B PLIVA

DRUG PRODUCT
ALKAPCOKIE 34015

Active ngredient
Awimienni Heepedicnm

Barch nunmber
Hovep cepii

Batch size
Posaip copjy

Release quantily
Biunvuijes roiy LI

Date of manufacpre
Aamu arpotun Hireu

Expiv date
foudamus oo

Specification
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Number of manufacturing license
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Importing Country
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TORASEI\'HDE-TEVA
TOPACEMIZI-TERA, mag,

Torasemide Smg
Topacemio 5wz

601113
601113

11 400 boxes
14 400 koposox

11 400 boxes
11 400 xoposor

11.2023
112023

11.2026
11.2024

SDRAG42659
SDRAG42659

PLIVA Hrvatska d.o.o.

, tablets § mg, Ne

Prilaz baruna Filipovica 25,

Hpriaas Gapyna Gizineereg 23,

CERTIFICATE OF QUALITY
CEPTHDIRAT SKOCTT

Prilaz banma Filipovica 25, 10000 Zagreh, Croatia

TLTIBA Xpeamena 0.0,0.

{ipizas Gapywa Dininveuug 25, 7

0000 3azpes, Xopsamig

No UP/1-530-10/22-03/1 1; 3'81-}3-08,‘243—22-07
Mo UP/1~536-1(J?}9—03/12; 381-10-05/241-19-07 (previous)

Ne UP/I-530-10/22. 03711 38].
M UP/T-530-70/1 9-03/12 38

Ne UP/-530-01/1 3-03/08
Ne UPH-530-01/1 3-03/08

PLIVA Hrvatska d.o.o.

{3-08/243-22_07
1-10-05/247-19.0 tnonepedniiy

Prilaz baruna F ilipovica 25, 10060 Zagreb, Croatia

AIBA Xpeamena o, 0.0.

{Ipinaz Gapyug Pirinosyya 25, 10000 3azped, Xopsamis

Ne UP/I-530-10/22-03/1 1; 381-13-08/243-22.07

No UP:’I—530—1(}K19-03/12; 381-10-
A UP/-530-10/22-03/1 1 S 38013

Mo UP/I-530-10/19-037 12;
MNe UP/Ia530—01f13~O3/08
A UPA-530-01713-03/08

Ne UA/10754/0101
Ne Ud/10754/01701

Ukraine

Yepaina

05/241-1%-07 (previous)
08/243-22_07
381-10-03/24]. ] 9.

PLIVA Hrvatska d.o.o,

106G Zagieh, Croatia

FHBA Spsamera d.0.5
19650 Jaapes, Xopeamin

30 (3 blist. x 10 tab.)
emKl no 3 Az, No30 (3 Gatem, x 70 maa., )

07 (nonepeanis;

Crop. 132
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o TESTS REQUIREMENTS RESULTS T

BHIIPOEYBAHH S BHMOr PEIVIBTATH ’
| DESCRI; P"i_"l—?)i’" T White or almost white, round, biconvex tablets with Conforms |
| 5mg ' break line on one side and embossment 915 on the F
‘ other side i
CfTHC Birl abo saiiwee 8iti, kpyesi daconyini matmemey, 3 Bidnogidae

HHIEW pOIROMY 1a odnii CHOpOKT ma michenusu
i 915 wa i COPONE ‘
P e e e T T e e e
PAVERAGE WEIGHT {Ph. Eur. 2.9.5) ** 80 mg (theoretically) } 79 mg

Smg

CEPE

e

!

HA MACA (Cap, @, 2, 9.5 80 m2 (meopemuunc) 78 a2

o e e —
| DISSGruTION T NLT 75 % () 100 %

' After 30 min

| POYYHHER R He memue 75 % o) 160 %

| 2330 v o R e
Jf IDENTIFICATION (IR)+

; fﬂEH: HPICALLT (11

Pqumorph 1 Meets the standard Conforms

! }’_g}x s Bidnosidue emandapmy Bidnogidac j
, e T o
ASSAY (IIPLC) [
. Each tablet shouid containg Torasemide f
P Sme 475525 mg 4.92 mg
f KihKiCHE BUHSHAGEH LY (BEPX)
I Kooena RAEICmIT o AtfCmumuy !
f {opaceia {I é
5w 4,75 525 e 4,92 ye ;
UNTFORMITY OF DOSAGE UNITS ™™ Me_agﬁgm}m%ﬁ? 2940 T Conforms ~ ~ T
C{IIPLC s |

Uniformity of content

QIO TAHICTE Jo JOBAHMX
()r{?!IHHf_!f; (BEPX) %%

L Oduopionicns avicmy

TMPURITIES (eLey
AOMILIKH (BEPY,

Impurity A (R-1)

Bionoeidae aiuvonmy Cep. . 2.9.4p Bidnoeidae

NMT 0.20 o <0.05 % !

Impurity B (R-2) NMT ¢.3 % 0.1 % |
Any unspecificd anpurity NMT 0.1 % <0.1% |
Total impurity (excluding R3 and R6) | NMT 0.6 % 0.1 % (
Aoxiitca A (R} '} He Ginvure 0,20 9 < 0,05 %

Aovineea R-2) He Blvwe 0,3 9 {01 ’
Ev0n-aka neaidog doxiwra He birowe 1.1 % <01% }]
R anoni dontiusy {(sukmovaiovy R3 He binvtue 0.6 % 0.1 % I

Al

MICRGBIAL PURTTY (Ph. Fur. 2.6.12, i
P 26,13y #xx |
MIKPOBIOTONI U Y3eTOT (Cep. D, }' |
26,12, 26,155 |
Total aerobic microbial count NMT 10° CFu/g j -
Jaewrnia KETBRICHG aepon He Biavtue 1P KVeYs - :
MIPOUP2aH T ;
Total yeasts and moulds count NMT 102 CFU/g - ;
Jacarona wirorivmg OpinCOncogIY § He biavuee 10° KV O/ - |
rHcenegny anubie |
scherichia coli Absent -
ol B3 B e e ds Y. -
* tedted at the beginning and the end of shelf life
* ngoeor};zma GURROGYRAHNT 1oy RONAMKY | nanpuinyi mepMiny npudamnocmi
Crop. 233
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“* irewular control during stability study
*”‘—gty}ge-;%f‘,rmpam:? RORMPoAL nid wae guguenns cmabizonocmi o

**‘g'At release every tenth batch is tested, or at least one batch per year; during stability study tested at the beginning and the
end of shelf life

Impuritigs:
Howizggy
_fj Impurity A (R-1) 4—(3—mcthyiphenyl)~2ﬁ'—pyra'do{4,3-e]—1,2,4~thi‘adiazin—2(4H)—(}ne 1,I-dioxide
{ Hoxrtiga A {R-1) 4-(3gmcmmi)eni.ra)-ZHAnipmo[ti,S—e]-1,2,4«Tia;ia3rm~2(4H}-oHy LI-miokcny
§
E Impurity B (R.2) 4-(3—mcihylphenylaminc)—3-pyridinesulfonamide
Hosiwka B R-2j 4“{3-1'“e?‘lin(}}em'ﬂ'aMiHO)—3—HipEﬂ;[HHC}'HbQ)OHaMiB

Impurity ¢ (R-3) ]-Ethyl—3-[{4-{'('~methylphenyl)amino]pyﬁdine~3—y1}sulfonyl]urea
Jorimga ¢ (R-3) 1-BTHH-S-U4~[(—MGTH§?¢)&HiE}ﬁMiHO]HipH,IEHll—3—f.'I]C)’IIb(j)OHf.“I}CG‘E()BHHa

Impurity D (R-6) N-{butylarnincsarbonyl)—4-(3—melhylphenylamino)-3~pyridincsulfozaamide
Hontiys 1 (R-6) N—(ﬁyﬂmamiHoxapﬁoniﬂ}-ét-(}-.xwﬂﬁnbeni:mruiHo)-3-m'pummcymcponamia

Certifieating Statement: 1 hereby certify that the above information is authentic and accurate, This batch of product has beeg
fabricareq nuinufacuired, including packaging and quality control at the above mentioned site(s) in full compliance with the GMp
requirenients of the Iocal Regulalory Authority and with the specifications in the Marketing Authorisation of the importing
country, The bateh processing, packaging and analysis records were reviewed and found to be in compliance with GMP,

Janca npe LepBixanine: Jiticnuy 5 FAMGERANCIIO, 110 navedena eume inpopmania ¢ AoCHosipnoe ma maounow. Ly cepig
npadviamy fvee CHPOEICHE, SO woyy RAKYEAHHAS S 1GpKY8aNnNS Mo Kowmpoas akoemi wa guye SRASAHT Dlavruyi (dironyysy) o
HOGHITE GIOR0GIdnocm; 3o Gumos GMP, o SCNAHOBACH] Aticyeaiy PEIRMOPIHUM Opzanos, ma cneyuicayii Peeempenisingcg
HOUGE Y i wpai-ivnopmena. fIpomoroan BUPOEHIYMGY, naKysanug § ARy cepit Gyng REPESIPERD u Guanano MARUNY, o
CIRGB IO T, AP,

Date: no 1o 20 223 .
A o

™ ’}ﬂ a’(“
Approved hy: SV N
" ’ Ci‘c/o o

Jamaepdacery -
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