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HYDROCORTISONE

HIKMA@ tnj.
ProPatlla 

HydE@nlsre (as sdlum 8@lnale)

PHARMACODYI{AMICS
Th€ therap€utlc ac,tlvity ol Fl)d@rd$m HtkrE Sl€dte porvder ts qualhatvely ldgnilet to EEt ot
hydl@disffi.clu(e.tboH6 dfius F6 €fl mnbls@ and @mpt€x wnh Ep€cillc cytoplamtc
l@ptoE. Tlw 6md€m tlEn eht€r th€ €I nuctouq blnd to OM (chEmdn), ard 6ilmulal€
haMdpllon ot mRNA srd sbs€qErn pddn syrilfusls d varlru onzyms th@ght to bo udmatev
r6poEblo to.lh€ efi*G ol Eyglonlc !s ol glu@dlcolds. tdE{mum phmologlc sd\r'ty ol
@rd@sieDh. la!6 b€hlrd peak blood lmlq ergg66tlr€ tltst d Bfleds ot ih€ d^r€ 6ult tnm
modltbaton ol enzyre ac$/ty dh€r than tm dEd dtN by ltF dntg.
PHARI'iACOKNENCS
P€ak plffi l€v6ls er6 obtalnod approrlmatoly 30 to m mlnd* afi6r l.M. admlhlstratlon ol
Hyd@rllsre Hikma 6lorll€ powd€i Apprcxlmately,t{t to SO% ol hydl@dlsore b bound to
albumln.
Th6 l@ unbourd lEdlon ol lho hormm dot€mlms btotogb acdvlty whll6 the bound tracilon
sruga aa E$il6.
l-i/d@rli$m ls halnly metabolhod ln lhe tkor
22to 30% ol Ihe l.V or l.M admlnl6t€r€d d@6 aro oxcrotod thrcugh tho urlm tn 24 hou6.
Ellmlnalld o, tfF Bdmlnlsi€Ed dos ls noady @mpl€te wlthtn t2 houE. Thw ll 6Ntan{y hlgh
blrcd l€v€ls aE Fqulred, l.V. or l.M. lnlectlons Bhould b€ mEd6 6very 4 lo 6 houri.
NDlCATlONS

/ L EndsdE Dlerdc6
/t Prlmary or srdery adrg@rtcal lNuffld€ncy (hyd@orlisre or @rti$no is lh€ drug ol..- cholce: synth€ilc 6nalogu6 my b€ u6€d ln @r{udlon wlth hlm6l@nl@Hs wh6r6 epplbabl€;

ln lnfancy, mlmrsl@dlcold epplorunbllon ls ol pardcultr hpodarce). Aculo adrul@njcal
hsfflcloncy (trydr@dlsore or @rlbom ls th6 drug ol cholc€; dmEt@dbdd epplffintailon
my b€ noFsry, part@larly wh€n synlh€lb Enelogues aro usd).
PreoFErallvoly and ln th€ €v6nl ot srbuE trauma or lllnes, ln pallont6 whh kmm adrsnal
lneltlcloBy or wh€n .drel1@il6l resM ls doubful. Sh@i unE6poElw to Mv€ntbEt
ttEBpy I adE@rilcal lnrufilcloEy.rldr or t6 ssp€ctgd.
CorEonligl adrensl hyp€rplEla
NoBuppuratko thy@ldltl8 hypoEaklmh aelated wilh €E[
ZnhdmdlcDlEtu
Aa adludJw lh€rapy tor 6hod{om 6dmlnldrallon (to tlds tho palont over an acut€ €pl6od€ or
€E€rballon) ln:
P(lal-tEumallc o6t@rlhrtls, dB erd subacuto blrsltlB, rywtd6 or osl6odhdll6, eplsldylll6,
rh€umatold anhrllls, lrcludlng Juwnll€ rtFumotold arthrtilc ($tocted c€s may r€qutE lo*dos
mlnlenaffi lhorapy), anlryloslng Bpoody'ltls. acule Dn6p€clflc lercsymvlll8, a@t€ gouty
adhrltb, p6oddk anhrill6,
3,CollrooDl.6.E
During an oxa@rbellon or E mdnt6Em lh€Epy in slec-led cms ol:
Sy6t€mh lupu6 ory{h6mloss. eul€ rhoumelic cadllls, Eydemlc d€matomyo6lllE (polymtosnls).
a. Itdfiliologlc Dlre!6
P6mphlgu6, bullous d€rutltls h€DotHomiq sv6E eryth€m muttiloaru (6td6n6.jolhon
6yndrcm), w6G psdsl6, exloliatlvo domatlUs, my@ls lungold€s, svere $bonh€lc
dgma0tl6.
5. Alcrglc Sd€
CodDl c{ swr€ or ircapachrtlng allorgic @ndltlo6 tnhdsbl€ lo adequato tdats ot @nventionat
LEalmd ln:
grorchlal sslhm, @md dermtitls, atoplc d€ruthls, srum dckres, $@nal or poBnnlal
allerglc rhlnlt6, drug hyp€@n6ltlvlly rsac,lbG, uil@dallEnsfuslon Gsdlons, acrto rcnintetlous
laryngoal €d€ma (opin€phrlre ls lh€ drug ol ti6t chol@).
C, Ophlhllnlc Dls6
Sorerc aculo ard ch@dc allerglc and lnllammalory pD66@ lnvolvlng th€ €yo, such a6:
lbrpso Dsl6r ophthalmlcus, €ympsth€ilc ophtttslhls, tdils. tddocydito, .ntedor sgmd
lnflammallon. chodoretlnltls, al€rglc @nlunc.tMll6, dltus pododor uv6nb and choroJdti5, ail€elc
@mal mrglml ulc€G optlc reudl8, k€dht6.
7. GFlFlilqllEl Ol!d6
To lldo tho polled over a crillcal poriod ol th€ dl$e tn:
UkoEdve @hl6 (s!61€mb th6rapy), rogtonat ed€riils (systsnlc thsr+y).
a,R6plEtoryDl!6@
Symdomatlc 6a@HodE, l@lllor's syrdrom not manag€sble by oth€r me9ru, b€ryilloslB,
tulmlEllng ordlsmlnalod pul@narylub€dlosl6 when u$d @ncun€ntly wlltl appropriat€
antllub€rculoua c+€motlFrapy, 4phatlon pmurcdtla.
9. Hmrloloelc Disdn
Acqulr€d (adolmmune) homlytlc e!€mla, ery'hrcbldop€ntE (6c @mia). idtopathlc
thromboqdoponlc purpun ln adult6 (l.V only; l.M. Edotnlstra{on 16 @frdrdlded), @rEoniiat
(grylhrold) h!,popleslh sreml4 $@ndary lhrombocy'top€nla ln eduhs.
10. NFplrsdc DlsE
For tElllatlvE managomnl ot:

I Louk€mis aM lymphoha ln adult6, rcuts tsuk€mio ot childhood.
tl,EdmdMslat6

I To lndu@ dlursldd remlslon ol prdolnuria ln th€ mphrotlc 6yndroms, wlthoul uEnia, ot tho

r ffrji"ffd:i*i'u€ ro rupus sMh€mtosus'

fus sxffircdoB ol mufid€ &t€6ts.
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Thla propdallon may b€ sdmlolslo€d by ldrav€nou6 lnjsctlon, by lnlEv6nou6 lnl6lon, or try
Inlramu&l& lnl€c{or! t€ p6terEd mthod lor lnltial smrg€ey us b€lrlg lnt.av€muolnJ€ction.
Foll@lng lh€ lnlllal omrgency p€rlod, @Gld€Eilon Ehould b€ glvon to omploylhg a longor acting
lnJedabl€ proparatlon or an orEl pr€FErsuon. Thonpy ls tnfijat€d by admlnlEioring Hyd@rilem
Hlkha Eiorlle pwd6r lntravomusly over a p€dod ot 30 s6nd6 (9.g, 1 0O tr{) to
t0 mlnutG (€.9. 500 mg d mre). ln gereEJ, hlgh dos@ni@siercld th€rapysholld b€
@nlinu€d onv until lh€ patlonl'E @ndltion hs Etablllz€d- Glalty rcl b€yond.$ to
72 houB. Ahhough advsm elt6ct6 Mlated with htgh d@, 6hort-t€m cont@b lhoEpy ar€
un@mmn, p€pllc ulGrdlon @y o@r PDphyldlc antacld tlEEpy may b€ lndl€t€d.
\ih€n hlgh do$ hydr@nism thoEpy mu6i bo onlnued beyond,lB-72 hou6, hypornstromla
may @ui Und€r $ch cldmdaE6 h may b6 do6lEblo b EplaF Hydro@dl&no Hlkm with a
@rli@ld suc.h s mlhylpcdnbolom sdlum EucElmle whlch @uss linb or rc &dium rst€nllon.
The l^itl8l d@ ot Hydrmdlem Hlktu dsrll€ powd€r ls tOO ng to 5OO rE, d6p6ndtng on lh€
sverity ot lh€ conditlon. Thl6 dos may [E GFalBd al lnt€Nals ol 2. zl d 6 hou6 as lndlcated
by the pall€ntb mspo@ and dlnical @ndilon. Whlt€ th€ doE may b€ redu€d lor lnlanto ard
chlldrsn, il ls govom€d mrc by lh€ sv€rlty ol ttE @ndltlon and r66pons ol lh€ pallgnt lhd by
ago or boo weighl bd should ml be l6s than 25 mg dally.
Pationt6 6ubjecl€d to swr6 d16lollowln€ @di@6teoh th€rapy Ehould b€ ob$ryod cl@ly tor
6lgns and 6yhpioru ol adr€lr@rllcal lNumcbncy.
Corti@ld lhoEpy lE an adjuncl to, and ml 6 reda€menl lo( convondonal lhor4y
PrepaEtlon ol Solullonr

lo th€ @nlEnlS ol om vlal.
For InlEvorcus lnluGlon, llci pcparg slutlon by addlng mt moc than 2 ml ot Bsd€ristatc
Wal€r lor lnjo.tion lo ths vlal; thl6 elutlon my thon b€ addsd to .|00 to lmo d ot the loltowlng:
5% d€ilrcs In w6l6r (or lelonlc sllne $lutlm or 5% d€xtw ln lstslc 8ailne &lution lt -
patl€nt 16 d on sodlum r6siricllon),
ln caFs wher6 admhl6tEtlon ot a mdl volum€ ol nuH 16 d6skabl€, lOO mg to 3OOO nE ot
llydl@dlem HJkma my bo added to 50 ml ol th€ sbow dlluonts. Th€ rgsulilng eldbre ar€
stablo lor at lo4t 4 hour6 ard my bo admlnl6l6Ed €nh.r diroclly q by, lV plggyback Whsn
r@n6lltulad a allreclod, pHb ol ths slutlons rarE€ lDm 7 to 8.
CONTRAINDICAIIONS
Sld€mlc lungal InloclloG.
Knwn hypersnsltivny to @mpon€n16.
PRECAUTK'NS
ln pall€nb on @rtlcosteDld lh€rapy subJocl€d lo unuEual Ef€s, lmr€asd dcag€ ot r+ldv
Eciing FdicodsElds boloro, dudnq, and oll6r lh€ sl.oslul Bltu6{on l. lndlcstod.
Cortl@dsDld6 may masl em dgG ol lnledlon, ard mw lntgclloc may appoar dudng lh€ir
us. TtEr€ may b€ der66sd rodstaE and lnablllty to b6llz6lnlectlon wh€n adlcost€old8
er€ ud.
Avon96 and l{g€ dFs ol hydl@rilsno 6n caus sl€vdlon ot Uood pEsE, 6all End watgr
Elonllon. and lrcroa6€d orcrollon ol polaslum. Th@ €lt4l8 sro I€s llkely lo o@r wlth th€
synlhollc d6rtvallre6 €rFpt wlEn usod ln hE6 dos6. Dletary slt restrlc.tlon and pot&lum
EuppiomdElion may bo lr@sry, An @dl@6to@lds lncEas cslclum axcrsllon,
. Whll€ on drtlcqdo@U lherapy pallsntB should ml bo E@lnat€d sgalnst 6mlpox Oher
lmmunlzatlon prG€ducs Ehould rct ba undodakgn ln pdl€ms who are on @rll6alE6lds,
Gpoclslt on hlgh do$q be6ue ol posslu6 herds ot n€uEloglel @mpllcalloB and
lad( ol adibody Espons.

' Tho us of ltdr@dlffi Hlkha St€rll€ Pwdd In .diE tub€rculGls shoutd b€ redrlctod to
t@
effi ol lulmlnsllng or dsmlml€d tubgrdlosl8 ln whlch lh€ 6,{@6l6old ls u6od loalh€
managomed ol lh€ dl6o@ ln @njlnc,llon wllh appropriato antllubo@low Eglmn.

. ll @rtl@sl6rolds are Indleted ln pausnts wilh Latsnl lub€Eulosls or trb€rculln Eactklty.
d@ obs€toatm b m6sry aB r€sclhEtlm ol tho dls@ my @ur Dudng prolonggd :
@nboslsrcb th€rapy, th€s p.tl€nts steld Gc6lv6 dEmpropny'dh.
B@@ @ lctal@ ot Bnaphylactold rscdonE (e.9. bDrchospsm) havs @red
ln patl€ntB r@Mng paEntoEl @dl@tercld.th6rapy, appop.iato pl@dlonary m@r6 I
should b€ laken pdor lo EdmlnlstrEtlon esp€dsily $'h€n tho FEil€nt hs a htsiory ol all€Ey
io Eny drug.

Bacl€rlo*tic wator lor lnjocton @ntdN bonzyl slcohol. Bonzyl alcohol lEs bo6n ropodsd to b€ 

-

EEslet€d wllh a latal !8plng Byndrom' ln promatuE lntam. I
A[hough .wnl 6tudle. hav€ rct bsn @ndud6d wlth hydl@dlsffi or ot]Er @dlcsteFld8, Istudl@ ol m€th/pBddslore 6odum 6@lnrt€ ln sptlc ahock Buggst ihat l66esd m&lity :
my o@r ln sm Eubgoupo ot pallmtB el hlgh€r rl8t (1.€. dwaled cr€rtlnlm gEator ltEn 

-

2.0 mg % orwllh 8@.d6ry lnf6clioG).
Cord@61oDl& should b€ usd euilously ln prllents with odlar hgDs slmplor to. lear ol
@mdpodorallon.
Psychlc d€Engem6nt6 may spp€s wh€n @dhost€Dlds a6 u$d, rangirE hom euphodg,
hmmnh, lmd 6wings, p€@nalily chang€& Ard svere doprcEslon to kank pEychoilc
lMlte6talloB. Ale, erldlng erEtlonal lnslabllny ol p6y.hoUc l6nd6mlos may bs .ggravatod by
@ill6obld6,
sloEi& Bhdld bo u6€d wlth €ulion ln mnspoctlc ul€rallvo @mb, t thorc h a prcbablfity al
ln[FndlrE p€rloralioq 6b6cgs ot othor phylogonlc lnl€c{on6, de ln dlvortlculltl6, lrogh lntsllnal
andoll@, adl€ or lalsnl p€pllc ul6r, cel lnetlld€ncy, lryp€d€trslon, ostsopoGls ard
mydh€nh gravia.
Although @drcll€d dlnlcal Llal6 haw shown @dlcost€rold! to b€ dlt€cth€ ln 6p€sdh th€
rsolutlon ot soI6 ox@fiations of mulllpl€ slsrcl6, thoy do rct show that 6rtl6siaroid6
efiort th€ ultlmslo orrt@m or natursl hHory ot the dse. TIE sbdl€s do shd that r€lallvely
hlgh d@ ol @dicosiorold6 a6 ll@ry to domndEls a slgnflcani €ftoct (s Dosg6 and
admlnlsiEton).
Thoc b rc evid€@ that 6rlhodsDkl6 s.6 drclnog€nlc, mulagonh or lhpdr lodlhy, crcwih
may b€ ilptr€s€d in chlldr€n ra€Mng lfig-tom, dallydlvUed do6€ glll@rtl@H th€Epy. Th€
uF ol 6rch a rcglm€n Dhould b€ E6liciod to tho msl sdouS lndlcatlonr.
kqD.t cl ed Lcbiloa
Som Mlmal 6trdl€6 hav6 lhown that @nl@slo@ldq wh6n admlnlst€rod lo th€ molh6r d hlgh
d@, my €us lslal mfomtloE. Adoqualo humsn r€prcduc{vo Bludl€a hav€ rct b€€n
doE wth onbod€oidq Th€r€l@ th6 us ot lhl6 drug ln pFgnsncf, nuElng npthgE or mmn
ol chllosadrE potental EqulEs lhal lh€ b€relltb ol th€ drug b€ BEtully relghod agdnd th€
potshtlal fuk lo ttE moth€r and €mbryo o. t€tG, Slm lh€E ls lnEd€qualo ovld€ffi ol st€ty ln
humen F€gna.Ey. thl6 drug 6hould b€ u6€d ln p.og@rEy onv tr desrly no6d€d.
Codl@tErcld6 r€adlly d6 th€ d@nta lnlant8 bom ol mth€6 who haw Felvod subGtadlal
d66 ot @nlco6t€olds during pregmncy must b€ @Btuily obsrv€d end €vsluEled tor slgn! of
adrcEl lBulfldoncy.
Th€E ar€ m k@n €lleds ot @rll@t€rolds on labor ard d9lfuory ConlGt€old6 a@ €xdd€d
ln broa6t r{lk
SIDE EFFECTS
FLUIo AND ELECTROLYTE DISTURBANOES, sdluh rotentlon, @ng€sltus h€art tailuE tn
c@opthl€ pallonts, hyp€d€nslo, lluid rotonllon, potaslum losq h!,pokslomb alkaloBls.
MUSCULOSKELErAL EloEld mlopatlry, muel€ weakms, ost€opoclq Fdhologlc tractur€8,
v€debral @rpro$lon lraclur€s, eptb M@l&
GASTROINTESTINAL, p€pllc ulcoEtlon whh po6slblo p€rtodlon and h€mrhags, gastdc
hemonheg€, pffieallll6, 66ophagills, lrcEass ln alanlm lEMmlne, perlordlon ot tlE
bow€|.
DERMATOLOGIC, lrpalred wound h€allng , Ihin lEgll€ slln, p€lshlao eod *hymF6.
ll€lDloglcal, lrcrca$d lnlradalal pr6suG, ps€udotumr @r€bd. pstshlc d€r6r€€tunt6,
slzuE6.
METABOLIC, mgallv€ nhrogon bdare duo to poleln €labollsn
ENDOCRINE, run6trual tregulsriUs6, dgv€loprunl ol cuohlngold 6tats, Bupp.slon ol pitultary-
adFnal uls, d*Fas€d @bohydral€ ld€rffi, mdl66iatoB ol lal€nt dlab€t€8 m€llllus,
ln@asd EqulErudE ol lNulln or oEl hypogly€mlc agom6 ln dlaMlcs, 6uppro$lon of groffh
ln childEn.
OPHTHALMIC, poEterlor 6ubcap&le €taEct!, iM6&d lfraoculs p|BuB, sxophthalm.
IMMUNE SYSTEM, masking ot Inlocliore, lalenl lnlsclloB b€m adlE, opportunldic
lnldlons, hyp€@Nltlvbr reacllon6, lncludlng ilaphylaxiq may stppr6s r€actlore lo skln tEstd
The tollowir€ addltloml EadloG ar6 r€lalod to pacdeEJ @dl@616rold lhor+y: A€phyladdd
Facliona (8.9. bromho8pdm, laryngoal 6deme, udlcarla).
OVENDOSAGE
There 16 m cllnlcal 6yndroru ol ecutg overdosago whh Fhileodsre Hlkma S161116 powder
(hydr@dlsm edlum 6u@lnalo). Hydro@dlsn€ le dleltzabls.
STORAGE
Store b€|d25'C.
Us $ldlon only ll il is cl€d. Unu6€d slullon EtEuld b€ dl@rded alt6r 3 dayE.
PFESEilTANON
nb

tm mg Plaln-For lnlravs@us or ldramurcula lnjectlon, pr6pa€ &lullon by
rct mor6 lhen 2 ml ol Badodosbilc Wat€r lor lnledlon or gact6dostallc Sodlum Chlorld€

Manutaohrod by:
Hlkma ltsly, SpA, ltaly
For: Hlkna Pharhacodlcals. Amman-Jordan

HjKMA 10o mg: flydmdl$n€ equlvalent lo hydrocorllsn€
pdlum 6u6lnab 1m mg

sdium Ph@pha@ Abadc sodlum Phospl8b, Sdium Hydaxid€.

Ko6p modl€monl out ol thg re6ch olchlldrsn
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Councll ot Anb Hdllh Mlnld.ll',-€ttl6n ot AEb Ph.mrcld!

THIS IgA MEOICAMENT

.A 
'lrfud l. r@ ss.turtdrMh, d L dodb@#ry b

l&b..! dEDa,

. n. ddd 6d tu fildr !.dtsdh mdd4, lb htu d dtu.tud ryFry[hdrtrbpddrilhd,ffibp.fr d Eslh.'EFdpdnrMdntFur@d


