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CERTIFICATE OF QUALITY

CEPTH®IKAT AKOCTI

Hazsa npogykry;:
Name of produect:

THYPEKC®, tabnersu
TIUREX ®,

tablets

Cuaa nii:
Strength:

Ciapoxnopriazuay — 50 mr
Hydrochlorothiazide — 50 mg

Cepin Ne / Batch No.:

STE1003

Po3amip ynaxonkn / Package size:

Ne30 (10x3)

Pecerp. Ne/ A.R.No,:

FP/095/21

Tun ynarosks / Pack type:

Baictep / Blister

Posmip cepii/ Batch size:

100 000 Tab/tab

Hata surorosiennn / Mig. date:

02.2021

Kia-Te ynaxkosox / No. of packs: 1 666

Tepmin npuaarunocri / Exp. date:

01.2023

Kpaina / Market: UKR

Peccrpauiiine noesiguennsa Ne:
Registration Certificate No.:

UA/18487/01/03

TepMin At o / valid to 10.12.2025

Ne ni/n
Sr. No.

Hasga ananizy
Test name

Cneundixanis
Specification

PesyantaTn ananisy
Test result

Onue

Description

Tabnerku Gewcenoro un ceiTio-Gexesoro komsOpY,
KPYLH,  [IOCKI, 3 MONIMBHMH  UYCPBOHMMIS
BRPATUICHIAMH, TNaaki 3 060X cTopin

Beige to light beige, round, biconvex tablets, with
occasional red spots, plain on both sides

Binnosinae

Complies

Inenmigikania:
FiapoxnopTiazun

o

Identification:
Hydrochlorothiazide

A. [H-cuextp noriMHaHHA aucnepcii  3anMuky
Gpominy kamilo, onepwxanuii i3 BHNpoGOBYBAHOTO
3pasKa, MAE TIOKA3YBATH MAKCHMYMH TiNbKH NPH THX
Ke MOBKHHAX Xouib, mo | [Y-criektp mornmmuanms
pofoyoro craHaapTHOrO 3paska riipoXJOpTiasumy,
MPHTOTOBANOIO B TaKHX K¢ YMOBaX, [ONEPEAHLO
PO3YHHEHOTO Y CTIHPTI 1 BHIIYYCHOTO BHIAPIOBAHHAM
PO3YHHY AcCyXa,

B. Ha xpomatorpami BunpoGosyBaHoro posummy,
onepwaniii  y  munpoGyesanni  «Kinskicne Bu-
FHAYUCHIA», Uac yTPHMYBaHHi OCHOBHOTO nika mMae
CHIBMAZIATH 3 4acOM YTPHMYBAHHA OCHOBHOI'O MiKa
Ha XPOMATOrpami PO3HHY NOPIBHAHTISA

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

Bianosinac

Bianosinae

Complies

Complies

.
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Kuinesxa pinis

TOB «Kyeym @uapm»

TOB «Kycym Qapu»
Yipaina, 40020, m.Cyamt, ynn. Cxpalina, 54

Yipaina, 02092, m.Kuis, Ten.: +38(0542) 77~ iﬁ» dpakc: 77-46-11
By AsMartHHchia, S8 ; Kk
Ten.: +38(044) 495-82-88, dakc: 495-82-87 /C’Mﬂm .?kaf’m
{ |
(-1 =)
Ne i/ Hazsa anaaisy Cuenndixania \\xf X ; IPE]:W%}:T&TH anﬁ.my
Sr. Ne. Test name Specification \} Test resuit’ )/
Posnananns He 6insiue 15 xaumun \Qx}i‘Sﬁ TeK :‘7
3 .. . : \\ =
Disintegration NMT 15 minutes 0 min 56 scc
Poszuunennn He menwe 70 % (Q) mia saseaenoi xinskocti | 95 %
rigpoxnopriaznay 3a 60 XxBHIHH
4 Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 95 %
chlorothiazide in 60 minutes
OnHopianicTs 1030BaHHX AV<LI1 (L1=15,0) 3,58
5 QJIHHHIb
Uniformity of dosage units AV<L1 (L1=15.0) 3.58
CynpoBiani ZoMilIKH Benzothiadiazine related compound A — me dineure | 0,111 %
6 1,0 %
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.111 %
KinbKicHe BH3HAUCHHA Bia 95,0 % nmo 105,0 % win 3assaenHol Kinsxocti | 99,0 %
rigpoxnoptiasuily B onHii Tadnerui
? Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 99.0 %
drochlorothiazide per tablet
Mikpobionoriuna uncrora Baranede uHcno aepobumx  Mikpoopraismis
(TAMC) - e Ginswe 10° KYO/r. < 10 KYO/r
3aransHe YHCHIO APIADKOBUX Ta NUiCEHCBUX TpHOIB
(TYMC) — e 6insure 102 KYO/T < 10 KYO/r
Biacythicets Escherichia coli B 1 r npenapary. Biacyrus
B 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

BUCHOBOK: / CONCLUSION:

TIpoayKT BHIOTORNEHD, YNIAKOBAHO T4 MPOAHAAI30BAHO 3I1IHO 3 BHMOTaMH PECCTPAIIHHOTO TTOCRIAHCHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae cranaapras ta sumoram GMP,

It complies with GMP standards and requirements.

Jlinensis va BHPOSHHUITBO JIKAPCHKHX 3ac00iB!

Licence for medical products production:

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

Cepin AB Ne 598054
Batch AB No. 598054

FP/0095/21

Crop./Page Nu: 2 3/of 3
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Kuiscora dinis i~ TOB «Kyeysm @apan
TOB «Kycym Dapu» Yrpaina, 40020, y.Cysu, sy CkpaGina, 54
Yipaina, 02092, m.Kuis, c: 77-46-11
BY/L AIMarHHChKR, 58 ] ISH. U
Ten.: +38(044) 495-82-88, darc: 495-82-87 /@.mm ?/ldf’m im

:kpsunyy
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£ I
i faky i APy BAHH) TJ
npoBeeno KoHTPons i AkoeTi Ha auwieIatnauenil Aimuind y nosnidt BiNoBiHOCTI 3 BistoraMit GMP, BeTaHCBACHUMI MICUEB N PEFYHATOpHIM wopi*;}{@qig,,’/u
TAKOW BITOBIANG A0 cneuudikauiii, mo MmicTaThes ¥ pecerpauiiinonmy socke abo Toprosift minemii Kpainu-RrpobHHEKa Kﬁ&m\a‘i@;ﬁ?{lgxop’rgpd,_‘_‘sipéfm
NpOYKILI0 iMnopToBane, aBo y Jocke cnemnikatiii Ha npenapat s JOCILDKYBaHOTO Aikapenkoro zacoby. [lpoTokoss Bupnd 1, ._‘Ei!i}?ﬁ;'!;l}’l{f{iﬁ;l\ fiin
Gy 1o neperasnyTo T4 BCTAHEBACHO Bignosiaxicrs GMP.

LLn 7 3aCRIYI0, 110 HaBeACHA BHINE IH(OPMAILK ¢ focTosipHolo Ta Toukow, 110 cepiro nposyxii Oyno BH abicHo (BRIOYANU
¥ fié

12N

1 hereby confiem that the sbove mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its 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 dossier or the trade licence of a manufacturer country or importing country if the product was

imporied, or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

Ximik-anasitHK 3ar. nabopatopieo BKA | Hauansnnk BKSA VnosHosaxena ocoba
Analytical Chemist |"QC Lab In-charge QC Head Qualified Person

AN e TR P liy e /! 5 7/
Mopobipoba | Crirees 5, ‘af}w‘\? mah <g«‘"w-ﬂfa:,{af.;fzt(:y’ 7.

ITignue/Signature: ,_,@;ﬁ;f/ﬁ; 7/ gl oA - ‘\‘\\4 e -"/

Ist"s/Name:
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o
Kuisenra dinig TOB «Kyeym QGapay»
TOB «Kyeym dapam Vkpaun 400"0 M. (vm[ BYIL Chﬂﬁl[ld, 54
VYrpaisa, 02092, m.Kuin, Ten.: e
syl Asvariscnka, 58
Tem.: +38(044) 495-82-88, daxc: 495-82-87 /f.’usum .?/zczrm
CEPTHDIKAT AKOCTI
CERTIFICATE OF QUALITY
K01
Hassa npoaykry: THYPEKCY, tabnetkn %}W
Name of product: TIUREX ®, tablets
Cuna aji: Tiapoxnopriazuay — 50 mr
Strength: Hydrochlorothiazide — 50 mg
Cepin Nt/ Batch No.: STE1004 Poamip ynaxkoskH / Package size:  Ne30 (10%3)
Pecerp. Ne/ A.R.No.: FP/0240/21 Tun ynakosku / Pack type: Bnictep / Blister
Poamip cepii / Batch size: 100 000 Tab/tab Hata surotosaenns / Mfg. date:  03.2021
Kin-1s ynakonok / No. of packs: 1 666 Tepmiu npnaaraoeri/ Exp. date:  02.2023
Kpaiua / Market: UKR
Pecerpaniiine nocsiguenun Ne: g S .
Registration Certificate No.: UA/18487/01/03 Tepmin Ail po / valid to 10.12.2025
Ne n/nn Hazea ananizy Crienndircanis PesynsTatn anamizy
Sr. No. Test name Specification Test result
Onne Tabaetkn BexeBoro uu CRiTNO-OexeBoro koaeopy, | Binnosinae
Kpyrii,  miocki, 3  MOMIMBHMH  YepBOHMMH
| BKparuleHHAMH, [1afki 3 060X cTopiH
Description Beige to light beige, round, biconvex tablets, with | Complies
occasional red spots, plain on both sides
[nenTudrikania:
Iigpoxnopriaiun A. IY-cnextp mornmHanus Incnepeil sammwuky | Bianosinae

Opomiay kanmito, omepxannii i3 BunpoGoByBaHoro
3pa3Ka, M€ NOKa3yBaTH MAKCHMYMH TUIBKH NPH THX
*e JOBAKUHAX XBUAb, W0 i IU-cnekTp mornuHaHHA
pofovore cTaHmapTHOro 3paska riapoxnopriazuay,
NPHrOTOBAHOIC B TakKHUX Ke YyMOoBax, nonepenHeo
PO3YHHEHOr0 Y CITHPT § BIUTYUYEHOTO BHIIAPIOBAHHAM
PO34HHY aocyXa.

B. Ha xpowartorpami BunpoGosyeaHoro posuuny, | Biznosigae
ojepxaniit 'y BunpoGysanni «Kinckiche Bo-
3HAYEHHA», YAC YTPHMYBAHHA OCHOBHOIO MiKa Mae
CHIBMAfaTH 3 4acoM YTPHMYBAHHS OCHOBHONC Nika
Ha XPOMATOrpaMi po3uiKy NopiBHAHHA

(§%]

Identification:
Hydrochlorothiazide A. The IR absorption spectrum of a potassium | Complies
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 | Complies
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution

FP/0240/21 Crop./Page Ne: | 3/0f 3
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TOB «Kyeym Dapy»

TOB «Kycym Mapam K Yxpaina, 40020, m.Cyy Bima, 54

Yrpaiua, 02092, m.Kuis, Texn,; +38(0542) & g6 11
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Ne n/n Hazsa ananizy Cneundikanin hggéﬂ#;k‘ammm.i
Sr. No. Test name Specification estiresul
o G : AEPESEIANY
5 Poznamamus IHe Ginplre 15 XBUAHH *ﬁfﬁ!}i MC’.& N
Disintegration NMT 15 minutes 0 mm 3
Pozutinenss He menme 70 % (Q) sin 3assrenol kinkkocti | 99 %
rinpoxyioptriaznay 3a 60 XBHAHH
4 Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 99 %
chlorothiazide in 60 minutes
OnaHOpiAHICTE AO30BAHHX AVsLI (L1=15,0) 3.8
5 OIMHHLE
Uniformity of dosage units AV<LL (L1=15.0) 3.8
CynposiznHi gomileu Benzothiadiazine related compound A — ne Oinbwe | 0,102 %
1,0 %
6
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.102 %
KinbKkicHe BH3HAMEHHS Bin 950 % a0 105,0 % sia zassnenol xinbkocti | 96,2 %
rizpoxnopriasuay B oaHiil TabneTwi
7 Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 96.2 %
drochlorothiazide per tablet
MikpobionoriuHa yHcToTa 3aranbHe 4HCNO  aepo0HMX  MIKPOOPraHi3MiB
(TAMC) ~ ne Binswe 10° KYO/T. <10 KYOIr
JarasbHe YHCI0 APDKIKOBHUX Ta niliceHeBUX Ipudis
(TYMC) ~ ne Ginbine 10 KYO/r < 10 KYO/r
BincytHicTts Escherichia coli 8 | r npenapatry. BincyTtua
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. < 10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 107 CFU/g. < 10 CFU/g
Escherichia coli must be absent per | g. Absent

BUCHOBOK: / CONCLUSION:

[TpoayKT BUrOTOBIEHO, YN2KOBAHO TA MPOAHANI30BAHO ITHO 3 BUMOIaMH PEECTPALIAHOTO NOCBIAYEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

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

Cepisn AB Ne 598034
Batch AB No. 598054

Bianosinae crasaapram Ta Bunmoram GMP.
1t complies with GMP standards and requirements.

Jliuensia na BUPOBHIILITBO NiKAPCLKMX 33c00iB:
Licence for medical products production:

FP/0240/21

Crop./Page Ne: 2 3/0f 3
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Tem: +38(044) 495-82-88, Jaxc; 495-82-87

TOB «Kycym ®apmr
Yxpaina, 40020, v, Cymu, By spafing, 54
Ten.: +38(0542) 774 ARG 1 1

Kusum Pharm

ST P oo _— CKYCYM OAPND |
1M % 32CEIAYYIO, WO HABEACHA BHILC iH(GOPAALLIN € JTOCTOBIPHOIO TA TOHHDIO. 11w cepito npoaykuii Gyao Bipoliaeno (sKA0MS TAKY B HA/MapRYBANHAY 7
NPOBEJICHO KOITROL T AKOCTI 11 BunLesasHaseniil fiabmig ¥ nosuili sianosinnocti 3 susoravn GMP, seranosacnivy sic B
TakOA BiAnopiwio A¢ cneundikauiii, WO MiCTATHEH Y PeCCTpAinOMY OCLC afo Toprowiit aiuensit Kpainu-supobunka A& R
HPOIYKIGIO IMTOPTORAHO, AB0 ¥ I0CLC CRELdiKAUIH HA Npenapar Juis JOCALEKYBAHOIO NiKapekxoro 3acoy. IMpoTokoin BHPOTHIRGE
Gy 10 HEPErAYTO T2 BeTaHenaeHo sianosianicts GMP.

1 hereby confinm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its 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 dossier or the trade licence of 4 manufacturer country ¢r importing country il the product was
imporied, or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

Ximik-aHaliTHK
Analytical Chemist

3as. naGoparopicio BKA
I"QC Lab In-charge

Havansuux BICA
QC Head

Y noeHoBaxeHa ocoda
Qualified Person

Im a/Name:
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TOB «Kycym @apr»
Yipaina, 02092, m. Kuis,
RyJ. ANMATHHCBER, 58

Ten.: +38(044) 495-82-88, (akc
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TOB «Kycys @apm»

Ykpaina, 40020, m.Cymu, Byn. Crpsabina, 54
Ten.: +38(0542) 7
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CEPTUQIKAT JKOCTI

CERTIFICATE OF QUALITY

Hazssa npoayrry:

THYPEKC?, tabnerxu

Name of product: TIUREX ¥, tablets

Cuna il [apoxnopriasuny — 50 Mr

Strength: Hydrochlorothiazide - 50 mg

Cepin Ne/ Batch No.: STE1004 Poamip ynakosrn / Package size:  No90 (10%9)
Peectp. Ne/ A.R.No.: FP/0241/21 Tun ynaxoskn / Pack type: Baictep / Blister
Posnmip cepii / Batch size: 100 000 Tab/tab JlaTta suroronsenns / Mfg, date:  03.2021

Kin-tb ynakosox / No. of packs: 555 Tepmin npigaTnocti / Exp. date:  02.2023
Kpatua / Market: UKR

Pecctpauiiine nocsinyenns Ne:

Registration Certificate No.: HATIBARTIOLAA

TepMin aii no / valid to 10.12.2025

Ne n/n
Sr. No.

Hasea ananisy
Test name

Creundikauin

Specification
TabneTkd GeKEBOTO YW CBITNO-0EMEBOrO KONLOPY,
Kpyrni, mnocki, 3 MOWUIHBHMH  YEPBOIHMMH
BKPATUISHHAMH, IN1ajKi 3 060X cTOpiH

PesyabTaTit ananisy
Test result
Binnosinae

Onmc

Description Reige to light beige, round, biconvex tablets, with

occasional red spots, plain on both sides

Complies

[nenTidpikanis:
Tiapoxnaopriasni A. IY-cnexktp nornuHamug aucrepcii sanMLKy
Gpominy kanilo, oxepxanuii i3 BunpoGosysanore
3paska, Mac MOKa3yBaTH MAaKCHMYMH TINbKH NpK THX
e JORKMHAX XBHAb, WO i IY-cmekTp nmornunanms
poGo4Ore cTaHfapTHOro 3paska riZpoNJIopTiasHay,
NPHIOTOBAHOr0 B TAaKUX KE YMOBAX, MOMEPEAHbO
PO3YHHEHOMO ¥ CNHPTI | BUNYUCHOTO B]‘[Z’[ap}OBaHHﬂM
PO3UHHY AoCYyXa.

Bixnosingae

B. Ha xpomartorpami BHnpoSopysaHoro posquHy, | Bianosinae
ogepianiii y sunpoOysamni «Kimekicne BH-
34EUEHHS, Yac YTPUMYBAHHA OCHOBHOTO MiKa Maec
criBNagaTH 3 YacoM YTPHMYBaHHs OCHORHOTO mika

2 Ha XpOMaTOrpamMi po3uHHy TOpiBHAHHS

ldentification:

Hydrochlorothiazide A. The IR absorption spectrum of a potassium | Complies
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
cbtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution

Complies

FP/0241/21

Tty 20157 //{ 4

Crop./Page Ne: 1 3/0f 3




Kuiscnhxa dinin

TOB «Kyeym Dapw»
Vipaina, 02092, m.Kuis,
Ry AnvaTHickRa, S8

Ten.: +38(044) 495-82-88, axc: 495-82-87
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Kusum Pharm

TOB «Kyeym Mapy»

Yxpaina, 40020, m.Cywmn, syn. Cxpsnbina, 54

Ten.: +38(0542) 77-A46-10, fakes 77-46-11

Ne n/nn Ha3Ba anaaisy Creundikaris 'l\i\ = | B Pésytb i abainy
Sr. No. Test name Specification \F enndTestiresult -7/,
Poinananns He Ginswe 15 XBHAHHA ] Qma:n'f A 73
~ N --:.-\',‘:‘}:/
? Disintegration NMT 15 minutes <
Pozuunenrns He senure 70 % (Q) Bin 3assneHol KinexocTi
rinpoxnopriazuiy 3a 60 XBHAKHH
4| Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 99 %
chlorothiazide in 60 minutes
QAHOPIOHICTh 1030BAHHX AV<LI (L1=150) 8.8
5 OAMHHEE
Uniformity of dosage units AV<LI (L1=15.0) 8.8
Cynposizni goMitiku Benzothiadiazine related compound A — ne 6imsine | 0,101 %
6 1,0 %
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.101 %
Kinukicie BH3HAYCHHS Bin 95,0 % xo 105,0 % min 3asBnenol kinbkoceti | 96,3 %
rigpoxnopriazuay B oaHiit TabaeTui
¢ Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 96.3 %
drochlorothiazide per tablet
MikpoGiosioriuna YHcTOTa 3aranpie  4Hcno  aepolHHX  MiKpoopradisMis
{TAMC) — ne 6inpute 10° KYO/r. < 10 KYO/r
3aranbHe YHCIO APDKIDKOBUX Ta TUTiICEHEBKX TpHOIB
(TYMC) — ne Ginsure 10> KYO/r <10 KYOIr
Bincytnicte Escherichia coli B 1 T npenapary. BincyThs
8 Micrebiological 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 | g. Absent

BHCHOBOK: / CONCLUSION:

I1poyKT BHIOTOBAEHO, YIIAKOBAHO Ta NPOAHANI30BAHO 3ri/I0 3 BHMOTAMH peecTpauiifHoTo MOCBiAYEHHA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinac cranaapram ta sumoram GMP.
It complies with GMP standards and requirements.

Jlinensis Ha sMpOGHULTBO MiKapchbKHX 3acobis:
Licence for medical products production:

CeprudiraT Ne 009/2020/GMP
Certificate No. 009/2020/GMP
Cepis AB Ne 598054

Batch AB No. 598054

FP/0241/21

Crop./Page Ne: 2 3/0f 3




Kuiscoka dixis d TOB «Kycym Dapa»
TOB «Kycym @apm» YKpsma 40020, m.Cysit, y; Ckpsxéma 54

Yipaina, 02092, M. KHig,
By, AJIMATHHCBKA, 38

Ten.: +38(044) 495-82-88, (akc: 495-82-87 )&j“.fum .7)/zarm

LLitne A 3ACBINYYI0, WO HABSICHA BUILE inhopMaLlis ¢ .mcmmpumo Ta ToYHOK. Lo Lc;ma npoayxiLi 6yno riupobdaexo (Bkn -m rm naK\ n:m i \\:}lﬁ\’\r&a
nposeasno h‘ﬁnlpu 1k 1T #KkOCT Ha BHULC3aIHauenill Aiapmnn y nosuili pianosianoct 3 sumorami GMP, BeTasoBnennMi 'n’e M perydﬁ:r{lmumlupl'
TAKOWK Bl'lﬂt)m'lilﬂ A0 Ltlnl[m[lll{'l[uﬁ UID MICTATLCS ¥ pefbmalllﬁlm"f\ JAOCLC abo 'mpmmﬁ Illl(!ilj!i hpd!illl-ﬂllp()()lll ) \B% hpﬂl}hl"l'ﬂllOpTC d
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I hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including paa.l\ingfmarking) and
its quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposed by focal regulatory authority as well as
according to the specifications included in the registration dossier or the trade licence of a manufacturer country or importing country if the product was
imported. or in Whe dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP,
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Analytical Chemist | QC Lab In-charge QC Head Qualified Person
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Kuisenra dinig TOB «Kyeym QGapay»
TOB «Kyeym dapam Vkpaun 400"0 M. (vm[ BYIL Chﬂﬁl[ld, 54
VYrpaisa, 02092, m.Kuin, Ten.: e
syl Asvariscnka, 58
Tem.: +38(044) 495-82-88, daxc: 495-82-87 /f.’usum .?/zczrm
CEPTHDIKAT AKOCTI
CERTIFICATE OF QUALITY
K01
Hassa npoaykry: THYPEKCY, tabnetkn %}W
Name of product: TIUREX ®, tablets
Cuna aji: Tiapoxnopriazuay — 50 mr
Strength: Hydrochlorothiazide — 50 mg
Cepin Nt/ Batch No.: STE1004 Poamip ynaxkoskH / Package size:  Ne30 (10%3)
Pecerp. Ne/ A.R.No.: FP/0240/21 Tun ynakosku / Pack type: Bnictep / Blister
Poamip cepii / Batch size: 100 000 Tab/tab Hata surotosaenns / Mfg. date:  03.2021
Kin-1s ynakonok / No. of packs: 1 666 Tepmiu npnaaraoeri/ Exp. date:  02.2023
Kpaiua / Market: UKR
Pecerpaniiine nocsiguenun Ne: g S .
Registration Certificate No.: UA/18487/01/03 Tepmin Ail po / valid to 10.12.2025
Ne n/nn Hazea ananizy Crienndircanis PesynsTatn anamizy
Sr. No. Test name Specification Test result
Onne Tabaetkn BexeBoro uu CRiTNO-OexeBoro koaeopy, | Binnosinae
Kpyrii,  miocki, 3  MOMIMBHMH  YepBOHMMH
| BKparuleHHAMH, [1afki 3 060X cTopiH
Description Beige to light beige, round, biconvex tablets, with | Complies
occasional red spots, plain on both sides
[nenTudrikania:
Iigpoxnopriaiun A. IY-cnextp mornmHanus Incnepeil sammwuky | Bianosinae

Opomiay kanmito, omepxannii i3 BunpoGoByBaHoro
3pa3Ka, M€ NOKa3yBaTH MAKCHMYMH TUIBKH NPH THX
*e JOBAKUHAX XBUAb, W0 i IU-cnekTp mornuHaHHA
pofovore cTaHmapTHOro 3paska riapoxnopriazuay,
NPHrOTOBAHOIC B TakKHUX Ke YyMOoBax, nonepenHeo
PO3YHHEHOr0 Y CITHPT § BIUTYUYEHOTO BHIIAPIOBAHHAM
PO34HHY aocyXa.

B. Ha xpowartorpami BunpoGosyeaHoro posuuny, | Biznosigae
ojepxaniit 'y BunpoGysanni «Kinckiche Bo-
3HAYEHHA», YAC YTPHMYBAHHA OCHOBHOIO MiKa Mae
CHIBMAfaTH 3 4acoM YTPHMYBAHHS OCHOBHONC Nika
Ha XPOMATOrpaMi po3uiKy NopiBHAHHA

(§%]

Identification:
Hydrochlorothiazide A. The IR absorption spectrum of a potassium | Complies
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 | Complies
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution

FP/0240/21 Crop./Page Ne: | 3/0f 3
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TOB «Kyeym Dapy»

TOB «Kycym Mapam K Yxpaina, 40020, m.Cyy Bima, 54

Yrpaiua, 02092, m.Kuis, Texn,; +38(0542) & g6 11
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Ne n/n Hazsa ananizy Cneundikanin hggéﬂ#;k‘ammm.i
Sr. No. Test name Specification estiresul
o G : AEPESEIANY
5 Poznamamus IHe Ginplre 15 XBUAHH *ﬁfﬁ!}i MC’.& N
Disintegration NMT 15 minutes 0 mm 3
Pozutinenss He menme 70 % (Q) sin 3assrenol kinkkocti | 99 %
rinpoxyioptriaznay 3a 60 XBHAHH
4 Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 99 %
chlorothiazide in 60 minutes
OnaHOpiAHICTE AO30BAHHX AVsLI (L1=15,0) 3.8
5 OIMHHLE
Uniformity of dosage units AV<LL (L1=15.0) 3.8
CynposiznHi gomileu Benzothiadiazine related compound A — ne Oinbwe | 0,102 %
1,0 %
6
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.102 %
KinbKkicHe BH3HAMEHHS Bin 950 % a0 105,0 % sia zassnenol xinbkocti | 96,2 %
rizpoxnopriasuay B oaHiil TabneTwi
7 Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 96.2 %
drochlorothiazide per tablet
MikpobionoriuHa yHcToTa 3aranbHe 4HCNO  aepo0HMX  MIKPOOPraHi3MiB
(TAMC) ~ ne Binswe 10° KYO/T. <10 KYOIr
JarasbHe YHCI0 APDKIKOBHUX Ta niliceHeBUX Ipudis
(TYMC) ~ ne Ginbine 10 KYO/r < 10 KYO/r
BincytHicTts Escherichia coli 8 | r npenapatry. BincyTtua
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. < 10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 107 CFU/g. < 10 CFU/g
Escherichia coli must be absent per | g. Absent

BUCHOBOK: / CONCLUSION:

[TpoayKT BUrOTOBIEHO, YN2KOBAHO TA MPOAHANI30BAHO ITHO 3 BUMOIaMH PEECTPALIAHOTO NOCBIAYEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

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

Cepisn AB Ne 598034
Batch AB No. 598054

Bianosinae crasaapram Ta Bunmoram GMP.
1t complies with GMP standards and requirements.

Jliuensia na BUPOBHIILITBO NiKAPCLKMX 33c00iB:
Licence for medical products production:

FP/0240/21

Crop./Page Ne: 2 3/0f 3



Kuischra §inis

TOB «Kycym Papm»

Vicpaina, 02092, m.Kulg,

Byl Anmaruncera, 58

Tem: +38(044) 495-82-88, Jaxc; 495-82-87

TOB «Kycym ®apmr
Yxpaina, 40020, v, Cymu, By spafing, 54
Ten.: +38(0542) 774 ARG 1 1

Kusum Pharm

ST P oo _— CKYCYM OAPND |
1M % 32CEIAYYIO, WO HABEACHA BHILC iH(GOPAALLIN € JTOCTOBIPHOIO TA TOHHDIO. 11w cepito npoaykuii Gyao Bipoliaeno (sKA0MS TAKY B HA/MapRYBANHAY 7
NPOBEJICHO KOITROL T AKOCTI 11 BunLesasHaseniil fiabmig ¥ nosuili sianosinnocti 3 susoravn GMP, seranosacnivy sic B
TakOA BiAnopiwio A¢ cneundikauiii, WO MiCTATHEH Y PeCCTpAinOMY OCLC afo Toprowiit aiuensit Kpainu-supobunka A& R
HPOIYKIGIO IMTOPTORAHO, AB0 ¥ I0CLC CRELdiKAUIH HA Npenapar Juis JOCALEKYBAHOIO NiKapekxoro 3acoy. IMpoTokoin BHPOTHIRGE
Gy 10 HEPErAYTO T2 BeTaHenaeHo sianosianicts GMP.

1 hereby confinm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its 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 dossier or the trade licence of 4 manufacturer country ¢r importing country il the product was
imporied, or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

Ximik-aHaliTHK
Analytical Chemist

3as. naGoparopicio BKA
I"QC Lab In-charge

Havansuux BICA
QC Head

Y noeHoBaxeHa ocoda
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Kulgcbra dinin TOB «Kyeym Gapy»
TOB «Kycym ®apa» yhpama, 40020, m. Cymi, BYJL Cxpﬂfinm, 54
Ykpaina, 02092, m.Kuiz, Ten.: =10
BYJI. AIIMATHHCLKA, 38
Ten.: +38(044) 495-82-88, daxe: 495-82-87 kﬂ.ﬂt/ﬂ. .y)lzaf’m
CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY
Haspa npoayxry: THYPEKC?, TaGnetkn
Name of product: TIUREX ¥, tablets
Cuna ail: Tinpoxnopriasuay — 50 mr
Strength: Hydrochlorethiazide — 50 mg
Cepist Ne/ Batch No.: STE1003 Poamip ynawoskn / Package size:  Ne30 (10x3)
Peeetp. Ne/ A.R.No.: FP/0239/21 Tun ynaxosks / Pack type: Brnicrep / Blister
Po3mip cepii/ Batch size: 100 000 Tad/tab [lata surotoBienns / Mfg, date:  03.2021
Kin-16 ynakosok / No. of packs: 3 333 Tepmiu npuaatnoeri / Exp. date: 02,2023
Kpaiua / Market: UKR
Pecerpaniiine nocsiguenusn Ne: Y .
Registration Certificate No.: UA/18487/01/03 TepMin ail ao / valid to 10.12.2025
Ne p/m Hassa ananizy Crnemndikauin PesynuTaTi anajizy
Sr. No. Test name Specification Test result
Onmc Tabnetkn Gewesoro 4 ceitno-Gexxesoro kombopy, | Biamosinac

Kpyrii, TOCKi, 3  MOWIHEMMH  4CPBOHHMMH
| BKPAIUICHIAMH, TIafKi 3 060X cTOpiH

Description Beige to light beige, round, biconvex tablets, with | Complies
occasional red spots, plain on both sides

InenTdirkauis:
lixpoxnopriazng A. IU-cnextp mornmuuamua aucnepeii sanmmky | Bianosizae
Gpominy Kaniio, omepkauuil i3 BunpoGoByBaHOTO
3paska, Mac NOKa3yBaTH MaKCHMYMH TLIbKH TIPH THX
Ke JIOBKHHAX XBWIb, WO i Y-cnexkTp norimuanms
pofio4Oro CTaHAAPTHOTO 3paska CiAPOXNOPTiazHmY,
NPHIOTOBAHOIC B TAaKMX K& YMOBAaX, [ONEpeaHLo
PO3UHHEHOr0 Y CIHPTI i BIIYEHOr0 BHIAPIOBAHHAM
PO3UHHY N0CYXA.

B. Ha xpomarorpami sumpoGosypasoro pozunny, | Binnosinae
ofepkaniit y sunpolysanni «Kinekiche BH-

JHA4YeHHA», Y4ac YTPHUMYBaHHA OCHOBHOTO nika Mae
CNiBMAZaTH 3 YacoM YTPHMYBaHHA OCHOBHOIO Mika

Ha XPOMATorpami posuYHHy IOPIBHAHHA

(8]

Identification:
Hydrochlorothiazide A. The IR absorption spectrum of a potassium | Complies
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 | Complies
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
cobtained with the standard solution

FP/0239/21 age Ne: 1 3/of 3




Kuisenka dinin
TOB «Kycym ®apm»
Ykpaina, 02092, m.Kuis,

BYJ. ATMaTHHCbKA, 58

Ten.: +38(044) 495-82-88, taxc: 495-82-87

o

S

Kusum Fhavm

Yipaina, 40020, M.Cymp

TOB «I{vcvu (I)apm)

Ne n/n Ha3zea ananisy Creundixauis fmtimw Aiadiy //
Sr. No. Test name Specification 31'?@;;4'\;'3 A\
Poznanauus He Ginbwe 15 xBriunH beK M
3 Disintegration NMT 15 minutes 0 min 22 sec
Po3uuHeHHa He memwe 70 % (Q) sBin 3assnenoi xinbkocti | 101 %
rizpoxnopriazuay 3a 60 XBUIHH
A Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 101 %
chlorothiazide in 60 minutes
OmHOPiAHICTL 1030BAHHX AV<LI (L1=15,0) 5,1
5 OJHHHIL
Uniformity of dosage units AV<LI (L1=15.0) 5.1
CynpoBigni aoMiniku Benzothiadiazine related compound A — e Ginnwe | 0,060 %
1.0 %
6
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.060 %
KinpkicHe BH3HaYe HHA Bin 95,0 % 1o 105,0 % iz 3aseneHol KinnkocTi | 95,7 %
riftpoxnopTiazimy B onHil TaGnerii
’ Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 95.7 %
drochlorothiazide per tablet
Mikpobicnoriuba uncrora 3aranphe  uncao  aepoBHMX  MikpoopraHizmis
(TAMC) — He Ginebwe 10° KVO/T. <10 KYO/r
3aransHe YHCIO APDNDKOBMX Ta NIiCEHEBUX rpudiB
(TYMC) — ne Sinsme 102 KYO/T < 10 KVO/T
Bincyrricts Escherichia coli B | r npenaparty. BincyTtas
L 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

BHUCHOBOK: / CONCLUSION:

lIpoay KT BUrOTOBACHO, YNAKOBAHO Ta MPOAHANI30BaHO 3riJHO 3 BHMOraMH peecTpaliifioro noceinueHHs.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosiaac ctannapram T2 BuMoram GMP.

It complies with GMP standards and requirements.

Jlinensia Ha BUpOBHHUTEO NiKapCLKHX 3acobiB:
Licence for medical products production:

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

Cepis AB Ne 598054
Batch AB No. 598054

FP/0239/21

Crop./Page No: 2 3/of 3




Kuigcnka ginig
TOB «Kyeym @apm» VYipaiua, 40020, M.C
Yrpaiua, 02092, M. Kuis, Ten.: +38(0542) 7744¢

BYJ. ANMATHHCLKa, 58
Ten.: +38(044) 495-82-88, daxc: 495-82-87 Kusuwm Pharm

izenTrbiraniinui
9 aa:mn_uufph}g}a”
: apriu

Lliny s 3acsinuyio. wo Hase enHa B idopyanis ¢ ZocTosipuomo Ta Tounow. Lo cepite npoxy ki Gy supoficno (BraoYa \
NPOBEICHO KCITPoAL TT AKOCTI HA BIULESA3HAYCHIH AinbHULI ¥ NOBHIN BIANOBLIHOCT 3 BUMOraMu GMP, BCTAHOBICHUMIN MicLCBIR
TAKOK BUMOBAHO 10 cnenuirauilt, wo micTamse y pecetpauiitnomy aocue aGo Toprosifl Miuemsii KpaiHH-BiPOGHIKA a6
NPOAYKUilO iMAOPTORAND, ABO ¥ Joche creundikaniii ka npenapar ans JOCALLRYBAHOTO Aikapeykoro sacoby. [Tpotoxoeni unpo(ilmmuag RANESTA aHanizis
Gyno neperasHyTo Ta BCTaNOBACHO RianosiaHicn, GMP.

I hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality control was performed at the site mentioned above in full concordanee with the requirements of GMP imposed by local regulatory authority as weil as
according to the specifications included in the registration dossier or the trade licence of a manufacturer country or imperting country if the product was
imported. or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

Ximix-ananitux .3as. naboparopieio BKA | Hauansnuk BKSI Y¥rosroeaxeHa ocofa
Analytical Chemist "QC Lab In-charge QC Head Qualified Person
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