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Room 1061 (FIFA-~05) 
Sb00 Fishers Larie 
Rockville, Maryland 20852 

Cifizen Petiiion 

Pursuant to 21 CFR 10.25(a) and 21 CFR10.30, JRRapoza Associates, Inc . is submitting 
in quadruplicate this petition to requast ktiat the Commissioner of the Food and Drug ; 
Adn~inistration make a deterniination on three (3) reference lisYed dnxg producTS that -' 
have not been withdrawn from commeieial distribunon foF reasons Ather than saEety or 
effectivetless . 

A. Action Reauested 

The petitionar requests that the Commissioner of the Food and Drug Adminis[ration 
declare that three (3) dnxg products listed below were withdrawn froin the market for 
reasons other than safety and efficacp. The grounds for an approved dnig product to be 
subsequently listed in the diseontinued section of the Orange Book inclndes-products Cliat 
have discontinued from markering and Yhat, subsequent fo being discontinued; have had 
lheir approvals withdrawn for other fhan safetyaitd efficacy. These three (3) drug 
proflucts are listed imthe Discontinued Secrion and no indicarion is given as to agency 
deterrnination for the reason of withdrawal from commercixl distri6urion . The tt~ree (3) 
drug producYs are as followss 

1 . Azo Gantanal, NDA 13 294, 
Date Listed September 10, L987 

2. Azo Gantrsin, NDA 19-358 
Date Listed August 31; 1990 ' 

3 . P~enazopyridine HCUSnlfarnethaxazolelTrimethoprim 
Tahlets, 200mg/800mg/160mg NDA 2t-105 
Date Listed June 26,'2001 

" PHARMACEUTICAL CONSULTING , 



; 

B. Statement of Groands 

Tn accordance with 21 GFR314.61(a)(1)(3) a determination whether a listeddrug that 
has been voluntarily withdrawn from sale was withdrawn for safety or effectiveness 
reasons may be made by the agency at any ti~ne after the drug has been voluntarily 
withdrawn from sale, but must be tnade when a person petitions for such a determination 
under 21CFR 10.25(a) and 21 CFR10.30. 

Thus, witli the filing of tlus Gitizens Petirion and in accordance with 21 CFR 10.25(a) and 
21 CFR 10:30 wexequest a prompt review and determination for the reason(s) of 
withdrawal for tttese three f 3j drug products. 

C. EnvironmentalImuact 

An environmental'assessment report on the actioa requested is not iequired and the 
petitioner elaims a categorical exclnsion under 21 CFR 25:31 . 

D. Economic Imnact - 

,The petitioner does not lrelieve that this is applicable in this case, however, does agree to 
prouide such an analysis if requested-by the Agency. 

E. Certifcatiou 

Tlxe uztdersigned certifies, that to the best of its knowledge and belief, this petition 
includes all ttte information and wiews;on which the petition relies; and that it included 
representative data and information to the petitioner, whieh are unfayorable to the 
petition. _ 

incerely,-

ohn R: Rapoza, M.~''., ~ 
President \,/ 
dRRapoza Associatesy Inc: 

Attachxnent : 
1 . Applicable page FDA's Electronic Orange Book, 
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26TA TsbITION - 2f705 = RPPRO~ER DAUG PRODUCTS-"LIS'i` - 

DTSCQNTI33UED DKF7G PROUgCT LIST 6-198 (of 263) 

-~~~PERMETHRYN 

~ LQTION;.~"TOPFCALr ~. . . 
NIX .~;~ 

" GliAXOSMITAIFGIN& . 1$ 'N19435 Q01 ~~~ M3i 31,~' Y986 

~:~~- PEAPFiENAZIDFE 

CONCENI'RATE ; ORAL~~ 
TRIliAFON _ 

~ 6CH&RING 15bIG~5ML " 
' ' 

R11557 
. , 

~001 ~ . 
~ ~ ~ ' ? IN.7ECTABLE : ZNJBCTIOtS ' ~~~ , , , _ . . - . " , 

TAIlikFON~ .., 

~~ SC."HERING 5MG/ML. N11313 002- , 
AYRLTP ; 'G1QAL 
TRILAFON 

~~ SC[iEAING 2MG/SML N11294 002 : ~ 
' TASZ,ET ;`~~ARAL 

TBSLAFON 
~ ~ SCHERING 2MG ; N16775 . 001~ ~~ 
4MG IS10775 002~~ .- 

~-BM~+ 
~ ~ ~ . 

~~N707T5 003` ~. 
, , 1fiF7G 

~ 
~ ,@70775 004 ' 

TASZET .,: EXTENDED~'k$LEASfi ; qRp[, 
' TRII.AFON 

~ ~ SCFF$RFNG 8MG ~~N11361 902 ~ :- 

- :~ PHENACEMIDE 

. 'PAHLET ;~ ~ ORAL 
PHENUAbME 

~ ~ ~ RH$OTT ,SOQMG ~ N07~7d7 QO1 ~ ~ 

. ~~~:FHENAZOPYRIDINE FIYDROCFTLOAIDE.," SULF~A33ETHOXAZOLE 
. TA$LET;'ORAL' . , ., '` - .~: 

~ 
'~ , - 

, ` -, 7!Z0. GF.NTAIdOY, -: . _ ~. , , 

~ 

, ~,.., ~ ~ ~ .- . 

~ RO,CIt& 100MG ;5QOM(3~- ~~ . ~N132H4 901 ~~~ Sep~10, ~~:~198? 

.P1iENA20PYRED2NE HYDROCHLQRIDE, SULFAMETHOXAZOLE ; TRTINE7"HOPAIM. 

~ RA9LET : ~~~ORkL 
SUSrFAM$THOXAy,OLS~'RND TRINIiTAQPRZM XND BENAYS1PYItTDS{~IB HYOROGIRf,SRIDE ~ .~ 

~ ~~ ABL& N/S~,2QOMG;BOOMO,N/A;1fi0MG,N/Ii 

~ ~ ~ 

N21105~ 001' . ~. Jt~A~2b ;' '20Q7 

~-PHENA2APYRIDINE HyI3ROCFLLORI~~" ; SULEISOXAZ{7LE ~ . .. 

~~ TABLET; ~ARAL' 
AZO~GAfTTRISIN ~' 

~~ ~ ROCHE SOMG;SOOMZ3 4f24358, A01 ' Aug 31,~~.1490~' 

rPHENDIMPTRAZINE TARTRATE 

CRPSULE'j~~~aRAL 
, PHF,NAZSC7~ 

~ ~ NIIkSR MM 35MG N86523 601 ~ - 

~5~+` L}8b524 ODl'~: ~. 
G N86525 001~:` ~~ 

PHENDIMETRA2ZNE~~.TA&TRATE~~ .. . 
SAPF30Z 35DiG 

~ 
' N85633 A01~' ~~~~ 

- 35MG 'N85699 00'i' ~~~. 
35MG 

~ 
N85792 

~ 

OQ1 " ~ ~- 
YiTA8IY7E 7$MG N85534 Ot7L:. . ~' 

~~~ ~ ~ ~ ~ ~ ~ ~ 
~N95b45 ~001 .' ~- 

~~ ~ ~ " - ~ ~ ` 35_idG " ~ ry8~567P o01 . ; ' ~ 
3SPIG~ 

~ 
~NH54V3 Ofri,. ~ 

~ ~,35tA(} ISBS408 ~ 001' ~ - 
35MG iS86910 "001' : 

~ 
~ 

3:SMG L38742A 001 > ~ 
SPRX-3' ~ SOLVAY 35MG - ~N85897 OD1'~ ~ 


