The th ik Hikma Sterfle powder is qualitatively identical to that of

HYDROCORTISONE
HIKMA® Inj.
Hydrocodisone (as sodium succinate)
Properties
PHARMACODYNAMICS

1o tha contents of one vial

For Intravenous infusion, first prepare solution by adding not more than 2 ml of Bacleriostatic
Watar for Injection 1o the vial; this solution may then be added o 100 to 1000 mi of the following:
5% dextrose in water (or Isotonic safine solution or 5% dextrose In Isotonic saiine solution if
Ppatient is nat on sodium restriction).

In casas where administration of a small volume of lluld Is desirable, 100 mg 1o 3000 mg ol
Hydrocortisone Hikma may be added to 50 mil of the above diluents. Tha resulting solutions are
stable for at lsast 4 hours and may be administared sither directly or by IV plggyback. When

as directed, pH's of the solutions range from 710 B,

Y

activity of
hydrocortisona. Qlummm diffuse across cell membranes and complex with epecﬂk;cploplaarﬂc
recaplors. These complexes than enter the cell nucleus, bind fo DNA

i WDDO
responsibie for the effects ol systamic use of

ol mANA and sub profein h of various
of
corticosteroids lays bahind peak biood levels, mmmmumdmmm

modification of enzyme acthvity rather than lrom direct actions by the drug,

PHARI!ABDKJNE‘HDS

Paak plasma levels are obtained approximately 30 to 60 minutes aftar LM, administration of
Hydrocorisona Hikma staerlle powder, App y 40 to 80% of b s bound to
albumin.

Tha lree fraction of the h biolagic aciivity while the bound fraction
SAIVEE BE fesarve.

[ is mainly metabolizad in the iver.

zzmmal!heI\|"urIMmlnlmmmalrsemmhlmmmhﬂhuuns.

CONTRAINDICATIONS
Sysiemic lungal Infactions.
Known hypersensitivity to componenis.
PRECAUTIONS
In patients on corticosterold therapy subjected o unusual stress, Increasad dosage of rapldly
acting corticostarcids belore, during, and afler the strassiul situation is indicated.
Corthcostarolds may mask some signs of infection, and new Infections may appear during thair
use. Thare may be decreased resistance and inabiiity lo localize Infection when corticosteroids
ane used.
Avarage and Barge doeus ol mmwurﬂunne can causa slavation of bioed pressure, sall and water
retention, and These effects are lass likely lo occur with the
synthetic darivalives excapl when nud In large doses. Dietary sall restriction and potassium

ion may be All ds Increase calcium excretion,

* Whils on corticostaroid therapy patiants should not ba vaccinated against smalipox. Othar
Immunization procedures should not be underiaken in patients who are on corticosteroids,
aspacially on high doses, because of possible hazards ol neurological complications and
lack of antibody respanse.

* Tha use of Hydrocortisone Hikma Sterile Powdar in active tuberculosis should be restricted to

thosa

hwmd-nhewrﬂeoahroldiausedludm

Elimination of the administered dose s nearly complete within 12 hours. Thus It y high
blood levels are required, |V, or LM. injections should ba made every 4 1o 6 hours,
INDICATIONS
- 1. Endocrine Dl'lorﬂerl

7 Primary or Y Insufficioncy (hy isong or s tha drug of
choice; syntheti I may be used in with mi whers
in infancy, iso [ Acute
Insutfich (hyd ar Is the drug ol chnbs o
may ba

y whan mncl}
Preoparatively and in the event of serious trauma or Elnm In patiants with kr\nwn adrenal

cases of
managemant ol the. dum in

18 lsglmen

* I w‘ﬂmrnﬂﬂsam macammpaum with Latant tu
Insuti of when resarve Is doubtiul. Shock Is of the disease may pler During prolongsd e
therapy if ad i udsts or Is d mlms!amld merap,g these pcllsﬂls should receive chemoprophylaxis. ——
Congenital adrenal hypemlasia, p {eg. have w
N ¥ ¥P with cancer, In palterus /i I theragy, [——=]
2. Aheumatic Disorders should be taken priur o administration especially whan The puﬂam hasa hleloqr ol allergy —
As adjunctive therapy for short-term administration (to tide the patient over an acute eplsode or 1o any drug. S ——
exacerbation) in: Bar:lmml: water lor Injection contains benzyl alcohol, Benzy! alcohol has been reporad tn be " ———
F acute and sub bursitis, synovitls or with  latal “gasping syndrome” in premature infants. R
th d arthritls, g juvenile rh id arthritls cases may require low-dose Although recent studies have ncl boon L wnh ar ather Ee=—
therapy), aculs I y , acute gouty studies of meth: isclone sodi tic shock suggest that | martality
=

arthritis, pseriatic anthritls.

3. Collagen Digeases

During an amnamllon or as maintenance therapy in selecled cases of:
acute

may oceur In soma subgroups of pemenls al hlgnar dﬂt {i.e. slevaled creatining groater than
2.0 mg % or with sacondary Infections).

Corticosteroids should be used cautiously In patients with ocular herpes simplex for lear of
comeal p

carditis,

Psychic derangements may appear whan corticostercids are used, ranging from euphaoria,

4. Dnrmulnlng: Diseases
phig ous i severe erythema mulliiorme (stevens-johnson insomnla, mood swings, parsanality changes. And severs daprassion to rank psychotic
), severe ioliative d i, mycosis lung savare , exdsting sy d\ may be aggravaled by

dermatitis. corticosteroids.
5. Allergic States Slamﬁlmdbousedwhhmulbnnmpudﬂculﬁmﬂw colltis, lfﬂ'harallnpm!nblm
Control of sevara or i g allergic 1o adk trials of abscess of cther phylog: also In di Is, fresh
treatment in: anastomoses, active or latent peptic ulcer, renal insufiiciency, hypertension, asteoporosis and
Bronchial asthma, contact atopic d s, serum or p gravis.
altergle rhinitis, drug hy urticarial { acuts Although clinical irials have shown coricosteroids lo be effective in speeding the

laryngeal nduma [wmepnrim i the drug of first choica). of scute of multiple they do not show that coricosieroids
6. Ophthaimic Diseases Mhuﬂmmwmnﬂmﬂhﬂwdhdlmhmﬂnhamum
Severe acule and chronic allergic and Inﬂmmum processes involving the eye, such as: Plul’l doses of corth are g effact (see Dosage and
Harpes zoster op sympathatic ritls, antarior

rlorotini , diffusa posterior uveltis and choroiditis, alerge  Thersis no

allergic
comaal marginal ulcers, oplic nauritis, keratitis.
7. Gastrointestinal Diseases

To tide tha palient over a critical period of the disease in:

Ulcerative colitis (systemic therapy), reglonal enteritis (systemic therapy).
B. Respiratory Diseasas

loathar's not geable by other means, beryliiosis,
b ing or I used with appropriate
9. Hematologic Disorders
Acquired ic anamia, eryth (rbc anemia), idiopathic
mrumbocﬂoporucpurpummadwbs(l\rbnly.lu is i g
(erythroid) anemia, y in adults.

10. Neoplastic Diseases

For palllative management of:
I Loukemias and lymphomas in adulls, acute leukemia of childhood.
—— 11. Edematous States

To Induce diuresis or rami: i In tha
— idiopathic type or that dua to Iupus arythamalosus.

, without uremia, of the

that ic or Impalr lartlity. Growth
may be suppressad Inmanmnalvir\gw -lerm, dally-divided dose glucocoricold therapy. The
use ol such 8 regimen should be restricled to the most serious indications.
lactation

Pregnancy and

Some animal studies have shown that whan to the mother at high
dases, may causa fetal 8. human studies have nol been
dona with corticosteroids, Therafore the use ul 1his drug in pregnancy, nursing mothers or women
o chiddbearing potential requires that the benelits of the drug be carefully weighed against the
potantial risk lo the mother and embryo or lelus. Since there |s inadequate evidence ol satety in
human pragnancy, this drug should be used in pregnancy only il clearly needed.

Corticostaroids ludllr cross fhe placenta. Infants born of mothars who have received substantial
doses ol cori during y must ba carefully cbsarved and evaluated for signs of
edranal insulfickency.

There are no known effects of corticostarcids on labor and delivery. Conicosteroids are excreted
In breast mitk.

SIDE EFFECTS

FLUID AND ELECTROLYTE DISTURMES sodium rnterlﬂm'r. congestive hcan Il]InI'u in
Tuid loss,

patiants, hyp
MUSGULUSKELEI'N_ staroid myopathy, muscle k 2

vartabral comprossion Iractures, aseptic necrosis,

N 2. Nervous
Acute ol multiple GASTROINTESTINAL, peplic ul lion with possible and ge, gastric
— 13. Miscallanecus age, p 3 gitis, | In alanina I \ P of tha
Tubarcul with block or block when used concurrently with bowel.
=== appropriaie antfub L loglc or my DERMATOLDGIC lrrnalrad wound haahng thin lmnlls skin, petechiae and scchymoses.
——— DOSAGE AND ADMINISTRATION eerabr, psychic derangements,
This pr ion may be by Injection, by infusion, or by selzures.
s Iniramuscular Injection, the preferred meathod for initial use baing | injection.  METABOLIC, negative nitrogen bahnes due to prolein mbolam
Following the initial amergency period, consideration should be given to amploying a longer actig  ENDOCRINE, menstrual regularities, d of state, sup of phultary-
or an oral p Therapy s Intisted by sdministering Hydrocortisone  adrenal axis, s of lalant diabetes meliius,
Hikkma sterlle powder intravenously ovar a pariod of 30 saconds (e. g. 100 mg) to Increased requirements of insulln or oral agents in diabath of growth
10 minutes (e.g. 500 mg or more). In general, high dose corticosteroid therapy should be In childran.
continued only until the patient's condition has stabiized- usually not bayond 48 to OFHTHALMIC, L
72 hours. Although adverse effects assoclated with high dose, short-term corticold tharapy are IMMUNE SYSTEM, masking of inlactions, latant infections become active, opportunistic
), paplic may oceur. Prophy antacid therapy may be Y aphylaxis, may to skin lests.
'Mwnhlghdau hydrocortisone tharapy mus! ba continued beyond 48-72 hours, The | ing additional nna rulalm:llu tharapy: Y
iy DCCUT. Under such cl It may ba io replace Hyd i Hikma with a {e.g. laryngeal edema, urticaria).
such as sodium succinate which causes little or no sodium retention. ~ OVERDOSAGE
Tha inltlal dosa of Hydrocortisone Hikma sterile powder s 100 mg to 500 mg, depanding on the Thare s no clinical of acute ge with Hy Hikma Sterile powder
saverity of the condition. This dose may be repeated ai iIntarvals of 2, 4 or B hours as | tisona sodium Hyd is diak
by the patient's rasponse and clinical condition. While the doss may be reduced for infants and gm::lﬁ -
o balow .

children, it is govermed more by the sevarity of tha condition and response af the patlant than by
age or body weight but should nol be less than 25 mg dally.

Patients subjected to severe stress lollowlng mmmslerold therapy should be obsarved closaly for
signs and ol

Corticold therapy Is an adjunct to, and not a replacemant for, convantional therapy,

Preparaiion of Sclutions

Usa solution onty It it Is clear. Unused solution should be discarded after 3 days.
PRESENTATION
Vials

ORTISONE HIKMA 100 mg:

L L]
sodlum succinate 100 mg
Dibasic socium Phosphate, Sodlium Hydroxide,

-

sodium

100 mg Plain—For Intravenous or intramuscular injection, prepare soiution by add!
not mare than 2 mi of Bacteriostatic Water lor Injection or Bacteriostatlc Sodium Chioride Injection
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Manufactured by:
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* Folow iha docior's prascription sivicily, e meiod of use and the instructians of e
medcament.

* Tha doctor and Ihe pharmacisl are axperis in medicne, Bs berafls and fsis

= Do ral by younall inlarrupt Ihe pavicd of Inainenl prescribed ke you

* 0o ot mpaa the same prseriplicn winou

Patn, e ta

Keep medicament out of the reach of children
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