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TOB «Kyeyn ®Papr»
VYxpaina, 02092, M. Kuls,
BYn. AnMaTHuchka, 58
Tesr.: +38(044) 495-82-88, dax

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

CTATOPEM®-H, tabnerxy, no 20 Mr/12,5 mr
STATORAM®-H, tablets 20 mg/12.5 mg

Haspa nponyxry:
Name of product:

Jliznxonpuiy urispary y nepepaxysausi ga sgizsugonpun - 20,0 Mr; rinpoxnopriasug —
12,5 mr
Lisinopril dihydrate equivalent to lisinopril — 20.0 mg; hydrochlorothiazide — 12,5 mg

Cuna nii:
Strength:

Cepist Mo / Batch No.: SSH4003 Posmip ynakosiu / Package size:  Ne28 (14x2)
Peectp. Ne/ AR.No.: FP/0284/24 Tun ynaxosxu / Pack type: Baictep / Blister
Posmip cepii / Batch size: 130 000 rab/tab Jara suroTonnennsi / Mfg. date:  03.2024
Kin-re ynaxosox / No. of packs: 4 642 Tepmin npuaatnocri/ Exp. date: 02.2026
Kpaina / Market: UKR
Peecrpaniiine nocsinuenns Mo o :
. : . T UA/I8211/01/01 TepMin i o / valid to 04.02.2027
Registration Certificate No.: DM fLeA )
Ne vt/ Hazea ananisy Crieundgikanis PesynwraTn ananisy
Sr. No. Test name Specification Test result
Ormic Bini abo maibke Gini, xpyrsi, mmocki rabnerky, 3 | Bianosizae
rpapiopannaM «K» 3 oxmie] cropomu 1 orpanki 3
1 15110 CTOPOHY.
Description White to off white, round, flat tablets debossed with | Complies
‘K7 on one side and plain on the other.
Inentndixanis Ha xpomarorpami eumpoSoByBaHoro posuuny, | Biamosinae
JlisuHonpHy onepxaniil y munpoOysanni «inpxkicue BH3Ha-
Fiapoxaopriasun UEHHAY, YaCH YTPHMYBaHHA OCHOBHHX KB MaloTh
CHIBIAJATH 3 HacaMy YTPHMYBAHHS OCHOBHUX MiKiB
5 HA XPOMATOrpaMi PO3UHHY NOPIBHIHIA.
Identification In Assay, the principal peak in the chromatogram | Complies
Lisinopril and obtained with the test solution has the same retention
Hydrochlorothiazide time as the principal peak in the chromatogram
obtained with the standard solution.
Poznananns He Gursine 15 xBunun. 5xB 15 cex
3 . . : : o
Disintegration NMT 15 minutes. 5mm 15 sec
Posunnenis He memme 80 % (Q) Bin 3aspnenol kinsrocti
JizuHonpHiy 3a 30 XBRIHH. 102 %
He memue 80 % (Q) Bin 3as1B:1EHOT KINBKOCTI
FIIPOXNOPTIAZHAY 33 45 XBIITHH. 103 %
Dissolution NLT 80 % (Q) of the labeled amount of Lisinopril
in 30 minutes. 102 %
NLT 80 % (Q) of the labeled amount of Hydro-
chlorothiazide in 45 minutes. 103 %
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Ne n/nt Hassa apanisy Cuenndixauis Pesynwrary ananizy
Sr. No. Test name Specification Test resulf
OnHOPIAHICTH NO30BAHMX AVSLI (L1=15,0).
OJIHHHUIIb
Jlisunonpun 33
s Tinpoxmopriazun 7.3
Uniformity of dosage units AV=L1 (L1=15.0).
Lisinopril 33
Hydrochlorothiazide 7.3
Cynposisi foMimky Lisinopril related compound A — ue Ginsiie 2,0 %. 0,155 %
Benzothiadiazine related compound A —
6 se 6inpuie 1,0 %. 0,121 %
Related substances Listnopril related compound A: NMT 2.0 %. 0.155%
Benzothiadiazine related compound A: NMT 1.0 %. | 0.121 %
Kinbxicse Bu3Havyesus Bin 95,0 % no 105,0 % sin 3agenenol Kinskocti
SH3UHONPHAY B 0AHil tabnerii. 101,7%
Bin 95,0 % no 1050 % »ix 3a480eH0T KIILKOCT]
rinpoxnopriaznay B oxHil TabreTii. 97,7 %
7 Assay 95.0 % t0 105.0 % of Lisinopril per tablet of the label
claim, 101.7 %
95.0 % to 105.0 % of Hydrochlorothiazide per tablet
of the label claim. 97.7 %
Mikpobiosoriuna uucrora Saransse  yuceno  aepodHMX  MIKpOOpraHisMis
(TAMC) ~ we Siape 103 KYO/r., <10 KYO/r
3aranbye YHCI0 APLKIKOBUX Ta IUNCEHeBHY rpudin
(TYMC) — ne 6inpuie 107 KYO/r <10 KYO/r
Bipcytnicts Escherichia coli 8 1 r npenapaty. BincyTs
B Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFUfg. <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10° CFU/g. <10 CFU/g
Escherichia coli must be absent per g. Absent

BHCHOBOK: / CONCL

USION:

[TpoayKT BHFOTORNECHO, YIIAKOBAHO Ta NPOAHATIZOBARO 3T1/(HO 3 BUMOFAMM PEECTPALIHHOTO NIOCBIAYECHHSN.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Bigrnorizae craupapraM 1a suMoram GMP.

It complies with GMP standards and requirements.
Jlinensian na srpoORIITBO Jikaperknx 3acolis:
Licence for medical products production:

Ceprudikar N 080/2023/GMP
Certificate No. 080/2023/GMP

Cepia AB Ne 598054
Batch AB No. 598054
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L{iM THETBEPIOKYIO, 100 BCl BMpOBHIMT cranii pag Wil cepif TOTOBOT NpozyKuii Synw 3MHCHCHT B NOBKIN BIANOBIAHOCTI 3 BUMOIaMH, 3a3BaUEHNMHA B UHHMIH
yactanosi 3 GMP, sarseppkeniit MinicIepctson 0X0poi 3a0poB™n YKpaiss, i 3 BUMOraMu PecCTpatiRHOTO AOCHE KPATHH [IPHIHAMCHHS,

I hereby certify that all the manufacturing stages of this 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.

KiMik-aHamTHi 73an. paboparopicio BIS | Hauansnux BKS
Analvtical Chemist | QC Lab In-charge 1 QC Head
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TOBAPHCTBO 3 OBMEKEHOH) BIATIOBIJAIBHICTIO

«KYCYM DAPM»

sy, Ckpsibina, 54, m. Cymn, 40020,
ten.: (0542) 77 92 30, dare: (0542) 7792 32,
e-mail:

Koq €JIPTIOY 33525927

slant@kusum.ua, web: www.kusum.ua

CEPTH®IKAT AKOCTI

CERTIFICATE OF QUALITY

Ha3zsa npoayKTy:
Name of product:

CTATOPEM®-H, Tabnerku, no 20 mi/12,5 Mr
STATORAM®-H, tablets 20 mg/12.5 mg

Cuna jit

JlisuHonpuity nurinpary y nepepax

yBaHHI Ha 3HHOTpI — 20,0 MT; TiAPOXIOPTIasHA ~

Strength: 12,980 i

il Llsmopnl dihydrate equivalent to Jisinopril — 20.0 mg; hydrochlorothiazide — 12,5 mg
Cepisn Ne/Batch No.: SSHA4012 Posmip yriacosrkn / Package size: Ne28 (14x2)

Peeerp. Mo/ AR.No.: FP/0039/25 Tin ynaxonin / Pack type: Bricrep / Blister

Posmip cepii / Batch size: 4 475 yn/packs Jlata uroTosnenus / Mfg. date: 12.2024

Kpaina / Market: UKR Tepmin npugaruocri/ Exp. date: 11.2027

Pecerpauiiine nocpinenns Mot 5011891 1/01/01 Tepmin it o / valid (0 04.02.2027

Registration Certificate No.:

Pesysnrath ananisy
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Ne n/ne Hassa ananisy Creundixanist
Sr. No. _Test name Specification Test result
Onuc Bim a6o maioke Gini, xpyrmi, rmocki TabneTky, 3 Bianosifae
rpasiioBakHam «I» 3 ouiei croponn i Tnanxi 3
| iHWoT CTOPOHH.
Description White to off white, round, flat tablets debossed with | Complies
‘K’ on one side and plain on the other.
Inenrrdikanis Ha xpomarorpaMi BHMpoGOBYBAHOTO — pO3YURY, Binrnosizac
JlizpHoOnpHI ofiepkanii Yy punpoBysanui  «Kinpkicne  Bu3na-
TiapoxaopTiasin YEHHS, YACH YTPHMYBAHHA OCHOBHHX nikis MaloTh
CRiBMafaTH 3 HacaMy YTPBMYBAHHI OCHOBHIX nixis
) Ha XpOMATOIPaMi PO3UHHY NOPIBHSITIE.
Identitication In Assay, the principal peak in the chromatogram | Complies
Lisinopril and obtained with the test solution has the same retention
Hydrochlorothiazide time as the principal peak in the chromatogram
obtained with the standard solution.
Posnapannst He Ginbiue 15 XBIIHH. 4 xB 14 cex
3 - : . ;
Disintegration NMT 15 minutes. 4 min 14 sec
Posunnenns He mermre 80 % (Q) nin 3aasnenci KiTLKOCTE
nizuroNpPIILY 32 30 XBUINH. 102 %
He metwe 80 % (Q) Bix sasmsnenol KinbkocT
rigpoxsopriasuiy 3a 45 XBHIHH. 96 %
4 . : N .
Dissolution NLT 80 % (Q) of the labeled amount of Lisinopril
in 30 minutes. 102 %
NLT 80 % (Q) of the labeled amount of Hydro-
chlorothiazide in 45 minutes. 96 %
OIIIRON
/.5 TIENRAPM N,
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No n/n Hassa ananizy Crieungixauis Pesynbratis auadisy
Sy, No. Test name Specification Test result
OuopiAHICTs JO30BAHNX AV< LI (L1=15,0).
ONMHNIED
JHspuonpun 1,6
s TiapoxuopTiasi 9,6
Uniformity of dosage units AV< LI (L1=15.0).
Lisinopril 1.6
Hydrochlorothiazide 9.6
Cynposinui ROMImKH Lisinopril related compound A — ne Giibine 2,0 %. 0,046 %
Benzothiadiazine related compound A -
6 He 6inpie 1,0 %. 0,079 %
Related substances Lisinopril related compound A: NMT 2.0 %. 0.046 %
Benzothiadiazine related compound A: NMT 1.0 %. 0.079 %
KinpkicHe BUIHAUEHHN Bin 95,0 % a0 105,0 % sin 3a1BieHOT KiILKOCTI
nisnHONpHITY B OJHiT TabneTid. 102,6 %
Bin 95,0 % no 105,0 % in sassicHol Kinproet
rigpoxsopriasumy B O/l raneTui. 953 %
[ Assay 95.0 % to 105.0 % of Lisinopril per tablet of the label
claim. 102.6 %
95.0 % to 105.0 % of Hydrochlorothiazide per tablet
of the label claim. 953 %
MikpoGiosoriuna HHeToTa 3aranbHe  UMCHO  AacpobHUX  MiKpOOpraHisMmis
(TAMC) — ne Binblue 10*KYO/r.. <10 KYO/r
JaranpHe WICHO APIIJLKOBHX Td TUICCHEBHX rpuGin
(TYMC) ~ ne Ginpure 102 KYO/r <10 KYOIr
Bincyruicrs Escherichia coli s 1 r npenapaty. Bijgcyns
g Microbiological purity Total acrobic microbial count (TAMCY:
NMT 10* CFU/g. <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10% CFU/g. <10 CFUlg
Escherichia coli must be absent per g. Absent

BUCHOBOK: / CONCLUSION:

TIpofty KT BHIOTORIEHO, YIAKORAHO Ta NIPOAHANIZORARO 3TIAHO 3 BUMOTAMI PEECTPALIHHOTO NOCBINYCHTIA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinac crannapram Ta pusoraM GMP.

1t complics with GMP standards and requirements.

JTiersis Ha BHPOGUHITEO JIKAPCLKIX 3ac0Bis:
Licence for medical products production:

Ceprudicar Ne 080/2023/CGMP
Certificate No. 080/2023/GMP

Cepisnt AB Nu 598054
Batch AB No. 598054
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TOBAPHCTBO 3 OBMEKEHOO BIATOBIAABHICTIO

Llat THATEEPATESNO, 110 BCi BupoGimmi craii

sacranosi 3 GMP, saTeppskeiiii MinicTeperBoM 0X0poitH snopon’s Yp

| hereby certify that all the manufacturing stages of this batch
Ministry of health of Ukraine and with the requirements of the

And Wi cepii roTonoi npoayxuii Gyt apificHent B noruili
aiing, 1 3 BHMOFaNE PEECTPALLITIHOTO NOCHE Kpailus DPUIHAUCHRS.

of finished product have t

Marketing Autherisation file of the destination country.
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BLANOBIANOCTI 3 BHMOFAMH, SA3HANCHIA B AN

seen camied out in full compliance with the GMP requirements of the

N1l

Yriopnosaxena 0coba

Ximix-aranithic
Analytical Chemist

/3aB. naGoparopiero BKA
TQC Lab In-chaige

Havanenux BKA
QC Head

Qualified Person
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