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Citizen Pe titi on
Acorda Therap e ut ics, In c .

ATTACHMENT 4

• Zanaflex Capsules Package Insert Sections :

- Package Insert first paragraph

- Package Insert DOSAGE AND ADMINISTRATION
section
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SACCHARATE ;
DEXTROAMPHETAMINE
SULFATE

011522 AB No AMPHETAMINE TABLET; 2. 5MG ;2 .5MG;2 .5MG;2.5MG ADDERALL
ASPARTATE; ORAL 10
AMPHETAMIN E
SULFATE;
DEXTROAMPHETAMINE
SACCHARATE ;
i3 EX'T'Fit)AM F'H ETAM t N E
SULFATE

t}11522 R8 No AMPHETAMINE TABLET; 3.125MG ;3 .925MG ;3.125MG ;3.125MG ApDERALI.
ASPARTATE; t7RAl. 12,5
AMPHETAMIN E
SULFATE ;
DEXTROAMPHETAMINE
SACCHARATE;
DEXTFtOAMPH E'TAMl NE
SULFATE

011522 AB No AMPHETAMINE TABLET; 3.75MG;3_75MG,3 .75MG;3.75MG ADDERAU
ASPARTATE; ORAL
AMPHETAMINE
SULFATE ;
DEXTROAMPHETAMINE
SACCHARATE ;
DEXTROAMPHETAMINE
SULFATE

fl19522 AB No AMPHETAMINE TABLET; 5MG;5MCa;6CNG,6MG ADDERALL
ASPARTATE; ORAL 20
AMPHETAMINE
SULFATE ;
DEXTROAMPHETAMINE
SACGHARATE;
DEXTR+DAM PH ETAM11V E
SULFATE

[1'91M AB Yes AMPHETAMINE TABLET; 7.5MG;7.5MG;7.6 MG;7.5MG ADDERALL
ASPARTATE; ORAL 30
AMPHETAMINE
SUL FATE ;
DEXTROAMPHETAMINE
SAGCHARATE ;
flEXTRt7AMPH ETAMIAi E
SULFATE

911522 AB No AMPHETAMINE TABLET; 1,25MG,1 .25MG ;1 .25MG;125MC AC}DERALI
ASPARTATE; ORAL 5
AMPHETAMINE
SULFATE ;
DEXTROAMPHETAMINE
SACCHARATE;
DEXTROAMPHETAMIN E

http;/Iwww.a.ccessc3ata .fda.gov/scriptslctierioh/docslternpm.cfm 4J5/2007
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Proprietary Name Search Results from'"C1E3-Rx" table for query on "Achterail 'iit.•,

App
i Code R

.D. Active ~~9° Strength Proprietary Applicant

No Ingredient Route Name

011522 AB No AMPHETAMINE TABLET; 2 . 5MG ;2 . 5MG ; 2 . 5AAG ; 2 . 5MG ADDERALL SHIR E
ASPARTATE; ORAL 10
AMPHETAMIN E
SULFATE;
DEX7'R£?AM PMETAMlI+iE
SACCHARATE ;
DEXTROAMPHETAMINE
SULFATE

Retum to_E li cfro.nic Orange Book Hame . Page

FDA/Center fo r Drug Evaluation and Resea rch
Office of Gener ic Drugs
D iv i sion of Labeling and Program Support
Update Frequency :

Orange Book Data - Monthly

Generic Drug Product informa#iQn & Patent Information - Daily
Orange Book Data Updated Through February, 2007
Patent and Generic Drug Product Data Last Updated : April 04, 2007

http :llwww.accessdata. fda.gov/scripts/cderlobld`occsJiempt,n.cfm 4/5/2007
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Proprietary Name Sea rch Results from "OS R3c" table for query on "Adderall. "

A 1 TE RLD Active Dosage Strength
~ Code Farm; P roprietary

No Ingredient Route Name

021303 No AMPHETAMINE CAPSULE , 2 . 5MG;2 . 5MG ; 2 . 5tufG ; 2 . 5MG ADDERALL_._ .
. ASPARTATE; EXTENDED XR 1 0

AMPHETAMINE RELEASE;
SULFATE ; ORAL
DEXTRQAMPHEtAMINE
SACCHARATE ;
DEXTROAMPHETAMINE
SULFATE

029303 No AMPHETAMINE CAPSULE, 3.75MG , 3 . 75MG ; 3 . 7511AG ;3 , 75MG ADDERALL___ .__...._._..._
ASPARTATE; EXTEND E D XR 1 5
AMP HETAMINE REL EASE ;
SULFATE ; ORAL
DEXTROAMPHETAMINE
SACCHARATE ;
DEXTROAMPHETAMINE
SULFATE

021303 No AMPHETAMINE CAPSULE, 5MG,5MU; 6MG ; 5tVIG ADDERALL......... _ .
ASPARTATE; EXTENDED KR 20
AMPHETAMINE RELEASE ;
SULFATE; ORAL
DEXTROAMPHETAMINE
SACCHARATE ;
DEXTROAMPHETAMINE
SULFATE

021303 No AMPHETAMINE CAPSULE , 6 . 25MG;6.25MG;6.25MG;6.25MG ADOERALL.~-._....__ .... .
ASPARTATE; EXTENDED XR 25
AMPHETAMINE RELEASE;
S1ILFATE, ORAL
DEXTROAMPHETAMINE
SACCHARATE;
DEXTROAMPN ETAMIN

E5lJLFATE

021303 Yes AMPHETAMINE CAPSULE, 7 .5MG ; 7.5MCa;7.5MG;7 . 5MG ADDERALL
ASPARTATE ; EXTENDED XR 30
AMPHETAMINE RELEASE ;
SULFATE ; 4RAl,
D EXTROA M PH ETAM I hi E
SACCHARATE ;
DEXTROAMPHETAMINE
SULFATE

021303 Na AMPHETAMINE CAPSULE, 1 . 25ARG ; 1 .25MG ; 1 . 25MG ;1 . 25MG AF3flERALI
ASPARTATE; EXTENDED XR5
AMPHETAMINE RELEASE;
SULFATE; ORAL
tJEXTROAMPHETAM WE

h#p:llwww . ar.cesstiata.fcia.gflv/scriptsicderlabldacs/cemptn.cfm 415/2007
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