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Felimazole 2.5 mg Coated Tablets for Cats

Variation Summary Date

B.III.2.a.2

IA - B.III.2.a.2 - 2. Excipient/active substance starting material - 

B.III.2.a.2 - QUALITY CHANGES - CEP/TSE/MONOGRAPHS - 

Change to comply with Ph. Eur. or with a national pharmacopoeia of 

a Member State - 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 - Excipient/active 

substance starting material

15/02/22

B.I.b.1.d

IA - B.I.b.1.d - d) Deletion of a non-significant specification 

parameter (e.g. deletion of an obsolete parameter) - B.I.b.1.d - 

QUALITY CHANGES - ACTIVE SUBSTANCE - Control of active 

substance - Change in the specification parameters and/or limits of 

an active substance, starting material / intermediate / reagent used in 

the manufacturing process of the active substance - Deletion of a 

non-significant specification parameter (e.g. deletion of an obsolete 

parameter)

15/02/22

B.I.b.1.d

IA - B.I.b.1.d - d) Deletion of a non-significant specification 

parameter (e.g. deletion of an obsolete parameter) - B.I.b.1.d - 

QUALITY CHANGES - ACTIVE SUBSTANCE - Control of active 

substance - Change in the specification parameters and/or limits of 

an active substance, starting material / intermediate / reagent used in 

the manufacturing process of the active substance - Deletion of a 

non-significant specification parameter (e.g. deletion of an obsolete 

parameter)

15/02/22

B.II.d.2.a

IA - B.II.d.2.a - a) Minor changes to an approved test procedure - 

B.II.d.2.a - QUALITY CHANGES - FINISHED PRODUCT - 

Control of finished product - Change in test procedure for the 

finished product - Minor changes to an approved test procedure

15/02/22

B.II.a.3.a.2

IA - B.II.a.3.a.2 - 2. Increase or reduction - B.II.a.3.a.2 - QUALITY 

CHANGES - FINISHED PRODUCT - Description and composition 

- Changes in the composition (excipients) of the finished product - 

Changes in components of the flavouring or colouring system - 

Increase or reduction

15/02/22

B.II.d.2.a

IA - B.II.d.2.a - a) Minor changes to an approved test procedure - 

B.II.d.2.a - QUALITY CHANGES - FINISHED PRODUCT - 

Control of finished product - Change in test procedure for the 

finished product - Minor changes to an approved test procedure

15/02/22

B.II.d.2.a

IA - B.II.d.2.a - a) Minor changes to an approved test procedure - 

B.II.d.2.a - QUALITY CHANGES - FINISHED PRODUCT - 

Control of finished product - Change in test procedure for the 

finished product - Minor changes to an approved test procedure

15/02/22

B.II.d.2.a

IA - B.II.d.2.a - a) Minor changes to an approved test procedure - 

B.II.d.2.a - QUALITY CHANGES - FINISHED PRODUCT - 

Control of finished product - Change in test procedure for the 

finished product - Minor changes to an approved test procedure

15/02/22



B.II.d.2.d

IB - B.II.d.2.d - d) Other changes to a test procedure (including 

replacement or addition) - B.II.d.2.d - QUALITY CHANGES - 

FINISHED PRODUCT - Control of finished product - Change in test

procedure for the finished product - Other changes to a test 

procedure (including replacement or addition)

15/02/22

B.II.e.1.a.1

IA - B.II.e.1.a.1 - 1. Solid pharmaceutical forms - B.II.e.1.a.1 - 

QUALITY CHANGES - FINISHED PRODUCT - Container closure

system - Change in immediate packaging of the finished product - 

Qualitative and quantitative composition - Solid pharmaceutical 

forms

15/02/22

B.II.c.1.c

IA - B.II.c.1.c - c) Deletion of a non-significant specification 

parameter (e.g. deletion of an obsolete parameter) - B.II.c.1.c - 

QUALITY CHANGES - FINISHED PRODUCT - Control of 

excipients - Change in the specification parameters and/or limits of 

an excipient - Deletion of a non-significant specification parameter 

(e.g. deletion of an obsolete parameter)

15/02/22


