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CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

Hasga npoaykry: KJIIOCAPT®, Tabnerku, BKpUTI WIiBKOBOO 0G0NOHKOM0
Name of product: KLOSART®, film coated tablets
Cnna pii: Jlocapras xanito — 25,0 Mr
Strength: Losartan potassium — 25.0 mg
Cepis Ne / Batch No.: SK.A2001 Poamip ymaxosxu / Package size:  Ne28 (14%2)
Peectp. Ne/ A.R.No.; FP/0678/22 Tun ynaxosxn / Pack type: Buictep / Blister
Posmip cepii/ Batch size: _5‘00_ 000 Tab/tab Jiara BuroroBnenns / Mfg. date:  08.2022
Kin-ts ynapmnok ! No. of packs: 17 857‘ Tepmin npuaatHocti / Exp. date:  07.2025
Kpaina / Market: UKR.
Pecerpaniiine moceinuenns Ne: ; TepMiH aiT HeoOMexenui
Registration Certificate No.: UA/8765/01/01 unlimited validity
Ne n/m Haspa anamizy Creundiranis Pesyanrarsy ananisy
Sr. No. Test name: Specification Test result
Onuc Kpyrmi apoomyxoni tafinerks, BxpuTi nnisxosolo | Binnosinae
1 0GONOHKOIO ORTOTO KOABOPY.
Description Yellow, ciroular, film coated biconvex tablets. Complies
Ineutndixaniz Ha XpoMaToTpaMaX BMMPOGOBYBRHOTO DOSYHMHY i | Binmosizae
pO3dMHy NODIBHAMNA, OACPXKAHHMX B po3ain
«KinpkicHe BHIHAMCHHA», YaCH YTPMMYyBaHHS
OCHOBHMX IHKIB MAIOTE CIIBLANIATA,
Z 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.
OmitopianicTs Moz0BaHHX TAV<L1 (L1=15,0). 23
3 GIMHHITE '
Uniformity of dosage units AV<LI (L1=15.0). - 2.3
Posnananus B He Ginsme 30 xs. 12 xB 2 cex
3 Disintegration NMT 30 min. 12 min 2 see
Posynsentis He memme 70 % (Q) mim sasenesoi kimbxocti | 94 %
nocapTany kazio uepes 30 XBUIHH,
J NLT: 70.% (Q) of the labeled amount of Losartan | 94 %
potassiuim in 30 tinutes.
Cynposigni noMimiar 1H-dimer - ite Ginsie 0,5 %. Huxue pisus BHRCH |
2H-dimer < ue 6insie 0,5 %. Hinkae piBHA BHIHAUCHIT
Cyna gomimox —xe Sinsme 1,0 %. Hmxue pinm pussavcs
® | Rolated substances {H-diincr: NMT 0.5 %. BDL
2H:dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
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Ne /i Hazpa ananisy Crenudixanis PesyawTaTh anainizy i1
Sr. No. Test name Specification Test result '
Kinsxicne Busnavenns Bin 23,75 mr o 26,25 Mr nocapramy xanilo B | 25,69 Mr/radn.
1 rabnerni (95,0-105,0 % pin sassnenof xinskoeri). | (102,8 %)
7 Assay 2375 mg to 2625 mg of Losartan Potassium in | 25.69 mg/tabl.
1 tablet (95.0-105.0 % from the label claim). (102.8 %) |
e i
Mixpobionoriuna udcToTa 3aransHe 4mca0  aepolHHX  MiKpOOpTaHiIMiB _ | I
(TAMC) - se Ginsme 10° KYO/T. <50 KYO/r il
Jarannue YHCIO APDKKOBUX i TUTiCEHEBMX rpuOiB 1
(TYMC) — ne binsmre 102 KYO/r. < 10 KYO/ir 1
Biacyrnicrs Escherichia coli B | r npenapary. Bincyrns
8 Microbiological purity Total aerobic microbial count (TAMC): ; i ,
NMT 10° CFU/g. <50 CFU/g !
Total combined yeasts/moulds count (TYMC): ‘:
NMT 102 CFU/g. <10 CFU/g i
Escherichia coli must be absent per 1 g. Absent 1

BHCHOBOK: / CONCLUSION:

TpoayxT BUrOTOBIEHO, YNAXOBAHO Ta NPOAHATIZOBAHO 3TiAHO 3 BAMOraMM PEECTPAIIIHHOTO NOCEI A4CHHA, 4
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosisiac cranapran Ta Bumoram GMP. Cepradixir Ne 009/2020/GMP i
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP i
Jliugsaia Ha BMpOOGHHITRO NikapCEKHX 32C06IR: Cepia AB Ne 598054

Licence for medical produets production: Batch AB No, 598054

Lnm ninTeepipkyio, wo aci Bupebuyuyi eTanii wis uiel cepii roTosoi nponykuii 6yau anificaeni B nossil signosianoct 3 BHMOTAMH, 3A3HANCHHMA I MBI
HacTaHori 3 GMP; satsepyxeniii Minic1epeTROM OXOPONK 340p0B’s YKpainy, 3 BuMoramn peecTpauiiinero AcCsE KpaiHi MPU3HANCHHS.

1 hereby- certify that all the manufacturing stages of this batch of finished product have besn-caried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the réequirements Of‘ﬁl'C*Mﬁl'kcﬁng Authorisation file of the destination country,

| /3a, nabopatopieto BKS | Hauansnux BKA VnoBHOBAMCLA oc{st’):x
i Analytical Cherhist "} QC Lab In-charge Q€ H@?d _ | Qualified Person 7
Im’s/Name; g e ~ &1 ﬁ , 4,

Name: ﬁ@é&?w@d Yo u' s :thu«c:&pmm B 8 -L _PC\;'.C{?)W \Cqmnlln /&M,%g;/g .y%/ i
Hinnﬁd/Signature; f@jgg “}"CM I %\\(LJ L%@ Letteene M‘?/ ‘ 1
HeDates | .ap/og/est  pfegie 2 odlae |28 /oese / |
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