ynofer”

(Vaginal Tablets with Applicator] NOT FOR ORAL USE
Tinidazole, Miconazole Nitrate & Neomycin Sulphate Tablets

COMPOSITION:

Each uncoated tablet contains:
Tinidazole BP mg.
Miconazole Nitrate BB ...... 100 mg.
Neomycin Sulphate B8P ....... 20 mg.

al) Tablet is the intravaginal dosage form of the combination of Tinidazole, Miconazole nitrate
and Neomycin sulphate.

Tinidazole is a member of the imidazole class of antibacterial agents and is classified therapeutically as an
antiprotozoal and antibacterial agen

Miconazole is a synthetic antifungal agent with a broad-spectrum of activity against pathogenic fungi and
certain bacteria.

Neomycin is a broad-spectrum aminoglycoside antibiotic effective against both gram positive and gram
negative bacteria.

CLINICAL PHARMACOLOGY:

Miconazole combines a potent antifungal activity against common dermatophytes and yeasts with an
antibacterlal activity against certain gram-positive bailli and cocci. Miconazole inhibits the biosynthesis of
ergosterol in fungi and changes the composition of other lipid components in the membrane, resulting in
fungal cell necrosis. Systemic absorption after intravaginal administration is limited. Unchanged miconazole
could not be traced in blood plasma or urine.

The intracellular targets of action of tinidazole on anaerobes are largely unknown. The 5-itro group of
tinidazole is reduced by metabolically active anaerobes, and studies have demonsrated that the reduced form
of the drug interacts with bacterial DNA. However, it is not clear whether interaction with DNA alone is an
important component in the bactericidal action of tinidazole on anaerobic organisms. Tinidazole is active
against the following organisms: Bacteroides spp. Gardnerella vaginalis, Mobiluncus spp. Peptostraptococcus
spp and Trichomonas vaginalis.

Neomycin interferes with bacterial protein synthesis by binding primarily to the 30S subunit of basterial
ribosomes. Neomycin sulphate is active against many strains of Gram-positive and Gram-negative bacteria
including Staph. aureus, E. col, Kiebsiella spp., H. ifluenzae, S. typhi, Shigella and

WARNINGS:

Gynofer (Vaginal) Tablet s to be prescribed only for a vaginal infection,

Further investigations s to the type and sensitivity of the microorganism may be needed if:

o There is no improvement o if symptoms have ot disappeared within eight days

«  Pain, fever or foul smelling vaginal discharge ocour before or during use of this medication
mptoms recur within 2 months

If rash or new irritation occurs, discontinue use.

SIDE EFFECTS:
Infrequent and minor adverse reactions reported to date include: local irrtation, pruritus and burning
sensation, especially at the start of treatment. Complaints of pelvic cramping, hives, skin rash have rarely
been reported.

PRECAUTIONS:
Where there is evidence of trichomonal/candidal/anerobic infection in the sexual partner, he should be treated
concomitantly with oral Metronidazole/Tinidazole and/or Fluconazole to avoid reinfection.

If local or allergic reaction oceurs, the treatment shouid be discontinued.

Gynofer (Vaginal) Tablet affords minimal peak serum levels and systemic exposure (AUC) of tinidazole
compared to oral inidazole dosing. Athough thess lower lavels of sxposure aro less il to prodice the
‘common reactions seen with oral tinidazole, the possibility of these and other reactions cannot be excluded
presentl from well-controlled trials directly comparing tinidazole administered orally to l\mdazule
administered vaginally are not available.

PREGNANCY:
In animals, miconazole nitrate has shown no teratogenic effects but is fostotoxic at high oral doses. The
significance of this to man is unknown as there is no evidence of an increased risk when taken in human
pregnancy. However, as with other imidazoles Gynofer (Vaginal) Tablet should be used in pregnant women
only ifthe potential benefits outweigh the possible risks.

LACTATION:
It is not known whether miconazole nitrate is excreted in human milk. Care should be exercised during
lactation,

INTERACTION:
Oral tinidazole has been reported to potentiate the anticoagulant effect of warfarin and other coumarin
anticoagulants, resulting in a prolongation of prothrombin time. This possible drug interaction should be
considered when Gynofer [Vaginal] Tablet is prescribed for patients taking this type of anticoagulant therapy.

In patients stabilized on relatively high doses of ithium, short-term oral tinidazole therapy has been assoclated
with elevation of serum lithium levels and, in a few cases, signs of lthium toxicity.

Information for the Patient:

The patient should be cautioned about drinking alcohol while being treated with Gynofer [Vaginal] Tablet.

Whi blood levels are sigifcanty lower with Gyroler [Vagial] Tabet than wilh usual doses of orel
wit d

tuborculosis.

INDICATIONS:
For the local treatment of vaginal itching, burning and discharge associated with vaginal infection due to
Trichomonas vaginalis, C. albicans and/or mixed infection caused by susceptible bacteria.

DOSAGE AND DIRECTIONS FOR USE:

One vaginal tablet is to be inserted high into the vagina at night before retiring. This procedure should be
repeate or § nighs.Inorder o fecitako clsitegrafon. th vaginal ekt should be molsenad under weler
for a second or two just before introduction in the vagina. Continue using even if symptoms disay

aftr 8 days of teatment a curo has not been achievad a second B-day course of Toatment shouid be given

It Trichomonas vaginalis has not been completely eliminated, oral Metronidazole /Tinidazole should be
administered in a single dose of 2gm.

General hygienic measures should be observed to control the source of infection and reinfection.
CONTRA-INDICATIONS:

Gynofer [Vaginal] Tablet is contraindicated in individuals who have shown hypersensitivity to miconazole
nitrate, other imidazoles or any other ingredients in the formula.

Psychotic reactions have been reported in alcoholic patients who were using oral tinidazole and disulfiram

concurrently. Gynofer (Vaginal) Tablet should not be administered to patients who have taken disulfiram
within the last two weeks.

(Comprimés Vaginaux avec Applicateur] NEesT PAS DESTINE ALEMPLOI ORAL
Comprimés de Tinidazole, Miconazole Nitrate et Néomycine Sulfate

COMPOSITION:
Ghegu comprimé non-enrobé content
mg

ynofer

Tinidazole BP ..

MitonasoeNiTais 85 - 1001 mg

Néomycine Sulfate BP ... 20mg

DESCRPTION:

L é Tinidazole, Nitrate

de Miconazole et Sulfate de néomycine
Le yinidazole est un membre de la classe imidazole d'agents antibactériens et il est classifié de manire

Le miconazole est un agent antifongique synth
pathogénique etcertaines baciéries

ue avec un large spectre d'activité contre la mycose

e gamabgae.

PHARMACOLOGIE CLINIQUE:

Le miconazole associe une acivité antongiqus puissante conireles dermalophyles communs et s levures &
inhibe la biosynthese
de stérols dans la mycose et P daut Foidea e membrane, ésultant
d 6 L'absorpti o i I
na Turine.

Les cibles mlraceHu\alves daction de tindazole sur les anaérobies sont argement inconnues. Le groupe S-nito

tinidazole, a pe h alcohol cannot be exclude:

'OVERDOSAGI
No case of accidental ingestion of Gynofer [Vaginal] Tablet has been reported till date. However in the event
of accidental ingestion of large quantities of the drug, an appropriate method of gastric emptying may be
considered and symptomatic treatment instituted. There is no specific antidote.

PRESENTATION:
Each pack contains 2 strips of 4 tablets.

TORAGE:
Store at temperature between 15-30°C, in a dry & dark place.

Keep medicines out of the reach of children. £
:
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Silyarash ouune nouvelleirritation, arrétez emploi.

EFFETS INDESIRABLES:
oot e
brlure L jienne, urticaire
rarement signalées.

PRECAUTIONS:
L ol il y & évidence d'nfections trchomonalelcandidalianaérobique dans I patenair sexusl, vaiez e

Silyauners jque oulocale.

Le comprimé (vaginal) Gynofer fourt des riveaux sérigues maximaux minimes et une exposiion systémigue

Govgesiion ot meine de produire les le tinidazole oral, la
possibilé do ces réacions o s e peut 019 exclue & présent. Les orbos dos caclt b conti
voie intra vaginale ne sont

pas disponivles.

GROSSESSE:

doses
Py cimlini mpontance de cect pour Ihomme st pas connue puisqul vy a pas dévidenca dun fsque
accru lorsque pris durant la grossesse humaine. Cependant, comme avec les autres imidazoles, n'employez e
comprimé (vaginal) Gynofer chez les femmes enceintes que si les avantages éventuels 'emportent sur les.
risques possibles.

ALLAITEMENT:
e le lait humain.

du médicament ineragit avec TADN bactérien. Copendant, i nest pas clair si Mn(eracuon avec 'ADN seul
constitue un élément important dans I'action bactéricide d zole sur les organismes anaérobiques.
Tiidazote est aci conirs Ies organismes suvants: Bactérofaes spp. Gardnerala vaginalls, Mobllincus Sop.
Peptostreptocoques spp et Trichomonas vaginalis.

s N . " B N a0

et gram négative y compns Staphylocoque aureus, E. coll, Robeois spp., H. influenzac, S. typhi, Shigella et
Mycobactérie tuberculose.

INDICATIONS:

Dans le traitement local des démangeaisons vaginales, de la brlure et e 'écoulement vaginal associés &
Tinfection vaginale due & Trichomonas vaginalis, C. albicans etiou des infections mixtes produites par des
bacteries susceptibles.

DOSE ET MODE D'EMPLO:

Insérez un comprimé vaginal haut dans le vagin la nuit

Afin de facilter Ia desintegration, movillez le comprime vaginal sous I'eau pendam une ou deux secondes juste
danslevagin

iin

8jours.

i Trichomonas vaginalis n'a pas été entiérement éliminé, administrez le métronidazole! tinidazole oral sous
forme de dose unique de 2gm

o éné 8 maitriserlorigine d

CONTRE-INDICATIONS:
Le Comprimé [Vaginall Gynofer est conire-indiqué chez les individus qui ont montré une hypersensibiité au

Des réacti les i |
disulfirame simultanément. N'administrez pas le comprimé (vaginal) Gynofer aux malades qui ont pris le
disulfirame lintérieur de deux semaines.

II'a 616 observe que le tinidazole oral potentialise I'effet anticoagulant de warfarine et d'autres anticoagulants
Goumariniques, résultant dans une prolongation du temps de prothrombine. Considérez cette interaction
médicamenteuse possible quand le comprimé (vaginal) Gynofer est prescrit aux malades prenant ce type de
traitementanticoagulant.

cf le traiternent & court
oral a ét6 associé avec I'élévation des niveaux sériques de lithium et s certains cas, aux signes de toxicité
aveclelithium.

Information pour le Malade:
Avisez le malade contre la prise d'alcaol tout en recevant un traitement avec le comprimé [vaginal] Gynofer.
q

SURDOSAGE:

‘aprésent. Cependant
au cas dune ingostion accidentole do quantiés importantes du medicament, considércz une méthode

PRESENTATION:
Chaque paguet contient 2 bandes de 4 comprimés.
CONSERVATION:
C 150130°C
©
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