«Cepsbe Kasaxkctann XIWC TOO «Cepsbe KasaxcTaH»

050020, KazakctaH PecryBAmkackl, AAMATsI 050020, Pecrniybamka KasaxcTtaH, AAMQTs!
AOCTbIK AQHFbIALL, Y1 310 npocnekt AoCTsik, Aom 310
Tea: +7 (727) 386 76 62/63/64 TeA: +7 (727) 386 76 62/63/64
Pakc: +7 (727) 386 76 67 SERV,ER} Pakc: +7 (727) 386 76 67

moved by you

Servier Kazakhstan LLP

310 G, Dostyk avenue, 050020 Almaty, Kazakhstan
Tel: +7 (727) 386 76 62/63/64

Fax: +7 (727) 386 76 67

Bceem 3auHTEepPEeCOBAaHHLIM JIMLIAM,

HexNe 74 ¢
Hara: 20 05 loys

TOO «CepBbe Kazaxcran» BbipaxkaeT Bam cBoe mnouteHue u oT nuua [epxarens
peructpauuonHoro ygpocrosepeHus «JlaGopatopuu Cepeoe», @panuus coobumaer Bam 00
MU3MEHEHUM TIOpsiiKa MEXIYHapOJHOro HemaTeHToBaHHOro HaumeHoBaHus (MHH) nans
JiekapcTBeHHOro npenapara Honmunpen® AprusuH.

B cBsA3M ¢ BBeieHHEM B JIeHiCTBIE HOPMATUBHOIO MIPABOBOIO PEryIMpOBaHUs EBpazuiickoro
skoHomHueckoro coro3a (Pemenue Cosera EBpasuiickoit sxoHomuueckoil komuccun Ne 78 «O
npaBuJIaX perucTpalyy U SKCIEPTU3b! IEKApCTBEHHBIX CPEACTB AJI MEAULMHCKOTO IPUMEHEHHS) OT
03 Hos6ps 2016 roma), Tpebyercs ykassiBaTe MHH peiicTByromux BelECTB, BXOAALIMX B COCTaB
KOMOMHMPOBaHHBIX JIEKApCTBEHHBIX MPENaparoB, B andaBUTHOM nopsiake: B O61meil xapakTepucTHKe
nekapctBeHHoro rnpenapara (OXJIIT), Jluctke-Bknanpiue (JIB), Ha ynakoBOYHBIX MaTepuanax U B
JpYTUX JOKYMEHTaX perucTpalMOHHOTO JOCKE.

B cBa3u ¢ nonyuenuem s JIIT Honunpen® Aprunun EASC PV B pamkax npouenypsl
IlpuBenenus B coorBerctBusi ¢ TpeboBanusamMu EADC - JIII-Ne000179-ITI-KZ ot 03.03.2023,
COOTBETCTBYIOLIMM 00pa3zoM Obut 06HOBNEH nopsinok MHH:

CTAPBIU MTOPSITOK HOBBIU TTOPSJIOK
PerucrpanuonHnoe ynocrosepenue, yreepxxaeHnoe | EASC Perucrpaimonnoe
B paMKax ['ocygapcTBeHHON MpouUenyphl yIIOCTOBEpEHUE

PK-JIC-5Ne012895 JIIT-Ne000179-T'TI-KZ

Honunpen® Aprunux Honunpen® Apruaux
HNEPUHAOIIPHAJ + UHIAITAMM /I NHIAIIAMUA/ + IEPUHIOIIPAJ
2,5mr + 0,625 mr 0,625 Mr + 2,5 Mr

B cBA3M ¢ 3TUM MBI XOTHM B JI@aHHOM HH(OpPMAaLMOHHOM MUCbME OOPATHTL BHHMAaHME
CHelHAaJNCTOB 3APaBOOXpPaHeHMs Ha H3MeHeHus1 nopsiaka MHH, um coorBercTByIOmIMM



0o0pa3oM, 103MPOBOK, BHECEHHBIX B COOTBETCTBUU C HOPMATHBHBIMU MPAaBOBBIMU TPEOOBaHUAMH, BO
n30exaHue Kakux-116o omurbOoK Mpy BHIMUCHIBAHUU U OTIycke npenapara Honunpen® ApruHuH.

JlononHuTeNsHO cooOIlaeM, 4YTO JaHHOE HW3MEHEHHE He BIMAET Ha KadecTso,
3¢ dexTrBHOCTE U 6€30MaCHOCTD Npenapara.

[Ipocum ydecTs, UTO B CBSI3U C MepexoAHbIMU nojoxeHusMu nmyHkra 180 Pemenus EOK Ne
78 ot 03.11.2016 r., B Teuenue 180 kanenmapHbix aHei ¢ momeHnrta nonyudenus EADC PV npns
nekapctBeHHoro mpemnapara (JI[I) B paMkax mpouesypbl TNpPUBEIEHHUS B COOTBETCTBHE C
Tpe6oBanusiMu Coro3a, BO3MOXKHO TMpou3BojACTBO jaHHoro JIII B coorBeTcTBUM € paHee
YTBEP)KICHHBIMU HallMOHANBHBIMU YNAKOBOYHBIMU MaTepHajaMH, C MOCAELyIOIMM €ro BBO3OM H
peanuzalyedl 10 MCTeUeHHs cpoka TroAHOCTU. Takum o06pa3oM, BO3MOXHA BpeMeHHas!
napauleibHasi peaju3anusi Ha pblHKe npenapata Honunpen® ApruHUH ¢ HALMOHAJIbHBIM
perucrpanuoHHbiM yaoctoBepeHuem (MHH: nepunpmonpun + wunHpanamuza) u ¢ EA3C
perucTpanuoHHbIM yaoctoBepeHuem (MHH: wunpanamun + mnepuHAomnpui), OO IMOJHOIO
3aMeLleHN Npenapata ¢ HaLMOHANBHEIM PErHCTPALOHHEIM meCTOBepeHHeM npenaparoM ¢ EASC
perucTpaluoOHHBIM YIOCTOBEPEHUEM.
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