PACKAGE INSERT

orbed DT Vaccine
(Ansonazb DlPMNERlA TETANUS VACCINE)
eg. No.: MAL2004

DESCRIPTION :
A tarle, s tatid i, roe 1o vidon chune afer shaking
mi of t Dlph heria and Tetanu are
3mg/mi Al

of 0.5miis 0.33mg). Thimerosal 0. 1mgimi (0.01%wi) is used as a preservative.
The potency o the vaccin componets per single human dose 0.5mi s ateast
301U (International Units) for Diphtheria Toxoid and at least 40 IU for Tetanus

COMPOSITION :
1 dose is 0.5ml

ne mi contains :-
Purified Diphtheria Toxoid (Active Ingredien)... 40 Lf
Purified Tetanus Toxoid (Activ Ingredien)..... 15 LT
Aluminium phosphate (Adjuvant) oo
Thimerosal (Preservative)

ACTION AND WODE OF WECHANISWS GF A:'emun

immunity of
human body to of antibod o

etanus.

Y (SUMMARY OF AND

PHARHACOKINE"CS)
Not appiica
TOXCOLOGY (rief) :
Irreversibilty and Specific Toxicity Tests were conducted on guinea pigs.
“The resuls showed no sign of Diphtheria and Tetanus intoxication due to lethal
toxins.
INDICATIONS :
For the prevention of Diphtheria and Tetanus in chidren
CONTRAINDICATION
Asscondor subsequen( ose of DT s ot b givent 8 chld who s sfered

vere reaction to the previous

Sk ERFECTS) ADVERSE REAGTIONS :

Slight temporary swelling, tenderness and redness at the site of the injection
and occasional fever.

PRECAUTIONS | WARNINGS

* Shake wsi b

~ Wahouid be given wih cauton o persons with a istory orfamiy istry
of alergi reactons and those with hstry or a fami istory of conwilion

* Should not be administered to those with febrile iline:

* Asolution of 1in 1 aine shouki be readily avi
immediate injection in case of anaphylactic reaction

DRUG INTERACTION

Not reported.

PREGNANCY AND LACTATION

Not applicat

RECOMMENDED DOSAGE, DOSAGE SCHEDULE AND ROUTE
OF ADMINISTRATION

ould be spension before use.
ind

injecte
shouid be used for each injection

Adsorbed DT vacine is recommendecfo chiren below 7 years ofage whe

to et For niuals
S years o dr 2 apoes adsoroed vicane o sl 7.1 tecommended
Pamary vacelnaio

73 A s 5 maath booste

at 18 months to2 years of age
Booster One 0.5 njecton below 7 years ofage

wchodue.for sach Country must bo in accordance with the National
Recommendation. "
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DT Vaccine may be given safely and effectively at the same time as Lo
BCG, Measles, Rubella, Mumps, Polio Vaccines (OPV and IPV), Hepatiis B, Hib,
Yefow Fever vaccines and Vitamin A supplemen.
YLING, RESICIRNEN. .
human (HIV), whether \,  pssan: i

schedules

INFORMATION ON USAGE OF MULTI-DOSE VIALS

Once opened, multi-dose vials should be kept between +2'C and +8°C and must not
be frozen. Multi-dose vials from which one or more doses of vaccine have been
‘withdrawn during an immunization session, may be used in subsequent

Beyond the discard polnt:

foruptoa provided that all of the I onecsouare cater an ot g
met (as. policy : The use of DO NOT use the vace!
b session.
« The expiry date has not passed;
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PACKNG | PACK SIZES :

The vaccine comes in vials of 10 doses and every 10 vials is packed within an
inner box which is enclosed with a package insert.

STORAGH
PRECAUTIONS:

Stored at 2 to 8 °C. Do not freeze. Protect from light. The label of each vialis
atached th a Vaccine Vial Morior (W)
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