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CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

Haana npoaycry: AJIBBEJIA®, Tatnerkn nio 400 My

Name of produet: ALBELA®, tablels 400 mg

Cuna it AnsGergason — 400 Mr

Strength: Albendazole —400 mg

Cepin Ne / Batch No,: ‘SAR3006 Posmip ynaxoaien / Package size;  Ne3 (3x1)

Peeerp. N/ AR.No.: FP/0002/24 Tun ynaroswn / Pack type: Enicrep / Blister

Poamip cepii/ Baich size: 100 000 ra6/tab Hata surotonnenns / Mig, date: 12,2023 ;
Kin-1. ynakosoic/ No. of piacks: 33333 Tepmin npapamuoeri / Bxp, date: 11,2026 ;
Kpaina / Market: UKR .

Peeerpauitine nocsiguenns No: UA/14958/01/01 TePMIR Hif HeobexeHul

Registration Certificate No.:

unlimited validity
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Ne ni/ne Haapa ananiay - Crenudinanin Pesynvrari ananisy
Sr. No. Test name Specification Test result
Omue Bini abo maitxe Gini, Kancynononibni, asooryrai | Bigmonimae
TabneTkd i cneurgiummM sanaxom, rmamewhyi 3
) o6ox Goxie,
Description White to off white, capsule shaped, biconvex, Complies
flavoured tablets plain on both sides.
Inenmdikanis Hac yTpHMYBAHHA OCHOBHOrO mixa Ha xposaror- | Binnosinae
pami  BunpofSosypanoro PO3iuHYy, opepxasoro s
Teerl «llinexicye BHZHAYCHHI», Mae BianopinaTh
uacy  YIpMMYBaHHT — OCHOBHOTO  Iika  Ma
2 XPOMATOrPaMi CTAILAPTHOrO posunRY.
Identification In the Assay, the relention time of the principal peak | Complies
in the chromatogram of sample solution is
conecordant to that in the chromatogram of siandard
solation, .
Crupanicts He 6insine 1,0 % 0,23%
| Friability NMT 1.0 % 0.23 %
Ouayopiruicrs KosoBaHmx AV=LI(L1=15) 2.3
4 OMHHHLL .
Unifermity of dosage units AV LI (LI=15) 23
Poananasia . He Oinine 15 xs. 8 xp 42 cex
| Disintegration NMT 15 imin. 8 min 49 sec
Poannienny He menme 75 % (Q) 3a 30 xx. 92 %
S | bissotition NLT 75 % (Q) in 30 min. 92 %
Kinpxicne nnspavennn Bin 380 smr/ra6n. o 420 mr/racn. 392,4 mr/1abn,
Bin 95,0 % 1o 105,0 % Bin s2nsnenof kitbskocTi, 98,1%
7| Assay 380 mg/tablet to 420 mg/tablet. 302.4 mg/tabl.
95.0 % to 105.0 % of the label claim, 98.1%
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Ne nfn Hassa auanizy Cnemnirais Pesynnrary ananizy .
Sr. Na. Test name Specification Test result !
Cynposinni nomimxm Ommsnaea noMimka — ge Gimsine 1,0 %, 0,234 %
Cyma gomiwox - e 6incie 3,0 %. 0,234 %
8 1 Reluei sistenses Single impurity: NMT 1.0 % 0.234 %
Total impurities: NMT 3.0 % 0234 %
Mikpo6ionorivaa uncroTa 3aranuHe  wucio  AepoGHNX . Mikpoopranizmis
(TAMC) — ne Ginswe 103 KV O/, <1000 KYO/r
SaraisHe UHCO LPDKUKOBHX Ta NTiceHeBHX TPHGIs
(TYMC) — He 6insee 102 KYO/T, < 100 KYOnr
Bincyuicrs Escherichia colf 5 1 r npenapary. BincyTus
2 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. < 1000 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/p. <100 CFU/g
Eseherichia coli must be absent per g, Absent
BHCHOBOK: / CONCLUSION:

Tlponykr BuroTorNeno, ynakosans ta MPOANANI0BAHO IFiANO 3 BUMOraMH PEECTPAIHOTE NoCH INERNA.
The produet is manufactured, packed and analyzed as pér requirements of Registration Certificate,

Binnopizae crannapram Ta puMoram GMP.

It complies with GMP standards and requirements.

Jlinensia ua supoGuuirro nixapeskux sacobip:
Licence for medical products produetion:

Ceprudrixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Mo 598054
Batch AB No. 598054

Lust ninteepayto, wo vei spoSunai eriuit ang el cepii roTonol npoxyxWiT Gy axificieni 8 nosnif BIANOBIAHOCTI ) DIMOraMy, JTHANCHHMI B YHHHIA
maeranosi 3 GMP, aatoepimxrenif Minicreperrom oxoponn 3nopos's Yipatim, i $ BIMOTaMH peceTpariiinoro nocke ¥paTHH RPIBEAYCHIA,

I hereby cenify that all the manufacturing stages of Uis batel of finished product have been carred out in full compliance with the GMP requirements of the
Ministry of heakth of Ukraine st with the requirements of the Masketing Awtharisation file of the destination counlry.
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Ximir-avaniTe aB. nafopatopicro BKA | Havanbhug BIOT ‘VioeroBaMENs 0cOGa
Analytical Chemist QC Head Qualified Person
] . ; ‘
In’a/Name; J{%L(L&ﬁmﬂ £ Gn(m,of-_an.-a,@a 7.5 PCQ_Q']}( lCuma,L f%&éb&tdz&fﬁf&?gﬂ
- Tliannc/Signature; ﬂ'«) = ‘(-:’ _ (TJ 3111 w [@@mm 268)
Hara/Date: OF/ori2 Yy Odp/{b,/_b{ Oalm{;}_\_f ﬁjé{/&'f’ //
7 T
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