SIPSEN

Approvals

Carton DKP1IMFRCARTN 05

Route Signatory Status Description Signature Date
Final Review
R-0024454 and87262 (De Mareschal, Anne- Approve ok providing that expiry date, batch number and datamatrix are printed 1/17/2012 4:52:54 PM
Charlotte) on line.
stv64826 (Verdier, Stephanie) Approve OK with condition that EXP and Lot will be printed on line with 1/16/2012 6:53:25 PM

batchnumber, expiry date and datamatrix.
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INTRAMUSCULAR INJECTION

Décapeptyl L.P.3mg

triptorelin

1 vial and 1 ampoule.

Once opened, the product should
be used immediately.

Inject immediately after
reconstitution of the suspension
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. Powder and solvent for Poudre et solvant pour
suspension for injection (1.M.) suspension injectable (1.M.) forme
-day prolonged release form a libération prolongée sur jours
28-day prol d rel f libérati I 28

VOIE INTRAMUSCULAIRE

Décapeptyl L.P.3mg

triptorelin

28-day prolonged release form
INTRAMUSCULAR INJECTION

%’ IPSEN

COMPOSITION

= Active substance:
Triptorelin (as triptorelin pamoate) 3 mg*
for one dosage unit
*Taking into account the characteristics of the
pharmaceutical form, each vial contains a quantity
3 _:ns elin pamoate corresponding to 4.3 mg of




