JEPKABHA CJHIYXKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJITO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

nmpos. Critiuanoil Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOr0 B YKpPaiHy JIIKapChKOro 3aco0y

23.12.2024 Ne 66475/24/10

TOPACEMIJ CAHJA03®

(HalfiMeHyBaNHs IKAapChKOTO 3ac0o0y 3TiAHO 3 peecTpallifHiM MOCBiTUEHHIM)
tadaerkd no 100 mr, no 10 Ta6aerox y 6iicrepi; mo 2 6ricTepu y KapTOHHIii KopoOwi

(popma BHITYCKY, HO3yBaHHS, BUJ| TlakyBaHHA JTiKapcbkoro 3acoby)
Howmep peecrpauiitoro nocsiguerns UA/9619/01/06 crpox aii peectpauiitnoro nocsiguenns 01.01.2099
Cepis nikaperkoro 3aco6y Ne PD1563 KinskicTs BRe3eHOTO Nikapekkoro zaco6y 12005

Bupo6HuK Camorac ®apma I'm6X, Himeuunna

(uaitmMenyBaHHs BHpoGHHKa JiKapchkoro 3acofy, KpaiHa MOXOKEHHA)

Bresero B Yipainy ToBapucrso 3 06MexeHoI0 BinnmosiganbHicTIo "Canos Ykpaina'",
inent. kox: 38419586

(naitmenysanns Ta kox 3a €JIPTIOY iopunuunol ocoby ado npizsuine, iM'a, o 6aTbKoBi Qizuunol
ocobu - mianpueMLd, ii MicLe NPOXKUBAHHS Ta peccTparliitnuil HoMep 00NiKOBOT KAPTKM MUIATHHKA
nojatkis abo cepis Ta HOMEp MacropTa)

Hporoxon Bizyansnoro konrpomio six 16.12.2024 Ne 3985/13.

3a pesynapTaTaMH JCPKABHOTO KOHTPONIO BCTAHOBICHO, IO JiKapchkuit 3aci6 BBeseHo B VYkpainy 3

JOTPHMAHHSIM BiMOT 3aKOHOZABCTBA OO 3a6e3MEUEHHA SKOCTI JIKapChKUX 3aC00IB.

—
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Ref: manual

Certificate of Conformity

Issued by:

Salutas Pharma GmbH
Otto-von-Guericke Allee 1
39179 Barleben

Germany
Tel:039203/71-0

Fax: 0392 03/71-77 70
Manufacturing License:
DE_ST_01_MIA_2023_0004

Material Name:
Trade Name:
Strength/Potency:
Dosage Form:
Package Type:
Package Size:
Material No.:
Batch:

Date of Manufacturing:

Expiry Date:
Manufacturing site

Releasing Site :

TORASEMID SDZ 100MG 20TAB V2 UA

TORASEMID SANDOZ® 100 MG
100 MG

TABLET

BLISTER

2PCx10PC

44116222

PD1563

02-JUL-2024

JUN-2027

SALUTAS PHARMA GMBH
Otto-von-Guericke-Allee 1
39179 Barleben (GERMANY)
Germany

SALUTAS PHARMA GMBH
Otto-von-Guericke-Allee 1
39179 Barleben (GERMANY)
Germany

Release Type: BATCH CERTIFICATION
Release date: 05-NOV-2024
Released Quantity: 12005 PC

License number: DE_ST_01_MIA_2023_000
4

License number: DE_ST_01_MIA_2023_000
4

Testing site: SALUTAS PHARMA GMBH License number:  DE_ST_01_MIA_2023_000
Otto-von-Guericke-Allee 1 4
39179 Barleben (GERMANY)
Germany

Importing country: Marketing Authorization Number:

Ukraine NeUA/9619/01/06

Components:

Material Name: TORASEMIDE TAB 100MG DE21 EU 01

Material No.: 42036553 Bulk Product Batch No.: NW5800

Total Bulk Quantity: 921413 PC

Manufacturing site

SALUTAS PHARMA GMBH
Otto-von-Guericke-Allee 1
39179 Barleben (GERMANY)

Germany

License number: DE_ST_01_MIA_2023_000
4

Page: 1/2
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*Electronically signed according to Sandoz electronic signature standards



Issued by:

Salutas Pharma GmbH
Otto-von-Guericke Allee 1
39179 Barleben

Germany

Tel: 039203/71-0

Fax: 039203/ 71-77 70
Manufacturing License:
DE_ST_01_MIA_2023_0004

Ref: manual
Certificate of Conformity B

Material Name: TORASEMID SDZ 100MG 20TAB V2 UA
Trade Name: TORASEMID SANDOZ® 100 MG
Material No.: 44116222 Batch: PD1563 J
Components:
Material Name: TORASEMIDE N AREV PW P1 EU 01
Material No.: 40007830 Active Pharm. Ingredient Batch No.: B724126
Manufacturing site Arevipharma GmbH

MEISSNER STRASSE 35

01445 RADEBEUL

Germany
Manufacturer batch: 2429866

Certification Statement

| 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 full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP.

Certificate comment:

During the course of manufacturing there were no deviations that may influence the release of the product.

Batch Release / Certification performed by: Stefanie Meyenberg, Qualified Person and Head QC
Batch Release / Certification Date/Time: 05-NOV-2024 / 08:13:24 UTC

Digitally signed by Meyenberg

Date of issue: Meyenberg Stefanie

DN: de=com, de=novartis, ou=people,
ou=5Z, serialNumber=1684910,

Stefa n i e cn=Meyenberg Stefanie

Date: 2024.11.12 15:41:55 +01°00"

@ oy

Page: 2/2 *Electronically signed according to Sandoz electronic signature standards



Issued By: Salutas Pharma GmbH
Otto-von-Guericke Allee 1,
39179 Barleben, Germany
Tel: 0392 03/71-0
Fax: 03 92 03/71-77 70
Manufacturing License:
DE_ST_01_MIA_2023_0004

Ref: manual .. .
Certificate of Analysis
Material Name: TORASEMID SDZ 100MG 20TAB V2 UA
Material No: 44116222 Batch: PD1563
Tests Requirements Results
Impurity B (EP)/Impurity A (USP) <=0.5% <0.1%
(HPLC)
Any other impurity (without synthetic by-products <=0.2% <01 %
already present in active substance)
(HPLC)
Total impurities (without synthetic by-products <=1.0% <0.1%
already present in active substance)
(HPLC)
Microbiological quality must comply )
(EP 5.1.4)
Material Tests Packaging material conforms to the requirements. Complies

Notes:

Characteristics uniform and legible.

Tests marked by (*) are conducted only as monitoring with the specified frequency.

Confirmation:

The batch complies with the testing monograph. It is hereby certified that the above information is authentic and accurate and that the
analysis records have been reviewed and found to be in compliance with GMP.

Batch Release / Certification performed by:

Batch Release / Certification Date/Time:

Date of issue:

Stefanie Meyenberg, Qualified Person and Head QC
05-NOV-2024 08:13:24 UTC

M b Digitally signed by Meyenberg Stefanie
eye n e rg DN: de=com, de=novartis, ou=people,
ou=5Z, serialNumber=1684910,

< =M b Stefani
Stefanie S Slenle i

Page 2 of 2

Electronically signed according to Sandoz electronic signature standards



Ref: manual

Issued By: Salutas Pharma GmbH

Tel: 039203/71-0
Fax: 0392 03/71-7770
Manufacturing License:

DE_ST_01_MIA_2023_0004

Certificate of Analysis

Otto-von-Guericke Allee 1,
39179 Barleben, Germany

Material Name:
Trade Name:

TORASEMID SDZ 100MG 20TAB V2 UA
TORASEMID SANDOZ® 100 MG

Material No: 44116222 Batch: PD1563
Bulk Material 1: 42036553 Bulk Batch 1: NW5900
Inspection Lot No.: 000409060444

Manufacturing Date: 02-JUL-2024 Expiry Date: JUN-2027
Printed expiry date 1: 06/2027

Customer: Sandoz Ukraine, Ukraine

Tests Requirements Results
Appearance white to off-white, round tablet with score notch Complies
(organoleptic) on both sides

Diameter 8.8 -9.2mm 9.1 mm
(in-house)

Average mass 195.7 - 216.3 mg 205.5 mg
(EP 2.9.5)

Uniformity of mass must comply Complies
(EP 2.9.5)

|dentification Torasemide must comply Complies
(HPLC)

Assay Torasemide 95 - 105 mg 100 mg
(HPLC)

Assay Torasemide [%] 95.0 - 105.0 % 100.0 %

(HPLC)

Dissolution after 30 min >=70 % (Q) Complies (n 1-6)
(uv)

Dissolution mean >=70 % 97 %

(uv)

Dissolution max. informative 98 %

(uv)

Dissolution min. Informative 95 %

(uv)

Page 10of 2 Electronically signed according to Sandoz electronic signature standards




Odropmnerno:

Cantotac dapma Mm6X
Otro-BoH-Ttopike-Annee 1
39179 bBaprieben
Himevdnna

Ten.: 039203/71-0

®akc: 0398203/71-7770
Niyensist Ha BUPo6GHULTBO:
DE_ST_01_MIA_2023 0004

Ne: pyunuit

| Ceptudikat BignosigHocTi

Hasga marepiany:
Toproea Hazga:

TOPACEMI[ CA3 100MI" 20TAB B2 YKP
TOPACEMIL CAHOO3® 100 MI

Cuna pillakTuBHiCTB: 100 MI”

JNlikapcbka dropma: TABINETKA

Tun ynakoBku: BIICTEP

Po3awmip ynakosku: 2WTx10WT

Ne Mavepiany: 44116222

Ne cepii: PD1563 Tun Bunycky: CEPTU®IKALLIA CEPIY
Oarta BupoGHuLUTRA: 02-NNN-2024 Harta Bunycky: 05-NnNC-2024

TepMiH npugaTHocTi: YEP-2027 BunyuleHa k-cThb; 12005 yn

BupoGHuya ainbuuus: CAMTIOTAC OAPMA T'MBEX Homep niyensil: DE_ST_01_MIA_2023 000

HAinbHuus BUMYCKY:

TecTyBaHHs cepii:

OtT0-BOH-I"tOpiKe-Annee 1
39179 bapnebeH (HIMEYYKMHA)
HiMeuuura

CANMIOTAC ®APMA T'MBX
OrtTo-BoH-opike-Annec 1
39179 bapnebeHx (HIMEYYIHA)
HimeyunHa

CANKOTAC ®APMA TMBX

Howmep niuensir:

Homep niuensii:

4

DE_ST_01_MIA_2023_000

4

DE_ST_01_MIA_2023_000

OrtTo-80H- topike-Ansiee 1 4
39179 Bapnebex (HIMEYYUMHA)
Himeuuura
Kpaina-imnoprep: Homep PeecrpauiiiHoro noceigueHns:
YkpaiHa Ne UA/9619/01/06
KomnoneuTu:
Ha3sBa matepiany: TOPACEMI TAB 100MI" AE21 €Y 01
Ne Marepiany: 42036553 Mpogykt in bulk  Cepis Ne: NW5900
3arankeHa KinekicTs in bulk: 921413 T
Bupo6Huua ginbHuys: CANKOTAC DAPMA M'MBX JMiueHsia No: DE_ST_01_MIA_2023 000

OrtT1o-BoH-Topike-Annee 1
39179 Bapneber (HIMEUYMHA)
Himeuunna

4

CropiHka: 1/2

*3aBipeHo enekTPOHHUM nignucoMm BignosigHo Ao CTaHAapTIB eNekTPOHHUX nianucis CaHpos




OdropmMneHo:

Cantotac ®apma MwbX
Otro-sor-Topike-Annee 1
39179 BapnebeH
HimeuyuHa

Ten.: 039203/71-0

daxe: 039203/ 71-7770
iueHais Ha BUPOOHWUTBO!
Ne: pyuHuin DE_ST_01_MIA_2023_0004

CepTudikat BinnosigHOCTI

Ha3sga matepiany: TOPACEMIJ CI3 100MI™ 20TAB B2 YKP

ToproBsa Ha3sBa: TOPACEMIl CAHOO3® 100 Mr

Ne Marepiany: 44116222 Ne cepil: PD1563
KoMnoHeHTu:

Hassa matepiany: TOPACEMI[] H APEB MB 11 €Y 01

Ne Marepiany: 40007830 AKTVBH. hapm. HrpeaieHT Cepis Ne: B724126

Bupo6HUYa AinbHULSA: Apegichapma Tm6X
BYNULA MENCHEPA 35
01445 PAJEBOMIb
HimeuuunHa

Cepis BupoGHMKa: 2429866

MonoxeHHA NpPo ceprtudikauiro

Llum nigreepaxyto [OCTOBIpHICTb Ta TOuHICTb BULLlEHaBEAEHOT inchopmatii. Us cepis NikapCbKoro 3acoby byna
BUrOTOBMEHA, BKIOYHO 3 yNakoBKOK/MapKyBaHHAM Ta KOHTPONEM SKOCTI Ha BULeHaBEeASHUX BUPOBHUUUX AiNbHULAX
y NOBHi# BignosigHocTi [0 BUMOT GMP micueBux perynsatopHux opraHis, @ Takox Ao cneuudikaii PeecTpauiiHoro
Hocbe kpaitu imnoprepa abo aiiny cneuudikauif [OCTiAKyBaHOro NiKapCLkoro 3acoby. [JaHi npo BUroTOBNEHHA,
yraKoBKy Ta aHanisu cepii 6yno nepesipeHo Ta niaTBEPAXEHO X BignoBiAHICTL CTAHAAPTaM GMP.

KomenTap fo ceptucbikaty:

B npoueci BupobruLTEa { naKyBaHHS He BUABNEHO BiAXVNEHb, WO 3AATHI BNIMHYTU Ha BUMYCK NPOAYKTY.

Bunyck cepii / Ceprudikauis BUkoHaHa: Stefanie Meyenberg, YnosHoBaxeHa ocoba KepieHuk KA-FN®
Bunyck cepii / Ceprudikauin [lata/Mac: 05-TUC-2024 / 08:13:24 BKH
Dara/Mac ocopmneHHs cepTudikary: JEnekmpoHHut midnuc

[ama: 12.11.2024 15:41:55 +01°007/

CropiHka: 2/2 *3aBipeHo enekTpoHHUM nipnucom sianoBiaHO A0 cTaHpgapTis eNeKTPOHHAX nignucis CaHpos



Peecr.: pyunuir

Odopmneno:

Ceptudikar AHanizy

Caniorac ®apma Frm6X
Otro-soH-Tiopike-Annec 1
39179 Bapnie6eH, Himeuunna
Ten.: 039203/71-0
Pake: 039203/71-77 70
Niuensis na BUPOGHULTBO:
DE__ST_O1__MIA_2023q0004

Hasea npogykry:
Toproea Hasga:

TOPACEMIf1 CA3 100Mr 20TAE B2 YKP
TOPACEMI[] CAHO,0O3® 100 MI

Ne matepiany: 44116222 Ne cepif: PD1563
Marepian in bulk 1: 42036553 Ne cepii in bulk: NW5900
KoHTponbHa cepis Ne: 000409060444

BPata Bupo6HuyTea: 02-Nn-2024 TepMiH npuaaTHocTi: YEP-2027
TepMiH npuaatHocTi Ha 06/2027

ynakosu;i 1:

3amoBHuUK: CaHpos Ykpaina, Ykpaina

Tectn Bumoru Pesynbrartu
30BHiLLHIM BUrNsg Kpyrni Tabnetku 6inoro abo mMawxe Binoro Binnosinae
(opraHonenTmuHo) KONbOPY 3 pUCKOID 3 060X Bokig

Hiametp 8,8 -9,2 Mm 9,1 Mm
(meTog dipmn)

CepegHs Maca 195,7 - 216,3 mr 205,5 vr
(E€sp. ®. 2.9.5)

OpHopignicTs Macy Mae BignosigaTy Bignosigae
(€Bp. ®. 2.9.5)

laeHTudikauis Topacewmig Mag BigrosigaTu Bignosigae
(BEPX)

KinbkicHe BuaHaueHHs Topacewmig 95 - 105 mr 100 mr
(BEPX)

KinbkicHe BusHayeHHs Topacewmis [%] 95,0 — 105,0 % 100,0 %

(BEPX)

PosunHeHHs yepes 30 xaunug

(Yo)

PosunHeHHs cepeaHe
(Yo)

PosunHeHHst makc.
(Yo)

PosunHeHHs Min.
(Yo)

270 % (Q)
270 %
IHchopmaTusHo

IHthopmaTuBHO

Bignosigae (n 1-6)

97 %

98 %

95 %

CropiHka 1 3 2

3aBipeHo E€NEeKTPOHHUM nignucom BiAnosigHo ao CTaHAapTiB eneKTPOHHUX nignucie Cangos



Cantorac ®apma Fm6X
OTto-BoH-Ttopike-Annee 1
39179 Bapneben, HimeuuuHa
Ten.: 039203/71-0

daxc: 039203/ 7177 70
NiyeHsia Ha BUpOGHULTBO!
DE_ST_01_MIA_2023_0004

OdropmneHo:

PeecT.: py4Hun

Ceptudikar AHanisy

Hazpa npopayKTy: TOPACEMIL, CA3 100MI" 20TAB B2 YKP
Ne Marepiany: 44116222 Ne cepii: PD1563
Tectu Bumoru PesynbTatu

e

Jowmiluka B (Eep.®.) / Domilka A <0,5% <0,1%
(®.CWA.)

(BEPX)

KosHol okpeMoi DOMILLKN (nomiLukK <0,2% <01 %

rOTOBOFO MPOAYKTY, AKi He npUCYTHI B
aKTVBHiN cyBeTanuil siK cynyTH
npoaykTh CUHTESY)

(BEPX)

Cyma [OMILLIOK (mOMiLLKK rOTOBOTO <1,0% <0,1%
npoaykry, Akl He NPUCYTHI B aKTUBHIN
cyBeTanuii siK CynyTHi NPOAYKTY

CUHTE3Y)

(BEPX)

Mikpo6ionoriyHa JucToTa Mmae signosigaT "

(€sp.®.5.1.4)

[Tepesipka nakysanbHOro marepiany MakysanbHUi maTepian Bianosiaae sumoram.  Bignosinae
XapakTepucTuku HasegneHi arigHo 8i
cTaHpaapToMm i posbipnueo.

NpumiTkn:

TecTi npoMapkosaHi aK (*) npoBOAATLCS 3 METOK MOHITOPUHTY i3 BCTAHOBMEHOO nepiopnHHICTIO.

NigreepAXeHHs:

Lia cepis NPOAYKTY Bignosigae meTodam KOHTpOIH0. Takum YMHOM, niaTBepMKYETHCA, WO BULLieBKa3aHa
iHcpopmalnis € [OCTOBIPHOO | TO4HOO, @ TaKoX, Lo pesdynbraTu aHaniais nepesipeHi BignoBigalTe BUMOram
HanexHo! BUPOBHHOT NPaKTUKA.

Bunyck cepii / CepTudikauia BUKOHaHA: Stefanie Meyenberg, VrosHoBaxeHa ocoba Kepishuk KA-TNO
Bunyck cepii / CepTudikauii flata | Yac: 05-NNC-2024 / 08:13:24 BKY
CepTudpikar odopmnieHnit paaTa [ vac: /EnekmpoHHull mionuc

[ama: 12.11.2024 15:41:11 +01°007/

Digilaly signed by Fedochenko Tetiana
F e d O Ch en ko ON: des com, dg=novarlis, 0uspaOpie.
0u=52, seriaiNumber=2116816,
. en=Fedochenko Tetana
Tetl a n a Ruason: Sandaz Ukraing QP on import

Date: 2024,12.10 14:36:50 10200

Cropirka 232 *3aBipeHo eneKTpOHHUM nignucom BignosiAHo A0 CTaHAapTIB eNeKTPOHHUX nignucie CaHpo3
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