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Nobilis Gumboro D78 lyophilisate for use in drinking water for chickens

Variation Summary Date

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)

08/12/22

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)

08/12/22

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)

08/12/22

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)

08/12/22

B.II.e.1.b.2

II - B.II.e.1.b.2 - 2. Sterile medicinal products and biological/ 

immunological medicinal products - B.II.e.1.b.2 - QUALITY 

CHANGES - FINISHED PRODUCT - Container closure system - 

Change in immediate packaging of the finished product - Change in 

type of container or addition of a new container - Sterile medicinal 

products and biological/ immunological medicinal products

08/12/22

B.II.b.5.b

IB - B.II.b.5.b - b) Addition of a new test(s) and limits - B.II.b.5.b - 

QUALITY CHANGES - FINISHED PRODUCT - Manufacture - 

Change to in-process tests or limits applied during the manufacture 

of the finished product - Addition of a new test(s) and limits

08/12/22

B.II.b.5.b

IA - B.II.b.5.b - b) Addition of a new test(s) and limits - B.II.b.5.b - 

QUALITY CHANGES - FINISHED PRODUCT - Manufacture - 

Change to in-process tests or limits applied during the manufacture 

of the finished product - Addition of a new test(s) and limits

08/12/22

B.II.b.3.c

II - B.II.b.3.c - c) The product is a biological/immunological 

medicinal product and the change requires an assessment of 

comparability - B.II.b.3.c - QUALITY CHANGES - FINISHED 

PRODUCT - Manufacture - Change in the manufacturing process of 

the finished product, including an intermediate used in the 

manufacture of the finished product - The product is a 

biological/immunological medicinal product and the change requires

an assessment of comparability

08/12/22


