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CEPTHPIKAT SIKOCTI

CERTIFICATE OF QUALITY

Haspa npopyxry:
Name of product:

TUYPEKC®, tabnerin no 12,5 mr
TIUREX ®, tablets 12.5 mg

Cuna pif:

I'inpoxnopriasnay — 12,5 mr

Registration Certificate No.;

Strength: Hydrochlorothiazide ~ 12.5 mg

Cepisi No/ Bateh No.: STC4005 Poamip ynaxoein / Package size:  Ne90 (10x9)
Pecerp. Ne/ ARNo.: FP/0519/24 Tun ynakosky / Pack type: Bnicrep / Blister
Poamip cepil / Batch size: 700 000 Tab/tab HaTa Brrorossenns / Mig. date:  07.2024

Kin-tb ynaxosow / No. of packs: 7777 Tepmin npugarwocri/ Exp. date: 06,2027
Kpaina / Market: UKR

Peccrpauiiine nocsinenns Ne: UA/18487/01/01 repMin aii o / valid to 10,12.2025

Ne n/n
Sr. No.

Hazpa ananizy
Test name

Crneundiranin
Specification

PezynnTary anaiizy
Test result

Omic

Description

Tabneriu Gexeporo um CBiTI0-GEXKEBOTO  KOMBODY,
Kpyrm,  Dnocki, 3 MOMUIMBHMH  HEPBOHHMH
BKPAINIEHHAMH, 3 PHCKOLO 3 OfIHi€l CTOPOHM 1 IMAAKI 3
iHIIOT CTOPOHIL,

Beige to light beige, round, flat tablets, with
occasional red spots, with break line on one side
and plain on the other.

Bixnosinae

Complies

Ineurngikauis
Iinpoxnopriasua

Identification
Hydrochlorothiazide

JTBESDAYM
Wl
l/\umwbi}: iyt

fary 20075591
ma
CEPTRDIKATIB

A. [Y-cnexktp mornmpamya  amcriepcii  sanumuiky
Gpominy xanho, oxepwanuit 13 BHNPOOOBYBAHOrO
3pasKa, Mae MOKa3yBaTH MAKCHMYMH TUIBKH IIPH THX
WE NOBKHHAX XBHSb, 110 i TY-CrekTp MOrmuHanHs
poGOHOro CTAHLAPTHOIO 3paska TijpOXIOPTIAsHAIY,
NPHIOTOBAHOTO B TAKMX e YMOBAX, MONEPCAHEO
PO3UHHEHOIO Y CITHPTI | BANYUEHOrO BUNAPIOBAHHAM
PO3UMHY A0CYX4.

B. Ha xpomatorpami BHUNpo6OBYBaHOTO PO3UNMY,
opepaniit 'y Bunpodysauni «Kimbkiche sBu-
3HAYEHBAY, Yac YTPHUMYBAHHA OCHOBHOIO Nika Mae
CriBNafaTH 3 MacoM YTpHMYBaBHs OCHOBHOIO Yiika
Ha XpoMaTorpami posunHy nopisnsHEsa

A. The IR absorption spectrum of a potassiuin
bromide dispersion of the residue obtained from the
sample exhibits maxima only at the same
wavelengths as that of a similar preparation of
Hydrochlorothiazide working standard previously
dissolved in alcoho! and recovered by evaporating
solution to dryness

B. In Assay, the principal peak in the chromatogram
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution

Bianosigae

Biaroninae

Complies

Complies
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Ne ni/m Hazssa ananizy Cnerndixanis Pesynwrarin ananisy
Sr. No. Test name Specification Test result
Pozrraganna He 6inbine 15 xsunnu 0x8 24 cex
3 Disintegration NMT 15 minutes 0 min 24 sec
Po3unHeRHs He wmenme 70 % (Q) nin samsaewoi kinkkocti | 94 %
rigpoxnopriasniy 3a 60 XprIuH
4 Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 94 %
chlorothiazide in 60 minutes
OjnopinsicTs N030BAHMX AVZL1 (L1=15,0) 3,5
5 O AL
Uniformity of dosage units AV<LT (L1=15.0) 35
CyrnpoBiani AOMIIIKH Benzothiadiazine related compound A — we 6imsuwe | 0,077 %
6 1,0%
Related substances Renzothiadiazine related compound A: NMT 1.0 %. | 0.077 %
KinbKicHe BH3HAYECHHS Bin 95,0 % ao 1050 % mix sasmsnenol kinpxocti | 97,6 %
rigpoxsnopriasuny B oauii rabnerui
7 Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 97.6 %
drochlorothiazide per tablet
Mixkpobionoriana uncroTa 3aranbue  umcno  aepoGHuX  Mikpoopraismin
(TAMC) - we Ginsme 10° KYO/T. <10KYO/r
3aranpHe YHCIo APLKIGKOBAX Ta ruticenesnx rpubis
(TYMC) - ue Ginpue 107 KYO/r <10 KYO/r
Bincyruicts Escherichia coli B 1 r nipenapary. BincyTns
§ Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. < 10 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:

TIpoAyKT BUrOTOBAEHO, YIIAKOBAHO T IPOAHANIZ0BAHO 37110 3 BHMOTAMH PeecTpaLliiiHoro ToCRimCHHI,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae cranmapraM Ta BumoraM GMP.
It complics with GMP standards and requirements.

Jlinensin #a BRPOGHULTRO NIKAPCHIHX 32c06iB:
Licence for medical products production:

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

Cepist AB Ne 598054
Batch AB No. 598054
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Kxuibenxa dinin
TOB «Kycym dDapa»

LLiA¢ BiATBEpAIYI0, 110 Bei pupoBimi cranii ans wiel cepli rorosol npoyxuii Gyaw spificheni B nOBUIR BIANOBIAHOCTI 3 BIMOTAMH, JWIHAUCHNIMY B iHni
nacranosi 3 GMP, 3arpepiokeniii MinictepeTnon oxopoii 300pos’s YKpaiu, i 3 BHMOramif peecTpallifioro A0cke Kpaikii npu3nauenis,

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP reguirements of the
Ministy of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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CEFTUMIKATIE

Ximix-anamiThx i3as. naboparopicio BKS | Havanprx BKSI YrnopHonaxena ocoba
Analytical Chemist | QC L.ab In-charge ) (‘OC Head Qualified Person
v’ s/Name: (\/[[1%‘;,1“0“76 2 [; 6(!;(_'.0\“'}4\6 SR GV STV
Dinnne/Signature: . %) Clreee / 7 Cuens
Jara/Date: 7 preplay Delokin ‘(J(- = / BN
FP/0519/24 Crop./Page Ne: 3 3/0f 3

Page 1/1




