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CERTIFICATE {BF RELE&SE AND GMP

COMPLIANCE/
CEPTUOHMKAT COOTBETCTBUA GMP
BhIMYLIEHHOW CEPAK

| Pmduct Bntnmar prolenged “reloase tablets 5 5 mg Nﬂ?;ﬁ in bhsters !

e e b sl e e RRA TN e

| _cmwmn 1302963

[ Batch / Cepus: MOO2U

St tana g

Manufasturing date / [lata npuuseanm‘aa 20-03- ;.'E}’I 8. I‘Jelwary 7l Hamaﬁuaﬁ 0000028 KD?

Expiry date / Cpok FOAHOCTH 03-2021 | Amount ! Paamep cepu: 30068, ODG L N
| Release date / 5,"115 Ebmycra 16-04- 2018 '
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CERTIFICATION STATEMENT / 3ASRNEHUE O CEPTWI?MI(ALWM
| hereby certify that the abeve information is authentic and accurate. This batch of nroduct has beern manufactured,
including packagingflabeling and quality control at the above mentiongd site(s) in full compliance with the GMP
reguirements of the local Regulatory Authority and with the specification in the Marketing Authorisation of the
importing coumtry or product specification file for Investigational Medizal Products, The batch processing, packaging
and analysis recofds were reviewed and found to be compliance with GMP. /
STUM NOATESMKAGER, HTO BLILIEYKAIGHHAS MR(POPMALK RanseYes NOCTORAPHOR 1 TOUHOW. [lanian cepus npoulad/iesa
{BRIUAR YNAKOBRY/MADKUDOBKY) U NPOBRACH KOKTPOM, KAMECTRA HE YRAIBHHDM YHACTKE B [IOTIHOM GOOTSETCTRIN &
TheBosaruamu GMP, yoTaHosneRHLIMY MECTHRIM PETYRATONHEIM n;}rmmm Tenoxe B COOTHETICTENM GO :nonm}xmmmwu
COARDMALIBNCH 8 NETUCTRAUMOHHOM Nocke, [IpOTeRoNLI npahamnnﬂsa. YNRKOBKW @ aHankuia Bt FCDOLMOTPIOME 8
YGTAHOENEHO cooTreTeTele GMP, |

{Release notes / [ Iprumeuanms K BLINYCKY:

Marketing Autiorisation number in Ukraine f Pericipaunotinog CeugeTenserao o Yipanane: NﬂLJN‘_I{’E-’!-(}SEG'EH}'I
Dosage form: prolonged-release tablots 5 mg/
Nekapetsenyas iopma; TABNETKK TRONCHIMPOEAHHCTY A8HCTEUR (1o 5§ Mr
Package sizeftype: 15 tablets in blister, 2 bHstors tn carton box/

Bup 1 paawep ynakoiki: no 15 Tabnetok 8 Snucrepe, no 2 BnucTepn b REPTORION kopuSse
| StrenghtiPotency: 1 tablet contains § my torasemide / o
Cuna nefeTeua/AKTHBHOCT: 1 Ta0NETKA copepraT, § Mr Topacemuaa . 3t
Mariufacturer; Ferrar [nternacional, 8.A. / l'ipsﬁsmmwanh' Peppepd MHTepHalaHans, CA; i
License number / Homep miuexams nponssoguTens: MIA-D183

Manufacturing Authorization number of the jaboratory / Homep nuuensuy natapatophy nporsaoautens: 2515
Manufacturing siter Joan Buscalla, -9, Sant Cugat del Valles, 08173 Barcelona/
ALDEC NPOHIBOAGTREHHON nnnwaake: [xoan Byckanng, 1-9, Cant-KyraT-nenL-Barnegc, Q8173 Imm*nnrztsﬂ P L
Gouniry of origin: Spam:’GTpElHaﬂpUHSBGﬁHT[“Hh Uerianys | ) .-.? _ K\ e
T ' ‘ " EITETRT
. f N ‘ﬂz o
Guatity Control/ Gluality Assu rance Quahﬁuﬁ }“mwnf
KOHTPOML KavecTea _ C}ﬁacn&u 1 Kavecersa Y ﬂ{}ﬂnnwmeuhf}e LG
" Beatriz Wuopst Gnn[gno " A!ex rer : f‘ Jawer Teixidd
¥, ; .;.%w__f;”.!_f"‘"‘*%;;_-_‘___ N . L
' 09;’{?4;’201 8 PO 4/201 i} e 160472016
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GCertificate of analysis / |
 Ceprugukar akanusa TP

[ Product: Britomar, prolonged-release tablets 5§ my Ne30 in biisters /
Mpoayyr: BpuToMap, TabNeTki NPOROKMPOBAHHOTO AeicTaust no 6 Mr Ne30 B Gnucrepax

Code{ Kog' 1302983

Bateh / Ceprsi: MOORUT

A

SRR, iy — s L e b ———

Amount / Pasmep cepni.

‘Semi finished batch /

- | Cepus Hepac_cbasoﬁ_aHHom-nprmyma:ﬂ'G’ﬁ?EG!ZUMSBf% |

30068.000 UN  Manufacturing date / [Jata RpOMIBOACTER. 20-03-2018
Delivary / HaxnanHas: 0000026797

Expiry dale { Cpok roghacTh (33-2021

Companenis / [lokalarend

Result / Pesynh yar

i o 3 rese

Raguirements [ Cneuusia il

Appearance | PASS/ CovrpercTayer White to off-white, round, biconvex tablets with -
' : “SN" apgraved on one side /
Qnucarne Benoro s NoY Genore useTa Kpyinbie

Jdentification 7 Vinenvidsniat s
Torasemide {HPLC) /

Topacemsn (BOMX)

Average weight / 5.4
CpeaHss Macca

BASS) CotTHATCTRYET

ABOAYOBLINYKALIE TABARTIO & IPEBupoBROi «Si» HA
OLHOA GTOROHE

Ratention thime dird ahsorption spectrum matah
‘e standard/ .

BRema yASPKUBAHIA OCHOTHAGID [HKA | CHerT
NOFNOWEHHA WOTILITYEMOre PacTeoRa - J0NHHD ]
SOOTRETETROBETE BRCMOHM VISDIMDARNG DCROBHYD £
MR W CNERTHA MCTHOWEEHER CTANRARTRONG paSTRODH

Teoretical B3 (i) /
CpogiHss macea Talne it Teope Iaiecss 85 war

Complies Eur. Ph. )

Uniformity of midss ./ PASS/ CooTBeTCTEYET , i -

QOAHOROAHOETE MACTE JlonHm COOTERT G ROBATE. THEQUDRaHMG R, AP
,\ : .

Uniformity of content/ PASS! CooTRRTCTOYST Complies Eur, PR/

OA0R0AHOCTL COQBTHKAHAN

Water (KF)/ 5,58
Conepxanie poas!

Rissolution tost /

FPacracpekma

« 1 hour / uepes 1 yag 33
- 3 hours ! vepes 3 4aca B3
- B hours ! wepes 6 4acon Qe

Related substances |

Onpajenahive NPUMeTed N

BM 96.0102 <005
BM 05.0004 <0.05

Jlori bl COOTRETCTRCRITE TpebopaHUAM EBD. ERpi.

<=0,0 {%]} /

s £.0 %

PASS! CooraRTCIHYET

20+ 40 (%) 120 = 40 %
B0 L T0 (%) 50 T0 %
>= 80 (%) /1 80 %

«x 08 (%) /5 0.6 5%
<= (1.2 (%) 1 502.%

“RrioTyais dato T Niasa aranvsa: 00042018
Statug f Craryc APPROVED/
YABEPRREHO

Tuality Control /
KORTpOHL KaMecTag:

s Hiention TSR 1304063 BRITOMAR SMG COMP UKR (geniver:/)

2044344 BRITOMAR COMPR 3 MG UA {gon/veri M)
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‘Cortificats of analysis /

o
- CepTiphuraT avgniusa L

“Produot: Bntcmar, prolonged-release fabiets & mg Ne30 in blisters /

MNpoaykT: BpuToMap, TaBnaTkn NPoncHIMPOBERHere HEeHCTBUS NG 5 M Ne30 n Briverepax

Code / Koa: 1302063 - Batch / Cepust. MOOZU 1

Amount / Pazmep cepun. 30068,000 UN Manufacturing date / [laTa nponasoicTea; 20-03-2016 |
Delivery / Haknaanan: 0000026797 Expiry date/ Cpox rogrocTy, 0320217
Semi finished hateh / e
Cepus HeplicdacoBanHOre npoayira: 000280/2044334 » ]
Componecnts / Flokasarenu Result [ Peaynnravil Reguircmenls ! Creiiddidraiting.

Single unknown impurities / NOT DETECTED/He obuapyxeno™ <= 0.2 (S 750,72 %

EAHHKUHER He '

MASKTUIMLMPOBAHHAS NPUMECS. _ L

‘Total Impurities / <008 ) <= 1.5 (%) 1515 %

) Cy¥Mma npamecen

‘Assay / 102.7 _. 85.0 ~195,0 {'%}i

KosrmyecTpeHsoe onpepeneiie 95,0 - 105,0 %

‘Microbiologocal control

MukpoGuorionmeckan yierara’ o

TOTAL AEROBIC MICROBIAL.  ~ PASS/ Caoreerernyer <= 1'E3 {(10°) (CFUfg) 1

COUNT/ | . o

Ofee xonyecTeo aspobHsix €1 E3 (107 KOEir

MuKpoopradnamos (TAMC) L

TOTAL COMSINED ‘PASSI Coursergrayer <= 1 E2 (10°7{CFUIgy/

YEASTS/MOULDS COUNT/ -

OBWes KONUURETEO ARONHCKEBEIX | R T EZ{10% ROER

nnecH et rpubos (TYMC) 7 T
Escherichiacoli © PASS/ CooTaetcrayeT. Absence in 1 g safipled Qreyrorayer s 1 r

TA sKip testing Is performed for the microbigiogicat tests in ond of sack thrua atchoss

"Moanesair nensmanwsd no wmet o4y BLIDOROUHLIO KORTPORA (NPUMEPHO KaXAAN 3-5i CePI)

Release notes: This is a bateh quality certificate for medical product and the analysis has been done according to quality
-controf methods f
{punsedanue K Brinycky: B3T0T Ceptudurar KaYeeTea Ha Cepyid NEKAPRCTBEHHOIG TIPENAPATE H alanus SLiny npumuemﬂm B
COQTBETCTBUM € METCASMS KOHTPOMN KAUECTBA,

| Quality Control / i{::;'HTpnnh- KauecTBa
Boatriz Wuest Gimeno

Analysis date 1 fara ananvas:  0904-2018  Speciication 7 Crewmdwiaiin, 1302903 BRITOMAR MG COMP UIIR Gervir571)
Status f Crarye ~ APPROVED/ i l,»”,w . ’”‘1“33"'5*“””“3*‘““”*’3 1”6 A {gentver:i)
‘Quality Contro! | '“ "u, \
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