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PLIVA Hrvatskad.o.o.

Prilaz baruna Filipovica 25, 10060 Zagrel, Croatia

TIAHBA Xpeamcrka 0.a.0.
[Tpinas Sapywa Giginoeuxa 25, 10000 3azped, Xopeamin

CERTIFICATE OF QUALITY

DRUG PRODUCT
JHRAPCHKMH 34CIB

Active ingredient
Arxmugnutit inzpedicnm

Batch number
Homep cepil

Batch size
Poamip cepil

Reicase quantity
Bunviyend Kinpkicme

Datec of manufacture
Luma GUDOOHNYMEBE

Expiry date
Hpuoamruiti do

Specification
Uneyudhirayin

Batch Relegse Site

Hbishtys, 6i0noeiowisiia 3a 8URYCK
cepii

Certificate of GMP compliance of'a
manufacturer

Cepmucpixam gionogionocmi GMP
suUpoOHuKA

Number of manutacturing license
Howmep supobrimol aiyenzii

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobnuymao nepospacosanct
HPOCYKYIE, Nepsuria pia 8mopuHng
VROAKOBKE, KOHMPOas SAKOCIE
Certificate of GMP compliance

Cepmudhicam sionosionocemi GMP

Number of manufacturing license
Hamep gupotnuuot 1iyen3sii

Marketing Authorization License
Peeempayiuse noceiouenna

[mporting Country
Kpaiua-ivnopmep

CEPTHOIKAT dKOCTY
Ne 1

TORASEMIDE-TEVA, tablets 3 mg, N30 (3 blist. x 10 tab.)
TOPACEMUI-TEBA, mabnemxu no 5 me, No30 (3 6aicn. x 10 mab. )

Torasemide Smg
Topacesio 5 mz

332093
332093

5 400 boxes
5 400 xopobox

boxes
xopobok

(9.2023
09.2023

08.2026
08.2026

SDRAQ42659
SDRAO42659

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TJTIBA Xpeamexa 8.0.0.

Ipinaz bapyna @ivincewwa 23, 16000 3azpeb, Xopsamis

No UP/E-530-10:22-03/11; 381-13-08/243-22-07

Ne UP/1-5330-10/19-03/12; 381-10-05/241-19-07 {previous)
Ao UPA-530-10/22-03/11; 381-13-08/243-22-07

No UP/I-530-10/19-03/12; 381-10-05/241-19-07 (nonepednii)
Ne UP/1-530-01/13-03/08

Ne UP/I.530-01/13-03/08

PLIVA Hrvatska d.o,0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TLi[IBA Xpeamceka d.0.0, |

fipinas bapyna Gininoguua 25, 10000 3azpeb, Xopsamin

Ne UP/I-530-10/22-03/11; 381-13-08/243-22-G7
No UP/1-530-10/19-03/12; 381-10-05/241-19-07 (previous)
No UP/-530-10722-03/11; 381-13-08/243-22-07

Ne UP/A-330-10/19-03/12; 381-i0-05/241-19-07(nonepednin)
Ne UP/1-530-01/13-03/G8
Ne UP/I-530-01/13-03/08

Ne UA/10754/01/0]
Ne UA/TG754701701

Ukraine

Yupaina

65%&-(




|

CUHHHHLID (BEPX)**
Qauopiouicme avicmy

P Y ——

IMPURITIES (HPLC)
HOMILLIKH (BEPX)

Impurity A (R-1)

Impurity B (R-2)

Any unspecified impurity

Total impurity {(excluding R3 and Ré6)
Howituka A (R-1)

Homiwurka B (R-2)

By ob-stca Hegidoxa QOMIiKa

JazautoHi donituxy (euktiouarou R3 i
R6)

NMT 0.20 %
NMT 03 %
NMT0.1%

NMT 0.6 %

e Gimpwe 0,20 %6
He 6iwiwe 0.3 %
He 6imwe 0.1 %
He binpe 1,6 %

TESTS - REQUIREMENTS RESULTS
BUTIPOBYBAHHA BHMOIH PE3Y/IBTATH

"DESCRIPTION - | White {J; E&lmostﬂﬁ;fﬁ"{te, rouni'higan»'ex 1ablets with Conforms

5 mg break line on one side and embossment 915 on the

other side
COHHC Biri abo maitoce Hini, kpyani deoonykai mabnemry, 3 | Bidnoeidae
& 5o RIHIEK POROMY 1A OCHIY CIMOPOHT MQ MUCHEHHUAM
e 913 na inuii cmoponi

AVERAGE WEIGHT (Ph. Eur. 2.6.5) ** 80 mg {theoretically) 80 mg

5 mg

CEPEIHA MACA (€sp. ®. 2.9.5)%* 80 w2 (meopemunio) 80 2

5 M

DISSOLUTION NLT 75 % (Q) 100 %
After 30 nun

PO3YHHEHHA He menwe 73 % (O) 100 %
Hepes30xswun R g
IDENTIFICATION (IR)*

ITEHTHOIKALIS (1Y) *

Polymorph | Meets the standard Conforms
Meiviopp i Bionosidac cmanoapmy Bionogioae

ASSAY (HPLC) B )

Lach tablet should contains Torasemide

5 mg 4.75—-5.25 mg 497 mg
KIVIBKICHE BH3HAYEHHS (BEPX)

Koorcna mabremra nosunua sMicmumiu

Topacemio

5 M2 4,75 —5,25 M2 4,97 M2
UNIFORMITY OF DOSAGE UNITS Meets the requirements of Ph.Eur, 2.9.40 Conforms

(HPLC)y**

Uniformity of content

CHHOPIHHICTE JO30BAHNUX Bionoeidae eumocay Cep, G, 2.9.40 Bionogiodac

'MICROBIAL PURITY (Ph. Eur. 2.6.12,

2.6.13) ##%
MIKPOBIOJIOTTYHA YHCTOTA (Cep. .
2.6.12, 2.6.13%%%

Total aerobic microbial count
JaewiteHy KIAGKICHb aepobHux
MIKPOOP2aHiamia
Total yeasts and moulds count
3azarvha Kiaericme OPIHCONICosux §
WHCEHBHX 2puiis

Escherichia coli

Escherichia coli

NMT 10° CFU/g
He 6izouee 1P KYO/2

NMT 102 CFU/g
He impuee 1HF KVO/2

Absent
Biocymusn

e L s e e, o e ——

* tested af the b@giﬁning and the end of shelf life

mre e e s S LT

¥ npoeOORMb BUNPOOYEAHHS HG NOUAMKY | HARPURIHYT mepMiiy npuoamuocmi

Crop. 233
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% jreegular controt during stability study

¥ gepoRyanpiul KOUMPOIs RIO 4AC GUGHEHNS CRIADLIbHOCH

+#% At yelease overy tenth batch is lested, or at least one batch per year; during stability study tested at the beginning and the
end of shelf life

¥¥K [Ipy eunycky: AposcOanb 6UAPOOYEAHNA OAR KOXCHOT gecamol cepil abo, Ax ainiMyy, oonick cepit wa pix. 11i0 wac
GuEHeIHHS CIADITbHOCHT KORMPOTIOIONL HQ HOYGINKY MA HARPUKIHGE MepMiHy npuoamnocm!.

Irapurifies:
HoMituky:
Impurity A (R-1) 4-(3-methylphenyl)-2H-pyrido[4,3-¢]-1.2,4-thiadiazin-2(4/)-one 1,1-dioxide

JHomiiuka A {(R-1) 4-(3-merundenin)-2H-nipuao[4,3-2]-1,2 4-riagiasun-2(4H)-ouy 1,1-moxcuz

Impurity B {R-2) 4-(3-methylphenylamino)-3-pyridinesulfonamide
Homiwka B (R-2) 4-(3-meTusbheninamino)-3-1ipaaiHcyabgoramin

Impurity C (R-3) 1-Ethyl-3-[[4-[(-methylphenyl)amino]pyridine-3-yli]sulfonyljurea
Jomimga C (R-3) 1-arun-3-[[4-[(-meTnndeninjamine | mipuann-3-in]cyishonin]cenoruna

Impurity D {R-6) N-(butylaminocarbonyl)-4-(3-methylphenylamine)-3-pyridinesulfonamide
Domiioka D (R-6) N-(6ytmnaminokapbouin)-4-(3-mernndeninamino)-3-mipuanHeyabGonamii

Certification statement: I hereby certify that the above information is anthentic 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
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country, The batch processing, packaging and analysis records were reviewed and found to be in comphance with GMP.

3anea npo cepmudinauiro: Jiticnus s 3ameepdycyio, Wo Hagedena suwe nopmayis € COCHOSIPHOK) NA MOUHOK. I{a cepis
npoOyYKmY BVad GuPODIEHd, SKAIQUAONY NAKYBAHHA/MAPKYEAHHL Md KORMPOs IKOCHI HU GUI{C gra3anin dinonuyl Piivruyax} ¢

noeniti sidnosionocmi do sumoz GMP, wo scmanosreri micyesum PesyiamopHiu opamiom, ma cneyudirayii Pecempayitnozo
noceiduenns kpabwi-ivnopmepa. Hpomoxotu aupoBRuymaq, Nayeanns I ananisy cepii 0yao nepesipenc ¥ GU3HAHO maxumy, wo

sicgnoaiogiomns GMP,

« . iy ¢ i i r"-}s"" ? Tt S S
Ddte‘ {__,.i'{{\ 5 %C) 1 :)(3‘,{'_,_ Sﬁ-_ R e R
f"\} *e, i i AL
roved by: it YA, TR
e b o
3ameepoOdHCeno: i et o
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,EI,EP}KABHA CJOYXKBA 3 JIKAPCHKHUX 3ACORBIB

1X 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMMH Y KHiBCHKTIT OB

JACTI
npor. Ceitaranol Hani, 3, M.Kuis, 02099, Tes/are: (044) 363-06-50

E-mail: dls.ko@dls.gov.ua, Kox €PHOV 37078774

BUCHOBOK

PO AKICTH BBE3CHOTO B Yxpainy nxikapcbioro 3aco0y
13.11.2023

Ne 55423/23/10
TOPACEMII-TEBA

{nafisexyBases TikapCEKSTO Sacofy 3ria
TAACTKH N0 § MT;

HO 3 PECCTPARITHINM NocsizyeHnan

10 10 Tadjeroxr y Gaicrepis no 3 daicTepn B Kopobni
(thopsa BRTyCKy, A03YBUHHE, B PAKY RAHHA JIKAPEH KOG 3ncaby)

Homep pecetpauiiinore noceiguenns UAZ/10754/01/01 CTPOk: AIf peectpanifinoro noceizuenns 01.01.2099
Cepin nikaperkoro 3acoGy Neo 332093

Kinskicrs BBe3enoro mikapeskoro sacofy 5400
BupoBunx

ITUIIBA XpBaTeka 71,0.0., XOpBaris

(Hudivenyeamg snpobunka MKAPCHKOTO 3ac06y,

KPAIHA NOXOMKEHE}
Baezeno B Vipaiuy

Tosapucreo 3 ofneskenoio BianopizassuicTio "Tepa Yrpaina", igenr.
xon: 34770471

{Haiimenysans Ta k021 3a
oeoblt - mignpiseay,

CAPTIOY 1opumrmol ocobn abo npiasHule, iM'R, go GaTLKoRI izityod
il MiCle npomRHBaRKS T2 peecTpagiiinii nosep ofnikosoi RAPTKH TAQTHHEKA
H0aaTRiBE 200 copin Ta HOMEp nacnopra)

{Ipororeua sizyansaore koutpomo vy 08.11.2023 N 355872,

3¢ pesyapTarami

ACPEABHOY0  KOHTPONO  BOTAHOBREHO, WO JHKAPCLRMIT  3acif  mseseno s Ykpainy 3
AOTPHMAHHAM BUMOT 30KOHONARCTEL MO0 31663NCHeH R AKOCTI AIKAPCERIEK 33c0G6in,

3acTyny

Bitaniit BOHIAPEHKO

(iviiriansra npiIsnne)

{srocaz0By PCOgE:




