Polyoside d’Haemophilus influenzae type b 12 microgrammes

(Polyibosy Ribicol Phosphate)

conjugué & l;m"e tétanique 2-36 mwrognmmes

! sur (0.6 mgAY) 2 Ul Unité Intemationale

2 Cuivt sur ceues Vero * Quantié équivalente d'antgénes dans le vaccin
'S Produit sur d'ADN recombinant

Les autres composants sont :

Phosphate disodique, phosphate monopotassique, trométamol, saccharose, acides aminés essentiels dont la
L-phénylalanine, et eau pour préparations injectables.
Le vaccin peut contenir des traces de glutaraldéhyde, de formaldéhyde, de néomycine, de streptomycine et de

polymyxine B.

Qu’est-ce quHEXAXIM et contenu de I‘emballage extérieur

HEXAXIM se présente sous de suspension injectable en seringue prénmplve (0,5 mi).
HEXAXIM est disponible en boite de | ou |0 seringues préremplies sans

HEXAXIM est disponible en boite de | ou 10 seringues préremplies avec | agullle séparée.
HEXAXIM est disponible en boite de | ou |0 seringues préremplies avec 2 aiguilles séparées.
Toutes les présentations peuvent ne pas étre commercialisées.

Une fois agité, I'aspect normal du vaccin est une suspension blanchitre, trouble.

Titulaire de l'autorisation de mise sur le manM

Sanofi Pasteur SA, 2 avenue Pont Pasteur, 69007 Lyon, France

La derniére date a laquelle cette notice a été révisée est 04/2016.

Les informations suivantes sont destinées exclusivement aux professionnels de la santé :

* Pour les seringues sans aiguille attachée, laiguille doit &tre montée fermement sur la seringue en opérant une

rotation d'un quart de tour.

Agiter la seringue préremplie pour homogénéiser le contenu.

HEXAXIMnedmtp:s&thngémdmmédm

HEXAXIM doit &t ire. Les sites d'injection sont de préférence la
partie antérolatérale du haut de ' culsse chez le nourrisson et le jeune enfant, et le muscle deltoide chez I'enfant

plus igé (possible & partr de Isge de 15 mois).

Ne pas utiliser les voies intradermique ou intraveineuse. Ne pas injecter par voie intravasculaire : s’lsurerque

laiguille ne pénétre pas dans un vaisseau sanguin.

e . »
+ i Hexaxim

Suspension for injection in pre-filled syringe

DIPHTHERIA, TETANUS, PERTUSSIS (ACELLULAR, COMPONENT),

HEPATITIS B (rDNA), POLIOMYELITIS (INACTIVATED) AND
HAEMOPHILUS INFLUENZAE TYPE b CONJUGATE VACCINE (ADSORBED)

lndalldd\hhaﬂatmhﬂybebreywrrh“dlsvudmhdbowukconﬁlmimpoﬂ:m
Inhnnltlonlorhm\lhen
* Keep this leaflet. You may need to read it again.
* If you have any further questions, ask your doctor, pharmacist or nu
= If your child gets any side effects, talk to your doctor, ph:nmcmormm This includes any possible side
effects not listed in this leaflet. See section 4.

What is in this leaflet _

1. What HEXAXIM is and what it is used for

2. What you need to know before HEXAXIM is given to your child

3. How to use HEXAXIM

4. Possible side effects

5. How to store HEXAXIM

6. Contents of the pack and other information

I.What HEXAXIM is and what it is used for

HEXAXIM (DTaP-IPV-HB-Hib) is a vaccine used to protect against infectious diseases.

HEXAXIM helps to protect against diphtheria, tetanus, pertussis, hepatitis B, pclnomyelnk and serious diseases

caused by Haemophits ifluenzae type b. HEXAXIM is given to children from six weeks of age.

The vaccine works by causing the body to produce its own protection (antibodies) against the bacteria and viruses

that cause these different infections:

* Diphtheria is an infectious disease that usually first affects the throat. In the throat, the infection causes pain and

swelling which can lead to suffocation. The bacteria that cause the disease also make a toxin (poison) that can

damage the heart, kidneys and nerves.

Tetanus (often called lock jaw) is usually caused by the tetanus bacteria entering a deep wound. The bacteria make

a'toxin (poison) that causes spasms of the muscles, leading to inability to breathe and the possibility of suffocation.

Pertussis (often called whooping cough) uahlylly infectious illness that affects the airways. It causes severe

coughing that may lead to problems with breathing. The cougbmgohenhnl‘\nlmpln{'wmmuwghmay

last for one to two months or longer. Whooping cough can also cause ear infections, chest infections (bronchitis)

'which may last a long time, lung infections (pneumonia), fits, brain dumngundmndenh

Hepatitis B is caused by the hepatitis B virus. It causes the liver le, the

vlmanstzylnmebodyforalongdm.mdunevmmllyludtcmsImrproblam.mchdmglmrunw

Poliomyelitis (often just called polio) is caused by viruses that affect the nerves. It can lead to paralysis or muscle

‘weakness most commonly of the legs. Paralysis of the muscles that control breathing and swallowing can be fatal.

Haemophilus i type b infections (often just called Hib) are serious bacterial infections and can cause

mcnln;ms(lmmdmmmigdmw"),mmmludmhmﬁmddnw,epiw
or partial blindness. Infection can also cause inflammation and swelling of the throat, leading to difficulties in

swallowing and breathing, and infection can affect other parts of the body such as the blood, lungs, skin, bones,

and joints.

p i ion about the protection provided

HEXAXIM will only help to prevent these diseases if they are caused by the bacteria or viruses targeted by the
vaccine. Your child could get diseases with similar symptoms if they are caused by other bacteria or viruses.

* The vaccine does not contain any live bacteria or viruses and it cannot cause any of the infectious diseases against
‘which it protects.

This vaccine does not protect against infections caused by other types of Haemophilus influenzae nor against
meningitis due to other micro-organisms.

* HEXAXIM will not protect against hepatitis infection caused by other agents such as hepatitis A, hepatitis C and

hepatitis E.
* Because of hepatitis B take a long time to develop, it is possible for unrecognised hepatitis B infection
to be present at the time of vaccination. The vaccine may not prevent hepatitis B infection in such cases.
* As with any vaccine, HEXAXIM may not protect 100% of children who receive the vaccine.
2.What you need to know before HEXAXIM is given to your child
To make sure that HEXAXIM is suitable for your child, it is important to talk to your doctor or nurse if any of
the points below apply to your child. If there is anything you do not understand, ask your doctor' pharmacist or
nurse to explain.
Do not use HEXAXIM if your child:
* has had respiratory disorder or swelling of the face (anaphylactic reaction) after administration of HEXAXIM.
* has had an allergic reaction
- to the active substances,
- to any of the excipients listed in section 6,
- to glutaraldehyde, formaldehyde, neomycin, streptomycin or polymyxin B, as these substances are used during
the manufacturing process,
- after previous administration of HEXAXIM or any other diphtheria, tetanus, pertussis, poliomyelitis, hepatitis B
or Hib containing vaccines.
* suffered from a severe reaction affecting the brain (encephalopathy) within 7 days of a prior dose of a pertussis
vaccine (acellular or whole cell pertussis).
* has an uncontrolled condition or severe illness affecting the brain and nervous system (uncontrolled neurologic
disorder) or uncontrolled epilepsy.
Warnings and precautions
Talk to your doctor, pharmacist or nurse before vaccination if your child:
* has amoderate or high temperature or an acute illness (e.g. fever, sore throat, cough, cold or flu). Vaccination with
HEXAXIM may need to be delayed until your child is better.
* has had any of the following events after receiving a pertussis vaccine, as the decision to give further doses of
pertussis mmmumllneedmbeuwvycmdm
- fever of 40°C or above within 48 hours not due to another identifiable cause.
- collapse or shock-like state with hypotonic-hyparesponsive episode (dmp in energy) wnhm 40 hours of
vaccination.
- persistent, inconsolable crying lasting 3 hours or more, occurring within 48 hours of vaccination.
- fits (convulsions) with or without fever, occurring within 3 days of vaccination.
previously had Guillain-Barré (temporary inflammation of nerves causing pain, paralysis and sensitivity
disorders) or brachial neuritis (severe pain and decreased mobility of arm and shoulder) after being givena vaccine
conta:mn; tetanus toxoid (an inactivated form of tetanus toxin). In this case, the decision to give any further
vaccine containing tetanus toxoid should be evaluated by your doctor.
is h:vmg a treatment that suppresses her/his immune system (the body's natural defenses) or has any disease that
causes wuhsusahhenmmum:ym Intheuausmemmnerspovumd\evwa\embedmd
until the end of the treatment or di b vaccinating. However children
with long standlng problems with their immune system such as HIV infection (AIDS) may still be given HEXAXIM
but the protection may not be as good as in children whose immune system is
+ suffers from an acute or chronic illness including chronic renal insufficiency or failure (m:bm:/ of the kidneys to
work properly).
suffers from any undiagnosed illness of the brain or epilepsy which is not controlled. er doctor will assess the
pov.enu:l benefit offered by vaccination.
has any problems with the blood that cause easy bruising or bleeding for a long time itermmurcms. Your doctor
will advise you whether your child should have HEXAXIM.
Other medicines or vaccines and HEXAXIM
Tell your doctor or nurse if your child is taking, has recently taken or might take any other medicines or vaccines.
HEXAXIMunbegmatdnnmmaodwrvmum as pneumococcal vaccines, measles-mumps-rubella
vaccines, rotavirus vaccines or meni cal vac
When given at the same time with other vaccines, HEXAXIM will be given at different injection sites.
3.How to use HEXAXIM
HEXAXIM will be given to your child by a doctor or nurse trained in the use of vaccines and who are equipped to
deal with any uncommon severe reaction to the injection (see section 4 Possible side effects).
HEXAXIM is given as an injection into a muscle (intramuscular route IM) in the upper part of your child's leg or upper
arm. The vaccine will never be given into a blood vessel or into or under the skin.
The recommended dose is s follows:

First i it
Your child will receive either two mpcuows given at an interval of two months or three injections given at an
interval of one to two months (at Iust four weeks apart). This vaccine should be used according to the local
vaccination programme.

Additional injections (booster)

After the first course of injections, your child wil receive a booster dose, in accordance with local recommendations,
at least 6 months after the last dose of the first course. Your doctor wil tell you when this dose lhould be given.
If you forget one dose of HEXAXIM

If your child misses a scheduled injection, it is important that you discuss with your doctor or nurse who willdecide
‘when to give the missed dose.

It is important to follow the instructions from the doctor or nurse so that your child completes the course of
injections. If not, your child may not be fully protected against the diseases.

If you have any further questions on the use of this vaccine, ask your doctor, pharmacist or nurse.



4.Possible side effects Poliovirus (Inactivated) *
Like all mnmmmmsumwmmmd\m Type | (Mahoney) 40 D antigen units*
Semu allergic reactions Type 2 (MEF-1) - 8 D antigen units*
any of these wwuomwafmrluwn;duphuwhnmdmdmemdhslh«lmxﬁmywmcmsult Type 3 (Saukett) 32 D antigen units*
a doctcr IMMEDIATELY: Hepatitis B surface antigen® 10 micrograms
9 in breathing Haemophilus influenzae type b polysaccharide 12 micrograms
. bluenss of the tongue or lips (Polyribosylribitol Phosphate)
conjuj co Tetanus protein 22-36 micrograms
. swellmgofd\efxeord\roat 1A aluminium hydroide,hydrated (0.6 mgAP*) :'UWW
mddmu\dmnﬂau:wﬂldmymbbodpmmwmmmmdbsd i lerated (™ _Snimad i Equivlent ontigenic quantity i the voccne
hunmemomudmﬁrqimnq The other ingredients are: i
When these signs or reaction) occur they usually develop quickly after

(signs or symptoms of anaphylactic
the injection is given and M\llethechndumll in the clinic or doctor’s surgery.
allergic reactions are a rare possibility (may affect up to | mlowpeople'aimrmumdmmﬂm
Other side effects
If your child experiences any of the following side effects, please tell your doctor, nurse or pharmacist.
* Very common side effects (may affect more than | in 10 people) are:
-budlppmimomn'ab

sleeplness (somnolence)
:pum. mwmmnmmpmmm
- irritabili

re 38°C or higher)
Commm side effects (may affect up to | in 10 people) are:
Ibwml crying (prolonged crying)

mcnonmhmﬁmso ion)

Uncommon side effects (may affect up to | in 100 people) are:
- allergic reaction

-Iump (nodule) at the injection site

fever (temperature 39.6°C or higher)

Rmslduﬁem(rmyaﬂ«.tupm I'in 1,000 people) are:

- large reactions at the injection site (larger than 5 cm), including extensive Ilmbswdlmhwnthenmm
beyond one or both joints. These reactions start within 24-72 hours after vaccination, may be associated with
redness, warmth, tmduneuorwnuﬂnlmmmdptbemmﬂmls&yswmmduusdkr
treatment.

- fits (convulsions) with or without fever.

* Very rare side effects (may affect up to | in 10,000 people) are:
epmdeswhmmrchnldgoumuho:k4lhmorupale floppy and unresponsive for a period of time
(hmxmorlrypmm episodes HHE).

Other side effects not listed above have been reported occasionally with other diphtheria, tetanus, pertussis,
poliomyelitis, hemmBoermnmmngmlmmdmtdumbywldnHEXAXlH

+ Temporary inflammation of nerves causing pain, paralysis and msmvnydwdm (Gullhm—ﬂmt syndrome) and

severe pain and decreased mobility of arm and shoulder (brachial neuritis) have

Disodium hydrogen phosphate, potassium dihydrogen phosphate, trometamol, saccharose, essential
including L-phenylalanine and water for injections,
neomycn, and polymyxi

The vaccine may contain traces of
WhatHEXAXIHIoobI.Ikzmdwmmofdnpuk

HEXAXIM is provided as a suspension for injection in pre-filled syringe (0.5 ml).

HEXAXIM is available in pack containing |.or. 10 pre-filled syringes without attached needle.
HEXAXIM is available in pack containing | or 10 pre-filled syringes with | separate needle.
HEXAXIM is available in pack containing | or 10 pre-filled syringes with 2 separate needles.
Not all pack sizes may be marketed.

After shaking, the normal appearance of the vaccine is a whitish cloudy suspension.
Marketing Authorisation Holder

Sanofi Pasteur SA, 2 avenue Pont Pasteur, 69007 Lyon, France

This leaflet was last revised in 04/2016.

The following informatien is intended for healthcare professionals only:

* For syringes without attached needle, the needle must be fitted firmly to the syringe, rotating it by a
turn.

Shake the pre-filled syringe so that the contents become homogeneous.

HEXAXIM should not be mixed with other medmn:l products.

HEXAXIM must be admini The d injection site is preferably the a
area of the upper thigh and the deltoid muscle in older children (possibly from |5 months of age).
The intradermal or intravenous routes must not be used. Do not administer by intravascular injection
the needle does not penetrate a blood vessel.

s i Hexaxim

y en jeringa pi
VACUNA CONTRA LA DIFTERIA, EL TETANOS, LA TOS
FERINA (ACELULAR, COMPUESTA), LA HEPATITIS B (ADN
RECOMBINANTE), LA POLIOMIELITIS (INACTIVADA), Y HAEMOPH
INFLUENZAE DE TIPO b (CONJUGADA), ADSORBIDA

Lea todo el prospecto detenidamente antes de que su hijo sea vacunado porque
inform:

‘of a tetanus containing vaccine.

Inflammation of several nerves causing sensory disorders itis), facial

paralysis, visual disturbances, sudden dimming. orlossofvuon(opn:nem)mmwydmdbrdnand

spinal cord (central nervous system demyelination, multiple sclerosis) have been reported after administration of

ahqnﬂnshmgen:onwmgvxane

Swelling ion of the brai

Inb-hsbom wmm(uwwmummm)mwmmmm

mayocmrforl 3 days after vaccination.

Swelling of one or both feet and lower limbs which may occur along with bluish discoloration of the skin (cyanosis),

ndvmm\dlmofbhedmgmdumeskm(mmpwpmjwmu-mbﬂamummm
ng vaccines. If this reaction occurs, it is mainly after first injections and within

the first few hours (o{lowmg mcmauon All symptoms should disappear completely within 24 hours without need

for treatment.

ing of side effects

If your child gets any side effects, talk to your doctor, pharmacist or nurse. Thlslu:hdumypoubhudeeﬁuunm

llsudmdusluﬂetbywnduﬁamywanmbpmdenmlnhmnmmdzqdmsmdmne

5.How to store HEXAXIM

Keep this vaccine out of the sight and reach of children.

Do not use this vaccine after the expiry date which is stated on the carton and the label after EXP. The expiry date

refers to the last day of that month.

Store ina refrigerator (2°C - 8°C). Do not freeze.

Keep the vaccine in the outer carton in order to protect from light.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how. to throw away

‘medicines you no longer use. These measures will help to protect the environment.

6.Contents of the pack and other information
What HEXAXIM contains X
The active substances are per dose (0.5 ml)': ;
ia Toxoid not less than 20 IU?
Tetanus Toxoid not less than 40 IU?
pertussis
Pertussis Toxoid 25 micrograms
Filamentous Haemagglutinin 25 micrograms

acion impor e
+ Conserve este prospecto, ya que puede tener que volver a leerlo.
* Si tiene alguna duda, consulte a su médico, farmacéutico o enfermero.
* Si su hijo experimenta efectos adversos, consulte a su médico, farmacéutico o enfermero incluso si
efectos adversos que no aparecen en este prospecto. Ver seccion 4.

Contenido del prospecto:

1. Qué es HEXAXIM y para qué se utiliza

2. Qué necesita saber antes de que se le administre HEXAXIM a su hijo

3. Cémo usar HEXAXIM

4. Posibles efectos adversos

5. Conservacion de HEXAXIM

6. Contenido del envase e informacion adicional

1.Qué es HEXAXIM y para qué se utiliza

HEXAXIM (DTaP-IPV-HB-Hib) es una vacuna utilizada para proteger contra enfermedades infecciosas.

HEXAXIM:yudaapmte;ucamhdofum.elLéw;os,lawshna,lahepﬂnus&hpohm

enfermedades graves causadas por Haemophilus influenzae de tipo b. HEXAXIM se administra a nifio:

las seis semanas de edad.

La vacuna actiia haciendo que el cuerpo genere su propia proteccion (anticuerpos) contra las bacteriz

que ocasionan estas diferentes infecciones:

+La difteria es una enfermedad infecciosa que suele afectar primero la garganta. En la garganta la infec
dolor e hinchazén que puede llegar a provocar asfixia. La bacteria causante de esta enfermedad tamt

una toxina (veneno) que puede dafiar el corazén, los rifiones y los nervios.

El tétanos suele producirse por la penetracion de la bacteria del tétanos en una herida profunda

produce una toxina (veneno) que provoca espasmos de los mésculos, dando lugar a una incapacidad |

y la posibilidad de asfixia.

La tos ferina (llamada tos convulsa) es altamente contagiosa que afe

ruplmams Emprwonmmdawsmquewedmonswpmblammmms Lo

". La tos puede durar de uno a dos meses o més.
unménpuedewwﬂmmudeudQMmmnadepedn(brwqum).quwmdunrunl
infecciones pulmonares (neumonia), convulsiones, dafio cerebral e incluso la muerte.

* La hepatitis B es causada por el virus de la hepatitis B. Esto provoca que el hlgido se hinche (




