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Pharmaceutical Co.



HYDROXYPROGESTERONE CAPROATE
FEMOLIFE® 250, 500

Hydroxyprogesterone Caproate (250 mg/1ml, 500 mg/2ml),
Injectable Ampoule

Drug description
The active substance is Hydroxyprogesterone Caproate. Each Ampoule contains 250 or 500 mg
Hydroxyprogesterone Caproate in volumes of 1or 2 ml, respectively.

Category

Progestins

This medicine has been prescribed for your current medical condition only and should not be given to other
people or used for other problems.

Hydroxyprogesterone Caproate is a progestin indicated to reduce the risk of preterm birth in women with a
singleton pregnancy who have a history of singleton spontaneous preterm birth.

It's also be used in non-pregnant women for the treatment of advanced adenocarcinoma of the uterine
corpus (Stage 3 or 4); in the management of amenorrhea (primary and secondary) and abnormal uterine
bleeding due to hormonal imbalance in the absence of organic pathology.

Dosage and administration

Always take this medicine exactly as your doctor has told you. Check with your doctor if you are not sure.
The recommended dose is 250 mg (1 ml) once weekly intramuscularly.

Treatment should be started between 16 weeks, 5 days and 20 weeks, 6 days of gestation and continued
until 37 weeks.

Contraindications

-Current or history of thrombaosis or thromboembolic disorders

-Known or suspected breast cancer, other hormone-sensitive cancers, or history of these conditions
-Undiagnosed abnormal vaginal bleeding unrelated to pregnancy

-Cholestatic jaundice of pregnancy

-Liver tumors, benign or malignant, or active liver diseases

-Uncontrolled hypertension

-History of hypersensitivity to the drug or peanut

- Makena is not indicated for use in women under 16 years of age. Safety and effectiveness in patients less
than 16 years of age have not been established. A small number of women under age 18 years were studied;
safety and efficacy are expected to be the same in women aged 16 years and above as for users 18 years and
older.

Warnings and precautions

- Thromboembolic disorders: If thrombaosis or thromboembolism occurs, Hydroxyprogesterone Caproate
should be discontinued.

- Allergic reactions: Consider discontinuing if allergic reactions occur.

- Decreased glucose tolerance: Prediabetic and diabetic women receiving Hydroxyprogesterone Caproate
should be monitored.

* Fluid retention: : Monitor women with conditions that may be affected by fluid retention, such as
pre-eclampsia, epilepsy, cardiac or renal dysfunction.

- Depression:women with a history of clinical depression should be monitored; discontinue
Hydroxyprogesterone Caproate if depression recurs.

« Pregnancy: FDA pregnancy category: B

To be taken with prescription during pregnancy

- Breastfeeding: Detectable amounts of progestins have been identified in the milk of mothers receiving
the drug. So, the use of it should be avoided in nursing mothers.

Adverse reactions

» The most common side effects of Hydroxyprogesterone caproate include: Pain, swelling, itching, bruising
or a hard bump at the injection site, hives, itching, nausea and diarrhea.

If any of these effects persist or warsen, tell your doctor or pharmacist promptly.

- Tell your doctor right away if you have any serious side effects, including: dark urine, mental and mood
changes (such as depression, nervousness), persistent nausea or vomiting, stomach/abdominal pain,
unusual vaginal bleeding, yellowing of the eyes or skin.

« This drug may rarely cause blood clots.

Interactions
-Drugs inducing Cytochrome P450 such as Carbamazepine, Phenytoin and Rifampicin

Storage

- Store at room temperature (below 30°C), away from light and freezing.

« Keep out of the reach of children.

+ Do not take this medicine after the expiry date which is printed on the package.
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