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Aburaihan

Pharmaceutical Co.



Dinovel 2 mg

g Dienogest

Drug category:
Synthetic progestogen, antiandrogen

Treatment of endometriosis (painful symptoms due to displaced tissue of the lining of the womb).

Mechanism of action:

Dienogest acts on endometriosis by reducing the endogenous production of oes- tradiol and thereby
suppressing the trophic effects of estradiol on both the eutopic and ectopic endometrium.

Start treatment with dienogest on any day of natural cycle.

Adults: take one tablet every day, preferably at the same time. When a pack is fin- ished the next one
should be started without interruption. There is no experience with dienogest treatment > 15 months
in patients with endometriosis.

If dienogest is forgotten or vomiting or severe diarrhoea has occurred,dienogest will be less effective
if you miss a tablet. If you miss one or more tablets, take one tablet only as soon as you remember,
and then continue next day taking the tablet at your usual time. If you vomit within 3-4 hours of taking
dienogest or you have severe diarrhoea, you should take another tablet as soon as possible.

Contraindications:

Dienogest should not be used in the presence of any of the conditions:
» Known or suspected pregnancy

* Lactation

* Active venous thromboembolic disorder

* Arterial and cardiovascular disease

* Diabetes mellitus with vascular involvement

* Liver tumors (benign or malignant)

» Known or suspected sex hormone-dependent malignancies

* Undiagnosed vaginal bleeding

* Hypersensitivity to the Dienogest

Drug and food Interactions:

Interactions can occur with drugs:
* Phenytoin

* Barbiturates

* Primidone

» Carbamazepine

* Ketconazole

* Itraconazole

* Erythromycin

* Ritonavir

During dienogest treatment, you should avoid drinking grapefruit juice, because this may increase the
levels of dienogest in your blood.

‘Warnings and precautions:

Do not use hormonal contraceptives of any form (tablet, patch, intrauterine sys- tem) while taking dienogest.
Dienogest is not a contraceptive. If you want to prevent pregnancy, you should use condoms or other
nonhormonal contraceptive precautions.

Tell your physician if any of the following conditions applies to you:

-venous thromboembolism or anyone in your immediate family early age

-have a close relative who has had breast cancer

-depression

-high blood pressure or develop high blood pressure while taking dienogest

-developed a liver disease while taking dienogest

-diabetes or had diabetes temporarily during previous pregnancy

-chloasma (golden-brown patches on the skin, particularly of the face); if so, avoid too much exposure
to the sun or ultraviolet radiation

-lower abdomen painwhile taking dienogest

-While taking dienogest your chance of becoming pregnant is reduced because dienogest may affect
ovulation. If you become pregnant while taking dienogest you are at a slightly increased risk of having
an extrauterine pregnancy (the embryo develops outside the womb). Tell your doctor before you start
taking dienogest, if you had an extrauterine pregnancy in the past or have an impaired function of
the Fallopian tubes.

Laboratory tests:

If you need a blood test, tell your doctor or the laboratory staff that you are taking dienogest.
Do not take dienogest if you are pregnant or breast-feeding. Common (1-10 in every 100 users)
-weight gain

-headache or migraine

-nausea, abdominal pain

-acne or hair loss

-back pain

-breast discomfort, ovarian cyst or hot flushes

-uterine/vaginal bleeding including spotting

Packaging and Storage:
Each 10 Tablets are in a blister and 3 blisters with a leaflet are in box.
Store under 30°C in the original package and protect from light and moisture .
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