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PACKAGE LEAFLET: INFORMATION FOR THE USER 

Defal 6 mg tablets Deflazacort 

flead I ol ttd ie.1·1e, ,orv·r, �for• you Oefal 6 n,g bbl.«• contain, lactoM 
$1"'1 ''"''"O vi.s mod, t;.ecauu c c0t1ta1ns 
•-npona;i.: ll"l!ot ITl.lhon lo, you. 

• Keep tit kiof'6t Yov rn�y nG(;J :o 1eoe1 - aQ,.V'I. 
• If you h,h'e If>)/ lurlt,er QU�Sl(i!"IJ. 6!.k yovr 

clOclor o, phrum.,c," 
• Ttu n,ooanal pcoo..cl has� p1eoc,lbflcl lo• 

you onty. Do r,01 s M oo 10 01hors 
• It mey lwn1 �. "·on rl � 1lgnt ol ffiMU 

�• troe U'l'le a, you,,. 
• H rov get a-.y Side c,ffoc1s. tall,. lo your doc.lo, 

o, 1)1\1!11100-5 TI11$ lncludH ¥"/ powble lo.cle 
,Mec1t noc �slod 1r1 thtt i&an&t Gee sec.tlOtl' 

What 11 In thl1 lellfa.t: 
" I � u�cl lo• 

2 Wh(II you r,e d �now belort )OJ t.ue Del II 
.3 ow 10 tah O�lal 
,.rosulle w,, ene-cts 
S Hon to $!Ott °''al 
6 Furlhe< r.lo1m&tion 

1. What Oelal la and wh.tt II 11 uMd lor 

Del�! Is a rr,ed,:;k,. lrom a � ol med,or,el 
kf'O',r,n u oonioo1terokls.. "''hoeh N-ve er.Ii· 
lnfl.amn-..s10()1 and ann-ai10tglc pr�•­
Hs s.alcty C'•Ollo is 1Me11nt u ,1 ncereft<H 
le1,5 with g!uCldc metalx>isrn and t-.as les.s 
m 'lc!<a.'ooo/1,oo�eroid er.cct 1h n 0<her 
(0!1,C0$1e,QjC:f, 
Defal 11 Indicated for the trNtnwot ol: 
• llheuma!JC And coll11gen 0$HH$. 
• S�ln OSeOSCI 
• />J glic �ea503: brond'aLII asttvna lhal does 

Ml respond IO conv�nal lfelitmonl, 
• Rospra·ory appa1111us 65eaW$ 
• Eye dlseu,1s. 
• Bloo(J diseJses. 
• O,QC$d,•o :!)'Siem d1S<Jll.$0$. 
• 1dney d1stue,. 
• U-.-.r 01$,HJU. 

2. What you ,-cl lo know belo,e you tau 
Dalal 

Do not take Defal 
• u you., ...... g,c (hyp;ltMOSIUve) lo dollalaoort 

or at"'/ of It-. ott,ot ing,OCHIU ot thi, rneodne 
(refec 10 MCton 6). 

• II you 6Ufl• ltom alOmach ulO(II, 
• 11 rw ,1111tt 1ro1T1 bacterial (tctr.9 11.betcutot:.is) 

or viral lr� (hetpe,1 �x eye d<tc!a.w, 
l'liiolp,il z.oswr. cl,�n J)Ol<} CA �a.'iud 
inltldlons cauud by�-

• If yoo We abotA lo be, or have, tt>Ciintiy bHo, 
vaccina.ttd 

Th1$ mooc,ne cont&f\S IM.IOH. If you, O()dOf 
hu rocated ll'lal )"'-' ,ur.er !tom 1<·11ohwanoe 

cet1Jln ug�rs, ask tr,om bo!()(e tal<lr'Q tt,ia 
n10doe1ne. 

3. How lo lake O.f.r 

A1..-a1·• 1111o.e Jl)ls nwclne o�actly as pet 'PJI 
tloc10t'i in11tu�iont, 
Ch-f<:� wtln your doc10< or pn.,,maci,t II yQV aro 
not svre Thi, Moo'cioo � admoni5tored by oral 
•oUlo 

our ooc,o, .. 161 you l'>Ow marry !At)!fts 
you � 10 llke and how o"en, ThO do-St is 
rdMdual lor each pa1.en1 and may be char,ged 
t,y 1.,..., ooctot dopen.1,ng on toN )'00 retpOnd to 
rc.wncnl 

II you leke more Oelll than you 1hould 
In � evvnl ot overoo-..a or ,o;1donl.ll 10Qei;ti0n. 
call the Toxlco'c9Y lnfonnat.oo �. ,13Ung tl)O 
medo.10 and ltie arnovnt taken atlll lmn-.diat,ly 
go 10 • ho�I IO rec.,,e lll)p'opr111te tr♦-stment 

tt you fo,get to take Oefal 
Do nol ••� • doo..de dose to mll(e up !or 
forQ011♦,1 doses. 

tt you atop taking Defel 
If you h,we tn'I lutlhet QUeS!IOns on 111e use ot
thd tr.edicint. a$!\ yo,.,,r oociot or pharmacist 

me aN mec,einas., DelaJ con cause aide effects, 
annoug/1 not eve,yoocy gets �-
The �elftoclS ol Oelal. wtidl have �Wy bevn 
oose<Wd dl.Jl'l'19 �term utat'tlent. ate u 
follow,: 
• Ga.s11off'lltS!W\III <li$(1rd,,,1$; gll$1IOl.n!oSbnDI 

II.cot. 
• Nervous ays:ern 01orde11: ri.a.d.lCl'>,t, 

c.uiness, rnUt$Sll0!"5. elclq) dlw<ltrs. 
• Sl<ln and $UOCUIIMOVS IISSUO cbordols: 

heahng proble,ns, IMl damago. 
• CatdJiC tlnd 11aseu!M d<so<<lors: nc:reasoc.f 

llleod p,nsure (h)'l)if'ltns.r.in). water re1en110n 
"' b&Sues (oedema). 

• Elldocr'<ne dtsordet-s: -,.@i� oaill, WOl1eM\Q ol 
d1� IT'(lhlus, dl!.lW08fanc8 ol lTe<lGtlUMOll 
(IIT�) 

• Mvtw!Oskelelal .,., c0M6dl� t.s,ue and 
t,or,e dlio:ll�; mu,clo 1111'Nlo!U$d, O<MOpOtOai 

• E)-. IJll(litden: eye probklms. 
• W(h a � Nooe � (\he treQuency 

c;::1n not be t"1m<lled ..,,lh tht d31a a,·allat.'a) . 
Oluri� .,1a,on_ 
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Warnings Md pn,cau11on1 
Ta�o s.podal core w,th Oolal 
• T{III )'OU/ doctor ff you are aufleri"il frorn 

hellrt d•se9�P. 
0.'ll'Q\!SlNll hol\11 l;i,lu<I), 
high blood .P,&!>Suni, 
tt,,0,1 nmbol,c d,s asos (lhOso ca1Jr.ed by 
l�ood ciol$ ), 
dlse-ases of the OeOOp/1agus. s!twnach 01 
,ntes�,r�. 

• d•3b<lt,� mclhtus. 
emotional disorders, psyct,osls. op,lopsy. 
high intraocu�r tension (gl3uooma), 
h)1)0t"lyro,dlsm (tUJIU(O of the lhyrood gland). 
cinhosls (severe 11,•et dam.a�). 

• The dose ol con,oostoroids muGt be ad1ustod 
In spodal sftuation, (surgery, infections and 
�hers); lho;ofore the ooctor mu$t know wholhot 
)'OU have sul!o,od born any d>seaso. 

• In cl-.ldren. the prolonQCd use of ltlls mediano 
IMY stop their gt'(lWlh and oovclopmonL 

• Allor long-torrn troat-,-.unt w�h Oolol, the dose 
must be reduced gr adualiy. Do not MQl>lakll>{)th<S 
moo.ctno w,1l'>OV1 l.aJk,ng 10 )•our doclor first. 

• Con1act your doctor ij )'OU experiorw;., blurreo 
n or olher visual distu'1Jan:ios. 

Talk to your doctor b<lfor e taking this medicine. 

Use In athletes 
Patients must bo warned tha1 this medicine 
conta,n5 deftaz�con. whieh c.in proouce a 
posl\Ne lll'\l,<:lc,plng tosl rosuft. 

Other medicines end O.fat 
Tell yo-Jt docl0< or pharmacist if you are taking, 
have recen::, tak.eri et ml\)hf lake any otti-Or 
medlcines, inelud,ng m&dicines obtained wtthout 
p,ewiplion. 
L1 particular. 1et1 your doclot or phatrnadsl ii you 
a,e taking arr; ol the ff)lldic,nes �.sled below, es 
Oe!aJ m,ght Interact w�h tllem. 
• Olaoot<n medicinff: as !he do58 might ne6d to 
�ctw>9ed.

• Anl,t,ot/C$ (r<fampk;ln): as tlley may rudUce lho 
effi;ct of Del.al. 

• Oewogens or oral conlt;scoptlvos: 8$ lhG olloct 
of Ollfiil may be Increased. 

• Mi,cl,cinea tt..,J cause mu!;Glo rotax&tl(>O: es lho 
rola.w'il effect may� p,olongod. 

• Antichol!nH!IWau meddnes used In 
rnyastheflla g, av.s. 

• VacciM.s and tox�c · as COl'be(),tarold� 
d(;�,;ase t/,q irnnivnit 1Hf,<lllll8, 

• 1,',ed,cir,os fOI tp1ICOJ)' and U,o� l.13811 
J1 p,,<Tiillri: t'fi(WIWU (rfflY/llf\ itv,,o;t11ri;it�); 
- """" "'8( <!Wt.lM lne � 04 IX,lol. 

, Som• n�aei mey lnaeaw !he anucto of 
Oefal 6 IT>'J tablell Jnd Y0lJ' dooo10r may wl,h 
.to rroOMor )'OU ca1efu11y Y you are 1a1ung U1<1sa 
me�, (inctuoing .ome m�bnn for 
HIV; rt10n8vlr, oobi05t&t). 

Th@ use of Dela! along with 0fhe< me<Jk"'(IS 
!hat ciwse musolo tola,r.ahon. osi�Ay whun 
high doses art lldnmlstereo for long 1>$tlod1 r.,/ 
t.mo, m&y prO<Juco 54;vere muoclo <Jto<�rs. II 
you Q'll any side effects, l�lk to your l'..oc104' or 
ph.�rmac!M. Tt'is lncludo� any posslblo Skle 
offocls not Gslod In tlu 1eane1. 

5, How to 1l01• Dalal 

Store bolow 30'C. 
Ke;ip 00\ ol t� s!ghl and rooch of cN1dron .. 
Oo 1101 ui.e !his medicine after tho erpfry clele 
which Is &1allld on lhe conta ner altet EXP. Tii. 
oxplry e&le •�lers IO 1he last day of 1/lat month. 
Oo not throw away any medicines via w.u1ewate< 
ot hOU$0hold Wl15te. Place lhe containen and 
modidnoa you no loog1tr nood In the recycling 
point at lhtl pharmacy. II you are unsure, uk you, 
�armacltt how to I/vow away pad\DQe$ and 
m�icines you no lorQe( n�. These measurM 
will help protect the environment 

6. Further lnformaUon 

What Oelal 6 mg tablet• contains 
Tho active subslanco is doftazaoort. Each tablet 
contains 6 mg of doflaz!IOOrt. 
Tho other Ingredients are laclose monohydrate, 
CQm s1a,och, mlcroc,yslalllno celiuloso and 
magntY...ium stoaiate. 

Whal Defal 6 mg tablota looks like and 
conlenla of the pack: 
Aouoo. whlte, uncoate-d ts.blels wilh a aoss on 
one lace and the numoor 6 on the other. 
The tablet can be divided into equal 1)11113, 
oera1 6 mg ta.btets Es packaQ(ld In a PVC­
alutnlniurn b6ster and is supp[1ed in packs 
cont&inlng 20 1abters. 

Other preaentatlona 
Oefaf 30 mg 1abl81s: packCOl\la�lng t0tabletsOI 
30 mg oonaucort. 
Oefal 22.75 mg/ml oral drops, s,.,spe<'\Slon: � 
C()(1iail�ng 13 ml ol &uspenslon w,d a droppe,. 
Net all prtsenl.\tiol\S Cl l)llek 51ze, II� matkllted 
OI ,091s1erod. 

Morketlng euthorlullon holdM and 
manufacturer 
FAES FAllMA, S.t\. 
Mhimo Aouh10, IC 
◄8ij40 Leloa - SPAIN 
Tel:0034 �ii 818 300 

T11is lenfl&I WII IHI rel'iWd n; Novt1rnb411 1 �!)'ll 
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Pregnancy and breast-feeding 

Defal must not be used during Jhe first three 

months of prcgmmcy unfest the docior oonslders 

that the benefits outweigh the potential risk. 

IMPORTANT INFORMATION FOR WOMEN: 

If you are pregnant or breast-feeding, think you 

may be pregnant or are planning 1(1 have a baby, 

ask your doctor or pharmacist for advice belore 

taking this medicine. The use of medicines during 

pregnancy can be dangerous tor the emt><yo or 

foetus end must be monito,od by your doctor. 

Dalal passes into breast milk, lhorefore Its uso 

during breas1food1ng is not recommended. 

Driving and using machines 

Although no Information Is available, until 

the response to treatment is satlslaciory, you 

are advised not to perform tasks that require 
special attention, such as driving vehict9s, using 

potentially dangerous machinery, etc. 
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CERTIFICADO DE REGISTO DE ESPECIALIDADE FARMACEUTICA 

ll m B/3 T §U PX � i3 tt �!1d r� � ,gu fi iE� � � ic . � ffl� � *� !l□ T :
Certifico quc a especialidade fannaceutica, abaixo identificada, se encontra registada na Regiao 
Administrativa Especial de Macau, de acordo corn as seguintes especificac,:oes: 

DEFAL TABLETS 6MG MAC- 01003 

Nome comercial 

Deflazacort 6mg 

Composir;ao e dose 

(3)��� F.Fann h �� comprimido (4)m-��,t�- Apresentac,:ao 20's 
-----

( 5) $ � � ic A 1jjfH WH� � 67l t±1 A □,&ii;�� rffi 5m 

Requerente do registo Finna de lmportac,:ao, Exportac,:ao e Venda por Grosso de Produtos 

Farmaceuticos Wuzhou 

(7)fil7" B Jt_ij 22/09/2022 
----------

Registo autorizado por Vice-presidente do ISAF Data do despacho

(8)����!m

Validade do registo

2021 $ 09 J=3 22 B 

22 I 09 I 2027 

B !iJl 2022 $ 09 J=3 22 B 

Data 22 / 09 / 2022 

WHt�1f�Jlra3ra3N 

P' 0 Prcsidcntc do ISAF 

Lei Sai Ian 

m �.� n J=3 + 11 a � n 11111 � 1M fJJ� )n � � t 11* � R] 1J: :z i.f! � !} t1:1 
(Emitido ao abrigo do 11°4 do artigo 7° do Dccrcto Lei N°59/90/M, de I 9 <le Setembro) 
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FAES FARMA S.A. 
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48940 Lamiaco-Lejona (Vizcaya) 

Espana/Spain 

FAES FARMA S.A. 

Maximo Aguirre, 14. 

48940 Lamiaco-Lejona (Vizcaya) 

Espana/Spain 
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