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Urofollitropin (FSH) 75 IU/vial or 150 IU/vial :'7'w® a1an

Powder for solution for injection ' nix
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A treatment with FSH followed by the administration of human chronic gonadotrophin (hCG) is
indicated to induce ovulation in infertile women suffering from hypothalamus or hypophyseal disorders
and in spanomenorrhoeic or amenorrhoeic women. These women belong to the WHO group Il and

have generally already been treated with clomiphene citrate. Most have polycystic ovarian syndrome.
FSH offers good therapeutic prospects for patients whose LH:FSH ratio has to be adjusted, avoiding an
exogenous supply of LH FSH may be used alone or in concomitance with human menopausal
gonadotropin (HMG) in order to stimulate multiple follicular growth in patients involved in medically
assisted reproduction programs (IVF-ET, GIFT).
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1. QUALITATIVE AND QUANTITATIVE COMPOSITION

Fostimon 75 IU:

Eaeh One vial contains 75 IU;4564Y of urofollitropin (follicle-stimulating hormone FSH):

1 ml of reconstituted solution eentains contains either 75 IU, 150 IU, 225 IU, 300 IU or 450 TU
of urofollitropin when respectively 1, 2, 3, 4, 5 or 6 vials are reconstituted in 1 ml of solvent.

Fostimon 150 IU:

One vial contains 150 IU of urofollitropin (follicle-stimulating hormone FSH): 1 ml of
reconstituted solution contains either 150 IU, 300 IU or 450 IU of urofollitropin when
respectively 1, 2. or 3 vials are reconstituted in 1 ml of solvent.

2. PHARMACEUTICAL FORM
Powder and solvent for solution for injection.

Appearance of powder: Lyephilised,-white-to-off-white-eaked-massWhite freeze-dried plug.

Appearance of solvent: Clear colourless and odourless solution.

4.8 Undesirable effects

Hypertrophy-breast-Breast enlargement
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5.2 Pharmacokinetic properties

After intramusewlar-or subcutaneous injection of 3001U of, the-bieavatability of ESH-is-abeut

Literature reports-that FOSTIMON, Cpax 15 5.74 £ 0.95 1U/L, and Trmax 18

21.33 £ 9.18 hours. AUCy. is 541.22 + 113.83 IU/Ixhour, which is approximately the double of
that described in the literature after intramuscular administration of 150 [U Ufsh: are-8-:9+2.5

i/ mb-7F 7+ 2 1-heursrespeetively; AUCHs 258.6 + 47.9 mid/mixheur [U/Ixhour

(measurements of FSH plasmatic contents by RIA assays).
Elimination half-life is between30-and-40about 50 hours.

After intramuscular injection, literature reports that the bioavailability of FSH is about
70%.

6.5 Nature and contents of container

Powder in a vial (type I glass) fitted with a stopper (eklerebutyl bromobutyl rubber) and with a
seal (aluminium) and a flip-off cap (plastic) + 1 ml of solvent in an ampoule (type I glass); Pack
size of 1, and 10 sets.

Not all pack sizes may be marketed.

6.6 Special precautions for disposal and other handling

[...]

Preparation of higher doses, using more than 1 vial of powder

When reconstituting more than 1 vial of Fostimon, at the end of step 4 above, draw the
reconstituted contents of the first vial back into the syringe, and slowly inject into a second vial.
Repeat steps 2 to 4 for the second and subsequent vials and until the contents of the required
number of vials equivalent to the prescribed dosage are dissolved (within the limit of the
maximum total dosage of 450 IU, corresponding to a maximum of 6 vials of Fostimon 75 IU or
3 vials of Fostimon 150 IU).
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sodium chloride, water for injection :onn n'z1onx
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