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- RIFAMPICIN 150mg /ISONIAZID 73 mg TABLETS

Compesition

Each film coatad Inbletcontalns
© Rifampicyi BP 150 mg

isoniazid BP Timg

Pharmacology

Rifampicin: tn wbereuiosis, rifampicin is bactericidal for both intracalluler and exiraceiiular micro-
organisms. Microbial resistancato nfampicin can develop, althcugh certain rifampicin - resistant
bacieria have decraased virulanca. It Is unusuet to encou nter initiz] resistance. Rifampicin hes
been shown to inhibit certain DNA viruses such 3s herpes, adenovirus and pox virus, but at
soncentrations 500 - 1000 times higher than those required to inhibit the growth of bacteria.

Isoniazid (INH): INH is - bactericidal in vitro 2nd In vivo againstactively dividing tubercls
hacilii: it is less zctve against non-dividing tubercle nacilli Its primary action is to inhibit the
synthesis of'ong chan mycelic acids which are unigue constituents of mycobacterial cell walls.
iseniazid  in low congentrations may pravent glongation of the very long chain fatty acid
orecurser of the mycolic acids. Since mycolic acids are unigue to mycobacteria ihis axpiains the
nigh degree of seieclivity of iscniazid for these bacleria. lsonazid may alsc have effecis of
nucleicamd bicsvathasis and gVColysis. ’
N+ eoncsmrators of BOU mg/ or greater are reguired 10 inhibd Gram-positive and Gram-
negative bavterie, but the minimum innibitery concentration for M. tuberculosis is 0.05 - 6.025
mg/!

L
Acticns
It is known that Mycobacienum iubarculosis existe as diffsrant sub-populations with
differentgrowih ciiaraciariclics and lnesecan e present at the same ime in any patient. This
maka mcitidose therapy essential.

lsoniazid is patticularly effective agains! sirains of fubercle bacilli which grow rapidly in the
oxygen-ich 3nd heuirat pH environment of the cavitary walls. Rifamplcin is most effective
against the subpepulation present meinly in the caseous material whara the pH is neutral and
oxygenation poor. These strains are capable of sudden spurts ¢f active growih and bactericidal
action of rfampicin comes inte full play against them.

Indlcations

The comomnaion it indicated in  chamotnerapy of twberculosls, short course chemotharapy of
pulmonary wbarcutosis, intsrmittent chemotharapy of pulmenary tuberculoais and in trealment
of other forms of tubarouicsis,




Dosage
As directed by the Physician.

Contraindications

1. Hypersersitivityto any cempenent
2. Impazired liver function

3. Cautioninpragnancy.

Side sfiacts

Rifzmpicin : Gaslroinlestingl disturbances such as heartburn, epigasinc Cistrass, anorexia,
vomiling, g&s,  oramps end  digrrhosa hove Seen noleg in somg pbabents Heoadachg,
drowsiness, faligus, ataxa, dizziness. inabiitv ‘o congentrais manltal sonivsicr  visusl
disiurcancss, muscular weakness, fsver, pains in the  extrsmilias, prurius, uricana, sxie
sashes and zosinophiiia, 3ore mouit &nd sore longue tave ccsasionally Deen ercounterad
Mepatoloxicity has baan reponad n man usually peginning  with tWl Wleks of the stan of
C weatment Theeaare saveral reports of hepstemxcy fram ritaempien with isoniazid,

isepiazid - Tre common side afects associated witn INH are nauges, vomiling, darmces and
skin rashes. Severs reactions are almosl cerainly sssocsted with the presence of 2o
ncompletely acetyiated hydrazice group. The metabcliies aczlyliseniazid, isenicalinic acid,
isonicotinyt glycine and diacatylnydrazine are muen less toxic in animals than ara INA and the
metabolite monoacatylhydrazing. INH induced penpheral neuropatny may cccur in patients an
INH and may ba more proncuncad in malnourished patients. It is aliributed 1o vitamin 8,
deficiensy resulting from loss of pyricoxal hydrazone of INH  and can be prevented by caily
administration of supplementary vitamin 86,

Incompatibility

Rifampicin : Isoniazid, acataminophen, zicchel usad concurrzntly with nfampicin may increase
hepatotoxic potential of one ancther, Sterolds, anticoagulants, antidiabatic agents, capsone,
digitalis glycosides and quiniding may be required in increased amounts as rifsmpicin tends to
increass theirmetabolism.

Ispniazid - Isoniazid Is an inhicitor of hepatic drig matabolism and may thereiors snnancs the
sfiects of some drugs takan concomitantly. Inhibition of metabelism may be sufiicient with some
rugs to produce loxic concenlraticns and adverse reactions have cccurred when iseniazid has
been given with ani-eplleptics such as  phenytoin, primidene, carbamazepine and with
venzodiazepines such as diazepam, Theopiyiling plasma concentrations have increassd
following several weeks of iscniazid administration

Speclai cautions inths use

Urina, Taeces, saliva, spulum, sweal, tears may be coloursd orangs-red by rilampicin and
patients should be mada sware of this. Cautlon should be nbsarved in patients withimpaired renal
functien or a history of gout.

Toxiclist
MNone

Preseniallon

Blister pack of 28 tableis
Blister pack of 10 tzHlats
Bulk pack of 1000 1ablels

Storzge and consarvation
Storain a cosl, dry place below 25°C,
protacted fromlight.

Manufacturod by
Svizera Labs,
hMumbai, India,

1026-1C

Cistributed by:
Svizara Europs 8.V,
Almere, The Netharlands
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