OO «Rvevns ap»
Supanny S020, © Gyt v O
Fom: 380821 77 30 1 e

AU RL D=8,

Kusum Pharm

CEPTHUOUKAT KAYECTBA
CERTIFICATE OF QUALITY

Ha3ssanue upoayxra: KJIOCAPT®, TabneTkH, BKPHTI MNiBKOBOIO 060NONKO 10 25 M- No 28 (14x2) y 6nicrepax
Name of product: KLOSART®, film coated tablets 25 mg No. 28 (14x2) in blisters

Per. Ne: / A.R.No.: FP/0465/19

Pasmep cepun: / Bateh size: 500 000 1aén./ tabl.,

Cepusn Nu: / Batch No.: SKA9002

Konsuectro ynakosok: / Number of packs: 17 857

Mfg. date: / JaTa msroToraenna: 04.2019

Cpox roaunoctit: / Exp. date: 03.2022

Perucrpannonnoe canferenncrao Ne UA/8765/01/01, TepMin ail HeoGMexennit
Registration certificate No. UA/8765/01/01, unlimited validity

Ne n/n Iapamerpei Cneunguxanns PesyabTaTst
Sr. No. Tests Specifications Observations
| Onncanne Kpyraste NBOAKOBLINYKNLIE Tabnetku, | CooTReTCTRYET
MOKpLITLIE NIEHOMHON oDonoukoil wentoro
upeTa.
Description Yellow, circular, film coated biconvex tablets. | Complies
2 Hpentnduxauus Ha  xpomarorpammax ucnmyemozo | CooTBeTcTBYET

Identification

pacmaopa H pacmeopa cpasnenus,
HONyHeHHBIX B paspene «KoamuecTseHHOe
onpefeneHnen, BpEMEHa YIepKHBAHHS
OCHOBHBIX {IHKOB AO/DKHLL COBMAAATD.

In  Assay, the principal peak in the { Complies
chromatogram obtained with test solution has
the same retention time as the principal peak
in the chromatogram obtained with reférence

solution.
3 OanoponttocTs AoznpoBanubix | AVSLI (L1=15,0) 8,02
SAHHULY
Uniformity of dosage units AV<LI (L1=15.0) 8.02
4 Pacnanaemocts He Bonee 30 Mun 7 mun 57 cex
Disintegration NMT 30 min 7 min 57 sec
5 PactBopenne He menee 75 % (Q) 32 45 Muu 97.6 %
Dissolution NLT 75% (Q) in 45 min. 97.6 Y%
6 ConyTcTByloliHe npuMecH I H-dimer - e Honee 0,5 %. Huxe yposus onpenenenus
2H-dimer - He Gonee 0,5 %. He obuapyxeno
Cymma npiMeceii — ne Gonee 1,0 %. Hixe yposus onpenenenns
Related substances 1 H-dimer: NMT 0.5 %, BDL
2H<dimer; NMT 0.5 %. ND
Total impurities: NMT 1.0 %. BDL
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Nen/n Tapamerpo Cneundnrkanua PelyabTaTel
Sr. No. Tests Specifications Observations
7 Konnuectaennoe onpenenenne | Ot 23,75 Mr 40 26,25 Mr JiocapTaHa Kaqama B 1§ 25,586 mr/Tabn.
Tabnerke  {95,0-105,0 % or 3asmieHHoro (102,34 %)
KOJHHYeCTRa).
Assay 23.75 mg to 26.25 mg of Losartan Potassium | 25.586 mg/tabl.
in I tablet (95.0-105.0 % from the label | (102,34 %)
claim). _
8 Muxpobronoriueckas uactota | Obmee uneno a3pOBHRIX MUKPOOPTaHHIMOR

Microbiological purity

(TAMC) - nie 6onee 10° KOE/r.

Ofiiee YHCNO APOMOKEBBIX H  TUIECHEBLIX
rpubos (TYMC) ~ ue 6onee 10° KOE/r.
Orcyrersue Escherichia coli v 1 r npenapara.

Total aerobic microbial count

(TAMC): NMT 10° CFU/g.

Total combined yeasts and Moulds count
(TYMC): NMT 10% CFU/g.

Escherichia coli must be absent per 1 g,

smeHee 50 KOE/r

smenee 10 KOE/r
Escherichia coli -
OTCYTCTBYET B IT

| <50 CFU.’"g

<10 CFU/g
Escherichia coli is absent per
lg

3AKJIHOYEHHE: npoaykT npoussened, YTIAKOB2H If IDOTECTHPOBAH B COOTBETCTBMH € TPEBOBAHUAMH PErHCTPALHONHOMD

caunerentctea. OTeeyaeT TpeBoanuaM ¥ cTanaaptam GMP, Cepruduxat Ne 016/2017/GMP
CONCLUSION: the product is manufactured, packed and analyzed as

with GMP standards and requirements. Certificate No. 016/2017/GMP
Jlniensns Ha NPOHIBOICTBO JICKAPCTBEHHBIX CPERCTE: Cepna AB Ne 598054
Licence for medical products production;

Batch AB No. 5938054

per Registration Certificate requirements. It complies

XHUMHK-aHATHTHEK:  3aMm. natanbuuka OKK: - Havanenux OKK: Y nosHoMoueHHOE NHLO;
Analyst: = ; -1 Deputy g Heag: -QC Head: 1y Qualified Person: 4%5
Ceteny/ . . {@_&_k ~ . 1; i 2w 5 | x ,9};1‘ 5{}222"{?21&%&
Hara: 5 T, ara: ! e e ara: 7 insil ara: et T
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