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CERTIFICATE OF QUALITY

Haisa ;p01iyhﬁy:
Name of product;

CTATOPEM®-H, taénerxu, no 20 MI/12,5 mp
STATORAME®.H, tablets 20 mo/12.5 mg

Ciaa aii
Strength:

Jisunonpuny murispary y nepepaxysasni na nisuonpua — 20,0 mr; rigpoxnopriazun —

12,5 wmr

Lisinopril dihydrate equivilent to lisinopnl — 20.0 mg; hvdrochlorothiazide — 12,5 mg

--E';r;is; Ko/ Batch Ne.: SSH4005 Posmip yaaxosin / Package size:  No28 (14%2)
Pecerp, X/ AR.No.: FP/0292/24 Tun ynaronian / Pack type: Brictep / Blister
Poawmip cepi'i'_/mi}atch size: 130 006 rad/tab Hara paroropsennn / Mfg, date:  03.2024

T{t_rl-r;ﬁ\ml; KOBOK /—I—\:o of pm‘:ks: 4 642 Tepmin npugathocti/ Exp, date:  02.2026

—-i_q;a'inn I Market: ) UKR - )
Peccrpanifine nocningcnin No: UA/I8211/01701

Regisiration Certificate No.:

Tepuin i xo / valid to 04.02.2027

|

Ken/n Hasna ananisy Crieundgirasin Pesymeramy ananizy l
SroMe | Testname Specification Test result
Omsc Binl afio wmaibre Sini, Kpyryi, maccki Tataerku, 3 Bixgnopigze
rpaBitoRantaM «K» 3 onwmier CTOPONA | rmajiki 3
| JRINoT cTopor.
i Descriprion White to off white, round, flat tablets debossed with Complies

! | ‘K’ on one side and plain on the other.

e B S .. o . et et e e
Laeirrmdizania Ha  xpomarorpami BIIPOGOBYRANIOrD  pomsrAY, | Bitnosine
JHxionpia ONePANIE Y manpolynanHi  «inkkicHe  BH3HA-

Viapoxnoptiazng HEITHED, MTaCH YTPHMYBANNN OCHOBHMX KB MaoT,
COIRMARATH 3 MACAMH YIPHMYBAHHA 0CHORIIN nikin
) Ha XPOMATOrPAMI Pesunuy TODIBIa,
Identification In Assay, the principal peak in the chromategram | Complies
Lisinopn] and obtained with the test solution has the same retention
Hydrochlorothiazide time as ke principal peak in the chromatogram
obtained with the standard solution.
Poznapains He Ginvwe 15 xprmumm, 6 xi 10 cex
Disintegration NMT 15 minutes. 6 min 10 sec
e T . N - P
Pozyinienia He memue 80 % (Q) sin sasnneiol KiNLKOCT]
ABHHONPIY 32 30 Xaimmy, 102 %
i He mene 80 % () vijy 3axenchot kinuxocT
FiapoxTopTiazaay 3a 45 xpuman, 100 %
1
l Drssolution NLT 80 % (Q) of the iabeled amnount of Lisinoprii
in 30 minutes. 102 %
NLT 8¢ % (Q) of (he labeled amount of Hydro-
| chlorothiazide in 435 minutes. 160 %
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| % o/n Hazpa aganizy Crenudixanin Pesynbrars awasnisy
8r. Ne. Test name Specification Test result
OnuopianicTs gosopanix AVELI (LI=13,0).
OBHITHILL
Hizuuorpun 4.5
5 Fapoxnopriazna 3,1
Uniformity of dosage units AVZL1 (L1=15.0).
Lisinopril 4.3
Hydrochlorothiazide 5.1
Cynponigai AoMikis Lisinopni velated compound A — ne Siapue 2,0 %. 0,154 %
Benzothiadiazine related compound A —
5 ne Oinmre 1,0 %. 0,128 %
Related substances Lisinopril related compotmd A: NMT 2.0 %, 0.154 %
Benzothiadiazine related compound A: NMT 1.0%. | 0.128 %
| Kiexione BUBHAYCHHN Bia 95,0 % 1o 105,0 % sin 3aamnen0l KigbKoeH
NBHHOAPHILY B 0mil rabreTui. 101,2 %
Bix 95,0 % no 105,0 % pin sansneuol KinkxocT)
TiAPOXNCPTIAIMAY B oaHTH TabeTHi. 99,3 %
T Assay 95.0 % 10 105.0 % of Lisinapril per tablet of the labs]
¢laim. 101.2 %
95.0 % 10 105.0 % of Hydrochiorothiazide per tablet
L of the label ¢laim. 99.3 %,
i MirpoBivsoriina ynerora 3araneie  weno  aepoduux MIKPOUPranizsMis )
{TAMC) - ne Gimvize 10° KYQ/r., < 10 KYOir
! 3aranpic UHCn0 APLKAKOBIX TA INiCCHEBIN MPHGin
{ (TYMC) ~ e 6innme 102 KV <10 KVOiF
! Bincytuicte Escherichia colin 1 r npenapary. Bixcyrna
Microbiological purity Total aerobic microbial count {TAMOC):
i NMT 16° CFU/g. < 10 CFU/g
1 Total combined yeasts/moulds count (TYMC);
NMT 102 CFU/p. <10 CFUs
Escherichia coli must be absent per 2. l Absent

BUCHOBOK: / CONCLUSION:

Hpoaykr suroTonieHo, Yakosaso ta npoanamsonano BPIAHO 3 RHMOTAMA. PECCIPRILIHOIO NOCHT g1 Ny,
The produet 15 manufactured, packed and analyzed as per requirements of Registration Certificate,

Binoninac cranzapras 14 minvoram GMP. Ceprivpirar Ne 080/2023/GMP
It camplics with GMP standards and requirenents. Certificate No. 086/2023/CMP
Hinensia na arpolinnurso Kikapesrux 3ac06is: Cepis AB Mo 593054

Licence for medical products produstion: Batch AB No. 598054
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Dy niroepasyio, o sl uRpeOHERL GTa/HT AR Wil cepif roTonoi npo.

TYKH 6yan anificueni b noBdid siarosianoc 3 BIMOTAMN, 3A3HAUCHAMK B 1iaHiil

BaCTAHOBE 3 GMP, sarocpmenii MANCTEPLTEOM OXOPOHH J10p0B's Yicpalin, i 3 BHAOrAMN peceTpaAlRIoro Aoche Kpaiii ApiI3yaHenis,

I hierchy centify that alf the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requiremenis of the
Ministry of hcalih of Ukmine and with the requirements of the Marketing Authosisation file of the destinalion counzzy.

NIMik-anamiTak

Viosponakena ocoia
Quahified Person

[3aa, nafoparopiero BICA | Havamimx RICGE

; . ,l Analytical Chemist  'OC Lab In-charge " QC Head
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