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CEPTU®IKAT SIKOCTI
CERTIFICATE OF QUALITY
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Hasea nponyxry: KJIOCAPT®, Tabnetks, BRpUTI TIIBKOBOK 060NIOHKO0I0, FO 50 Mr W/ O
Name of product: KLOSART®, film coated tablets, 50 mg et /
Cuna pii: Jlocaprau Kaito — 50,0 Mr d
Strength: Losartan potassium — 50.0 mg
Cepist Ne/ Batch No.: 1006072 Posmip ynaxosku / Package size: Ne28 (14x2)
r—Pzem'p. Ne / A.R.No.: FP/0400/25 Tun ynaxosks / Pack type: Brictep / Blister
Po3mip cepii / Batch size: 17 529 yn/packs Jata urorosnenusi / Mfg. date: 03.2025
Kpaiua / Market: UKR Tepmin mpupaTnocti / Exp. date: 02.2028
Peccrpauiitie nocsigyenns Ne: Tepmi aii neoGmexeHiii
Registration Certificate No.: UA/B765/01/02 unlimited validity
Ne n/n Hasga ananisy Cnenndikauis PesyabTaTi anajisy W
Sr. No, Test name Specification Test result
Onuc Kpyrni ssoortyki  Tabretky, BKPATI  [UIIBKOBOIO Binnosinae
! 0GOIOHKOYO KOBTOTO KONLOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
InenTHOikauis Ha xpomatorpamax BHOpoGOBYBAHOTO pO3UHILY i | Binnosinac
pO3YMHY TIOPiBHSHHA, ONEPKAHMX B posisi
«IinpKicHe  BH3HAUEHHS», 4YacH  YTPHMyBaHHA
OCHOBHYX TKIB MAIOTh CIIBIAAATH.
2 1dentification In Assay, the principal peak in the chromatogran Complies
obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with reference solution.
OnHopinHiCTE A030BAHKX AV<LL (L1=15,0). 5,1
3 OAMHHLE
Uniformity of dosage units AV<LI (L1=15.0). 5.1
Posnanauns He Ginsbuwe 30 xB. 12 xB 33 cek
: Disintegration NMT 30 min. 12 min 33 sec
PO3URHCHHA He memme 70 % (Q) sin sagernesol KUTLKOCTI
nocaprady Kajiio 1epe3 30 XBIIHH. 99 %
E Dissolution NLT 70 % (Q) of the labeled amount of Losartan
potassium in 30 minutes. 99 %
CynposinHi goMinku 1H-dimer — re 6insiue 0,5 %. Hutzxde piBHS BUSHAYCHHS
2H-dimer — ne Ginbie 0,5 %. 0,101 %
Cyma noMimox — He Gizplie 1,0 %. 0,101 %
6 | Related substances IH-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. 0.101 %
Total impurities; NMT 1.0 %. 0.101 %
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PesynnraTn ananisy

Ne ri/n Hassa ananizy Cﬁéﬁi@ixauia
Sr. No. Test name Specification Test result
KinpxicHe BH3HAYEHHS Bix 47,5 mr go 52,5 mr jocaprady xamiio B | 49,77 mr/raba.
1 Tabnerui (95,0-105,0 % i sassneyol kimskocri). | (99,5 %)
4 Assay 47.5 mg to 52.5 mg of Losartan Potassium in 1 tablet | 49.77 mg/tabl.
(95.0-105.0 % from the label claim). (99.5 %)
MikpoGionoriana YncToTA BaramsHe yMeno  aepobHuX  Mikpoopranizmis
{TAMC) ~ e Ginsie 10° KYO/r. <50 KVYO/r
3aransHe wHCHO APDKIOKOBHX i WiceHeBuX rpubis
(TYMC) ~ ye Ginsuwe 102 KYO/r. < 10 KVO/r
Bincyruicrs Escherichia coli B 1 r npenapaty. BincyTHa
3 Microbiological purity Total acrobic 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:

[1poayKT BUrOTOBIEHO, YIIAKOBAHO T4 NPOAHATI30BAHO 3MiIHC 3 BUMOTaMH PeeCTPaLiffHOTO MOCBINYEHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Jlinensia na BpoBHANTBO AiKapChKUX 3ac06iB:

Licence for medical products production:

Cepist AB Ne 598054
Batch AB No. 598054

[14M NIATBEPIKYIO, WO BCi BIpOGHMT craaii Ans uiel cepii roTosoi npoykutii Oysm 3uifickeni B HOBHI BIIOBINHOCTI 3 BUMOIAMH, JU3HAMEHHMH B HHNHIR
uacTanosi 3 GMP, sarsepireniil MiHICTCPOTBOM OXOPOHM 310POB’S YKpaTHH, 1 3 BHMOraMu peceTpagiiinoro A0CLE Kpailii NPHIHAEHHS.

[ hereby certify that all the manufucturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
‘Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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XiMix-aHaniTux
Analytical Chemist

QC Lab In-charge

3as. naGoparopieto BKA j(HauaanuK BKA
QC Head

YnopHoBaxeHa ocoba
Qualified Person
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