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Urofollitropin for injection

Description™’

Inceptova FSH is a product containing a highly purified preparation of human follicle
stimulating hormone (hFSH) extracted from the urine of postmenopausal women.
Composition

Each vial of sterile freeze-dried product contains:

«  Urofollitropin B.P. equivalent to the activity of

e FSHBP 751U
e Mannitol IP qg.s.
e Potassium Dihydrogen Phosphate BP qg.s.
e Dipotassium Hydrogen Phosphate BP qg.s.

*  Urofollitropin B.P. equivalent to the activity of

®* FSHBP 150 1V

* Mannitol IP qg.s.

® Potassium Dihydrogen Phosphate BP g.s.

® Dipotassium Hydrogen Phosphate BP qg.s.
Indications’

Inceptova FSH provides ovarian follicular growth and maturation in females who do not
have primary ovarian failure. Also stimulates spermatogenesis in males (off-label use).

Dosage’

Adults — at first, 225 IU injected under the skin once a day. Doctor will adjust the dose
after 5 days, if needed. However, the dose is usually not more than 450 IU per day. Do not
use FSH and LH for more than 20 days.



Special Precautions and Warnings’

Do not use Inceptova FSH, if you have primary ovarian failure, abnormal vaginal
bleeding, uncontrolled thyroid or adrenal gland disorders, an ovarian cyst, breast
cancer, uterine or ovarian cancer, a tumor of pituitary gland or hypothalamus or
infertility thatis not caused by lack of ovulation.

Do not use Inceptova FSH, if pregnant.

Drug Interactions’

There are no known significant interactions.

Undesirable Effects’

Less Common: Back pain, breast tenderness, feeling of warmth, redness of the face,
neck, arms, and occasionally, upper chest, menstrual changes, muscle aches and
pains and unusual tiredness or weakness.

Rare: Abdominal or stomach pain (severe), bloating (moderate to severe), chest
pain or trouble breathing, decreased amount of urine, feeling of indigestion,
general feeling of discomfort or illness, headache, severe and throbbing, nausea,
vomiting or diarrhea (continuing or severe), pain or swelling in the arms or legs,
pelvic pain (severe), severe cramping of the uterus, shortness of breath or
wheezing, swelling of the lower legs and weight gain (rapid).

Contraindications’
Use during pregnancy is contraindicated.

Hypersensitivity; primary ovarian failure as indicated by a high FSH level; uncontrolled
nongonadal endocrinopathies (e.g. thyroid, adrenal, pituitary); pituitary or
hypothalamic tumors; abnormal uterine bleeding of undetermined origin; ovarian cyst
orenlargement not due to PCOS; pregnancy.

Inceptova FSH is also contraindicated with sex hormone-dependent tumors of the
reproductive tract and accessory organs.

Special Precautions for Storage’

Store at room temperature away from moisture, heat and light.

Do not freeze.
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