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PACKAGE LEAFLET: INFORMATION FOR THE USER 

Defal 22.75 mg/ml. oral drops suspension. Deflazacort 

Read an Cl Uus 1$&JIO( coroh,Ny �IOIO you 1tart 
W<ro1J lhls modiclne llGcau&e • cor.talns � 
lnlormauon 10, you. 

• Koop u,., loallol You m11y nood IO read« ogo\ll 
• n you have any lur1het (M)toons. 11•lc yoor do<:1o< ot 

pl\armac:ost 
• This mod,cln.'>l prO<luc1 ho11 been prewilled I>)< you 

�- Do not P,.'lSS It on to Olho,J 
• h moy h.a,m thum, OvM If thoir Ltgns of e.''1ootm 1,e 

tho ,nr no u yovri 
• 11 you get any sl<J.J ollocu, 1.lll< to your doctor o, 

J)NlrmllC>$1. TNs lrdud<\S any po,slblo s,.i. gttilct$ 
nor listed In tNs lo.,net. 

Wh•t 1, rn 1h11 1e,n.1: 
1 11\/hal Oefal Is and wh:lt tt 1$ us«! lot 
2.1\lhal you need to knowb<,lo,e you 1&1-e Otldl 
3. How to take �l•I 
,.Pos��o •td4 olfocts 
5 IIOW to tlOl'0 Df,fal 
8. F"'1N!r .,,�oon 

I. What O.lal la and whet It la uMd for 

Dellll ,s a medicine b<;,m a group"' mcsdrclncn ilnown 
lU COfllCOSIOrold_!, v.'hith h�•e anll-tnflitmma10ry and 
anu-allefg,c Jl"Cll)e<t>es. ftt u•ciy prof,Jt, Is d•"�•eol 
a, K lnl!lf1orcs lo� with gtucld< n>e1ll.boll,m and 
Ms lass minor ak>oo'1ico$lcroid cl!CCI IMn othor 
oonrcoslerol:ls. 
O.lal la lndl<:ated for ltt• ltNtment of: 
• Rhoumaloe 111'1<1 oon-'l)On cliGGaso, 
• S Kin dr�uos. 
• ARetglc disease.,: btonchlal Ulhma thal doos nol 

respond 10 convt<1oonal uealmont 
• Resplfe1ory lt)l)atlll\JI d•SC&s!IS. 
• Eye drsea-. 
• Brood dlsoas,es. 
• DIQeS(rve system dis♦•••· 
• Kidney diseases. 
• U....r dls.ases. 

2. What you IIMd to know before you i.ke D•f•I 

Do not take Oelal 
• tt you are alerglc (h)1M1rffl1$1rivo) to dellllz.ecort o, 

&tty of l!lO olt>er lngredM!nts al IIYt mttdidno (rcfe, to 
aec:tioti 8). 

• II you sunf)( lrom •lomar.h ulcor. 
• 11 you sunor from b.\don.ll (ac�vo Mx;rcukl,;ls) 01 

vlral iofect,oris (he<pes W11J)lox cy� o,s,,a.so, l>CtpM 
zost8', chlckon pox) or Qf/nerolrzoo tnf"'-'1>ons 
caused lr/ tvngl. 

• 11 you a,e al>ou1 10 be. or have 1ocen.dy llotln, 
va,;cinal&d. 

Wamlnga and pr.caullona 
Ta_i... ,peclal cart w,ltl 00111 
• TOI yo.it doelOf ii you 11e W11etlng from any 

hean �. c:ongesm heart ,..,,., high blood 
p,ast.ure, lhr� d•M- llhOM caus.od 
by bioo<l clo!s), <IIMl-'ff ()I IN O.Wf>MOUS, 
,tomactr or wi1&il.--e, d,abe� mellilus, emollonol 
dlsOrd•r&. psyd,ow, epilepsy, 9laucoma, 
hypo1Pry,oid,$"n (failure ol lhe thyroid glllfd) an,J,lor 
cinhtX!f: 

• The <IOU o1 cO<lJCOSlc<olos mu11 be ad;usted In 
,r,ec;.r SIIUalJOO• (M.rfOC',Y, wiloctlon1 and olhers); 
tr.wolore thO doclor nruJ;I Jc11ow wl'!lilh(I( yov t1avo 
suHered from any dr£USIJ. 

• tn chddren, Ul() p,olongoo uSII ol ilris mc<liLi110 may 
110p ltllill QtUWlh Gl>':l dl...:,,IOl)m(,rrt, 

• Ah"' �le<rn lttltm<,(11 W(lh 01;lal, ,,.,. do� muM 
be reduced g,.sduMy. Do nu4 "CIP lal!ing II•• 
mocilcloo wlll10UI la/1.lflg IO ,Our (lt;(,t>)f tin.I 

• Contac, your doc!Of � you exp&<!IIOC,O bltJ11od 'ilslon 
ot Ohr vi:.ual d!�lutl1/uloo1. 

Tai� 10 yout (IO(;tor bf,f0<11 Wang lhi1 rt>Oo11Qne, 

UM In altti.to. 
P&lront5 mut.1 be w•nwd 11'\af 11>4· fl'llldon9 OOl>Ulnt 
d<lfllrlOCOl1. wt\Jdl <,l\'I IJIOOU('AI I p.,,,w., arrt� 
, .. 111sut1. 

ros�o:.anen. woep di,1cmlers. 
• Skin ar>d subculanoou1 tissut d!sonlert: Maling 

prol"°ms, 1k1n damego. 
• C111dloc and vascul.lr cl�OOII: lncr63Mld Liood 

p-essvro (hyplltleoolon], w�ter ,e1onrion In l ,$11u-.s 
(ooo.-ma). 

• Endocnno disO<dors · wolght gain, wo,seo;n. ol 
doaoolo:s moll,1us, d,�araooo ol mon,truabon 
(AIN!no<rheo) 

• Mu �,k',sk ololol and connective lls!,ue and bono 
diso1Je,1: mu:icle wea•.ness, 0t1teopo,01<s 

• Eye d,sorrJOrs: tye problorn11. 
• Wrlh a hcqucncy 110110 known (tl,. lrlioQuency C3n 

not bo estlmatod Wllh the d�l3 3Y.,,l.lb'oo). Blurrod 
vision. 

The us, Cl Deli11 alonQ wnr, olhM medo�• lhat cauH 
muWe rolaullOn, espodally when hi9h dos.I .ro 
adf1-.r..s101od lot loo� ptrloda cl bme, may produce 
severe mufde d,sor�ra. II you gel any side effects. 
talk 10 your doclor or pl\armadst This ,ndodes any 
JX>Ss'tbl• sldo tffeCII 1'>01 hslod "1 1h11 lean.I. 

5. How to alo<• O.lal 

S1010 boow 30'C. 
Kot() out ol the 1lgt>I a/Id reach ol Children. 
Do nol uso ll'lls medicine ener tho expvy �•• .. tuch 
la stated on lho con1alnor aher EXP. The expiry date 
refer• "' lhe lasl day Ol lhal monlll. 
Do n01 Ovow a .. ·ay any modicl� via w�tewotor O< 
t-.ouS-Ol>Old wosle, P1.lco the cont,i,f'lllrs a/ld mcdlcinlls 
yQO no long11< need In lhe rccyo,ng point •t lhe 
pr,armacy. If r:,u are unwre, a\k your pharmacist 
how h> 1�,ow aw,y pacl(agos and modicinos you no 
long01 ncod. These mea•urtt MII h()lp p,olect lhe 
enworvnen1. 

e. Furthet lnlonnatlon 

Whal 0.111 22.75 mg,l,,L orel drop• eonta_lna 
The actve substance Is oo!lazacon. Each ml 01 
suspen&ion comain1 22.75 mo of dellazll00t1 0t NCh 
d<op ot wspOf\slon contains 1 mg ol d.rlaz.acort. 
Ott>c,r !nwre<!reni.: IO<bilol &Olullon 70%, sodium 
caibol<)ffl,."(hyl oelJl:>so. alumlnun magnesium silce'.e. 
polysorbato • 80, t>enzyt alcohol. svcr1ioso. lft'plcal 
flavour, citric add monohycllalo. &Odium hydrollklf 
afl<1 pu:rl'od WOlo<. 

W111t Oel•I .22. 75 mwn,L oral dropa looh like and 
contanta ol IIM pack: 
Ool,IJ drops ls 811 homo,;,}OOOVS and whiU�� 
suspension. This moditino ls ava,l,lblo in ambor gL,.u 
botuo, ol �-0 ml with an alumloom cap. Th9 boWe 
contalns 13 ml of suspension. A g!ass do-owe,< s II� 
lneludid. 

Olhe< p,oM>ntallona 
Oofw 30 mg 1ablo1s: pacil containi<19 10 tablets ol 30 
mg coft4za()()t1. 
0.faJ 8 mg 1able1s: pack cont.lining 20 llbloll 016 mg 
"-1\azacon. 
Not an pro�ont11Jo"• 01 pbtk ,11os 11,e mar,elld or 
regl&ime-:1. 

Marketing 11uthofl111lon hold� and manuta<:tur•< 
F'Al:S FARMA, SA 
M�x,mo Agulrr•, I◄ 
48940 Loloa - SPAIN 
rot:003' �4 818 :JOO 
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°'"-' medlclnM and O.lal 
Ted )'Ollf doclor or ph�t � you 11ft lalo.u 
rooonlly tai.en or r"'Qti ta • ftnf o 1 , rios 
� - sot, a. wl\ll('•,t prnaalp 11 
In P11f11Cu!.,r, )'OOr t.x or J"'11rm • � you pro 
la ... 1r-.., any ol IN! mod ir)o)t htt'd w, 11 C'l,•f11J 
m,oN k ,101 ac'I ...,,lh I 
' O,abcles moo,�,n�' ltS lhf) 11 ,. ,nl\)hl l'IOOJ 10 bo 

ct\11/'QOd. 
• Al'l�blohcs I•� n,p,c.,,). no !hoy moy roouoo Iha 

o� ::IOI D lal 
• Oos'rog<11'd or 0<31 oontr-(14M'l8: o, ttio 1111<.1 ol 

Dolal mi,y bo lncr !•ed. 
• t.loolCir.Q-1 tn.•t uuso mu!X'lo ,,.1axn1oon: u l"lfl 

,el��ant er t may � rroto1)0• 
• Ant,chobn �tcra:,;o moo,c;n ,,.d 111 myft U>cnlo 

QIOVI�. 

' v� 11>1)1 and L>OKIS' ll'I COIIKOSll;(Otd• ON:m G4I 

the ,no ,e�po,,c,(1.
• ModtCll10S lo, l'pl!('l'�Y nr.J UVlS() uSQ<J 1n psyct.laitic 

lmal n:s (Jlh()n)'ll'>I,,, p""'1obarb,IAI)' 03 lllOY ,nay 
decrease the en@a of D f•I. 

• Somo moou,os n\ay lnc:rc.uo 1ho off i, of Defal 
orol llf('()S onJ Y0IJI dociO< �Y .,,st, lo moni1or you 
CArelully 11 you.,. l�ktng th&H m ,C,J)OS j,nclud1r.g 
ROmo mooic,nos I<>! HIV. n1onavw. coolc,�1•11 

Pregnancy 11\d breuM-11ng 
Dclsl muct r.ot be u�oo <1111�,g u,o '"' tt,1oe monl ,s 
ol P'l9"111'C'f unless 1he doclOt conskle1s tllftl lhO
b911C)l111 outweigh the potenhal nsk. 

IMPORTANT INFORMATION FOR WOMEN 
It you are p-egn•nt or bleaftl•IOO<l,ng. thlnl< you may 
be prc,gn&nt or are pt&Min� lo h• • • b•�y. •sk your 
dOC1or OI pt\alm� lo, adeice bclOle tokillQ 1h11 
mllC,croe The uso or medoncs aunnQ p,ognancy 
can be dan1:<>1ous tor,,.,. embl)'O 01 toetus and mu&I 
bo monrtorOd by your doctor. Oofal passos rnlo bleasl 
moll<. lhetOIOIO Its USO dutl1"9 bl03S�OOOOl'Q ,, not 
recommeooed 

OrM"II atld ualng machine• 
AJ1hovg11 n:, lnformat,on Is evailablo. untd I/le 
r•$poo3e 10 trcauneot Is u1�ac:1ory, you 110 a<Msod 
not to perform tas�.s that require &pe<:ial anent10n, 
such u driving •• �,. using l)Oll)nhnlly dRJ'l)e<OUS 
m,cNne,y. vtc:. 

Defll 22.75 mg/ml 0111 dropa c:ontalnr aorbltol 
(E·240) and sodium 
Tus mca,c,n P,O<lUCI COC11StnS St�bltel If your doc:10/ 
has lndaled that you 9'1ffe< lrom tt'IIOle<&nCG to Ce<l&Jn 
sugars. ask herlhom belore uiking lh<s medicrne 
n-,, mcd(lMI prodv<:1 contllJn3 IOss lhlln 23 11'9 ol 
IO(i(n, ( 1 IMlOI) pe< ml.. I o. W ,t; �ol!y SOO!Ull>-hOO 

3. How to tak"• O.fal 

Always 1».e lhts med,c,oo exactly es po, your doctol'I 
lnsl!VCbOnS 
Ct«:1< vl!h YOUI doclOI OI phlum�cist II yoo a10 not 
sure. n..s medoona 11 admnrslc1od by oral rovte 
Your doc10I w• ulab��h lhe d•�Y doH. The dose 11 
lrdtvld\lol fof e!IICh pbl<ON e,,a moy 1)(1 CllOflQ(ld by d,O 
dOCIOI dC,Jend,llQ on llO'N you lt'.polVJ 10 tr�OIIOOI� 

If you toke more IJGfaf than you ahould 
In lhO e,cnr ol 0'hl<do$(! Of ec.cl<J«1lol ln\jl)SUon, 
caN N TOXICOiogy lnlormuon SOl'lliGft, 11a11ng Ille 
m&dicw10 Md lho amount t.a�en and lmmcd"11ely go 
10 I ,�al IO f4/WIVO epp,op,loto 1/00lmortl 

If you fo,gel to take Oelol 
Do not t1l<t • doubt• dose to mike up IOI lorgcnen 
dOSoS. 

If you atop ta�lng Defel 
If ye,, havo any IUl'lhllr QUUllot\s on the UH ol lh•• 
,r.�. ask y?Jf dOCIOI' Cl pl\a/,Ntclsl. 

4. Po1alble •Id• effeccla 

U1o.e at meooclll6S, OetaJ can cauae a.de enocts, 
al1tiouon not everybody g111 1hom. 
The Si<le•tlf(lct, ol Doh,1. wluell hive rna<nly l>Hn 
OIJ"-0/Vod du1"'9 tono ,.,m 1/lft!llOnt, atl •• lollOwS 
• G .. uo,nte�bn.11 dll0td611: OUlrOlnltlll/llll uic.t 
• IIOIVO<J$ •v•ltffl d1:10<dors: he�. dlzzineu, 
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CERTIFIC AllO UE 1u:c;1sTo l>E ESPE JALIDAUF: FARMACEUTJCA 

r �n aJ:J 9U �ii i3 1£ ; , r� , 8U o il gi, � PC · f1 ,, 11. · YLl 
crtifi o quc a cspc ialidadc famrn cuti a, abai o identificada, c cncontra rcgi tada na RegiJo 
dministrativa Espe ial de Ma au, de acordo comas cguintcs c pccificai;oc : 

Nome comer ial 

c2> ,t'&a--

Compo i�o e do e 

Deflazacort 22.75mg/mL 

('')�,� F.Farm 

(5 EE���A 

��l;!f!J Suspensao (4)HJ-§�12'- /\pre enta�:io

.n 5ffl WH� � ari lli A D & tit�� iffi 1M 

IJmL 

Rcqucrente do rcgisto Finna de lmporta�ao, Exporta�ao e Venda por Gro o de Pn..xiut -

Fannaccuticos Wuzhou 

(6)�; �;cA �rij�l§3��fc3i�fc3� 

Re •i to autorizado por Vicc-prcsidcntc do ISJ\F 

2021 � 09 J=3 22 B 

alidade do re •isto 22/09/2027 

(7)fil�8JJ]j

Data do dcspacho

BWJ 202� - 04> n __

Data ., / 09 I _t).: 

1fl Ii JI � 

t•• 0 ,.n:il,knh· tlo ISAF 

Ii ,,9;
-: t!! '�- t h 

Lei Sai Ian 

,i I. I 
5-

(Emitido ao abrigo don -t do anigo r Jo lkcn.·10 Ld • · 59190 I, d.: l 9 d.: S�t ·mbro) 
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FAES FARMA S.A. 

Maximo Aguirre, 14. 

48940 Lamiaco-Lejona (Vizcaya) 

Espana/Spain 

FAES. FARMA S.A. 
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