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150225203011 - ruptured tendon have been reported.
DEXAMETHASONE - MUP U inctiam
Solution in Ampoule for LM/ LV. Injection Y
been used of abef b reat and inrecucing
1. NAME OF THE MEDICINAL PRODUCT ventator , motlt, Recent i
Dexamethasone 8 mg/2ml ampoules
2. QUALITATIVE AND QUANTITATIVE COMPOSITION the iskbenefit shoud be made on an ndidual paten basis.
Each 1 ml contains 4 For 1 Useinthe Elderly
3. PHARMACEUTICAL FORM specilly osteaporosis,hypertension,
Salutionfor njecton nypokeleemz, diabetes, tinning o the skin
4, CLINICAL PARTICULARS i i
41 Therapeutic indications Rifamicin, fabutn, ephectine, carbamazepie, phenylbutazone, phenoberbia,phenytoin,primidon
st "
4.2 Pasology and method of administration y andt
Dosage Toop diuret
N.B. Fortis section of The effcacy of y Py
Ingenera, the patent Under 3 exra There may
Aduts and Elderly 45 Pregnancy and lactation
the however,
4 For naphyaxi o Cerebal
VorMevery
be necessaryunt several days e e operton. Trreaer, man. Howerer ricosteroid
tumours can be courteracted by continuous lreatment, intheary,
For local treatment, the following dosages can be recommended: 'y important. As wih all Grugs, p
* lra-artculry. 16-3 mglarge ants
06-0.8 mg small joints Lactation
* nabursely 16-3mg rioster
“ntendonshealhs  03-08mg proonged periods may have a degee of adrenal suppression.
y ¥3-5days o every 2- 3w 4.7 Effects on abilty to drve and use machines None known
For rectal drip in cases of ulcerative colits: 4 mg diluted in 120 mi saiine. 48 Undesirable effects
‘Suggested doses for chidren Side-sffects
Usualy 0.2 mghkg 10 0.4 mgkg ofbody weight daly e
Administration injecton
Dexamethasone injections may be administered infravenously, subcutaneously, intramuscularly. by localinjection or as a rectal drp. piuitary the drug, dosage, timing
fids 4
rapidy. Local injection of glummmmm ‘may produce systemm eﬂms
colapse; . Endocrine. melabol
period of several minutes. Suppression of menstrual
Inr-articur y ineqarty and amenoross,Cusingo fce, st eigt g,
43 Contraindicatons Negaiv protein and calcium balnce. nreased appetfe.
P oy Ant-infiammatory and Immunosuppressive effects
Hypersensitivty to any ingredient. Opportunistic
unstable jont epic arhrts infection tion 4.4),
esuling from gonarthoea or tubsrculosis. Musculoskeletal
44 Special wamings and precautions for use Osteaporosis,vertebral an long bone fractures, avascular steonecrosis,tendon rupure.
ient i i ied with this product. Proimal myopatty.
Patents andlor 8
‘emerge within a the treatment. di hypertension, potassium los
P the onset,type severity or Most reactons
tecover afer ither y iderange of euphoric
delusions, hallucnations iritablty, ancety, nd cognive.
iher during or Inaduls, the frequency of
infequenty. cortosterois;the freq
Partcular car i req ), usual after Peyehological
themselves or i their psychosi. dependence.
" ng e daly Ophthalnic
dose or whenever F pressurs, gauooma, papiloedem, subcapsular cataracts, comeal r sceral tinning, exacerbation of opthaiic vie o fungel
r dieases
Gastoestial
inectionof 0.1 1000:01 Dyspepsia, pep candidsis
necessary, i y y " Dermatological
even be hamful, acebo. kin atraphy, bruising, telangiectasia, sriae, increased sweating and acne.
after Therefore, General
onset of ARDS, P y Leucarylosis.
Dexamethasone withdrawal
persistfor years afer
‘weeks o 44
al 1 geate than 3 weeks, wilhdravel Awmmalsymnme‘ may aso occur inclcding, ever, myalga, arthalgia, i, conjuncivis,panflchy skin nodules and loss f weigh,
se
Toduced. i difcut g Massive LV
the dose of y dose of Img
o alowthe HPAars & oo,
o ek 5 PROPERTIES
Abrupt ks patent L .
3weeks orless: 7 times ig ¥
patculary  taken for geater than 3 weels. On ofner
Py ars). llergc, anitoric, antishock, antipyretic
aer
5.2 Pharmacokinetic properties
 Patents repeatedly taking doses i the evning. Aer an LV dose of 20mg
p ¥ mainly abumin, There s  high up
The
‘quidance on 35-4
chug,dosage and the duraton of reatment. 6-54 hours,
Antiinflammatory  Immunosuppressive effects and infection ‘continuous glucocorticoid action is desirable.
uppression of severly, 6 PARTICULAS
atpica, h 64 List o excipients
yeg.in hoey Creatinine, Sodium cirate dhydrate, Sodum metabsulte, Metylparaben, Propiparaben, Sodium hydroxid to adjust pH (7 - 8.5 ), Waer for inection.
Patens (or 6. blties None known
63 Shelffe 3years
i 64
g : g
the g w°C
6.5 Nature and contents of container
Measles wih aron y hard eaflel.
intramuscular normalimmunoglobin may be needed. 6.6 Special precautions for disposal and other handiing
y Use withnfusion lids
Specialprecautions s potency for atleast te
Partcuarcae i rq fui
. Osteoporosis (post-menopausal females are partculary at risk). sodium chioride 0.9%
b. Hypertension or congestive heart falure. anhydrous glucose 5%
¢ Exstngor invert sugar 10%
d.Diabetes melitus (or a family history of diabetes). sorbitol 5%
. History of tuberculosis, since glucocorticoids may induce reactivation. Ringer's soluion
1 Glaucoma orafamiy istory of gucome). Hertmann' soluon figer-actte)
g Previous corcoseroidnduced myopathy. Rheamacrodex
. Lve e, Haemaccel
i, Renal insuffcency. e ingredints
- Eplepsy
k. Gastro-itestinal uiceration mannitol 10%
1. Migaine VaninN
(see also Section 4.4).

m. Certan paresitc nfestaions in partcular amoebiasis

n
o.Patients with Cushings syndrome

Manufactured by: Wedical Union Pharmaceutcas,
Ao Sulan, lsmaiiz, Egypt.
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