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CLEPTUGIATIS

CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

Hazpa npoayxry:
Name of product:

IUIOCAP’I\’%‘“, TaBaeTKH, BKPHTI IW1IBKOBOIO 0B0JI0HKOIO, 110 1001:1r T
KLOSART®, film coated tablets, 100 mg

Cuaa i
Strength:

Jocapran kasiio — 100,0 Mr
Losartan potassium - 100.0 mg

Cepis Ne/ Batch No.:

SKC4019

Poamip ynaxosku / Package size:

Ne90 (10%9)

Peectp. No/ AR.No.:

FP/0053/25

Tun ynaxosin / Pack type:

Baicrep / Blister

Poanip cepii/ Batch size:

5 511 yn/packs

Jara BHFOTORJICHAS / Mfg. date:

12.2024

Kpaiua / Market:

UKR

Tepmin npuaarnocti / Exp. date:

11.2027

Pecerpauiline nocBigHenns Nu:
Registration Certificate No.:

UA/8765/01/03

Tepmil AT HeoBmenenmit
unlimited validity

Ne i/ Hassa anasnizy Crentndixanis PesynnTaTi anaisy
 Sr. No. Test name Specification Test result
Onue Kpyrni apoonykni TadseTky, BKpHTI TIIIBKOBOIO Binrosinae
| 0BONOHKOIO YKOBTOrO KOJILOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
Iewrrixanis Ha xpomarorpamax BHIPOGOBYBAHOTO po3UMBY i Bianoninac
pO3THIY  TIODIBHAHHA,  ONCPKAHHX B pospini
«KinpkicHe BH3HAYEHHS», HYacH  YIpuMYyBannd
OCHOBHWYX MIKiB MAIOTH CHIBITAJETH.
2 Identification . . . 3
‘ In Assay, the principal peak in the chromatogram Complies
oblained with test solution has the same retention time
as the principal peak in the chromatogram obtained
with reference solution.
O}.fHopiJmiC‘rb JI030BAHNMX AV<L1 (L1=150). 4,6
OHIILb
3 I
Uniformity of dosage units AV<LI (L1=15.0). 4.6
PoznananHs He Ginpine 30 xB. 14 xB 15 cex
4 s s . - . :
Disintegration NMT 30 mun. 14 min 15 sec
PozummeHs He menwe 70 % (Q) sin sasrexol xinskocti | 100 %
JjocapTasy Kaniio yepes 30 XBIIHH.
5 . ’
Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 100 %
potassium in 30 minutes.
CynpoBii JOMITKH 7H-dimer — ne Ginwine 0,5 %. Huskue pinHg BH3HANCHUS
2H-dimer — ue 6insine 0,5 %. Hitscue PIBHS BU3HAUCHIA
Cyma BOMILIOK — HE Ginsuie 1,0 %. Huskue pisha BUsHayeHis
6 : .
Related substances 1H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
FD/0053/25 o i CropPage Ne: 1 3/0f 2
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o TOBAPHCTBO 3 OBMEKEHOIO BIJTIIOBIJAJILE

I KYCYM GAPMY
Kususrn Phavis pyst. Cxpsbina, 54, m. Cymu, 40020,
i

Ten.: (0342) 77 92 30, daxc: (0542) 7792 32, "

: / , N CEPTHOIKATES
e-mail: plant@kusum.ua, web: www.kusum.ua

Kox €1PIIOY 33525927
Ha3pa anagisy Crienn@irais Pe3ynpraTi zﬂmﬂiay
Sr. No. Test name Specification Test result
KinpxicHe BH3HAYEHIS Bin 950 mr mo 1050 Mr yocaprany watiio B | 100,8 mrfratb.
1 rabneTui (95,0-105,0 % Bin sasmyenol xinsxocri). | (100.8 %)
1 Assay 95.0 mg to 105.0 mg of Losartan potassium in | tablet 100.8 mg/tabl.
(95.0-105.0 % from the label claim). (100.8 %)
MixpoGionoriuna YHCTOTA Jaranbiie  uMcno  agpobHHX MiKkpoOprasiaMis )
(TAMC) ~ He Ginsie 103 KYO/r. <50 KYOIr
ZaranpHe YHCHO APIKIOKOBHX 1 ILICEHEBHX rpubin
(TYMC) ~ e Ginbuic 102 KYO/r. < 10 KYO/r
Bincyrnicts Escherichia coli B 1 T npenapary. BincyrHs
& Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 CFU/g. <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHUCHOBOK: / CONCLUSION:

T1pofyKT BHTOTOBNEHO, YTIAKOBAHO Ta FIPOAHAIII0BAHO 3rI/IHO 3 BAMOTanil peecTpauiinoro nocBingeHI.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianopigae cTapiapTaM Ta BHMOraM GMP. Ceprudixar Ne 080/2023/GMP

It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlineais Ha BHPOGHHITBRO NIKAPCHKMX sacobi: Cepist AB Ne 598054
Licence for medical products production: Batch AB No. 598054

LIin LEATBEPAYIO, DIO BGE nipofu craaii i uici cepii roTosoi npony Kuit Gysn spifictieni B noBHii BIAMORROCTT 3 BHMOTANMM, JESUANCIINT B WiHhI
nacranoni 3 GMP, saruepurenii MinicTepcTBoNM OXOPOHH 3p0pon’st YRDaTH, i 3 BIMOraMi peCCTpaniiinero a0cLe KpaTH IIPH3NAUCHIN.

[ heseby centify that al) the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requisements of the

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation filc of the destination countiy.

| Xisix-ananitnx 3an. na6op£f0piexo B | Hauansrnx BKSI Y nopropaiena ocoba
Analytical Chenist ¥ QC Lab In-charge QC Head Qualified Person

:EzlmeﬂmC: ) /@ffdi o LB (‘....i;',.("x?;:fi"?.,Q",,'..(-.xf_',‘:_'.-; J/*' ) PCQ-Q{‘?( \S’V‘ m“é«\
TMinnne/Signature: aﬂ«/ N ETIN, ]\‘)/ }/\\MJ
y IR = [
Jara/Date: 03 [02/ 25 A 3 Q ‘%\ \,\;L\ 2N
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o TOBAPUCTRBO 3 OBMEXKEHOIO BIZITOBIN AL

Kieseerse Pharim

«KYCYM PAPM»
By Cxpabina, 54, M. Cymu, 40020,

Ten.: (0542) 77 92 30, axe: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua

Kon €IPTIOY 33525927
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Ans!
CEPTMUIKATIR

CEPTUBIKAT AKOCTI

CERTIFICATE OF QUALITY

Haspa npbayery: KIIOCAPT®, rabnetkn, BKPHT} riizlos010 0BofonkoIo, no 100 mr
Name of product: KLOSART®, filin coated tablets, 100 me
Cina piv Jlocapran xanio — 100,0 ar
Strength: Losartan potassium — 100.0 me
Cepin Ne / Batch No.: SKC4018 Posnsip ynawonues / Pacleage size:  Ne00 (10x9}
Peecerp. Mo/ AR No.: FP/0052/25 Tim ynarosrn / Pack type: Buicrep / Blister
Posuip eepii / Batch size: 3 457 ynfpacks Hata snroronnens / Mfg. date:  12.2024
Kpatna 7 Market: UKR Tepmin npugarnoeri/ Exp. date:  11.2027
Pecerpauiiine nocninuenns Ne; TepMin pii keoBmemennit
Registration Certificate No.: UA/8765/01/03 unifimited validity
Ne /iy Hnapa anamisy Cnenudikanis Pesynnrartic ananisy
Sr. No, Test nane Specification Test result
Omc Kpyrai zsoonyxni taBnerx, BIpHTE Aniskosoro | Bimnosizac
! 050N0HKOIO JKOBTOrG KONBODY.
Description Yellow, circular, film coated biconvex tablets, Complies
InenrHpiranis Ha xpomarorpama srnpoGosynanore posunny i | Binmosizae
Po3uBdy  nopisusuna, onepwanux Po3aini
«Kinexicwe BISHAMCHHM, Wach  yTpHMyBanns
OCHOBHILX BiKiB MA10TH ciBNanaTy.
? i e { i - . . -
v Identification In Assay, the principal peak in the clromatogram | Complies
obtained with lest solution has the same retention time
as the principal peak in the chromatogram obtained
with reference solution.
o Ounopinnicts nosonanmx AV=L1 (L1=15,0). 3.4
3 OEINLL
Uniformity of dosage units AVZL] (L1=15.0). 34
Poanananns He Ginvute 30 xn. 14 xe 11 cex
* | Disintegration NMT 30 min. 14 min 11 seo
Po3upnenns He wmewmme 70 % (Q) sin sasenenol kiaskoeTi | 99 %
Jiocaprany kanio yepes 30 xemmig.
s Dissolution NLT 70 % (Q) of the labeled amount of Losarian | 99 %
potassium in 30 minutes.
Cynpogiani nominen 1 H-dimer — ne Sinume 0,5 %, Hitxwe pisug sisnanenns
2f-dimer — ne Gimwe 0,5 %. Hpeue piena sismaveitss
Cyma nomitok — se Ginpme 1,0 %. Hinkae pions suzuavernm
§ | Reted substances 1H-dimer: NMT 0.5 %, BDL
2H-dimer: NMT 0.5 %, BDL
Total impurities; NMT 1.0 %, BDL

FP/0052/25
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o TOBAPHCTRO 3 OBMEXEHOIO BIATIORINA
5 «KYCYM DAPM>»
Kestete Pharis Byn. Cxpabina, 54, m. Cymu, 40020, |/ i
Ten.: (0542) 77 92 30, daxe: (0542) 77 92 395 Mt

CEPII g

e-mail: plant@kusum.ua, web: www.]msum.tié\‘_"z /N

i .
Ko €APTIOY 33525927 B e
Ne n/n Ha3pa ananizy Cnenndikanis PesynuTaTn ananizy
Sr. No. Test nane Specificafion Test result
' N Kinbkicue uznavenss Bia 950 mr mo 1050 mr Jocaprany kaniwo 8 | 101,8 sirftata,
1 tabrera (95,0-105,0 % pia sasenenol xinsrocri). | (101,8 %)
- Assay 935.0 mg to 105.0 mg of Losartan potassium in 1 tablet | 101.8 mg/tabl.
{(95.0-105.0 % fron: the label claim). (101.8 %)
MixpoGionoriuna wuerora 3aranpie  umeno  aepobumx MixpooprayiaMie
(TAMC) - re 6imnwe 10° ICYO/r. <30 K¥Qir
3arance UMCIO APIKAKOBYX | MiiceHeBIR pibin
(TYMC) - nie Ginnure 102 XY O/, <10 KYO/r
Bincyraicrs Escherichia cofiv 1 r fpeaparTy, Bineyrns
B Microbiological purity Tolal rerobic 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 perlg. Absent

BHCHOBOX: / CONCLUSION:

[Tpoaywr suroTonneno, ynaxosao ta TROAHAAIZOBAN0 3riAHO 3 BHAOrAMK peeEcTpauiinoro nocsintenns.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinee cranaapran ta susoram GMP, CeprudicaT Ne 080/2023/GMP
it complies with GMP standards and requirements. Certifieate No. 080/2023/GMP
Jinensia na supoGunutno nikapeLkuN 3acofin: Cepis AB M 508054

Licence for medical products production: Batch AB No. 598054

Lbnae ninrnepsyo, mo nci BHPOGIMI cTadiT Ana nici CepT roToBot NpoayKiiE Byau 3giftcieni 1 o BIANOBIZHOCTT 3 BINOrUAY, STAYCHIME B HHINIA
tiaeroni 3 GMP, sameprurenift MinicrepeToon oxopoins 300pon’s Yipaiu, i3 aumoramn PeEcTpaniiinoro aocke kpafi npisiaens.

I hereby cetify tha all the manvfaciuring stages of this bareh of finished product have been carried out in lul] complinnee with the GMP requiremens of the
Ministry of healih of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

Kinik-avaniTix /3aB. naGoparopicn BKA | Hausanonnk BKA Yuennopaxeta ocoba
Analytical Chemist  [[QC Lab In-charge QC Head Qualified Person
Iar’a/Name: o Qj&ut::l‘d-’.ﬁ_u&.:a 18 G)CLQ{'?'JL \Cum O-IfL &b}%ga AN,
Iiannc/Signare: W " Cread ??}\\Q)—J ' OL/»
Ja ra/l)alc:_ L 3/0z/ 75 QS“/‘C.){ __-_:.'-){-- J ‘kQ{L" ! \&\g 0:3'/02/25-
FPA0052/25 Crop./Page Ne: 2 3/ot 2
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TOBAPUCTBO 3 OBMEXLEHOIO BIANIOBIEAJILHICTIO

«KVCYM OAPM»
yi. Cxpabina, 54, M. Cynu, 40020,

Ten.: (0342) 77 92 30, dawe: (0542} 77 92 32,
e-mail: plant@kusum.ua, web: www kusum.va

Kon €APIIOY 33525927

CEPTHMIKAT TKOCTL

CERTIFICATE OF QUALITY

Hasea nponyiry: KIOCAPT®, raGnerxn, BKDHT] IHBKOBOIO 060n0HK0I0, MO 100 Mr
Name of product: KLOSART®, film coated tablets, 100 mg
Crra pii: Jlocaprau kaniro — 100,0 mr
Strenpgth: Losartan potassiun — 1000 mg
Cepia Mo/ Batch No.: 1005149 Pozarip ynaxonicr / Package size:  Me9( (10=9)
Pecerp. Ne/ AR.No.: FP/0060/25 Tun yaaroswen / Pack type; Gaicrep / Blister
Pouatip cepit / Bateh size: - 10929 yn/packs | Hara BUrQTORMENNA / Mig, date:  11.2024
Kpaiua f Markes: UKR Tepntiu npnsatioeri/ Exp. date: 10,2027
Pecerpauifine noepinuenia Nos TEPMiN OiT neoBuexenii
Registration Certificate No.: UA/8765/01/03 unlimited validity
Ne n/ir Hazna ananizy Cueundixanin PesyasraTn ananisy
Sr. No. Test name Specification Test result
Omie Kpyrni - nesoonykni TabNeTkE, BKPUTL NRIBKOROIO Binnosinae
’ 1 0DO0NOHKOIO 3KOBTOMD Konnopy. .
Description Yellow, circular, film coated biconvex tablets, Complies
Laentudyixanin Ha xposarorpasax BHMPOGOBYBAHORD poaunny | | Bimnopime
PONHY  ropiBNANMA, opepxamMx & posnin
«Kinpiicue  sisuauenns», wacy YTRHMYBAIIRG
OCHORBMIIX I1KIB MMOTE cTiBRAfaT,
2 Mentification In Assay, the principal peak in the clromatogram Complies
obtained with test solution has the same reteution time
as the principal peak in the chromatogram obtained
willt reference solution.
= OnHopimicrs nosonanmnx AV<=LI (Li=15,0). T T 4,5
3 OUTHHUL
Uniformity of dosage units AVZLL (L1=15.0). 4.5
Posmapanns He 6inntye 30 xu, ) 15 %8 28 cek
| Bisiiieaen NMT 30 min, 15 min 28 sec
Posunnenus He wmenue 70 % (Q) sin sassnonor kimpkocri | 99 %
NocapTany kanite wepes 30 xpiutuH.
2 Dissolution NLT 70 % (Q) of the labeled amount of Losactan | 99 %

potassium in 30 minutes.

Cynposigui somimgi

LH-dimer — me Ginpie 0,5 %.
2H-dimer - ne Ginbie 0,5 %.
Cyma somiviok — ye Sinpure 1,0 %.

Fhuicue pinna susmanennn
Hune pinus susnanenys
Hwsue pinns susnaveuns

Related substances 1A-dimer: NMT 0.5 %. BDL
2F-dimer: NMT 0.5 %, RDI.
Tatal impurities: NMT 1.0 %. = :.\';::ﬁ:q{\ BDL
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G TOBAPHCTBO 3 OBMEIXEACIO BIRTIOBITAALHICTIO

<

Kesessre Phavi

«KYCYM OAPM»
Byn. Crpadina, 54, m. Cynm, 40020,

Ten.: (0542) 77 92 30, paxc: (0542) 77 92 32,
e-mail: plant@lusum.ua, web: www.kusem.ua

Kop €JIPTIOY 33525927
[ Ne ni/ni Hasea ananiay Crenudiiranin Pexyasrary nunnisy
Sr. No. Test aame Specification Test result

Kinuxicne Biszuavenus

Assay

Bist 950 mr mo 1050 wmr nocapTany Kaniio p
1 TabneTni (95,0-105,0 % Bix 3ansnenot Kinbrocr),

95.0 mg to 105.0 g of Losartan potassivm in 1 tablet
{95.0-105.0 % from the labe] claim).

100,2 mrfrabn.
{100,2 %)

100.2 mg/ftabl,
(100.2 %)

MixpoGiororiuna uncrora

Microbiological purity

Jaraybiic  waeno  aepolaux
{TAMC) - te 6inpine 103 KV O/r,
3aransue wHCAO Aphwmcosyx i nNicenesix TpHGiB
(TYMC) - e Ginvine 102 KYO/r-

Bineyrnicrs Escherichia colip 1 p TpEnaApATY.

Total acrobie microbial comnt (TAMC):

NMT 10° CFU/g.

Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g,

Escherichia coli must be absent perlg.

Mikpoopranismis

<30 KYOfr

<JOKYOir
Bincytrs

<50 CFUig

<1Q CruU/p
Absent

BHCHORBOK: / CONCLUSION:

HponykT surotomnero,
The product is manufac

Rianoniaac cransapram 10 snvoram GMP,

CepTidicar M 080/2023/GMP
Certifieate No. 080/2023/GMP

Ii complics with GMP standards and requirements.

YIOKOBAHO T4 NPOANANI30saH0 3THHO 3 BiMOram peeeTpailifinoro nocigue,
tured, packed and analyzed as per requirements of Registration Certificate.

Jhensin na spoBunursoe JKBPCKIX 3ac08in;
.Licence for medical produets production;

Cepin AB M 598054
Batch AB No. 598054

Ly ninsaepazyio, uto sei nupoGinyi AT e wier cepii rovanol nposyruit Syt 3pificuseni v nobuil pianoniwioeT 3 BHMOIANIL, 3U3HAMCHIME B JBHIIR
sneTmioni 1 GMP, aavsepasenin Minicrepcroon: CXOPONY JACPOR’R YRpatum, i 3 pIMOraMn PEECTRALINOrY AucLe kpitim apsyeH,

! Mereby eertify that al] the manufacturing slages of this bateh of finished product haye

Ministey of iealth of Ukmine

and with the requiremems of fhe Markaling Awthorisation
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been cairied ouy i full compliance with the GMP requiroments of the
file of the destination country.
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Kintix-ananiriuy
Analytical Chemist

/3aB. naGoparopieto BICS
i QC Lab In-gharee )

Tavanennk BICA
OC Head

Vnonuonaskena ocoba
Qualified Person

Ine's/Name:

G?:—"-b’-'se_ 22t T ﬁ:,

PCLQWI Ly m‘-‘h«

MTianue/Signature;
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