JIIKAPCBKHUX 3ACOBIB MEAUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI 3APEECTPOBAHI

HEPEJIIK

Jonarok 5

n0 Hakazy MIHICTEpCTBA OXOPOHH 37I0pOB’S
VYkpainu «IIpo JIepKaBHY peecTpario,
MepepeecTpalilo  JIKapcChbKUX  3aco0iB  Ta
BHECEHHS 3MiH JI0 PpEECTpAIlifHUX MarepiaiB
JmiKapchKUX ~ 3aco0iB,  SAKi  3apeecTpoBaHi
KoMneTeHTHAIMH opraHamu Crionmydenux IlltaTis
Awmepuxkn, lIBetinapcekoi Kondenepanii, Amonii,

Asgcrpannii, Kanagu, €Bpomneiicekoro Corosy»
Big 28 tpasHs 2024 poky Ne 908

KOMIIETEHTHUMMUM OPTAHAMU CIIOJIYYEHUX HITATIB AMEPUKH, HIBEHIIAPCHKOI KOH®EJIEPAIIII,
SIIIOHII, ABCTPAJIII, KAHA U, IIKAPCBKHUX 3ACOBIB, 1110 3A HIEHTPAJI30BAHOIO ITPOLIEJYPOIO
3APEECTPOBAHI KOMIIETEHTHUM OPI'AHOM €BPOINEMCHKOI'O COIO3Y, SKUM BIJIMOBJIEHO Y
3ATBEPIKEHHI 3MIH 1O PEECTPAIIIMHUX MATEPIAJIIB TA BHECEHHI 1O JJEP2KABHOI'O PEECTPY

JIKAPCBKHUX 3ACOBIB YKPAIHU

mr/6,14 mr, no 10
Tabnetok y 6nictepi;
no 2 abo 6 GnicTtepis y
KOpOoO6Li 3 KapTOHY

Tawnixo ®apmacbtoTikan Ko., JIta., AnoHis;
BignoBiganbHWI 3a KOHTPOIb SKOCTI,
nepBUHHE Ta BTOPUHHE NaKyBaHHS i

BUMYCK Cepii roTOBOro fikapcbkoro 3acoby:

JNabopaTopii Ceps'e IHgacTpi, DpaHuis;
BignoBiganbHWUI 3a KOHTPOIb SKOCTI,
NepBUHHE Ta BTOPUHHE NaKyBaHHS i

BMMNYCK Cepii FOTOBOro Nikapcbkoro 3acoby:

Ceps'e (Ipnangis) IHgacTpic Jita, Ipnangis

naHi). 3miHa agpecw, e 34iNCHI0ETbCA
OCHOBHa JisiNbHICTb 3 hapMakoHarnsagy.
3MiHN agpecy MicLe3HaxomKeHHS
mMacTep-danny cuctemm hapMakoHarnsgy
(M®C®) (Homep MOCO He 3miHMBCS).

Ne Hasea Popma sunycky 3asisHUK Kpaina Bupob6Huk Kpaina Peecmpauyilina npoyedypa Ymoesu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, eidnycky |peecmpauiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
1. JIAHCYP®® 20 TabneTkn, BKPUTI Ne DdpaHLuis BignoBiganbHWI 3a BUPOOHULTBO, Anowis/ 3MiHa ynoBHOBaxeHoi ocobu, 3a UA/16712/01/01
MI/8,19 MI NniBKOBOIO Ilaboparty KOHTPOSb SIKOCTi Ta BUMYCK cepii npogyKuii PpaHuis/ BignoBiganbHoI 3a 34iNCHEHHS peuenmom
o6onoHkot, no 20 ap Ceps'e in bulk: IpnaHgis hapmakoHarnsigy (BkoYakym KOHTaKTHi
mr/8,19 wmr, no 10 Tarxo ®apmacbtoTikan Ko., NlTa., AnoHis; AaHi). 3miHa agpecw, Ae 3AINCHIETLCS
Tabnetok y 6nictepi; BignoBiganbHWIM 3a KOHTPOIb SKOCTI, OCHOBHa AiNbHICTb 3 hapMakoHarnagy.
no 2 abo 6 6nicTtepis y nepBWHHE Ta BTOPUHHE NaKyBaHHS i 3MiHM agpecu MicLle3HaxooKeHHs
KOpOoO6Li 3 KapTOHY BMMNYCK Cepii rOTOBOro NikapCcbKoro 3acoby: macTep-danny cuctemmn dapmakoHarnsgy
INa6opaTopii Ceps'e IHgacTpi, PpaHuis; (M®C®) (Homep MPCD He 3miHMBCS).
BignoBiganbHWIM 3a KOHTPOIb SKOCTI,
nepBUHHE Ta BTOPUHHE NaKyBaHHS i
BMNYCK Cepii FOTOBOro Nikapcbkoro 3acoby:
Ceps'e (Ipnangis) IHgacTpic Jita, IpnaHgis
2. JIAHCYP®® 15 TabneTkn, BKPUTI Ne DdpaHLuis BignoBigansHW 3a BUpo6HMUTBO, Anowis/ 3MiHa ynoBHOBaxeHoi ocobu, 3a UA/16712/01/02
Mr/6,14 Ml NnNiBKOBOIO Jlaboparty KOHTPOSb SIKOCTi Ta BUMYCK cepii npogyKuii PpaHuis/ BignoBiganbHoOI 3a 34iNCHEHHS peuenmom
obonoHkot, no 15 ap Ceps'e in bulk: Ipnangis dapmakoHarnsay (BKMHYaUmM KOHTaKTHI
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COJIKBA PO34MH ANs iH EKLiN, TOB YkpaiHa CaHodi-ABeHTic Jonunang MvoX HimeuyunHa 3MiHa CTOoCyeTbCS NpUBEAEHHS agpecu 3a UA/16775/01/01
100 Oa./mn+33 "CaHoi- BUpobHMKa CaHodbi-ABeHTic [lonunang  |peuenmom
Mkr/mn; Ne3 abo Ne5: ABeHTIC 'm6X, HimewunHa, y BignosigHicTb o
no 3 Mn y KapTpuaxi, YkpaiHa" GMP cepTudikaTy Ta BUCHOBKY LLOAO
BMOHTOBaHOMY B niaTBepaKeHHs BiQNOBIAHOCTI yMOB
O[HOpAa30BYy LUNPUL- BMPOGHMLTBA NiKapCbkux 3acobiB.
py4ky; no 3 abo no 5 BBefeHHs 3MiH NpoTsArom 6-Tu MicsiuiB
LLUNPUL-PYYOK B nicnsi 3aTBepOXKEHHS.
KapTOHHiIl kopobui.
["onku B ynakoBKy He
BKITIOMEHi
COIIKBA PO3YMH ANS iH eKUIN, TOB Ykpaina CaHodi-ABeHTic fonynaHg M'meX HimeyunHa 3MiHa CTOCy€eTbCS NPVMBEAEHHS aapecu 3a UA/16774/01/01
100 Oa./mn+50 "CaHoi- BUpobHMKa CaHodi-ABeHTic [lonunang  |peuenmom
Mkr/mn; Ne3 a6o Ne5: ABeHTIC 'm6X, HimeuunHa, y BignoBigHicTb o
no 3 My KapTpuaxi, Ykpaina" GMP cepTtudikaTy Ta BUCHOBKY LLIOAO
BMOHTOBaHOMY B niaTBEepAKEHHA BiANOBIAHOCTI yMOB
O[HOPAa30BY LUNpUL- BUPOBHMUTBA NiKapCbKunx 3acobiB.
pyuKy; no 3 abo no 5 BBeaeHHs 3MiH npoTsarom 6-tu micauis
LLUNPUL-PYYOK B nicnsi 3aTBEpOXKEHHS.
KapTOHHI KOpoOLyi.
["onku B ynakoBKy He
BKITIOMEHi
NMAKCnosig TabneTkn, BKpUTI Mdpansep CLWA TabneTku HipmaTpensip: Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/20163/01/01
NniBKOBOIO Eny.Ci.Mi. BMPOGHMLITBO, MEPBUHHE MaKyBaHHS, IpnaHais/ marepianis: 3MiHa agpecu 3asiBHMKa y peuenmom
obGonoHkoto, no 150 mr | Kopnopen BTOPWHHE MaKyBaHHS, peni3/TecTyBaHHs ITanis/ 3B’A3KyY i3 3MiHOI agpec LieHTparibHOro
Ta TabneTku, BKpUTI LUH KOHTPOMIO SIKOCTi Cepii, MapKyBaHHs, CLUA/ odicy.
NniBKOBOIO BMNYCK cepii, CTabinbHiCTb: IHais/ Hitoua pepakuis: 235 Ict 42-ra CTpiT, Hbto
ob6onoHkoto, no 100 Mdpansep MeHtodekdypuHr JonuneHs ManbTta Mopk, HA 10017-5755, CLLA/235 East 42-

Mr, Mo 4 TabneTku,
BKPWTI MITiBKOBOO
o6ornoHkoto, no 150 mr
Ta no 2 Tabnetku,
BKPUTI MITiBKOBOIO
o6onoHkoto, no 100 mr
y 6nicTepi, no 5
GnicTepiB y KApTOHHIW
KopoobLi

'm6X, HimevuuHa;
BMPOGHMLITBO, MEPBUHHE MaKyBaHHS,
BTOPVHHE NaKyBaHHS, penis/TecTyBaHHSA
KOHTPOIO SIKOCTi Cepii, MapKyBaHHs,
BUNYCK cepii, CTabinbHiCTb:
Mdpansep IpnaHagis ®apmacbloTikana,
Ipnangis;

BMPOGHWLITBO, MEPBUHHE MaKyBaHHS,
BTOPWHHE NaKyBaHHS, BUMYCK/TECTyBaHHS
KOHTPOIO SIKOCTi Cepii, MapKyBaHHs,
BUNYCK cepii, CTabinbHiCTb:
Mdpanzep Itania C.p.n., Itanis;
TECTyBaHHsi CTabinbHOCTI:
Mdpansep IHk., CLUA;
TabneTkn pUTOHaBip:
BMPOGHMLUTBO in bulk, TecTyBaHHs i BUnyck
in bulk:

Xetepo [a6ce Jlimiten, IHais;
npemikc pUTOHaBipy:

XeTtepo Oparc Nimitea, IHais;
nepBUHHE NakyBaHHS, BTOPUHHE
nakyBaHHsi, MapKyBaHHS,
BWNYCK/TECTYBaHHS KOHTPOIO AKOCTI,
BUNYCK cepii, CTabinbHiCTb:
Mdpansep MeHtodekyypuHr JonuneHa
'm6X, Himevuuha;
nepBYHHE NakyBaHHS, BTOPUHHE
nakyBaHHsl, MapKyBaHHS1,

nd Street, New York, NY 10017-5755,
USA
[MponoHoBaHa pepakuis: 66 N'ya3oH
BynbBap lcT, Hbto-Mopk, HA 10001-2192,
CLUA/66 Hudson Boulevard East, New
York, NY 10001-2192, USA
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BWNYCK/TECTYBaHHSI KOHTPOJIO AKOCTI,
BUMYCK cepii, cTabinbHiCTb:
Mdpanzep Itania C.p.n., ITanis;
nepBUHHE NaKyBaHHs!, BTOPUHHE
nakyBaHHsi, MapKyBaHHS, BUMYCK cepii:
Mdpansep IpnaHais PapmaceioTikans,
Ipnangis;

TecTyBaHHs i Bunyck in bulk:
dapmapokc Xenckeap Jlta., ManbTa;
TECTYBaHHS i CTaBINbHICTD:
Mdpanzep IHk., CLUA

PUKCATOH

KOHLEHTpaT Ans
PO34mHy Ans iHdY3in,
10 mr/mn; no 10 mn
(100 wr), abo no 50
mn (500 mr) y
dnakoHi; no 2 abo 3
¢nakoHu no 10 mn B
KapTOHHiI kopobLy; no
10 mn (100 wmr), abo
no 50 mn (500 mr) y
dnakoHi; no 1 abo 2
dnakoHu no 50 mn B
KapTOHHIN kopobui

CaHpos
m6X

ABcTpis

BMPOGHWK, LLIO BiAMoBiAae 3a BUMYyCK cepii:
CaHpo3s 'mM6X - bisHec nigpo3ain
TexHororiyHa po3pobka Ta BUpOBHULTBO
GionoriyHnx nikapcbkmx 3acobis
Wadbtenay (6TOM OIMC), AcTpisi;
BUPOBHMLTBO HEpo3chacoBaHOI NPOAYKL,
NnepBrYHHE Ta BTOPUHHE NaKyBaHHS,
TECTyBaHHS, A03BiN Ha BUNYCK Cepin:
Jlex ®apmaueBTMYHa KOMNaHisa a.4.,
CnoBeHisi; TECTYBaHHSA:

Jlek ®apmaueBTMYHa kOMMNaHia a.4.,
CnoseHisi; €BpodhiHc PACT M'M6X,
HimeuumnHa;

Hoeaptic ®apma Arl, LLseruapis

AscTpis/
CnoseHisi/
Himeuumna/
LLiBeviLapis

B.l.a.2.z, IB - Changes in the
manufacturing process of the AS -Other
variation.
3rigHo nigTBepAXEeHHA 3aTBEPMKEHHSA
3MiH:

To extend the Cation Exchange
Chromatography (CEX) resin reuse on SP
Sepharose FF from 60 to 129 cycles. In
addition the MAH took the opportunity to
submit the following editorial changes and
corrections within this submission: -
Correction of the legend of Figure 5-6 in
[Module 3.2.S.2.5]. Correct figure (Figure
2-3) was included in the variation rationale
for the MabSelect SuRe resin reuse
extension to 200 cycles, but incorrect
figure (missing legend for cycles in the
overlay of the chromatograms) was
inserted in the M3 module. [Module
3.2.S.2.5] and associated figure was
updated accordingly and is provided
together with this current submission. -
Harmonization according to internal
templates: Table header of Table 1-13
“Resins used in the purification process” in
[Module 3.2.S.2.3] will be updated to
“Supplier/Manufacturer” (instead of
“Supplier) and resin manufacturer will be
listed. - With the implementation of WCB6,
the dossier module [Module 3.2.S.2.3] was
introduced. A statement that all information
on any future WCBs is now reported in this
attachment was added to [Module
3.2.5.2.3] and [Module 3.2.A.2]. The
updated modules are provided as part of
the current submission.
Herewith, Sandoz GmbH intends to bring
the following change to the attention of
EMA: « Extension of Cation Exchange
Chromatography (CEX) resin reuse on SP
Sepharose FF from 60 to 129 cycles
Product quality and process performance
for up to 129 reuse cycles have been
successfully shown by data from lab scale.

3a
peuenmom

UA/17421/01/01
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No adverse trends were detected in large-
scale for up to 60 cycles. Consistent
quality and performance at large-scale will
be confirmed within ongoing process
verification. As a result of the change, the
following modules were updated [Module
3.2.5.2.2] and [Module 3.2.S.2.5]. Overall,
the change of resin reuse up to 129 cycles
was comprehensively assessed and no
negative impact on the control strategy,
product quality, efficacy or patient safety is
expected. For further details on this
variation please refer to the variation
rationale in [Module 1.2 Application form
Annex 1] and detailed present and
proposed tables in [Module 1.2 Application
form Annex 2]. In addition to the above
mentioned variation Sandoz intends to
submit the following editorial changes and
corrections within this submission: «
Correction of the legend of Figure 5-6 in
[Module 3.2.S.2.5]. Correct figure (Figure
2-3) was included in the variation rationale
for the MabSelect SuRe resin reuse
extension to 200 cycles, but incorrect
figure (missing legend for cycles in the
overlay of the chromatograms) was
inserted in the M3 module. [Module
3.2.S.2.5] and associated figure was
updated accordingly and is provided
together with this current submission. ¢
Harmonization according to internal
templates: Table header ofTable 1-13
“Resins used in the purification process” in
[Module 3.2.S.2.3] will be updated to
“Supplier/Manufacturer” (instead of
“Supplier) and resin manufacturer will be
listed. « With the implementation of WCBS,
the dossier module [Module 3.2.5.2.3 -

Attachment WCBs] was introduced. A
statement that all information on any future
WCBs is now reported in this attachment
was added to [Module 3.2.S.2.3] and
[Module 3.2.A.2]. The updated modules
are provided as part of the current
submission. For details on the editorial
changes, please see the present/proposed
table in [Module 1.2 Application form
Annex 2].
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