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Ketorolac Tromethamine

COMPOSITION

Ketoshot ™ Tablet: Each film coated tablet contains Ketorolac Trometh
amine USP 10 mg.

Ketoshot™
mg.

30 Injection: Each ml contains Ketorolac Tromethamine USP 30

DESCRIPTION

Ketorolac Tromethamine (Ketoshot ™) is a drug of the pyrrolo-pyrrole group
of nonsteroidal anti-inflammatory drugs (NSAIDs). The chemical name for
Ketorolac Tromethamine is (+)-5-benzoyl- 2,3-dihydro-1H-pyrrolizine-1-car
boxylic acid, compound with 2-amino-2-(hydroxymethyl)-1,3-propanediol.

CLINICAL PHARMACOLOGY

Ketorolac Tromethamine inhibits synthesis of Prostaglandins and may
beconsidered a peripherally acting analgesic. The biological activity of
Ketorolac Tromethamine is associated with the S-form. Ketorolac Trometh-
amine possesses no sedative or anxiolytic properties. The pharmacokinetics
of Ketorolac Tromethamine in humans are linear. Ketorolac Tromethamine is
largely metabolized in the liver.

INDICATIONS AND USAGE

Ketorolac Tromethamine is indicated for the short-term (<5 days)
management of moderate to severe acute pain that requires analgesia at the
opioid level, usually in a postoperative setting.

DOSAGE AND ADMINISTRATION

Injection:

For adult patients (<65 years)

Initial dose is 60 mg IM (single) or 30 mg IV (single), Maintenance dose is
30 mg IM/IV 6 hourly, Maximum dose in 120 mg/day.

For Elderly Patients (>65 Years)

Initial dose is 30 mg IM (single), Maintenance dose is 10-15 mg IM/IV 6
hourly, Maximum dose in 60 mg/day. Maximum Duration of treatment should
not exceed two days.

Oral: 10 mg every 4-6 hours (elderly, every 6-8 hours) or 40 mg daily;
maximum duration of treatment is 7 days (5 days for post-surgical patients
and 7 days for musculoskeletal pain).

CONTRAINDICATIONS
Ketorolac Tromethamine is contraindicated in
* Advanced renal impairment

* Hypersensitivity to Ketorolac Tromethamine or allergic manifestations to
Aspirin or other nonsteroidal anti-inflammatory drugs (NSAIDs).

PRECAUTIONS

Precautions should be taken in the following conditions
* Elderly Patients

* Allergic Disorders

* Renal, cardiac & hepatic impairment

* Porphyria

* Patients with low body weight

SIDE EFFECTS

Adverse reaction rates increase with higher doses of Ketorolac
Tromethamine. Practitioners should be alert for the severe complications of
treatment with Ketorolac Tromethamine, such as Gl ulceration, bleeding and
perforation, postoperative bleeding, acute renal failure, anaphylactic and
anaphylactoid reactions and liver failure.

OVER DOSAGE
Over dosage of Ketorolac Tromethamine may cause abdominal pain, peptic
ulcers which healed after discontinuation of doses.

USE IN PREGNANCY AND LACTATION
Contraindicated in pregnancy and lactation.

DRUG INTERACTION
Warfarin, Digoxin, Heparin and Salicylate should be used carefully with
Ketorolac Tromethamine.

STORAGE CONDITION
Store in a cool & dry place, protect from light & moisture. Keep out of the
reach of children.

COMMERCIAL PACKS
Ketoshot ™ Tablet: Each Box contains 30 tablets in 3x10’s Alu-Alu blister
strips.

Ketoshot ™ 30 Injection: Each box contains 1x5x1 ml amber glass
ampoules in Alu-PVC blister strip.

Manufactured by:
Nuvista Pharma Limited
. 48 Tongi industrial area, Gazipur, Bangladesh
n U VI Sta A subsidiary of Beximco Pharmaceuticals Ltd.
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