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CERTIFICATE OF QUALITY

Haspa nponyxry:
Name of product:

KJIOCAPT®, TafineTkn, BKpHTI IiEKOBOLO 0G0NnoHKoW, o SO Mr
KLOSART®, film coated tablets, 50 mg

Cnaa aii

Jiocapran kaniio - 50,0 Mr

Strength: Losarlan potassinm ~ 50.0 mg

Cepia Xe/ Batch No.: SKB5001 Posntip ynaxonwn / Package size: N84 ( 14x%6)
Peccrp, Mo/ AR.No.: FP/Q123/25 ‘Tun ynakesiu / Pack type: Etierep / Blister
Poaxtip cepii / Bateh size: 5 832 yn/packs Hara puroromtennsa / Mig. date: 01,2025

Kpaiua / Market: UKR Tepmin npuaaenocti/ Exp. date: 12,2027
Pecerpauiiine nioesigyeuns Ne; UAISI65/01/02 repaig UiF neoGmencennii

Repistration Ceriificate No.:

unlimited validity
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Ne i/ Hasea ananizy Crewtintixanis PesyavTamin auamisy
Sr. No. Test name Specification Test result
Omsie Kpyrni mpoomyxni Tabuerxn, BKpuTi  Anioxonero | Binnosinac
] oBOIONKOIO HOBTOLD XOALOpPY.
Description Yellow, cireular, film coated biconvex tablets. Complies
Inenmndikauis Ha xpomarorpamax BrNpoGonysatioro posunny i | Bianopipac
posy  BOpInINMA,  OflepHaMMX B posaini
«Kinhkiche  Bu3uauenus», uyacy YTPHMYBANH
QCHOBHEX THiKIS MaOTh cnisnazaTh.
2 Identification In Assay, the principal peak in the chromatogram | Complies
oblained with test solution has the samc retention
time as the principal peak in the chromatogram
obtained with reference solution.
Onnopignicts no3onanx AVEL] (L1=15,0). ) ~2',"4
3 OJIHIH T
Uniformity of dosage units AVZLL (L1=15.0). 2.4
Posmaganns He Ginpwe 30 xob. 13 xp 34 cex
4 Disintegration NMT 30 min. 13 min 34 sec
Posunnenns He semmue 70 % (Q) sin sasmncno! Kinbroeri
nocapTany xaaiio 1epes 30 xpwim., 99 %
5 Dissolution NLT 70 % (Q) of the labeled amounl of Losartan
potassium in 30 minutes, 99 %
Cynponiani sosiwkn [H-dimer — ve Gintue 0,5 %. Hirae pinHs BIBHAvenns
2H-dimer - ne Ginsue 0,5 %. 0,101 %
Cyma pominiox — 1e Gimswe 1,0 %. 0,101 %
§ Related substances [H-dimer: NMT (.5 %. BDL
2H-dimer: NMT 0.5 %. 0.101 %
Total impurities: NMT 1.0 %. 0.101 %
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Ne n/n Haspa anasnisy Cnenndiramia PesyneTari auanisy
Sr, No. Test name Specification Test result
Kinexicue sru3naverns Bin 47,5 Mr ac 52,5 wr Jocaprany kaniio B | 50,39 amriradn.
1 rauerui (95,0-105,0 % six saspnenof xinukocri). (100,8 %)
¥ Assay 47.5 mg to 52.5 mg of Losartan Potassium in 1 tablet | 50.39 mg/ftabl.
{95.0-105.0 % fromn the label claim). (100.8 %)
MikpoGionorivna uscrota 3aranke  wucno  aepobHIX  MikpoopraniMis
{TAMC) — ne Gimsure 103 KVO/r, <30 KVO/r
3aransue uneno ApiwmwkosEX i niicenenx rpubin
{TYMC) - ne Ginnizre 102 KYO/r, <10 KYO/r
Bincyruiers Escherichia cofi n 1 r npenapary. Bincyras.
5 Microbiological purity Total aerobic microbial count (TAMC):
NMT 16° CFU/g. <50 CFU/g
Total combined yeastgfmoulds count (TYMC):
NMT 10° CFila, <10 CFU/g
Escherichia colf must be absent per 1 . Absent

BHCHOBOK: / CONCLUSION:

TIpomyxy BHLOTORACHO, YIHKOBAHO TA TIPOAHARIZ0BMIO 1iNHO 3 BEMOraMY peceIpaifioro Tocsipven,
The produet is manufactured, packed and analyzed as per requirements of Registration Certificate,

Binnopinae crasaapran Ta simoram GMP. Cepridixar Ne 080/2023/GMP
It complics with GMP standards and requiresents, Certifiente No, 080/2023/GMP
Jlivenain na supobHULTso NikAPCLENX 3ac0Bin: Cepist AB e 598054

Licence for medical products production: Bateh AB No. 598054

Llun niqmnepsssyte, mo nei sipodinmi et v il cepii roTonol npoaykwit Sy 3gifcireni & nonwis IENOBIAUOCTI 3 BEMOTAM, IATHAUCHHAIL 1 04N
uacraioni 3 GMP, samnepmuenili Minicrepeinos OXAROHY SHOPOI'A YEPATINL i 3 DUMArMKI DECCTPAINIING © AOCKE KPATIN HpIENRIcHIs.

| heeeby certify thin all the manufucluring siages of this batch of Fnished product have been envried ont in full compliance with the GMP requirements of the
Ministry of health of Ukmine and with the requireinents of the Marketing Authorisation file of the destination country.

Kistix-ananivis /3ab. adoparopicio BKS | Havannunxk B YnonHonaena ocoba
Analytical Chemist  F QC Lab In-charge QC Head Qualified Person
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