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PACKAGE LEAFLET: INFORMATION FOR THE USER
Detal 22,75 mg/mL, oral drops suspenslon. Detlazacort

Read all of this Walol cercfully beloco yeu start
kdng this medicine bocause ft containg impastant
inlormation tor you.

* Keop this leatlel. You may nood to read @ agan

« 1 you have any Rurthee QUoSBOns. sk yourr doctor of
pharmacsst

« Thus madicinal product has been presatied for you
onty. Do not pass it on to others

* 1 may harm thum, even f thoir signs of Mneas tre
tho sfune as yours

+ i you get any $IQ offects, talk to your ddctor of
pharmaoist. TS ineludes any poasible side vffects
not fisted in this leafet.

What I3 in this leaflet:

1 What Del) Is and what ft Is vsed for

2.\Yhat you need 10 know belore you take Delal
3. How to take Defat

4.Possdlo 8ide eltects

S How to storo Defasl

6. Furthor mtormabon

1. Whet Dofal is snd what [t s used for

Delal 8 a medicine ticvn a gioup of medicines known

as certicosteroids, which have ant-nftammatory and

ant-allerge (vopectas. s salnaly profle ts difterent

83 M intorfores eSS vath gluckdc metadbolism and

has loss minoralocorscestaresd effect than othar

oorticosteroyds.

Daelal ls Indicated for the treatment of:

+ Rhoumatxc and ooliagon dineases

+ Skin diseases,

+ Allergic diseases: bionchial asthma that doos nol
respond 1o conventsonal teatment.

* Respiratory apparatus diseases,

+ Eye diseasas.

+ Blood disoases.

+ Digestive systam diseases.

* Kidney diseases.

¢ Liver diseases.

2. What you need to know before you take Defal

Do not teke Defsl

* f you are allergic (hypersensitize) to dellazacont or
any of the other ingredients cf thvs mading (refer to
aection 6).

* I you sufler Ircm stomach uicer.

* if you sufter from bacierial (active tuteerculosis) or
viralnfectons (herpes Bimplax ey C:s6ase, horpos
zoster, chicken pox) or generalized infectons
caused by fung.

«tf you are about to ba. or have rocontly bowun,
vaccinated.

Warninge end preceutions

Take spucial care with Dotal

* Tod your Go-r # you we sullering from any

hean dsoase, congestve heart ladure, hgh blood

pressure, Bwerboambotic diseases (U0se Coused

by Dlood cls). dissases of (ha oesophagus.

stomach of intestire, disbetes melitus, emotions!

discrders,  psychoss,  epiepsy,  glaucoma,

hypethrytousism (faiture of the Bryroid giand) andlor

cinthosis

The dute 0f corcosieroids must be adwsted In

specyl situabons (surgary, nfuctions and others);

therefore the decior must know wiwthed you have

su'ered from any dissase.

In chiiren, the profongod use of this meditine may

sl0p thew gruwth aivd develspment,

Aher long-terrn treatmant with Betal, ¢'e Sose muat

be reduced gradualy. Do aof stop taking itis

mediind without ad g 10 your 0107 first

« Cuntact your doctor d you experisnce turied vision
o¢ Olhwer visugl disturbancass,

Talx 10 your doctor belore Laking this medaana

Use In sthietos

Patonts must e wanwe that the Medcing conlaing
Bufiazacor, whuch an Froduce 8 prsitve antidoplng
tast result,

rostlozaness. sloep disornsers.

+ Skin and eudcutanuous tissue disordens: heahng
frobiems, skin damaga

* Cardiac and vascular gsorders: increasad biood
Feosare (hypartension), water retontion in tissues
(oedama)

+ Endocino  disorders: woight gain, worsening of
duabwsles molilus, dsappasranco of rmenstruabon
(amanorhen)

+ Musculosk eletal and connective tisiue and bono
AsOrdars: MuSCly wearnass, OstecHolens

+ Eye disorders. eye probloma.

+ With a trequency Honae knawn (the frequency can
not ba estimatod wath the dala availabe). Blurod
vision

The usa of D etal akong with othas medicines that cause
mustie rolaxaton, espasially whon high doses aro
adirssteced o kng perlods of ime, may produce
severe muescie disorcers. il you gel any side effects,
tafX 10 your doclor or pharmadst. This includes any
possible side effects rot lsted m this leaflet.

S. How 0 store Delal

Storo below 30°C.

Koep out of the sight end reach ol chikiren

Do not uso trus medicing atter the expuy date which
18 staled on the sontainer after EXP. The expiry date
rolers to tha |ast day of that month,

Do not throw away any medicings via wastowalor of
household waste. P1aco the containwrs and medicines
you no lenger need in tha recycing point at the
pharmacy. !l you 8re unsure, ask your pharmaast
how 10 thiovr away packages and meccines you no
ngor noed. These measures wil holp protect the
eavionment.,

6. Further information

Vinst Defal 22,75 mg/mL orel drops conts ins

The actve substance s de'lazacont. Each mL ol
suspension oontaing 22.75 mg of deflazacon or each
arop of SusSpenson contans 1 My of dertazacon
Othor ingredients: sorbltol solution  70%, sodium
carberymethyl calisose, sluminum magnesium sécate,
polysorbate " 80, banzyl alcohdl, sucrakse. tropical
havour, ciric acd monohydrale. sodum hydroxide
and purited water.

What Defal 22.78 mg/ml. oral dropa looks like snd
contents of the pack:

Dota] drops is an homoganoous and  whitish
susgension, This madicine is availadlo in ambor glass
btotdes of 20 mbL with an atuminum cap. Tha botte
conitains 13 L of suspansion. A glass dioppac Is 8ls0
IrSuded.

Othor presantations

Oofa) 30 mg tabiots' pack conianing 10 tadblets ol 30
mq defazacont

Detal 6 iy tablets: pack containing 20 tablots ol 6 mg
dehazacon.

NOt 3y presentaions or pack sizes are markeled of
reqgistared

Marketing nuthorisation holdec and menufacturer
FAES FARMA, S A

Mdximo Agulrre, 14

48940 Leioa - SPAIN

Tot: 0034 944 818 300
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Other medicines and Defal

Ted your doctor of pharmacest 4 you are taking, have

recontly taken or iveght take any oihar medicines

INCRANG Modn i e OLTANd withcust (4 wectiption

In partcutar, Wil your doctor or phaimiscast d you are

taking any of e meurines ketad biokhv, a9 Dntal

MM & o act with tham

+ Diabetes madicies: as the dose might neod 10 ba
changed.

* Anubrolcs  (rlampecst) as they may reguce the
oftect of Detal

» Oostrogans or oral Contracopives: 04 hu ettect of
Dofal may ba ncroased

» Madicines that cause muscio ralaxation: as 1M
relavam ef'iit may dba proiongad

+ Antcholingstoraso modimes usnd i myastherwa
Qiavis

- VacCiws and toxoxds a3 cordeostecoids danieaca
the ¥Mimune respsa.

* Mexheinos lor epilepsy and 1hoso used n psychiatnic
reatments (phanytn, phanohaitelal): a3 they rmay
decrease the effact of Dafal

+ Soma mudkmes may kxreaso the ofacts of Delat
0781 Jrops and your Suctor May wish 10 Monitor you!
carelully if you are taking thase macdicings {(ncluding
somo madicines for HIV: ponavi, cobicestatl

Pregnancy snd breast-fcading

Ootal must not ba used duing the Rist theoe months
ol pregnancy unless the docior consigéss that the
benohis outweigh the potential nsk.

IMPORTANT INFORMATION FOR WOMEN

W you are pregnant of bieasl-iecding. think you may
be pregne of are planning o have a bady. ask your
doctor or pharmacsst for advice dolure taking s
macicing  The use Of MecNnes dunng geegnancy
can ba dangerous for the emdiyo or loetus and must
be monitorod by your doctor. Defal passes mio breast
mik, thevofote its use duiting bLroasttoeding 18 nol
recommanded

Driving and using machines

Although 0o informaton IS evailablo, untd the
163p0Nn350 lo Leatment 18 satisfactory, you a0 ad\ised
not 10 perform tasks that require spacial atentian,
such as driving vetucies, using potsntinlly dangerous
machinery, elc.

Detal 22.75 mg/mL oral drops contalng sorbitol
(E-240) and sodium

This medcindl product containg seebitol N your doctor
has incicated that you suiter frorm mtolerance to cenain
sugars, ask her/lum before teking thks medicine

Thes meacingl procuc! contiing Mss than 23 mg of
80dum (1 mmol) per mb. (0. # (8 essantially sodum-froo

3. How to take Defal

Ahvays lak.e this medcing oxactly as par your docior's
Instructons

Chock with your docior or pharmacist il you aro nol
sura. This medana 18 sdminisieied by oral route
Your doctor will establish the daily dosa. The dose is
Individual for each patond na may ba Changod by tw
0OCtOr depending on how you 1€30p01vd 10 treaum ol

i you take more Dafal than you should

in tho event ol ovavdoss of acchiortal Ingostion,
call 1ha Toxicalogy Inlormanon Service, s13ling the
medicuio a:d the smount laken and knmaduitely go
10 8 hospeal 1o rucoive aEpiopriato treatmont

Il you forget to take Detal
Da not tske s double Base to mske up lor forgontan
dosos.

i you stop taking Detal
it you havo any uwiwr Questiuns on the use of this
medCing, 8sh your (JOCtr O phasmacist

4. Posasible side effects

Ling al moedicines, Defal can cause side efects
alihough not everybody gets them.,

The si00-aftects of Delw, which have fmawnly beon
otrseivod duiiy tong lenm resunont, are as lokows

« Gastrontestnal disorders: gastrointestinal ulcer

« Nervous ayslem disordors: headache, dizziness,
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CERTIFICADO DE. REGISTO DE, ESPECIALIDADE FARMACEUTICA

wEB PR BESLBEMBRNTREGE  ABARNT :
Centifico que a especialidade farmacéutica, abaixo identificada, se encontra registada na Regido
Administrativa Especial de Macau, de acordo com as scguintes especificagdes:

(HEmER . DEFAL ORAL DROPS SUSPENSION 22.75MG/ML. MAC- 01002
Nomeoomercial : o
QEGREE : Deflazacort 22.75mg/mL
Composigao ¢ dose
(H)BE FFarm : M/&M Suspensio (4)EB— 3 W Apresentagio © 13mL
(SEZFEBEZA : IMNEYEREADORRSZENR

Requerente do registo @ Firma de Importagdo, Exportagdo ¢ Venda por Grosso de Produtos

FFarmacéuticos Wuzhou

6% HEa2A : EmE SHIE (ML RE A : 22/092022
Registo autorizado por : Vice-presidente do ISAF Data do despacho
(8)C T P 20270983228

Validade do registo ¢ 2270972027

A1) : 2022 & 09 F)] 22 H
Data : 22 / W 022

MENRIENN &
I O Presidente do ISAF

FUE o

Lei San lan

BENABTNAABANMNEMBIEASBLRBURZATRA N
(Emitido a0 abrigo do n°4 do anigo 7° do Decreto Ler N¥*59/90/M, de 19 de Scetembro)
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