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CEPTHOTKAT AKOCTI
CERTIFICATE OF QUALITY

N w/n
Sr, Na.

Hazna ananizy
Test name

[ Hassa BPOAYKTY: THAYPEKC®, 1a8nerx 110 25 pr ] Kan ﬁ{}%f"&” ‘
Name of produet: TIUREX ®; tablets 25 mp BN CEPTHOmaT | /o
Cura gin: finpoxnoptiaangy ~ 25 mr \,\4\ ;_: P ?;‘\
Strength: Hydrochlorothiazide — 25 mg _Omg,;'”?;a\l\‘f!
Cepin Me / Bateh No.: STD4008 Possip ynaxonkn / Package sizes  No30 (10x3) e

[iefﬂ*p. Ne/ AR Na.» FP/0510/24 Tun ynawoswen / Pack type: Baicrep / Blister
Poarip eepii/ Batch size: 350 000 Tabitab Jara suroronienns / Mfg. date:  (7.2024
Rim-1s ynaworox f No. of packs: 11666 Tepmin rpugaraoccri/ Exp, date:  06.2027
Kpatua £ Market: UKR
Peectpaniiine rloeginuennn Ne: s - e _

Registration Certificate No.- UA/18487/01/02 TEPMIK Al 1o £ valid 0 10.12.2025

|

PeaynbTaTh ananisy
Test result

6ne:m (p-i:ca st
Specification

Description

TabrieTicn Gexeporo un cBitno-Gexeporo KOAIbopy,

EPYIRE,  mmocki, 3 moscomimimug HEPBOHHMH
BEPRITEHILIMH, 3 PUHCKOIO 3 oNHieT CTOPOHN | rnagki 3
bunol cropons

Binmosigae

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

Complies

Inenradixanin;
Finpoxnepriasug

Identification:
Hydrochlorothiazide

Ll

Ao TM-cnexrp  normnmazus fuenepedl samunxy | Binnosinae
BpoMiay xaniro, QLEPHENA 13 BHTIpOSORYERHOTO

ADAIMA, MAF MOKATYRATI MAKCHMYME iKY APH THY,

Ke ACBMHMAX XBih, nio 1 (Y-

CHEKTP NOravmanys

pedoRoro eranmapriore ap

A3KH Ti)lpOXJiOpTiﬂlﬂUly,

TIPHrOTOBARONO B TAKMX e ymopax, TIOTEPERHED
Po3HBRENOre ¥ enmpi | Bumyyenorg BHITZPIOBAHHAM
POIBIRY AnCYXA.

B. Ha xpomarorpaui BHIPOGORYBAHOTO po3vynny, | Binmoripae
OFepEaHiA Y BunpoBysanui «Kinekicne  pp-
SHAERAT), YAC YIPHMYBAREA OCHOBLOMO Iiika wae
CTIBIAJATH 3 YacoM YTPHMYBAHHR OCHOBHOTO Nika

Ha XPOMATOIpasti poSUHY 0opisHAHNA

A. The IR absorption spectium of a polassium
bromide dispersion of the residue obtained from the
sample  exhibits  maxima only at the same
{ wavelengihs as that of a similar preparation of
Hydrochiorothiazide working  standard previously
dissolved in alcohol and recovered by evaporating
solution to dryness

Complies

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

Complies

FPAG510/24
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MixpoGionoriuna gacrora aransie  uncne aepotHux
(TAMC) —sie Ginpine 103 KYO/r
3aransne vpcno IPBIIHROBIX TA [TicCHeBUX rpudin
(TYMC) ~ ne 6insme 102 KV O/r

Bincyruiers Escherichia coli } I npenapary.

L(TAMC):

MIKDOGPTaniaMin

|

! Microbiological purity Total aerobic microbiat coun
NMT 103 CFUfg.

Total combined yeasts and n
NMT 10° CFU/g,
Eseherichia coli must be absentper 1 g,

T —————

woulds count (TYMC):

BHCHORBOK: / CONCLUSION:

{lpoayxr BUroTOBRCHO, YHAXOBaHo
The product is mamifaciured, packe

T4 NPOAHaRI30BaH0 3]
d and analyzed as per

AHO 3 BHMOTaMH peccTpaiiiiinoro nocsifuen
requirements of Registration Certificate.
Ceprndinar N 030/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB N 598054
Batch AR No. 598054

Bimnosinace CTanNapTam Ta pumMoray GMP,
It complies with GMP standards and requiremens.

JHueusis ra supoBrmwre N kapebknx 3cobis:
Licence for medical products production:

———
FP0510/24
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Haspa ananlzy Cneum])jrcaui's ) Pesy.uwa“ﬁ AHANizy
... Yest name Specification - | _Testresult
Posnaganns He Gimsrtue 15 xmmmun 0 xB 34 cex
Disintegration NMT 15 minutes 0 min 34 gec
Posuinenns He senme 70 9% (Q) 8in 3anmaenol Kimbkoer] 95 %
FUIPOXIOPTIa3ny 12 60 xByme
4 Dissolution NLT 70 % (Q) of the labeled amounl of Hydra- | 959,
chlorothiazide in 60 minutes
] e _ e ]
OnsopingicTs rososarx, AVEL] (L1=15,0) 3,1
5 OIMEHIE
Uniformity of dosage upits AV=L1 (Li=15.0) 3.1
- v n M_—%hj.—“—'*%‘"
Cyuposimii somitky Benzothiadiazine related compound A — we Ginnwe | 0,080 %
6 1,0 %
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.080 %
B T B D s e e et
Kinsxicre Busnanermny Biz 950 % 5o 105,0 % wig sassnenof KIIBKOCTE | 97,9 %
rigpoxnopTiazny B onuiii Tabnerui
! Assay 95.0 % to 1050 % of the labeled amount of Hy- | 97.9 9%
drochlorothiazide per tablet

<10 KVO/r

<10 KYO/r
Bincyrma

<10 CFU/g

< 10 CFU/g
Absent
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TOB «Kycysm Dapny

Lav pigeseparyto, mo wei Bupo&Himi

erazail ma uiel cepii rotonot nponykuii oy
Hactatiosi 3 GMP, sarneprsenii

Misicreperaon oxoponn 3a0poB's Vipain
Thereby cortify that all the manufaciu
Ministry of Lealth of Ukeaine and with

A1 3HIRCHEHE B noBhii BIAMORLANOCT 3 BHMOIEMI, JA0HAUCHIMG B 9HHUIf
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(33}3. fafioparopico BKA Mavamunur BKS
QC Lab In-charge T QC Head
Cieecrnmeds Jo i Cuoenon e g .

o _{ Analvtical Chemist
Im7s/Name; W{/&

Hinne/Signature;

Hara/Date:
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