Isoniazid Tablets BP 300 mg

Composition
Each uncoatedtabletcontains:
Isoniazid BP 300,

xcipients as.

PHARMACEUTICAL FORM
Tablets

CLINICAL PARTICULARS
Therapeutic indication

bacte
9those of WHO

S
Posology and method of administration Oral use.
ACTIVE TUBERCULOSIS

Dally therapy:
Adults and adolescents
4-6 mg kg body weightiday, maximum 300 mg/day

<45k,

Children;
7-1smglgbody weightcay, maximum a00mg/day

9l for dally therapy ighing < 21 kg,
Sonas shouid besad.

Inaduits and adolescents:
High dose isoniazid: 16-20 mg/ikg body weight/day

Inpatients weighing 301035.9 kg: 600-1000mg

InoatiertewalghngSeto 5.k 1000 1500mg

Inpatients weighing 46 kg or more: 1500 m

Th clraton of tntapy ' dependent on e ciagnostic category, as wella the combination o Grugs used fogether whthIsoniazd. Ol natlonal and/or Intenatinal guidelines Should be
consulted.

LATENT TUBERCULOSIS (monotherapy)

Adults and adolescents:

Children;

< 21kg
should be used.

Special populations

‘Renalimpairment.

in patients with i However, pati nitored for si toxicity,
i i (cicr
4.4and5.2).
patic impai
Lmied data indicalo hal he prarmacofinelcs ofseniezd re llere i patents wih . Therefore, pal
soniazid toxicity (seesection 4.4
Method of administration

should be closely observed for signs of

priortoor ameal).

Contraindications

- acutelverdiscase ofany ctiology
- duginduced hepatic disease
previous isoniazid-associated hepaticinjury or

Special warnings and precautions for use

i therapy

Thereft

i ’ id should b to

it orifsi
causeamore severe form of ver damage.

- age>3syears
. o’ i i tion4.5)

patients with activa chronic iver disease and
injection drug users.
and AL

regnant patients and

Furth
-
- HiVinfected patients.

Peripheral neuropathy
Porpharal neuropathy s the mostcormon toic oot o saniazd (9o sacton 4.8 Th faquancy dspends on tho dose and on prodisposing conditons such as malnution, implred onal
iabet

mg per day.
Cross-sensitivity

Diabetes Meltus

Renalimpairment
i d i isoni i ndshould
al pr
Isoniazid acts a5 an inhibitor of CYP2C19 and CYP3A4. Thus, 3 notbe
Anticonvuisants

delermined pro lo and afler iaion of soniazia ierapy:he patent shoud be moritorad lodely for signs and symploms of oy and the dose of the anticonvulsant should be adjusted
accordingly. Ct
Sedatives

Benzodiazepings (e.g. diazepam, flurazepam, triazolam, midazolam): i

isoniazid may decrease the hepatic metabolism of leading to increased ine plasma

Antipsychotios

Haloperidol:
accordingly.

Anticoagulants
Coumarin- or (e9. wartarin and ‘concomitant use with isoniazid may inhibit the enzymatic metabolism of the anticoagulants, leading to inoreased plasma

Opoids and anaesthetics
Alfenten:

Others
Theophylline: Therel
Procainamide:

Corticosteroids (e.g. prednisolone): In one study, concomitant use with y 22:30%. id acetylet

isoniazid.

Disulfiram:

Neurotoxic medications
Intoractions with food and drinks

sir X
Cheese and fish (istamine- or tyramine-ich food) may lead

ndt Clinicall hotleel f headach
Interactions with faboratory tests

A

160 mm

v

300 mm



Fertilty, pregnancy and Breast-feeding

Fortiity
Pregnancy
However,
Breastfoading
c i
prophylaxisor therapy for nursing infans.
Effects on ability to drive and use machines
Nevertrel especially ts
Undesirable effects
red reatment iazi inical rial
Within each frequency grouping, dor of y
4/10), common (= 1400, < 1/10), uncommon (= 1/1,000, < 1/100), rare (110,000, < 1/1,000) or very rare (< or
v
Nervous system disorders
Very common Peripheral neuropathy, usually prececled by paraesthesias of the faet and hand. The frequency depends on the dose and on predisposing condiions such ad
risk (see section 4.4). !

Uncommon seizures, toxicencephalopatny

Notknown dizziness, headache, tremor, verligo, hyperreflexia

Psychiatric disorders

Uncommon [ memory impairment,toxic psychosis

Not known | confusion, disorientation. hallucination

Gastrointestinal disorders

Notknown T raussavomi ary ot et et

Hepatobiliary disorders

Very common

Uncommon | Hepatits

Renal and urinary disorders

Not known

Wetabolic and nutrition disorders.

Not known [ hyperalycaemia, metabolicacidosis, pellagre

General disorders

Not known ‘ rythema, ruritus, fever, leu nia, anaphyla. neutropent

cosinophilia,

Blood and lymphatic systerhs disorders

Not known [ anasmia (nasmoly tic,sideroblastic, or aplastic).

Respiratory, thoracic and mediastinal disorders

Not known T preumontts (allergic)

Musculoskeletal disorders

Not known [ Artnrits

Eye disorders

Not known [ Opticatrophy or neuritis

Reporting of suspected adverss reactions
Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continued monitoring of the benefitrisk balance of the medicinal product. Heatthcare
Havailable,

Overdose

ymptoms

Anorexia, nausea, vomiting, fever, headache, di i g
bo expocted. Typi g celonuria

Teat

tment
Emesis, gastiic lavage and activated charcoal may be of value if instituted within a few hours of ingestion. Subsequently, pyridoxine (intravenous bolus on a gram per gram basls, equal to the

PHARMACOLOGICAL PROPERTIES

mamic properties
Pharmacotherapeutic group: Antimycobacterial
ATC Code for soniazid: JO4ACOT

Mechanism of action

t Lt vitro and in il ts primary

Pharmacokinetic properties
Absorption
ftor fter 1-2 hours. reduced when

As per data reported in published literature. healthy volunteers, the mean (+ SD) isoniazid G,., value was 8323 ng/ml (+ 3637), and the
10516). The mean (= .76) hours.

Distribution

100.761kg.

Metabolism

further the genetical fastor i
polymorphism in the metabolising enzyme N-acetyl transferase). Different ethnic groups contain differing proportions of acetylator phenotypes. Acetylator status s the main determinant of

Excretion
Less tha

areN-acatylisoniazid andisonicotinic acid.
Special populations
Renalimpaiment:

Preclinical safety data

PHARMACEUTICAL PARTICULARS
Listof excipients

¥ 5 3 VA4 fine), . Ci 10), G
and Stearic acid.

Incompatibilities
Notapplicable

Shefiife

24months

Special precautions for storage

Nature and contents of container
Pack|: Amber PVC/PVDC Blister Pack

Description: 10 blister using Amber folasa
lidding material.

Packll: Aluminium Blister Pack

Description: 10 ¢ i ol F

Instructions for use and handling and disposal
Nospecial requirements.

SUPPLIER
Lupin Ltd
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