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

TLTIBA Xpeameka 3,00
fptaaz Gapysar Piriresuna 25, 10000 Jazpes, Xopaamin

CERTIFICATE OF QUALITY

DRUG PRODUCT
JIKAPCAKE 3ACTE

Active ingrediesnt
Axmusnyli incpedicum

Batch number
Hextep cepiv

Batch size
Pogaip cepii

Release quantity
Bumvigena iirerions

Date of manufacturc
Hame supobinymea

Expiry date
Hpucanmuii go

Specification
Creyudgbinayis

Batch Release Site

Liaonwuya, sionogidwivbng sa BURVCR
vepiy

Certificate of GMP compliance of a
manufaciurer

Ceprudicam aidnosionocmi GMP
supabica

Number of manufacturing license
Hontep srpodmeiol rivensiy

Bulk mannfacturing site, primary and
secondaty packaging, quality control
Bupctingmso nepaspacosanol
NpOSYREIE nepeunta ma GHIODUHHG
YRAKOGKA, }(GI!?H}}OJ.’E swocmi
Certificate of GMP compliance

Cepmutbivam gionosidnocmi GMP
Number of manufacturing license
Hovep supoBimmor siyensit

Marketing Authorization License
Peecmpayiiine nocsidyenns

Importing Country
Kpaiva-innopmep

CEPTHQIKAT AKOCTI
Ne 1

TORASEMIDE-TEVA, tablets 10 mg, Ne30 (3 blist. x 10 tab.)
TOPACEMII-TERA, matizemu no 10 M2, Nb30 (3 Gaiem. x 10 mab, )

Torasemide 10 mg
Topacewio 10 uz

321044
321044

33 600 boxes
33 600 xopobox

33 800 boxes
33 600 kopobox

04.2024
04.2024

04.2027
04.2027

SPDRAD42659
SDRAC42659

PLIVA Hrvaiska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TLTIBA Xpaamcera d.0.0,

fpinas bapyna Dininvsuna 25, 10000 3aepet, Xopeamin
530-10/23-07/06; 381-13-08/310-24-08

Ne UPA-530-10/22-03/11; 381-13-08/243-22-07 {previous)
530-10/23-07/086; 381-13-08/310-24-08

Ne UP/-530-10/22-03/1 1 ; 381-13-08/243-22.67 (previous)
Ne UP/I-530-01/13-03/08

Ne UPA-530-01/13-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

{IIIBA Xpeameri & 0.0.

lIpiaaz Gapyna Pizinoguua 25, 10000 3azpet, Xopeamis

530-10423-07/06; 381-13-08/310-24-08

Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07 {previous)
330-10/23-07/06; 381-13-08/310-24-08

Ne UP/I-530-10/22-03/11; 381-13-08/243-22 07 {(previous)
Ne UP/E-530-01/13-03/08

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

Ne UA/10754/81/02
N UA/1O754/01/02

Ukraine
Vipaina
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TESTS REQUIREMENTS RESULTS
BHITPOKYBAHHS BIMOIH PE3YVIRTATH
"DESCRIPTION White or almost white, round, biconvex 1ablets with | Conforms
; 10 mg break line on one side and embossment 916 on the
other side
L ONTHC biai abo matioce Gini, xkpyeai davonywni matnemin, 3 | Bionoeidac j
] RIHIEI POZAOMY RO OONITE COPOHT MA MUCKEHIAM
19 xz 916 ng il cmoponi |
| AVERAGE WEIGHT (Ph. Eur, 2.9.5) #* 160 mg (theoretically) 160 mg ‘
; H0mg ‘
CCEPEIRS MACA Cap, @ 2.9.5)*% 160 me (meopenuuno) 160 m2 :
0w e
| DISSOLUTION NLT 75 % (Q) 103 %
i After 30 min
| PORUBHEHTIS He stenue 75 % (0) 103 %
- Hepes 30 xaurany
. IDENTIFICATION {IR)*
JHEHTHDIKALILS (14)*
: Polymomph 1 Meets the standard Conforms
i Houiopdl Bignogidae cmandapmy Bionogidae
| ASSAY (HPLC)
Fach tablet should contains Torasemide i
10 mg 1 9.50—-10.50 mg 9,97 mg
KUIBKICHE BH3HAYEHHS (BEPX)
Kooieua madaemia nosusma micmumu
Topacenic
10512 850 - 10,50 wme .97 me
UNTFORMITY OF DOSAGE UNITS I Meets the requirements of Ph.Eur. 2.5.40 Conforms
{HPLC)**
Unitormivy of content
QAHOPLTRICTE HO3OBARKX Bidnosidac suviozarm Cep. . 2.9, 40 Bidnosidae
OHHHEIE (BEPX)**
Qduopidniones aicmy
IMPURITIES (HP1.C) |
HOMILIKH (BEPX)
Impuority A (R-1) NMT 0.20 % < (.05 %
Impurity B {R-2) NMT 0.3 % 0.1 %
Any unspecified impurity NMT 0.1 % <0.1%
Total impurity (excluding R3 and R6) | NMT 0.6 % 0.1%
Aothitiea 4 (R-1) He bilasue 0,20 % < (.05 %
Hostiea B (R-2) He e 0,3 % 07 %
Bydv-arxa nesidoma dominka He blavute 0,1 % <01 % ;
: Jazawoni Goximru (ounonaioun R3 i | He Birouee 0.6 % 01%
| R6) ; L |
" MICROBIAL PURITY (Ph. Tur. 2.6, 12, ‘ ?
C2.6.13) wAE
- MIKPOBIOTONTYHA YHCTOTA (Cap. @, |
2.6.12, 2.6.13) %% {
Total aerobic microbial count i NMT 10° CFU/g <5 CFUig i
Sacareig kixekicmny aepobrmx | He Gireuie 10° KYO/z <5 KV !
MIKpOOpRGniie j
Total veasts and moulds count CNMT 102 CFU/g <5 CFU/g !
Jazena kiroricsin dpincdncosux | He binewe 10° KVO/2 <3 K¥yez i
mriceneaux epubia i ’
Escherichia coli | Absent Absent i
Lscherichia col : Bidcymns Bideymuns ‘
* tested at the beginning and the end of shelf life
* nposodame BunpObyaanyE KA nOYAmMKY | HARPURINYE mepainy npudamuocmi
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** irregular control during stability sindy

*E Hepesynapui ronmpone nid wace BUEYEHHA Cabinenocnii

*¥* Atrelease everv wenth batch is tested, or at least one batch per vear; during stability study tested at the beginning and the
end of shelf life

FHE pu aumveny: nposodssmn SURPOBYGAHHA ORR KoKeHOT Qecamol cepit abio, ax miviaym, oonici cepii wa pix. 1T vac
BUGHERHA CIAGIBHOCIMT RONMPOARIONE N AGLAMKY Ma Ranpukinygl mepminy npudamiocmi.

Impurities:

AosMimkn:
Impurity A (R-1) 4—(3-methylphenyl)-2vayrido{4,3-e]-I -24-thiadiazin-2{(4H)-one 1,1-dioxide
Houiiuxa A (R-1) 4-(3-MeTHJIEI}CHL"I)—QH—HipHﬂO[4,3—6]—1,2,4—1‘53}1%33HH-2(4H)—0E-I§/ L, 1-giokeun

Impurity B (R-2) 4-(3-methylphenyiamino)—3-pyridinesu]fonamidc
Hemiuka B (R-2) 4~(3-;\.{emn{§3eninamiﬂo)—3-Itfipmmscynmbonamin

Impurity C (R-3) 1~Ethyl—3-{[4-[(—methylphenyl}amino]pyridine—S-y!]snlfonyl}urea
Homimxa C (R-3) 1~3‘m:1-3-[[4—{(—Memm])eﬂiﬂ)am’uo]nipm{ﬂn—s-iﬂ]cy:rbq)(miﬂ}ceqmsmra

Irapurity ID (R-6) N-(hutylaminocarbonyl)--’%—(?a—methylphenyiamino)-3-pyriciinesulfonamide
Homitika D (R-6) N-(ﬁ_ym:tamiHoKapﬁorzin)-4—(3-nerﬂmbeHiJaMiHo)-3-ningnHcym,tflouam i

Certification statement: I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requircments of the local Regulatory Auathority and with the specifications in the Marketing Authorisation of the Importing
couniry. The batch processing, packaging and analysis records were reviswed and found to be in compliance with GMP,

Jansa npe ceprmdhivanin: Aiticnuw 5 IAMBEPOUYI0, WO Hasedena guige Indropmayin e DOCMOBIPHOK Mda moHW0, Lia cepin
npedyomy Gvia eupodiena, BRION QIO BAKYGAHN MAPIYOaHHs My KORINpOAL AKOCmE Ha sume sxasanii dirbnuyi (Divwnuyay) ¢
nosnil sidnosicucemi o sumes CMP, wo scmanosreni MiCqeaIY pe2yasmopuus opeanoss, ma creyubinayiti Peccmpeaniinozo
Aoegiduenns Kpaliv-ivnopmepa, Hpomoxony BUPOOUUYMAA, RAKYEARNS | anaizy cepli Byao nepesipenc u ewsnano MIAKUMEY, o
sidnogiouomie GMP,

-1

Date: R I wVATE L

Hama: ) ) & v -
Ty ‘ (,\ ; :

Approved by: Y‘(QPTC G W ETTAY

Jameepdaiceno: i o
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