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Aburaihan

Pharmaceutical Co.



ertigest’

(Progesterone) 200 & 400 mg

Category:

Progestinal agent & infertility therapy adjunct.

Mechanism of action/Effects:

Progesterone, a principle of corpus luteum is primary endogenous progestional substance. Progesterone transform proliferative endometri-
um info secrefory endometrium. Progesterone is necessary to increase endometrial receptivity for implantation of an embryo. Once an
embryo is implanted, progesterone acts to maintain the pregnancy.

They inhibit or facilitate through positive feedback the secretion of pituitary gonadotropins, which in turn prevents follicular maturation and
ovulation or alternatively promotes it for "primed follicle. Progesterone suppositories have been used during the luteal phase to the end of the
first trimester to decrease spontaneous abortion in previous aborters and in an ovulatory woman receiving clomiphene citrate or human
menopausal gonadotropins and in luteal phase defects to improve fertility.

Indication:

- Assisted reprodutive technology treatment of infertile women with progesterone deficiency, requiring progesterone supplementation or
replacement to support embryo implantation and maintain initial pregnancy.

- Treatment of premenstrual syndrome, including premenstrual tension and depression.

- Treatment of puerperal (post-natal) depression. - Abnormal uterine bleeding.

- Amenorrhea and endometriosis.

Contraindications:

1. Known sensitivity to progestins.

2. Undiagnosed vaginal bleeding.

3. Liver dysfunction or disease.

4. Known or suspected malignancy of the breast or genital organs.

5. Missed abortion.

6. Active thrombophlebitis or thromboembolic disorders, or a history of hormone-associated thrombophlebitis or thromboembolic. Precau-
tions & Warnings:

1) Observe patients who have a history of psychic depression and discountinue the drug if depression recurs fo a serious degree.

2) A decrease in glucose folerance has been observed. For this reason, diabetic patients should be carefully observed while receiving proges-
ferone.

3) If thrombotic disorders occur, discontinue the drug immediately.

4) If there is a sudden partial or complete loss of vision or proptasis, diplopia or migraine discontinue the drug.

5) Fluid refention may occur; therefore, conditions influenced by this factor (epilepsy, migraine, asthma, cardiac or renal dysfunction) require
careful observation.

6) The pretreatment physical examination should include special reference to breast and pelvic organs, as well as popanicolaou smear.

7) Avoiding use of other vaginal products for & hours before and for 6 hours after administering Fertigest vaginally to ensure its complete
absorption.

Pregnancy:

In this condition donot use any pessares before asking your doctor or pharmacist if they are suitable for you. Progesterone crosses the
placenta and at supraphysiolocical levels, may cause genital abnormalities in bom male (hypospadia) and female (virilism) human fetuses.
Progesterone passaries should therefore be with held during normal pregnancy where normal progesterone levels exist.

Breast-feeding:

Detectable amounts of progestins enter the milk of mothers receiving these agents. The Effect on the nursing infant has not been determined.
Drug Interactions:

Enzyme-inducing drugs such as Carbamazepine, Criseofulvin, Phenobarbital, Phenytoin, and Rifampicin.

Adverse Effects:

Fluid retention, drowsiness, fever, headache, thromboembolism Pain, diarrhoea and flatulence.

Dosage and Administration:

Adult dosage:

* Usual dosage is 200mg daily to a maximum 400mg twice a day by vaginal or rectal route. Dosage in assisted reproductive technology
(corpus luteum insufficiency) is 25mg to 100mg one or two times a day initited within several days of ovulation. Treatment duration is usually
continued if the patient is pregnant, up to about the eleventh week of gestation.

* Other intravaginal therapies should not be used while Fertigest® pessary freatment is being undertaken. A missed dose should be adminis-
tered as soon as remembered, unless the missed dose is noticed at the day of the next dose. In the later case the missed dose should be
omitted and the regular dosing regimen continued.

Note: After insertion, lie down and take a complete rest For 5 minutes to ensure its complete absorption. Patient instructions: the pessary
should be removed from its wrapper and inserted deep into the vagina, while either in a squatting position or lying on back or side. If a daily
dose being administered then a preferable time of dosing is at night before retiring.

For premenstrual syndrome commence treatment and puerperal (post-natal) depression, on day 14 of menstrual cycle and continue
freatment until onset of menstruation. If symptoms are present at ovulation commence treatment on day 12.

Pediatric Dosage:

Not recommended. How Supplied: 10 Suppositories in each package, each contains 200 or 400mg progesterone. Storage: Store below
25°C. Protect from freezing.

Manufactured by: @ Aburaihan

Aburaihan pharmaceutical Company. Tehran. IRAN Pharmaceutical Co.

— &

Aburaihan

Pharmaceutical Co.



