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Summary of Product Characteristics 

1 NAMI 0, THI MlDICIHAl PIIOOUCT 

Everdestln,y Hydrocortlsone 1% cream 

2 QUAUTAnvt AND QUANTITATM COMPOSIT10N 

Hydto(Oltisone 1 % w/w CrNm contelns Hydroconi«>M 1%w/w 

hcip+e,,t{J) with known eff~ 
Con11ins 0.1 % w/w ch!Qrocr~ and 7 ~ w/w ctlcxtta,yl li<ohol 
Fo,a full list of excfp,ients. <ffwctiO<I 6J. 

J l'HNIMAauTICAl FORM 

,,_,, 
Smooch white aqueous u um 

4 QPl~L PARTICULAIIS 

'-1 n-apautic lndl otiu,,s 

Hydto(O<ti$one 1 % w/w Crum is recommended for 1he fopic.11 tre11me_n1 of coni.ct dennlvt'os, lrrit.nl c:ie,.,,,.titil\. Ins.ct bile 
fNChon.t,,. mild to modf!lratt ta...-n.i. 

H~O!llsont 1 % w/w C!Hm is fppleeil topkally, 

Adv/ts: OW spatingly owr • sff\111 l<H on<e or twice dally for• ma•iinum period ol one WNI<. 

O>lldnr); Hydro<ortlsone 1 % w/w Cream 1, not recomme,,ded for use In chOldren u~ 12 Yff" without medical supervision, 

Hydtoconisone 1 % w/w Cre1m kcontt1lndica1ed for use on the~ or fac~ 11,,, 1no-ge,,,i.l area or on bro!<tn o, infected 
skln "1dud,ng cold soces. «ne ind athlete.' foot 
Use \n me prnence ol untrHl.ed Infections of bacteria~•vtral, 1vberculous or lur>91I O!'gln. 

Use on acne vulgari~ acne tOS1Ce1 or In perioral d"'INIDS6. 

H~!Mty 10 Ille pi-.par11ion. 
Use ,n plaque.pso(lasl~ 

Hydroc01tlsone 1 % w/ w CrNm " not 1<1<0<nm•nded for ~ In children under 12 ~ unpl under medlGII lul"'fWlon. 

PJ,OIOnged use o l unlntfn\lpled occlusion or use wilh t111M<4W occlusiv. dressings may wwns ldr•nocOflKAI funct101\ 

Conlil1uo<Js application without in1tnuption wlll i-.sult in local atropl)y of' the skin, stJiae. and superfldal v.>S<\ila< dilat,,tion, 
pa,ticula<ty on the face. 

Long term continuous or 1n1wopNte use of 1oplcal steroids an rewh In th<! de.el1pmen1 of rebound flam•~ .iopping 
ttfft,,,.nt (topical 1terold wllhdrawal tyndrome), A -• form of rebound ft.tre <1n dewiop which take; the fo,m ol a 
~ with Intense rtd-~ stu,gl(,g and bumlng thM an 1p,Hd b9yond the inhi.'11 lf .. tment area. It Is mont hktfy to 
occur wh4'n delii•t• ~ !n sl\ti wch as the lice and f!e,cu<H ..e trH!ed. Should tt>.re b4' • reoccurm,ce of th4' condition w,thfr. 
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days to~ after successful treaunent a withdrawal rt'.lCllon s:hou4d be suspected. Reappfkatlon should be with ,..,tion and 
specialist advise is recommended In these ca.ses or other tl'Ntrrwnt options should be considered 

Visual dlstulbance· 
Visual disturbance may be ,e~eil wlth systemk and topical corticos1«old use. If a patient pr~u with symptomS such as 
blurred vision o, oth« visual disrurt>ances. the patle111 should ~ t:Of\Sldered for referral to a,i ophthalmolog•st for =luatlon 
of ~tile causes which may lndude,cataraei. glaucoma or ran,- diseases such as central serous cho~ (CSCR) 
whkh have been reported alter use o( systemic and tqpical cortiicostl'roids. . . 

The lnactiw lngred~nt,,. cetost•aryl alcohol may nuse local skin rl'ac1K>l'IS (e.g. cootact dermatitis) and thlorocresol may au ... 
1llergk rNction<. 

4 .5 l11._ac1Nlft whtt ott... medlclMI producu Incl ott... fonN of l111>1111etlo,1 

None known. 

4.1 F<Ntillty, ,...,,_IC)' a,,d llctalioft 

'"1,nancy. 
Topkal admin,st~liiOf\ of C011fcoste,olds to pregnant 1nlmals nn ca~ abnormalities ol foetal development The reif!v~nce of 
thrs finding to human beings has not been established. The p,oduct should not be used In pregnancy unless considered 
essential by ~ physlciar\ and then over as small an are. and fo, as $hort a t,me as possibl~. 

4.7 Ett.da Oft alolllily ID drt,.. Incl 11M machl,_ 

1\10 lldvef"S4! effects ftpclfled. 

4 .1 Undetls d lo tfhcts 

Adverse .l'\/ems whid>hil\/e bHi'I asS(/daled with topical corticosteroids are given below. tal:\ulated by system o,gan cla.ss and 
fi~uency. F~ are dtfined·as: Very common (il/10); ComfflOfl (il/100 and <l/10): Uncornmoo (i 1/1000 and 
<1/100), Rare (~ 1/10.000 and < 1/1000): v;,,y rare ·c• 1/10.000); Not kni>w,i(c.nnot be e_stlma1ed from the ilVlilable data). 
Within H eh frequency:9rouplng, lldverse events are presented In o,de, of decreasing seriousness. 

$VIJ•ffi n,... - Cl.us F,_u...,.., Ad-Ev•nU 
Local irritation. itching and burning· 

Skin and Subcutaneous Ti~• Oisordm Very rare 
StriK may occur esoeciallv in intertnmnous areas. 
Urticaria 

Not known 
Withdrawal rffct/ons 
• rl'dries• of the skin which may utl'nd to ereH beyond tile.initial 
alfectl'd •-· burning or stinging 1ensation. ~ch. skin pHlong, oozing 
NKtu~ (see sec:tiO<'I 4.41 

Endocrine Disorders Not known Pheoc1>1o,n..,.,om.; crisis 
Eve Oisord= Not known ~ bluned !see sectlon 4.4) 

llf.r dine of e F 2 1 advlrK MtdlAftl 
~eportl"9 suspectl'd adverse rNCtlons after authorlsltlon ol the medidnal product ls lmp0<1ant. It allows con1inued 
moolforlng of the bfnriVrisk balance of 1he medicinal product. l'INlthcare proft'sslonafs are asked 10 <l'p0!1 any suspected 
advene reactions via HPRA Pharmacovigllance: -.bpJJ.le. · 

... ,Owf,1-
No special p<ocedufes <>< antidote ,re likely lo I><' neceswry. 
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l'opkal <M!fdo<.lgP may occur where laity,, amounri are applied. or where. smaller amounts .. ,e appli«I In occlusive conditions. 
Overdose uhimatefy leads ro adtenocottic..l suppression. Trea1men1 Is by gradual reduction of tile amounls used. The side 
effects or overuse l ie, s~ln atrophy. striae etc. may not be revffllOd. 

S Pt1ARMAC0t.OG ICAL PROPStTIU 

5.1 PIiar it I C C :lyNmic p,opertleo 

Pharmacolhtiapoutk Group: ConiGoste<oids, dermatologialpreparations; corticosteroids. weak (group I): ATC Code: 
D07AA02 

HydtO<ortisont', H ill mlld topical corticoste<old, Is ust'd In the ltt'al"'61t of many sk.ln.coodltioos such es eczema. ,topic 
de<l'Nllitis, conraa de,rN11i1is, ,ebof~ dumatitis and so""' fom,s of psoriasis. When tdmlnlste<ed by topical application. 
particulal1y und.er a,n occlusive d<essing 01 when tht' skio Is bfolc_-on, sulfrdent cortlcostt'loid may be absorbt'd to givt' 5)-Slt'm'k 
i!ffKl>. 

5.2 PM.n I ~ ~t-;ltk pOperties 

1'.he literature. st• tes that absofj>lioo does occur t,hlou.9h the slcl111. particularly denuded skin. This absorption Is no! uswlly of 
d lnieal signrflc..nce as hydroc;ortisone topically has only rarefy ~ ..ssoclared with side effeas rt'Sultlng from pituitary•adrt'NI 
suppnssion, 

Topically 11ppli«I steroids may be abso~ 10 a si.Mifltanl men! jf applit'd 10 brql(en skrn. t.o very large aleas. or undtt 
occlusive dressings._ 

If systemic absorption occurs, hydrocO<tisone rs extensively bound to•plasma p,oteins. mainly to globulfn and less so to 
albumin. Corocost .. olds aro met.lbofised mainly in.the liver but ,also ,n the·kidney. and - excrett'd in the urine. 

S.J ,,._.,deal ur.ty·CMlta 

No funher info,mation available, 

6 PHAR~CEUTICAL PARTICULUS 

6.1 Ust of •• :\ Ftn~ 

White soft p,a,affin 
Cetom.acf090I ernulsllylng wax (conwnlng cetostHryf alcohol and mac.rogol ce1osre.ty1 t>tlwfj 
llqutd paraffin 
C:hlorocresol 
Purified wate, 

6.2 MCC ., .. llbllltlies 

Not if)PliGble. 

' ·-' Shelf .... 

Thr• years, 

6.4 S11 I :lal precautioftl for sto, 191 

Store below 2S0 C. Do not freeze. 

, .s Na1UN and COfttenll of container 

Hydrocortlsonf! I 'l(. w/w Cr~m Is packaged in rnremtlly lacqu«t'd aluminium.tubes with polyethylene closures containing 1 Sg 
of c,e_.m, 
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USJ dll ► . rdot11,_ fl; t If•--••« I d,,nt rt•-swlUW. .. tue~ ........... m1#:t d 
'1& 1 set_...._, NII ■ i )f .. pe Id Kt 

,.. tp«ill '"""""'""' .. 

1 M♦li IE HNI AllfNOIUSA;1'10flt NOUNEII 

LESANTO LABORATORIES 

Plot 9, 10,11&20 aurvey no 53 manor road Palahar 401-404 lndla 

I MAIIICfflNG AUTHOIIISA:TION NUMalll 

PMl206J0lOJOO 1 

t Di\ff Of fmT AUTHOalSA~A&.O,TMIAUTtMlalUTION 

O.te of i.st ,~: 20 Ml'ch 2001 

10 OA'1 Of lllVISION Of T'NI TUT 

,_,.,., 20ZJ 
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