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PACKAGE LEAFLET: INFORMATION FOR THE USER
Defal 6 mg tablets Deflazacort

Read a0 of tes lea‘lel caraluly Lafove you
$121 talund this modicma bocause & centaing
¥NPONATE B1E0IMANIN 10 yYou.

* Keop thy leafiet You may need 1o read R agan

* i you have any luther Questions. ask your
BOCiur or pharmacist

« This med<inal product has baen prescritad lor
you only. DO 1ot pass k on 10 othors

« it may Aarm themn, evon d thew signs of iiinass
sse the 68Me &3 yours.

* H you got any side eflects, talk o your doctos
or pharmaost, This includes any postible sde
eftects POt ks16d 1N this leafiet. See section 4

What Is In this leaflet:

1. What Defal is and what # is usod kv

2 What you nend 10 know before you taze Deta
J How o take Detal

4.POsslie ude effects

5 MHow W store Defa)

6 Further riloimaton

1. What Detai is and what It ls used tor

Delst is a8 medrine from a gouwp of mediones

known as oomoosterods. whch have ana-

Infammalory and  anb-allergic  prepemos.

Its salcty profMe i3 Citferont as it »vereferes

less with glucdc metadolam and has less

Minerdocortoosiciod  effe<t  thsn  other

QXIS OICS.

Defsl is indicated for the treatment of:

* Rheumalc and coilagen dseases.

* Sain Gsvases

» Aleigic dseases: broncha) asthma thal does
not respond 10 conventional lreatment.

* Rospicatory apparatus diseases

* Eye diseases.

* Blovd diseases.

* Dyyestive system chisgasos

* Kidney dizeases.

* Lver disesses.

2. What you noed to know before you tahe
Detal

Do not take Dela!

= you are aterQC (MyparSonsitive) 10 dullazanon
of 3rvy ol the ottor ingredents of this medoing
(refer 10 section 6).

« If you sulter trom etomach ulcer.

+ It you suller trom Lasclonial (sctive huberculosss)
of vied infoctsng (herson simpsex @ye diseace,
torpes 2ostet, chichken pox) cf genwerasized
indactions causod by ngi.

* I you are about 1o be, or have recently teen,
vaccinaied

Detal 6 mg tablets contalns lactose

Thus madcine contans lactose. I your doctor
has ndcated that you suf'er fom intolerance
12 cenain sugars, ask thom be'cre taking tis
meding

J. How 10 take Defal

Alwvays (ake Jus medcing exactly as pef your
docior s Instructionss

Chech with your doctor of pNarrnacsi it you 30
not e This medicing i3 admmistered by oral
1ote

Your Ooctor wil el you how marny tabhets
you reed k) lake and how ohen, Tho dose 13
nJIwvdual lor each panent and may ba changed
ty t™e doctor dopending on Fow y0u re5poad 10
freatmend

1t you take more Defsi than you shouid

In the ovend of overdese Or accidontal ngesion,
callthe Texwoolcgy Informat.on Sevvice, stating the
medkme 8nd the amount taken and immediatsly
¢0 10 a hospial o receve apprepriate reatment.

It you torget (0 take Detal
Do not taka 8 Couble dosa to maxe up for
forgetten doses.

H you stop taking Detfal
It you have any huther Quesdons cn the use of
3 mediane, ask your docior 0r pharmaost.

4. Possible side etfects

Lit¢ all mecines. Defal can cause 8o effects,
arhough Not everybody gets trem

The sce-efiects of Delal. whech have maniy bean
otseved durng kng-lerm reatment, are as

follows
» Gasucintestingl  GS0rdars.  gasirsnteshnal
yicot
* Nencus system O8orders. headachs,

czaness, resllassnets, slocp disorders.

* Slon  and  subcutanaous Ussug  disorcors:
healing prodlems, sks) damage.

+ Cardsc and vascuwids dsordurs: nCreasod
bicad pressure (hyperiensin), water retenbon
n bssues (oedema).

» Endourwe disorders: wuighl gain, worsening of
cinbias maitus, disappearance of Tensruaon
(arenunhea)

* Mutouoskeetal and connuctive bssue and
bore disonsars; MusCio woxkw)sS, CSTOPTTONS,

+ Eye tiscroens: eye protiems.

* Weh a trequency Nons known (the kequency
can 1ol Do estimated with the data availade).
Olurred vison,
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Warnings and precautions

Take spoval care with Detal

+ Toll your doctor if you ane suftering from
= hean disesse
= Qangestive hoarnt taikure,
= high blood pressuie,

» thronmiboombolic diseases (Rwse caused by
blood dlots),

» dissases of the cesuphagus. stwnach or
wlestine,

- chadetes molitus,

= emolional disrders, psychosis, epilepsy.

= high intraocutar tensson (glaucoma),

= hypothyroadism (tudure of the thyroxd gland),

= drrhosis (savero liver damage).

« The dose of cortxoosteroids must be adustod
In spocial stuatons (surgery. infections and
others); therokore the doctor must know whethet
you have suffevod from any diseass.

« In clukdren, the prolonged use of this mediane
may stop their grawth and development.

+ After long-torm troatmunt with Detal, the dose
must be reduced graduatly. Do not stop takingth:s
moacicing withaut 1a'king 1o your doctor first.

« Contact your ooctor if you experianca blutred
wvison or other visual disturbances

Tak 0 your doctor belore takang tys medione.

Use in athietes

Patierts must be warned that this medicine
contains deflazacort, which can produce a
positive antdoping st rosuit.

Other medicines and Delal

Tell your doctor or pharmacist il you are taking,

have recenty laken of might lake any other

medicnes, including medicines obtained without
prescrigbon.

in partsculas, teli your docior or phasmaas! if you

8re taking any of @ moedicines listed below, as

Detel mght Interact with them.

+ Diadetes medicines: as the dose might nead o
be changed.

» AnIotcs (rlampang: as they nay roduce the
eflect of Detel.

» Oestogens or el contracoptives: as the olfect
of Delal may ba inceasad,

* Mecinss that Cause Muselo 18laxanon: as tho
tolazard etfect muy Le prolongod.

« Antichobnestarase  medicines
myasthenia gravis.

» Vacones and owcads' as  corbeostarolds
docraase 1o ImmMuna (esfonse.

» Vodcmos (o0 oplepsy and hose used
N BYTsarc Yerbnesds (Jhervynn phenohetial);
2t ety My Osre x50 e edoct of Dotol

» Sune nwdcines may incease the effucts of
Cefal 6 mJ tatdsts and your coctor may wish
lo mnaor you caselully if you ase taking Lhess
madicnes (induding pome medicines for
HIV: nonavir, cotsostat),

used In

The use of Defal slong with other medicines
that cause musclo relazation, ospoually whon
high doses are adnunistered lor long pactods of
time, may pIovuco sovere muscle dsocdury, if
you gat any side eflacts, 1alk o your doctor or
pharmacist, Thrés indudos any possiio sde
offocts not lisled In thes leaflet.

5. How 1o store Defal

Stare betow A°C.

Kesp out of the sight and roach ol chédren.

Do net use tus medicino after the expiry date
which is staled on the container after EXP. The
oxpiry cate refers to the last day of that month,
Do not throw away any medicines via wastewates
of household waste. Place the contamor® and
medidnos you no longer noed In the recycling
polint at the pharmacy. If you are unsure, ask your
pharmacist how to Uvow away packages and
madicines you no longer need. Those measures
will help protect the enviconment.

6. Further information

What Dofal 6 mg tablets contains

The active substance 15 deftazacon. Each tablat
contains 8 mg of doflazacort.

The olher ingredients are lactose monchydrate,
oo starch, microorystaling  caeliviose  and
magnoesiurmstearats.

What Defal 6 mg tablets looks like and
contents of the pack:

Round. white, uncoated tabiats with a cross on
one 1ace and the number 6 o1 (ha other.

The tabiat can be divided inte equal parts,

Detal 8 mg tablets s packaged n a PVC-
alununiurmn bhster and is suppiied in  packs
containing 20 tablets.

Other presentations

Defal 30 mg tabiets: pack conlaning 10 lablets of
30 mg dehazacort,

Delal 22.75 mg/mi oral drops, suspension: bole
contaiung 13 mi of suspenson and 3 Koppet.
Net all presentatons of pack sizes ar¢ marketed
Or cegislered.
Marketing  authorlsation  holder  and
manulacturer

FAES FARMA, S A

Maximo Aguine, 18

469-10 Leiva - SPAIN

Tel: 0034 044 818 300

This leallet was last revised n: November 1939
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Pregnancy and breast-feeding
Detal must not be used during the fist three
months of pragnancy unless the doctor considers
that the benefits outweigh the potential risk.
—
IMPORTANT INFORMATION FOR WOMEN: -
1 you are preginant or breast-feeding, think you -
may be pregnant or are planning ta have a baby, —

ask your doctor or pharmacist for advice belore
taking this medicine. The use of medrcines during
pregnancy can be dangerous for the embryo or
foetus and must be moniored by your doctor.
Defal passes into breast milk, therefore its use
during breastieeding is not recommended.

Driving and using machines

Although no information is available, until
the response to treatment is salisfactory, you
are advised not to perform tasks that require
special altention, such as driving vehiclas, using
potentially dangerous machinery, etc.
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CERTIFICADO DE REGISTO DE ESPECIALIDADE FARMACEUTICA
LEBTIRECSHERMBATHRERER  BREROT .

Certifico que a especialidade farmacéutica, abaixo identificada, sc encontra registada na Regido
Administrativa Especial de Macau, de acordo com as seguintes cspecificagdes:

OEIRES : DEFAL TABLETS 6MG MAC- 01003
Nome comercial
QM EREE : Deflazacort 6mg
Composigdo e dose
(3)EIE! F.Farm : kBl comprimido 4)8— B E(E Apresentagio : 20’s
(5)EBEFEA » MEEM AR B A O RREEEESE
Requerente do registo : Firma de Importagdo, Exportagdo e Venda por Grosso de Produtos

Farmacéuticos Wuzhou

6 ERECA » EYREEERAIRE (DH#RA# : 22/09/2022
Registo autorizado por : Vice-presidente do ISAF Data do despacho

®)Z BN 202709 22 H
Validade do registo : 22/09/2027

HH : 2022 £ 09 H 22 H
Data : 22 / 09 / 2022

HYEEEERER
P’ O Presidente do ISAF

het,

FHE

[.ei Sai [an

REABTAHEANNEM REZSBELHREFORZAE R WY
(Emitido ao abrigo do n°4 do artigo 7° do Decreto Lei N°59/90/M, de 19 de Sctembro)
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EmERBEAA :  FAES FARMA S.A.

EmAeaRIEAAMIL : Maximo Aguirre, 14.
48940 ILamiaco-Lejona (Vizcaya)
Espafia/Spain

HEDH :  FAES FARMA S.A.

S35 I i At . Maximo Aguirre, 14.

— 48940 Lamiaco-Lejona (Vizcaya)

Espafia/Spain
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