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Application Opinion/ Commissign | Product

number Notification Degdision Information
! jssued on I9:ued” / affected?

amended

1G/1053/G This was an application for a group of variations. 2%“ Annex II and PL

B.II.b.2.c.1 - Change to importer, batch release

arrangements and quality control testing of thngO
ot

Replacement or addition of a manufacturer
responsible for importation and/or batch re %
including batch control/testing \e
B.II.b.2.c.1 - Change to importer, ase
arrangements and quality:ont %of the FP -

! Notifications are issued for type I varia‘tiorg cle 61(3) notifications (unless part of a group including a type II variation or extension application or a worksharing application). Opinions are
d

issued for all other procedures.
2 A Commission decision (CD) is issue
is issued within two months of the o
3 SmPC (Summary of Product Ch

m ures that affect the terms of the marketing authorisation (e.g. summary of product characteristics, annex II, labelling, package leaflet). The CD
variations falling under the scope of Article 23.1a(a) of Regulation (EU) No. 712/2012, or within one year for other procedures.
s), Annex II, Labelling, PL (Package Leaflet).
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WS/1516/G

WS/1487

1G/1015

WS/1412

Replacement or addition of a manufacturer
responsible for importation and/or batch release - Not

including batch control/testing

This was an application for a group of variations 24/01/2019
following a worksharing procedure according to Article
20 of Commission Regulation (EC) No 1234/2008.

B.Il.e.2.z - Change in the specification parameters
and/or limits of the immediate packaging of the
finished product - Other variation

B.Il.e.4.c - Change in shape or dimensions of the
container or closure (immediate packaging) - Sterile

medicinal products

This was an application for a variation following a 29/11/2018

worksharing procedure according to Article 20 of

Commission Regulation (EC) No 1234/2008. \

B.II.f.1.b.5 - Stability of FP - Extension of the shelf life
of the finished product - Biological/immunological

medicinal product in accordance with an approved

B.II.b.1.a - Replacement or addition of a K
manufacturing site for the FP - Seconwa ing
site @

This was an application for’ vaniation following a 20/09/2018

stability protocol

23/11/2018

worksharing procedyre gtcordiifg to Article 20 of
Commission RegulaWi \ 0 1234/2008.
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n/a

n/a

n/a

SmPC, Annex II
and PL
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WS/1415

WS/1376/G

PSUSA/2652/
201711

B.I.b.1.z - Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/reagent - Other variation
This was an application for a variation following a 20/09/2018 n/a
worksharing procedure according to Article 20 of

Commission Regulation (EC) No 1234/2008.

B.II.g.2 - Introduction of a post approval change
management protocol related to the finished product
This was an application for a group of variations 21/06/2018 n/a

following a worksharing procedure according to Article

20 of Commission Regulation (EC) No 1234/2008. \

B.I.a.1.e - Change in the manufacturer of AS or of a O

[-] used in the manufacture of a
biological/immunological product
B.I.a.1.e - Change in the manufacturer of AS or of a

starting material/reagent/intermediate for AS - The

starting material/reagent/intermediate for AS - The Q
change relates to a biological AS or a starting material \

change relates to a biological AS or a starting mate Q
[-] used in the manufacture of a

biological/immunological product

B.I.b.2.e - Change in test procedure &or rting
material/reagent/intermediate - O ges to a
test procedure (including repla e addition) for
the AS or a starting materl’ Qdiate

. a\
Periodic Safety Upﬁxggle assessment -

14/06/2018 n/a

rituximab
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WS/1347

WS/1333

1G/0905/G

This was an application for a variation following a
worksharing procedure according to Article 20 of
Commission Regulation (EC) No 1234/2008.

B.II.g.2 - Introduction of a post approval change

management protocol related to the finished product

This was an application for a variation following a
worksharing procedure according to Article 20 of
Commission Regulation (EC) No 1234/2008.

C.I.13 - Other variations not specifically covered

elsewhere in this Annex which involve the submission

of studies to the competent authority

This was an application for a group of variations.

B.I.a.4.a - Change to in-process tests or limits applied

during the manufacture of the AS - Tightening of

in-process limits

B.I.a.4.a - Change to in-process tests or limits applied

during the manufacture of the AS - Tightening of
@ 5
and/or limits of an AS, starting \
material/intermediate/reagent - Ti iny of
specification limits

B.I.b.1.c - Change in the s’ @‘v parameters

and/or limits of an A§,

material/intermedidie

in-process limits

B.I.b.1.b - Change in the specification para¢

- Addition of a new

specification para @ o the specification with its

Rituzena
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WS/1379

WS/1378

corresponding test method

B.I.b.1.d - Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/reagent - Deletion of a
non-significant specification parameter (e.g. deletion
of an obsolete parameter)

B.I.b.1.d - Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/reagent - Deletion of a
non-significant specification parameter (e.g. deletion

of an obsolete parameter)

B.II.b.5.a - Change to in-process tests or limits
applied during the manufacture of the finished product O

This was an application for a variation following a 17/05/2018

- Tightening of in-process limits \
worksharing procedure according to Article 20 of

Commission Regulation (EC) No 1234/2008. \Q
B.I.d.1.a.4 - Stability of AS - Change in the re-test O
period/storage period - Extension or introduction of a

re-test period/storage period supported by real time

data KO

This was an application for a variation follo
worksharing procedure according to %2 N
Commission Regulation (EC) No 12@ .

B.ILf.1.b.5 - Stability of FP-
of the finished prodlgt -

medicinal product a&
stability protocol

17/05/2018 19/07/2018

nsion of the shelf life
al/immunological

ce with an approved

Rituzena
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1G/0893 A.1 - Administrative change - Change in the name 21/02/2018 19/07/2018 SmPC,

and/or address of the MAH Labelling and O
PL ®

WS/1280 This was an application for a variation following a 07/12/2017 n/a
worksharing procedure according to Article 20 of
Commission Regulation (EC) No 1234/2008. @

B.I.a.1.z - Change in the manufacturer of AS or of a Q\
starting material/reagent/intermediate for AS - Other

variation

WS/1248/G This was an application for a group of variations 30/11/2017 19/07, IO SmPC,
following a worksharing procedure according to Article Labelling and

20 of Commission Regulation (EC) No 1234/2008. O PL

the finished or intermediate product - Other variation O\

B.II.b.3.z - Change in the manufacturing process of

B.II.e.5.c - Change in pack size of the finished product
- Change in the fill weight/fill volume of sterile 0
multidose (or single-dose, partial use) parenteral
medicinal products, including
biological/immunological medicinal products KO
1G/0866 B.II.b.2.c.1 - Change to importer, batch rel 24/10/2017 n/a
arrangements and quality control te; N the VP -
Replacement or addition of a man
responsible for importatiorang/or ch release - Not
including batch control/t

WS/1260 This was an appli x a variation following a 12/10/2017 19/07/2018 SmPC and PL

Rituzena
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L 2
worksharing procedure according to Article 20 of \%

Commission Regulation (EC) No 1234/2008.

C.I.z - Changes (Safety/Efficacy) of Human and Q
Veterinary Medicinal Products - Other variation 0\
B.II.b.1.a - Replacement or addition of a 15/09/2017 n/a @

1G/0838

manufacturing site for the FP - Secondary packaging

site é
IAIN/0001 A.2.a - Administrative change - Change in the 04/08/2017 19/07/2018 S nex

(invented) name of the medicinal product for CAPs ng

\O and PL
. Q
6\ \
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