JEPKABHA CJIVKEBA 3 TIKAPCHKHX 3ACOBIB TA KOHTPOJXO 3A
HAPKOTUKAMH Y KHIBCHKINA OBJIACTI

npoB. Ceitsuynoi Hanii, 3, s.Kuis, 02099, Ten/daxc: (044) 376-40-41
E-mail: dis.ko@dls.gov.ua, Koag €APIIOY 37078774

BHCHOBOK
npo AKICTb BBE3EHOI0 B YKpainy JikapchbKoro 3acoly

21.03.2025 Ne 12501/25/160

TPHDAC® 10, Tabaerks mo 10 Mr

{HallMEHYBAHIS MKapCROro 30coby 3rigHo 3 peecTpaLiiiniM MOCBLIYSHIAN )
no 10 Tadierox vy Onicrepi; o 3 Gaicrepu y kaprouuii Kopobui

(thopya BUNYCKY, M0IYBOHHA, BI HAKYBAKHR JIkApChkOIO 3acoly)

Homep peectpauisinoro nocsinuemnn UA/2540/01/01 crpox ail peectpauiifuoro nocsimuenns 01.01.2099

Cepin nixapeskoro 3acoby Ne 44528 A KinbkicTs BEE3EHOrO AiKapcpkOro 3acoby 3456
Bupofunx "BEPJIIH-XEMI AI'", HimMeuunua
(HaitmerryBanin 8ipobHIKa AiKapCEKOTe 3acofy, XPaiea MOX0MKCHEE)
Beeaero B YEpaiHy Cninepse yxpaiichko-eCTOHCBKE NIANPHEMCTBO ¥ OpMi ToBapucrea
3 o0Mekenoo BignosinanbnicTio "Onrima-Papm, TR, inenr, won:
21642228

{(uaiineerybamia Ta ko 3a €AMIOY wopunsymnol ocoln afe npiasiuie, iv'a, no Satskosi disnuuo]
ocofu - nipnpuenmua, iT Miclie mpowHBEanKA Ta peeerpauiiingii Komep abnikoBol KapTKH NIATHHER
noAATKiB 300 cepinTa HoMep nacropra)

Hpotokey Bizyaneuoro xourpomio ein 18.03.2025 Ne 0785/31.

30 pesyABTATAMI JIEDHABHOIO KOHTPOMW RCTAHOBNEHO, UIC Rikapchkuii- 3acif BReseHo 8 VYErpainy 3
HAOTPHMAHHAM sEMOT 31K0HOMASCTER IR0A0 3abe3neueHHs AK0CTi nikapceKKX 3acodis.

Omsra EPBOMEHKO

(nipnucy (iuiniame Ta npizpiue)

.



Iponyxr:
Ho3yBaHHS:
Po3mip ynakoBku:

Bun ynakosku:
BuytpiwHiit ko npomnykry Ne:
Howmep cepil:

Posmip cepii/KinbKicTb:

Hara BupoOHuLTBA:

Hata ananisy:
Kpaina-imnoprep:

Ha3sa BupoGHuKka:

Howmep peecTpauiitHoro
[OCBITUEHHS

HopmarusHa gokymeHTauis:

Ceprudpikar skocTi

Tpudac® 10
10 mr
30

Baictep
F151463
44528A

38016 ynako
12/11/2024

18/02/2025
VYkpaina

MENARINI

Ceprudikar sikocri

LIN-CHEMIE

Jlikapcbxa (opma: Tabnerku

Onunnus pO3Mipy  YNakOBKH

YMaKoBKH:

Homep aHanisy: 107690

YmMoBu 36epiranus: CreuianbHi yMOBH

30epiraHHs He BUMaratoThes

BOK JlaTa sakiHuenna 30/11/2027

TEPMiHy MPHUAATHOCTI:

Jara BUnycky cepii: 18/02/2025

Kpaina-BrpobHuK: Himeuunna

BEPJIIH-XEMI AT
UA/2540/01/01

He 3acrocoByeTbes

Cropinka 134

B e ~ 01 Pr

IO 2 &g L



Hazsa A®I: Topacemin (dpopma I)

A®! [ndopmatiis npo BUpoBHUYY AinbHULIO BUpOGHHKa: Zhejiang Huahai Pharmaceutical Co., Ltd. - Chuannan No. 1,
Coastal Industrial Zone, Dugqjiao, Linhai, Zhejiang, 317016, China — Xestnr Xyaxait dapmacstotukan Ko., Jita. — Uyaxuau
Ne 1, Kocran Iupactpian 3ona, {yusio, Jlinxait, XKesnr, 317016, Kurait

Howmep cepii ADI Brpobuuka: D5122-23-006M

Hasga [I: Topacemin 10 mr, TabneTku
Hassa Bupo6uuka ITI1: BEPJIIH-XEMI AT — Temnensxodep Ber 83, 12347 bepnin, Himeuuuna
Hassa BupoGuuxa sunycky cepif I111: 44528

BupoGHuxH

Bupo6uuutso «in bulk»

HaitmeHysanus supoGuuka: Berlin-Chemie AG — BEPJIIH-XEMI AT’
Micuesnaxomxenns upoGunka: Temnensxodep Ber 83, 12347 Bepnin, Himeuuuna
Homep niuensii Ha BupoGuuurso: DE_BE_01_MIA_2023_0045

Homep ceprudikary GMP: DE_BE_01_GMP_2023_0080

IMakyBanus

Haitmenysanus supobuuka: Berlin-Chemie AG — BEPJIIH-XEMI A"
Micuesnaxomkents supoGuuka: [ninikep Ber 125, 12489 bepain, HiMeuuunna
Howmep niuensii va supo6Huuteo: DE_BE_01_MIA_2023_0045

Homep ceptudikary GMP: DE_BE_01_GMP_2023_0079

Bunyck cepii

Haitmenysanus supoGHuka: Berlin-Chemie AG — BEPJIIH-XEMI AT
MicuesnaxomkeHHs supobuuxa: [ninikep Ber 125, 12489 Bbepain, Himeuunna
Homep niuensii Ha supobuuurso: DE_BE _01_MIA_2023_0045

Homep ceptudikary GMP: DE_BE_01_GMP_2023_0079

Cropitka 234
Ceprudikar skocti



Mynkr
30BHIILHIH BUIIIAL
(opraHonenTHuHui)
CepeaHs maca

OnHopiaHICTh OJIMHHULb
po3ysanns (Ph.Eur. 2.9.40,
PX)

Posnanauus (Ph.Eur. 2.9.1)
Crupanicts (Ph.Eur. 2.9.7)

CrifikicTb 10
posnassioBanns (Ph.Eur.
2.9.8)

Posunnenns (Ph.Eur. 2.9.3)
Pozunnenns Topaceminy 30
XB

Cepenne Topaceminy 30 xs
Oxkpemo Topaceminy 30 xB
Inewrudikauis (Ph.Eur.
2.2.29)

Topacemia (Ph.Eur. 2.2.29,
PX)

Topacemin (Ph.Eur. 2.2.25,
CriektpooTOMETpis y
puanMiii Ta Y®-o6nacti)

Ximiuna uucrora (Ph.Eur.
2.2.29,PX)
Ph.Eur.- [Tomiluka A

Ph.Eur.- Jomiluka B

HesigoMi AOMilIKH, OKPEMO

Cyma BCiX OMILLOK

Cepruikar aKocTi

ERLI

Cneuundikauis

Bini,kpyrai, nnacki
TabNETKH 31 CKOLIEHUMH
KpasMK | HaciuKoio JUlsl
noAiny 3 oaHoro 60Ky
Bin 0,148 0 0,172 r

n=10: AV <15,0 (L1);
n=30: AV < 150 (L1) Ta
JKOaHE iHaMBiLyallbHE
3HAUEHHs He BUXOAWTH 32
mexi < 0,75 x M abo > 1,25
M

He Ginbiue 15 xB
He 6inbiue 0,8 %

Bin 30 no 100 H

He menue 80 % (Q) uepes
30 xB

-CHEMIE

MENARINI

Pesyabrar

Bixnosinae

0,161r

Binnosizae

1 x8
0,1 %

69 H

Biarnosinae

100 %
9698 101 102 101 99 %

JloBeneHHA inedTnunocTi 3 TIO3UTHBHO
BUKOPHCTAHHAM
cTaHIapTHOI cybcTanuil
[Mo3UTUBHO

JloBeaEHHs INEHTHYHOCTI 3
BMKOPHUCTAHHAM
cTaHaapTHOI cybcTaHuil
He 6insiwe 0,1 % Bin <0,1%
sasBieHol KinbkocTi aAirovol
peuoBHHY
He 6inbwe 0,5 % B <0,1%
3asBieHOl KisbkocTi Hio4ol
pevYOBUHU
He 6inpmwe 0,2 % Bl <0,1%
3a8BJeHOl KibKOCTI A10401
peyOBHHH
He Ginbwe 08 % BIL <0,1%
3asBJIEHOT KiJIbKOCTI ALIOYOI
pEUOBHHH

Cropinka 3 34

Yacrora
npoBeaeHHst
BUNPOGYBAHHS



TAMC (Ph. Eur.2.6.12) He Ginbwe 103 KYO/r He nposoaumnocs 190

TYMC (Ph. Eur.2.6.12) He 6inswe 102 KYO/r He nposoaunocs 190
Escherichia  coli  (Ph. Bincyrhicts /1 He nposoaunocs 190
Eur.2.6.13)
KinbkicHuii BmicT  Big 9,50 mo 10,50 Mmr ua 10,08 mr

Topaceminy (Ph. Eur.2.2.29)  Tabnetky, w0 Bianosinae
Bin 95 gm0 105 % Bin
3asBNEHOT KibKOCTI aitovol
pPEeYOBUHH

YacToTa TecTyBaHHs:

AX: TECTYBaHHS BKITIOUAE KOXKHY «X» Cepito

Ry: tectysanna Bukntouae koxuy «y» cepito

1365: TecTyBaHHs NPOBOAMTLCS ONMH pa3 Ha pix; 1180: TecTyBaHHs NPOBOAUTLCA pa3 Ha MiB poky; 190: TectyBaHus
NPOBOAUTECS KOXHOTO KBapTany; 130: TecTyBaHHA NPOBOAUTLCS KOXHOTO MicsLs

lMosicHenus:

A®DI: AKTHBHMIT hapmaueBTHUHUI iHrpetieHT
IIT: TpomixHuit npoaykT

Micuesnaxowkenns Bupo6HuKa, 1o BUITyCTHB cepito B 06ir: BEPJIIH-XEMI AT, Fninikep Ber 125, 12489 Bepuin,
Himeuyunna
Homep niuensii Ha BUpoBHULTBO s Yxpainn: DE_BE_01_MIA_2023 0045

Ceprudirar: Lium s 3acsiguyio, mwo Hasencia BHLLE iHdopMailis € AOCTOBIPHOIO Ta TOUYHOIO. Llio cepito npouykuii 6yno
BUTOTOBJICHO, BKITIOHAIOH MAKYBAHHS/MAPKYBAHHS T [POBEICHO KOHTPOD if IKOCTI Ha BHILE3a3HAYCHUX BUPOGHUUMX AiNLHALAX Y
nosHii sinnosinmocti 3 sumoramu HBIL, peranossienimu MICLIEBHM PErYJISITOPHUM OPraHOM, a TAKOX BIAMOBIAHO [0 crieumpikaitii,
WO MICTATLC y peecTpauiiiiomy aocke. Iporoxonu BupoGHMuUTBA, naxyBauus Ta aHanisis Oyn0 MeperisiuyTo Ta BCTAHOBJEHO
Bianosinnicrs HBIT.

Cepis Oyna nporecroBana BifNoBiAHO 40 YMHHOTO CTaHAAPTY TeCTyBaHHsl. SIKicTb Bianmosinae cneundikavii.

®inanbunii cratye: BunyueHo

YnosHosaxena ocoba: nionuc wmamn
18.02.2025 H-p. Hopbept Cranr
Cropinka 4 3 4

Ceprudrikar skocti



Product:
Dosage:
Pack Size:

Packaging Type:
Internal Product Code:

Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysis:
Country of Destination:
Manufacturer:

Marketing Authorisation n.:
Normative Documentation:

M BERLIN-CHEMIE
N/ MENARINI

Certificate of Quality
Trifas® 10
10 mg Pharmaceutical Form:
30 Pack Size Unit:
Blister
F151463
44528A Analysis Number:
38016 Packages Storage Conditions:
12111/2024 Date of Expiry:
18/02/2025 Date of Batch Release:
Ukraine Batch Releaser Country:
Berlin-Chemie AG
N/A
N/A

Tablet
pleces

107690

This medicinal product
does not require any
special storage
conditions

30/11/2027
18/02/2025

Germany

LIMS Lot Num: 107690

Certificate of Quality

Page 1 0f6

Report Number 60305

Print Date: 18/02/2025 9:53

LW_ORA_PHARMA_PRD



| BERLIN-CHEMIE
M| MENARINI

AP| Name: Torasemide (form [)

APl Manufacturer Site Information: Zhejiang Huahai Pharmaceutical Co., Ltd. - Chuannan No. 1, Coastal Industrial
Zone, Dugiao, Linhai, Zhejiang, 317016, China

APl Manufacturer Batch number: D5122-23-006M

SF Name: Torasemide 10 mg, tablets

SF Manufacturer Site Information: Berlin-Chemie AG - Tempelhofer Weg 83, 12347 Berlin, Germany

SF Manufacturer Batch number: 44528

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Tempelhofer Weg 83, 12347 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2023 0045
Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0080

LIMS Lot Num: 107680 Page 2 of 6 Print Date: 18/02/2025 8:53

Certificate of Quality Report Number 60305 LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
VA MENARINI

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2023_0045

Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0079

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12486 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2023_0045
Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0079

LIMS Lot Num: 107680 Page 3 of 6 Print Date: 19/02/2025 8:53

Certificate of Quality Report Number 60305 LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

item Specification Resuit Testing
Frequency
Appearance (organoleptic) White, round, flat tablets with conforms
bevelled edges and a break notch on
one side
Average mass 0.148t00.172 g 0.161¢g
Uniformity of dosage units (P n=10: AV s 15.0 (L1); n = 30: AV Complies
h. Eur. 2.9.40, LC) 5 15.0 (L1} and no individual
content < 0.75 x M or > 1,25 x M
Disintegration (Ph. Eur. 2.9.1) Not more than 15 min 1min
Friabllity (Ph. Eur. 2.9.7) Not more than 0.8 % 0.1%
Reslstance to crushing (Ph. 30to 100N 69N
Eur. 2.9.8)
Dissolution (Ph. Eur. 2.8.3)
Dissolution Torasemide 30 min At least 80 % (Q) within 30 min Complies
Average Torasemide 30 min 100 %
Individual Torasemide 30 min 96 88 101 102 10189 %
Identification
Torasemide (Ph. Eur. 2.2.29, LC) Identity proof with reference positive
substance
Torasemide (Ph. Eur. 2.2.25, UV-Vis tdentity proof with reference positive
spectrophotometry) substance
Chemlcal purlty (Ph, Eur. 2.2,
29,LC)
Ph. Eur.-impurity A Not more than 0.1 % related to the <0,1 %
tabelled drug substance
Ph. Eur.-impurity 8 Not more than 0.5 % related to the <0,1%
labelled drug substance
Unknown impurities, Individual Not more than 0.2 % related to the <0,1%
{abeiled drug substance
Sum of all impurities Not more than 0.8 % related to the <0,1%
labelled drug substance
TAMG (Ph. Eur. 2.6.12) Not more than 103 CFU/g Not tested 180
TYMC (Ph. Eur. 2.8.12) Not more than 1042 CFU/g Not testad 180
Escherlchla coli (Ph. Eur, 2.6.1 Absent/g Not tested 180

3)

LIMS Lot Num: 107680

Certificate of Quality

Page 4 of 6

Report Number 60305

Print Date: 19/02/2025 8:53
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BERLIN-CHEMIE

AV MENARINI

Item

Specification Result

Testing
Frequency

Assay Torasemide (Ph. Eur. 2
.2.29,L.0)

9.50 to 10.50 mg per tablet, 10.08 mg
equivalent to 95 to 105 % of the
labelled drug substance

Testing Frequency Explanation:
+ Ax lest addad svary °X" lots.
« Ry: test removad svery “y" lots

» 1365: test performed once por yoear; 1180: tost performod hatf-yaarty; 180: test porformed quarterly; 130: tast performed monthty

LIMS Lot Num: 107680

Certificate of Quality

Page 5 of 6

Report Number 60305

Print Date: 18/02/2025 8:53

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

Explanation Genealogy:
APl Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2023_0045

Certification: | hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in fuil 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 compliance with
GMP.,

This certificate was Issued by a valldated computerised LIMS and is valid without personal signature.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Quallty Control Manager Name - Dr. Sven Schrdder Date - 18/02/2025 15:14:08 (GMT +1)
Signature:

Qualified Person Signature: Name - Dr. Ricarda Hoffmann Date - 18/02/2025 16:50:47 (GMT +1)
Issuar Signature: Name - Dr. Valentina Margania Date - 18/02/2025 09:52:59 (GMT +1)

Date Format Explanation: dd/MM/yyyy hh:mm[:ss]

LiMS Lot Num: 107690 Page 6 of 6 Print Date: 18/02/2025 9:53

Certificate of Quality Report Number 60305 LW_ORA_PHARMA_PRD
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