O 06.8-205-07/1, en. pen. Ne 12
TOBAPHCTEO 3 JONATKOBOK BINUOBINAABHICTIO «IHTEPXIM»

Hasga nikapcbkoro 3aco0y
Jlikapcebka popma, no3yBaHHst

PeecTpauiiine nocsixuenHs

Jlinensisn

Micue npoBagkeHHs TisIbHOCTI

Ceprudixatr GMP
Homep cepii
Po3mip cepii

Hara BupoOHHUTBA

Amnani3 nposeneHo 3rigHo 3

TAB«IHTEPXIM»

Yupaina, bB080, Oneciy
e, 380 (48) 7

. w. Opeca, slioerzopd wopora, fva, 86

20.50. E-mail: infodt@inters

Ceprudikar axocri Ne 251

JJEBAHA® IC
TAbNETKH 110 2 Mr

UA/11175/01/03 3i
3MiHaMU

Bin 07.10.2024 poxy

TepMiH Ail 6e3cTpOKOBO

Bupo6uuurso nikapeskux 3aco0iB cepis AE Ne295499 sin
20.02.15 p., 65080, Onecwka obnacts, M. Oneca, Jlroctnopdcebka

nopora, 6yn.86

024/2023/GMP mie 10 23.12.2025 p.
2510924
35183
02.10.24 p.

nakog NelQ

65025, M. Oneca, 21-ii kv Crapoxuiscbkoi noporu, 40-A

MKH 31 3minaMu Ne 1-2 no p/n UA/11175/01/03

TOBAapHHUH 3HaK MiJNPHUEMCTBA, Ha APYTiH MOBEPXHI
TabJIeTKH — pUCKa.

HaiimenyBanHsi PesyabraTn
noxaslymKiB Bumorn MK BllnpzﬁoByBaHb
1 2 3
Onuc TabneTku Ginoro Kospopy, NIOCKOUMIIHAPHYHOI popMu 3 | TabreTku 6inoro KoabLopy,
¢dackoro. Ha oguili noBepxHi TabieTKH HaHeCeHHH IJIOCKOLMJTIHAPUY HOT

bopmu 3 dackor. Ha oauiit
noBepxHi TabJaeTKH
HaHeceHH# TOBapHHH 3HAK
nigNpHUEMCTBA, Ha ApyTiK
NOBepPxHi TabNeTKH —
pUCKa.

[penTudikanis

A. YneTpadioneToBUil CIEKTD NOTTMHAHHA PO3YHHY
npenapary, o4epKaHoro A1 KilbKiCHOT0 BU3HAYEHH, B
o6.nacTi Bia 200 HM 20 300 HM NOBHHEH MaTH MaKCUMyM
IOTJIMHAHHSA 33 JOBKUHU XBUJi 234 HM

Amax=234 um

Cepenusa mMaca

Bizn 138,8 mr no 161,3 Mr

150,6 mr

OpHopiaHicTb
J0O30BaHHX OJMHULB *

Bumoru 0/10 BBaxarThCA BUKOHAHMMMU, AKHI0
npuiiManeHe yucio (AV) a5 nepuwux 10 o4MHHLL MeHIUE
abo gopisnioe L1 (15,0), y sBigcoTkax. Akwio npuiiMaisHe
4nciio 6inbue L1, y BiACOTKax, BUIPO6YBaHHIO BiAJal0Th
HacTynHi 20 oAMHHLL | 06YHCTIONTD NpHIMaIbHE YHCIIO.
Bumorn OZ0 BHKOHYIOThCS, AKILO KiHUEBe NpUAManbHe
4uCo, pospaxoBaHe i3 30 ogMHHUIE, MeHILe abo JOPIBHIOE
L1,y BiacoTkax, i xo/eH iHAUBIAYaNbHUE BMICT ¥
2030BaHiN oguHHL He € MeHuM 3a (1 - L2x0,01)Minee
Binpmmum 3a (1 + L2x0,01)M. (L2=25,0).




Po3unHeHHs

KpuTepiit npuiinaTHocT! Ha piBHi S1 noBHHeH 6yTH He
meHine (Q +5) % A1 KoXHOI 3 6 0AMHKIE. K10
ofiep:KaHi pe3yJbTaTH He BiANOBiAal0Th KpuTeEpito
NpUAHATHOCTI Ha piBHi S1, BUNPOGYBaHHA IPOJAOBXKYIOTD
Ha piBHAX S2 a60 S3. Q = 75 %. Yac posunnenns 15 xB.

96,4 %

Cynposigsi gomimku

Ha xpomMarorpami BUnpo60ByBaHOTO PO3YHHY:

- JI01A NiKa AOMIIKH A He Ma€ NepeBHLYBAaTH IJIOLLY
nika Ha XxpoMaTorpaMi posunny nopisusuus (b) (6,0 %);

0,49 %

- oA nika 6yas-axol 40MIKH, KPiM OCHOBHOTO ITiKa Ta
nmika JOMIIUKH A, He Ma€ nepeBuinyBsaT 0,5 oy
OCHOBHOT'O ITiKa Ha XpOMAaTOrpaMi pO3YHHY NOPIBHSAHHSA

(a) (0,5 %);

0,09 %

- CyMa ILI01, yCiX MiKiB, KpiM OCHOBHOIO Ta ITiKa JJOMILUKH
A, He Mae nepeBuulyBaTH 1,5 nyiomi 0OCHOBHOTO niKa Ha
xpoMaTorpami po3unHy nopiBuaHus (a) (1,5 %).

0,09 %

KinbkicHe BU3HAYeHHA

Buict C;9H14BrCIN,05¢H,0 (neBana) B Tabaerui Mae 6yTH
BizZ 1,8 Mr 0 2,2 Mr, y nepepaxyHKy Ha CepeJiHI0 Macy
TabeTKH.

1,96 Mr

Mikpo6iosnoriuna
yucToTa **

3aransHe uuca0 aepobHux Mikpoopranizmie (TAMC): ve
Ginbme 10° KYO/r.

3aranbHe YHC/10 ApDK/IKOBHX Ta IIJIiCEHEBUX I'pUBIB
(TYMC): ne Ginbuwe 10 KYO/T.

BiacyTHicTe Escherichia coli B 1 r npenapary

[TakyBaHHS

1o 10 Tabnerok y 6uictepi; no 1 GaicTepy y nayui

Bignosigae

MapkyBaHH#

3rigno 3 MKA i aminamu

Bignosigae

Tepmin npuaaTHOCTI

3 poxu

J010.2027 p.

* - KoHTponb, AaBOT0 TecTy NPOBOANTH IS KOKHOT I T0T cepii rOTOBOro rpenapary y 38'S3Ky 3 THM, 110 Lelf TeCT KOHTPOMIOIOTE B
Hepo3s(acoBaHuX TabneTkax KOxHOT cepil npenapary. ** - KouTpons gaHore TecTy npoBOASTL A1 KOXKHOI 1T ATOI cepil rOTOBOTO
npenapary y 3B’ 3Ky 3 Bianosiaxictio Bupo6uuursa ['J13 sumoram HBIT (GMP).

Bucunosok: JIEBAHA® IC, tabnetku no 2 Mr NelO (10*1) y GnicTepi B nauui cepii 2510924

Bianorinae Bumoram MK 3i 3minamu Ne 1-2 no p/n UA/11175/01/03

3ansa npo ceprudikaumiro: Llum 1 3aceinuyro, 1o HaBeneHa Buiue iHGOPMALis € ZOCTOBIPHOIO Ta TOUHOIO.
Lo cepito npoaykuii Oyno BupoOieHo (BKIIOYAOUM NaKyBaHHS i MapKyBaHHsS) Ta NPOBeNeHO KOHTPOJb 1T
SIKOCTI Ha BHIUE3a3HAYeHId QiMbHUWI Yy mNOBHIA BimnosinHocti 3 euMoramu GMP, BcraHoBneHMMH
peryJasTOpHHUM OpraHoM YKpaiHW, a TakoK BiANoOBiAHO a0 cneumdikauiii, WO MICTATbCA Y peecTpalifiHoMy
nocke. [lpoToxonn BupoOHMUTBA, NaKyBaHHS Ta aHanizis Oy/o NeperIsHYTO Ta BCTAHOBAEHO BiANOBIAHICTh

GMP.
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