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TETRAXIM se présente sous la forme d'une suspension injectable (0,5 ml en seringue
préremplie avec aiguille) ou (0,5 ml en seringue préremplie sans aiguille attachée
avec 2 aiguilles séparés boite de 1

La suspension est |mubh el blanchatre.

Toutes les présentations peuvent ne pas étre com
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La derniére date A laquelle cette notice a é1é révisée est : 10/2017.
Les inf
de santé :
Mode d'administration

Pour les seringues sans aiguille attachée, laiguille séparée doit #lre montée
fermement sur la seringue en opérant une rotation d'un quart de tour

Agiter avant injection, jusqu'ad obtention d’'une suspension trouble et blanchatre
homogtne,

Administrer par voie intramusculaire (IM)

L'administration se fera de préférence dans la face antérolatérale de la cuisse (tiers
moyen) chez le nourrisson et dans la région deltoidienne chez I'enfant

Ce vaccin ne doit jamais &tre injecté dans un vaisseau sanguin (voie intravasculaire).

suivantes sont exc aux pi

TETRAXIM

Suspension for injection in prefilled syringe

Diphtheria, tetanus, pertussis (acellular, component)
and poliomyelitis (inactivated) vaccine (adsorbed)

Read all of this leaflet carefully before you get your child vaccinated

because it contains important information.

= Keep this leaflet. You may need 1o read it again

= Il you have any further questions, if you have a doubt, ask your doctor or
pharmacist
This medicine has been prescribed for your child only. Never pass it on to
others.
If your child feels any side effects, talk to your doctor or pharmacist. This
includes any possible side effects not listed in this leaflet. See Section 4

What is in this leafiet:
What TETRAXIM is and what it is used for
What you need ta know before you use TETRAXIM
How to use TETRAXIM
Possible side effects
How 1o store TETRAXIM
Further information

- WHAT TETRAXIM IS AND WHAT IT IS USED FOR

TETRAXIM is a vaccine, Vaccines are used to protect against infectious diseases.
When TETRAXIM is injected, the body's natural defences develop a protection
against those diseases
TETRAXIM is indicated to help protect your child against diphtheria, tetanus,
pertussis and poliomyelitis.
TETRAXIM is indicated in children from the age of 2 months.

2. WHAT YOU NEED TO KNOW BEFORE YOU USE TETRAXIM
In order to make sure that this vaccine is suitable for your child, it is important
to tell your doctor or pharmacist if any of the points below apply to your child
Never use TETRAXIM:
« if your child is allergic (hypersensitive)
to any of the vaccine components (listed in Section 6 «further informations)
to glutaraldehyde, neamycin, streptomycin, or polymyxin B (used during the
manufacturing process and which may be present as traces),
to a pertussis vaccine (acellular or whole cell)

our child had an allergic reaction aftér an injection of the same vaccine or a
tontaining the same substances,
child suffers from evolving encephalopathy (cerebral lesions)
child suffered from encephalopathy (cerebral lesions) within 7 days of a
dose of a pertussis vaccine (acellular or whole cells pertussis)
| has fever or a disease which occurred suddenly (acute disease), in
this case it s preferable to postpone the vaccination
Warnings and precautions for use
Ask your doctor or your pharmacist before using TETRAXIM in the cases described
below
= if your ¢hild has poor immune defences, orif he/she is treated with corticosteroids,
cytotoxic drugs, radiotherapy or other drugs that may weaken his/her immune
system: the immune response may be diminished. It is then recommended to
wait until the end ol the treatment or disease before vaccinating. However,
vaccination is recommended in subjects with chronic immunodeficiency such as
HIV infection, even if the immune response may be limited
if your child presented Guillain-Barré syndrome (abnormal sensitivity, paralysis)
or brachial neuritis (paralysis, diffuse pain in the arm and shoulder) following
ipt of a prior vaccine containing tetanus toxoid (vaccine against tetanus)
the decsion to give any further vaccine containing tetanus toxoid should be
evaluated by your doctor,
if your child has blood disorders such as a decrease in platelets
(thrombecytopenia) or clotting disorders because of the risk of bleeding which
may occur during intramuscular administeation
il your child has or had medical issues or allergies, especially an allergic reaction
following an injection of TETRAXIM
il your child experienced any of the following events after a previous
administration of this vaccine, then the decision to give further doses of this
pertussis-containing vaccine will be carefully evaluated by your doctor
Fever of 40°C or above within 48 hours of vaccination, not due to another
identifiable cause
Collapse or shock-like state with hypotonic-hyporesponsive episode (drop
in energy) within 48 hours of vaccination.
Persistent, inconsolable crying lasting 3 hours or more, occurring within
48 hours of vaccination
Convulsions with or without fever, occurring within 3 days of vaccination
if your child had febrile convulsions unrelated to a previous vaccination, in this
case it is particularly important to monitor his/her temperature for 48 hours
after vaccination and regularly give him/her a treatment to lower the fever, for
48 hours
if your child presented swelling (cedematous reactions) in lower limbs (legs and
feet) following injection of a Haemophilus mfluenzae type b-containing vaccine
ETRAXIM vaccine and Haemophilus influenzae type b conjugate vacdine should
be administered into two separate injection sites and on different days.
Other medicines and TETRAXIM
For primary vacanation and for the 1st booster dose, TETRAXIM may be
administered by reconstituting the Haemophilus influenzae type b conjugate
vaccine (Act-HIB) or administered simultaneously with it in two separate injection
sites, e in two different parts of the body.
In case your child should receive TETRAXIM simultaneously with other vaccines
than those already mentioned, please ask your doctor or pharmacist for more
information
Please inform your doctor or pharmacist if your child takes, has recently taken, or
may take any other medicines, even those not prescribed

Pregnancy and breastfeeding
TETRAXIM is intended for children. For teenage girls, please ask your doctor

3. HOW TO USE TETRAXIM
This vaccine is administered to your child by a healthcare professional who knows
about vacanes.
Dosage
The schedule
recommendations:
2 injections with an interval of two months, one at the age of 2 months and
one at the age of 4 months, followed by one booster injection at the age of 11
months, then another booster injection at the age of 6 years.
Booster vaccination between 11 and 13 years of age for children who received
a vaccine containing the pertussis valence at reduced concentration at the age
of 6 years.

should be chosen in actordance with current national

or
3 injections at an interval of one to two months from the age of 2 months,
followed by one booster injection one year after primary vaccination i e. within
the second year of life, and another booster injection between 5 and 13 years
of age

Method of administration

Administration should be performed in a muscle (intramuscular route IM)

preferably in the thigh in infants and in the upper arm in children

If you have any further questions on the use of this medicine, ask your doctor or

pharmacist




MEDICAMENI ¢

Ce médicament NE DOIT PAS ETRE UTILISE dans

les cas suivants :

- allergie a I'un des constituants, notamment & la
vitamine D,

- hypercalcémie (taux anormalement élevé de
calcium dans le sang),

- hypercalciurie (taux anormalement élevé de
calcium dans les urines),

- lithiase calcique (calcul rénal).

EN CAS DE DOUTE, IL EST INDISPENSABLE DE

DEMANDER L'AVIS DE VOTRE MEDECIN OU DE

VOTRE PHARMACIEN.

MISES EN GARDE SPECIALES

Afin d’'éviter un surdosage en vitamine D, prévenir
votre médecin en cas d'association avec un
traitement contenant déja cette vitamine.

En cas d’administration de fortes doses et
répétées de vitamine D, ou en cas d'association
avec des fortes doses de calcium, il est nécessaire
de surveiller le taux de calcium dans le sang et les
urines.

WL 1d Tedhinie wivehnineg «» Vo dlll}JUUlt’ \DUIL ANV
000 Ul) au 6°™ ou 7°™ mois de grossesse.
Chez le sujet agé : 1/2 ampoule (soit 100 000 Ul)
tous les 3 mois.
En cas de pathologie digestive, de traitement
anticonvulsivant ou autres conditions particuliéres
décrites ci-dessus : se conformer a la prescription
médicale. 2 N
JTH Pharm

. / .MM Ne17
Traitement de la care MP/21 INNPR
une fois aprés 1 a6 m,
CE MEDICAMENT VO\
LEMENT DELIVRE Dk..
-IL PEUT NE PAS ETRE ADAPTE A UN AUTRE

CAS.

-NE PAS LE CONSEILLER A UNE AUTRE
MODE ET VOIE D’ADMINISTRATION
Voie IM. L'ampoule peut étre également administrée
par voieorale.

iy

1 ampoule (soit 200 0 Hlﬂ
20,70 p4
PRECISE :
PERSONNE.
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