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CEPTHDIKAT SKOCTI
CERTIFICATE O QUALITY
Ha3sa npoayrcry: KNOCAPT®, Ta6ersy, BKpuT] nniekoBoic oBononkoro, no 100 Mr
Name of product: KLOSART®, film coated tablets, 100 mg
Cuna pit: Jocapran katiie — 100,0 Mr
Strength: Losartan potassium ~ 100.0 mg
Cepist Ne / Batel: No.: SKC3038 Poantip ynaxosicn / Package size:  Me30 ( 10x3)
Peeerp. Ne / AR.No.: FPiy710/23 Tun ynaxoswki / Pack type: Baicrep / Blister
Poamip cepii/ Batch size: 1200 000 raG/tab | Oara uroronsienns / Mg, date:  08.2023
Kis-th ynaxonow / No, of packs: 40 000 Tepmin npmatuoeri/ Exp. date:  07.2026
Kypaina / Market: UKR
Pecerpauiiine nocsiguenna Ne: TepMin ait HeoGMexenni
Registration Certificate No.: UA/8765/01/03 unlimited validity
N n/n Haspn ananizy Crensdirauis PesynsTaTy ananisy
Sr. No. Test name Specification Test resuit
Onne Kpyral meoomyini Tabierkn, BEpWTI mAiBRoBOIO Binrorinae
1 0GOROHKOIO JORTAIO KONBOpY.
Description Yellow, circular, {ilm coated biconvex tablets. Complies
Ineurmipiranin Ha xpomarorpamax sunpoGoBysalora posunny i | Bianosigae
POJMHHY  NODIBUAHEA, OXepMaHuX B posnini
«Kimskicne pmamagenmsy», uacu YipuMyBaaHy
OCHOBHIIX HiKIB MAIOTH CRIIBNANATIL
2 ldentification In Assay, the principal peak in the chromatogram | Complies
obiained with test solution has the same retention
time as the principal peak in the chromatogran:
obtained with reference solution.
Onnopingicrs nozosammy AV=L1 {L1=15,0). 2,5
3 ONHHNLE
Uniformity of dosage units AV<LI (L1=15.0). 2.5
Posnapanns Me Ginewe 30 xs. 16 xn 21 cex
4 Disintegration NMT 30 min. 16 min 21 sec
Posunnenns He memme 70 % (Q) pin saannenol KbKOSTI 96 %
JlocapTany kanilo yepes 30 xpunuy,
5 Dissolution NLT 70 % (Q) of the labeled amount of Losartan 96 % ]
potassium in 3¢ minntes, i
Cynposinni gomiwgs {H-dimer - se 8inpwe 0,5 %, Hue pisng sninavenns
2H-dimer - yte Sinne 0,5 %. Huzere piBun phzpaenya
Cyma nomimox — ne Ginsme 1,0 %. Humixue pinng suanauenss
8 | Related substances IH-dimer; NMT 0.5 %, BDL
2FLdimer: NMT 0.5 %, BDL
Total impurities: NMT 1.0 %, BDL
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Ne n/n Hazsa ananisy Crensihirauis Peaynrprarn ananisy
Sr. No. Test name Specification Test result
Kinekicne npanagenus Bir 950 mr no 1050 mr fioccaprany kanito B | 98,8 MrfraGu,
1 Tanerni (95,0-105,0 % pin 2agenenot winwrocti). | (98,8 %)
7 Assay 95.0 mg to 1050 mg of Losartan potassium in | 98.8 mg/tabl.
I'tablet (95.0-105.0 % from the label claim). (V8.8 %)
Mikpobionoriaga uncrora 3araneHe  umChEo  pepobuix Mikpoopranismin
(TAMC) - 1te Ginnwe 10° KVO/r <50 KYOn
3aransne ynCno EPhXIKOBIX | nniccHeBIX rpubin
(TYMC) — He Ginpie 102 KV O/, <10 K¥YOir
Biacyrricts Escherichia colin 1 v Tpenapary. Bincyris
8 Microbiological purity Total acrobic microbial count (TAMC):
NMT 10°CFU/g, <30 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/fg
Escherichia coli must be absent perlg. Absent

BHCHOBOK: / CONCLUSION:

Tpoayxr saroTomicno
The product is manufa

Binnozizae cranmapram 7a sasoran GMP.,
1t complies with GMP standards and requirements,

Jlitenain na supoGuniTeo mikaperKyx 3acobin;

Licence for medical products production;

Llum nimmuepicsyio, mo sei BHPOGHR
mactasont 3 GMP, aarnepamceniil M

1 herchy cenify shat all the manufacty
Ministry of health of Uksing and with

CTUnil ana uiel cepii reTosol n

Cepridircar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepis AB Ne 598054
Bateli AB No. 598054

» YNZKOBAHO TA MPOAHANIZOBAN0 3TIAHO 3 BHMOTAMY pecerpauiiinore nocsiguens,
ctured, packed and analyzed as per requirements of Registration Certificate.

POIIYRAT Gyt amificueni B nowitift sitnowimrou = BUMOFUMS, IAIHA'ICHIIIL B WHIHHIT
inicrepersom oxopony 3nopon’s Yipaiy, i 3 pisorams PeCCTpNiiEro A0CLE XPATIE NpSEIHAUEnN,

ning stages of this batch of finished product have been earried out in full eompliance with the GMP requireinents of the
the requirements of the Masketing Authorisation file of the destination coutry,
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XiMiK-fiHam'THK _ {Han. naboparopicre BKA | Havansnix BIS Yr:oqnouameua ocoba
Analytical Chemist FOC Lab In-charge QC Head Qualificd Person
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