Package leaflet:Information for the patient

Dexamethasone 4mg/mlinjection
Dexray

Importantinformation about this medicine:

diagnosed with this condition for over 2 weeks.

Dexamethasone and viral infections

While medicine, i . shingles or measles ifyou
have not had these ilnesses. Thi youmay treatment f you get Ifyo
exposure to any of these diseases, you should talk to your doctor straight away. You should also tell your doctor if you have ever had

> r ¥ ital, if:
. D Y + Youhave anaccident
. regularly o get i * Youareill
.0 doctor i : VY your dentist
,or high') or away. Ifyou feel unwell, in any way, keep taking your medicine,
butsee yourdoctor straightaway ) ) y you, youshould tellyour doctoror
+ Some side effects only happen after weeks or months. These include weakness of arms and legs, or developing a rounder face (read
section 4 for moreinformation) Children
+ Ifyoutaketfor more than 3 weeks, in the UK, you will get a blue 'steroid card': always keep itwith you and showitto any doctor or nurse
treatingyou
« Keep away from people who have chicken pox or shingles, if you have never had them. They could affect you severely. Ifyou do come D

your doctor

Now read the rest of this leaflet.

importantforyou.

- Keepthisleaflet. Youmay needtoread it again.

- Ifyouhaveany further questions, ask your doctoror pharmacist.

- If you get any side effects, talk to your doctor or phammacist. This includes any possible side effects not listed in this leaflet.
Seesectiond.

Whatis in this leaflet

1. WhatDexamethasone is and whatitis used for
2.

v
3. Howyou use Dexamethasone

4. Possbleside effects

5. Howtostore Dexamethasone

6. Contents ofthe packand otherinformation

1. What Dexamethasone is and whatitis used for

is De
Cortcosteroids are hormones that are found naturally in ynurbndy that help o keep you healthy and wel. Boosting your body with extra
totreat e body. D
lowrs inflammatio, which coud ohersise go on making your coniion worse. You must iake tis medion rogulr t get maximum
benefitfromit.

Dexamethasone is given by injection to patients unable to take a tablet form of the medicine. When given into a vein or muscle,
for patients with

+ severe allergic reactions causing sweling of the face and throat, low blood pressure and collapse (angioneurotic oedema and
i medicationt

. i antibiotics)

Dexamethasone can be used
. i tumour or after

Sometimes, i i i it g

2.

Do notuse Dexamethasone:

- if

Other medicines and Dexamethasone
Pease e yourcoclorifyou aretaking have recenty aken or might ke any the medicines, incuding medcines obained wihouta
prescrpton. Oer jay they work. In particular

i water

+ Antibiotics such as rifampicin and rifabutin
+ Medicines that are broken down in the body by an enzyme in the liver (CYP 3Ad) such as HIV protease inhibitors (e.g indinavir) or
certain antibiotcs (e.g.erythromycin)

tsof jour doctor may wish to monitor you i
medicines (including some medicines for HIV:ritonavir,cobicistat)

Tower
Medicines usedto reat diabetes

Medicines usedto lower potassium levels
Medicines usedto reatmyasthenia

Anti-cancer reatments, such as aminoglutethimide

Acetazolamide usedfor glaucoma
Carbenoxolone sometimes usedfor ulcers

Pregnancy and breast-feeding
Ifyou are pregnant or breast-feeding, think you may be pregnant or are planningto have a baby, ask your doctor for advice before taking
this medicine.

Drivingand using machines
D

machines
1 i dose, .e. essentially‘sodium-free’,

3. Howyouhave Dexamethasone
De oranurse. tendon or joint.

T youri itis. Your doctor andhowand
whenthenjection willbe given
If v

your doctor PPy
+ Sweling ofthe throat
+ Skinreaction
+ Diffcultybreathing
giventoy ornurse, leunllke\ymatyownll be given too much or that you willmiss a dose. Ifyou

yourdoctorimmediately.

include arash, tching or shortness of breath
- fyou have aninfection that affects the whole body
- ifyouhave aninfection ofajoint
- if

> Donot

Warnings and precautions

Talk toyour doctoror i

+ If you have ever had severe depression or manic depression (bipolar disorder). This includes having had depression before while
taking steroid medicines ike Dexamethasone

+ Ifanyof your close family has had these lnesses

Ifeither )

Mental problems while having Dexamethasone

Theseillnesses can be serious

the medicine

ually they fewdaysor
Theyare more ikely to happen at high doses
Most of these problems go away ifthe dose is lowered or the medicine is stopped. However, i problems do happen, they might need

It can be dangerous to have your treatment with Dexamethasone Injection stopped abruptly. After prolonged therapy your body may

this medicine. How your treatment is stopped will depend on the disease you are being treated for and how much Dexamethasone
Injection you have been given. I you need 1o stop this treatment, ollow your doctor' advice.. If you stop having this medicine too quickly,
yourcondition may getworse.

Itmay 1 i Your doctor hastomake
sur hlthe disease you have beentreated for i uniikelyt reapse. D be adjusted ify
fliness, traumaor

When the treatment s stopped too quickly, you may feel withdrawal symptoms' These may include headache, pmb\emswwm yoursion
(including pain or swelingin the eye),feeling or being sick, fever, painin your e, weight
Ioss fhy ki and conjuncivis. oo rapi a reducton follwing prolonged teatment an ead o insuffiincy ofhomone productonin

lowblood pressure  dziness,headache, paliaton).Inexrme cases s
maybefatal PP

Ifyou have any further questions on the use ofthis medicine, ask your doctor or pharmacist.

4. Possible side effects
li "

ybody g
treatment
o
Talk {0 a doctor i you (or someane taking this medicine), show any signs of mental problems. This s particularl important lfyou are + Seesection3, fyoustop having Dexamethasone’
depressed,or stopped
Serious sidesffects: tll adoctorstraightaway
Take special care with Dexamethasone i problems. Th both adults and chidren. They can
> yourdoctorf: zﬂeclabouts mevery
+ You have had allergic reactions with a corticosteroid treatment. Severe allergic reactions (including shock) have been seen with
injected corticosteroids. : Fesing igh(mania)ormoods ratgoupanddoun
+ You have a cancer of the blood because you may be atrisk of a very rare, p fe-th 9 yourmemory
breakdown oftumour cells. + Feeling that do not exist uactor f
. tumour , confusion, visualloss or d beingalone

Youhave kidney or liver problems
Youhave high blood pressure or heartdisease
thereisa family

If talktoa doctor

Anallergic reaction mayinclude:
+ Anykindof skinrashor tching ofthe skin
+ Difficulty in breathing or collapse

lips

alcium. retention

, damaged tendons, damage to

. thereisa .
+ Youhave astomach (peptic) uicer
. yougetany yourdoctor
+ Youhave epilepsy + " Stomach and gut problems: stomach ulcers which may perforate or bleed, indigestion, having more of an appetite than usual,
+ Youhavemigraines diarrhoea, feeling or being sick
+ Youhave aninfection with parasites . i tu
+ Youhavetuberculosis (TB) .
+ Youhave stunted growth . blood clot
+ Youhave ‘Cushing’s syndrome’ . thinning of i
+ Youhave hadaheadinjury thejointwhere the injection was given
+ Youhave hadastroke . inginfecti
+ Contactyour doctorif other + Skin problems: wounds that heal more slowly, bruising, acne, sweating more than usual. Buring, redness and swelling where the
injection was given. This does notlastlong
 talktoyour doctoror + Eye problems: increased pressure in the eye including glaucoma, eye disorders such s cataracts, eye infections, visual
disturbances,loss of vision, blurred vision
i i youare having this medicine, you should talkto your doctor. Please tell any doctor, dentist or person who + Hormone problems: rregular o missing periods, teenagers, sweling of “Cushingoid"
giving or'moon' face). It may affect your diabetes and you may notice you start needing higher doses of the medicine you take for iabefes.
Your body may ot be able to respond nommally to severe stress such as accidents, surgery or iiness, growth of extra body hair
If UK, ‘steroid card' eightgain
are 1akmg this medicine. Show this to any doctor, dentistor person who may be giving you treatment. Even after your reatment s . Nervous system problems: ft or epilepsy may become worse, severe unusual headache with visual problems, being unable to
finst giving the past ) may

Do not use Dexamethasone for the treatment of Acute Respiratory Distress Syndrome (ARDS; a serious lung disease) if you have been

sl , headache or problems with yourvision (ncluding
ovepeinorsweling



the user gerthan 24 hours at
2t08°C,

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to throw away medicines you no longer
use. These measures will help protect the environmen

6. Contents of the pack and other information

What Dexamethasone contains
- The active ingredient is dexamethasone (as sodium phosphate). Each 1 m contains 3.8 mg dexamethasone (as sodium phosphate)

- Theother waterfor

D Itcomesin ing 1 ks of 1 or 10. Notal pack
sizes may be marketed.

Manufactured and Marketed by:
RayLife Sciences Pvt.Ltd.

Survey No. 25/1, HubliKarwar Highway,
Kadanakoppa, Kalghagi Taluk,
Dharwad District, Karataka- 581204

fter P
y ay. treat i ntilation.

C forthe ofheadin itis unlikely o be of any

harmiul.

When treating Acute Respiatory Dist d RDS), therapy wi startwithin the first 2 weeks of onset of

ARDS.

Pretermneonates

Available evidence suggests long-term neurodevelopment adverse events after early treatment (<96 hours) of premature infants with

Dexamethasone withdrawal
Adrenal cortical atrophy develops during prolonged therapy and may persist for years after stopping treatment. Withdrawal of
corcosteroids after prolonged therapy must therefore always be gradual to avoid acute adrenal insufficiency, being tapered off over
weeks or i treatment.

p 1 greaterthan3
‘weeks, withdrawal should not be abrupt. How dose

reduction should be carried out depends largely on whether the disease islikely to relapse as the dose of systemic cortcosteroids is
reduced. Ciinical assessment of disease actvity may be needed during withdrawal. If the disease is unlikely to relapse on withdrawal of

for systemic corticosteroids but there is uncertainty about HPA suppression, the dose of systemic corticosteroid may be reduced rapidly to

physiological doses. Once a dally dose of 1 mg dexame(hasone is reached, dose reduction should be slower to allow the HP A-axis to

Thi )toassistinthe admi D 4 recover. Abrupt treatment, which h d up to 3 weeks i ifitis considered that

forinjection. the disease is unlikely to relapse. Abrupt withdrawal of doses of up to 6 mg daily of dexamethasone for 3 weeks is unlikely to lead to
clinically relevant HPA-axis suppression in the majority of patients. In the following patient groups, gradual withdrawal of systemic

weeks or less:

D alt, . namru\ad iftaken for greater than 3weeks
. ¥ Py (i ars).

Each vial contains 1 ml of solution. Each 1 to . y id therapy.

5.0mg dexamethasone sodium phosphate. . i i i

HA

D i luted wi fons forinjection orinfusion:

. SodlumCh\cndeOQ%lnfuslon Glucose 5% Infusion, Compound Sodium Lactate Infusi 's Solution for Injection, Ringer-
Injection, Ringer's Solution for bitol 5% Injecti \nverlSugaMO"/n

Using the above infusion fluids, Dexamethasone solution for injection can also be injected into the infusion line without causing
precipitation ofthe ingredients.

Forsingle use only
Discardany unused solution after use.

1

DOSAGE AND ADMINISTRATION
Posology

Patients repeatedly taking doses i the evening.

During prolonged therapy any infercurent lness, tauma or surgial procedure il require a temporary increase n dosage; i
therapy

“steroid treatment i quidance on
drug, treatment.

An

Suppression of the inflammatory response and immune function increases the susceptibilty to infections and their severity. The clincal
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

ip) yeg.

theeye.

Chickenpo minor

Patients (or parents ofchi id
or herpes zoster and i exposed they should seek urgent medical atention. Passive

‘with varicella zoster

Ingeneral, diti
insiress), extadosage adjustments may benecessary.

the patient. Under g

Adults and Elderfy
Once the disease is under control the dosage should be reduced or tapered off to the lowest suitable level under continuous monitoring
and observation of the patient.

Forsat f-rstering uatons (g, anaphyis,aute severo ashra) ubsanly i dosages iy be nesded. G

3monihs; s shoud be given witin 0 days of exposure to chickenpox. Ifa diagnosis of chickenpox i confirmed, th ilness warrants

Measles

be given to ndi jth impaired immune The antibody

Live
diminished.

oedema (adults): ntally 8.3 mg (22l for followed by 3:3 mg (0.9
noted within 12to 24 hours: dosag

7days.

Forlocal treatment, see section 4.2 of the SmPC.

Pacdiatricpopuletion

D

Please referto Table 1 for

Table 1.C on vs. Volume
Desired concentration Required volume of product’

(mg base) (ml)

38 1.00

4 1.05

8 2.10

12 3.15

16 420

Dexamethasone dmg/mlinjection

Method of administration

Dexamethasone soluton for injection may b i ), (IM) or by local injection (inra-artcular or
softtssue)

For i X ther

With! i

Rapid IV injection of doses of 1 collapse; the injection should therefore be

given slowiy overa period of several minutes

WARNINGS

Rare instances of
receiving parenteral corticosteroid therapy.

ith a possibility of shock h:

Visual disturbance may be reported with systemic and topical corticosteroid use. f a patient presents with symptoms such as blurred
vision or other visual disturbances, the patient should be considered for referral o an ophthalmologist for evaluation of possible causes
‘which may glaucomaor (CSCR) which

use ofsystemic and topical orticosteroids.

Specialprecautions
Particular care is required when considering the use of systemic corticosteroids in patients with the following conditions and frequent
patientmonitoring s necessary:

0s

Hypertension or congesfive heart failure:
Existing or
Dlabetes melltus (orafamiy historyofdabetes)

Glaucoma orafamily history ofglaucoma)
Previous corticosteroid-induced myopathy
Liver failure

Renalinsufficiency

pilepsy
Gastro-intestinal lceration

Migraine

m.Ce i amoebiasi

—x—-sa@moacTw
m

n.
o. Patients with Cushing’s syndrome

Inthe treatment hould be taken to inject into the the tendon sheath

Paediatric population
5 >

y

Dexamethasone has been used 'off labe!' to treat and prevent chronic lung disease in preterm infants. An association between the use of
In view of thi ncern, an

Useinthe Eiderly
The common adverse effects of systemic corticosteroids may be associated with more serious consequences in old age. Close ciinical

Tumor lysis syndrome. In post-marketing experience tumour Iysis syndrome (TLS) has been reported in patients with
malignancie folowing the use of Gexamethasone alone or in combination it ather chematherapeutc agens. Paients athigh risk of
TLS such as patients with high proliferative rate, high tumour burden, and
andappropriate precaution taken.

fow days orweeks
ofsarting the reaiment.Risks may be higher with high doses/systemic exposure, although dose levels donotallow predicton of the

section 4.5 for forms of nteraction.
1 dose, .. essentially ‘sodium- ree’,
din patients OVERDOSE
It diffict to define an excessive dose of a corticosteroid as the therapeutic dose will vary according to the indication and patient
Massive
STORAGE
Aspackagedforsale

Storeinarefrigerator (2C -8 C). Donot freeze. Storein he original package.

Following dilution with infusion flids (see 'PREPARATIONAND OTHER HANDLING INSTRUCTIONS )
Chemi i hours, at25C

onset, type, severity or duration of reactions. Most after either
may be necessary. Please seek advice if worrying psychological symptoms develop, especially if depressed mood or suicidal ideation is
suspected. Please also be alert to possible psychiatric disturbances that may occur either during or immediately after dose

Take par h idering the use of sy

in patients with existing or previous history of severe affective

the userand 9

If
than24 hoursat2to8C,

disordersin intheir

Undesirable effects may be minimised by using the lowest effective dose for the minimum period, and by administering the daily
requirement as a single morning dose or whenever possible as a single moming dose on alterative days. Frequent patient review is
required

Ray Life Sciences Put. Ltd.
SurveyNo. 2511, HubliKanwar Highway,
Kadanakoppa, Kalghatgi Taluk,
Dharwad District, Kamataka- 581204.



	Page 1
	Page 2

