
Please study this leanut canlfulty befonl receiving AVAXIM SOU Pediatric.

Keep this leaflet for reference purposM unlll you have completed the vaccinabon schedule
You should follOW' your doctor's or nUI1>e's advice attentively If 'ttJu need further Information
or advice, please contact your doctor or nUr"i>e
Make sure you complete the full Yaccinalion schedule, or you mar not be fully protected
This vaccine has been pr~ribed specifically 10 your child Do not gr.-e It to anyone else.

AVAXIM 80 U
Pediatric
INACTIVATED ADSORBED
HEPATITIS A VACCINE

COMPOSITION
The active ingredient is inOlCt!vated-' hepatitis A VINS (GBM stram)",. BOU'"

For one 05 ml dose

Rancangan Leaflet

Dnvlng and using machInery:
II 15 improbable that vaccir'laoon will induce an e"ect on the ab~Jty to dnve Of operate
machinefY

List of exciplent5 with a well-known effect:
Formaldehyde

Use of other medicinal products:
The immunologiCal l@$ponSl!' may be dmirllshed In the event 01 immunosuppressive
treatment PIee3e in!oml )'Ot6 doctor ex YOU!pht:tt1'fl8Ci.s' I you _ laking feaftflfly !eken any

olh« medicinel product.. even Without a plNCfIption

3. HOW TO USE AVAXIM SOU Pediatric
Posology:
The recommended dose 1$05 ml for each InJectlon
The vaccinaliorl &Checlule includes a pnmary vacclnat>on dose. It IS recommended 10
admlruster a booster 6 months leter

Method of adminIstration:
Intramuscular route, into the upper arm muscle
Shake before use unbl you obtain a homogeneous suspenSIon

If you miss a vaccination WIth AVAXIM 80U Pediatric:
Your doctor will dllCkle when to administer the missing dose

.'

'.

cultured on MRC.5 human diploid cells
•• adSOfbed on aluminium hydroxide (qlJantity equivalent to 0 15 mg 01 aluminium)
-.- antigenic units measured according to the manufacturer's internal method
The other ingredfents are phenoxyethanol, formaldehyde, Hanks medium 199 containing.
among others. a complex mixture of amino acids. mneral salts, vrtamln$, hydrochlonc aQd
or sodium hydroxide to millflt.lln pH between 6 S and 7,Sw;aterfor injections

MARKETING AUTHORIZATION HOLDER
AVENnS PASTEUR SA
2, avenue Pont Pasteur
69007 Lyon - France

I. WHAT IS AVAXIM SOU Pediatric AND WHAT IS IT USED FOR?
AVAXJM 80U PediatrIC c~ in the lorm ola su&pension lor inJeCtIOn In a pf~fllled synnge
(05 mf) Of multi-dose via! (ten 0,5 ml doses).
This vacci!1e is recornnended in the preventio!1 of infection irnluced by hepatitis A virus In

children from ~ to 15 years IOCIUSfve 1"
2. WHAT INFORMATION IS REQUIRED BEFORE USING AVAXIM SOU

PedIatric?

Do not use AVAXIM SOU PedIatric If you arelyour chUd Is:
- allefgiC to the adJve ingredient, 10 Bny of the e~ipients, to neomVCIn, Of to polysorbale Of
if you have I your child has already expeliel'lCf!d an allergIC reaction following a previous
vaccine admimstratlon,

_ suffenng from a febnle disease, acute disease, progressIVe chronic di$El85tl (it 1$
pr~ferable to postpone vaccination)

Be particularly careful to AVAXIM SOU Pediatric:
Inform your doctor if you are/your child is:
- immunocompromised
This vaccme must never be administered by the intr;wascular or intradermal route

Pregnancy and lactation: r1 ,t'
Pregnant women should o'"r use thismip.?\~~~£!ta II. J .=WI s ad 'co
VecClnatJOn WIth thIS vaccme is not il I; n:I i' A' I ;,.""to breasfeechng, <r
A.sk your doctor expharmacist for advce before laking any medicinal product

4. WHAT ARE THE POSSIBLE UNDESIRABLE EFFECTS?
As for any medicinal product, Avnim BOU Pediatric is liable 10 have undersirable effects
The most frequent reactions are.
.local reactions at the injection site, such as pain, redness, swelling or induration,
-Systemic reactions such as headacl'le$, gastroinlesbnal disomers (abdominal pain,
dlilrrtloea, nausea, vomiting), mU&de and joint pain, transient behallioulal d~rders
(loss of appetrte, insomnia, Irritability), lever, asthenia
$kin symptoms (rash, urticaria) have been more rarely reported
All the undeSIrable effects were moderate and limited to the hlSt days toIlC1Nmg the
yaccinalTon, wrth spontaneous regresSoion
Please inform yotK doctor or p/lMmacisllf you noIlCl!.Il'1)/ undfMirable fftfec~ no' mentioned
,n Ihi$ packr.ge insert

5. HOW TO STORE AVAXIM SOU Pediatric?
Keep out of the reach and sigtt ol children
The vacClne 6hoYid be stored trNay from light, belY.wen +2"C and +S"C On a refngerator).
The vaccine should not be frozen

PACKAGES:
Prefilled synnge 05 mL
vialS mL

Imported by
PT Avelltis Pharma, J;lkarta, Indonesli'

Harus dengan resep dokter

'fAventis
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