SO,

Summary Table Referring

Name of Company:

(For National Authority

to Part Il of the Dossier

Use Only)

F.H. Faulding & Co. Limited
(trading as David Bull Laboratories)

Name of Finished Product Medicine:

Acyclovir Injection

Name of Active ingredient
Acyclovir B.P./U.S.P.

PART IIE - CONTROL TESTS ON THE FINISHED PRODUCT

Description and General Characteristics: Page: 227

(For National Authority Use Only)

COMMENTS

A clear, colourless or almost colourless solution, free from visible
particulates.

Identification Tests: Page: 227

a)

b)

Comment

Quantification of Active Ingredient: Page: 227

Limit -

Comment
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Name of Company:
F.H. Faulding & Co. Limited

(trading as David Bull Laboratories)

Name of Finished Product Medicine;

Summary Table Referring
to Part Il of the Dossier

Acyclovir Injection

Name of Active Ingredient:
Acyclovir B.P./U.S.P.

{For National Authority
Use Only)

PART IIE - CONTROL TESTS ON THE FINISHED PRODUCT (Cont.)

Related Substances:

Page: 227

(For National Authority Use Only)

COMMENTS

Release:

Shelf-life:

Other Quality Control Tests:

Colour and clarity
of solution:

Extractable Volume:
Sterility:
Pyrogens:

Comment

Page: 227

Not less than nominal fill
Complies with test

Complies with test
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