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Diphtheria and tetanus vaccine adsorbed for-adults and adolescents (dT) 0.5
ml Injection

goen Diphtheria and tetanus vaccine adsorbed for adults and adolescents (dT) 0.5 ml .Injection

ANty
1. nhewsuaznoy
2508 1 Tid 0.5 1. Usznoudie

A . Diphtheria Toxold 25U (2210)
¢ * Tetanus Toxold > 51f(2401V)
Aluminium Phosphate < 1.25 mg
. " Preservative 0.005% Thiomersal _ -
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Test items ' _Specifications
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1 | Description Whitish turbid liquid, in which the mineral carrier tends to
settle down slowly on keeping, free form foreign particles
or floccules filled in other clear glass ampoule or clear
alass vial. The vial is closed with rubber closure and
white coloured flip-off seal. '

2 | Identification (Identity test)

O -Diphtheria toxold The clear supernatant liquid shall react with a suitable
* | diphtherta antitoxin and ylelds a precipitate,
-Tetanus toxoid . The clear supernatant tiquid shall with a suitable tetanus
antitoxin and yields a precipitate. |
pH Between 6.0-7.0
Specific toxicity IP: None of the animals shows any symptoms of
5 diphtheria or tetanus toxaemia or dies from diphtheria or
HILUN E}ﬂ Gav tetanus within 42 days or losses welght at the end of the
test. :
/ WHO TRS 980: The final bulk passes of test If no guinea
C‘é&v. * | plg shows symptoms of intoxication within six weeks of
um’]ﬁﬁ{{fj U ARDEEA | injection and if at least 80% of the animals survive the
test period.

WndunFiunang |
BP&Ph.Eur.: If within 42 days of the injection any of the

animals shows signs of ar dies from diphtheria toxaemia
or tetanus, the vaccine does not corply with the test.
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Thiomersal (antimicroblal

For labelled amount 0.005% £ 0.00425% w/v to

preservative) 0.00575% w/v

Free- Formaldehyde (Detoxifying Not more than0.02% w/v

agent) . '
7 | Aluminium Not more than 1.25 m¢ per dose
8 | Sterility Shall be sterile

Abnormal toxicity (innoculty)

The preparation passes the test if none of the animals
dies or shows signs of ill-health In the 7 days following
the injection.,

10 °| Potency (Assay)
-Diphtheria component (Challenge
»| method in guinea pigs)

?

| -Tetanus component (Challenge

method In quinea pigs)

Tetanus component ELISA method

Tetanus component (Antibody
induction method)

Estimated potency is less than 30 iU pér singie human
dose and not less than 21U per single human dose and
the lower confidence limit (P = 0.95) of the estimated
potency Is not less than 2 IU per single human dose

- Estimated potency is not less than 40 U pen‘gingte

human dose and the lower confidence limit (P=0.95) of
the estimated potency is not less than 40 IU per single
human dose. -
:Estimated potency Is not less than 20 IU per single
human dose and the lower confidence limit (P = 0.95) of
the estimated potency is not less than 20 IU per single
human dose. _

Test vacciné should show a mean antitetanus serum titer
at a level equal or higher than Standard tetanus toxold
used for immunization at 100 1U/ml strength when fested
at 1:5 dilution.

Sera of at least 6 quinea-pigs out of 9 should contain not
less than 0.5 Unit of tetanus antitoxin per ml.

11 | Adsorption test

Diphtheria: Not less than 60%
Tetanus: Not less than 40%

12 | Extractable volume
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For single dose (0.5 ml): The content of each container is

not less than the 0.5 ml and the average content of the 5
containers Is not more than 0.58 ml.

Multl dose: The volume Is such that each syringe delivers
not tess than the stated dose.

13 | Homogeneity test C[K
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The aluminium content of sub lot should be within+ or -
5% of bulk value.

zNo any clumps or visible particle observed.

After shaking gel should form uniform suspension.

14 | Particulate matter (Visible)

The product falls test if: one or more parilcles are found
in more than one container.

15 | Contalner/Closure integrity

No colour change of the solution should be ohserved.
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