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CERTIFICATE OF QUALITY

Hazpa npdnym}': |
Name of product:

I&}IOCAPT@; TabneTKH, BKPHTI ILIIBKOBOIO 00ONOHKO0, 1O 100 MT
KLOSART®, film coated tablets, 100 mg
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Kpaina / Market:

Cuana gil Jlocaprax Kanir? ~100,0 mr (&O\?ﬁﬁm’?x
Strengtht ] Losartan potassium ~ 100.0 mg e
Cepia Ne / Batch No.: SKC3045 Posmip ynakosku / Package size: Ne100-(10x10)
Peecrp, Ne /F;*X.RNO*: ) ‘FI';}0936/23 Trn ynaﬁ;an / Pack type: Bnlcfﬂep / Blister
Poamip cepii / Batch size: 1 200 000 Ta6/tab | Hara purorosnenns / Mfg, date:  11.2023
Kis-1e ynaxosox / No. of packs:  '12 000 Tepmin npupaTHocTi / Exp. dates 10,2026 m

UKR

Pecerpaniiine nocsigxueHus Ne:
Registration Certificate No.:

TepMin Xii HeoOMeXeHuH

UNS?G_SIO i unlimited validity
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2 [dentification

Ne n/mv Hazpa ayaJjisy Cneundikanis Pe3yinbTaTH AaHaANi3y
Sr. No, Test name Specification o Test result
| Onue Kpyrni meoomyxii Talmerkd, BKpWTI nmiBkosolo | Bimnosinae
{ 060JIOHKOIO AKOBTOIO XOJILODY.
Description Yellow, circular, film coated biconvex tablets, Complies
[nenTrdikalis Ha xpomatorpamax BurpoOOBYBAHOrO PO3YHHY i | Bignosinae
PO3UMHY TIODIBHAHHS, ONECPXKAHMX B  PO3NIN
«KinskicHe BHM3HAYCHHN», Yacy YTpHMYyBaHHuA
OCHOBHMX NiKiB MarOTh CIIBNANATH.

Tn 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.

OIHOPIAHICTD HO30BaHMX AV<L1 (L1=15,0). | 2,7
] ORKHMLb
Uniformity of dosage units AV<L1 {L1=15.0). 2.9
POANAKAHHS He 6inpure 30 xs. |13 xB40 cex
o Disintegration NMT 30 min. 13 min 40 sec
PO3UHHEHHS He menme 70 % (Q) min 3asenenol xinsxocti | 97 % "
nocapTady xajito uepes 30 XBUAHH.
> | Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 97 %
potassium in 30 minutes.
CynposixHi AOMILIKH ] H-dimer — 5e 6insme 0,5 %. Huxie pisHA BHSHAYCHHS
2H-dimer — 1e 6ineiue 0,5 %. . Hixge pisHs BUSHAYCHHA
CymMa omituox — se Oimpure 1,0 %. Hwkye piBHA BU3HAYCHHS
© | Related substances 15-dimer: NMT 0.5 %, BDL
2H-dimer: NMT 0.5 %. . BDL
Total impurities: NMT 1 LTEPHA  * BDL
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Vipaina, 40020, m.Cymu, syn, Cxpsbina, 54
Ten.; +38(0542) 77-46-10, daxc: 77-46-11

BYJL. AJIMATHHCHKA, 58 T . | e-mail: plant@kusum.a
Ten.: +38(044) 495-82-88, daxc: 495-82-87 /eze.mm .7) navm www. kusum.ua
Ne n/n Hasga anadisy F | Cnenudgikanis 'Pezyﬁbrram angnisjr |
Sr. No. Tést name Specification Test result
'''' | XinbkicHe BusHAYEHHS. Bix 950 mr go 1050 mr nocaprany Xamito B | 100,0 mr/rabu.
1 Tabrerui (95,0-105,0 % six sassnenol kinpkoeri). | (1000 %)
! Assay 950 mg to 105.0 mg of Losartan potassium in 100.0 mg/tabl,
1 tablet (95.0-105.0 % from the label claim). (100.0 %)
MikpoGionoriusa uncToTA ‘BaranpHe  uneno  aepofrux  Mikpoopranismis o
(TAMC) — me 6inpuie 10° KYO/r. < S0 KVO/r
JaransHe YHCI0 OpiKDKOBHX 1 miceHeBux rpubis |
(TYMC) — ne Gimpue 10* KYO/T. <10 KYO/r
Bincyruicts Escherichia ¢oli B 1 1 npenapaty. BincyTHs
8 Microbiological purity Total aerobic 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

BUCHOBOX: / CONCLUSION:

TTpOXYKT BHIOTOBICHO, YTIAKOBAHO T4 HPOAHANI30BAHO 3riHO 3 BAMOTaMY PeeCcTpauifHOro nOCBIAUEeH .
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Binnopixae crapaapraM 1a. BumMoram GMP.,
It complies with GMP standards and requirements.

Cepridixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

JlineHsis Ha BUpOBHHUTEO NiKapCLKUX 3ac06iB: Cepist AB Ne 598054
Licence for medical products production:

Batch AB No. 598054

LM TiATBEPIDKYIO, M0 BOi BUPOORKYL cYaail and i€l cepii roTopol npoayKuii Gyan smiiicHeni B IOBHIR BIANOBIAHOCTI 3 BUMOTaMK, 3a3HAYCHHMH B YHRHIA
nactanosi 3 GMP, sarsepivxeniti MinicreporsoM oXopoHRn 310p0s’s YKpaitH, {3 BUMOTAMR PeceTpallifiHoro A0CHE XPAinyl PHIHAYCHHA,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried put in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requireménts of the Marketing Authorisation file of the destination country.
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“ 0 1K-;afI?HiTHK | J.B‘an. naGoparopicio BKA | Hauanenuk BKA YNoBHOBAXEHA ocoba
T Analytical Chemist | QC Lab In-charge QC Head Qualified Person '
Im's/Name: fwz.xj;m (N/" (-;fm@a_o.u_sm e PC ; \QMMQ}'L \Zér{éwz@r/e A ﬁgﬂ_‘ég/.
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