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CIPTHDIKAT SIKOCTI NETOABH
CERTIFICATE OF QUALITY O
lazeyadikanitin

Hazsa nponykry: KJIGCAPT®, taGneticn, ekpati mninkonoro oBomoukere, 1o 100 mr xon ﬁgssix
Name of produect; KLOSART?, film coated tablets, 100 mp CEPTHOIKATIS
Cuna aii: Jlocapray kanig - 100,80 mr
Strength: Losartan potassium - 100.0 mg
Cepin Ne / Batch No.: SKC4013 Posmip ynaxopsen / Package size: NS0 {10x9) NS
Peeetp. Mo/ ARNo.:’ FP/0375/24 T ynaxosxu / Pack type: Bricrep / Blister
Posutip cepii/ Batch size: 1200 000 ta6/tab | Mara BHIOTOBMeHNs: / Mfg. date: 052024
Kia-ve, yraxonor / No. of packs: 13333 Tepmin npraaTiecyi/ Exp. date:  (4.2027

Kpaiaa / Market:

Pecerpauiiine nocBixvennn Ne:
Registration Certifieate No.:

TepMiH ZiT HeobMexenti

unlimited validit

UA/8765/01/03.

[ N T'hwmwﬁHasna aHanlzy Crnemdiranin Pesynorarn ananizy
Sr.No. | Test naitie Specification Test result
Onnac Kpyrai  nsoornyysi Ta0/ETKY, BKPHTI mRiBKoBOIO Binnosinxae
i obononkoio xosTore KOBOpy,
Description Yellow, circular, film coated biconvex tablets, Compiies

InenTehiraiia Ha xpomarorpamay BEOGOBYBAHOTG po3unny i | Biznosinae
POSILMY  TOPIBHSRHY, omepmanux po3aini
«KinskicHe BUIHAYEHHD), uacH YTPHMYBanHT

OCHOBHHX THKIB MA¥oTs eniBnanpary,

2 deniification In Assay, the prncipal peak in the chromatogram Complies

abtained with test solution has the same retention time
as the principal peak in the chromatogram obtained
with reference solution.

AV<LI (L1=15,0), 3.6

AVELE (L1=15.0). 3.6

OasopimmicTs H030BaMUX
CIHLMNL

Uniformity of dosage units

i e
Posnananus He Gimnme 30 %, 13 xp 46 cex
Disintegrarion NMT 30 min, 13 min 46 sec

————

He mewmms 70 % Q) ®in samerenoy Kixsxocri | 104 %
JrocapTany xanixo vepes 30 xawrmm,

NLT 70 % (Q) of the labsled amount of Losartan 104 %
potassiuni in 30 minutes.

Posumnenia

Dissolution

CynpoBiani aominkr TH-dimer — ne 6innure 0,5 %. Hepie pisns susnagonmg
2H-dimer - He Finpte 0,5 %. Hiticre pisun spsnavers
Cyma yomiwok — ke Gipie 1,0 %, Hikue pinps pusnavensy
Related substances I H-dimer: NMT 0.5 o, BDL
2H-dimer: NMT 0.5 %4, BDL

Total impurities: NMT 1.0 %. BDL
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e nin Hazra ananisy Crenndikanin Peaynerartu ananisy
Sr, No. Test name Specification Test result
Kinekicue ersHavenns Big 95,0 mr Zo 1050 mr sociprany xanino B 99,3 mr/ratn.
1 raGnerui (95,0-105,0.% pin saspnenoi KinprocTi). | (99,3 %)
7 Assay ' 95.0 mg to 105.0.mg of Losartan potassium in 1 tablet 99.3 mg/tabl,
(95.0-105.0 % from the label claim). (99.3 %)
Mikpobionoriuaa sncrora 3aramkHe wmcTo aepobuux  mikpooprasizmis -
{TAMC) — ye 6insuie 10° KVO/r, <50 KYO/r
JaransHe YHCHO NphKIKOBHX { Tinicerenmx rphbin
[TYMC) - me Ginpure 10 Ky O, <10 XYOQ/r
Bineyruicrs Escherichic colin 1 ¢ HpEHapary: Bineyrua
8 Microbiological purity Total aerobic mierobial count (TAMC):
NMT 10° CFU/p, < 50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10 CFU/g. <10 CFU/g
Escherichia coli must be absent per leg. Absent

BUCHORBOK: / CONCLUSION:

Hponykr sareroenewo, ynagosano 1a NPOAHATI30BAHO 3TIHO 3 BUMOTAMH PEECTPAHIHOTO NOCE] TUSHIA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Biznosinae crangapran ta eumoram GMP, Cepradinar Ne 080/2023/GMP
It compiies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinersia ua BUPOGHHITEO NiKAPCHEIX 3acoBin: Cepin AB Ne 508054 _
Licence for medical products production: Batch AB No, 598054

Ui minTeepticyio, wio Bel aupobinui crani ang i cepil roTozol npoayxuii Synn axilicieni » nopnik BIANOBIRHOCT] 3 BHMOTAMH, 3a3AMCHIMY B winnil
Uacranosi 3 GMP, satsepuxeniit Minicrepctaos oxoponn 3ACPOR’A VKpathn, 1 3 auMorany PEECIPALTENOIO HOCLE KPATRH NPHIHARCHHS,

F hereby certify that ali the manufacturing stages of this batoh of finished product have been casried out in full compliance with the GMP requirements of the
Mizistry of health of Ukraine and with the reqairements of thie Marketing Autherisation file of the destination country.
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Ximix-ananitux /3es. jaboparopiero BKA | Hawanshux BIGI YHOBHOBEKENA GCOBa
Analytical Chemist | QC Lab In-charge QC Head Qualified Person \
In’a/Name: oy 2 f? Cpumnoanes 7.8 g gj,f \(L} WLJL Q{@Lpﬂgé é/é;m-‘/;if.
Mirrme/Signature: (%/%’ jﬁ;pw - { }]\\} 3 % {ﬁﬁggg_g(c’f&ﬂ—'%
Hara/Date: w?b//pé/?";‘/ ""»Q!'{Oé{—{lu | A (v\ S 1?”"’( L 6//;@7{ / t’&/
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