MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBW, AKI 3APEECTPOBAHI

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y
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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 WCBS6, 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.S.2.3] and [Module 3.2.A.2]. The
updated modules are provided as part of the
current submission.
3rigHo nucTa 3aABHUKA:

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. No adverse trends were detected in

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. PUKCATOH KOHUeHTpaT ans CaHpio3 F'm6X AscCTpis BMPOBHMUK, LLO AscTpisi/ B.l.a.2.z, IB - Changes in the manufacturing 3a UA/17421/01/01
PO34MHy NS iHdysild, BiAMNoBiAaE 3a BMMYCK CnoseHis/ process of the AS -Other variation. peuyenmom
10 mr/mn; no 10 mn cepi: HimeyunHa/ 3rigHO NigTBEPAXEHHSA 3aTBEPAXKEHHS 3MiH:
(100 wmr), a6o no 50 CaHpio3 M'M6X - BisHec LBeliuapis To extend the Cation Exchange




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
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.S.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
3.2.5.2.5] 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 WCBS6, 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].




