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Tt Cepridixary simonimuocri GMP 095/2024/Gyip

CEPTH®IKAT AHAJI3Y Ne 435159

Ne peecrpaniiinoro nocsinuctns:

Jleserupaneram Acino, UA/20214/01/01

TAGHETH, BKPHTI IVBKOBOIG oboJronKoro, 1o 250 mr
110 10 raGuerox y Gaicrepi, nio 6 Gricrepin ¥y nauni Fepudnt 1 pecorpanituioro
noceiydenst: 1o 18.10.2028

Crnan na oguy TablIeTRy Hilomy pevonum: Jeserupaneramy 256 mMr

Homep cepii: 360924 Kimsiciers nponyxuii cepit: 7917 on. yir.
Hara supobrunrsa: 13.09.2024 Tepmin npunarnocri: 09.2026
Hara xonrpormo: 09.10.2024

Kownrpons sinmosinmo Jio: MKS 12 Big 05.04.2024

 HAVMEHYBAHNS IOKABHYKA |  BEMOTH HOPMATHBHOI JOKYMEHTAI  PEIVALTAT
Onne 1 Tabnerica, Brpuri miipKoBoIo 060mONKOIO BirakTHON KONLOpY, 3 Binnosinae
: ABOOIYRIOI0 TIOBEPXHEIO, KPymIof hopMu, 3 pHCKOIO 3 ojHoro Boxy.
Inenrudixaris : 1. Ha xpomarorpami BHIPOGORYBAROLO PO3YHHY, OPHMAHO] npu " Binnosinac

nposegerni suupoBysamiy «Kinsxicue BHIHAYCHID, YAC YTPUMYBAHILN
OCHOBHOYO LKy JIEBETMPANETAMY Ma€ CHiRNANATH 3 YacoM
YTPHMYBAHH)! OCHOBHOIO TIKY NEBETHPANCTAMY Ha XPOMATOrpami
: DOSURHY HOPIBHAIES 3 TowiCTO % 2 %,
- Inerndirauia ; 2. Indpauepponmuit CHEKTP BHIPOGOBY BAKOIO 3pasKy B ofiacti Binuosizae
Biz 4000 cM™ 10 650 ov™ Mac CIiBIAZATY 3 CIeKTpPOM
CTaHAAPTHONO 3PaAsKy,

Cepenna maca 285« 315 mr (300 mr = 5 %) : 301 mr
- Onwopinnicrs nosopanux :
OJTHFHIL |
AV - . < 15 Mae sinnosinary pamosi, Binnoninae
cepenue i i e 5 ' oy Binrorinae
MaxcHmym s C Binnorinae
Mitineyse o/ i E L Biauosizac
RSD PR Al G © Bimiorixae
Posunnenus ' .
cepelne _ : 2 80 % (Q) neserupaueramy 3a 30 xa. . Bimosinae
pineny i Binnosinac
MAKCHMYM = 80 % (Q) © Binnosinae
MINIMYM ‘ 2 80% (Q) : Binnosinac
© Cynposimm omimen
 Omummano neinenrudikonanoi | 20.1% Binmopinae
Jomitky _
<03% i Binnovinae

Homitar A JCBCTHpANETAMY
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GAKMERVBAUBS TOKABNMKA | G UMOTH HOPMATHBHOI JOKYMEHTAIE T PEBYABIAT

Cypa JOMITHOK 50.6% © Bianosizae
| Mixpobiosoritea WwicToTa (
Lscherichia coli Hassuicts B 1 ©— BE HOMYCKACTHER. Bineyrui
TAMC <1000 KYO/r 3arashe Yucio aepobuux MIKpOOPranisMin, - <100 KYO/r
TYMC , < 100 YO/ arannue 4acio JPDKIKOBHX Ta nnicerennx rpubis. C <10 KYO/r
Kisbiicye BRIHAYCHDA 237.5 - 262.5 mritabi. . 2514 Mr/rabiL
Vrakopka : [Topuna siguosigans sumoram MIGT I3, . Binoosime
MapicyBanis [ToBMIHO BINOBIATE BAMOYaM MICST I3, i Bimnosinae
Bucnopor: Bignosizac BuMOoraM MK JI3 six 05.04.2024
Kepingmg K Iap's KOCEHKO 09.10.2024

Tleif JoxyMenT Minnucaumil B elCKIPOHHOMY B To xie 623 BIACHOPYUHOTO ANHCY.

Buenrosok:

st s GiKrBEpKYI0, WO NPHBCICHA prme  indopmagia € HocToBipHO® i TOMROLO. Wa  cepis Oyua
BHIOTORMEHA  (BIIOMAXOMN YRAKOBKY/MAPKYBAHH) i Oys upoBGICHME  KONTPOISL T sgroeri  Ha
prigeskazanii dueraai Y poswiit  signosiggocri 3 BHUMOUaME GMP, a TakoexR Y pigpopimuocti 31
cnexdianiame, Ak sicTHIBEd B peecTpauiiimonmy  AOCRE IIporoxoss pHpOGHUITBR, YHAKOBKH ™
apanisis Gynm nepermspyTi i BCTAROBICHA pinnosiguicTs suvoram GMP.

TIpenapar K03B0JCH0 A0 peasizanil.

ViopHOBKEIE 0c00a Hanis TOPSIHCRKA 11.10.2024

Tieit HOKYMENT IHeanuit B CICKTPORHOMY BRIy Fa gic 683 BIACHOPYUHOIO ey,

C.2i32
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