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Bcem 3aUHTCPECOBAHHLIM J1MLIAM

Vpaskaemblit napTHep,

Hacrosmmum nucemom komnanus AO  «nakcoCmutK isiin Xenckep» (aanee — «Komnanusa»)
CBM/ETE/ILCTBYET Bam cBoe noutenue 1 coobiuaer cieayiouiee:

24 anpens 2019 Betynuau B cuay nosnokenus llocranoaenus [TpasutenscTBa Ned89, kotopsie
HCKJTIOUAOT JICKAPCTBEHHLIC CPEJICTBA M3 CHHCKA MPOAYKLMH, TMOJUIeKalled npoleccy 06s3aTebHOTO
ACKIAPUPOBAHUA B COOTBETCTBUH ¢ [locTanoraenuio [ lpasurensctea No 982 o1 01.12.2009 ., Hexnapauus
COOTECTCTBUA, BLLAABAEMAs HA KAKAYIO BBOZMMYIO cepio o 28.11.2019 BKIOYHTENBHO, SIBASIACH
3aKOHO/LATENBHO YTBEPHKIACHHBIM JIOKYMEHTOM, MOJATBCPKIAROUIAM KAyeCTBO MPOJYKLMH, 4 HMEHHO,
COOTBETCTBMC YCNIOBHAM, YCTAHOB/JCHHBIM MPH  FOCYJAAPCTBEHHONW pPEerHCTPalMM  JIEKAPCTBEHHOTO
npenapara.

29 noabps 2019 Berymwiam B cuIy OCHOBHBIE M0J0/KeHMs 3akoHa Ne 449 or 28.11.2018,
PeryjvMpylomme  npouece  TOATBEPH/ICHHS  CEPHM  JIEKAPCTBEHHOIO  mpenapara  TpeGoBaHUAM,
YCTAHOBJICHHBIM TIPK €10 TOCYAAPCTBEHHON perucTpaiuu (T.e. MoATBepIKIeHHe Ka4ecTsa), U 1IpoLece
BBO/a CEpUH JICKAPCTBEHHOTO Nipernapara B rpaxkaHckuii odopor. B coorserctenu ¢ 3akoHom Ne 449 or
28.11.2018 cepus nepei BBOJIOM CEPHH JIEKAPCTBEHHOTO nperiapata B TpaKAaHCKHIT 000pOT HMIopTep
BHOCHT COOTBETCTBYIOULYH0 HHopmaumio B AUC Pocsapaswazsopa. [Ty6ankauns nadopmaumu o pakre
BBOAA B TpaKAaHCKHH  000poT KoHKpeTHOH cepun B AMC P3H  sBisercs eXHHCTBEHHBIM
HOATBEPAIEHHEM (aKTa BBOJA B I'PAAJIAHCKMIT 0GOpPOT CepUH B COOTBETCTBHM ¢ TpeGOBAHHAMM
Poccuiickoli @enepaivan. Cepust ekapeTBeHHOTO Tperapara, uH(OpMaMA O BBOJAE B IPaxIaHCKOM
obopot kotopoii oteyreryer 8 AUC P3H, He noaiexkur k rpazkJIaHCKOMY 0OpalleHHIo.

B cBa3u ¢ Beiweykazannoii undopmanmeii, undopmupyem Bac o Tom, uTo Bee JIEKapCTBCHHBIC
nmpenapatkl, OTrpyxaeMbie Bam, coorsercTByrOT TpefOBaHMAM NPUMEHMMOrO 3aKOHOJATENBLCTBA
Poccuiickoii @eaepaunn B chepe oSpale s IeKapcTBEHHEIX CPEACTB U CONpPOBOKAAIOTCA HHpOpMaL et
0 Jare nmyOIuKauMy pelicHUs O BBOAE KAKIOH cepun B rpakaaHckuii obopor B AMC P3H. AUC P3H
MO3BOJIAET JIFOOOMY 3aHHTEPECOBAHHOMY JIULLY NPOBEPUTH IAHHYIO MHAOPMALIHIO. ;

Crepmc]mzcanl aHanu3a OT MPOM3BOAHTENA AB/IAIOTCS BHYTPEHHHM JOKYMEHTOM KOMMAaHUH U
00palaloTes MCKTIOUNTEIBHO BHYTPH KoMmnaHuu. J[eiicTBYIONICe 3aKOHOAATEBCTBO He yCTaHaBIMBAET
0043aHHOCTH NPEIOCTABIATE NAacropTa KAuecTRa ¢ KMKAON MOCTABKOH, B CBA3M ¢ HeM npocum Bac

OKHIAaTh OTCYTCTBUC cepmd)uﬁa"roa aHa/lM3a B Ka4e¢CTBe COﬂpOBOﬂMTeHbHOﬁ AOKYMEHTALHH.
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Haneemcs na Baie nonumanme.
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