APPENDIX A. LABEL AND LABELING SUBMITTED ON OCTOBER 22, 2014
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Store in a refrigerator
2 1o B°C (36 to 46°F).

WARM BEFORE USING

Directions for use:
see insert.

Keep out of the reach of
children.
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| Dispense the enclosed
{ Medication Guide to each '
i Infantile Spasm patient I
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Each mL contains.

80 USP units corticotropin,
16% gelatin, 0.5% phenol,

not more than 0.1% cysteine
(added), sodium hydroxide
and/or acetic acld 1o adjust pH,
and water for injection, g.s.
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Exp. Date: XX/XXXX
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