 6(1) [1pasuil He npeaycMoTpeto.

Kpome TOro, ucxols u3 emnHHo0OpaiHOr0 HanMCaHHs HOPMbl B OTHOLUEHHH
MIMEHEHHA  JIEPHATENR  WIM  BIANENbUA  PETHCTPALMONIOID  YIOCTOBCPEHMS M
f1POH3BOAMTENA JICKAPCTBCHHOTO Npenapara, JaHHblE OCHOBaHHA O CBOEMY HalMCAHHIO
MMEIOT OIHHAKOBYIO CMBIC0BYIO HArpysky. [Ipn atom, anains Peectpa uen nokaseisaer,
4TO NPH UIMEHEHHH BNAJENblla HIH JepIKATEIR PETHCTPALMOHHOTO YIOCTOBEPENNA, & He
TONBKO €ro HAMMEHOBAHHA B HACTOALICE BPEMA OCYILECTBIAITCH COOTBETCIBYIOIIHE
H3MEHEHUA B PEECTPOBYIO 3alTHCh.

DAC PoccHH Takke 0TMEHAeT, YTO COMIACHO ASHCTBYIOUIEMY 3aKOHOATENbCTBY B
ofnacTi rocyaapcTBeHHoro peryauposanus ued Ha AHBJII, namenenue nndopmaunn o
KOHKPCTHOM /€KapCTBEHHOM MPENapate, UeHa Ha KOTOpHI yie 3aperHcTpupoBaHa M
vaxomutes B Peectpe ueH, B TOM MMCAC  MIMCHEHHMC MECTA  HAXOMACHHS
MPOM3BOACTBEHHBIX MIOWANOK, HE OTHOCHTCS KAK K OCHOBAHMSAM /Ul Mepepernctpaiin
paHee 3apPerucTPHPOBAHHLIX LEH, TAK i K OCHOBAHWAM /UTA WX HOBOI PerHcTpaliy.
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