CTD MODULE 1
ADMINISTRATIVE INFORMATION AND
PRODUCT INFORMATION

Product Name : METROREN TABLETS
(Metronidazole 200mg)

Pack Insert

METROREN

COMPOSITION
Table

Egch Uncoatad tablat contams
metronrazaoie BF 20mg

Film Coated:
Each Film Coated Tablet Cantains:
Miglronidazole BP Z0O0mg

Buspensian:

Each Sl vunigins

Matronidazoleé Benzoate

Equivalent 10 Metramidazole BP 200mg

PHARMACOLOGY
This nilro growp of matronidazole is reduced in anasqobs: bactera and srofozea
by thie pyruv@le ghocpk o v, i wbich tha drug scbs as o gralacrsndial

alactron acceplsd It has been assumad thal tha product of reduction of tha
Artra grewp of melrenidazoels inleracts wildh the DMA wilh ullbimate (shibibon of
nucleic acid synfthages and subseguent cell dasih. Morecwer motronidazals
has been shown 10 intibit DNA syniesis and degrade existing DNA m
Clastridium bifarmansans

INDICATIONS
Symptomalic Tnchoniasis. esymgtomatic Trichamonissis. ink=slinal amoobiasis,
amoabic liver abscess . anaerobsd bacterial infections, inra-abdominal infoctions,
skin and skin strecture infactions, Cantral Mervous Sysiem {CH 5} sfections, lowsr
rasgaraiory rasl infections, Endocardibe.

DOSAGE AND ADMIMISTRATION

Trichomoniasis;

Adults: 200mg avary & hours for 7 days or 400-500mg every 12 hours Tar 5-7
days or 2g as a singla dosa

Children:

1-3 yeare: S0mg avery B houre for 7 doys

3-7 yaars: 100dmg avery 12 howrs

T=12 yoar: 100mg eyary 8 haurs

Amasbdasis

Adpilim:

Foracoie intesiinal amasbiasiz facute amosbic dysamsiery): 750 rmg orely fires limeas
dadly Pov 5 00 10 dayva

For amoabic liver abacess: 500 mg or 750 mg orally ihree limes daity for 5 1o 10 days
Padlairic patients: 35 to 50 mofMigiZd hows. d ivided indo firee doses. oraly for 10 days
Amasrabic Bacterial Infections

Tres usual adull oral dosage s T 5 mgig every s ix hours (apores SO0 mg fer & Tk sdust)
A mamimam of 4 gshould nol ba sxceeded durimg a 24-hour perod

SHDE EFFECTS

MNauges. vomiling, unpleasan asta, lured langus, and pastrosnteshing] gsElurbsnces,
razhas radely drowsimess headache, dizziness alasie dsrkeang of urme,
erythama multilorme. procifus, urticarne, angicedema and anaphylass: aisa

reporied abnarmal ivar lunchon tesis hopatitis, jaundice. 1Mrombocytopenia
splmatic ansemio. myalgis srthralyia, s peuhemged o inlaesive isfapy pescnaal
neurapalhy, lranssent @apriaptilonm ssizures. and leucopersa

WARMNINGS

Convulsive seizures and panpheral neuro pathy, the Isliar charecterizad maniy
by NUMDNEess ar parassihesia al an aatremily, kave been reparted in patients raatad
ity paslosalpsuies.  Serronidazcie sSHould 09 SIMINGEEEred with Ssulicn b patiants
wilh canlbral nervous sy slam dissssas

CONTRAINDICATIONS

Matronidazele i3 contsaindicaled in patiants with & prior hstary = hyoersensitivity
to metronidazoia or alhesr mircemidazola darivalives. 0 pakenis waialh irichomoniasis
mEraniEazore 13 conlsmndicated duning tha first frmesiar af pragoiscy

PRESENTATION

Jeer of 1000 Uncoated Tabiels

Jar af 1000 Fialm Coasasd Tablals

Blister pack of 104110 Taslels

PODmil Swruo

STORAGE

Glora in a cool, dry place below 30%C

Protect from lighl. Keap out ol reach of children
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