JEPXUIIKCITY KB A
AEPAABHA CJIYXKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKII OBJACTI

npocnekt Banepis JloGanoecwroro, 51, M. Kuis, 03110, Ten/daxe: (044) 363-06-50
E-mail: dis ko@dls.gov.uahitps://www.dls.cov.ua, Kon eIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBe3enoro B Ykpainy sikapcebkoro 3acoly

01.04.2021 Ne 12266/21/10

TOPACEMI/I-TEBA

{salivenyBarna nixapeskoro 3aco6y srimio 3 peecTpaniitaum noceizyennsm)
TabjeTkn no 5 mr 1o 10 Taénerox v Onictepi; o 3 GaricTepu v KapTouHiit KopoOui

{popma smRycky, nosynanus, Rux MAKYBaHHS TiKapcsxoro 3acoy)

Homep peectpaniitnoro nocsizaernns UA/10754/01/01 crpox nii peectpauiliHoro nocsimucrus 01.01,.2099

Cepisn nikapcbroro sacody Noe 211021 Kinekicts Bresenoro sikapeskoro sacoby 4940
BipoGuuk TIIBA Xpsarcka 1.0.0., Xopearis
(HadfiMenyBatus BHpOGHHKA nikapcekoro 3acoby, kpaina TIOXGIAMEHHH }
Bresero s Ypainy Torapucreo 3 06Memxenow BiTnoBinatLmicrio "Tera Ykpaina", inenr.
xoz: 34770471

(saiivMenysanug Ta ko 3a €JIPTIOY 1opuasiRof 0cabu aGo mpizeuig, iM'a, no Garskosi QisHuiof
0coby - mianpremus, ¥ Micne TpoxuEanHs Ta peecrpalifingit HoMep 061iKoBoT KAPTEX NNaTHHKA
noxatkis abo cepis Ta Homep nacriopra)

Hpotoxon sizyanenoroe kourpomo sin 01.04.2021 N 0748/5.

3a  pesymbraTaMm  NEPXABHOTO KOHTPOMO BCTAHOBIERO, IO nikapeexmit  3aci6 BBesemo B Vipainy 3
AOTPDHMAHHSIM BHMOIr 3KOHOJABCTBA OO 3a6e3nedeHAs AKOCTI nikapeekux 3acobis.

3acTynHuK HavaNkHUKa BiAAiLY
Hepxasnoi c.1yox0H 3 Tikapeskux 3aco6is
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BRUG PRODUCT
HIKAPCHEELE TAC TS
Active mpredient
Axmusim mepedicim

Ratch number
Hostep cepif

Baich stz
Peoaip cepii

Release quantity
Bunyijena kinsicicin

Date of manufacune
Hemer vupotinuymiea

Lixpiry date
Hpnsdamnule do

Specification
i
(metpuchivaigis

Balch Release S

Hinsuapt, nidnaniowmna v SUNVER

cepir

Certificate of GMP compliance of 2

manulaclurer

Coepmughivan sicnosionocmi GMP

GUPOTHI

Number of manufacturing license
Hosep supotnmuoi aiyersiv

Bulk manufacturmg site, primary and
secondury packaging, qualily control
Bupotmugmen aepospaconumai
APOCVKIL BEPGIITHG B1G 6miopunng
VAAROUGKA, KORBINOAS SKOCMT
Certificate of GMP compliance
Cepmudbinam siononionocmi GMP
Number of manufactunnag, lcense
Hosep aupobuiaor nigemnsis

Marketing Authorization |icense

Pecempayiime noceiduens

Importmng Couniry
Kpabua-iunopmep

TESTS

RUDIOBEYBANHY
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FiIVA Hrvatska d.o.o.
Prilavz. baruna Filipovica 25, 000 Zapreh, Croatia

HIBA Npamewa .00,
Hpiners Bapyvna dyamosuia 25, 10000 Saopet, Nopuanis

CERTIFICATE OF QUALITY
CEPTHOIRKAT 3KOCT]
Mo §

TORASEMIDE-TEVA, tablets 5 mgr, No3ih (3 blist. ¢ 10 tab.)
TOPACEMP-TEBA, matinemse no 5 s, No30 (3 buiem. x 10 inai.)

Torascimde Smg
Topucemio 5 sme
201021
24102171

4 940 boxes
4 940 kopotior

4 940 boxes
4 940 kapotiox

02.2021
02.2021

(02.2024
(12.2024

SDRA042659
SDRAO42659

PLIVA Hevatska d oo

Prifaz baruna Uilipovica 25, 10000 Zagreh, Croatra
HHIBA Npaamora o.0.0.

{ipinas Gapyra ininosua 25, 10000 Secpets, Xopaamin
No UP/E-530-10/1903712; 381-10-05/241 1907

No UP/L-530-10/19-03/12; 381 10-05/241-19-07

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

PLIVA Hrvatska d.o.o

Prilaz baruna Filipovica 25, 10000 Zacereb, Croutia
THHIBA Xpeamcowa 0. 0.0.

Hpinas Gapyua Dininosiese 15, 10000 Jacpeb, Nopeamis

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07
No UPJES30-10/19 03/12: 381-10-05/241-19-07
N UP/I-530-01/13-03/08
Noe UP/E-S36-01/13-03/08

Ne UA/TO754/01/01
Ne UAZI0754/01/01

Ukrame
Yrpaina
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E' AVERAGE WEIGHT (Ph. iur. 2.9.5) #+
CSmg

U CEPENIS MACA (€ G . 2.9 5)%
R

| DISSOLUTION

Afler 30 nun
POISIEELT 38

Yepes 30 xuienm
CIDENTIFICATION (IR)*
CDEITTHODIATISE (1) *

Polymarph |

Hasissopgr !

ASSAY (11P1C)
i Lach tablet should contains Torasemide
L 5mg
KIHBKICHE BIZHAYEH (BEPX)
I Ko ARG HOGUHIIG MicTg
Topacesio
5 oane

(1P .y

Uniformity of content

CATOP IR JE7OBAIX
CTHHTTH L (Blpyj e
Chedscsprioicnsn ansicmy

MPURITIES (HPiLGy -
AOMULIKH (B3P x)

fmpunty A (R-1)
impurity R (R-2)
Any unspecificd impurity
Total impority (excluding B3 and Ra)
Hostitscea A (R 1)
Homira B (R-2)
Bvan s nevidoma dostinisea
Sacaneai dosicn (ensraione B3 7
- 70)
MICROBIAL PURITY (Ph. Bur. 2.6.12,
2.0 13) *x |
! MIKPOBIOROP 14 YHICTC T4 {(Clap. b, |
26,42, 26,13

f
|
f
|

]

Folal acrobic miuerobial count
Sacwrnna ginnicme dePODNIEY
AtfRpOO A

Total yeasts and moulds count
Succnnna ginnkicme Opiwdcosyy i
| RILCCNCRIY spubie
Escherichia cols
Escherichie coli

¥ upocodgnts GURPOOVEUHSE fies ROYAMIKY
¥ irrcgular comtrol during stability study
a HCPCVEAPHILL ROUMPOTG RIS e gt

j 80 mg (lbéﬂrc:ii-(;z_z_ﬁ;)' -

e Binpae 10° Kvey- |-

- Bideynus

80 myr

80 me (meopemumne) S

L1010

He senae 75 0 (Q) oty
" Meets the standard Conlorms
Hidnogioae

Bionosioa: cmandepmy

475 525 myg 4.93 mg

4,75 - 525 m» 4,93 a1+
Meets the requirements of Ph. L, 2 9.40 Conforms
Bidnosivee siocar Cop, 5. 2.9.40) Biduosioar

NMT .20 %, T {LO5 %,

NMT 0.3 % = 0.1 %

NMT (.1 % =40 BY%

NMT 0.6 % 0.1 %

He Bignuee 0,20 =G5

He ﬁi.’!::zm’ .39, < {1 %

He Oine 0,1 % S ¢ 1 A ‘
He Binowe 0.6 ¢ 0.1% l

NMT 10 ClU/p | =5 CRU/p |

5 KVey.

NMT 10° CFU/g
He Binve 1 KV, !

|5 CFU
SRV

Absent Absent

Bidcynnis

i nanpuini mepatiny apudaniiocmi

seuns crmabinenocmi

FEE Al release every tenth batch s tested, or at least one batch per vear; during stability study tested af the beginning and the cad

ol shell Hite
IR Hpn sionyvocv: npocodsam surpofly
Cric e nocmi KOBBPOMIIO L 1 AOHAICY
Impurilics:
Jlomincn:
Impurity A (R-1) 4-(3-methylphenyl)
Homitka A (R-1) 4-(3-mernndenin-

Impurity B (R-2) 4-(3-muothylphenyla

2

BURNIL QIS KUKACHOE OCCAMOT eopii uhio, s MIHIMYM, ooic copii na pic. 1 vae suecouts

M HARPURINGE mepainy Hpricamiocg.

-2H-pyrido{4,3-¢]-1,2 4- thiadiazm-2(4/)-onc 1,1-dioxide
nipuo|4.3-¢)-1.2.4 rlapiasin 2(441)-ouy | -nioxen
mino)-3-pyndinesul fonamide
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Jlomimka I3 (R-2) 4—(B-Mc'rmld)carimmil|c))-]—nipmmncy,uh(|mimmi;l

Tmpurity C (R-3)  1-Tithyl 3 [[4-¢ mclhy}phcnyi)amino]pyridinck}yf [sulfonyl|urca
Jlomina O (R-3) [-arua-3-|[4 -f‘(-Mc‘mJubcuiJl)zmi|m,'uipu;um—} Anjeyrsdonineecaonming

Impurity I (R-6) N-(hur_yI:uninocnrhtmy])—4A(3—mclhylpllmaylammn)v3-pyridnm.-:ulRm:lmidc

Homimea D (R-6) N-(Gyrinam illl)KilpﬁﬂuiJl}—4'(B-MC'I‘HJJ{bCHiJEZlMillﬂ)-}—llipu}iuIlcyjll.lf)()iI{lMin

above information is authentic and accurate. This batch of product has been
mentioned site(s) in full complionce with the GMI?

¢ Marketing Authorisation of the 1mporting country.

Certification statcment: | hereby certify that the
labricated / manulactured, including packaging and quality control at the above
il Regulatory Authority and with the specifications o th
and analysis records were reviewed and found to be in comphance with GMP,

Iusea npo ceprmdivayio: Miicmm FMGCPONCYIO, WO HuBeoesd sinje inhopmanis ¢ DOCIOGIPNGG Mt Moo, s copia
npooyrmy fyaa supotuena, ek AURKYSUUHs/ MOPKVSUII ma ROUMPOnS AKOCHE 1ta suige. exasaniic oinsuyi (Yinvnupix) «
HOGIET GInosionocmi 0o sumos ( M. o cemanoenerni MICHCGUM  peovasmopuins op,anon, ma creyudhicayiie Mecempagiiine, o
nOCGIO Y Kpaiiti-isiopmepa, Hpomoronn cupobinimea, naxveams i AT Cepit v ACPCsipena i wumano markuis, o

acidnccidaemn (AP

requirements of the logs
The batch processing, packaging

Date:
Hama:

Approved by:
Samecpdnceno:
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