Better Health, Brighter Future

Page 1 of 2

CERTIFICATE OF COMPLIANCE
CEPTUDUKAT COOTBETCTBUS

Name of Product:
Ha3saHnne npenapara:

Strength / Potency:

ADCETRIS® 50 mg
AALUETPUC® 50 mr

50 mg Brentuximab vedotin

Moza/Conepxanne geAcrayowmx sewecrs: 50 Mr bpeHTykcumab BefoOTUH

Dosage form:
JlexapcreenHnan opma:

Package size / Ynaxoska:

Importing country / Ctpana nmnoprep:
Material number / Homep marepnana:
Batch number / Homep cepunn:

Date of manufacture / lata npon3Bo4cTea:
Expiry date / Cpox rogHocTu:

Batch size / Paamep cepun:

Marketing Authorisation number:

powder for concentrate for solution for infusion
NMODUIN3AET ANF NPUrOTOBNEHNS KOHUEHTpAaTa Ans
npuroToB/IeHNS pacTeopa A1 MHPy3niAa

1 vial / 1 ¢pnakoH

Russia / Poccus

6138796

12805930

12/05/2024

30/04/2028

4800

LP-003476

Homep peruncrpaunonHoro yaocrosepexnms: JI[1-003476

Name and address of manufacturing and quality control sites:
Hassanme n agpec U3rorosuTenei/Npon3soauTenei-nPonu3BoL4CTBEHHbIX NAOWagok:

API Manufacturer /lpounssogurens cybcTaHumm

Piramal Healthcare UK Limited/
lMupaman Xecnkeap KOke Jltg

Manufacturer /Mpon3socanrens

BSP Pharmaceuticals S.p.A., Italy/
BCIT ®apmacsiotukanc C.n.A, Uranusa

Packager (secondary (consumer) package)/

YnakoBwwuk (BTOpH4Has (noTpebutensckas) ynakoska)

Takeda Austria GmbH, Austria/
Takena Asctpus TM6X, ABCcTpusi

Release quality control /
Beitnyckatouyuit Kokmpons kayecmsa

Takeda Austria GmbH, Austria/
Taxeda Aecmpus I'm6X, Aecmpus

Packaging /Ynakoska

\
2\ Cxaap

50 mg of brentuximab vedotin per a transparent type [ glass vial,
sealed with a rubber stopper, crimped with an aluminum cap
with polypropylene cover.

medical use.

Tamper-evident stickers are applied on the pack./

Mo 50 mr 6peHTyxcumaba BegoTuHa Bo ¢pakoHe mn3
npo3paYHoro crekna | Tuna, ykynopeHHoM pe3uHOBON
MPO6KOM, 06XaTON KONNAYKOM ANOMUHNEBBIM C KDBILLKOW 13
nonunponuaeHa.

OaunH nakoH NOMeLLaoT B KAPTOHHYIO Na4yKy BMEcTe ¢
MHCTPYKUMEHA M0 MEAVNLMHCKOMY MDUMEHEHUIO.

Ha nayky HakneuBaloT 3alnTHbIE HAKNekn ansa

KOHTPOJIA NepBOro BCKPbLITUA yNakoBKu.

Labeling /Mapkuposka:

In accordance with the normative document/
B coorsercreumn ¢ HA.

One vial is placed in a cardboard pack together with instructions for
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I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the destination country/countries.

LanHbiM JOKYMEHTOM yTBEPXAAETCH, 4TO Ha3BaHHbIe rpenaparsl Obi/id NPOU3BEAEHbI B COOTBETCTBAN

C MOJIOXEHWAMW HaLexalwei Nnpon3soacTeeHHon npaktuku (GMP).

AanHbIM 4OKYMEHTOM yTBEDXAAETCA, YTO Ha3BaHHLIE MPernaparsi COOTBETCTBOBANN yTBEPXAEHHBIM CrieunpukaLmam.

Note: This product must be stored and transported between 2°C and 8°C
MpumeyaHwe: naHHbIA NPenapar AoMKeH XpaHUTeCs U TPaHCNOPTMPOBATLCA NMpu Temneparype 2 - 8°C.

Signed / Mognucaro: ™~

Date / flara: 05. SEP. 2024

Qual Person
Dr. Sonja Grill
TAKEDA AUSTRIA / Takena Asctpums
St. Peter-Strafie 25 / Cr. lNerep-LUrtpacce 25
4020 Linz / Austria / 4020 JluHy, AscTpus
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04.09.2024 - QA/KA

Product: ADCETRIS® 50 mg
Mpenapar: AQUETPHUC® 50 mr

Batch No. / Homep cepun: 12805930

Specification / Cneynduxaymns
Tests / TecTst Results / Peaynstarsi pecifl inhoal
0600X-SPF-0000093.01
(No. JII1-003476-070721 var 1, 2)
(0600X-SPF-0000071.01 / SGN-35-40780 v 5)
Imaged capillary Isoelectric Focusing (iclEF): | conforms identity confirmed
KanunnspHoe n3oanektipuyeckoe
pokycuposaHue: COOTBETCTBYET NoANMHHOCTL NOATBEPXAEHA
Strength / foauposka:
Conjugate content. 55.9 mgivial 49.0 - 61.0 mg/vial
KonuvectBseHHoe onpegeneqHne: 55.9 Mr/pnakoH 49.0 - 61.0 mr/¢pnaxkoH
Potency / AKTUBHOCTD:
HIC average drug-to-antibody ratio (MRp): 4.0 MRp 3.5-4.5MRp
OnpegeneHne CPeaHEro MOAsipHOro
OTHOLUEHNS OCHOBHOMO AACTBYIOWErD
sewecrtsa (SGN-35) k avrureny (MRp): 4.0 MRy 3.5 - 4.5 MRp
Cytotoxicity assay: 102 % 75 — 145 % relative potency
OueHka LUMTOTOKCHYECKOro 4erCTemns Ha
KYNbTYpY KAETOK: 102 % 75 - 145 % oTHOCUTENILHO CTaHaapTHoro obpa3sya
Binding enzyme linked immunosorbent assay
(Binding ELISA): 101 % 75 = 125 % relative binding
CneunguyHocTs caazbiBaHns (UPA): 101 % 75 - 125 % OTHOCWUTENLHO CTaHZapTHOro obpasua
Purity / Yucrora:
Size Exclusion Chromatography (SEC):
BbiCOKO3(pGEKTUBHAS IKCKMOINOHHAS
xXpomarorpagus:
Monomer: 96.9 % >94.0% m—
. . Kﬁaercm;‘"«
MoHomep. 96.9 % >94.0% “;é“y'\ e
HMW (high molecular weight): 1.0 % <4.0% 5
BMC ( BbICOKOMONEKYISPHAS M30OPMa): 1.0 % <4.0% 5/ _ “Takena
3] Lg!.‘:\fx. AChIOTUKanr" ]S
LMW (low molecular weight): 2.1% <40% AU Li,‘h LT,
HMC (Hn3komonekynspHas u3opopma): 2.1% <4.0% Ji\
Drug load / Cogepxanne npenapara: . "f‘
HIC unconjugated antibody (cAC10): 6.3 % 3.0-9.0%
OnpeneneHne HEKOHLIOrMPOBaHHkIX aHTuten: | 6.3 % 30-90%
Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmbH,
St. Peter-Strasse 25 Gesellschaft mit beschrankter Limited Liability Company, Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the Linz
Tel. +43 73269190 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Cesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592
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page 1/4

cTpanuua 1/4 04.09.2024 - QA/KA

Product: ADCETRIS® 50 mg
Npenapar: AQUETPHUC® 50 mr

Batch No. / Homep cepun: 12805930

Manufacture date / fata narotosnenns: 12/05/2024

Expiry date / FTonen go: 30/04/2028
Specification / Cneynduxauns
Tests / Tecrsi Results / Peaynetatsi | 0600X-SPF-0000093.01
(No. J1I1-003476-070721 var 1, 2)
(0600X-SPF-0000071.01 / SGN-35-40780 v 5)
Quality / KavecTBo:

Appearance of drug product:

Onucanne nekapcTseHHOro npenapara:

Appearance of reconstituted solution:

OnuvcaHne BOCCTaHOBAEHHOMO PacTeopa:

PH of reconstituted solution:
pH BOCCTaHOBNEHHOIO PacTBopa:
Osmolality of reconstituted solution:

OCMOﬂﬂﬂbHOCTb BOCCTaHOBNEHHOIo
pacTsopa:

Particulate matter:
MexaHu4ecKne BKITYEeHUS!

> 10 um / mMxm:

>25 um/ Mkm:
Residual moisture / Boga:
Reconstitution time:
Bpems BoccTaHoBneHUs npenapara:
Content uniformity:
OaHoOpoAHOCTL A03UPOBAHUSA:
Identity / MognuHHOCTS:

Hydrophobic Interaction
Chromatography (HIC):

Xpomarorpagus rugpodobHbix
B3aUMOLACHCTBINIA:

conforms white to off-white cake or powder

coorseTcTeyer Macca wav nopowok 6enoro nan no4ytv 6enoro
usera

conforms clear to slightly opalescent, colourless solution

COOTBETCTBYET oT 6eCLUBETHOIO A0 XE/TOBATOr0, NPO3PayHbiii
WM cnerka onanecuympyrowmii 6ecyBeTHbIA
pactsop

6.6 6.1-7.1

6.6 6.1-7.1

267 mOsm/kg 255 — 280 mOsm/kg

267 mOcMmons/Kr 255 -~ 280 mOcmons/kr

256 particles / vactiny | <6000 particles / yactuy

0 particles / 4vacruy < 600 particles / yactuy
0.7 % < 2.0 % (w/w) water / (w/w)
28 seconds < 180 seconds
28 cexyHa < 180 cekyHA
—
conforms 0‘637@:{}3}1 Eur. 2.9.40, USP <905>
COOTBETCTBYET 3 “y —me?cmyer Tpe6osBannam Esp. @apm. 2.9.40
e N\
IS V2
(=] - \g
g orfeena I\
S ®apvatbTRKAAC F'
conforms 2\ (| adentity c/my'ihnea’

no,qﬂuwtigrb nogTeepxaeHa
- -«-’/ "\
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CERTIFICATE OF ANALYSIS
Ceprucukar aHanunsza
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cTpaHuua 3/4 04.09.2024 - QA/KA

Product: ADCETRIS® 50 mg
Npenapar: AQUETPHUC® 50 mr
Batch No. / Homep cepun: 12805930
Tests / Tectbi Results / Peaynbsratbi SERCOCOBN O
0600X-SPF-0000093.01
(No. JTIT-003476-070721 var 1, 2)
(0600X-SPF-0000071.01 / SGN-35-40780 v 5)
Conjugate distribution: conforms chromatogram comparable with reference
PacnpepneneHne koHbiorarta: coorsercrayer XPOMATOrpamMma CpasHuMa ¢ 3Taf0HOM
Free drug related impurities (RP-HPLC):
CB060aHbIE POACTBEHHLIE MPUMECH!
SGD-1010: not detected <0.02 % wiw
He 06HapyxeHo <0.02 % w/w
SGD-1427: < LoQ <0.13 % wiw
<lLo@Q <0.13 % w/w
TO1*: < LoQ <0.13 % ww
< Lo@ <0.13 % w/w
Report all species > 0.05 % w/w: no species > 0.05 %
Bce suge! pparmenros > 0,05 %: pparMeHTsi
orcyrcreyror > 0.05 %
Imaged capillary Isoelectric Focusing (icIEF):
KanunnapHoe n303anexTpuyeckoe
@okycupoBaHme:
Main / OcHoBHebl€: 50.3 % >40.0%
Acidic / KucrnotHeie: 26.1 % <35.0%
conforms profile comparable to reference
cooTBeTcTByeT npoguns COOTBETCTBYET CTaHAapTHOMY 06paszuy
Capillary Electrophoresis Sodium Dodecyl
Sulfate (CE-SDS):
KanunnapHeii 3n1eKTpogopes B npUCyTCTBUN ’;”ﬁﬁ;@w
aogeunncynsara HaTpusa: o #, o
Reduced - Total Purity: 96.7 % >94.0% {:’/ $ N \
fa “ ‘ \ 2, '\
B BOCCTAHABNNBAIOLLWMX YCNOBUAX — 7 ":'?J . _Taf\'(‘l'a \= x}
O6Lan wcroTa: 96.7 % >94.0% \ waj "r:éi},.f?}‘;i o .;;_é.:,
Non-reduced - Total Purity: 96.7 % >93.0% o //;g‘§732i!
V4
B HEBOCCTAHaB/INBAKOLLNX YCNOBUAX — R ?,; —: o
O6was wicTora: 96.7 % >93.0 % e

Takeda Austria GmbH
St. Peter-Strasse 25
A-4020 Linz

Tel. +43 73269190
Fax +43 732 65 60 66
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Haftung, Registriert beim Landes-
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DVR 0497592

Takeda Austria GmbH,

Limited Liability Company, Registered
in the Companies Register of the Linz
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04.09.2024 - QA/KA

Product: ADCETRIS® 50 mg
Npenapar: AQUETPAC® 50 mr

Batch No. / Homep cepun: 12805930

Specification / C
Tests / TecTsi Results / Peaynstarsi IECIGLIER / ORI
0600X-SPF-0000093.01
(No. JIIT-003476-070721 var 1, 2)
(0600X-SPF-0000071.01 / SGN-35-40780 v 5)
conforms profile comparable to reference
coOoTBETCTBYET npogune geicreywwero seujectsa (SGN-35)
A0/1XeH COOTBETCTBOBAThL MNPoguMIo cTaHaapTa
Safety / BeaonacHocTs:
Endotoxin: < 0.06 EUmg <0.25 EU/mg
baktepunansHble 3HAOTOKCUHBI! < 0.06 E3/Mr < 0.25 E3/mr
Sterility / CTepuabHOCTs: no growth / Het pocra | no growth / HeT pocra

Used API / Ucnons3oBaHHsie APC:

API/ A@C: Brentuximab vedotin / BpeHTykcumab BeAOTUH

Batch number of API/ 12340830, 12357870, 12340866

Homep cepuun AQC:

Manufacturer: Piramal Healthcare Uk Ltd
Earls Road, Grangemouth Stirlingshire

Scotland FK3 8XG UK

lNpoussoguTens: lNupaman Xenckeap KOkev Jlta

3pnc-poya, FpedHaxmyT, CTepauHrinp
WoTtnavausa FK3 8XG BenukobpuraHunsa

* TQI=Total quantifiable impurities includes sum of all quantifiable impurities, idenri{_t_'e_'i and unidentified
2 OTBET o

EHHOE JIHLIO E\

2 : o
Quzzi:ﬂ F;"rsc.n \“'g FT“—"“K 5 A,’;;
Takeda Austria GmbH Takeda Austria GmbH, Takeda Austria GmbH,
St. Peter-Strasse 25 Cesellschaft mit beschrénkter Limited Liability Company, Registered
A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the Linz
Tel. +43 73269190 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Cesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 0497592




PEAEPAABHAR CAVKBA T10 HAAIOPY
B COEPE 3APABOOXPAHEHMA

«CBejeHNA, BHEeCEeHHbIe B aBTOMaTU3NPOBaHHYIO MHPOPMaLUMOHHYII0 cucTemy Poc3apaBHan3opa nepeg BBOAOM B
rpaxaaHcknina obopoT cepuid, NapTUl NeKapCcTBeHHbIX cpeacTs/ MHdopmMauma o BulgaHHblx POCc3gpaBHaA30poM paspelleHunax
Ha BBO/J, B rpaxaaHckuil obopoT B Poccuiickon degepaynmn cepum uam napTmm MMMyHOBMONOrMYeckoro NeKapcTBeHHoro
npenapara, No cocrtoaHuio Ha 30.09.2025 10:14»

ara puecenns s
ANC
Pocaapasnamgsopa

[pouwssoanrens Oprauusauma. Hovep ob
(BBINY CKAKOWHI a Coeaenus o Cramax NpoM3Boct sa BB CTHBUIAA B cepuH, AT JIC
poib) TPAKIANCKNT 0D0poT napTHu HJI (nomep, nara)

17.10.2024

Takena Aectpus I'mOX, Asctpus (¥ B/ pacoBuMK

ena Asctpus OO0 "Taxena

dapmacuoTHRaC"

ABCTpus 12805930




