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Cetrotide® 0.25, powder and solvent for solution for injection
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Cetrorelix (as acetate) 0.25 mg/vial
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Prevention of premature ovulation in patients undergoing a controlled ovarian
stimulation, followed by oocyte pick-up and assisted reproductive techniques.
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Merck Serono Ltd. www.merckserono.co.il
18 Kishon St.

Yavne, Israel 81220

Tel: +972 8 9382610

Fax: +972 8 9403152

office.israel@merckgroup.com




(1'-\¥I-H—|-ﬁl oy Y'sin Pnniv Vo)7L ,AINX] YWATIN qonvy UOPU) 02'A X9NY7 |I7Va 0'niann D'R'YALNNNNaN

4.3 Contraindications
o Postmenopausat-woemen.
e Patients with mederateand severe renal and-hepatic impairment.

4.4 Special warnings and precautions for use
Cases of allergic/pseudoallergic reactions, including life-threatening anaphylaxis with the
first dose have been reported (see section 4.8).

Congenital anomalies

The prevalence of congenital anomalies after the use of assisted reproductive
technologies (ART) with or without GnRH antagonists may be slightly higher than after
spontaneous conceptions although it is unclear whether this is related to factors inherent
to the couple's infertility or the ART procedures.

Limited data from clinical follow-up studies in 316 newborns of women administered
cetrorelix for infertility treatments suggest that cetrorelix does not increase the risk of
congenital anomalies in the offsprings.

Hepatic impairment
Cetrorelix has not been studied in patients with hepatic impairment and caution is
therefore warranted.

Renal impairment

Cetrorelix has not been studied in patients with renal impairment and caution is therefore
warranted.

Cetrorelix is contraindicated in patients with severe renal impairment (see section 4.3).

4.5 Interaction with other medicinal products and other forms of interaction
No formal drug-drug interaction studies have been performed with cetrorelix.

4.8 Undesirable effects
General disorders and administration site conditions
Common: Local reactions at the injection site (e.g. erythema, swelling and pruritus)
havebeen—reported. Usually—they—weretransient—innatureand—of-mild
intensity—Thefrequeney—as—reported—in—<linicaltrials—was9-4% fellewing
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6.4 Special precautions for storage

Store in a refrigerator (2°C - 8°C); in the original package in order to protect from light.
The unopened product may be stored in the original package at room temperature (not
above 30°C) for up to three months.

This product must be at room temperature prior to injection. Remove from the
refrigerator approximately 30 minutes before use.

Do not freeze or place next to the freezer compartment or a freezer pack.
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6.6 Special precautions for disposal and other handling
This product must be at room temperature prior to injection. Remove from the
refrigerator approximately 30 minutes before use.
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