Y

AEPXKIIKCITYXBA
JAEPIKABHA CJIYIKBA 3 JIKAPCBEKHX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU vV KHIBCHKIIA OBJIACTI

npocnext Banepis JloBanoscskoro, 51, m. Kuig, 03110, Ten/Gaxe: (044) 363-06-50
E-mail: dls.ke@dls.gov.uajhims:lfwww.dls. zov.ua, Kox €APIIOY 37078774

BUCHOBOK
Upo SIKICTH BBE3CHOIO B Ykpainy JHKAPCHKOTO 3acofy

01.04.2021 No 12265/21/10

TOPACEMIZI-TEBA

(maiimenyvanus i KapCeroro saceBy arinmo a precTpariitime HOCB{(MCHHAM)
rafierkn o 10 mr go 10 Tadaerox v Guricrepi; mo 3 Ousicrepu ¥ Rapromnwmiii Kopooni

(thopma snnycky, AO3YRAHHE, B IAKYBAHIA NikapehKoro 3acofy)
Howep peecrpauiiinoro nocaizuerns UA/ 10754/01/02 crpox zit peectpatiiinoro mocnimwennx 01.01.2099
Cepis aixapcrkoro 3aco6y Ne 219021 Kimskicts BBe3esnoro nikapenxoro sacoby 9600

BupoSuux [IJIIBA Xpgartcka 1.0.0., XopBartis
(natiMenypanus BupoGHuKa nixapeskoro 3acoly, kpaina TOXOJ KR }

Bueseno B Vipainy Tonapucrso 3 o6mesxenoro BignoBinanenicrio "Tepa Yxpainua", igeur.
xoi: 34770471
(nafiMenysamia ta koy 13 EPTIOY 1opumrioi ocobu abo NpiBHING, iM'T, 10 Gatekopi Gizuunoi

ocobit - minupuemus, 1 Micue nposxupanygs ‘a peecrpanifinmuit HOMED obnikonot kaprey marnmxa
T04aTKiB a0o cepis Ta HOMED nacriopra)

Hpotoxon sisyannnore wonTposito sin 01.04.2021 N2 0748/4.

3a  pesymsTaTamu AEPXEBHOFD  KOHTPOJIIO BCTAHOBIICHO, WO  Nikapchbkui  3aci BBE3CHO B Vkpaimy 3
ROTPUMAHMAM smvor SaKOHOLABCTBA MOAO 3a6e3Neuenns skocTi JIKAPCLKHX 3aC06in,

3acTynuuK Hauanpmika Biminy
HlepxaBHoi ciryx6u 3 NIKApPChKAX 3aC06iB

T& KOHTPOJIKQ 33 1)

DKoTHKaMHA y Kuiperkii 3ybapesa H. B.
obmacti, - P
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DRU

G PRODUCT
JHKAPCHKE 3ACTHE

Active ingredient
Arwstanudit incpedicum

Batch
Hegey

Batch

number
ycepir

LIV

Posatip cepiy

Release quantity
Bunvugena cinosicmn

Date of manufacture

Hama

supoiinuynica

Fxpiry date
Hpudamanir oo

Specification
Crepicayis

Batch

Hinonwns, cionosidanna HGHAYCR

Copit

Certificate o GMP compliance of a

Release Site

manutaciurer

Cepmudbicam sionosionocmi GMP

GUPIOEHRY

Number of manu facturing license
Honstep cupobuunoi g iyensiy

Bulk manvfacturmg site, primary and
sceondiry packaging, quality control

Bupatnuymeo #epoihacosanor

BROAVRIT. nepetaia ma GO

VHARaGRA, conmponis sticoemi

Certificate of GMP comphance
Cepmugpisam sionosionocmi GMP
Number of manulacturing license

FHosep GHPOEII Ol ifen i

Marketing Authorization [icense
Pecompayinne nocsiouenns

Importing Country
Kpaina-isnopmep

DISC

10 mg

OF ¢

1) ar-

it

PLIVA Hrvatska d.o.a.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TEHIRA Xpsamera o 0.0
Hpinars Dapyia Disinosieas 25, 16000 Yecpen. Napoanis

CERTIFICATE OF QUALITY

CEPTHDIKAT SKOCTT
Ne i

T ORASEMIDE-TEVA, tablets 10 mg, Ne30 (3 blist. x 10 tab.)
TOPACEMUL-TEBA, mabuemicu no 10 s, No30 (3 6nicm. x 10 mab,)

Torasemide 10 mg
Topacesio 10 m»

219021
219027

9 600 boxes
9 600 kopobor

9 600 haxes
Y 600 kopotox

01.202]
01.2021

(1.2024
01.2024

SDRA042659
SDRA042659

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIHIBA Xpsameka 9.0.0.

Hpinas Gapyna Dininovarra 25, 10000 S, pefr, Nopaamis
Ne 1iP/] S530-10/19-03/12: 381-10-05/24 I-19-07

Ne UP/L-530-10/19-03/12: 3811 O0-105/241-19-07

Ne UP/1-530-01/13-03/08
Ao UP/L-530-01/13-03/08

PLIVA Hrvatska d.o.o.

Prilas baruna Filipoviea 25, 10000 Zagreh, Croatia
HINBA Xpoamera 0.0.0.

Hpines Gapyna Divinosisra 25, 10001 Sacpen, Xopeamis

Jo UP/I-530-10/19.03/12: 381-10-05/241-19-07
Ne UP/I-530- 1071903712 381- 10-05/241-19-07
Ne UP/1-530-01/13-03/08
Mo UP/-530-01/13-03/08

Ne UATT0754/01702
Ne UAZ10754/01/02

Ukrane
Vupaina

TESTS
BHNPOEYBANS

RIPTION

REQUIREMENTS . RESULTS

BHMOTI | PEBYILETATH
[ White or almost white, round, biconvex tablets witl Conforms
' break fine on one side and cmbossment 916 on the
other side
Bini a6 maiivee 6, KPWIE daoonyknl matitemen, 3 | Biowoeicae

HEHECIO POSROMY 1ld OO1ETE COPORT ma muchenm
916 na biuize comoponi

b 13,08 4er

Crop. T3



AVERAGE WEIGHT (Ph. Fur. 2.0.5) #*

10 mp

CLPESUISH MACA (Cap. o, 2.9.5)%*

!{)_.ﬁf,‘wm___u -

DISSOLUTION

b After 30 min
POZYSHITEN
Hepes 30 xanan o

CIDENTIFICATION (IR)*

DIETTTIIDIKATLLS (71'n¥*

:
|
|
|
|

Palymorph |
Honinapds ]

ASSAY (1PLOy

Fach tablet should containg Torasenude
L0 myg
- KUILKICHE BIIIAYEHH (BEPX)
Koxcna matnemsca nocmg MICIHBI
Topacesio
10 1

(HPLCy¥*
Uniformity of content
COUHOPYIICTS HOBOBAHILY
CUIHTHIEL (BEPY)+* |
o Qonopiduicms am icmy
IMPURITIES (HPLCY
JOMITIIR (BIPX)
fmpurity A (R-1)
Impurity B (R-2)
Any unspecilied impurity
Total impurity {excluding R3 and R&)
HHosira A {(R-1)
Hositga B (R 2)
bvie stxa necioona dosimka

Sacanni dosivxu (suxcuoudgiom R
R6)

MIKPOBRICOION T A 1 HOTA (Eap. b,
2612 2.6.13)x

Total aerobic microbial count
Jacansna gizoricme acpotnux
MIKpOGpCattiagic
Total yeasts and moulds count
Sucdnvna kinokicms Opircoxcosior i
FULCCHUSIX 2paifiies

Escherichia coli

lixcherichia ¢oli |

Ftested at the beginuing and the end of shel

flife

| 160 mg (L!lc(‘;fe-!ic;ﬂy-)wx% —

160 st (meopemune)

NLT7S% Q)

He semue 75 %5 (Q)

Mocects the standard
Bidnosidac CHGHOapIny

9.50  10.50 my

Q.50 10,50 mo

- Meuts the rc:(fﬁirernéhts of Ph.liur 2940

Bidnosioae enumocant ¢ o . 2.9 40)

NMT 0.20 %,
NMT (1.3 %

NMT 0.1 %

NMT 0.6 %

He Gine 0,20 °,
He Ginvie 0.3 v,
He Ginease 0,1 7,
e binppiue 0.6 94

NMT 10°CFU/g
He Ginvwe 107 KV

NMT 10> CFU/g
He Ginvwe 10° KV

Absent
Bicdeymmus

N
;
160 A

:

03 A

| 7003 v,

Conforms
Bionoecidaco

9.95 mg

QU5 a0

Conforms

Bionoaicae

= 305 %
0 %
<O %
{)'r 3 (3
05 %,
< 01 %
+ (), 75
0.1%

<5 CEU/
= 5 KV,

S5 Cru/g
LS IRV,

. Abscnt
L Bideymuny

* nposods s SRAPODVGAIIS 1 FORQAIIEY | HUnPUKINGE mepminy spudanmocmi

** wregular control during stability study

OE wepesympuin kosmpons mio weae suetenms cmabinniocni

FEE AL release cvery tenth bateh s lested, or at least onc b

of shelllile

2 Lipu sunyexy: npocodsme GHAPUEYVGs dust Kosicnod deosmor o

4 'il?(!!)ff[hf{(.l{ o KOHRIONIO KR 1l }10'!(1!?}5{1’

Impuritics:
Jlominik:

MU HAAPHRIENE MepMINY Bpudamnocmi.

Empurity A (R-1) 4-(3—nu:lhyfphcny[)mlllvpyﬁdnl4,3-0]-I,2,4-1htadiann—’_’_(4f{)-<mc .1 —(l_ioxidc
Jlomimxa A (R-1) 4—(3—Mcnm(bci:i,st}»2il—uipmm['4,3-eI—I,2,4~'ria;liarmu~-2{4f{)vmIy I I-ptdoxeu

Impurity B (R-2) 4~(34neihylphcnyiaminn)—3-pyridim:s:ulﬁmamidc

atch per year; during stability study tested at the beginning, and the end

Pl abo, sic ministyas, odwuic COPIE na prirc. T we: euavenns

Crop. 233




Jlomiuika B (R-2) 4~(3-MC’rmthenimmilm}w3~ui;m;m|icym,(i:onzwi){

Impurity C (R-3) l—Filh_yl-ﬁ—{{4«[(—mclhyip!mnyl):m!irm]pyridinc—f!—yl]sullhnyl]uncu
Jlominma C(R-3) 1 fi'E‘SlJl‘-,zf[[4-[(—MC’I'MJI([)(‘JIiJI)aMiH()]llipli)lltﬂl—}—iji]C}'JEME)OIiiJJ_ch‘E()FSHHH

Empurity 13 (R-6) N-{hui.yluminnmﬁmnyl)—4—(3~mcihy!phcnylaminn) -3-pyridinesul fonamide
Jlomitnika D (R-6) N-{Gy’nmumi!|0Ka116(miﬁ)-4—(_B—M{:“l‘tmtbcni.lumhm) 3-uipmuncyindonamin

Certifieation statement: | hereby certify that the above information is authentic and accurate. This batch of product has heen
labricated / manufactured, meluding packaging and quality control at the above mentioned site(s) i full comphance with the GMP
requirements of the focal Regulatory Authority and with the specilications in the Marketing Authorisation of the importing country
'he bateh processing, packaging and analysis records were reviewed and found to be in compliance with GMP.
Sastea npo cepmificanin: Hitennm s HUNSCPONCVIO, 140 nacedend sue indhopmanis ¢ docmosipuor ma mownon, I cepis
C HKOCHE N GUie GRa3anil dinonuyi (Olenwuipsix)
ROGUIL gidnosionoemi 0o cumo. ( TMP, wo acmanosieni MICHOGUM  DOSVISTINOPHRAM  Opeanons, ma caeguihinayiii Pecompayiiino.
HOCEIt e Kpaiun-isnopmepa. fipomosens sUpottymed, naxyeauns i GHANEY ceplil Qvno nepecipeno u austano HRCTHALH, 1t

GcidnoGicumnmn AP,

HPOOVIEIY UV Supabicid, cRuoqaon HUKVEQUHA/MAPKYGANIs. ma. Koumposs

Date: A A, Pt
Hama: o -
Approved by: -
Samecporceno: TR E

Crop. 343
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