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diphtheria toxoid —NLT 301U
tetanus toxoid (T) —NLT 401U
pertussis toxoid (PT) - 25 mcg
filamentous hemagglutinin - 25 mcg
(FHA)

pertactin (PRN) -8 mcg
inactivated Polio Virus type 1 -40DU
inactivated Polio Virus type 2 -8DU
inactivated Polio Virus type 3 -32DU
haemophilus influenzae type b -10 mcg

polysaccharide (PRP)
conjugated to tetanus toxoid as - approximately

carrier protein 25 mcg
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Lactose, sodium chloride, medium 199 (containing amino acids (including

phenylalanine), mineral salts (including sodium and potassium), vitamins
(including para-aminobenzoic acid) and other substances), aluminium (as

aluminium hydroxide), water for injection.
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The following information is intended for healthcare professionals only:

Infanrix-IPV+Hib should not be mixed with other vaccines or medicinal

products in the same syringe.

Upon storage of the DTPa-IPV suspension, a white deposit and clear

supernatant can be observed in the syringe. This is not a sign of deterioration.

The pre-filled syringe should be well shaken to obtain a homogeneous

suspension. The DTPa-IPV suspension in the pre-filled syringe, the Hib

powder in the vial and the reconstituted vaccine should be inspected visually

for any foreign particulate matter and/or abnormal physical appearance prior

to administration. In the event of either is observed, the vaccine should be

discarded.

The vaccine is reconstituted by adding the entire contents of the pre-filled

syringe of DTPa-IPV suspension to the vial containing the Hib powder. The

mixture should then be injected immediately. If not used immediately, in-use

storage times and conditions prior to use are the responsibility of the user and

should normally not be longer than 8 hours at 2°C to 8°C (in a refrigerator).

The full reconstitution instructions are:

1. Shake the pre-filled syringe containing the DTPa-IPV suspension

2. Attach a needle to the pre-filled syringe of DTPa-IPV and inject the
contents of the syringe into the Hib vial.

3. With the needle still inserted, shake the Hib vial vigorously and examine for
complete dissolution.

4. Withdraw the entire mixture back into the syringe.

5. Replace the needle with an appropriate size needle for injection and
administer the vaccine.

6. If the vaccine is not administered immediately, shake the solution

vigorously again before injection.



The pre-filled syringe can be supplied with either a ceramic coated treatment

(CCT) of the luer tip or with a plastic rigid tip cap (PRTC) luer lock adaptor.

« Instructions for use of pre-filled syringe if supplied with a PRTC luer lock

adaptor

Needle protector

Needle

Syringe

Syringe plunger
yrnge piing Syringe barrel

Syringe cap

1. Holding the syringe barrel in one hand (avoid holding the syringe plunger),
unscrew the syringe cap by twisting it anticlockwise.

2. To attach the needle to the syringe, twist the needle clockwise into the
syringe until you feel it lock (see picture).

3. Remove the needle protector, which on occasion can be a little stiff.

4. Reconstitute the vaccine as described above.

Any unused medicinal product or waste material should be disposed of in

accordance with local requirements.
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