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OFETCE Otr GIrTYERIC DRUGS
Food and Drug Administration
HFD-600, Metro Park North II
7500 StandishPlace, Room 150

Rockville, MD 20855 -2773

Fax (301-594-0i80)

FAX..TRANSMIS SION COVER S}IFET

TO. APPLICANT; Carlsbad Technology lnc. PHONE: 760-431-8284

FAX: 760-431-7507

PRO.IECT MANAGER (30I) E27-584e

ATTN; Simon Hsu

FROM: Mark Anderson

Deal Sir:

This t'acsimile is in reference to your abbreviated new drug application for Acyiovir Tablets USP,

400 rng and 800 mg.

We are pleased to inform you that this application is APPROVED!

TIJIS DOCUMIiNT IS INTEIJDED OM,Y FOR Tl-llt USE OF Tl-lE PARTY TO wI-IoM IT Is 
^DDRESSED

AND MAY CONTAIN INFORM,A.TION TI-IAT IS PRMI-EGED, CONFIDEM'IAL, OR PROTECTED FROM

DISCLOSLIRE UNDER APPLICABLE LAW. If reoeived by sorrreoue olher thas dre addrcssce or a Persou tutlorizsd

to tlelivcr r.[is docgocnt to dre udrlrsssec, yc,n are hereby nolitred tltqt nnv drsslosurc, disscmilation, oopyulg, or othei

acljon to qrc contcut of ft,is coguntrnication is sot rrythorized U' yon hnve recsivcd Ois drcuucnt i1 eamr, plcasc

immcdiately notiff us by telqrhone and retrrtl it to us by mrul ut he above addrESs..

X :\rcw\o gdndmjn\macros\fuopp.liru
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Bocioills MO 20857

Ap;:l 3 0 ,g3g
Car.lsbad Technology Inc.
Attention: Simon Hsu
5923 Balfcur Court
CarIsbad, CA 92008

Dear Sir:

Thj-s is in reference to your abbreviaced new drug applica:ion
dated I''lay 'l , l-998, submitcecl pursuant ro sec'uion 505 (: ) of the
Feci erel lannri f)rrrcr- .rnci (iaqmeric An{. €nyI eqs!or LU.-:Lr t ytrv, qrr!! vvir!!s._ru nv,_, r.ur Acyc)"ovir TabletS USp,
400 mg and 800 rng.

Reference is also made'Eo yor-rr arnendnrents dated AugusL zo, ancl
November L9, 1998; and February 22, and ApriL 26, 1ggg.

lie have conpleted Lhe review of Ehis abbreviated application and
have concluded that the drug is safe and effective for us-a as
recomrnended in the submj_tted labeling. Accordingly, the
appricacJ-on is a.pp-oved. ?he Division of Bioequivalence has
deCermined Yotrr Ar-rrn lnr.i r Talf gf;5 USP, 400 rrg and 800 nrg, to be
;i;;;l;;i.;;*;";:';;";";^;: rhorano,r,-i n,!-vsyur vqrcllL q$v, Lrrg!s-v!L. v.rv6-I--*-**al}y gqu:valgnt to the
risted drug (Zoviraxo Tablets 40c mg and B0o mg/ respectively, o::
Glaxo tdellcome, rnc.). your dissolucion testing shor:Lc be
incorporaEed into the stab:-lity and qualiey control progrra6 usinT
Ehe same mechod proposed in your application

Under 21 CFR 314.70, certain changes ln r.he conditio:rs described
in Lhrs abbreviated applicaEion require an approved supplernental
application bef ore the change may be rnacie.

Post-marketinq rr'nrlriirrl rc.Julremonts fnr this abbreviaCeciappii;;ll;;-;;"-;;;-i"lin';;";;=;;il""n]o-ur and 314. e8. rheoffice of Generic Drugs shouici be acivised of anv chanoe in the
markecing status of trhis drug.

rrt^ -L -:t \/^11 ctthni f r n drrn l i ^. r-Awe regUeSt tna. yvs Jq!..!!L, III UUpJ.ICaEeT dItV pfOpOSeC
advert,rsl-ng or prornotrona.l. copy whrch you incend Eo use in your
:nitiai acivertlsing or promol:ional campaigns. Please subrrnic aIl
proposeC naterial-s in drafc or mock-up forrn, not final print.
Submrt both copies rogeEher wlth a copy of r-he proposed or final
orintOCl l:hcl.i ^- ia +'>^ niv'iSiOn 6. ftrrt.f M:rlrat-iy\.y A.l\rcr'!.iqinnEEs rG!=!lllv !v !il= UiviJ-v.i v.- uruy f---.r!e*.ry, ..,.-:ILtJJlt9,

and corcmunications (HFt-40) . Piease do not Llse Form lD-2253
(Transnittal of Acivert'sements and Promot,ional- Label-ing for Drugs
for Hurr.an Use) for th.is rnitial subnissi-on.
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We cal] your atr,ention to 2I
materj-a1s for any subsequent
be submitted to our Division
Comrnunications (HFD-40) wiEh
of their initial use.

CfR 31-2.81(b) (3) which requrres Ehat
talttar:i <i nrr n r hrAhn ri nn:'l n_arnp a r gn
of Drug Marketing, Adv-ertising, and
z comnlated Farm ED-2251t at Che tim€

r.ru. .159 az

Qi nnora'l rr

rn4t\) /v\-'/ t,
Douglas L
Director
Office of
Center fo

Generic Drugs
r Drug Evaluacion and Research


