D 06.8-205-07/1, en. pen. Ne 12
TOBAPHCTEBO 3 AOLJATKOBOK BIANOBIIAJNBHICTIO «ITHTEPXIM»

Yipaiua,
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Ceprudikar sxocri N 190  Bix 09.07.2024 poky

Hasga sikapcbkoro 3acody IHTATPA® IC

Jlikapcbka popma, no3yBanus TabneTku, BKpUTI 060JI0HKOW, 110 50 Mr

PeecTpauiiine noceiguenus UA/12352/01/02 s3i TepMiH Iif 6e3cTPOKOBO
3MiHaMH

Jlinensis Bupo6uuureo nikapebkux 3aco6iB cepis AE Ne295499 gin

20.02.15 p., 65080, Onecnka obnacts, M. Oneca, Jioctnopdebka
nopora, 6yn.86

Micue nporajxeHHs AiJAbHOCTI 65025, M. Oneca, 21-#1 kM CrapoxuiBchkof moporu, 40-A
Ceprndikar GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 1900624
Po3mip cepii 3287 naxkoB  Ned
Jata BupobHuurea 25.06.24 p.
AHaJli3 npoBeaeHo 3riqHo 3 MKJT 31 sminamu Nel-5 no p/m UA/12352/01/02
Haﬁmeﬂysax_um Bumorn MKSI Pesysbratn
NOKA3ZHUKIB BHIIPOGOBYBaHb
1 : 2 3
Omuic TaGaieTku Kpyrnol $opmMu 3 ABOONYKIIOI0 MOBEPXHEN, TabneTku kpyraoi bopmu 3
BKPUTI 060JI0HKOI0, CPIGHOI0 KOJIbOPY. ZIBOOIYKJIO}0 0BEPXHEIOQ,

BKDHTI 060JI0HKOIO,
CpiGHOro KoALopy
lpentudikanis A. YnbTpadioneTOBHH cCneKTp NOIIMHAHHSA PO3YHHY Amax =291 um
npenapary, oZlepXaHoro 414 KiIbKiCHOro BUSHaYeHHH, B
ob6nacri Big 250 #M 10 350 HM OBMHEH MaTH MAKCHMYM
MOIJIMHAHHA 33 JOBXHHH XBUJi 292 HM;

B. Peakuis Ha TuTany gioxcus, [TosuTHBHA
CepefHsa maca Big 294,5 mr g0 325,5 mr 306,4 mr
OpxopiaHicTh Bumoru 00 BBaXKalOTbCA BUKOHAHUMH, AKIIO

J030BaHKX OJAHUHUIE * npuiiManeHe yncao (AV) gns nepuux 10 04HHHLID MeHITe
abo jgopieHmwoe L1 (15,0), y BiscoTKax, Ko npuiiManbHe
upcno 6inbie L1, y BifcoTkax, BUNPO6GYBaHHIO NiAJA0Th
HacTynui 20 oguHUIE | 06YHCTIONTE NPHIMaIbHE YUCIIO.
Bumoru 0J0 BUKOHYIOTBCS, AKINO KiHlleBe NpHitMaIbHe
YHCno, pospaxosaHe i3 30 oaAMHHUILE, MeHIe a60 JOpIBHIOE
L1, y BincoTkax, i xo/eH iHAUBIAyaibHUE BMICT ¥
Jl030BaHil oguHMLI He € MeHuuM 3a (1 - L2x0,01)Minee
Ginpmim 3a (1 + L2x0,01)M. (L2=25,0).

Po34yHHeHHs Jo po3uuny 3a 30 xB mae nepeiitu ne menine 80 % (Q) sixg 97,7 %
HOMIiHa/IbHOTO BMIiCTY CyH30Ng0,S

Cynposigni jomimku Ha xpomaTorpami BUIIPOGOBYBAHOIO PO3YHHY:
- moma 6yAb-AKOro 1ika, KpiM OCHOBHOTO, He MaE 0,01 %

NnepeBUINYBaTH IJIOWY OCHOBHOTO NiKa Ha XpoMaTorpami
PO34MHY NOpiBHAHHA (He 6inbie 0,2% 6yab-aKoi
AOMIIIKH);

Dr}’\\ v oogf



Cynposigni zoMimku - CyMa IJI01M, YCIX MiKIB, KPIM OCHOBHOTO, He Ma€ 0,01%
TNepeBUIYBATH 2,5 N0 OCHOBHOTO miKa Ha

XpoMaTorpami po3uuHy nopieHaHHa (He 6isbire 0,5%
CYMH JOMIIIOK).

KinbkicHe BusHayeHHs | BmicT Cy5HzoNgO4S (cunpenadiny) mae 6ytu Big 47,5 Mr | 48,6 Mr
J0 52,5 Mr, y nepepaxyHKy Ha CepeAHI0 Macy TabJeTKH.

Mikpo6Gionoriuna 3aranbHe 4HCI0 aepoOHUX MikpoopraHiamis (TAMC):
qyuctora ** KpuTepiii npuinaTaocti 10° KYO/r.

3aranbHe YUCI0 APDKIKOBHX Ta MJIiCEHEBUX TPHBiB
(TYMC): xpuTepiit npuiinaTHocTi 10% KYO/r,

BigcytHicTb Escherichia coli B 1 r npenapary.

[lakyBaHH#a 1o 2 TabneTkn y 6aicTepi; no 2 6icTepu B navui 3 Bignosizae
KapTOoHY

MapxyBaHHs 3riiHo 3 TEKCTOM MapKyBaHHS A0 p/1 3i 3MiHaMHu Biznoeinae

Tepmin npuaaTHOCTI 3 poku Ho 07.2027 p.

* - KOHTPO/Ib JaHOrO TECTY MPOBOASTh JUIS KOXHOT I ATOT cepil roTOBOro npenapary y 38 3Ky 3 THM. IO el TECT KOHTPOTIOITS B
HedacopaHnx TabneTkax koxHol cepii npenapary. ** - KoHTpoik 2aHOTo TeCTy NPOBOAKTH A4S KOXKHOT N's1ToT cepii npenapary ¥
3B'513Ky 3 BiANoBRizHicTio BupobGuuuTsa 713 Brumoram HBIT (GMP).

Bucuosok: IHTATPA® IC, tabnerku, Bkputi o6ononkoto, no 50 mr Ned (2*2) y Gnictepax B nauui cepii
1900624

Bianosinae Bumoram  MKH 31 aminamu Nel-5 no p/n UA/12352/01/02

3anea npo ceprudikaniro; Llum s 3acBinuyro, wo HaseaeHa BHILE iHGOPMALIA € TOCTOBIPHOIO Ta TOYHOIO.
Lo cepiro npoaykuil 6yno BupoGreHo (BKIIOYAKOYM NakyBaHHS i MapKyBaHHs) Ta MpPOBEINEHO KOHTPOJb 1T
SKOCTI Ha BHIe3a3HadeHilt ninbHUUI y TIOBHIM BianmosimHocTi 3 BHUMoramn GMP, BcraHOBNEeHHMMU
peryJsTOpHWUM OpraHoM YkpaiHu, a Takox BiONOBiAHO H0 creuudikauiii, WO MicTIThCA y peecTpaliiiHoMy

nocee. TIpoTokonu BHpOOHHMLTBA, NaKyBaHHA Ta ananii3is Gysno nmeperisiHyTO Ta BCTAHOBJCHO BiAMOBIAHICTD
GMP.

Yrpaina
: 65080, m. Opeca |
Twerpopdickka gopora, 86 Lixep 3.0.
(mizme) - TAB (HTEPXiM» | (D)

BIAOUT KOHTPORKO AKOCT!

3aCTYNHNK reHepaibHOro AMPeKTopa 3 IKOCti
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