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treatment of TB in pediatric patients. The GIT absorption is fast and well with
high tissue and body fluid penetration with peak plasma level reached within
1-2 hours. Isoniazid is very rapidly metabolized primarily by acetylation and
dehydrazination with 50-70% eliminated in urine during 24 hours mostly as
metabolites.

INDICATIONS:

Tuberculosis:

Rifampicin is indicated in the treatment of all forms of tuberculosis including
fresh, advanced, chronic and drug-resistant cases. Rifampicin must always be
used in conjunction with at least one other drug i.e. Isoniazid. (in the treatment
of pulmonary & extra pulmonary tuberculosis).

Other infections:

It may also be used for other infections caused by Rifampicin-sensitive
microorganisms and to prevent emergence of resistant organisms. Rifampicin
should be given with another antibacterial agent with similar properties.

CONTRA-INDICATIONS:

A history of previous hypersensitivity reaction to any of the Rifampicin or to

Isoniazid including drug induced hepatitis, pregnancy and other liver diseases.

Isoniazid associated severe adverse reactions such as chills, arthritis and acute

liver disease of any etiology.

PRECAUTIONS:

- Rifapin-H is a combination of two drugs, each of which has been associated
with liver dysfunction. Liver function tests should be performed prior to
therapy and periodically during treatment.

- If signs of hepatocellular damage occur, the drug should be withdrawn.

USE IN PREGNANCY AND LACTATION:
- Rifapin-H should be used in pregnant woman or in women of child bearing
potential only if the potential benefit justifies the potential risk to the fetus,

SIDE EFFECTS:
Cutaneous reactions which are mild, typically consist of flushing and itching
with or without a rash,

- Gastrointestinal reactions consist of anorexia, nausea, vomiting, abdominal
discomfort & diarrhoea.

- Thrombocytopenia with or without purpura may occur, usually associated
with intermittent therapy, but is reversible if drug is discontinued as soon as
purpura oceurs.

DOSAGE AND ADMINISTRATION:
WHO-RECOMMENDATIONS:

Rifampicin = 8-12mg/Kg maximum 600mg/day.
Isoniazid = 4-6 mg/Kg maximum 300mg/day.
PROPOSED DOSAGE:

Rifapin-H should be given according to the following charts 30 minutes before
meal or as directed by the physician.

] ® ® Fim coated Tablets,
Powder Suspension
Rifapin-H ==
Rifampicin U.S.P. and Isoniazid U.S.P.
Antibiofic for oral use in tuberculosis

COMPOSITION:

Each Rifapin-H junior sachet contains;
Rifampicin USP. ............. 60 mg.

Isoniazid USSP ........uvees 30 mg.

Each 5ml of Rifapin-H reconstituted suspension contains;
Rifampicin US.P. .............. 100 mg.

Isoniazid US.P. ................. 50 mg.

Each Rifapin-H 150 film coated tablet contains;
Rifampicin US.P. .............. 150 mg.

Isoniazid US.P. ............... 100 mg.

Each Rifapin-H 300 film coated tablet contains;
Rifampicin US.P. .............. 300 mg.

Isoniazid US.P. ............... 150 mg.

Each Rifapin-H 450 film coated tablet contains;
Rifampicin US.P. ............. 450 mg,

Isoniazid US.P. ............... 300 mg.

CLINICAL PHARMACOLOGY:

First-line primary anti-tuberculosis agent given in combination with other anti-
TB drugs. In susceptible bacteria at comparable concentrations rifampicin inhibits
highly sensitive DNA-dependent RNA- polymerase, thus preventing the synthesis
of mRNA and consequently of any other protein without interfering mammalian
enzyme even at much higher concentrations. It has powerful bactericidal activity
particularly against rapidly multiplying both extra-cellular as well as intra-
cellular populations with added advantage of high concentrations attainable in
lung tissues, lower relapse rate and good patient acceptability. Rifampicin is
rapidly absorbed from the upper part of the gastro-intestinal tract with a peak
plasma level occuring within 2-4 hours following oral administration. The
biological half-life is approximately 3 hours with wide spread distribution,
crosses blood-brain and placental barrier and protein binding is 80%. Rifampicin
is rapidly eliminated via bile and undergoes enterohepatic circulation. About
30% of the drug is excreted in urine with about half as unchanged drug. Food
can delay the absorption of Rifampicin nevertheless, to ensure that the absorption
of the drug is not impaired, it is recommended that the Rifapin-H is taken on
an empty stomach at least 30 minutes before meal.

Isoniazid is a first-line primary anti-tuberculostatic agent with highly bactericidal
and sterilizing action in killing of “persisters” on both intra-cellular and extra-
cellular populations. Isoniazid has been found to be highly effective in the

Body Weight (Kg) Sachets (daily)
Upto7 1
8-9 1.5
10-14
15-19
20-24
25-29

Wi

Body Weight (Kg)
Infants: 1-12 months (approximately 10 kg)
Children: 1-12 years (approximately 20 kg)

Suspension (daily)
1 teaspoonful
2 teaspoonful

Rifapin-H 150 & 450 Tablets :
Body Weight (Kg) Tablets

3 tablets of Rifapin-H 150 or 1
Under 50 kg tablet of Rifapin-H 450 once daily

Rifapin-H 300 Tablets :
Body Weight (Kg) Tablets
Above 50 kg

2 tablets once daily




