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CEPTUDIKAT SAKOCTI]
CERTIFICATE OF QUALITY

Ha3zga fnipoaykTy:
Name of product:

KJIOCAPT?, tabneTy, BKPpUTI M1iBKOBOIO 060NM0HKO K
KLOSART®, filim coated tablets

Cuaa pit: Jlocapran kaniwo - 50,0 mr

Strength: Losartan potassium — 50.0 mg

Cepia Na/ Batch No.: SKB100! Posmip ynaxosiH / Package size:  Ne28 (14x2)
Peccrp. Ne/ A.R.No.: FP/0134/21 Tun ynaxkoskn / Pack type: Bnicrep / Blister
Pozmip cepii/ Batch size: | 500 000 Ta6/tab | Jdata surorosnenns / Mfg. date:  01.2021

Kin-11 ynaxosox / No. of packs: 26 785 Tepmin npugatHocti / Exp. date:  12.2023

Kpaina / Market: UKR

Peccrpaniiine nocsinuenns Ne: UA/RT65/01/02 TEpMiH il HeoOMexeHHH

Registration Certificate No.:

unlimited validity
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Ne n/nn Hazga anajgizy Creusdikanin PesyanTaTh anagisy
Sr. No. Test name Specification Test result
Onmic Kpyrni nsoonykni Tabnerk, BKpHTi niiskosoio | Biamosinae
| 0DOIOHKO0 XOBTOI0 KOTHOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
InenTHdixania Ha xpomatorpamax BumpoSosyBaHoro posuury i | Bianosinae
POZUMHY TIOPIBHAHHA, OJSPXKaHHX B poain
«KinpKicHe — BM3HAYEHHM», HacH  YTPHMYBaHHS
OCHOBHHX NIKIR MatOTh CIIBNAKATH,
- . ;
- Bisatticanch In Assay, the principal peak in the chromatogram | Complics
obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with reference solution.
Oa:HOpiARICTb N030BAHUX AV<L1 (L1=15,0) 5.2
3 OAMHNLE
Uniformity of dosage units AV<LI (L1=15.0} 5.2
PosznananHs He 6insime 30 xp. 13 x5 48 cex
4 Disintegration NMT 30 min. 13 min 48 sec
PosunrenHs He menme 70 % (Q) Bin sasenenoi xinnkocti | 100 %
nocapTany Kaniw 4eped 30 xeuauu.
g Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 100 %
potassium in 30 minutes.
Cynposiaui gominiku 1 H-dimer — ne Ginsie 0,5 %, Hitkye piBHg BH3HAYCHHA
2H-dimer — e Ginswe 0,5 %. Hinxue piBHg BH3HAYCHNA
Cyma nomiwiok — te Sinswe 1,0 %, Hinkge pisis sHasaucHus
J Related substances [H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %, BDL
FP/0134/21 Crop./Page Ne: | 3/of 2




Kuisebka diig ’ TOB «Kycym d).apm»
TOB «Kycym apa» Yrpaina, 40020, s.Cymn, syn. Ck

Ypaiua, 02092, m. Kuis, Ten.: +38(0542) 77-46-
BYIl. AJINATHHCRKA, 58 c-mail: infi
Tesr.: +38(044) 495-82-88, hake: 495-82-87 Mamm .7’/1””1
22
{‘*‘(\: ~-"-“*'»1
2 RACMYM AP l‘“;‘
No /m Ha3zga ananizy Cneundirania “ e]31y IhTATH m;fi@;pv
Sr. Ne. Test name Specification ‘( : Tes wesuj,( ‘:/ /
KinbxicHe BU3HAUCHHSA Bin 47,5 mr ao 52,5 Mr jocaprany Kaumiio B 1 fr'ﬁén# 7y /
Tabnerni (95,0-105,0 % Bix sasmsieHoi KimbKoCT). (IOI. A
L Assay 47.5 mg to 52.5 mg of Losartan potassium in | tablet | 50.89 mg/tabl.
(95.0-105.0 % from the label claim). (101.8 %)
MixpoGionoriuna uucToTa 3araisHe  uncio  acpobHUX  MIKPOOpPraHisMmis
(TAMC) — ne Sinpure 10° KYO/r, <50 KYO/r
3aranpHe YHCAO APDKMDKOBEX 1 muiceHesux rpubis
{TYMC) - ne Ginsuie 10* KYO/T, < 10 KYO/r
Biacyrnicts Escherichia coli B 1 r npenapary, Bineyrna
* Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g, <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10% CFU/g. < 10 CFU/g
Escherichia coli must be absent per | g. Absent

BHUCHOBOK: / CONCLUSION:

[IpoayKT BHTOTOBJICHO, YNAKOBAHO Ta MPOAHANIZOBAHO 3MiHO 3 BHMOraMH PCECTPaliiiHOro NocBiAucHHA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae cranpapram Ta BumoraM GMP. Ceptudikar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jlinensin Ha BHpoGHANTBO NiKapcbKuX 3acodib: Cepin AB Ne 598054

Licence for medical products production: Batch AB No, 598054

Ll 8 3acBisuyio, Wwoe Hasegera smne iHGopMania © ICCTORIPHOIO T2 TouHo10. [l cepilo npoaykiil Oyio BipofacHo (BEAIOYAOUN NAKYBAHHA/MADKYBAHHR) Ta
NPOBEACHO KOKTPOJIL 11 AKOCTI HA BHIE3a3RANEHIH AiNLHULI y noBHil BinoBiaHocTi 3 BrMoraMu GMP, BCTaHOBNCHIMH MICLICBIIM PETYTATOPHIM OPraHoM, a
TAaKOA BIANOBIAHO fo cncundikanil, 1o MiCTAThCA y peecTpauifisomy nocke abo Toprosifi niuer3il xpaiHu-BHpoGHMKa abBo kpaian-iMmopTepa, SKWE
npoayxuiic ivnoprosanc, 860 ¥ focke crenndikaiil Ha npenapar jUi A0CLAKYBIHOTO iKapebkoro 3acoBy. TIpoToKons BipobIHLTES, IAKYBIHHA TA AHAIIZIB
Gyno NepeTAAHYTO Ta BeTanosncno sianosianicte GMP.

1 hereby confirm that the above mentioned information is authentic and accurate. This baleh ol the produet was manufactured (including packing/marking) and
its quality control was performed at the site memtioned above in full concordance wilh the requirements of GMP imposed by local regulatory authority as well as
according 1o (he specifications included in the registration dossier or the trade licence of a manufacturer country or importing country i the product was
imported, or in the dossier of product specifications for the examined drug product. The protocols of menufacturing, packing and analyses were reviewed and
approved in complying with GMP,
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&) "QC Lab In-charge QC Head Qualified Person
lirrens »,*\ﬁ‘ ~ %
Im’a/Name: e ,;“ --IC AL Q‘?_u DLCrea 7 2 p{k(\w \Q‘}w'}v\&\l' “/fi Eiizer A2 ) i{:’;,
IMinnuc/Signature: ; ;,,s’ S LT ‘\H\\’?
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Vipasma, 40022, & Cymt, yn. CipGimaa, 54,
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CEPTHOUKAT KAHYECTBA
CERTIFICATE OF QUALITY

Hassanue npoaykra: KIIOCAPT®, rabaerky, nokpeitsic 06onoukoit no 50 mr Ne 28 (14x2) B 6nncrepax
Name of product: KLOSART®, film coated tablets 50 mg No. 28 (14x2) in blisters
Per. Ne: FP/054/11 Paimep cepuu: 500 000 tabn.
A.R.No.: FP/O34/11 Batch size: 500 000 tabl.
Cepua Ne: SKB1001 Koaunuecreo ynakosok: 17 857
Batch No.: SKB100! Number of packs: 17 857
Mfg. date: 03.201! Cpox roanocth: 02.2014
Jata naroroBaenua: 03.2011 Exp. date: 02.2014
Perucrpaunonnoe cannetenscrso No UA/8765/01/02 usmenennd ot 18.08.2009 Ne 609, nefictayer no 07.08.2013
Registration certificate No. UA/8765/01/02 changes of 18.08.2009 No. 609, is valid to 07.08.2013
MNe n/n [MapameTpsl Creundnkaung PeayapTarst
Sr. No. Tests Specifications Observations
i Omicasse Kpyrasie ABORKOBbIMYKbie rafieTky, | CooTBeTCTBYET
NOKpLITHIE 0B60NOYKOH KEATOro HBera.
Description Yellow, circular, film coated biconvex tablets. | Complies
2 Hoentudukauna Bpema ynepxusanna ocnosuoro nuka Ha | CoorsercTayer
XMOMATOIPAMME  MCTILITYEMOTO  pacTsopa,
nONy4eHHOH npw KONHHECTBEHHOM
OnpeasneH#n, A0JIZKHO coBnaialk <o
BPEMEHEM  YOCPKHBAHAA [MKA J0capraHa
{ KannA Ha XpoMaTorpaMme CcraHaapTHOro
pacTsopa (10CapTaH Kanna).
The retention times of Losartan potassium in | Complies
Identification the chromatogram of the assay preparation
corresponds to those in the chromatogram of
the standard preparation as obtained in the
Assay. B
3 ORHOPONHOCTL MACChl He Bonee 2-x u3 20 7abnetok moryr umets | O1-4,11 % 1o 5,56 %
TabaeToK OTKOMEHHR OT CpeaHeit macchi Bonee vem Ha
+ 7.5 % W HM OIHE K3 HUX HE LOSKHA HMETH
OTKIOHEHKA OT Cpeakei Macchl §onee uem Ha
+15%.
Uniformity of mass Not more than 2 of 20 tablets may deviate | -3.11 %10 5.56 %
from average weight more than + 7.5 % and
none of them may deviate from average
weight more than +15 %,
4 Pacnanaemocts He 6oaee 30 mun. 12 mun. 20 cex.
Distntegration Not more than 30 minutes. 12 min. 20 sec.
5 PacTeopenne He menee 75 % 33 45 mun, CooteetcTByeT
(82,75 % - 97,56 %)
Dissolution NLT 75% in 45 min. Complies
(82.75 % - 97.56 %)
FP/OS4/} | ; M2NTA”
TOB %ﬁ% of 2 on
| '\ﬂ\wm\«hmw"*““ h
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Mpoaaseu - TOB "Mneacapm NTA", MokynaTenk - CrinbHe YKPaTHCbko-ECTOHCHKE NigNPUEMCT @Q&r‘r’o&ap%\‘m 3 oBMex
Haknaaras Ne 20118, Or 23.08.2011, Tosap - KNOCAPT®, Tabnetku, /0, no 50 mr Ne14X2, cbaun SKB1001_0214_1-60315.t
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000 «Kycym Qapm»

Vigpanra, 40022, ¢ Cyb, yn. Crpatisa, 54,

Ten: +38 (0542) 7746 10, rex/thuc: 7746 11 Kusum Pharm
i 6 I ONHOPOMHOCTS CONSPKAHMNS: 85 %-115 %.

MocapTak xanus

Uniformity of content of
Losartan potassium

85 %10 L5 %,

98.61 % - 10520 %

7 KommecreenHoe
onpenenenwe: | TabneTka,
noxpuiTan ofonouxod,
coaepxut 50 Mr nocapTada
Kanus

O145 mMr 1o 55 mr
(90,0-110,0 %).

50, 33 mr/Tadn. (100,66%)

Kawnof nprmecn
CyMMbl pumecedt

Related substances:
Individual [mpurity
Total of Impurities

He Bonee 0,2 %.
He 6onee 0.5 %.

Not more than 0.2%.
Not more than 0.5%.

Assay: Each film coated tablet | 45 mg - 55 mg 0.33 mg/tabl. (100.66%)
contains 50 mg of Losartan (90.0% - 110.0 %).
potassium

8 ConyTeTBYOILHE NPUMECH:

0,043 %
0,087 %

0.043 %
0.087 %

Muxpoburoaoruueckan
4HCTOTA!

B ) r Apenapara ROMYCKAETCA
HaJlyuHe

BaxTepuh:

rpubos:

Gaktepuk Escherichia coli

Microbiological purity;
Total bacteria per g
Total fungi per g
Escherichia coli per g

£

He Gomee 10°;
p)
He Gonee 107,

NMT 10’ CFUs,
NMT 10° CFU/g.
Must be absent per | g.

He aonyckaeTcs Hankune B Ir.

Menee 10 KOE/T,
meHee 10 KOE/T,
Escherichia coli —
OTCYTCTBYET B IT.

<19 CFUfg.

<10 CFU/g,

Escherichia coli is absent per
I g

3AKJIXOUEHHE: nposyxT npon3seleH, YNakosaH H NPOTECTHPORAN B COOTBETCTBHM € TPebOBAHHAMU PETHCTPALIMOHHOrO
ceuneTenserea. OTReyasT TpeGonaHnaM u cTangapram GMP.
CONCLUSION: the product is manufactured, packed and analyzed as per Registration Cermificate requirements. }t complies

with GMP standards and requirements.

3ap. maGoparop

Hara:
Date:

In charge onC%

Helt OKK: Menemxep OKK:
QC Manager:
HaTa:
Gk Date:

Havannrwk OOK:

QA Head: ‘\,Q,Y‘V/
Nara:

Date: B \%\OL‘]?&‘

FP/054/11

poaasel, - TOB "neadapm TTA", Nokynatens - CninbHe YKpaiHCBKO-ECTOHCHKe nmnpuemm’s@ﬁ
Haknagxast Ne 20148, OF 23.08.2011, Tosap - KNOCAPT®, TabneTku, /o, no 50 mr Ne14X2, Qamh
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Kuipcnka diiain

TOB «Kveym Dapai»
Vipaina, 02092, s Kiie,
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TOB «Kycyym $aps»
Vipaina, 40020, mCysti, ey, Crpabina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

Kusum Pharm

CERTIFICATE OF QUALITY

CEPTHDHKAT KAUYECTBA

Hasranue npoayrsra: KJIOCAPT®, TaGnerks, RKPHTI RNIBKOBOIO 060:I0HKO10, 110 S0 M Ne28 (14x2 e i ‘:

Name of product;: KLOSART®, film coated tablets, 50 mg No.28 {14x2) in blisters

Per. Ne: / A.R.No.: FP/0971/20

Pa3sep cepun: / Batch size: 500 000 Ta6u. / tabl.

Cepusi Ne: / Bateh No.: SKBKOI1S

KoauuecTno ynaropok: / Number of packs: 14 839

Tlara naroroaennn: / Mfy, date: 11.2020

Cpox roiocty: / Exp. date: 10.2023

Peructpaimsonioe cBujerenerso Ne UA/BT65/01/02, TepMin alT HeoBMexenHi
Registration certificate No. UA/8765/01/02, unlimited validity

Ne n/nn Ilapamerpsl Cucnnpnurauns PeiyanTaTnl
Sr. No. Tests Specifications Observations
1 Onuc Kpyrni  asoonykai  Tabnerxst,  skpHTi | Bianosinac
NAIBKOBOIO 000JI011KOI0 KOBTOI'C KOALOPY.
Description Yellow, circular, film coated biconvex tablets. | Complics
2 [menTugixania Ha xpomarorpamax aunpobosysanoeo posuiny Biarosinae

Identification

i posuuny nopieuansa, OICPKANNX B PO3AIN
«KinbKicHe BH3HAHCHHAY, dach YIPHMYBAHHA
OCHOBHHBX MIKIB MaloTh CIIBIAAATH.

In Assay, thc principal peak in  the | Complies
chromatogram obtained with test solution has
the same retention time as the principal peak
in the chromatogram obtained with reference

solution.
3 O:HOpiAHICTD N030BAHHX AV<L! (LI=15,0) 3,1
OMHHHOYL
Uniformity of dosage units AVZLI (L1=15.0) 3.1
4 Poznagasisi He 6inswie 30 xs, 12 xB 58 cex
Disintegration NMT 30 min 12 nin 58 sec
5 Po3umieHs He menwe 70 % (Q) sia sassnenof kinbkocri | 96 %
npocaprany Kanilo uepes 30 xsuuum.
Dissolution NLT 70 % (Q) of the labeled amount of | 96 %
Losartan potassium in 30 minutes,
6 Cynposinni 1oMilKH 1 H-dimer - ye 6inbwe 0,5 %. Hitxue pisHa Bu3Hauenns
2H-dimer — ne Ginbe 0,5 %. Hipkue pipnsg BH3HAMCHHS
Cyma domiwox — He Sinbie 1,0 %. Huskue pisns su3natieHis
Related substances 1 H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
7 KinbkicHe BU3HAMCHHR Bia 47,5 Mr no 52,5 Mr asocapmaity Kaai 8 | 50,81 mr/rabn.

Assay

| TaBneTui (95,0-105,0 % mia sasenenol | (101,6 %)
KITBKOCTI).

47.5 mg to 52.5 mg of Losartan potassium in | 50.81 mg/tabl.
(1

]
/

L (U

FP/0971/20

24 4 G303 AIF/

1 tablet (95.0-105.0 % from the label claim). 01.6 %)/

L Crtpannia Ne: [ n3 2
/7 PageNo.: 1of2




Kuiscenka dictia

TOB «Kyeym Dapa»

Vipaina, 02092, m.Knis,
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Ten.: +38(0542) 77-46-10, dawre: 77-46-11

Kusum Pharm
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Ne u/n IMapamerphl Crnemuduranis %\ ,Pezr\fh'l,“i‘ain.i M
. . eI Hbimadiitig i
Sr. No. Tests Specifications 2 \Dbseryations
8 MikpoGionoritna THCTOTa Jarabiic MMCA0 acpPOBHHX MIKPOOpramizmis '

Microbiological purity

{TAMC) - e Binsine 10° KYO/T.

3arwisHe UHCTO APDKAKOBHX 1 [IICEHEBHX
rpu6is {TYMC) — ne Ginswe 10> KYO/T.
Bincyriicts Escherichia coli s | r npenapary.

Total acrobic microbial count

(TAMC): NMT 10° CFU/g.

Total combined yeasts and moulds count
(TYMC): NMT 10* CFU/g.

Escherichia coli must be absent per 1 g.

smenwe 10 KYO/r
Escherichia coli — BincyTHs B
lr

<50 CFU/g

<10 CFU/g
Escherichia coli is absent per
l g

3ARJIOYEHHE; nponykr npon3ncici, ynakopal H NPOTCCTHPOBaH B COOTBCTCTBIN © TpeboBalHAME PErHCTPALHOHHOID
cruactensersa. Otreuact tpeGonannam n crangapram GMP, Ceprudurar Ne 009/2020/GMP
CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. It complies

with GMP standards and requirements. Certificate No. 009/2020/GMP
JhuiicH3ns Ha NPOM3BOACTBO fckapeThennbix cpeacta: Cepua AB Ne 598054
Licence for medical produets production:

Batch  AB No. 598054

XHMHUK-aHATHTHE 3am. nayansunka OKK | Havansuuk OKK YnonHoMOueHHOE HILO

Analyst "Deputy QC Head ;QC Head Qualified Person
fmsiName: e e \3‘ ad Sl 0RRES TS Fe '{l,?l '\"“';_«-y'“f"f‘ ._,%g;% e EEL’L/{,C . x{[}’
Moanncw/Signature: e [ 2% \ h-p V«{'}."{f“’g’(‘f‘f"{‘g( f{’;{?-?/(
Hata/Date: i F ¥ g 4 \ 12 \? G ':fyf”;zf ,/ [L

FPR/I0971/20

Crpannua No: 213 2
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