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PHARSERT
Sertaconazole Nitrate 300 mg
Vaginal ovules
I. NAME OF THE MEDICINAL PRODUCT
PHARSERT 300 mg vaginal ovule
2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Sertaconazole Nitrate ................ RS 300 mg

For one ovule.
For the complete list of excipients, see section 6.1,

3. PHARMACEUTICAL FORM
Owvule,
White to off-white oval vaginal ovule.

4. CLINICAL PARTICULARS
4.1. Therapeutic indications

Local treatment of Candida infections of the vaginal mucosa.

In the absence of suggestive clinical symptoms, the sole finding of a yeast (Candida...) on the
vaginal mucosa is not in itself" an indication.

4.2. Posology and method of administration
Posology

One ovule in the evening at bedtime, as a single administration introduced deeply into the
vagina, preferably in a lying position.

In case of persistence of clinical signs, a second ovule will be applied at 7 days interval.

Practical advice:

¢ Extemnal genital cleansing with a neutral or alkaline pH soap

¢ The treatment should be accompanied by hygiene advice (wear cotton underwear, avoid
vaginal showers, ete.) And, as far as possible, the elimination of favorable factors

e Totreat vulvar or perianal extensions of the mycosis, it is recommended to combine
gynecological ova with an antifungal cream applied locally

e The treatment of the partner will be discussed according to each case

e The treatment should not be interrupted during menstruation.
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Method of administration
Vaginal route.

4.3. Contraindications

e Hypersensitivity to an imidazole antimycotic or to any of the excipients mentioned in section
6.1,
e Use of latex condoms or diaphragms.

4.4. Special warnings and precautions for use

¢ Once candidiasis is confirmed, the ecological factors that allow and promote the
development of the fungus must be carefully investigated.

¢ Toavoid relapses, the eradication and the taking into account of the favoring factors is
essential.

e Itis desirable to treat simultancously any associated candida focus, recognized as pathogenic.

2 recautions for use

.&l is not recommended to use soap with an acid pH (pH that favors the multiplication of
candidiasis) (see section 4.2).
4.5, Interactions with other medicinal products and other forms of interaction

ontraindicated associations

Any local vaginal treatment is likely to inactivate a spermicidal local contraceptive.
4.6, Fertility, pregnancy and lactation
Pregnancy

Studies in animals have not shown any teratogenic effect. In the absence of a teratogenic effect
in animals, a malformative effect in humans is not expected. Indeed, to date, substances
responsible for malformations in humans have been shown to be teratogenic in animals in well-
conducted studies in two species.

Clinically, there are currently no relevant data on a possible malformative or fetotoxic effect of
sertaconazole when administered during pregnancy.

Therefore, given its mode of administration (single dose) and the absence of systemic passage,
the use of sertaconazole should be considered during pregnancy only if necessary.
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Lactation

There are no data on the passage of sertaconazole in breast milk. Due to the extremely low
systemic excretion, breastfeeding is possible.

4.7. Effects on ability to drive and use machines
No effect on the ability to drive and use machines has been reported.

4.8. Undesirable effects

Rarely:

e Manifestation of local intolerance: bumning sensation or exacerbation of pruritus usually
disappearing with continued treatment.
= Possibility of allergy.

Reporting of suspected undesirable effects

The reporting of suspected undesirable effects afler authorization of the medicinal product is
important. [t allows continuous monitoring of the drug's benefit/risk ratio. Health professionals
report any suspected undesirable effects via Egyptian Pharmaceutical Vigilance center (EPVC)
Telephone: (+2)02 25354100, Extension: 1470

Fax: +202 - 23610497

Email: pv.followupiaedacgypl.oov.cg

Online reporting: http://primaryreporting who-umce.org/1:G

Overdose

No cases of overdose have been reported. However, excessive use may lead to an exacerbatj
of the adverse effects.

5. PHARMACOLOGICAL PROPERTIES
5.1. Pharmacodynamic properties

Pharmacotherapeutic class: LOCAL ANTIFUNGAL. l
(G: genitourinary system and sex hormones).

Sertaconazole is an antifungal agent of the imidazole class.

Its in vitro activity has been demonstrated on Candida yeasts.

The mechanisms of action are identical to those of the other derivatives of the class; they
essentially involve the inhibition of ergosterol synthesis. Antimycotic activity has been observed
invivo in classical animal models. Sertaconazole has an antibiotic effect on Gram-positive
organisms.

5.2. Pharmacokinetic properties

Plasma concentrations, measured after application to the vaginal mucosa, are always below the
limit of quantification by high performance liquid chromatography.
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No radioactivity was detected in the plasma after administration of the labelled product to the
vaginal mucosa.

6. PHARMACEUTICAL PARTICULARS
6.1. List of excipients

Colloidal silicon dioxide (Aerosil 200), hard fat

6.2. Incompatibilities

Not applicable.

6.3. Shelf life

2 years.

6.3. Special precautions for storage

Store at a temperature not exceeding 30°C.

6.4. Nature and content of the outer packaging
White opaque (PVC/LDPE) blisters of two suppositories.
6.5.Special precautions for disposal and handling
No special requirements.

7. Manufacture & license holder

Pharaonia pharmaceuticals (Pharo Pharma)
New Burg El Arab city — 3rd Industrial zone — block no. 16 — Alexandria — Egypt

.EDA REVESION DATE : December 2022
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