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LAC TO RI O LVaginaI Tablets

Lactobacillus acidophilus+ Estriol vaginal tablets

e
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Composition: Each vaginal tablet contains viable Lactobacillus
acidophilus 100 million and estriol 30 mcg.

Excipients: Lactose, anhydrous disodium phosphate, sodium starch
glycolate, microcrystalline cellulose and magnesium stearate.
Mechanism of Action:

Lactobacillus acidophilus is one of the predominant

microorganisms of the vaginal flora in healthy women. Lactobacilli are
nonpathogenic bacteria and have a protective function in the vagina. It
ferments glycogen stored in the vaginal epithelium to lactic acid. The
resulting acidic environment (pH 3.84.5) provides unfavorable
conditions for the colonization and growth of pathogenic
microorganisms, and provides an optimal medium for the proliferation of
the Lactobacilli. In addition to lactic acid, lactobacilli produce hydrogen
peroxide and bacteriocins which also inhibit the growth of pathogenic
microorganisms.

Estriol is an endogenous estrogenic hormone which has a specific effect
on the vagina but not on the endometrium. The purpose of the estriol in
this product is to ensure proliferation and maturation of the vaginal
epithelium.

The therapeutic concept of this product is based on the restoration of
the vaginal flora through exogenous Lactobacilli and the improved
proliferation and maturation of the vaginal epithelium by exogenous
estriol, resulting in the reestablishment of the physiological equilibrium
of the vaginal flora and the vaginal epithelium.

Lactobacillus acidophilus and estriol exert their actions locally within the
vagina.

Pharmacokinetics:

As soon as the vaginal tablet comes into contact with vaginal secretion,
the tablet begins to disintegrate, and Lactobacilli as well as estriol are
released.

The absorption of estriol from this product was investigated in healthy,
postmenopausal women with atrophic epithelia. After a single intra
vaginal application of this product, there was an increase in the plasma
concentration of un conjugated estriol (biologically active form) above
the basal level, and the maximum estriol concentration was reached
after 3 hrs.

The plasma concentrations of estrone and estradiol are not affected by
estriol therapy, since estriol is their metabolic end product.

Estriol is eliminated rapidly in the urine, primarily in biologically inactive
forms (glucuronides, sulphates).

Indications :

Restoration of the Lactobacillus flora after local and/or systemic
treatment with anti infective

Or chemotherapeutic agents;

atrophic vaginitis due to estrogen deficiency during menopause and
post menopause or as co medication to systemic hormone replacement
therapy; vaginal discharge of unknown origin or mild to intermediate
cases of bacterial vaginosis and candidiasis, where use of anti infective
therapy is not absolutely necessary.

Contraindications:

-Hypersensitivity to Lactobacillus acidophilus and estriol or to any of the
excipients of This product.

-Malignant changes (estrogen dependent tumors) in the breast, uterus
or vagina;

-endometriosis (suspected or manifested); vaginal hemorrhaging of
unknown origin.

-Young girls who have not reached sexual maturity.

Special Precautions:

Gynoflor contains excipients which do not dissolve completely such that
remains of the tablet are

occasionally found in the underwear. This is of no importance to the
efficacy of the product.

In rare cases of a very dry vagina, it is possible that the vaginal tablet
does not dissolve and is

discharged by the vagina as an intact tablet. As a consequence, the
treatment is not optimal.

However, this is not harmful to the vagina. For prevention, the vaginal
tablet can be moistened with a

drop of water before insertion into a very dry vagina.

Patients should use a sanitary towel or panty liner and should not use
vaginal douches or rinses

during treatment of the product.

Use in pregnancy & lactation:

This product can be used in pregnancy and lactation. However, as with
other medicinal products in general, caution should be exercised when
prescribing This product to pregnant women in the 1st trimester.

Data on a limited number (54) of exposed pregnancies indicate no
adverse effects of estriol and

Lactobacillus acidophilus on pregnancy, or on the health of the
fetus/newborn child. Furthermore, This product has been used for >15
years without apparent adverse effects.

Animal studies have shown harmful effects of estriol on male fetuses .
However, estriol is a sexual hormone which is specific for humans and
is not found in other mammalian species. Thus, toxicological data from
animal studies are of limited use and cannot be extrapolated to
humans.

This product contains estriol only in a very low dose. It has been shown
in non pregnant women that after the 1st application of the product, the
plasma concentration of estriol increases transiently, whereas after the
12th application, no increase was observed. After repeated application,
the plasma concentration of estriol is within the normal range of
postmenopausal women.

Furthermore, the maternal plasma concentration of estriol during
pregnancy is increased about 1000 times as compared to non pregnant
women.

Adverse Reactions:

General Disorders and Administration Site Conditions:

A mild stinging or burning may be experienced shortly after the
administration of the product. In rare cases, intolerability reactions e.g.,
redness and itching have been reported. In one case, an allergy to the
Lactobacillus acidophilus contained in the product was observed.

If the product is accidentally administered orally, no adverse effects are
to be expected.

Interactions:

Lactobacillus acidophilus is sensitive to various anti infective agents
(local or systemic).

Simultaneous treatment of such agents may lead to a reduction in the
efficacy of This product.

Patients should inform the physician or pharmacist if they are taking or
have recently taken any other medications including those not
prescribed.

Dosage / Direction for Use:

Restoration Therapy, Vaginal Discharge of Unknown Origin, Mild to
Intermediate Vaginal

Infections: 12

vaginal tablets daily for 6-12 days.

The vaginal tablets should be inserted deeply into the vagina in the
evenings before bedtime. This is best performed in a reclining position
with the legs slightly bent.

Treatment should be interrupted during menstruation and resumed
afterwards.

Atrophic Vaginitis: 1 vaginal tablet daily is recommended for 6-12 days,
followed by a maintenance dose of 1 vaginal tablet at 1- 2 days/week.
Overdosage:

No case of overdosage has been reported.

Storage conditions: Store in a refrigerator at 2-8°C , Storage of
Lactoriol at room temperature during the 1-2 weeks treatment period
does not affect its efficacy.

Packaging: One PVC-Alu blister contains 6 vaginal tablets packed in a
cardboard box,
Two PVC-Alu blisters each contain 6 vaginal tablets packed in a
cardboard box.

THIS IS A MEDICAMENT

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN
(Coundil of Arab Health Ministers) (Arab Pharmacists Association)
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