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Date: Se.pt&iber 30,2003 

Dockets Management Branch 
Food and Drug Administration 

Department of H~alth.and.:~iima?i,,~,~,~~~~s,. 
Rogm l-23 

7242’0 PGrkiatin brjye , ,,_,, 
Rock@&, hb $6&7 

PETiTION FiL+:,$& \ 1 
Anabolic L&pr@&e~, Inc. 

Irvine, CA 92614-6502 I .^,~ “.., \ : 

PROPOSED PRQPUCTS: ._“,<,<“,, I__ 
‘. ” ‘Oral dosage forms  containing 

7.5 mg Cyclobenzaprine HCI 



Introduction 4, 
The undersigned submits this petition under provisions of Section, 

505g’)(2)(c) bf tie Fobd,,:~iltg .~~~:dijsr;i~~~,~ct~,~~~~~a~..~irr;~~~~~nt~d.by 2‘1” *_ ., 

_,,&’ ~“,,,“;~;.-:. ‘: .>i ,T”,,,~, i Ti I ,‘) ‘I -: ^ 
CFR sJf4.93 and accor&ngtoR%t “@6”.20 of the same title. The petitioner 

I j ., 

requests the Commissioner of Food and” Drugs to make a determination that the 

drug products described hereinafter, with a’slightl) different strength than the 

listed ‘drugs, are suitabie for marketing under ‘an Abbrev$ed, yei Drug ” ;. L .,I 
Application (“ANDA”) b&&se: 

t 8 
a) Investigations.are not necessary to show the safety and effectiveness 

of the proposed drugs or any of the active’ingredients or the strength; and / 

’ b) There are no active ingredients which may not be adequately 

evaluated for approval as safe and effective on~the basis of the inform&ion to be 

submitted in an abbreviated application. 

Action.Reqti&&d 

The petitioner requests the Commissioner of Food and drugs to make a 

determination that a drug product containing 7.5 mg of Cyclobenzaprine 6iCl is 

suitable for evaluation under dn ANDA.’ ‘* ’ 

Statement of Grdutids ’ 

Currently, FDA hasV@proved ~‘FLEXERlL@’ (Cyclobenzaprine HCI) ‘in two 

dosage strengths for the treatment of ske!efa,l~muscle spasm of local origin. The ), ‘. ,C,,, : 1 
two dosage strengths are IO mg and 5 mg. Both dosage levels have been found 
safe and effective foitfieir labeled-indication. 1 - 

‘ ., 

The petitioner wishes’to provide treating $ysicians with an intermediates ” 

dosing alternative ‘with’ a “7.5 mg ‘dosage of ‘Cyclobenzaprine~ ‘Section ,.. . i _, ,,, n~,r-( j_ * _,.:i _,: ,.X, , ,-,.‘. i .,/ ~/. i , c .I . ,* b> s .x 
505@(2)(C) of the FDCA directs’~~~tii.approve a petrtron requesting a change 

/ : _” 
’ 

., .,. ,x .,,_( ,” _,( .IIx/ .i ? ,,,“T.,” , r’ #\ _, ,--*I ‘*., I_-- _ i 2’ 
' FLEXERIL is a registered trademark of ALZA Corporation 
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:- .‘. 
from a listed drug as suitable for evaluation~under an ANDA unless FDA finds 

that investigations must be conducted to show the safety and effectiveness of the 

strength of the proposed drug product that’differs from the&-ength ofthe’tisted ’ ” ‘̂  - X! ‘._ ,_i 1 ,, “$ i ‘.; ___li ,‘.,I ,.- 
drug product. The petitioner considers that new investigations should not be 

; ..,. 
necessary to evaluate the safety and effectiveness of’the proposed drug product 

because dosages both higher and lower of the same drug product have a?ready > 
been determined to be safe and effective. Also, the petitioner believes that 

bioequivalence of the proposed 7.5 mg dose can be demonstrated’~against the 

listed drug utilizing both the 10 mg and 5 mg dosages. 
./ I j. ,a ., , i’ 

The following are listed as reference drugs (“RLD”) by FDA in Apj$oved . . 
Drug Products tiith Therapdic Eqtiivd&c~ &a$afi@s ‘(“the ‘ijrange Book”): ,P 

Application 

Number 

Description Strength Company 

017821 Cyclobenzaprine HCI 10 mg 

Cyclobenzaprine HCI 5 mg 

McNeil 

Consumer & 

Specialty 

Pharmaceuticals 

,,- 

The most current labeling for the listed drugswas approved on February .* ,. 
3, 2003. A copy of the listed drugs labeling is provided in an attachment?0 this 

petition. Also, a copy of a‘draft label for the proposed drug. is provided inan / 
attachment to this petition. .I. _ ‘: 

Environmental l,mpact 
The petitioner requests a categorical exclusion from the requirement of 

preparing an environmental.assessment. As,,provided in 21-W R $?5:3i Ineither’ I_ “. .! I 
an environmental assessment nor an environ.mental, impact statement is 

required. To the best of the petitioner’s knowledge, no extraordinary 
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circumstances exist that may significantly affe&he human environ’mentias 

discussed under 21 CFR $25.2f. ” ’ ’ ’ 

Economic Impact 
As pro”ided in 2, CFR$‘,‘b.gO(tjj; $6 ijet’iti~ner’-~~~~~s’td‘submit - 

economic impact information only if requested by theComm&ioner of Food and . . )_ \. 
Drugs following review of the petifion. ” ’ 

Certification I 
The undersigned certifies, that, to the’best ~knoti@ge -and belief of the ? “L 

undersigned, this petition includes all information and views on which the petition 
_, 

relies, and that it includes representative data” an,d informa*tion known to the ’ 
petitioner which are unfavorable to the’petition. 

1~ 

Position: Vice President‘ RA/QA 

Name of Petitioner: Anabolic Laboratories, inc. 
Address: 17662 Gillette’ Avenue’ .. 

I 

Irvine, CA 926143$Z 
949-863JJ3&j .‘I ..’ 



_.,. 

ATTACfM#ENTS : 

_” i 


