@ 06.8-205-07/1, en. pen. Ne 12 %
TOBAPHCTEBO 3 JONATKOBOK BIAHOBIAAJDBHICTHO «IHTEPXIM»

TAB«IHTEPXIM»

Ceprudikar axoeri No 292 min 08.11.2024 poxy

Hasga nikapcebkoro 3acody JIJEBAHA® IC

Jlikapebka opma, 103yBaHHS Tabnerku no 1 mMr

Peectpauiiine noceigzuenns UA/11175/01/02 3i TepMiH 1if Ge3cTpokoeo
IMiHAMH

Jinensis BupoOHuuTBO NikapchKHX 3ac06iB cepis AE No295499 gin

20.02.15 p., 65080, Onecrka o6aacts, M. Oneca, JiocTaophebka
aopora, 6yi.86

Micue npoBamkeHus QJistAbHOCTI 65025, M. Opneca, 21-ii km Crapokuiscskoi noporu, 40-A
Ceprudikatr GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 2921024
Posmip cepii 34777 nakop  Nel0
Jata BHpoOHHUTRA 04.11.24 p.
Amnaunis npoeneHo 3rinHo 3 MEKH 3i sminamu No 1-2 mo p/n UA/11175/01/02
HanmeHyBar.mﬂ Buntorst MKSI PesyabTaTn
MOKA3HMKIB BHITPOGOBYBAHDb
1 2 3
Onuc TabsmeTku 6nigo-dioseToBoro Konbopy, Tabnetku
naocKonuainapuyHol dopmu 3 packo. Ha opniii 6aigo-dionerosoro
NOBEPXHIi TabeTKH HaHeCeHHH TOBAPHHUH 3HaK KOJBODY,
MiATPHEMCTBA, Ha APYTiH NoBepxHi TabIETKH ~ pHCKa. IIOCKOLIHIIHAPHYHOT

¢dopmu 3 dackoio. Ha ogHiii
noBepxHi TabaeTKH
HaHeceHHH TOBApHWH 3HAK
MiZIPHEMCTBA, Ha APYTiH
NOBepXHi TabaeTKH -
pHCKa.

[nenTudikauis A. YabrpadioieTOBHH CNEKTP NOMIHHAHHA PO3YHHY Amax = 234 uM

Npenapary, oJepXaHoro AJ1s KiIbKICHOrO BH3HAYEHHS, B
o6siacri Big 200 uM g0 300 HM MOBHHEH MaTH MaKCHMYM
NOTJIHHAHHA 32 J0BXHHH XBUII 234 HM

B. CeKTp noriMHaHH:A BHNPOGOBYBAHOrO PO3YHHY B Amax1 =511 um
obacri Big 400 uM 10 750 HM NOBHHEH MaTH MaKCUMYMH | Amax2 = 608 M
NOIVIHHAHHA 32 A0BXHH XBHJIb 510 HM Ta 610 HM
(6apBHHK dioseToBHI)

CepenHda maca Big 138,8 mMr 1o 161,3 mr. 153,1 mr

By e s 04 % && M. 178 &/f_,_/




OpnopigHicTb
N1030BaHUX OAHHHILB *

Bumoru 010 BBaKalOTbCA BUKOHAHHWMH, AKILQ
npuiiManpHe Yicao (AV) ana nepuux 10 ofHHHLL MeHLe
abo popieHioe L1 (15,0), y BigcoTkax. AKuo npuiiMmaibHe
yucio Ginele L1, y BigcoTKax, BUNIpoOyBaHHIO iJAAH0Th
HacTynHi 20 ofHHHKIE | 06YHCTI0TE NPUHMabHe YHCIO0,
Bumoru 0/10 BHKOHYIOTBCH, SIKIO KiHLleBe IpHAMabHe
4yuc0, pozpaxopate i3 30 oMHHLb, MeHIe a6o A0PIBHIOE
L1, y BincoTkax, i omeH iHAMBIAYa/IBHHHA BMICT ¥
Jl030BaHii oguuuLi He € MeHIIHM 3a (1 - L2x0,01)M inee
Ginbpmum 3a (1 + L2=0,01)M. (L2=25,0).

Po34yrHeHHs

KpuTepiit npuiiHaTHOCTI Ha piBHI S1 noBHHeH 6yTH He
meHe (Q + 5) % Aas KoxHOI 3 6 0AHHHLD. AKII0
OJleprKaHi pe3y/ibTaTH He BiANOBIJaKTb KPHTEpPLIO
OpHEHATHOCTI Ha piBHi S1, BUNPOOGYBAHHS PO OBKYIOTh
Ha piBHAX S2 a60 S3. Q =75 %. Yac posunHenHa 15 xs.

91,6 %

CynpoBiaHi JoMilIKH

Ha xpomartorpami BUrpo60BYBaHOT0 PO3YHHY:

- MJ101Ia MiKa AOMIlIKH A He Mae TepeBHIIyBaTH IOy
nika Ha Xxpomarorpami posyuHy nopisHannga (b) (6,0 %);

0,90 %

CynpoBiaHi JOMILIKH

- niolla nika 6y b-AKo1 JOMIIIKK, KPIM OCHOBHOTO MiKa Ta
nika JOMIIIK# A, He Ma€ nepepuLuysatH 0,5 mwioml
OCHOBHOTO MiKa Ha XpoOMaTorpaMi po34HHY NOPIBHAHHA
(a) (0,5 %);

0,24 %

— CyMa Mol ycix nikiB, KpiM 0CHOBHOTO Ta MiKa JOMIIIKH
A, He Ma€ nepeBUIYBATH 1,5 m10LLi OCHOBHOTO MiKa Ha
XpoMaTorpami po3unHy nopisasaHHsA (a) (1,5 %).

0,24 %

KinbKicHe BU3HA4YEeHHS

Bumict CyoH14BrCIN,05¢H,0 (nerana) B TabneTwi Mae 6yTH
giz 0,9 Mr 0 1,1 Mr, y mepepaxyHKy Ha CepeJHI0 Macy
TabaeTKu

0,95 mr

MikpoGiosoriuna
yucroTa **

3arasbHe YHCI0 aepo6HHX MikpoopraHismie (TAMC): ne
Ginbme 103 KVO/r.

3aranbHe YHC0 JPIKIMKOBHX Ta IJTICHEBHX TPHGIB
(TYMC): e Ginbwme 107 KYO/r.

BiacyTHicts Esherichia coli 8 1 T mpenapara

[lakyBaHHsa

lo 10 Ta6nerox y BaicTepi; no 1 6ricrepy B madni

Bignorigae

MapxyBaHHs

3rigno 3 MKS [ sminamu

Binnoginae

TepMiH MpHAATHOCTI

3 pOKH

Jo 11.2027 p.

# - KoHTpomb A2HOTO TECTY IIPOBOATh U KOKHOT 11’01 cepii TOTOBOrO Npenapary v 38" 3KV 3 THM. 110 Uel TeCT KOHTPOTOKTh B
Hepos(acosaHnX TabIeTKaX KOKHOI cepli npenapaty. ** - KoHTPo:1b JaHOTo TeCTy NPOBOAATE L1H KOKHOT ' AT0i cepii roToBOrO
Tpenapary v 38 A3KY 3 BIMOBLIHiICTIO BupoGuuuTea [J13 sumoram HBTI (GMP).

Bucnosox: JIEBAHA® IC, Tabnetku no 1 mr Nel0 (10*1) y 6nictepi B nauni cepii 2921024

Binmmorinae sumoram M 3i sminamu Ne 1-2 no p/m UA/11175/01/02

3asiea npo ceprudikaniio: Llum 5 3acBinuyio, WO HaBelIeHa BHINE iH(MOPMALlis € AOCTOBIPHOK Ta TOYHOIO.
Llxo cepito mpoxykuii Gyo BHUPOGIEHO (BKTIOYAIONM NAaKyBaHHs | MapkyBaHHd) Ta MPOBEICHO KOHTPOIb il

3 BuMoraMu GMP, RcTaHOBIEHHMMH

SKOCTI HA BHINE3a3HAYeHid IiIbHMLI

y TMOBHIA BiAMOBiAHOCTI
PeryIsTOpHMM OpraHoM YKpaiHH, a TaKoXK BIANOBITHO 10 cmeuMikalifi, mo MICTATECS Y peecTpaLiiiHoMy

nocke. [IPOTOKOTM BHPOOHMUTBA, NAKyBaHHA Ta aHaii3iB OyJO MEPEMNAHYTO Ta BCTAHOBIEHO BiANOBIAHICTE
GMP.

i \ip Yxpaina
" epe 65080, u. Ggeca

YnoBHoBakeHa ocobda 1 T

3aCTYNHHK reHepabHOT0 AHPEKTOPA 3 SIKOC
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