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Dosage form: Solution for injection

Composition: Follitropin beta 833 [U/1 ml
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In the female: Puregon is indicated for the treatment of female infertility in the following clinical
situations:

e Anovulation (including polycystic ovarian syndrome, PCOS) in women who have been
unresponsive to treatment with clomifene citrate.

e Controlled ovarian hyperstimulation to include the development of multiple follicles in medically
assisted reproduction programs [ e.g. in vitro fertilisation/embryo transfer (IVF/ET), gamete
intra-fallopian transfer (GIFT) and intracytoplasmic sperm injection (ICSI)].

In the male:
e Deficient spermatogenesis due to hypogonadotrophic hypogonadism.
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44 Special warnings and precautions for use

Follow current clinical practice for reducing the risk of OHSS during Assisted Reproductive
Technology (ART). Adherence to the recommended Puregon dose and treatment regimen and careful
monitoring of ovarian response is important to reduce the risk of OHSS. To reduce monitor the risk of
OHSS, ultrasonographic assessment of follicular development should be performed prior to treatment
and at regular intervals during treatment; . the-The concurrent determination of serum oestradiol levels
may also be useful. In ART there is an increased nsk of OHSS with 18 or more follicles of 11 mm or
more |n d|ameter ‘ , -

If OHSS develops, standard and appropriate management of OHSS should be implemented and
followed.
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