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Bcem 3auHTEepecOBaHHBIM JIMUAM,

Uex.Ne 743
Hara: 20 085 2007

TOO «CepBbe Kazaxcran» Belpakaer Bam cBoe mnoutenue u oT juua Jlepxarens
pEruCTpaLUMOHHOrO  ynoctoBepenust «JlaGopatopun CepBbe», @Ppanuus coobmwaer Bam 06
M3MEHEHUH TOpPSAAKA MEXIYHapOJHOTO HemaTeHTOBaHHOro HaumMeHoBanus (MHH) s
nexapcTBeHHOro npenapata Jlunepranc®.

B cBsi3u ¢ BBEiEHMEM B ISMCTBHE HOPMATUBHOIO MPABOBOI0 peryauposanus EBpasuiickoro
skoHoMuueckoro corosa (Pemenne Cosera Epasmiickoii skoHomuueckodt komuccuum Ne 78 «O
NpaBuiaX PerucTpaLUy U SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB AJI MEAULUUMHCKOrO MPUMEHEHUS» OT
03 nosi6pst 2016 roma), Tpebyercst ykaspiBate MHH nelicTByromux BewecTs, BXOAAUIMX B COCTaB
KOMOUHHMPOBAHHBIX JIEKAPCTBEHHBIX NPENaparoB, B andaBUTHOM nopsake: B OOLIen XapaKTepUCTHKE
nexapctBeHHoro npenapara (OXJIII), Jluctke-Bknaapime (JIB), Ha ynakoBOYHBIX MaTepuaiax v B
JIPYTUX TOKYMEHTaX pericCTpaliOHHOrO JOChHE.

B cBssu ¢ nonyuenuem mist JIIT Jlunepranc® EADC PV B pamkax npouenyps! [Ipuseaenus
B cooTBercTBUs ¢ TpeboBauusimu EADC - JITT-Ne001612-I'TI-KZ ot 09.12.2024, cOOTBETCTBYIOIIUM
obpazom 6b11 06HOBNEH nopsaok MHH:

CTAPBIU ITOPSJOK HOBBIU ITOPAJIOK
PerucrparuonHoe ynocrosepenue, | EADC PeructpalimoHHOe ya0CTOBEpEHHE
yTBepxkaeHHoe B pamkax [ ocymapcrBeHHo# | JIII-Ne001612-I'TI-KZ
NpOLEAY I Jlunepranc®
PK-JIC-5N2022884 AMJIOJHUIINH + ATOPBACTATHH +
PK-JIC-5N0022885 INEPUHIOIIPAJI
PK-JIC-5Ne(22887 Smr+ 10 Mr+ 5 mr
PK-JIC-5Ne022888 S5mr+20mr+35wMmr
PK-JIC-5Ne022889. - | Smr+20mr+ 10 Mr
i 10 mr + 20 mr + 10 mr
P 10 mr +40 mr + 10 mr
ATOPBACTATHUH + AMJIOJAUIIUH +
HNEPUHIOIIPUJII




10 Mr + 5 mMr+ 5 mr
20 Mr+ 5 Mr+ 5 mr
20 mMr + 10 Mr+ 5 Mr
20 mMr + 10 Mmr+ 10 Mr
40 mr + 10 mr + 10 Mr

B cBsi3u ¢ 3TUM MBI XOTUM B JA@HHOM HMH(OPMaLMOHHOM MUCbME OOpaTHTH BHUMAaHHUE
CHelUaJNCTOB 3ApaBoOXpaHeHUs] Ha wu3MeHeHusi mopsiaxka MHH, m coorBercTByIOMIMM
00pa3oM, 103HPOBOK, BHECEHHBIX B COOTBETCTBUU C HOPMATUBHBIMU NPAaBOBBIMU TPEOOBAHUAMH, BO
n30exaHue Kakux-nubo omrOOoK Npy BHIMUCHIBAHUM U OTIycKe npenapata Jiunepranc®.

JononHutensHO coobuiaeM, YTO [JAaHHOE W3MEHEHME He BJIMAeT Ha KayecTBo,
3¢ pexTUBHOCTD U 6€30MacHOCTH Mpernapara.

[TpocuM y4ecTh, YTO B CBSI3U C MEPeXOIHBIMU MosoxeHusAMH nyHkta 180 Pemenus EOK Ne
78 ot 03.11.2016 r., B Teyuenue 180 xaneHmapHeIX AHeil ¢ MoMeHTa noiydeHus EADSC PV gns
nexapcrBeHHoro mnpemnapata (JIII) B pamkax mnpouenypbl INpUBENCHUST B COOTBETCTBUE C
TpeboBanusmMu Coro3a, BO3MOXHO TNpou3BoACTBO JaHHoro JIII B cooTBeTcTBUM C paHee
YTBEp)KIEHHBIMU HalMOHATBHBIMU YIIAaKOBOUHBIMU MaTepuajaMy, C MOCIEAYIOIIUM €ro BBO30OM U
peanuzanueil OO0 HCTeUeHUss Cpoka TroAHOCTU. Takum o00pa3oM, BO3MOXKHA BpeMeHHas
napajJjiejibHasi peajiM3alusi Ha pblHKe npenapara JlunepraHc® ¢ HaUMOHAJABHBIM
perucTpauMoHHbIM yaocroBepenuem (MHH: aTopBacTaTuH + amiofunuH + NEpUHAONPHUI) H €
EADC perucrpaumonsubiM yaocroBepenuem (MHH: amnogunun + aropsacratun +
MEPUHAONPUI), OO TMOJHOrO0 3aMELIeHHs IMpenapara C HalLMOHAJBHBIM pPErMCTPalMOHHBIM
ynoctoBepenueM npemnaparom ¢ EADC peructpaliioHHBIM yI0CTOBEPEHUEM.

AT

I'enepanbHbIi JUpEKTOP
TOO «Cepsbe Kazaxcran»

01"

O. HEI'YJISAEB

"
a°

L’cu){ 9a8Y 4
o gty

B cryuae 603HuKHOGeHUS OONONHUMENLHBLX 60T
npocum obpauyamscsi: ‘
Mapacunos Hnvsc

Pyxosooumenv omoena no ¢papmayeemuyeckoi
OesmenbHOCMU
+77017402474

Ilyas.marasilov@servier.com

% oqado?,

o



