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Hazsa npoaykry:
Name of product:

TUYPEKC®, rabnerin
TIUREX ™, tablets

Cuaa aif:
Strength:

Tiapoxnopriasuay — 12,5 mr
Hydrochlorothiazide ~ 12.5 mg

Cepia Ne/ Batch No.:

STC1005

Po3mip ynakosxu / Package size:

Ne30 (10%3)

Peccrp. Ne/ A.R.No.:

FP/0099/21

Tun ynackosxn / Pack type:

baicrep / Blister

Posmip cepii/ Batch size:

100 000 rad/tab

DNata surorosnenus / Mfg, date:

02.2021

Kin-Th ynarorox / No. of packs: 3 333

Tepmin npuaatHocti / Exp, date:

01.2023

Kpaina / Market: UKR

Pecerpauiiine nocsiguenna No:
Registration Certificate No.:

UA/18487/01/01

TepMin aif no / valid to 10.12,2025

Ne ni/n
Sr. No.

Haspa anauizy
Test name

Crenudirania
Specification

PesyanTaTu anazizy
Test result

Ormic

Description

TabneTkH GeweBOTO UM CBITNO-GCKEBOIO KOABLOPY,
KpYrsi,  MIOCKi, 3 MOWIMBHMH  UCPBOHHMU
BKPAILICHHAMH, 3 PHCKOIO 3 OAHIET CTOPOHN 1 IMIaAKi 3
HITLIOT CTOpoHN

Beige to light beige, round, flat tablets, with
occasional red spots, with break line on one side
and plain on the other

Bianosigae

Complies

[aenTndixkangis:
Tiapoxnopriasna

Identification:
Hydrochlorothiazide

A, IY-cncktp normmeanus  amcnepcil  3amMILKy
Gpominy katio, opepikanuii i3 BUMPoGOBYBAHOIO
3pasKa, Mac NMOKa3yBaTH MAKCHMYMH TiIBKH NIPH THX
e AOBKHHAX XBWIb, U0 | [Y-crickTp NOTIHHAHHS
pofouoro cTaHAAPTHOrO 3paska riApoXNopTiasHy,
IPHIOTOBAHOTO B TAKHX JKC YMOBAX, MOMNCPEAHEO
PO3UHHCHOTO Y CIHPTI i BUIYUCHOTO BHNAPIOBAHHAM
PO3UHHY AoCyXa.

B. Ha xpomarorpami sBunpoGOBYBAHOFO pO3QIHY,
ojepwaniil  y  sunpoBymanni  «Kinekicne BH-
3HAUCHHAY, YAC YTPUMYBAHHA OCHOBHOTO IiKa Mac
CIBMAZIATH 3 YACOM YTPHMYBaHHS OCHOBHOTO MiKa
Ha XPOMATOrPaMi PO3UIHY MOPIBHAHNA

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 cvaporating
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

Bianoesijae

Bianosinae

Complies

Complies

FP/0099/21
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Ne n/n Haisa ananizy Crenndiranis \ e3yJibTatH )
Sr. No. Test name Specification ) ':-‘.._«‘\iM':Téﬁtﬁt’é‘éﬁil’ % /
Poanagans He Ginbue 15 xsunnu Qxpdigexs>” -/
3 Disintegration NMT 15 minutes 0 min-49 see =
Posunuenus He semwe 70 % (Q) sin 3assienol xiasxocri | 97 %
rizpoxnopriaziay 3a 60 xpHauH
4 ; ’
Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 97 %
chlorothiazide in 60 minutes
OnHOPIAHICTL 1030BAHUX AV<LI (L1=15,0) 14,8
5 OTHHHTIDL
Uniformity of dosage units AV<L1 (L1=15.0) 14.8
Cynposiani AoMituK# Benzothiadiazine related compound A — xe Giaswe | 0,104 %
1,0 %
6
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.104 %
Kinpkicie BU3HayeHus Bin 950 % no 105,0 % sin 3assncnol kumkocti | 98,2 %
rigpoxsaoptiasnay B oauiii tabnerui
¥ Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 98.2 %
drochlorothiazide per tablet
Mikpobionoriuna uncrora 3aransne umcno  aepobHUX  MiKpoopraHimis
(TAMC) — e 6inswe 10° KYO/r. < 10 KYOir
3aranuHe YMCno APIKPKOBIX Ta IUICCHEBHX TpHOIB
(TYMCQ) ~ ne Ginpme 10° KYO/r <10 KYO/r
Bincyruicts Escherichia coli B 1 r npenaparty. Bincyrus
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

BUCHOBOK: / CONCLUSION:

[1poayKT BHMOTOBACHO, YITAKOBAHO Ta POAHAINIZ0BAHO 3TiAHO 3 BUMOTAMH PEECTPALLIHOTO NOCBIAYEHH A,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosizac crangapram ta Bumoram GMP,

It complies with GMP standards and requircments,

Tinensia Ha BUpOGHNUTBO NIKApCLKHX 3ac00iB:

Licence for medical products production:

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

Cepin AB Ne 598054
Batch AB No. 598054

FP/0099/21

Crop./Page Ne: 2 3/of 3
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TOB «Kyeym ®apa

Yrpaiia, 02092, s Kuis,

Byl AJMaTHHCEKA, 58

Ten: 138(044) 495-82-88, darc: 495-82-87

TOB «Kyveym Bapas
Yipaiua, 40020, m.Cynu, syt Crpsdina, 54

Kuswum Pharm

gk i i Bimeli
Ly 9 sacmizayo, mo Hase/eHa s indopsanis € JocTosipuoio Ta Touioio. Lo cepio npojtykii Oyno sHpobneHe (ax.n!oq;ugﬁ 1] ii:ik)?ﬁ'flHifs‘st-"isaf)k'y'nm{uﬂ) 1,51
NPOBEEHO KOHTPOL 1 AKOCTI Ha AINIEIAINANCHIH ATbHII Y noRkil wianosinioeTi 3 simorasut GMP, neTanoBCHMMI MiCUEBHM peryaTbpin opratos/ a
TAKOK BLUIORIHO Mo creUHGiKauii, uo sicTaThes y peccrpauifivomy jocke abo Toprosifl suensii icpa‘fnu-m:poﬁmma‘f n§6 Kpaf Qi.s:m_:fpm{:}. “aine
HPOAYKLII0 IMHopToBaHO, af0 ¥ A0CkC cricuidikauiil Ha NPENRPAT 474 LOCHiAYBALOTO AiKAPCsKOre 3acly. Mporokons sHPOORIILTEA, NRKYB2HA% a ;Ei}i'a.ii‘:l'.ii}i
Syno neperngHyTo Ta BCTIHORACHO BiANORIAHieTs GMP. i

1 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 concordance with the requirements of GMP imposed by local regulatory authority as well a5
according to the specifications included in the registration dossier or the wade licence of a manufacturer country or importing country if the product was

imported, or in the dossier of product specifications for the examined drug product. The protocels of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.
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XiMiK-aHamiTHK
Analytical Chemist

3an. naGopatopieto BKI
'QC Lab In-charge

Hauanpuuk BKS
QC Head

VY noBHOBakcHa 0coda
Qualified Person
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TOB «Kyveym ®apm» Vipaina, 40020, m.Cymu, syn. Crpatina, 34

Vipaina, 02092, M. Kuis,
BYJL. AlMaTHHCLKR, 58

Ten.: +38(044) 495-82-88, darc: 495-82-87 Kusum Tharm
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Haipa nponykTy: TUYPEKCS, tabnetin ‘\(f“‘i
Name of product: TIUREX ®, tablets

Cuua pii Fiapoxnopriasuiy — 12,5 mr
Strength: Hydrochlorothiazide — 12.5 mg

Cepia Ne/ Batch No.: STC1009 Posmip ynakosku / Package size:  Ne30 (10x3)
Peeerp. Ne/ A.R.No.; FP/0224/21 Tun ynaxosky / Pack type; Bnictep / Blister

CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

Posmip cepii / Batch size: 100 000 Tab/tab Jara surotopacuus / Mfg, date:  03.202]

Kin-te ynakosek / No. of packs: 3333 Tepmin npuparnocri/ Exp, date: 02,2023

Kpaina / Market: UKR

PeccTpaniiine moceiguenna Ne:
Registration Certificate No.:

UA/18487/01/01 TepMin aif go / valid to 10.12,2025

Ne n/n Ha3ssa ananisy Cnenndiranis PesynsTaTi ananizy
Sr. No. Test name Specification Test result
Onue Tabnerkn Gewesoro un ceimio-Bexesoro xonsopy, | Bixnosinac

Kpyrni, TUIOCKi, 3  MOMUIHBHMM  YCPBOHHMH
BKPAIUICHHAMM, 3 PHCKOIO 3 OIHIET CTOPOMH | Imanki 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

InenTrdikania:
Tiapoxnopriazun A, TY-cnextp normumanms auenepeil samwky | Bianosizae
Gpominy xaiio, oacpxkaHuii i3 BunpoBosypBanero
3pa3ka, MAE MOKA3yBATH MAKCHMYMH TiJlbKH 1IpH THX
Ke JNOBXKHMHAX XBHIB, 110 i 1Y-criekrp norauHaHHg
pobouOro cTaHapTHOrO 3pa3ka riApoXJIOpTIasuay,
MPHrOTOBAHOTO B TAKHX XK€ YMOBAX, NOMNCPCAHLO
PO3UHHCHOTO Y COMPTI i BUITYHEHOTO BHIAPIOBAHHAM
PO34HHY HocyXa.

B. Ha xpomarorpami sunpoGosysanoro posunmy, | Bianosizae
ofgepxaniii  y sunpoGyeanni  «Kinbkicue BH-
3HAUCHHAN, HYac YTPHMYBAHHA OCHOBHOIO NiKka Mae
CNiBNajaTH 3 4acoM YTPHMYBaHHS OCHOBHOTO TiKa
2 Ha XpOMaTorpamMi po3uHNY 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/0224/21 Crop./Page Ne: 1 3/0f 3
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TOB «Kyc:, M (Dgpm»
3%

\“—KIILIHE Bikaiiig /?/
Ne n/mn Hazpa anamizy Creundikanin 1, T:; mrmm;. P l‘:E-*'f/
Sr. No. Test name Specification ST EALIes
Poanapanus He 6inbme 15 xsunun 0 xB 28 ce\xii\ *{.1;;“@:/
3 Disintegration NMT 15 minutes 0 min 28 sec
Poszunnenna He menme 70 % (Q) Bin 3asenenol xinekocTi | 99 %
rigpoxnopriazuny 3a 60 XBHaHH
& Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 99 %
chlorothiazide in 60 minutes
OnuopinHicTs 1030BaHHX AV<L] (L1=15,0) 4.9
5 OAHHHIE
Uniformity of dosage units AV=LI (L1=15.0) 4.9
Cynposiani noMinixu Benzothiadiazine related compound A — ve Ginpme | 0,098 %
6 1,0 %
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.098 %
Kinckiche BH3HAYCHHS Bin 95,0 % no 105,0 % sia 3aseneHoi kinbkocti | 96,4 %
rigpoxsopriasnay B ofHiH TabneTui
7 Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 96.4 %
drochlorothiazide per tablet
Mikpo6ionoridna yHcTOTA 3arankHe  uMca0  aepoOHMX  MIKPOOPramizmin
(TAMC) — ne 6imsie 10° KYO/T. <10 KYO/r
3araneHe YHCAO APHKIDKOBHX Ta rniceHeBux rpubin
(TYMC) — se 6insuwe 10 KYO/r < 10 KYO/r
Bineytuicts Escherichia coli B 1 r npenaparty. Bincyrus
§ Microbiological purity Total aerobic microbial count (TAMC):
NMT 10 CFU/g. < 10 CFU/g
Total combined yeasts and moulds count (TYMCQC):
NMT 10? CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

IIpoayKT BArOTORNCHO, YNAKOBAHO TA NPOAHANIZ0BAHO 3riRHO 3 BHMOIaMH PCECTPALIHHOTO MOCBIAYCHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosipae cranpapranm ta shmoram GMP,
It complies with GMP standards and requirements.

Jlitensis va BupeGHALTRO Nlikapeskux 3acobip;
Licence for medical products production:

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

Cepin AB Ne 598054
Batch AB No. 598054

FP/0224/21

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




Kuigenka dinig TOB «Kyeym Mhapnr»
TOB «Kyeym @apm» Yipaina, 40020, M.Cymu, By Ckpabina, 54
Yrpaing, 02092, s Kuig, Ten.: +38(0542) 77-46-10 M—"ﬁ‘% 11
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Ten.: +38(044) 495-82-88, dakc: 495-82-87 Kusum Pharm

TAKOK BILNOBIAHO 0 cnmmm:xamu O MicTATRCA Y peecTpauiiiHomy Aoche abo Toprosiii mllclml Kpﬂu-m-mlpoﬁmma o
npoRyKUiC iMIOpTeBAno, a0 ¥ Aocke cneuddixaniil Ha npenapaT And 0SHiIKYBAHOIO Nikapeekoro 3acoby. IMpoTokou BispoGHULT
OyNo nepernanyTo Ta BeTanosseHo pignosianicts GMP,
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[ hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including pmkmb,’m'ukmb) und
its quality control was performed at the site mentioned zbove in full concordance with the requirements of GMP imposed by local regulatery authority as well as
according 1o the specifications included in the registration dossier or (he trade licence of a manufacturer country or importing country if the product was
imported, or in the dossicr of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

XiMmik-aHaHTHK 3as. nabopartopicio BKSI | Havanenuk BKS YnosHoBaxena ocoba
Analytical Chemist '{'QC Lab In-charge QC Head Qualified Person
x . R g e o &e e C
"4/ Name: 6;’/fm fe |Crecace 3| Cagp\yneh |57 o ”’(aﬂ m’c >,
/ /
Ilianuc/Signature: //(({5/ = 'Cf{_,m | W\\l;} "\Z
Jlata/Date: 12/, / Y il oufy 19 \%\‘13\ 72/ m/
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