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CEPTH®MIKAT AKXOCTI
CERTIFICATE OF QUALITY
Ha3sa npogyxry: IJTOCAPT®, TaGnerin, exprri niskorow obononxero, no 100 mMr
Naine of product: KLOSART®, film coated tablets, 100 g,
Cuia gifs Jlocapran kanito — 100,0 mr
Strength: Losartan potassium ~ 100.0 mg
Cepist Ne / Batch No.: SKC3038 Poamip ynarosicn / Package size:  Ne30 ( 10%3)
Pecerp. Mo/ ALR.No,: FP/o710/23 Tun ynaxopwi / Pack type: Baictep / Blister
Poamip cepii/ Batch size: 1200 000 Tab/tab | Harta suroTopnenns / DMfg. date:  08.2023
Kin-th ynakonow / No. of packs: 40 000 Tepatin npumaTioeri f Bxp, date:  07.2026
Kpaina f Market: UKR

Pecerpanifine nocsinuess Ne:
Registration Certificate No.:

TepMin AiT HeoBMemenu

UA/8765/01/03 unlimited validity

Ne n/n Haspa ananiay Crenmdiranis Pesynsrany ananizy
Sr. No. Test name Specification Test result
Onue Kpyrni nsoomyxni Tabnerku, BrkpuTl Iuisxonoro Binnoeinae
i 0B0AOHKOIO HKOBTOrD RONBORY.
Description Yellow, circular, ilm coated biconvex tablets. Complies
Inewrniirania Ha xpomarorpamax BHIpoGoBYBaIOTO po3undy 1| Bianosinac
po3tMBY TIODIBHAHHA, OmEpRaMMN B ORI
«Kinbkicne buanauemmn», uacy YIPHMYRBAHRS
OCHOBHIX HiKiB Ma1OTL CniBnanaT.
2 ldentification In Assay, the principal peak in the chromatogram | Complies
obiained with test solution has the same refention
time as (he principal peak in the chromatogram
obtained with reference solution,
OnnopinnicTs nozosanmx AV=L] (L1=15,0). 2,5
3 OJIHHHUL
Uniformity of dosage units AV<LI (L1=15.0). 2.5
Posnaganna He Ginsme 30 xb, 16 xn 21 cex
4 - . . . ;
Disintegration NMT 30 min, 16 min 21 sec
Pozupuenus He memure 70 % (Q) pin 3asmicHol KAbROGT] 96 %
llocapTaHy kanilo yepes 30 xpumuy,
5 " . :
Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 96 % ]
potassium in 30 minntes, i
Cynpopinni poMiwkn 1 H-dimer — e Ginrwe 0,5 %, Hue pisng sn3pavenns
2H-dimer - y1e Ginbue 0,5 %. Huzee piBun prznavenna
Cyma nomimox — ne Ginbine 1,0 %. Hereue pinag suanavenss
% | Related substances IH-dimer; NMT 0.5 %, BDL
2F-dimer: NMT 0.5 %, BDL
Total impurities: NMT 1.0 %. BDL
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Ten.: +38(044) 495-82-88, daxc: 495-82-87
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TOB «Iycyat hapmy

Yxpaiua, 40020, m.Cymu, syn. Cxpatiua, 54
Tex.: +38(0542) 77-46-10, daxc: 77-46-11

e-mail: plant@kuswm.ua
wwaw,kusunua

Nen/n Hazna ananisy Cremnpirauis PesyapraTn ananisy
Sr. No. Test name Specification Test result
Kinekicrne nyspavenys Bing 950 Mr no 1050 mr fiocaprany kanito B | 98,8 mrfraGi.
1 TaGneruti (95,0-105,0 % bin sasssenol xinekoetd). | (98,8 %)
? Assay 95.0 mg to 105.0 mg of Losarian potassium in | 98.8 mg/tabl,
tablet (95.0-105.0 % from the label clains). (98.8 %)
MixpoGionoriaxa yncrora 3araneHe  wncmo  aepoSmi Mikpooprauizmis
(TAMC) — ne Ginuuwre 10° KVO/T. <50 KYOn
3arankue yneno ApihxEoOBNX | Tmicenenix puGin
{TYMC) — se 6ineme 102 KVO/r < 10 KYO/r
Biacyrricts Escherichia colin 1 r npenapaTy. Bineyvris
8 Microbiological purity Tolal acrobic micrabial 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 absentper 1 g, Absent

BHCHOBOK: / CONCLUSION:

Mpoaykr siroTonicno, YNAKOBAHO Ta MPOAHANIIONANO0 IFiAHO 3 BUMOraMHy peecTpanifinoro noceigyeHns.
The product is manufactured, packed and analyzed as por requirements of Registration Certificate.

Binnosizae crammapras Ta numoram GMP.

It complies with GMP standards and requirements,

Jlivensis ua supobunuTee JKAPCERUX 33C051D;
Licence for medical products prodnction:

i nizmeeproryo, wo sei pupoSin

CTAniT A wiel cepit roTonod
nacraoni 3 GMP, sameepwenii Minicrepersam oxoponn 3nopon’s Vi

Ceprroirar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepist AB Na 598054
Bateh AB No. 598054

Ministry of health of Uksaine and with the requirements of the Marketing Authorisation file of the destination country.

POIYKIET Gynst arilitueli B noviift sinnopimoeT 3 BUMOFUMS),
Kpaii, i 3 suvoramis PLECTPALINIHOFD I0CLE HPATHH TIPICSHALEIINS.

I heseby cenify that all the manufacluring stages of this batch of finished product

IWHAICHEIL B CIHHIH

hisve been earried out in full compliance with the GMP requireinents of the
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Ximig-anpanitux aB. naGoparopicio BKA | Hatansnik BKA Ynosrosaxena ocoba
Analytical Chemist QC Lab In-charge QC Head Qualified Person
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Miarme/Signature: (//4?4 A C-‘{m.) _ %l\lw k/f[(f,@ ¢eietor ”M&i/
flmpus arfosfes e Wlogln [ s/p0fss 7
T ) &
FPOTION3 T

Page 1/1

Crop./Page Ne: 2 a/af 2




JLIETDAPM

Ao Q
Kniseria finis mﬁé‘;‘%@fﬁ'&?“
TOB «Kycyy apam- i
CEPTMRIKATIR

Yipaiua, 02092, s uis,
BYN. AjiMariHeLRa, 5§
Ten.: +38{044) 495-82-88, (ake; 495-8

TOB «lyeys drapam

g% Ypaina, 40020, 2.Cyvar, ayn. Crpabina, 54
Ten.: +38(0542) 77-46-10, draxe: 77-46-] 1

e-mail: plant@kusuni.og
www kusum,ua

CEPTHDIKAT AKOCTI
CERTIFRICATE OF QUALITY

Hassa npopyrry:

Name of product: KILOSART®, film coated tablets, 100 me

KIIQCAPTS, 1abnerxn, BKPUYT niBKOBOIO oBonorxoro, no 100 mr

Chaia aifs Jlocaprau xanito — 100,0 Mr

Strength: Losarian potassium — 100.0 mg
Cepia Ne / Batch No.: SKC4004 Posmip ynawonku / Package size:  Me30 (10=3)
Pecerp. Ne / AR No.: FP/Q208/24 Tun ynaconkn / Prek type: Brictep / Blister

Posarip cepit / Bateh size:

1200 000 Tabltab | Hara nuroTosmenns / Mfg, dater 03,2024

Kir-rs ynawosoic / No. of packs: 40 000 Tepmin npuparsocri/ Exp. date:

02.2027

Kpavia / Market: UKR

Pecevpauiiine noesinens Ne: UA/8765/01/03 TePMin Al HeoBMexeHMIT

Repistration Cerfificate No.:

unlimited validity

Ne n/ne Hasga amagnizy Cnenndikauin PesynnTaTn ananisy
Sr. No. Test name Specification Test result
Onue Kpyrni mmoonyini TaGnerin, vrpyti rmiskopoio | Binnosigae
| oBonolko10 s:KoBTOrO KOABOPY.
Description Yellow, cirenlar, §ilm coated biconvex tablets, Complies
Ineurndixauis Ha -xpomatorpavax sunpoSosyzarioro posunny i | Bimnosigae
posunsy NOpiBHAMHA, omepxamMx B poanini
«Kinpxicre BH3HAYEHHA®, YACH  YTPHMYBAMHA
OCHOBHHX Nikin MaloTh cisnazaTiy,
2 Identification I+ Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same retention {ime
as the principal peak in the chromatogram obtained
with reference solution,
Onwopinnicrs fo30nanMx AVZL] (L1=15,0). 3,9
3 OMHHLG
Uniformity of dosage units AV=L] (L1=15.0). 3.9
Po3nananus He Binemre 30 xp, 11 xB 45 cex
4 Disintegration NMT 30 min. 11 min 43 sec
Posunnenns He meume 70 % (Q) mix sasnnenol KimbkocTi | 102 %
nocaprany xkaniio vepes 30 xpunun.
g Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 102 %
potassinn in 30 minutes.
Cynponiymi noMimxn 1 f-dimer — pe Ginntie 0,5 %. IHnxue pisng sHanavems
2H-dimer - 1e Sinnme 0,5 %, Hisiue pises Busnavenns
Cyma gominrok — ne Bisie 1,0 %. Hivxwe pizng smsnauennsg
6 Related substances [H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %, BDL
Total impurities: NMT 1.0 %. BDIL,
EFP/0208/24 Crop.fPage Na: [ s/of 2
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Yiepaina, 02092, m.Knis,
BYA. AnMaTunckka, 58

ol AENIPAPM

o)
2
>

7

ATH 4] _
Insudindyinnui @
kua 20075801 ]
Ang =
CEPTUGIATIR =]
q{—‘:
Ylise Fharu

TOB «XKyeys BMapam

Yipaina, 40020, a.Cynau, syn. Cxpsbina, 54
Tes.; +38(0542) 77-46-10, axe: 77-46-11

e-mail: plant@kusum.na
www.kusum.ua

N n/n Haspa aanizy Creunpikanis PeaynsraTit ananisy
Sr. Mo, Test name Specification Test resule
KinpxricHe pusHagenmy Big 950 mr o 1050 wmr hocaprady waniio B | 104,9 Mr/taGa.
1 Tabnerni (95,0-105,0 % Bix 3aspnerol Kinsxocr). | (104,9 %)
7 Assay 95.0 mg to 105.0 mg of Losartan potassium in 1 tablet | 104.9 mgftabl.
(95.0-105.0 % from the Jabel claim), (104.9 %)
MixpoGionorivka umerora Saranee uncno  aepoBlmx mixpoopranisain
(TAMC) —ne 6imme 102 KYO/r. < 50 X¥O/r
3arancHe THCRO APIKIOHOBUX 1 DhicenenHX rpuGis
{TYMC) - ne 6inpuse 102 YO/ <10 KYOIr
Bincyrnicts Escherichia colin 1 npenapary. Bincyrha
§ Microbiological purity Total aerobic microbial count {TAMC):
NMT 10° CFU/g, <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g, <10 CFU/g
Zscherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

Npoaykr surotosneno, ynaxosano Ta NPOZIARIZOBAHO FTi/HO 3 BUMOrAMK

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crauzapram Ta sinioram GMP.

It complies with GMP standards and requirements.

Jlinensia ua ypaGigrsg NIKAPCLKUX 3acoBin:
Licence for medical products production;

Ceprudirar Je 080/2023/GMP
Certificate No. 080/2023/GMP

Cepia AB Xe 598054
Batcl: AB No. 593054

peecTpaniiinoro nocsiguenns,

Lt nizmucpuvkyio, wo pci BupOGHuYI cranii Ana nie cepst rovouol npoAyxiT Gynu 3niiicueri » ol vinosignoed 3 DIMOTAMSE, 3ASHAUENNMI B MNBHIS
uacranom 3 GMP, aaraeprmenitt Minicreporoon GXOPONN 320pon’s YRpalit, | 3 BHMOrAMN peccTpaiTingro 10oLe KPATIN RpHanaveiia.

I hereby certify that all the manufactaring stages of this bateh of finished product have been canded ot in fll compliance with the GMP requirements of the
Ministry of healih of Ukiaine 2id with the requirements of the Marketing Authorisation file of the destination COoUwNny,

Ximix-ananirix 3as. naboparopieio BKS | Mavanpuur BKS Ynosionasena ocoba
Analytical Chemist [ QC Lab In-charpe QC Head Qualified Person
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