AEPIKABHA CJIYIKBA 3 JIKAPCHKHAX 3ACORBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥V KHIBCBKIN OBJIACTI

npos. Ceitnsugoi Haxii, 3, m.Kuris, 02099, Tenfakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Ko €JIPTIOY 37078774

BUCHOBOK
NpPo AKICTH BBEE3CHOT0 B YKpaiHy JiKapchbKoro 3acody

28.02.2025 Ne 8222/25/10

IMYPAH

(maifMenysannd AKAPCLKOTO 3ac0BY ariuo 3 peecTpauiftiy mockRdeRHAN) _
Talneren, BRpuTi IAIBKOBOIO 06010HK010, 10 50 M1; fo 25 TabieToK y Gaicrepi; no 4
faicrepu B KaprouHiii Kopobui

{thepma sumycky, Do3yBasLy, BILT FAKYBARIN MKAPCLEOLO 3acoby)

Honmep peectpauiitioro nocainsesns UA/0116/01/01 crpox nii peectpauifinoro nocsizsenna 01.01.2099

Cepin nixapcsxoro sacofy Ne 2410598 Kimskiots BBe3eHOrO Mikapeskoro 3acoby 567
Bupobuux Excenna I'M6X i Ko. KT, HiMewsnga
{nafincuypauns sipobiika Aikapeexoro 3acoly, KPaita ROXOLKEHNHN)
Baeserio 8 Ykpainy Crianne ykpaincoKo-ecTonchKe MgnpueMcTBo y Gopsi Tosapucersa
3 ofmeseno1o BiTHOBEIAALHICTIO "Ontima-@apn, JTI", inenr, woa:
21642228

(majinenysaniy Ta xon 3a CAPIIOY jopiapynol ceabu abo npiseuiie, is's, mo SaTwiosi hiznnoi
ocodn - manpuesuy, Ti Miche TPOKHEALNA T2 peecTpanilinkil Homep o6mirosoi K4pTKH IUIATHRKA
noaTKie alo cepix Ta HoMep naenopTa)

IIpororoa sizyansuore xonrpomo sin 25.02.2025 M 0537/1.

3a  pesyneTaTaMH [EpAABHOTO KOHTPONK0 BCTAHOBIEHS, IO Aikapckkuil 3aci6 EBeeieHo B Ykpaigy 3
AOTPHMAHHSM BuMOT 32K0HOAABCTHA OO 32083IEYCHNS RKOCT] AKAPCLKSIX 3ac06iB.

_ Omsra EPBOMEHKQ' .

Cinivianii oa Npiabiingy.
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Certificate of Analysis

Hasea npodykmy: IMYPAH, ma6nemuu, skpumi | Kofi npoAyKTy: 1985700
Product name: r111is k08010 0O0SIOHKOH, 110 Product code:

50 m2 Ne 100 (25 x 4) y

6aicmepax

IMURAN, film-coated tablets,

50 mg Ne 100 (25 x 4) in

blisters
Kpaina-imnoprep: Ykpaina Homep cepil: 2410598
Importing country: | Ukraine Batch Number:
Cuna 1 TabrieTka MiCTUTL Poamip cepil: 5006
AilaKTUBHICT! azarionpuny 50 mr Batch size:
Strength/potency: 1 tablet contains

azathioprine 50 mg
Nikapcbka hopma: | TabneTky, BKpUTi NniBkoBoko | fara 26.08.2024
Dosage form: o60oroHKoto, no 50 Mr BupobHuULTBa:

film-coated tablets, 50 mg Date of

Manufacture:

Poamip Ta Tvn Ne 100 (25 x 4) y Bnicrepax [aTta 3aKiH4YeHHA 31.08.2029
nakyBaHHA: Ne 100 (25 x 4) in blisters CTPOKY
Size and type of NpUAATHOCTI:
the package Date of Expiry:
Homep peecTpauifHoro UA/0116/01/01
NOCBiA4EHHA:
Registration certificate
number:
HaitmeHyBaHHA Ta Excenna 'M6X i Ko. KI'
MiCLe3HaXOMKEHHA AINbHULI 3 Hiopu6eprep WTp. 12, 90537 ®onxT, HimeuyuHa
BUPOOHUUTBA! Excella GmbH & CO. KG
Name and address of Niirnberger Str. 12, 80537 Feucht, Germany
manufacturing site:
NiueH3is Ha BUPOOHKLUTBO Ne:
Manufacturing Licence n°: DE BY 05 MIA 2022 0079

Ananis Cneundikauia PesynbTtar
Analysis Specification Result
Onuc Kpyrni gsoonykni TabneTku XOBToro Bianosinae
KOMBOPY, BKPUTI NIiBKOBOK OCOMOHKOIO,
3 PUCKOI0 Ta MapkyBaxHam IM 5
Description Yellow film-coated tablet, round, Complies
biconvex, scored and branded IM 5
laeHTrdikauina
identification
meton BEPX 3pasok Bianosinae, AKLLO yac Bignosinae
YyTPUMYBaHHS Ta dopma nika
a3aTionpuHy Ha Xpomatorpami 3paska
BiAnoBigae yacy yTpumyBarHsa Ta chopmi
nika asartionpuHy Ha XpOMaTorpami
crangapry
by HPLC The sample complies if the retention time Complies

and peak shape of the azathioprine peak
in the sample chromatogram is
concordant with those in the standard
chromatogram
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meton YO

by UV

QAHOPIAHICTL MackH
Uniformity of Mass

PO34YnHEHHRA

Dissolution

KinbkicHe BU3HaMeHHA

Assay

Lomiwku
B-MepkanTonypuH
5-ligpokcu-1 -MeTUnN-4-HiTpoiMigason
1-MeTun-4-HiTpo-5-xnopimigason
OcHosHa HecrieuudikoBaHa
Lowmiwka
Cyma [oMitLoK

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

Mikpo6ionoriuna umucroTa’
Microbiological purity’
3ararnbHe Wicno aepobHux
MikpoopraHismis

Total Aerobic Microbial Count

3aranbHe YUCo APPKAXKOBNX Ta
nnicexesux rpubis
Total Yeast and Mould Count

Escherichia Coli
Escherichia Coli

CnekTp 3paska cnisnajae 3i CNeKTpoMm
cTaHpaapta

The sample spectrum is concordant with
the standard spectrum

Bignosinae €8p. ®apm. 2.9.5
Complies with Ph.Eur. 2.9.5

He mMeHWw 75% Bia 3aABNEHOTO BMICTY
vyepes 45 xBunuH
Not less than 75% label claim at 45 min

475 - 52,5 mr/tab.
95,0 — 105,0 % Bif 3aRBNEHOMO BMICTY

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

He 6inbwe 0,5 %
He Ginswe 0,5 %
He Bintiue 0,2 %
He Ginbwe 0,2 %

He Ginbwe 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 Binswe 1000 KYO/r

Not more than 1000 CFU/g

He 6inbiue 100 KYOIr

Not more than 100 CFU/g

BiacytHins 1r
Absentin1g

1. He Miansirae pyTMHHOMY BUNPOBYBaHHIO

1. not routinely tested
Country of manufacture: Germany

KomeHTapi (3a HaABHOCTI).
Comments (if any).

2410598 (2409233)

Bignosinae

Complies

Bignosinae
Complies

92 % Big 3aRBNEHOT KiNbKOCT
92 % LC

50,2 mriTad

100,3 % Bif 3aaBNEHO!
KIrbKOCTI

50.2 mg/tab

100.3 % LC

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

<0.1 %
<0.1 %

He KOHTPONoBaBCH

Not tested

He koHTpONIOBaBCA

Not tested

He KoHTpOMoBarca
Not tested
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3ansa npo cepTndikayilo

Llum 51 3aceiguyio, ulo HaBegeHa Bulle iHhopmallia € NOCTOBIPHOK Ta TOUHOMN, [laHa cepis nikapcbKoro
3acoby, 6yna BupobneHa, BKNOYaoUYy nakyBaHHA/MapKyBaHHA Ta KOHTPOSb AKOCTI Ha BUWIE3a3HAYCHIN
AinbHKUI Yy noBHIN BignosigHocTi 3 BUMoramu GMP, BcTaHoBneHMMu €C Ta MiCLEBUM PeryNATOPHUM
OpraHoMm, a TakoX BIZNOBIAHO 00 cneyudikalin, Wo MicTHTLESA Y peecTpalinHOMY JOChe KpaiHu-
imnoprepa. MpoToKkony BUPOOHNUTBA, NaKyBaHHA Ta aHani3ie 6yno nepernsaHyTo Ta BCTAHOBMNEHO
signosigHicTb GNP,

Certification statement

! hereby certify that above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of EU and the local Regulatory Authority and with the specifications
in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Dr. Bernhard Hoffmann Qualifi?d Rerson at Excella GmbH & Co. KG / YnoBHoBaxeHa ocoba Ekcenna 'meX

i Ko. KT
W/
Mianuc/Signature: . Jlata/Date: 29.10.2024
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