ACTACEL™

Haemophilus b Conjugate Vaccine

(Tetanus Protein - Conjugate) reconstituted
with Component Pertussis Vaccine Combined
with Diphtheria and Tetanus Toxoids Adsorbed
PHARMACEUTICAL FORM

Suspensmf%rw\}eam obtained by reconstitution of one 1-dose vial of

Vaccine (Tetanus Protein - Conjugate) with 1-dose vial of
with one vial

Compone:’l( Pertussis Vacgcyno Combmed with Otphlhena and Tetanus Toxoids

Jslar route.

COMPOSITION
1 dose = about 0.5 mL.
Haemopmlu:x b Conjugate Vaccine (Tetanus Prolem Conjugate) (lyophilisate)

; o mrl;gdoseaﬂar
10

Wbmugdtﬁmmprowm ke
TRIS (Trometamol) 06mg
Sucrose 425mg
MP&@&SWMWWW&WT&WW

P ) for one
Active ingredients:
B o s
fimbriae (AGG 2+ 3) _ o
pprmq(ﬁQkD_aproten) 3ug

‘ 230 IU (2.0 units/mL.

tetanus toxoid 240|U(2.0unifs/ml.;
Other ingredients:

aluminum phosphate adjuvant (aluminum)

mmm) 3‘"?205%:81%w/v)

PHARMACEUTICAL CLASSIFICATION

Vaccine, for administration by intramuscular route. Special care should be taken to
ensure that the product is not injected into a blood vessel.

INDICATIONS

Primary vaccination of infants, atorabovsﬂ'\eagsonmrrmmsandasaboos(erm
Mmqbthar?hbiﬂhday tetanus, p and i

Asagdde thwymmtsbegmalmngodznmmsaw\eeams(and
comprises 3 doses, at intervals of one or two months followed by a booster dose
administered one year after the third dose.

CONTRAINDICATIONS

Allergy to any component of this vaccine (see components listed in Composition) or an
allergic or anaphy reaction to a pi dose of this vaccine are contraindications
to vaccination.

Vaccination should be postponed in cases of acute illness, including febrile illness. A
mmﬂrassaﬂuasanﬂdwmsmmnfe@onsnmusuaﬂyamasmbdefer
immunization.
Smuldno(begwnmdﬂdrsnaﬁarmwvemhumdayorwado‘eswnsuaduﬂs
because of the quantity of diphtheria toxoid.
SPECIALWARNINGSANDPRECAUTIONS
Although anaphylaxis is rare, hdlmesfomsmanagementmusla)waysbeavauable
oride solution (1:1,000) and other appropriate
agents should be available 1or immediate use in case an anaphylactic or acute
hypersensitivity reaction occurs.

Deferral
DsfeﬂaldhepemssusmnpmemdACTACEL“smmdbeoonsdemdmduldmn
aprogressive, condition
with lhe onset of overt

admini o! the p:
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study have dlarified the child's neurologic status. In addition, the effect of treatment, if
any, can be assessed. lnvmmtmwnlnACTACEL‘"sruMbemmnde\en
condition has resolved, been corrected or controlied.
Ebcﬁvahm\aabmofmwuualsmsnmmdagemmdefemddumgan
outbreak of poliomyelitis.
Hypotonic-h ive episodes within 48 hours following previous immunization
with a pertussi ing vaccine requi ideration of whether further doses of

Aéa"mubeqm
lkbpmdbhmmmmmunedeﬁuemymaynamwmumm
Hwnmmandaﬁauxym(HN)Modedesma
HIV-infected individual and id be immunized
mwmmwwmnbmm\g
':lm vwelm. immunization with ACTACEL™ may not protect 100% of
susceptible individuals.

Use In Pregnancy
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Interactions with Otiwer Drugs

if ACTACEL™ is used in A ing imm

theraples, corticosteroids, hadamn m:ms'abuihs,

gl:gs, or M\Ja‘aro otherwise vmuncompmmsedw pro (mwwummmm
may

;‘r:wnaym"m rustamdmmannvammaeuval;‘dlu‘:’dvnvacdne(lpwand
vaccine. vaccine is administered together wi a te synnge
and different injection site must be used. RN

If retum of a v:'w‘{\e recipient for further mmumzabon is doubtful, simultaneous

admini al pProp and vacaination status
(including MMR, itis B vaccine) at age sites with se syringes is indicated
INSTRUCTIONS FOR USE

Reconstitute the 1-dose vial of Haemoph«lus b Conjugate Vaccine (Tetanus Protein -
Conjugate) lyophilisate with the 1-dose vial of Component Pertussis Vaccine Combined

- Conjugate) vaccine. Swirl the vial until a cloudy, uniform
Avoid foaming since i proper dose. Use a slerile
needle and 1o withdraw the entire contents for one dose.
Must not be mixed with other vaccines in the same syringe.
POSOLOGY
1dose = aboutOSmL
Always 10 be admi in with the jon of the doctor.

As a guide: Pmnaryhvmrummusbegmamwagao&nmmatmewﬁestand
comprises 3 doses, at intervals of one or two months followed by a booster dose
aammmmyeawmmm

i site is info the deltoid

muscle or
mmmwdmm(mwmmM) In chiidren >1
dage,“deladisﬂ\epvsfwadslemusedhaﬂemlal&aihghresulbm

of limping due to muscle pain.
Do not inject by the route.
ADVERSE EFFECTS
The most frequent reactions include redness and tendemess at the injection site; iitability
and slight fever. These muymmm&azahanaﬁammn

Common
(>1/100) decreased feeding.

Local: Redness, tendemess, swelling at the vaccination site.
Less common Systemic: uuaadﬁghpﬁweduyi\g.vmiﬁng.palbn

Umlzovmm yslamu:FabﬂAo o Isions, hy 5‘;C)
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e S Gmuomamw at the vaccination site.
Edema of lower extremities with cyanosis or
transient purpura.
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umupmsmmpamnts]havenmmdalobeensssoua with any permanent

(<1/10,000)  tetanus andlor diphtheria toxoid and/or pertussis-containing vaccines:
S e peripheral

PRECAUTIONS FOR USE

KEEP OUT OF REACH OF CHILDREN.

STORAGE AND SHELF LIFE

Store at 2° to 8°C.

Must not be frozen. Vaccine that has been frozen must not be used.
To be used before the expiry date indicated on the packaging.

Product information as of October 1998.

Manufactured by:
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Toronto, Ontario, Canada
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