being aven too much Bupvacaing are usually as follows:

- Feeling dizzy or Kght-headed.

= Numbness of the lips and around the mouth,

MNumbness of the fongue

* Hearing problems.

* Probiems with your sight (vision),

To raduce tha sk of serous side effects, your doctor will stop grving you Bupivacaine as soon as thesa signs
appaar. This mears that If any of these happean to you, or you think you

have received too much Bupvacaine, tell your doctor immediately,

More serious side effects from being given toa mush Bupivacaing include twitching of your muscles, fits
(seizures), being sick (vomiting) and loss of consciousness.

4. Possible side effects

Like all madicines, this medicne can cause side effects, alihough nol everybody gets them,

The foliowing side effects have also been reparted,

Severe allergic reactions {rare, may affect up to 1 in 1,000 people}

If wou have a severe allergic reaction, tedl your doctor immediately The signs may include sudden onset of:
* Swelling of your face, lips, tongue or throat. This may make it difficult to swaliow,

= Severe or sudden sweling of your hands, feet and ankles

- Difficudty breathing.

= Severe itching of the skin (with raised lumps).

Other possible side effects:

Very comman {may affect more than 1 in 10 people)

* Low blood pressure, This might make you feel dizzy or light-headed,

« Feeling sick (nausea).

Commeon (may alfect upto 1 n 10 people)

+ Bring sick (vomiling).

Feelmg dezy
The fi is intended for health jprof ts only:
Any unused solulion should be adsquately disposed of in e with loeal

1. Administration
Solutien for injection.
The madicinal product is for epidural use, intrasrticular use, subcutaneous use or perinaural use only The
maximum dosage must be determinad by evaluating the size and
physical status of the patient and considering the usual rate of systemic absorplion from a particular ingeclion site.
Experence 1o dale ndicates a single dose of Up Lo 150 mg
monohydrate. Doses of up to 50 mg 2-hourly may subseguently be used. A

dose of 2 mg..fkg should naot be exceeded in any four-hour
persod. For yourg, eldery or debilitated patients, these dosas should be reduced.
2. Handiing Instructions
For single use anly.
Onty dear solubons practically fres from particles should be used. Any unused solution should be discarded.
Do not use Bupivacaine Injection alter the expiry date as indicated on the box alter "EXP". The expiry date refers
tex the last day of that month.
= Pins and needles.
= High blood pressure (hy pertension),
* Slow heart beat.
* Problems passing water
Uncoemmen {may affect up to 1 in 100 people)
+ Feeling light-headed.
+ Fits (seizuras).
* Numbness of the tongue or around the mouth,
* Ringing in the ears of being sensilive ko sound.
= Dilficulty in speaking,
= Blurred sight or double vision
* Loss of consciousness
« Shaking (tremors).
* Twitching of your muscles.
Rare {(may affect up to 1 in 1,000 people)
* Narve damage that may cause changes n sensation or muscle weakness (neurapathy). This may include
peripheral nerve damage.

A called i it won of the ¥ that surrounds the spinal cord). The signs
include a stinging er burning pain in the lower back or legs and lingiing,
numbness or weakness in the legs.
« Weak or paralysed legs.
* Uneven heart beat (arrhythmias). This could be life-threatering.
+ Slowed or stopped breathing or stopped heart beat. This could be life-threatening.
Possible side effects seen with other local anaesthetics which might also be caused by Buplvacaine
include:
* Damaged nerves. Rarely this may cause permanent problems.
» Blindness which is nat permanent or problems with the musdles of the eyes that are long-lasting. This may
happan wath soms injections gven around the eyes.
Additional side effects in children and adolescents
Side effects in children are similar 1o those in adulls.
Do not be concemed by this list of possible side elfects. You may not get any of them.
Reporting of side effects
If you get any side effects, talk to your doctor or pharmacist This includes any possible side effects not listed in
this Ieaflet. By reporting side effects, you can help provide more information on the safety of this medicire
5. How to store Bupivacaine
medicine : Keep out of reach of children.,
Do not use this medicine after the expiry date which is stated on the vial and the box after "EXP". The expiry date
refers io the last day of that month
Store below 25'C. Protected from light & moisture.
Shell life after diluior:

From a microbiological point of view the product should be used immediately.
After first opening: to be used immediately
Only clear solutions practically free from particles should be used. Do not use if container is demaged.
Any unused solubion showld be discarded.
Do not throw away any medicines via waste-water or with househald waste. Ask your pharmacist bow to throw
away medicines you no longer use. These measures will belp Lo
protect the environment.
What Bupivacaine looks like and content of the pack:
is a clear, ! . sterle soluflon for injection supplied In 20 ml glass wvial.

Warutacturad by

AMER:CAN@,

lafa Mo 105 ko 111, 1" Fir_ Aldg. Mo E-15A,

REMED,ES Hanhar Cormgles, Bhewandl, Murmoa) - 471307

@k Cura with Becaarch  AF VI Surajpur Nahan Road Paorka Sahib
American Remecies Healtheara Put, Lid. Cust Sirmour, Hmachal Fracesh-173024%

(AR |50 90012015 Certified Company)  E-mai infoilamencanremedies.in
1o Amacican Remecies LLC, DE, USABE & Caprrighl

P For the use only of a Registered Medical Practitioner of a Hospital or a Laboratory

Bupivacaine Hydrochloride Injection IP 100mg/20mi

SENSOROX 0.5% Local Anaesthetic

Injection
Composition :
Each mi cortains -
Bupivacaine Hydrochloride P Smg
Sodium Chlonde 1P Bmg
Water for Injaction P gs
Read all of this leaflet carefully before you start using this medicine because it contains important mfermation for
you.

* If you have any further questions, ask your doctor or pharmacist or nurse,
= If you get any side effects, talk to your doctor or pharmacist or nurse. This includes any possible side effects not
listed in this leaflet. See section 4.
What is in this leaflet
2. What you naed to know before you Use Bupivacaing
* Keep this keafiet. You may need 1o read it again.
3. How 1o use Bupivacaing
4, Possible side effects
1. What Bupivacaine is and what it is used for
5. How 1o store Bupivacaine
6. Goriterits of the pack and other information
1. What Bupivacaine is and what it is used for
tains the active Bupi
It bedongs to a group of medicines called local anzesthetics.
Bupivacaing is used to numb (anaesthetise) parts of the body. 1L is used 1o stop pain happering or 1o provide pain
relief It can be used o
= Numb parts of the body during surgery in adults and children above 12 years.
* Relieve pain in adults, infants and children above 1 year of age
2. What you need to know before you use Bupivacaine
Do not use Bupivacaine:
* If you are allergic to bupivacaine hydrochlonde monchydrate, or ary of the other ingredients of this medicine
If you are allergic to any other lozal anaesthatics of the same class (such as lidocaine o ropivacaine).
= Il you have a skin mfection pear 1o where the injection will be given.
‘iou must not be given this medicine if any of the above apply to you. If you are not sure, tatk to your doclor or
nurse before you are ghven this medicine
Warnings and precautions
Talk to your doctor or pharmacist or nurse before using Bupivacaine
* If you have heart, iver or kidney problems. This is because your doctor may need io adjust the dose of
Bupivacaine. Problems with your liver enzymes may oocur, particulary if
you hawea lang-tarm treatment with this madicne.
= If you have epilepsy
« If you have been tald that you have decreased volume of blood {hypovolaemia).
Children
In children aged less than12 years as some injections of Bupivacaine in order o numb parts of the body during
surgery are not established in younger children, The use of Bupivacaine is not established in children less than 1
year of age,
If you are not sure if any of the above apply to you, talk to your doctor or nurse before you are given this
medicine.

Other and Bupi
Tell your doctor or pharmacist if you arne laking Rave recently taken or might take ary other medicines. This
includes medicines thal you buy without a son and herbal ines. Thisis Bupivacaine can

affect the way some medicines work ard some medicines can have an effect on Bupivacaine

In particular, tell your doctor if you are taking any of the following medicines:

* Medicines used o treat an uneven heart beat (arrhythmia) such as Bdocaine, mexiletine or amodarone

Your doctor needs to know about these medicines to be able to work out the correct dose of Bupivacaine for vou
Pregnancy. breast-feeding and fertility

If you are pregnant or breast-feading, think you may be pregnant or are planning to have a baby, ask your doctor
of phiarmacist for advice bafora ths medicing

Pregnancy

There are no or limited amount of data from the use of bupivacaing in pregnant women,

Breast-feeding

Bupivacaine enters the mothar's milk. if you are breast-faading you should discuss oplions with your docter

Fertility
There are no dala on the effect of bupivacaing on human fertility

Driving and using machines

Bupivacaine may make you feel sleepy and alfect the spaed of your reactions. Afler you have been given
Bugivacaine, you shoukd not drive or use tools or machines unll the next

day

Bupivacaing Solution contains sadism

4, Possible side effects

The following sxde effects have also been reported:

This medkcinal product contains 3.15 mgiml {014 mmal} sodium per dose. Your doctar will take this into account if
you are on a sodium controlled diet.

3. How to use Bupivacaine

Bupivacaing will be given Lo you by your doctor Your doctor will know the correct way Lo give vou this medicine.
The dose that your doctor gives you will depend on the type of pain reliefl that you need and the part af your bady|
that the medicine will be injected iro, It will also depend on your body size, age, and physical condition, Usually
one dose will last long encugh but mare doses may be given if the surgery takes a long time.

Bupivacaine will be given to you as an injection or infusion, The part of the body where you are injected will
depend on why you are being given Bupivacaine, Your doctor will give you

Bupivacaine in one of the following places:

» Naar to the part of the bady that needs to be numbed

In an area away from the part of the body that needs o ba numbed. This is the case il you are given an epidural
Injection (an injection around the spinal cord).

When Buptvacaine is injected ino the body in one of these ways, it stops the nerves lrom being able to pass pain
messages to the brain, it will slowly wear off when the medical procedure is over

Use in children and adolescents

Drepending on the type of required analgesia Bupivacaine is injected slowly either info the epidural space (part of
the spine) or other parts of the body by & doctor experenced in

paediatnc ansssthetic techniques. Dosage depands on the age and weight of the patient and will be determined
by the dactor

If you use more Bupivacaine than you should

Senous side effects from getling too much Bupivacaine are urlikely They need special reatment and the doctor
trecating you & trained fo deal with these siluations. The first signs of




