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TOO «CepBbe Kazaxcran» BelpaxcaeT Bam cBoe mouteHue U oT suua Jlepxarens
perucrpainuonHoro ympocrosepenus «Jla6opatopuu CepBbe», @Ppanuus coobuaer Bam 00
U3MEHEHHUH TIOpsAAKa MEXIyHapoOJHOrO HemaTeHTOBaHHOro HauMeHoBaHus (MHH) mns
nexapcTBeHHoro npenapara TpunnukcamM®.

B cBsi3u ¢ BBeileHHEM B JeHiCTBIE HOPMATUBHOTO MPABOBOro peryaupoBanus Espaszuiickoro
skoHomuueckoro corosa (Pemenne Cosera EBpasuiickoit skoHomuueckoit komuccuu Ne 78 «O
NpaBUIaX PEeruCTpalvy U SKCIIEPTH3bI JIEKAPCTBEHHBIX CPEACTB AJIsi MEAULMHCKOTO NPUMEHEHHA» OT
03 Hos6pst 2016 roma), Tpebyercs ykassiBaTe MHH nelicTByromux BEILECTB, BXOAALIMX B COCTaB
KOMOUHHMPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, B alipaBUTHOM nopsiake: B OO1ei xapaKTepuCTHKE
nekapctBeHHoro npenapara (OXJIIT), Jluctke-Bknaapime (JIB), Ha ynakoBOYHBIX MaTepuanax U B
JPYTUX TOKyMEHTaX PerucTpalMOHHOTO IOChE.

B cBs3u ¢ mnomyuenuem s JIIT Tpumnukcam® EASC PV B pamkax mnpouenypel
[TpuBenenust B coorBercTBUsi ¢ TpedoBaHusamu EADC - JIII-Ne002311-I'TI-KZ ot 21.10.2024,
COOTBETCTBYIOILIMM 00pa3om Obu1 o6HOBNEeH nopsaok MHH:

CTAPBIU TTOPSJIOK HOBBIN ITOPSJIOK

Peructpanuontoe yrocroBepeHue, yreepxaeHHoe | EASC PerucrpanuonHoe
B pamkax ['ocynapcTBeHHOH npoLenypsl yZOCTOBEpEHHUE

PK-JIC-5N2021566 JITT-Ne002311-I'TI-KZ
PK-JIC-5Ne021565 Tpunnukcam®

PK-JIC-5Ne021564 AMJUIOAUIIUH + MHIAIIAMUJL +
PK-JIC-5N2021563 HNEPUHIOIIPAJI

Tpunnukcam® Smr+ 1,25 Mr+ 5 mr
NEPUHAONPUJ + MHIAODAMMA + |Swmr+125mr+ 10 mr
AMJIOIUIIVH 10 Mr + 2,5 Mr + 5 mr

5 wr-+ 1,25 M+ 5 Mr 10 Mr+ 2,5 Mr+ 10 Mr

S5wmr+ 1,25 mMr+ 10 mr




10 Mr + 2,5 Mmr + 5 mr
10 mr + 1,25 mr+ 10 mr

B cBsi3u ¢ 3TMM MBI XOTUM B JaHHOM HMHGOpPMaLMOHHOM NHUCbME OOpaTHThL BHUMAaHHUE
CHELHAJINCTOB 3]paBOOXpaHeHUs] Ha u3MeHeHusi mopsinka MHH, u coorsercTByIOmIMM
00pa3oMm, J03MPOBOK, BHECEHHBIX B COOTBETCTBUU C HOPMATUBHBIMU [1PaBOBBIMU TPEOOBAHUAMH, BO
n3bexaHne Kakux-1ubo omuOOK MPH BHIMUCHIBAHUY U OTIycke npenapara Tpuniaukcam®.

JIomoNHUTENBHO CcOO0INaeM, YTO [JaHHOE W3MEHEHHME He BIHAET Ha KayecTBo,
3¢ peKTUBHOCTh 1 6€30MacCHOCTH Mpenapara.

[TpocuM yuecTb, YTO B CBSI3H C IEPEXOIHBIMH NoNoKeHUs MU nyHkTa 180 Pemenus EOK Ne
78 ot 03.11.2016 r., B Teuenue 180 kanenmapHbIX nHed ¢ MomeHTa monaydyeHus EASC PV s
nekapctBeHHoro nmpenapara (JIII) B pamkax mnpouexypsl MPUBEAEHUS B COOTBETCTBUE C
tpeboBanusimu Coro3za, BO3MOXXHO Mpou3BOACTBO pAaHHoro JIII B cooTBeTcTBUM C paHee
YTBEPXKJCHHBIMU HALIMOHANBHBIMU YIaKOBOUHBIMUM MaTepHanaMH, C MOCJEAYIOIUM €ro BBO30OM U
peanusanueil 0 HUCTeueHHs cpoka roaHocTH. Takum o06pa3oM, BO3MOMXKHA BpeMeHHast
napajjieibHasi peaju3anusi Ha pblHKe npenapata TpummkcaM® ¢ HaUMOHAJIbLHBIM
perucTpauuoHHbIM yaocroBepennem (MHH: nepunpmonpun + uvxpanamuj + amIoOQMIMH) M €
EASC perncrpaunonusiM yaocrosepenuem (MHH: amnoaunus + uHpanamuz + nepuHIONpHIL),
JO TIOJIHOTO 3aMelleHMs Tpernapara C HalMOHAJbHBIM pPErMCTPAlMOHHBIM yIOCTOBEPEHUEM
npenaparom ¢ EADC perucTpaiyOHHBIM yIOCTOBEPEHUEM.
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