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Merck Serono SA
Aubonne Branch
Route de La Verrerie 6
CH-1267 Coinsins

COORDINATOR

Name: Charlotte Rohrer

Tel.: +41(0)21 8217676

E-mail: Charlotte.Rohrer@merckgroup.com
IDENTIFICATION OF THE COMPONENT

ERP component code: MC-1631-2014

Local product name: GONAL-F

Strength (s): 450 iu/0.75 ml

TECHNICAL DATA

Packaging site:

Merck Serono Bari

Technical layout ref:

S1X 165 x 35.5 x 10 mm

COLOURS

Printed colour(s)

Black

Pantone 186 C

Pantone 286 C

Pantone 1235 C

Pantone 3025 C (+25% halftone value)

Pantone 194 C

Pantone 306 C

Securalic CPO07

Technical information(s)

Keyline
Varnish free
FONT SIZE
Regul. text min. font size: | 8 pt
BARCODE
Bar code type: nfa
Alpha numeric content: | n/a
Spotmark: nla
VARIABLE DATA
Online printed prefixes | no

Prefixes in English Original Prefixes Date Format
1.| Batch number Batch No Standard
2.| Manufacturing date | Man MM/YYYY
3.| Expiry date Exp MM/YYYY
AGENCY
n/a

TRACEABILITY (VERSIONS)

Vx Date Designer
01| 14.11.2014 Yolanda Perdicaro

02 | nla nla

03 | nfa nla

04 | nfa nla

05| nfa n/a

Barcode

Keep out of the reach and sight of children.

The solvent pre-filled syringe provided should be used for reconstitution only.
The reconstituted vial should be for single patient use only.

Prior to reconstitution, do not store above 25°C. Store in the original package in
order to protect from light.

After reconstitution, do not store above 25°C. Do not freeze.

Store in the original container. Discard any unused solution after 28 days.
Medicinal product subject to medical prescription.

Read the package leaflet before use.

GONAL-F 450IU VIAL

GONAL-€) 450 1U/0.75 ml

MAL20112175A

powder and solvent for solution for injection

Follitropin alfa (33 micrograms/0.75 ml)

Subcutaneous use

1 vial of powder for solution for injection
1 pre-filled syringe of solvent

6 disposable syringes for administration

MERUK
graduated in FSH units

GONAL-€) 450 [U/0.75 ml

powder and solvent for solution for injection

1 vial of powder for solution for injection
1 pre-filled syringe of solvent
6 disposable syringes for administration graduated in FSH units

MC-1631-2014

S1X
MYS

Batch No
Man

Exp

GONAL-€6) 450 1U/0.75 ml

powder and solvent for solution for injection

One multidose vial of powder contains: follitropin alfa
600 IU/ml. Net content per vial: 450 IU.

Other ingredients : sucrose, sodium dihydrogen phosphate
monohydrate, disodium phosphate dihydrate, concentrated
phosphoric acid and sodium hydroxide. One pre-filled syringe of
solvent contains : 1 ml water for Injections, benzyl alcohol 0.9%.

Manufacturer: _
Merck Serono S.p.A. oot

Diimport Oleh:
MERCK SDN. BHD. (178145-V)

Via delle Magnolie 15 (loc. frazione Zona Industriale)
70026 - MOd UgnO (BA), Le\je\ 3, V\L/Ienara %ynwaEAndnexe,
alan agoon fimur, bandar

|ta|y. Sunway, 46150 PJ, Selangor.
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