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COMPOSITION
Each tablet contains clomifene citrate 50 mg

APPEARANCE
White, hexagonal, flat tablets, impressed BIOLAB on one surface and breakline on both
surface.

PHARMACODYNAMICS AND PHARMACOKINETICS

Pharmacodynamics

Clomifene citrate has both estrogenic and anti-estrogenic properties. The drug appears to
stimulate the release of the pituitary gonadotropins - follicle-stimulating hormone (FSH) and
luteinizing hormone (LH) - which causes the growth of the ovarian follicle, and eventually
follicular rupture. Gonadotropin release may result from direct stimulation of the hypothalamic-
pituitary axis or from a decreased inhibitory influence of estrogens on the hypothalamic-
pituitary axis by competing with the endogenous estrogens of the uterus, pituitary, or
hypothalamus. Clomifene citrate may also directly affect the biosynthesis of ovarian hormones.

Pharmacokinetics

Clomifene citrate is readily absorbed from the gastrointestinal tract. Peak plasma concentration
will be reached in about 6 hours. The drug is metabolized by the liver and reportedly undergoes
enterohepatic recirculation. Clomifene citrate is excreted in the feces (42%) and urine (8%)
with the half-life elimination of 5 days. However, some excretion may occur for up to 6 weeks
after therapy is discontinued, likely due to the enterohepatic recirculation or as the result of it
being stored in body fat and slowly released over time.

INDICATION
OVINUM is used for the treatment of ovulatory dysfunction in women desiring pregnancy

DOSAGE AND ADMINISTRATION
Adult

The initial course is 50 mg once daily for 5 days. Begin on or about the fifth day of cycle
if progestin-induced bleeding is scheduled or spontaneous uterine bleeding occurs prior to
therapy. Therapy may be initiated at any time in patients with no recent uterine bleeding. The
total daily dose should be taken at one time to maximize effectiveness, and intercourse should
be timed with the expected time of ovulation. Lower doses (12.5 to 25 mg daily) may be used
in women sensitive to clomifene or who consistently develop large ovarian cysts.

If ovulation doesn’t occur after the initial course, the subsequent course of 100 mg once
daily for 5 days should be given. The course may be repeated as early as 30 days after the
previous one.
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Discontinue if ovulation does not occur after 3 courses of treatment, or if 3 ovulatory

responses occur but pregnancy is not achieved. Long-term therapy (more than 6 courses) is not
recommended.

CONTRAINDICATIONS
OVINUM is contraindicated in people with:
- Hypersensitivity to clomifene citrate or any of its components
- Liver disease or history of liver disease
- Abnormal uterine bleeding
- Enlargement or development of ovarian cyst (not due to polycystic ovarian syndrome)
- Uncontrolled thyroid or adrenal dysfunction
- Presence of an organic intracranial lesion such as pituitary tumor
- Pregnancy

WARNINGS AND PRECAUTIONS

Women with, or a family history of, hyperlipidemia may be at increased risk of
hypertriglyceridemia. High doses of clomifene or long durations of therapy may increase this
risk. Pretreatment screening of triglycerides is recommended.

Use with caution in patients unusually sensitive to pituitary gonadotropins (e.g.,
polycystic ovarian syndrome [PCOS]); a lower dose may be necessary. And because further
enlargement of the ovary may occur, clomifene should not be given in the presence of ovarian
cyst.

Blurring or other visual symptoms can occur; symptoms may increase with higher doses
or duration of therapy and in some cases may be irreversible. Patients with visual disturbances
should discontinue therapy and receive prompt ophthalmic evaluation.

The incidence of multiple ovulations with resulting plural gestations (mostly twins) is
increased when conception occurs during a cycle in which clomifene citrate is administered.
The patient and her partner should be informed of the possibility and potential risks.

Ovarian hyperstimulation syndrome (OHSS) is a rare exaggerated response to ovulation
induction therapy. This syndrome may begin within 24 hours of treatment but may become
most severe 7 to 10 days after therapy. The early warning signs of OHSS are absominal pain
and distension, nausea, vomiting, diarrhea and weight gain. Elevated urinary steroid levels,
varying degrees of electrolyte imbalance, hypovolemia, hemoconcentration, and
hypoproteinemia may occur. Death caused by hypovolemic shock, hemoconcentration, or
thromboembolism has occurred. Treatment is primarily symptomatic and includes fluid and
electrolyte management, analgesics, and prevention of thromboembolic complications.

DRUG INTERACTION
Clomifene may both increase and decrease the effects of ospemifene. Avoid concomitant use.

PREGNANCY AND LACTATION

Pregnancy Considerations

Clomifene citrate should not be admistered during pregnancy as it it may cause fetal harm in
animals. To avoid inadvertent administration during pregnancy, appropriate tests should be
utilized during each treatment cycle to determine whether ovulation occurs.
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Breastfeeding Considerations
It is not known if clomifene citrate is excreted in human milk. Caution should be used if it is
administered to breastfeeding women. In some patients, clomifene may reduce lactation.

ADVERSE DRUG EFFECTS

Central nervous system: Headache

Endocrine & metabolic: Hot flash, ovary enlargement

Gastrointestinal: Abdominal distention, abdominal distress, bloating, nausea, vomiting
Genitourinary: Abnormal uterine bleeding, breast disease (discomfort)

Ophthalmic: Visual disturbance

Rare but important or life-threatening: Accommodation disturbance, acne vulgaris, alopecia,
anxiety, arthralgia, back pain, cardiac arrhythmia, cataract, cerebrovascular accident, chest
pain, constipation, depression, dermatitis, diarrhea, dizziness, dry hair, dyspnea, ectopic
pregnancy, edema, endometriosis, endometrium disease (reduced thickness), erythema,
erythema multiforme, erythema nodosum, eye pain, fatigue, fever, hepatitis, hypersensitivity
reaction, hypertension, hypertrichosis, hypertriglyceridemia, increased appetite, increased
serum transaminases, increased urine output, insomnia, irritability, leukocytosis, macular
edema, migraine, mood changes, myalgia, neoplasm, nervousness, optic neuritis, ovarian cyst,
ovarian hemorrhage, ovarian hyperstimulation syndrome, palpitations, pancreatitis. paresthesia,
phlebitis, photopsia, pruritus, psychosis, pulmonary embolism, retinal hemorrhage, retinal
thrombosis, retinal vascular spasm, seizure, severe abdominal pain, skin rash, syncope,
tachycardia, thrombophlebitis, thyroid disease, tinnitus, urinary frequency, urticaria, uterine
hemorrhage, vaginal dryness, vertigo, vision loss (temporary/prolonged), vitreous detachment
(posterior), weakness, weight gain, weight loss.

OVERDOSE AND TREATMENTS
Reports of acute toxicity from clomifene citrate use are limited, and records of overdose cases
are few. In case of overdose, appropriate treatment should be used.

STORAGE CONDITION
Store at temperature not exceeding 30°C

PACK SIZE
Blister pack of 10 tablets, packed in a box of 1 blister pack.
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