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FAREVA

EXCELLA
Ceptuddikar aHanisy
Certificate of Analysis
Haasa npogykry: ITypu-HeTon™, Taduerkn no 50 Mr Kopa npoaykry: 1000014
Product name: Ne 25 y pnawoni Ne 1 Product code:
Puri-NethoI'™™, 50 mg tablets Ne25 in
vial No 1
Kpaina-imnoprep: Yiepaina Homep cepii: 2408855
Importing country: Ukraine Batch Number:
Caaa pitfakTnsHicTn: 1 Tabaerka mictuTe Poamip cepii: 1147
Strength/potency: 6-mepranTonypun 50 mr Baich size:
1 tablet contains
6-mercaptopurine 50 mg
Jlikapcrka dopma: TabneTxn no 50 mr Jata BupoOuMTRa: 21.07.2023
Dosage form: 50 mg tablets Date of Manufacture:
Posntip i T maxysanus: | Ne 25y dmaroni Ne 1 JaTa 3akinuenns 31.07.2028
Size and type of the Ne 25 in vial Ne 1 CTPOKY MpPHAATHOCTI:
package Date of Expiry:
Honep pecerpauiiinoro noceigyenns: UA/14862/01/01
Regisiration certificate number:
Haiimenysanns Ta micuesnaxomxenns giisuini  Excenvia I'm6X i Ko, KT

3 BHpPOOHHHTBA:

Name and address of manufacturing site:

HiopuGeprep Wltp. 12, 90537 ®oiixt, HiMeudunua

Excella GmbH & CO. KG

Nirnberger Str, 12, 90537 Feucht, Germany

Jlinensia #a BupoGunuteo Ne:
Manufacturing Licence n®:

DE BY 05 MIA 2022 0079

*Atanis. ugbikauia, . .Pe3ymbrar.
“Analysi sSpeCification: Zi5 ST i erss el s T Rasy e
3opHimniit puraag Kpyrni, nmBoomykni tabnerkm  Gaizo-woBTOro Binnoeigac

KOJIBOPY, 3 OHHOTO 00Ky 3 POINOAINEY0I0 PHCKOIO T
rpasitonaunaM «PT» nay nelo Ta «50» nig ueo, 2
inworo Goxy raaaxi.
Appearance Pale yetlow, round tablets, biconvex, scored on ane Complies
side, engraved PT above the score and 50 below the
score and plain on the other side
Inenrudiranis:
Identification:
BEPX MMosuTuene Binnosinae
by HPLC Positive Complies
yo Hoswrusno Bianosinae
by UV Positive Complies
OnnopigsicTs Mach Bianosinae €rp, bapm.” Bianosinae
Uniformity of Mass Complies with Ph. Eur’ Complies
Pozunnennn 80% (Q, cranin 1} posunnseThea 38 45 xBunun 97 %
Dissolution Dissolution within 45 min (Q, stage 1) 80 % 97 %
Cnopinneni peuosuin
Related Substances
TiROKCAMTHEH He Ginuine 0,3 % <M1 %
Hypoxanthine Not more than 0.3 % <0.1 %
Hucynsiin He Ginswe 2,0 % 0,08 %
Disulfide Not more than 2.0 % 0.08 %
Bynan-sika necnienndiixopana qomixa He Gineie 0,2 % <0,1 %
Any unspecified impurity Not more than 0.2 % <0.1 %
Cyna momiutox He Gintine 2,8 % 0,1 %
Total impurities Not more than 2.8 % 0.1 %

O 001467 fp 3.0y %
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AHaniz Crneuudikayis Pesynetar
Analysis Specification Result
KinbKicHe BUsHAYEHRA Bin 47,50 mr ap 52,50 arfraGn, (95,0 %- 105,0 % siz 49,70 Mr/taGn. (99,4 % Big
G-MepranToRypHH 3ansnesol kinsKocTi) 3ansaeHol KinsocTi)
Assay 47.50 to 52.50 mgftabl. (95.0 % - 105.0 % of Label 49,70 mg/tabl
6-Mercapiopurine Claim) (994 % LC)

Mixpodionoriuma unerora*#
Microbiological purity**
3aranene umcno aepobusux nikpoopramiamis  He Gimeme 1000 KYQ/r

(TAMC) <1000 KYOIr

Total Aerobic Microbial Count {TAMC) Not more than 1000 CFU/g <1000 CFU/g

3aranbHe uMCHO APXMKOBMX Ta mmicenenwx  He 6insme 100 KYO/r

rpuBiB (TYMC) <10 KYOIr

Total yeast and mould count (TYMC) Not more than 100 CFU/g <10 CFU/g

Escherichia coli Bincyruitis I ¢ Binnosinae
Absentinl g Complies

¥ itouc BHAAKHHS

*Current edition

**He pukoHYeETHCH pyTHHHO (MIHIMYM 2 cepii 8 pix)
**Not routinely tested (minimum of 2 batches per year)

KontenTapi (3a nasansnocri)
Comments (if any) /

Lum 51 3acsiguyio, o Harefera Buile THhopMauia e AOCTOBIPHOK Ta TouHOK. [laHa cepin nikapchkoro 3acoby,
Byna Bupobnena, BKNIOYA04MN RaKyBaHHA/MaPKYBaHHA Ta KOHTPOJIb AKOCTI Ha BUlle3a3HaYeHii QinbHUL Y
NOEBHIK RigRoBigHOCTI 3 BUMoramu GMP, BcTanoeneHumMu €C Ta MiCLeBMM PErYNSITOPHMM OPraHOM, a TAKOXK
BianosiaHo Ao cneuvdikalii, 1O MiICTATLCA Y peecTpaLiiiHOMY BOCKE KpaiHu-iMmnoprepa. MpoTtoxonyu
BMPOGHULTEA, NaKyBaHHs Ta aHaniziB Gyno nepernAHYTO Ta BCTAHOBNEHO BiAnoBigHicTE GMP.

I 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 / YnoenosaeHa ocoa Excerina M'weX i Ko. KI' / Qualified Person at
Excella GmbH & Co. KG

Signature: Jarta / Date: 13.08.2024
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