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AMMI VOTARA EMULSION GEL
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Contraindications

Warnings and Precauti

: Smooth, white water soluble gel with characteristic odour.
: Diclofenac Diethylamine Salt 1.16% w/w

equivalent to Diclofenac Sodium 1.0% w/w

: Diclofenac has been shown in experiment to inhibit prostaglandin biosynthesis, it is the

important mechanism of action. Ammi Votara Emulsion Gel is prepared for external
application as an analgesic and anti-inflammatory gel, easily be rubbed into the skin with
a soothing and cooling effect. relieves pain, reduces oedema and shortens the time to
return normal function.

: The amount of diclofenac absorbed through the skin is proportional to the contact time

and skin area covered and depends on the total topical dose and on skin hydration.

: Diclofenac can be detected in plasma, synovial tissue and fluid after topical application.
. It is excreted mainly in the urine. No accumulation of diclofenac and its metabolites

should occur in patients with renal insufficiency. In patients with chronic hepatitis or
nondecompensated liver cirrhosis, the kinetics and metabolism of diclofenac are the same
as in patients without liver disease.

Symptomatic relief and treatment of soft-tissue rheumatism, e.g. tendovaginitis,
shoulder-hand syndrome, bursitis and periarthropathy:; rheumatic diseases, e.g. osteoarthritis
of the spine and peripheral joints: post-traumatic inflammation of the tendons, ligaments,
muscles and joints. e.g. due to sprains, strains or bruises.

: Topical
: After assessing the risk/benefit ratio in each individual patient, the lowest effective dose

for the shortest possible duration should be used.

Apply for 2-4 g, 3-4 times daily to affected sites and rub-in gently. The duration of
treatment depends on the indication and the patient's response. It is advisable to review
the treatment after 2 weeks.

: No dosage recommendations and indication have been established to date for the

use of Ammi Votara in children. So keep out of reach of the children.

: Patients who have previously shown a hypersensitivity reaction to diclofenac, aspirin and

Cardiovascular-
Thrombotic Events

Hypertension

Gastrointestinal Events

other NSAIDs, as well as to propylene glycol, isopropyl alcohol.
Do not use in the third trimester of Pregnancy.

: Observational studies have indicated that non-selective NSAIDs may be associated with

an increased risk of serious cardiovascular events, principally myocardial infarction,
which may increase with dose or duration of use. Patients with cardiovascular disease
or cardiovascular risk of an adverse cardiovascular event in patient taking NSAIDs,
especially in those with cardiovascular risk factors, the lowest effective dose should be
used for the shortest possible duration. There is no consistent evidence that the
concurrent use of aspirin mitigates the possible increased risk of sericus cardiovascular
thrombotic events associated with NSAIDs use.

: NSAIDs may lead to the onset of new hypertension or worsening the pre-existing

hypertension and patients taking antihypertensive with NSAIDs may have an impaired
antihypertensive response. Caution is advised when prescribing NSAIDs to patients with
hypertension, Blood pressure should be monitored closely during initiation of NSAIDs
treatment and at regular intervals thereafter.

: All NSAIDs can cause gastrointestinal discomfort and rarely serious. potentially fatal

gastrointestinal effects such as ulcers, bleeding and perforation which may increase with
dose or duration of use, but can occur at any time without warning. Caution is advised in
patients with risk factors for gastrointestinal events e.g. the elderly, those with a history of
serious gastrointestinal events, smoking and alcohalism. When gastrointestinal bleeding or
ulcerations occur in patients receiving NSAIDs, The drug should be withdrawn immediately.
Doctors should warn patient about signs and symptoms of serious gastrointestinal toxicity.
The concurrent use of aspirin and NSAIDs also increase the risk of serious gastrointestinal
adverse events.
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Heart Failure

Severe cutaneous reactions

Adverse effects

: Fluid retention and oedema have been observed in some patients taking NSAIDs,
there caution is advised in patients with fluid retention or heart failure,

: Severe cutaneous reactions, including Stevens - Johnson syndrome and toxic epidermal
necrolysis (Lyell s syndrome), have been reported with diclofenac sodium. Patients
treated with diclofenac sodium should be closely monitored for signs of hypersensitivity
reactions. Discontinue diclofenac sodium immediately if rash occurs.

. Dermatological : Occasional rashes or skin eruptions. Cases of hair loss, bullous
eruptions erythema multiforme, Stevens-Johnson Syndrome, toxic epidermal necrolysis
(Lyell’s syndrome), and photosensitivity reactions have been reported.

Side effects are ranked under heading of frequency, the most frequent first, using the following convention: very common,
common, uncommon, rare, very rare and not known: cannot be estimated from the available data.

Immune system disorder:

Very rare

. Hypersensitivity (including urticaria), angioneurotic oedema.

Infections and infestations:

Very rare

| Rash pustular.

Respiratory, thoracic and mediastinal disorders

Very rare

| Asthma.,

Skin and subcutaneous tissue disorders

Common Rash, eczema, erythema. dermatitis (including dermatitis contact), pruritus

Rare | Dermatitis bullous

Very rare . Photosensitivity reaction

Not known . Burning sensation at the application site, Dry skin I

Although less likely with the topical administration, some side effects normally associated with systemically
administered diclofenac may also occur. The prolonged use of diclofenac in a relatively extensive area can cause
systemic side effects such as nausea, vomiting, diarrhoea or epigastric pain.

Topical preparations of diclofenac gel may cause application site reactions. It should be applied only to intact
skin surfaces. and not to broken skin or open wounds. It should not be allowed to come into contact with the eyes

or with mucous membranes.
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: No controlled studies are available in pregnant woman and lactation. Avoid the use of
Ammi Votara Emulsion Gel and do not use in the third trimester of Pregnancy.

: Significant systemic reactions resulting from improper use on accidental overdosage
({e.g. in children) should be treated with the usual measures employed to manage
poisoning with NSAIDs.

: No drug interactions during treatment with Ammi Votara Emulsion Gel have yet been
reported,

: Cutaneous application of topical diclofenac has no or negligible influence on the ability
to drive and use machines.

: Store at room temperature not exceeding 30°C.

: 3 years

: Laminated aluminium tube of 20 g.
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