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CRPTHOIKAT SIKOCTI
CERTIFICATE OF QUALITY

THYPEKC®, rabaetki nio SO mr
TIUREX ®, tablets 50 mg
Miapoxaopriasury — 50 mr
Hydrochlorothiazide — 50 mg

Hassa nponyKTy:
Name of product:

CuJsa pit:
Strength:

Cepis Ne/Batch No.:

STE4009

Posmip ynaxoskn / P‘wl\age size:

NS0 (10><9)

Peectp. Ne/ AR.No.:

FP/0523/24

Tui ynawonicn / Pack type:

Baicrep / Blister

Poamip cepit / Batch size:

175 000 rabitab

Jlava surotosicuns / Mfg. date:

(7.2024

Kin-15 ynaxosox/ No. of packs:

1 944

Tepmin npunatiocti/ Kxp. date:

06.2027

Kpaina / Market:

UKR

Peccrpauditne nocrinuensy No:
Registration Certificate No.:

UA/18487/01/03

repmin it 1o / valid to 10 12.2025

Noni/nt

Sr. No, Test name

Hazsa ananily

Crienniranis
Specification

PeyynnraTi anamisy
Lest resuli

Omyce

Deseription

Tabnercn GeKeBoro UM CBiTno-0CHKEBOr0 KOILOPY,
KPYIi,  ABOOTIYKI, 3 MOMUIHBHMH  HEPBOHMMHA
BRPATNEHIAIMH, THAKL 3 060X cropin

Beige to light beige, round, biconvex tablets, with
occ(m(mdl red qpots plain on both sides

Bingnosinae

Complies

[aerrudixania:
I'upoxyopriazui

[ )

ldentitication:
Hydrochlorothiazide

('I"H‘,’Id)/\pM
" AT
Ineiry

Kog 213%31:;3;”"

CH’TM(DIKATIB

A. TU-crextp noraMnands BICTICpeii  3aSTHIKY
GpoMiny Kanilo, OnepIKaHiii i3 BPoOORYBAHOTO
3pa3kd, MAE NOKAZYBATH MAKCHMYMH THILI TIPH THX
KE JIOWKWHAX ¥BHAK, 10 | TH-CHEKTp NOTIHHaHMIS
poBOUOrD CTanIAPTHOTO 3PA3KA FHPOXHOPTIAZHAY,
HPHUTOTORANOLO B TUKMX OKE yMORaX, TONCPEAHbO
PORMMHEHOTO Y CUHPTI 1 BHIYICHOTO BUNAPIOBAHHIM
PO3UIAY AOCYNA.

B. Ha xpomarorpami RANPOOOBYBAHOTO POBUIILY,
ofepaaniii Y pHipobysanui «Kismkicne  BH-
JHAMEHAY, TAC YIPHMYBAHHS OCHOBHOTO MK Mag
CHBMANATH 3 MACOM YIPHMYBANIIA OCHOBHOTO MiKa
11 X POMATOIPAMT POBTHILY HOPIBIGHIN

A. The IR absorption spectrum of a potassium
bromide dispersion of the residue oblained from the
maxima only at  the  same

sample  exhibits

wavelengths as that of a similar preparation of

Hydrochlorothiazide  working standard previously
dissotved in aleohol and recovered by cvaporating
solution to dryness

13, In Assay, the principal peak in the chromatogram
obtained with the test solution has the same retention
time as the principal peak n the chromatogram
abtained with the standard solution

FPA0523/24
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Binoninae

Rianoninac

Complies

Complics
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Ne n/n Hassa ananizy Crengdiranis PeaysibraTi ananizy
Sr. No, Test name Specification ~ Test result
Posnanarius He Ginpine 15 xpuany 0 s 38 cex
3 Disintegration NMT 15 minutes 0 min 3R sec
Po3unHenns He menme 70 % (Q) win sasunenoi xinpxocri | 84 %
riapoxnopriazniy 3a 60 XBHinH
A Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 84 %
chlorothiazide In 60 minutes
OMHOPIHICTE HO30BAHIX AVZLT (L1=15,0) 1,9
< OIHHHILL
bl .
Uniformity of dosage units AVALL (L1=15.0) 1.9
Cyriposiani RoMiniKH Benzothiadiazine related compound A - ve Ginbiue | 0,081 %
1,0 %
6
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.081 %
Kinpkicne pu3nauenus Bin 95,0 % no 1050 % min sassienol xinbkocti | 97,8 %
riapoxsopTiaziay B onuill TabneTi
7 . .
Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 97.8 %
drochlorothiazide per tablet
MikpoGionoritina THeToTa 3aranuie  UCHO  acpobMux  MIKPOOPTAHIIMiB
(TAMC) - ne Binswe 107 KYO/T. < 10 KYO/r
SArasbHE YHCNO APDIJUKORHX Ta MNicCHERUK MPKOIR
(TYMC) - ne Ginpie 102 KY O/ < 10 KYO/r
Bincyrnicts Escherichia coli B 1 v npenapary. BigcyTrs
Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 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
BHMCHOBQK: / CONCLUSION:

HIpOHYKT BHTOTOBJICHO, YTIAKQBANO T4 NPOAHATIROBANO 3IHIHO 3 BHMOrAMH PECe paifinoro

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

Bignosizae cragpapram ta sumoram GMP.

1t complies with GMP standards and requirements.

JlineHaist ga BUPOGHIITEO JIKAPChIIX 3aC00in:

Licence for medical products production:

FP/0523/24

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

Cepiss AB Ne 598054
Batch AB No. 598054
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Kuiseska dinin
TOB «Kycym dapnm»

yKiii Gyas ajiificreni o HOBHITT RIANORIANOCTL 3 BIMOFAMY, JAHAMCHIMU B qnnii

A wiet cepii roTOROY 1TPOY
opon’s YKpanik, i 3 sHMOraMi PECCTPALHRHOTO JOCLE KPaTHi IPH3HANCHIA.

arvied out in full compliance with the GMP requiraments of ha

[ DM MIATBEPKYIO, 1O BGi BupoGInNsl cram
nacranosi 3 GMP, 3arsepiukeiiii Minicrepesosm oxepons 34

I hereby cavtify that all the manufacturing stages of this batch of finished product have been ¢

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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XiMiK-ananiTig l
FQCHead

Analytical Chemist QC Lab In-charge

Iv'a/Name: J p ARG B [ N PRIV S D
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Tiannc/Signature: ol
AN ane \6{/&4/

Mara/Date: 2 2/68/24
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