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CEPTHOIKAT AKOCTI
CERTIFICATE OF QUAYITY

Hasza npopykery:
Name of product:

“TUYPEKC®, abnerkn no 12,5 mr

TIUREX ®, tablets 12.5 mg

Cnja gifs
Strength:

Tiapoxnopriasday — 12,5 Mr

‘ __Hydroch]oroll:iaziﬁc— 12.5mg

- Cepis Ne

/ Batch No.:

STC4006

Pasmip ynaxonrw / Pa(.:!_cage size; N30 (10><3j

Pecerp. Nef ARNo.:

FP/OGO1124 Tun ynawosws / Pack type: Baicrep / Blister

Pozmip cepii/ Batch size;

700 000 fa6/tab | Hara purotosmenns / Mifp, date: 08,2024

Kin-Ts ynaxozok / No, of packs:

23333

Tepuin upnpgariocr / Exp. dates 07,2027

Kpatna /

Market:

UKR

Peectpaniiine nocsinuennn Ne:
Reglstration Certificate No.:

UA/18487/01/0) TepMin Al o /-valid to 10,12.2025

Nb wifnt
-Sr. No.

Hazpa auanizy
Test name

Creundiganix’
Specification

PeaynsraTit ananizy
Test result

Omic

Description

Tabmersy Otxeporo 9M caitno-Gewenora KORLOPY,
KPYrRi, JIOCKL, 3 MONUIMBMMI  YepROHWMMN
BRPANNeiAe, 3 PHCKOIO 3 ONHIET CTOPOHH i rranki 2
inmof cTopony.

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

Binnosinae

Complies

Inenrnihikauia
IinpoxmopTiazna

Ideatification
Hydrochlorothiazide

A, TH-cnektp nortusaRHT  JmMenepcii IATHLEKY
Spominy kamilo, oxepxamuit i3 BEnpoGosysanoro

| 3pa3ka, Mae OKASYBATH MaRCHMYMH TIILKH NpM THY
KE ROBKHHAX XBHIE, mo 1 1Y-cuexrp nornusanun
| pefouore cranmapTHoro 3pasia TiApOXTOPTIAsHAY,
| TIPHTOTOBANOTO B TakHX e yMOBaX, [IONEpPeIHAEC

PORHHEHOTO Y CIpTi { BIITYWEHOT0 BHIAPIOBARUAM
POMHHY J0CYXa.

B. Ha xpomarorpami sunpoGosysanoro POIURHY,
| onepxa@nift  y  sunpoSymawmi  «Kimeieme mu-
| 3nAEHEAR, Yac YIPHMYBAHHA GCHOBHOTO THKa Mac

SniBraaTH 3 YAcOM YIPUMYRAUHA ORHOBHOIG NiKa

‘| Ha XpOMATOTPaMi pesuMHy NopiBHIAHA

A. The IR absorption spectruim of a pofassiom

| bromide dispersion of the residue obtained from the

sample exhibits maxima only at the same
wavelenpths as that of a similar preparation of

Hydrochlorothiazide working standard previously

dissolved im alcohol and recovered by evaporaling
solution to dryness :

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

Binnosinag

Binnosinae

Complies

Complics
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MNe n/ne Haspa ananizy Cneun'q:hcauiﬂ PeaynwraTn ananisy
Sr. No. Test name Specification _ : Test result
Posnananua He Ginbine 15 xpuany . O xe 48 cex
3 Disintegration NMT 15 minutes 0 min 48 sec
Posuunenms He memwe 70 % (Q) six 3assnenol insxoct | 98 %
rigpoxnoptiasnuy 3a 60 xBrng
* | Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 98 %
chlorothiazide in 60 minutes
Onxopipnicrs nozosammy AV=L1 (L1=15,0) 8,6
3 OABHALL
Uniformity of dosage units AV=ZLT (L1=15.0) 8.6
Cynpopinui momimin Benzothiadiazine related compound A — Ke Ginbwe | 0,089 %
6 1,0%
Relajed substances Benzothiadiazine refated compound A: NMT 1.0 %. | 0.089 %
Kimskicne Busnaverus Bin 950 % a0 105,0 % nix samnenol kinexoen 99,2 %
| rinpoxnopriasuny B opuil Tabneryj
T Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 59.2 %
drochlorathiazide per tablet
MixpoSBionoriuia wicroTa 3aranene  umeno  acpofumx - mMikpoopradismie
(TAMC) - ne Ginswe 10° KYO/r. <10KYOfr
Sarannye unene APikLKORYEX Ta noicenenx rpiGin
{TYMC) — ne Ginpmre 102 KV O/r <10 KYO/r
Bincyrulets Escherichia colin } ¢ Tpenapary. Biacyrna
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 CFU/g, <10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Lscherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

TIponykT suroToBneno, ynakosano ta TPOANAN 30BAHO SriNHO 3 BIMOTAMH PeeCTpanifiHoro ROCBinycHNA.
The product is manufactured, packed and analyzed as per requirements of Registration Cerfificate,

Bianrosinae crampuapram a numoram GMP.,
It complies with GMP standards and requirements,

Jiensia na BupobuTRO Nikapesxux 3acosin:
Licence for medical products production:

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

Cepia AB Ne 598054
Batch AB No. 598054
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Loy nimrmepsyio, 1o sei supoGumwi cranii ans wier ctpif rotorol npopykuil Gyas anificieni 5 noonlil LiANORTIOUTE 3 BINOTAMIY, TZBUAMEHHMH & SUBKI
raceanosi 3 GMP, sarnepmxeniil Minicrepeynon oxopomn 3uopon’s Yxpaling, i 3 BUMOTIMN PEEcTPRWINHORD A0CHE KPATHN NPH3AARCINIA.

1 hereby cenify that all the manufacturing singes of this bateh of finished product liave been camied out in full compliance with the GMP requirements of the
Ministry of heal of Ukmine and witl the requirements of the Marketing Authagsation filc of the destination country.

Ximix-ananiTur 7liiam. naGoparopicio BICA Hauanssnx BKST ‘YrosHoBDKE A 0c0ba
Anaiytical Chemist {TQC Lab In-charge "QC Head Qualified Person
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