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Procedural steps taken and scientific information after the authorisatioé

Application (@le]la]e]aV4 Commission | Product Summary

number Notification Decision Information
1 issued on Issued? / affected®
amended

on

1B/0009 C.l.2.a - Change in the SPC, Labelling or PL of a 11/947201°8 SmPC

assessment of the same change for the reference

generic/hybrid/biosimilar products following O

product - Implementation of change(s) for which
new additional data is required to be submittedhby

the MAH
. Q
IAIN/0007/G This was an application for a groyp Q/}ations. 17/11/2017 n/a
1 Notifications are issued for type | variati d Article 61(3) notifications (unless part of a group including a type Il variation or extension application or a worksharing application). Opinions
are issued for all other procedures.
2 A Commission decision (CD) is issued cedures that affect the terms of the marketing authorisation (e.g. summary of product characteristics, annex I, labelling, package leaflet). The

CD is issued within two months of the opinten for variations falling under the scope of Article 23.1a(a) of Regulation (EU) No. 712/2012, or within one year for other procedures.
3 SmPC (Summary of Product Characteristics), Annex I1, Labelling, PL (Package Leaflet).
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1B/0006

1B/0005/G

B.111.1.a.3 - Submission of a new/updated or
deletion of Ph. Eur. Certificate of Suitability to the
relevant Ph. Eur. Monograph - New certificate from a
new manufacturer (replacement or addition)
B.l111.2.a.1 - Change of specification(s) of a former
non EU Pharmacopoeial substance to fully comply
with the Ph. Eur. or with a national pharmacopoeia of
a Member State - AS

C.l.2.a - Change in the SPC, Labelling or PL of a 21/04/2017
generic/hybrid/biosimilar products following
assessment of the same change for the reference
product - Implementation of change(s) for which NO
new additional data is required to be submitted by
the MAH

This was an application for a group of variations. 13/12/2016
C.l.2.a - Change in the SPC, Labelling or PL of a O
generic/hybrid/biosimilar products following 0
assessment of the same change for the reference 6
product - Implementation of change(s) for which NO KO
new additional data is required to be submitted byQ

the MAH \

C.l1.2.a - Change in the SPC, Labelling or PL
generic/hybrid/biosimilar products folio@
assessment of the same change Ior erence
product - Implementation of ch for which NO

new additional data is requi e submitted by
the MAH

O

19/04/2018 SmPCﬁnn
ling

11
dPL

Q
O
O\

@M/zol? SmPC
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1AIN/0004

1AIN/0003

1B/0002/G

1B/0001/G

C.l.z - Changes (Safety/Efficacy) of Human and 25/05/2016 28/04/2017

Veterinary Medicinal Products - Other variation

C.1.8.a - Introduction of or changes to a summary of 27/05/2015 n/a
Pharmacovigilance system - Changes in QPPV
(including contact details) and/or changes in the

PSMF location

This was an application for a group of variations. 06/05/2015 11/05/2016

C.1.2.a - Change in the SPC, Labelling or PL of a

generic/hybrid/biosimilar products following

product - Implementation of change(s) for which NO

new additional data is required to be submitted by

SmPC and PL E

covc g
o

assessment of the same change for the reference Qb

the MAH O

C.l.2.a - Change in the SPC, Labelling or PL of a Q

generic/hybrid/biosimilar products following \

assessment of the same change for the reference

product - Implementation of change(s) for which NO EQ

new additional data is required to be submitted by

the MAH @

This was an application for a group of variatio\ Q 26/03/2015 24/04/2015

o

C.l.z - Changes (Safety/Efficacy) of Human and

Veterinary Medicinal Products - ch&}aﬁon

C.l1.2.a - Change in the SPC, L r PL of a
generic/hybrid/biosimilar pr; ollowing
assessment of the same' for the reference
product - Implement: change(s) for which NO

new additional data is required to be submitted by

SmPC, Annex
Il and PL
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the MAH

C.l.2.a - Change in the SPC, Labelling or PL of a 6
generic/hybrid/biosimilar products following @
assessment of the same change for the reference * %
product - Implementation of change(s) for which NO \\

new additional data is required to be submitted by O

the MAH ®

C.1.11.z - Introduction of, or change(s) to, the 0
obligations and conditions of a marketing @

authorisation, including the RMP - Other variation
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