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TOB «Kycym Dapm»

Yrpaina, 40020, m.Cymu, Byn. Crpsling, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

e~-mail: plant@kusum.ua

By, AJIMaTHHCBKA, 58
Ten.: +38(044) 495-82-88, (lJaKC 495-82-87 %Mﬂm .7) /zafm www. kusum.ua
CEPTURIKAT AKOCTI
CERTIFICATE OF QUALITY

Hasga Hﬁonymy: KJIOCAPT®, Tabnerxy, mcpn'rl nmmc‘;;om OGOHOHKO}D, 10 50 ML
Name of product: KLOSART®, film coated tablets, 50 mg
Cuna nil Jlocapran xanio — 50,0 Mr
Strength: Losartan potassium — 50.0 mg _
Cepia Ne/ Batch No.: SKBBOOQ Posmp YHAKOBKY / Package size: N084 (14><6)
Peecrp. Ne/ A.R.No.; FP!OSOS/ZB Tun ynakoeks / Pack type: Bmm ep / Bhster
Poamip cepit / Batch size: 1 500 000 ta6/tab | Xara surorosnenus / Mfg. date: 06.202;3
Kin-rb ynaxkosok / No. of packs: 17 857 Tepmin npupatinocri / Exp. date: 05,2020
Kpaina / Market: UKR
Peccrpaniiine noesiguennst Ne: UA/8765/01/02 TepMiH il HeOOMeXeHNH

Registration Certificate No.:

unlimited validity
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Ne n/m Hassa ananisy Crieundikauis PesynnTaTi ananisy
Sr. No, __Test name Specification | Test result
Omnuc Kpyrai. msoomyxni- Tabuerks, Bkpuri miiBkoBoy | Binmoinac
; 000JI0HKOI0 XOBTOIO KOIBOPY.
Description Yellow, circular,.film coated biconvex tablets, Complies
) menTHdpikanis Ha XPOMATOrpaMax BANPOGOBYBAHOrO poattm-zy i | Binnosinac
PO3YHHY TODIBHAHHA, ONEPKAHMX B  PO3NINI
«KinpkicHe  BU3HAUEHHA», YACH  YTPUMYBRHHA
OCHOBHEX NIKiB MarOTh CHiBIANATH.
Identification In 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.
ONHOPINHICTD HO30BAHMX AV<L1 (L1=15,0). o 2,6
4 ORHHMILb
Uniformity of dosage units AV<L1 (L1=15.0). 2.0
PosnaganHa He 6uibine 30 xn. 12 XB 4 cex
* Disintegration NMT 30 min. 12 min 4 sec
Posunnenns i He menmme 70 % (Q) Bim 3asBjieHOT KiNBKOCTI ) |
nocapTany Kauiio uepes 30 XBUIWH. 100 %
? Dissolution NLT 70 % (Q) of the labeled amount of Losartan
potassium in 30 minutes, 100 %
CynpoBinHi KOMILUKH 1H~dimer — ne Ginbiue 0,5 %, Huxue piBHSA BH3HA4EHHA
2H-dimer — He 6ineie 0,5 %. Hwkue piBHA BH3HAYCHHS
Cyma nomilnok ~He 6ineie 1,0 %, ocmmzmmn, Huxye piBHa BU3HAUCHHS
c-"'" ' 1, Mo Ty ‘
. - -;\ \ i I}A ,"l : H \,:‘Mﬁ'
0 Related substances 1H-dimer: NMT 0.5 %, - **‘"'"ﬂ--f’:_f a:“::»i\ BDL
2H-dimer: NMT 0.5 %. . N ;
Total impurities: NMT 1.0 § ' !‘f'i”‘ PAT O\
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Kniscnka disis P TOB «Kycym Dapm»
TOB «XKycym Dapa» - Yipaiug, 40020, m.Cymu, Byn. Cxpalina, 54
Yxpaina, 02092, m.Knis, M Ten.: +38(0542) 77-46-10, paxe: 77-46-11
BYJ, AJMATMHCEKA, 58 " e-mail: plant@kusum,ua
Ten.: +38(044) 495-82-88, daxc: 495-82-87 /ﬁumm .79 harin www.kusum.ua

Nen/nmo ~ Haina ananisy Cneuucbir&aﬁia Pe3yabTaTH AHAJI3Y
Sr. No. Test name Specification Test result

KinbxicHe BH3HAYEHHSY Bin ‘4‘7,5 M 10 52,5 Mr jlocaprany Kkamio B 48,82-MI‘/T361T.—
1 Tabnerui (95,0-105,0 % min sassnenof kinpkocti). | (97,6 %)

7 Assay 47.5 mg to 52.5 mg of Losartan Potassium in 1 tablet | 48,82 mg/tabl.
(95.0-105.0 % from the label claim). (97.6 W)

MixpoGionoriyna uHucToTa 3aranbHe 9uCH0  aepofHHX  MIKpOOpramnizMis
(TAMC) — ne 6inswe 10° KYO/r. < 50 KYO/r

3arankte yucno ApbrLkoBuX i niicenesux- rpubis
(TYMC) — ne 6inpie 102KYO/T. < 10 KYO/r
BincyTuicts Escherichia coli v 1 T npenapary. Bincyrus

Microbiological purity: Total acrobic 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

BHICHOBOK: / CONCLUSION:

TIpOAYKT BUFOTOBNEHO, YNAKOBAHO-TA IPOAHANI30BAHO 3TIAHO 3 BUMOrAMH PECCTPALiHHOTO NOCBIAUEH .
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosizae crannaptanm Ta sumoram GMP. Ceprindixar Ne 009/2020/GMP
It complies with GMP standards and requirements, Certificate No. 009/2020/GMP

Jlinenzis na BHpoBHMLTEO NiKApCLKUX 3ac00iB: Cepist AB Ne 598054
I.icence for medical products production: Batch AB No. 598054

L1um nireepivkyio, W0 Bei supoSHmui cTanil ans uiel cepii rovosoi npoxykuii 6yau spilichedi B NOBRIl BIANOBIAHOCT] 3 BHMOTaMH, 3A3HASHHMIL 1 YHmi
iactanosi 3 GMP, sarsepwkeniit Minictepeysom oxoponn 350pos’s YRpailiy, | 3 BUMOTaMH PEECTPAIGHIOID OChE KPaiH¥ NPHSHAYNCHIA,

I hereby certify that all the manufacturing stages of this batch of finished produet have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirerents of the Marketing Authonsation file of the destination country.
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Analytical Chemist { QC Lab In-charge QC Head Qualified Person
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Im’s/Name;:

IMignuc/Signature:

JlaTta/Date:
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