1. NAME OF THE MEDICINAL PRODUCT:

Action Tablets

2. QUALITATIVE AND QUANTITAVE COMPOSITION

Each tablet contains: Aspiri ine 50mg.

3. PHARMACEUTICAL Foirg\_g.uﬂuu‘m ru Ewd""ﬂq

Tablets.

4.0 CLINICAL PARTICULARS

4.1 Therapeutlié Indication
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1 or 2 tablets every 4 hou ently than every 4 hours,

with a maximum of 6@3!;:;;;2 “@@)

Do not give to children under 16 y%”ﬂ%&@peﬁwmgéﬁ (e.g. for Kawasaki's

disease).

Adult dosage is suitable for the elderly.
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4.3 Contraindications
In patients with haemophilia or those with intolerance to Aspirin, Paracetamol or Caffeine.

4.4 Special Warnings and Precautions for Use

Warning: Do not exceed the

Precautions: Not to'be ta ?ngdﬁlr t"!irﬂ&%ren unde

use this medici 5 Raye syn which is associated with the use of aspi

ears should not
hildren, may

occur. Not taken by those allergic to aspirin or have asthma, or recurrent ul hould be

given wi eto pactlents with impaired kidney or liver function.
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4.5 Interactlon wrth other medicinal products and other forms of mteractron
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Mifepristone: 'Increhsed risk @
of mif tone

2 days after admir

Spironolactone: Antargpnism of diureti

Heparin: Increased risk-.rjjf.__bleeding.
Phenindione: In d risk of bleeding.

Warfarin & other cou
il

Domperidone & Me(%;izge
Phenytoin & valproate: Enhance tmmmmmmﬁ%}%te
Methotrexate: Delayed excretion and increased toxicity of methotrexate.

Uricosurics: Inhibition of uricosurics.
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Paracetamol

The speed of absorption of paracetamol may be increased by metoclopramide or domperidone.

Colestyramine may reduce the absorption of paracetamol.

The anticoagulant effect of warfarin and.othe ins.may be enhanced by prolonged regular

use of paracetamol with incre of bleeding; occaste have no significant effect.

Caffeine #_?uﬂu LIKAY'U de""ﬂq
o Ephe e interacts with Caffeine
Stimula gs speed up the nervous system. Caffeine and ephedrme are’ bdth sti 1t drugs.
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4.7 Overdose ' £
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Over dosag may - cause dizzi sweating, natieéa," men confusion,

hyperventilatio 0SiS Or coma.

Treatment of over dosa
SIS -

For mild intoxicati%the S aspiration or .gastric lavage. Prompt
administration of 50g ac mﬁ‘a and Y2 liter Wf{@ml@fduces absorption. In
severe intoxication the risk of severe I|ver damage can be significantly reduced by the

administration of methionine 2.5g by mouth every four hours until 10g has been given or IV

20% N-acetyl cysteine should be administered.
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5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacological Properties

ATC Code: NO2BA51

Aspirin
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Paracetamol
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The mechanism of analgesic action has not been fully determined. Paracetamol may act

Analgesic:

predominantly by inhibiting a prostaglandin synthesis in the central nervous system (CNS) and
to a lesser extent through a peripheral action by blocking pain-impulse generation. The

peripheral action may also be due to inhibition of prostaglandin synthesis or to inhibition of the
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synthesis or actions of other substances that sensitize pain receptors to mechanical or chemical
stimulation.

Antipyretic:

Paracetamol probably produces antig gentrally on the hypothalamic heat-
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5.2 Pharmacokinetic Properties

Aspirin i

Absorption is genecr%ﬂa@“ nplete fo owmg oEﬂlgaﬁﬁsiatlon It is largely

hydrolyzed in the gastrointestinal tract, |IVWd_b 0 sallcylate which is further metabolized

primarily in the liver.
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Paracetamol

Paracetamol is readily absorbed from the gastro-intestinal tract with peak plasma concentrations
occurring about 30 minutes to 2 hours after ingestion. It is metabolized in the liver and excreted
in the urine mainly as the glucuronide and sulphate conjugates. Less than 5% is excreted as

unchanged paracetamol. The elimi about 1 — 4 hours. Plasma-protein
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5.3 Preclinical safety data

There are no preclinical data of relevance to the prescriber in addition to that included in other

sections of the summary of product characteristics.

6. PHARMACEUTICAL PARTICULARS

#?ugu WkA Y'U wﬂq

6.1 List of excipients

eplstab ST-200 (Pregelatinised starch), Avicel PH-200 (Mlcmcryst
cdlsefNF 18 (Crosscarmellose So?'l'lum) and Aerosil 130}{ H““

“j

None known |
-~

-

6.3 Shelf |if$||

3l

60 mo

il
6.5 Nature and contents of container

Action Tablets are packed in s
in dispensers made S‘%ﬂw.

* UMURIMO - GUKUNDAY®

ypaper; which are then packed

Pack sizes: 100’s and 20’s
6.6 Special precautions for disposal and other handling

No special requirements
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7.0 Name & Address of Manufacturer

Name: BETA HEALTHCARE INTERNATIONAL LTD

Address: P.O. BOX 42569-00100

Country: KENYA

Telephone: +254-

T
ke.;béillalishelys.com

gy
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