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CEPTUPIKAT AKOCT]
CERTIFICATE OF QUALITY

Haspa npoayxry:
Name of product:

KIIOCAPTE, raBuerky, BXpuTi iskoBoio 0GONOHKOIO, 110 50 mr
KLOSART®, film coated tablets, 50 mg

Cuana pif:

Jlocapras xanio - 50,0 mr

Registration Certificate No.:

Strength: Losartan potassium ~ 50.0 mg

Cepisi Ne / Batch Noa 2005914 Poamip ynawosicn / Package size:  Ne84 (14x6)
Peeccrp. Ne/ AR.No.: YP/0670/24 Tun ynaxosiu / Pack type: Bnicrep / Blister
Po3mip cepii/ Batch size: 500 000 rad/tab JNaTa eurorosnenns / Mig. dater  06.2022

Kin-1s ynaxonok / No. of packs: 4 611 Tepmin npnpataocti / Exp, date:  05.2025
Kpaina / Market: UKR

Peccrpaniiine nocpinuenus No: UA/RT65/01/02 TepMiy Rl HeoOMexeHuE

unlimited validity

Ne n/n Hazpa ananisy Crieninixauis PesynbraTi ananisy
Sr. Ne. Test name Specification Test result
Onnc Kpyrni msoonykni TaGiterks, BrpWIi Iwliskosoio | Bimiorinac
1 0GONOHKOIO KOBTOTO KOILOPY.
Description Yellow, circular, film coated biconvex tablets. Camplies
InenTndikauis Ha xpomaTorpamax BUNpoGOBYBAHOTO po3wduy i Bignosinae
POIMMHY TOpIBHAHRA, OfePKaNHX B poauim
«KinnkicHe  BU3HRUCHHA», Macu  YTRHMYBAHHA
OCHOBHHX ITiKiB Ma1OTh CTIBNANATH,
2 P . . .
Identification In Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same retcntion
time as the principal peak in the chromatogram
obtained with reference solution.
OnnopinyicTs RO30BAHNX AVLLY (L1=150). 1,7
3 ORBHMIB
Uniformity of dosage units AV<L1 (L1=15.0). 1.7
Poznapanss He 6inpme 30 xx. 11 x8 23 cex
4 - . : .
Disintegration NMT 30 min. 11 min 23 sec
PosumHEHHA He memwe 70 % (Q) Bin sassnesoi kiapxocTi
nocaptany Ko yepes 30 XBUIHH. 102 %
5 T~ ;
Dissolution NLT 70 % (Q) of the labeled amount of Losartan
potassiwm in 30 minutes. 102 %
Cynporijisi oMilIky 1H-dimer —se Gimue 0,5 %. Hiwxue pisng BUIHAUECHHA
2H-dimer ~ e Ginsuie 0,5 %. Hitgue piBHs BE3HANCHHA
Cyma poMitok - ne Ginbure 1,0 %. Huskue pisHA BUIHAYEH A
6 . . .
Related substances 1H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
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Ne i/t Haspa anasizy Crenndixauin PesynbraTi ananisy
Sr. No. Test name Specification Test result
Kinnxicie Buznavess Big 47,5 Mr no 52,5 wmr nocapramy kauiio B | 49,88M r/rabn.
1 TabneTd (95,0-105,0 % pin sassienoi kinbxoeti). | (99,8 %)
7 Assay 47.5 mg 10 52.5 mg of Losartan Potassium in 1 tablet | 49.88 mg/tabl.
(95.0-105.0 % from the label claim). (99.8 %)
MikpoGionoriuna aucrora Saranpue  uMeno  aepobmux  mikpoopranismis
(TAMC) — ne Ginswe 10° KYO/r. <50 KVO/r
3aransye YHCIO AphKLKOBAX | iicenenux rpubis
(TYMC) - ne Ginvue 102 KYO/r. <10 KYO/r
Biacyrwicts Escherichia coli B 1 v npenapary. BincyTna
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

BUCHOBOK: / CONCLUSION:

TIpOAYKT BUIOTOBNEHO, YIAKOBAHO T4 IPOAHANIZ0BAHO SIIAHO 3 BUMOTaMH PpeecTpanifinoro noCKiAYEH .
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bixnosinae craunapram ta saMoram GMP. Ceprudirar Ne 080/2023/GMP
1t complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinen3ig 5a BUPOOHHIIBO NIKAPCLKUX 3ac0Bin: Cepist AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Lisn ninrepioxyto, uio Bei prpoGUHui cTanil ans i€l cepii rorosol Hpoiykuii Gymu spificreni 8 NOBHIR BIANIOBIAHOGY] 3 BIMOTAMH, JA3HAUCHIMY B YHILIA
wactanosi 3 GMP, 3aTBepiueHifi Miricteperbon oxoponi 310pos’s Ykpainy, i 3 BUMOraMH PECCTPALINHONO IOCKLE Kpailiel IPHINACHIA.

1 hereby certify that all the manufacturing 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.

Ximik-ananitix 3ap. nabopatopieio BKS | Hauansnnk BKSL YnopHosaxkena ocoda
Analytical Chemist [1QC Lab In-charge 1 QC Head Qualified Person
Ins"a/Name: fewicjee (- Cioermncls J i Sppae ot ﬁ’mcu fﬂéé"oe/f '
Tinmuc/Signature: / :// @:( . ~\/'.C“ paed %’; ) ftfa./é'lf-"‘éi?}/ a
Jero/Date SOy soltchy colelu | Arfi/ts
FP/670/24 Crop./Page Ne: 2 3/0f 2

Page 1/1



