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Vaccines and Immunosera for Human Use

1) General requirements Antisera for human Use; Pg. 4329

PLASMA OR POOLED PLASMA
Tests
pH

Change from: pH (2.4.24). 6.0to 7.0.
to: pH (2.4.24). 5.0 to 8.0.

2) Influenza Vaccine (Human, Live Attenuated); Pg. 4412
PROPAGATION AND HARVEST

Delete following:
Mycoplasma (2.7.4). Complies with the test for absence of mycoplasma.

3) Pertussis Vaccine (Whole Cell), Pg. 4441

FINAL LOT

Tests

Assay

Biological assay of Pertussis Vaccine

Reference preparation
Para 2

Change from:

Use healthy mice of suitable strain, weighing between 13 to 16g from the
same stock Distribute the mice randomly, in six to eight groups of not less
than 16 and not more than 24 and four groups of 10. The mice should all
be of the same sex or the males and females should be distributed equally
between the groups. Half of the groups of 16 to 24 should receive the
reference preparation and the other half should receive the vaccine under
examination. The four groups of 10 each should be used for the LD50
titration of challenge suspension.

to:

"Use healthy Mice of a suitable strain less than 5 weeks old or having a
weight range of 10 g and not more than 18 g from the same stock. The
weight of the mice should not differ by more than 4 g in a single test. The
Mice must all be of the same sex or the males or the females
distributed equally between the groups. Mice should be consistent for age
or weight. Distribute the mice randomly, into six groups of not less than
16 and not more than 24 and four groups of 10. Half of the group of 16 to
24 should receive the reference preparation and the other half should
receive the vaccine under examination. The four groups of 10 each should
be used for the LD50 titration of challenge suspension.



4) Tetanus Vaccine (Adsorbed); Pg. 4472

FINAL LOT

Tests

Potency of tetanus component

Biological assay of Adsorbed Tetanus Vaccine
(B) Test on mice

Test animals.

Para 1

Change from:

Test animals. Use healthy mice from the same stock, weighing between
14 and 20 g. Distribute them into six groups of sixteen each. If the
challenge toxin to be used has not been shown to be stable or has not been
adequately standardised, include four further groups of six mice to serve
as unvaccinated controls. The mice should all be of the same sex or the
males and females should be distributed equally among the groups.

to:

(B) Test on mice

Use healthy mice of about 5 weeks old or 14 to 20g from a strain and
colony capable of giving an adequate immune response. They should
preferably be of the same sex but, if this is not possible, both sexes should
be distributed equally throughout the test and the sexes segregated. Mice
should be consistent for age and weight. Distribute the mice into six
groups of sixteen. If the challenge toxin to be used has not been shown to
be stable or has not been adequately standardised, include four further
groups of six mice to serve as LD 50 control.



Blood and Blood related products

1. Dried Human Antihaemophilic Fraction; IP 2022 Pg. 4528

Production
Tests
Delete following:

Abnormal toxicity (2.2.1). When dissolved in water for injection, complies with
the test for abnormal toxicity (For-Antisera and Vaccines), injecting into each
mouse a volume containing 1. 5 units and into each guinea pig a volume containing
15 units.

Insert following before Production:

Abnormal toxicity (2.2.1). When dissolved in water for injection, complies with
the test for abnormal toxicity (For-Antisera and Vaccines), injecting into each
mouse a volume containing 1.5 units and into each guinea pig a volume containing
15 units.

Note: “The abnormal toxicity test may be omitted for routine batch release testing.
Manufacturer should ensure the product safety for each lot/batch™

2. Fibrin sealant Kit: 1P 2022; IP 2022 Pg. 4533

For component 1 (Fibrinogen concentrate)
Change from:

Water: Determine......... , the water content is within the limits approved by
the  competent authority.

to:

Water: Determine.......... , the water content should not be more than 3%.

For component 2 (Thrombin preparation)
Change from:

Water: Determine......., the water content in within the limits approved by
the competent authority.

to:

Water: Determine....... , the water content should not be more than 3%.

3. Human Albumin; IP 2022 Pg. 4535

Production
Tests
Delete following:



Abnormal toxicity (2.2.1). Complies with the test for abnormal toxicity (For
Antisera and Vaccine), and 0.5 ml of the solution for each mouse and 5 ml for each
guinea pig irrespective of the protein content.

Insert following before Production:

Abnormal toxicity (2.2.1). Complies with the test for abnormal toxicity (For
Antisera and Vaccine), and 0.5 ml of the solution for each mouse and 5 ml for each
guinea pig irrespective of the protein content.

Note: “The abnormal toxicity test may be omitted for routine batch release testing.
Manufacturer should ensure the product safety for each lot/batch”

. Human Normal Immunoglobulin; IP 2022 Pg. 4541

A. Production
Tests
Delete following:

Abnormal toxicity (2.2.1). Complies with the test for abnormal toxicity, general
test, injecting 0.5 ml into each mouse and 5 ml into each guinea-pig.

Insert following before Production:

Abnormal toxicity (2.2.1). Complies with the test for abnormal toxicity, general
test, injecting 0.5 ml into each mouse and 5 ml into each guinea-pig.

Note: “The abnormal toxicity test may be omitted for routine batch release testing.
Manufacturer should ensure the product safety for each lot/batch™

B. Productions
Tests

Assay for total proteins
Para 1
Change from: Human normal immunoglobulin contains............
Determine by either Method I or Method 1.

to: Human normal immunoglobulin contains............ Determine by either
Method | or Method Il or Method I11.

Insert following at the end of Method I1:
Method 111

Determine by Method A-Il (Protein 2.3.49.) Biuret Method for Blood and blood
related Products



5. Human Normal Immunoglobulin for Intravenous Use IP 2022 Pg. 4544
Productions
Tests
Assay for total proteins
Para 1
Change from: Minimum 3 per cent W/v ................. Determine by either
Method I or Method I1.

to: Minimum 3 per cent wW/v ............ Determine by either Method I or
Method Il or Method I111.

Insert following at the end of Method I1:

Method 111
Determine by Method A-11 (Protein 2.3.49.) Biuret Method for Blood and
blood related Products

6. Human Plasma Protein Fraction; IP 2022 Pg. 4551

Production
Tests
Delete following:

Abnormal toxicity (2.2.1). Complies with the tests for abnormal toxicity, (For
Antisera and Vaccines) and 0.5 ml of the solution for each mouse and 5 ml for each
guinea pig irrespective of the protein content.

Insert following before Production:

Abnormal toxicity (2.2.1). Complies with the tests for abnormal toxicity, (For
Antisera and Vaccines) and 0.5 ml of the solution for each mouse and 5 ml for each
guinea pig irrespective of the protein content.

Note: “The abnormal toxicity test may be omitted for routine batch release testing.
Manufacturer should ensure the product safety for each lot/batch”

7. Human Prothrombin Complex; IP 2022 Pg. 4553
Change from:
Water: Determine ......... , the water content in within the limits approved by
the competent authority.
to:
Water: Determine ......... , the water content should not be more than 3%.



8. Dried Human Antihaemophilic Factor VII1, IP 2022 Pg, 4528
Assay.
Method B
For sodium ions.
Para 1
Insert following at the end:
“Dilution of sample may be prepared as per validated procedure”.

9. Human coagulation factor VIII (rDNA): IP 2018 Page. 3923
Change from:

Water: Determine .......... , the water content in within the limits approved by the
competent authority.
to:

Water: Determine ......... , the water content should not be more than 2%.



rDNA derived Therapeutic Products

Follicle Stimulating Hormone injection. 1P 2022 Pg.

Identification

Insert Following before Identification A

NOTE- Identification B. Immunoblotting by Isoelectric focusing (2.4.33) may be omitted if the

recombinant Follicle Stimulating Hormone injection is prepared from recombinant Follicle Stimulating
Hormone complied as per monograph in current edition of IP.
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