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CERTIRICATE OF QUALITY
Haspa nponykry: TI/IYPE,KC®, TablieTky 1o 12,5 Mr
Name of product: TIUREX ®, tablets 12.5 mg
Cuna niv: Tippoxnopriasuny ~ 12,5 Mr
Strength: Hydrochlorothiazide — 12.5 mg.
Cepist N / Batch No.: TCS004UA Poamipynaxbss/ 06 r1ox0)
Package size;
Pecerp. Mo / AR.No.: GP/FP/0668/25 Tun ynascosien / Buictep / Blister
Pack type:
) ) i Jara BrpoGHuuTea /
Posmip cepii/ Batch size: 7 649 yi/packs Mfe, date: 09.2025
Kpaina / Market: UKR TEPMUTPRIATHOCT. 55 5
Exp. date:
Peecrpaniitae mocpixueHns Nes v ) ST ol
Registration Certificate No.: UA/18487/01/01 repmu{‘)m no /valid to 10.12.2025
Jlinensist na BHpoGHHLTBO JiKkapesKuX 3acobin: Ge3 nomepy, Bix 26.09.2023 poxy
Licence for medical products production: without number, from 26.09.2023
Ne n/n Hazgpa ananisy Crenudgirauis PesyspraTn ananizy
Sr. No. Test name Specification Test result
Onne TaGnerxu Gexxenoro uu ceimo-Geskesoro xonsopy, | Binnosizae
Kpyrml, wiocki, 3  MOMNUIBHMHM  UCPBOHUMH
BKPAIUIGHHIMM, 3 PHCKOIO 3 0fHicl CTOPOBH i TaaK
1 3 IHIIOT CTOPOHH.
Description Beige to- light beige, round, flat tablets, with | Complies
occasional red spots, with break line on one side
and plain.on the other.
Inenrudixauis
[inpoxsopriazuy, A. IY-criextp nornumanng jMcnepcii samdmky | Binnosinae

Gpominy xaniro, opeprkarmif i3 BUDpoGoByRaHOIO
3pa3Kd, MAe NOKa3yBATH MAKCHMYMH TiNBKY HpH
THX K€ JROBKHHAX Xswib, mo i IY-coexrp
NOIIMHAHNA  POGOYOr0  CTAHIAPTHOLO  3paska
riIpoXNOpTiasiily, NPUroTOBAHOIO B TAKHX e
YMOBAX, TONEPENHBO PO3YMHEHOTO Yy cnupti i
BIJIYYEHOT0 BHIAPIOBAKHAM PO3YHHY JOCYXA.

B. Ha xpomarorpami eurnpoGoByBanoro posunxy, | Binnosigac
onepxaHii y sunpoGysanni «KinsxicHe Bu-
2 3HAYEHHA, YaC YTPUMYBAHHA OCHOBHOIO Nika Ma€e
CIHBIAYATH 3 4aCOM YIPHMYBaHHS OCHOBHOTO 1Tika
Ha XpoMaTorpami po31iHy OPIBHAHHA

Identification
Hydrochlorothiazide A. The IR absorption spectrum of a potassium | Complies
bromide dispersion of the residue obtained from the
sample exhibits mexima 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
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Ne i/ Hasea anasgizy Crnenndirauis PesynbraTi ananizy
Sr, No. Test name Specification Test result
B.In Assay, the principal peak in the chromatogram | Complies
obtained with the test solution has the same
retention time as the principal peak in the
chromatogram obtained with the standard solution.
Posnanauus He Ginsie 15 xeunnn 0xr 41 cex
3 .
Disintegration NMT 15 minutes 0 min 41 scc
Pozunnenns He menme 70 % (Q) sin sassnenol ximexocri | 102 %
rigpoxnopriasuny 3a 60 xeanmy.
4
Dissolution NLT 70 % (Q) of the labeled amount of | 102 %
Hydrochlorothiazide in 60 minutes.
OaHOPINAICTE K030BAHHX AV<L1 (L1=15,0) 1,7
5 ONMUHUUL
Uniformity of dosage units AV<LY (L1=15,0) L7
Cynposinai noMinkn Benzothiadiazine related compound A ~te Ginsme | 0,096 %
6 1,0 %.
Related substances Benzothiadiazine related compound A: NMT 1.0%. | 0.096 %
KinpxicHe BU3HAUCHHS Bix 95,0 % no 105,0 % sin sassnenof xixsxocri | 96,0 %
rinpoxsIopTiasay B OxHil TabneTi
7| Assay 95.0 % to 105.0 % of the labeled amount of | 96.0%
Hydrochlorothiazide per tablet
Mikpo6ionoriuna uncrota 3arampHe  YHCAO  aepobHMX  MIKpOOpraHismis
(TAMC) - ue 6intute 103 KYO/r. 10 KYO/r
3araNpHe WHCIO JAPDKKOBHX T4 IUTICCHEBHX
rpubis (TYMC) - me 6insure 102 KVO/r <10KVQ/r
Bigcyuicts Escherichia coli s 1 r npenapary. Bincyrus
§ Microbiological 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
Escherichia coli must be absent per 1 g, Absent
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Unym ninrsepmkyio, mo Bei BupoGumyi cranif mns uiel cepii rorosof AaporyKuil Gysn 3xifcreni B n
kpfainy, i
g

BUMOTaMH, 323Ha1CHUMH B UHHHIN Hactanosi 3 GMP, satBepikenii MinicTepcTroM oxopory 3/00poB’ s
PeecTpauifHoro J0Che Kpaliy NPH3HAYEHH.

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out iyl o
the GMP requirements of the Ministry of health of Ukraine and with the requirements of the Marketing Aug 0 i
destination country. N

Paxiseup BKS Havaneaux BKA Hauamsnux B35L VronnosaxeHa ocoda
QC Officer 1 QC IJead » QA Head Qualified Person
TIIB / Full Name: B yuno e A0 é;g_&_ e Y 5_/3(2,@{,,,(4@0 Al @ é)(’,a?’t(g7 & of }/ ,
Tignxc / Signature: g /: ~ '(,?’P_Q S (%\/ /\/‘”/Zi
Jlata / Date: 20H0 /9 desfies L{g aolicles LAY A
GP/FP/0668/25 Crop./Page Ne: 2 3/0f 2
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