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Ha3sa npoayxry: KJITOCAPT®, rabnetku, Beputi naiskosoio 000a0HKOI0

Name of product: KLOSART®, film coaled tablets

Cuua pifs Jiocapras xanito — 100,0 mr

Strength: Losartan potassium — 100.0 mg

Cepin Ne / Batch No.: SKC1006 Posmip ynakoski / Package size:  Ne30 (10x3)
Peccerp. Ne/ ARNo.: FP/0075/2] Tun ynaxoexn / Pack type: Bnicrep / Blister
Poamip cepii/ Batch size: 500 000 rab/tab Hata surorosaenus / Mfg. date:  01.2021
Kin-ti: ynarosok / No, of packs: 16 666 Tepain npnpatuecri/ Exp. date: 12,2023
Kpaina / Market: UKR

Pecerpaniiine nocsiguenng Ne: TepMmiH AT HeoOMexeHnA

Registration Certificate No.: UAI63/a1a unlimited validity

Ne w/nn Hasra ananisy Cneundirauin PesynwTatTn anaisy
Sr. No. Test name Specification Test result
Onne Kpyrai asoonywni talnerkn, BkpuTi nuiskosolo | Bianosinae
1 0BONOHKOO WOBTOIO KOILOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
Inenrudikatin Ha xpomatorpamax BunpoGorysanoro posunny i | Bianoeigae
pO3uHHY NOPIBHAHHA, OJCPKalMX B PO3AiNi
«KinbkicHe  BH3HAYCHHA®, 4acH  YTPHMYBaHHs
OCHOBHUX 1IKIB MAIOTh CIIBNAAATH.
2 Identification e : .
N ‘ 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.
OaHOpInHICTE /030BANNHX AV<L! (L1=15,0). 3.8
OHHMILL
3 PHHMIE
Uniformity of dosage units AV<LI1 (L1=15.0}). 3.8
Po3znapanus He Ginnwe 30 xn. 14 x8 2 cek
4 - : : .
Disintegration NMT 30 min. 14 min 2 sec
Po3uMHCHHA He senmme 70 % (Q) wmin sasemenoi kinwkocTti | 100 %
jocapTtany xanito yepes 30 xBunuH,
5 . .
Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 100 %
potassium in 30 minutes,
Cyniposiani noMilIKH 1 H-dimer - ue Ginswie 0,5 %. Hitkue piBHA BHzHaycHHn
2H-dimer - we Ginbiue 0,5 %, Himkue pisus Bi3naveHns
Cyma gomimok — He Sinsine 1,0 %. Husxue pisns sBu3naucHus
f : 5
Related substances 1H-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL //
% Qu o 6 {% A R A7, 5%
LS
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Nt Hassa anauaisy Crneundixanin ﬁ‘%’l}_ﬁx‘[’fﬁﬂ APASTTLS
Sr. No. Test name Specification X?Qo 5 ;liéﬁfr’ggi,ﬁ‘
Kianxicne snuanaucuns Bin 95,0 mr no 1050 mr socaprany xasie s 1 | 101, IR0
tabmerui (93,0-105,0 % Rin 3a%BNEHOT KiNLKOCTI). (101,9 %)
7 .
Assay 95.0 mg to 105.0 mg of Losartan potassium in 1 | 101.9 mg/abl.
tablet (95.0-105.0 % from the label claim). (101.9 %)
MikpoGionorimia yncrota Baraneue uueno  aepobHMX  MixpoopraniMis
(TAMC) ~ e 6imsme 10° KYO/r, <50 KYO/r
Zarannnc YHCAO APLKMKOBHX 1 naicencsnx rpubis
{TYMC) - ne Ginswe 102 KYO/r. <10 KYO/r
Biacytnicts Escherichia coli B 1 r npenapary. BincyTha
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts and moulds count (TYMCO):
NMT 10° CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

ITpOIYKT BHIOTORIEHO, YTIAKOBAHO T2 NPOAHANISOBAHO 3riAHO 3 BHMOTaMH PECCTPALLIHHOTO 1I0CBIAMCHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosizae cranaaprasm ta BuMoraym GMP.

It complies with GMP standards and requircments.

TNinewnsia ua BUpoSHILTEO NiKapeLKNUX 3ac00iB:
Licence for medical products production:

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

Cepin AB Ne 598054
Batch AB No. 598054

1155 9 33CBIANYI0, 110 HABE ICHA BHLLE iHdopaaida ¢ ZocToripHoo Ta Teuoto. Lo cepito npoaykuii 6yio snpobaero (BkmouaIoNs HaKYBAHHA/MAPKYBAIHA) TA
NpOBCACHO KORTPOIb Ti AXOCTI Ha BHINeIasnaseil AIALHINL y 1MoBHIH sinnosinnocti 3 sumorami GMP, BcTaBoBNCHHMY MICIICRHM PEIyAATOPHHM OPraHOM, i
Taxoxk Bignosiake e cnemndikaili, U Mictatben y peccrpaniitnosy focke aBo Toprosili ninensii kpaini-mupobHIKa abo kpaluu-IMBOPTEPY, RKWO
HPOLYKLIO iMIOPTORaHo, 280 y aocke CleHdikallil Ha TPCNAPAT VIR JIOCHLLKYBAHOTO JHIKAPCLKOro 3acofy. [lpoTokonn epoGRIUTSa, MAKYBANNA T2 AR

Gy710 NCPCrARNYTO Ta BCTHOBACHD BianokiakicTs GMP,

E 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 concordance with the requirements of GMP imposed 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
impotted, or in the dossier of product specifications for the examined drug product. The protocels of manufacturing, packing and analyses were reviewed and

approved in complying with GMP,

XiMig-auajiThy 3as. naboparopicto BKSL | Hauanennxk BKS Vnornosaxena ocoda
Analytical Chemist | QC Lab In-charge QC Head Qualificd Person
; o 4 i 4 s
Is's/Name: S ST R | ?CL&TQ‘\ hd”h ,’,é,:.‘,fﬁu;{ff&f {0 ;f.‘{. o
5 s ol -~ T / Al ; sesref
ITianuc/Signature: (7 Wrgad (:\'\\r /
Jara/Date: At Al Lt (= \Q\Q;L\ 2
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Kuisebka ¢iais

TOB «Kyeym Mapst»
Vepaina, 02092, m.Kuis,
BYJL AJIMatHtichka, 58

Tei.: +38(044) 495-82-88, dake: 495-82-87 lew/f{/ft fha/"m

TOB «Kveym ©apws

CEPTHDIKAT AKOCTI
CERTIFICATE OF QUALITY

Ha3pa npoaykry:
Name of product:

KIJIOCAPT®, TaGnetxkn, BKPHTI TUIIBKOBOIO 0B0NOHKOIO
KLOSART?, film coated tablets

Cwuaa pii:

Jlocapran xanito — 100,0 mr

Strength: Losartan potassium — 100.0 mg

Cepisa Ne / Batch No.: SKC1007 Po3mip ynakosxn / Package size:  Ne30 (10%3)
Peectp. Ne/ A.R.No.: FP/0076/21 Tun ynaxkosxn / Pack type: Baictep / Blister
Po3mip cepii / Batch size: 500 000 Tab/tab Jarta suroronienus / Mfg, date: 01,2021

Kin-rn ynakosok / No. of packs: 16 666 Tepmin npuparnocti/ Exp. date:  12.2023

Kpaina / Market: UKR

Peccrpauiiine nocriguenns Ne:
Registration Certificate No.:

TepMiH Ail HeobMexe it

UA/8765/01/03 unlimited validity

Ne n/n Ha3sa ananisy Cneundirauin PesyasTaTn anaaizy
Sr. No. Test name Specification Test result
Onue Kpyrai asoomyxni tabnerkn, BkpuTi nairkosowo | Bianosinae
| 0007I0HKOI0 KOBTOTO KOALOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
Ineutndixauis Ha xpomarorpamax BHNpoOOBYBaHOro posunHy i | Bianosizae
PO3UMHY TOPIBHSIHHS, ONEPXaHMX B posaini
«KifbKiCHC ~ BM3HAYCHHA», HAaCH  YTPHMYBaHHI
OCHOBHHX MiKIB MAIOTh CIIBNAAATH,
2 Identification 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.
OaHopifHICTS 1030BAHMX AV<L1 (L1=15,0). 4,1
3 OZAMHHUIL
Uniformity of dosage units AV<L1 (L1=15.0). 4.1
Poanapanns He dinswe 30 xB. 14 x8 10 cex
4 .. . . ;
Disintegration NMT 30 min. 14 min 10 scc
Posunnens He menme 70 % (Q) sia sassaeHol kinekocti | 101 %
Jlocaprany kaniw yepes 30 xsuanu.
5 , . .
Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 101 %
potassium in 30 minutes.
CynpoBiati AOMILIKH 1 H-dimer — ue Sinsue 0,5 %. Hitxue pisHs Bu3HAMEHH)
2H-dimer - ne 6inbine 0,5 %. Huxue piBHs Bu3HaveH s
Cyma pomiwox — He 6iswe 1,0 %. Hipx4e piBHg BH3HAYCHHS
6 .
Related substances 1f-dimer; NMT 0.5 %. BDL
2F-dimer: NMT 0.5 %. BDL
Total impurities: NMT 1.0 %, BDL

FP/0076/21
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Kuisebka diais - TOB «Kycym daps»
TOB «Kyeym dapm» Yrpaisa, 40020, 1.Cymu, By (xpxmm 54
Yrpaina, 02092, m.Kuis, Teu: +38(0542) 77-46- ' )

BYIL, AJIMATHICHKA, 58

Teur.: +38(044) 495-82-88, (akc: 495-82-87 Kusum FPharm S
575 A
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Ne ni/un Hassa anasisy Cueundikaunin 5; q;ygh%gmm’l 1;,
Sr. No. Test name Specification }est(vegult
KinbkicHe BH3HAYCHHS Bin 95,0 mr go 105,0 Mr socaprany kanito B 1 7
tabaeTi (95,0-105,0 % Bin 3asBACHOT KiTbKOCTI).
7 Assay 95.0 mg to 105.0 mg of Losartan potassium in 1 | 99.2 mg/tabl.
tablet (95.0-105.0 % from the label claim). (99.2 %)
Mikpobionoriata uncrora Saranee  4HCN0  acpobHMX  MIKPOOPraHizmis

(TAMC) - ne Ginse 10° KYO/r. <50 KYO/r

3araibHe M0 APLKAKOBHX | naicenesux rpubis

(TYMC) - ne Ginbuwe 102 KYO/r. <10 KYO/r

BincytHicts Escherichia coli g | r npenaparty. Bigcytus

8 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. Absent

BHUCHOBOK: / CONCLUSION:

[1poAyKT BUrOTOBNCHO, YNAKOBAHO Ta NPOAHANIZ0BaHO 3TIAHO 3 BHMOraMH PCECTPALUIHAHOIO NOCBIAYCHHA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae crannaptam ta Bumoram GMP, Ceprudirar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jlinen3is Ha BUPOOHULITBO NiKapChKHX 3ac0biB: Cepin AB Ne 598054

Licence for medical products production: Batch AB No. 598054

L 2 3acBingyio, wo Hase/iena BuIe indopMarlis ¢ OCTOBIPHOIO Ta ToHHOIO. 1110 cepito nponykilii 6yn0 BHpOOICHO (BKIIOHAI0NH NAXYRAHHA/MAPKYBAHNS) T2
1IPOBEICHO KOHTPOIL 11 AKOCTI HA BUINE3AIHANCHIN AinbHHUIL y noBHIH sinosianocTi 3 BuMoramit GMP, BCTARORTEHIMMU MICUCBHM PEIYAATOPHHM OPraHoM, 4
TAKOXK RLAMOBIAHO 10 chcundrikauili, mo MICTATHCA Yy peecTpauiiinomy aocbe abo Toprosiil JineHsii kpainu-supobuuxa abo KpaiH-iMUOPTEPa, AKNIO
POJYKIII0 iMiopToBaKo, a6o y aocke cnetixauiii Ha npenapaT 14 A0CALLKY BAHOTO ikapekkoro 3acoly. Tpotokonn spoSunursa, nakysanna Ta anasiyis
Gy10 NCPLIIIMHYTO T3 BCTAHORICHO BiORIHicT: GMP.

I 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 concordance with the requirements of GMP imposed 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.

Ximik-aHadTIR—1 '?333. naboparopieto BKS | Hauansnuk BKJSI YnosHoBaxeHa ocoda i
Analytical Chemist | QC Lab In-charge QC Head Qualified P(.rson

by
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Im’s/Name: Lhoiteciiihe v b (- O g S PCLEVM ‘%Mﬁh

[innuc/Signature: ; . {:}q\\d
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CEPTHOIKAT AKOCTI

D

TOB «Kycys ©apm»

Yipaiia. 40020, M.Cymu, sy, Crpabina, 54

77-46-11

inenTudiraniinni
EQ1

Hazea npoaykry: KJIOCAPT®, Tabnetku, BXKpHTI 1i8K0BOIO 0B6ONOHKOIO wi‘l SMC“{y
Name of product: KLOSARTS®, film coated tablets Alga, ?;1:_/
Cuna giis Jocapran kaniro — 100,0 mr

Strength: Losartan potassium — 100.0 mg

Cepin Ne / Bateh No.: SKC1009 Poamip ynaxoskn / Package size:  Ne30 (10%3)

Pecerp. No/ AR.No.: FP/O088/21 Tun ynakonks / Pack type: Baictep / Blister

Po3amip cepii / Batch size: 500 000 Tab/tab Hara saroTorncuns / Mfg. date:  01.2021

Kir-rs ynakosok / No. of packs: 16 666 Tepmin npunathocti / Exp. date:  12.2023

Kpaina / Market: UKR

Peecrpaniifiie mocsiguenns Ne: TepMin il neobmexenni

Registration Certificate No.: BTGNS unhimited validity

Ne n/m Hasga anaaisy Crneundikania Pelyasraru ananisy
Sr. Ne. Test pame Specification Test result
Onue Kpyrni msoonyxni Tabnerkw, BkpnTi nnikosow | Binnosinae
. 060I0HKOI0 JKOBTOTO KONKOPY.
Description Yellow, circular, film coated biconvex tablets. Complics
InentHdikania Ha xpomarorpamax eumpofosysaxoro posuuny i | Bianosiaae
PO3uMHY NOPIBHSHHA, ONEPKAHMX B PO
«KinskicHe  BH3HAYEHHS», YacH  YTPHMYBAHHS
OCHOBHHX fiKiB Ma10Th CIIIBIIAJATH.
2 identibication 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 selution.
OnHOpiAHICTE N0I0BAHMX AV=L] (L1=15,0). 4,0 ]
3 OMHHIb
Uniformity of dosage units AV<LI1 (Li=15.0). 4.0
Poznananna He OGinenie 30 x8. 13 xB 6 cex
4 Disintegration NMT 30 min, 13 min 6 sec
Po3unHeHHs He menme 70 % (Q) mig sasenesoi kinskocti | 101 %
nocapraly xaniio yepes 30 xpunuy,
5 = : .
Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 101 %
potassium in 30 minutes.
Cynposiani aoMilkH 1H-dimer — re Ginsuie 0,5 %, Husk4e pinua su3nauenis
2H-dimer — ne Ginswe 0,5 %, Hiskue pisis BH3HAYCHESA
Cywma nomilok — ke Gimsie 1,0 %. Husxkue piBHA BHIHAMECHHS
6 .
Related substances {H-dimer; NMT 0.5 %. BDL
2H-dimer; NMT 0.5 %. BDL
Total impurities: NMT 1.0 %. BDL

FP/O088/21]
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Kuiscbka dijis

TOB «Kyeym Bapm»

Ypaina, 02092, v.Kuis,

Byt AJTMATHHCHKE, 58

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

Kusum Pharmn

TOB «Kycym ®apus

Vipaina, 40020, m.Cysi, By Crpading, 53

Ten.: +38(0542) 77-46-10,
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Ne ni/m Hazra ananisy Crenudixauin %\ JPEMRTRINAn %’1 /
Sr. No. Test name Specification ﬁ% \mmmbl'?:‘\:asﬁmsu é-, /
KinbkicHe su3nayenus Bin 95,0 mr go 105,0 mMr nocapraiy Kanilo b N b ._{1 ;
tafinerui (95,0-105.0 % sia 3assneHol KUJIBKOCTI).
L Assay 95.0 mg to 105.0 mmg of Losartan potassium in 1
tablet (95.0-105.0 % from the label claim).
MikpoGionoriyna 4HCTOTA JaransHe UHMCNO  AGPOOHMX  MIKPOOPranisMis
(TAMC) — e Ginpwe 10° KVO/r. <50 KYO/r
JaransHe 4HCNO JPDKMKOBHX | MiceHerux rpudis
(TYMC) — e Ginsue 10> KYO/r. < 10 KYO/r
Bincyrnicts Escherichia coli B 1 T npenapary. Bincytns
B 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

BACHOBOK: / CONCLUSION:

[poayKT BHrOTOBICHO, YTIAKOBANO T2 IPOAHANIZ0BAHO 3T1HO 3 BUMOTaMH PCECTPALIHHOTO NOCRIAMEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceptudixat Ne 009/2020/GMP

Biunosinae crangapram Ta susoram GMP.

It complies with GMP standards and requirements.

Jlinensis na sMpobHHUTBEO NIKAPCLKHUX sacobin:
Licence for medical products production:

Certificate No. 009/2020/GMP

Cepia AB Ne 598054
Batch AB No. 598054

|16 5 22CHIAUYIO, 11O HAREKEHA BINIC IHQOPpMAnis © HOCTORIPHOIO TA TOUHOIO. Llio cepito nposykuii 6yno Bipobieno (Bki0NaI0H TaKysaMHA/ MAPKY NI ) T2
NpoRelens KoRTpoNs 1T AKOCTI HA Bulize3asHadCHil NiNLHHLI Y noBRif sinnosiHocTi 3 shmorami GMP, Betanonacinivm MICHERUM DECYASTOPHHM OPIraloM, 4

Takok Bianosizpo Ao cncundikauifi, ww MieTATECA Y pCreTpauiinoMy AOCLC abo Toprosiit
npoRyKUio iMiopToRato, 260 ¥ A0CKE cneiudikalifi Ha NPENApaT Il ROCTIAKYBANOTO AIKIPCHROrO JAC0

GY2I0 IICPErIBIHYTO T8 BCTEHOBAGHO BisnosiznicTe GMP,

| hereby confirm that the above mentioned information is authe
its quality control was performed at the site mentioned above in
according 1o lhe specifications included in the registration dossier or the
imported, or in the dossier of product specifications for the examined drug product, The protocols of manufacuring,

niucHzil KpaiHU-BipofHKa 860 KpaiHK-iMIIOpTCDa, AKLUO
By. TIpOTOKOMH BHPOGHHIITD, HAKYAHIE TA MNANISIS

ntic and accurate. This batch of the product was manufacred {including packing/marking) and
full concordance with the requircments of GMP imposed by local regutatory authority as well as
wrade licence of a manulacturer country or importing country il the product was
packing and analyses were reviewed and

Ximik-anamiTu .3as. naboparopieio BKSI | Havannunk BKS YnosHorawena ocoba
Analytical Chemist | QC Lab In-charge QC Head Qualificd Person
. . . o i /4 g7
s’ s/Name: B it b C_‘! PSS ?:3 Pﬁarm &\("‘”‘h— e { fc{f?,.ﬂ_"é"f;f-fr{t‘”_m\,&'_’{ﬂf
ITinnuc/Signature: A F ( .*4* i L ~\/\\\") crf‘f CreL el e ’4
Hara/Datc: ff lea A A5 Cemng A \"'»Hg'l‘ 2y L tjjj,;f Ll

FP/0088/2}
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CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY
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Ha3zga npoaykry: KJIOCAPT®, TabneTxH, BKPAT! IUIIBKOBOIO 060IOHKOK0 W
Name of product: KLOSART®, film coated tablets
Cuana nii JlocapTan xaniro — 100,0 Mr
Strength: Losartan potassium — 100.0 mg
Cepin Ne/ Batch No.: SKC1012 Po3mip ynakosxn / Package size;  Ne30 (10x3)
Peectp. Ne/ A.R.No.: FP/0211/21 Tun ynakoskn / Pack type: Bricrep / Blister
Po3mip cepii/ Batch size: 1 200 000 ta6/tab | Mara suroTosnenns / Mfg, date: 01,2021
Kin-te ynakosox / No. of packs: 40 000 Tepmin npunarrocri / Exp. date: 12,2023
Kpaiua / Market: UKR
Peccrpaniiine noceigaenns Ne: TepMiH Ail HeoOMexenuit
Registration Certificate No.: UARIE0T03 unlimited validity
Ne i/l Ha3ga ananizy Cneundirxanis PesynrTaTi ananizy
Sr. Ne. Test name Specification Test result
Onue Kpyrni asoomyxni Tabnerxkm, BKpuTi mWmBKOBOIO | Bianosimae
1 000JIOHKOIO KOBTOTO KOJILOPY.
Description Yellow, circular, film coated biconvex tablets. Complies
Inentudixanis Ha xpomarorpamax BunpoGoByBaHOro posunuy i | Bianosinac
pO3YHHY TOPIiBHAHHA, OUEPKAHHX B  po3zAiii
«KinekicHe BH3HaueHHs», uYacH YTPUMYBaHHA
OCHOBHMX MIKIB MAIOTh CHiBNAJATH,
2 deatification 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.
OnHOPIAHICTS HO30BAHHX AV<LI1 (L1=15,0). 2,1
3 OXHHHIIb
Uniformity of dosage units AV<LI] (L1=15.0). 2.1
Po3snananus He 6insure 30 xB. 17 xB 11 cex
% Disintegration NMT 30 min. 17 min 11 sec
Pozuunenns He menme 70 % (Q) Bim 3asBnenoi xinsxocti | 100 %
nocapTaHy xanito yepes 30 XBHIHH,
3 Dissolution NLT 70 % (Q) of the labeled amount of Losartan | 100 %
potassium in 30 minutes
Cynpoginui nomiuxu 1H-dimer — ue 6inswe 0,5 %. Hibxue piBHS BU3HaYeHHs
2H-dimer — ue 6inbiue 0,5 %. Hrmxye piBHs BH3HaYeHHS
Cyma nomiutox — ue Ginbie 1,0 %. Huxvye pisHs BU3HAueHHS
6 | Related substances IF-dimer: NMT 0.5 %. BDL
2H-dimer: NMT 0 5 %. BDL
Total impurities: NMT 1.0 %. BDL
R, 9 (L7
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Ne n/n Hazsa anamisy Cneundikauis % St Ve‘iyh%‘r amxy
Sr. No. Test name Specification Q) Lie ”"b"\a'mmes
Kinpkicue BH3HAUCHHA Bin 95,0 mr no 105,0 Mr nocaprady air % "‘1~08 B
tabnerui (95,0-105,0 % Bin 3asBREHOT KiNbKOCTI) 100
B Assay 95.0 mg to 105.0 mg of Losartan potassium in 1 | 100.6 mg/tabl.
tablet (95.0-105.0 % from the label claim}), (100.6 %)
Mikpo6ionoriysa uncrora 3arancHe uHCnO  8epobHHMX  Mixpoopradizmis
(TAMC) — ne 6inpiue 10° KY O/, <30 KYO/r
3aranpHe YMCO APDKMKOBHX | mniceHeBux rpuGis
(TYMC) — e 6inbwe 102 KYO/T, <10KYO/r
BincyrHicts Escherichia coli B 1 r nipenapary. BincyTHa
§ Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 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:

IIpoAyKT BUrOTOBJIEHO, YIIAKOBAHO Ta IIPOAHANI30BAHO 3T1AHO 3 BUMOTaMH PECCTPALiHOTO NOCBIA4CHHA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bimnosinae crangapram ta BumMoram GMP. CeprndikaTt Ne 009/2020/GMP
1t complies with GMP standards and requirements. Certificate No. 009/2020/GMP
JlineH3is Ha BUPOGHHLTBO Jikapchkux 3acobin: Cepia AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Ll 1 32CBLAYYIO, MO HABEACHA BULIC THQOPMALIA € IOCTOBIPHOIO Ta TouHoto Lo cepito npoaykun 6yno sipobrieHo (BKII0YRIONH NaKyBAaHHA/MAapKyBaHHA) Ta
NPOBEACHO KOHTPOIIL T AKOCTI Ha BHILE3a3HayeHt AUILHUIL Y NOBHIA BIANOBIAHOCT! 3 BUMOTravis GMP, BCTAHORJIEHHMH MICHCBHM PELYNIATOPHHY OPranoM, a
TAKOK BIANOBIAHO RO cncusdikamii, WMo MiCTATHCA Y peectpamiiosy nocke abo Topropii mileH3) KpaHu-BHpoGHHKa aBo kpaiHM-iMNOpTEpa, AKIO
npo/yKLilo iMnopToBano, abo y Accke creuudixaniii Ha npenapar g 4ocNiAXKysaHOro Nikapebkoro 3acoby, IIpoToxons BuPoGHILTEA, NAKYBAKHA Th AHAMIMNB
0yJI0 NepernaByTo Ta BeTaHoBMeHO munosiaHicts GMP,

I hereby confirm that the above mentioned information 1s 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 concordance with the requirements of GMP imposed by local regulatory authonity as well as
according to the specifications included 1 the registration dossier or the trade licence of a manufacturer country or importing country 1f the product was
imported, or 1n the dossier of product specifications for the exammed dru he protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP

XiMik-aHaniTHK .3aB. yaboparopieio BKSI | Havanpunk BKSI VrnoBHoBaxeHa ocoba
Analytical Chemist [7QC Lab In-charge QC Head Qualificd Person
) . - " “ [h & . o
I'a/Name: Clemireww HE|C oo 3, P&f A T
; : . s / v) 4 /
[lianuc/Signature: ﬂ/ . G} ine (}'\\ {:7[&: (el ?:'«t/
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