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Yipaina, 02092, s Knis,
BYJL ANIMATHHCREKZ, S8

Ten.: +38(044) 495-82-88, paxc: 495-82.87
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CEPTH®IKAT SIKOCTI =
CERTIFICATE OF QUALITY - -
. CAN KoL
Haapa nponyrkry: KJIOCAPT®, tafnetkn, BKPHTI INIRKOROIO 06GNOHKOI0 “@Mﬁ\
Name of product: KILOSART®, film coated tablets AlHA, u.
Cuaza nii: Jlocapran kanito - 100,0 mr
Strength: Losartan potassium - 100.0 mg
Cepia Ne/ Batch No.: SKC1017 Posmip ynakorxn / Package size: N2100 (10x10)
Peectp. Ne/ A.R.No.: FP/0291/21 Tun ynaxosku / Pack type: Bnicrep / Blister
Poamip cepii/ Batch size: 500 000 Tab/tab Hara Burorosacuus / Mfg. date:  04.2021]
Kin-Tn ynakonoxr / No. of packs: 5000 Tepmin npuaatnocri/ Exp. date: 03.2024
Kpatna / Market: UKR
Pecctpaniiine nocsiguenna Ne: TEePMiN AIii HeoBMmeske Mt
Registration Certificate No.: VARG unlimited validity
Ne n/n Hassa anauxizy Crenudikanin Pesynrvrarh ananisy
Sr. No. Test name Specification Test result
Onnc Kpyrni nsoonyini TaGierxu, BKPHTI nniBkosoto | Binnosinae
| 060M0HKOI0 #aBTOTO KONLOpY.
Description Yellow, circular, film coated biconvex tablets, Complies
Inenrudixkania Ha xpomarorpamax BHNPOGORYBAHOTO posunny | Binnoginae
PO34MHY  NOpIBHAHHEA, oOmepKauux B po3aini
«Kinekiche  wussavenHs», uacw YTPHMYBAHHS
OCHOBHHX MiXiB MAOTh CHIBNAAATIH.
4 Idestification 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,
OnuopinnicTs n030BaHMX AV=LI (L1=15,0). 5,8
3 ONHHHLL,
Uniformity of dosage units AV=LI (L1=15.0). 5.8
Poznananus He Ginswe 30 xxn. 15 xB 17 cex
. Disintegration NMT 30 min, 15 min 17 see
Pozunnenns He meume 70 % (Q) sia sassrenol KinpkocTi | 101 %
JocapTany kaniro yepes 30 xsunmir,
4 Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 10] %
potassium in 30 minutes.
Cyniposinui nomigu {H-dimer - ne Ginbue 0,5 %, Huxcue pinna suznavenns
2H-dimer - we Ginpuwe 0,5 %, Hipicse pisns susnavecng
Cyma noMimmox — ne Ginsme 1,0 %. Husiye pins Bu3naucHus
B Related substances {H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
FP/0291/21 Crop./Page Ne: 1 3/0f 2
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Ne ii/n Haipa ananisy Creuudixanis T —— ’:‘j
Sr. No. Test name Specification N I;f'?s;t;i'ségplt ‘},ﬁ
KimukicHe sm3navenus Bin 95,0 Mr no 1050 wmr Jlocaprany xaniio B 1 | 10 ; _c*{‘*"’
Tabnerni (95,0-105,0 % rix 3asenenol KinhkocTi). (101, =
! Assay 95.0 mg to 105.0 mg of Losartan potassium in 1 | 101.2 mg/tabl,
tablet (95.0-105.0 % from the label claim). (101.2 %)
MixpoGionoriuna uncrora Jarambie  wmeno  acpoBrux MIKpoOpraniimis
(TAMC) — ne Binbwe 10° KYO/r, <50 KYO/r
3aranbie YHCA0 IPDKIKOBHX i nniceHesux rputis
(TYMC) - ne Binse 10° KVO/T, <10 KYO/r
Bincyrnicts Escherichia colip 1 v tipenapary. Bigcyrua
§ Microbiological purity Total aerobic 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 perlg. Absent

BHCHOBOK: / CONCLUSION:

Mponyxr BHT'OTGBIICHO,

The product is manufactured, packed and analy

Bianosinae cranzapram ta BuMoran GMP.,

It complies with GMP standards and requirements.

Jliuensis na snpoGuuurso NiKapesxux 3acobis:
Licence for medical products production:

It 7 sacaipiaylo, wo waseacua phime indopmania ¢ HOCTORIPHOIO Ta TouHoM, [jo cepite npogykaii Syno BHpoGICHO

BPORBCAEHO KOHTPOL 1T AKOCT] Ha BHIE3A3AYeH
TAKOH RiANOBIAHO Jio cneunikanii, mo mictateca y

Nipeaykuio ismoprosano, 160 y noenc cuenn (rikanii
Gyn0 neperasiyTo Ta BeTaHOBNEHO BignosianicTs GMP,

! hereby confirm that the above mentioned
ils quality control was performed af the site
according to the specifications included in registratio

approved in complying with GMP,

Ha GPENapaT QA% ROCHINAYBAROrO NikapehK

information is authentic and accurate. This batcl

zed as per requirements of Registration Certificate.

Ceprudikar No 009/2020/GMP
Certificate No. 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 598054

peceTpallifiHoMy focke abo TOProgiii

n dossier or the trade licence of o manufacturer count

YTNAKQBaHO Ta NPOAHAIi30BAHO JriAKO 3 RHMOTaMH peectpauifitoro nocsiguenns,

(8xmounroun NaKyBAHHA/MAPKYBAHNS) T
BCTAHOB/CIH HAH m'cucau.\: pc]'yHIITopHHM OpPratos, a
nivensil kpaiuu-supoBunxa abo KpaiHA-IMNOpTepd, AKule
oro 3ucoby. IlpoTokonu supoﬁamu‘ma, HAKyBaita T

WHai3iR

b of the product was manufactured (including packing/marking} and
mentioned above in full concordance with the requirements of GMP imposed by local regulaiory authority ag well as
the Ty or imporling country if the product was

imported, or in the dossier of product specifications for the examined drug product, The protocols of manufacturing, packing and analyses were reviewed and

Ximir-ananitiy Sas. nabopaTopieio BKS Hauannnuk BKSI Ynoruosasena ocoba
Analytical Chemist [FQC Lab In-charge QC Head Qualified Person
Im’a/Name; el o s @:U Diies 78 . ?Ct,ifjm \cﬂ\W\b 9;& Eleed é;‘ L vﬁ‘/
Hinnuc/Signature: o A T fﬁw&)‘ (}\\VJ C-@{ééﬁﬁ&zat%'
LI[aTa/Date: CY 10511 O % osios| 2 a{y?}??é' %"(//
FP/0291/21 Crop./Page Ne: 2 3/of 2
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TOB «Kycym ®apm»

Vkpaiua, 40020, M.Cymu, By Ckpsbina, 54
Ten.: +38(0542) 77-46-1

: 77-46-11

CEPTU®IKAT AKOCTI
CERTIFICATE OF QUALITY

Hasga npoaykry:
Name of product:

KJIOCAPT?®, TabneTkH, BKpHTI IW1iBKOBOIO 000JIOHKOIO
KLOSART?®, film coated tablets

Cuna nii: Jlocaprau kanito — 100,0 Mr

Strength: Losartan potassium — 100.0 mg

Cepist Ne / Batch No.: SKC1026 Posmip ynakosknu / Package size:  Nel00 (10x10)
Peccrp. Ne/ A.R.No.: FP/0426/21 Tun ynakoBkn / Pack type: Buictep / Blister
Po3wmip cepii / Batch size: 500 000 Tab/tab JlaTa Burotosaenns / Mfg. date:  05.2021

Kin-Tn ynakosok / No. of packs: 5 000 Tepmin npuaataocti / Exp. date:  04.2024
Kpaina / Market: UKR

Peecrpauiiine nociquennst Ne: UA/8765/01/03 TepMiH i HeoOMEKeHUH

Registration Certificate No.:

unlimited validity

Ne n/n Ha3ssa ananisy Cneundirkauis Pe3yJbTaTH aHAI3Y
Sr. No. Test name Specification Test result
Onuc Kpyrni neoomykai TabneTkd, BKpHTI TuliBkoBoio | Binmosinae
1 000JI0HKOHO XKOBTOTO KOJILOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
Inentudikawis Ha xpomatorpamax BHNpOGOBYBaHOTo po3uuHy i | Binnosinae
pO3UMHY TMOpIBHSHHS, ONEPKAHMX B  PO3AiM
«KinekicHe BH3HAYEHHA», 4YacH YTpUMYBaHHs
OCHOBHMX TIKiB MalOTh CIiBIIaIaTH.
2 Mdentification 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.
OpHOpifHICTL NO30BaHUX AV<LI1 (L1=15,0). 3,0
3 OIMHHLb
Uniformity of dosage units AV<LI1 (L1=15.0). 3.0
Po3napaHHs He Ginbiue 30 xs. 13 xB 44 cex
4 Disintegration NMT 30 min. 13 min 44 sec
Po3unneHns He menme 70 % (Q) Bim 3assnenoi kinskocTi | 100 %
socapTaHy Kaiiio uyepe3 30 XBHIHH.
d Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 100 %
potassium in 30 minutes.
Cynposinni noMiuku 1H-dimer — He Ginsiue 0,5 %. Hipkue piBHS BUSHAYEHHS
2H-dimer — ne 6inpiue 0,5 %. Hipkye piBHSA BU3HAYEHHA
Cyma poMiuok — He 6inbie 1,0 %. Hinkue piBHs BU3HAUEHHS
6 Related substances 1H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL

FP/0426/21
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TOB «Kycym ®apm»

Vkpaina, 40020, m.Cymu, By Cxkpsbina, 54
Ten.: +38(0542) 77-46-

c: 77-46-11

Ten.: +38(044) 495-82-88, daxc: 495-82-87 ]
. ol N
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[ & 3
Ne n/n Hasga ananisy Crneundikanis | Pedyndtaitn lﬂﬁa.q,h:y/
Sr. No. Test name Specification /\ iienT ;mfs;me’su,ht// ~/)
KinpkicHe BH3HaYeHHA Bix 95,0 Mr mo 105,0 mr socapTaHy Kaniio B 1 \{m?\’fmrhaﬁﬁ /4
TabneTui (95,0-105,0 % Bin 3asBIEHOT KiNIBKOCTI). I‘P% ) . Y
7 Assay 95.0 mg to 105.0 mg of Losartan potassium in 1 | 102.7 frTé/tabI.
tablet (95.0-105.0 % from the label claim). (102.7 %)
Mikpo6iosoriyHa 4HCTOTA 3araibHe YMCIO  aepoOHHX  MiKpoopraHismis
(TAMC) — ne 6inbure 103 KYO/T. <50 KYO/r
3araipHe HCIIO JPIKIKOBHX i MuiCeHeBHX rpHOIB
(TYMC) — me 6inpme 102 KYO/r. <10 KYO/r
BincyTnicts Escherichia coli B 1 T npenaparty. BincyThs
. Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHUCHOBOK: / CONCLUSION:

TIpOYKT BUTOTOBIEHO, YIIAKOBAHO Ta MPOAHANI30BAHO 3TILHO 3 BUMOraMH peecTpaLifiHOro MocBiIUeHHs.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae crannaptaM ta Bumoram GMP.

It complies with GMP standards and requirements.

JliLeH3is Ha BUPOOHMIITBO JKapChKHX 3acobiB:
Licence for medical products production:

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

Cepisnt AB Ne 598054
Batch AB No. 598054

L{umM 2 3acBia4yIo0, W0 HaBeaeHa Bue iHdopMauis € A0CTOBIpHOIO Ta TouHOI0, Liio cepito nipoay KLt 610 BHPoGaeHO (BKIOYAIOYH NAKyBaHHA/MAPKYBAHHA) Ta
NIPOBENEHO KOHTPOJL 1i AKOCT] Ha BHILIE3a3HAUCHII NiNbHULI Y NOBHIil BianosiaHocTi 3 BiMoraMi GMP, BCTAHOBICHIMU MICUCBHM PCIYJIATOPHIM OpraHoM, a
Takox BiAnoBiaHo a0 creumdikauii, WO MicTATLCA y peecTpauiiiHomy nocke afo TOprosiii niueHsii kpainu-supoGHHKa afo kpaiHH-IMNOpTCpa, AKLIO
NPOAYKLito iMIOPTOBaHO, 360 y Aocke cnewndikauiit Ha npenapar s J0CALKYBaHOrO ikapchkoro 3acoly. [TpoTokom BHPOGHHLITEA, NaKyBaHHS Ta aHaNi3iB

6yJ10 NeperiaHyTo Ta BCTAHOBIEHO Bianosianicts GMP.

I hereby confirm that the above mentioned information is authentic
its quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposi

and accurate. This batch of the product was manufactured (including packing/marking) and
ed by local regulatory authority as well as

according to the specifications included in the registration dossier or the trade licence of a manufacturer country or importing country if the product was
imported, or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and

approved in complying with GMP.

1 QC Lab In-charge

Hayansuuxk BKS
QC Head

3as. naboparopieto BKS

VrnoBHOBaXeHa ocoda
Qualified Person

Im’si/Name: /Zfoﬁer, 2 e P t)lr:_tr\g P hg PCLﬁ'm 'Ct)wxh Q%ﬂiwéfwdéy
N

TTinnuc/Signature: % *‘:'_;"Cl',w - D\\ v AP

Jata/Date: //4/@4/9,{ 2 \\\ 06 \’)_\ /?/ﬂ{&?

FP/0426/21
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Ha3ra nponykry: KJIOCAPT®, TabneTxH, BKPHTi NIIBKOBOIO 060NOHKOIO :‘"2 "y
Name of product: KLOSART?, film coated tablets IHA L
Cnna pil: Jlocapran kaniio - 100,0 mr
Strength: Losartan potassium -~ 100.0 mg
Cepin Ne / Batch No.: SKC1034 Po3amip ynakoskn / Package size:  Ne100 (10x10)
Pecctp. Ne/ A.R.No.: FP/0734/2] Tun ynakosks / Pack type: Bnictep / Blister
Poamip cepii / Batch size: 1.200 000 Ta6/tab | JaTa BuroTosnenns / Mfg. date:  07.2021
Kin-1s ynakosok / No. of packs: 12 000 Tepmin npunarnocti / Exp. date:  06.2024
Kpaina / Market: UKR
Peccrpauiiine noceinuenns Ne: TepMmiH Jif HeoOMexeHui
Registration Certificate No.: UARTSIOLIB unlimited validity
Ne o/m Ha3sa ananizy Cneundixauin Pe3y/ibTaTh anajisy
Sr. No. Test name Specification Test result
Onuc Kpyrni nsoomywni TabneTkd, BKpuTi miBKosow | Bianosinae
1 0BONOHKOIO MOBTOIO KOJILOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
Inentudixauis Ha xpomatorpamax BinpoGoByBaHOro po3unHy i | Bianosinae
po3uMHy NOpPIBHEHHY, OJEPXAHMX B po3aini
«KinpkicHe BH3HAYCHHA», Yacd YTPHMYBAaHHA
OCHOBHHX NiXiB MAIOTH CTIBIARATH.
4 It fizanion 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.
OnxopiaHiCTb 1030BAHHUX AV<LI1 (L1=15,0). 7,4
3 OAMHMILL
Uniformity of dosage units AV<L1 (L1=15.0). 74
Po3naganns He 6inbue 30 xe. 12 xB 42-cex
% Disintegration NMT 30 min. 12 min 42 sec
PozuuHenHa He memme 70 % (Q) sin 3asmnenoi ximskocti | 101 %
nocapTaHy kaniio yepes 30 xpunus.
5 Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 101 %
potassium in 30 minutes.
CynposiaHi A0MilIKH 1H-dimer — He Gimsme 0,5 %. Hipkue piBHR BU3HAUCHHS
2H-dimer - ne 6insme 0,5 %. Huike piBug BUSHAYCHHA
Cyma aomimok — xe 6insie 1,0 %. Huxue piBrg BH3HauCHHA
6 | Related substances 1H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. RDL

FP/0734/21

Crop./Page Ne: 1 3/of 2
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Kuiscexs dinis TOB «Kycym ®apm»
Vipaina, 40020, M.Cymn, byiL. CkpsGina, 54

TOB «Kycym ®apm» )
Vxpaina, 02092, m.Knis, Ten.: +38(0542) 77-46-10, daxc: 77-46-11
ByA. AJIMBTHHCBKA, 58 ttpi: B
Teun.: +38(044) 495-82-88, daxc: 495-82-87 I&t&ﬂln .? ‘harin
Nea/n Ha3ssa ananizy Crenndikauin
Sr. No. Test name Specification
KinskicHe BU3HaYCHHA
¢ Assay 95.0 mg to 1050 mg of Losartan potassium in
1 tablet (95.0-105.0 % from the label claim).
MikpoG6ionoriuxa YKCTOTA 3araneHe uMCAO aepobHMX  Mikpoopramismis
(TAMC) - ne 6insme 103 KYO/T., <50KYO/r
3aranbHe 4MCAO APLKIKOBHX i maicenesux rpubis
(TYMC) ~ s 6inswe 10 KYO/T. <10KYOfr
Bincytuicts Escherichia coli B 1 © npenapaty. Bincyrus
8 | Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent
BHCHOBOK: / CONCLUSION:

TpozyXT BUrOTOBAEHO, YNAKOBAHO T4 MPOAHAI30BAHO IriIHO 3 BUMOTaMH peecTpaliiHOro MOCBiAMEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae crannapram Ta Bumoram GMP, Ceprudixar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jlitien3is Ha BEPOGHAITBO MKAPCHKHX 38CO0iB: Cepis AB e 598054

Licence for medical products production: Batch AB No. 598054

LM 8 38cBizuyI0, U0 HaBECHa Buie iHGOpPMALLa € JOCTOBIPHOMO Ta ToMHOMW0. LU0 cepito npoayxuii 6yno BupoGaeHO (BKNIOYAIONH NAKYBAHHS/MAPKYBAHHX) T8
MPOBEACHO KOHTPOMb ii AKOCTI Ha BHINCIAIHAUCHIH ALIBHMLI y nosHi# sianosiasocti 3 sMoramMd GMP, BCTAHOBIICHHMH MICUEBHAM PETYJINTOPHHM OPraHoM, a
TaKoX BiANOBIAHO Ao cocumMdixauil, wo MicTATMCA y peectpauilinoMy Aocke aGo Toprosii iuensil xpainn-supoGunka 360 Kpalun-iMnopreps, X0
NpoAYKAiN iMNOpTORAHO, 660 Y A0CkE cicundiKanifl Ha NPENapaT Ana JOCINAYBAHOTO JHKAPCRKOTO 3acoby. [IpoTokann BHPOGHIUTEA, NAKYBAHHS T8 AHANI3IB
6yJ10 NEPErNAHYTO Ta BCTAHOBICHO BianosianicTs GMP.

1 hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality.control was performed at the site mentioned above in full concerdance with the requirements of GMP imposed by local regulatory authority as well as
according 10 the specifications included in the registration dossier or the trade licence of a manufacturer country or importing country. if the product was
imported, or in the dossier of product specifications for the examined drug product, The protocols of manufacturing, packing and analyses were revicwed and

approved in complying with GMP.
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> on 33525927 i
ANARIO% ’[3an. naboparopieio BKSA | Hasansnux BKA Vrnosrosaxena ocoba
Anal tmist P QC Lab In-charge QC Head Qualified Person A
I's/Name: Fhpnerwo Gl|Guotereco T3, | Qaop\lypeh ﬁfﬂ*tﬂémﬁ 4
., ) ' ; >
Mianuc/Signature: / & " ppae %\\Vd '%*gg%mgﬁ'l;&.’&,’/
4 91 ; } : / j
Hsra/Date: a4foofy | =Hslu 2\l | /ot
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BYIl. AMaTHHCBKA, 58

Ten.: +38(044) 495-82-88, dakc: 495-82-87

Kusum Pharm

CERTIFICATE OF QUALITY

CEPTHOHKAT KAYECTBA

Hassauue npoaykra: KJIOCAPT®, TabneTku, BKpUTI M1iBKOBOIO o6ononkoio, no 100 mr Nel00 (10x10)
Name of product: KLOSART®, film coated tablets 100 mg No.100 (10x10) in blisters
Per. Ne: / A.R.No.: FP/0911/20 Pa3mep cepun: / Batceh size: 1 500 000 1a6n. / tabl.
Cepus Ne: / Batch No.: SKCKO051 Koauuecrno ynakosok: / Number of packs: 15 000
JaTa w3rotosaenns: / Mfg. date: 08.2020 Cpox roaHoctu: / Exp. date: 07.2023
Perncrpaunonnoe cennerenscrso Ne UA/8765/01/03, Tepmin aii HeoBmerxkeHmii
Registration certificate No. UA/8765/01/03, unlimited validity
Ne n/ni IapameTpu Crnenuduxauns Pesyabrarni
Sr. No. Tests Specifications Observations
] Onuc Kpyrai  nsoonmykni  tabnetku,  mxputi | Binnosimae
NAIBKOROIO 0BONOHKOIO KOBTOrO KONLOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
2 Inenrndikauis Ha xpomatorpamax sunpo6osysanozo posuuny | Binnosizae
i po3uuHy nopigHANHA, ONEPKAHMX B PO3AINi
«KinbKicHe BU3HAUCHHS», YacH yTPUMYBaHHS
OCHOBHHMX TiKiB MAIOTh CIiBNAAATH.
ldentification In  Assay, the 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 OnHopinnicts noszosannx | AV<L1 (L1=15,0). 2,6
OAMHHIL
Uniformity of dosage units AV<L] (L1=15.0). 2.6
4 Poznananus He Ginbwe 30 xs. 14 xB 33 cex
Disintegration NMT 30 min. 14 min 33 sec
5 Po3unHeHHs He menwme 70 % (Q) sin sasBaenoi xinsxocti | 100 %
J0capTaHy Kajilo uepes 30 XBIIHH.
Dissolution NLT 70 % (Q) of the labeled amount of | 100 %
Losartan potassium in 30 minutes,
6 Cynposiani roMiniks 1 H-dimer — He Ginbue 0,5 %. Huxue pisns Bu3HaueHHs
2H-dimer — He 6insiue 0,5 %. Huxue piBHA BH3HaYCHHS
Cyma domiwok — wie Ginbuwe 1,0 %. Hiokde pisHs BU3HaUuEHHS
Related substances {H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
7 KinskicHe Bu3HaYeHHS Bin 95,0 Mr no 105,0 Mr socapmany xaniio 8 1 | 102,6 mr/ra6n.
Tabnerui  (95,0-105,0 % sin  3asBaewoi | (102,6 %)
KINBKOCTI),
Assay 95.0 mg to 105.0 mg of Losartan potassium in | 102.6 mg/tabl.
1 tablet (95.0-105.0 % from the label claim) (102.6 %)
FP/0911/20 Crpannua Ne: | u3 2
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Kuiscnka dinina TOB «Kyeym (ﬁapu»
TOB «Kyveym ®apm» Vkpaina, 40020, m.Cymn, pyn. Ckpabina, 54
VYipaina, 02092, m.Kuis, Ten.: +38(0542) 77-46-10, dage-

BYJ. AJIMBTHHCBKa, 58 e-mail: info(d)
Tes.: +38(044) 495-82-88, dakc: 495-82-87 M‘Jﬂ”& .7)/2&/’”! : FRRY
fo) : e}
((E LEVOYM OAPMY
Ne n/n Ilapamerpni Cneunduxaunn \\?\;&gywamwmy d%
Sr. No. Tests Specifications O‘ scry_ﬂ"'ﬁﬂb,ns‘ o
8 MikpoGionoriyna yncToTa 3aranbHe 4HCHIO0 aepoOGHHX MIKPOOpraHisMiB Txp A' = ')A‘C\.@\‘
(TAMC) - ne 6Ginse 10° KYO/T. MmeHie 50 e
3arajibHe YHCIO APIKAKOBMX 1 IJTICEHCBHX
rpubis (TYMC) ~ ne 6innme 102 KVO/r. menure 10 KVO/r
Biacytuicts Escherichia coli s 1 r npenapary. | Escherichia coli - iacytns B
Ir
Microbiological purity Total acrobic microbial count (TAMC):
NMT 10* CFU/g. <50 CFU/g
Total combined yeasts and mMoulds count
(TYMC): NMT 10* CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Escherichia coli is absent per
lg

JAKJIIOYEHHE: npoaykT npou3seeH, ynakoBaH i HPOTCCTHPOBAH B COOTBETCTBHH ¢ TPCOOBAHMAMK PETHCTPALHOHHOTO
cuaeteibetsa. OTeyaet TpeboBanuAM H cTanaapram GMP. Ceprudukar 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

Jlunensus Ha NpOM3BOACTBO JIEKAPCTREHHLIX cpencTe: Cepust AB Ne 598054

Licence for medical products production: Batch AB No. 598054

XHMHK-aHAJIHTHK .3aM. Havansanka OKK Hauansunx OKK YnonHoMoueHHOR AHLO
Analyst ' Deputy QC Head - ! QC Head Qualified Person
' X O Ay o %, i
Hms/Name: Feitsinrn 45 L | Sl pes D ’“2}’“ \f“} e k‘f %’C&a &f@[c‘i’;”ﬂizf jé/
IMoanuck/Signature:; x,‘//‘ LTl iW\ \\ i 73 rer Losetecon?
Hara/Date: A0/ Sl e 3 ol wae ,,;i’fg;{}',j/ A :
FP/0911/20 Crpannua Ne: 2 3 2
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Kniscnka iy
TOB «Kyeys Oapay»
Yipaina, 02092, v Kuis,
Byi. AJMATHHCBKR, 58
Ten: +38(044) 495-82-8R, dhawc: 493-82-87

Q

S

Kusum Pharm

TOB «Kyeym Dapss

Vipaita, 40020, s.Cymn. sya. € Kpsiding, 34
Ten.: +3R(0542) 77-46-10, pake: 77-46-11
e-mail: infoe: 4

CEPTHOHKAT KAYECTBA

CERTITICATE OF QUALITY

Hazsanne nponyxra: KJIOCAPT®, rabactkn, Bkpiti niikoBoio obononxoio, mo 100 mr Nel

Name of product: KLOSART®, {ilm coated tablets 100 mg No.100 (10x10) in blisters

I3 Ca &

Per. Ne: / A.R.No.: FP/0917/20

Passep cepun: / Batch size: 1 500 000 Tads. / tabl,

Cepus Ne; / Batch No.: SKCK052

Koauuecrso ynakorok; / Number of packs: 15 000

Jara warorosaenus: / Mfg, date: 08.2020

Cpoxk ropuocry: / Exp. date; 07.2023

Perucrpannonnoc ceuaeTeaserse Ne UA/8765/01/03, Tepmin il HeoOMeeHHi
Registration certificate No. UA/8765/01/03, unlimited validity

Nen/m - TMapaMeTphl Crnenngnranus PeayanTarsl
Sr. Ne. Tests Specifications Observations
] Omic Kpyrai  asoonykni TabneTKH, expuTi | Bianosinae
I7IBKOBOW 0B0NTOHKOK OBTETO KOABOPY.
Description Yellow, circular, film coated biconvex tablets. | Complies
2 [nentudikanin Ha xpomartorpavax sunpoboaysaiiozo poswuny | Bianosinae
i poguuny nopignsnus, oAepKAHHX B PO3Aim
«Kinbgicue BH3HAYCHHA», YACH YTPHMYBaHHS
OCHORBHHX TIKiB MAIOTh CITIBIAKATH.
Identification In Assay, the principal peak in the | Complies
chromatogram obtained with fest solution has
the same retention time as the principal peak
in the chromatogram obtained with reference
solution.
3 OanopiadicTs nososanux | AV<LI (L1=15,0). 3,5
OMH K
Uniformity of dosage units AV<L] (L1=15.0). 3.5
4 Po3nananns He Ginsuic 30 xa. 18 xB 9 cex
Disintegration NMT 30 min, 18 min 9 sec
5) Po3unHEHHS He menwme 70 % (Q) sin 3aaenenoi kinvkocri | 101 %
nocapTany Kaniro uepes 30 XBHIHH.
Dissolution NLT 70 % (Q) of the labeled amount of | 101 %
Losartan potassium in 30 minutes.
6 Cynpopinni aoMiugi IH-dimer — ne Ginsue 0,5 %. Hipxue pisHa sH3HAUCHIY
2H-dimer — ue Ginbe 0,5 %. Hipxue piBHA BHIHAUCHHA
Cvma dosintok — ue Ginsuie 1,0 %. Huzuc piBHA BU3HAHEHHA
Related substances I H-dimer: NMT 0.5 %. BDL
2{I-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
7 KinbxicHe BHIHAUCHHS Bia 95,0 mr no 105,0 Mr aocapmany xaniio B 1 | 102,0 mr/rabn.
rabnerui  (95,0-105,0 % =mig 3asenenoi | (102,0 %)
KiTbKOCTI).
Assay 95.0 mg to 105.0 mg of Losartan potassium in | 102.0 mg/tabl.
1 tablet (95.0-105.0 % from the label claim) (102.0 %)
FP/0917/20 Crpanmna Ne: 1 n3 2
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Kuiscbka dinia

TOB «Kycym Qapm»

Yipaina., 02092, s Knis,

BYA. AJIMATRHCBKY, 38

Tea: +38(044) 495-82-88, dakc: 493-82-87

e

S

Kusum fkamf _f

TOB «Kyeys Oapyy
Vipaina, 40020, a.Cymu, sy, C kpabina, 34
Ten.: +38(0542) 77-46-10, daxe: 77-46-11

Ne ni/n Mapamerpnl Cnennduranns
Sr. No. Tests Specifications
8 Mixpodionoriuna YHCTOTA Jaranwue uHCNO acpobHMX MiKpoopraniaMin

(TAMC) - e Ginpe 10° KYOIT.

JaranpHe HMCIC APIAUKOBHX 1 IUTICEHCBHX
rpubis (TYMC) — e 6inbime 102 KYOIT.
Bincythicts Escherichia coli s 1 r npenapary.

smexme 10 KYO/r

Escherichia eoli - pigcyTna B

Ir
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 1 g. Escherichia coli is absent per
lg

JAKJIQOYEHHE: npoaykT OpoH3BCAcH, YOAKOB2H M NPOTCCTHPOBAH B COOTBETCTEHH C TpeGOBaHNAMH PErHCTPALHOHHOrO
cauaeTenserpa. OrsevaeT TpeGoBanmaM u ctanfapram GMP, Cepradmrar 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
JIMUEn3Hs HA IPOH3BOCTBO NekapeTsenibix cpeacts: Cepus AB Ne 598054

Licence for medical products production:

Batch

AB No. 598054

XUMMHK-QHAJIHTHK 3am. Hauanennka OKK Hauansnuk OKK VY OonHOMOUEHHOE MHIG
Analyst "Deputy QC Head ! QC Head Qualified Person

Hast/Name: AT 4 s wos ; d P T ?ﬁ( P \Eg ‘\,-s:u%’”\_ % S //é o

LoLF ¥ £ L sl g Wz 58 PRl v L J ;:) b {;E;‘fg('(’; {“&'f’/{ft 1:""( L;-

o :
' i e ~ it F WY A 5
[Nonnuck/Signature; A LR : % TDELLiELt oo
Jara/Date: E LY A S LI (’%{-\\ “'\\‘9‘&% &ﬁf f‘}/’/«/’?j{t’
(4

FPA917/20

Crpannua Ne: 2 3 2
Page No.: 2 of 2




KuiBcbka ¢iain

TOB «Kycym ®apa»

Yipaina, 02092, m.Kuis,

BYI1. AJIMATHHCBKA, 58

Tea.: +38(044) 495-82-88, daxc: 495-82-87

Q

S

Kusum Pharm

TOB «Kycym $apry

Vipaina, 40020, m.Cyms, BY.1. Cxpﬁ(mm 54
Ten.: +38(0542) 77-46-1
¢-mail: infpg

.......

7-46-11

CEPTHOHKAT KAYECTBA

CERTIFICATE OF QUALITY

I'IUITH(")H\AIHHIIHH //Rv
Kol

Ha3zsanne npoayxra: KJIOCAPT®, rabnerkn, BKpuTi niskosoto obonotikoto, no 100 mr Nel100 (lelO\Gmc‘n)/
Name of product: KLOSART®, {ilm coated tablets 100 mg No.100 (10x10) in blisters

Per. Ne: / A.R.No.: FP/0980/20

Pasmep cepun: / Batch size: 500 000 Ta6n. / tabl.

Cepnst Ne: / Batch No.: SKCKO058

Kosinyecrso ynaxkonox: / Number of packs: 5 000

HdaTa wsroronnennsi: / Mfg, date: 11.2020 Cpoxk roauocru: / Exp. date: 10.2023
Perucrpamnonnoe ceuaereancrso Ne UA/8765/01/03, tepmin ail neobnmexenuii
Registration certificate No. UA/8765/01/03, unlimited validity
Ne n/n ITapamerpwr Cneunduxauun PesyabTars:
Sr. No. Tests Specifications Observations
] Onne Kpyrsi  msoonykmi  tabnerxu,  BipuTi | Bianosinae
NAiBKOBOIO 0G0NOHKOIO KOBTOTO KOJILOPY.
Description Yellow, circular, film coated biconvex tablets. | Complies
2 Inenrudikauis Ha XPOMATOTPAMax eunpoboeyeano2o posuuny Binnosinae
1 pO3uuHy ROPIBHAHHA, OJCPKAHHX B poaaini
«Kinbkicue BH3HAYCHHSY, 4aCH YTPHMYBAHHS
OCHOBHHX [IKiB MAIOThL CIIBNAAATH,
Identification In  Assay, the principal peak in the | Complics
chromatogram obtained with test solution has
the same retention time as the principal peak
in the chromatogram obtained with reference
solution.
3 OnnopiaxicTs noszosanux | AV<LI (L1=15,0). 6,3
OJAHHHIE
Uniformity of dosage units AV<L] (L1=15.0). 6.3
4 Posnaaanus He 6inbuie 30 xs. 15 x8 19 cex
Disintegration NMT 30 min. 15 min 19 sec
5 Posunnenns He menme 70 % (Q) six 3assaenoi xinnkocti | 99 %
JocapTraly Kaniio ucpes 30 XBHIHH,
Dissolution NLT 70 % (Q) of the labeled amount of | 99 %
Losartan potassium in 30 minutes.
6 Cynposiani JoMiniku [H-dimer - ue Ginvue 0,5 %. Hipxuc piBHA BH3HAuCHHS
2H-dimer — ne Ginswe 0,5 %. Hikue pisus BuznaucHns
Cyata domiwox — ue 6inbe 1,0 %. Huxue pisua Buanavcus
Related substances {Hl-dimer: NMT 0.5 %. BDL
2H-dimer; NMT 0.5 %. BDL
Total impuritics: NMT 1.0 %. BDL
7 Kinexicne BU3HAYMCHHS Bin 95,0 Mr no 105,0 Mr aocapmany raaio 8 1 | 100,9 mr/Tadn.
tabnerii (95,0-105,0 % Bia 3assacuoi | (100,9 %)
KinbkocTi).
Assay 95.0 mg to 105.0 mg of Losartan potassium in | 100.9 mg/tabl.
1 1ablet (95.0-105.0 % from the label claim) (100.9 %)

FP/0980/20
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Crpannua Ne: | 13 2
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Kuischka diain

TOB «Kyeym ®apm»
Yipaina, 02092, M.Kuis,
BYJ, AJIMaTHHCBKA, 58

Q

S

Kusum Pharm

TOB «Kycym @apay

Yipaina, 40020, m.Cywu, By Crpalina. 54

Tea.:

+38(0542) 77-46-10, dare: 77-46-11
e-mail: infok

Tesr.: +38(044) 495-82-88, dhaxc: 495-82-87
B c L ¥ Vl ‘P \ VoY
Ne n/n Mapamerpunl ueux.upul\?uuﬂ \\\b%\{g mwmm y
Sr. No. Tests Specifications bservations
8 Mikpobionoriuna yncrora 3aranpHe 4HCAO acpobHHX MIKpPOOPraHismib AR

Microbiological purity

(TAMC) - ne Ginpie 10° KYO/r.

BaranbHe 4MCAO APDKAKOBHX 1 IUICCHCBHX

rpu6is (TYMC) - ne Ginsue 10°KYO/r.

Bincyruicts Escherichia coli 8 1 r npenapary.

Total aerobic 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.

o >

\1CHU.I\-

menwe 10 KYO/r
Escherichia coli — BiacyThs B
Ir

<50 CFU/g
<10 CFU/g

Escherichia coli is absent per
1g

3AKJIIOUEHHE: npoaykT npoussciacH, yrakoBal # NPOTCCTHPOBAH B COOTBETCTBHH ¢ TPeOOBAHMAMH PErHCTPAUHOHHOTO

cauaetensctsa. Otseuaer Tpebosanuam u crannaptam GMP. Ceprudurxar 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
JluueH3ua Ha NPOM3BOACTBO JEKAPCTBCHHBIX CPEICTB:

Licence for

medical products production:

Batch

Cepust AB Ne 598054
AB No. 598054

XUMHK-AHAIHTHK 3am. navanbinka OKK Havansunk OKK . YoaHoMO4ESHHOES N0
Analyst 7Deputy QC Head -,"QC Head Qualified Person
Hwmsa/Name: / .t A o \‘{‘{ (; f e /
Lpaw s L 2N LY m(}’” }’ L diue‘af/éf ¢ AL /’
. o . 2 v 4
[Tonnucs/Signature: o L4 L \\ { fﬁ LOCLEEd s LC‘;
/!Iamf Date: /:,;’;/’,/ b4 / S T bt ,1; \::\ ir}‘ E{g;ﬁ»ﬁ‘ :’ / / ;" f v i{n i
FP/0980/20 Crpamyua Ne: 2 u3 2
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Kuischka ¢inis

TOB «Kycym ®apm»

Ykpaina, 02092, m.Kuis,

BYJ. AJIMaTHHCBKA, 58

Ten.. +38(044) 495-82-88, daxkc: 495-82-87

TOB «Kycym @apm»
Ykpaina, 40020, M.Cym Cpadina, 54

Kusum Pharm

CERTIFICATE OF QUALITY

s
) | =t R

PN -
- f.oox i
SHGRYOY A HANL T

CEPTHOUKAT KAYUECTBA

Hassaune npoaykra: KJIOCAPT®, Tabnetks, BKpUTi NiBKOBOIO 06010HK0I0, 10 100 Mr Ne100 (10x10) y Brictepax
Name of product: KLOSART®, film coated tablets 100 mg No.100.(10x10) in blisters
Per. Ne: / A.R.No.: FP/0986/20 Pasmep cepun: / Batch size: 500 000 Ta6a. / tabl.
Cepusa Ne: / Batch No.: SKCK060 Koauuecrno ynaxosok: / Number of packs: 5 000
Hara marorosnenus: / Mfg, date: 11.2020 Cpok roanocru: / Exp. date: 10.2023
Perucrpanunonnoe cennerenncrao Ne UA/8765/01/03, Tepmin nii HeoOMexeHnit
Registration certificate No. UA/8765/01/03, unlimited validity
Ne n/n IMapamerpnt Cnemnduxanus Pesyavrare
Sr. No. Tests Specifications Observations
1 Onne Kpyrni  nmoomykni  Tafnetku,  mxpuri | Bignosimac
N1iBKOBOIO 0BOJIOHKOK KOBTOrO KOABOPY,
Description Yellow, circular, film coated biconvex tablets. | Complies
2 Inenrndixais Ha xpomMatorpamax gunpobosysano2o posuuny | Binnosinae
i posuuny nopienanus, opepxaHnx B po3aini
«KinskicHe BMIHAYEHHA, YACH YTPHMYBAHHS
OCHOBHHX MiKiB MAIOTh CNiBNANaTH.
Identification In Assay, the principal peak in the | Complics
chromatogram obtained with test solution has
the same retention time as the principal peak
in the chromatogram obtained with reference
solution.
3 OnHopianicTs nososannx | AV<L] (L1=15,0). 53
OAMHHUB
Uniformity of dosage units AV<L] (L.1=15.0). 53
4 Posnananus He 6inswe 30 xs. 15 xB 29 cex
Disintegration NMT 30 min. 15 min 29 sec
5 Po3unHeHHA He menwe 70 % (Q) sia 3assnenol xinskocti | 99 %
JlocapTaHy Kanito yepes 30 XBWIHH,
Dissolution NLT 70 % (Q) of the labeled amount of | 99 %
Losartan potassium in 30 minutes.
6 CynposiaHi qomiuku 1H-dimer - ne Ginsie 0,5 %. Huxve pisHa susHauenns
2H-dimer - ue Ginsiue 0,5 %. Hixue pisns BH3HauCHHS
Cyma domiuox — ne Ginsie 1,0 %. Hmxcue piBHA BHIHAYEHHS
Related substances 1H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
7 Kinsxiche Bu3nauenns Bin 95,0 Mr zo 105,0 Mr wocapmany kario 8 1 | 99,4 mr/rabn.
Tabnerui  (95,0-1050 % iz 3asenenoi | (99,4 %)
KifibkoCTi).
Assay 95.0 mg to 105.0 mg of Losartan potassium in | 99.4 mg/tabl.
1 tablet (95.0-105.0 % from the label claim) (99.4 %)
FP/0986/20 Crpasuua No: 1 uz 2
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Kniscbka diain TOB «Kycym Dapw»
TOB «Kycym ®apm» Vipaiua, 40020, m.Cymu, By, gfpnt')ma, 54
Ykpaita, 02092, m.Kuis, ARCIZ-46-11

By, ANMaTHHCRKA, S8 2 O KaRD
Tean.: +38(044) 495-82-88, daxc: 495-82-87 S y yR\ua

< S
Ne n/n TapameTpm Coeunduxanus q(\{vn i nﬂwwyv
Sr. No. Tests Specifications N - 1Obse (Ol#/
8 Mikpob6ionoriuHa ynucroTta 3araneHe 4nciao acpoGHUX MiKpooOpraHismis SIS

(TAMC) - ne Ginbwe 10* KYO/T, MCHILC
3arasbHe YHCNO APIKAKOBMX 1 IUTICCHEBMX
rpubis (TYMC) - e Ginsute 102 KYO/r.

Biacyruicts Escherichia coli B | r npenapaty.

/r

meHe 10 KYO/r

Ir
Microbiological purity Total aerobic 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 1 g.

lg

Escherichia coli — BincyTus 8

Escherichia coli is absent per

3AKJIOUYEHHE: npoayxr npousseaeH, ynakoBaH M NPOTECTHPOBAH B COOTBETCTBHU C TPEGOBAHHAMH PErHCTPALHOHHOTO

ceuactensctsa. Otseuact TpeGoBanuam u craunapram GMP, Ceprudnkar Ne 009/2020/GMP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requircments. It complics

with GMP standards and requirements. Certificate No. 009/2020/GMP
JluueHsna Ha Npou3BOACTBO NCKapCTBeHHbIX cpencts: Cepus AB Ne 598054
Licence for medical products production: Batch AB No. 598054

Havansnuk OKK

X UMHUK-GHAIIMTUK 3am. HayansHrka OKK VnonHoMO4EHHOE AHLO
Analyst - Deputy QC Head [QC Head Qualified Person
/ — ) d 3 5
Haas/Name: Genep SpienewcoTd byl | By nbry A
- : ' ~C AAY &fé . ,,/

[Toanmucs/Signature: P %, oS {/ 1\\ Pl R T
Hata/Date: e/ /2 ;{;,{/ 18 e \6\ 2 L}D s / o %fﬁ /
FP/0986/20 Crpannua Ne: 2 u3 2

Page No.: 2 of 2



http://www.tcpdf.org

