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TOBAPHCTBO 3 IOJATKOBOIO BIANMOBIJAJTBHICTIO «IHTEPXIM»

TAB «IHTEPXIM>»

Yipaina, 65080, Onecbka 06n., M.Oneca, lioctaopderbka nopora, Gyn. 86
Ten. (048) 7772950, dake (0482) 340803
E-mail: INFO@INTERCHEM.COM.UA

CepTudikaT sgrocTi Ne

Hasga nikapcbkoro 3acody

Jlikapeska dopma, 1o3yBaHHS

PeecTpauiiine nocBixueHHs

Jlinensis

Micne npoBagkeHHS TiILHOCTI

Ceprudirar GMP

inter
= chem
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090  Bin 25.04.2024 poxy

PO3YBACTATHH IC

TableTKH, BKPHTI IIIBKOBOK 000/10HKOI0, IO 5 MT

UA/15855/01/01 3i
3MiHAMH

TepMiH Jii 6e3cTpokoBO

BupoSuunreo dikapeskux 3acob6iB cepis AE Ne295499 gix
20.02.15 p., 65080, Onechka obiacts, M. Oneca, JIoetaopdebka
aopora, 0yn.86

65025, m. Oneca, 21-it km CTapokHiBeLKOT foporu, 40-A

Homep cepii

Po3mip cepii

JdaTta BupoOHHITBA

AHani3 mpoBeNeHo 3rigHo 3

024/2023/GMP nie go 23.12.2025 p.
0900424
3147 nakoe Ne3(

12.04.24 p.

MIA 3i sminamu Ne 1 no p/n Ne UA/15855/01/01

Haiimenysanns Pesyabrarn
y ; Bumorun MK ¥
NMOKA3HHKIB BHIIPo0OBYBAHB
1 2 3
Ommc TabneTku Kpyrnoi GopMH 3 JBOONYKIIOK NOBEPXHEND,

BKPHTI IUTIBKOBOIO 060I0HKO0, 6i/10r0 KoJibopy.

TabneTku kpyraoi popmu 3
JBOOMYKJIOK MOBEPXHEID,
BKPHTI NJIIBKOBOIO
060JI0OHKOI0, 6i0TO
KOJIOPY

[renTHOIKaLIA

A. YnbrpadioneToBHi ClIEKTP NOMIMHAHHS PO3YUHY
rperniapaTy, 04epXaHoro AJid KiJIbKiCHOro BU3Ha4YeHHs,
B obsacTi Bit 210 um g0 380 HM NOBHHEH MaTH
MAaKCHMYM NOTJTHHAHHA 3a JOBXUHH XBWJI 241 HM.

Amax =240 Hm

B. Peakuia Ha THTaHy gioKcuA, [TosuTHBHA
C. Peaknis (a) Ha KanbIIii. [TosuTHBHA
CepenHsa maca Bin 34,88 mr g0 42,63 mr 38,39 Mr

by . HOSY
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OpHoOpiHICT [Tpuiimanbne 4ucio (AV) g nepwux 10 oAMHHLB 39
JI030BaHHX OJMHHIL * noBUHHe OyTH MeHI1le abo fopisHioBaTH L1 (15,0).
SAxkuio mpuiManbHe ynucao Giabiie L1, BHNpo6yBaHHKO
niggawTbk HacTynHi 20 ofUMHKALD | 0049HCIIOITh
npuiManeHe yuca0. Bumorn O/]0 BHKOHYHOTBCH, AKILO
KiHI|eBe MpUHMa/bHE YUCII0, po3paxosane i3 30
OJMHUIb, MeHIIe abo AopiBHIOE L1 ix04eH
iHaMBIAYaJbHUE BMICT Y 030BaHi# OOHMHHI He €
MeHWKM 3a (1 - L2x0,01)M i He 6invmum 3a (1 +
L2x0,01)M npu obuucaeHHI IPHAMaJbHOTO YHC/IA
(L2=25,0).

Po34nHeHHA Jlo po3urHy 3a 45 XB Mae nepelTH He MeHe 75 % (Q) (96,7 %
Bif HoMiHanbHOTO BMiCTY Co2H26FN306S
(posyBacraTHHy)

CynpoBigHi ZoMIIIKH Ha xpomaTtorpaMi BUIpoGOByBaHOT0 PO34YHHY:

- IJIOLIA MiKa 5-0Kco po3yBacTaTHHY He Ma€ He feTeKTyeThcA
nepesuitysat 0,5 nouli ocHOBHOro nika Ha
XpoMaTorpami po3uuHy nopiHsHH#A (a) (0,5 %);

- IVIOLLA MiKa JIaKTOHY pO3yBAaCTaTHHY He Mae He neTeKTyeThCsA
nepepuiyBaT# 0,5 /1011 OCHOBHOIO IiKa Ha
XpoMaTorpami po3duHy nopissaHHs (a) (0,5 %);

- IJIOIA MiKa aHTH-i30Mepy po3yBacTaTUHY HE MaE 0,04 %
nepeBuulysaT# 0,5 NJ1011i OCHOBHOTIO MiKa Ha
xpoMaTtorpami po3unHy nopieHaHHA (a) (0,5 %);

- IIJIOIA MiKa 6YAk-AK0] JOMILIKH He Ma€ 0,02 %
nepesuwysaTy 0,2 11011 OCHOBHOTO MiKa Ha 0,05 %
xpoMaTorpami posuuHy nopisaaHHsA (a) (0,2 %);

- CyMa ILJIOL] YCiX OIKIB, KpIM OCHOBHOTO ITiKa, HE Mag 0,11 %

nepesuuysaTH 1,5 miomi ocHOBHOrO mika Ha
XpomaTorpami po34uHy nopieHsaHH#A (@) (1,5 %).
Boga He 6inbue 5,5 % 4,2 %

KinbkicHe BU3HaueHHSA Bumict C,2H,5FN306S (po3yBacTaTtuny) B Tabaerui mac  |4,92 mMr
oyTh Big 4,50 Mr 1o 5,50 Mr, y nepepaxyHKy Ha
cepefHIO Macy TabJeTKH.

Mikpo6Gionoriyna 3aranbHe yKcI0 aepobHUX Mikpoopranismis (TAMC): 50 KYO/r
yucToTa *¥ He Ginbume 10° KYO/r.

3arasbHe YHCIJIO APDKHKOBHX T MJIiceHeBUX IpUbiB Memnue 20 KYO/r

(TYMCQ): He 6inbwe 10 KYO/r.

BiacythicTe Escherichia coli B 1 r npenapary. Bignosigae
[lakyBaHH# [To 10 TabaeTok y GaicTepi; mo 3 6uicTepy B mavIii. Bianosigae
MapKyBaHHA 3rifiHo 3 TEKCTOM MapKyBaHH#A A0 p/II 31 3MiHamMHu Bignmogigae
TepMiH NpUAATHOCTI 3 poku Jo 05.2027 p.

*_ KoHTposIb TaHOTO TeCTy MPOBOAATE IS KOKHOT 11’ATOT cepii roTOBOrO npernapary y 38’43Ky 3 THM, 110 UeH TeCT KOHTPOJHOKTE B
Hepo3dacoBanux TabneTkax KoXHOI cepii npenapary. **- KoHTposb 1aHOTO TeCTy NPOBOAATE 1714 KOXHOT I’ aTof cepii roToBoro
npenaparty y 38’s3Ky 3 BianosiHicTio Bupo6uuurea 1713 sumoram HBIT (GMP).

Bucuosox: PO3YBACTATHH IC, Tab1eTKM, BKPUTI MIIBKOBOW 060J10HK0I0, 10 5 Mr Ne30 (10*3) y 6uicrepax y
nayui cepii 0900424

BilIIIOBI/la€ BUMOT2M MK 3i aminamu Ne | no p/m Ne UA/15855/01/01

3asBa npo ceprudikanio: LM s 3acsinuylo, mo Hasenena pulle iHpopMaLis JIOCTOBIPHOIO Ta TOYHOIO,

1lto cepiro mpoayKuii Gy1o BAPOSIEHO (BKMIOUAIOUH TAKyBaHHS i MapKyBaHHS) Ta MPOBEIEHO KOHTPOIb il IKOCTI Ha
BHLIe3a3HAuYeHil AinpHMII Yy noBHili BignoeinHocti 3 Bumoramu GMP, BCTaHOBIEHMMH PEryNATOPHHM OpraHoM
VkpaiHi, a TAKoK BiNOBIAHO 7o cneumdikariii, mo MicTaThea y peecTpalifinomy nocke. IpoTokomn BUPOOHHUTBA,
naKyBaHHA T4 aHasli3ie 6yII0 neperisiHyTo Ta BCTaHOBJIEHO Bianosianicte GMP.




3aCTYNHHK IreHepaJIbHOro JHPEKTOPa 3 AKOCTI
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