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OVITRELLE®

Ovitrelle 250 micrograms, solution for injection
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Choriogonadotropin alfa 250 mcg /7 0.5 ml

,0'T201 'XI9 NN N/Npn ,n/RoN
.0"pPN NVAIR Pa™m DX 970N 70K vy DY 7Y Wwa? nnnw Merck nnan

|'® .2"im 250 7w nimd nnixa Choriogonadotropin alfa :7'vo anin mix nx 7on 101X 7w wnn vyn
A'WONN (I'AY IN DTN Y

(RO [17W1 27X [17V) 'wONN 217V 11TV 710K VY NPYA NPV

NNYINND NI'INDD
For women undergoing superovulation prior to assisted reproductive techniques such as
in vitro fertilization (IVF): Ovitrelle is administered to trigger final follicular maturation
AND luteinisation AFTER stimulation of follicular growth.
Anovulatory OR oligo-ovulatory women: Ovitrelle is administered to trigger ovulation
AND luteinisation in Anovulatory OR oligo-ovulatory patients AFTER stimulation of
follicular growth.
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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
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Mannitol, L-methionine, Poloxamer 188, Disodium hydrogen phosphate dehydrate,

Sodium dihydrogen phosphate monohydrate, Diluted Phosphoric acid, Sodium
hydroxide, Water for injection
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4.2 Posology and method of administration

Posology

For instructions in the administration with pre-filled pen, see section 6.6 and the

“Instructions for use” provided in the product carton.
6.1 List of excipients
Pre-filled pen:

Mannitol
L-methionine




Poloxamer 188

Disodium hydrogen phosphate dehydrate
Sodium dihydrogen phosphate monohydrate
Diluted phosphoric acid

Sodium hydroxide

Water for injections

6.3 Shelf life

Pre-filled pen:
After opening, the product should be used immediately

6.4 Special precautions for storage

Pre-filled pen:
Store in a refrigerator (2°C - 8°C). do not freeze.

6.5 Nature and contents of container

Pre-filled pen:

3 mL cartridge (type I glass, with a bromobutyl rubber plunger stopper and an aluminium
crimp cap with bromobutyl rubber) pre-assembled in a pre-filled pen. Each pre-filled pen
contains 0.5 mL of solution for injection.

Pack of 1 pre-filled pen and 1 injection needle.

6.6 Special precautions for disposal and other handling

Pre-filled pen:

See the “instructions for use” provided in the carton

Only clear solution without particles should be used. Use each needle and pen only once.
Self-administration of Ovitrelle should only be performed by patients who are adequately
trained and have access to expert advice.

Any unused medicinal product or waste material should be disposed of in accordance
with local requirements.
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