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Change in the name and/or address of the
A.l . . X
marketing authorisation holder
Change in the (invented) name of the
A2 .S X
medicinal product
A3 Change in name of the AS X
X
0>PYOND
. MLOIN DY
A4 Change in the name and/or address of a 7293 17900
’ manufacturer or supplier of the AS ©7»WIN
MNYWN OPNIMI
NPoSNNM NN
0w
X
mMNY1 omM»y
DPNY DMINN
Change in the name and/or address of a ©>OMIM
A5 TN PYM2
manufacturer of the FP N1 DvNM
¥ MNN
19195 WD
1352
A.6 Change in ATC Code / ATC Vet Code X
X
NN 1Y
D>2o¥9 DN
D>PYOND
. . MUOIN DY
A7 Deletion of manufacturing sites 1253 191N
D>PYOIN
MNYWN OPNONI
NPoNM NONN
0w
hange in the manufacturer of a startin
Blal Chang & X
material
hanges in the manufacturing process of
Bla2 Chang &P X
the AS
B..a.3  Change in batch size of AS
B..a.4  Change to in-process tests or limits
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B.I.a.5  Changes of strain of vaccine X
B.Lb.1 Change in the specification parameters of X
an AS
B.I.b.2  Change in test procedure for AS
B.l.c.1 Change in immediate packaging of the AS
Blc? Change in the specification packaging of X
the AS
Blc3 Change in test procedure for the X
e immediate packaging of the AS
Bld1 Change in the storage period or storage <
T conditions of the AS
Ble.l IAn;roductlon of a new design space for the X
Ble? Introduction of a post approval change X
management to the AS
Ble3 Deletion of an approved change X
e management protocol related to the AS
Bled Changes to an approved change X
management protocol
Implementation of changes foreseen in an
B.l.e.5 X
approved change management protocol
B.Il.a.1  Change for product marking X
BILa? Change in the shape of the X
pharmaceutical form
B.Il.a.3  Changes in the composition of the FP X
BILad Change in coating weight of capsule X
shells
B.Il.a.5 Change in concentration of a single-dose X
B.Il.a.6  Deletion of the solvent / diluent container X
Replacement or addition of a
B.ILb.1 manufacturing site of the FP X
Change to batch release arrangements and
B.ILb.2 QC testing of the FP X
B.ILb3 Change in the manufacturing process of N
the FP
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B.ILLb.4 Change in the batch size of the FP X
B.ILLb.5 Change to in-process tests of the FP X
BIlc.l Changﬁe in the specification parameters of X
an excipient
B.Il.c.2  Change in test procedure for an excipient X
Change in source of an excipient with
B.Il.c.3 TSE risk X
BIlLcd Change in syI.lthesm. qf a non- X
pharmacopoeial excipient
BILd1 Change in the specification parameters of <
the FP
B.II.d.2  Change in test procedure for the FP X
Variations related to the introduction of
B.I.d.3 real-time release or parametric release of X
the FP
B.Il.e.1 = Change in immediate packaging of the FP X
Change in the specification parameters of
Blle.2 the packaging of the FP X
Bile3 Change in test procedure for packaging of X
the FP
BIled Change in shape or dimensions of the X
container or closure
X
DOPYO 791
B.Il.e.5 Change in pack size of the FP ¥ DM a,b
nPYNNS wIND
7251 OWN
BIle6 Change in any part of the packaging X
material
B.ILe7 Change in supplier of packaging X
components
Change in the shelf-life or storage
B.ILE1 conditions of the FP X
B.ILg.I {:rgroductlon of a new design space for the N
Introduction of a post approval change
B.IL.g.2 X
management protocol related to the FP
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B.ILe3 Deletion of an approved change X
e management protocol related to the FP
B.ILg.4 Changes to an approved change X
management protocol
Implementation of changes foreseen in an
B.IL.g.5 X
approved change management protocol
B.ILh1 Update to the _Adventltlous Agents X
Safety Evaluation
Submission of a new or updated Ph. Eur.
Bll1.a certificate of suitability X
BIM1b Su‘bml‘s_smn of anew TSE certificate of X
suitability
B.IIL2.a Change to corpply with a former non-EU X
pharmacopoeia.
Change to comply with an update of the
B.IIL.2.b relevant monograph of the Eur. X
pharmacopoeia
B.IIL2 Change to corpply with Ph. Eur. -
pharmacopoeia
B.V.a.l Inclusion of a new PMF X
Inclusion of a new Vaccine Antigen
BV.a2 Master File X
Update of the quality dossier intended to
B.V.b.1 implement the outcome of a Union X
referral procedure
D.1 Change in the name and/or address of the X
) VAMF certificate holder
D2 Change in the name and/or address of the X
' PMF certificate holder
Change or transfer of the current PMF
D.3 certificate holder to a new PMF certificate X
holder, i.e. different legal entity
Change in the name and/or address of a
D4 blood establishment including X
blood/plasma collection centers
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Replacement or addition of a
D5 blood/plasma collection centre within a X

blood establishment already included in
the PMF
Deletion or change of status
(operational/non-operational) of
D.6 establishment(s)/center(s) used for blood/ X
plasma collection or in the testing of
donations and plasma pools
Addition of a new blood establishment for
D.7 the collection of blood/plasma not X
included in the PMF
Replacement or addition of a blood center
for testing of donations and/or plasma
pools within an establishment already
included in the PMF
Addition of a new blood establishment for
D.9 testing of donations and/or plasma pool X
not included in the PMF
Replacement or addition of a new blood
D.10 establishment or center(s) in which X
storage of plasma is carried out
Deletion of a blood establishment or
D.11 center(s) in which storage of plasma is X
carried out
Replacement or addition of an
D.12 organization involved in the transport of X
plasma.
Deletion of an organization involved in
the transport of plasma
Addition of a CE-marked test kit to test
D.14 individual donations as a new test kit or as X
a replacement of an existing test kit
Addition of a non-CE marked test kit to
D.15 test individual donations as a new test kit X
or as a replacement of an existing test kit
Change of kit/method used to test pools
(antibody or antigen or NAT test).
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Introduction or extension of inventory
D.17 X
hold procedure.
Removal of inventory hold period or
D.18 L X
reduction in its length.
D.19 Replacement or addition of blood X
) containers (e.g. bags, bottles)
D.20 Change 1in storage/transport X

Introduction of test for viral markers when
D.21 this introduction will have significant X

impact on the viral risk assessment.

Change in the plasma pool preparation
D.22 (e.g. manufacturing method, pool size, X
storage of plasma pool samples)
Change in the steps that would be taken if
it is found retrospectively that donation(s)
should have been excluded from
processing (‘look-back’ procedure).
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