D 06.8-205-07/1, en. pex. Ne 12
TOBAPHCTEBO 3 JONATHKOBOK BINHOBINAABHICTIO «IHTEPXIM»

TAB«IHTEPXIM»

Yrpaiua, 65080, Oue
ren. +380 (4

Ceprueikar axocri No 190  six 09.07.2024 poky

Haszga gaikapcbkoro 3aco0y [HTATPA® IC

Jlikapceka gopma, no3yBaHHs TabneTky, BKpUTI 000I0HKOW0, 110 50 Mr

PeecTpauiiine noceigueHHs UA/12352/01/02 3i TEepMiH AiT 6e3cTpoKOBO
3MiHaMH

Jlinensis Bupobuuurso sikapcbkux 3aco06iB cepis AE Ne295499 sin

20.02.15 p., 65080, Oznecbka obnacts, M. Oneca, Jlioctnopdebka
nopora, 6yn.86

Micue npoBaaKeHHs AiSAbHOCTI 65025, M. Oneca, 21-it km Crapokuiscbkoi noporu, 40-A
Ceprudixkar GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 1900624
Po3mip cepii 3287 naxos  Ne4
Jata BupobHULTBA 25.06.24 p.
AmHaJi3 npoBeaeHo 3riaHo 3 MKH 31 3minamu Nel-5 no p/m UA/12352/01/02
Haﬁmeﬂyaal_mn Bumoru MKSI PesyasTaTn
NOKA3HUKIB BUNPOGOBYBaHL
1 , 2 3
Ommc Ta6ieTin kpyriol $opmMu 3 JBOONYKIIOI0 TIOBEPXHED, TabneTku kpyrioi opmu 3
BKpUTI 060JI0HKO10, CPIGHOT0 KOILOPY. ZIBOOIYKJIOH MOBEPXHEND,

BKDHTI 060J10HKOIO,
CpiGHOro KoJiLopy
InenTudikanis A.YnbTpadioneToBHI CIEKTP NOIIMHAHHSA PO3YHUHY Amax =291 um
npenapary, OJlep>XKaHoro A5 KiJIbKiCHOr0 BU3HAYeHHS, B
o6nacTi Bizg 250 HM 20 350 HM NOBUHEH MaTH MAKCUMYM
MOTJIMHAHHA 3a JOBXHHHU XBUJIi 292 HM;

B. Peakuis Ha Tutany gioxcus. [To3uTHBHA
CepepHs maca Big 294,5 mr g0 325,5 mr 306,4 mr
OpHopigHicTb Bumoru OZ10 BBaXKaKThCst BAKOHAHUMH, AKILO

[030BaHUX OAHUHUIL ¥ npuiManbHe yucno (AV) ass nepmux 10 o4HHHIB MeHLIe
abo gopisHioe L1 (15,0), y BiagcoTkax. Ko npuiiMabHe
uucno 6inbwe L1, y BifcoTKax, BUNpo6yBaHHIO NiAAAI0TE
HacTynHi 20 0oAMHMLB | 06YNCTIOTL NPUHMa/IbHE YHCO.
Bumoru 010 BUKOHYIOTBCA, AKIO KiHleBe IpHiiMabHe
YHUCo, pospaxosaHne i3 30 ogMHHILE, MeHIlle aB0 A0PIBHIOE
L1,y BifcoTKax, i )xofeH iIHAUBIAYaNbHHUE BMICT ¥
J030BaHiil oAMHULI He € MenuM 3a (1 - L2x0,01)MiHe €
Ginpmum 3a (1 + L2x0,01)M. (L2=25,0).

Po34yuHeHHs Jo posuuny 3a 30 xB Mae nepeiiTu He menwe 80 % (Q) Bix {97.7 %
HOMIHa/IbHOTO BMICTY Cy3H3oNg04S

CynposigHi foMiku Ha xpoMaTorpami BUIpOBGOBYBaHOT0 PO3YHHY:
- oA 6yAb-AKOro Mmika, KpiM 0OCHOBHOTO, HE Ma€ 0,01 %

NMepeBHUINYyBaTH NJIOLLY OCHOBHOTO IiKa Ha XpoMaTorpami
PO34MHy NopiBHAHHA (He 6inble 0,2% 6yab-aKoi
JAOMIILKH);

~




CynpoBigHi AoMilKH - CyMa IJIOL YCiX MiKiB, KpiM OCHOBHOTO, HE Ma€ 0,01%
nepeBUILYBATH 2,5 MO} OCHOBHOTO MiKa Ha

XpoMaTorpami posyuHy nopieHsaHHA (He 6iabuie 0,5%
CyMHM JOMIIIOK).

KinbkicHe BuzHaueHHs | BwmicT Cy2Hz0N604S (cungenadiny) mae 6ytu Big 47,5 mMr [48,6 mr
[0 52,5 Mr, y nepepaxyHKy Ha CepeJiHIo Macy TabaeTKH.

Mikpo6ionoriuna 3aranbHe yucio aepobHux Mikpoopraniamis (TAMC):
qucToTa ** KpuTepiii npuitnsTHocTi 10° KYO/r.

3aranbHe YUCI0 JPDKIKOBHX Ta IJIiCEHEBHX rpubiB
(TYMC): xpuTepiit npuitnaTaocti 102 KYO/r.

BigcytHictb Escherichia coli B 1 r npenapary.

[TakyBanHA [1o 2 TabneTku y 6ictepi; no 2 6aicTepu B navu 3 Bignosigae
KapTOHY

MapxyBaHHs 3riZiHo 3 TEKCTOM MapKyBaHHSA A0 p/n 3i 3MiHaMu Bianosizae

Tepmin npuaaTHOCTI 3 poku Ho 07.2027 p.

* - KOHTpPOJIb 1aHOTO TECTY MPOBOAATH UL KOXKHOI 1T AT0T cepii roToBOro npenapary y 38°s13Ky 3 THM. 1O LeH TECT KOHTPONIOTH B
HedacopaHux Tabnerkax koxHOI cepii npenapary. ** - KoHTpob JaHOro TecTy NpoBOAATH IS KOXKHOT 11101 cepil npenapary ¥
3B'43KY 3 BianoigHicTio BupoOHuuTsa IJ13 sumoram HBIT (GMP).

Bucuosox: IHTAIPA® IC, tabnerku, BkpuTi o6ononkow, no 50 mr Ned (2*2) y 6nictepax B nauui cepif
1900624

Bianosinae Bumoram MK 3i 3minamu Nel-5 no p/n UA/12352/01/02

3asiBa npo ceprudikauito: Llum s 3acBinuyro, mwo HaseneHa Bulle iHGOPMALLA € JOCTOBIPHOIO Ta TOYHOIO.
Lo cepito npoaykuii Oyno BHpoOIeHO (BKIUYAKOUM NaKyBaHHS | MapKyBaHHs) Ta IPOBENEHO KOHTPONb 1T
SKOCTI Ha BHLUE3a3HayeHi ninbHUUI y mNOBHINM BimnosigHocTi 3 BHUMoramu GMP, BcraHoBneHnMU
PEryJISTOPHUM OpraHoM YKpalHHW, a TakoX BIANOBiAHO A0 crneuudikauiil, 1o MICTATLCS Y peecTpauiifHoMy

nocee. TIpoTokoiH BUPOOHHLITBA, NAaKyBaHHSA Ta aHali3iB 6yJ0 NMeperisiHyTO Ta BCTAHOBJEHO BiAMOBIAHICTD
GMP.

Yrpaina

‘ 65080, m, Opeca |
" Nicrpopdickka gopora, 86 [ ixep 3.0.
(nizme) — TAB «HTEPXIM» | (TIB)

BIAA KOHTPORIO AKOCTI

i

3aCTYNHUK reHepabLHoro AMPeKTopa 3 AKocTi
YrnoeHoBaxena ocoda
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