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TOO «Cepsbe Kazaxcran» BblpaxkaeT Bam cBoe mnoutreHue u ot nuna Jlepxarens
perucTpauMoHHoro ynocrosepenus «Jlaboparopuu CepBbe», ®panuus coobmaer Bam 00
M3MEHEHUU TIOpSAKa MEXAYHApOAHOro HemaTeHTOBaHHOro HaumeHoBanus (MHH) mns
nexapcTBeHHoro npenapara Honunpen® ®opre ApruHuH.

B cBsi3M C BBeJIeHHEM B JIeHCTBYE HOPMATHBHOTO IPABOBOrO peryaupoBanus EBpasuiickoro
skoHomuueckoro coro3a (Pemenue Cosera Epasuiickoit skoHomuueckoit komuccuu Ne 78 «O
MpaBUJIaX PETUCTPALIMK U SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB IJIS MEAULIMHCKOTO MPUMEHEHUSD) OT
03 Hos6pst 2016 roma), Tpebyercst ykaspiBate MHH nelicTByroIMX BEIIECTB, BXOASIINX B COCTaB
KOMOUHUPOBAHHBIX JIEKAPCTBEHHBIX MPenaparos, B andaBuTHOM nopsaxe: B O61el XxapaKTepucTrke
nekapctBenHoro npemnapara (OXJIIT), Jlucrke-Bknanpiue (JIB), Ha ynakoBouHBIX Marepuanax u B
JOpYTUX JOKYMEHTaX perucTpalyoHHOrO JOChE.

B cBsasu ¢ nonmydenunem misi JIIT Honunpen® ®opre Aprunun EADC PY B pamkax
npouenypsl Ilpusenenus B cootBercTBus ¢ Tpedopanusmu EADC - JIII-Ne000175-TTI-KZ ot
03.03.2023, cooTBeTCTBYIOIIMM 00pa3zoM Obl1 06HOBIIEH nopsigok MHH:

CTAPBIU I[TOPAJIOK HOBBIU I[TOPAJIOK
PeructpanuonHoe yaocrosepeHue, yreepxaeHnoe | EAOC Peructpauuonnoe
B pamKax ['ocyaapcTBeHHOH NpoLeayphl yIOOCTOBEpEHUE

PK-JIC-5N2023380 JIT-Ne000175-T'TI-KZ

Honunpen® ®opte ApruHuH Honunpea® ®opte Aprunun
MNEPUHIOIIPUII + THOIAIIAMMU/ NHIAITAMU/J + NEPUHJIOIIPUJI
Swmr+ 1,25 mr 1,25 Mr + 5 mr

B cBsi3u ¢ 3TUM MBI XOTHMM B JaHHOM HMH(OPMALMOHHOM NUCbME OOpaTUThL BHUMAaHHE
CNEeHaJNCTOB 3JpaBoOXpaHeHusi Ha u3MeHeHus mnopsinka MHH, u coorBercTByIOmUM
00pa3om, J03MPOBOK, BHECEHHBIX B COOTBETCTBUM C HOPMATUBHBEIMU MIPAaBOBBIMU TPEOOBAHUAMH, BO



u30exaHue Kakux-1ubo OIMOOK MpU BHIMKUCBIBAHUM M OTHycKe npenapara Honumpen® ®opre
ApruHuH.

JlononHuTensHO cooOliaeM, uTO JaHHOE W3MEHEHHe He BIUsSeT Ha KauecTBo,
3¢ PeKTUBHOCTE U 6€30MaCHOCTH Mpernapara.

[Tpocum ydecTh, YTO B CBSA3M € MEepeXOAHbIMU NosokeHusMu nmyHkTa 180 Pemenus EOK Ne
78 ot 03.11.2016 r., B Teuenue 180 kanenmapHbix AHed ¢ MomeHTa nonydeHus EADC PV npusa
nekapctBeHHoro npemapara (JIII) B pamkax mnpoueaypbl MpHUBEIEHUs B COOTBETCTBUE C
TpeboBaHusAMU Coro3a, BO3MOXXHO Mpou3BoAcTBO JjaHHoro JIII B cooTBercTBMM ¢ paHee
YTBEP)KAEHHBIMU HALMOHAIbHBIMU YNIAKOBOUHBIMU MaTepuaiamMy, ¢ MOCIEAyIOIUM €ro BBO3OM U
peanuzauuel [0 MCTeYeHUs] cpoka roaHocTd. Takum oOpa3oM, BO3MOXKHA BpeMeHHasi
napaaieibHasi peaju3anusi Ha PpblHKe mnpenapata Honunpen® @®opre ApruHuH ¢
HALHOHAJBHBIM PerHCTPAlMOHHBIM yaocToBepennem (MHH: nepunponpun + unpanamuzm) u ¢
EADC perucrpaunonnsimM yaoctoBepennem (MHH: unpanamun + nepunaonpui), A0 MOJHOIO
3aMelleHUs] MpenapaTa ¢ HallMOHAIbHBIM peFI/ICTpaLU/IOHHbIM Y/IOCTOBEPEHHEM MPENapaToM ¢ EADC
PEruCTpalMOHHBIM YAOCTOBEPEHHEM. 4 2
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