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CERTIFICATE OF QUALITY

Haspa npoaykry:
Name of product:

TUYPEKC®, abneriu no 25 Mr
TIUREX ™, tablets 25 mg

Crra pif:
Strength:

Tiapoxaopriasumy — 25 Mr
Hydrochlorothiazide — 25 mg

Registration Certificate No.:

Cepist N/ Batch No.: STD4016 Posmip ynawrosion / Package size:  Ne90 (10x9)
Peecrp. Ne/ AR.No.: FP/0067/25 Tun ynacoskn / Pack type: Baicrep / Blister
Posmip cepii/ Batch size: 3 819 yn/packs Mata surotosnenns / Mfg. date:  12.2024

Kpaina / Market: UKR Tepmin npunamiocti/ Bxp, date:  11.2027
Peccrpaudiine nocsixsenns Nii 5 /1 8487/01/02 repyin aif o / valid to 10.12.2025

Ne n/n
Sr. No,

Hazpa ananisy
‘Test name

Cneundixauin
Specification

PesynTaTi ananizy
Test result

Onuce

Description

Tabnetkn Geaeporo Un cBiTno-GexesoIo KOboOpY,
KpyD/,  ToCKi, 3 MOAIMBHMH - HEPBOHMM
BKDATIEHHAMHY, 3 PHCKOLO 3 ONHi€T CTOPOI | raanki 3
iHLIOT CTOPOHH

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

Binnorinae

Complies

laenTndikauis:
I"inpoxsopTiasua

Identification:
Hydrochlorothiazide

A. TY-cmextp nNOIMHaHHA JMCTIepCli  3ajiLKy
Gpominy kaniio, oaepxaHuif i3 BrunpoGoByBAHOTO
3pasKa, MA€E NOKA3yBATH MAKCHMYMH TilbKH NP THX
e MOBXKMHAX XBHJb, U0 i IY-Crerp nOraHHants
POBOTIOrQ CTAINAAPTIIONO JPASKA TiMPORIOPIiasnuy,
NPHFOTOBAHOTO B TAKHX JKE YMOBAX, IONEPEAHL0
POBMHHEHOIO Y CIHPTI | BIAYHEHOTO BRIAPIOBAITHAM
pO3UMHY fOCYXA,

B. Ha xpomarorpami BHIPOOOBYBAHOTO PO3UMIY,
onepxauifi y BumpoGysauni «Kinkicne  su-
IHAUCHHAY, YaC YTPHMYBAHIsS OCKOBHOTO Nika Mae
CRiBNANATH 3 YACOM YTPHMYBAIIHA OCHOBHOI'O 111Kd Ha
XPOMATOrpami po3HHHY NOPiBHsHIS

A. The IR absorption spectrum of a potassium
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 alcohol and
recovered by evaporating solution to dryness

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

Bianosinae

Bianosigac

Complics

Complies

Poanananns

Disintegration

HMe Ginsute 15 xnuamn

NMT 15 minutes

0 x8 28 cex

0 min 28 sec
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Ne ni/n Hazsa ananizy Crenndirkanis PesysiTary-ananisy
Sr. No. Test name Specification Test result
Po3unnenia He menme 70 % (Q) Bin 3asBfenol kinskocti | 88 %
rigpoxnopriasuay 3a 60 XBHAHN
4 Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 88 %
chiorothiazide in 60 minutes
i OnHOPINHICTE 1030BAHKX AV<LL (L1=15,0) 4,7
ONHHMILL
5 -
Uniformity of dosage units AV<LY (L1=15.0) 4.7
CynpoBiftii AOMilIKK Benzothiadiazine related compound A — ne Gisblue 0,104 %
6 1,0 %
Related substances Benzolhiadiazine related compound A: NMT 1.0 %. | 0. 104 %
KinbxicHe BH3HAMEHHS Bix 95,0 % no 105,0 % Bin 3aaBAeHol gispkocti | 96,7 %
rigpoxnopriasnay B oaHii rabnerui
& Assay 95.0 % to 105.0 % of the labeled amount of Hy- 96.7 %
drochlorothiazide per tablet
Mikpobionoriuna HHCTOTA BaranbHe  uucno  aepofumx MIKpOOpraHi3mMiB
(TAMC) - se Binsie 10° KYO/r. <10 KYOIr
Jaranbhe UHCA0 APDKIDKOBHX Ta MIICCHEBHX rpudis
(TYMC) — He Ginbue 102 KYO/r <10 KYO/r
Bincyrnicts Escherichia cofli 3 1 © npenapaty. Bigcyrus
8 Microbiological purity Total acrobic microbial count (TAMC):
NMT 10*CFU/g. < 10 CFU/g
Total combined yeasts and moulds count (IryYMC):
NMT 10* CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOIG: / CONCLUSION:

[1poAyKT BUTOTOBIENO, YHAKOBAHO T2 NPOAHANI30BAHO AFTIHO 3 BUMOTAMH PEECTPaLLitHOro NoCBiA4EHHA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianopizae oransaptam Ta moram GMP.
It complies with GMP standards and requirements.

Tliuensia Ha BHPOSHHUTEO JIKAPCHKUX 3acobis:
Licence for medical productsproduction:

Cepraixar N 080/2023/GMP
Certifieate No. 080/2023/GMP

Cepist AB Ne 508054
Batch AB No. 598054
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LUt nEAvsepaAyI0, 1o Bei BUPOGHHA CTamii Ans wici cepit roTusoi npoayikuii Gym spitieneni B NOBNH BLANORIANOCTI 3 BIMOrasL, 3a3HAUCHIMIY B WIHHIT
Hactaloni 3 GMP, 3arBepaKe it MiHiCTEpCTROM OXOPOIH SROPOB'H YRPATHIL, | 3 BUMOTAMI PECCTPAUIAHOIO A0ChE KPATHA IPHIHACHIA,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirer

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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XiMIK-aHATITHK
Analytical Chemist

{3as. naoparopieio BKA

1HQC Lab In-charge

Havassnng BKA
QC Head

Ynonuosakena ocoba
Qualified Person
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