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CERTIFICATE OF QUALITY
Haiea npoayxry: THYPEKC®, tabnerkn
Name of product: TIUREX %, tablets
Cnuia nif; Tiapoxnopriasumy — 12,5 mr
Strength; Hydrochlorothiazide - 12.5 mg
Cepia Ne/ Batch No.: STC1006 Po3mip ynaxoenku / Package size:  Ne90 (10x9)
Pecerp. Ne/ A.R.No.: FP/0215/21 Tun ynaxosku / Pack type: Baictep / Blister
Po3smip cepii/ Batch size; 100 000 rab/tab Jarta nurorosaennn / Mfg. date: 03,2021
Kin-1t ynakosok / No. of packs: 1111 Tepmin npunatwocti / Exp. date: 02,2023
Kpaina / Market; UKR
Peecrpauiiine nociguennn Ne: A .
Reptsteation Ceriificats No.- UA/18487/01/01 Tepmin aii o / valid to 10.12,2025
Ne n/n Ha3zpa ananizy Cnenudikanin PeaynrTathn anamizy
Sr. Ne. Test name Specification Test result
Onne Tabnerxyt Gexenoro um ceimno-Gexeroro xo/bopy, | Bianosinae
KpyTm, IUIOCKI, 3  MOXIHBHMHM  YEDEOHHMH
BKpANJICHAMH, 3 PHCKOIO 3 OAHIET CTOPOHH 1 aaxi 3
1 JHIIOT 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
[nenTudixanin:
FiapoxnopTiazmn A. TY-cmexktp nornmmuanba aucnepeil  3anuwiky | Bianosinae

Opomimy xanilo, opepXaHHH i3 BHNPOBGOBYBAHOTO
3paska, Mae [0Ka3yBATH MAKCHMYMH TifBKH OPHU THX
A€ JIOBXHHAX XBHAb, W0 i [Y-cnekTp norimuuanna
pobotore CTaHAApPTHOTO 3paska TiAPOXJIOPTIA3uLY,
OpHrOTOBAHOIC B TAKHX KC YMOBax, NONCpeaHkO
PO3YHHEHOIO Y CMIHPTI 1 BIIYHEHOro BHIIAPHOBAHHIM
PO3YHHY JOCyXa.

B. Ha xpomaTorpami sunpoSoBynaoro posumby,
oacpkadiif y sunpobysanui «Kinekicne Bu-
3HAYCHHA», YaC YTPHMYBAHHA OCHOBHOTO MiKa Mag
COiBNAJATH 3 YaCOM YTPHMYBAHHS OCHOBHOTO mMika
2 Ha XpOMaTorpaMi pO3HHHY NOPiBHANNA

Identification:
Hydrochlorathiazide 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

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 with the standard solution

Bianosinae

Complies

Complics
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Ne n/n Ha3ssa ananizy Cneundikanis \@&Besw}hmﬁ*ﬂ'aiy@#
Sr. Ne. Test name Specification Ja N 7. Test result-"/
A = R WS
Posnanauus He 6inbwe 15 xsnunus ~0.£B.33 cegfé“;}/
3 N
Disintegration NMT 15 minutes 0 min 33 §e
Pozunnenss He menme 70 % (Q) mim 3asmiesoi xinbkocTi | 96 %
rigpoxyiopriazuny 3a 60 xBHauH
4 . :
Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 96 %
chlorothiazide in 60 minutes
OnuopinHicts 10308aHMX AV<LI (L1=15,0) 7,4
5 OJIMHHLUE
Uniformity of dosage units AV<L1 (L1=15.0) 7.4
Cynposinti goMilks Benzothiadiazine related compound A — e Ginsime | 0,096 %
6 1,0 %
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.096 %
KinskicHe suznauenus Bin 95,0 % no 105,0 % Bin 3asenenoi xinskocti | 97,9 %
riapoxnopriasuay B oaniii Tabnerui
¢ Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 97.9 %
drochlorothiazide per tablet
Mikpo6Giosioriuna uncroTa 3aranpHe  uMcno  aepobHMX  MiKpoopraHizmis
(TAMC) - ne 6insme 10° KYO/r, < 10 KYO/r
3aranbHe YHCNO0 APDKIDKOBHX Ta IICCHEBNX rPHGIB
(TYMC) - ne Ginswe 102 KYO/r < 10 KYO/r
Bincytuicts Escherichia coli B 1 v npenapary. Bincyrna
& Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10 CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

TTposyXT BUrOTOBIEHO, YNAKOBAHO Ta NPOAHANIZOBAHO JFIAHO 3 BHMOTAMH PECCTPALiiHOTO MOCBINUSHHA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crannapram ta sumoram GMP.

It complies with GMP standards and requirements,

JliueHnsis na BUPOOHHLUTBO NiKapchKkux 3acobis:
Licence for medical products production:

CepThdikar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepin AB Ne 598054
Batch AB No. 598054
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Llsm a 32cRinuyio, 1o naneacua siute indopmais ¢ NOCTOBIPHOIO T2 TouHOI0. [lio cepito npoaykuii Gyno supofneHo (Brmovain
[IPORCIACHO KOHTPOMS 11 AKOCTI HA BuUIe3a3nauenill im.unui y noBniit sianosinmocTi 3 ssuMoras GMP, BeTaHOBICHHMY MicLCR
TAKOK BIANOBIAHO 0 cncunixauif, mo MictaTees y peectpauilinomy nocke abo Toprosifi minewsii Kpainn-nrpoSnuka a

npoay«niro iMnopronane, abo y Aocse cnemnpikauifi ta MPENAPET LK AOCHAKYBAHOTD nikapcskoro 3acofy. [IpoTORONM RHPOBHUIT
GyJ10 nEPErNIHYTO Ta BECTAHORALNO BianopinnicTs GMP,

I hereby conlirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
ils quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory authority as well as
according to the specifications included in the registration dossicr or the trade licence of @ manufacturer country or importing country if the produet was

imported, or in the dossier of product specilications for the examined drug product. The protacols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

Ximix-ananitnk +3as. mabopatopieio BKA | Hauansnux BKI YrorHoBakeHa ocoba
Analytical Chemist [ QC Lab In-charge QC Head Qualified Person
Im’s/Name; o s 2 i P(l e g:wh ﬁ A é "
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