MERCK

IDENTIFICATION OF THE COMPONENT

Material component code: | E1993402C

Local brand: GONAL-F

Strength(s): 300 iu/0.48 ml (22 mcg/0.48 ml)
TECHNICAL DATA

Packaging site: Merck Bari

Technical layout ref: FBO_S1AD_77_5x42x157mm_V05
BARCODE

Barcode type: Code 128 B

Alpha numeric content: E1993402C

Spotmark: No

Spotmark value: nfa

BRAILLE

Braille text in clear: n/a

VARIABLE DATA

Online printed prefixes: No

Online printed datamatrix: | No

GTIN 14: nla
Prefixes in English Original Prefixes Format
1.| Batch Number BATCH Pack site format
2.| Manufacturing date MAN MM/YYYY
3.| Expiry date EXP MM/YYYY
TRACEABILITY (VERSIONS)
Vx | Date Designer
01| 26.02.2025 Dinesh Chilukapally
02| nfa nfa
03| nfa nfa
COLOURS
Printed colour(s) Technical information(s)
Black Keyline
PANTONE 186 C Varnish free
PANTONE 194 C
PANTONE 2583 C
PANTONE 2597 C
PANTONE 3025 C
Merck Security Varnish

[ T }

dx3
NVIA
HOLvd

| W NS U S NS W N—

_€» 300 1U/0.48 ml
GONAL-6 (22 micrograms/0.48 ml)

solution for injection in pre-filled pen

Follitropin alfa

1 multidose pre-filled pen

8 injection needles
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Each pre-filled multidose pen contains 300 IU (equivalent to 22 micrograms) of follitropin alfa in 0.48 ml.
Excipients: Poloxamer 188, sucrose, methionine, sodium dihydrogen phosphate monohydrate, disodium
phosphate dihydrate, m-cresol, concentrated phosphoric acid, sodium hydroxide and water for injections.

Manufacturer:

Merck Serono S.p.A

Via delle Magnolie 15 (loc. frazione Zona Industriale)
70026 Modugno (BA), Italy

Jauhi daripada kanak-kanak
[ UbatTerkewal |
Product Registration Holder:
MERCK SDN. BHD. (178145-V)
B-23A-1, Level 23A, The Ascent Paradigm
No.1, Jalan SS7/26A, Kelana Jaya,
47301 Petaling Jaya, Selangor, Malaysia

MERRCK

Read the package leaflet before use.

Keep out of the reach and sight of children. Store at 2-8°C in a refrigerator. Do not freeze.

Keep the cap on the pen, in order to protect from light.

Before opening and within its shelf life, the medicinal product may be stored outside of the refrigerator at
temperatures up to a maximum of 25°C for a single period of up to 3 months. The product must be discarded if it

has not been used within these 3 months.

Once opened, the medicine should be stored between 2°C and 25°C for a maximum of 28 days. Any unused
medicine or waste material should be disposed in accordance with local requirements.

Medicinal product subject to medical prescription.
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E1993402C

GONAL-6

300 1U/0.48 ml
(22 micrograms/0.48 ml)

solution for injection in pre-filled pen

Follitropin alfa

Subcutaneous use
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1 multidose pre-filled pen
8 injection needles

MAL20112176AZ

MERCK

_ e 300 [U/0.48 ml
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solution for injection in pre-filled pen

Follitropin alfa
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1 multidose pre-filled pen
8 injection needles
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