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CEPTHUOIKAT SIKOCTI
CERTIFICATE OF QUALITY

'Hﬁ?.ﬁa npﬂﬂy}c*rjr:_
Name of produet:

| TH?PEI{C@, TabueTxd no 12,5 mMr

TIUREX®, tablets 12.5 mg

Cuna nif;
Strength:

Figpoxnopriazuay — 12,5 mr

Hydrochlorothiazide = 12.5 mg

Cepia Ne/ Batch No.:

STC3011 Posmip ymaxoBxu / Packag‘e_ size:

NeD0 (10%9)

Pecetp. Ne/ A.R.No.:

FP/0934/23 | Turt ynaxosxn / Pack type:

Lrictep / Blister

Poamip cepii / Batch size:

700 000 tab/tab Aara Burorobnenns / Mfg, date:

11.2023

Kin-te ynaxosox / No. of packs:

7777 Tepssin npugaTroceri / Exp, date:

10.2026

| Kpaina / Market:

UKR

Peectpauiisie nocsinuenna No:

UA/18487/01/01 TepMiH aii go /valid to 10.12.2025

Registration Certificate No.:

| Ne v/
i.8Sr. No.

Hasga ananizy
Test name

Cneundikanis
Specification

PesyavraTn aunamisy
Test result

Onuc

Description

Tabnerxu Gexesoro um cpimio-Gexenoro KOJILOPY,
Kpyral,  Juiocki, 3. MOKIMBHME YEPROHUMU
RKPANICHHAMH, 3 PHCKOKO 3 OIHIET CTOPOHHE 1 riaki 3
iHoT cTopon™H.

Beige to light beige, round, flat tablets, -with

‘occasional red spots, with break line on one side
“and plain on the other,

Biuurosigae

Complies

Finpoxnopriasun

Identification
- Hydrechlorothiazide:

e

IxenTudikauis

R e e e ————

A. IY-crckrp nornumasHs  mEcmepcii BARHILKY
Opomizy Kaniro, opepxanpil i3 BHUAPCOOBYBAHOIQ
3paska, Mae NOXA3YRATH MAKCUMYMM TUILKH NP THX
KE NOBKUHAX XBUWIk, 1O 1 IY-crextp nornimanms
POBOYOrO CTAHAAPTHOrO 3paska FIAPOXJIOpTiasHay,
UPHIOTOBAHOTO B TAKMX K€ YMOBAX, IOTIEPENHBO
POSYMHEHOTO' Y CYBPTI | BHTYYEHOTO RUNADICBAHHAM
PO3YMRY KoCyXa,

'B. Ha xpomarorpayi BHIPOOORYBAHOrO pO3uMHY,
onepxanii y mumpoSysammi «Kimexicye pu-
| SHAYEHHM), YaC YTPHMYBAHHA OCHOBHOIO Nika Mae
| cniBnanaTy 3 wacoM YTPHMYBAHHT OCHOBHOTO Mika
{ Ha XpoMarorpaMi po3usHy nopinHsums

| A. The IR absorption spectrum of a potassium

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

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 witly the standard solution

bromide dispersion of the residue obtained from the |

Bianosinae

Biariosinae

Complies

Complies

pr o327l
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[ Nenin Hasga ananizy Crenudirania hPe&ynb}éTH aHATIZY
| Sr. Nae. Test name | Speciﬁcaﬁnn | Test rosult
Posnananns He Ginbiae 15 xprums 0 xB 51 cex
| Disintegration NMT 15 minutes 0'min 51 sec
PozunnenHa He memme 70 % (Q) IBi,lI 3agBIenol KimskoceTi | 90 %
rifpoxaopTiasnuay 3a 60 XBumH
4 Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 90 %
chlorothiazide in 60 minutes -
OmHOPINHICTS RO30BARKX AV<L1 (LI=15,0) | 4,2
5 ONMHHLD
Uniformity of dosage units CAVLLI (L1=15.0) 42
Cynposijni AoMIinrky Benzothiadiazine related .cbn;iﬁoﬁnd A ~re Ginpire | 0,112 % |
6 1,0%
Related substances | Benzothiadiazine related compound A; NMT 1.0%. | 0.112%
Kinbxiche BH3HHHE:.H'E.IJ].T Bin 850 % no 1050 % Bi)l' saasReHol kimekocti | 100,7 %
FHPOXIOPTIA3HAY B OAHIN Tabieri
7 -Assay 950 % to 1050 % of the labeled amount of Hy- | 100.7 %
| drochlorothiazide per ablet
Mikpobionoriusa yueToTa Saratbne YHCNO aepo0HUX  MIKpOOpramiaMis
(TAMC) - ne Gimpiue 10° KVO/T. < 10KVO/r
SarabHE YMCIO APLKIUKOBHX T4 IUTICEHERIX rpuir |
(TYMC) ~ ne 6inmme 10?2 KYO/r <10KYO/r
| Bixcyruicts Escherichia coli s 1 T npenapary., | Bincyrus
: Micmhiﬁlﬁgical'p'uﬁty | Total aerobic microbial count (TAMC):
NMT 10° CFU/g, o | <10 CFU/g:
Total combined yeasts and moulds count (TYMC):
1 NMT 10% CRU/p. | < 10 CFU/g
| .Escherichia coli must be absent per 1g. | Absent

BHCHOBOX: / CONCLUSION:

Ilpoxyxr Buroroanexo, ynakosaso Ta DPOAHAN30BARO 3riHO 3 BUMOraMH PEECTPALIHOrO TIOCEI guehts,

The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Bianosinae CTaHAApTaM Ta BUMOoramM GMP.

It complies with GMP standards and requirements.

Jlinensis Ha BupoBHUUTEG NikapchKRX 33c06IR:
Licence for medical products production:

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

Cepia AB Ne 598054
Batch AB No. 598054
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Tl uizqzepmyrb, WK nci_mipnﬁunui ST Ui wied cepil rotosol npnwx‘ui‘f_'ﬁyma 3RIACHERI B.NIOBRIN RIANOBIAHOCKT 3 BHMOraMH, 3a3HAYCHUMH B YNHHIE-
racTanoni 3 GMP, 3arsepmxenis MINICTEPCTROM OXOPORK 3110p08's Ykpaitu, | 3 BRMGTaMY peccTpatifiioro JOChe xpaiiit ApHIHAYEHHY.

1.]‘11;{'{3;}}! centify that ail .t-h?‘ manufactoring stages of this batch of finished product have beén carmied out in Full complishice witly-the GMP requirements of the
Mimisiry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destinaiion country.
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