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Ha3zea npodyumy: IMYPAH, mabnemku, expumi Koa npoaykry: 1985700
Product name: nnisxkoeor 060I0HKOW, Mo 50 Product code:

me Ne 100 (25 x 4) y 6nicmepax

IMURAN, film-coated tablets, 50

mg Ne 100 (25 x 4) in blisters
KpaiHa-imnoprep: Yxpaita Homep cepil: 2015394
Importing country:. Ukraine Batch Number:
Cuna azarionpuHy 50 mr Po3amip cepii: 2502
AllfakTUBHICTL: azathioprine 50 mg Batch size:
Strength/potency: :
Nlikapcoka hopma: TabneTKy, BKPUTI NIiBKOBOK DaTa supoGHuyTEa: 19.10.2020
Dosage form: oBonoHKow, no 50 mr Date of Manufacture:

film-coated tablets, 50 mg
Posmip Ta Tun Ne 100 (25 x 4) y GnicTepax Qarta 2akiHveHHn 31.10.2025
naKyBaHHA: Ne 100 (25 x 4) in blisters CTPOKY NPpUAaTHOCTI!
Size and type of the Date of Expiry:
package

Homep peecTpauinHoro
ROCBifMEeHHA:
Registration certificate number:

UA/0116/01/01

HaimeHyBaHHA Ta MiCUE3HAXOMKEHHS
ginsHuli 3 BupobHuuTea:

Name and address of manufacturing
site: | '

Exkcenna 'M6X i Ko. KT

HiwophBeprep LWTp. 12, 90537 doixT, Himeuuynna

Excella GmbH & Co. KG

Niirnberger Str. 12, 90537 Feucht, Germany

Niuewuzia Ha supoBHUUTBO No:
Manufacturing Licence n°®:

DE _BY 05 MIA_2018 0038,

AHanis
Analysis

Onuc

Description

lpenTudikauia
Identification
meToa BEPX

by HPLC

meTon YO

by UV

PosnagaHHA
Disintegration

2015394 (2012873)

Crieyudpikanis
Specification

Kpyrni peoonyksii TabneTn osToro
KOMbOPY, BKPWTI NNIBKOROIO 0BONOHKOW,
3 pUCKOK T2 MapkyBaHHaM GX CH1
Yellow film-coated tablet, round,
biconvex, scored and branded GX CH1

3pa3ok Bignosigas, AKLLIO yac
YTRPUMYSaHHR Ta thopma nika
asaTionpWHa Ha xpomarorpami 3paska
BIANGBIAAE |Yacy yTPUMYBaHHs Ta hopmi
nika asationpuHa Ha  xpomartorpami
cTanpapTa

The sample complies if the retention
time and peak shape of the azathioprine
peak in the sample chromatogram is
concordant with those in the standard
chromatograms

CnexTp 3paska cnisnagae 3i CNekTpom
cTaHpapTa

The sample spectrum is concordant with
the standard spectrum

Bignoeinae €sp. Gapm.
Complies with Ph.Eur.
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Pesynbrar
Result

Binnosigae

Complies

Bignosinae

Complies

Bignosigae

Complies

Binnosigas
Complies
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QaHopigHicTb Macw
Uniformity of Mass

Po34yuHeHHA

Dissolution

KinbKicHe B#3Ha4Y4eHHA
Assay

JoMitku
6-MeprantonypuH
5-Tigpokcu-1-meTnn-4-HiTpoimigason
1-MeTun-4-HiTpo-5-xnopimigason
QcHoBKa HecneuudikosaHa
ACMillIKa
CymMa LOMILWOK

Impurities
6-Mercaptopurine
5-Hydroxy-1-methyl-4-nitroimidazole
1-Methyl-4-nitro-5-chloroimidazole
Principal unspecified impurity
Total impurities

MikpoBionoriyHa uucroTa’
Microbiological purity’
3aranbHe Yucnc aepobHUX
MikpoopraHizmis

Total Aerobic Microbial Count
3araneHe Yucno OppKOMOBUX Ta
nniceHesux rpndis

Total Yeast and Mould Count

Escherichia Coli
Escherichia Coli

Bignosigae €ep. ®apm. 2.9.5
Complies with Ph.Eur. 2.9.5

He meHw 75% Bif 3aABNEHOT KiNbKOCTI
3a 45 xBUNWH
Not less than 75% label claim at 45 min

47,5 — 52,5 mriTabn.
95,0 — 105,0 % Big 3asBNEHOT KiNLKOCTI

47.5 to 52.5 mg/tab
95.0 to 105.0 % of label claim

He Binbw 0,5 %
He 6inbw 0,5 %
He 6inbw 0,2 %
He 6inbw! 0,2 %

He 6inbw 1,3 %

Not more than 0.5 %
Not more than 0.5 %
Not more than 0.2 %

Not more than 0.2 %
Not more than 1.3 %

He 6inblee 1000 KYO/T

Not more than 1000 CFU/g
He 6inewe 100 KYO/r

Not more than 100 CFU/g

BigcyTHictTe B 11
Absentin1g

' - He nignsrac pyTMHHOMY BUNpoGyBaHKIO

' - not routinely tested

KomenTapi (3a HaABHOCTI).
Comments {if any).

EXCELLA

P H A AR M A o U R C E

Bianosigae
Complies

96 % Bif 3aaBMeHol KinbKOCTI
96 % LC

50,1 mriTab

100,2 % Big 3asBneHol
KINbKOCTI

50.1 mg/tab

100.2 % LC

<01 %
<0,1%
<0,1%
<01%

<0,1%
<0.1%
<01 %
<0.1%

<0.1%
<01 %

He KoHTponksascs

Not tested
He koHTponsasca

Not tested

He xoHTponBascH
Not tested

Uum nigrsepmxyio, wo craail BUpoGHUUTBA, GYno NpoBeaeHo Y NOBHIA BiAMOBIAHOCTI 3 BUMOraMu
HanexHoi BMpoBHM4Ol npakTukw €C Ta 3 ymMOoBamu, BU3HavyeHumu B Yroai npo 3abeaneyeHHn
BiANOBIQHOCTI BMMOraM peccTpalidHOrO NOCBIAYEHHA (peccTpauidHMX nocBifYeHb), HK uUe
nepenbayeHo 3aMOBHUKOM.

| hereby confirm that the manufacturing stages have been carried out in full compliance with the GMP
requirements of the EU and the terms described in the Agreement for ensuring compliance with the
requirements of the Marketing authorization(s) as provided by Contract Giver.

Dr. Bernhard Hoffmann Qualified Perso’h at Excelia GmbH & Co. KG / YnosHoBaxeHa ocoba Exkcenna
rmM6X i Ko. KT f

U

Mianuc/Signature: Data/Date: 16.12.2020
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JIEPKJIIKCIIY)KBA
AEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO.JIIO 3A

HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npocnekt Banepis Jlobanosckkoro, 51, M. Kuig, 03110, Ten/gakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK

Npo sIKiCTL BBE3eHOIro B YKpaiHy JiKapcbKoOro 3acody

01.03.2021 Ne 6891/21/10

IMYPAH

(HaMMEHYBAHHA IKAPCLKOro 3ac00y 3TilHO 3 PEECTPALiHHKM NOCBIUEHHAM)
Ta0.J1eTKH, BKPHUTI ILUIIBKOBOIO 060/10HK010, 110 50 Mr, 110 25 TabuaeTok y 6.icrepi; mo 4
0JiicTepH B KapTOHHIl Kopooui

(hopma BUMyCKY, A03yBaHHA, BHI AKYBAHHS JIIKAPCLKOIO 3aC00y)
Homep peectpauiiinoro nocsinuenns UA/0116/01/01 ctpox aii peecrpauiiinoro noceiguents 01.01.2099
Cepis nikapebkoro 3acoby Ne 2015394 KinbkicTs BBe3eHoro nikapcekoro 3acody 230

Bupo6Huk Excemna I'meX 1 Ko. KI', Himequnna

(HafiMeHyBaHHs BUPOOHHKA JIIKapCbKOro 3aco0y, KpaiHa NoXoaKeHHs)

BBe3eHo B YkpaiHy CninbHe yKpaiHchbK0-€CTOHCbKE MIANPHEMCTBO Y (opMi TOBapHCTBA
3 00meskeHo10 BiinoBigaabHicTIo "OnriMa-Dapm, JIT/L", inent. kox:
21642228

(HafiMeryBanHa Ta ko/t 3a €JIPTIOY jopuauiHoi ocobu aGo npizsuile, iM's, no GaTekosi ¢izuuHoi
0colH - nianpHemiL, i Micte NpoAKHBAHHA Ta peecTpauiiH1i Homep 0GNiKOBOT KapTKH MIATHHKA
noaarkis abo cepis Ta HOMEp nacnopra)

IpoTokoa BizyansHoro koutpomo ia 01.03.2021 Ne 0433/2.

3a  pesyabTataMH  [I€PHKABHOIO KOHTPO/IIO  BCT&HOBJIEHO, 110 JIKAPChKHil 3aci0 BBe3eHO B YKpaiHy 3

HMMOTI" 3aKOHOAABCTBA L1010 3abe3nedeHHs

OCTi JiKapChbKHX 3ac00iB.

E\ @;_, Onexkciit COJIOJIPAN

\T‘PI(I:{HHL‘] (iniuianu Ta npizsuie)
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