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Vipaisa. 02092, M. Knis,
Ryl AaMaTHACkKY, 38

Ten.: ~3&( 44)»19‘3 R2-88, (pcm. 4935-82-87 I«Mﬂm ?Wm

CEPTHO®IKAT AKOCTI
CERTIFICATE OF QUALITY

g Fo Pk
[ ] B . p S R 1
Hazsa npoaykry: KIIOCAPT®, TabneTki, BKPHTI 1iBKOBO10 000I0HKOK A=
Name of product: KLOSART®, film coated tablets
Cnna aii: JlocapTtan kaniio ~ 50,0 Mr
Strength: Losartan potassivm — 50.0 mg
Cepis No/ Batch No.: SKRB1001 Po3ip ynaxonky / Package size: N84 ( 14x6)
Pecerp. Ne/ ARNo.: FP/0126/21 Tun ynaxoBks / Pack type: Brictep / Blister
Po3mip cepii/ Batch size: | 500 000 tad/tab | MlaTa nuroroniaenns / Mig, date: 01.2021
Ki-1b ynakosox / No. of packs: 8 928 Tepmin npunarnocti / Exp. date:  12.2023
Kpaina / Market: UKR
Peectpandiine nocsizuenng Ne: . TepMiH AiT HeoOMekeHH :
. - e 65/ o o |
Registration Certificate No.; UA/8765/01/02 unlimited validity ;
Ne n/m Hazsa anaaizy Cuenndikanis Pesyanrarh ananisy
Sr. No. Test name Specification Test result
Omnue Kpyrsi usoonykni TabaeTky, BKpUTI nuiBkosoio | Binmosinae
| 0GONOHKOI0 XOBTOFO KOMLOPY.
Description Yellow, circular, {ilm coated biconvex tablets. Complics
Tnenrndikanis Ha xpomarorpamax BHNPOBOBYBAHOTO  PO3UHHY i | Bianosinae
posUHHY MODIRHAHHS, OACKAHHX B PO 31
«KinpkicHe BM3HAHCHHAY, HACH  YTPHMYBAHHA
OCHOBHUX NMIKIiB MI0OTH CIIBNAAATH,
2 ldentification ;
¢ 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.
OANOPILAKICTE 030BAHIX AV<LI (L1=150) 5.1
OJMHILLb
3 it 1
Uniformity of dosage units AV=L] (LI=15.0) 5.1
Poznananus He Ginwine 30 xb, 13 xB 43 cex
4 . . . .
Disintegration NMT 30 min. 13 min 43 see
Pozunnenns He menme 70 % (Q) Bin 3asBaeHO] ginskocti | 100 % f
nocapTany Kanio yepes 30 XBHIHH,
5 ’ : .
Dissolution NLT 70 % (Q) of the labeled amount of Losartan 100 %
potassium in 30 minutes.
CynpoBiaHi ZoMILIKH ] H-dimer — ne 6inpue 0,5 %. Hrgrie piBls BHIHAYCHHS
21 -dimer — ne 6imewie 0.5 %. Hinxe piBis BU3HAUCHHA -
Cyma sominox — ne Sisie 1,0 %. Hizxoe piBis BUSHAUCHES
5 . . |
: Related substances [ H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
L Total impurities: NMT 1.0 %. BDL

FP/O126/21
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Kuincika Qiiin TOB «Kycyst Mapwin
TOB «Kveym Dapyy Vgpaiaa, 40020, M.Cymi, syil Crpadina, 54
Yipaina, 02092, s.Kais, Ten.: 38(0542) 77~ GE-40-11

py:l. AJMarisebRa, 58

Teut.: +38(044) 493-82-88, dakc: 495-82-87 /(u.s‘um .7)/1.{2/"}%
Ne u/n Hasna ananizy Cnenndikanis
Sr. No. Test name Specification
KijbKICHE BUIHAYCHHS RBin 47.5 mr jo 52,5 Mr jiocaprady ganiw B |
TabneTi (95.0-105,0 % Bin sasenciiof KiNLKOCTI).
¥ Assay 47.5 mg to 52.5 mg of Losartan potassium in | tablet 50.85 mgdtabl.
(95.0-105.0 % from the label claim). (101.7 %)
MixpoGionoriusa uHcToTa 3aranpHe  uMCIo  acpoOHMX  MiXpoopraizmis
(TAMC) - sie Binswe 10° KYO/r. < 50 KYO/r
FaranbHe YICHO JAPDKKOBUX 1 muicenennx rpnbin
(TYMC) - ue Binue 10* KYO/r. < 10 KYO/r
Bincyrnicts Escherichia coli 8 1 r npenaparty. Bincytna
§ Microbiclogical 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. Absent

BHCHOBOK: / CONCLUSION:

T1poftyKT BHFOTOBICHO, YNAKOBAHO Ta IPOAHANIZ0BAHO 3[IAHO 3 BAMOTAMH PeECTPaLiiiHOrO NOCBIAYCHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

BijnoRiaac CTAHIAPTAM T BHMOTAaM GMP. Ceprudikar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jiuensia Ha sUpOGHBITEO NKAPCLKHK 32C00IE: Cepiz AB Ne 598054

Licenee {or medical products production: Batch AB No. 598054

[l # 3acRiniIyo, U0 HapeAcHa BN iHdopyILis € aecToripiolo Ta Tounoo. Lo cepito npoaykuii Syno supobacno (srinouaioun ARy BAHHANAPKY BaHH ) Td
NPOBEACHO KOWIpEh Ti akoeTi Ha RUILEIasHANEHTT AR Y N8R BLIIOBIAHOCTI 3 BHMOraM# GMP, BCTaHOBICHHMI MICICHIM PEIYINTOPHHM OPTRTIOM, 2
ToKkoX BiAnoniaso jo cnelnikmiii, mo MicThCa ¥ peceTpaniiinody Aoche aGo Toprowiii mines3ii kpainu-supodHHKA aBo xpaini-iMnoprepa, #AKNIO
NPOJYRLHIO IMIOPTOBAHE, a00 ¥ HOCHE CHEIUIKAITiT HA NPCNAPaT s JOCIiLKY BIHOTO nikapebrore sacoby. [IpeTOKOIN BHPODHHLITRA, NAKYBAHHA T4 asianizin
Oy10 BEpPersaanyTo Tit BCTANOBACHO wiznosiaaicts GMP.

| hereby confirm that the above mentioned information is authentic and accurate, This batch of the product was manufactured (including packing/marking) and
its quality contral was performed at the site mentioned abave in fill concordance with the requirements of GMP imposed by lseal regulatory authority as well as
according 1o the specifications included in the registration dossier or the trade licence of o manufacturer country or importing country if the product was
imported, or in the dessier of product specifications for the examined drug product. The protocols of manufacturing. packing and analyses were reviewed and
approved in complying with GMP.
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“QC Lab In-charge QC Head Qualified Person
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Kuischka diain

TOB «Kycym ®apm»
Ykpaiua, 02092, m.Knig,
BYJI. AJIMATHHCBKE, 58

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

o]

K

Kusum Pharm

TOB «Kycym ®apm»

Vkpaina, 40020, m.Cymn, syn. CkpaGina, 54

Tes.: +38(0542) 77-46-10, dake: 77-46-11
e-mail: info@2iGmRnmp

CEPTHOIKAT AKOCTI

CERTIFICATE OF QUALITY
Ha3ssa npoaykry: KJIOCAPT®, tabnetky, BKpATI NAiBKOBOK 0GON0HKOK0
Name of product: KLOSART?®, film coated tablets
Cuna pii: Jlocapras xaniio — 50,0 Mr
Strength: Losartan potassium — 50.0 mg
Cepin Ne/ Batch No.: SKB1002 Po3mip ynakosku / Package size: N84 (14x6)
Peectp. Ne/ A.R.No.: FP/0140/21 Tun ynaxoBkn / Pack type: Bnicrep / Blister
Po3mip cepii / Batch size: 1 500 000 Tab/tab | Jdara suroromaenus / Mfg. date:  01.2021
Kin-1b ynakosok / No. of packs: 17 857 Tepmin npuparnocti / Exp, date:  12.2023
Kpaina / Market: UKR
Peectpauiiine nocsiguennsa Ne: TepMiH Aif HeoGMeKeHNH
Registration Certificate No.: UA/8765/01/02 unlimited validity

‘Ne n/m Ha3sga ananizy Cnenngikania PesyanTaTH ananily
Sr. No. Test name Specification Test result
Onuc Kpyrni nmsoonywi Ttabnerxu, Bkpuri mnaiskosoro | Bianosinae
| 000/IOHKOIO JKOBTOTO KONILOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
InenTudikanin Ha xpomarorpamax BunpofosysaHoro posunHy i | Bianosinae
PO3UHHY MOPIBHAHHA, OfCPKAHUX B  po3aini
«Kinpkicne  BM3HaueHHA», 4HacH  YTPHUMYBaHHA
OCHOBHHX ITiKiB MaloTh CITiBN&AATH.
2 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.
OnnopiAHICTE AO30BaHMX AV<L] (L1=15,0). 3.4
3 OAMHUIB
Uniformity of dosage units AV<LI (L1=15.0). 34
Poznananns He 6insme 30 xB. 12 xB 34 cex
4 Disintegration NMT 30 min. 12 min 34 sec
Po3unnenus He menwe 70 % (Q) mia sassneHol kinskocti | 100 %
nocaprady Kaniio yepes 30 XBHIHH.
3 Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 100 %
potassium in 30 minutes,
CynpoBiasi AoMitikH 1H-dimer — ne 6imbie 0,5 %, Huicie piBss Bu3HadeHHs
2H-dimer ~ He Ginsuwe 0,5 %. Hukde pieHa BH3sHaucHHS
Cyma nomiwmok — ve e 1,0 %, Hrpkue piBHA BH3HAUECHHS
6 Related substances 1H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
FP/0140/21
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Kuischka ¢inisn

TOB «Kycym ®apm»
Vkpaina, 02092, m.Kuis,
BYN. AJIMATHHCBKR, 58
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Kusum Pharm

Ykpaina, 40020, m.Cymu, Byn. C

TOB «Kycym ®apam»
{(pn6iﬂa, 54

Tesn.: +38(044) 495-82-88, dhaxc: 495-82-87 : g@, }.,
(= /s ¥ %
({( ; [ ‘3%;?;33 i s
Ne ni/u Hasea ananisy Crnenndikanin \Z;\P‘és‘jnif'ﬁr‘gkhﬁhi;y‘
Sr. No. Test name Specification \ é ! m‘memes‘mt“{ 3\
KinnkicHe BH3HAUCHHS Bin 47,5 mr no 52,5 mr nocapramy xamiic B | Mﬁa@l/\/{:\\‘/
Tabnetui (95,0-105,0 % sia 3assneHOT KimbkocTi), (1R L
~ g
7 Assay 47.5 mg to 52.5 mg of Losartan potassium in 1 tablet | 50.81 mg/tabl.
(95.0-105.0 % from the label claim), (101.6 %)
Mixpobionoriuna yucrora 3araneHe  uMcno  aepoGHMX  MixpoopraiiMis
(TAMC) - He 6inbie 10° KYO/r. <50 KYO/r
3aranbHe YMCNO APDKIVKOBHX 1 fUliceHeBMX rpHbin
(TYMC) ~ ne 6insine 102 KYO/r. < 10 KYO/r
BincytHicte Escherichia coli s 1 r npenapaty. Biacyrna
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:

IIpoaykT BUroTOBACHO, YNakOBaHO Ta MPOAHANI30BAHO 3riIHO 3 BAMOTAMHU PEECTPALINHONG NOCEinueHHs,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crangapram ta BuMoram GMP,

It complies with GMP standards and requirements.

Jlinensis na BupoGHHUTBO NikapchkuX 3acobis;
Licence for medical products production:

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

Cepis AB Ne 598054
Batch AB No. 598054

L 5 3acsinuyto, mo HasencKa BHILC iHGOPMALLA € JOCTOBIPHOK Ta TouHOW. Lo cepito nponyxuii 6yn0 BHPOGICHO (BKIIOMAIONH HAKYBAHHS/MAPKYBaHHA) Ta
NPOBEAGHO KOHTPOML 1T AKOCTI Ha BULIE3AIHAvEHIH ANLHULI Y NOBHIY BIZNOBIAHOCTI 3 BHMOPaMH GMP, BCTaHOBIEHHMN MICLEBHM PETYIATOPHIM OPraHoOM, o

TAaKoX BIANOBIAHO A0 cneundikaiifi, mo Micrsrscs
HpORYKUII0 iMNOpTOBAHO, 860 ¥ A0cKe cnenudikatii Ha n
By”10 nepernAHyTO Ta BCTAHOBACHO BiANOBiAKICT GMP,

[ hereby confirm that the above mentioned information is authentic and accurate. This batcl
its quality control was performed at the site mentioned above in full concordance with the r

according to the specifications included in the
imported, or in the dossier of product specifig

y peectpauiiinoMy socke abo Toprosifi milicHsii kpainu-BMpobuHka 8Go KpaiHH-iMHiOpTepa, AKIIO
penapar JUi8 LOCTDkYBAHOFO NikapchKoro 3acoby. [lpotokonk supoSuuuTsa, MAKYRAHHS Ta-aHATI3IB

h of the product was manufactured (including packing/marking) and
equircments of GMP imposed by local regulatory authority. as well as
registration dossier or the trade licence of a manufacturer country or imperting country if the product was
i or the examined drug product. The protocels of manufacturing, packing and analyscs were reviewed and

Ximix-ananitnk ,3as. naboparopicio BKS | Hauansuux BKS YnosHoBaxeHa ocoba
Analytical Chemist | QC Lab In-charge QC Head Qualified Person /
) . - " o 5 , 1,5 7 A
Im’s/Name: (b imetiine ML «:’?,ya&uwm 73, PC‘@\"’" \e‘f\"\h J%s 1k {,,,gj_‘/x{{ /
Mianuc/Signature: & o " pr f\\,\\'ﬂ
Hata/Date: 2205 o6 ‘ex2 N 3\{33}, {2y
FP/0140/21
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Knischka diais

TOB «Kycym ®Oapm»
Vikpaina, 02092, m.Knis,
BYJ. AJIMAaTHHCLKA, 58

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

o
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Kusum Pharm

TOB «Kycym ®apm»

Vkpaiuna, 40020, m.Cymu, sya. CxpaGina, 54
Ten.: +38(0542) 77-46-10, dakc: 77-46-11
c-mail: info(g

CERTIFICATE OF

CEPTUDHUKAT KAUECTBA
ALITY

Ha3zsanue npoayxra: KJIOCAPT®, tabaerkn, BKpHTI n1iBkoBo10 06010HK010, 10 50 Mr Ne84 (14x6
Name of product: KLOSART®, film coated tablets, 50 mg No.84 (14x6) in blisters
Per. No: / A.R.No.: FP/0976/20 Pazmep cepuu: / Batch size: 500 000 Tabn. / tabl.
Cepusn Ne: / Batch No.: SKBK016 Koanuecrno ynakosok: / Number of packs: 5 952
JaTta naroroaennsn: / Mfg, date: 11.2020 Cpox roguocrn: / Exp. date: 10.2023
Perucrpaunonnoe cengereancrso Ne UA/8765/01/02, Tepmin hii HeoGMexkenHit
Registration certificate No. UA/8765/01/02, unlimited validity
Ne n/n TMapamerpol Crneundnkanun PesyanraThl
Sr. No. Tests Specifications Observations
1 Onuc Kpyrni  nsoonyxni  Ttabnmetku,  sxpuri | Bianosinae
IU1iBKOBOK 0OONIOHKOIO OBTOTO KOLOPY.
Description Yellow, circular, film coated biconvex tablets. | Complies
2 InenTndikanis Ha xpomarorpamax sunpobosyeanozo posuuny | Binnosinae
i poswuny nopisnanna, onepxasux B poszini
«KinbxicHe BH3HAYCHHA», YaCH YTPHMYBaHHA
OCHOBHHX NIKiB MaIOTh CHiBNAATH.
Identification In  Assay, the principal peak in the | Complies
chromatogram obtained with rest solution has
the same retention time as the principal peak
in the chromatogram obtained with reference
solution.
3 OnxopiaHicTs A030BaHHX AV<LI (L1=15,0) 1,6
OAHHHUB
Uniformity of dosage units AV<L1 (L1=15.0) 1.6
4 Posnananns He Ginvise 30 xs. 17 x8 7 cex
Disintegration NMT 30 min 17 min 7 sec
5 PozunHenHs He menwe 70 % (Q) Bin 3agsneHol xinskocTi | 96 %
nocaprany xaniio yepes 30 XBHIHH.
Dissolution NLT 70 % (Q) of the labeled amount of | 96 %
i Losartan potassium in 30 minutes.
6 Cynpogiaui aoMiikn {H-dimer — ue Ginslue 0,5 %. Huxcue pisHs BH3HAYECHRS
2H-dimer — ne Ginnwe 0,5 %. Huve piBus Bu3HaueHHA
Cyma domiwiox — ve Ginsuie 1,0 %. Hinkue pisus susnaueHus
Related substances 1 H-dimer; NMT 0.5 %, BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL
7 KinbKicHe BU3HauCHHA Bin 47,5 mr no 52,5 Mr socapmany xaniio B | 50,60 mr/Taén.
I TaGnerui  (95,0-105,0 % sBin 3asBaeHol (101,2 %)
KinsKocTi),
Assay 47.5 mg to 52.5 mg of Losartan potassium in | 50.60 mg/tabl.
1 tablet (95.0-105.0 % from the label claim). (101.2 %)
FP/0976/20 Crpannua Ne: 1 n3 2
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Knischka dinis

TOB «Kycym dapm»

Ykpaina, 02092, m.Kuis,

BYJT. AJIMaTHHCEKA, S8

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

Vkpaina, 40020, ».Cymu, sy, Cxpabina, 54
Ten.: +38(0542) 77-46- 10,_base:
e-mail: infofiRualHey

TOB «Kycym ®apam

S NZ
&5/ : AN
53 K 2\Z
-~ 2lE
3 «RYCYM BAPM» §

Ne n/n Mapamerpn Cneundnranun \“%% Q}J?w 67/
Sr, No. Tests Specifications * o Observafions -
8 MikpoG6ionoriuna uncrora

Microbiological purity

3aranpnc uncno acpoGHUX MIKpoOpraHizMis
(TAMC) ~ ne Ginswe 10° KYO/T.

3aranbHe 4HMCIO APDKINKOBHX | TUIICEHEBHX
rpubis (TYMC) — e 6insuie 102 KVO/T.
Bincyrnicts Escherichia coli 8 1 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.

q WY
SlHa wC
MCHLIC

MmeHute 10 KYO/r
Escherichia coli — pincytns 8
Ir

<50 CFU/g

<10 CFU/g
Escherichia coli is absent per
lg

3AKJIFOUEHHE: npoaykT npousseaeH, ynakoBad M NPOTCCTHPOBAH B COOTBETCTBHH ¢ TPeBOBAHHAMH PETHCTPALHOHHOTO
ceuactenbetsa. Oteeuaet TpeGosanuam n crannaptam 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
JIuueH3us Ha NPOM3BO/CTBO JCKapCTBEHHBIX cpencts: Cepua AB Ne 598054
Licence for medical products production:

Batch AB No. 598054

XuMHK-aHANHTHK -3am. Hauansunka OKK ‘Haqamnux OKK Y NONMHOMOUYEHHOC NTHIO
Analyst ¥ Deputy QC Head +QC Head Qualified Person
. v : ey o A D Eoymef » ;
Hma/Name: Cle et v QALLLD w200,0L> D ¥ (197:: J f["* i ﬁ( ﬁft’w,’/"é«i’»cﬁ’/f&é A
i g iy 5
; ignature: P i F kT o4
[Toanuck/Signature /j Ay i n \\ J&,fgﬁgfg;{t((ﬁw%
S /
Jara/Date: / ;&;f’h«"}/ 2 Vi g s \\-\ \; > ‘ RS A ¢ // / / 22 ‘
FP/0976/20

Crpannua Ne: 2 3 2
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