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CEPTUDIKAT SIKOCTI

CERTIFICATE OF QUALITY
HazBa npoRykry: KJIOCAPT®, tabnerky, BKpUTI M1iBKOBOKO 00OJOHKOIO, TIO 100 mr
Name of product: KLOSART®, filin coated tablets, 100 mg
Cuna aif Jlocapran xanito — 100,0 mr
Strength: Losartan‘potassium — 100.0 mg
Cepin Ne/ Batch No.: 2006311 Posmip ynaxoskn / Package size;  Ne100 (10%10)
Peecrp. Ne / A.R.No.: FP/0658/24 Tun ynakosxy / Pack type: Buicrep / Blister
Poamip cepii/ Batch size: 1 000 000 ra6/tab | JaTa urotopnenns / Mfg. date: 08.2022
Kin-tb ynaxonox / No. of packs: 9 626 Tepmin npupartnocti/ Exp. date:  07.2025
Kpaina / Market: UKR
Peccrpauiiine noepiguenns Ne: TepMmiH it HeoOmexennit
Registration Certificate No.: UA/8765/01/03 unlimited validity
Ne ni/n Hasea aunanisy Crnenndikanis PesyanTaTH ananisy
Sr. No. Test name Specification Test result
Onue Kpyrai msoonykai Tabnerkm, BKpHTI IUTiBKOBOW | Binnosinae
i OBONOHKOLO JKOBTOTO KOJILOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
InenTrdixanis Ha XpomaTorpamax BHIPOGOBYBAHOTO PO3UNHY i | Binnopinae
PO3UMHY HOPIBHAHHA, OZEPKAHHX B  posuini
«KinpkicHe BU3HAYEHBA», MaCH  YIPHMyBaHHA
OCHOBHMX JTiKiB MatOTh CiBNafaTH.
2 Identification In Assay, the principal peak in the chromatogram Complies
obtained with test solution has the same retention time
as the principal peak in the chromatogram obtained
with reference solution.
OnHOpipHICTH A030BaHUX AV<LI (L1=15,0). 33
3 OHHIID
Uniformity of dosage units AV<L (L1=15.0). 33
PosnanaHug He Ginvie 30 X8. 19 xB 27 ceK
4 Disintegration NMT 30 min, 19 min 27 sec
Po3uMHEHHA He menme 70 % (Q) »in aasenenoi kimexocti | 102 %
nocaprany xaniro yepes 30 xsuanH.
> Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 102 %
potassium in 30 minutes.
Cynposinsi foMilky ! H-dimer ~ ye 6inse 0,5 %, Huxue piBHs BH3HAYEHHS
2H-dimer ~ ne Ginsmue 0,5 %. Huxue piBHA BUIHAUCHHA
Cyma nomimox — ie 6inbie 1,0 %. Huskue piBHA BUIHATEHAS
6 Related substances 1H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
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PesyabTaT ananisy

Nen/n Ha3sa ananisy Crenndikauist
Sr. No. Test name Specification Test result
Kinpxicne susnaueHus Bix 950 wmr po 105,0 mr nocaprany kamiio 8 | 100,1 mr/radn,
1 Tabneri (95,0-105,0 % ia 3asssienoi kinvkocti). | (100,1 %)
7 Assay 95.0 mg to 105.0 mg of Losartan potassium in 1 tablet | 100.1 mg/tabl.
(95.0-105.0 % from the label claim). (100.1 %)
Mikpobionoriuna yneToTa 3aranene  umeno  aepoGuux  Mikpoopraniamis
(TAMC) ~ re Simsiwe 10> KYO/T. <50 KYO/r
SaranbHe YKCAO APHKIDKOBIX 1 TTiceHeBHx rpubis
(TYMC) — ne Sinpwe 102 KYO/T. <10 KYO/r
BincyrHicts Escherichia coli 8 1 r nipenapary. BincyTns
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g.
Total combined yeasts/moulds count (TYMC):
NMT 10° CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

I1poayKT BHIOTOBAEHO, YNIAKOBAHO Ta NIPOAHATI30BAHO 3TiHO 3 BUMOTAMH PEECTPLIAHOTO NocBitIeHAs.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Cepradixar Ne 080/2023/GMP

Bignosinae crannapram ta sumoram GMP.

It complies with GMP standards and requirements.

Jliuensis na BUpoGHUIITBO NiKAPCHKIX 3ac00is:

Licence for medical products production:

Certificate No. 080/2023/GMP

Cepist AB Ne 598054
Batch AB No, 598054

LM niaTsepioxyio, wo bei BupoBHmai cranii wts el cepii roTosot nposykuil Gy 3AilicHeH B NOBHIA BIANOBIAHOCTI 3 BUMOTAMH, 3A3UaHCHUMH B YRHRIf
HacTanori 3 GMP, sarpepixeniit MiRICTEPCTBOM 0XOPOIH 3N0POB's YRpaTHH, | 3 BUMOranmi peceTpauifiioro A0CHE Kpaiik IPH3HAUCHHA.

1 hereby centify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirernents of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

Ximix-aganitnk
Analytical Chemist

_/_ as, naGopatopieio BKA
QC Lab In-charge

Hayansnvk BKS1
‘{ QC Head

VrosHoBaXeHa ocoba
Qualified Person
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