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CERTIFICATE OF QUALITY
Hassi npﬂﬁylc:fﬁa: ATIBBEJIA®, TabneTky mo 400 mr
Name of produet: ALBELA®, tablets 400 mg )
Cnaa aii: AnsGenaazon — 400 mr
Strength: -~ | Alhenda*mle - 400 mg ‘
Cepist Ne/ Batch No.s SAR3003 Poomip ynakesku / Package size: Ne3 (3x1)
Pecerp. Ne/ A.R.No.: ¥P/OT712/23 Tum ymarosic / Pack type: Bricrep / Blister
Poamip cepit/ Batch size: | '"1_0{) 000 Tab/tab lara surorornens: / Mifg. date:  08.2023
Kin-1h ynaxosox / No. of packs: 27 249 “Tepmin npunatrocTi / Exp. date: 07.2026
Kpaiua / Market; UKR |
Pecerpanifine nocsiny enHA Ne: ' TepMiR Al HeoBMmexeHnil
Registration Certificate No.: UA/14958/01/01 unlimited validity
Ne n/n Haipa ananisy Cﬁeuﬁdmiﬁa:iﬁﬂ Pe:i.j’ﬂ_bTﬂ"l;H anaaizy
Sr.No. | Test nante Specification Test result
Omme bim abo maibke Gini, xancynonomi6ui, ABOCITYKiE | Bignosigac |
Tabnerky 3 cneundiumuM 3amaxoM, TMagenbxl 3
1 obox Goxin,
Description White 1o off white, capsule shaped, biconvex, | Complies
flavoured tablets plain on both sides.
InesTidikanid Hac }?‘IpHM.}’Ba}H{H OCHOBHOIO TiKa na x:pnma'mr- Binnosginae
pami BMITPOBOBYBAHOTO pO3IUHRY, ONEPKAHOrO B
TeCT, «KUIBKiCHE BU3HAYECHHDS, Mae RiAORI NaTH
Hacy  YTpHMYBaHHX  OCHOBHOTO  mixa  1a
9 XPOMATOIPaMi CTAHRAPTHOMO PO3UNHY.
Identifi¢ation In the Assay, the retention time of the principal peak | Complies
i the chromatogram of sample - solution is
‘concordant to that in the chromatogram of standard
solution,
Cropatiicrs He 6insme 1,0 % 0,25 %
> Frasbiliy [ NMT 1.0 % 0.25 %
OnHOpi,ﬁHicTh madnam:x- AV LI (L1=15) 132
4 OAVHNMIIE
Uniformity of dosage units AV <LI (L1 =15) 1 3.2
{ Posmanaums | He 6invure 15 XB. 7 x5 16 cex
2 Disintegration NMT 15 min. &O&j} 7 min 16 sec
: Syl oiow . I
Posunnénns He Menine 75 % (Q) 3a 30 xp, oo 192 %
% |'missotiion NLT 75 % (Q) in 30 inin. 92 %
Kingxicne BH3HAYEHHA Bin 380 Mi‘f'l‘aﬁﬂ; 20 420 M_rf'rétﬁn{ 391,3 Mr/Tabs,
. Biz 95,0 % 10 105,0 % pin sasenenoi xinpxocTi, 97.8 %
7 S EEM: 2> 380 mg/tablet to 420 mg/tablet. {1 391.3 mg/tabl,
/" y\?%&e 95.0 % to 105.0 % of the label claim. | 97.8 %
- 8 . ,
\
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Ne fi/11 ] Haima siﬁa.uiay Cuéumbinﬁniﬁ PeaynbTaTH anamnisy
&r. No. Test fiame N Specification Test result
Cynposiaui HoMinky OmMErgRa JoMiKa — He Gisie 1,0 %. 0,243 %

Cyma nominiox — Be Ginsine 3,0 %. 0,605 %

- Related substances Single imprity: NMT 1.0 % (0.243 %
Total impurities: NMT 3.0 % 0.605 %

MikpoGiosoriang urcToTa BaraibHe  HMCHO aepobuux  Mixpoopranimis

(TAMC) - pe Gimpuse 10° KY O/ < 1000 KYO/r
Jararibee YHCA0 APIHKIKOBNX Ta NNiceHeBnx rprubin
(TYMC) - ne Ginsine 10° KYO/r. <100 KYO/r
Bincyrnicts Escherichia colia 1 1 Ipenapary. Biacytha

2 Microbiological purity Total aerpbic microbial count (TAMC):
NMT 10* CFU/g. < 1000 CFU/g
Total combined yeasts/mouids.count (TYMOC): |
NMT 10? CFU/g. | < 100 CFU/g
Escherichia coli must be absent per g. Absent

BHCHOBOK: / CONCLUSION:

TIponyxT BUTOTOBREHO, YIIAKORAKO TA [POAHANIZOBAHO ITIAHO 3 BUMOraMK pPeECTPaUiHOTe NOCBIAveRHs.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Cepradixat Ne 009/2020/GMP

Binnosizae cranaapram ra sumoraM GMP.

It complies with GMP standards and requirements.

Jlinensis wa supoBHBLTBO AiKapehkiX 3acoBin:
Licence for medical products production:

Certificate No, 009/2020/GMP

Cepist AB Ne 598054
Batch AB No. 598054

Linm igrsepionyto, me sci Bupobunyi cranli ana nieh cepii 10ToBo npoaykiis Gyas spificHeni B (0N BEAMDRILHOCT 3 BHMOraMH, Ja3Ua9e M 3 YHHBIH
nacreronl 3 GMP, saruepmxenift MisicTepeTaom oxopou anopon’s Yipaiun, i 3 BuMorasm PEECTPALIAHOre A0CKE HPATHH NPHIVAYCHUR.

1 hereby centify that all the manufacturing stages of this batch of finished product have been catried out in full ¢omplisnce with the GMP requirements of the
Ministry of heaith of Ukraine and with the roquirements of the Marketing Authorisation file of the destination country.
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AcHTU Gt
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X iMiK-AHATITHE R naboparopicio BKS | Havanpuux BKA VrossosmKena ocoba
Analytical Chemist 7 QC Lab In-charge _QC Head | - Qualified Person -
; ' : : [}
iM’a/Name: B8 R [ s P _ . Jé{
| Tf? ﬁ mma- dA—q G2 praxcn’ /3 m \Q-H’Y\G%L k%“w&é@ ,
inrwc/Signature: % 3 %\\d %Mi oy %
| renn 7300 s wlalea | /0 /3 /
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