r},Adrenaline Injection IP
ADLINE

Composition :

Each ml contains :

Adrenaline Bitartrate |.P. 1 mg
Water for Injections IP q.s.

For .M./ S.C. / L.V. after Dilution

READ ALL OF THIS LEAFLET CAREFULLY BEFORE YOU ARE GIVEN THIS
MEDICINE BECAUSE IT CONTAINS IMPORTANT INFORMATION FOR YOU.

Keep this leaflet. You may need to read it again.

If you have any further questions, ask your doctor or nurse.

If you get any side effects, talk to your doctor or nurse. This includes any possible side

effects not listed in this leaflet. See section 4.

The name of your medicine is Adrenaline (Epinephrine) 1:1,000 Solution for Injection. It will
be referred to as Adrenaline Injection for ease hereafter.

What is in this leaflet
1. What Adrenaline Injection is and what it is used for

2. What you need to know before you are given Adrenaline Injection
3. How Adrenaline Injection will be given to you

4. Possible side effect:

5. How to store Adrenaline Injectio

6. Contents of the pack and other Information

1. WHAT ADRENALINE INJECTION IS AND WHAT IT IS USED FOR

Adrenaline belongs to a class of drugs called sympathomimetic agent. Adrenaline Injection
may be used to rapidly relieve severe allergic reactions to drugs or other substances
causing allergy. It may also be used in the emergency treatment of shock due to a severe
allergic reaction.

2. WHAT YOU NEED TO KNOW BEFORE YOU ARE GIVEN ADRENALINE INJECTION

You should not be given Adrenaline Injection:
if you are allergic to adrenaline, or to any of the other ingredients of this medicine (listed
in section 6)

when you are in labour

if you are suffering from any infection, disease or tumour of the bram
if you have ch is'a r g, and

vessels (your doctor will it Youy,

Adrenaline injection should not be used in areas such as Imgers toes, ears, nose or penis,
as the blood supply to these areas might become inadequa

Speak to your doctor if ane of these applies to you before yDu are given this medicine.

In an emergency, your doctor may s renaline even if you suffer from any of
the above, as the potential benefit may D6 Groator than the risk.

‘Warnings and precaution

Talk to your doctor or nurse before you are given Adrenaline Injection if

- you are elderly

- you suffer from any heart problem, particularly if it affects the heart rate or if you suffer
from chest pain

you have problems with your brain e.g. stroke, brain damage or blood vessel disease

- you have an overactive thyroid, diabetes or glaucoma (high pressure in the eye)

you have phaeochromocytoma (a tumor on the adrenal gland)

you have low blood levels of potassium or high blood levels of calcium

you have a tumor on your prostate gland or kidney disease

= you are in shock or have lost a lot of blood

- you are going to have a surgery under general anaesthesia

- you are sufferlng from high blood pressure

of the bodyis blood

nd
Teu your doctor or pharmaclst if you are taking, have recently taken or might take any other
medicines.
A large number of drugs can |meracl with Adrenaline Injection which can significantly alter
their effects. These drugs includ:
L onoamine oxidase mnibitors (MAOI) or tricyelic antidepressants both used for depression
cardiac glycosides such as digoxin, used for heart failu
Guanothiding used for the rapid conirol of blood prossure
diuretics (i water tabletsr)
inhaled general anaesthetics, such as halothane
medicines to raise or lower your blood pressure including betablockers, e.g. propranolol,
atenolol, bisoprolol, phentolamine
- antidiabetic drugs like insuline or oral hypoglycaemic agents (e.g. glipizide)
- phylline and phy 10 help you breathe)

i i icines used 1o treat i conditions in your body such as

B (
asthma or arthritis)

- a (e.g. dip used for the of allergies

+ medicines used to ireat mental liness like chiorpromazine, pericyazine or fluphenazine

- medicines used to treat an underactive thyroid

- oxytocin (used to induce labor at term and to ontrol bleeding after delivery)

- any cough or cold remedies (sympathomimetics).

If you are already taking one of these medicines, speak to your doctor before you receive

Adrenaline Injection.

Pregnancy and breast feedin:

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a

baby, ask your doctor or pharmacist for advice before taking this medicine. Adrenaline should

only be used during pregnancy and breast feeding if considered essential by your doctor.

Driving and using machines

This is unlikely to be applicable as you will not feel well enough to drive or use machinery.

Consult your doctor before consldenng such action.

odiu .
This medicine contains somum metamsulphne, a preservallveA This may rarely cause
severe allergic
This medicingl praduct contams 1655 than 1mmel sofium (23mg) per dose (essentially
isodium freef).

Note: Adrenaline Injection must not be injected into peripheral parts of the body such as
fingers, toes, ear lobes, nose or penis. The solution should not be used if it is discolored.
It should not be mixed with any other agent.

HOW ADRENAI

E

JEC

N WILL BE GIVEN TO YOU

Adrenaline may be injected into a muscle or into the tissue just beneath the skin. It must
be diluted before injection into a vei

Acute attacks of asthma, allargic rerstions and shock due to a severe allergic reaction.
Adults: The usual dose is 0.3 to 0.5mg (0.3 to 0.5ml), injected into a muscle or into the tissue
fust beneath the skin. 1f neceseary, this can be repoatod at 15 1o 20 minute torvals for o
doses, then subsequently every 4 hours as required. A dose of 1mg (1ml) can be given as
a singie injection in severe allergic reactions and in shock due to an allergic reaction

The following doses of adrenaline 1/1,000 are recommended:

Dose

-5 mg M (0-5mi 1:1000 soluoy) |
S mg IM (0.3ml 1:1000 solution)
15 mg 1M (0-15mi 11000 solution)
-OTmg/kg IV (0.01mi/kg 1:1000 solution)

If necessary, these doses may be repeated at 5-15 -minute intervals according to blood
pressure, pulse and respiratory function
A small volume syringe should be used.
Use In patients with Kidney problems: Adrenaline Injection should be used with caution in
patients with kidney probles

lderly patients: The dosage is the same as for younger adults but caution is
rediuired when adrenaline is administered to the elderly.
c I s follow-u

a do: Gama (0.3mb may injscted Into the Tssug. just Beneath the. skin, after

Scmmiatration o s & in 10 600 dination (containing 0.1mg of adrenaline per ml) into a vein

or into the

Cardiac arrost: In the treatment of cardiac arrest, Adrenaline Injection must be diluted with

0.9% wiv sodium chioride to a 1 in 10 000 solution (1mg mi) solution before intravenous
g dilution, (@5a {imS0000 Soriiiom may be adminiiered

into a vein in & dose of 10ml (1mg}

It will be administered by a trained healthcare professional. Your doctor will decide the

most suitable dosage and route of administration for your particular case according to your

age and physical circumstances.

If you are given more Adrenaline Injection than you should

This is unlikely as your injection will be administered by a doctor or nurse. If you are

concerned about the dose, discuss this with your doctor.

If you have any further questions on the use of this product, ask your doctor or nurse.

POSSIBLE SIDE EFFECTS

Like all i this

can cause side-effects, although not gets them
i nd

side effects, stop taking this me:

& allergic reactions although serious allergic reactions are rare

& any sudden wheeziness, difficulty in breathing, swelling of the eyelids, face or lips, rash
o ohing (aspecially affecting your whole boay)

& symptoms of chest pain, shortness of breath, dizziness, nausea or an irregular heartbeat,
especially if you are feeling stressed. These can be signs of a condition known as stress
cardiomyopath:

The following side effects have also been reported:

Not known: cannot be estit from the

Reporting of side effects:

data

& headache, dizzine: & difficulty of not being able to pass water

Sfeslinga of amdiety or fear or restiessness & metaballo. acidosis. (an Impalence of
& tremblin, certain constituents in your blood) may occur
& insomnia, confusion, irritability & there may be some tissue damage at the
& abnormal mood or behaviour site of injection after repeated injections

&a dry mouth or producing too much saliva of adrenaline
& weakness or sweatin: sincrease in tremors and rigidity in
& changes in the rhythm and speed of the heart patients suffering from a condition called

& high blood pressure _parkinsonian syndrome
& coldness of the arms or legs & bleeding in the head
S broathlossness o paralysis of one half of the body
& reduced appetite, feeling sick or being sick O increased sugar levels in ‘“5 blood
& repeated injections may damage tissues ~© Preakdown of fat n the bo
at the site of the injection
If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any
possible side effects not listed in this leaflet.

Keep this medioine out of the sight and reach of ohidren,
Do ot ae 1S madicine aftar the oxiry ate whveh is stated on the carton and ampoule
label after iExpi. The expiry date refers to the last day of that month.
Do not store above 25aC. Keep the ampoule in the outer carton in order to protect from ht.
For single use only. If only part of an ampoule is used, the remaining solution should be discarded.
et Sheslt o Do e i e Shacoiaaros i amy we.

oo Wi any iher aruge.

v

ny h Id waste. Ask your
pharmacist now 16 throw’ away Meaicines you no 1onger Use. Froce maasures will haip
protect the environment.

6. CONTENTS OF THE PACK AND OTHER INFORMATION

What Adrenaline injection contains

Tartrate. Each 1ml of this solution for |n|ec(von conlalns Adrenaline (Eplnephrlne) Adia
Tartrate equivalent to 1mg A s the active
The other ingredients are sodium melablsulphlle (E223) Sodium ohioride and sodium
hydroxide or hydrochloric acid in water for injectior

What Adrenaline Injection looks like and contents of the pack

Adrenaline Injection is a clear colourless, sterile solution for injection. Each 1ml glass
ampoule contains Adrenaline (Epinephrine) acid Tartrate equivalent to 1Tmg Adrenaline
(Epmepnring).

Pack size: 10 ampoules packaged together in cartons.

Slore S Baiow 25°C. Protect from light. Do not freeze.

Manufactured by: Protech Tellinks Marketed by
(AWHO-GMP Certiied Co.) d

Mouza Ogli, Suketi Road, Kala Amb, "{'Eg!gimm
Dist. Sirmour-173030 (H.) INDIA

Win
"

011 Mohabewala indtsunal Area,

Dehradun-248110, Uttarakhand
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