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SANDOZ Breinyuen:
Jlex PapMacelOTHKA3 1.1
Beposiukosa, 57
1526 Jliwbmsana, Cnopenus
Ten.: +386 1 5802111
Cepinka: 2208251523 Maxc: + 386 1 5683517
www.lek.si
Jlnnensus Ha NPOM3BOJICTBO:
800-6/2024-14
CEPTU®UKAT COOTBETCTBUA
MMpoaykr: VSIQQ (BU3KbIO) LIVI 6MI" 0.05MJI RU
Toproeoe HaMMeHOBaAHHE: BEOVU/VSIQQ (BU3KbIO)
Jdo3upoBka: 6 MI' /0.05 MJI
JlexapcrBenHas popma: PacTBOP Ul BHYTPHIJIA3HOIO BBEICHHMS
YnakoBka: ®nakoH
O0bemM ynakoBKH: I ¢1. x 0.05 mn
Homep marepuaJia: 44105732 Tun BeINYCKA: cepTHDUKALIMSA CEPUH
Cepus: PR5760
JlaTa npou3Bo/cTBa: 04.03.2025 Jlara Beinycka: 22.08.2025
CpokK roaHocTu: 28.02.2027 Kosmmuecrso: 27714 yn.
IIpousBoaHTEIb: Jlex ®apmaceroTukaic a.a.  Jinuensusi: 800-6/2024-14
Beposiukosa, 57
1526 JIrobnsua,
CioBeHus
ILiomanka, ocymecrsiasiiomasi  Jlex @apmacsiotukaic a4, Jinnensusi: 800-6/2024-14
BbIIIYCK: Beposiukosa 57
1526 Jlrwobnsana
Cnosenus
MARS kon: 775955
CrpaHa Ha3HAYEHHH: PerucrpaunonHoe yjocropepenue:
Poccuiickas ®eaepauus JITI-006598
Cocras:
Ipoaykr BRLCZMB LIVI 6MI'/0.05MJI NOVA .011 SH GE
Kox 42033741 Oank Cepusn: PN9709
Ipoussoaureinb Hoaptuc ®@apma llteitn AI'
[HagdxaysepTpacce
4332 lllreitn
lIseiinapus
Cepus IpoH3BOJAHTEIS SMRAS
3akinouenne:
HacTosiiuuM MoATBEPKAaK0 JI0CTOBEPHOCTb W TOUHOCTDb BbillleyKa3aHHOH nHpopmauuu. [lanHas
cepus npenapata GbU1a IPOU3BE/CHA, YIIAKOBAHA H HCTIBITAHA HA KAYECTBO HA BBILICYKa3aHHOM/bIX
3aBojie/ax B TOJIHOM cOOTBeTCTBHM ¢ TpeboBanusimu «GMP» rocyaapCTBeHHbIX OpraHoB
PErucTpalMy U B COOTBETCTBHH C PETrMCTPALMOHHBIM YAOCTOBEPECHHEM, BBIIAHHOM B CTpaHe
umnoprepa. JlaHHble 00 HM3rOTOBJICHMM, YNAKOBKE M aHanu3ax cepuu Obuld [IPOBEPEHBI H
MOATBEPHKICHO UX COOTBETCTBHE yCn0BHAM «GMP».

* B nannom JIOKYMCHTC NOCTABJICHA WICKTPOHHAA MOANKCH B COOTBETCTBHH CO CTAHIAPTOM Cannos
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SANDOZ Brnyues:

Jlex ®apmacbloTHKAT3 110

Beposmikosa, 57

1526 Jliobnsna, CnoBeHHA

Ten.: +386 1 5802111
Ccbinka: 2208251523 Mdaxc: + 386 1 5683517

www.lek.si

JInuensus na npoM3BOACTBO:

800-6/2024-14

CEPTH®UKAT COOTBETCTBHSA

IMpoaykr VSIQQ (BU3KbIO) ILIVI 6MI" 0.05MJI RU
Toprosoe HauMeHOBAHHE: BEOVU/VSIQQ (BU3KbIO)

Kon: 44105732 Cepusi: PR5760
Kommenrapuu:

Bo BpeMs NPOM3BOACTBCHHBIX ONEPALMIi HE MPOH3OIUI0 HHKAKMX OTKIOHCHMI, KOTOpbie MO/ Obl MOBIHATL HA
peanu3alHio NpoayKTa.

[lpoayKT NpoaHaIH3APOBaH, MPOMApPKUPOBaH M yrakopan B cootsercTeiu ¢ HJL: JIT1-006598-241120 n3m. 1-5.
Crelylouue yNakoBOYHBIC MaTepHaILl ObUIH HCIIONBL30BAHBI MapKHpoBKa: 46336443; uucTpykumns: 46338827;
KopoOka: 46341905,

XPAHEHME: Xpanuts B 3aUIHIIECHHOM OT cBeTa MecTe npH Temnepatype 2-8°C. He 3amopaxuBaTh.

CPOK I'OJIHOCTM: 2 roaa.

Jl03MPOBKY, yKa3aHHYI0 B ZaHHOM CEPTH(IMKATE COOTBETCTBHSA H aHAJIN3A, CEAYET HHTEPIPETHPOBATDL Kak 120 Mr/mi.
Pa3sMep ynakoBKH, yKasaHHbIH B JAHHOM CepTH(HKATE COOTBETCTBHA M aHANIH3a, CJICYCT MHTCPIPETHPOBATH Kak |
tnakon emkoctbio 0,23 MIT B KOMIJICKTE C HIJIO# ¢ pUALTPOM.

Ceprudpuxar GMP Ne: 450-12/2024-2.

Haumenosaune ADC — bponyunsymab, cepus B595622.

Ipoussoautens ADC: Hosapruc dapmaceiotikan Manbiodexuypunr 'm6X, Biochemiestrasse 10, 6250 Kynuis,
ABCTpHS.

Cannos 'm6X 6bin nepenmenosan B Hosaptuce MapmaceioTukan Maubtodexaypunr ['m6X.

Beinyck cepun / Ceprudukar co3ia Anita Skof, ynoinHomMo4eHHOE JIMLIO
Boinyck cepun / Jlata ceprudukara / Bpems  22-08-2025/ 13:22:10 UTC
Jlata coznanus ceprudukara / Bpems 22-08-2025/13:23:13 UTC

* B nanHoM JIOKYMEHTE [MOCTaBJICHA JICKTPOHHAA MOANHCH B COOTBETCTBHH CO CTAHAAPTOM Canyios
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) NOVARTIS

lMpousseaeno:

Hosapruc ®apma [lreiin AI'

Iadupxaysepurrpacce
4332 Ureiin
lseitnapus

CEPTHO®UKAT AHAJIM3A

NeCH120100562800

(TypbuanmeTpus)

Liset pactBopa

Liser pacTBOpa

pH (PP 7009582 008 R 02)

pH (PP _7009582_008_R_03)

Oxpacka npenapara He J0JDKHA
npebiBbILATh 3TanoH BY6 Epp. @.

Ot GecuBeTHOro 10 clerka KOpHYHEBaTo-
HKEJNTOro

7.1-7.4
7.0-7.4

[poaykr: BEOVU LIVI 6MG 22GLW 0.05ML.011
Inobanbubiii maTepnan Ne: 893420 Cepus No: SMRAS
JlaTa npon3BojacTBa: 04-03-2025 Anauns Ne: 4100557569
Tecrosas monorpagusn: PP_7009582 008_R 02+
PP_7009582 008 R 03

Tecrnl TpedoBannn PesyabTaTnl
Onucanue nakona becupeTnblii crekmnunbii dnakon 2 M, CooTBeTCTBYET

cepasi pe3HHOBas npoOka, anOMHHHCBLIH

KOJINavokK ¢ (PHONETOBOH

OTLICIKHUBAIOILCHCA KPBILIKOH
Onucanue pacTsopa Ot npo3pauHoro 1o ciaerka CootseTtcTByET
(TypOuaumMeTpHs) OMaNeCUHpPYIOUIEro pacTBop
OnucaHue pacTsopa He 6onee 18 NTU 9NTU

COOTBETCTBYET ITAIOHY
BY7 (Esp. @)

Cnerka KopH4HEBaTO-
KENTBIH

7.2
7.2
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!>y NOVARTIS

[Iponsseneno:

Hosaprtuc ®apma Llreiin AT
[Haddxaysepiurpacce

4332 Ulrciin

llsciinapus

Ne CH120100562800

CEPTU®UKAT AHAJIU3A

OCcMOIANBLHOCTD MOHHKCHHEM
TOYKH 3aMCp3aHHus

Buaumeie NOCTOPOHHHC
BKJIIOYCHHSA

Mexann4eckne BKMoYcHus | aTamn,
CUCTHO-(POTOMETPHUECKHI METOL:
Yactuust >=10 MKM (€1HHHIIBI:
yacTHL/ M)

MexanndeckHe Baouenus | sram,
CYETHO-(POTOMETPHYECKHH METO:
YacTtuubl >=25 MKM (CIHHHIIbI
qacTuw mi)

MexannueckHe BKIoucHHA 1 Jrar,
CYCTHO-(POTOMETPHUECKHH METO:
Yactraus! >=50 MKM (€IHHHITL
qacTHIY M)

240 - 340 MmOcm/kr

[IpakTuiecky cBODOACH OT BUAHMBIX
HacTHL

He 6onee 50

He 6onee 5

He oonee 2

Iponykr: BEOVU LIVI 6MG 22GLW 0.05ML.011

Inodanbubiii MaTepuan Ne: 893420 Cepus Ne: SMRAS
Tecrnt Tpebosannn PesyabTaTsl
O6beM B KoHTElHEPE He menee 0.20 mn 0.23 mn

278 mOcm/Kr

CooTBercTBYET

(557

58]
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) NOVARTIS

CEPTHO®UKAT AHAJIM3A
Ne CH120100562800

[ponsseneno:

Hosaptuc dapwma Llreiin Al
agdxaysepurpacce

4332 Ulreiin

lsciinapus

Inobanbubiii maTepuan Ne: 893420

Mpoaykr: BEOVU LIVI 6MG 22GLW 0.05ML.011

SMRAS

TecTnt TpeboBanus

Pesyabrarsi

[loanuHHOCTB ¥ YHCTOTa
AHHOHOOOMEHHOH
xpomatorpadueii (AEX):
Bponyuuszymab
[ToamMHHOCTL M YHCTOTA He menee 95.0 %
AHHOHOOOMCHHOH
xpomatorpaducii (AEX): Uncrora
[NMouHHHOCTE H YHCTOTA He Gonee 3.5 %
AHHOHOOOMEHHOH
xpomartorpadueii (AEX): Cymma
KHCJIOTHbIX BAPHAHTOB
IMopmuHHOCTD M YHCTOTA He Gonee 2.5 %
AHHOHOOOMEHHON
xpomarorpadueii (AEX): Cymma
IICTOYHBIX BAPHAHTOB

YucToTa IKCKIO3HOHHOH He menee 99.5 %
xpomarorpadueii (SEC): Monomep

YucroTa YKCKIIO3HOHHOH He Gonee 0.5 %
xpomatorpadueii (SEC): Cymma

arperaTros

CooTBeTCTBYET CTAHIAPTY

CooTBeTCTBYET CTAHAAPTY

99.1 %

0.81 %

0.1%

100.0 %

<0.1 %
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!> NOVARTIS

[lponsseacno:

Hosapruc ®apma Leiin AT
[lagdxayscpurpacce

4332 Wrciin

Ulsciimapus

CEPTUO®UKAT AHAJIM3A
Ne CH120100562800

Ipoayxkr:

BEOVU LIVI 6MG 22GLW 0.05ML.011

[ToaIMHHOCTD H YHCTOTA METOJIOM
CE-SDS (BoccTaHaB/JIMBAIOIIHE H
HECBOCCTAHABIHBAIOIIHE YCJIOBHA):
bponyunsymab

TToAMMHHOCTD W YHCTOTA METOZIOM
CE-SDS (BoccTaHaBIHBAIOLIHE
ycnosust): Yncrora

MHKPOOPraHH3MOB

CooTBeTCTBYCT CTAHAAPTY

He mence 98.0 %

Iiobanbubiii maTepua Ne: 893420 Cepus Ne: SMRAR
Tectnl Tpebosanns PesyanTaTsl
KonuuecTsenHoe onpeaeienne 90 —-110% 100 %

6enka metogoMm Y@ (zasBnecHHOE

conepxanue %): RTH258

KonuuecTBennoe onpenenenue 0.01-0.03 % 0.02 %
crabunusaropa: [Tonmcopbar 80

bakTtepHalbHbIC JHIOTOKCHHBI < 1.5 ED/mn <0.1 ED/Mn
(BET)

CrepHabHOCTD He obnapyxeHo jKH3HecnocoOHbIX CootseTcTBYET

CooTBeTCTBYET CTAHAAPTY

99.8 %
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) NOVARTIS

[ponsseneno:

Hosapmic ®apma Llteitn AT
[Haddxaysepurrpacee

4332 Wlreiin

Uiseiinapus

CEPTHO®HUKAT AHAJIU3A

Ne CH120100562800

[nobanbubiii MaTepuasn Ne: 893420

Mpoaykr: BEOVU LIVI 6MG 22GLW 0.05ML.011

Cepus Ne: SMRAS

Tecrni

TpebGopanns

PesyanTaTni

[ToanuHHOCTE W YHCTOTA METOLOM
CE-SDS (BoccTaHaBaHBaOIHE
ycnosus): Cymma npuMeceii

[ToanuHHOCTE W YHCTOTA METOAOM
CE-SDS (HeBOCCTaHABJIHBAIOLIHE
ycnosus): Uncrora

[TomHHHOCTE H YHCTOTa METOJIOM
CE-SDS (HeBoccTaHaBIHBAIONIHE
ycnosus): Cymma npumeceit

Axtusnocts/Unrnbuposanye
nponudepanun (OTHOCHTEILHASA
Onosnoruyeckas akTUBHOCTH 110
CPaBHEHHIO € ITATOHHBIM
BCILECTBOM)

He 6onee 2.0 %

He menee 98.5 %

He 6onee 1.5 %

75-130%

0.2%

100.0 %

<0.1%

97 %

Jakawouenue:

CCPHSI COOTBCTCTBYCT TCCTOBOH MOHOFPB(I)HH. Hacrosaumm MOATBCPXKIAAal0, YTO MNPHBCACHHAA BbILIC

HHopMalH SBNSETCA JIOCTOBEPHOI H TOHHOI W MpoaHann3upoBana B cooTseTcTBHH ¢ GMP.

JInuo, BeiaaBmee ceprudukar:
JloKHOCTD:
Jlara u Bpemsi:

Jlnuo, BoigaBmee cepruduKaT:

JLOIEHOCTB:
Jlata n Bpems:
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Harry Adler
QA Operations Expert
09-05-2025 12:54:08

Harry Adler
QA Operations Expert
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PEAEPAABLH

AR CAYKBA TIO HAAZOPY

- 3APABOOXPAHEHMA

«CBefleHunA, BHECEHHbIE B aBTOMaTU3VPOBAHHYI0 MH(OPMaLMOHHYI0 CUCTeMy Poc3apaBHa30pa nepen BBOLOM B

rpaxfaHckuih oBopoT cepuid, NapTUin neKkapcTBeHHbIX cpencTe/ MHopmauua o BelgaHHbIXx Poc3paBHa30pOM pa3pelleHnax
Ha BBOJ, B rpaxfaHckuin obopoT B Poccuiickon ®enepaymu cepum UAN NapTum MUMMYHOSMONOrM4eCKoro 1eKapcTBEHHOMo
npenapata, No COCTOAHUIO Ha 29.09.2025 19:13»
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KOMIUICKTE ¢ Hroft ¢ prisTpom

TIEPBHYHYI0 YNAKOBKY))

JIM-006598-241120

Iata BHeCeHHS B TposssoauTens Oui:EEEn. Howmep Homep, aata Muckma 0b
AHC Toprosoe nauvenoBanue (BBINyCKAIOMMEA Crpana Cerenenns 0 CTAHIX HPOHIBOACTBA Hopyarusuas noKymMeHTamus -!53:-3-“.._ CepHH, paspelienss Ha - A
Pocanpasnamsopa KOHTPOJIB) _.ﬂuumuhm.n:: asprm WM (nomep,
obopor nara)
Biskbio®; pacTEop 11 Jlex @apmaceioTrkans 4. 4., Cnoserus JIN-006598-241120; Ham. Nel &
BHYTPHIIA3HOTO BBC/ICHUS 120 (¥ naxosuHg/dacosmmx (BTOpHUHAS/TPETHUHAS JIM-006598-241120; Ham. Ne2 k
12.09.2025 s/ 1 m. (0.23 wx), dhakoms Jlex ®apmackioTHRANI Crobetns ynakoska)); Hosaptuc ®apma lteiin AT, lsefiuapus JIT-006598-241120; Ham. Ne3 k 000 ,,.mnmm_u.-x... PRS760 .
(1). naukm kapTouHbe/ B aa. (Mpoussogutens (rotosoit JI®)): Hosaptuc ®apma JIT-006598-241120; Ham. NS & Dapma
Wirefin AT, lsefinapua (Y nakosmmx/dacoBumk ( JIT-006598-241120; Ham. Ned k
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[okyMeHT nognucaH un nepeaaH yepes onepatopa 310 AO «[P «CKB KoHTyp»

OpraHusauus, COTPYAHNK [oBepeHHOCTb: per. HoMep, CepTtudukart: cepuiiHbiin [aTta v Bpemsi nognucaHms
nepuoj AenNcTena u cTaTtyc HOMep, nepuopj AeicTBUS
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Joseputenb: AKLLWOHEPHOE GMT+03:00 € 21.08.2025 10:55 no [OKyMeHTa
OBLLECTBO "P-GAPM" JloBepeHHOCTb MNpoLunia NpoBepKy 21.08.2026 11:00 GMT+03:00
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