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CERTIFICATE OF QUALITY

KnocarT?, Tabnerky,

Hasea NHoRYRTY: BKPHTI nitigioRoKO 660}10}1;:010,_ 1o 50 sar

 Name of product: KLOSART®, film coated tablets, 50 m
Cha pif: Jlocapran kanjio — 50,0 mr

Strength: Losartan potassinm — 50.0 mg

Cepinr Ne/ Batch No.: SKB3005 Poamip ynaroprn / Package size: Ne28 (14x2)
Peeerp, N/ AR.No. - EP/323/23 Tan Ynakewicn / Pack typis _ Baicrep / Blister

Poamip cepii/ Ratel sizo:

1 500 000 rasitab | flara BireTonenna / Mig, date; 84,2073
Kin-rh, ynarenox / No, of packs: 53 573 Tepmix npwgarsocri / Exp, date: 032026
Kpaiua / Market: UKR

Peecrpaniiine nocsiguenya .N'_zm UA/RT65/01/02 T TepMil AiT HeoBmemerl.

Registration Cortifiente No.: unlimited validi

Cresurpircanin
Specificaion
Kpyrai  asoomnysni TabneTiy, nxpum nAIBKGA0I0
obononxoio MopTore XOnLopy,

Pﬁ;Ybelja'l‘I! EHED Y
Test result
Bimnosipae

Hazea auanisy
Test name

Onne

Description Yellow, cireniar, film coated biconvex 1zblets, Complies

Ha XpoMaTorpamax BHIPOGOBYBANOTD pozuitny i | Bignosinae
Bo3mury  popinimna, OACPEABEX  B. poupin
«Kinexicne . BH3RAYeHRMY, wacy YTpunyBanHA

OCHOBHHX KB MdtoTs CIHBDagaTH,

I,qemmpixauix

In Assay, e privicipal peak in (he shroimatogram Complies
obtained with et solution ‘has the same retention
time ai the principal geak i the chromatogram
obtained with reference solution,

AV=LY (L1=15,0),

Identification”

Onwopinniors, BO30BORHK
OTMHHI,

Unitormity of dosage units AVEL] (L1=15.0),

12 x8°5Q cox
12 min 59 gec

He Gintine 30 xz,
NMT 30 min,

He meriie 70 % Q) Bl 3a8BACHOI Kinbkocr
TOCAPTARY KAnDO Yepes 30 XBHIARH,

NLT 70 % (Q) of the labeled amount of Losartan
potassium in 30 minutes,

LH-dimer — ye Ginpuro 0,5 %.
ZH-dimer - ne Ginsue 0,5 %.
Cyma siomizrox — ne Binnme §,0 94,

Posmaniisia

Disintegration

Posyunenng

Dis,sollmioz_l

Hisie pipnsg BHIHAYCH s
Huskae pistg sronasennyg
Husoe pinny BHZHaTEHL

Cynposinni gomimxn

Related substances tH-dimer: NMT 0.5 %. B,
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
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Kniuenea dinisy

TOB «Kyeyn Dapaem
TOB «Kyveysr g pars ‘

Vepaing, 40020, 14,Cyagp, By, Ckpadiug, 54

Yipaina, U209, 3. Ksi, A Ten.: +38(0542) 774610, gare: F7-46-11

sy, A.-m-a-mnc:,xa, 58 CEPTVKDIKATIP ‘ e-mail: plantg@kasym.ug

Tem: 13800443 495-82-88, paxe: 495-1 N .7)/262/"}15 WKL, pa
et N fo&n-me‘r‘}~ e ooy e

Pesynrrary ananiay
~ Test result

Creundinanin
Spectfication

Hazea ananjy
Test name

No nifm
Sr. No,

Kinexicne susmavenng Bin 475 s no 52,8 wmr Nociprany  kaniio 48,87 mi/rab;
1 ra6netui (95,0-105,0 9 Bift saABIeHOT Kinbxoor), | ( 99,7 %)

Assay 47.5 g to 52,5 mg of Losartan Potassiar it 1 tablet 49.87 mg/tab).
(95.0-185.0 % from the labe] claim), 99.7 %)

MixpoBionoringa unerora 3aranché  wieng aepofuux MiKpOOpragismin
(TAMC) - 11e Sinpige 103 KV O/,

Jaranere wicno APERIBKOBHX 1 iiconenix Tprbip
{TYMC) - ne Ginpime 102 KYOrr,

Bineyriicts Escherichid coli 5] p npenapaty.
Total aerabic microbial count {TAMC),

NMT 16 CFU/g, '

Total combined yeasts_}nmqlds_counr'(TYMC):
NMT 10° CFUYg,

Excherichia coli must bo absent per | .

< 50 KV Qi

<10 K¥Ore
'Bi.i_zcynvi

Microbiolagical purity

<50 CPUjy

<10 CRU/g
Absent

BHCHOBOX: / CONCLUSION:

Mpoayer RUTGTORNEHO, Yuakosano T& npoadanizosano ariguo 3 BHMOTaMH peecTpanifinoro TOCRLHEHMS,
The product is manufactured, packed and analyzed as Per requirements of Registration Certificate.

Binnosigac CTARAANTAM T0 BHMOTaM GMTP, ‘ Ceprudicar Mo 009/2020/Gmp
Tt complics with GMP standaris and.requirements, Certificate No, 009/2020/GMP
Jigensig pa BUPOGHHITRO Mikapcniix 3acobin: Cepix AB M 598054

Licence for medical prodycts production; Batch AB Ne, 398054

, 2a

Ehereby cenify that 8l the manfacturing 514ges of this barch 6f finished product have béeh carried ouf in it complinnce with the GMP requiremenis of the'

Mitiistry ofheaiih of Ukraine and with the requirements of the Markeling Authorisation file of the destinating couniry,

YroBroraxena acofa

Kisix-anamityg Sas, nabopatopicio BICS
l (Qualified Person

Analytical Chemist | QC Lab In-charge
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Hianve/Signature: HOfee Peite,

Hara/Date:

TPaase, T
FPA0323/23 Crop./Page No: 2 2/of 2

Page 1/1




