For patient use only.

Diclofenac Diethylamine, Methyl Salicylate, Menthol, Capsicum Oleoresin Gel
TRANGEL ULTRA

Read all of this leaflet carefully before you start using this medicine.

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

= [f you have any further questions, ask your doctor or pharmacist.

= This medicine has been prescribed for you. Do not pass it on to others. It may harm them,
even if their symptoms are the same as yours.

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

side effects not listed in this leaflet. See section 4.

What is in this leaflet
1. What Trangel Ultra is and what it is used for
What you need to know before you use Trangel Ultra
How to use Trangel Ultra
Possible side effects

How to store Trangel Ultra

AN O o

Contents of the pack and other information

1.What Trangel Ultra is and what it is used for
Trangel Ultra is a medicine that is used for the treatment of Minor Aches Relief, Muscle

Pain, Joint Pain, Sprains Pain, Local Anesthetic and other conditions

2.What you need to know before you use Trangel Ultra

Before using this drug, inform your doctor about your current list of medications, over the
counter products (e.g. vitamins, herbal supplements, etc.), allergies, pre-existing diseases, and
current health conditions (e.g. pregnancy, upcoming surgery, etc.). Some health conditions may
make you more susceptible to the side-effects of the drug. Take as directed by your doctor or
follow the direction printed on the product insert. Dosage is based on your condition. Tell your
doctor if your condition persists or worsens. Important counseling points are listed below.

e Blood dyscrasias

e Candidiasis
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o Darkening of tongue
e Do not drive or operate machinery
e Planning to become pregnant or breastfeeding

o Skin erythema

3.How to use Trangel Ultra

Always use this medicine exactly as your doctor has told you. Check with your doctor or

pharmacist if you are not sure.

Using this medicine

e You usually apply Trangel Ultra twice or thrice a day. This may be reduced as your skin

begins to get better.

o This gel is for use on your skin only.

e Do not use more than the amount prescribed for you.

e Do not use on large areas of the body for a long time (such as every day for many weeks or

months)

- unless your doctor tells you to.

e The germs that cause infections like warm, moist conditions under bandages or dressings so
always clean the skin before a fresh dressing is put on.

e [f you are applying the cream on someone else make sure you wash your hands after use or
wear disposable plastic gloves.

o [f your skin problem does not improve in 2 to 4 weeks, talk to your doctor.

Guidance on how to apply the cream

1. Wash your hands.

2. Apply a thin layer to the affected area(s) and gently rub into the skin until it has all
disappeared. You can measure how much Trangel Ultra to use with your fingertip. For
children you will need to use less cream but still use an adult finger to measure out the
fingertip unit.

3. Unless you are meant to apply the cream to your hands as a part of the treatment, wash
them again after using the cream.

4. Do not use it on children under 1 year of age.

5. Ttis especially important in children not to exceed the prescribed amount.
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6. A course of treatment for a child should not normally last more than 5 days - unless your

doctor has told you to use it for longer.

If you use more Trangel Ultra than you should
If you apply too much or if accidentally swallowed, it could make you ill. Talk to your doctor

or go to the hospital as soon as possible.

If you forget to use Trangel Ultra
If you forget to apply your gel, apply it as soon as you remember. If it is close to the time you

are next meant to apply it, wait until this time.

If you stop using Trangel Ultra
If you use Trangel Ultra regularly make sure you talk to your doctor before you stop using it
as your condition may get worse if stopped suddenly.

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

4. Possible side effects

Trangel Ultra is generally very well tolerated; however, transient skin irritation or redness may
be seen. Consult your doctor if such irritation or redness develops.

Methyl salicylate one of the continent of Trangel Ultra can be absorbed into the bloodstream
after topical application. However, overdoses of oil of wintergreen are highly toxic.

Most instances of human toxicity due to methyl salicylate are a result of over-application of
topical analgesics, especially involving children, some people have intentionally ingested large
amounts of oil of wintergreen. Salicylate, the major metabolite of methyl salicylate, may be
quantities in blood, plasma or serum to confirm a diagnosis of poisoning in hospitalized patients
or to assist in an autopsy.

-While the risk of absorbing Diclofenac from Trangel Ultra into your bloodstream is low, an
NSAID can cause life-threatening heart or circulation problems such as heart attack or stroke,

especially if you use it long term.

If you get any side effects, talk to your doctor or pharmacist.

5. How to store Trangel Ultra

Keep this medicine out of the sight and reach of children.
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e Do not use this medicine after the expiry date which is stated on the tube or carton .
The expiry date refers to the last day of that month.

e Do not store above 30°C.

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

environment.

6.Contents of the pack and other information
What Trangel Ultra contains

Each gm contains:

Diclofenac Diethylamine B.P.

eq. to Diclofenac Sodium B.P. ...10 mg

Methyl Salicylate B.P. ...80 mg

Menthol B.P. ...60 mg

Capsicum Oleoresin USP ...0.15 mg

Gel Base ...Q.S8

The other ingredients are Carbopol 934 B.P, Propylene Glycol B.P., Sodium Methyl Paraben
B.P., Sodium Propyl Paraben B.P., Triethanolamine B.P., Isopropyl Alcohol B.P., Tween 80
B.P., Freshly boiled purified water B.P.

What Trangel Ultra looks like and contents of the pack
Within each carton is a tube with a plastic screw cap, which contains 20g of gel
Trangel Ultra is available as Off white, smooth homogeneous, semisolid preparation filled in

20 gm lami tubes.

Made in India by :

NEM LABORATORIES PRIVATE LTD.,
133, Krishna Indl. Estate,

Navghar, Vasai Road (E),

Dist. Thane - 401 210. INDIA.

E-mail : nemlabs@gmail.com
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