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Citizen Petition
Acorda Therapeutics, Inc.

ATTACHMENT 4

e Zanaflex Capsules Package Insert Sections:
- Package Insert first paragraph

- Package Insert DOSAGE AND ADMINISTRATION
section



Proprietary Name Search
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SULFATE
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011522 AB

No

AMPHETAMINE
ASPARTATE;
AMPHETAMINE
SULFATE;
DEXTROAMPHETAMINE
SACCHARATE;
DEXTROAMPHETAMINE
SULFATE

TABLET,
ORAL

2.5MG;2.5MG;2.5MG;2.5MG

ADDERALL
10

011522 AB

No

AMPHETAMINE
ASPARTATE;
AMPHETAMINE
SULFATE;
DEXTROAMPHETAMINE
SACCHARATE;
DEXTROAMPHETAMINE
SULFATE

TABLET:
ORAL

3.125MG;3.125MG;3.125MG;3.125MG ADDERALL

125

No

AMPHETAMINE
ASPARTATE;
AMPHETAMINE
SULFATE;
DEXTROAMPHETAMINE
SACCHARATE;
DEXTROAMPHETAMINE
SULFATE

TABLET;
ORAL

3.75MG;3.76MG;3.75MG;3.75MG

ADDERALL
15

011522 AB

No

AMPHETAMINE
ASPARTATE;
AMPHETAMINE
SULFATE,
DEXTROAMPHETAMINE
SACCHARATE;
DEXTROAMPHETAMINE
SULFATE

TABLET:
ORAL

SMG;SMG;5MG;5MG

ADDERALL
20

011522 AB

Yes

AMPHETAMINE
ASPARTATE;
AMPHETAMINE
SULFATE;
DEXTROAMPHETAMINE
SACCHARATE;
DEXTROAMPHETAMINE
SULFATE

TABLET;
ORAL

7.5MG;7 5MG;7.5MG;7.5MG

ADDERALL
30

011522 AB

No

AMPHETAMINE
ASPARTATE;
AMPHETAMINE
SULFATE;
DEXTROAMPHETAMINE
SACCHARATE;
DEXTROAMPHETAMINE

TABLET;
ORAL

1.26MG;1.25MG;1.25MG;1.25MG

http://www.accessdata. fda.gov/scripts/cder/ob/docs/temptn.cfin

ADDERALL
5
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Proprietary Name Search Page 1 of 1

Proprietary Name Search Resuits from "OB_Rx" table for query on ”w

T
o [5g, 2 pctve Bomege  Sonah Propary Apploes
No Ingredient Route Name
011522 AB No AMPHETAMINE TABLET, 2.5MG;2.5MG;2.6MG;2.5MG ADDERALL SHIRE

AMPHETAMINE

SULFATE;

DEXTROAMPHETAMINE

SACCHARATE:

DEXTROAMPHETAMINE

SULFATE

FDA/Center for Drug Evaluation and Research
Office of Generic Drugs

Division of Labeling and Program Support
Update Frequency:
Orange Book Data - Monthly
Generic Drug Product Information & Patent information - Daily
Orange Book Data Updated Through February, 2007
Patent and Generic Drug Product Data Last Updated: Aprii 04, 2007

http://www.accessdata.fda.gov/scripts/cder/ob/docs/temptn.cfin 4/5/2007



Proprietary Name Search Page 1 of 3
Proprietary Name Search Results from "OB_Rx" table for query on "Adderall.”

e
Appl IE . RLD active Dosage  strength Propristan
N Code Inaredi Form;

0 ngredient Route Name
021303 No AMPHETAMINE CAPSULE, 2.5MG;2.5MG;2.5MG;2.5MG ADDERALL
ASPARTATE; EXTENDED XR 10

AMPHETAMINE RELEASE;

SULFATE; ORAL

DEXTROAMPHETAMINE

SACCHARATE; ‘

DEXTROAMPHETAMINE

SULFATE
021303 No AMPHETAMINE CAPSULE, 3.75MG;3.75MG;3.76MG;3.75MG ADDERALL
""""""""""""""""" ASPARTATE; EXTENDED XR 15

AMPHETAMINE RELEASE;

SULFATE; ORAL

DEXTROAMPHETAMINE

SACCHARATE;

DEXTROAMPHETAMINE

SULFATE
021303 No AMPHETAMINE CAPSULE, 5MG;5MG;5MG:5MG ADDERALL
ASPARTATE: EXTENDED XR 26

AMPHETAMINE RELEASE;

SULFATE; ORAL

DEXTROAMPHETAMINE

SACCHARATE;

DEXTROAMPHETAMINE

SULFATE
021303 No AMPHETAMINE CAPSULE, 8.25MG;6.25MG;6.25MG;8.25MG ADDERALL
ASPARTATE; EXTENDED XR 25

AMPHETAMINE RELEASE;

SULFATE; ORAL

DEXTROAMPHETAMINE

SACCHARATE;

DEXTROAMPHETAMINE

SULFATE
021303 Yes AMPHETAMINE CAPSULE, 7.5MG;7.5MG;7.5MG;7.5MG ADDERALL
“““““““““““““““““““ ASPARTATE; EXTENDED XR 30

AMPHETAMINE RELEASE;

SULFATE; ORAL

DEXTROAMPHETAMINE

SACCHARATE;

DEXTROAMPHETAMINE

SULFATE
021303 No AMPHETAMINE CAPSULE, 1.25MG;1.25MG;1.25MG;1.256MG ADDERALL

o ASPARTATE; EXTENDED XR5

AMPHETAMINE RELEASE;

SULFATE; ORAL

DEXTROAMPHETAMINE
http://www.accessdata.fda.gov/scripts/cder/ob/docs/temptn.cfm 4/5/2007
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