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Keesurm Tharn

«KYCYM (DAPM»

pyn. Crpsbina, 54, M. Cymm, 40020,
tei.: (0542) 77 92 30, daxe: (0542) 77 92 32,
c-mail: plant@kusum.ua, web: www.kusuin.ua

Kon €J1PTIOY 33525927

CEPTHU®IKAT AKQCTI
CERTIFICATE OF QUALITY

Hazpa npouysry:
Name of produet:

KJIOCAPT®, Tabnerxy, BKpHT] MIIBKOBOTO 0G0IOHKOIO0, IO 100 Mr
KLOSART®, film coated tablets, 100 mg

Cuuta ji:
Strength:

TJlocaprau kaniio — 100,0 mr
Losartan potassivm — 100.0 mg

Cepin Ne / Batch No.: SKC5001 Posmip ynakoswy / Package size:  Nel00 (10x10)
Pecerp. No/ A.R.No.: F;;6080/25 Tun ynaxosxn / Pack type: Baictep / Blister
Posnrip cepii / Batch size: 4 940 yri/packs Jara spurorosnenust / Mfg. date: 01.2025
Kpaisa / Market: UKR Tepmin npuaataocri/ Exp. date: 12.2027
Pecerpauiiiue nocsigucnus No: UA/8765/01/03 Tepmin 1if HeoGMexenuit

Registration Certificate No.:

unlintited validity

Ne e/ Hassa auanisy Cremdixauis PesyabTaTit ananizy
Sr. No. Test name Specification Test result
Omic Kpyrni apsoonyxsi  tabnerx, pkpuTi naiskosolo | Biznosixae
o OGONOUKOIO JKOBTOTO KOKOPY. e L
Description Yellow, circular, film coated biconvex tablets. Complies
Inewnrudixauia Ha xpomarorpamax BUNPOGOBYBAHOTO  PO3HILY i | Biamopinae
pOZHMHY — WODIBHANHS, OICPN@HMX B pospini
«ICinpkicHe  BHIHAMCHEA», UacH  YTPHMYBAHHA
OCHOBHIX 1IKIB MAIOTh COIBNALATH.
2 Tdentification .
& ‘ 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.
QUHOPIIHICTS AO30BANHX AV=LL (L1=15,0). 4,1
3 OJ(MAHILH
Uniformity of dosage units AV<L] (L1=15.0). 4.1
Posnanasua He 6innte 30 x5. 14 x1 37 cex
4 - . : . )
Disintegration NMT 30 min. 14 min 37 sec
Po3uyHENHs He menme 70 % (Q) min samsmesol xinvkoeri | 103 %
nocapTany Kanio yepes 30 XBHIHH.
Digsolution NLT 70 % (Q) of the labeled amount of Losartan | 105 %
potassium in 30 minutes.
Cynponinni nomiwky 1 H-dimer - ne 6inbuwe 0,5 %. Himxcae pisssA BH3HAUCHRA
2H-dimer - ne 6ibine 0,5 %. Hroxve pishs BU3HAYCHYS
Cyma nomiwmox - ne Ginpine 1,0 %. Huzkue pisus su3auenus
6 :
Related substances 1H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %, BDL
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CKYCYM ®APM»
Bya. Ckpadina, 54, M. Cymu, 40020,

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

Kon €JIPTIOY 33525927

s

/

Nen/n Ha3pa ananizy Crenudiranis Pe3ynbraTH ananisy
Sr. No. Test name Specification Test result
KinrxicHe BH3HANEHHS Bix 95,0 mr mo 1050 mr rocaprapy kamiio B | 1023 mrfradi,
1 tabreTi (95,0-105,0 % nin sasnnenof xinskoeti). | (102,38 %)
4 Assay 95.0 mg to 105.0 mg of Losartan potagsium in 1 tablet 102.8 mg/tabl.
(95.0-105.0 % from the label claim). (102.8 %)
MixpoGionoriana aucToTa Barwmnie  uMeno  aepobuuX  MiKpoopramiamis
(TAMC) ~ ne 6imie 103 KYO/r. <50 KYO/r
3aranpHe WHCO APLKIDKOBHX | MICEHEBNX TPHOIB
(TYMC) ~ ne Ginsine 102 KYO/T. <10 KYO/r
Bincyrnicts Escherichia coli n 1 r npenapary. Bincyrus
8 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
Escherichia coli must be absent per 1 g. Absent

BHCHOBOX: / CONCLUSION:

TIponyKT BHFOTOBAEHO, YIAKOBAHO T2 NPOAHANI30RANO 3EIAHO 3 BHMOTAMH peecTpaniifioro noCBinuen s,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinac cranuapram ta suMoram GMP.

It complies with GMP standards and requirements.

Jlivewsis Ha RHPOGHMNTBO JIKAPCHKHX 3ac00iR:

Iicence for medical products production:

1M IirBepaNyio, mo sei BupoGumui crauii ans uiel cepil rovoBoT NPORYKLT O,

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

Cepis AB Ne 598054
Batch AB No. 598054

4 Apificneni B OBHIE B/MOBIANOCTI 3 BUMOTaMH, 3A3HAUCHIMH B BTG

siacTanosi 3 GMP, saTnepskeniii MinicTepeTnonM 0Xopol 310poB’a YEpaiiis, | 3 BIMOTaMis PECCTPALIAIIONO ROCKE KPATHH NPNZHAYCHHS,

1 hereby certify that all the manufacturin

Ministry of health of Ukraine and with the requirements o

a stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
£ the Marketing Authorisation file of the destination country.

Xivik-ananiTnk

Bas. gaboparopico BKA | Havansrmx BKA

YnorHOBAYKEHA 0C00a

Analytical Chemist 1 OC Lab In-charge QC Head Qualified Person
o 77
3 P . A Pl i ol e \g . Y a
N i (° 1 Q’-'F'QW“‘--‘@"-‘J%O /9. QCQQ{W 1@_{ {yo{q /50&6&{/6@ Y

R ST YR q IX\\\@

o

[liminc/Signature: /;/ |
Jarra/Date: 7102 )85 e i |9 loo tcl_f 101 02 4K
FPr0080/25 Crop./Page Na: 2 3/0f 2
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TOBAPHCTBO 3 OBMEXEHOIO BUITOBLIANBHICTIO

«KYCYM BAPMY
pyn. CxpaGina, 54, M. Cymu, 40020,

reir.: (0542) 77 92 30, daxc: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua t

Kon €JIPTIOY 33525927

CEPTHPIKAT SAKOQCTI
CERTIFICATE OF QUALITY

Hassa npoaAyKYY:
Name of product:

KIOCAPT®, TabneTkn, BKpirTi NAiBKOROIO obononkow, no 100 mr

KLOSART®, film coated tablets, 100 mg

Cyna il
Strength:

Jocaptan xaniio - 100,0 Mr
Losartan potassinm — 100.0 mg

Cepist N/ Batch No.:

SKC5002 Posmip ynawosiu / Package size:  Nel0O (10%10)

Peectp. Ne/ AR.No.:

FP/0081/25 Tun ynaxosin / Pack type: Baicrep / Blister

Posmip cepii / Batch size:

4 922 yn/packs JaTa BHIOTOBICHHS / Mfg. date:  01.2025

Kpaia / Market:

UKR Tepmin npugarrocti/ Exp. dates 12,2027

Pecerpaniiine mocsigaeHs Ne:
Registration Certificate No.:

Tepyin Aii HeoGmesernil

UA/8765/01/03 unlimited validity

Ne n/n Hazna ananizy Cricpsianist Peay LTaTH ananisy
' Sr. No, Testmame b o Specification Test result
Onue Kpyrai nsoonykni tabrercy, BRPHTL  MIBROBOIO Binnopinac
| . | 0BOAOHKOK IKOBTOFO KOILOPY. ’
Description Yellow, circular, film coated biconvex tablets. Complies
Inenrudikauis Ha xpomarorpamax sunpoGosysanoro posunny 1 | Bianosinae
posuuKy  TOPIBHIHHA,  OACPHANMX B po3nin
(GiapKicHe  BHIHANCHMA»,  HACH  YTPHMYBahHs
OCHOBHAX NiKiB MAIOTH CTIHBIANATH,
2 Identificalion e . . ;
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.
OAHOPIABICTS NO30BAHKX AV<L1 (L1=15,0). 4.6
OIVRBUD
3
Uniformity of dosage units AV (L1=15.0). 4.6
Pozriagaums He Ginbuie 30 xa. 15 x8 17 cex
4 " ; g . _—_
Disintegration NMT 30 min. 15 min 17 sec
Posunnenns He menme 70 % (Q) Bin sassnenol xinpxocti | 102 %
nocaprauy kaiiio uepes 30 xpwing.
z
Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 102 %
potassium in 30 minutes.
Cynposifni foMITKN [ H-dimer — ne 6inbuie 0,5 %. Fracse piBHs BU3NATEHIEN
2H-dimer - e Ginbie 0,5 % Hipkae pinHa BR3HAUCHHA
CyMa nomimox - ne Ginbiie 1,0 %. Flymiee pisHst BU3IIAUCHHS
6 ; o~
Related substances 1 I-dimer: NMT 0.5 %o. BDL
2H-dimer; NMT 0.5 %. BDL
L Tota) jmpurities: NMT 1.0 %. BDL
FP/O081/2S Crop/Page Ne: 1 a/of 2
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'"«H? p TOBAPUCTRBO 3 OBMEXEHOIO BIATIOBIIAJILH] \\}” jt
i, «KYCYM BAPM» iy o
s Pharm pyn. Cxpsbina, 54, m. Cynu, 40020,

ten.: (0542) 77 92 30, daxc: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www. kusum.ua *
Ko €4PII0OV 33525927

No n/n Hassa ananizy Crneundixauis PeaysibTaTi aHANISY
Sr. No. Test name Specification Test result
Kinpxicse BysHayenus Bix 950 mr so 1050 wmr socaprany kanio B | 102,2 mr/raGn.
1 tabnerui (95,0-105,0 % Bin 3aspgenof KibKoCTI). (102,2 %)
T Assay 95.0mg to 105.0 mg of Losartan potassium in 1 tablet | 102.2 mg/tabl.
(95.0-105.0 % from the label claim). (102.2 %)
MikpoGionoritiya 4HcToTa Zaralphe  Yneno  aepobukx  Mikpoopramizmis
(TAMC) — ne Sinre 103 KYO/r. <50 KYO/r
Baranbie YMCH0 APDIHKOBUX | nicenenix rpybis
(TYMC) ~ ne Ginpiue 102 KYO/r. <10 KYO/r
Bincyruicte Escherichia coli 3 1 v nperapary. Bigcyns
b Microbiological purity Taotal aerobic microbial count (TAMC):
NMT 10° CFU/g. < 50 CFU/g
Total combined yeasts/moulds count (I'YMC):
NMT 10° CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:.

T1poLy K™ BHIOTOBNIGHO, YNAKORAHO T2 POAHANI30BAHO 3110 3 BUMOraMy PeceTpauliiinoro NOCBIICHHES.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
Ceprudirar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Ne 598054
Batch AB No. 598054

Bignosinae crappapram Ta Bumoram GMP.

It complies with GMP standards and requirements.
Jlilek3is na BUPOGHHITBO JKAPCHRAIX 3acoin:
Licence for medical products production:

1 DM THAYBEP/UKYIO, BLO Bei BHPOBHING cragii ans wici cepii roTonet npoxyKuji Gyan saificneni B nowILE BIANOBIANOCT 3 BIMOFAMH, DATNAUCHHMH B MK
sactanosi 3 GMP, aatsepmreniil MinicepeTnom OXOPOHH 30pon’s Yxpail, (2 sitmorami PECCIPALIAHOIO AOCLE KPATHY TIPIITAUCHHA,

I hereby cortify that afl the manufacturing stages of this bateh of finished product have been carried out in full complionce with the GMP requirements of the
Ministry of health of Ulanine and with the requirements ol the Marketing Autherisation file of the destination country.

YnonnosakeHa ocoba
Qualificd Person

,/Vé(//z(é’/vé/&y Ve /:7) C./utli‘_;;‘_h.’LQi‘v,UC NI I %%Q«C\{Q_’\)’? let (Y\fl'f'l \%W’/’(J(/O V/{(., O
A ' d; W o

ikl simcfar | 1Blee- O

Havansunk BICS
QC Head

XiMik-ananitax
Analytical Chemist

+3an. naboparopicio BKJ
¥ QC Lab In-charge

v’a/Name:

Tiamic/Signature:

Hara/Date:

FP/0081/25 (’f‘r()p./’l’ﬂgcm)\‘u; 23l0f2
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yi. Cxpsibina, 54, m. CymH, 40020,

rex.: (0542) 77 92 30, daxc: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusun.ua

Kon €JPTIOY 33525927
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CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

Hazsa npouyxry: KIOCAPT®, raGuerin, Brputi nIiskoBoio 060JI0HKOI0, 10 100 mr
Name of product: KLOSART®, film coated tablets, 100 mg
ChuJia ail: Jlocapran xanio — 100,0 mr
Strength: Tosartan potassium — 100.0 g
Cepist Ne / Batch No.: SKC4020 Posmip ynawosicn / Package size:  Ne100 (10x10)
Pecerp. Ne/ A R.No.: FP/0075/25 Tan ynaxoskn / Pack type: Boicrep / Blister
Posmip cepii/ Batch size: 4 950 yn/packs JlaTa suroTossenns / Mfg. date: 12.2024
Kpaina / Market: UKR Tepmin npuaatuocri/ Exp. date: 11.2027
Peecrpaniitne noesixuenns Neo o . Tepmin 1T HeoBMexenHH
-Tpai . , UA/BT65/01/03 DM JUT 1D AMEE
Registration Certificate No.: unlimited validity
No n/n Hazpa anajizy Crenpdirauis PesynnTatn ananisy
Sr. No, Test name Specification Test result |
Onme Kpyrii msoomyxii Tabierku, BKPUTI rmiskonoto | Binnosinae
0GONOHKOT0 WKORTOTO KONLOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
Iaenrndirauis Ha xpomarorpaMax BHNOPOOOBYBAHOFO POIMHIY 1| Bipnosinae
PO3UMMY  NOPIBHSHEA,  OJepwanux B po3uin
«JCGbKIiCHE  BH3MAUCHHA», YACKH  YTPHMYBAUHT
OCHOBHIX THKIB MAIOTE CIIBRAAATH.
2 Identification L : . :
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.
OnAopiaBIcTs N030BAHKK AV<LT (L1=15,0). 4.4
OAHBHLL
3 Jis
Uniformity of dosage units AVLL (L1=135.0). 4.4
Pozrapanns He Gumsuie 30 xs. 14 k831 cex
4 i1 . P— . :
Disintegration NMT 30 min. 14 min 31 sec
PozguHenHs He semue 70 % (Q) sin saspnenoi kinbkocri | 103 %
nocaprany Kanito yepes 30 XBuHH.
5 i : oy
Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 103 %
potassium in 30 minutes.
Cynposini AOMILIKH 1 H-dimer - ne 6iswe 0,5 %. Haskye piBid BH3HANCHHS
2H-dimer — e Ginbwe 0,5 %, Hivkae pipns susHatenin
Cyma jominok - ue inpie 1,0 %. FIsKae pisss BU3HAMCHIA
6 - 55 18 & o
Related substances 1 H-dimer; NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
FP/O0TS/25 Crop./Page Ne: 1 3/0f 2
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pyn. Cxpsbina, 54, M. Cymu, 40020, .\\CFW"?U?IKA"'m
¢ - GIKATIE

ren.: (0542) 77 92 30, daxe: (0542) 77 92 32,
c-mail: plant@kusum.ua, web: www.kusum ua
Kop €JIPTIOY 33525927

Cremudirauis Pesyawrati anasniszy

N n/n Ha3zsa ananizy
Sr. No. Test name Specification Test vesult
Kinpkicue BU3HAYENHS Bix 95,0 mr no 1050 mr nocaprany Kafiio B 101,0 mr/rads,
1 raGnerit (95,0-105,0 % sin 3assnenof Kinkkocti). (101,0 %)
f Assay 95.0 mg to 105.0 mg of Losartan potassium in 1 tablet 101.0 mg/tabl.
(95.0-105.0 % from the label claim). (101.0 %)
MikpoBiooriusa 4HCTOTa BarapHe  UHCHO  aepobuHx  MiKpooprasismin
(TAMC) ~— ve Ginpe 10> KYO/r. <50 KYO/r
Baraypue WHCHO APIKANOBHX | MmiiceneBHx rpydis
(TYMC) ~ wie Sinbwe 10 KYO/r., <10 KVO/r
Bincyrsicrs Escherichia colin 1 v npenapaty. BincyrHs
8 Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g

Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g.
Lscherichia coli must be absent per 1 g.

< 10 CFU/g
Absent

BHCHOBOK: / CONCLUSION:

TTpOJIyKT BUFOTOBIEHO, YTIAKOBATIO Ta POAHANI30BAHO 3FIAHO 3 RHMOTAMN peecTpaLiiHoro DoCRiLUCHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cragnapram ta sumoram GMP.
Tt complies with GMP standards and requirements.

Jliuensis 1a BHPOGHULIERO NKAPCLRHX 3aC00iR:
Licence for medical products production:

Lltias MiATBCPIBIYIO, 1O Bei BUpOGHI craii A wich cepii roo

Ceprudiar Ne 080/2023/GMP
Certificate No, 080/2023/GMP

Cepin AB N 598054
Batch AB No. 598054

BOT NPOAYKIT Gy aaiiicneni o NOBIT BIAAOBIANOCT] 3 BHMOIANE, JUIHANCHAMSL B MBI

sacranoni 3 GMP, samepre it MinicTepeinoM OXopotn 3a0pos’ s VRpAitH, 13 BHMOTAMH PECCTRAWITIHOIO J0ChE KpAiH NPH3HAYCHIA,

I hereby certify that all the nuanufacturing stages of U

lis batch of finished product have been carried out in full compliance with the GMP requirements of the

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

XiMiK-aHaiiTHR
Analytical Chemist

Vnosnopaxkena ocola
Qualified Person

Hauansaux B

[3an. saGoparopicio BIKST
QC Head

QC Lab In-charge

In’s/Name;

Atlueico L.

R p
PCL.Cm« \QL\I\’\O’%\ VAL M 0

[Tiume/Signatare:

Mof

/%ﬁ;/é/./,./:/wﬁz 20 M.
!
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Jlara/Date:

/¥ JO 0
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o TOBAPHCTBO 3 OBMEMEHOIO BIATIOBIZAIGHICTIO
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Koestrrs Phorin Byn. Cxpabira, 54, m. Cymu, 40020, e \
Ten.: (0542) 77 92 30, daxc: (0542) 77 92 325N
e-mail: plant@kusum.ua, web: uwvw.kusum.ﬁ‘z‘l‘.;_ L
Kon €LPTIOY 33525927 e _;f‘ d

CEPTHOIKAT SICOCTT
CERTIFICATE OF QUALITY .

Hassa mpoaywery: KNOCAPT®, rabnerxn, BrpuTi maiskopoio obononkoia, no 100 Mr
Name of product: KLOSART®, film coated tablets, 100 mg
Cusa nii: JlocapTan kaniio — 100,0 mr
Strength: Losarian potassium ~ 100.0 me
Cepin Mo/ Batch No,; 1005152 Poamip ynaxosiu / Package size:  Nel00 (10x10)
Pecerp. Mo/ ARNo.: FP/0101/25 Tun ynaxonicis / Pack type: Baictep / Blister
Posmip cepit / Batch size: 9 927 yo/packs Hara suroronnenusn / Mfg, date: 11,2024
Xpatua / Market: UKR Tepmin nprnarnocri/ Bxp. date: 102027
Peecrpantiine nocsinuerms Ne: TepMin mil neoOmeskennit
Registration Certificate No.: UA/8765/01/03 unlimited validity
M nifn Hasna auanisy Cremmhikauis PesynsTatn ananizy
Sr. No. Test name Specification Test result
Ommne Kpyrai asoonysni TaGuergi, Bpyri miikosoio | Biamorinae
o ] T TG HOBTOFO Kompopy.
Description Yellow, circular, film coated biconvex tablets, Complies
Inenriicauin Ha xpomarorpamax sunpoBosypasoro pozunny i | Binnosinae
POSMHHY HODIRMANHA, onepMammy B po3ini
«linnxicue BHIHEMEMIEN,  “aCH  YTPHMYDAHHR
OCHOBHIZX. BikiB MAIOTS criiBnazaTy.
2 Meatification In Assay, the principal peak in the chiomatogram | Camplies
obtained with test solution has the same retention lime
as the principal peak in the chromatogram obtained
with reference solution,
Onnopianicrs gosonanmy AVzLI (L1=15,0). 4.8
3 OAHHVILL
Uniformity of dosage units AV=L1 (L1=15.0). 4.8
Posnaganus He §inure 30 xp. 17 x8 15 cex
4 i ¢ . A
Disintegration NMT 30 min. 17 min 15 see
Posusinenns He menme 70 % (Q) Bin zannmemol winnkocri | 103 %
nocaprany kaniro wepes 30 xerimmy,
5 Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 103 %
potassivin in 30 minutes,
Cywponinai aoasintgn 1H-dimer - ne Sinswe 0,5 %. Husxve pinusg By3navenny
2H-dimer - ne Ginbue 0,5 %, Hionvwe pisus susnaueins
Cyma nosiutor — ne Gintie 1,0 %. Hnne pinng srsuauens
g Related substances LH-dimer; NMT 0.5 %. BDL
2I-dimer; NMT 0.5 %, BDL
Total impurities: NMT 1.0 %, BDL
FPA0125 Crop./Page Me: 1 3/of 2
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TOBAPHCTBO 3 OBMEKEHOIO BIINOBIIAJBHIC

o

f@, «KYCYM ®APM» E D
Kesen Pharin . Byn. Cxpabiua, 54, m. Cymn, 40020, 3% }
Viling ]

A

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

Kon €IPTIOY 33525927
Ne i/ Haspa ananjsy Creunirauis Peaymwraru ananisy
Sr. No. Test name Specification Test result
Kinsxicue susnaveuny Binp 950 mr mo 1050 wmr nocaprany wanito 8 | 101,6 mr/raGn.
1 rabnerui (95,0-105,0 % sin sassnexol Kinexocti). | (101,6 %)
1 Assay 95.0 mg to 105.0 mg of Losartan potassivin in 1 tablet { 101.6 mg/tabl,
{95.0-105.0 % from the label claim). (101.6 %)
MikpoGionoriuna wucrora Saranshe  wscno  acpobunx  MiKpoopranizmis
(TAMC) ~ re Ginpme 103 KYO/r, 25 KVOrr
3aranbie YHeAC ApiwmwKosHX i TWIicenenmt pubis
(TYMC) - e Sinpwre 102 XV O/r, <10 Kyorr
Bincyruicrs Escherichia colin 1 r npenapary. Biacyrns
B Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. 25 CFuUfg
Total cotnbined yeasis/moulds count (TYMC):
NMT 10> CFU/a, <10 CFU/g
Lscherichia coli niust be absent per 1 g. Absent

" "BHMCHOBOK:/ CONCLUSION: T TR TR

TlpoaykT BiroTonneno, ynakosano ta NPOAKARI30BAHO 3rIRHO 3 BuMOraMy peecTpauiiinoro nocsipuens.
The product is manufactured, packed and analyzed as per requirements of’ Registration Certificaie.

Bintosinae crannapram Ta sumoran GMD, CepripiraT Ne 080/2023/GMP
it complies with GMP standards and requirenents. Certifieate No. 080/2023/GMP
JHinenain na supoBunurso JikapeLxux 3acobin; Cepint AB Ne 5930354

Licence for medical products production: Bateh AB No. 508054

Hast ninmeporyto, o nei BupoGimsi eragly ung wici <epii roTonoT NpoAYKWT Gyan 3aiRtHeN b noswiil DIUTORIANIOETT 3 RUMOCAMH, 3XBHAMEHIMH B il
nacranoni 3 GMP, zaroepnsenii Minierepcraon GXOPOHN 370poB'a Yrpaiun, 1 3 susoras PECCIPAUIHONO AOCLE KPATII NPHIBANCIEA,

1 hereby certify that all the manufacturing stages of this batch of finished produgt have beei ¢amied out in full compliance with the GMP requirements of the
Ministry of health of Ukunine and with the requireinents of the Marketing Authorisation file of the destination country.
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Kimir-anamitix /3ab. naboparopicio BICT | Hauansmmx BICST Yrobrosaxena ocofa
Analytical Chemist  7QC Lab In-charge QC Head Qualified Person
2 s . P e ~f 1 i .
In*afName My €/ C}u.uc.ﬁ_eu_uc T& PLLQE’M ‘lCLPfY'}C‘\Jf'l %O\@Pm ALO.
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Kusure Phavin

«KYCYM GAPM»

By/1. Cxpabina, 54, m. Cymuy, 40020,
ren.: (0542) 77 92 30, daxc: (0542) 77 92 32
e-mail: plant@kusum.ua, web: www.lmmun.!{i'

Kox EJIPTIOVY 33525927

CEPTH®IKAT AKOCTI
CERTITICATYE OF QUALITY

Hasea npoxywry:
Name of product:

JJIOCAPT®, ta6neriy, BRpUTI T1iBXOBOIO 060MONKOIO, TIO 100 mr
KLOSART®, film coated tablets, 100 mg

Crua pii
Strength:

Jlocapray xanio - 100,0 mr
Losartan potassium — 100.0 mg.

Registration Certificate No.:

Cepis Ne/ Batch No.: SKC5003 Posnip ynaxosicu / Package size:  Nel00 (10x 10)
Peectp. Ne/ AR.No.: FPI0083/25 T ynarosiu / Pack type: Brictep / Blister
Posmip cepii/ Batch size: 4 950 yn/packs Hara suroronnenus / Mfg. date:  01.2025

Kpaina / Market: UKR Tepmin npuaamnocti/ Bxp, date: | 12.2027
Peectpaniiine nocsiguenna Ne: TepMin AT HEOOMEKCHIH

UA/8765/01/03 i o
) unlimited validity

Ne ut/n Hazpa ananizy Crenndikamnis PesylibTaTH agajisy
Sr. No, Test name Specification Test result
Onmne Kpyrni anoomykni raGuetky, BKpHTI 1MIRKOBOIO Binnosigac
| 0BONONKOIO JKOBIOLO KONBOPY.
Deseription Yellow, circular, film coated biconvex tablets. Complies
Inenmipixauis Ha xpomarorpamax BHHpOGOBYBANOTO pOsumMY | Bianosinac
POSUMHY  NOPiBHANMA,  ONEPIKAHMX B PO
«ICinpKicHe  BHSHAUCHHS», MACH  YTPHMYBaMHS
OCHOBHHX MTIKIB MAIOTH CRiBrasaTh,
2 Identification o . :
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.
OUIOPINMICTL RO30BERHX AV (L1=15,0). 4,9
3 OHHHUID
Uniformity of dosage units AV (1.1=15.0). 4.9
Posnananus He Ginbiue 30 x5. 14 x1 53 cex
4 o . R . -
Disintegration NMT 30 nun. 14 min 53 sec
PosuHeHHs He meuwme 70 % (Q) min saswienoi ximpxocti | 102 %
nocaprany Kaiio uepes 30 XBUnH.
’ Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 102 %
potassium in 30 minutes.
Cynposinni nominku 1 H-dimer -~ ne Ginsine 0,5 %. Hinkeae pinns siznayenns
2H-dimer - ¢ Gisbie 0,5 Y. Hikye pioiss pspasicHng
Cyma pomimox ~ e 6inbime 1,0 %. FHibkue pinng RU3HAERHS
6 , : g
Related substances I H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %, BDL
“Total impurities: NMT L0 %. BDI.

FPI008325
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Ksum Tharin

TOBAPHCTBO 3 OBMEKEHOIO BIITOBIAAJIbE
«KYCYM GAPMY

pyn. Crpsibina, 54, M. Cymu, 40020,
rei.: (0542) 77 92 30, Paxe: (0542) 77 92 328
c-mail: plant@kusuim.ua, web: www.kusnm.ua'

Kon €JIPIIOY 33525927

[ No ni/n Haina ananiszy Crnemydixanis
Sr. No. Test name Specification
KuipKkice BH3HAUCHHA Bin 050 wmr o 1050 mr jocaprany Xamio s
1 ta6aeri (95,0-105,0 % sin sasnnenol winwkoeri). | (102,6 %)
7 < - "
Assay 95.0 mg to 105.0 mg of Losartan potassium in 1 tablet | 102.6 mgitabl.
{95.0-105.0 % from the label claim). (102.6 %)
MikpoGiosoriuna YHCTOTA SaraibHe  YHCHO  ACpofnX MiKpOOpraHisMin )
(TAMC) ~ ne inpme 107 KYO/r, < 50 KYO/r
ZaraiibHe YHCRO APIAIUKOBHX 1 MNICeHeBHX pubin
(TYMC) ~ ne Ginbuie 10 KYO/r. < 10 KYO/hr
Bincytuicts Escherichia coli B 1 r npenapaty. Bincyts
8

Microbiological purily

Total acrobic microbial count (TAMC):

NMT 10° CFU/g.

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

Fscherichia coli must be absent per 1 g.

<50 CFU/g

<10 CFU/g
Absent

BUCHOBOK: / CONCLUSION:

TTpofyKT BHIOTORACHO, YITAKOBAHO Ta TIPOANANT30BAHO0 3T1/IHO 3 BUMOTaMH peecTPaliiioro NOCE eI,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Rinnosigac cranpapranm ta sumoraM GMP.
Tt complies with GMP standards and requirements.

Jlinensis na BHPOBRITBO HiKapeLKix 3acobis:
Licence for medical products production:

Linn maTeepiuRyio,

Ceprrudirar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Na 598054
Batch AB No. 598054

WO Bei BHpOGIIG cTanii s niel cepii roTosoi PPOYKILT Gyiu 3aifCTEni B noBuil PIBNIOBIANOCTT 3 BHMOTAMIT, JTHAMCHIMI B Wi

wacraoni 3 GMP, sarpepzokeniil Minicrepernos oOXopols sropon's YRpainl, i3 BN0ra PECCTPHIRHOTO A0CHC KA NPIIHINENT

I hereby cenify that alt the manulacturing sta

ges of this bateh of finished product have been carried oul in full comphance with the GMP requirements

of the

Ministry of heaith of Ukmine and with the requirements of the Marketing Authorisation file of the destination country.

KiMiK-aHATITHI {-Bau. naboparopieo BKST | Hauan,nuk BXA Ynomiommeua ocoba
Analytical Chemist [ QC Lab In-charge QC Iead quli‘hcd Person
il - feenpo L5 Clawe o 284 3. P(MW Ceqmoh 7,5509{’4' o
Jlara/Dale: B /f 7&;?/,.17/5':' ) ] \@,ID’) bf B 75(7 oMd ;z,_g‘./.
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