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Dexanocorten 
Solution for slow I. V ,l.M. S.C .by local injection or as rectal drip and l.V infusion 

(Dexamethasone phosphate 8 mg/ 2ml) 

Dexanoconen 

Each ml of solution contains 3.3 mg dexamethasone (as sodium phosphate) which is equivalent to 4 
mg dexamethasone phosphate or 4.37 mg dexamethasone sodium phosphate. 
Each 2 ml contains 6.6 mg dexamethasone (as sodium phosphate) which is equivalent to 8 mg 
dexamethasonc phosphate or 8.74 mg dexamethasone sodium phosphate. 
For the full list of excipients, sec section 6. I. 

If. l'llarmacea 
- A clear, colorless solution 
- Solution for slow 1.V ,l.M, S.C .by local injection or as rectal drip and 1.V infusion 

4. Clinical particulars 
4. 1 Therapeutic indications 
Dexanoconen can be used for all forms of general and local glucoconicoid injection therapy and 
acute conditions in which intravenous glucoconicoids may be life-saving. 
Dexanoconen is indicated in the treatment of corona virus disease 2019 (COVID-19) in adult and 
adolescent patients (aged 12 years and older with body weight at least 40 kg) who require 
supplemental oxygen therapy. 

4.2 Posology and method of administration 
Dosage 
N.B. For this section of document all doses arc expressed as mg dexamcthasone 
In general, glucoconicoid dosage depends on the severity of the condition and response of the 
patient. Under cenain circumstances, for instance in stress, extra dosage adjustments may be 
necessary. lfno favourable response is noted within a couple of days, glucoconicoid therapy should 
be discontinued. 
Adults and Elderly 
Once the disease is under con1rol the dosage should be reduced or tapered ofTto the lowest suitable 
level under continuous mon itoring and observation of the patient (See Section 4.4). 
For acute life-threatening situations (e.g. anaphylaxis, acute severe asthma) substantially higher 
dosages may be needed. 
Cerebral oedema (adults): initial dose 8-16 mg IV followed by 5 mg IV or im every 6 hours, until a 
satisfactory result has been obtained, In brain surgery these dosages may be necessary until several 
days after the operation. Thereafter, the dosage has to be tapered ofT gradually. Increase of 
intracranial pressure associated with brain tumours can be counteracted by continuous treatment. 
For local treatment, the following dosages can be recommended: 
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• intra·aniculary: 
1.6·3 mg large joints 
0.6·0.8 mq small joints 

• ontrabursallv: 1.6·3 mq; 
• in tendon sheaths: 0.3-0.Bma 

The frequency of these injections may vary from every 3-5 days to every 2 -3 weeks. 
For rectal drip in cases of ulcerative colitis: 4 mg diluted in 120 ml saline. 
Suggested doses {Or children 
Dosage requirements arc variable and may have to be changed according to individual needs. 
Usually 0.2 mg/kg to 0.4 mg/kg of body weight daily, 
For treatment ofCOVID-19 
Adult patients 6 mg IV or PO, once a day for up to I 0 days. 
Paediatric population 
Paed iatric patients (adolescents aged 12 years and older) are recommended to take 6mg/dose IV or 
PO once a day for up to I 0 days. 
Duration of treatment should be guided by clinical response and individual patient requirements. 

--~• -...... Elderly, renal impairmem. hepatic impairmelll 
· ~ ~ ~' ~- o dose adjustment is needed . 

. ·.; T ,, .. . inistration ~ ex noconen injections may be administered intravenously, subcutaneously, intramuscularly. by 
local injection or as a rectal drip. For administration by intravenous infusion: see section on 
ompatibi lity with infus ion nuids. With intravenous administration high plasma levels can be 
,btained rapidly. 
apid intravenous injection of massive doses of glucoconicoids may sometimes cause 

_ _ _ , ~- d'ovascular collapse; the injection should therefore be given slowly over a period of several 
\c ~ · -jn1 tes. ""-"°' ·, ,~. , . . ··,: ~ ~ ra-anicular injections should be given under strictly aseptic conditions. 

-..;-- ...... r - 4.3 Contraindications 
Systemic infection unless specific anti-infecti ve therapy is employed. 
Hypersensitivity to any ingredient. 
Local injection of a glucoconicoid is contraindicated in bacteraemia and systemic fungal infections, 
unstable joints, infection at the injection site e.g. septic arthritis resulting from gonorrhoea or 
tuberculosis. 

4.4 Socciol warnings and orccoutions fo r use 

sodium metabisulfite. a sulfite that may cause allergic-type reactions including anaphylactic 
symptoms and life-threatening or less severe asthmatic episodes in cenain susceptible people. 
Sulfite sensitivity is seen more frequently in asthmatic than in nonasthmatic people. 

A patient information lcanct should be supplied with this product. 

In post-marketing experience tumour lysis syndrome (TLS) has been reported in patients with 
haematological malignancies following the use of dexamethasone alone or in combination with 
other chemotherapeutic agents. Patients at high risk ofTLS, such as patients with high proliferative 
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rate, high tumour burden. and high sensitivity to cytotoxic agents. should be monitored closely and 
appropriate precautions taken. 

Patients and/or carers should be warned that potentially severe psychiatric adverse reactions may 
occur with systemic steroids (see section 4.8). Symptoms typically emerge within a few days or 
weeks of staning the treatment. Risks may be higher with high doses/systemic exposure (see also 
section 4.5 for pharmacokinetic interactions that can increase the risk of side effects), although dose 
levels do not allow prediction of the onset, type severity or duration of reactions. Most reactions 
recover after either dose reduction or withdrawal, although specific treatment may be necessary. 
Patients/carers should be encouraged to seek medical advice if worrying psychological symptoms 
develop, especially if depressed mood or suicidal ideation is suspected. Patients/carers should also 
be alert to possible psychiatric disturbances that may occur either during or immediately after dose 
tapering/withdrawal of systemic steroids, although such reactions have been reponed infrequently. 
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to avoid acute adrenal insufficiency, being tapered off over weeks or months according to the dose 
and duration of treatment. 

In patients who have received more than physiological doses of systemic corticosteroids 
(approximately I mg dexamethasone) for greater than 3 weeks, withdrawal should not be abrupt. 
How dose reduction should be carried out depends largely on whether the disease is likely to 
relapse as the dose of systemic conicosteroids is reduced. Clinical assessment of disease activity 
may be needed during withdrawal. If the disease is unlikely to relapse on withdrawal of systemic 
corticosteroids but there is uncertainty about I-IPA suppression, the dose of systemic corticosteroid 
may be reduced rapidly to physiological doses. Once a daily dose of I mg dexamethasone is 
reached, dose reduction should be slower to allow the HPA-axis to recover. 

Abrupt withdrawal of systemic conicosteroid treatment, which has continued up to 3 weeks is 
appropriate if it is considered that the disease is unlikely to relapse. Abrupt withdrawal of doses of 

Particular care is required when considering the use of systemic corticosteroids in patients with up to 6mg daily of dexamethasone for 3 weeks is unlikely to lead to clinically relevant HP A-axis 
existing or previous history of severe affective disorders in themselves or in their first degree suppression in the majority of patients. In the following patient groups. gradual withdrawal of 
relatives. These would include depressive or manic-depressive illness and previous steroid systemic corticosteroid therapy should be considered even after courses lasting 3 weeks or less: 
psychosis. • Patients who have had repeated courses of systemic corticosteroids, panicularly if taken for 

;.- greater than 3 weeks. 
Undesirable effects may be minimised by using the lowest effective dose for the minimum period. ~' . , . · · When a short course has been prescribed within one year of cessation of long-term therapy 
and by administering the daily requirement as a single morn ing dose or whenever possible as a t" .. :.::: ~ ( nths or years). 
single morning dose on alternative days. Frequent patient review is required to appropriately titrate ._.) • .,. "'~-J>a 'ents who may have reasons for adrenocortical insufficiency other than exogenous 
the dose against disease activity. t: !. : /.].. ~ortic\)steroid therapy. 

i' _ _ _ _ . _ Patients receiving doses of systemic corticosteroid greater than 6mg daily of dexamethasone. 
After parenteral administration of glucocorticoids serious anaphylactoid reactions. such as glottis · • atients repeatedly taking doses in the evening. 
oedema, urticaria and bronchospasm, have occasionally occurred, panicularly in patients with a { - -- • - S stemic corticosteroids should not be stopped for patients who are already treated with systemic 
history of allergy. If such an anaphylactoid reaction occurs, the following measures are \ - •: .- {oral) corticosteroids for other reasons (e.g. patients with chronic obstructive pulmonary disease) 
recommended: immediate slow intravenous injection ofO. I - 0.5 ml of adrenaline (solution of \ .. but nat requiring supplemental oxygen. 
I: I 000: 0.1 - 0.5 mg adrenaline dependent on body weight), intravenous administration of ....___.. , • ~D-uring prolonged therapy any inter-current illness, trauma or surgical procedure will require a 
aminophylline and anificial respiration if necessary. • . • iemporary increase in dosage; if corticosteroids have been stopped following prolonged therapy 

Corticosteroids should not be used for the management of head injury or stroke because it is 
unlikely to be of any benefit and may even be hannful. 

The results of a randomised, placebo-controlled study suggest an increase in mortality if 
methylprednisolone therapy stans more than two weeks after the onset of Acute Respiratory 
Distress Syndrome (ARDS). Therefore, treatment of ARDS with corticosteroids should be initiated 
within the first two weeks of onset of ARDS (See also section 4.2). 

Preterm neonates: 
Available evidence suggests long-term neurodevelopmental adverse events after early treatment(< 
96 hours) of premature infants with chronic lung disease at starting doses of0.25 mg/kg twice daily. 

Dexamethasone withdrawal 
Adrenal cortical atrophy develops during prolonged therapy and may persist for years after stopping 
treatment. Withdrawal of corticosteroids after prolonged therapy must therefore always be gradual 
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ey may need to be temporarily re-introduced. 
Patients should carry 'Steroid treatment' cards which give clear guidance on the precautions to be 
taken to minimise risk and which provide details of prescriber, drug, dosage and the duration of 
treatment. 

Anti-inf/a111111atory//1111111111os11ppressive effects and Infection 
Suppression of the inflammatory response and immune function increases the susceptibility to 
infections and their severity. 
The clinical presentation may often be atypical, and serious infections such as septicaemia and 
tuberculosis may be masked and may reach an advanced stage before being recognised. 

Appropriate antimicrobial therapy should accompany glucoconicoid therapy when necessary e.g. in 
tuberculosis and viral and fungal infections of the eye. 

Chickenpox is of particular concern since this normolly minor illness may be fatal in 
immunosuppressed patients. Patients (or parents of children) without a definite history of 
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chickenpox should be advised to avoid close personal contact with chickenpox or herpes zoster and 
if exposed they should seek urgent medical attention . 
Passive immunisation with varicella zoster immunoglobulin (VZIG) is needed by exposed non­
immune patients who are receiving systemic corticosteroids or who have used them within the 
previous 3 months: this should be given within I 0 days of exposure to chickenpox. If a diagnosis of 
chickenpox is confirmed. the illness warrants specialist care and urgent treatment. Corticosteroids 
should not be stopped and the dose may need to be increased. 

Measles. Patients should be advised to take particular care to avoid exposure to measles and to seek 
immediate medical advice if exposure occurs; prophylaxis with intramuscular normal 
immunoglobin may be needed. 

Live vaccines should not be given to individuals with impaired immune responsiveness. The 
antibody response to other vaccines may be diminished. 

Special precautions 
Particular care is required when considering the use of systemic corticosteroids in patients with the 
following conditions and frequent patient monitoring is necessary. 
a. Osteoporosis (post-menopausal females are particularly at risk). 
b. Hypertension or congestive heart fail ure. 
c. Existing or previous history of severe affective disorders (especially previous steroid psychosis). 
d. Diabetes mellitus (or a family history of diabetes). 
e. History of tuberculosis, since glucocorticoids may induce reactivation. 
f. Glaucoma (or a family history of glaucoma). 
g. Previous corticosteroid-induced myopathy. 
h. Liver failure. 
i. Renal insufficiency. 
j . Epilepsy. 
k. Gastro-intestinal ulceration. 
I. Migraine 
m. Certain parasitic infestations in particular amoebiasis. 

~ ..... 
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and the development of cerebral palsy. In view of th is possible safety concern, an assessment of the 
risk:benefit should be made on an individual patient basis. 

Hypertrophic cardiomyopathy was reported after systemic administration of corticosteroids 
including dexamethasone to prematurely born infants, therefore appropriate diagnostic evaluation 
and monitoring of cardiac function and structure should be performed. In the majority of cases 
reported, this was reversible on withdrawal of treatment. In preterm infants treated with systemic 
dexamethasone diagnostic evaluation and monitoring of cardiac function and structure should be 
performed (see section 4.8). 

Use in the Elderlv 
The common adverse effects of systemic corticosteroids may be associated with more serious 
consequences in old age, especially osteoporosis. hypertension, hypokalaemia, diabetes, 
susceptibility to infection and thinning of the skin. Close clinical supervision is required to avoid 
life-threatening reactions. 

Pheochromocytoma crisis, which can be fatal, has been reported after administration of systemic 
orticosteroids. Corticosteroids should only be administered to patients with suspected or identifi ed 
p~chromocytoma after an appropriate risk/benefit evaluation. 

Dcxanocorten solution for injection contains less than I mmol sodium (23 mg) per 2 ml of solution, 
that is to say essent ially 'sodium-free'. 

4.5 Interaction with other medicinal products and other forms of interaction 
~ 1 \ Rifampicin, rifabutin. ephedrine, carbamazepine, phenylbutazone, phenobarbital, phenytoin, 

~
rimidone. and aminoglutethimide enhance the metabolism of corticosteroids and its therapeutic 
!Teets may be reduced. 
he effects ofanticholinesterases are antagonised by corticosteroids in myasthenia gravis. 

The desired effects of hypoglycaemic agents (including insulin), anti-hypertensives, cardiac 
n. Incomplete statural growth since glucocorticoids on prolonged administration may accelerate 
cpiphyseal closure 

,·.,,.: ... .. glycosides and diuretics arc antagonised by corticosteroids, and the hypokalaemic effects of 
acetazolamidc, loop diuretics, thiazide diuretics and carbenoxolone are enhanced. 

o. Patients with Cushing's syndrome 
In the treatment of conditions such as tendinitis or tenosynovitis care should be taken to inject into 
the space between the tendon sheath and the tendon as cases of ruptured tendon have been reported. 

Use in children 
Corticosteroids cause dose-related growth retardation in infancy, childhood and adolescence, which 
may be irreversible. 

Dcxamethasone has been used 'off label' to treat and prevent chronic lung disease in preterm 
infants. Clinical trials have shown a short term benefit in reducing ventilator dependence but no 
long term benefit in reducing time to discharge, the incidence of chronic lung disease or mortality. 
Recent trials have suggested an association between the use of dexamethasone in preterrn infants 
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The efficacy of coumarin anticoagulants may be enhanced by concurrent corticosteroid therapy and 
close monitoring of the INR or prothrombin time is required to avoid spontaneous bleeding. 
The renal clearance ofsalicylates is increased by corticosteroids and steroid withdrawal may result 
in salicylatc intoxication. 
There may be interaction with salicylates in patients with hypoprothrombinaemia. 
Co-treatment with CYP3A inhibitors. including cobicistat-containing products, is expected to 
increase the risk of systemic side-effects. The combination should be avoided unless the benefit 
outweighs the increased risk of systemic corticosteroid side-effects, in which case patients should 
be monitored for systemic corticosteroid side effects 
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Administration of corticosteroids to pregnant animals can cause abnormalities of foetal 
development including cleft palate, intra-uterine growth retardation and affects on brain growth and 
development. There is no evidence that corticosteroids result in an increased incidence of 
congenital abnormalities, such as cleft palate/lip in man (see also section 5.3). However, when 
administered for prolonged periods or repeatedly during pregnancy, corticosteroids may increase 
the risk of intra-uterine growth retardation. Hypoadrcnalism may, in theory, occur in the neonate 
following prenatal exposure to corticosteroids but usually resolves spontaneously following birth 
and is rarely clinically important. As with all drugs, corticosteroids should only be prescribed when 
the benefits to the mother and child outweigh the risks. When corticosteroids are essential however, 
patients with normal pregnancies may be treated as though they were in the non-gravid state 

iii"incrascdliitOf'liiiliiiiiiil lMiOiJYiiliCliiftillawing .. 
~~course of c:onicosterolds including deJ8IDdbasono to \WIDell at risk far lite precerm 

Lactation 
Corticosteroids may pass into breast milk, although no data are available for dexamethasone. 
Infants of mothers taking high doses of systemic corticosteroids for prolonged periods may have a 
degree of adrenal suppression. 

4.7 Effects on ability to drive a nd use machines 
Not applicable. 

4.8 Undesirable effects 
Side-effects 
Local adverse reactions include post-injection flare , and a painless destruction of the joint 
reminiscent of Charcots arthropathy especially with repeated intra-articular injection. 
The incidence of predictable undesirable effects, including hypothalamic-pituitary-adrenal 
suppression correlates w11h the relative potency of the drug. dosage. timing of administration and 
the duration of treatment. Cases of ruptured tendon have been reported (see Section 4.4). 
Local injection of glucocorticoid may produce systemic effects. 
Immune svstem disorders 
Increased susceptibility and severity of infections with suppression of clinical symptoms and signs. 
Diminished lymphoid tissue and immune response. Opportunistic infections, recurrence of dormant 
tuberculosis and decreased responsiveness to vaccination and skin tests. (see Section 4.4). 
Endocrine disorders 
Suppression of the hypothalamic-pituitary-adrenal axis, premature epiphyseal closure. growth 
suppression in infancy, childhood and adolescence, menstrual irregularity and amenorrhoea. 
Cushingoid faces , hirsutism. 
Metabolism and nwrition disorders 
Hyperglycaemi a, weight gain, impaired carbohydrate tolerance with increased requi rement for anti­
diabetic therapy. Negative protein and calcium balance. Increased appetite. Sodium and water 
retention, hypertension. potassium loss, hypokalaemic alkalosis. 
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Psychiatric disorders 
A wide range of psychiatric reactions including affective disorders (such as irritable, euphoric, 
depressed and labile mood. and suicidal thoughts), psychotic reactions (including mania, delusions, 
hallucinations, and aggravation of schizophrenia}, behavioural disturbances, irritability. anxiety, 
sleep disturbances, and cognitive dysfunction including confusion and amnesia have been reported. 
Reactions are common and may occur in both adults and children. In adults. the frequency of severe 
reactions has been estimated to be 5-6%. Psychological effects have been reported on withdrawal of 
corticosteroids: the frequency is unknown. 
Increased intra-cranial pressure with papilloedema in children (pseudotumour cerebri), usually after 
treatment withdrawal. 
Aggravation of epilepsy. Psychological dependence. 
Eve disorders 
Increased intra-ocular pressure, glaucoma, papi lloedema, posterior subcapsular cataracts. corneal or 
scleral thinning. exacerbation of opthalmic viral or fungal diseases. 
Not known: frequency cannot be estimated from the available data 
Chorioretinopathy 
Gastrointestinal disorders 
Dyspepsia, peptic ulceration with perforation and haemorrhage, acute pancreatitis, candidiasis, 
ausea. 

culoskeleta/ and connective tissue disorders 
Osteoporosis, vertebral and long bone fractures, avascular osteonecrosis, tendon rupture. 
Proximal myopathy. 
Skin and subcutaneous tissue disorders 
Impaired healing, skin atrophy, bruising, telangiectasia. striae, increased sweating and acne. 
General disorders and administration site conditions 
Hypersensitivity including anaphylaxis, has been reported. Leucocytosis. Thromboembolism. 
A transient burning or tingling sensation mainly in the perinea! area following intravenous injection 
of large doses of corticosteroid phosphates. 
Withdrawal svmptoms and signs 
Too rapid a reduction of corticosteroid dosage following prolonged treatment can lead to acute 
adrenal insufficiency, hypotension and death. (see Section 4.4). 
A 'withdrawal syndrome' may also occur including, fever, myalgia, arthralgia, rhinitis, 
co!],unctivitis, painful itchy skin nodules and loss of weight. 
·~ •. 'diiiiirJiij . 

notknown; Hypertrophic cardi~Jn premature!y_bominfin!S.(SCC ~· 
Reporting of suspected adverse reactions 
If you get any side effects. talk to your doctor, pharmacist or nurse. This includes any possible side 
effects not listed in this leaflet. By reporting side affects you can help provide more information on 
the safety of this medicine. Via : P' .followup1iik dacgvnt 1!0\' cg or Hotline: 1530 I 

4.9 Overdose 
It is difficult to define an excessive dose of a corticosteroid as the therapeutic dose will vary 
according to the indication and patient requirementS. Massive IVcorticosteroids given as a pulse in 
emergency are relatively free from hazardous effects. 
Exaggeration of corticosteroid related adverse effects may occur. Treatment should be 
asymptomatic and supportive as necessary. 
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5. Pharmacologica l properties 
5. 1 Pharmacodynamic properties 
Dexamethasone is a synthetic adrenoconicoid with approximately a 7 times higher anti­
innammatory potency than prednisolone and 30 times that of hydroconisone. Adrenoconicoids act 
on the HPA at specific receptors on the plasma membrane. On other tissues the adrenocorticoids 
difTuse across cell membranes and complex \\~th specific cytoplasmic receptors which enter the cell 
nucleus and stimulate protein synthesis. Adrenoconicoids have anti-allergic, antitoxic, antishock. 
antipyretic and immunosuppressive properties. Dexamethasone has only minor mineralocorticoid 
activities and does therefore. not induce water and sodium retention. 

The RECOVERY trial (Randomised Evaluation of COVid-19 thERapY,)I is an investigator­
initiated, individually randomised. controlled. open-label. adaptive platform trial to evaluate the 
effects of potential treatments in patients hospitalised \\~th COVID-19. 
The trial was conducted at 176 hospital organizations in the United Kingdom. 
There were 6425 Patients randomised to receive either dexamethasone (2104 patients) or usual 
care alone (432 1 patients). 89% of the patients had laboratory-confirmed SARS-CoV-2 infection. 
At randomization. 16% of patients were receiving invasive mechanical ventilation or 
extracorporeal membrane oxygenation, 60% were receiving oxygen only (with or without non 
invasive ventilation). and 24% were receiving neither. 
The mean age of patients was 66.l+/-15.7 years. 36% of the patients were female. 24% of patients 
had a history of diabetes. 27% of heart disease and 21 % of chronic lung disease. 
Primary endpoint 
Mona I ity at 28 days was significantly lower in the dexamethasone group than in the usual care 
group, \~th deaths reported in 482 of 2104 patients (22.9%) and in 11 10 of 432 1 patients (25. 7%), 
respectively (rate ratio. 0.83: 95% confidence interval [CI), 0.75 to 0.93; P<0.001). 
In the dexamethasone group. the incidence of death was lower than that in the usual care group 
among patients receiving invasive mechanical ventilation (29.3% vs. 41 .4%; rate ratio, 0.64: 95% 
CI. 0.51 to 0.81) and in those receiving 
supplementary oxygen without invasive mechanical ventilation (23.3% vs. 26.2%; rate ratio. 0.82: 
95% CI. 0.72 to 0.94). 
There was no clear effect of dexamethasone among patients who were not receiving any 
respiratory support at randomization (17.8% vs. 14.0%: rate ratio. 1.19: 95% CI. 0.91to1.55). 
Secondary endpoin ts 
Patients in the dexamethasone group had a shorter duration of hospitalization than those in the 
usual care group (median. 12 days vs. 13 days) and a greater probability of discharge alive within 
28 days (rate ratio. I. I 0: 95% CI. 1.03 to 1.17). 
In line ~th the primary endpoint the greatest effect regarding discharge within 28 days was seen 
among patients who were receiving invasive mechanical ventilation at randomization (rate ratio 
1.48; 95% Cl 1.16. 1.90), followed by oxygen only (rate ratio, 1.1 5 ;95%CI 1.06-1.24) with no 
beneficial effect in patients not receiving oxygen (rate ratio. 0.96 : 95% Cl 0.85-1 .08). 
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5.2 Pharmacokinetic properties 
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After administration of Dexamcthasone Solution for Injection or Infusion. dexamethasone sodi um 
phosphate is rapidly hydrolysed to dexamethasone. After an iv dose of20mg dexamethasone. 
plasma levels peak within 5 minutes. Dexamethasone is bound (up to 77%) by plasma proteins. 
mainly albumin. There 1s a high uptake of dexamethasone by the liver. kidney and adrenal glands. 
Metabolism in the liver is slow and excretion is mainly in the urine. largely as unconjugated 
steroids. The plasma half life is 3.5-4.5 hours but as the effects outlast the significant plasma 
concemrations of steroids the plasma half-life is oflinle relevance and the use ofbiological half life 
is more applicable. The biological half life of dexamethasone is 36-54 hours, therefore 
dexamethasone is especially suitable in conditions where continuous glucoconicoid action is 
desirable. 
6. Pharmaceutical particulars 
!).1.UsiOieidiients 
Crcatinine, sodium citrate dihydrate. sodium metabisulfite . methylparaben sodium . propylparaben 
sodium . citric acid I sodium hydroxide . water for injection . 

6.2 Incom patibilities 
Dexamethasone sodium phosphate is physically incompatible with daunorubicin. doxorub1cin and 
vancomycin and should not be admixed with solutions containing these drugs. Also incompatible 
with doxapram HCI and glycopyrrolate in syringe. 

r6.3 Shelf life 
3 ye=a-rs~~-
6.4-~ljj'""rec:aatioas for storage._ __ _ 

Store at temperature not exceeding 30°C, protect from light & do not refrigerate or freeze. 
After dilution with 0.9 % sodium chloride or 5 % Dextrose· 
To be used immediately 
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~ture and contents or container 
Canon box containing 3 amber (type I) glass ampoules each contains 2 ml solution in plastic tray 
and inner pamphlet. (local) 
Canon box containing I 00 amber type I glass ampoules each contains 2 ml solution in canon tray 
and inner pamphlet (lender only) 

6.6 Special prca1utions fo r disposal and other handling 
Use with infusion Ouids 
Dexamethasone can be diluted with the following infusion Ou;.;id;,;s;;.: ----~--------. 

..- '~~ F50'diwn chloride0.9% - -?: ' J ~ "" ~- Dextrose 5% 

.. .; .. ~"'fQA''\~or }ingle use only. Discard any unused contents. Any unused medicinal product or waste material 
. _ -• should, be disposed of in accordance with local requirements. 

- - - l 

- · 
~;-

~ -,J_,. 

' } Mari\<.eli ng authorisation hol~anufacturer: 
l_~ Phannaccuticals (Pharo PM!:I!:m) 
~ew .Burg El Arab city - 3rd Industrial zone - block no. 16 - Alexandria - Egypt , . \ . , 
F~A Revision Date: 
0.6.2023 
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