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Accéder a CIVARS

Demandes électioniques de remboursement de médicaments du chapitre IV et
VIl se sont obligatoirement par le site web:

https://www.ehealth.fgov.be/fr/esante/professionnels-de-la-sante/civars-chapitre-iv-et-
vili/presentation-generale

O Astuce: ajoutez la page dans vos favoris pour la
prochaine fois.

Pas encore d'acces a CIVARS?
Enregistrez-vous pour la premiére fois sur e-health:

httpsf:ffwww.ehealth.fqov. belfrfprofess ionnels-de-la-sante




Acces a CIVARS

m vites pae annoncd - Sannonce

g r
@ ahoaithion

2 Sante
Portail des services de MeSante APET VOS Mobs-Clbs

Professionnels de la
santé

CIVARS

Projet J'échanges de dennées dectreniques concernant bes acconds médecing consells médicaments chagitre IV et VIII
entre les prestataines de scins ot les organismes assureurs (OA ).

Présentation

- oords midecing conseds mbdicaments chapitra IV ot VIl entre
urs s inscrit dans un conbexte plus large ddchanges do donndes decironiguas
—
Gollége intermutualiste national (CIN) Les services offerts dans le cadre des accords médecing consells médicarments ehapitre IV at VIl san @
Manhattan Center I Téme dlage .
Avenue du Boulevard 21, Bolle 7 » demande d'accord Médecin Consed

ation d acoord Médecin Conseil
enregistrement des délivances

i atme

1210 Saint-Josse-ten-Noode

% mrmaietraeant Ase b

Cliquez sur le lien dans le cadre rouge pour continuer

IPSEN

Inncration or patient cant



|dentifiez-vous pour accéder

L] be

[Mcsam S'identifier & l'administration en ligne

Choisissez votre clé numérique pour vous identifier.

ICENTIFIGATION
wia iteme

Cli{s) ruméniquel 5] avec code de seowité et nom dusisateur + mot de passe

IGENTIFICATION ICENTIFICATION

f \S' el o Cinfr e S el e 8- l bl o Gl e i
i | . e
Aathantication surcpdenna

IGENTIFICATION
vl 1aah e BT o TR O
o s flan surcpeen

Vous avez besoin de votre carte d'identité + lecteur de carde elD ou I'application

‘itsme’ pour vous identifier.
IPSEN

Inncration Sor patient corg



Menu

s T @ vesehealthigov be/webcivars/chvars &k * ¥ » o
a
Chagted [V Aot Rl Syabeim Lhdcibinst | Rrmabis AR
Page d'accueil # Homepage

CoruNatcn

N est nécessare davolr un ben thivapeulique.
Vous pouve onded un bon Thivapeulque pour une Dinode do 15 mois via e ben subant: d
1 et porssabibes o it WS BETANTS. CinbS00S SSNECIBMuerd & DOIT 06 LS kSbs S8 36 LB FeIhenthe .

Demandss daccond
.

Actions sur un sccord od une demands 0" scoord sxistant

Vous arrivez sur la page d'acceuil. Ici vous pouvez consulter des accords de remboursement de
vos patients, faire une nouvelle demande et continuer ou cléturer une demande.

s IPSEN

Inncration Sor patient core



CONSULTATION DES |
ACCORDS

Inncrvation Sor patient cong



Consultation d'une demande existante

s ehaalth * B » O
a
Chisgter [V Agrisemirt Freguasil Syatem Utisatews ; Clars Ssives | Numdno INAMI ; 19TESI2TE30
A HoTenags
Corrsutation

1l e3t néoessaie Javolr un ben hivapeutque.
ABHIER RO Y L B TN ORI Pebriodis 00 15 moss vill ks et SURant
1l e3i possible de aire bes BCTonS CRoessous Srecioment & parts de L ksie issue de I rechenche.

Demandes Faccord

ACtions Sur un coord o9 une demands O'accond existant

Vous pouvez vous servir de ce lien pour consulter les accords de remboursement existants de
vos patients. Les informations peuvent vous aider pour la continuation d’'un accord existant.
Vous pouvez également créer un lien thérapeutique pour retrouver le patient plus rapidement

dans le futur. SIPSEN

Inncration Sor patient corg



Entrez les données

Consultation accords # Homopage

Identification du patient
NISS Recherche N* de NOA (faculiatil)

Saxe v Volre référence (max 15
positions) (facultative)

Date do dédbut [ N da paragraphe
(i¥mm/anaa) {lacultatif)
Daie de fin (max. 2 ans) ISOE2021
{i¥mm/anan )

Dates de I'accord de

remboursement ,
Lors d'une nouvelle demande, vous

pouvez indiquer un numéro de

référence. Ceci sert en tant que lien

simplifié pour vous, pour retrouver la

demande plus tard. SIPSEN

Inncration Sor patient corg



'CLOTURER UN
ACCORD

s IPSEN
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Cloturer un accord existant

= o # vasehealth fgov be/webcivars/chvars/

ﬂ.
Chapter [V Agreemaent Request System Uslisateur : | Mumsing AMI 1
R, wHal
' .
Page d'accueil #t Homepage
Consultaticn
B esi nécessaine davoir un lien thérapeutique.
Vious poues onéor un lien thérapeutique pour une période da 15 mois via ke len suivant Création d un ken Shérapautique (pour une péricds fos da 15 mois)
B edl posslie de Laine 103 SCU0NG O-O8kE0UE JreClamen] & parts 8 L e aue O la recherche,
Demandes d'accord
Actions sur un accord o une demande daccord existant
& AP e dermacdi
= ncire uno annexe & une demanda axistanie
eCare © 2011, All Rights Reserved = Py & o

s IPSEN
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CIVARS

Chapter [V Agreement Request System
Retour & eHealth

Cloture d'un accord de remboursement T e—

Patient

Renseignements complémentaires

Renseignements complémentaires

Resultat Numéro de référence OA Y ndiquez le numéro de

de la décision ,
I'accord de remboursement

Volre rélérence (max 15
positions) (facultative)

Mattoyage de Fécran Ratour & I'écran présddent m

Wersion © 2.6.2 (Build time : 2000-11.-05 14:08 )

eCare B 2011, All Rights Reserved

s IPSEN
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CREER UNE | ‘
DEMANDE DE | ~ S &g
REMBOURSEMENT -+ M=



Créer une demande de remboursement

£ C @ vasehealithigov befwebcivanchvars

CIVARS

Chapter IV Agreemant Rieques! System

Ulisabsur | Murmséna INAMI
Riet

Page d'accueil

Consultation
o La lisde
B st nbcessaire Javolr un lien thérapeutique,

Vous potrvez oréor un lien thérapeutique pour une périoda da 15 mois via ke len suivant Création dun
B est possible de laire los sctions c-Cessous direclemaent & partr Ge |8 isie imsue de la necherche,

Demandes d'accord

r——

Actions sur un accord ou une demande daccerd existant

eCane © 2011, All Rights Rasarad,

# Homepage

s IPSEN

Innevation tor patient cane



Créer une demande de remboursement

@ vasebealth igov befwebohars ovars sdmisson, newReguest xhi i Tl - 3 * T o ' K
a
Chaple IV Agreemart Hegues! Syviem Lbaataar B INAKI I
Creer une demande de remboursement # Homapage

Identification du patient

Faragraghe
s ~- J Entrez les données du patients
i H* i MO (Sacaitald
Ot co ch  facsord | 1702202 ; J» Indiquez la date du début du remboursement
Cliquez sur suivant
il Fy AR R bl e BT T T e

s IPSEN
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Créer une demande de remboursement

m.
CIVARS
Chagler IV Agreement Request System Uhtilisabeur ; | Bumsing INAMI
B
Créer une demande de remboursement # Homepags

Recherche du médicament

Médcamanl DYSPORT Recherche

Choix du médicament

Rensoignements complimentiaines

Rém gt

wCare © 2011, Al Rights Resered

e zsuss e S Sélectionner le produit

J Cherchez le médicament.

Suivan

Cliquez sur suivant

s IPSEN

Innevation tor patient cane



Choix du paragraphe correct pour le remboursement

CIVARS

Chagter IV Agaeement Reques! System Utisgbor = Mumsivo INAM
Creer une demande de remboursement # Homepags

Choix du paragraphe

agraphe I - 1470100 - biépharospasme - hémispasme facia
I = 3120000 - badement cher los béndliciaires adull s formees moddr des i sdvbdres de spasbcitd iocal

hoolis spasmodque (dysione cervcale )

e des membes supdreurs, guelle sof Téologie elicu co lardculation de la

ik bndicialnes gl ont subl U Bockien Lgsit Coberiobor il Gl ol Db

I - 5450000 - Corvention de Rédducation avec un Centre de Rédérence en infirmisé motrice o origine cénébrale (IMOC)

sgramenis complémentainns m
Resoitat Feathory . . l

Cliquez sur suivant

wCare © 2011, Al Rights Ressrved.

Cochez le paragraphe correct

Selon le paragraphe indiqué, vous recevrez d'autres versets sur la page suivante.

s IPSEN

Inncration Sor patient core



Choix des versets (spécifications pour le remboursement)

Choix du paragraphe IV 1470100

m.

CIVARS
Chapter IV Agroemant Reguest Syatem Utdsiatois || Muimbr AN 1
Créer une demande de remboursement # Homepsge

Choix des versels

a) La spécialté pharmaceutique entre en ligne de comple pour un remboursement si elle sl utifsée pour ©

Vemsels = lo radament symplomatique du Blépharcapadms;

= b trafement symplomatique de Meémespasme facial,

= I Pdduction des Bympimes du WOMcols SRaSMOSGUE [SyIlone Canicale).

Ridsultat o) Pour e bénddficinine qui, svant lantrds an vigueur de La présants réglementation, & difd 606 traité avec b spdcialitd pharmaceutioue mentionnde dans s pedsont parsgrapho ot
béruficiail dun remboursement pour Cetle Spdalité selon les CONAons mentonndes dans b e rbghementaing coirespondant du chapitie IV, # gui remplssail ks condBions
fgurant &u podt a) avant bs début du ralamant. Ia prolongation de Cf MEMBOLUNEMGN PoUT $ire acsordds
b Le remboursement de optte spdcialitd doit $ire demandd par un madecin spdcalite en neundlogie ou en ophtalmologe.
€} Lo nombre de condiSonnemenis remboursables liendra compbe d'une posclogie maximum. conforme aux dispositions mentionndes dans le Résuméd des Carachéristiques (RCP) du
produil ConcerT.

) Lo remboursamant est accordd sur bass dune demands dlectronigue intreduibe par lo medecin spéeialisie identifid of authensifd par 1 plabolerma oHealth ot menBennd au point B,
qui atteste quilels s'engage & tenir i la deposition du médecin-tonsed los dléments de prouve dtablssant que be béniéficiaire se trouve dans la silsation atteside.
o) Lt résrmibioar el A Pl Stre Socordl qui 81 ke BRANmacsen diapenaabi dapods, prbalatbement & Lo dapensation, dund pheros i acoodd visde o poind d).

= — ":‘"

Renssignements comphbmaeniaines

Cochez le verset correct selon l'indication puis cliquer sur suivant

s IPSEN

Inncration or patient cant



Choix des versets (spécifications pour le remboursement)

Choix du paragraphe IV 5120000

iyier Unsnamr Fiurmabes AL

inde de remboursement Pa—

Choix des versets

8118 B CRETETUE  bas f BSSRArIr A BT 4 G 8 SOMGR PO N SETOOS ST B 9 IR (O RS L Ry Mo § Mre

Attention en ce qui concerne le e

paragraphe IV 5120000 (spasticité) si
votre patients était déja traité pour la
spasticité hors CIVARS et qu'il s'agit d'une
nouvelle  demande  veuillez bien
sélectionner le verset a' Pour tous les
nouveaux patients utilisez le verset a

Cliquez ensuite sur suivant

- DO EEDI W) O e Dty MU e 801 | HC0g

s | L o L el Sen o Tt ks e 0 et e e e i s o et o e b e
s bty s e bgran e ot s o irsberand ksl e pele st ord e soone ) s 7 o e s s
Ao (WA S

e

B s e e ecaliors svmten | oy, b couste, e g oo e ioitons e Gt
T b e b S e
L St ot pun i coracires thelrews firsiston ivens O vt i (e passf damasc |
Ln bt d [ 195 b SV L o 7L e e g P i A o e i S e S L b e e, 5 P s Pt v
B T P N TS T PR et o YA ey B
g i L o Do, o e o e M e el m o el o D 0t [ e ] 1 o, it g b bt 8 b (bt [ b
e e oobaboruton v [4oups malidecpingn de waldaton, Pou chags olseoal Fenmpets - #atd i e ratcnsl Cussioston of Furcioning. Daatsity sd
o (| 00T Wyl bt B g 42 8 s [l Tt o 4 ) AR [ I T i) bt BT bR e ot
b |l Mo S
Ll B abemmed 1 pofe ipdoasit o bire dvatale e marice brrmals b Taste dy fhosl AErrrent Siake [TLLS) dirn i 40 e LB B ramiiny noivand la premaen
T 4 v bl fedre o B i o, e e GBS Bl
- o st wblonaion s b Korclonrel flochion schve
L P e s 18 L [t [ Lo e s b e i D g
- raste ESonINan (ha SmrAr B EraPATAEg el G Pt MRS, U Srmon e i SRARS S 1 U ARMACM, Lr B gon de b paNTY, B
€ e e i 40 b e i 1 Db T e e (6T e 1 ] SIS b e Gk - i ® 5 i

25 2 o IR, 149 P ST PELAS < B o WA e G S A ML Wk s SO Vil
Tantris 5, QLT 58 18 [ABNES FQTERISCT, § SHA $98 58 B 1) ARACEIN DROTTUSCSUSRIS MESoSE SUT W AT DRITohe 4
1 ko e e M e L G e e
gt dna PO a7t i S0 U FADETR 18 RIGSON O G ST IT N [ $e BcorTee

B L Pt S o Mpsoiaind 0 sl D o M BpCaaliie £ Mednnra By of RHMMpTON D3 N Mesiog
&

AL sy g T e gl b b

L i el v ok o (e P O ) B e G e nlhe o e el 1 4 e | R
58 R i 0, BTN, 58 FEPCRETN [T PR TG O 8 Pare s (RSN S8 masimem 13 it 47 maim 1] Racond, g8 cete
npecanid {500 b acn |
L bt o i s i o it i ikl bt e s bl o o el
o e e § B 8 M (A Gk P St b T D [ i 1 Dt
o} L eembcusruaemant v put dw w0k g 1 e CharTacen dapesasies dapous, praslsblement § L Sapaeesion, dune

-
111 rem e s, e 0 SpACa b £ i O Cotrciue Bofrur de PSS o s e & bees g rarissing oo e wes e
[R—

s IPSEN
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Choix des versets (spécifications pour le remboursement)

Choix du paragraphe IV 5450000

CIVARS

Chaptor IV Agresment Reguest System UMilsatewr : | Mg ENARD ©

Retour & eHaalth

Créer une demande de remboursement # Homapage
Choix des versets

&) Lo spdainkle phammatoubius entie on kyno do corgle PO UN FeMmbHasement & ollo o5l sdmanislids & un enfant bénehaant June phes on charge Gand o cadio Jund Convention

Varsets de Rédducation avec un Centre de Réfdrence en infirmité motrice diorigine cénébrale (IMOC ). f pour autant que e trailement soit administré corformémant aux dispositions des §§
_ Tor ol 2 de Nartiche 10 de cotte Cormvention.
Rensesgrements compiémentaires ) Pour s béndficiaine qui, avart lantrée on viguewr de la présente réglamentation, a déjd é16 traité avec la spécialitd pharmaceutiqus mentionnés dans ls présent paragraphe et

brdficiail o un remboursement pour cotle spécialtd selon los conditons mentionndes dang e lexte riglomenlaine comespandart du chagsre [V, of qui rermplssad los condtons
figurant au point a) avart ke début du traltement, ka prolongation de ce remboursement peut dtre accorndée.

b Le remboursement de cete spbelalivd dodt &ire demandé par un midecan spicialiste appartenant i Néquipe visée & Faricle 5, § 2 de la Convention susmentionnie.

¢} Le nombee de conditicnnements. remboursables Bendra compte d'une poscloghe maximun, conforma aux disposiions mentionnies dans ke Résumnd des Caracidristiques (RCP) du
produil congermd,

d) Lé remboursement eel accondd suf bass dune demands dlectronique introduite par be médecin epdcialiste identifd e authentié par L platelorme eHealth ot mentiona au poir bj,
qui atteste quiliele ¥'engage § benir & 1 Sap0NDON du Medesin-consel ks Hbments db preuve dablssant que b bendBckre 5o Youe 0B 1 Bluabon allesie, Bns gue bes
riférancos du Centra de Réérenca on IMGG (nom du pouvoir crganisatour désignd comme tel dans la convension + nom de Fhépital et dventuoliement du site do Ihdpital, désigné
o b loxte &b 18 Comnbon Comme « b cantie de iihinencs o IMOC »).

2} Le remboursemaent ne peut #tre accondd quis si b pharmacisn it dimpose, alab & la despor , dume preuse de Nacoord visés au point ).

i —

elCane © 2011, Al Rights Resened Vi - R0 (il e . G310 1480

Riésuitat

Cliquez sur suivant

s IPSEN

Inncrtion dor patient cane



Chapter IV Agreement Request System Utiisateur : | Numéro INANI
Ratowr & aHealth
Créer une demande de remboursement & Homepage
Patient
—— Renseignements complémentaires
Paragraphe Date de dtan de Faccord  17/02/2022
P (i¥mmiaaaa)
Renseigr spldenontal Date de fin de Faccord [
(fmmiaaa) (faculiative) "
Résultat
Votre référence (max 15
positions) (facultative)
Meltoyage de Mécran Hﬁumil‘dﬂmpdﬂd-t

aCare © 2011, All Rights Reserved.

Vous finalisez votre demande en cliquant sur suivant une nouvelle fois

Wersiors ; 2.7.0 (B v © FIZ00: 10 1480 )

IPSEN

Inncration or patient cant
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Demande de prolongation continue

CIVARS

Chagler IV Agreement Request Syslem Utlizateur : Clara Selves | Numéro INAMI - 19TESIZTEI0
Page d'accueil

# Hormepage

Consultation

B sl nécessaire daveir un lien thérapeutique.
Vious. pouvez créor un lion thérapeutique pour une pdriode doe 15 mois via ke len suivant
B esl possible do Laing e SCUONS O-0AR0UE JUeClement & padts o Lo Ile Saue 30 LD fecherche,

Demandes d'accord

AClOnE BUF UR 3cCord OU Une demands daccord exlitant

Utilisez cette fonctionnalité pour prolonger un accord sans interruption. Cette

procédure est analogue a la création d'une nouvelle demande.  IPSEN

Inncration Sor patient core



Rechercher et indiquez le patient

] 1
Prolongation d'un accord de remboursement # Homepage

Patiant

Afin d'éwiter des emeurs lors de la demande de prolongation d'un accord, vous &tes conseillé de ka réaliser sur base d'une consultation. Ainsi

Médicameant vous disposerez automatiqusment du numéro et de la date de fin du demier accord.

Paragraphe

Y Identification du patient

Renssignemants complémentaings NISS [m—

Résultat

Sexe [»]
N® de I'DA (facultatif)

Date de début de 'accord | 280052020 ™
{fmm/aaaa)

Mettoyage de l'dcran

puis cliquez sur suivant

s IPSEN

Innevation tor patient cane



Chercher et indiquer le médicament

Prolongation d'un accord de remboursement # Homepage

Recherche du médicament

Médicament

Paragraphe

Midicament  DYSPORT Recherche
Versels

Choix du médicament
Renseignements complimentaines
Résultat

Dysport flac 2x 500 U poudre (PUBLIC)
IIIIII pisone I
eCare © 2011. All Rights Reserved, irmions ; 3 715 {Tluid S - 20030310 18

puis cliquez sur suivant

s IPSEN

Inncration Sor patient core



Choix du paragraphe correct pour le remboursement

Prolongation d'un accord de remboursement # Homepage

Choix du paragraphe

Paragraphe i - 1470100 - biépharspasme - hémapasme facial - torkoolis spasmodique (dysonie cervicalie)
N - 8120000 - Fatement cheZ ko3 bendficiares adulbes des lormes modérées b sévires de spastcilé 10cake 003 Membres sUpérieurs, Guelle S0 Téuogie ebicu o8 | aMCuUlation de la
Versets EFur il (I D s Dret M es G ool Sl 17 Sk ik dnite it bl S U WLr) CovtObs e 1 i By

1 - 550000 - Corvention de Redducation avec un Cenire de Ridérence en infirmisd molrice dongine odrébeale (IMOC)

Fasuitat

«Care © 2011, Al Rights Ressnved

Cochez le paragraphe correct

s IPSEN

Inncration Sor patient core



Choix des versets

Prolongation d'un accord de remboursement # Homepage

Choix des versels

Paragraphe

a) La spéciaité pharmaceutique entre en ligne de comple pour un remboursement si elle est utilsde pour ©

1 = lo trailement symplemadique cu blépharospasme;

0 = b traflement symplomatique dé Mesmspasme facial;

Renssignements complémentaires - la richaction des symptimes du torticolis spasmodique (dysionie cenvicale).

Risultal o) Pour b bdndficiaine qui, avant lentrée an vigueur de L présente réglementaticn, 3 déjd $0é traid svec ks spécialitg ph Cate dans e présent paragraphe ot
béndficiail dun fer pour cetle selon les conditions mentionndes dans ke biode réglementaine comespondant du chapite IV, &l qui remplssait ks condlions
figurant su point a) avant ke début du rakemant. I prolongation de Co MEMBOLINTBNT DHUL 478 BCcondds
bj Le remboursement de cette spécialitd doit $tre demandd par un mabdecin spdcalsto en neuralogie ou en ophtaimologie.

) Le nombee &b condlonnamants rembounaables Bendra compte oune posclogis masimum, confama sux dispositions mentionndes dans ls Résumd des Carnctératiques (RCP) du

Versels

produit concerm.
d) Lt remboiirsament 98! SCorth sur Bads o und SHMants dhecirongie par i iabnlifd of SARBNSEd par 1 platelo e dHOSNN Bl MaREonm 3l Point B
qui atteste quilielle s'engage & tenir & la disg du woorsed los de prouve que ke béndficiaine so trouve dans la situation attestée.

) La remboirsament i peul dire accorsh qus 5l ke phanmatien dispandaleur daposs, préalablamant & L dispansation, o uns preive o accord visds au point o).

Netioyage oo Mécran Rstour @ Mécran prdobdent

Cochez le verset correct selon l'indication puis suivant

Pour plus d'information sur les verset par paragraphe veuillez vous référez au charpitre "créer une
demande de rembourssement”

s IPSEN

Inncration or patient cant



Prolongation d'un accord de remboursement

Renseignements complémentaires
Paragraphe Date do début de faccord 171022022
Wersets
Rbnsek s compbbmentai Ditbe de fin de Piiord s
(mm/aaa) facultative)
Régultat
Votra riddrance (max 15
potitions) (Lacultative)
etiyage o8 Mecran

% Homepage

S— |

eCare ©2011, Al Righis Rosenved.

Vous finalisez votre demande en cliquant sur suivant une nouvelle fois

“warnion ; 1710 [Baid e . J02303-90 140 )

IPSEN

Inncration or patient cant



PROLONGER UN

ACCORD NON
CONTINUE *

Innecrvation Sor pathent cone
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Demande de prolongation - non continue

W v ehesith dgow be.

CIVARS

Chagter IV A 2 Ritpsdt Syshom

Lt st i IAM

Corsuliaticn

1l el ncessaire o avoir un ben thivapesique.

Vous poutvez oréer un ben TuEapeuique pour une périoda de 15 mois via ke ben subant

11 el porsssbie e faite bt BCD0M. Omdesscun Sreciemend & parte de L ksie mawe de Lo recherche.
Demandes Faccord

ACHONS SUr UN SCC0rd 04 UNE demands IS00oNd Existant

Utilisez cette fonctionnalité pour prolonger un accord existant. La nouvelle période ne doit pas suivre
directement I'accord précédent du jour au lendemain. Une période sans accord entre les deux est possible.
Cette procédure est analogue a la création d’'une nouvelle demande. 1 médicament est pris comme exemple
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Prolongation non-continue d'un accord de remboursement  # Homepage

Patient
| Afin d'éviter des ermeurs lors de la demande de prolongation d'un accord, vous &tes conseillé de la réaliser sur base d'une consultation. Ainsi
Médicament vous disposeraz automatiquement du numéro et de la date de fin du demier accord.
Paragraphe
ibcasin Identification du patient
Ranssignements complémentaires NISS I I 1
Résultat .
N° de 'OA (facultatif) [ J
Dale de début de faccord | 29/05/2020 )
(iifmmiaaaa)

B mJ
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Chercher et indiquer le médicament

Prolongation non-continue d'un accord de remboursement # Homepags

Recherche du médicament

et

F graphe

e Mécicament DYSPORT Fscherche

Choix du médicament
Renscigrements compadmentine
Riépulal
Dysport flac 2x 500 U poude (PLIBLIC)
want
woCare © 2011, Al Righis Reserved T T I F.
puis cliquez sur suivant
s 1IPSEN

Inncration Sor patient core



Choix du paragraphe correct pour le remboursement

Prolongation non-continue d'un accord de remboursement @ Homepage

Choix du paragraphe

Paragrophe M - 1470100 - bldphamnepasme - himispasme facial - trticolis spasmodique (dystonis corvicals )
1V = $120000 - ratement chir s bendficiares S0uites ob formess Mmoddrdes & s6vEres o8 Spastcitd focals 0o mambies Supériowrs, qualls ol NiSclops slcu 08 Tamsulation de la
Virsaty chuirvilie cha? bk DrsbPaanings gui o0t suld 1 deckdinl wirsculie cbibbenl ou 1 Idikon Conike e st

: i - 5450000 - Cormvention de Rédducalion avec un Centre de Rélérence en infirmitd molrice dodgine obntbaale (IMOC)
R maidils. complimirilaingg

Fasital

eCar © 2011, Al Rights Reserved P T S ———

Cochez le paragraphe correct

s IPSEN

Inncration Sor patient core



Choix des versets

= _ .
Prolongation non-continue d'un accord de remboursement # Homepage

Patient

Afin d'éviter des emeurs lors de la demande de prolengation d'un accond, vous étes caonseillé de |a réaliser sur base d'une consultation. Ainsi

Médicameant vous disposerez aulomatiquement du numéro et de la date de fin du dernier accord,

Paragraphe

i Identification du patient

Renseignements complémentairas NISS Recherche

Résultat

Sene &

N° de I'OA (facultatif)

qui attesle qu ilels s engage & tens 3 la depoalion du meédecn-cormed e dliments de prouve dlabiysant que b BEndficisre 3o Fouve dans la stuabon allestde.
&) Lo nemboairsament ru peul dire sccoddd qua sl ke phanmacian dispendaaleur dapose, crdalabloment B | dapenaation, o une paeard &8 Foccodd wisde du point d).

Cochez le verset correct selon l'indication puis suivant

Pour plus d'information sur les verset par paragraphe veuillez vous référez au charpitre "créer une
demande de rembourssement”
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Compléter les informations supplémentaires

Prolongation non-continue d'un accord de remboursement # Homepage

Renseignements complémentaires

Date de débul de faccord | 20005020020 | _
(¢'mim/aaaa)
i Date da fin de Maccord = Ici vous pouvez indiquer la date

(fifmmdana) (facullabive)

de début manuellement.

.

eCare © 2011, All Righis Rosened, pruicn ; 370 [Bhatd e - 30230310 18

Vaobre rélférence (max 15
positions) (facultative)

Vous finalisez votre demande en cliquant sur suivant une nouvelle fois

s IPSEN
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MAME OF THE MEDICINAL PRODUCT Dysport 500 U powder for solution for mjection. QUAMLITATIVE AND
QUANTITATIVE COMPOSITION Per vial 500 U Clostnidium botulinum type A toxindhaemiagghstinm complex. 1 ng
i5 equivalent to 40 urits. For the full list of excipients, see saction 6.1, PHARMACEUTICAL FORM Powder for
solution for mpection THERAPEUTIC INDICATIONS gms in adults - Hemifacial spasmes in adults «
Spasmadic torticollis in adults + Dynamic equinus foot deformity due to spasticity in paediatnc cerebral palsy
patients, two years of age or older + Sympiomate: treatment of | spastcity of the upper imbs m paediatnc
cesebral palsy patients, two years of age or oldar » Symptomatic treatment of focal spasticity affecting the upper
lirmibs in adults = Sympsomatic freatment of focal spasticity of the ankle joint in adult patients following stroke or
traumatic brain injury = Axillary hyperhidmsis + Unnary mcontinence in adults with newogenic detrusor
owesactivity due to spinal cord inury (fraumatic or nonfraumatic) or mukiple sclensis, who are regulary
performing clean intermittent cathetensation. Note: Before starting treatment with Dysport the patient should be
infcerned that also other treatment ogtions exist (medicinally, sugically) and that not all patients respond to
treatment with Dysport. Some patients may also only experience a partial symptom relief. POSOLOGY AND
METHOD OF ADMIMISTRATION The units are specific to the preparations and not interchangeable with die van
other preparations of botulinum toxin. Dysport shoukd only be administerad by appropriately trained physicians.
The expased central portion of the nubber stopper should be cleaned with alcohol immediately prior to piercing
the septum. A sterile 23 o 25 gauge needie should be ussd. Except for the indication of urinary mcontinence due
10 NEwnganic ﬁeﬂmm%{mhﬂfﬁm&iﬁclm} aconstitution nstructions to yield
concentrations speciic for the wse for each indication are as follows: 500 Units TmP* 200 Unts 2 Smi® 100 Units
Sml* *Preservative-free Sodium Chioride 0.9% {9 mg/ml) solution for Injectson. For spasticity in paediatric cerebral
palsy patients, which is dosed wsing unit per body weight, further difution may be required to achieve the final
wolume for injection. Difution instractions for urinary incontinence due fo meurogenic detrusor The final
result after preparation & that the required 15 ml of reconstituted Dysport solution for injection is egually divided
in twa 10 ml syringes: namely in both syringes 7.5 ml of reconstiuted Dysport sohution at the same concentration.
After reconstitution in the syringe, the product should be used immediately. For & dase of 600 Lt Reconstitute two
500 Uvials each with 2.5 n'nL:;?E tve-frae sodium chionids 0.9 % (9 meg/mi) solution for ingection. Into the
frst 10 mL synnge draw 1.5 mL thee first vial and into the second 10 miL syringe draw 1.5 mL the second
wigl. Complete the reconstitution by adding 6 miL of preservative-free sodium chionde 0,9 % (9 mg/mi) solution for
impection into both syrnges and mix gently. This will result in two 10 mL syringes, each containing 7.5 mi,
prowiding & total of 600 U of reconstituted Dysport. For @ dose of 800 Uk Reconstiute twa 500 U vials each with
2.5 mL of preservative-fres sodum chionde 0,9 % (9 mg/mi}solution for injection. Into the first 10 mL syrings draw
2 mi from the first vial and into the second 10 mL syrnge draw 2 miL from the second vial. Complete the
rmsnmtmhyaddng EEmLuf ptmmlamve-hee sodium chlonide 0.9 % (9 mg/mi) sokstion for injection into
ST 1. both syrmges and mix gently. This wil result m two 10 mL
| gyringes, each comtaming 7.5 mL, provading 2 total of 800 U of
reconstituted Dysport. Blepharospasm and hemifacial spasm
Posology In a dose ranging clinical tnizl of the use of Dyspart for
thie treatment of benign essential blepharospasm (BEE) a dose of
A0 units per eye was significantly effective. A dose of 80 units par
germlmd m & longer duration of effect. However, the incidence
local adverse events, specihcally ptosis, was dose related. In
the treatment of blephamspasm and hemifacal the
maximum dase usad must not excead a total dose of 120 units
ey An injection of 10 units (0.05 mi) medially and 10 units
0.0 mi) katerally should be made into the junction betwesn the
presaptal and orbital parts of both the wpper (3 and 4) and lower
arbicularis oouli muscles (5 and 6) of each eye_ In ander to reduce
the rish of ptosis, injections near the levator paipebrae superionis should be avoided (see picture 1). For injections
into the wpper eyelid the injection needle should be directed away from the centre to awoid the m. levator
palpebrae. A diagram to aid placement of these injactions is provided. The reliet of symptoms miay be expected
to begn within two to four days with maximal effect within 2 weeks. Injections should be repeated every 12 weeks
of a5 required to prevent recurrence of symirtams, dependent on the indavidual patient but rot mare fr
mme;r.;?mmm.WMmennmﬂhrmsehm mitial treatment i consider
insufficient, the dose per eye may need to be increased to 60 wnits: 10 units {0.05 mi) medially and 20 urits

(0,1 mil} lateralky B0 wnits: 20 units (0,1 mi) medially and 20 wnits (0,1 mi) kxteralty or up ta 120 wnits: 20 units (0.1
mi) medizlty znd 40 wnits (0.2 mi) katerally above and below each eye m the marmer previously described.
Additional sres in frontalis muscle above brow (1 and 2) may also be mjectad if spasms here interfera with vision.
In cases of unilateral bi the inections should be confined to the affected eye. Patents with
hemitacial spasm should be treated as for unilzteral blepharcspasm. The doses recommended are applcable to
adults of all ages including the eldarty. Paediatnic population: Tl'lesafety.arldel‘fecnmnfm'spmnm
mnrmnftdq:hanspmnandhemrfaudspmn i children hawe not besn demonstrated Method of
administration When treating blepharospasm and hemifacial spasm Dysport is reconstibuted with 25 mi of
soduam chionde injection [I] Ok} solution for injection to yield a solution containing 200 units par m of Dysport.
Cy=port is adminstenad by subcutaneous inection medally and laterally mto the junction between the presegtal
and orbital parts of both the upper and lower orbiculans oculi muscles of the eyes. Spasmaodic torticodls Posology
The dases recommended for torticollis are applicable to adults of all ages providing the adults are of normal
weight with no evidence of low neck muscle mass. A reduced dose may be spproprate if the patient & markedly
underseight or in the elderty, where reduced muscle mass may exist. The recommended dose for the treatment
of spasmodic torticollis 15 500 units per patient. This amount must be divided between the two or three most
actrve neck muscles. Injections are usually administered in the sternomastoid muscle, the splenius capitis and
trapezoid muscle. For motational torticaoliis distribute the 500 units by adminsterng 350 units into the splenius
capitis muscle, ipsilateral to the direction of the chin/head rotation and 150 units info the sterncmastoid muscle,
contralateral to the rotation. For laterocallis, distribute the 500 units by administerng 350 units info the ipsilateral
splenius capitis muscle and 150 wnits into the ipeilateral stemomastoid muscle. In cases assoceted with
shoulder elevation the ipsilateral trapezoid or levator scapulae muscles may also require treatment, acconding to
visible hypeartrophry of the muscle or alectromyographic (EMG) findings. Where injections of three muscles are
required, destribute the 500 wnits as follows, 300 urits splermes capitis, 100 units stemomastoid and 100 units to
the third muscle. For retrocollis distribate the 500 units by admmnistering 250 units into each of the splenius
capitis muscles. Blateral splenm injections may ncraase the nsk of neck muscls weakness. Al other fonms af
tarticollis are highly dependent on specialist know and EMG to identify and treat the most active muscles.
EMG should be used diagrostically for all complex of torticolis, for reassessment after ursuccesshul
injections in pon-complex cases, and for guiding injections into deep muscles or in overweight patients with
poorty palpable neck muscles. On subsequent admirestration, the doses mey be adjusted according to the climical
responze and side effects ohserved. Doses within the of 2501000 units are recommended, although the
higher deses may be accomparsed by an mereasa in side 5, particularly dysphagia. Doses above 1000 units
are nat recommended. Improvement m the tortcolis symptoms may be expected within cne week. Ingactions
should be repested approomately every 16 weeks or as required to prevent recumence of but nat mare
often than every 12 weeks. Paediatnc populatior: The and effectivaness of Dyspart for this indication in
children has not been demanstrated. Method of sdmmistration When treating spasmaodic torticollis Dysport s
reconstituted with 1 mi of sodium chloride injection (03%) solution for ingaction to yisld 2 solution comtaining
500 wnits per mil of Dysport. Dysport is administenad by mtramuscular injection as abowve when treating spasmodic
tarticollis. Focal spasticity in children, two years of age or older Dynamic foat deformity due to spasticity
in paediatric cerebval palsy patients Posology Dosing in initial and sequential treatment sessions should be
taiored to the individuzl based on the size, rumber and location of muscles involved, severity of spasticity, the
presence of local muscle weakness, the patient’s response to prewious treatment, and/or adverse event history
with batulinum toxms. The maximum total dose of Dysport administered per freatment sesson must not exceed
15 wnits/fhog for uralateral lower §mb injections or 20 units/kg for bilateral injections. In addgion the total Dysport
doesa per reatment session must not exceed 1000 units or 30U kg, whichever is lower. The total dose administered
should be drided betwesn the affected spastic muscles of the lower imbis). When possible the dose should be
distributed across mare than 1 injection site in any single muscle. Mo mare than 0.5 ml of Dyspost should be
administered in amy single injection site. See below table for recommended dosing. Muscle: Recommended Dose
Range per muscie per leg (Lkg Body Weight) - Mumber of injection s&es per muscle Distal: Gastroonemiug: 5 to
15 Uig — Upto 4 ; Soleus: 4 to 6 Uikg - Up to 2 ; Tibialis postenior 3 to 5 Uik — Up to 2 ; Total dose: Up o 15 LY
kgfleg. Although actual location of the mjection sites can be determined by palpation the use of injection guiding
tedmupe. eg. sectramyography, electncal stimulation or ultrasound is rcommended to target the ingection
%:pu‘tﬂemrrsl‘mldbe mlnsreredwha':meeﬂmufaprm ion has diminished,
hl.rrru:uam'ﬂ 12 wesks after the previows ingection. A majonty of inclircal studies were retreated
between 16-22 weeks; however some patients had a longer duration of response, i.e. 28 wesks. The degree and



pattem of musche spasticity &t the time of reirpection may necessitate alterations in the dose of Dysport and
muscles to be injected. Focal spasticity of upper limbs in paediatric cerebval palsy patients Posology Dosing in
mitial and saquential treatment sessions should be tailored fo the ndividual based on the sze, number and
location of muscles imwobved, severty of spasticity, the presence of local muscle weslmess, the patient’s response
fo previous trestment, and/or adverse event history with botulirum toxins. The maximum dase of Dysport
administesed per treatment session when ingecting unilaterally must not exceed 16 Uifkg or 640 U whichever is
lowes. When mjecting balsterally, the maximum Dysport dose per treatment session must not exceed 21 Ujlog or
8401, whichever is lowes. The tofzl dose administered should be divided between the affectad spastic muscles of
the upper lmbis). Mo meare than (L5 ml of Dysport should be admimistered in any sngle ingaction site. Ses table
below for recommended dosing: Muscle: Recommended Dose Range par muscle per upper imb (U/kg Body
Weight}-Mumiber of injection sites per muscle: Brachizlis: 2 to & Wkg- Up to 2 ; Brachioradialis: 1580 3 Ufkg-1;
Biceps brachii: 3 to §U/ag- Up to 2 ; Pronator teres- 110 2 Uifkg - 1 ; Pronator quadratus: 0510 1 Ufkg - 1 ; Flexor
campi radialis 2 to 4 Ufkg - Up to 2 ; Flexor carpi uinaris: 1.5 t0 3 g - 1 ; Flexnor digitonam profundus: 1 1o 2 Wkg
— 1 ; Flexor digitorum ialis: 1.5 t03 UWkg - Up 1o 4 ; Flexor pollicis brevis/opponens paliices: 0.5 to 1 Wig
-1 Adductor pollicis: 0.5 to 1 U/kg - 1. Total dose: Up to 16 Ufkg in a smgle upper lim (znd not excesding 21 Uf
g if baoth upper limbs mjected) Although actual location of the ingection stes can be determined by palpation the
use of mjection guiding techrique, e.g. electromyography;, electrical stmulation or ulrasound is recommended to
tasget the injection sites. Repaat Dysport traatment shouid be administersd when the effect of & previous mjecton
has dimmished, but no sooner than 16 weeks after the previous injection. A majonty of patients in the clinical
study were refreated between 16-28 weeks, however some patients had a longer duration of response, ie.
34 weeks or mare. The degres and pattern of muscle spasticity at the time of re-njection may necessiate
alterations in the dose of Dysport and muscles to be injected. Focal spasticity of dynamic foot deformity and upper

limbs in paediatric cerebral palsy patients Posology When treating combmed upper and lowes spasticity in children
aged 2 years or abder refer to @d section for the individual indication, 1.e. treatment of focal spasticity of
the upper mbs or of dynamic ity in paediatnic cerebral palsy patients. The dose of Dysport to be

mjectad for concomitant treatment should not excesd a fotal dose per treatment session af 30 Uflkg or 1000 U,
whichewver is [ower. Resraztment of the upper znd lower limbs comibined should be considerad when the effect of
the previous injaction has diminished, but no sooner than 12 to 16-week window affer the previous trestment
seszion. The optimal time to retreatment should be salacted based on ndividuals progress. and response to
treatment. Method of sdmintstration When treating focal spesticity of dynamic foot deformity or of upper limb
associated with casebral wlnmlﬁmmammufhumthﬁpmmmﬂmmdmhs:dlmmhﬂe
mjection B.P {1.9% wj'v) (see also section 5.6) and is administered by intramuscular injection as detailed above.
Sympiomatic freatment of focal e upper limbs in aoults Posology Dosing in initial and
sequential treatment sessions should be falored to the indvidual based on the size, number and location of
muscles involved, severity of spasticity, the presence of local muscle weakness, the patient’s response to previous
treatment, and/or adverse event history with Botulnum Toxin. The recommended dose is 1000 wnits (L),
distributed amorgst the folowing five muscles: flexar digiorum profundus (FOP), flexor digitonem superficialis
{FI), flexor carpi uinaris (FCU), flexor carpi radialis (FCR) and biceps brachii (B8], In clinical trials, doses of 500
LU, 1000 U and 1500 U were divided among selectad muscles at a given treatment session Doses greater than
1000 U and wp to 1500 U can be administared when the shoulder muscles are also imected. All muscles (except
the biceps brachil) will be injected at one site, whilss the biceps brachii will be injected at two sites. The
recommendad dose s indicated bakow: Muscle: Recommended dosel Dysport (1) - Number of mjections sies?
per muscle Flexor carpi radialis (FCR): 100-200 U - 1 ; Flexor carpi ulmanis (FCUY: 100:200 U - 1 ; Flestor digitorum
profundus (FOP): 100-200 U - 1 ; Fexor digiorum superficialis 150250 U-1 ; Flexor pollicis longus: 100-200
U - o spacific info ; Adductor pollicis: 25-50 U - no specific info ; Brachialis: 200400 U - no specific ifo ;
Brachioradialis: 100-200 U - no spacific info ; Biceps brachii (B2): 200400 U - 2 ; Pronator teres: 100-200 U - no
specific info ; Triceps brachi (caput langum): 150-300 U - 1-2 ; Pectoralis major. 150-300 U - 1-2 ; Subscapulars:
150-300 U - 1-2 ; Latessamus dorsi: 150-300 U - 1-2 1The starting dose should be lowered & there is evidence to
suggest that this dose may result in excessive weskness of the target muscles, such as for patients whose fasget
muscles are small, whene the B muscle is not to be inpacted or for patients who require cancomitant mjections, 2
The rumber of sites depends an the volume of the muscle that sbengln}ected.ﬂnnmﬂm'l mL should
generally be adminestered at any single mjection sibe. Doses exceading 1500 U were nat & } for the
freatment of upper limb spasticity n adults Although actual location of the ingaction sites can be determined by
palpation the use of imaction guiding technigue, e.g. electromyography, electrical stmulstion or wirasound is

recommended 1o target the injection sites. Repaat OYSPORT treatment should be admmistered when the effect of
a previous injection has diminished, but no sooner than 12 wesks after the previous injection. A majarity of
patients in clinical studies wene retreated between 1216 weeks. Some patients had & longer duration of responss,
Le. 20 weeks. The and aof muscle spasticity at the time of re-njection may necessitate alterations
m the dase of DYSPOAT and muscles to be injected. Climcal smprovement may be expected one week after
administration of DYSPORT. PaEdIaI.‘I'I::pI:pl.ﬂIH:I'l The safety and effectiveness of Dysport in the treatment of
aspasticity of the upper limb i children hawe not been demonstrated. Eldarly patients (= 65 years) Clinical
experience has not idertified differences in response between the eiderly and younger adult patients. In general,
elderly patients should be observed to evaluate ther tolssbility of Botulirum Taxin Type A-Hemagghutinin
Complex, due to the greater frequency of concomitant dsesss and other dnug theragy. Symplomatic trestmeat of
focal spasticity of the anile jodat in aduit patients folfowing stroke or traumatic brain injury (Symplomatic treatment
of focal spasticity of the kewer limb in adults) Posology Doses of up to 15000 may be administersd imtramusculary
2 single treatment session. The exact dosage in initial and sequential treatment sessions should be tailored o
the indrvidual based on the size and rumber of muscles imvolvad, the seventy of the spasticity, also taking imto
account the presence of local muscle weakmess and the patient's response 1o previous treatment. However, the
total dose showld not exceed 1500U. Mo more than 1 mL should ganerally be administered at any single mjection
site. Muscle: Recommended Dose Dyspost (U] - Number of mjection sites per muscle: Distal: Soleus muscle:
300 - 550 U - 2 - 4 ; Gastrocnemius: Medial Head: 100 - 450 Uk 1-3 ; Lateral Head: 100 - 450 U - 1-3 ; Tibialis
postenior 100 — 250U - 1 - 3 ; Flexor digitonam longus: 50 — 200 U - 1 - 2 ; Flexor digitorum brewis: 50 - 200 U
=1 - 2; Flexor hallucis longus: 50— 300 U - 1 - 2 ; Flesor hallucis brevis: 50 - 100 U - 1 - 2 The degree and
pattem of muscle spasticity at the time of redrgection may necessitate alterations in the dose of Dysport and
muscles to be injected. Although actual location of the injection sites can be determined by palpation, the use of
mjection guiding techniques, e.g. electromyography, elecincal stmulation or ultrasound are recommended to help
accurate target the injection sies. Repeat Dysport treatment should be adminsterad every 12 to 16 weeks, or
longer &= necessary, based on return of clinical symptoms and no sooner than 12 weeks after the previous
mjection. Lipper and Lower Limbs if treatment & required in the wupper and lower limbs during the zame treatment
sassion, the dose of tnbenje:tedneal:!'llnﬁstmldbetaim‘edﬁﬂendmdualmeds.mﬂ
exceading a total dess hiesh : treatmyg focal
q:asumyntbuthﬂmuppuandlmullmmmammmdmh]DmLs-udun chicnde (0.9%) soluton
for injection to yield a solution containmg 500 units per mL. Dysport is admmistesed by miramuscular njecton imta
the muscles described abowe. Axillary hyperhidrosis Posology The recommended initial dose is 100 units per axilla
(ermpit). ¥ the desred effect is not achieved, up to 200 units per zxilla may be admmistered n subseguent
mjections. The maximum dose adminestered must not exceed 200 wnits per axilla. The njection site must be
determined m advence by using the iodine starch test. Both ampits must be cleared and disinfected. Then
miradermal injections should be adminestered n ten sites, whereby each site receives 10 units, ths 100 units per
ammpit. The maximum effect should be observable 2 weeks after the ingction. In the majorty of cases the
recommended dosage aver a period of about 48 wesks will ensure a sati suppression of the sweat
secretion. The timescale for further applications should be detarmined on an individual basis, dependant on when
the sweat sacretion of the patient has retumed to previous levels, but nat mone frequently than every 12 wesks,
These are indications of a cumulstive effect with repeated 50 that the timescale of each treatment of a
particular patient should be individuzlly determined. Paediatic population: The safety and effectieness of
Cysport in treating aallary hyperhidrasis m children has not been demonstrated. Method of administration 'When
treating axillary hyperhidrosts, Dysport & reconstituted with 2.5 ml of sodium chionds solution (019%) solution for
mjection 1o yisld & solution contzinmng 200 units par mi of Dyspeet. In Teating axillary hyperhidrosis, Dyspeet is
administered by imradarmal irgections on fen sies. Urinary incontinence due to newrogenic detrusor overactivity:
Posology The recommended dose is 600 U. In case of nsufficient respanse, or in patients with severe disease
presantation (e.g. acconding to severity of signs and andyor urodynamic parameters), a dose of 800 U
may be wsed. Dysport should be admmistesed to patients who are regulardy performing clean imermitient
catheterisation. The total dose admirestered should be divided across 30 mtradetrusor impections evenly
distmbuted throughout the detrusor muscle, awoiding the trigone. Dysport s ingected via a flemble or rigid
q'srmnnpe-andeamn]mmstmldmmadmhﬂwmwmﬂﬁmmﬂeﬂelmyumEmLmeadmte
For the fmal injection (see pichwe T mately 0.5 mL of sodium chioride 0 Bt(gmgrfml}mlmmhr
mjection shoul hen_recwdtnerﬂrerha‘r full dose is delivered. Prophylactic antibiotics should be

m line with the local gusdelnes and protocols or as used in the clmcal studies (see section 5.1} Madicinal




products with anticoagulant effects should be stopped at
least 3 days prnor to Dysport administration and only
restarted on the day after admirestration. F medically
indcated, low molecular weight hepanns may be
administered 24 howrs prior fo Dysport admmistation. Priar
to impection, local ansesthesia to the wrethra or lubncating
gel can be adminstered to facigate comfortabla
cystoscope inserton. B required, either an intravesical
instillation of diluted anaesthetic (with or without sedation)
or general anaesthesia may also be used If a local
anaesthetic instilation is performed, the local anaesthetic
solution must be drained, then the bladder instilled (rinsed)
with sodium chioride 09 % {9 mg/mil) solution for injection
and drained again before continumg with the intradetrusor
injection procedure Frior 1o inpschon, the bladder should be irstilled with enough sodiem chiceide 0,9 % {3 mg/mil)
solution for irgection to achieve adequate visualisation for the imjections. After admmistration of all 30
intradetrusar njections, the sodium chionde 09 % {9 mg/ml) salution for injection used for bladder wall
visuglisation should be drained. The patient should be observed for at baast 30 minutes post4njection.Orset of
effect is usually observed within 2 weeks of freatment. Repeat Dysport trestment shoukd be administered when
the effect of a previous injection has dimmished, but no socner than 12 weeks after the previous injection. The
median time to retrestment i patients treated with Dysport n the cinical stedies (see Section 5.1) was between
39 o 47 weeks, aithough a longar duration of response may occur as more than 40% of patients had not been
retreated by 45 weeks. Pzediatric lation: Safety and efficacy of Oysport for the treatment of urmary
incontinence due to NDD in children junder 18 years) has not been established. Method of sdmintstiation Dysport
i5 admimnistesed by mmtradetrusor mjection s detaled sbove. When traating uninary incontinence due bo neurogenic
detrusor overactivity, Dysport is recanstituted with sodium chioride 09 % (9 mg/mi) mﬂmfﬂu#mmmﬁeld
2 15 mL solution containing either 600 units or B00 units. For mstructions on reconstitution af the medicinal
product behore administration see section 4 2. COMTRAINDICATIONS Hypersensiivity to the active substance or
t any of the excipients listed in section f.1 Unnary tract mfection at the time of treatment for the management of

wrinary incontinence due to neu ic desrusor averactivity, UNDESIRABLE EFFECTS Very common (21/10),
common | =1/100.21/10), unceenmon (=1/1000, <1/100), rare 21710000, < 171000, very rare (1,710 000). Gerneral
In patients who were treated with Dysport during a senes of clinical tnals approamately 28,2% expenenced an
atverse event. The fallowing adverse events were expenenced in patients whao were treated for several indicatons,
such as blepharospasm, hemifacial spasm, torticolis, spasticity associted with either cershral palsy or stroke
and axillary hyperhidrosis and urinary incontinence due to ic detrusor overactaity: There have been
sporadic reports of b itivity. Adwerse effects resulting from distribution of the effects of the toxin to sites
remate from the site of injection haahemmramﬁmpﬂﬂed{mwmmbmm tysphagia, aspration
prieumania that may be fatall.  Fare: naumng: arrwrmplvﬁkm_am_mmnnm
Hssue disorders Uncommon: pruntus Rare: rash Geners . MirEst] 2 conditions Common
astheria, fatigue, influenza Ihlllrlesaa‘ldlnpmmsrtepaln}hunngmm.d rlmrhlﬂmThe
following adverse everts were ohserved in patients freated for blepharospasm and hemifacial spasm Mervous
system disorders Comemon: facial paresis Uncommon: Vilth nerve paralysis Eye disceders Very comman: ptosis
Commean: diplopia, dry eyes, lacrimation increasad Rare- opthalmoplegia Skn and subcutanecus tissus disorders
Comman: eyelid cedema Rare: entrapion Side effects may ocour due to deep or misplaced injections of Dysport
tempararily paralysing ather nearby muscle groups. Spasmodic ftorticollis The faliowing adverse events wers
chserved m patients treated for spasmodic torbcoliis. Nervous system disorders Common: headache, dizziness,
facial paresis Eya disonjers Commian: vslmbhned.vmlamrtrmdmedllmmmm diplopia, ptosis Bespratory,
thoracic and mediz=ting] disoeders Commen: ] Gastmintestinal disorders

sctive fieoye denrders 'lrEf)'

commaor muscle weakness Common: neck pain, mLmlluskeieml pﬂn. myalgla. pan n EN‘I:I'El'nI‘I‘]I; musculoskeletzl

stiffness Uincommor: muscle atophy, jaw disceder Dysphagia appesred to be doserelated and ocowred mast

frequently following injection into the sternomastoid muscle. A soft diet be required until 5 rea:»h'e
upbibut]' nr';guedmnelﬂlﬂ pel=y patients, twao years of age or mnﬂnmumm

to spasticity in paedfatric cerebral pafey patients The following adverse events were obsenved in pmdmncparmts

reated with Dysport for lag spasticity due 1o cerebral palsy. Musculosheletal and connective tissue disorders
Common: myaiga, muscular weakness Renal and u% diescaders Comemon: urmary incontinence General
discrders and adminestration site conditions Commorn: eike iliness, mjection site reaction {e'g. pam.
erythema, bruising efc.), gait distwbance, fatigue Uncommon: asthenia Inj ing_and edural
complications Commion: fall Upper imbs in paediairic censbval palsy patients Musculoskeletzl and connectve
teqe dsceders Common: musculer weakness, myalgia General disorders and administration site condiions
Commion: mbiuenza-ie iliness, fatigue, injection site reactions (eczema, bruising, pain, swelling rzsh) Uncommon:
asthenia Skin and suboitaneoys tissye disomlers Common: rash Concomitant treatment of dynamic equinus foof
deformity and of upper limis in ambulant peediztric cerbval paksy patients Mo data %bcehnmﬂled clirical
trials are availzble, according to the emsting data the number of treatment related side 5 &5 not higher indoses
of wp to 30 Wk or 1000 U whichever is lower in comparison fo treating either upper limb or lower mb muscles
alone. Symptomatic treatment of focal spasticity in adufts *upper fimb: The following adverse events were observed
npamtea‘bedrnr spasticy of the arm in adult pa‘nents followmng a stroke. General disorders and sdminstration
|nja::msrbemam [Eg pan, mﬂi‘una.swellmgeﬂ:}umrmm Asthenia, Fatigue,
3 orc arm muscle weakness In the Open-

Infiuerza like ilness M 05 58 I5
Ld:dmdlesmefnll:fnlg mdesrdﬂeel‘fec:swmdﬂ:- ntsa'ved General disorders and admmistraton site
Londitions Gait disturbance, injection site bruising and haemomtege Musouboskeletal and connective tesus
Hisorders Musculoskeletal pain, pain in extremity Nervous system deceders Hypertonia Gastrointestingl disorder
Dysphaga *fower imix The fiol hmrg&dmmmuhmwdnaduhmmmdhfmalmsmﬂuf
the anble jomt following stroke or traumatic bram injury. Geners 5] I5
Commen: asmenn. fatigue, |rr|t|em.a-||he diness, njettm ETE' mm [pm hnlsng. rash. plumus] ]m.u:y.
& Commoe: fall :

¥ Entmm EW maanrg h|:rﬂ1umet a'ud Iumr

rruswlarmh‘resamﬁlgta
limis concomitantly with ng:matal:ntald:edmm]&:ﬂu these ara no satety findings in addion to those
expectad from tnaghing aither uppes limb or lower limb muscles slone. Axillary hyperhidrosis The following adversa

events were observed n patients treated for amilary hypedudross. Nervous system dsorders Commor: dizziness,
I'Hdadle. parzesthesias, |mlulun13r)' muscle contractions af the eyelid ¥asoular disorders Uncommor: fushing
jers Common: dyq:nneaLhmrlmn Bpﬁta:sm_aud_m

mﬂmtmwﬁmm [s¥ ) e
in the shoulder, upper arm and neck, myalgia #Ed}mjdumdnaﬁ&mhmmﬁhm
everactivity Infections and infestations Commen : Urinary tract infection* Bacteriuria® Nervous system
Gastromtestingl disorders Common - Constipation

C{u‘nn‘m Haanau.na' I.hnurmm L.hna'yremnmn‘ Lh'ethralhaum‘rhage.Eladferhaum‘rha Beproductve

Commion : Erectile dysfunction General dsorders and administration site conditions
Common : Pyrexia Uncommon : Bladder pain® Injury, poisoning and peocedural complications Uncommon -
Mm‘ﬂnlcﬂﬁmﬂwtmbep'mﬁmmhﬂdﬂnﬂepnﬁlﬂdmﬂeﬂm&phammmhdmdmnhﬁn
2 weeks following treatment, unnary tract infections were reported in 4.0% of Dysport treated patents and 6.2% of
placebo treated patients. Urinary tract infections can lead to pyelonephritis. “can occur i patients hewe an
madequate cathetersation schedule The: prohle of adverse reactions reported to the
comparry dunng postmarketing use reflects the pharmacalogy of the product and thase seen during clinical tnats.
MMMIIM H]l]:-a'sensrrm_r Not known: Hypoasthesia

ma;m_:mF.El,:mng mapemed adwuse-reaﬂmsaﬂerauﬂnmsatmufﬁemedmnalpmdmm mmpartant. it allows
continued monitormg of the beneht/nsk balance of the medicinal prodict. Healthcase professionals are asked to
report any suspected adverse reactions - In belguam via the Federal Agency for Madicnes and Health Products,
Section Vigilance, Postbus 97, 1000 Brussel, Madou. Wehsite: www eenbijwerkingmelden be. Esmait adn@ifagg.ba
= In Luzxembouwrg via Division de la Pharmacie et des Médicaments, Direction de |2 santé, 30, nee de Bithowg, L-1273
Luermbowg-Hamm, Tel.: {(+352) 247-85592, e-mail: pharmacoviglanceiims etzt lu, Link naar het formulier: hitps://
guichet. public.lu/fr/entreprses/sectoned zante/medecins notheation-effets-ndeswables-medicaments_tm#-
MARKETING AUTHORISATION HOLDER IFSEN nv, Guldensporenpark 87, 9820 Merelbeke, Belgium MARKETING
AUTHORISATION MUMBER BEIS0521 METHOD OF DISPEMSING On medical gmm“puun DATE OF FIRST
AUTHORISATION / RENEWAL OF THE AUTHORISATION Date of first authorsatior: 7/02/1997 Date of renewsl of
the autharisation: 19/01/2007 DATE OF REVISION OF THE TEXT 06/2022
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