TAMET

METRONIDAZOLE 500mg COMPRIMES

[FORME et PRESENTATION]
Comprimés (blancs) a 500 mg : Boite de 20 comprimés.

[COMPOSITION]

MBIoNIdaZole. .vmrnsnmamme e 500 mg

Excipients : Glycolate d'amidon Sodique , LS-HPC , Amidon , Stéarate
de Magnésium.

[CLASSE PHARMACO - THERAPEUTIQUE]
Antibiotiques, antiparasitaires de la famille des nitro — 5 imidazolés (J :
antiinfectieux ; P : antiprotozoaires).

[INDICATIONS THERAPEUTIQUES]

Elles sont limitées aux infections dues aux germes définis comme
sensibles :

~amibiases ;

strichomonases urogénitales ;

svaginites non spécifiques ;

«lambliases ;

traitement curative des infections meédicochirurgicales a germes
anaérobies sensibles.

Tenir compte des recommandations officielles concernant |' utilisation
appropriée des antibactériens.

[POSOLOGIE et MODE D'ADMINISTRATION]

Amibiase :

*Adulte : 1,5g /jour en 3 prises.

*Enfant>6 ans: 30 a 40 mg /kg /j en 3 prises.

La durée du traitement est de 7 jours consécutifs.

Trichomonase :

*Chez la femme (urétrites et vaginites a trichomonas) de préférence
traitement mixte de 10 jours :

Traitement a dose unique de 2 g en une seule prise (4 comprimés).

NB : Le partenaire doit étre traité concurremmen t, méme en I'absence
d'une réponse positive du laboratoire.

*Chez |'homme ( urétrites a trichomonas ) : 500 mg / jour pendant 10
jours.

Lambliases :

+*Adultes : 750 mg a 1 g/ jour pendant 5 jours consécutifs.

*Enfants

. A partir de 6 ans : 250 mg /jour.

.De 10 a 15 ans : 500 mg /jour.

Vaginites non spécifiques :

+500 mg 2 fois/jours pendant 7 jours.

Un traitement simultané du partenaire doit étre pratiqué.

Traitement des infections a germes anaérobies :

*Adultes : 14 1,5 g jour.

*Enfants : 20 a 30 mg /jour.

[CONTRE - INDICATIONS]

*Hypersensibilité aux imidazolés.

«Eviter la prise de ce médicament pendant I'allaitement.
*Enfant de moins de 6 ans (forme comprimé).
«Disulfirame ou alcool.

[MISES EN GARDE et PRECAUTIONS D'EMPLOI]
A cause de l'effet antabuse , éviter les boissons alcoolisées au cours

du traitement.

*En cas d'ataxie, de vertiges et de confusion mentale, interrompre le
traitement.

*En cas d'antécédents de troubles hématologiques , de traitement a forte et
/ ou de traitement prolongé, effectuer le contréle de la formule leucocytaire.
+En cas de traitement prolongé, surveiller 'apparition de signes évocateurs
d'effets a type de neuropathie centrale ou périphériques.

[GROSSESSE ET ALLAITEMENT]

Il ne doit étre donné durant la grossesse et I'allaitement sauf si le médecin
le trouve indispensable. La forte dose n’est pas recommandée.

Il doit étre utilisé pour le traitement de Trichomonase ou vaginite
bactérienne avec précaution durant le second et troisieme trimestre.

Il est conseillé d'arréter l'allaitement jusqu'a 12-24 heures aprés la thérapie
de métronidazole et cela de facon discontinue.

[INTERACTIONS MEDICAMENTEUSES]

- Alcool : effet antabuse (chaleur, rougeurs , vomissements , tachycardie ).
- Disulfirame : bouffées délirantes, état confusionnel.

- Anticoagulants oraux : augmentation de I'effet de I'anticoagulant.

- Fluorouracile : augmentation de la toxicité du Fluorouracile.

- En examens paracliniques : le métronidazole peut immobiliser les
tréponemes et donc faussement positiver un test de Nelson.

[CONDUITE / UTILISATION DE MACHINES]

En cas de survenue de vertiges , de confusion, d ' hallucinations ou de
convulsions, en cours de traitement , il est recommandé de ne pas conduire
de veéhicules ni d'utiliser de machines.

[EFFETS INDESIRABLES]

*Troubles digestifs béenins.

*Glossite avec sensations de sécheresse de la bouche, stomatite,
anorexie.

*Bouffées congestives, prurit, éruption cutanée.

+Urticaire, cedeme de Quincke.

*Céphalées.

*Neuropathies sensitives périphériques.

«Convulsions, vertiges, ataxie.

*Convulsions, Hallucinations.

[SURDOSAGE]
En cas de surdosage , effectuer un traitement symptomatique . Un lavage
gastrique peut étre fait. Il est facilement dialysable.

[CONDITIONS DE CONVERSATION]

Conserver dans un endroit non humide & moins de 30C,

Mettre hors de la portée des enfants,

Ne pas dépasser ladate limite d'utilisation figurant sur le conditionnement
extérieur.

[DUREE DE CONSERVATION]

36 mois (3 ans)

CONDITIONS DE PRESCRIPTION ET DE DELIVRANCE :
Liste | - Médicament soumis & prescription médicale.

TITULAIRE/EXPLOITANT:

Fcare Pharma Limited

12/F., San Toi Building, 137-139 Connaught Road Central, Hong Kong
FABRIQUE PAR:

ShanDong ShenglLu Pharmaceutical Co., Ltd.

L ' avenue du nord de Sihe , la rue de Sihe, la ville de Sishui, la province de
Shandong, Chine
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TAMET
METRONIDAZOLE 500mg TABLETS

[DESCRIPTION]
White tablets; each box contains 20 tablets.

[COMPOSITION]
Metronidazole: .... %
Excipients: Sodium Starch Glycolate
Stearate.

....500mg
, LS-HPC, Starch, Magnesium

[THERAPEUTIC INDICATION]

Infections , caused by bacteria of the blood, brain, bone, lung, stomach lining
and pelvic area, following child birth or in a wound following an operation
-urinary or genital infections caused by parasite, Trichomonas

«genital infection in women caused by bacteria

«the parasitic diseases amoebiasis

«the disease giardiasis

+gum and teeth infections

«infected leg ulcers or pressure sores

«stomach ulcers caused by Helicobacter pylori

«or prevent infections occurring after operations.

[DOSAGE & ADMINISTRATION]

Tablets for oral administration

Swallow the tablets whole , during or after meals , with a glass of water . Do
not chew them.

«Treatment of bacterial infections

Adults and children over 10 years : 500mg eight hourly . Treatment is usually
for 7 days but will depend upon your condition.

*Treatment of infection caused by Trichomonas

Adults and children over 10 years : 2g as a single dose for 1 day or 250mg
twice a day for a day. In severe cases 500mg twice a day for 6 days. Your
partner should also be treated.

«Treatment of non-specific genital infection in women

Women and girls over 10 years : 500mg twice a day for 7days, or 2g as
a single dose foe a day only.

«Treatment of amoebiasis

Affecting the gut.

Adults and children over 10 tears : 750mg three times a day for 5 days.
Children 7-10 years:500mg three times a day for 5 days.

Affecting the gut , liver ( treat for 5-10 days ) or other part of the body (for
5 days).

Adults and children over 10tears: 500mg three times a day.

Children 7-10 years: 250mg three times a day.

Asymptomatic carriers (cyst passers) treat for 5-10 days.

Adults and children over 10 years: 500-750mg three times a day.

Children 7-10 years: 250-500mg three times a day.

«Treatment of giardiasis

Adults and children over 10 years : 2g once a day for a day or 500mg twice a
day 7 to 10 days.

Children 7-10 years : 1g once a day for 3 days or 260mg once a day for 10
days.

«Treatment of infections of the gums 9 for 3 days or teeth (for 3 - 7 days)
Adults and children over 10 years:250mg three times a day.

«Treatment of infected leg ulcers or pressure sores (for 7 days)

Adults and children over 10 years:500mg three times a day.

Treatment of stomach ulcers caused by Helicobacter pylori

To be taken as directed by your doctor as part of a course with two other
medicines.

«Prevention of infections after surgery

Adults and children over 10 years: 1g as a single dose 24 hours before
surgery then, 500mg at 8 hourly intervals during the 24 hours before the
operation.

If you are elderly or have liver disease , it is particularly important to take
this medicine exactly as directed by the doctor.

[CONTRAINDICATIONS]

Known hypersensitivity to metronidazole or any of the ingredients in the
tablets.

*Pregnancy — metronidazole should not be used in the first trimester
in patients with trichomoniasis or bacterial vaginosis.

+Breast feeding should be discontinued for 12-24 hours when single high
dose (e.g. 2g) therapy is used.

[PRECAUTIONS]

Metronidazole is mainly metabolized by hepatic oxidation. Substantial
impairment of metronidazole clearance may occur in the presence of
advanced hepatic insufficiency. Significant cumulation may occur in
patients with hepatic encephalopathy and the resulting high plasma
concentrations of metronidazole may contribute to symptoms of the
encephalopathy. Therefore, metronidazole should be administered with
caution to patients with hepatic encephalopathy.

The daily dosage should be reduced to one third and may be administered
once daily.

[REGNANCY & LACTATION]

Metronidazole should not be given during pregnancy or during lactation
unless it is considered essential , and in these circumstances the short
, high-dosage regimens are not recommended.

Metronidazole is contraindicated in the first timester and should be used
with caution in the second and third trimester when used to treat
trichomoniasis or bacterial vaginosis.

Itis advisable to stop breast feeding until 12 - 24 hours after Metronidazole
therapy has been discontinued.

[DRUG INTERACTION]

Antiepileptics : The drugs carbamazepine , phenytoin and phenobarbital
lower the plasmatic concentration and the half-life of albendazole.
Antacids/histamine H2 antagonists : The drug cimetidine heightens serum
albendazole concentrations, and increases the half-life of albendazole.

[SIDE EFFECTS]

Blood and lymphatic disorders

Nervous system disorders

Gastrointestinal disorders

Hepatobiliary disorders

Skin and subcutaneous tissue disorders

Musculoskeletal, connective tissue and bone disorders

Renal and urinary disorders

In case of these side - effects appear , please contact your doctor and be
treated under his advices.

[OVERDOSAGE]
In case of suspected overdosage , symptomatic and supportive therapy
should be given as appropriate under the medical monitoring.

[STORAGE]
Store in a dry place below 30°C. Keep out of the reach of the children. Do
not take the medicine after the expiry date which is stated on the package.

[SHELF-LIFE]

36 months (3 years)
CONDITIONS OF ISSUE:
List | - Prescription use only.

Registration Holder:

Fcare Pharma Limited

12/F., San Toi Building, 137-139 Connaught Road Central, Hong Kong
Manufacturer:

ShanDong ShenglLu Pharmaceutical Co., Ltd.

North of SiHe Road, SiHe Street, SiShui County, Shandong, China
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