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FOREWORD TO THE FIFTY-SIXTH EDITION 
Welcome to the 2002 edition of PDR. With over 3,000 
pages of detailed prescribing information approved by the 
FDA, this volume is unquestionably the healthcare com­
munity's most fundamental pharmaceutical reference­
an indispensable source of in-depth data on the efficacy, 
potential adverse effects, clinical pharmacology, and 
proper use of thousands of prescription medications. 

For complicated cases and special patient problems, 
there is certainly no better resource to tum to. In routine 
situations, however, a synopsis of the most important 
facts will often suffice. For just such occasions, PDR now 
offers the PDR PharmacopoeiarM Pocket Dosing Guide. 
This handy little book can accompany you wherever you 
need to go, around the office or on rounds. Only slightly 
larger than an index card and a half-inch thick, it fits eas­
ily into any pocket, while providing you with FDA-approved 
dosing recommendations for over 1,500 drugs. Unlike 
other condensed drug references, it 's drawn almost exclu­
sively from the FDA-approved drug labeling published in 
Physicians' Desk Reference. And its tabular presentation 
makes lookups a breeze. At $9.95 a copy, it's a tool you 
really can't afford to be without. 

Recently, the use of over-the-counter nutritional supple­
ments has sky-rocketed, and PDR has responded with a 
brand new medical reference covering this unfamiliar­
even exotic- set of agents. Entitled PDR• for Nutritional 
Supplements™, it offers the latest scient ific consensus 
on hundreds of popular supplement products, including 
an array of amino acids, co-factors, fatty acids, probiotics, 
phytoestrogens, phytosterols, over-the-counter hormones, 
hormonal precursors, and much more. Focused on the 
scientific evidence for each supplement's claims, this 
unique new reference offers you today's most detailed, 
informed, and objective overview of a burgeoning new 
area in the field of self-treatment. To protect your patients 
from bogus remedies and steer them towards truly bene­
ficial products, this book is a must. 

For counseling patients who favor herbal remedies, anoth­
er PDR reference may prove equally valuable. Now in its 
second edition, PDR• for Herbal Medicines™ provides 
you with the latest science-based assessment of some 
700 botanicals. Indexed by scientific, common, and brand 
names (as well as Western, Asian, and homeopathic indi­
cations) this volume also includes a Side Effects Index, a 
Drug/Herb Interactions Guide, an Herb Identification 
Guide with nearly 400 color photos, and a Safety Guide 
that lists herbs to be avoided during pregnancy and nurs­
ing and herbs to be used only under professional super­
vision. Although botanical products are not officially regu­
lated or monitored in the United States, PDR for Herbal 
Medicines provides you the closest analog to FDA­
approved labeling- the findings of the German Regulatory 
Authority's herbal watchdog agency, Commission E. 

To maximize the value of PDR itself, you' ll also need a 
copy of the 2002 edition of the PDR Companion Guide™, 
an 1,800-page reference that augments PDR with a total 
of 10 unique decis ion-making tools: 

· Interactions Index identifies all pharmaceuticals and 
foods capable of interacting with a chosen medication. 

· Food Interactions Cross-Reference lists the drugs that 
may interact with a given dietary item. 

· Side Effects Index pinpoints the pharmaceuticals asso­
ciated with each of 3,600 distinct adverse reactions. 

· Indications Index presents the full range of therapeutic 
options for any given diagnosis. 

· Off-label Treatment Guide lists medications routinely 
used-but never officially approved-for treatment of 
nearly 1,000 specific disorders. 

· Contraindications Index lists all drugs to avoid in the 
presence of any given medical condition. 

· International-Drug Index names the U.S. equivalents of 
some 15,000 foreign medications. 

· Generic Availability Guide shows which forms and 
strengths of a brand-name drug are also available 
generically. 

· Cost of Therapy Guide provides a quick overview of the 
relative expense of the leading therapeutic options for 
a variety of common indications. 

· Imprint Identification Guide enables you to establish 
the nature of any unknown tablet or capsule by match­
ing its imprint against an exhaustive catalog of identify­
ing codes. 

The PDR Companion Guide includes all drugs described in 
PDR, PDR For Nonprescription Drugs and Dietary 
Supplements™, and PDR For Ophthalmic Medicines™. 
We're certain that you'll find it makes safe, appropriate 
selection of drugs faster and easier than ever before. 

PDR and its major companion volumes are also found in 
the PDR• Electronic Library™ on CD-ROM, now used in 
over 100,000 practices. This Windows-<:ompatible disc 
provides users with a complete database of PDR pre­
scribing information, electronically searchable for instant 
retrieval. A standard subscription includes PDR's sophis­
ticated search software and an extensive file of chemical 
structures, illustrations, and full-color product pho­
tographs. Optional enhancements include the complete 
contents of The Merck Manual Seventeenth Edition, 
Stedman's Medical Dictionary, and Stedman 's 
Spellchecker. For anyone who wants to run a fast double 
check on a proposed prescription, there's also the PDR• 
Drug Interactions and Side Effects System ™ - sophisti­
cated software capable of automatically screening a 20-
drug regimen for conflicts, then proposing alternatives for 
any problematic medication. This unique decision-making 
tool now comes free with the PDR Electronic Library. 
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For more information on these or any other members of 
the growing family of PDR products, please call, toll-free, 
1-800-232-7379 or fax 201-573-4956. 

Physicians' Desk Reference is published by Medical 
Economics Company in cooperation with participating 
manufacturers. Each full-length entry provides you with 
an exact copy of the product's FDA-approved labeling. 
Under the federal Food, Drug and Cosmetics (FD&C) Act, 
a drug approved for marketing may be labeled, promot­
ed, and advertised by the manufacturer for only those 
uses for which the drug's safety and effectiveness have 

-been established. The Code of Federal Regulations 
201.100(d)(1) pertaining to labeling for prescription 
products requires that for PDR content "indications, 
effects, dosages, routes, methods, and frequency and 
duration of administration and any relevant warnings, 
hazards, contraindications, side effects, and precau­
tions" must be "same in language and emphasis" as the 
approved labeling for the products. The Food and Drug 
Administration (FDA) regards the words same in language 
and emphasis as requiring VERBATIM use of the 
approved labeling providing such information. 
Furthermore, information that is emphasized in the 
approved labeling by the use of type set in a box, or in 
capitals, boldface, or italics, must be given the same 
emphasis in PDR. 

The FDA has also recognized that the FD&C Act does not, 
however, limit the manner in which a physician may use 
an approved drug. Once a product has been approved for 
marketing, a physician may choose to prescribe it for 
uses or in treatment regimens or patient populations that 

are not included in approved labeling. The FDA also 
observes that accepted medical practice includes drug 
use that is not reflected in approved drug labeling. For 
products that do not have official package circulars, the 
publisher has emphasized the necessity of describing 
such products comprehensively, so that physicians can 
have access to all information essential for intelligent 
and informed decision-making. Particularly in the case of 
over-the-counter dietary supplements, it should be 
remembered that this information has not been evaluat­
ed by the Food and Drug Administration, and that such 
products are not intended to diagnose, treat, cure, or pre­
vent any disease. 

The function of the publisher is the compilation, organi­
zation, and distribution of this information. Each product 
description has been prepared by the manufacturer, and 
edited and approved by the manufacturer's medical 
department, medical director, and/or medical consultant. 
In organizing and presenting the material in Physicians' 
Desk Reference, the publisher does not warrant or guar­
antee any of the products described, or perform any inde­
pendent analysis in connection with any of the product 
information contained herein. Physicians' Desk Reference 
does not assume, and expressly disclaims, any obligation 
to obtain and include any information other than that pro­
vided to it by the manufacturer. It should be understood 
that by making this material available, the publisher is 
not advocating the use of any product described herein, 
nor is the publisher responsible for misuse of a product 
due to typographical error. Additional information on any ...._ __ 
product may be obtained from the manufacturer. 
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CONTENTS 

Manufacturers' Index (White Pages) 

Section 1 
Lists all pharmaceutical manufacturers participating in PHYSICIANS' DESK REFERENCE. Includes addresses, phone numbers, and emergency contacts. Shows each manufacturer's products and the page number of those described in PDR. 

Brand and Generic Name Index (Pink Pages) 

Section 2 
Gives the page number of each product by brand and generic name. 

Product Category Index (Blue Pages) 

Section 3 
Lists all fully described products by prescribing category. An oveNiew of the headings appears on pages 201 and 202. 

Product Identification Guide (Gray Pages) 
Section 4 
Presents full-color, actual-size photos of tablets and capsules, plus pictures of a variety of other dosage forms and packages. Arranged alphabetically by manufacturer. 

Product Information (White Pages) 

Section 5 
The main section of the book. Includes entries for over 3,200 pharmaceuticals. Listings are arranged alphabetically by manufacturer. 

Diagnostic Product Information 
Section 6 
Gives usage guidelines for a variety of diagnostic agents. Arranged alphabetically by manufacturer. 

1 

101 

201 

301 

401 

3627 

Key to Contolled Substances Categorles ........ .... ...... ......................................................... ............. .......... 342 Gives the definition of each category and the prescribing limitiations that apply. 
Key to FDA Use-In-Pregnancy Ratings ...... ... .. ..... ..... ...................................... ........................................... 342 Provides the exact interpretation of each risk/benefit rating. 
Poison Control Centers ............. ... .................................. ............... ........... ........ ........ ..... ........... ................ 343 A national directory arranged alphabetically by state and city. 
u.s. Food and Drug Administration Telephone Directory .......................................................................... 3637 Gives numbers of key reporting programs and information services. 
Adverse Event Report Forms ... ............................ ............................................................ .... ................ ... 3639 Contains master copies and instructions for completion. 
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HOW TO USE THE BRAND 
AND GENERIC NAME INDEX 
This index lists every product alphabetically by both 
brand and generic name. Generic names are under­
lined; brand names are not. 

again under its generic name, lorazepam. 

Under each generic name, you will find a list of the 
brands that contain it. This enables you to find a par­
ticular product by either of its names. For example, 
"Ativan Injection" is listed once alphabetically and 

Each time a brand name appears, it is followed by the 
manufacturer's name and the page to consult for fur­
ther information. Under a generic heading, all fully 
described brands are listed first, followed by those with 
only partial information. In each case, the brands are 
listed alphabetically. 

Brand name ATIVAN INJECTION 
(Wyeth-Ayerst) ................................ 3478 

• ATIVAN TABLETS 
(Wyeth-Ayerst) ....................... 340, 3482 
ATIVAN IN TUBEX 
(Wyeth-Ayerst) ................................ . 3606 

~ 
Generic name LORAZEPAM Manufacturer 

Ativan Injection 
(Wyeth-Ayerst) ........................ 3478 Bold page number 

Ativan Tablets Indicates complete 
prescribing Information 

(Wyeth-Ayerst) .............. .. . 340, 3482 
Ativan in 'fubex 

Brands of (Wyeth-Ayerst) ....................... . 3606 Italic page number 
lorazepam Lorazepam Intensol (Roxane) .. . 3056 Indicates partial 

Lorazepam Tablets (Mylan) ...... 2278 
prescribing Information 

Lorazepam Tablets, USP CIV 
(Watson) .................................. 3369 

Indicates photo • LORCET 10/650 TABLETS 
in Product ldentl- (Forest) ............................... 313, 1375 fication Guide 

• LORCET PLUS TABLETS 
(Forest) ............................... 312, 1375 

• LORCET-HD CAPSULES 
(Forest) ........................................ 1375 
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SECTION 2 

BRAND AND GENERIC NAME INDEX 
This index includes all entries in the Product 
Information and Diagnostic Product Information sec­
tions. Products are listed alphabetically by both brand 
and generic name. Generic names are underlined; 
brand names are not. Under each generic name, you 
will find a list of the brands that contain it. This enables 
you to find a product by either of its names. For 
example, the brand Ativan appears once in the A's, and 
again under its generic name, lorazepam. 

heading, all fully described brands are listed first, 
followed by those with only partial information. 

• Bold page numbers indicate full prescribing 
information. 

• Italic page numbers signify partial information. 

• The + symbol marks drugs shown in the Product 
Identification Guide. 

Each time a brand name appears, it is followed by the 
manufacturer's name and the page number to consult 
for further information. If multiple page numbers 
appear, the first ones refer to photos of the product, the 
last one to its prescribing information. Under a generic 

• The rm symbol means product information is 
located in PDR For Nonprescription Drugs and 
Dietary Supplements™. 

• The 0 symbol means product information 
is located in PDR For Ophthalmic MedicinesrM. 

A 
ABACAVTR SUU'ATE 

Triti"'lr l'lb!cLC 
(Gid.wSmuhXImd . . 317, 1669 

z;agm OnJ Soh.1.t1on 
(Gilu ~..WuhKiutl') •••• • , 318, 1692 

~Tobit 
(Giiu.•< .. thlil""l·... 318, 1692 

ABBO-COOE INDEX IAbboltl • • 402 
ABCIXTMAR 

RcoPro Vial< tUlly I.... . .. . . . 322, 1958 
• ABELCET INJEcnON 

rEIGn/ 311, 1273 
AJ<MUIOSF. 
~TAhld,(BayuJ ..• 

• ACCOLATE TABI..£1'S 
fAAtrti.Zf<n«o) 

• ACCUNEB !NliALATJON 
SOL UTION !Dey) .... 

• ACCUPRILTABL.ETS 
(parft.Dot·l~}. 

• ACCURETIC TABLETS 

307.906 

305,657 

341. 1230 

. 330, 2611 

(Parke Davitt!.. • •. 330. 2614 
• ACCUTANE CAPSULES rnoa.. La"' "'u.n...1 333. 2944 
•ACClJ'ZYME DEBRIDING 

OINTI>JENr 11/ tollhpamll 319, 1725 
A(;EBUTOJ.,OI. HYDROCHLORIDE 

Sectral Caapr.ul~.- (1\o\t>th·A\u~t) , . 341, 3589 
Accbulolol C:.f""UI~ (Por). 2609 
Ao:bucotnl H)~ OI["Uic• 

h~h'lultJ. . 2278 
- J<)dnxhloridc c""'" • H~tu~ .,I 3369 

• ACEl..CllfUNF. 11-'d.er/t) 320, 185 1 
• ACEON TABLETS (2 MG, 

4 MG, 8 M G) (So/uayl • 337, 3249 
ACES ANTIOXIDANT SOFT 

GELS I(' rl "'I 1154 
A<;E'TAMI!'<OPHEN 

O;u-voro S ;'10 Tabk::~ t Ull.v). • 
lhr\·~ct·N 100 Tahleu (1-AIIVJ 
Exl;l:'lirin Ml~tnunc Coplct" 

(Brl.HIII·Mlt'rs) . • •. • • •• 
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IBrlstr>l·\h~n) .• . •• • • 
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H)'CU!fTUfl(' c,,mpot.md "Tablet. 

(EnJ,, i.l1fU} . •• , , , , • , , 

lorulh Tothlt-liiiUCBJ .•• ••• 
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Mu.KP1c rabkh em '"I~U~:•J 
Madrin C'llpAdcl. fMaNtn FmtJ 
Non:o ~'!~ l2hirt, CUI 

(1\iU .... / ... 
Norco 7 .Vl25 l"othlel\ C lll 
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1907 
321. 1907 

309,1070 

309. 1070 

309, 1070 

312, 1317 
3319 

337, 3317 
339, 3399 

3464 

339, 3424 

339,3425 

339, 3425 

,............ 339. 3427 
P=cttt Tobl<h f/'Mo W.J. . 312, 1326 
Phrenlhd h'f1&:' C.ule"( IAtMOIII 578 
Phremlln ·nwlelll (A"""nnJ,.,. . 578 
~p hthleh 50 rn(I/6SO m~ t~l,.r:} 2225 

~.:.~~r,.:.w.,/... 334. 3089 
O.ldm>• Tylenol Sa.pcmlao 
~ and Sofl 0..... 
Chcwabk Tab!«" fMt.X'il 
Cn~rl . 

Cluldrcrt'• l)'h-~•1 AllaJY·fl 
Laljtltod (~1rNf'll Cmu umnJ. 

323. 2014 

323, 2014 

C1ukkm's T)knol Cold s"""""'"' Liquid lnd 
Che\lo"2ble Tableu. tMcNt!ll 
CIIISumtr) ... ... , .. .. .. .. 323, 2015 

Childtrn') Tykn~ Cold Plus 

~~wr~~~,~~:1and c_,, 323, 2015 
Ouldn:r>• T)l<anl Flu 

Suspcnston Laq, ld l~kl\'cil 
Conswnu ).... .. .. .. .. 323, 2015 

Ouldren's TylenoJ Smua 
Su."pensrol'l Liquid f ~kNt'il 
Consumtr/.... .. .... .. .. . 323, 2017 

lntam>' Tylenol c ....... U>~«~ 
0n1ps tMrlo"t c-,1- 323. 2014 

,.,.,... • T)knol C<oid 
Occoo&<>f>lll and ,......, 
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(M~Nt>/J Coruumu). 1 ••• • •••• 323, 2015 
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Occon,csunl and Fc"c.r 
Red..,.,. Con=<r.ao:d Dn>ps 
PIU) Coup (M'"·' ''il c ......... ,, 323, 2015 

JuoH>r S<=Jlh T)l- Solt 
Chc-v.-. Ole .... T.attku 
(Mc:Ntil Cc>n.umvr) . .•••• , • 323, 2014 

rxrn StrenGth "i)'lcool Adult Liquid 
P.1in Rel~"·cr (Md~'t'tl Conmm4"r). • 2009 

Exg:1~~·::,t~= 
1.r,-.v~il CnfUIUJVr}. _.. • 323, 2009 

a.,.... Stm!sth '1\lcnol Tablcu 
(Aft:Ndl C.o"u•mrr)... . ..... 323, 2009 

MJ.ximum StrcllJlh 1')-h:-nnl 
Allergy Sinu• C'aJllcu., 
OciOIP!". and Cclu.,, (AfcN~il 
CMtumt"r) 323, 2010 

MuiiiMlm Stru·~th T')lcaol 
Allerv SUIUI ~tpcTUDC 
Copku (!ol<\'rll ,.,.,_,/. 323, 2010 

l')'lcnol S.•= All<fllY C.ple<s 
(/tfrN~tl ConuunnJ ., • . , • . • . 323, 2010 

T)lcnol Arthritis tJJun liXtendtd 
Rchd'Caplcb tMcXril 
Ctwn'Wnf'rJ. 323, 2009 

Molti·Symr< ... l')'lcAof Cold 
~F< ........ Capku 
fAf, .\'f'i/ C(llltDIWr}.. . • • 323, 2010 

Mollt4 Symp:om f)"knvl Cold 

~~::::OMi~~~~,~~"=rr}. 323, 2010 
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~·.........,. S~m>#'ll T)lcnol Fltl 
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M~~~1-~~~ .. ~d/ c-" .... ........ . 323. 2011 
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I Phamllk<utkul A.Hr:k: lod f"s) , • • , , • 2763 
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l'hfl'pltDI< Tnbleu. LSP Clll 
(~~illlOtrl..... .. .. • . • 3369 

Acttlcd Cok.l & Sanu.' Capkt. tpti:rr 
c:a.s--,1.... .. . .. . ........... 2760 

- JOO ~ lllaAull/ ......... 1025 
AAOC<t c..,.w.. IS.WO:<I .... - .. ... 3094 I 
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8U('IpToi>kurECRI ........... . .. .. . l266 
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(AMf.li'IIIL • • .. .. ~·••• · • · •••• • • 577 
Cod<one~and 

A-..opio<ft Toblrtt. t;SP 
r.•t..tlotf<inodtt . .. . .... .......... 1993 1 

1-...~- Tobleu, USP Cll ll:ndu 
Grnrnrr). • • • • • • , • • •. , ....... . . 1316 

·~'&ia; C.apt.Uit$ (f.'lltt'J,j, . •••••• .• • •• 1370 
l.'g~e Ta~k:t.\ (Fnti"JtJ,, . • • • •• •••• • , 1370 
l.::ll!I.:·PIUS Tabku (1-"tttrJrJ •• •• • 3J2. 1370 
ll)<inxrt C:..,.W.. lA"''""'•,. . , , 577 
11)-..,.,.. 8·--
~damJnophcn Capuk) 
(Mullmcl..rodO. ... • .. • .. . • • • .. 1993 

l l)·dn»el"Kklne Bilattr"Att' •n.:t 
At:clnlrunophtn l:.hll';ll 
tM,d/ltt€"kmdtJ. ,. • • ...... ....... 1994 

tl)dtucodonc: B1llrUatC and 
"-~ltltOphcaEht.al 
tPittlf•Jo't'tltlo.M A•<Jt.adtnJ. • • • 2763 

H)druoooion< 811artn0<1nd I A'ctAI!ll.nOphen Tablrt' t:SP 
(/ofulltnrtrodt~ •• •. , •.• •• , . ... . • • •• • 1994 

I l)'dmcodonc: B11W1mtr and APAP 
Tbhleb, USPClll '""'"1111 •.... .. .. .. 3369 

::: ~~=:.:.:::"~ ~;~ ::;~ I 
lo««-HO C..,.W.. (f""'"' 1375 
I-2.~ Tlloku f' I"RI... 337. 3319 
I nn••~ 51SOO TDhleh rtrrnJ. • . . 337. 3319 
l ""'•b7~ Tol>I<IIIUC'HI .. .. 337 3319 
l.DfUb 10/SOO T>blm IL'CHI • • 337 1319 

0.=~~-n:= 3369 0't= Us'P~R.::::;~ .. . 3056 
0~~~.~p';f,~/}~~~1:,~, ....... J 996 
0')"1.Tlf.ktne And A(CtaJtUI1•~tl r-.._ USPCII tf14tu.,l • ....... 3369 
(h~-.IA<cUnU-.opbcn 

h!oleu. USP 1M..tl•...-bud11 • • 1996 
Pmtaznanc: JiCI and Al'!'WltlDD(lhen 

l"a~ku CIV (\\-Uuc"fJ •. ,, ~... • ._.. , , 3369 

rt7R~~ ~.t~ -~odt-':':.7~~:~~~- .1 •• 2929 

""""'"~'.,._. H)«odolondo W 
Accoontn•~ Tab&et..'. USP ('IV 
( UliiJIHt}, , • , .• , . • 3369 

Propo•)·pll<ne H;drochlot><lc and 
Acctanunorflcn Tablets (Mrlun' . . .. 2278 

Propo•)phcnc Sol")'blc and 
......, '"'opb<a Table<> tM..W./ .. .. . 2278 

"'->lll>'nci'IP')'III<* -...p-..n Tabl&,.I.:SP 
(Mol/udmdlj..... • ........ 1997 

Ro:tticxt S/SOO C.plel$ (Ro:vm.-J. . ••• . • 3056 
Ro:d cct Oral Solutl(m (R/Jwm•J. , • , • • •• 3056 
Roxit,:(t Tl&hi&(Romnt'). • , • , _a. , . 3056 
Sinucalt Su ... A1ictJy Mabcatann MS 

Tobltb and c..- rl'ft:., 
c:--,1 .. .. . .. . .. . .. . 2762 

S.nu1ab Stnut Mc:d:icshon \tS Wrthout 
Ort,\l.· .. ane"' .. ~u. aOIJ Capkt~ro 
(l'fi;.tr CfH'I.frunttr) • ,, ••• , • • ,, • • ,. , 2762 

Sudal<d Cold Ill. Cough I •quod C'i"' 
tPfi-:u C•wuw~~er) .... . .. • .. • • • 2762 

Su<lof<d Cold & s,,.,. t.Aquod c., 
I Pfi;.lr L(M.q,~Wr) • ....... u , . . 2762 

Sudllcd S<>n< CDfd Fonnulll \1S 
Carkb. and Tabl& (PjiJr c;,,,..,.,,.,,J, ....•.. I.. , .. , . , , .. 2 762 

Sucbfed Smm. HeAdache Caplei'c and 
l'llbleb (Pji;l'rCon.Jili'U'r} • • , •• • • .• 2762 

Zcbut.al c.,....ulel: t Flm l/orl:r11tl. .. •.•• 1359 
ACETA7.01.Al\UDE 
Aa:~ .... T~kt,. CSf' ( T.uol. . 3302 
A«W•< m d< T- USP 111.m. .. 1 ••• 3369 

ACETIC ACID 
Aci·)cl Th.-rnpc:Utac Va,anl.ll Jelly 

(Ort/th.'.f,.\ .<tll ...• 
'A)Sol. HC' OtK SuJulim I ~~.UI j 

ACF.TOIIYDROXAl\UC ACrD 
l.atfp II TN (MWILiftl 

M<_E'l'YU;YSTF,INE 

2525 
. 3356 

.. 2233 

Accl)'le;y,.lrtne Sl>ltJiiQn (Rmtmt!J,,I • • • 3056 
Mucotn)'~>l fWIII'\'(JJ • • .. .. 36J3 

A(;ETYI.'lALICVLIC ACID 
~ u~ ., ASPIRIN) 

ACJ..JEL 'l'BERAPEUTIC 
VAGINAL JELLY rOrtho- \ l eNtil! 2525 

•ACIPHEXTABLETS fEutarl 311,1267 
• ACIPUEX TABI..£1'S 

!Jan• ·nl 319, 1783 
AC!TRF.TIN 
Sonoo..D<C~(R,odw 

IM .,.. .,. J} 334. 3003 
• ACLOVATE CREAl\! rEianl 311, 1275 
• ACLOVATE OINTMENT 

(E/anl 311, 1275 
ACRlVA!-t'TJNl: 

5<mFn'• D ~ IC<Ut<'CIII 1172 
H.P.ACTIIAR GEL •/ilu.lllrorl 2918 
ACTHIB VACCINE tA• nt1 

Pa"t.-ur) • • • • ••• , 798 
ACTt!REL FOR INJECTION 

fF,.. nR), 1344 
•AcnCIN CREAM •&rt•·•• 308,998 

ACTlDO><E WITH SORBITOL 
SUSPENS ION •Paddnd<J. 2607 

AcnDOSE-AQUA SUSPENSION 
IPadd•dl. . .. 2607 

AC'TI.J.'EO COI..D & ALLERGY 
TABLETS (Pfiz~r Con.umrr1 2760 

ACTIFED COLO & SINUS 
CAPLETS fpti..., •r CM.u,.-rr). 2760 

• ACI'IMMUNE llnurAtuntJ 
• ACTIQ IC'rph41orr! .• 
• AC'TIVASE I.V. (C.ntnt«M 

319, 1772 
310. 1184 
313, 1410 

Descn'bod In POR For Opbfllolaak \1-...,"' 
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112/ETHINYL ESTRADIOL 

7.-0\'l.l lf\R T.:.~lrt.~ I Ul1/W~1) 339, 3449 
Zo\IIJ 1/.SOt:. · t~hkt"' l" iJt:um1 •• ••• 339. 3449 

EUtl.~': ~:,:~:cu~~~ .~~1~, 
t " cll\r>r!J 3372 

E'IJUODIZI!D OIL 

Ednod<~ 1•1"·""' rS.• «I- ..... . 3095 

ETBIOOOL INJECI'ION !S.n'CIIfOI 3095 

E'I1JIONM11DF. 
T,_.,.-S(' Tol>k ll•wrA·/h·<nl/. . 3598 

ETUOSUXTMIDF. 
bronlln Ca~uk' (Purk·Da\-u} •• 331, 2659 
7.uronun Syrur fPurk~-o~'"''·. 331. 2660 
Elhosullintltk" Syrup tPhtlf'l'fWnu.Jlcul 

.4Hd1Udlll'fl , 2763 

£THRANE UQUID FOR 
INBALATION r-r 
Ann.lh~ILJJ. 

IITJIYL.AJ'ITNOBF.N7.0ATE 
"(.;.. untb<" BENZOCAINE! 

ETHYL CKLORIDF. 

.• . •. 865 

Gchouo<'• Ethyl C'hlondc: !Ci<ltowr}. 1409 

ETIIYNODIOL !)!ACETATE 
Zovia 11:\SF n.hle1~ ( "'imon}. 339. 3449 
7A\'ia 1/~)f. Tnhle1' f"(ttwm). • • 339, 3449 

t:Jb~':, ';:t:~:eu~n;: g:;~r~, 
, ... , .... }, 3372 

ETHYOL FOR INJECI'ION 
IM.&mmu,. OnO>I<>t''l 2029 

ETIDOCAINP.IIYDR~ 

Durii'IC:Illnj«tkX" IAflroZ.C.ncar UJ. • 600 

~RONATF. DISODIUM 
Otdroncl Tahkh (Pm...·,,. &. 

Gambt .. PlulfmdcC'mlralsJ •••••• 332, 2888 

~DO LAC 
Lodmc Cap\ulo t"'\·tth·AunO ..• 340. 3528 
l.Dcbnc TU,Ictl (\\-\'t'th·A\crst}. • 340, 3528 
Lodm< XI. E•I<Oidod-R<Ia-.: 

Tabid., r'~\..-tlt-Awntl •••• .... 340. 3530 

Elodol.oc ~ ood Toblc:u m.-.,... ... ............. 2278 
El<>dolo< Copouk•. Tol>lcb USP ITa..,} . • • 3302 
EaOlloiM: Tllhkl tPurJ. • • • ••• , .... 2609 

~POSIDF. 
Etopc:xo.uk Injection (&ur~rlvr~.nhcs1a).. 866 

+ ETRAFQN 2-10 TABLETS 
(2·10) ISchcrrngl. . ...... 335. 3115 

+ ETRAFON TABLETS 12·25) 
l&h<rrogl. . 335, 3115 

+ ETRAFON·FORTE 
TABLETS (4·25) t&hmngJ . • 335. 3115 

mi_CALYPI'OL 
l...h la\nr Anh~pil(' fP~r C(lt&lliMUJ. • 2761 
Cool Mmt Lu.t.:nne (Pfi~r C()tlfumt'rJ • • 2761 
FruhBu~ U"lmnc rPJi:.Lt 

Ctlfuumt'r} ,. , • , • . , • . • •....... 2761 
linnr Commll.i'fc:nnc (Pftur 

CmtlumnJ . .. ...... , . 2761 

+ EULEX1N CAPS ULES 
r&lt,rin/t}. 

EVAC-Q-KWIK ,:;,,._) . •. 

+ EVISTA TABLETS rLJ(yi 

+ EVOXAC CAPSUL~ 
rDaucltiJ 

... 335, 3118 

3096 
321, 1915 

.. 310. 1217 

EX•LAX REGULAR STRENGTH 
LAXATIVE PI'U-5 !NooontS 
Ccn•umttr~ o o • • o o • • • • • .a 

EX•LAX CHOCOLATE TABLETS 
fNooorti• C.(lluum~r}. . . . . ., 

EX•LAX GENTLE STRENGTH 
CAPLETS rN(' 10r1U Co/lkU.mcrJ. , • ., 

EX• LAX MA.lO?olUM STRENGTH 
L.AXATIVE PilLS rNoc.GJ"W: 
ConJ:umC"rJ ., 

EX•LAX MILK OP MAGNESIA 
1Nocot1.11J CottAUrrl ·'f'' !liD 

EX• LAX STOOL SOF'I'ENl:R 
CAPLETS (Noi/Cirti• Consumer). IIC 

+ EXCEDRIN 1\UGRAINE 
CAPLETS rBrr.toi.Afy,•nl •.•. 309, 1070 

+EXCEDRIN MIGRAINE 
GEL TABS IBn•loi·M>~rwl. . • 309, 1070 

+ EXCEDRJN &UGRAINE 
TABLETS IBrt.t'II-M.wrw 309, 1070 

+ EXELON CAPSUI..ES 
INoJOrl,~J 326, 2342 

EXEWN ORAL SOLUTION 
fNOt'Orlitd 2345 

EXEllfESTANF. 
A.rom;hm Tahlc:h ( Plulrmtmu 6 

UpJ<>hnl. 2769 

EXsEL LOTIONI!:liiAMPOO 
Wl<l)l<lnl 55,? 

EX.n::.'DRYL CltEWABLE 
TABLETS IFirmm•l 1361 

EXTElmRYL SR A JR 
CAPSUU'.S IFI<mmgt ,. 1361 

I':X'IT.!>.1lRYL SYRUP IFI<mingl. 1361 

+ Sbo"'n In Producl ldtnllflcalion Cuidt: 

EXTRA STRENGTH PRODUCTS 
(•N bare prOduct nome) 

E-Z SPACER IIVd... • .. • 3456 

E-Z SPACER AND MASK 111'iol. • . 3456 

E-Z SPACER MASK 11\<J . • •• 3456 

F 
FAC'l'OIU'!!L(,UIF~AIIG) 

AlphanllC Sol\t:nl OtinJt. J/He:~~ 
Toaltd IAfrir<'l. 

FA<;'J'O~RUlltAN) 

. 558 

Moooome Con..:cn1111te {1\\'f.'nth Hrhnnlf) . • 794 

AI~~~~~~~~ ~~~t.~' 558 

FACTOR IX COMPLF.X 
lkbu!in VH t&l.u~r 1/t'dlllk-.Jh'). . .. 840 

Koaja< 80 l&nrr s,,.r.. ~J. , • • 937 
Propk~ TflltJ.MrrHt'dlJit.oJII'I. ~ . 851 
Prolilrun< SD Sol- Dct<1J<'II Trar.d 

IAiploJI.. 558 

FACTREL ffi)'<th-~ntll •• 3633 

FAM<;ICLOVJR 
l~llnl\'lf Toblrts (Ntnvu'llfl 2348 

.. amotidmc ln)CCtion l&rUt'r lr.M.fllw-s•oJ . 866 
~pcid AC Olr"'·-.bk Tal\kt• 

II&J • Mm*l· . 
Pq>cid AC Gdapo IJ&J • 

.W~trkJo •• • •• •. o • •• • ••• • 

l'q>o;MIAC Tablet> (J&J • 
Af,.~lc) •••• •••••••••••• 

320.1814 

320. 1814 

320, 1814 
Pcpad Complcie Cbc,.al>l< 

fol>l<l> (J&J • "'""".... 320. 1815 
P.pcrd ln]«llon (Afm·AJ, . • . • 2153 
Pepcid ln,J«tion Pn:mi•td (Mrrt·kl. • •• 2153 
Pcpcld for Onl Suspen.'-iOO tMurl:) • •• 2150 

~~.~~.?,:;'~.,..IMmkJ. 324, 2150 
P.pnd 'l'ahl<b IAI•~·AJ. •••• 324, 2150 
f ............ (~l- . •• 3613 
F"""""""' Tobicu IAf>l.»rl. 2278 
F......SU.. T.t>l<u 1/'ar/ . • , 2609 
Famobdil'll" T.ablttJ t\l:otl *"' .. .. . 3369 

FAMVIR TABLETS (Nooonul 2348 

+ FARESTON TABLETS 
ISht~ US/ • ..... 

FEIBA VH f&xter H rolthca,..) 

FF.LilAliJATI; 
F<lba1ol 0<a1 Su.'f'<'U""' 
I~Wlau). . .. 

f<lhoool T>bl<u (1\a/l.oo.<} ••• 

+ FIU.BAl'OL ORAL 
SUSPENSION ffiaUo« 

+ FEUIATOL TABLETS 
IIVa//accl •. 

+FEU> ENE CAPSULES 
(Pfir.r) ........ . 

FF.LO~ 

336, 3237 

.... 843 

338,3343 
338.3343 

338.3343 

338,3343 

331, 2685 

l..cJu.el Tablet... (Astra/..nrt"m IJ'J 305, 608 
Pl...W Exlendcd·R<Icaoo Tal>l«• 

IAstmZrn<•• IP} ... . ,. • 305. 623 

+ FEMARA TABLETS 
•XooonosJ. .. 326. 2351 

+ FEI\IHRT TABLETS 
1/'urh-Dov;.J. 330, 2635 

FF.NOFIBRATE 
fricor Capsule:~. M•~romt.cd 

(Abbntt).... . • 304. 513 

FENOLDQPAM ~tF.SYLATF. 

Cociopam lnJcc:l1on (AbJ.,otO • •• , • • • 412 

FF.NOPROFEN CALCI\l~f 
F-,oprofca Calo-. T.¥1ch (AhWttl • • . 2278 

FENTANYL 
~ Tramdtr'rml Sy\tcn• 

IJ<IIfSW'(, 319, 1786 

FENTANYL ClTRATF. 
Atllq (C<plwlmo). . 310, 1184 
FcnliJ.n)'l CitJtJte lnj~tion 

(PrcflottVUIII\'~-Pttc) tEUmt·.\'lnn). 1311 
muanyl CitnKC. tnJ«Itorl. USJI tiL•u .. r 

A.MJ.IM.siol 868 

.-<:OSOL CAPLETS 
iGIJuoSmi.thKJ,,. Cc~.-urrwr} .. 1717 

FEOSOL TABLETS 
iG/.o.xoSmithKliM CfliiUUt> rrl 1717 

+ .f'ERRLEClT INJECfiON 
1\\0t.ron' 

FF.RIIO.l.§_fUMARATF. 
l:..,~tcp Fe Tt~~bkh 

(P,lfU.Du,·d). 

~rin~Taltlc:u 

338,3386 

. 330,2627 

330, 2642 

"" 3364 
3094 

FF.RROUS GI. UCONATE 
Mc:a~~ TftblcH (A."o'. . . . . . 593 

FF.RROUS SULFATF. 
f'co,ol Tat-kt~ {GiaxoSrmthKim~ 

CtH1Uirt11'1'}.' ... 0 ••••••• 0. 1717 
Fcmou• Sull.,. /Cnonol.. ..... . . 3613 
F<1'1001~o1ll""'l.>qoid 

rPiw~.-.rnKuJ """"""''· . •••••• 2763 
VdR'tlilliV ADC Va&DIOI + Iron 

o..p Wod\ A-"le!R"'''" • • • 3055 
Vi·D.a)hniF \tulb111WU0 + IrOn 
Dn~ With Auoodc: (RlluJ. 3055 

FERTINP.X FOR INJECfiON 
(StrollO}. . 3215 

FF.XOFJ':NADINE 
HYDROC~ 

AII•IUJI CBJ"ulc1r (AI'r>lis}.. 306, 712 
Alkp T.Ncu (.A\·r:,tuJ • 306, 712 ...,..,..0 Exlmdcd-Rdeasc 

Tobl<b IA,...tist. . • • .. • • • • • 306, 714 

FIBF.R 
8101o Ltfc 2 Dnnl Mt\ (Unintyl.. 3321 

FIBRIN SF.ALANT 

Ti'\ttl VH (84fl~r H"nlr~). • • 85-i 

fJLGRASTIM 
Ncupuj:m lor lnJCCUM (Ams~n)o • 305, 587 

F'INASTF.RIDF. 
Propecial\blcu tMnck) ..•• 
Procat T~~ cMuct) .. 

+ FINEVIN CREAM !BcrluJ 

. 324, 2172 

. 324,2175 

308.962 

FIORTAL CAPSULES IC.M"'' 3613 

FIORTAL W/CODEINE 
CAPSULES IC.Mva ).. . 3613 

fCl,AVOXATE ff}'IDl.Qj::BLORIDF. 

Uri'P~' T&bleto; tAI.{Jl1 • •• 

FJ,KCAINli>F..A<;ETATE 
Tamto.:or TaNc:t' (JN } •• 

fl~~·rnuk Tlblcu tP•rJ .•. 

FLEET BISACODYL 
LAXATIV'ES IFI«!I 

FLEET ENEIIIA IF/<dl. 

FLEET ENEMA FOR 
CHILDREN (FI«l!. . 

576 

322.1990 
2609 

1359 

1359 

1359 

FLEET GLYCERIN LAXATIVES 
(F/,..<1 . .. • .. • .. .. .. .. .. • • 1359 

•·LEET 1\UNF.RAL OIL ENEMA 
IFI.-0 .. .. .. .. .. . 1360 

FLEET PFIOSPBOSODA rPit<IJ. 1360 

FLEET PREP KITS fl'I«V. . . 1361 

+ FLEXERIL TABLEr'S IAlzol • • 304. 572 

+ FLEXERIL TABLETS 
IMrrdl . 324, 2094 

+FLO LAN FOR rNJECI'ION 
ICiltJJ«>SmilhKlin•l-. • • 315, 1528 

+FLO~tAX CAPSULES 
!Bo<hrtnRtr lngelheimJ . . •..•• 309, 1044 

+ FLONAS£ NASAL SPRAY 
!GioxoSmtthKhncl...... 315, 1533 

FLOIUCAL CAPSULES AND 
TABLETS IMtri<onJ. 2223 

FLORINEF ACETATE TABLETS 
IMII#IOn:hl. 2250 

FLOVE!Io'T DISKUS 50 MCG 
IG/axoSttuthKIIMJ •.. 3614 

FLOVF.NT DISKUS 100 MCG 
(Glo.tOo..:;m,th/OIIIeJ .•• • o ••• 3614 

FLOVENT OISKUS 250 MCG 
tGl~nuthKlim~J . . . 3614 

+ FLOVENT 4f MCG 
INIIALATION AEROSOL 
tGloJtn..<;rruthKlm~. 315, 1535 

+ FLOVENT 110 ~JCG 
INHALATION AEROSOL 
fG/.tuoSrruthKlirw 315, 1535 

+FLO VENT 220 ~lOG 
INHALATION AEROSOL 
(Gfa.tC'tt.-,mrthKltn~J. • o 315, 1535 

+FLO VENT ROTADISK 50 
MCG IGIIUXISmitkKliM} .•... 315, 1537 

+FLO VENT RDTADISK 100 
MCG rGitJJ«>SmiroK/<MJ 315, 1537 

+ FLOVEJI.'T ROTADlSK 250 
MCG GltJJ«>SmJI~I 316, 1537 

+ FLOXIN t.V. tOrllurMcN<i/J 329. 2526 

+ FLOXIN OTIC SOLlmON 
fDaucluJ 311, 1219 

+ FLOXIN TABLETS 
IOnho-MtN<Iil 329, 2529 

FLOXUJIIDINF. 
Scc:nlc F'tJDR f llt)('/v lAborntMki}. • 2974 

FLUCONA7.0LE 
o.ntcan T.blcu ... lrl,JOCtion. and 

Oral S"'i'<" ""1/'fi:rr) ... 331, 2681 

FLt' CVTOSINF. 

tParh-·Dcn'fsJ. , ••• • • 

~~ T~b ( n .J"twr Chi 
~FA Clopouk< 1-S.n" 

Chroma~ Fori< C>ptul<o 
($allu~~J • •• . •••••.• •• •• 

..,,._, c_...,,CN,... 1730 

•• 335. 3094 I • FLUDARA FOR INJECI'ION 
Tnn~leon C~ 1UCB1. 337, 3320 'Fkrl-.J .. 308, 995 

PHYSICIANS' DESK REFERENCE® 

FLUDARABINF. PIIOSPRATE 
Aucbn (or lnJ«Iion t 81'rl~., ~ ..... 308, 995 

FLUDROQ.ORTISONF. ACET~ 
Aotintf Acetace Tablet' (ftiMdrrhJ. • • , 2250 

FLUMADINP. SYRUP IFor<Jill.. • . 1370 

+ FLUMADINE TABLETS 
IF,..,I 312, 1370 

FLl!MAZY.NtL 
Romanron lnJCC 1M I lttii:N 

LDboruk>Ot"JJ. 3000 

Pl.YNJ'SOLIDF. 
Acrobid lnhAiu S)~tc:m rFmYstJ .. 312, 1363 
Act~id·M lnh:t.lcr S)',lcrn 

(Forr<t(,.. .. . . • • •• • .. .. • 312, 1363 
N .... id< N.,.l Spn<y (t:lwr} • •.•••••• 1295 
N•""<l N•..al Solulion 0.025'7 (lilonl • • 1296 

f'!.J,I~INOLONF. ACETONID£ 
ClpeJ< Shompoo (GoiJm•ol. • • • • 
Synolv c.-. flo/tt/>, u}. 

1400 
2020 

.. 2020 SJ=Ial Ou•,.... (MnlimJ ••• • •• 
S)'lalar TopK:al Soluhon (Mbt..-U,, •• 
o.:rm.S,._hei!-S T-Il 0.1 IHilll 

FLUOC~ONIDR 

2020 
1727 

LJ&:.~t C~am (M~dt~uJ. • . • . . • . . • . . 2020 
l..ldc:~ Gc) (M ttl,,·r1}. . .• • •. o. _., . . . 2020 
t.ulex Oi ncmenl (M~dldJ). o •••••••• •• • 2020 
Udex 'lbplcal Solution tM .-didJ.) ••• \. • 2020 
Udex-e Clt'am (M~d,t'ul . •. 0 ••• 0 .. 2020 
Auoanon.tdc. Cn-am, O•ntmcul. Get. 

Soluttoo liSP ITt~roJ, 3302 

FLUOROPLEX TOPICAL CREAM 
IA//uf:onl 

FLUOROPLEX TOPICAL 
SOLUTION IAihrronJ • • 

FLUOROURACIL 

552 

552 

C.aroc: Crt:~rn (/Anntl }. , , . • • . . . . o 1222 
Elude< Ct<Am (IC/'IJ. • .. • .. • .. . 17 33 
Ellkk.< T<>pical Soluriuno ( ICNI ........ 1733 
A"""'Plet l O('"al Ctum (AII<fl'dn!. 552 
A""""""'~ S.!IUloOn (AIIt ... <UI)., •• 552 
AlMJI'OUnell ln)«i1011. liSP (Baxlu 

AN>tlw-oia) 868 

PLUOTBANE INI!ALAI'ION 
11\)dll·l\)<m.l ........ 3508 

FLUOXETINF. HYDROCKLORID£ 
ProlX Pulvul~· L tqU..S. and 

W«ldy C"!"ulc- (Dura). • 311, 1238 
Slltll(<tn Pulvul<• (/Jill' I ........ 322, 1962 
Auo:x:ccmt IG~n~\'tl}. o • • •• o ••. o •••• . • 3613 
F1uoxc-:tine Cap;ulc:~ {Pari., o. • •• • • 2609 
Auoxcttnc: HC'l. 'TINcb tPorl .• . •••••• 2609 

Pro>.ac s.o...~ T,b,." rult,·J . . ... 321. 1902 
....,_ We<IJ) c.,....Jnfi,Ur) .• • . 321.1902 

FI,._QOXYllfF.!l'Jr.RONR 
H.aioku1n T~tt fP~~ "-

Upj<W<J. • •• • • 2763 

~~NAZINF. 
Auphcnu!nc (G~n,\'CIJ 3613 

fl&PRF.NAZINP. DF.CANOATF. 
Proli.xin Ocean tCitnrml.. . . . • ••. 3613 
Prolil.in HCI. ln)C"IIOn (G~nnoal ••• 3613 

fl..UPRF.NAZJNP. 
HYDROCITLORIDF. 
Aupbenorinc HCI TaN«' rPor} ...... • 2609 
Aupbc:JWJ.J"t' tlydn'lf..illunde £l1ut 

lJSP 11',..,_...,.-ul Abanaw} .. ... 2763 
Auphenannc H)dru..illonde O<al 

SviUIK'Ifl USP (Co«n!U'MCJ 
1P/wJ17111.k'~IIIJC'rJI At.'kK"tltiU),. o o • ••• 2763 

Auf)herwu-.r H) J rot.hl(>fldr: Tabkb 
IAI>·hmJ. . • 2278 

FLURANDRF.NOUDJ': 
Con!m.n Lot1on tOtlu,,rnJ .• o •• 327, 2438 
Cotdran Tapt tO.I~tt ··ttl. . 327, 2439 

PLURAZF.PA!If HYDROCJILORIDF. 
A......,...Hldro<,......C..,...Ic< .,,4 2278 

FLQRBIPRO~ 

AWprofcn (G,.,.. aJ 
Aurblprofen T"l'!lch (MrlcurJ 

FLUSHJEU> lNFLUEN"LA 
VACCINE rWytlh·l\wntJI 

FLUTM1IDF. 

.. . . . 3613 
2278 

3521 

Eul=n CBJ"UI<>/.~"'""RI· • 335, 3118 

FLUTICASONY. PROPIONATE 
Mvaar Oi!o. .. "U• lorY~ 

·G~,,K/md. 314,1448 
Ad\·&ar Ot~l.us ~ 

tCilo.u>SootltKiuv) 314, 1448 
AdV><r O.·klli 500ISO 

fGl4J,tS,./tltKlm~J. 314, 1448 
Cu11v;11r C'ft'.llnl tfltrnl. .. .. • .. 311. 1282 
Cutivau: Ointrnenl fl:'/tmJ ••. o • • 311, 1284 

A'l'ci:...~~-::h~!:7:L .. .. ... 315, 1533 
F1~·tnt Ot.~oLua .SO mcJ 

(Gtau~.S,.utltA1,.tJ , • •• , • 3614 

flm.'dU Ot.J.u. 100 mcc 
tCit....ns...t•A1""1". . ... •• • • • • 3614 

flo\enl Ols.lus 2j0 ""'' 
(CikuASMid>liluv}. • • • • 3614 

Flo\ me. 44 mcalnh.al.lh<ln 
AC'I'OIOI (Gitl.W.\1· •tiiA"IIl~) •• 315. 1535 

lttflir Pa~r N11Mittr lndJatb Brid' LktlnJt 
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BRAND AND GENERIC NAME INDEX 
+ PROSCAR TABL£TS 

1.\l~f'f:•l . • 324, 2175 
PROSEDIDS TABL£TS (.~tori. 

PROSOM TABL£TS IAh/x.ttJ 
32&8 

500 
PROST-8 PALI\IETTO IMont•fTJ 2268 

PROSTlGMIN INJECTABLE 
1/CNi... .... .. . • .. . . 1744 

+ PROSTlGMIN TABL£TS 
(ICNI... .. . . 319,1744 

PROSTIN E2 SUPPOSITORIES 
IPharrnru;•a & Up]Ohnl.. , 2852 

PROTA!IIINE SULJ."ATE 
P'nluntine SuJ(.xc ln).;..:IK'MI 

IPt'~\Cf,OXI\iC'-~)Il:JltJU SUIIII, •• 13l J 
PROTEASE 

592 
592 

.\rco.l..o< ToN<tsiA,....) .... 
An:o-~ Pkb TINd5 (An.ul. 
Oaanaz)'lbt T~ (Rub/mJ, 
K""""' C.,..WO tS<h.....,J, 
Ku-Zyme C•pwla (Sdr~u~ 
Ku·Z}'me HP Capo..u~' f,\c ltkdr.J. 

333, 2931 
3172 
3172 
3 172 

PROTEOLYTICENZVMF.S 
!•"' uruhr: PAPAlN; PROTEAS EI 

PROTIREI,Ri 
l11)'Rl TRH f« lnj~IIOfl tf"tutlf.t' 

PROTONIX LV. f"')'f'lh·A)'t'rllll., 

PROTONIX TABL£TS 
f\~th·Ay.-ratJ 

PROTOPAM CHLORIDE F OR 
INJEC'MON f\\)dlr·l\\~ntJ • 

1350 

.3580 

35n 

3582 
+PROTO PIC OINniiENI' 

rFu}i.«JwGJ • 313, 1397 
PROTRIPTYLINE 

HYDROCHLORIDE 
Vn.a:til T~kf .. I -'It" 41. 
Vi,.lCtd T~lcb tOJr,, <--il 

+ PROTROPIN FOR 

325, 2217 
328, 244& 

JN.JECfiON fGt·tlt>tllf'C'IIJ JJ3. 1425 

PROTUSS LIQUlD r~·•r.t Hon:m>l 1358 
PROTUSS.D LIQUID l~'>ul 

1/ori-"''IIL • • .. ,. .• • , J 358 
PROTUSS.DM TABL£TS tFm•t 

llorizvnJ . . J 358 

PROVENTIL INRALATION 

+ PROVENTIL HFA 
INHALATION AEROl;OL 

3142 

f 
AEROSOL t&hrn"RI 

1$ch .. rinRJ •••••• 335. 3150 
PROV£/oo'TJL INJIALATIOS 

SOLUTION O,Of!3<; t:<dt.<n/11:1 314& 

TABI..£TS l&h.<ru•<l. 335. 3148 l 
PRO\/Ello'TJL REPETABS 

PROVENTIL SOLUTION FOR 
INllALATION 0.5(( 1&/J,.nt~RI 3144 

+ -PROVERA TABLETS 
rPIJurmat:lO &. Upjolml, ••• 

+PRO VIGIL TABL£TS 
fCt'pholon), 

PROVOCHOLINE POWDER 
FOR INJIALATION 
IM~tltapharml .... 

+ PROZAC PULVULES, 
UQUlD. AND WEEKLY 
CAPStnES tDr.ttrJ 

+ PROZAC SCORED 
TABLETS rLJ/y 

+ PROZAC '1\'EEKLY 
CAPSULES <Ldl)/. 

+ PRUDOXJN CREAM 

332, 2853 

310, 1193 

.. 2226 

311. 1238 

t· I. 902 

321, 1902 

rHraltt.pmn1/... .. .. 319, 1726 

PSEUDO·CHLOR SR IC<nm>/ ... , , 3613 

PSEUDOEPHEDRINE 
lf:~lctu!'.\io DAC Syrul" rmrt.wn) •••• , o • .1369 
P>eudoepltodnno (C<nnu/. 3613 

PSEUDOJ;:PIIEDRINE 
HYDROCHJ,QRJDE 
AHrr;r.a-0 E.\tcodcd-Relea.1C' 
T"~leu (An:ntul , , •• 306, 714 

Bromf<d C..,..,lc> tE>Iclw.IN-Rdc-1 
(l,ltur~) .• • •••••••••• ......... 

Bromteci-PDUp.ulc> 
tE.\tallckd-R.c-.~eaM-,,,.,!,,.,J,, 

<Awred c.p.w..m""'1.. • . 
<Awfcd-PD c.p.u~e> IM•rol •• 
Krunnfcd-A l<nlooap< (FmoJulr/, 
Ktooo(oJ..A.Jr. K.ronnaip\ (f.t'ntlldltJ. 

C'tuldn:n') ~otnn ColtJ Oral 

22&9 

22&9 
2272 
2272 
1341 
1341 

Su~ioo (ltfc-;\'t'll 
Comw n.tr)... . • • . • • . 322, 2007 

\10U'in Sinus Ht:.d.xhc Caplt't. 
(Mc-/tlt!il ConJumu}, , , • • • , 

Rllltli\IMIA·DAC Synrp (R,Jbin.J) . • 
S<mi""•·D C.poulo (Crlltn·h). 
Cbtldn:n'< Tylenol All<rty·D 

UqoKI tMcN.til Ct>tUIUti~TI 
C!uldmt's Tylenol Cold 

Sll:<p<rbioo l.iquol ond 

322,2005 
.. 2942 

1172 

323, 2014 

~ale TMI&N IM ... \ .,il 
C'~rJ •• • • 323,2015 

CbJldttn' ~ l}·lcuol Co&d Plut 
Coup~ Uquod .... 
Cbev.~lr T ... kt, tM• ,\',tl 
CcwuuMr"r),. • . • • • 

Olildreo'al).lcnol flu 
Su"'penwoo UquKI tlttr.''ft-11 
C<Ntsuma} •.. 

CtUidru'• T)'lcnol Smu.ll 
SU!)pc:ru;ion Liqutd (MtNdl 
COOSIIfll~rJ. • •• , , • , , • , 

ln(;mt,'1)·1t'nol Cold 
Ottoot;e!>llant ;nd f"<"·.c.~r 
RcdUttt COfkcntnt,h:d ~ 
f~kN~•I CrlfnUmtr}, ~,, ~., 

lnfmt~· 1)1cnol C'okl 
~mdFc•tt 
Rcdul:« c ...... .-On,.. .,us; Cou~ tM' .\ril 
C(liiUUtiVrJ . ........ ··~• 

Muunom Scm~.ctb 1) lenul 
Al"'J)SiausCIIf'k!.., 

323, 2015 

323, 2015 

. 323. 2017 

323, 2015 

323, 2015 1 

Gclcapa,. ~ GciLa.ht '"'" ,\''" c ... ,.,,,,. 323, 2010 
\1uimu.m Stn:I1Jih T>kntll 

Allcrzy Sinu1o :'\' 1~Tmw· 
Caplc:b fMc.Vn/ Cf.,,.,mal. 323, 2010 

Multi..Sympuom l)•lcool Cnld 
CompJttc Formuln Ctl('lcl\ 
(MrNt•ll CnrnumrrJ., •• ,... 323, 2010 

Multi..Symptom 1)-lennl ('old 

~~"~~;r..~~r~:;j.~~a~ 
Mrllti-Symr-om T)lcool C~kl 

Sne:n:: <"onie\t)()fl 

323, 2010 

NQQ.[)nw.\y Capkh· tMtNrtl 
COIUWIIUI ' . • • • . • • 323o 2011 

M.a.xtmum Strmflb Tytt:n...& f-lu 
N•.&fHTimc: Gc-kart tN, V.-I. 
C'OifSJillftrr/ • ••. • ,J, ••• 

\bxunam SU<n£1lt Tyknol H• 
!'oii"'ffimt ~kl ,,.,t',\rt/ 
CI.IJIIJ.IUIIfC'TJ •••.•••••.•• 

323.2011 

323, 2011 
M.a.-umutn S1~ Tyleool l-11 

~on-Dro-.t. .. y Gt~ tMc Nt" 
CiJftJ.IUfi<T}. ,,,,- ,, , , 323, 2011 

MSi=~~~~~~~~ P.~~~~ 
t!ttc:Nt!ll Cumr11ncrJ, •••• , 

Maximum Strensth 1}1cll01 
Sinus Non-Oro .... toy Gclt,a~. 

323, 2012 

Gelcap~. C;1piC'I'\. and TaMt:b 
{McN~il C'mlilmll'r)..... 323, 2012 

Zrphr~ T:.tllt't,~o ($(muft·:l\mhl'ftlbr,J. 3091 
Ztrhrtx LA Tat'lkh 

tSan,ft..S_\nll"ldl~aJ ••••• '. • • 3092 
lyrhx·D 12 Uour ElliteDLJ...'\1 

RclocfT.oblcto IPfi<rr/ ... ,. 332, 2758 
A.:tifC'd Cold &. AllnJY Tabkh IP". , r 
C~rJ ................. . 276(1 

,\cf,(ed Cold k lliO,DID Capktt 1/lft"Jr 
CtJliQ.IUfWTI . .. • •••••••••••• 276() 

A_. 0.\t C..,Jh 'Yillf' tlCR/.. , 1266 
AJurk• HD Cough SyNp ti.'C'R/ .. .... 1266 
~~ Alkft:) •'= "''rm ~u"S 

MtWcaoon (Pfi.·;r C11nsunwr, •••• 276(1 
Re:n.adryl Alk:rJY & SIOtb llt"Oidotcbc 

Caplets & <kleaP\ ( Pfi:,..-r 
COIUUIIWTJ... , • , • , , • , , • •.,., o, 276J 

Acnadl)·l Allt:tj_)'/Cold TuNt:lfll O'fi:l'r 
CmJJ/llllc'l'},, •• , , , , ,., •• o. • ,. , 2760 

Bcn:adryl AlltfJ)l(\>npt'~li'lO f11hlc1~ 
tPfi:.tr Ct11Ut1mn1 •• •••• o •• , • 2760 

lkn)'ho Molh Symptom (P}l:rr 
CfJfhlutlf.IT) ' ~. • • • • • • •••• 2761 

Biolu~ LA Tlblda tlldNt/kiJJ... •• 3339 
tkfm-U\ Tabkt, (f'1nt llun:.•"fJ, ••••· 1355 
O.Fc.b II T......, (lk/. . , .. 3456 
~ HD Elh•tfUC'BI ....... 337,3314 
Dunau« T-t-rUCB/ .. , .... 337. 3313 
""'-'" GPT•NctqUCBI. .. .337. 3313 
LodnncLDC.,....W..rF.CR/, ...... 1266 
Lochrte l.iqoolt£CR/, .... .. , ...... 1266 
MudC\.1 0~1 Tabku tMCR Alllft'nc-"" 

PltDJ'MDlY'IdlttJ.hl..... • •• 
Muifcd T~k1..4 (M('H Am,'lrcm 

Phmmll'nmrult) • • , • 
Muifcd-G TaNc-1111 tMCR Ant~rlc ,, 

2018 

2018 

2018 
1355 
1266 
1358 

• 1358 
• 3&13 

Phormuffutit'aiJ). , • • • 
M~lot Tt~blc:l'i (f'IW llm1:onJ,, , 
N'-ll~lllh U ~hlt't.~ lECNJ . . •. , • , 
IJrofU.\.'f-0 Uqwd (Joint llvn:md,,,, 
Protu10s-OM T."lble~ (l-Int U.~:PIIJ, •• 

~lorSRt&M,'tl), ·•••••••• 
.........._,. H)dro<hl«lde Syn~p 

USPtPiw1'11t1M.n.ticuiA.t..tQ'I·iQtnJ •••• 2763 
P>cudoq>bcdnoc H)dnxhlonde 

Tablets (&ft»ft')... • •••• , • , •••••• 3056 
Rc<p.l<t T.bk<,. IRrtpol • .. .. 2929 I 
R...-.A.R. Tobku IRr'f"'/ ........... 2929 
R<'Piiu>l C-"<> (I!.'JOO/ ... , .. .. 2929 
SIDWab :\OQ~I>J}tnJ ~uul Cap" 

11'/t:rr C<Jtuwo,r} ... , .. .. .. 2762 
Sim.tu.b Sn:au AJICfJ.)' \1t•(ilc,:~ MS 

l'lblm and Caple~>~~~'" 
Ct.HUum.trl...... o 2762 

Sinulllb Sim1~ M~thcauon MS W11ht~1 
Dtow~~>ineu lbbleu and Capleh 
(Pf~;.u Corumnu}. . •. , , . • 2762 

Sucbfed 12 Hour1abft'l:t (l'fi:~r 
Con.ntmt:r). . . . ..•••••••••••• , 2762 

SuW.fcd 24 Hour Tlablct\ ( pt;;,, 
COfiSlllfWrJ, •••··••· •••••• ,, 2762 

S..Wcd Cold & All<fo T"'lrt• 
ll'fi:cr c...,...,,, .. .. . . . .. .. , 2762 

S..Wcd Cold .t Cwp 1-"1"><1 c""' I 
ll'fi:rrC...,_,,,, .. ,, ....... 2762 

Sudafcd Calol 1c: So- Uquol C'!" 
tP{eyr c~.on.u.rMrrl •• '..... • • • • • • 2762 

Sud.Jcd NN Orcon~t;mt )() m~ 
T~klto tl'fi:rr Coruumrrl .•• , • •••••• 2762 

Sudalod Non·D?m~t Smu~ Liquid 
Capt (Pjl:u c_,.,.,wn,J. ,, . , ..• , . 2762 

Sucb!ed Sc-"·cn:: Cokl Rmnulm ~tS 
Caple.!.\ and T.::~~k-4• (f'jj:n 
Cotu·um~rl . ..• o .• ,., .... o. o.,. 2762 

Sud.-.f~d Smv< Ht:adik:hc C.1plc1' ttnd 
lhbkt.~ (Pfi:,., ('~mwmrrl ••• o. •• • • 2762 

Ch•~n ·' SudolJcd Cou~~:h & ('old 
LiquKJ (P}i:.n ('IJfiUiflttf~ oo o.,, •., o 2762 

Chilclfm'' StkW'cd N ... w 
~~\W.al'lk'siPJI:~r 
CI~TJ............ .. . . . 2762 

C'tukln:n'1. S.Wtd !'.-1 
~Uqooltl'fi:rr 
c~rJ •• . •• ••••••• . •• •.• 2762 

Tnkoi~D T:abkh rR'JPII'· •• .... .. , .. 2929 
Tusu!eci-LA c:..p:u lbmtll. .. .• 1334 
L'ltnlorom c~ 1~<>. .. ... 3456 
l.~tntornm PO 0.,. tk Old ..... 3456 

~QPOEPHEDRINE SUJ.FJ\TE 
Olltitin·D 12 Ht111n b1cndat 

Relc:tse Titl'llet"' t.Sd~rint:l- 335o 3102 
Clantin·D 24 JhJ111r E~tcrl<lcd 

Rcletit -r .. t'llct' (Sdlf'l'lll'-l• 335, 3104 
Rynnutn Tablch (\1~,1/uaJ 338. 3351 

PSE):JDOEPID:ORINF. TANNATE 
Tanafed S"-'rcn'uJn (,.,,, 

Hun:nr1J 312. 1359 
PSORCON C~l 0.06"', 

llJ<nnW 

PSORCON E CREAM ftkmultJ 

PSORCON E OIN'ThfEJ•IT 
llkrnliAJ 

PSORCON OINTMENT 0.050:0 
rDtrmilt 

PSORIATEC CREAM tSmuN 

~YJ.LIUM PRF.PARATJONS 

1227 

1227 

1228 

1227 

.. 3247 

\1n:unu,,l 0oJHUII rc)I.IU.fe l1ll,.,.dcr, 
Orana;e- AO\'Of' fl'n"'lf'T c.~ CittmblrJ., 2877 

Mett~mucil Orism:.l Tc:\ttlrc l'u""d('r, 
RcgularA.wur-(/'n'ffl'rd (iwn/Jit). 2817 

Mct.unucal Smomh l'c"iiUrt' 1)''""1\k.'f. 
0nrnFc Fla\'llf tprr,. ,,., & <M1mMd 2877 

\olcurnu..:d Smooch Tc"un~ Pu""·dcr. 
SuJar·fn:c.. Or~ n .. \ 'Of (PNdt'T 
.. Gaml>l<l .. " " 2877 

~tcr.unuctl Smuotb C.::uun: Po•dtr 
Su,..·Frt'(', Rqubr fla\•11' tPI'OC,. "'GJmb/,,. . . 2877 

\tdomucj( \\:.Ccn, Apple C'n<p ond 
C".......an Spier J-la\\'IN '"""'"' c;..,N,J, 2877 

Pcnlu:m hhn TIK-rap) (,\'arums 
CMtllntUJ.. • • 2301 

Pcrdicm 0\·cmi~:ht ~tK:f (N<"'""" 
ContllmUJ 2301 

+ PULMICORT RESPULES 
IMtroZrM«l /..PI 305, 632 

+ PULMICORT TURBUlJALER 
INHALATION I'OWDEJt 
INIMZ<n= LPI 305, &36 

+ PULMOZVI\fE 
INHALATION SOLUTION 
IGrn•ntrchl 313, 142& 

PURE 0-PBENYL-REUEF 
IJfontifTJ. 2268 

PURE L-ARGININE HCL 
'lrOIIJi/fJ 2268 

PURGE tF1~m•lllfJ ., 

+ PlllUNETHOL TABLI:.'TS 
IGI=oSmlllrKI>n•l 317, 1&15 

PYRAZINAMIDE 
Pyru.iJUm•dc Ta~leb (Ullulrl,. 
R1fa1rr T:.hiC!tJ f,iw·mu}. • . . , •• 
P)nuin.umdc Teblcls (IJll.trlr 

Srantlarrl} . •..•••••••• 

PYRIDruM TABL£TS (Warnrr 
Chi/roll} .... 

PYRIDIUM PLUS TABLETS 
(l~O:~r Ch,lcottJ 

. 1876 
307, 7&9 

.. • • 321 

.. 3357 

.. 3357 

~IGMlNE BRO~UDE 
~ialinon S)TUp (/(.\,' 1740 

319, 1740 
1740 
2483 

MotUICin TMkr• 1/C'.\'/. 
Meainoa nllfnl*l T.-bk· acv,. 
~loJ«f"'"IOrx" /. 

PYRIDOXINE HYDROCHLORIDE 
1-urufc., VITAMIN S.l 

PYRILA!IIINE TANNAT£ 
Ryn:t-12 S Su,pc:n'tl'IO (K&JIIo~ct'}. 338, 3351 

PYRIME'l'RAJ\IINE 
Daraprim Tbble:a 

(Gla.wSmithKiml') 

PYRITHIONE ZINC 

. 315, 1511 

Hc:ild 8:. Shouldrn l);an&JndJ Shampoo 
(PIVctl'r d. Go,,bi,J. • • 2876 

lfeod .t Sbouldcn o.nt~Ntr s~wnroo 
Dry Scalp,,.,.,.,., & G.-Nr/., . . 287& 

DHS Zinc~ rPr,_ d 
C6wy/. .. ........... , 2662 

REMERON TABLETSI12S 

Q 
Q.UETIAPINJo: F UMARATE 
~· Tolbld'\ (All(fl/.tfl · HI). 

+QUINAGLUTE DURA·TABS 

305, &84 

TABLETS tS.rlul. • 308, 978 
Q_l!INAPRIL HYDROCHLORIDE 

Accurril 'nat.lct\ ll'clrl.t'-/Jul·hJ,, 330, 2611 
An"UJ'di..: lilblCI.'\ tPmA.4··0..n·l1), 330, 2614 

+QUINIDEX EXTENTABS 
fRobi.n•t 

Q.UINlDINE GI. UCONATE 
Qwn.~tiUI<" ()• a. iabs T.altkt .. 

333, 2933 

l&ri~.-J. , •••••••••••••• , 308, 978 
Ql,DQilhac Cit~A:CN:Wr Dk:nda.I-Rc:lcl-.. 

TobiM• t;SP IIIUI.""'I· . , 33&9 
Q.UINJDINE SULFATE 
~llldC\ l:.l,1CI' I_ak (/f•JIHIUJ. 33J, 2933 
QuinWu:lc Su.lfM< I:.Nc:l,..liSP 

{1\UJ,r..n)..... • •• 3369 

QUININE SUL~"ATE 
QumatK' SuU411C c.,_ulc-,, liSP 

(HUt.wm1, .••••••. ,.-. ...... . . 3369 
Qumii'IC Sulfate l~l\le:h, USP t U.uwnJ ..• 3369 

Q.OINUPRI!>"TIN 
Sy~O.'ld I.V (Ah'fltUJ 

+ QUIXIN OPIITliALI\IlC 
SOLUTION I.S.wlrnl 

+ QVAR INHALATION 
AEROSOL 13M> 

R 
RAREPRA7.0LE SODIUM 
A~J.T~ tl." 
Al:!jotl ·1. T:oobkt• flu· ·'"'· 

RABIES IllfMUNE GLOBUl..IN 
( IJUlllAN) 

. 307, 775 

334, 3093 

322, 1987 

311, 12&7 
319, 1783 

B.:~)Jtili tHu.rtrHuaJ,KlWI) , , • 917 
1m~J01 fbi'Jic.-.. HT (rhrlllu l'mt~IITI , 805 

RABIES VACCINE 
lrl ... l\OI'Ii fWblt'., Viklo' JI'IC (;h't'ht/1 

Pil.Jil'Ur). 807 
RAtte~ Va.-..mc R.abAvcn 

fCh'''"'' 310. 1203 
RALOXIFENE IIYDROCI!LORIDE 
E\a~ T.hlo-~ d 32lo 1915 

RAMIPRII. 
A!Lo« C. 111.-.. ~I 325, 2233 

RANITIDINE HYDROCm..ORlDE 
Zan,!..: I~ T-.l'llch 

tG4nu.,'\t,·r , · -XIind. .. 318o 1690 
bn~ JOO Tat-lds 

t(;W~r.SmilhA'Iut~). • , o. 318, 1690 
Zoanu.; 1'0 f:HFkduc loaNch 

((ildriA\IttllhKJmrJ, 318, 1690 
7...1.nt -.: ISO t::fff'Rdu-.c 
G~mlc- (Cilmo.\'mulrK.Iit~d. 318, 1690 

Zanti1C lnJCCI!UII 
tGfttWSmithl\lln,, 318, 1688 

7,;m~ lnjo.:tlon l"'rcll'li:(C'\1 
tC,;kl.tt'-\nutltKiitk'),.,.. 318, 1688 

Utlt.J~: Syrup tcilu.~u,\mtlhKIIJ ·r), 318, 1690 
RarutidJoc CapwJo t(;mn,, 3613 
R.;acutidaDC HC'I T~ (Pur), 2609 
R.mitiohnc T>Ncu l~hi<Jnl. • • • • 2278 
Raaitid11x Tabkt ... fPtUJ, ••••.•••••••• 2609 
ll»t!hda:l1' 'I ''lku (1\Uti(IIIIJ. , • • • , , 3369 
Zanlac ;~ 1Pf! r (',.. wwrl... • • • 2762 

RANITIDlNE TABLETS IGo:tl· !'(I' I 3613 

RAPAMUNE ORAL SOLUTION 
AND T.A8L£TS tW,~th·/u•r>ll. 3584 

REBETRON COMBINATION 
TIIERAPY tS<Iumrwt 3153 

RECOMBINATE 1/Jaxllr 
lltalthrorr). . 853 

MCOllmrvAX liB IMrrdl. . . 2178 
REFACTO VIALS IC<nrl~<•l. 1437 
REFLUDAN FOR INJECTION 

iALYntU} 761 
+ REGLAN INJECTABLE 

fRobm•l. .. , ...... 333, 2935 
REGLAN SYRUP lll•ol>m•l 2935 

+ REGLAN TABL£TS rRob.n <I 333, 2935 
REGOSOL INJECTION 

(0rgon<Jn). 2483 

+ REGRANEX GEL 
IOrtho-McN<ill 329, 258& 

REGULAR STRENGTH PRODUCTS 
(ue lx,.u produd namll) 

REIIYDRALYTE ORAL 
ELECTROLYTE 
REHYDRATION SOLUTION 
fRDA). • . 3052 

+ RELAFEN TABL£TS 
(Gi=oSmllhKIIMI 317, 1617 

+RELENZA ROTADISK 
IG/azoSml1/t}(Jm<l 317, 1&19 

REMERON TABLETS IOr!Jo..,'<J. 2483 
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126/REMERON SOLTAB TABLETS 

+ REMERON SOLTAB 
TABLETS ICJriu'""'. • . • • • 328, 2489 

+ REl\IICAD£ FOR IV 
INJECI10N IC.ntomrJ. 310. 1178 

RE.mNYL ORAL SOLUTION 
r.lan• ... nl......... 1792 

+ REMJNYL TABLETS 
(Ja" ... "l . . . .. 319, 1792 

RENACIDIN lRRIGATION 
(Guarc:llan) J 723 

+ RP.NAGI!L CAPSULES 
•C.n..")·mo!. • 314, 1439 

+RENAGEL TABLETS 
rC.nzym•J. • . • • • • ... 314, 1439 

R.ENAX CAPLETS tEr rrltJ .. 1334 

R£NESE TABLETS IP{izlrl 2712 

+KENOVA O.O!"i CllEAbt 
r0rtlo4 lkmuuol"t((c<Jll 329. 2520 

+KENOVA 0.05« CllEAbl 
'Orlho lknnata/~1 . 329, 2519 

+REO PRO VIALS IWiyJ .. 322. 1958 

RF.PAGLINIDI! 
Prandm T1bln' IO.S. I _ QJ'Id 

2 mg) (Nu~'f1 NtmlukJ 327, 2432 

REPRONEX FOR 
INTRAMUSCULAR AND 
SUBCUTANEOUS INJECTION 
rFrmflll). 1347 

·~~- 317, 1621 

R&SAID E.R. CAPSULES 
fC,.'Kt'OJ 

+ RESCRIPTOR TABLETS 
(A.I_ '''"'0(1) 

RF..sF.RPJNE 

3613 

304.526 

Ds~R. 'hblrt\ '"''!Wn·J • •• •••• 3343 

RESORCINOL 
Rtn~lfmd CI'Uin t£CR1 .... J266 

RESPA·IST TABLETS fR••pal .... 2929 

RESPA-A.R. TABLETS IR<~pol.,. • • 2929 

RESPA·DM TABLETS IR.spal •.•• 2929 

RESPA-GF TABLETS rR .. paJ.. 2929 

RESPAHIST CAPSULES rR.-paJ 2929 

RESPERATE DEVICE tlntnC'uT<I 1770 

+BETA VASE VIALS IC.nt«orl 310, 1182 

RETEPLASE 
RCU\-.'C V1a.U !Cnt~onw} •••• 

+ R£TIN.A MICRO 0.1'\ 
/Ortlw lknnal4JO(f~l' • 

+ RETROVIR CAPSULES 

310. 1182 

329.2522 

/GI<U08MIIhK1m<i 317, 1625 

+ RETROVIR IV INFUSION 
cGI<UOSm•lhKlint).. 317. 1629 

+ RETROVIR SYRUP 
IGI<UOSmithKlineJ...... .. . 317. 1625 

+ RETROVIR TABLETS 
/0/<UOSmithKlintJ...... .. 3 17, 1625 

REVERSOL INJECI10N 
!Organon).. . • . • . . 2489 

REVEX INJECTION t&.r:ur 
Anuthuia).. . . . . .. 873 

RHo (D) IMMUNE GLOBULIN 
(HUMAN) 

Bli}'RJ>o.D Foil Doo< (&l)<r 8-..JI 921 
Bli}'RJ>o.D Muo·Doo< I &,yr 

Bwlatl«ail........ ... • . .. . 919 
MICRI>aGAM b>-

/Ortlv>-C/mo:JJ/1. .... .. • 2524 
RhoGAM In~ (OrtlttrCiuunJ/J, 2524 
Y.inRho SDF (Nabil.. .. • 325. 2297 

+ RH£UMATREX DOSE PACK 
(L.ckrl•) .. . . . . .. • . . • • • • • • • • . .. 32 I 

+ RHINOCORT AQUA NASAL 
SPRAY (&troZ.neca LPJ... • 305. 642 

+ RHINOCORT NASAL 
INHALER GolwaZ<n«< LPJ 305. 640 

RHOCAM INJECI10N 
/Ortht>-Chnicail. . • 2524 

RIBAVIRIN 

Rcbdn>a c--- Tb<fte>)-
rSdoc~tl- . .. . • .. .. ...... 3153 

V\rozokf..-1-...,.Solui..,//C,VJ. 1747 

RIBOFLAVIN 
<- unthr. VlTAMIN Bo> 

RICINOLEIC ACID 
Aci-Jel Thenptutte VIIJ!!mal Jtll)' 

IO"M-McN<tll... . • • . • • .. 2525 

RIDAURA CAPSULES 
(/>rom«heu.).. . . 2893 

RlFABUTIN 
MyaJbul!n Capsule~ tPhiJrnkJC'ID 

& Up)'>M/...... 332. 2838 

+ RlFADIN CAPSULES 
IAI~•IW.. . . . . 307, 765 

RIFADIN IV IAI>MIW ..... 765 

+ RlFAMATE CAPSULES 
fA.tmt~J. 

RIFAMPIN 

307, 767 

R•fodm C""""lei (AI .. IU) •• • ' 307' 765 
ftlfadm IV (A,·mtuJ... • • 765 
RJ(a.nQic. Cap<ulet. (Au•nlu}.,, 307, 767 
Rlrd.trt"Thblet.' (A.'I'OJIUJ,,, , 307, 769 

RlFAPENTINF. 
PnOin Tnbk:l' (th't'lfiU} •• 758 

+ R!FATER TABLETS IAt.-nlo•l. 307, 769 

+ RILUTI!K TABLETS lAo •nl•al. 307, 772 

RR,U7.0LE 
R.llu.k};. '1\blct:" IA1T rtlll 

RJMAC'fANE CAPSULES 
r~l'ltl'G 

307,772 

l613 

Rlli\Azo.'TADINE HYDROCJII.OR IDE 
t-liX\lollbnc Syrup IF 'rr.ul, 1370 
~1om.do"" Tablo' IF"""' 312, 1370 

RIJI!SD-60 SOLUTION IF'duognM 1267 

RISF.DRONATE SODIUM 
Ac1ooel T:lblcts (Prucla & 

(i<I/Pibl~ Pllcm"tJC'nJtltUi.tJ. 

+ RlSPERDAL ORAL 
SOLUTION IJon>trmJ ... 

+ RISPI!RDAL TABLETS 
rJorut«.nl .. • 

RISPF.R!DONF. 

332. 2879 

319, 1796 

319, 1796 

R1"perdal 000 S01u1ion Uun1 r~tJ, 319, 1796 
R••rmDJ Tabl<h (/"" 319. 1796 

+RITALIN 
EIYDROCHLORID£ 
TABLETS I'NO<'OTI,. • • • • 326, 2387 

+ RITALIN.SR TABLETS 
1N01.urtiol 326. 2387 

RITONAVlR 
K.11ktna C.ap-.11to (Ab/wtJ •••• 

Kalctna Oral Soluuon (AMom. 
NQr\'lr Q:l.~uk-.; (Abl~<n~t). 
NOI"\'u Onal Soluuon (Ah"-mJ 

+ RITlJXAN FOR INFUSION 
rTDEC) ..• .••.. 

+ RITUXAN J.V. (Cknrnt«M. 

RITUXIJIIAB 

303,471 
303,471 
303, 487 
303,487 

319, 1750 

313, 1428 

Rolunn for w....,., 1/DfC"I 319, 1750 
Rltu•on I V IC.....'<AI. 313. 1428 

RIVASTIQ.MINE TARTRATP. 
E.cloo C-"'> I~• ·"""I· 326, 2342 
EWm Orol Solution lh'""'""' 2345 

RI7.ATRIPTAN BENZOATP. 
M•uh Toblcb /MurAl 324, 2120 
Muali-MLT Onll)' 

Oi._,mkgrabol TablctJ f!./ot!) 324. 2120 

RMS SUPPOSITORIES CU 
IUp•h.,·Smith/.. • 3334 

+ ROBAXIN INJEC'fABLE 
(Rabin II).......... . 333, 2938 

+ ROBAXIN TABLETS 
(Robm~............ • 333, 2939 

+ ROBAXIN-750 TABLI!TS 
IRobuuJ... 333. 2939 

+ ROBAXISAL TABLETS 
(11,/m,.l........ . 333. 2939 

+ ROl:IINUL FORTE 
TABLETS fF<nl Honu~~~ol. 312. 1358 

+ ROBINUL INJECTABLE 
11/obut$), • 333. 2940 

ROBINUL INJECTABLE 180Jtt<r 
AMothnUJ). • . 873 

+ ROBINUL TABLETS IFo,.l 
HorwmJ.. .. • • • • . . . . . 312. 1358 

ROBJTUSSIN A.C SYRUP 
fflobi,..) .... ..................... 2942 

ROBITUSSIN-DAC SYRUP 
(Rabuul.... . . . . . 2942 

+ ROCALTROL CAPSULES 
lllo<ht LaboNJI4ri<ol . . 334. 2991 

ROCALTROL ORAL SOLUTION 
IR«ht~). 2991 

ROCEPHIN INJECTABLE 
VIALS, ADO. VANTAGE, 
GA1.AXY, BULK ffl«hl 
~.. 2993 

R~BROMIDF. 

7.......,., lnj<c1ion (O'l"f""'l • 328. 2491 

ROFECOXIB 
Vio-~,; Oral SU.oopcrt'ilOO tlttnd) . 2213 
VtOXll: Toblet.'l (Mt>trk). • 325, 2213 

ROFERON·A INJECI10N !Roche 
l.<Jbo•otoriuJ. .. . . . . . .. . . .. . • • . • 2996 

ROMAZICON INJECTION /Roch< 
l.<JborotorU:•J. • . .. . . • . 3000 

l:IO~OULRYDROCHLOR!DE 

RcqwpTablet> 
/GiAt<>S•outhKI""''· 317, 1621 

RO~ HVDROCKLOR!DF. 
\ '..optn lpjtctlao tAJlt'I:I.ZnvuJ LPI. 612 

PHYSICIANS' DESK REFERENC~ 

ROSIGLITA7.0NE MAI.F.ATP. 
A\·:andUT~ 

iG-<fhKI""I 314. 1490 

BOSS METABOLIC FORMULA 
SYSTEM rR-J. 3052 

CALCILO m LOW-CALCIUM/ 
VITAIIIJN D·FREE INFANT 
FORMULA WITH ffiON cn....1 . 3052 

CYCLlNEX·I AMINO 
ACJD.MODIFIED MEDICAL 
FOOD WITH lRON /Raul 3052 

CYCLINEX-2 AMINO 
ACJD.MODIFIED MEDICAL 
FOOD (~J • 3052 

GLI1l'AIIEX·I AMINO I 
=~~8~'f~I~AL , 3052 

CLUTAREX·2 AMINO 
ACJD.MODIFI£1) MEDICAL 
FOOD 1-l 3052 

HOMINEX·I AMINO 
ACJD.MODIFIED MEDICAL 
FOOD WITH lRON tlloul 3052 

HOMINEX-2 AIIIJNO 
ACID·MODIFI'ED MEDICAl. 
FOOD !Rosol 3052 

1-VALEX·I AMINO 
A(;JD.MODit' Lt;D Mt:DICAL 
FOOD WITH lRON IR ... I . 3052 

1-VALEX-2 AMINO 
ACJD.MODIJI'IED MEDICAL 
FOOD !Rosol • 3052 

KJ:I'ONEX-1 AMINO 
ACJD.MODIFIED MEDICAL 
FOOD WITH lRON Roul 3052 

KJ:I'ONEX-2 AMINO 
ACll).&IODIJI'IED ME DICAL 
FOOD fi!oool 3052 

PHENEX-1 AMINO 
ACJD.MODIFIED MEDICAL 
FOOD WITH lRON I Ro 1) 3052 

PBENEX·2 AMINO 
ACJD.MODIFIED MEDICAL 
FOOD (Rosa) 3052 

PRO•PJIREE PROTEIN·FREI! 
ENERGY MODULE WITII 
lRON, VITAMINS & 
MINERALS I~!. 3052 

PROPIMEX·l AMINO 
ACll).MODIFIED ~IEDICAL 
FOOD WITH IRON !Ro.ol 3052 

PROPIMEX·2 AMINO 
ACll).MODIFIED MEDICAL 
FOOD /Ross) 1052 

PROVIMIN 
PRO'TEIN·VITAMIN·MINERAL 
FORMULA COMPONENT 
WITH lRON 1-l 3052 

RCF ROSS CARBOHYDRATE 
FREE SOY FORMULA BASE 
WITH ffiON (~) 3052 

S!MlLAC PM 60/40 LOW.ffiON 
INFANT FORMULA (Root! I • . 3052 

TYREX-1 AMINO 
ACID-MODIFIED MEDICAL 
FOOD WITH ffiON IRootll • .. • 3052 

TYREX-2 AIIUNO 
ACJD.MODIFIED MEDICAL 
FOOD /Ross) • 3052 

• ROWASA REC'fAL 
SUSPENSION EN'&IA 4.0 
GRAMSIUNl'l' (80 li!Ll 
ISDluay) •••• • 

ROXANOLIOO 
CONCENTRATED ORAL 
SOLUTION II!=MI. 

ROXANOL CONCENTBATED 
ORAL SOLUTION IRoxaM) •• 

337. 3264 

3066 

. 3066 

ROXANOL-T ORAL SOLUTION 
(Roxan~). . . . • . . • • • • . • • ••• , . 3066 

ROXICET 111500 CAPLI!TS 
ffloxtm•l .•.••••• ........... '3056 

ROXICET ORAL SOLUTION 
IR=ne) ....... . 

ROXICET TABLETS fflOJ«Jnf! • • 

ROXICODONE INTENSOL 
fR=nd .. 

ROXICOOONE ORAL 

'30~6 

3056 

3067 

SOLUTION fll<•u.n•l 3067 

ROXICOOONE TABLETS 
lf!ot:t.M)..... 3067 

RUB£LLA VIRUS VACCINF.~UVF. 
Mcrvvu 111/ol<rril 2130 

RU\\1-K !FI<nu"'J). .. . . 1363 

RYNA LIQUTD (IVolla"l . . oa 

RYNA.C LIQUID 1\Va/lac.J. . • . • • ..• oa 

• RYNA-12 S SUSPENSION 
1\Val/0«).. . 338. 3351 

+ REFORMULATED 
RYNATAN PEDIATRIC 
SUSPENSION 1\lol/.,....1. 

+ RYNATAN TABLETS 
tll"a/10«). 

338. 3352 

338, 3351 

+ RYNATUSS TABLETS 
IWallonJ. .. 338. 3353 

+ RYNATUSS PEDIATRIC 
SUSPENSION /ll'al/.,...1. 338, 3353 

+ RYTI'IlUOL TABLI!TS-
150 MG, 22/l MG, SOO MG 
(Abbott! 303, 502 

s 
SAIZEN FOR INJEC'fiON 

1$.-ronnl. , 3225 

+SALAGEN TABLETS IMGII. 325.2229 

SALl__Q'M_C ACID 
OHS Sal Slwnpoo tl1u• "' CP .ryJ. •• 2662 
W.an.()l' l..aqukt tP} rr Co rJ.. 2762 

SALICYLSAJ.ICYLIC ACID 
(.- Unikr. SAl..SAl.ATE) 

SALIVA SUBSTITUTE IRomnol ••• •• 3056 

SAL.'IIETEROL XINAFOATF. 
Ad,;ur Dl\.l"ti IOI:Y50 

IGW.rn.S~ulhKlm.-J • 
Ad\atr Oi.du~ 2~0 

(c;hunSmllhK/mr} • 
AdvOJir Disku\ :')(l()l~ 

(Gltt.wSrntthKIInc-), •• , , 

Scfl:\>C:nt 01\kUII' 
tGlluoSnttthKlmC'J . • , .•• 

Scn:\·ent lnh.llat~on AmMOI 
tGla.wSnulhKimrJ,, •,, 

~n: 

O....leid C>p>u"" /J.\11' 
Ot..acid Tabkc' tJ ... tl . 
~(Gt- ,, 

+SANDIM!IJUNE I.V. 
AMPULS FOR INFUSION 
fNflfXll'ful 

+ SAND!llt:MUNE ORAL 
SOLUTION fl't'Ot'Or11V. 

+ SANDIMMUNE SOFT 
GELATIN CAPSULF.S 
(NooortiB). 

+ SANDOCLOBULIN I.V. 
fNcx'OrtUJ • . • 

+ SANDOSTATIN 

314, 1448 

314. 1448 

' 314, 1448 

317, 1637 

317. 1633 

1981 
1981 
36/3 

326,2388 

326.2388 

326,2388 

326. 2391 

INJECTION I'Nmoort .. l. 326, 2394 

+ SANDOSTATIN LAR 
DEPOT INO<'OTI••I. 326. 2395 

SA .!WIN A VIR 

--c.p...i<o (1!«/w 
~··I .... 334. 2970 

SAJlUINAVIR MF.SYl.ATP. 
lrrvu»c ~ rRI",.. 

Wb<>n,on-.j 334, 2979 

+ SARAFEM PULVULES 
fUlly). 

SAIIAPIN (Hq:h Clu:mitoil 

SAJWR.AMOST~I 
L.t:ukinc (lrramllllt'X} , • 

~~CF.AF. 

322. 1962 

. 1727 

.. 1755 

Sllttlpin (Hi~tll CIU'IIIlt',d}. . 1727 

SBR-UPOCREAIII W<rnd4hi. . 1344 

SCOPOLAMINF. 
Transdonn Sd>p T,...>dctmal 

lbcrapr:ut.c Sy.~em f.\'. tntl 

c ........ ,J 325. 2302 

~~LAMINE HYDROBROMIDE 
llaanoW C ........ llt<oloonl. 333, 2929 
[)onnauJ ElllU' (RohuuJ 2929 
llaanoW e.......,. 1Rol•uu1. 333. 2930 
Dnnnaul Tilblcb IR•""vl. 333, 2929 

+ SECTRAL CAPSULES 
rn;.,th·A.)"'m). . 341. 3589 

SEDAPAP TABLETS 60 MG/650 
MG /M<n). .. • • • .. .. • • .. •• 2225 

SELE~~ IJYDROCIILORIDE 
Eldcptyl c .... ul« (S.ommtll • • 337, 3266 

S.lcpliO< HCI Capwl<t <"'"""''· . . 3369 
Selegihnc: HO Tabh:u (Udt.«~nl.. 3369 
SdeJ.ilu~ 'T&blcb (PJJrJ. •• • • ••••• 2609 

SELENIUM 
ACES ......... -. Soil Gch /CDrl""'l. 1154 

SP.LE!'o11l!M_St/LFIDE 
Had a:. SbouJdcn lrw.mu~ TrattnMI 

O:andni.W aftd ~..: ilrMDM1W 
Sbampao /Pm<l.-r .ti G.uol>ll).. 2877 

S.l<un ll< 2.5<l l.ohon. USP (Rnu/. 3053 
Eud Louoo/SiwnpOO (All<,...) 552 
S.buo Blut DondNW Slwnpoo /Ruu). • 3053 

SELSUN BLUE DANDRUFF 
SlJAMPOO fflO<•). 3053 

SELSUN RX 2.5'1> LOTION, USP 
(1/uo) •••• "... • • • • 3053 

SEMPR£X·D CAPSULES 
(C.UIHhl ... 

SENI';.,. 

.. 1172 

Pcn.km <h·enuJht Skhd tNcwurtu 
COIIStllfl4'rJ .~ ...... ••••• , , 2301 

Sc:aob:lc ~ tPMI'JJwo Ftf'tkn. lJ. 2901 
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Keflex-Cont. 

ually, and had disappeared 8 hours a!Wr administration. 

Caution should be ex~n:ised when Keftex is administered to 

a nursing woman. 

ADVERSE REACTIONS 

Gastromtest1nol -Symptoms of pscudomembmnous cohtis 

may appear either during or after tmtibiotic treatment. 

Nausea and vomiting ha\'e been reported rarely. The most 

frequent s1do effect has been diarrhea. It was very rarely 

severe enough to warrant cessation of therapy. Dyspepsia, 

gastritio, and abclommal pain have also OC<WTed. As with 

some penicillins and some other cephalosporin.s, transient 

hepatitis and cholcstatic jaundice have been reported 

rarely. 
HyJMnensrtuuty -Allergic reaction• in the form of rash, ur­

ticaria. angioedema, and, rarely, erythema multiformo. 

Stevens-Johnson syndrome, or toxic epidermal nec:rolytia 

have been observed. These reactions usually subsided upon 

discontinuation of the drug. In somo of these reactions, sup· 

portive therapy may be necessary. Anaphylaxis httS al10 

been reported. 
Other reactions have included genital and nnal pruritus, 

genital moniliasis, vaginitis and vaginal disc.haJ'Ie, diu.i· 

ness, fatigue, headache, agitation, confusion, hallucina­

tions, arthralgia, arthritis, and joint disorder. Reversible in­

t..rstitial nephritis has been reported ran!ly. Eosinophilia, 

neutropenia, thrombocytopenia, and slight elevations in 

AST and ALT have been reported. 

OVERDOSAGE 

SignB and Symptoms -Symptoms or oral overdose may in­

clude nausea. vomiting, epigastric distress, diarrhea, and 

hematuria. If other symptoms ano present. it ia probably 

secondo.ry to an underlying disease Jitate, an a11ergic reac-­

tion, or toxicity due to ingettion of a second medication. 

fuotment -To obtain up-tcrdate information about the 

treatment of overdOM:, a good resource is your certified Re­

gional Poison Control Center. 'Thlephone numbert of certi· 

fied poison control centers are listed in the Phy•icums' Oak 

Re{trelle< (PDRJ. In managing overdosage, eonsider the pos· 

tibility of multiple drug overdotes, interaction amon& 

drugs, and unusual drug kinetics in your patient. 

Unle .. 5 14 10 times the normal dose of cephalexin has been 

i.Dgested, gutrointesti.nal decontamination should not be 

necaaary. 
Protect the patient's airway and auppott v~ntilation and 

perfus1oo. Meticulously monitor and maintain, within ac~ 

ceptable limits, the patient's vital signs, blood gases, serum 

electrolytes, etc. Absorption of drucs from the gaotrointellti· 

nal trad may be deueased by giving activated cbaJwal, 

which, in many cases, is more effective than emetis or la­

vage; consider charcoal instead of or in oddition to gastric 

emptying. ll<!peated doses or eharcoal over time may bast..n 

elimination or some drugs that have been nhsorbed. Sar .. 

guard the patient's airway when employing g .. tric empty· 

ing or charcoal 
Foreed diuresis, peritoneal dialysis, hemodialysis, or cha .... 

coal hemoperfusion have not been established as beneficial 

for an overdose of cepbal~xin; however, it would be ex­

tremely unlikely that one of these procedures would be 

indicated. 
The on( medi&D lethal dooe or cephalexiJI in rata a >5,000 

mg/kg. 

DOSAGE AND AD~UNISTRAT!ON 

Keftex is administered orally. 
Adulu -The adult dosage rnnges from 1 to 4 g daily in di· 

vided doses. The uaual adult dose is 250 mg every 6 boura. 

For the following infections. a dosage of 500 mg may be ad· 

ministered every 12 hou.rs: streptococcal pharyngitis, skin 

and skin structure infections, and uncomplicated cystitis in 

patients over 15 years or age. Cyatitis therapy should be 

continued for 7 to 14 days. For more severe infections or 

those caused by leu susctptible organisms. Jara:er doses 

may be needed. If daily doses of Kl!ftex greater than 4 g are 

required, parenteral cephalosporins, in approprinte doses, 

should be oonsidered. 
Pediatric Pot~ntl -The usual recommended daily dosaee 

for pediatric patienta is 25 to 50 mg/kg in divided doses. For 

streptococcal pharyngitis in patienta over 1 y....- or age and 

for akin and skin structure infections, the total daily dose 

may be divided and administered every 12 hours, 

IWiex Suspension 

~eight 125 ~ mL 
10 ' (22 lb) 112 to 1 lsp q:T.d. 
20 ka <« lb> 1 to 2 tsp q.i.d. 

40 kg !88 lb) 2 to 4 lsp q.i.d 

~eight 250 ~g/5 mL 

10 '122 lb) ll4tOii'2iip q.i.d. 

20 kg (44 I b) 112 to 1 tsp q.i.d. 

40 kg (88 lb) 114 2 lsp q i.d. 

r;ight 
10 122lb) 
20 kg (44lb) 
40 kg (88 lb) 

~eight 
10 g (22 lbl 
20 kg (441b) 
40 kg (881b) 

125~mL 

lt02 tspffi. 
2 "' 4 tsp b.l.d. 
4 to 8 tsp b.i.d. 
250 .!!!&!2 mL 

112 to 1 tsp bid. 
1 to 2 tsp b.i.d. 
2 to 4 tsp b.i.d. 

In severe infections, the dosage may be doubled. 

tn the thorapy of otitis medin, clinical studies have ahown 

that a dooage or 75 to 100 mcfkg/day in 4 divided d"""" is 

required. 
ln the treatment. of ~·hemolytic streptoeoccal infections, a 

therapeutic dosage or 1\l!ftex should be administered for at 

least 10 days. 

BOWSUPPLIEO 

Kl!ftexe For Oral Suspension, (or cephalexin, USP), is avail­

able in: 
The 125 mg per 5 mL oral 1uspension• is availo.ble as 

follows: 
100·mL Bottles NDC 0777·2321-48 (M·201) 

200·mL Bottles NDC 0777-2321·89 tM·201) 

The 250 mg per 5 mL oral suspension• is available as 

follows: 
lOO·mL Bottlca NDC 0777-236848 (M·202) 

200.mL Bottles JIIDC 0777-~ (M·202) 

lDtlOO NDC 0777-2368-33 (M·202) 

1\l!Bexe Pulvule&lll, (or cephalexin, USPl, are available in: 

The 250 mg Pulvules are a wlute powder lilted into size 2 

Para·Posilok® Caps (opaque while and opaque dark green) 

that are imprinted with "'Dista" and identity code •H69" on 

the green cap, and Kl!ftex 250 on the whit.. body in edible 

black ink. They are available aa followo: 

Bottles or 20 NDC 0777·0869·20 (PU402) 

Bottles of 100 NDC 0777-0869-02 IPU402) 

The 500 mg Pulvules are a white powder tilled into an elon· 

rated, oize 0 Paro·Pooilok Capo (opaque light green a.nd 

opaque dark green) that a..re Imprinted with "Oista" and 

identity code "H71" on the dark green cop, and Keftex 500 

on the liaht green body in edible black ink. They are ovnil· 

able as follows: 
Bottles or 20 NDC 0777·0871·20 CPU403) 

Bottles of 100 NDC 0777-!l871~ IPU403) 

• Mer mixing, atore in a refrigerator. May bo kept ror 14 

days without oicnifieanlloss of pot..ncy. Shake well before 

u•ing. Keep iichtly clooed. 

t ldenti·Dose® (unit dose medication. OiJta). 

Store at eontrolled room temperature, 15' to 30'C (59' to 

86'F). 

REFERENCES 
1. National Committee for Clin1cal Laboratory Standards: 

Performance stnndards for antimicrobial disk auacepti­

bility tellts-5th ed. Approved Standard NCCLS Docu­

ment M2-A5, Vol 13, No 24, NCCLS, Villanova, PA. 

1993. 
2. National Committee f<>r Clinical Laboratory Standards: 

Methoc;b for dilution antimicrobial susceptibility tests 

for bacteria that grow aerobically-3rd ed. Approved 

Standard NCCLS Document M7-A3, Vol 13, No 25, 

NCCLS. Villanova, PA, 1993. 
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PROZACe 
(pro 'zdk) 
Wuoxetine hydroc:hlorlde) 

DESCRIPTION 

?roue• (ftuontme hydrochloride) is an antidepressant for 

ornl admmistration; it is also marketed for the trea.tmenl of 

premenstrual dysphoric disorder (Sarafemnt, ftuoxetine 

hydrochloride). It is chemically unrelated to tricyclic, t..tra­

cyclic, or other available antidopreSS4nt agentt. It is desig­

nated (:!:)·N·methyl-3·phenyl·3·((a,a,a·lrifiuoro·p·tolyl)ox· 

y)propylomine hydrochloride and bu the empirical formula 

of C11H18F3NO • HCI. Ita molecular weight is 345.79. The 

structural ronnula is: 

FluoxetJne hydrochlorid• ts a wh.ite to off-white ayst.allioe 

aolid with a solubility of 14 mg/mL in wat.er. 

Each Pulvule• oontnins fluoxetine hydrochloride equivalent 

to 10 me (32.3 11moll. 20 mg (64.7 JUIIOU, or 40 mg 1129.3 

pmol) of Huoxetine. The Pulvules also eontain stareh, gela­

tin. silicone, titanium dioxide, iron oxide, and other inactive 

inlfedients. The IO.mr and 20·mg Pulvules also oontain F 

0 & C Blue No. 1, and the 40-mg Pulvule also eontain• F 0 

& C Blue No. I and F 0 & C Yellow No.6. 

Eacll tablet contains Ouoxetine hydrochloride equivall:':nt. to 

10 mg (32.3 pmol) offluoxetine. The tablets also contain mi· 

crocryst.aJlioe cellulose, magneaium stearate, crospovidone, 

hydroxypropyl methylceUulose, titanium dioxide. polyethy­

lene glyeol, and yellow iron oxide. In addition to the above 

inlfedients, the 10.mg tablet oontaina F 0 & C Blue No.I 

aluminum lake, and polyoorbate 60. 

The oral •olution contains ftuoxetine hydrochloride equiva­

lent to 20 mg/5 mL (64.7 flmol) orftuoxetioe. It also contains 

alcohol 0.23~. benwic acid. 8avoring aaeot. clycerin, puri· 

fied watar, and sucrosa, 
Prozoc Weekly"' capsules, a delayed releaso formulation, 

eontain enteric-coated pellets or 8uoxetine hydrochloride 

lnfonnatioo will be .._...sod by ._....,ents and oubuqutnt editions 

PHYSICIANS' DESK REFERENCEt 

equivalent to 90 mg (291 pmol) of ftuoxetioe. n..­
also contain F 0 & C Yellow No. 10, F 0 & C Bluo No.1 

gelat1n, bydroxypropyl methyiC<!IIulose, hydrornr<r 

methylcellulose acetate succlnat.., sodium J.uryl solfllt.• 
erose, sugar spheres, talc, titanium dioxide, triethyl cilnll. 

cmd other inactive incredie.nt.s. 

CLINlCAL PHARMACOLOGY 

Phormocodynomics: The antidepressant, anti-.· 

compulsive, and antibulimie actioJ'll of ftuoxetiDt art,.. 
sumed to be linked 14 its inhibition ofCNS neuronal"'* 

of serotonin. Studies at clinically relevant doses io M 

have demonstrated that ftuoxetine blocks the upiab.C• 

otonin into h\.lman plate leta. Studiea in animals abo f01 

gesl that Ouoxetine ia a much more potent uptal« illhilllo 

of serotonin than of norepinephrine 

Ant.a&onism of musenrinic, hista.n\inergic:, and ctr·adtwar 

gic receptora has been hypothesized to be usociJII<d ,., 
varioUJ anticholinerJic, sedati"e, and cardiovascular&. 

of tiOJsical tricyclic antidepressant (TCA) drugs. FJ..­

bind& to these and other membrane reeepl4rs from b..;.t.. 

sue much less po!A!ntly in vitro than do the triqdi< ... 

Absorption, Di$tribut1on, Metabolism, and ErcnhM ~ 

umu: BiOGooilabililr--ln man, following a sin&Je on!~ 

dose, peak piuma concentrations offtuoxetine from Ult .. 

ng/mL are obsorved a!Wr 6 to 8 hours. 

The Pulvulo, tablet, oral solution, and Prow 11'111.! 

capsule donge forms of 8uoxetine are bioequ.iTOlem. F• 
does not. apJ)ear to affect the systemic bioavailablllty ~ 

Ouoxetioe, although it may delay ito nhsorption bJ' I 11: 
houra, which is probably not clinieally aigoificaot. 1la 

lluoxctine mo.y be odministered with or without W 

Prozac Weekly capsules. a delayed release formulaiiOI.• 

lain enteric-coated pellets that resist diuo1utice • 

reaching a segment of the gastrointestinal tract wbt:rt lit 

pH exceeds 5.5. The enteric coating delays the -•• 

sorption offtuoxehne 1 to 2 houn relot"·e to the~ 

release fonnulotiona. 

Prot..in Binding-Over the ooneentratioo raDit rn. 201r 

1,000 ng/mL, approximat..ly 94.5~ or 8uoxetine il boooi· 

\oitro to human serum proteins, including albumin ud 

glycoprotein. The interaction between Ouoxetiae aod a 
highly protein· bound drugs bas not been fully mlulo. 

but may be importanL (se< PRECAUTIONS). 

Eoantiomen-Fluoxet.ine is a racemic mixture (SMOitiJ. 

fluoxetme and S-fluoxetine enantiomcrs. ln animal-'i, 

both t.nantiomcrs aro specific and potent serotonin upt&b 

inhibil4rs with essentially equivalent phanoaa>loci<..,. 

ity. Tho S-ftuoxetinc e.nantiomer is eliminated mort.., 

and iJ the predominant enn.ntiomer present in pl.,. 1 

st..ady stata. 
Metabolism-Piuoxctine is extensively metnboliud 111 

liver to norfluoxetino and o. number of other uni~tira 

metabolites. The only 1dent1fied active melabolitt, _...._. 

etine, is formed by dcmethylation of ftuoxetine. in a:aa 

models, S-norfluoxctine is a potent and selective inhibilr.rt 

serotonin uptake and has activity .... ntially ~ 

R· or S·ftuoxetine. R-norfluoxetine is significantly leapt 

leal than the parent drug in the inhibition or .. -. 

take. The primary rout.. of elimination appean 10 It It 

patic metabolism to ino.ctive met.obolites excreted by ct. 

kidney. 
Clinical Lssues Related to Metabolism/Eiiminatioo-lla 

complexity of the mct.o.bolism orfluoxetine ha.ssevmi• 

sequences that may potentially afff!Ct ftuoxt'!tine't tliail 

use. 
V~riobili!!r Metabolism- A s ubset (abeut 7 ... ) of tlltfl't 

Ulation reduced activity or the drug metabolizinlt> 

zyme cytochrome P450IID6. Such ~ndividuals are ""* 
to as *poor mctabolinrs• of drugs such as debrisoqufo.M· 

tromethorphnn, and the TCAs. In a study in.-ol.U., llboJoi 

and unlabeled enantiomers administered as a ~ 

these individuals metabolit:ed S-fluoxetinc at a slawwu• 

and thus achieved higher concentration• or 8 -ftuoutla 

Cona.quently, concentrations of S-nor8uoxetint at..,. 
state were lower. The metabolism of R·ftuoxctine 111 d. 

poor metabolizers appears normal. When compand 111 

nonnal metAbolizert, the total sum at steady state fi :rt 

plasma concentrations of the four active enontiomen • 

not sigoilieanUy greater among poor met.oboliun. 'llllr 

the net ph a rms.eodynamie activities were essentially 

same. Alternative, nonsaturo.ble pathways (non·IIDSl ... 

oonlnbut.. 14 the metabeli•m or fluoxetine. 'Ibis .,P.. 

how fluoxetine achieves a &leady-state concent:.ratiaD na. 
than increasing without limiL. 

Because fluoxetine'a met.aboli.IID, like that or. nWiblr 

other compounds including tncyelic and other selectrrt• 

ot.onin ontidcpressant.s, involves the P450llD6 syate:11,• 

oomitant therapy With druiJ also metaboliud by thil• 

zyme oyst..m (such u the TCAs) may lead to dzuc­
tions (see Druc lnteractions u1uhr PRECAUTIONSl 

Accumulation and Slow Eliminotion-Tht rtWil'tl1 .. 

elimintltion of fluoxetine (elimination half-life of 1 to~ 

after acute administration and 4 to 6 days al\cr ch.roak• 

ministration) and its active metabolit... norftuoxelint!a 

ination half-hfe or 4 to 16 days after acute and_ .. 

minislration). leads to significant accumulation ofthettll' 

tive species 1n chronic use and delayed attainment al.....,. 

stale, even when a fixed dose is used. After SO d&J>III' .. 

at 40 rug/day, plasmo concentrations of fluoxetine 1.11tbl 

range or 91 to 302 nglmL and norlluoxetine in the 1"'1' 

72 to 258 nglmL have been observed. Plasma co­
of fiuoxetine were higher than those predicted b11~ 

dose ltudics. becauae Ouoxetine's metabolism is DOt pnfl 



Roxane Labs., Inc. 
Exhibit 1017 
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P!!OOUCT INFORMATION 

umltDdo:;e. Notfluoxetine. however, Appears to hnve lin· ar plwm.tcoltinctics. Ito mean terminal hnlf-lifc after n iiPt daot wu 8.6 day1 and after multiple do<~nr waa t.ldl)1. S!<lady·<t1ltc levels after prolonged dosing ore sim­Ur 10 lr\·1:'1' Je<'ft llt 4 lO 5 WHks. no..., dimination balf-li\·e• of 8uoxel.ine and norftuoxet· m wurt that. even when dOAing is stopped, ncth·o drua ,:sw, will persist in the body for weeks (primarily de­
~.a indi•idual pctient thnraetcnstics. previous doo· ~ tt'fln.l'n, and length of previous therapy ot discontinu· ~ n. • o( potential consequent<' when drug discon· 
l:llllb. is rtquJted or when drup are prescribed tho.t C;bt mtcl'lU:t with fiuoxetine ond norfluoxctine follow-ina "lliJ<oo.tinWil••• or Prozac. ::N! ~inc-Administration of Proznc Weekly once· . ~ in i.ocreased fluctuation betwMD ptak and lnqb c:anteDlliUOD.S or ftuOJ"ttJ.ne and norftuoxetin~ rom· 
~ to on..,-dnily do•ing (for Huoxetine: 24% ldnilyl to W .,.,.., and for norftuoxetintc 17'il (dailyl to 4310 ...tly, Pluma concentrations may not n«!Cessarily be ptdlctn·(· of clinical response. Peak concentrations from 
~ doo·• of Prozac Weekly topculfl of 8uoxetine 
ft .:1 ~~~·range of tho a,·eroge oonccntrot•on for 20 mg ......_,ly dosing. &·erage trough contt'nl.nltions are 76~ ..., b lhmttine and 47'1- lower for norftuaxebne thnn ..,.,.trobons o:aintnined by 20 mg once-daily dosing. 
\rmp' lleldy...u.te concentrations or either once--daily or 
~ doling ""' m relati,·e proportion to the toW ,be Jdmuaistc!red~ A' crnge st~tedy·stote fluoxctine concen­u-.. are approxiu:.ately 504 lower foUowing the once· ..sly "'imen compored tA> the ontt'-<iaily n>gimen. 
l-._ b Jluoxetine following the 90 m& dose was approxi­..., t; fold hi&her thao the c_ value for the estab­ublil !0 mg once-daily regimen following tTtm.sition the ...:a. 1o tho on<e-wffkly n>cimen. In eonti'O-'t, when the l:!tl'lm> ...,.-o~y dose and the last 20 mg once-daily •lllrt'separoted by one week, Caa values were similar. AM.lf ~ ... » a transient increase in the average s-teady­"* o !I<ODUtltions offluoxetine observed following transi· • che next dD.y to the onc(!..wOOkly J'('gimen. From a pbar­

I<.IO>Ln.>lle pmpetlivt, it may be better tA> sepnrate the 1m 90 me ,...kly dose and the last 20 mg ontt'-<inOy dose 
~ ,.,.,cek t. .. DOSAGE AND ADMINISTRATION I. 
lOa: o..w.-As mighl be pnediciA!d from ito primary site liift.AboWim, li\'er impairment can nfl"ect tho eHmination i!"""llne.,. tliminntion half-life offtuoxel.ine was pro­lq:.d m • study of cirrllotic patiento, with a mean of 7.6 loys o>Jnpared 1o the ronge of 2 tA> 3 days $0en in oubjeeta 
• ·~ t liwrdae.ase; oorfluoxetine eJjmination was also d~ Ja,o.l '111hamean duration of 12 days forci.rrhotic patient. mmf'll"' m the range of 7 tA> 9 dayo in normal oubjetto. 1bis "'-'~is that. the use of fluoxetine in patients ... .;th i:rud....,.must be approached with caution. JfOuoxetine 

-:.t~tered to patients with liver disease. a lower or • "";..,td010 should be u.sed (,.. PRECA\n'IONS and DOS.\GE AND ADMINISTRATION). 
ik-..1! Diooose-ln depressed patient& on dialysis tN~12l. ~administered as 20 mg- once daily for 2 months 
~steady-state 8uoxetine and norftuoxctine plaoma a:aatrat"oos comparable to those eee.n in patients with au! renal function. \Vhile the possibility exist& that re· ""naeted metabolites of Huoxetine may aa:umulate to q!or kwls iD pctitnts with &<!'ere renal dysfuncllon, UH iabrtrorless rrequC!nt.dose is not routinely necessary in ~ ·., impoUnd pctifnta (seo Use in Patients With Coo· ,, mne.aurut.rPRECAUTIONSand DOSAGE AND 
lflli!NIS'I'RATION). 
,-Th dispoodionofsing!e doses offtuoxelioe in healthy ;,-. oubj<d> (greater than 65 years of ago) did not differ 
~Uy from that in younger normal subjetto. How­""-pm~ the lone balf-life and nonlinear disposition of the ""-"in:Je-<1.,. srudy is not adequate to rule out the pos· olilitr o! altered phormacckinetits m the elderly, pnrtic:u· .lriJ dthey ha•• systemic illness or are recei•oing multiple 11r1p i'oT cnnromitant diseases. The effects of age upon the ~ of 8uoutine have been investigated in 260 el· lldtbut otbc"'-ioe healthy depressed pat.ienl• 1"'60 yent11 o!~~tlwho ""'ived 20 mg Huoxetine for 6 weeks. Combined t:artiDe plus oorflnoxetine plasma concentrations were !!IJ • M.7 nglmL at the end of 6 weeks. No unusuol age· -"<1 pal1em of adverse evento was obterved in thooe 

ti!lr!Jpoirnts. 

lli.tJmJTriall: 
o.,n--lk . , O...n,8~ The efficacy of Protac for the t:ta.tmtnt of patients Wtt depression (S!: 18 years Of age) looboonrtu<!i..<iinS- and &-wffk placebcHontroUed triab. !'=x .... ....-. to be significantly more effectove thnn pbltbo a. m<3sured by the Hamilton Depression Ral.in~ ~ lL.ui-D1 Pnac was also sigtuflQUttly more effecth·e plactbooo the I!Alii·D subscores for depres_oed mood. oiftp doturban<o, and the anxiety oubfuctA>r. 
' •-<011U11Ued otudifl 1N=671, randomized) eom· '"''"' Pnouc20 mg nnd ploccbo hove shown Prozac 20 rug aqm bte!ective in the treotment of elderly patients("' II,_. d IC"1 "tritb depreSBioo. ln these Btudie!', Prozac Jl!doc"' a ognificantly higher rate of response and remia· ..., ., dofi!l<d rtspettively by a 50'l decreaoe ln lhe B.UI·O""" IOd a total endpoint HAM-D score of s 8. l'tmc..-;· .Umlerated nnd the rote oftreotment discon· I ~· d-. LO ad\"erse eveots d;d not diJfer between !'lout•" ,IJidplaCI'bo (9%). 
Ao!lalt• • """oded involvinr depressed outpatients who 1:1! _.J I modified HA!IID-17 &COre of-< 7 during each 

of the last 3 weeks of open-label treatment and nb..,nco of mll.ior depression b~ DSM-W·R tnteria) by the end of an inotinl 12-week open treotment ph ... on Protsc 20 mglday. These patients (N•298) were randomized to continunLiQo on double-blind Prozac 20 mglday or placebo. At 38 ,..eeb 150 ,. ... u toW). a stetistitally sigrufitantly lower relapae role (defined ns symptoms sufficient tA> meet a diagnosis of m!ljor depression for 2 weeks or a modified Hk\ID-17 score of>: 14 for 3 weeul .... observed for patiento taking Pror.ac compared tA> those on placebo. 
W«klv dO&Ing"/f}.r mDinltmmc.tlcontlnuation lreatrmnJ: A onger-u-rm st~a,, waa oonaucteo onvo YlnS aaull outpn· ticnts meeting DSM·IV critcrin for mf\jor depressive disor­der who had reopoaded (defined u having a modified HAMD-17 score of 59, a CGI-&venty ratong of :S2, and no longer meeting ctiteria for rnojor depression) for 3 consec:u· th·e weeu at the end of 13 ~ks of open-label treatment w1th Prout 20 mg onec-daily. These patient.~ were rMdom· tzed to double-bHnd once·weekly continuation treatment "oth Prozac Weekly, Pnnac 20 mg once-doily, or placebo. Prozac Weekly once·wcekly nnd Prozac 20 mg once-daily demomlrated superior efficacy (bo.ving o significantly Ion&er time to relapse or depre«.sive I)'DlplOms) compared lo placebo for a period of 25 weeks. Howe\·cr, the equi\•alcncc or these two treatments during continuatioo therapy has not been established. 

Ohsesswt·Compulsitc Disorder-The effectiveness of Prozac for the treatment for obses.sl\"e-<:ompulsive disordtr f0CD) wu demonstnted in two J3.week, multicenter, par· allel group studies (Studies I nnd 2) of adult outpatients who received fixed ProzacdoaH of20, 40. or 60 mllfday ion a once a day schedule, in the morning) or placebo. Patients in both studies hod moderatAl to severe OCO IDSM-ill-RI, with mean baseline ~Lings on the Yale--Brown Obsessive Compulsove Scale CYBOCS, towl score) ranging from 22 to 26. ln Study 1. patient& rec:ei\'ing Prouu: experienced mean reduetiono of opproxioately 4 tA> 6 unots on the YBOCS tA>tnl .score, compared t.o a l·unit reduction for plocebo patients. In Study 2, patients recei•ing Prozat experienced mean re­duttioos of approximttAlly 4 tA> 9 uruts on the YBOCS totel score, compared to a l ·unit reduction for placebo patie.nts. While there was no iadication of a dose r.ponse ~lation· ship for effectiveness in Study 1, a dose response relation· ship was observed in Study 2. with numericaUy better re-1po11Se$ in the two hisher d.,. group6. The following table provides the outcome classification by treatment. group on the Clinical Global Lnpression ICGil improvement Stale for Studi., 1 and 2 eombined: 

Outcome Classi6caton (%)on CGI Improvement Scale for Completera in Pool of'lWo OCD Studico 

Prozac 

Outcome 
Classification Placebo 20mg 40 mg 60 mg 
Worse 8\t ~ ~ O'il 

No Change 6411- 41'1 83\t 29'1> 
MinimnUy 
Improved 17'lfo 23% 28'ilo 24'7-

Much lmpro••ed 8% 28% 27% 28% 
Very Much 
Improved 3% 8% 12% l!l't 

ExplorotA>ry ann lyses for age and gender effects on outcome did not suggest any diffarential responsi\"eness on the basis of age or sex.. 
Bulimia Nervosa-Tba effectiveness or Prouc for the treat­ment. or bulimJa was dC.DlQn.st.rated in two 8-week and one 16-weck, multicenter, parallel group studies of adult outpa· tients meetina DS:II·lli·R criteria for bulimia. Pntienta in the s-..-.. k studies recei<ed either 20 or 60 mg/day of Proznc or placebo in the mom•ng. Patients in the 16-week study received a fixed Prozac dose of 60 mg/day (once a day) or placebo. Patienttl in theie three studico had moderate to se­vere bulimia with mcd.ian binge-eating and vomiting r~ quenciel nmglog from 7 t4 10 per week and 5 to 9 per w~k. ~spectively. In these 3 studies, Prozac 60 mg, but not 20 mg, was statisLitally significantly superior tA> platt'bo in re­ducing the number or ting~ating and vomiting episodes ~r week. The atatisticnlly slgnifict:tnUy superior effect of60 ma '\'S placebo wu prMC:lt as early as Week land peni.lj,ted throughout eoch study. The Prozac relnted reductoon in bu· limic episodes appeared to he independent of baatline dc­pn>ssion as .... ssed by the Hamilton Depression Rating Scnle. ln each of these 3 sludies, t.be treatment eJfe<=t., Qt meosured by differences ""tween Prozac 60 mg. and platt'bo on median reduction from ba~line in frequency or bulimic bchnviore ttt. endpoint, rtnged from one to two epi!Wd.es per week for binge--eatin& and two lO four epi.~es per week for \·omitina. The size of the effoc:t wa.a related t.o bueline f_re. qucncy, with greater reductions seen in patients with higher ba .. line frequenCies. Although some patiento achieved free. dom from binge·eating and purging tUI n rcsul1.. oftrcatrucmt. for the mll.iority, the benefit was a portia) reduction in the froqueney of binge-eating and pu1111ng. 

INDICATIONS AND USAGE 
Dtprrsqon-Proue is indicated for the t:reatment or depres­sion. 'The efficac.v ofPro7..nt waJ established 1n 5· ond &-week 
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trinls with depressed adu.lt nnd gerintric outpatient& (>: 18 years of agel whooe diognoat~ c:onuponded m .. t closely tA> the DSM-ill (currently DSM·IV) category of m!ljor de pres· sive disorder C... Clinical Trials u11d<r CLINICAL PiiAR­MACOLOGYJ. 
A major daprcAsivc episode (DSM·rv) implies o. prominent and relatively persistent (nc3.tly every day for at least 2 week.t) depreosed or dysphoric mood that usually inter­feres with dajly funcL-ioning, o..nd includes ot least five of the following nine oymptoms: depressed lf>ood; loss ofmtere..t in usual activities; significant change in weight and/or nppc· Ute; insomnia or hyp('rsomnin; psychomotor agitation or re-­tardation; intn!ased fatigue; feeling< of guilt or wortbl.,._ ness; slowed thinking or in1paired concentration: n smcide at tempe. or suicidal ideation. 
The antidepressant action or Prozac m hospitalized de. pn>ssed pntients bas not been adequately otudied. The eflieocy or Prozat 20 me ontt'-<iaily 10 main taming an antidepressant re8ponse for up to 38 weeks following 12 weeu of open-label atute trcotment 150 weeks toW I was demo .. trnted on a platebo-controlled triol f<H Clinital Tri· als rmder CLINICAL PHARMACOLOCYI. 
The efficacy of Prozac Weekly once-weekly in maintaining an aotidepresqnt ~ponse has been dernonstra.ted ln a placebo-<:ontrolled trial for up to 26 weeu following open· label acute treatment of 13 week$ with Prozat 20 mg daily for a total anttdepresA.ant treatment of 38 weeks. However, it is unknown whether or not Proz.ac Weekly (iven on a nnce-.,·~kly basis pi"'\ides the same level of protection from relapse as that provided by Prozac 20 mg daily (Bte Clinitnl Trials rmder C'LINlCAL PHARlllACOLOGYl . 
The u.sefulneu or the drug in pauents rcc::eiving ftuoxetine for extended periods should be rwvaluatcd perioditally . 
OlneMii.~~CompulsiL't Disordt,...._Proz.ac ~ indicated for the treatment of obse$$ions and compulsions in potienls with obsessh·c·compulsive disorder (OCD). os defined in the DSlll·ill·R; ie, the oboessionJ or compulsions cause mnrked distress, are time-consuming, or significantly interfere with social or occupational functioning 
The eflieocy of Promo was established in 13-week triols with obsessive·compulsivc outpatients whose diagnoses corre· oponded most closely tA> the DSM-m-R oategory of obsessive-compulsh·e disorder (ste Clinical Trials under CLINICAL PHARMACOLOGYJ. 
Obscssi~mpulsivo disorder is charact.orized by l'<!<:llm!nt and persistent. ideas, thoughts, impulses, or images (obses­•ionsl tho.t arc ego-dystonic and/or repetitive, purposeful. and intentional behaviors (eompulsionsl lhat are recognozed by the person as excessive or unreasonable. 
The e..ft"ectiveocas of Prozac in lon1·term use, ie, for more than 13 wee.lu, hu not been sy.t.ematically evaluated in placebo-controlled trials. Therefore, the physician who elttto to use Prozac for extended periods &hould periodically reevaluate the long-term usefulness of the drug for the in· dividua l patient (S<c DOSAGE AND ADMINJSTRATIONJ. Bulinuo Nen.'OIO-Prozac is indicated for the tTtatment of bing~ating ond vomiting behaviors in patienta with mod­erate t4 severe bulimia nen·osa. 
The efli<:aey of Prozac was eotablished in 8 l.o 16 week trials for adult outpotienta with modernte to scvere bulimia ner· vosa, i.e .. at least three buli.nut episodes per week for 6 months c ... Clinical Trials under CLINICAL PHARMA· CO LOGY). 
The effectiveness of Prozac 1n lon&·term use, i.e., for more than 16 weeki, bas not been syatcmatica11y evaluated in placebo-controlled trials. Therefore, the physician who elttts tA> use Prozac for extended periods should periodically reev.:a.Juot.e the long· term uBefulncss or the drug for the in· dividual patient Is.. DOSAGE AND ADMINISTRATION). 
CONTIIA.INDICATIONS 
Prozat is c:ontraindicated in patient& known to be hypenen· sitive to it. 
Monoamine Oxidast lnhibitort--Tbere bave been reports of acrious, sometimes fatal. reactions (including hyperther· mia, rigidity, myoclonus, autonomic instability with possible rapid Ouctuntions of viW signs. and meoW status changes that indude extreme ngitebon progressing to delirium and coma) in patients receiving Ruoxetinc in combination with a monoamine oxidase inhibjlor (MAOU, and iD patient.& who havo recently discontinued ftuoxetine and are then started on an MAOI. Some cases presented with features resem· bling neuroleptic malignant syndrome. Therefore, Prozac should not be used in combination with an MAOl, or w1t.hin a minimum of 14 daya of discontinuing therapy with an MAOL Since ftuoxeiJne and 1t.s major met.8bolitc have very long elimination ba]f.)ives, ot least 6 weeki (perhaps longer, especially if ftuoxetine bu been prescribed cbronicaUy and/or ot higher doS<'S (Bet Acc:umulotion and Slow Eli mona· toon t111dcr CLINICAL PHARMACOLOGY)) should be nJ. lowed after stopping Prozat before otarbng an MAO I. Thioridoz'"e-Thioridaz.me should not be administcted with Prozac or within a minimum of 5 weeks aner Prozac bas been discontinu<'<i Is.. .. WARl-IINGSl. 

Continued on nttxt page 

This product information was prepated in June 2001. Current information on these and other products of Oista Products CQmpany may be obtained by direct inquiry to Lilly Research laboratQries, Ully Corporate Center. Indianapolis, Indiana 46285, (8001 545-5979. 
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WARNINGS 
Rash and Po .. ibly Allert~ic E11<nts-ln US fluoxetine clinl· 
cal trials, 711> of 10,782 palieobl developed various types or 
J'8.Jh8 and/or urticaria~ Among the case. or rash andfor ur· 
ticaria reported in premark.eting clinical trials, almost a 
third we"' withdrawn from treatment because of the rash 

and/or systemic signs or symptoms asaociotcd with the 
rash. Clinical findings reported in association with rash in· 
elude fever, leukocytnsia, arthralgias, edema, rorpal tunnel 

syndrome, respiratory distress, lymphadenopathy. protein· 
uria, and mild tran$8.minue elevation. Most patients im· 
proved promptly with discontinuation of fluoxetine and/or 
adjunctive treatment with antihistamines or steroids. and 
a1J patients experiencing these events were reported to r&­

oovcr completely. 
In premarketing clinical trials, two patients are known to 
have developed a serious cutaneous systemic illness. In nei· 

ther patient was there an unequi,•ocal diagnosis, but one 
was eonsidered to have a leukocytoclast:ic vuculitis, and the 

other, a severe desquamnlini syndrome that was considered 
variously to be a vasculitis or erythemo muttirorme. Other 

patients have had systemic syndromes s uggestive of serum 

sickness. 
Since the introduction or Proz.ac. sy&temie: events, po$Sibly 
related to vasculitis and including lupus-like synd.rome, 

have developed in patients w1th rosh. Although these e,·ents 
are ra.re, they may be senou.s, involving the lung. kidney, or 

liver. Death has been reported to occur in association with 
theso systemic events. 
Annphyloctoid events, including bronchospasm, angio­

edema, laryngospasm, and wtie:aria alone and in combina· 
tion, have been reported. 
Pulmonary e\·ents, including inflammatory processes of 

varyinc histopathology and/or fibrosis, have been reported 
rarely. These evenl.s hnve occurred with dyspnea as the only 

preceding symptom. 
Whether these systemic events and rash have a common 
underlyma cause or are due to different etiologies or patho­

genic processes is not known. Furthermore, a specific under· 

lying immunologic basis for these events hu not been iden· 
tified. Upon the appearance of rash or of other po$$ibly al· 

lergic phenomena for which nn altemotivo etiology cannot 
be identified, Prozac should be discontinued. 
Potcnliol lnU.ra.cti.on lViill Tltioridazin~In a study or 19 

healthy male subjects, which included 6 alow and 13 rapid 
bydroJ<Yiators of debrisoquin, a single 25·mc oral dose of 

thioridaz1ne produced a 2.4-fold higher c_ and a 4.5-fold 

higher AUC for thioridazine in the slow hydroJ<Yiators com· 
pared to the rapid hydroJ<Yiators. The rote of debrisoquin 

hydroxyln~ion is felt to depend on the level of cytochrome 
P450ll06 isozyme nctivity. Thus, this study suggesbl that 
drup whith inhibit P450!TD6, such as certain SSRis, in· 

dudinc ftuoxetine, will produce elevated plasma levels or 
thioridazine <,.. PRECAUTIONS>. 
Th.ioridazine administro.tion produces a dOl&-related proton· 
gation of the QTc interval, which is associated with serious 

ventricular arrhythmias, s uch as tors.ndca do pointes~type 
arrhythmios, and sudden death. This risk ia expected to in· 

crease with ftuoxctine-1ndueed inhibition or thioridazine 
metabolism (see CONTRAINDICATIONSl. 

PRECAtrriONS 
General-Anxiety and Insomnia-In US placebo-controlled 
clinical trials for depression, 12% to 16(,\ of pnt.1ent.s treated 

with Prowc and 7% to 9% of patienbl t reated with placebo 
reported anxiety, nervousness, or insomnia. 

In US plaeebo-controlled clinical trials for OCD, insomnio 
was reported in 28\l of patients mated with Prozae and in 
2211> or patients mated with plaeebo. Anxiety was reported 

in 1411> of patients treated with Prozac and in 7% of patients 

treated with placebo. 
In US placebo-controlled clinical trials for bulimia nervosa, 

insomnia was reported in 33~ of paticnt..a treated with 
Prozac 60 mg, and 13'l> of patients treated w1th placebo. An· 
xiety and nervousness were reported respectively in 15CJ. 
and 1111> of patients treated with Prouc 60 me, and in 9'l> 
and S'l> of patienbl mated with placebo. 
Amona the most common adverse events associated with 

discontinuation (incidence at least twice that for placebo 
and at least 1% for Pror.ac in clinical lrinls collecting only o 

primary e\·ent associated with disconlinuation) in US 
plaeebo-controlled ftuoxettne clinieal trials were anxiety(~ 

in OCO), insomnia (1~ in combined indications and N in 
bulimia), and nervousnes.s (1% in depression) (He Table 3. 
below). 
Altered Appetite and Woighl-Signiflcont weight loss, espe· 

ci81ly m u.oderweight depressed or bulimic patients, may be 
an undesirable result of treatment with Prozac. 
In US placebo-controlled clinical trials for depression, U'l' 

of pati~ts treated with Prozac and 2\\ of patients mated 

with placebo reported onorexia (decreased appetite). Weight 
lOS$ was reported in 1.4% or patients treated with Prozac 
and in 0.5% of patients t.rentcd with plnccbQ. However, only 

rarely ba\'e patients discontinued treatment with Proz.oc 
because of anorexia or weight loss. 
ln US placebo-controllod clinical trials for OCD, 1711> of pa· 
tienu treated with Prouc and lOll> of patients treated with 
placebo reported anorexia (deereased appetite}. One patient 

discontinued treatment with Prozac been use of anorexia. 

In US platehcrcontrolled clinical trials for bulimia nervoso, 
811> of patients mated with Prozac 60 mg, and 4% of pa· 

tients treated with placebo "'ported anorexia (decreased ap­

petite). Pabent.a treated with Prozat 60 mg, on overage lost 
0.45 kg compared with a gain of0.16 kg by patienbl t"'ated 

with placebo in tho 16·wcek double·blind trio!. Weight 
change should be monitored during UJerapy. 
Activation of Manio/FiyPOmania-ln US placebo-controlled 

clinieaJ trials for depress1on, mania/hypomania was re. 
ported in O.l'l> of patients mated with Prozac and 0.1'1' of 

patients treated with placebo. Activation of mania/hypoma­
nia has also been reported in a small proportion of patients 
with Major Affective Disorder trcotcd with other marketed 

antidepressant~. 
In US placebo-<Ontrolled clinical trials for OCD, mania/ 

hypomania wu reported in 0.8'1' of patients treated with 
Prozac and no patients treated with placebo. No patients re­

ported mania/hypomania in US placebo-controlled clinical 
trials for bulimio. In all US Prozat clinical trials, 0.7% of 

10,782 patients reported mania/hypomania. 
Seizures-In US placebo·eontrolled clinical trials for de· 

pression, convulsions (or events described as poaibly hav­
ing been seizureo) w...., reported in 0.111> of patienta treated 

with Prowc and 0.2\t of patients t-ted with placebo. No 

patients "'ported convulsion.s in US placebo-controlled clin­
ical trials for either OCD or bulimin. In all US Protac din· 
ical trials, 0.2% of 10,782 patient.a reported convulsions. The 

percentage appears to be similar to that associated with 
other marketed a_ntidepressants. Prozac should be intJo.. 

duced with care i.n patients with a history of seizures. 
Suicide-The possibility of a suiada attempt is inherent in 

depression and may persist until lrignificant remiSSIOn oc­
curs. Close supervision or h.igh·risk ptlti~nts should accom­
pany initial drug therapy. Prescriptions for Prozac should be 

written for the &n\allest quantity or capsules consistent wit.h 
good patient management, in order to reduce the risk of 
overdose. 
Because of well ... tablished comorbidity between OCD and 
depression nnd bulimia and depression~ the same precau­
tions observed when tTeating pntient.s with depression 

should be observed when treating patients with OCD or 

bulimia. 
The Long Elimination HaJf.Livea of FJuoxetine and Its 
Meta.boJi~BeC:ause of the lone elimination half-lives of 
the parent drua and its major active metabolite, changes in 
dose will not be fully reflected in plasma for several weeks, 
affecting both 8trotegies for titrntion to final dose and with· 
drawal from treatment (see CLINICAL PHARMACOLOGY 

and DOSAGE AND ADMINISTRATION). 
Use in Patienbl With Concomitant illness-Clinical experi· 
ence with Prouc in patients wsth concomitant sya:temic ilJ. 
ness is limited. Caution i$ advisable in using Prot.ae in pa· 

ti~ts with d~seases or conditions that could affect metabo­

lism or hemodynamic responses. 
Fluoxetine ho.s not been evaluated or used to any apprecia· 
ble extent in pntients with a recent history of myocardial 

infarction or unstable heart.. disease. Patients with these di­
agnoses wero systematically excluded from clinical studies 
during the product's premarket testing. How.,.-er, the elec­
troca:rdiorrams: of 312 patients who received Prow.c in 
double-blind trials were retrospectively evaluated; no con­
duction abnormalities that resulted in heart block were ob· 

served. The mean heart rate wos reduced by approximately 

3 beats/min. 
In subjects with cirrhosis of the liver, the dearanc:es or ftu­
oxetine and ita active metabolite, norftuoxetine, were de­
creased, thua increasing the elimination half-lives of these 

substances. A lower or less Crequenl dose should bo used in 

patients with cirrhosis. 
Studies in depressed patients on dialysis did not reveal ex· 

ces.sive accumulation or ftuoxetine or nortluoxc~ine in 
plasma {see Renal Disease undtr CLINlCAL PHARMA­

COLOGY). Use of a lower or lea frequent dose for renally 
impaired patienta is not routinely necessary (~te DOSAGE 
AND ADMJNISTRATION). 
In patients with diabetes, Prozac may alter glycemic con­

trol. Hypoglycemia has occurred during therapy with 
Prozac, and hyperglycemia hu developed followinc discon­

tinuation of the drug. As is tTue with many other types of 
rnedication when taken c:oncuiTt'nUy by patients with dia­

betes. insulin and/or oral hypoglycemic dosage may need to 
be adjusted when therapy with Prozac is instituted or dis­

continued. 
Interference With Cognitive and Motor Pe:rformn.nec!-Any 
psychoatlive drug may impair judgment, thinking, or motor 

skills, and patients should be cautioned about operating 
hazardous machinery, includinJ automobiles, until they are 
reasonably oertain that the drua treatment does not affect 

them adversely. 
111{0rmation for Potie11ts-Physicians are advised to discuss 
the following issues with patient.& ror whom they prescribe 
Prozac: 
Because Prozac may impair judgment. thinking, or motor 
okiUs, patienu. should he advised to avoid dnW., a car or 
operating ho.z.an:lous machinery until they are reasonably 

ce.rto.in lhat their performance ia not affected. 
Patients should be advised to inform their physician ifthey 

are taking or plan to take any prescription or over-the­
counter drugs, or alcohol. 

Patients should he advised to notify their physician if they 
become precnant or intend to become prepant. during 

therapy. 
Patients should be advised to notify their physician if they 

are breast reeding an infant. 
Patienbl should be advised to notify their physicion if they 

develop e rosh or hives. 

lnformetion wiU be supersedtcl by supplements and subsequent editions 

Laboratory 7hto-The"' are no specific lohonllly"" 
recommended. 
Drug l111croctions-As with all drugs, the potential II 
ternction by a variety or mechanisms (e.g., pbarmaeM 
nomic, pharmacokinetic drug inhibition or enhaocellli 

=~~: ciTm~J~~~~nnd SlowE!imira 
Drop Metabolized by P4501ID6-Approximatelyililo 
no·rmal populit1on hu 1 genetic defect thal ads lDrtd:a 
levels of activity of the cytochrome N50 Uo!ol!a 
P450HD6. Such individunls have been referred to" 'JII 
mctnbolizers" of drugs such as debrisoquin, dertn.lbr 
phan, and TCAs. Many drugs, such aa most uOO.,.. 
sants, including fluoxetine and other selecth·e upub • 
hjbit.ors: or serotonin, are metabolized by this iJoelqa 

thus, both the phsrmaoolunetic propertiet and ma:;.,.. 
portion or metabolite• are altered in poor IDftabati:lr 
However, for fiuoxetinc and its metabolite the swn •• 
plnsmn concentraliona or the four ecti\'e ena.ntioa:lm 
comparable between poor and extcnsi\'O metaboliurs r 

Variability in Metabolism unthr CLINICAL PHAIIA!.\00.· 
OGY}. 
Fluoxetine, like other •&ents that are met.abalim! 
P4501JD6. inhibibl the activity of this isoenzymo.llli!O.. 
mny make normal metabolizers resemble 11poor metllrO 
crs." Therapy with medications thnt are predominantlf• 
tabolized by the P450HDG system and that have a """"i 
narrow the.ra.peutic index (see list below), abou)d 11! ~ 
a«>d •t the low end of the dose range if a patient is,_,_ 
ftuoxetine concurrently or has taken it in the prtftw 
5 weeks. Thus, his/her dosing requiremenu momliolla 

of "poor metabolitcrs." If fluoxetine is added tD tho lllli 
ment regimen or n patient already receiving a drug-. 
olized by P4501ID6. the need for decreased doae of tho .. 
inal medication should be considered. Drup with'_, 
therapeutic index represent the rreatest concm , , 
ftecamide, vinblastine, and TCAsl. Due to the rukaf­
ventncular arrhythmil\l and sudden death potentially• 
ciatcd with elevated plasma levels of thioriduine, lhid 
zinc should not be administered with fl.uoxctine orwiit.1 
minimum of5 weeks o.ftcr ftuoxetine ho.s been discaotmr. 
(oce CONTRAINDICATION$ and WARNINGS!. 
Drup Metabolized by C~rome P450111Al-b 
in vivo interaction study inVO ving eo-admi.nistrttill 
fluoxetine with sint1e doses of te.rfenadine (a ~ 
P450111A4 substrate), no increase in plasm• t.rf_, 
conccntrotions occurred with concomitant Ruoxetine.la• 
dition, in vitro studies have shown kctoconazole, a p:K 

inhibitor ofP4501llA4 activity, to be at leut 100 times• 
potent than ftuoxetine or norftuoxetine u an iDhibib::n'r!t 
metabolism of several•ubsoates for this enzyme, iDdol:: 
astemizole, cisapride, and m.idazolam. Tbete data.._ 
that 8uox:etine's extent or inhibition or cytoclue 
P450111A4 activity is not likely to be of clinical siguiDca 
CNS Active Drugs-The risk of using Prowc in c:omlJioll>, 

wJth other CNS active drugs has not been sys"""tio. 
evaluated. Nonetheleu, caution is advised if the a~~~~e 

tant administration ofProzac and such drup is"""'"" 
evaluating individual cases, consideration abouJd be r­
to u1ing lower initial doses of the concomitantly a:!=t 
t.ercd drugs, using conservative titration schedules; • 
monitoring ef clinical status (see Accumulation ud ~ 
Elimination wukr CLINICAL PHARMACOLOGY). 

AnticonvuiSilDts-Patients on stable d ... , of pboaJ"' 
and cai'b&Dlazepine hsve developed eiO\•oted plasca• 
convulsant conamtrations and clinical a.nticonvu!suht 
icity ro11owing initiation or concomitant fl.uoxetme tra. 
ment~ 

Antipayc.hotics-8ome clinical data suggests 1 posnbil 
pha.rmoCOdynamic and/or phannacokinetic inlerad::iaalt 
tween serotonin specific reuptake inlubitol'l (SSRbl• 
antipsychotic:s. Elevation of blood levels ofholopetiWIIIII 
clouplne has been observed in patient.s receirince2dl 
itant Buoxetine. A su1glo case report hu ~I* 
bte additive effecta of pimozide and fluoxetine leJifiucl 
brodycordia. For thioridazine, see CONTRAINDlU 
TIONS and WARNINGS. 
Benzodiazepines-Tho half·life of cancurrenUy ad&r 
teiid diaupam may be prolonged in some patients lola 
cumulation and Slow Elimination undtr ClJ.\10.. 
PHARIIIACOLOGY}. Coadministration ofalpi'IIJiliD• 
fluoxetine has resulted in increased e.lprawlam pia 
conccntrntion.s and in rurther psychomotor perfortD~DC~ 
decrement due to increased alprazolom leveb. 
Lithium-There have been reporu of both incnasol"' 
decreased lithium le\·els when lithium wu UJed __. 
tantly with Buoxetine. Cases of lithium toxicity""· 
creased serotonergic effects have been reported. Ia. 
levels should be monitored when these drug! are adm.."j> 
tcrod concomitantly. 
Tryptophan-Five patients receiving Prozae in ~ 
~tryptophan experienced adverae reactials.' 
eluding agitation, restlessness, and rastroiniftlt,;,J, 
distress. 
Monoamine Oxidase lnlubitors-Seo CONTIW!illf.o 
TIONS. 
Other Antidcprcsso.nts-ln two studica, previously l:lk 

plasma levels of im1pramine and dfsipramine ha1f" 
creased greater than 2 to lO.fold when Ouoxctino bosloa 
administered in combination. This influence IDIJ' ;.­

for three weeks or loncer afte.T ftuoxetine is~ 
Thus, the dose ofTCA may need to bo ~uced IIIII II& 
TCA eoncent111tions may need to be monitored tom­
when ftuoxetinc is co-administered or has been ltUIIIJii 
discontinued {see Accumulation and Slow EUnrinatiou• 
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PRODUCT INFORMATION 

drr CL!NlCAL PHARMACOLOGY. o"d Drugs Met.obo· 
lized by P450IID6 u" dcr Drug lnwractlona). 
Suma~rip~-There have been rare postmarketing re­
ports esm ing patienll with weakness, hyperreflexia, 
ml mcc>ordination following the use of an SSRJ and 
snmatript.on. U concomit.o.nt treabnent with sumatriptan 
and an SSRI (e.g., fluoxctine, fl.uvoxamine, paroxetino, ser­
traline, or cita1opram) is cHnically warranted, appropriate 
observation of the patient is advised. 

Poteatial Elfects of Coadministration of DruJl! Tichtly 
BOUDd to Plasma Proteins-BeCause Huoxetine ll tightly 
&iiDd to plasmn protein, the administration offtuoxetine lo 
a palitnt talting another drug that is ti£htly bound to pro­
tein (e.g., Coumadin, digitoxin) may cause a shift in plasma 
('OJ]centrations potentially resulting in an adverse effect. ea ....... ty, adven;c elfects may result from displa«ment or 
protein-bound fluoxetine by other tightly bound drugs (see 
A<cumulation and Slow Elimination undtr CLLNICAL 
PHARMACOLOGY). 
Warfarin-Altered Bnti..congutant effects, includma in. 
~ceding, have been reported when ftuoxetine is CO· 
administered with warfarin. Patients receiving worforin 
lhmpy should n!<eive cnreful coagulation monitorina when 
hontina is initialed or stopped. 
Eledtoconvulsive Tberap~-There are no clinical atudies 
eslabhshong the benefit o the combined usc of ECT and 
ftuoxetinc. There have been rare reports of prolonged sei~ 
%Uret in patients on fluoxetine receivina ECT treatme:nt. 
CutinOftntsis, Mulagtntsis, lmpairmtnl of Fertlllty­
'l'llm is oo e\;dence of can::inogenidty. mutagenicity. or im· 
painnent or fertility with Prozac. 
Carcinogenicity- The dietary adminiJ.;tration of fluox.atine 
to rau and mice for 2 yeara at doses of up w 10 nnd 12 mgt 
kglday, respectively (approximawly 1.2 and 0. 7 times, re· 
spectively, the roaximum recommended human dose 
IMRHDI of 80 mg on a mt/m2 basis), produted no eV1dence 
<ic:arcinopnicity. 
~-Fiuoxclinc and nornuo"etine have been 
~e no genoto<ic elfccts balled on the following 
assays; bacteriel mutation assay, DNA repo.ir assay in cui· 
lllml rat hepatocytes, mouse lymphoma 8ll58y, and in vivo 
,;,tor cbromotid OJ<change assay in Chinese hamster bone 
lllllTOW cella. 
lm~ent ofFertility-'1\vo fertility studies conducted in 
mtillt oacs of up to 7.5 and 12.5 mg/kg/day (approximately 
0.9 ml 1.5 times the MRHD on a mg/m2 basis) indicated 
tbat 8uoxetine bad no adve...., elfects on fertility. 
l'rqno~Pr.gnancy Cotqory C: 1n embryo-fetal devel­
opment studies in rats and rabbits, there was no evidence of 
teratogenicity following administration of up w 12.5 and 15 
lllg!1cg/day, respectively (1.6 and 3.6 times, respectively, the 
a:uimum recommended human dose [MRHDl of80 mg on a 
mr)a1 buis), throughout orcanogenesis. However, in rat re­
production atucties, an increase in stiUbom pups, a decrease 
in pup weicht, and an increase in pup deaths during the 
tint 1 days postpartum occurred following maternal expo­
rue to 12 mglkg/day (1.6 times the MRHD on a mg/m2 ba­
sis)dunn~cestation or 7.5 mg/kgldJly (0.9 times the MRHD 
"" mrJm basis) durin( cestation and lact.otion. There was 
aotridenoe of developmental neurotoxicity in the surviving 
o&princ of rats tn!at.ed with 12 mg/kglday during gesta· 
lion. '11\o no-elfect dose for rat pup mortnlity was 5 mglkgl 
day (0.6 times the MlUID on a mg/m2 basis). Prozac should 
he .....t dwinc pregnancy only if the potential benefit jus ti­
S.. tbe potential risk to the fetus. 
Labor ond DeliV<ry-The elfect of ProZ8c on labor and de· 
&very in humans is unknown. However, because fluoxetine 
crosses the placenta and because of t he possibility that 
Suoutine may bave adverse effects on the newborn, 
a.....U..Ihould be used during labor and delivery only if 
lbo ~tial benefit justifies the potential risk to the fetus. 
NUF$1nJ Afothtrs-Because Prozac is excreted in human 
milk. nuning while on Prozac is not recommended. In one 
breuL milk aample, the concentration offluoxetine plus nor-~ 
Buautine was 70.4 ng/mL. The concentration in the moth­
er's pluma was 295.0 ng/mL.No adverM elfects on tho in­
fant ...... reportccl In another case, an infant nun;cd by a 
mother on Prouoc developed crying, sleep disturbance, vom­
iting, and watery stools. The infant'• plasma drug levels 
..,. 340 nc/mL of Ruoxetine and 208 ng/m.L of norfluoxet· 
1llt oo the second day of feeding. 
PtJiialri< Uao-Safety and elfectiven ... in pediatric pa­
tiooiJ hive not been established. 
Gmatr~t u-us Ruoxetine clinical trials (10,782 
pa~entl) included 687 patients <:65 yenra of age and 93 pa· 
lienll :t75 ye.,. of age. The efficacy In geriatric patients 
hal boeo •tsblished (aee Clinical Trialo und.r CLINICAL 
PHARMACOLOGY). For pharmacokint'tic information in 
priatric patients, see Age under CLINlCAL PHARMACOL­
OGY. No 0\'erall differences in safety or effectiveness were 
obstrvcd between these oubjccts and younger subjects, and 
olbor roported clinical experience bas not identified dilfer­
- ia responses between the elderly ond younger pa­
lioDIJ, but creater scnailiV>ty of some older inttn;dual• can­
DOt be ruled oul As w1th other SSR!a, ftuoxetine baa been 
..Oat.ed with cases of clinically sigmlicnnt hyponatremia 
in elderly patients (see Hyponatremia wtder 
PRECAlmONSJ. 
ll)poooutmio-<:ase. of hyponatremia (some with aerum 
IOIImm lowtrtban 110 mmol/L) ha•·e been reported. The hy­
plllltrunio appeared w be reversible when Prozac was dis­
coobnued. Although these cases were complex with varying 
poaiblt etiologies, some were possibly due to the syndrome 
oi11119Propriate antidiuretic hormone oecrction !SIADHl. 
'llle _.;ty of these oa:urTences ha•·• been in older pa· 
tm1 aDd in patients taking diuretics or who were other-
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Tablo1. 
MOST COMMON TREATMEN'l'-EMERGENT ADVERSE 
EVENTS: INCIDENCE IN US DEPRESSION, OCD, AND 
BULIMIA PLACEBO-CO :-~TROLLED CL!NlCAL TRIALS 

Peroeotoge of pat.1enta reporting event 

Depression oco Bulimia 

Body System/ Prw.ac Placebo Proz.a.c Placebo Prw.ac Placebo Adverse E\·eot (N•l728J <N·975) (N•266) <N=89l <N~O) !N:267l 
Body as a Whole 
Asthenia 9 5 15 11 21 9 Flu syndrome 3 4 10 7 8 3 Cardiovascular System 
Vasodilatation 3 2 5 - 2 I Digestive Svstem 
Nausea 21 9 26 13 29 11 Anorexia 11 2 17 10 8 4 Dry mouth 10 7 12 3 9 6 Dyspepsia 7 5 10 4 10 6 Nervous System 
Insomnia 16 9 28 22 33 13 Amooty 12 7 14 7 15 9 Nervousness 14 9 14 15 11 5 Somnolence 13 6 17 7 13 5 .....,mor 10 3 9 I 13 I Libido decreased 3 - 11 2 5 I Abnormal dreams 1 I 5 2 5 3 Respiratory System 
Pharyngitis 3 3 11 9 lO 5 Sinusitis I 4 5 2 6 4 Yttwn - - 7 - 11 -Skin and Appendages 
Sweating 8 3 7 - 8 3 Rash 4 3 G 3 4 4 Urogenital System 
Impotencet 2 - - - 7 -Abnormal 
ejaculationt - - 7 - 7 -

t Denommawr used woo for mules only (N~ 690 Pnnac depress10n; N~410 placebo depress1on; N=l16 Prozac OCD; N=43 placebo OCD; N•l4 Prozac bulimia; N=l placebo bulimia). 
-Incidence less than 1~. 

wise volume depleted. In two G·weck controlled at.udies in 
patients <:60 yeara or age, 10 of 323 nuoxetine patients and 
6 of 327 placebo recipients had a lowering of serum sodium 
below the reference range; this difference was not statisti­
cally oiiJlilicant. The lowest observed conQ!ntration was 129 
mmol/L. The observed decreases were not clinically 
significant. 
Platelt1 Function-There have been rare reports: of oltered 
platelet function and/or aboonnal results frorn laboratory 
studies in patients taking fluoxetine. While there have been 
reports of abnormal bleeding in several patients taking 
ftuoxetine, it is unclear whether fluoxetine had a causative 
role. 
ADVERSE REACTIONS 
Multiple doses of Prozac had been administered to 10,782 
patients with various diagnoses in US clinical trials as of 
May 8, 1995. AdverM events were recorded by clinical in­
vestisators using descriptive t~rminology of their own 
choosing. Consequently, it is not. possible to provide a mean· 
ingful estimate of tho proportion of individuals experiencing 
adverse events without first &"TOUping similar types of 
eventa into a limited (i.e., reduoed) number of standardized 
event categories. 
In the tables and tabulations that follow, COSTART Dictio­
nary terminology has been used to classify reported adverse 
events. The stated rrequencies represent the proportion or 
individuals who experienced, at least once, a Lreatment­
eme,.ent adwrse event of the typo listed. An event was con· 
sidered trea.tmf:nt~mergent if it occurred for tho first time 
or worsened whjle N!Ceiving therapy following baseline eval­
uation. It is important to empho.site that evcnt.s reported 
durin' therapy were not ne<essarily caused by it . 
The prescriber should be aware that the figures in the 
t.oblea and tabulations cannot be used to pred1ct the inci­
dence of side effect.s. in the course of u&ual media:tl practice 
where patient characteristics and other factora differ from 
those tha t prevailed in the clinical trials. Similarly, the cited 
frequencies cannot be compared with figures obtained from 
other clinical investip.tions im·olvinr di.frerent treatments, 
uses, and investigators. The cited fi~. however, do pro­
\tide the prescribing physician with some basis for estimat­
ing U1c relative contribution or drua nnd nondrug ractors to 
the aida eft"ect incidence rate in the pc.pulation aludied. 
lncuftnct in US Placebo-Controlkd Clinicol 1l-ial• (uclud­
in& data {rom t.rtt,..ion• of tnol•)-Table I enumerates the 
most common trentment-emergent adverse e\·ent.a associ· 
at.ed with the use of Proz.ac (incidence of at least 5% for 
Prozac nnd at least twice that for placebo within ot least one 
of the indications) for the treatment of depression, OCD, 
and bulimia in US controlled dinicnl trials. Table 2 enumer­
ates t:reatment.emefient ad\·erse events that occurred in 
~or more patients treated with Prozac and with 1ncidence 
greater than placebo who participated in US controlled clin­
ical trinls comparinr Prozac with placebo in tho treatment 
or depression, OCO, or bulimia. Table 2 provides combined 
data for the pool of stucties that are provided sepnrately by 
indJcation in Table I. 
(See table 1 above) 

Tabla 2. 
TREATMENT-EME RGENT ADVERSE EVENTS: 

INCIDENCE l.N US DEPRESSION, 
OCD, AND BULIMIA 

PLACEBO-CONTROLLED CLINlCAL TRIALS 

Body System/ 
Adverse Event• 

Body as a Whole 
Headache 
Asthenia 
Flu Syndrome 
Fever 

Cardiovascular 
System 
Vasodilatation 
Palpitation 

Digestive System 
Nausea 
Diarrilea 
Anorexia 
Dry mouth 
Dyspepsia 
Flatu.lence 
Vomiting 

Metabolic and 
Nutritional disorders 
Weight loss 

Nervous System 
Insomnia 
Anxiety 
Nen·ousness 
Somnolence 
Dizziness 
Tremor 
Libido decrea.ed 

Respiratory System 
Pharyngitis 
Yawn 

Percentage af 
patients reporting event. 

Depreu1on, OCD, 
and bulimia combined 

Prozac 
CN~2444l 

21 
12 
5 
2 

3 
2 

23 
12 
ll 
10 
8 
3 
3 

20 
13 
13 
13 
10 
10 

Placebo 
(N=1331l 

20 
6 

10 
8 
3 

II 
8 
9 
6 
7 

3 

Continued on next page 

This product Information was prepared in June 2001. 
Current information on these and other products of Oista 
Products Company may be obtained by dir&et inquiry to 
Lilly Research l -aboratories. Ully Corporate Center, 
Indianapolis, Indiana 46285, (800) 545-5979. 

Consult 2002 POR 5\Jpplements 1nd future editions for revisions 
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1242/ DISTA 

Prozac-Cont. 

Skin and 
Appendages 

Sweating 
Rash 
Pruritus 

Special Senses 
Abnormal vision 

8 
4 
3 

3 
3 
2 

l11duded are events reported by nt least 2~ of patients 
taking Prozac, except the following events, whieh had an 
incidence on placebo ~ ?rozac Cdcpn~ssion, OCD, rmd bu­
limia combined): abdominal pain. abnotmal dreams, ned­
dental inju1-y, back pain, che.st p::dn, constipation. cough 
iiicrcnsed, depression (includes suicidal thoughts), dys­
menorrhcn, gastrointestinnl disorder. infection, myalgia, 
pnin. pilresthesia, rhinitis, sinusitis, thinking abnonnal. 

-Incidence less than llJ. 

A$.-;oc,otcd t~.tith Dtscontir111ation in US P/acebo-Cofltrollecl 
Clillica/ Trials (~:xcluding dolo from extcm~iofls of frialsJ­
Table 3 lists the adv~rse C\'ents associated with discontinu· 
st,ion of Prozoc treatment. (incidence at least twice that for 
placebo and at least 1% fOr Proz~c in clinical trials t'OIIect· 
ing only a primary event associated with discontinuation) in 
depression. OCD. and bulimia. 

Table 3. 
MOST COMMON ADVERSE EVENTS 

ASSOCIATED WITH DISCONTINUATION !N 
US DEPRESSION. OCD, AND BULIMIA 

PLACEBO-CONTROLLED CLCI·-'ICAL TRIALS 

Depression, 
OCD. and 
bulimia 

combined 
IN=ll08l 

losomnia 
(1%) 

Depression 
(N=392) 

Nervousness 
Ul<) 

OCD 
1N=266l 

Anxiety (2%) 

Rash 0%) 

Bulimia 
IN=450l 

lnsomnia 
12%) 

Et•ents Obserued in Prozoc Weekly Clinical 'll-ials-Treat· 
mcnt-emergcnt adverse events in clinical trials with Prozac 
Weekly were similar to the ndverse events reported by pa­
tients in clinical trials with Prozac daily. In a placebo­
controlled clinical trial. more patient.s taking Prozac Weekly 
reported dian·hea than patient;; taking placebo (10% vs. 
31"r. respectively) or i.aking Prozac 20 mg daily (10% vs. 5%. 
respectively). 
Male and Female Sexual Dysfunction with SSRJs­
Although changes in se!l.-ual desire, sexual pe:riormance, :1nd 
sexual satisfaction often occur as manifestations of n psy· 
chiatric disorde1·, they may also be a COilS.equence of phar­
ma(:ologic treatment. In particular. some evidence suggests 
that SSRis can cause such wttoward sexual experiences. 
Reliable estimates oft he incidence and se,·erity of unk)\vard 
experiences involving sexual desire. performance, and sat,. 
isfactioo are difficult to obtain, however, in part because pa­
tients and physicians may be reluct.ant to disc:uss them. Ac· 
cording1y, estimates of the incidence of untoward sexual CX· 
pelience and performance. cited in product lnbeling, are 
likely lo underestimate their actual incidence. ln patients 
enrolled in US depression. OCD. and bulimia placebo· 
controlled clinical trials, decreased libido was the only sex· 
unl side effect reported by at least 2(« of p~tient:s tnking 6u­
o:-;:ctinc (4('-l fluoxetine. < l't- plnct'bo). Tht're have been 
sponhmeous reports in women taking fluoxetinc of orgasmic 
dysfunction. including nnorgnsmin. 
There are no adequate nod well-controlled studies cxnmiJ1· 
ing s~xual dysfunction with fiuoxetine trentruent. 
Priopism hos been reported with all SSRis. 
While it is difficult to know the precise ri.;;k of sexual dys­
function associated with the use orSSRis. physicians should 
routinely inquire about .such possible side effects. 
Ollter Events Obser~;e.d In All US Clinical Trials--Following 
is a list or all tre.atment·emcrgent advei'SC C\·ents reported 
ot anytime by individuals tnking fluoxctinc in US clinical 
trials Cl0,7S2 patients) except 11) those listed in the body or 
footnotes of Tables 1 or 2 above or eh<ewhcre in labeling: (2) 
those for which the COST ART terms \\'CI'C uninformative or 
misleading; (3) those events for which a causal relationship 
to Proz~c use was considet-ed remote: :1nd (4) ev~t$ occur­
ring in only one patient treated Wllh Pro~nc and \\'hich did 
nol have a substantial probabilitl' of being acutely life­
threatening. 
Ev~nts arc classified within body system catcgori~s usin~ 
the followiog dt'finitions: frequent ndversc events ore de­
fined as those occurring on one or more occasions in at least. 
11100 patients; infrequent adverse even1.S :u-e thek)e Of.:cur· 
ring in 1/100 to 111,000 patients; rnre events are those oc­
curring in less than 111,000 p:nienls. 
Body as a \Vhole-F,.eque.nt: chills; ln{requc11l: chill~ and re­
vel·. face edema. intentional overdose. malaise.. pelvic po.ln, 
suicide uUcmpt; Rare: abdon11DaJ syndrome acute, hypo· 
thermia, intentional injury, neuroleptic malignant syn­
_.-"'ll\e" , photosensitivity reaetion. 

Carclio\'ascular Svstcm-F~que11t: hentorrhagc, hyperten­
sion; l nfrequen.l: angina pectoris. arrhythmia, congestive 
heart failure, hypotension, migraine. myocardial infarct, 
postural hypotension, syncope, tachycardia, vascular head­
ache; Rore: atrial fibrillation, bradycardia, ce.rebml embo­
li~rn. rorcllral isch€'mia. CCI'Cbrovascular accident. extrasys· 
toles, heart arrest, herut block. pallor, peripheral vascular 
dJsorder, phlebitis, shock, thrombophlebitis, thrombosis, 
vasospasm. ventricular arrhythmia, ventricular extrasysto­
les. ventricubr fibriJiation. 
QiJ.estive System- Freque11t: increased appetite, nausea 
and vomiting; Tu{h?qucnt: aphthous stomatitis, choleJjt.hia­
sis, colitis, dysphagia.. eructation. esophngitis. gastritis, ga~· 
lroenteritis, glossitis. gum hemorrhage. hyper<::hlorhydria. 
increased snlivation. liver (unction tests abnormal. melena. 
mouth ulc.-eration, nausea/vomiting/diarrhea, stomach ulcer, 
stoma Litis, thirst; Rare: biliary pain. bloody diarrhea, chole­
cystitis, duodenal ulcer, enteritis. esophagenl ulcer, fecal in­
continenee, gastrointestinal bcmorrhilJ!C, hematemesis. 
hemorrhage of colon. hepatitis. intestinal obstruction, liver 
fatly deposit, panc~atitis. peptic ulcer. rectal hemorrhttge. 
salivary gland enlargement, stomach ulcer hemorrhage, 
t.ongue edema. 
Endocrine S ~tem-Jufroquent: hypothyroiclisn1: Rare: dia-

tic aci osis. dia tes mellitus. 
He-mic and LYmph::~tie S't'Stem-lufreqwmt: anemia, ecchy­
mosis; Rflre: blood dyscrasia. hypochromic anemia. l~ukope-­
nia, lymphOOema. lymphocytosis. petechia. purpura. lhrom­
bocythcmia, thromboc}iopcnia. 
Metabolic and Nutritional-Frequent; weight gain: ltt(r~­
quenl: dehydration. generalized edema. gout, hypcrcholes· 
tcremia, hyperlipemia, hypokalemia, peripheral edema; 
Rare: akohol intolerance. alk~linc phosphatase increased, 
BUN increased, creatine phosphokinaSC' inc•·cased, hyper­
kalemia, hypPrurie:emia, hypocalcemia., h'On deficiency one· 
mia, SGPT incl'ea.sed. 
l\lusculoskeletal S~·sU!m-ln{re.qu£'111: arthritis. bone pain, 
bursitis, leg cramps. tenosynovitis; Rare: arthrosis, chon­
drodystTophy, myasthenia. myopathy, myositis, osteomyeli­
tis, osteoporosis. rheumatoid arthritis. 
Nervous Svstem-Frequent: agitation, amnesia~ confusion, 
emotional lability. sleep disordelj Infrequent: abnonnal gait, 
acute br::Un syndrome, akathisia, apathy, ataxia. buecoglos­
sal syndrome, CNS depression, CNS stimulation. deperson· 
alization, euphoria. hallucinations, hostility, hypcrkinesia, 
hypertonin, hypesthesin, incoordination. libido incre:lSed, 
myoclonus, neuralgia, neuropathy, neurosis, paranoid reac­
tion, personality disordert, psychosis, vertigo; Rare: abnor­
mal electroencephaJogrant, antisocial l'ea.ction, circumoral 
paresthesia, coma, delusions, dysarthria. dystonia, extrapy. 
ramidal syndrome, foot drop. hyperesthesia, neuritis, paral· 
ysis. reHexes decreased, reflexes increased, stupor. 
Respiratotft Sys~m-lll[reqllell.t: asthma epista.xjs, hiccup, 
hyperventi ation; Rorc: apnea, atelectasis, cough decreased. 
emphysema, hemoptysis, hypoventilation, hypoxia, larynx 
edema. lung edema, pneumothora.x., stridor. 
Skin and Apecndages-btf'requent: acne. alopecia., contact 
dermatitis, ec'l.COla, maculop~pulor rash, skin discoloration. 
skin u!cer, vesiculobullous rash: Rare: furunculosis, herpes 
zoster, hirsutism, petechial rash. psoriasis, purpuric rash, 
pustular rash, seborrhea. 
Se!£ial Senses-Freque11t: ear pain. t&-te perversion, tinni­
tus; Infrequent: conjunctivitis. dry eyes. mydriasis. photo· 
phobia; R(Jre: blepharitis. deafness, diplopia, exophthalmos. 
eye hemorrhage, gl~ucoma, hyperacusis, iritis. parosmia. 
scleritis, strabismus. taste loss, visual field defect. 
Urogenital Systcm-Frequt!nt: urinary frequency: Infre­
quent: 3bortioni, 8lbu.minuria, amenorrheai, anorgasm.ia, 
breast enlargement, breas t pain, c:ystitis. dysuria. female 
lactation;, fibrocystic breastt hematuria, leukorrheat, 
menorrhagi~. metrorrhagia.f.. nocturia, polyuria. urinary 
incontinence. urinary retention, urinary urgency, vaginal 
hemorrhage*; Rare: breast engorgement, glycosuria, hypo-­
menorrhea;, kidney pain, oliguria, priapism+. uterine hem­
OITbage*, uterine fibroids enlargedt. 

• Neuroleptic malignant syndrome is the COSTART term 
that best captures serotonin syndrome. 

t Personality disorder is the COSTART tcnn for designat· 
ing non·aggressive objectionable behavior. 

t Adjusted for gender. 
Postintroduction Reports-Voluntary reports of adverse 
events temporally associated with Pro~ac that ba\'e been re· 
ceived since market inta'Oduction and that may have. no cau­
sal relationship with the drug incJude the follOwing: aplastic 
a.n~ia, atrial fibrillation, cataract, cel'ebral vascular acci· 
dent, cholestatic jo.undice. confusion. dyskinesia (i.nclud.ing, 
for exam1>le, a case of bucca.l-lingual-maslicntory syndrome 
with involuntary tongue p1-otrusion reported to develop in a 
77-ycar·old female a.fter 5 weeks of fluoxetine therapy and 
\vhich completely resolved over the next few o1onths follow­
ing d.rug discontinuation), eosinophilic pneumoni::.. epider· 
ru.o,"tl necrolysis. c!"ytJ1ema nodoswn. exfoliative d~rmaLitia, 
gynecomastia, heart arrest, hepatic failure'necrosis. hyper­
prolactinemia, hypoglycemia, immun{'·relat4!d hemolytic 
~nemia. kidney failure. n1isuse/abuse. movement disorders 
de,·eloping in patients with risk factors including drugs as­
sociated with such events and worsening of preexisting 
movement disorders, neuroleptic malignant syndrome-like 
e,·cnt.q, optic neuritis. pancreatitis, pancytOpenia, priapism, 
pulmonary ~mbolism, pulmonary hype-rtension, QT prolon­
gation. serotonin syndromt'- (a range of sign!. and symptoms 
that cnn rorely. in its most. severe form. reS<>mble neurolep­
tic malignant. :i;yndrome), Stevens·Johnson syndrome, sud-

"' by supplements and subsequent editions 
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den unexpected death. suicidal ideation, thromboeytopoi. 
Lhrombo<:ytopcnic purpura, vaginlll ble~ding a.ftl!"r ~ 
withdrawal. ventricular tachycarctia (including ton!lld8& 
pointcs·type nrrhythmias). and violent beha\~Ors. 

DRUG ABUSE AND DEPENDENCE 
Controlled Substanc~ Clo..ss-Prozac is not a contrnlW 
substance. 
Ph.vsical and Ps.vchological Dcpcudcnce-Pro-z.ac hu IIi 
been syste-matically studied, in animals or human~ forD 
potenti~l for abuse, tolcrrnnce, or physical dependttk 
While the premarketing clinical experience with Prnz:ltdil 
not re\·eal any tendency for a withdn1waJ syndrome or 111 

drug-seeking behavior, the~e observations were notS)'Z­
atic and it is not possible lo predict on the basis ort.M 1irJ. 
ited experience the extent to which a CNS-acrive drug'ri 
be misused. diverted, :.1od/or abused onct:< marketed. eo. 
quently, physicians s:hould carefu lly evalunte patienb: fir 
hisl.ory of drug abuse nnd roHow such patients close~. • 
serving them for signs of misuse or abuse of Proza.t ff&. 
deve-lopment of tolerance, incremeotation of dose, drut 
seekinl! behavtor). 

OVERDOSAGE 

Humall Experience-Worldwide exposw-e to fluDxctine.hr· 
drochloride is estimated to be O\'Cr 38 mi.IHon patients(cira. 
1999). Of the l578 c:1scs ofovcrdQ.sc involving fluoxetinehy· 
dJ'OChloride. alone or with other drugs. reported from tb 
population there were 195 deaths. 
Among 633 adult pati~nts who O\'erdosed on fluoxetine by· 
dr-ochloride a.I01\CC, 34 r~sulted in o. fatal outcome, 378 o:a­
pletely reco"·cred. and 15 patients experit'nced sequefAtLt 
ter O\·erdosagc, including abnormal accommodation.nbtwr· 
rual ga.it, c.onrusion, unresponsiveness, nen·ou~e., 
puJmonary dysfunction, VC"rtigo, tremor, elc,•ated blcol 
pressure. impotence, movement disorder, and bypoman& 
'l'hc remaining 206 patients hod an unknown outcome. 'l'be 
most common signs and symptoms associated with t!Dil· 
fatal overdosage wer<' seizures. somnolence. nausea, UJcby­
cardia, and \'Omiting. The largest known ingestion d 
Auoxetine hydrochloride in ndult patients wa.s 8 groms Uu 
patient who took fiuoxctine alone and who subsequenUy n­
covered. However, in n.n adult patient who took fiuoietmt 
alone, an ingestion a~ low as 520 mg has been associalld 
with letbo..l outcome. but caus~lity has not been established 
Among pediatric patients (ages 3 months to 17 yem), U., 
were 156 cases of overdose involving fluoxetine aloneorm 
combination with other drugs. Six .patients diOO, l27 PI' 
tients completely recovered, 1 patient ex:pt'rienced mal 
failure. aod 22 patients had an unknown outcome. One a( 
the six fatalities was a 9-year-old boy who had a history({ 
OCD, Tourett.e"s syndrome with tics, attention deficit dL"'O'­
der, and fetal alcohol syndrome. He had been roceiving 100 
mg of Huo.xetine daily for 6 months in addition to donidm. 
methylphenidate, and promethazine. M.i.,ed-drug ingestioo 
or otht'r methods of suicide complicated all six overdoses ill 
children that resulted in fatalities. The largest ingestioail 
pediatric patients was 3 grams which was non-lethal 
Other important adverse events reported with fluoutiot 
overdose (siuglt:! or multiple drugs) include coma, delirium. 
ECG abnormalities (such o.s QT interval prolongt~.tion and 
ventricular tachycardia, including torsodes de poinle!-IJpt 
arrhythmias). hypotension, mania, neuroleptic malignaut 
syndrome-like event~. pyrexia, stupor, and syncope. 
Animal Experiem:e--Stud.ies in a.nimals do not provide pre. 
ci5e or necessarily valid informntion about the treatmentd. 
human overdose. However. animal experiments can pi'O\'* 
useful insights iltt.o possible treatment strategies. 
The oral median lethal dose in rats and mite was found~ 
be 452 and 248 mg/kg respectively. Acute !Ugh on! '"­
produt'Cd hyperirrit.a.bilily and convul.~ions in se\•ertl.l am. 
mal species. 
Among six dogs purposely overdosed wit.h oral fiuoxetiue. 
five e-xperienced grand mal seizures_ Seizures stopped im­
mediately upon the bolus intravenous Odministro.tion of I 
standal'd veterinary dose. of dia:z.epam. In this sbort-tera 
study. the lowest plasma concentration at. which a seitwt 
occurred was only twice th~ maximum plasma ctmceotr. 
tion seen in humans taking SO rug/day. chronic:illy. 
In a separate single-dose study, the ECG or dogs gi\·eo hCh 
dos•• did not rcvenl prolongntion or the PR, QRS, or QriJ>. 
tervals. Tachycardia and an incre~ in blood prcssurev.-m 
observed. Consequently, the value or the ECG in predictuli 
cardiac toxicity is unknown. Nonetheless. t.be ECG .shoWi 
ordinarily be monitored in cases of human ove:rdt!Sl(' tM 
Management of Overdose). 
J\lanagemtmt of Oucrdose-Trentruent should con.si.5t (f 
those gcncr~l measures employed in the manageme:nt cf 
over'dosage with any mttideprcssant.. 
Ensure an adequate ni.rn•ay, o:~.'ygcnation, and ventilati:a 
~·lonitor cardiac'Thythm and \'ital signs. General supporttw 
nod sympton1atic measures are aJso recommended. lndu:­
tion of entesis is not recommended. Gastric Ia" age with a 
l:trge·bore orogastric tube with app,ropriate ain\'"ay proitc­
tion, if needed, may be indicat('() if performed soon a.fteria­
geslion. or in sympt.om::at.ic patients. 
Activated ch:.wcoal should be adn\iui.:;;tercd. Due to theW, 
volume of distribution of this drug, forced djuresis, d.iaJ,Iil. 
hemope1·fusion, and exchange tranSfusion are unlikclytobt 
of benefit. No specific 31\tidotes f01· fluox~tinc are knawn. 
A specific caution involvPs patients who are t.aki.n.g or Ut 
recently ta ken fluoxeline and might ingest excessive qum. 
titie~ of a TCA. l n such n case. nccumulat ion of the pattat 
tricyclic and/or an active metabolite m:1y increase the Jill'" 
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·gnificant sequelae and extend the time 
,teliJiicallY ~cal observation (see Other Antidepres-

~ttclose ~~UTIONS). 
~ ,/' PR:E in animals, which may not be relevant 
~-~en~ne-induced seizures that fail to remit 
~ fluoxe respond to diazepam. 
tt-:...ousiY llld sage, consider the possibility of multiple 
~ove~ he physician should consider contacting 
~~ellle~ ~enter for additional information on the 
~ contra verdose. Telephone numbers for certified 
• :.t111811t of anY ~ers are listed in the Physicians'Desk Ref­
.--contralcen 
~(POR). 
.,_, AND AD:MJNISTRATION 

~ .1 ·at Treatment-In controlled trials used to 
~~tine, patients were adminis­
, tb~ e doses ranging from 20 to 80 mg/day. Studies 
--~g etine 20, 40, and 60 mg/day to placebo indi­
~ fluo~day is sufficient to obtain a satisfactory an­
,-lbat 20tlll sponse in most cases. Consequently, a dose of 
~ ;inistered in the morning, is recommended as 

-~'%ose 
.. iDP; ase. may be considered after several weeks if no 
A.., JI!cre ovement is observed. Doses above 20 mg/day 
~ Jlll:mistered on a once a day (morning) or b.i.d. 
fll be 1(' morning and noon) and should not exceed a 

~ ~;~~e of 80 mg/day. 
~other antidepressants, the full antidepressant effect 
Jl d Jayed until 4 weeks of treatment or longer. -
-~ e any other medications, a lower or less frequent 
Jl irilh :Owd be used in patients with hepatic impairment. 
W r less frequent dosage should also be considered for 
A~y (see Geriatric Use under PRECAUTIONS), and 
.. tients with concurrent disease or on multiple concom­

~~ medications. Dosage adjustments ~or re~al impair­
: are not routinely neces_sary (see LIVer D1seas~ and 
IIIII Disease under CLINICAL PHARMACOLOGY, and 
IJie in Patients with Concomitant Illness under 

f11CAUTIONS). . . 
~nance / Continuatwn / Extended Treatment-It IS gen­
iifijreed that acute episodes of depression r~quire sev-
1111 months or longer of sustained pharmacologic .therapy. 
Jllher the dose of antidepressant neede~ to _induce remis­
la is identical to the dose needed to mamtam and/or sus­
it euthymia is unknown. 
!1!9' Dosing-Systematic eval~atio~ of ~rozac has ~hown 
tW its antidepressant efficacy IS mamtamed for penods of ,.,as weeks following 12 weeks. of open-label acute treat- . 
lilt (50 weeks total) at a dm>e of 20 mg/day (see Clinical 
Tlialaunder CLINICAL PHARMACOLOGY). 
Wly Dosing- Systematic evaluation of Prozac Weekly 
.. lhown that its antidepressant efficacy is maintained for 
periods of up to 25 weeks with once-weekly dosing following 
IS neks of open-label treatment with Prozac 20 mg once­
Uily. However, ther~peutic equivalence of Prozac Weekly 
jftnon a once-weekly basis with Prozac 20 mg given daily 
ir delaying time to relapse has not been established (see 

CliDical Trials under CLINICAL PHARMACOLOGY). 
Weekly dosing with Prozac Weekly capsule is recommended 
1D be initiated 7 days after the last daily dose of Prozac 20 
II((Bte CLINICAL PHARMACOLOGY). 
If satisfactory response · is not maintained with Prozac 
Weekly, consider reestablishing a daily dosing r~gimen (~ee 
aioical Trials under CLINICAL PHARMACOLOGY). 
~ive-Compulsive Disorder: 
Wlial 'lreatment-In the controlled clinical trials of 
boietine supporting its effectiveness in the treatment of 

~v_e-compulsive disorder, patients were administered 

1 
__ daily doses of 20, 40, or 60 mg of fluoxetine or placebo 
._ Clinical Trials under CLINICAL PHARMACOLOGY). 
t:eof these studies, no dose response-relationship fo~ ef-

eness was demonstrated. Consequently, a dose of 20 
If~!·. administered in the morning, is recommended as 
the IDltial dose. Since there was a suggestion of a possible 

: response relationship for effectiveness in the second 
. ~ _a _dose increase may be considered after several 

run if,.msu~~ient clinical improvement is observed. The 
_therapeutic effect may be delayed until5 weeks oftreat­
-.t or longer. 

~ abo~e 20 mg/day may be administered on a once a day 
~ mornmg) or b.i.d. schedule (i.e., morning and noon). A 
~range of 20 to. 60 mg/day is recommended, however, 
ltudi of up to 80 mg/day haye been well tolerated in open 
~ of OCD. The maximum fluoxetine dose should not 
As . 80 mg/day. · 

~~ the use of Prozac in depression, a lower or less fre­
Piinn osage should be used in patients with hepatic im­
(J)Qsjdent. A lower or less frequent dosage should also be 
CAunred for the elderly (see Geriatric Use under PRE­
IIln!ti 

1
0NS), and for patients with concurrent disease or on 

lena!~ e c~ncomitant medications. Dosage adjustments for 
ease llllprurment are not routinely necessary (see Liver Dis­
OGy and Renal Disease under CLINICAL PHARMACOL­

PftEc~nUTd Use in Patients with Concomitant Illness under 
.l(o· IONS). . . 

--While there are no 
~tin abc studies that answer the question of how long to 
~lue Prozac, OCD is a chronic condition and it is rea­
~0 e ~0 consider continuation for a responding patient. 
~g the efficacy of Prozac after 13 weeks has not been 

lied in e~ d in controlled tria'Is, patients have been contin­
ldclition erapy under double-blind conditions for up to an 
tee ad· a] 6 months without loss of benefit. However, dos-

JUstments should be made to maintain the patient on 

the lowest effective dosage, and patients should be periodi-
• cally reassessed to determine the need for treatment. 
·Bulimia Nervosa: 
Initial Treatment-In the controlled clinical trials of 
fluoxetine supporting its effectiveness in the treatment of 
bulimia nervosa, patients were administered fixed daily 
fluoxetine doses of 20 or 60 mg, or placebo (see Clinical Tri­

als under CLINICAL PHARMACOLOGY). Only the 60 mg 
dose was statistically significantly superior to placebo in re­
ducing the frequency of binge-eating and vomiting. Conse­
quently, the recommended dose is 60 mg/day, administered 
in the morning. For some patients it may be advisable to 
titrate up to this target dose over several days. Fluoxetine 
doses above 60 mg/day have not been systematically studied . 
in patients with bulimia. 
As with the use ofProzac in depression and OCD, a lower or 
less frequent dosage should be used in patients with hepatic 
impairment. A lower or less frequent dosage should also be 
considered for the elderly (see Geriatric Use under PRE­
CAUTIONS), and for patients with concurrent disease or on 
multiple concomitant medications. Dosage adjustments for 
renal impairment are not routinely necessary (see Liver Dis­
ease and Renal Disease under CLINICAL PHARMACOL­
OGY, and Use in Patients with Concomitant Illness under · 
PRECAUTIONS). 
Maintenance / Continuation TI-eatment-While there are no 
systematic studies that answer the question of how long to 
continue Prozac, bulimia is a chronic condition and it is rea­
sonable to consider continuation for a responding patient. 
Although the efficacy of Prozac after 16 weeks has not been 
documented in controlled trials, some patients have been 
continued in therapy under double-blind conditions for up to 
an additional 6 months without loss of benefit. However, pa­
tients should b~ periodically re,assessed to determine the 
need for continued. treatment. 
Switching Patients to a Tricyclic Antidepressant (TCA)­
Dosage of a TCA may need to be reduced, and plasma TCA 
concentrations may need to be monitored temporarily when 
fluoxetine is coadministered or has been recently discontin­
ued (see Other Antidepressants under Drug Interactions): 
Switching Patients to or/rom a Monoamine Oxidase Inhib­
itor-At least 14 days should elapse between discontinua­
tion of an MAOI and initiation of therapy with Prozac. In 
addition, at least 5 weeks, perhaps longer, should be al­
lowed after stopping Prozac before starting an MAOI (see 

CONTRAINDICATIONS and PRECAUTIONS). 

HOW SUPPLIED 

The following products are manufactured by Eli Lilly and 
Company for Dista Products Company. 
Prozac® Pulvules®, USP, are available in: 
The 10-mg* Pulvule is opaque green and green, imprinted 
with DISTA 3104 on the cap and Prozac 10 mg on the body: 
NDC 0777-3104-02 (PU3104**} Bottles of 100 
NDC 0777-3104-07 (PU3104**} Bottles of 2000 
NDC 0777-3104-82 (PU3104**) - 20 FlexPak™§ blister 
cards of 31 
The 20-mg* Pulvule is an opaque green cap and off-white 
body, imprinted with DISTA 3105 on the cap and Prozac 20 
mg on the body: 
NDC 0777-3105-30 (PU3105**} Bottles of 30 
NDC 0777-3105-02 (PU3105**} Bottles of 100 
NDC 0777-3105-07 (PU3105**} Bottles of 2000 
NDC 0777-3105-33 (PU3105**} (IDt 100) Blisters 
NDC 0777-3105-82 (PU3105**) - 20 FlexPak™§ blister 
cards of 31 
The 40-mg* Pulvule is an opaque green cap and opaque 
orange body, imprinted with DISTA 3107 on the cap and 
Prozac 40 mg on the body: 
NDC 0777-3107-30 (PU3107**)- Bottles of 30 
Liquid, Oral Solution is available in: 
20 mg* per 5 mL with mint flavor: 
NDC 0777-5120-58 (MS-5120:j:)- Bottles of 120 mL 
The following products are manufactured and distributed 
by Eli Lilly and Company. Prozac® Tablets are ·available in: 
The 10-mg* tablet is green, elliptical shaped, and scored, 
with PROZAC 10 de bossed on opposite side <if score. 
NDC 0002-4006-30 (TA4006)-Bottles of 30 
NDC 0002-4006-02 (TA4006)-Bottles of 100 
Prozac® Weekly™ Capsules are available in: 
The 90 mg* capsule is an opaque green cap and clear body 
containing discretely visible white pellets through the clear 
body of the capsule, in1printed with Lilly on the cap, and . 

3004 and 90 mg on the body. · 
NDC 0002-3004-75 (PU3004)-Blister package of 4 

*Fluoxetine base equivalent. 
**Protect from light. 
t ldenti-Dose® (unit dose medication, Lilly). 
:j:Dispense in a tight, lig~t-resistant container. 
§FlexPakTM (flexible blister card, Lilly). 
Store at controlled room temperature, 59° to 86°F (15° to 
3o·c). 
ANIMAL TOXICOLOGY 

Phospholipids are increased in some tissues of mice, rats, 
and dogs given fluoxetine chronically. This effect is revers­
ible after cessation offluoxetine treatment. Phospholipid ac­
cumulation in animals has been observed with many cat­
ionic amphiphilic drugs, including fenfluramine, imipra­
mine, and ranitidine. The significance of this effect in 
humans is unknown. 
Literature revised February 28, 2001 
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Experience Reporting, call 
Product Information 
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COUMADIN® TABLETS :ij 
(Warfarin Sodium Tablets, USP) Crystalline 
Anticoagulant 
COUMADIN® FOR INJECTION :ij 
(Warfarin Sodium for Injection, USP) 
Rx only 

DESCRIPTION 

COUMADIN (crystalline warfarin sodium), is an anticoag­
ulant which acts by inhibiting vitamin K-dependent coagu­
lation factors. Chemically, it is 3-(a-acetonylbenzyl}-4-hy­
droxycoumarin and is a racemic mixture of the R- and 8-

enantiomers, Crystalline warfarin sodium is an isopropanol 
clathrate. The crystallization of warfarin sodium virtually 
eliminates trace impurities present in amorphous warfarin. 
Its empirical formula is C19H15Na04 and its structural for­
mula may be represented by the following: 

O?:~tXJ 
ONa CH

2
COCH

3 

Crystalline warfarin sodium occurs as a white, odorless, 
· crystalline powder, is discolored by light and is very soluble 

in water; freely soluble in ~lcohol; very slightly soluble in 
chloroform and in ether. 
COUMADIN Tablets for oral. use also contain: 

All strengths: 
1 mg: 
2mg: 

2-112 mg: 

3 mg: 

4mg: 
5mg: 
6mg: 

7-1/2 mg: 

10 mg: 

Lactose, starch and magnesium stearate 
D&C Red No. 6 Barium Lake 
FD&C Blue No. 2 Aluminum Lake and 

FD&C Red No. 40Altiminum Lake 
D&C Yellow No. 10 Aluminum Lake and 

FD&C Blue No. 1 Aluminum Lake 
FD&C Yellow No. 6 Aluminum Lake, 

FD&C Blue No. 2 Aluminum Lake and 
FD&C Red No. 40 Aluminum Lake 

FD&C Blue No. 1 Aluminum Lake 
FD&C Yellow No. 6 Aluminum Lake 
FD&C Yellow No. 6 Aluminum Lake and 

FD&C Blue No. 1 Aluminum Lake 
D&C Yellow No. 10 Aluminum Lake and 

FD&C Yellow No. 6 Aluminum Lake 
Dye Free 

COUMADIN for Inje<;tion is supplied as a sterile, lyophi­
lized powder, which, after reconstitution with 2. 7 mL sterile 
Water for Injection, contains: 

Warfarin Sodium 
Sodium Phosphate, Dibasic, 
Heptahydrate 

Sodium Phosphate, Monobasic, 
Monohydrate 

Sodium Chloride 
Mannitol 
Sodium Hydroxide, as needed for pH 

adjustment to 

CLINICAL PHARMACOLOGY 

2 mg/mL 
4.98 mg/mL 

0.194 mg/mL 

0.1 mg/mL 
38.0 mg/mL 

8.1 to 8.3 

COUMADIN and other coumarin anticoagulants act by in­
hibiting the synthesis of vitamin K dependent clotting fac­
tors, which include Factors II, VII, IX and X, and the anti­
coagulant proteins C and S. Half-lives ofthese clotting fac­
tors are as follows: Factor II - 60 hours, VII - 4-6 hours, 
IX- 24 hours, and 'X- 48-72 hours. The half-lives of pro­
teins C and S are approximately 8 hours and 30 hours, re­
spectively. The resultant in vivo effect is a sequential de-

. pression of Factors VII, IX, X and II activities. Vitamin K is 
an essential cofactor for the post ribosomal synthesis of the 

Continued on next page 
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