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CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

tme as the principal peak in the chromatogram
obtained with the standard solution

rﬁaana NpoayKTy: THYPEKC®, tafinerscn no 25 Mr
Name of product; TIUREX®, tablets 25 mg
Cuia ait: Fiapoxnopriasuny — 25 mr
Strength: Hydrochlorothjazide — 25 mg
Cepist No / Batch No.: STD4013 Posmip ymaxosxn / Package size:  NeSO (10%9)
Pecerp. Ne/ AR.Ne.: FP/0605/24 Tun ynavoskn / Pack type: Baictep / Blister
Po3mip cepit / Batch size: 350 000 Tab/tab Hara prarovennenns / Mig, date:  08.2024
Kia-Ts ynaxosowx / No, of packs; 3 888§ Tepmin npugatrnocri/ Exp, date: 07,2027
Kpatna / Market: UKR
[ PeccTpaiiise nocinaenmn Ne: - . o ‘
. e - Af /01/02 Tepmin nif fo / valid 0 10.12.2025
Registration Certificate No.: UA/18487, DM T 2 d
ﬁ\@ nn Haspa ananizy Crenndgixanis Pesymvraru anaaizy
Sr. No, Test name Specification _ Test resnlf
Omue TabneTinr Gekenoro 4s CRITIO-GEHEROIO KonLopy, | Bianceiae
Kpyrii,  mnocki, 3 MemumisHMH HEPBOHHMH
BEPAILICHASMY, 3 PHCKOIO 3 0AHiel CTopony | rranki 3
] inmoi cropony
Description Beige to light beige, round, flat sblets, with | Complies
vecasional red spots, with break line on one side and
piain on the other
Inenrudiikauin;
Tiapoxmopriasuy A, IH-cnextp noninnanus aucnepcii  samumuky | Binnosimae
Cpominy kanbo, oaepwasull iz BHIpeOOBYBAHOrO
3pAIKa, MAC NOKASYBATH MAKCHMYMY TUILKY HpY THX
KC NOBMHHAN X847b, 10 | IY-creTp noravHanus
pobouoro craupaprioro spaska rimpoxiopriazy,
UPHIOTOBAROTO B TaKHX K YMOB&X, TIONCPENHLO
POYNHEHOTO Y CIIMPTI | BUITYSeROro BHNAPIOBAHNAM
PO3YHHY H0CyXa. )
B. Ha xpomarorpami sumpoGosypanoio posuuny, | Binnopinae
onepxkaniil y BHupoGveami  «Kimbkicee pa-
SHANEHHA?, HAC YIPUMYBEHHR OCHOBHOIO [IKa Mae
9 CILBNAAATH 3 YACOM YTPHMYBAHHA OCHOBIONS Tiika Ha
XpoMaTorpani posUHNY NOpiBHANA
Identification:
Hydrochlorothiazide A. The IR ahsorpiion spectrum of a petassium | Complies
broride dispersion of the sesidue obtained from the
sample exhibits maxima only at the same wavelengihs
as that of a similar preparation of Hydrochlorothiazide
working standard previcusly dissolved in alcohol and
recovered by evaporating solution 1o dryness
B. In Assay, the principal peak in the chromatogram
nhtained with the fest splution has (he same relentinn | Compliex
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Nen/nt Husea apanizy Crenngirauiz PesynwraTn auanizy
Sr. Ne, Test name Specification Test result
Poznanaiis He Ginpiue 15 xsumun 0xB 58 cex
3 Disintegration NMT 15 minutes 0 min 38 sec
Posannenng He menme 70 % (Q) Bin sasmrenol winuxocti | 86 %
rinpoxnopTiasuay 3a 60 xeuauH
4| Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 86 %
¢hlorothiazide in 60 minutes
OEHOpIAHICTE EO3088HHX AV<LI {(L1=15,0} 1.9
5 ORUHHUb
Uniformity of dosage units AV=L1 (L1=15.0) 1.9
Cynposinhni somikn Benzothiadiazine related compound A — we 6inpme | 0,097 %
6 1,0%
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.092 %
Kingxicse susnauenns Bin 95,0 % mo 105,0 % Bix sasnenoi xinskocti | 98,1 %
TiApOXAOPTIAsKLY B 0l Tatnerni
7 Assay 95.0 % 10 105.0 % of the labeled amount of Hy- | 93.1 %
drochlorothiazide per tablet
MikpobGiosorigna wacTora JaraneHe  YnoAo  aepolHMX  MiKpoOpranismin
{TAMC) — ne Gimpure 10° KY O/, <10 KYO/r
3arazbpe YHCHO JAPIKICKOBHX T2 TNICEHEEUX ropnbin
(TYMC) — ne Ginpine 102 KYO/r < 10 KYOir
Bineymyicrs Escherichia coli » 1 r upemapary. Bizcyina
8 Microbiclogical purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g, <10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Absent

Escherichia coli must be absent per 1 g.

BHCHOBOK: / CONCLUSION:

Hpoaykr rurotoniieno, ynakonano ta Ipoananisosano rEHG 3 BHMOTAME PeECTPallifiHOTE BOCIAUBHIA,

The product is manufactured, packed and analyzed as per requirements of Repistration Centificate.

Binnosigac craxnaprasm ta sumoran GMP.

It complies with GMP standards and requirements.

Hinensia #a BupobuALTRO AikapCEKHX 3ac06in:
Licence for medical products production:

Cepradirar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Mp 598054
Batch AB No. 598054

FPAO605/24
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Elust ninraepioicyio, o sei supoSuuvi cramii nam uiei cepil roTorot npeayxuil Symis aaiticnent 5 MOPAIR BiaAROBANOETI 3 DHMOL
uavraioni 3 GMP, sarsepuxestift Minicrepeteos oxoponk 3A0POB™8 Yipaim,

1 heseby certify that alf the manufacturing stages of this batch of finished preduct
Ministry of health of Ukraine and with the requirements of the Marketing Authorisa

e

AMH, 3EKMEHHME B YHRHIH
| 3 WIMOTANY PEECTPALAROTO ADCbe KPAFHY TIPH3IACHNS,

hive been carried out in full compliance with (he GMP requizements of the
tion fiie of the destination country,
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Analytical Chemist  11QC Lab In-charge QC Head Qualified Person §
Iv’s/Name: 3 . r o, o )& Vi P
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