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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 turn to. In routine
situations, however, a synopsis of the most important
facts will often suffice. For just such occasions, PDR now
offers the PDR Pharmacopoeia™ 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 halfinch 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 overthe-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 scientific consensus
on hundreds of popular supplement products, including
an array of amino acids, co-factors, fatty acids, probiotics,
phytoestrogens, phytosterols, overthe-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 decision-making tools:

* Interactions Index identifies all pharmaceuticals and

foods capable of interacting with a chosen medication.

Food Interactions Cross-Reference lists the d rugs 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—Dbut 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-compatible 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
Spelichecker. 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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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.

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

again under its generic name, lorazepam.

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) .......cccveveerireeveenn... 3478
< ATIVAN TABLETS
(Wyeth-Ayerst) .......................340, 3482
ATIVAN IN TUBEX
CVIVELR-ANETEE). cvccoviinivivenniiasiinis 3606
Generic name LORAZEPAM Manufacturer
— Ativan Injection
(Wyeth-Ayerst) ... ...3478 mli: é’t“egs"e'é'&"'?ﬁt'e
Ati(\{?zn ;Ih‘(flglets ) A7, Ba85 prescribing Infgrmatlnn
fyeth-Ayerst) ................. X
Ativan in Tubex
lﬂmal;:s of (Wyeth-Ayerst) ........................ 3606 !tzliic page n::ll'ﬂ?er
SlEsepan Lorazepam Intensol (Roxane) ...3056 S . Lar
Lorazepam Tablets (Mylan) ......2278 e o ofTaran
Lorazepam Tablets, USP CIV
—  (Watson)... . ...3369
Indicates photo LORCET 10/650 TABLETS
g‘c;';‘f,“gf‘:gg"“' (FOPESE) vviviis s vavioimnsnrasinsins 313, 1375
LORCET PLUS TABLETS
(Forest) .. 121375
LORCET—I-ID CAPSULES
[ o)1 s G e M ) 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

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

and generic name. Generic names are underlined; ™ E:f’::n'::tglgn“"'“he's indicate full prescribing
brand names are not. Under each generic name, you ?
will find a list of the brands that contain it. This enables W Jtalic page numbers signify partial information.
you to find a product by either of its names. For The ¢ b d 2
example, the brand Ativan appears once inthe A's,and @ i e 9 ﬁs)’”.‘ ole%rks rugs shown in the Product
again under its generic name, lorazepam. entification Guide.
Each time a brand name appears, it is followed by the ™ E‘ce t: ;‘,’f‘}ﬂ%”}eaﬂi prod;cc; "t:f‘.’;“sat"’“;i 4
manufacturer's name and the page number to consult D;e?ar ‘Ig ) ‘;:1 tstpr SRAIDHON CIUES
for further information. If multiple page numbers K=upoien
appear, the first ones refer to photos of the product, the m The © symbol means product information
last one to its prescribing information. Under a generic is located in PDR For Ophthalmic Medicines™,
: Children’s Tylenol Cold Ultracet Tablets (Ortho-MeNeil). .. ... 2597 Propoxyphene Hydrochloride and
(S:tla.tpenls'iur!r:g?uld RI'N{V 5 Vicodin Tablets (Abbott) A Am:lminnphcn Tablets, USP CIV
i) s (HC el 323, 2015 Vicodin ES Tablets (Abbot) "'“’;J“"‘h‘e g 69
Trizivir Tablets o e e . Vicodin HP Tablets (Abborr) FIcporyphena iy
- = Child,
(GlaxoSmithKline) ... ... 317, 1669 e St Zydane Tublots (B Labs) Fomlincatis Tikes n;muu; ...... 2278
Ziagen Oral Solution Chewable Tablets {McNeil Acctaminophen (Geneva).. . .........., e ol E;m'ﬁ:!‘ﬂ il 2278
{GlaxoSmithKline) . ... . 318, 1692 Coksand) -3 323, 2015 : aminophen Tablets (Mylan) /...
. HOPMREL ) sy it~ Ss s by d Mclnmmuph:n Oral Solution Propoxyphene Napsylate and
ﬂﬂ%ﬁm"'sﬂ;‘ o 218, Tas2 Children's Tylenol Flu 4 (Geneva). . .. 3613 Acctaminophen Tablets, USP
f et 3 i A R b Suspension Liquid (McNeil 3. 201 Amam-mprm Ol Solution (Mallinclerods). <=2 25t ue sl 1997
ABBO-CODE INDEX (Abbott) ... 402 SO oo s sandzans 323, 2015 (Pharmaceutical Associttes) . . ... . . 2763 Roxicet 5/500 Caplets (Roxane) .. 3056
ABCIXIMAB T uapersion Liquid HeNel b el Rosicet Oral Solution (Rirxane)
ReoPro Vials ¢Lilly). .. .ooo.... .. 322, 1958 Ianmm-}ncI:} .................. 323, 2017 (Pharmaceutical Agsociates). . . ... 2% 2763 :'::lc:': ;’.:nhlzt;:]knw;;
ants’ ‘Tylenol Concentrated Acetaminophen and Codeine init Alleagy ¥
B B B
ACARBOSE e ba Sy et Tt Tt 3056 | . Sinumb Sinus Medication MS Without
G 307906 Reducer Concentrated Drops : PR A Drayainesa Taklels' and Ciy
Precose Tablets (Baver)........... H (MCNetl Constamer), s o1 ottt 323, 2015 Anlzjll’ummnphl;;nd.(‘td:mcl” (Pfizer CORSUMIEr). ;i\ eucnnseeanns 2762
# ACCOLATE TABLETS Infans’ Tylenol Cold FhovEai e USP CUIL ] Sudafed Cold & Cough Liquid Caps
(AstraZenecal.. ... oy, 305, 657 Decongestant and Fever e L SRt b S LR S g (Pfizer: Consumer). ... ..o 3o il 2762
+ACCUNEB TIO! Reducer Concentrated Drops Actifed Cold & Sinus Caplets (Pfizer Sudafed Cold & Sinus Lig g
SOLU‘]"IOW B ¢330 Plus Cough (MeNeil Conrumer) ... .o e cane 2760 (Pfizer Consiamer)
Dey) 000 0 CORIIRER) -« parisr e s 323, 2015 Anolor 300 Capsules (Blansert). .. 1025 Sudafed Severs Cold Formula MS
#* ACCUPRIL TABLETS Junior Strength Tylenol Soft Axocel Capsules (Savage)..........0i. 3094 Caplets and Tablets (Pfizer
(Parke-Dairis). . o000 ooesiool 330, 2611 Chews f.’i&cwahlc Tablets ot Benadryl Allergy & Sinus Headache Consmer) Do es VA 2762
URETT LETS (McNeil Consumer)......ooouus s Caplets & Gelcaps (Fﬁ:uy Sudafed Sinus Headache Caplets and
.A((:E,,-ke.pﬂ,ﬁ,fi‘? ........... 330, 2614 Extma Strength Tylenol Adult Liquid Consumer) . .o o viiansiveviassspens 2761 "I:blcue fPﬁ.?rECnmmw:f f.s
Pain Reliever (McNeil Consumer). . ... 2009 Benndryl Allergy/Cold T.nblm (Pfizer Zebutal Capsules (First Horizon
+ ACCUTANE CAPSULES o )
S Extra Strength Tylenol Geleaps, GRS - 2760
(Roche Laboratories) ... .. ... 333, 2044 Geltabs, Caplets, and Tablets Bupap Tablets (ECR): - .o ovin.inn, 1266 | ACETAZOLAMIDE
+ ACCUZYME DEBRIDING (McNeil Consumer). - ......s. 323, 2009 Butalbital, Acctaminophen and Acetazolamide Tablets, USP (Zaro). .. . .. 3302
OINTMENT (Healthpoint). . .. 319, 1725 Rcﬁl;l::l S;rv-nglh Tylenol Tablets aae Caffeine Tablets USP (Mallinckrody). . . 1992 Acetazolumide Tablets, USP (Witson) ... 3369
{MeNeil Constmer)........... , 2009 Butalbital, Acetaminophen, and Caif
ACEBUTOLOL mkwm‘-; Maximum Strength Tylenol nml':ﬂ. usp rH'mnI:nJ “ .n:]‘ o a clr\c 3369 Al CACID :
Seciral Capsules {Wyeth-Ayerar) , .. 341, 3589 Allerpy Sinns Caplets, Capital and Codeine Oral Suspensi 2 Therapeutic Vaginal Jelly
Accbutolol Capsules (Par)............. 2609 Gelcaps, and Geltabs (MeNeil (ARG v o Da Rt 577 (Ortho-MeNeil). .., oo L0000 2525
Acebutalol Hydrochloride Capsules COMSUMEL) « «0vv s pu omnin s sssws 323, 2010 Codeine Phospbai sl =TeN VaSoL HC Otic Solution (Wallace) . . .. . 3356
(Mvian). Muximum Strength Tylenol i . ETOHYDROXAMIC
,\c‘;h:r‘:::al Hydrochloride Capsules Allergy ';lﬂ“gLN‘sTh}ﬂ'm:L‘ mzﬁmmsnTuhMUSF ........ 1983 IM::.Tthm L T h:‘orM e CACIn 2933
(Watson) wt:;‘:;";‘\’:;”}\‘l‘; C’;"[{';:‘I:L 1L 3R8, 2010 Endocet Tablets, USP CII (Endo ok b
-3 [ E“ “l (:!S' E
SAUEL: flptenicls iy .rA‘Ir}lenl' {‘?’F":;b """ g 323, 2010 h\;:"é:[:ilm fF:l;rﬂL ‘. ...... 7 ig;g :\L’\:Iylcy_:n:mi'l-d 111:3:11 (Roxane). . .... 3056
+ ACEON TABLETS (2 MG, Tylenol Arthritis Pain Extended Esgic Toblets (Farest). ince R 1370 MUCOMYSL {Garavals o s 15 3085 s oo 3613
4 MG, 8 MG) (Solvay)........ 337, 3249 Relief Caplets (MeNeil
» CONTIMEr) 2. v o i hos 323, 2009 Esgic-Plis Tablets rFrwnJ“ 312 1370 ACETYLSALICYLIC ACID
ACES ANTIOXIDANT SOF'I‘ Multi-Symptor Tylenol Cold Hydrocet Copsules (AMAarning. . c......se . 577 (see under: ASPIRIN). -~
GELS (Carlson).... L Compleic Formula Caplets Hydrocodone Bitartrate and AL IE1 THERAD
ACETAMINOPHEN (McNeil Consumer)........... 323, 2010 “Acetminophen Capsules AVAGINAL JE[.L‘lF{Od.ﬁo -McNeil ., 2525
Darvocet-N 50 Tablets (Lilfy). . ........ 1907 Multi-Symptom Tylenol Cold (Maflinckrodt). .. 000 L. oLl 1993
Darvocet-N 100 Tabless (Lilly). .. 321, 1907 ey Capi 8 tydrocodane Bitartrate and # ACTPHEX TABLETS (Eisai) ... 311, 1267
arvocet-N 100 Tables (Lilfy). . v Gelcaps (McNeil Consumer). ... 323, 2010 ‘Acetminophen El
Excedrin Migraine Caplets Multi-Sympiom Tylenol Cald mfﬂ'l,m-?,-umpm" i 1994 #ACIPHEX TABLETS
(Bristol-Myers). .oy vooivinien 309, 1070 Severe Congestion . lalling ? Bﬂmm‘m ............ Tanasen) . iveiiess it s is ... 319, 1783
Excedrin Migraine Geltabs Non-Drowsy Caplets (McNeil oS e ACITRETIN
(BILLMYERS) vt oros 309, 1070 Consaner) -« vt es., 323, 2011 Acclaminkphisn BIie A e S thocke
Excedrin Migraine Tablets Meimum Strength Tylenol Flu f rmrrrun;u BOOICE) Lk ST ;‘ Y] i . 334, 3003
f510L-M (T g Hydrocadone Bitartrate and Hoaniiaries). :
(Bristol-Myers). . o.. .o i 309, 1070 NightTime Gelcaps !’Hd\"rH e
Hycomine Compound Tablets ICOMIUMER) £y i e absrece s e 323, 2011 A‘“'ﬁ!“""_“ﬂ’m Tablets, USP o4 ® ACLOVATE CREAM r‘EhI.I'IJ.. .. 311, 1275
(i e ] Masimum Sirengih Tylenol Fls M e # ACLOVATE OINTMENT
¢ tTime Liquid (McNeil ydrocodone Bitartrate an
b s Cr':!:ﬂ-uml::). sl foine 323, 2011 Tublets, USP CITT (Watson). .. ... 3369 el T e SEElSrS
N;m'f i f((.“ Lok mnmum Sm:nglh Tylenol Flu Lorcet 10/650 Tublets (Forest). ... 313, 1375
axidone Tablets CTI (Warson), . . 339, 3399 Non-Drowsy Geleaps (McNeil Lorcet Plos Tablets (Fanen) 312, 1375 Semprex-D Capsules (Celltech). . ....... 1172
Midrin Capsules {Wamen First). ..., ... 3464 COMmmEr): .- e 323, 2011 i ek % H.P. ACTHAR GEL (Questcor) 2018
Norco 5/325 Tablets CLI Esxtra Strength Tylenol PM Loreel-HD Capsiiles (Forsifl s ey
(R e e e S s 339, 3424 Caplets, Geltabs, and Geleaps Lortab 2.5/500 Tablcts {L/CB). AC’I’BIB VAI;(:]NE (Ap._pum
Norco 7.5/325 Tablets CIII (McNeil Consumer). ... ... .. 323, 2012 Lortab 5/500 Tablets (UCH). ...
(Bt sl e 339, 3425 Mg}gmurﬂ_mﬁpgm el Lortab 7.5/500 Tabléts (UCB). ..., 337, 3319 AC'I'BREI.. mn m.n:c'non
LLTTER ime Caplets
i R OIS | o 339, 3425 (Meeit Covinansry e 323, 2012 Lortah 10/500 Tablets (UCB) ... 337, 3319 CEmhE). et dtd
e R 3 Maximum Strength Tylenol o;ggfu and Acetaminophen # ACTICIN CREAM ramek: ...... 308, 998
PRetSin) < 58, 339, 3427 Sinus Non-Drowsy Geltahs, let, USPCI(Wetson . ' 2445 3389 | \CTIDOSE WITH SORBITOL
Percocet Tublets (Edo L) .. 312, 1326 e gﬁﬁéﬂ'ﬂ iz o1 [ St Acamoghen CYS SN el s o 2
Phrenilin Forte Capsules (Amarin) . ... ... 578 Maximum S -p,]' ’ { Oty done: sl Asctpmmbiopte ACTIDOSE-AQUA SUSPENSION
Rkl Tvelas o). “Throat Adul S Caprules, USP (MOllinchrodh) ... 1996 (Paddochis. als b elasiodivisin 2607
Sedapap Tablets 50 mg/650 mg (Merz) . . 2225 ‘. Oxyeod nd Acctaminophen ACTIFED COLD & ALLERGY
Talacen Caplets mgea Ty;sgmm ‘E:‘gmm PRy “Hables, US CIT (Wazso). -+ 3369 TABLETS (Pfizer Consumer). ... ... 2760
£ J;i:::oﬁ s'nldmk;b;) ........... 4, N Wt b i o Onycodone and Acetaminophen ACTIFED COLD & SINUS
qu'ém.&?t Jepencion ,a,,wmcf‘mwu o 330, 2595 Tablets. USP (Maltinckrode) ... 1996 CAPLETS (Pfizer Consumer)..... .. 2760
Chewshle Tablets (McNell Women's Tylenol Mensirual Py HCI and Acetaminoph # ACTIMMUNE (InterMune) .
CONINIIET) - v aimies doiiablein s . 323, 2014 Relief Caplets (McNei! Tablets CIV (Watson), . 2t ... duvsss 3369 |
Children” u'rylmot Allergy-D Consumer) .. .. ... . 323, 2013 lemgh:n with Codeine Capsules * ACTIQ, (Cephalon), '
Liquid {McNeil Consumer). .. .. 323, 2014 Tylox Capsules {Oriho- Mc‘chh .-330, 2597 (Ropine) i S N L. 2929 | ®ACTIVASE LV. (Genentech). . ... 313, 1410
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112/ETHINYL ESTRADIOL

PHYSICIANS' DESK REFERENCE®

Zovia 1/35E Tablets {Weson)- . ... 339, 3449
Zovia I/S0E Tablets (Watsom). .. .. 339, 3449
Ethynodiol Diacetate and Ethinyl

Estradiol Tablets, USP (ZOVIA)

(Whisom ).\, oot n e LA 3372

ETHIODIZED OIL

Ethiodol Injection (Savage). .« vvessoror 3095
ETHIODOL INJECTION (Savage) .. 3095
ETHIONAMIDE

Trecator-SC Tablets (Wyeth-Averst). .. ... 3598
ETHOSUXIMIDE .

Zarontin Capsules (Parke-Davis) . . 331, 2659

Zarontin Syrup (Parke-Davis). . ... 331, 2660

Ethosuximide Syrup ( Pharmaceutical
Associates)

ETHRANE LIQUID FOR
INHALATION (Baxter
Anesthesia) ..o ivoviiiisiaiiiaiaesns 865

ETHYL CHLORIDE
Gebauer's Ethyl Chloride (Gebauer) . . . .

ETHYNODIOL DIACETATE
Zovia 13ASE Tablets (Watson). . .. . 339, 3449
Zovia 1/S0E Tablets (Watson). ... . 339, 3449
Ethynodiol Diacetate and Ethinyl
Estradiol Tablets, USP (ZOVIA)
IWRLRGH) G il 2oy e e s wiesn neinei
ETHYOL FOR INJECTION
(MedImmune Oncology) . .

1409

3372

Duranest Injections (AstraZeneca LP). . ... 600

ETIDRONATE DISODIUM
Didronel Tablets (Procter &
Ganible Pharmaceuticals). . ...« 332, 2888
ETODOLAC
Laodine Capsules (Wierh-Avers) . . . 340, 3528
Lodine Tablets (Wyeth-Averst). .. .. 340, 3528
Lodine XL Extended-Release

Tablets (Wyeth-Averst). ... .... 340, 3530
Etodolac Capsules and Tablets
(Mrlan) b e 2278
Etodolac Capsules, Tablets USF (Taro), . . 3302
Etodolac Tablets (Par). . .............. 2609
ETOPOSIDE
Etoposide Injection (Baxter Anesthesia). .. 866

ETRAFON 2-10 TABLETS
(2-10) (Schering) .. ....oo.i.. . 335, 3115

+ ETRAFON TABLETS (2-25)

(Schering). .. 335, 3115
4 ETRAFON-FORTE
TABLETS (4-25) (Schering). . . 335, 3115
EUCALYPTOL
Listerine Antiseptic {Pfizer Consumer). .. 2761
Cool Mimt Listerine (Pfizer Consumer). .. 2761
FreshBurst Listerine (Pfizer
CORTMIRETY. -7 ale: erbni Su sltim i w00 & 2761
Tartar Control Listerine {Pfizer
CORYMET) s S w4 S alers birim o kit 2761
4 EULEXIN CAPSULES
(Schering)..oeseeasssiasnseess 335, 3118
EVAC-Q-EWIK (Savage). ... .........3096
& EVISTA TABLETS (Lilly)...... 321, 1915
® EVOXAC CAPSULES
(Dailcht) . Lol a T iR 310, 1217

EXsLAX REGULAR STRENGTH
LAXATIVE PILLS (Novartis
Consumer). .

EX+LAX CHOCOLATE TABLETS

(Novartis ConSUmer). . ..-.ovovssssvenss L]
EX+LAX GENTLE STRENGTH
CAPLETS (Novartis Consumer)....... -]
EX+LAX MAXIMUM STRENGTH
LAXATIVE PILLS (Novartis
Conpumer)’. i Lol caiiisanin. =0
EX+LAX MILK OF MAGNESIA
(Novartis Consumer). ....c.c.ccciveis -]
EXsLAX STOOL SOFTENER
CAPLETS (Novartis Consumer). ...... L]
# EXCEDRIN MIGRAINE
CAPLETS (Bristol-Myers) . ... 309, 1070
® EXCEDRIN MIGRAINE
GELTABS (Bristol-Myers). . ... 309, 1070
+ EXCEDRIN MIGRAINE
TABLETS (Bristol-Myers). . ... 309, 1070
+ EXELON CAPSULES
ONOUGIEERL. s - v e s s e mrjtin rra = = 326, 2342
EXELON ORAL SOLUTION
Novartie). il i i sty 2345
EXEMESTANE
Aromasin Tablets {Pharmacia &
UpJOl). .5 v s vse s 4 viFea e ke L 2769

# Shown in Product Identification Guide

EXTRA STRENGTH PRODUCTS

(see base product name)
E-Z SPACER (Wel. ... oouiiiio e 3456
E-Z SPACER AND MASK (Wel, . 3456
E-Z SPACER MASK (WaJ .. ......... 3456
F

FACTOR VIII (AHF, AHG)
Alphanate Solvent Detergent/Heat
Treated (Alphal. . .cooiaiai i 558

FACTOR IX (HUMAN)

Mononine Concentrate (Aventis Behring). . 794
AlphaNine SD Solvent Detergent
Treated/Virus Filtered (Alpha). . ... ... 558
FACTOR IX COMPLEX
Bebulin VH (Baxter Heaithcare). .. .. ... 840
Kongne 80 (Bayer Biological). « . cvzzuvas 937
Proplex T (Baxter Healtheare). . .. ... ....851
Profilnine SD Solvent Detergent Tteued
(Alpha)oi i tes R R 558
FACTREL (Wyeth-Ayerst) .. .......... 3633
FAMCICLOVIR
Famvir Tablets (Novartis) 2348
FAMOTIDINE
idine Injection (Bacer A ).. 866
Pepeid AC Chewable Tablets
(J&T o Merck). .. ovvmvannanns 320, 1814
Pepcl;l AC Gelcaps (J&J =
e R S e 320, 1814
Pepeid AC Tablets (J&J «
METOk)L Riisadk 0 s e s 320, 1814
Pepeid Complete Chewable
Tablets (J&J » Merck) . .......n 320, 1815
Pepeid Injection (Merck). .. <o 0oene 2153
Pepeid Injection Premixed (Merck). ... . . 2153
Pv:pcui for Oral Susp:ns'mn (Merck): . ... 2150
id RPD Orally
isintegrating Tnblrﬂt {Merck) .. 324, 2150
Pepeid Tablets (Merck) 324, 2150
Famotidine (Gemeva). .. .« . ouavouasd 3613
Famotidine Tablets (Mylan). . . ....oieis 2278
Famotidine Tablets (Par). .
Famotidine Tablets {Watson) . S PO 3369
FAMVIR TABLETS (Novartis)....... 2348
4 FARESTON TABLETS
(Shire US): - uisu dmnmqamasa s 336, 3237
FEIBA VH (Baxter Healthcare). .. ... .. 843
Felbatol Oral Suspension
(Wallace).
Felbatol Tablets (Wallace). . .
0
SUSPENSION (Wallace)
4 FELBATOL TABLETS
PR et e
FELDENE CAPSULES
EPfEer)il ot A i 331, 2685
FELODIPINE

lzu:l Tublets (AstraZeneca LP) . .. 305, 608
Plendil Extended-Release Tablets

{AstraZeneca LP) iy iireanssains 305, 623
FEMARA TABLETS
(NOUTILIE) (o viihe s vy va s v s s 326, 2351
4 FEMHRT TABLETS
(Parke-Davia). .+ . vivesanins 330, 2635
FENOFIBRATE
Tricor Capsules, Micronized
(Abbote) 304, 513
FENOLDOPAM MESYLATE
Corlopam Injection (Abbom) . oo vve o 412

¥ Fenopmlcn Calcium Tnnleu l”\hurl . 2278
FENTANYL
Duragesic Transdermal System
P s i 319, 1786
FENTANYL CITRATE
Actiq (Cephalon).. .. . Jisan 310, 1184
Fentanyl Citrate Injection
(Preservative-Free) (Elking-Sinn). 1311
Fentany| Citrate Injection, USP {Baxier
Anesthesia) . ..o cv v idiidill
FEOSOL CAPLETS
" (GlaxoSmithKline Consumer)... ... 1717
FEOSOL TABLETS
(GlaxoSmithKline Consumer)....... 1717
# FERRLECIT INJECTION
(Watson)' .. ... ool i ... 338, 3386
FERROUS m
Estrostep Fe Tablets
(Parke-Davis). ... .20 iatatn 330, 2627
Loestrin Fe Tablets
(Parke-Davis). s v s« i omies 330, 2642
NataChew Tablets (Waener Chilcon) . ... 3364
Chromagen FA Capsules (Savage)...... 3094
Chromagen Forte Capsules !
(Savage). .. 335, 3094
Trinsicon Capsules (UCB). ..+337.3320

FERROUS GLUCONATE
Megadose Tablets (Aol oovievienaie, 593
FERROUS SULFATE
Feosol Tablets (GlaxoSmithKline
Consumer)ss s is i s desyinynnns 1717
Ferrous Sulfate (Genevi). .« oovenuans 3613
Ferrous Sulfate Liquid
(Pharmaceutical Associaies). . . ...... 2763
Vi-Daylin/F ADC Vitamins + [ron
Drops With Fluoride (Ross). . ........ 3055
Vi-Daylin/F Multivitamin + Tron
Drops With Fluoride (Ross).......... 3055
FERTINEX FOR INJECTION
(Serono). . ..oiueen T . 3215
INE
All.egn Capsules [Aventis). . 306, 712
Allegra Tablets (Avenris) .. .. ...... 306, 712
Allegra-D Extended-Release
Tablets (Aventish. ... v viunns 306, 714
 Bios Life 2 Drink Mix (Unicity. ... 3321
FIBRIN SEALANT
Tisseel VH (Baxter Healthcare). .. ... 854
FILGRASTIM
Neupogen for Injection (Amgen). . .. 305, 587
FINASTERIDE
Propecia Tablets (Merck). . ....... 324, 2172
Proscar Tablets (Merck). . ... . 324, 2175
# FINEVIN CREAM (Berfex) . .. ... 308, 962

FIORTAL CAPSULES (Geneva). . ... 3613

FIORTAL W/CODEINE
CAPSULES (Geneval, o vioneiion0 3613
FLAVOXATE HYDROCHLORIDE
Urispas Tablets (Al20) - . . cs2esieesnans 576
FLECAINIDE ACETATE
Tambocor Tablets (3M).... .
Flecainide Tablets (Par). ......0.cooneee
FLEET BISACODYL
LAXATIVES (Fleet) . ...oooaenn nn- 1359
FLEET ENEMA (Fleet). ....c.vonis 1359
FLEET ENEMA FOR
CHILDREN (Fleet). s ...
FLEET GLYCERIN LAXATIVES .
T L e e e e 1359
FLEET MINERAL OIL ENEMA
(Fleet) ... 0000 ol B RS R A 1360
FLEET PHOSPHO-SODA (Fleet). ... 1360
FLEET PREP KITS (Fleet). ......... 1361
+FLEXERIL TABLETS (Alza) .... 304, 572
4+ FLEXERIL TABLETS
(METCRE s i finins st ve oivid 324, 2094
4 FLOLAN FOR INJECTION
(GlaxoSmithKline) . ........... 315, 1528
+ FLOMAX CAPSULES
(Boehringer Ingelheim)........ 309, 1044
+ FLONASE NASAL SPRAY
(GlaxoSmithKiine). ........... 315, 1533
FLORICAL CAPSULES AND
TABLETS (Mericon). ... oueausii-. 2223
FLORINEF ACETATE TABLETS
Monarch). .. oo saine e m gy ey 2250
FLOVENT DISKUS 50 MCG
(GlaxoSmithKIine) . ... «.ovveeneun.- 3614
FLOVENT DISKUS 100 MCG
(GlaxoSmithKline). . .........oonooe 3614
FLOVENT DISKUS 250 MCG
fG'lnmSm;MIﬁmeJ ................. 3614
*

44 M
INHALATION AEROSOL
(GlaxoSmithKline). .. ... Nl 315, 1535

# FLOVENT 110 MCG

INHALATION AEROSOL
(GlaxoSmithKline). . . . . iz sl 315, 1535
# FLOVENT 220 MC
INHALATI ABROSOL
(Gn'axa‘.?m:tMﬂmeJ ........... 315, 1535
FLOVENT ROTA.DISK 50
MCG (GlaxoSmithKline). .. ... 315, 1537
# FLOVENT ROTADISK 100
MCG (GlaxoSmithKiine). .. ... 315, 1537
FLOVENT ROTADISK 250
MCG (GlaxoSmithKline) . ... .. 316, 1537
& FLOXIN LV. (Ortho-MeNeil) . . .. 329, 2526
+ FLOXIN OTIC SOLUTION
(Dalich iy =i s 311, 1219
# FLOXIN TABLE'I‘S
(Ortha-MceNeil) .. ... g b 329, 2529
FLOXURIDINE
Sterile FUDR (Roche Laborataries). - ... 2974
FLUCONAZOLE
Diffocan Tablets, Injection, and
Oral Suspension (Pfizer) . ...... 331, 2681
FLUCYTOSINE
Ancobon Capsules (IGN s ++ cves 4 s vs 1730
* FL'U'DAEA I"DR ]NJ'EC'I']ON
*(Berlex) . 308, 995

Underline Denotes Generic Name

Fludara for Injection (Berlex) .. ... . 308, 995
FLUDROCORTISONE ACETATE
_ Florinef Acetate Tablets (Monarch)
FLUMADINE SYRUP (Forest). ......

FLUMADINE
(Forest), . i LA
FLUMAZENIL
R Injection (Roche
T e 3000
FLUNISOLIDE
Acrobid Inhaler System (Forest).

..312, 1363
Aerobid-M Inhaler System
(Forest). .. oo ol ainal, 312, 1363

Nasalide Nasal Spray (Elet) e .o yiees 1295
Nasare! Nasal Solution 0.025% (Elan). . . 1296
FLUOCINOLONE ACETONIDE
Capex. Shampoo (Galderma). . ... .. 1400
Synalar Cream (Medicis). . .. 2020
Synalar Qintment {Medicis) 2020
Synalar Topical Solution (Medicis). .. .. 0
Derma-Smoothe/FS Topical Ol (Hill)... 1727

FLUOG&ON]DB
Lidex Cream (Medicis) .
Lidex Gel (Medicis). ...

Lidex Ointment (Medicis). o
Lidex Topical Solution (Medi .. 2020
Lidex-E Cream (Medicis) .« voovanas 2020
Fluocinonide Cream, Ointment, Gel,

Solution USP (Taro). ... \ieiuaieat 3302

FLUOROPLEX TOPICAL CREAM

CALlergan ) i st nise s s tis Al s e 552
FLUOROPLEX TOPICAL

SOLUTION (Allergan). .........c..n 552
FLUOROURACIL

Carac Cream (Dermik), 1222

Efudex Cream (ICN).. . 1733

Efudex Topical Solutions (ICN}.......
Fluoroplex Topical Cream (Allergan) . .

Fluoroplex Topical Solution (Allergan). ... 552
Fluorouracil Injection, USF (Baxter
Aesthaiialso o N S 868
FLUOTHANE INHALATION
(Wyeth-Ayerst). ... ... 0cceeeannns 3508
FLUOXETINE HYDROCHLORIDE
Prozac Pulvules, Liquid, and
Weekly Capsules (Dista) ..311, 1238
Surafem Pulvules (Lilly) 322, 1962
Fluoxetine (Geneva). .. ... 3613
Fluoxetine Capsules (Parl. ... . 2609
Fluoxetine HCL Tablets {Par). ... 2609
Prozac Scored Tablets (Lilly) . ... . 321, 1902
Prozac Weekly Capsules (Lilly). ... 321, 1902
FLUOXYMESTERONE
Halotestin Tablets FPMmrln &
Upfohit), v« ve e ivee e R 2763
Fluphenazine (Gemewa) .. ... vee-beiie 3613
3813
Prolixin HCL Injection (Geneva) . . . 3613
FLUPHENAZINE
HYDROCHLORIDE
Fluphenazine HCI Tablets (Parf........ 2609
Fluphenazine Hydrochloride Elixir
USP (Pharmaceutical Associates). ... 2763
Htgﬂhenmnc Hydrochloride Oral
olution USP (Concentratc)
(Pharmaceutical Associares). . ... ... 2763
Fluphenazine Hydrochlonde Tablets
i T e 2278
FLURANDRENOLIDE
Cordran Lotion (Odlassen) . ...... 327, 2438
Cordran Tape (Oclassen)......... 327, 2439
FLURAZEPAM HYDROCHLORIDE
Flurnzepam Hydrochloride Capsules
(F Ty e e S A L S 2278
FLURBIPROFEN
Flurbiprofen (Geneve). ... ... ccoveueas 3613
Flurbiprofen Tablets (Mylanj. ... .o 2278
FLUSHIELD INFLUENZA
VACCINE (Wyeth-Averst).......... 3521
FLUTAMIDE
Eulexin Capsules (Schering). . ...« 335, 3118
FLUTICASONE PROPIONATE
Advair Diskus 100/50
(GlaxoSmithKiing) . .. c..coenss 314, 1448
Advair Diskus 250/50
(GlaxoSmithKline) . .« oo ivn e 314, 1448
Advair Diskus 500/50
(GlaxoSmithKline) . o oo voeeass 314, 1448
Cutivate Cream {Elan). . 311, 1282
Cutivate Ointment (Elan) . ... .... 311, 1284
Flonase Nasal Spray
(GlaxoSmithKline) .. .......... 315, 1533
Flovent Diskus 50 meg
(GlaxoSmithKline) . ... ., sesenniyan 3614
Flovent Diskus 100 meg
(GlaxoSmithKline) . . .o cooaais e 3614
Flovent Diskus 250 mcg
(GlaxoSmithKIne) . . . oo s eserssnnns 3614
Flovent 44 mcg Inhalation
Acrosal (GlaxoSmithKline). ... . 315, 1535
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BRAND AND GENERIC NAME INDEX

PROSCAR TABLETS

(Merek) o.cooanin e 324, 2175
PROSED/DS TABLETS (Star). ......
PROSOM TABLETS (Abbott). . .......
PROST-8 PALMETTO (Montiff) , ..
PROSTIGMIN INJECTABLE

3268
500
. 2268

PROTAMINE SULFATE

Protamine Sulfate Injection
(Preservative-Free) (Efkinx-Sinn). .. ... 1311
Arco-Lase Tablets fArco)............... 592
Arco'Lase Plus Tablets (Anco). ... ooova.. 592
Donnazyme Tablets {Robins). 333, 2931
Kutrase Capsules {Schwarz) . 3172
Ku-Zyme Capsules (Sclwarz) 3172
Ku-Zyme HP Capsules {Schwarz). 3172

PROTEOLYTIC ENZYMES

{see under: PAPAIN; PROTEASE)
PROTIRELIN

Thyrel TRH for Injection (Ferring) . .
PROTONIX LV. (Wyeth-Ayerst). ... ... 3580

PROTONIX T. ABLETS
(Wyeth-Ayerst). . ..... i N 3577
PROTOPAM Cmﬂm
INJECTION (Wyetht .H,\ersﬂ Viine s ne SDB2
* PROTOPIC OINTMENT
Raftadival 73201 o nil e 313, 1397
PROTRIPTYLINE
HYDROCHLORIDE
Vivactil Tablets (Merck)e o vovn. ... 325, 2217
Vivactil Tablets {Odyssey) 328, 2446
4 PROTROPIN FOR
INJECTION (Genentechi. . ... 313, 1425
PROTUSS LIQUID (First Horizon) .. 1358
PROTUSS.D LIQUID (First
PROTUSS—DM TABLETS (First s
PROVENTIL INHALATION
AEROSOL (Scheringl............, 3142
+ PROVENTIL HFA
INHALATION AEROSOL
(Schering) .335, 3150
PROVENTIL INHALATION
SOLUTION 0.083% (Schering). ... 3146
# PROVENTIL REPETABS
TABLETS (Schering)......... 335, 3148
PROVENTIL SOLUTION FOR
IN'HALATIDN 0.5% (Schering). ... 3144
# PROVERA TABLETS
APhurmacia & Upjohn). ... .... 332, 2853
# PROVIGIL TABLETS
(Cephalop).. ool el link .. 310, 1193
PROVOCHOLINE POWDER
FOR TION
(Methapharm). L0, viiss mainses vnons 2226
# PROZAC PULVULE
LIQUID, AND WEEKLY
CAPSULES (Dista) . ......,.. 311, 1238
# PROZAC SCORED
TABLETS (Lilly). . ........... 321, 1902
# PROZAC WEEKLY
CAPSULES (Lilly). .......,.. 321, 1902
PRUDOXIN CREAM
(Healthpoint). . ..ooiiiieungas 319, 1726

PSEUDO-CHLOR SR (Gengva). .. ... 3613
PSEUDOEPHEDRINE

Halotussin DAC Syrup (Warson). ... . .. . 3369
Pseudoephedrine (Geneve).. ........... 3613

HIE_UMH’DRNE

HYDROCHLORIDE
n\l.lcg.m D Extended-Release

Tablets (Aventis)............ ... 306, 714
Bromfed Capsules (Extended-Release)

[ AR e
Bromfed-PD Capsules

{Extended-Release) (Murn)
Guaifed Capsules (Muro), , .,
Guaifed-PD Capsules (Muro) .. .., T 2272
Kronofed-A Krenocaps (Ferndale). . .... 1341
Kronofed-A-Jr. Kronocaps (Ferndule). .. 1341
Children's Motrin Cold Oral

Suspension (MeNeil

Connumer ) 300 T ade A
Motrin Sinus Headache Caplets

(McNeil Consumer). . ..o.. ... 322,
Robitussin-DAC Syrup fﬁuﬁmﬂ
Semprex-D Capsules (Celltech). . . ..
Children's Tylenol Allergy-

Liquid (McNeil Copsumer). . . .. 323, 2014
Children’s Tylenol Cold

Suspension Liquid and

Chewable Tablets (McNeil

Comstimer) s’y i i .-.. 323, 2015

wrall72

#a Described in PDR For N iption Drugs

Children’s Tylenol Cold Plus
Cough Susi .F:lmun Liquid and
Chewable Tablets (MeNeil
Consumer) . . ...
Children®s Tylenol Flu
Suspension Liguid (McNeil
Consumer). ... e L e e 323, 2015
Children’s Tylenol Sinus
Suspension Liguid (MeNeil

Infants” Tylenol Cold

Decongestant and Fever

Reducer Concentrated Drops’

(McNeil Consumer)i.......... 323, 2015
Infants” Tylenol Cold

Decongestant and Fever

Reducer Concentrated Drops

Plus Cough (McNeil

CONSHIMET) e viriiak st e wii s 323, 2015
Maximum Strength Tylenol

Allergy Sinus Caplets,

Geleaps, and Geltabs (Mu\fn!

Compmer)s tril 2 s i 323, 2010
Maximum Strengih Ty&rml

Allergy Sinus NightTime

Caplets (MeNed Consumer). ... ... 323, 2010
Multi-Symptom Tylenol Cold

Complete Formula Caplets

(MeNeil Consumer) ... ........ 323, 2010
Multi-Symptom Tylenol Cold

Non-Drowsy Ca rlcua and

Geloaps (MeNeil Consumer) .. . . 323, 2010

Multi-Symptom Tylenol Cold
Severe Congestion
Noo-Drowsy Caplets (McNeil
Consumer) ... ... .. N 323, 2011

Maximum Strength Tylenol Flu
NightTime Geleaps (MeNedl
Consmmer) oo s TS 323, 2011

Maximum Strength 'I\']:rnl Flu
NightTime Liquid {McNeil
Consumer) . .

Maximum Strength Tylenol Flu
Non-Drowsy Geleaps (McNedl
Congamer) oova b IIUHE S B 323, 2011

Maximum Strength Tylenol
Simus NightTume Caplets
(MeNeil Consurnerd. invo..ou 323, 2012

Mauximum Strength Tylenol
Sinus Non-Drowsy Geltubs,
Geleaps, Caplets. and Tablets

. 323, 2011

(McNeil Consumer). - 23, 2012
Zephrex Tablets {Sanofi- S_mr!refah;l, ... 3091
Zephrex LA Tablets

(Sanofi-Synthelabo) s v vvoyesyene,.. 3092
Zyrtee-D 12 Hour Extended

Relict Tablets (Pfizer)...... ... 332, 2758

Actifed Cold & Allrrgy Tablets (Pfizer

Ganguarier) . . i el B R TN 760
Actifed Cold & Sinus {' lets (Pfizer
Comsumer) . . e 2760

Anaplex DM Cough Syrup (ECR) . 5
Anaplex HD Cough Syrup (ECR). ...... 1266
Benadryl Allergy & Sinus Liquid

Medication (Pfizer Consumer)
Benadryl Allergy & Sinus Headuche

Caplets & Geleay I’.P}i.‘.c

CONSUMEr) + oo i s i S dai e ks w0 2761
Benodryl Allcrgyf(‘nhl (:sbh.u f."ﬂ'r'w' .

Consumer) .
Benadryl Mlergyf( l!l'lgt.

(Pfizer Consumer)
Benylin Multi Symptom ¢ Pfizer

Coninmer)t Lo S L 2761
Biohist LA Tablets ( Wekefield) . .
Defen-LA Tablets {First Horizon).
D-Feda I Tablcts (Wej. . .
Duratuss HD Elixir (1€
Duratuss Tablets {UCH), ,
Duratuss GP Tablets (UCH).
Lodrane LD Capsules (ECR).
Lodrane Liquid (ECR,
Maxifed DM Tablets (MCR American

Pharmacemticals). ... ovvrianans 2018
Maxifed Tablets (MCR American

Pharmacewicals). .
Maxifed-G Tablets (MCR American

Pharmaceuticals)
Mescolor Tablets {First Horizon) .
Nasatab LA Tablets (ECR). . ...,
Protuss-D Liquid (First Horizon) .
Protuss-DM Tablets (First Horizon). .. .
Pseudo-Chlor SR (Geneva). ......... .. 3613

Psendoephedrine Hydrochloride Syrup

USP (Pharmaceutical .{Lmr.&.r.fe.!j. veesie sb3
Pseudoephedrine H;dmhlum.l:

Tablets {Roxare), ....... ..3056
Respa-1st Tablets r.Ne.rpuJ‘ Ay
Respa-A.R. Tablets (Respa)............ 2929
Respahist Capsules (Respa)............ 2929
Sinutab Non-Drying qulnd Cnm

(Pfizer Consumer).. .. ovuu.eeids v . 2762

Sinutab Sinus Allergy Modaml.on MS
Tablets and Caplets (Pfizer
Consumer) . .

Sinutab Sinus Medication MS Without
Drowsiness Tablets and Caplets
(Pfizer Consumer). ... . Rl 2762

Sudnfed 12 Hour Tablets { Pfizer
Consumer) . oouues v TS ety ien 2762

Sudafed 24 Hour Tablets {Pfizer
Corsumer)

Sudafed Cold & Allr.'rg)r Tablets

(Pfizer Consiomer) . .viuseannn,. 2762

Sudifed Cold & Cough Liquid Cay

(Pfizer Consumer) s euuiineineaenn, 2762

Sudafed Cold & Sinus Liguid Caps o

(Pfizer Consumer) oiaviiiis k2762
Sudafed Nasal Decongestant 30 mg

Tablets (Pfizer Consumer). .......... 2762
Sudafed Non-Drying Sinus Liguid ’

Caps (Pfizer Consumer). ..c.ouo.o. ., 2762
Sudafed Severe Cold Formula MS

Caplets and Tablets (Pfizer

Consumer)., ..
Sudafed Sinus Headache Caplets and

Tablets (Plizer Consumer). .. ........ 2762
Children’s Sudafed Cough & Cold

Ligquid (Pfizer Comsumer) .. .oveues 2762
Children's Sudafed Nusal

Decongestant Chewables { Pfizer

Consurmer)
Children’s Sudafed Nasal

Decongestant Liquid (Pfizer

CORRRMEr ) il B A L s 2762
Trikof-D Tablets (Respa). .
Tussafed-LA Caplets (Everet,
Ultrabrom Capsules (We)., .
Ultrabrom PD Capsules (We).......... 3456

:PHEDRINE SULFATE

Clantin-D 12 Hour Extended

Release Tablets (Schering). . . ... 335, 3102
Claritin-D 24 Hour Extended

Release Tablets (Scheringl. .. ... 335, 3104
Rypntan Tablets (Wallace). .. .10, 338, 3351

PSORCON CREAM 0.05%

Dokl R 1227
PSORCON E CREAM (Dermik) . . ... 1227
PSORCON E OINTMENT

IDErmR) sy Gh i s S veten e med amin 1228
PSORCON OINTMENT 0.05%

¥ T T S AR AL SRRt 1227
PSORIATEC CREAM (Sirius)... ... 3247

Metamucil Original Texure Powder,
Orange Flavor (Procter & Gamble). . .
Metamucil Original Texture Powder,
Regular Flavor (Procter & Gamble).. .
Metamucil Smooth Texture Posder,
Orange Flavor (Procter & Gamble) .. .
Metamucil Smooth Texture Powder,
Sugar-Free, Orange Flavor (Procrer

&' Gamble)...uisivaa
Metmucil Smooth Texture P fy
Sugar-Free, Regular Flavor r.Pmmr
& Grmble) S35 eiel. S oa s Y 2877

Metamucil Walers, Apple Crisp nnd
Cinnamon Spice Flavors (Procter &
Gamble) e s s L L 2877
Perdiem Fiber Therapy (Novars)
Gondumer) . Voo st
Perdiem Ovemnight R
Consumer) ,

4+ PULMICORT RESPULES

(AstraZeneca LP) ., . ....... ...+, 305, 632

+ PULMICORT TURE
INHALATI

UHALER
ON POWDER

(AstraZeneca LP).............. 305, 636

+ PULMOZYME

ON SOLUTION
(Genentecl) . .......... .....s 313, 1426

PURE D-PHENYL-RELIEF
Montiff). . .....

PURE L-ARGININE HCL
onbiff) ..o,

PURGE (Fleming)

*+ PURINETHOL TABLETS

(GlaxaSmithKline)....... +.1.4317, 1615
PYRAZINAMIDE
Pyrazinamide Tablets (Lederie).

... 1876

Rifater Tablets (Avensiz) .. 307, 769
Pyrazinamide Tablets (Lederle
T T AP, T S 321

PYRIDIUM TABLETS (Warner

(o] TV 28 AR R T T T s .. 3357
PYRIDIUM PLUS TABLETS

(Warner Chilcott) . ......ooiu..oi.. 3357
PYRIDOSTIGMINE BROMIDE

Mestinon Syrup (JCN). . coe. 1740

Mestinon Tablets (/CN) ++0. 319, 1740

Mestinon Timespan Tablets (JCNJ. ... .. 1740

Regonol Injection (Organen). .. ........ 2483
PYRIDOXINE HYDROCHLORIDE

(see under: VITAMIN Bg)
PYRILAMINE TANNATE

Ryna-12 S Suspension (Wallace). , .

PYRIMETHAMINE
Daraprim Tablets
(GlaxoSmithKline). .. .. ....... 315, 1511

PYRITHIONE ZINC
Head & Shoulders quln.:lf Shampoo
(Procter & Gamble]
Head & Shoulders Dandruff Shampoo
Dry Scalp (Procter & Gamble). ... ...
DHS Zine Sha (Person &
Cavey). .

338, 3351

Underline Denotes Generic Name

REMERON TABLETS/125
QUETIAPINE FUMARATE
Scroquel Tablets (AsiraZeneca). . .. . 305, 684
* QUINAGLUTE D'I'.TRA TABS
TABLETS (Berlex,
Accupril Toblets (Parke-Davis). . .. 330, 2611
Accuretic Tablets (Purke-Davis). .. 330, 2614
+ QUINIDEX EXTENTAES
(Robins) .333, 2933
QUINIDINE GLUCONATE
Qui e Dura-Tabs Tableas
ot 308, 978
Ouinicdi Gl " Rel:
“Tablets, USP (Wiatson). oo eevnnas 3369
QUINIDINE SULFATE
litex. Extentabs (Robins), .. .. 333,2933
Quinidine Sulfate Tablets, L.SP
(T ) PR Rt i e 3369
QUININE SULFATE
Quinine Sulfate Capsules, USP
(Walspn)edeamions vl dnhiias 3369
QUINUPRISTIN
Synercid LV. (Aventis), o avoioi. oo 307, 775
+ QUIXIN OPHTHALMIC
SOLUTION (Santen). ........ 334, 3093
+ QVAR INHALATION
AEROSOL (3M) ...... ... 322, 1987
Aciphex Tablets (Eisai). ..+ ... , 311, 1267
Aciphex Tablets {Janssen, . 319, 1783

(HUMAN)

BayRab r.'-.‘;mrr Bivlogical)

Imogam Rabies - HT (Aventis Pasteur) .., 805
RABIES VACCINE
Imovax Rabics Yaccine (Avenris
VLT e g el b B BO7
Rabics Vaccine ItnhAv:rl
(ORI oo civs oy Snni o vl 310, 1203
RALOXIF] E]._"E HYDROCHLORIDE
Evistn Toblets (Lillv). . ovvsvnns. 321, 1915
RAMIPRIL :
Allace Capsules (Monarch). ... .. 325, 2233
RANITIDINE HYDROCHLORIDE
t’amlac 150 Tablets
(GlaxaSmithKline). .. ... ...... 318, 1690
Zantac 300 Tablets
(GlaxoSmithKline) . .......... . 318, 1690
Zantac 150 EFFERdosc Tablets
[GlaxoSmithKiine) . . .o.oc.. ... 318,1690
Zanue 150 EFFERdose
Granules (GlaxoSmithKline) . . .. 318, 1690
Zantac Injection *
rGium';mr'mmmeJ 318, 1688
Zantoe Injection Premixed
(GlixoSmithKline) . .. 318, 1688
Zantac Synp (GlaxoSmithKiine). . . 318, 1690
Runitidine Capsules (Geneval, .. 3613
Runitidine HC1 Tablets (Par) ... 2609
Ranit Tablets (Mylan) .. 2278
Ranitidine Tablets (Per). . . 2609
Ranitidine Tablets (Watson, - 3369
Zantae 75 (Pfizer Consimer). . 2762
RANITIDINE TABLETS (Geneva). .. 3613 +
RAPAMUNE ORAL SOLUTION
AND TABLETS (Wyeth-Ayerst). ... 3584
REBETRON COMB]NA'I‘I’ON
THERAPY (Schering)............. 3153
RECOMBINATE (Baxter
O Care) e cun s e aend i in .... 853
RECOMBIVAX HB (Merch). ...
REFACTO VIALS (Genetics).
UDAN FOR INJECTION
CAventis), .. ..nioines EERAR AL 761
# REGLAN WJBCTABLE
Robirt), . o0 it 333, 2935
REGLAN SYRUP (Robins).......... 2935
4 REGLAN TABLETS (Robins). .. 333, 2935
REGONOL INJECTION
(Organon)......o... i e v e s 2483
#+REGRANEX GEL
(Ortho-MeNeil) . ..........o0vs. 329, 2586
REGULAR BTRENGTR PRODUCTS
{see base product name)
REBYDRAI.YTE ORAL
BEHYDRAT[ON SOLUTION
(o e A AR AU
% RELAFEN TABLETS
(GlaxoSmithKline). . ... 317, 1617
* RELENZA ROTADISK ’
(GlaxoSmithKline).. ... .. 317, 1619
REMERON TABLETS (Orgahon). . ., 2483

© Described in PDR For Ophhalmic Medicines™
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126/REMERON SOLTAB TABLETS

PHYSICIANS’ DESK REFERENCE®

# REMERON SOLTAB
TABLETS (Organorn)......... 328, 2489
# REMICADE FOR IV
INJECTION (Centocor). ...... 310, 1178
ORAL SOLUTION
ffanssen) .. iooiiiaannas Sos e gen 1792
# REMINYL TABLETS
(JanRgsen) . ..« sigvssvaransvsvs 319, 1792
RENACIDIN IRRIGATION
(12 (17, T 177 SRR e R 1723
4 RENAGEL CAPSULES
(Genzyme).covueess e e 314, 1439
# RENAGEL TABLETS
(GENIYME). . - 2vssvsinrriannns 314, 1439
RENAX CAPLETS (Everett).......-. 1334
RENESE TABLETS (Pfizer)......... 2712
# RENOVA 0.02% CREAM
{Ortho Dermatological). .. ..... 329, 2520
# RENOVA 0.05% CREAM
{Ortho Dermatological). . ... ... 329, 2519
#REOPRO VIALS (Lilly)........ 322, 1958
REPAGLINIDE
Prandin Tablets (0.5, 1..and
2 mg) (Novo Nordisk) . . . ...... 327, 2432
REPRONEX FOR
INTRAMUSC] AND
SUBCUTANEOUS INJECTION
B eRng) - - L SR R 1347
¢ REQUIP TABLETS
(GlaxoSmithKline) . .. ... 317, 1621
RESAID E.R. CAPSULES
(Geneva) . 3613
4+ RESCRIPTOR TABLETS
CAOUION) o5 Wivs o e aa Ten o 304, 526
DiutcosenR Tablets (Wallice) . . .5 oas 3343
RESORCINOL
Bensulfoid Cream (ECR). 1266

RESPA-1ST TABLETS (Respa).... .. 2929

RESPA-ALR. TABLETS (Respal. ... .. 2929
RESPA-DM TABLETS (Respa)...... 2929
RESPA-GF TABLETS (Respa)...... .. 2929
RESPAHIST CAPSULES (Respa) ... 2929
RESPERATE DEVICE (InterCure) .. 1770
# RETAVASE VIALS (Centocor) .. 310, 1182
RETEPLASE
Retavase Vials (Centocor). . .310, 1182
4 RETIN-A MICRO 0.1%
(Ortho Dermatological) ... .. 329, 2522
+ RETROVIR CAPSULES
(GlaxoSmithKline). ........... 317, 1625

RETROVIR IV INFUSION
(GlaxoSmithKline). ........... 317, 1629
+ RETROVIR SYRUP

(GlaxaSmithKline). ........... 317, 1625
4 RETROVIR TABLETS
(GlaxoSmithKline). ........... 317, 1625
REVERSOL INJECTION
(o) T T B e R R e o e ) 2489
REVEX INJECTION {Bﬁ\:trr
Anen.ﬁesm) ,,,,,, e 873
RHo (D) IMMUNE GI.DBULFN
(H'UB'!ANI
BayRho-D Full Dose (Bayer Biclogical) .. 921
BayRho-D Mini-Dose (Bayer
f et P T T 919
MICRhoGAM 'In nmun
(Ortho-Clinical). ... 51 . ciooiiiaa 2524
RhoGAM Iruocllon {Ortho-Clinical). . . . . 2524
WinRho SDF (Nabi) ... coeies 325, 2297
# RHEUMATREX DOSE PACK
(Lederle) ....... ey S aiaaa Nl 321
# RHINOCORT AQUA NASAL
SPRAY (AstraZeneca LP)....... 305, 642
+ RHINOCORT NASAL
INHALER (AstraZeneca LP) . .. 305, 640
RHOGAM INJECTION
(Ortho-Clinicall. . ..2524
RIBAVIRIN
Rebetron Combination Therapy
(Schering). . 3153
Virszole for Inhalation Solution (/CN). .. 1747
RIBOFLAVIN
(see under: VITAMIN By)
RICINOLEIC ACTD
Aci-Jel Therapeutic inal Je!ly
{OrrﬁaAMcm!f Ws B ..2525
RIDAURA CAPSULES
(Prometheus) ... Tt N e o 2893
RIFABUTIN
Mycobutin Capsules { Pharmacia
& Dpfohn )t R 332, 2838
# RIFADIN CAPSULES
CAVENEIE) . e ccoveeban e e s

RIFADIN IV (Aventis).

# Shown in Product Identification Guide

¢ RIFAMATE CAPSULES Rﬂﬁlﬁmﬁm MALEATE
TADAAEIE) v i e e as Rt i 307, 767 KoadE
RIFAMPIN ((,-F(mn.!.mnhk’.lmn ............ 314, 1450
Rifadin Capsules (Aventis). ... ..... 307, 765 ROSS METABOLIC FORMULA
Rifadin IV (AVenris). . . ..o vonvrvennnnen 765 SYSTEM (Ro68) . et neesasinnss 3052
Rifamate Capsules (Avenris). . ...... 307, 767 CALCILO XD LOW-CALCIUM/
Rifater Tablets (Aventis). ... . .ca ... 307, 769 VITAMIN D-FREEH%Fﬁ\\N];l‘Oﬁ s
WITH (Ross) ...
Priftin Thblets (AVensis) . . . ..vooeusns 758 %%%W% CAL
4 RIFATER TABLETS (Aventis) ... 307, 769 ‘00D WITH IRON (Ross) ........ 3052
# RILUTEK TABLETS (Aventis). .. 307, 772 %%lﬁgg -2 AMINO =
RILUZOLE FOOD (Ro88) «vvnisessiiones sasvs 3052
Rilutek Tublets (Aventis) .......... 307, 772 GLU’I‘AREX 1 AMINO
RIMACTANE CAPSULES ACID-MODIFIED MEDICAL
(GERER) |+ 2 v e v p v m s h s 3o S E R 3613 FOOD WITH IRON (Ross) . ....... 3052
Flumadine Syrup { Forest, 1370
Flumadine Tablets {Farest) 312, 1370 FOOD (Rase) . ovoooovrres i s 3052
RIMS0-50 SOLUTION (Eduwards)... 1267 | Ao MODIFIED MEDICAL
RISEDRONATE SODIUM FOOD WITH IRON (Ross) ........ 3052
Actonel Tablets (Procler & HOMINEX-2 AMINO
Gamble Pharmaceuticals) . . . .. - 332, 2879 ACID-MODIFIED MEDICAL
& RISPERDAL ORAL FOOD (Ro88) .. beuiaeieirsorinras 3052
SOLUTION (Janssen), . ...... 318, 1796 ‘l\vgﬁul;ﬁﬂélnmmptu“
# RISPERDAL TABLETS FOOD WITH IRON (Ross) . .... .. 3052
I N M s L rsae 319, 1796 2 S &
RISPERIDONE ACID-MODIFIED MEDICAL
Risperdal Oral Solution (Janssen). . 319, 1796 FOOD (Ro85) <o ..0cnivsisscrasaans 3052
Risperdal Tablets (Janssen). . ..... 319, 1796 KETONEX-1 AMINO
* IN ACID-MODIFIED MEDICAL
%Rocmmpg FOOD WITH moN (Ros8) ........ 3052
TABLETS (Novartis) .. ....... 326, 2387 KETONEX.2
& RITALIN-SR TABLETS ACID-MODIF‘EED MEDICAL
(NOUrEiS). s vasnssseansnssssns 326, 2387 FOOD (Ross) ........ocoueennitnns 52
RITO! PHENEX-1 AMIND
_R_NJ\V'IR ACID-MODIFIED MEDICAL
aletra Capsules (Abbott) ... o..c.. FOOD WITH IRON (Ross) ........ 3052
Kaletra Ol Solution (Abbatt ¢ 3 =
Norvir Capsules (Abbotr). . ‘mm'
Norvir Oral Solution mhfmru %’S‘I)%Tgugsl ..... MDICAL .... 3052
RITUXAN FOR INFUSION
TLEG) S an, Sdeas o 319,1780 | R A T
TRON, VITAMINS
# RITUXAN LV. (Genentech). . ... . 313, 1428 RALS (o) e ot 3052
 Ritaxan for Infusion (IDEC)... ... 319, 1750 T Sy cAL.
Rituxan LV, (Genentech). . .. 313, 1428 D WITH IRON (Ross) . . 3052
svienis TS e
Exclon Capsules (Novartis). .. .. .. 326, 2342
Exclon Oral Solution (Novartis). ..+ . 2345 AL DR e S 3052
RIZATRIPTAN BENZOATE PROTEIN-VITAMIN-MINERAL
Maxalt Tablets (Merck) . ......... 324, 2120 FO! COMPO
Maxalt-MLT Orally WITH IRON (Ross) ............... 3052
Disintegrating Tnhlm (Merck) .. 324, 2120 RCF ROSS CARBOHYDRATE
RMS SUPPOSITORIES CII FOI
(Upsher-Smith). . .. WITH IRON (Ross) .. .covveninnnns 3052
4+ ROBAXIN INJECTABLE SIMILAC PM 60/40 LOW-TRON
(Robins). . ... S T e 333, 2938 INFANT FU‘B.M'UU (Ross) ....... 3052
+ ROBAXIN TABLETS TYREX-1 AMIN
(CREOBIRR). . 137w vl e s Aoy iy o8 333, 2939 Acn%nmmcm 052
ROBAXIN-750 TABLETS i it :
Robing)l oo i Sv R i 333, 2939 mﬁ'%mo 5
ROBAXISAL TABLETS
BTN i e s33,20%9 | ncm ORR) e e 22
+ ROBINUL FORTE . SPEN! ENEMA 4.0
TABLETS (First Horizon). .... 312, 1358 Al SICIN (60 ML)
# ROBINUL INJECTABLE T R e L g e 337, 3264
(Robins)i. .asasasians e a 333, 2940 ROXANOL 100
CONCENTRATED ORAL
ROBINUL INJECTABLE (Baxter
AR R) T e = a eY 873 SOLUTION (Roxane). ... .ooveeens 3066
# ROBINUL TABLETS (First ROXANOL CONCENTRATED
PR W i, TS 312, 1358 'RAL SOLUTION (Roxane)....... 3066
RQXANOI’T ORAL SOLUTION
s ok || ACTREERR L e L e M 3066
ROBITUSSIN-DAC SYRUP
(Robinm). e dob b R 2042
# ROCALTROL CAPSULES ROXICET ORAL SOLUTION SheE
(Roche Laboratories) . et T L B e RO
ROCALTROL ORAL ey ROXICET TABLETS (Roxanc)....... 3056
(Roche Laborataries). .. ... .00 .. 2991 ROXICODONE INTENSOL
ROC N (ROKGIE) - . VorTh S s ar et LRl L 3067
VIALS, ADD-VANTAGE, ROXICODONE ORAL
ﬁm 3}113 (Roche A SOLUTION (Roxane). ...........-. 3067
............... ST e
ROCURONIUM BROMIDE T e e s 3067
Zemuron Injection (Crganon). . ... 328, 2491 RUBELLA VIRUS VA ;me
ROFECOXIB o Meravax I (Menck), . «ooonmineancdans
Yioxx Ol Suspension (Merck)........
Vi Tublets (Merck). s« nr v+ mon oy | RIRUMUE (lamingl sy irsans A parat
ROFERON-A INJECTION (Roche BYNALIQUIR(Walltice) /..
Laboratories) ... ....c..oivido by 2996 RYNA-C LIQUID (Wallace). .
ROMAZICON INJECTION (Roche # RYNA-12 S SUSPENSION
Laboratories) . ...t i 3000 (Wallaee) ~tis o so biaiiss 098 338, 3351
ROPINIROLE HYDROCHLORIDE * REFORMULATED
Requip Tablets RYNATAN PEDIATRIC
(GlaxoSmithKline)............ 317, 1621 SUSPENSION (Wallace). . ... 338, 3352
ROPIVACAINE HYDROCHLORIDE RYNATAN TABLETS
Maropin Injection (AstraZeneca LP)...... 612 AWATIGDR) e vty r s e wmiwii e 338, 3351
Underline Denotes Generic Name

# RYNATUSS TABLETS
(Wallabe).. -5ii sy savnand 338, 3353
4 RYNATUSS PEDIATRIC :
SUSPENSION (Wallace)......338, 3353
# RYTHMOL TABLETS -
150 MG, 225 MG, 300 MG
(AbBOE) < o soripirw s v ein 303, 502
SAIZEN FOR INJECTION
(BETONG) sl 4 s doh e s aieitvlchie's 3225
# SALAGEN TABLETS (MGI). . .. 325, 2229
SALICYLIC ACID
DHS Sal Shampoo {Person & Cavey) ... 2662
‘Wart-Off Liquid (Pfizer Consumier), . ... . 2762

SALICYLSALICYLIC AC!D
(see under: SALSALATE

SALIVA SUBSTITUTE (Rmmm) ..... 3056

SALMETEROL XINAFOATE
Advair Diskus 100750
(GlaxoSmithKlined . c.vu oo veais 314, 1448
Advair Diskug 250050
(GlaxoSmithKling) . .. oouine.n 314, 1448

Advair Diskus S00/50

(GlaxoSmithKli
Serevent Diskus

(GlaxoSmithKline). . o «voveas .. 317, 1637
Serevent [nhalation Aerosol

(GlaxoSmithKline) . . onveere 317, 1633

Disalcid Cnmnlﬂ (M) oia i by e

Disalcid Toblets (FM} o o0 ouvaninn

Salsalate (Gereva). .- cccoai.iiidivia
4 SANDIMMUNE L.

FOR [N'FUS[ON
(NOUGTEIS) . o s v vunisavinassissin 326, 2388

SANDIMMUNE ORAL
SOLUTION (Novartis). ....... 326, 2388

# SANDOGLOBULIN LV,
(NOUGIHB) . o v e vvasaasivasinns 326, 2391

® SANDOSTATIN
INJECTION (Novartis). ... ... 326, 2394

# SANDOSTATIN LAR
DEPOT (Novartis) ..cooeuveas 326, 2395
SAQUINAVIR

Fortovase Copsules (Roche
Laborarories). . <« caeeseiiiins 334, 2970

Laborataries) . . ce.veeaea e 334, 2979
# SARAFEM PULVULES
L e s i 38 D) ..322, 1962
SARAPIN (High Chemical) .......... 1727
SARGRAMOSTIM -
Leukine (fmmunex) .« coe s couririvesnns 1755
Surapin (High Chemical). . . el e/
SBR-LIPOCREAM (Ferndale)....... 1344
SCOPOLAMINE

Transderm Scdp Transdermal
Therapeutic System (Novartis
CORsMmET)- - Sosesiit sevaies 325. 2302

Donnatal Cnpqulr.s {l Ruﬁm:}
Donnatal Elixir (Robins) . .
Donnatal Extentabs rkabrm
Donnatal Tablets (Robins). ...

SECTRAL CAPSULES
(Wyeth-Ayerst) ., . ...x ... 341, 3589

SEDAPAP TABLETS 50 MG/650
MG M) .2 TR SR T 2225

Eldcpryl Capsules (Somerser). ... 337. 3266
Sclegiline HCI Capsules (Watson), ...
Selegil

SELENIUM
ACES Antioxidant Soft Gels (Carfson) . .

SELENIUM SULFIDE
Head & Shoulders Intensive Treatment
Dandruff and Seborrheic Dermatitis
Shampoo (Procter & Gamble) . .
Selsun Rx 2.5% Lotion, USP (Ross).

Exsel Lotion/Shampoo (Allergan). .......

Selsun Blue Dandruff Shampoo (Ross). . . 30563
SELSUN BLUE DANDRUFF
(Rose):s i taiania v 3053
SELSUN RX 2.5% LOTION, USP
(Rosali .. s eviasisnans o 3053
SEMPREX-D CAPSULES
(CollEBOR) - oroin e mi e et e mdin psi4 1172
SENNA
Perdiem Overnight Relief (Novartis
Constimer) v<samob 15 T 2s01
Senokot Granules (Purdue Frederick). .. . 2901

Italic Page Number Indicates Brief Listing
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PHYSICIANS’ DESK REFERENCES

Keflex—Cont.

ually, and had disappeared 8 hours after administration.
Caution should be exercised when Keflex is administ ed to

In the therapy of otitis media, clinical studies have shown
that a dosage of 75 to 100 mg/kg/day in 4 divided doses is

required.
In the treatment of B-hemalytic streptococcal infections, a

a nursing woman.

ADVERSE REACTIONS

Gastrointestinal —Symptoms of pseudomembranous colitis
may appear either during or after antibiotic treatment.
Nausea and vomiting have been reported rarely. The most
frequent side effect has been diarrhea. It was very rarely
severe enough to warrant cessation of therapy. Dyspepsia,
gastritie, and abdominal pain have also oceurred. As with
some penicillins and some other cephalosporins, transient
hepatitis and cholestatic jaundice have been reported
rarely.

Hypersensitivity —Allergic reactions in the form of rash, ur-
ticaria, angioedema, and, rarely, erythema multiforme,
Stevens-Johnson syndrome, or toxic epidermal necrolysis
have been observed. These reactions usually subsided upon
discontinuation of the drug, In some of these reactions, sup-
portive therapy may be necessary. Anaphylaxis has also
been reported.

Other reactions have included genital and anal pruritus,
genital moniliasis, vaginitis and vaginal discharge, dizzi-
ness, fatigue, headache, agitation, confusion, hallucina-
tions, arthralgia, arthritis, and joint disorder. Reversible in-
terstitial nephritis has been reported rarely. FEaosinophilia,
neutropenia, thr ytopenia, and slight elevations in
AST and ALT have been reported.

OVERDOSAGE

Signs and Symptoms —Symptoms of oral overdose may in-
clude nausea, vomiting, epigastric distress, diarrhea, and
hematuria. If other symptoms are present, it is probably
secondary to an underlying disease state, an allergic reac-
tion, or toxicity due to ingesti of a second medicati
Treatment —To obtain up-to-date information about the
treat t dose, a T is your certified Re-
gional Poison Control Center. Telephone numbers of certi-
fied poison control centers are listed in the Physicians’ Desk
Reference (PDR). In overdosage, ider the pos-
sibility of multiple drug overdoses, interaction among
drugs, and unusual drug kinetics in your patient.

Unless 5 to 10 times the normal dose of cephalexin has been
ingested, gastrointestinal decontamination should not be
necessary,

Protect the patient's airway and support ventilation and
perfusion. Meti 1y it d maintain, within ae-
ceptable limits, the patient’s vital signs, blood gases, serum
electrolytes, ete. Absorption of drugs from the gastrointesti-
nal tract may be d d by giving acti d charcoal,
which, in many cases, is more effective than emesis or la-
vage; consider charcoal instead of or in addition to gastric
emptying. Repeated doses of charcoal over time may hasten
climination of some drugs that have been absorbed. Safe-
guard the patient's airway when employing gastric empty-
ing or charcoal.

Forced diuresis, peritoneal dialysis, hemodialysis, or char-
eoal hemoperfusion have not been established as beneficial
for an overdose of cephalexin; h . it would be ex-
tremely unlikely that one of these procedures would be
indicated.

The oral median lethal dose of cephalexin in rats is 5,000
mg/kg.

DOSAGE AND ADMINISTRATION

Keflex is administered orally.

Adults —The adult dosage ranges from 1 to 4 g daily in di-
vided doses. The usual adult dose is 250 mg every 6 hours.
For the following infections, a dosage of 500 mg may be ad-
ministered every 12 hours: streptococeal pharyngitis, skin
and skin structure infections, and uncomplicated cystitis in
patients over 15 years of age. Cystitis therapy should be
continued for 7 to 14 days. For more severe infections or
those caused by less susceptible organisms, larger doses
may be needed. If daily doses of Keflex greater than 4 g are
required, parenteral cephalosporins, in appropriate doses,
should be considered.

Pediatric Patients —The usual recommended daily dosage
for pediatric patients is 25 to 50 mg/kg in divided doses. For
streptococeal pharyngitis in patients over 1 year of age and
for skin and skin structure infections, the total daily dose
may be divided and administered every 12 hours.

Keflex Suspension

Weight 125 mg/5 mL
10 kg (22 Ib) 12 to 1 tsp qid.
20 kg (44 1b) 1to 2 tsp g.id.
40 kg (88 Ib) 2 to 4 tsp q.id

Weight 250 mg/s mL
10 kg (22 1b) 1/4 to 172 tsp gid.
20 kg (44 1b) 12 to 1 tsp q.i.d.
40 kg (88 Tb) 1to 2 tsp gid.

or

Weight 125 mg/5 mL
10 kg (22 Ib} 1to 2 tsp b.rd.
20 kg (44 1b) 2 to 4 tsp b.id.
40 kg (88 Ib) 4 to 8 tsp bid.

Weight 250 mg/5 mL
10 kg (22 1b) 12 to 1 tsp bid.
20 kg (44 1b) 1to 2 tsp bid.
40 kg (88 Ib) 2 to 4 tsp bid.

In severe infections, the dosage may be doubled.

I ion will be

ded by and

peutic dosage of Keflex should be administered for at

least 10 days.
HOW SUPPLIED
Keflex® For Oral Suspension, (or cephalexin, USP), is avail-
able in:
The 125 mg per 5 mL oral suspension® is available as
follows:

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

200-mL Bottles NDC 0777-2321-89 (M-201)
The 250 mg per 5 mL oral suspension® is available as
follows:

100-mL Bottles NDC 0777-2368-48 (M-202)
200-mL Bottles NDC 0777-2368-89 (M-202)
1DF100 NDC 0777-2368-33 (M-202)

equivalent to 90 mg (291 pmol) of fluoxetine, The capsls
aleo contain F D & C Yellow No. 10, F D & C BloeNo £
gelatin, hydroxypropyl methylcellulose, hydroxyprg
methyleellulose acetate succinate, sodium lauryl sulfate s
crose, sugar spheres, tale, titanium dioxide, triethyl cini
and other inactive ingredients.

CLINICAL PHARMACOLOGY e
Pharmacodynamics: The antidepressant, antiobssssiie
compulsive, and antibulimic actions of fluoxetine are e
sumed to be linked to its inhibition of CNS neuronal pidle
of serotonin. Studies at clinically relevant doses inns
have demonstrated that fluoxetine blocks the uptakeofss
otonin into human platelets. Studies in animals also s
gest that fluoxetine is a much more potent uptake inbilile
of serotonin than of norepinephrine,
Antagonism of muscarinic, histaminergic, and o,-adreos
ic receptors has been hypothesi d to be iated i
various anticholinergic, sedative, and cardiovascular e

Keflex® Pulvules®, (or cephalexin, USP), are ilable in:
The 250 mg Pulvules are a white powder filled into size 2
Para-Posilok® Caps (opaque white and opaque dark green)
that are imprinted with “Dista” and identity code “H69" on
the green cap, and Keflex 250 on the white body in edible
black ink. They are available as follows:
Botiles of 20 NDC 0777-0869-20 (PU402)
Bottles of 100 NDC 0777-0869-02 (PU402)
The 500 mg Pulvules are a white powder filled into an elon-
gated, size 0 Para-Posilok Caps (opaque light green and
opaque dark green) that are imprinted with “Dista” and
identity code “H71” on the dark green cap, and Keflex 500
on the light green body in edible black ink. They are avail-
able as follows:
Bottles of 20
Bottles of 100

NDC 0777-0871-20 (PU403)
NDC 0777-0871-02 (FU403)

# After mixing, store in a refrigerator. May be kept for 14
days without significant loss of potency. Shake well before
using. Keep tightly closed.

+ Identi-Dose® (unit dose medication, Dista).

Store at controlled room temperature, 15° to 30°C (59° to

86°F).

REFERENCES
1. National Committee for Clinical Laboratory Standards:

Perft jards for antimicrobial disk suscepti-
bility tests—5th ed. Approved Standard NCCLS Docu-
ment M2-A5, Vol 13, No 24, NCCLS, Villanova, PA,
1993.

2. National Committee for Clinical Laboratory Standards:
Methods 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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{fluoxetine hydrochloride)

DESCRIPTION

Prozac® (fluoxetine hydrochloride) is an antidepressant for
oral administration; it is also marketed for the treatment of
premenstrual dysphoric disorder (Sarafem™, fluoxetine
hydrochloride). It is chemically unrelated to tricyclic, tetra-
cyclic, or other available antidepressant agents. It is desig-
nated (+)-N-methyl-3-phenyl-3-[(c,a,a-trifluoro-p-tolyllox-
ylpropylamine hydrochloride and has the empirical formula
of Cy;H,F;NO » HCL. Its molecular weight is 345.79. The
structural formula is:

F,c-@-o-mcuzmauum,-uu

Fluoxetine hydrochloride is a white to off-white crystalline
solid with a solubility of 14 mg/mL in water.

Each Pulvule® contains fl ine hydrochloride equival

to 10 mg (32.3 pmol), 20 mg (64.7 pmol), or 40 mg (129.3
pmol) of fluoxetine. The Pulvules also contain starch, gela-
tin, silicone, titanium dioxide, iron oxide, and other inactive
ingredients. The 10-mg and 20-mg Pulvules also contain F
D & C Blue No. 1, and the 40-mg Pulvule also contains F D
& C Blue No. 1 and F D & C Yellow No.6.

Fach tablet containg fluoxetine hydrochloride equivalent to
10 mg (32.3 pmol) of fluoxetine. The tablets also contain mi-
crocrystalline cellul gnesium stearate, crospavidone,
hydroxypropyl methylcellulose, titanium dioxide, polyethy-
lene glycol, and yellow iron oxide, In addition to the above
ingredients, the 10-mg tablet contains F D & C Blue No.1
aluminum lake, and polysorbate 80.

The oral solution contains fluoxetine hydrochloride equiva-
lent to 20 mg/5 mL (64.7 pmol) of fluoxetine. It also contains
alcohol 0.23%, benzoic acid, flavoring agent, glycerin, puri-
fied water, and sucrose.

Prozac Weekly™ capsules, a delayed release formulation,
contain enteric-coated pellets of fluoxetine hydrochloride

b nt editions

of el 1 tricyclic antidepressant (TCA) drugs. Fluostee
binds to these and other membrane receptors from braia i 1
sue much less potently in vitro than do the tricycic dng
Absorption, Distributi Metabali. and jon: S
temic Bioavailability—In man, following a single oral 405
dose, peak plasma concentrations of fluoxetine from 15 (a5
ng/mL are observed after 6 to 8 hours. pe-
The Pulvule, tablet, oral solution, and Prozac Weekly
capsule dosage forms of fluoxetine are bioequivalent. Fad
does not appear to affect the systemic bioavailabiliy &
fluoxetine, although it may delay its absorption bylid
hours, which is probably not clinically significant. Tha
fluoxetine may be administered with or without fed
Prozac Weekly capsules, a delayed release formulation, oe
tain enteric-coated pellets that resist dissolution wi
reaching a segment of the gastrointestinal tract ‘where the
pH exceeds 5.5. The enteric coating delays the onset efd
sorption of fluoxetine 1 to 2 hours relative to the immedi
release formulations. i
Protein Binding—Over the concentration range from 208
1,000 ng/mL, approximately 94.5% of fluoxetine is bound s

glycoprotein. The interaction between fluoxetine and e
highly protein-bound drugs has not been fully evaluatel |
but may be important (see PRECAUTIONS). A
Enantiomers—Fluoxetine is a racemic mixture (50/50) ol &
fuoxetine and S-fluoxetine enantiomers. In animal mods,
both enantiomers are specific and potent serotonin upiall
inhibitars with essentially equivalent pharmacalogic

ity. The S-fi ine is d more llﬂ!@
and is the predominant enantiomer present in plassa
steady state,

Metabolism—Fluoxetine is ively lized in e
Tiver to norfluoxetine and a number of other unidentiid
lites. The only identified active metabolite, norfus-
etine, is formed by demethylation of fluoxetine. In anind
models, S-norfluoxetine is a potent and selective inhibitord
serotonin uptake and has activity essentially equivalemih
R- or S-fluoxetine. R-norfluoxetine is significantly lessp
tent than the parent drug in the inhibition of serotonin
take. The primary route of elimination appears & be be
patic metabolism to inactive metabolites excreted byt
kidney.
Clinical Issues Related to Metabolism/Elimination—Th
complexity of the metabolism of fluoxetine has severd e
sequences that may potentially affect fluoxetine's clinksl
use.
Variability in Metabolism—A subset (about %) of the -
ulation ﬁ.as Teduced activity of the drug metablizing &
zyme cytochrome P4501TD6. Such individuals are refeml
to as “poor metabolizers” of drugs such as debrisoquin, d-
tromethorphan, and the TCAs. In a study involving labdd
and unlabeled enantiomers administered as & TacemIt,
these individuals metabolized S-fluoxetine at a slower it
and thus achieved higher concentrations of S-fuosetine
C 1y, ations E tine af sl
state were lower. The metabolism of R-fluoxetine in the
poor metabolizers appears normal. When compared Wil
normal metabolizers, the total sum at steady state of the
plasma concentrations of the four active enantiomers ¥
not significantly greater among poor metabolizers. Ths
the net pharmacodynamic activities were essentially e
same. Alternative, nonsaturable pathways (non-TD6) s
contribute to the metabolism of fluoxetine. This exples
how fluoxetine achieves a steady-state concentration rathe
than increasing without limit. 4
B fluoxetine’s metabolism, like that of a numberd
other compounds including tricyclic and other selectives-
otonin antidepressants, involves the P4501ID6 system, & |
comitant therapy with drugs also metabolized by this &
zyme system (such as the TCAs) may lead to drug intes
tions (see Drug Interactions under PRECAUTIONS).
Accumulation and Slow Elimination—The relatively d
imination of f Tne elimination half-life of 1 to3dm
after acute administration and 4 to 6 days after chronics
ministration) and its active metabolite, norflucxetine (s
ination half-life of 4 to 16 days after acute and chronic b
ministration), leads to significant accumulation of thest &
tive species in chronic use and delayed attainment of stesff
state, even when a fixed dose is used. After 30 days of dosing
at 40 mg/day, plasma concentrations of fluoxetine in b
range of 91 to 302 ng/mL and norfluoxetine in the rangd
72 to 258 ng/mL have been observed. Plasma concentrafim
of fluoxetine were higher than those predicted by siagé
dose studics, b fl tine's bolism is not prpe

Roxane Labs., Inc.
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Norfluoxetine, however, appears to have lin-
ics. Its mean terminal half-life after a
6 days and after multiple dosing was
te levelsafter prolonged dosing are sim-
at 4 to 5 weeks.
n half-lives of fluoxetine and norfluoxet-
even when dosing is stopped, active drug
ist in the body for weeks (primarily de-
dual patient characteristics, previous dos-
and length of previous therapy at discontinu.
of potential consequence when drug discon-
required or when drugs are prescribed that
with fluoxetine and norfluoxetine following
on of Prozac.
Administration of Prozac Weekly once-
m increased fluctuation between peak and

These

160 wee
rate (defined

of Prozac Weekly capsules of Auoxetine
¢ of the average concentration for 20 mg
Average trough concentrations are 76%
and 47% lower for norfluoxetine than

placebo for a period
of these two treatm
not been established

of the last 3 weeks of op
major depression by

of = 14 for 3 weeks) was ob
compared to those on placebo.

Weekly dosing for maintenance fcontinuation treatment:
onger-term study was conducte

tients meeting DSM-IV criteria for
der who had responded (defined
HAMD-17 score of =8, a CGI-Severi
longer meeting criteria for major dej
tive weeks at the end of 13 weeks

Iah

1t

and ab

of

DSM-TII-R criteria) by the end of an
initial 12-week open treatment phase on Prozac 20 mg/day.
patients (N=298) were randomized to continuation on
double-blind Prozac 20 m,

g/day or placebo, At 38 weeks
ks total), a statisti i

cally significantly lower relapse
as symptoms sufficient to meet a diagnosis of
major depression for 2 weeks or a modified HAMD-17 score
served for patients taking Prozac

A

nvelving adult outpa-

major depressive disor-
as having a modified
ty rating of =2, and no
pression) for 3 consecu-
of open-label treatment

trials with depressed adult and geriatric outpatients (= 18
Yyears of age) whose diagnoses corresponded most closely to
the DSM-IIT (currently DSM-IV) category of major depres-
sive disorder (see Clinical Trials under CLINICAL PHAR-
MACOLOGY).

A major depressive episode (DSM-IV) implies a prominent
and relatively persistent (nearly every day for at least
2 weeks) depressed or dysphoric mood that usually inter-
feres with daily functioning, and includes at least five of the
following nine I dep d miood; loss of int in
usual activities; significant change in weight and/or appe-
tite; i ia or hyp ia; psych agitation or re-
tardation; increased fatigue; feelings of guilt or worthless-
ness; slowed thinking or impaired concentration; a suicide
attempt or suicidal ideation.

The antidepressant action of Prozac in hospitalized de-

longer time to relapse of depressive symptoms) compared to

of 25 weeks. However, the equivalence

en

ts during continuation therapy has

ons of fluoxetine and norfluoxetine com- | with Prozac 20 mg once-daily. These patients were random- | prossed patients has not been adequately studied.

Iy dosing (for fluoxetine: 24% [daily] to lzgd to double-blind, once-weekly eontmﬂat.:on tre::lment The efficacy of Prozac 20 mg once-daily in maintaining an
and for norfluoxetine: 17% [daily] to 43% g‘:al:’fvmkl";"::if “1:"’]‘(]"; 20 dmli 0 e x aﬁ’l‘" antidepressant resy for up to 38 weeks following
¢ tration: t ily he 0 ee -weekly an 0z mg once-daily = s
‘3@] o Pe:;ay not. o ﬁﬂm;}rmm = ated superior efficacy (having & Sanificantly 12 weeks of open-label acute treatment (50 weeks total) was

demonstrated in a placebo-controlled trial (see Clinical Tri-
als under CLINICAL PHARMACOLOGY),

The efficacy of Prozac Weekly once-weekly in maintaining
an anti essant has been d ated in a

] ; i hsessive-Ce lsive Disorder—" ti placebo-controlled trial for up to 25 weeks following open-

maint by 20 rll_:l! x d '_rdd;lql?mg‘ l?r;;::‘z::‘r tﬁfﬁﬁﬁmﬂﬂ-ﬂ cer e E"Tfi,-?:rfss o label acute treatment of 13 weeks with Prozac 20 mg daily

-state concentrations of either once- v or in two 13- : for a total antidepressant treatment of 38 weeks, However,
dosing are in relative proportion o the tytal | (OCD) Was demonstrated in two 13 week, multicenter, par- P!

d. Average steady-state fluoxetine concen-
approximately 50% lower following the once-
compared to the once-daily regimen,

e following the 90 mg dose was approxi-
fold higher than the €. value for the estab.
once-daily regimen following transition the

once-weekly regimen. In contrast, when the

b s of appr

allel group studies (Studies 1 and 2)
who received fixed Prozac doses of 20,
a once a day schedule, in the morning
in both studies had moderate to sev

once-weekly dose and the Jast 20 mg daily
ted by one week, Coux values were similar,
atransient increase in the average steady-
ons of fluoxetine observed following transi-
to the once-weekly regimen. From a phar-
perspective, it may be better to separate the
ekly dose and the last 20 mg once-daily dose
AND ADMINISTRATION),
As might be predicted from its primary site

y of cirrhotic patients, with a mean of 7.6
to'the range of 2 to 3 ‘days seen in subj

score,

While there was no

score, compared to a 1-uni

compared to a 1-unit reduction for placebo X
In Study 2, patients receiving Prozac experienced mean re.
ductions of approximately 4 to 9 units on the YBOCS total

t reduction for placebo patients,
ion of a dose r lati

of adult outpatients
40, or 60 mg/day (on
) or placebo. Patients
ere OCD (DSM-III-R),
with mean baseline ratings on the Yale-Brown Obsessive
Compulsive Scale (YBOCS, total score) ranging
26. In Study 1, patients receiving Prozac experienced mean

ducti i 1y 4 to 6 units on the YBOCS total

from 22 to

it is unknown whether or not Prozac Weekly given on a
once-weekly basis provides the same level of protection from
relapse as that provided by Prozac 20 mg daily (see Clinical
Trials under CLINICAL PHARMACOLOGY).

The usefulness of the drug in patients receiving fluoxetine
for extended periods should be reevaluated periodically.
Obsessive-Compulsive Disorder—Prozar is indicated for the
treatment of obsessions and compulsions in patients with

Hhevitans

sponses in the two h

compulsive disorder (OCD), as defined in' the
DSM-III-R; ie, the obsessions or compulsions cause marked
distress, are time-consuming, or significantly interfere with
social or occupational functioning,
The efficacy of Prozac was established in 13-week trials with

ship for effectiveness in Study 1, a dose i
ship was observed in Study 2, with numerically better re-

igher dose groups. The following table

sease; norfluoxetine elimination was also de-
imean duration of 12 days for cirrhotic patients
e range of 7 to 9 days in normal subjects.

e

Outcome Cl

(%) on CGI L

for Completers in Pool of Two Oéb Studies

obsessi pulsive outp, whose diag corre-
sponded most closely to the

DSM-III-R category of
obsessive-compulsive disorder (see Clinical Trials under

e srer ey provides the outcome classification by treatment group on | CLINICAL PHARMACOLOGY),
lwe‘u: SapIIAN oan ﬁiﬂ the elimination |, Clinical Global Impression (CGI) improvement scale for | Obsessi ulsive disorder is characterized by recurrent
halflife of WasPIo- | Studies 1 and 2 combined:

and persistent ideas, thoughts, impulses, or images (obses-
sions) that are ego-dystonic and/or repetitive, purposeful,
and intentional behaviors (compulsions) that are recognized
by the person as excessive or unreasonable,

The effectiveness of Prozac in long-term use, ie, for more

tion of single doses of fluoxetine in healthy
greater than 65 years of age) did not differ
that in younger normal subjects, How-

Exploratory analyses for age and gender effects on outcome

o L 3 than 13 weeks, has not been systematically evaluated in
that the use of fluoxetine in patients with Prozac placebo-controlled trials. Therefore, the physician who
”‘“‘;b: :é’;::‘;m“g&::;’;::é]i Swars: | Odteome elects to use Prozac for extended periods should periodically
dose should be used (see PRECAUTIONS and | Classification Placebo | 20 mg | 40 mg | 60 mg ;ﬁ;‘;’iﬁ;ﬁghﬁfg&“’g}% T e fo
: ADW'R‘}“?_NJ R/ Worse 2% 0% 0% 0% Bulimia Nervosa—Prozac is indicated for the treatment of
—In dep Lo (N=12), binge-eating and vomiting behaviors in patients with mod-
administered as 20 mg once daily for 2 months rate to severe bulimia nervosa
-state fluoxetine and norfluoxetine plasma | N0 Change 64% 4% 33% 2% i i 9 Tt .
comparable to those soon in patients with | 0~ o il e i o e 16 et
Sl o] R 5 inimal -
functico. While the possibility exists that re- | ) P 17% | 23% | 28% | 24% | vosa,ie, at least three bulimic cpisodes per woek for
gusabolites of oAy late &, 6 months (see Clinical Trials under CLINICAL PHARMA.
patients “’;‘h severe renal dysfunction, use | “r Improved 8% 28% | 27% | 28% |.coLogy).
hcgfné (“""E 16110(1*0;:;5]5’ ne‘q‘:’e_ﬁag b The effectiveness of Prozac in long-term use, ie., for more
& ;REE:U’I‘?%]L\?Sa MGBESAE}E AJ:‘ll‘jl}' Very Much than 16 weeks, has not been systematically evaluated in
‘ém’ Improved 3% 85 12% 19% placebo-controlled trials. Therefore, the physician who

elects to use Prozac for extended periods should periodically
reevaluate the long-term usefulness of the drug for the in-
dividual patient (see DOSAGE AND ADMINISTRATION),

; did not suggest any differential res, iven n the basi

thelong halflfe and nonlinear disposition of the | of gow on 25 e 0 BN | ONIATNDICAYIONE
study is not adequate to rule out the POS- | Bulimia Nervosa—The effectiveness of Prozac for the treat- | Prozac is contraindicated in patients known to be hypersen-
pharmacokinetics in the elderly, particu-

systemic illness or are receiving multiple
tant diseases. The effects of age upon the
uoxetine have been investigated in 260 el-
ise healthy depressed patients (=60 years
ed 20 mg fluoxetine for 6 weeks. Combined
orfluoxetine plasma concentrations were
/il at the end of 6 weeks. No unusual age-

nof adverse events was observed in those

: The efficacy of Prozac for the
ts with depression (= 18 years of age)
in 5- and 6-week placebo-controlled trials,
n to be significantly more effective than
m ed by the Hamilton Depression Rating
Dl Prozac was also significantly more effective
the HAM-D subscores for depressed mood,
and the anxiety subfactor.

ve in the treatment of elderly patients (=
ith depression. In these studies, Prozac
tly higher rate of response and remis-
respectively by a 50% decrease in the
ud‘a total endpoint HAM-D score of = §.
tolerated and the rate of treatment diseon-
o adverse events did not differ between
d placebo (9%),
onducted involving d i who

aut

16-week, multicenter,

respectively. In these
mg,

ne

quencies ranging from 7 to 10

ment of bulimia was demonstrated in two B-week and one

parallel group studies of adult outpa-

ose of 60 mg/day (on

i

tients meeting DSM-IIL-R criteria for bulimia, Patients in
the 8-week studies received either 20 or 60 mg/day of Prozae
or placebo in the morning. Patients in the 16
received a fixed Prozac d
placebo, Patients in these three
vere bulimia with median bi i

-week study
ce a day) or
studies had moderate to se-

fre-

sitive to it.

Monoamine Oxidase Inhibitors—There have been Teports of
serious, sometimes fatal, reactions (including hyperther-
mia, rigidity, myoclonus, autonomic instability with possible
rapid fluctuations of vital signs, and mental status changes
that include extreme agitation progressing to delirium and
comalin patients receiving fl ine in bination with a

g an
per week and 5 to 9 per week,

3 studies, Prozae 60 mg, but not 20

d,

was statistically significantly superior to placebo in re-
ducing the number of binge-eating and vomiting episodes
per week. The statistically significantly superior effect of 60
mg vs placebo was present as early as Week 1 and persisted
throughout each study. The Prozac related reduction in hu-
imic episod 1 to be ind t of baseli

A

on median

pression as assessed by the Hamill
Scale. In each of these 3 studie

de-

ton Depression Rating

s, the treatment effect, as

measured by differences between Prozac 60 mg, and placebo
} Ty e )

week for binge-eating
vomiting, The size of
quency,

INDICATIONS AND
D :

bebaviors at endpoint,

from

in freq:
ranged from one to two episodes per

P
Jo I

and two to four episodes per week for
the effect was related to baseline fre-

USAGE

Py

dimodified HAMD-17 score of = 7 during each

-Prozac is

with greater reductions seen in patients with higher
baseline frequencies. Although some patients achieved free-
dom from binge-eating and purging as a result of treatment,
for the majority, the benefit was a partial reduction in the
frequency of binge-eating and purging.

P ted for the treatment of depres-
sion. The efficacy of Prozac was established in 5- and G-weock

oxidase inhibitor (MAOT), and in patients who
have recently discontinued fluoxetine and are then started
on an MAOL Some cases presented with features resem-
bling neuroleptic malignant syndrome. Therefore, Prozac
should not be used in combination with an MAOL, or within
a minimum of 14 days of discontinuing therapy with an
MAOL Since fluoxetine and its major metabolite have very
long elimination half-lives, at least 5 weeks (perhaps longer,
especially if fluoxetine has been prescribed chronically
and/or at higher doses [see Accumulation and Slow Elimina-
tion under CLINICAL PHARMACOLOGY]) should be al-
lowed after stopping Prozac before starting an MAOL
Thioridazine—Thioridazine should not be administered
with Prozac or within a minimum of 5 weeks after Prozac
has been discontinued (see WARNINGS).

Continued on next page

This product information was prepared in June 2001.
Current information on these and other products of Dista

Products Company may be obtained by direct inquiry to
Lilly Research Laboratories, Lilly Corporate Center,
Indianapolis, Indiana 46285, (800) 545.5979,

Consult 2002 PDR® supplements and future editions for revisions

Roxane Labs., InJc.
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c—C tients treated with placebo reported anorexia (decreased ap- | Laboratory Tests—There are no specific laboratory e
Proza ont. petite). Patients treated with Prozae 60 mg, on age lost | T ded. . i
0.45 kg compared with a gain of 0.16 kg by patients treated | Drug Inferactions—As with all drugs, the patentiel izl
WARNINGS with placebo in the 16-week double-blind trial. Weight | teraction by a variety of mechani (e.g., pharmeenfy

Rash and Possibly Allergic Events—In US fluoxetine clini-
cal trials, 7% of 10,782 patients developed various types of
rashes and/or urticaria. Among the cases of rash and/or ur-
ticaria reported in premarketing clinical trials, almost a
third were withdrawn from treatment because of the rash
and/or systemic signs or symptoms associated with the
rash. Clinical findings reported in association with rash in-
clude fever, leukocytosis, arthralgias, edema, carpal tunnel
syndrome, respiratory distress, lymphadenopathy, protein-
uria, and mild transaminase elevation. Most patients im-
proved promptly with discontinuation of fluoxetine and/or
djunctive tr with antihi: ines or steroids, and
all patients experiencing these events were reported to re-
cover completely.
In premarketing clinical trials, two patients are known to
have developed a serious cutaneous systemic illness. In nei-
ther patient was there an unequivocal diagnosis, but one
was considered to have a leukocytoclastic vasculitis, and the
other, a severe desquamating syndrome that was considered
variously to be a vasculitis or erythema multiforme. Other
patients have had systemic syndromes suggestive of serum
sickness.
Since the introduction of Prozac, systemic events, possibly
related to vasculitis and including lupus-like syndrome,
have developed in patients with rash. Although these events
are rare, they may be serious, involving the lung, kidney, or
liver. Death has been reported to occur in association with
these systemic events.
Anaphylactoid events, including bronchospasm, angio-
edema, laryngospasm, and urticaria alone and in combina-
tion, have been reported.

change should be monitored during therapy.

Activation of Mania/Hypomania—In US placebo-controlled
clinical trials for depression, mania/hypomania was re-
ported in 0.1% of patients treated with Prozac and 0.1% of
patients treated with placebo. Activation of mania/hypoma-
nia has also been reported in a small proportion of patients
with Major Affective Disorder treated with other marketed
antidepressants.

In US placebo-controlled clinical trials for OCD, mania/
hypomania was reported in 0.8% of patients treated with
Prozac and no patients treated with placebo. No patients re-
ported ia/hyp ia in US placebi trolled clinical
trials for bulimia. In all US Prozac clinical trials, 0.7% of
10,782 patients reported mania/hypomania.

Seizures—In US placebo-controlled clinical trials for de-
pression, convulsions (or events described as possibly hav-
ing been seizures) were reported in 0.1% of patients treated
with Prozac and 0.2% of patients treated with placebo. No
patients reported convulsions in US placebo-controlled clin-
ical trials for either OCD or bulimia. In all US Prozac clin-
ical trials, 0.2% of 10,782 patients reported convulsions. The
percentage appears to be similar to that iated with

namie, pharmacokinetic drug inhibition or e
etc) is a possibility (see Accumulation and Slow Eliminta
under CLINICAL PHARMACOLOGY). !

Drugs Metabolized by P450ITD6—Approximately 1% i |
normal population has a genetic defect that leads tordut
levels of activity of the cytochrome P450 isomzme
P450IID6. Such individuals have been referred hu:’
metabolizers” of drugs such as debrisoquin, :
phan, and TCAs. Many drugs, such as most anfideme
sants, including fluoxetine and other selective uptales |
hibitors of serotonin, are metabolized by this isenrme
thus, both the pharmacokinetic properties and relafives
portion of metabolites are altered in poor metabolaen
However, for fluoxetine and its metabolite the sum o

plasma concentrations of the four active enantiomess
comparable between poor and extensive metabolizers b
Variability in Metabolism under CLINICAL PHARMACKE:
0GY). <

Fluoxetine, like other agents that are metabolizd¥
P45011D6, inhibits the activity of this isoenzyme, and s
may make normal metabolizers resemble “poor metatds
ers” Therapy with medications that are predominantlys
tabolized by the P45011D6 system and that have a rolstimi

other marketed antidepressants. Prozac should be intro-
duced with care in patients with a history of seizures.
Suicide—The possibility of a suicide attempt is inherent in
depression and may persist until significant remission oc-
curs. Close supervision of high-risk patients should accom-
pany initial drug therapy. Prescriptions for Prozac should be
written for the smallest quantity of capsules consistent with
good patient management, in order to reduce the risk of
overdose.

Pulmonary events, including infi ¥ P of
varying histopathology and/or fibrosis, have been reported
rarely. These events have occurred with dyspnea as the only
preceding symptom.
Whether these systemic events and rash have a common
underlying cause or are due to different etiologies or patho-
genic processes is not known. Furthermore, a specific under-
lying immunologic basis for these events has not been iden-
tified. Upon the appearance of rash or of other possibly al-
lergic phenomena for which an alternative etiology cannot
be identified, Prozac should be discontinued.
Potential Interaction With Thioridazine—In a study of 19
healthy male subjects, which included 6 slow and 13 rapid
hydroxylators of debrisoquin, a single 25-mg oral dose of
thioridazine produced a 2.4-fold higher C,,,, and a 4.5-fold
higher AUC for thioridazine in the slow hydroxylators com-
to the rapid hydroxylators. The rate of debrisoquin
hydroxylation is felt to depend on the level of cytochrome
P4501IID6 isozyme activity. Thus, this study suggests that
drugs which inhibit P450IID6, such as certain SSRIs, in-
cluding fluoxetine, will produce elevated plasma levels of
thioridazine (see PRECAUTIONS).
Thioridazine administration produces a dose-related prolon-
gation of the QTc interval, which is associated with serious
ventricular arrhythmias, such as torsades de pointes-type
arrhythmias, and sudden death. This risk is expected to in-
erease with fluoxetine-induced inhibition of thioridazine
metabolism (see CONTRAINDICATIONS).

PRECAUTIONS .

General—Anxiety and Insomnia—In US placebo-controlled
clinical trials for depression, 12% to 16% of patients treated
with Prozac and 7% to 9% of patients treated with placebo
reported anxiety, nervousness, or insomnia.

In US placebo-controlled clinical trials for OCD, insomnia
was reported in 28% of patients treated with Prozac and in
229 of patients treated with placebo. Anxiety was reported
in 14% 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 patients treated with
Prozac 60 mg, and 13% of patients treated with placebo. An-
xiety and nervousness were reported respectively in 15%
and 11% of patients treated with Prozac 60 mg, and in 8%
and 5% of patients treated with placebo.

Among the most common adverse events associated with
discontinuation (incidence at least twice that for placebo
and at least 1% for Prozac in clinical trials collecting only a
primary event iated with di inuation) in US
placebo-controlled fluoxetine clinical trials were anxiety (2%
in OCD), insomnia (1% in combined indications and 2% in
bulimia), and nervousness (1% in depression) (see Table 3,
below).

Altered Appetite and Weight—Significant weight loss, espe-
ctally in underweight dep d or bulimic patients, may be
an undesirable result of tre with Prozac.

In US placebo-controlled clinical trials for depression, 11%
of patients treated with Prozac and 2% of patients treated
with placebo reported anorexia (decreased appetite). Weight
loss was reported in 1.4% of patients treated with Prozac
and in 0.5% of patients treated with placebo. However, only
rarely have patients discontinued treatment with Prozac
because of anorexia or weight loss.

1n US placebo-controlled clinical trials for OCD, 17% of pa-
tients treated with Prozac and 10% of patients treated with
placebo reported ia (d d appetite). One patient
discontinued treatment with Prozac because of anorexia.
In US placebo-controlled clinical trials for bulimia nervosa,
8% of patients treated with Prozac 60 mg, and 4% of pa-

will be by sup and sub

B of well d comorbidity between OCD and
depression and bulimia and depression, the same precau-
tions observed when treating patients with depression
should be observed when treating patients with OCD or
bulimia.

The Long Elimination Half-Lives of Fluoxetine and Its
Metabolites—Because of the long elimination half-lives of
fhe parent drug and its major active metabolite, changes in
dose will not be fully reflected in plasma for several weeks,
affecting both strategies for titration to final dose and with-
drawal from treatment (see CLINICAL PHARMACOLOGY
and DOSAGE AND ADMINISTRATION).

Use in Patients With Concomitant Illness—Clinical experi-
ence with Prozac in patients with concomitant systemic ill-
ness is limited. Caution is advisable in using Prozac in pa-
tients with diseases or conditions that could affect metabo-
lism or hemodynamic responses.

Fluoxetine has not been evaluated or used to any apprecia-
ble extent in patients with a recent history of myocardial
infarction or unstable heart disease. Patients with these di-
agnoses were systematically excluded from clinical studies
during the product's premarket testing. However, the elec-
trocardiograms of 312 patients who received Prozac in
double-blind trials were retrospectively evaluated; no con-
duction abnormalities that resulted in heart block were ob-

narrow therapeutic index (see list below), should beiss
ated at the low end of the dose range if a patient is rectivg
fluoxetine concurrently or has taken it in the prem
5 weeks. Thus, his/her dosing requirements resemble fis
of “poor metabolizers.” If fluoxetine is added to the tné:
ment regimen of a patient already receiving a drog mes
olized by P450IIDS, the need for decreased dose of thiesg
inal medication should be considered. Drugs with a nims
therapeutic index represent the greatest concem leg
flecainide, vinblastine, and TCAs). Due to the risk of s
ventricular arrhythmias and sudden death potentially s
ciated with elevated plasma levels of thioridazine, thimi
zine should not be administered with fluexetine or wilkisi
minimum of 5 weeks after fluoxetine has been discontios
(see CONTRAINDICATIONS and WARNINGS). |
Drugs Metabolized by Cytochrome P450I1IA4Ts &
in vivo interaction study involving co-administratism
fluoxetine with single doses of terfenadine (a cytochms
P450111A4 substrate), no increase in plasma terfonsis
concentrations occurred with concomitant fluoxetine lng
dition, in vitro studies have shown ketoconazole, a piat
inhibitor of P4501TIA4 activity, to be at least 100 timesmen
potent than Auoxetine or norfluoxetine as an inhibitorefte
metabolism of several substrates for this enzyme, inclodyy
astemizole, cisapride, and midazolam. These data indisk
that fluoxetine’s extent of inhibition of cytocms
P4501T1A4 activity is not likely to be of clinical signifias
CNS Active Drugs—The risk of using Prozac in combinate
with other CNS active drugs has not been systematialy
evaluated. Nonetheless, caution is advised if the coons
tant administration of Prozac and such drugs is requird
evaluating individual cases, consideration should be
to using lower initial doses of the concomitantly adns
tered drugs, using conservative titration schedules, sl

served. The mean heart rate was reduced by appr y
3 beats/min.
In subjects with cirrhosis of the liver, the clearances of flu-
oxetine and its active metabolite, norfluoxetine, were de-
creased, thus increasing the elimination half-lives of these
substances. A lower or less frequent dose should be used in
patients with cirrhosis.
Studies in depressed patients on dialysis did not reveal ex-
cessive accumulation of fluoxetine or norfluoxetine in
plasma (see Renal Disease under CLINICAL PHARMA-
COLOGY). Use of a lower or less frequent dose for renally
impaired patients is not routinely necessary (sce DOSAGE
AND ADMINISTRATION).
In patients with diabetes, Prozac may alter glycemic con-
trol. Hypoglyeemia has occurred during therapy with
Prozac, and hyperglycemia has developed following discon-
tinuation of the drug. As is true with many other types of
medication when taken concurrently 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 Performance—Any

psychoactive Eg may impair judgment, thinking, or motor

skills, and patients should be cautioned about operating

; d hinery, including biles, until they are

reasonably certain that the drug treatment does not affect

them adversely.

Information for Patients—Physicians are advised to discuss

the following issues with patients for whom they prescribe

Prozac:

Because Prozac may impair judgment, thinking, or motor
skills, patients should be advised to avoid driving a car or
operating hazardous machinery until they are reasonably
certain that their performanee is not affected.

Patients should be advised to inform their physician if they
are taking or plan to take any prescription or over-the-
counter drugs, or alcohol.

Patients should be advised to notify their physician if they
become pregnant or intend to become pregnant during
therapy.

Patients should be advised to notify their physician if they
are breast feeding an infant.

Patients should be advised to notify their physician if they
develop a rash or hives.

editions

ing of clinical status (see Accumulation and S
Elimination under CLINICAL PHARMACOLOGY),
Anticonvulsants—Patients on stable doses of phenfiss
and cark ine have developed el d plasma
convulsant concentrations and clinical anticonvulsantie
icity following initiation of concomitant fluoxetine tre
ment.
Antipsychotics—Some clinical data suggests & possid
pharmacodynamic and/or pharmacokinetic interaction b
tween serotonin specific reuptake inhibitors (SSRIs)al
antipsychotics. Elevation of blood levels of haloperidl sl
clozapine has been observed in patients receiving conos.
itant fluoxetine. A single case report has suggested ps.
ble additive effects of pimozide and fluoxetine leading
bradycardia. For thioridazine, see CONTRAINDICK
TIONS and WARNINGS. 3
Benzodiazepines—The half-life of concurrently admss
fered diazepam may be prolonged in some patients (s
cumulation and Slow Elimination under CLINICAL
PHARMACOLOGY). Coadministration of alp 1]
fluoxetine has resulted in increased alprazolam plss
concentrations and in further psychomotor performass
decrement due to increased alprazolam levels,
Lithium—There have been reports of both increased sl
decreased lithium levels when lithium was used conas
tantly with fluoxetine. Cases of lithium toxicity wds
creased serotonergic effects have been reported. Lithiss
levals should be monitored when these drugs are adminé
tered concomitantly. -
Tryptophan—Five patients receiving Prozac in combise
fion with tryptophan experienced adverse reactions &
cluding agitation, restl and gastrointestin
distress. €
Monoamine Oxidase Inhibitors—See CONTRAINDICK
TIONS. *
Other Antidepressants—In two studies, previously stk
plasma levels of imi ine and desi ine have i&
creased greater than 2 to 10-fold when fluoxetine hasbes
inistered in ion. This infl may pend
for three weeks or longer after fluoxetine is discontined
Thus, the dose of TCA may need to be reduced and plst
TCA concentrations may need to be monitored temporsh
when fl tine is co inistered or has been recely
i i lation and Slow Eliminati

d (see
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der CLINICAL PHARMACOLOGY, and Drugs Metabo- Table 1.

lized by P45011D6 under Drug Interactions). MOST COMMON TREATMENT-EMERGENT ADVERSE

Sumatriptan—There have been rare postmarketing re- EVENTS: INCIDENCE IN US DEPRESSION, OCD, AND

ports describing patients with weakness, hyperreflexia, BULIMIA PLACEBO-CONTROLLED CLINICAL TRIALS

and inomrd.in[.?tion following the use of an SSRI and

sumatriptan. If concomitant treatment with sumatriptan n f pati reporti t

and an SSRI (ei.g.. ﬂuc}oxeti?le, fluvoxamine, paroxetine, ser- Rervenage of phdiasiy RN pva

traline, or citalopram) is clinically warranted, appropriate : ot
observation of the patient is advised. Hepresaion DD Edli:x
W—-—P——.—H—_ﬂ_._uﬂ_wﬁ"! Effects of i::administration of Drugs Tightly | pogy Sustem/ Prozac Placebo Prozac Placebo Prozac Placebo

asma I roteins—Ubecause Huoxetine is tightly i - o 25 .
T plasma p!‘DbiLn, the ﬁdtll:linistratiorll oil‘li]iuo;eti%le il Adverse Event (N=1728) (N=9175) (N=266) (N=89) (N=450) (N=267)
a patient taking another drug that is tightly bound to pro-
tein (e.g., Coumadin, digitoxin) may cause a shift in plasma BE&“,’ Whola 15 2 9
concentrations potentially resulting in an adverse effect. TR 9 5 1 1
Canversely, adverse effects may result from displacement of Flu syndrome 3 4 10 ! 8 3
protein-bound fluoxetine by other tightly bound drugs (sec | Cardiovascular System
Accumulation and Slow Elimination under CLINICAL | Vasodilatation 3 2 5 — 2 1
PHARMACOLOGY). Digestive System
Warfarin—Altered anti-coagulant effects, including in- Nausea 21 9 26 13 29 11
creased bleeding, have been reported when fluoxetine is co- Anorexia 1 g 17 10 8 4
sdministered with warfarin. Patients receiving warfarin Dry mouth 10 7 12 3 9 6
py should receive careful coagulation monitoring when Dyspepsia T 5 10 4 10 6

fluoxetine is initiated or stopped. Nervous System
Electroconvulsive Therapy—There are no clinical studies Insomnia 16 g 28 23 33 13
establishing the benefit anr the combined use of ECT and Anxiety 12 7 14 7 15 9
fiuoxetine. There have been rare reports of prolonged sei- Norvorsnens 14 9 14 15 1 5
zures in patients on fluoxetine receiving ECT treatment. S Neriig 13 5 17 7 13 5
Carcinogenesis, Mutagenesis, Impairment of Fertiliey— Jmmoe) 0
There is no evidence of carcinogenicity, mutagenicity, or im- phismiad B 3 9 1 13 1
pairment of fertility with Prozac. Libido decreased 3 — 11 2 5 1
Carcinogenicity—The dietary administration of fluoxetine Abnormal dreams 1 1 5 2 5 3

to rats and mice for 2 years at doses of up to 10 and 12 mg/ | Respiratory System

kglday, respectively (approximately 1.2 and 0.7 times, re- Pharyngitis 3 3 11 10 5
spectively, the maximum recommended human dose Sinusitis 1 4 5 2 6 4
[MRHD] of 80 mg on a mg/m? basis), produced no evidence Yawn = — 7 — 1 =
of carcinogenicity. 5;“" F?id Appendages . " ; g 5
Mutagenicity—Fluoxetine and norfluoxetine have been dediheines =

own fo have no genotoxic effects based on the following Rash 4 g 6 3 4 4
assays: bacterizl mutation assay, DNA repair assay in cul- | Urogenital System
tured rat h ytes, mouse lymph assay, and in vivo Impotencet 2 - - == 7 =
sister chromatid exchange assay in Chinese hamster bone Abnormal
marrow cells. ejaculationt -— - 7 —_ 7 —
Ingeirment of Fertility—Two fertility studies conduoted in | § Dencrinator used was for ales only (N= 690 Provs 3 ; N=410 placebo depression; N=116 Prozac OCD: N=
mis at doses of up 0 7.5 and 12.5 mg/kg/day (approximately | " ECETEAE 1000 R B thales only O placebo bulimia). ; e
09 and 1.5 times the MRHD on a mg/m® basis) indicated —Tniidence Jess than 1% "
that fluoxetine had no adverse effects on fertility. -
Pregnancy —Pregnancy Category C: In embryo-fetal devel: | iz volume depleted. In two Gweek controlled studies in Table 2.

opment studies in rats and rabbits, there was no evidence of
feratogenicity following administration of up to 12.5 and 15
mgkg/day, respectively (1.5 and 3.6 times, respectively, the
maximum recommended human dose [MRHD)] of 80 mg on a
mg/m* basis), throughout organc is. Hi , in rat re-
production studies, an increase in stillborn pups, a decrease
in pup weight, and an increase in pup deaths during the
first 7 days postpartum occurred following maternal expo-
sure to 12 mg/kg/day (1.5 times the MRHD on a mg/m® ba-
sis) during gestation or 7.5 mg/kg/day (0.9 times the MRHD
02 mg/m” basis) during gestation and lactation. There was
m evidence of developmental neurotoxicity in the surviving
offspring of rats treated with 12 mg/kg/day during gesta-
tion. The no-effect dose for rat pup mortality was 5 mg/kg/
day (0.6 times the MRHD on a mg/m? basis). Prozac should
be used during pregnancy only if the potential benefit justi-
fies the potential risk to the fetus.

Labor and Delivery—The effect of Prozac on labor and de-
livery in h is unk n. However, b i

patients =60 years of age, 10 of 323 fluoxetine patients and
G of 327 placebo recipients had a lowering of serum sodium
below the reference range; this difference was not statisti-
cally significant. The lowest ohserved concentration was 129
mmol/L. The observed decreases were not clinically
significant.

Platelet Function—There have been rare reports of altered
platelet function and/or at | results from laboratory
studies in patients taking fluoxetine, While there have been
reports of abnormal bleeding in several patients taking
fluoxetine, 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. Adverse events were recorded by clinical in-
vestigators using descriptive terminology of their own
hoasne. O .

crosses the placenta and because of the possibility that
fluoxetine may have adverse effects on the newborn,
finoxetine should be used during labor and delivery only if
the potential benefit justifies the potential risk to the fetus.
Nursing Mothers—Because Prozac is excreted in human
milk, nursing while on Prozae is not recommended. In one
breast milk sample, the concentration of fluoxetine plus nor-
fluoxetine was 70,4 ng/mL. The concentration in the moth-
er's plasma was 295.0 ng/mL.No adverse effects on the in-
fant were reported. In another case, an infant nursed by a
mother on Prozac developed erying, sleep disturbance, vom-
iting, and watery stools. The infant’s plasma drug levels
were 340 ng/mL of fluoxetine and 208 ng/mL of norfluoxet-
ine on the second day of feeding.
Pediatric Use—Safety and effectiveness in pediatric pa-
tients have not been established.
Geriatric  Use—US fluoxetine clinical trials (10,782
patients) included 687 patients =65 years of age and 93 pa-
fients =75 years of age. The efficacy in geriatric patients
has been established (see Clinical Trials under CLINICAL
PHARMACOLOGY). For pharmacokinetic information in
geriatric patients, see Age under CLINICAL PHARMACOL-
OGY. No overall differences in safety or effectiveness were
observed between these subj and Pl bj and
other reparted clinical experience has not identified differ-
tnces in responses between the elderly and younger pa-
tients, but greater sensitivity of some older individuals can-
not be ruled out. As with other SSRIs, fluoxetine has been
associated with cases of clinically significant hyponatremia
in_elderly patients (see Hyponatremia under
PRECAUTIONS).
Hypanatremia—Cases of hyponatremia (some with serum
sodium lower than 110 mmol/L) have been reported. The hy-
ponatremia appeared to be reversible when Prozac was dis-
continued. Although these cases were complex with varying
possible etiologies, some were possibly due to the syndrome
of inoppropriate antidiuretic hormone secretion (SIADH).
The majority of these occurrences have been in older pa-
tients and in patients taking diuretics or who were other-

quently, it is not possible to provide a mean-
ingful estimate of the proportion of individuals experiencing
adverse events without first grouping similar types of
events into a limited (i.e., reduced) 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 frequencies represent the proportion of
individuals who experienced, at least once, a treatment-
emergent adverse event of the type listed. An event was eon-
sidered treatment-emergent if it occurred for the first time
or worsened while receiving therapy following baseline eval-
uation. It is important to emphasize that events reported
during therapy were not necessarily caused by it.
The prescriber should be aware that the figures in the
tables and tabulations cannot be used to predict the inci-
dence of side effects in the course of usual medical practice
where patient characteristics and other factors differ from
those that prevailed in the clinical trials. Similarly, the cited
frequencies cannot be d with figures obtained from
other clinical investigations involving different treatments,
uses, and investigators. The cited figures, however, do pro-
vide the preseribing physician with some basis for estimat-
ing the relative contribution of drug and nondrug factors to
the side effect incidence rate in the population studied.
Incidence in US Placebo-Controlled Clinical Trials (exclud-
ing data from extensions of trials)—Table 1 enumerates the
most common treatment-emergent adverse events associ-
ated with the use of Prozac (incidence of at least 5% for
Prozac and at least twice that for placebo within at least one
of the indications) for the treatment of depression, OCD,
and bulimia in US controlled clinical trials. Table 2 enumer-
ates treatment-emergent adverse events that occurred in
2% or more patients treated with Prozae and with incid

TREATMENT-EMERGENT ADVERSE EVENTS:
INCIDENCE IN US DEPRESSION,
OCD, AND BULIMIA
PLACEBO-CONTROLLED CLINICAL TRIALS

Percentage of
patients reporting event

Depression, OCD,
and bulimia combined

Body System/ Prozac Placebo
Adverse Event* (N=2444) (N=1331)
Body as a Whole

Headache 21 20

Asthenia 12 6

Flu Syndrome 5 4

Fever 2 1
Cardiovascular

S

Vasodilatation 3 1

Palpitation 2 1
Digestive System

Nausea 23 10

Diarrhea 12 8

Anorexia 11 3

Dry mouth 10 7

Dyspepsia 8 5

Flatulence 3 2

Vomiting 3 2
Metabolic and

Nutritional disorders

Weight loss 2 1
MNervous System

Insomnia 20 11

Anxiety 13 8

Nervousness 13 9

Somnolence 13 6

Dizziness 10 ¥

Tremor 10 3

Libido decreased 4 —
Respiratory System

Pharyngitis 5 4

Yawn 3 =

Continued on next page

greater than placebo who participated in US controlled clin-
ical trials comparing Prozac with placebo in the treatment
of depression, OCD, or bulimia. Table 2 provides combined
data for the pool of studies that are provided separately by
indication in Table 1.

[See table 1 above]

This product information was prepared in June 2001.
Current information on these and other produets of Dista
Products Company may be obtained by direct inquiry to
Lilly Research Laboratories, Lilly Corporate Center,
Indianapolis, Indiana 46285, (800) 545-5979.

Consult 2002 PDR* supplements and future editions for revisions
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PHYSICIANS’ DESK REFERENEB__E.'.']

Prozac—Cont.

Skin and
Appendages
Sweating
Rash
Pruritus
Special Senses
Abnormal vision

3
3
2

e Lo 00

1

* Included are events reported by at least 2% of patients
taking Prozac, except the following events, which had an
incidence on placebo = Prozac (depression, OCD, and bu-
limia combined): abdominal pain, abnormal dreams, acci-
dental injury, back pain, chest pain, constipation, cough
increased, depression (includes suicidal thoughts), dys-
menorrhea, gastrointestinal disorder, infection, myalgia,
pain, paresthesia, rhinitis, sinusitis, thinking abnormal.

—Incidence less than 1%.

Associated with Discontinuation in US Placebo-Controlled
Clinteal Trials {excluding data from extenstons of trialsi—
Table 3 lists the adverse events associated with discontinu-
ation of Prozac treatment (incidence at least twice that for
placebo and at least 1% for Progac in clinical trials collect-
ing only a primary event associated with discontinuation) in
depression, OCD, and bulimia.

Table 3.

MOST COMMON ADVERSE EVENTS
ASSOCIATED WITH DISCONTINUATION IN
US DEPRESSION, OCD, AND BULIMIA
PLACEBO-CONTROLLED CLINICAL TRIALS

Depression,
0OCD, and
bulimia

combined Depression 0och Bulimia

(N=1108) (N=392) (N=2686) (N=450)
— — Anxiety (2%) —

Insomnia Insomnia

(1%} = == 2%)
Nervousness

— (1%) — —_
- — Rash (1%) —

Events Observed in Prozac Weekly Clinical Trials—Treat-
ment-emergent adverse events in clinical trials with Prozac
Weekly were similar to the adverse events reported by pa-
tients in clinical trials with Prozac daily. In a placebo-
controlled clinical trial, more patients taking Prozac Weekly
reported diarrhea than patients taking placebo (10% vs.

Cardiovascular System—Frequent: hemorrhage, hyperten-
sion; Infrequent: angina pectoris, arrhythmia, congestive
heart failure, hypotension, migraine. myocardial infaret,
postural hypotension, syncope, tachycardia, vascular head-
ache; Rare: atrial fibrillation, bradycardia, cerebral embo-
lism, cerebral ischemia, cerebrovascular accident, extrasys-
toles, heart arrest, heart bIm:IL pallor, peripheral va:u:u]nr
dlsorder, phlebitis, shock, thrombophlebitis. thromb
vasospasm, ventricular arrhythmia, ventricular extrasysto-
les, ventricular fibrillation.

Digestive System—Freguent: increased appetite, nausea
and vomiting; Infrequent: aphthous stomatitis, cholelithia-
sis, colitis, dysphagia, eructation, esophagitis, gastritis, gas-
troenteritis, glossitis, gum hemorrhage, hyperchlorhydria,
increased salivation, liver function tests abnormal, melena,
mouth ulceration, nausea/vomiting/diarrhea, stomach ulcer,
stomatitis, thirst; Rare: biliary pain. bloody diarrhea, chale-
cystitis, duodenal uleer, enteritis, esophagenl ulcer, fecal in-
continence, gastrointestinal hemorrhage, hematemesis,
hemorrhage of colon, hepatitis, intestinal obstruction, liver
fatty deposit, pancreatitis, peptic uleer, rectal hemorrhage,
salivary gland enlargement, stomach ulcer hemorrhage,
tongue edema.

Endocrine System—/n/requent: hypothyroidism; Rare: dia-
hetic acidosis, diabetes mellitus,

Hemic and Lymphatic Svstem—iInfrequeni: anemia, ecchy-
mosts; Rare: blood dyserasia, hypochromic anemia, leukope-
nia, lymphedema, lymphocytosis, petechia, purpura, throm-
bocythemia, thrombocytopenia.

Metabolic and Nutritional—Frequent; weight gain; Infre-
quent: dehydration, generalized edema, gout, hypercholes-
teremia, hyperlipemia, hypokalemia, peripheral edema;
Rare: aleohal intolerance, alkaline phosphatase increased,
BUN increased, creatine phosphokinase increased, hyper-
kalemia, hyperuricemia, hypocaleemia, iron deficiency ane-
mia, SGPT increased.

Musculoskeletal System—Infrequent: arthritis, bone pain,
bursitis, leg eramps, tenosynovitis; Rare: arthrosis, chon-
drodystrophy, myasthenia. myopathy, myositis, osteomyeli-
tis, osteoporesis, rheumatoid arthritis.

Nervous SFstem—Frequmt agitation, amnesia, confusion,
emotional lability, sleep disorder; Infrequent: abnormal gait,
acute brain syudrome akathisia, apathy, ataxia, buccogios-
sal syndrome, CNS depression, CNS stimulation, deperson-
alization, euphoria, halIucmatmns hostility, hyparlmlealzl
hypertonia, hypesthesia, i dination, libido i i
myoclonus, neuralgia, neuropathy, neurosis, paranoid reac-
tion, personality thsmﬂem. psynhcsls. vertigo; Rare: abnor-
mal elect: ion, circumoral
paresthesia, coma, delusions, dysarthria, dystonia, extrapy-
ramidal syndrome, foot drop, hyperesthesia, neuritis, paral-
vsis, reflexes decreased, reflexes increased, stupor.

Respiratory System—Infrequent: asthma, epistaxis, hiccup,
hypervenniitmn ; fare: apnea, atelectasis, cough decreased,

ani

3%, respectively) or taking Prozac 20 mg daily (10% vs. 5%,
respectively).

Male and Female Sexual Dysfunction with SSRIs—
Although changes in sexual desire, sexual performance, and
sexual satisfaction often oceur as manifestations of a psy-
chiatric disorder, they may also be a consequence of phar-
macologic treatment. In particular, some evidence suggests
that SSRIs can cause such untoward sexual experiences,
Reliable estimates of the incidence and severity of untoward
experiences involving sexual desire, performance, and sat-
isfaction are difficult to obtain, however, in part b pa-

hemoptysis, hypoventilation, hypoxia, larynx
edema. Inng edema, pneumothorax, stridor,

Skin and Appendages—Infrequent: acne, alopecia, contact
dermatitis, eczema, maculopapular rash, skin discoloration,
skin uleer, vesiculobullous rash; Rare: fur losis, herpes

den unexpected death, suicidal ideation, thrombocylopeis
thrombocytopenic purpura, vaginal bleeding after dng
withdrawal, ventricular tachyecardia (including torsadesde
pointes-type arrhythmias), and violent behaviors. 4 A
DRUG ABUSE AND DEPENDENCE e |
Controlled Substance Class—Prozac is not a eumu
substance.

Physical and Psychological Dependenve—Prozac s et
been systematically studied, in animals or humans, Rd‘&
potential for abuse, tolerance, or physzcn] depeudm.
While the premarketing elinical experience with Prozac
not reveal any tendency for a withdrawal .aymi.rm'nhm'ﬁ;1
drug-secking behavior, these abservations were not systes-

atic and it is not possible to predict on the basis nfth_&h-
ited experience the extent to which a CNS-active drugﬂ
be misused, diverted, and/or abused once marketed, Conse
quently, physicians should carefully evaluate panwsit
history of drug abuse and follow such patients closely, o
serving them for signs of misuse or abuse of me.{lg
development of tolerance, incrementation of dose, dm'
seeking behavior). B

OVERDOSAGE

Human Experience—Worldwide exposure to ﬂumtmhp--
drochloride is estimated to be over 38 million patients (cirt
1999). Of the 1578 cases of overdose involving fluoxetinehy
drochloride, alone or with other drugs, reported from thg
population there were 195 deaths.

Among 633 adult patients who overdosed on fluoxetine by
drochloride alone, 34 resulted in a fatal outcome, 378 com
pletely recovered, and 15 patients experienced sequelm&“
ter n\rerdusagc including abnormal accommodation, abnoe
mal gait, confusion, unresponsiveness, nervousnes,
pulmanary dysfunction, vertigo, tremor, elevated bloof
pressure, impotence, movement disorder, and h\‘pomm
The remaining 206 patients had an unknown outcome. The
most common signs and symptoms associated with no-
fatal overdosage were seizures, somnolence, nausea,
cardia, and vomiting. The largest known ingestion|
fluoxetine hydrochloride in adult patients was 8 gramsina
patient who took fluoxetine alone and who subsequently
covered. However, in an adult patient who took fluoxetine
alone, an ingestion as low as 520 mg has been associated
with lethal outcome, but causality has not been establis
Among pediatric patients (ages 3 months to 17 years), ther
were 156 cases of overdose involving fluoxetine alone or
combination with other drugs. Six patients died, 127 ps-
tients completely recovered, 1 patient experienced
failure, and 22 patients had an unknown outcome.
the six fatalities was a 9-year-old boy who had a history
OCD, Tourette’s syndrome with tics, attention deficit disor-
der, and fetal aleohol syndrome. He had been receiving
mg of fluoxetine daily for 6 months in addition to clonidine,
methylphenidate, and promethazine. Mixed-drug ingestion
or other methods of suicide complicated all six overdosesin
children that resulted in fatalities. The largest ingestion
pediatric patients was 3 grams which was non-lethal,
Other important adverse events reported with ﬂumim 1

zoster, hirsutism, petechial rash, psoriasis, purpuric rash,
pustular rash, seborrhea.

Special Senses—Frequent: ear pain, taste perversion, tinni-
tus; Infrequent: conjunctivitis, dry eyes, mydriasis, photo-
phobia; Rare: blepharitis, deafness, diplopia, exophthalmos,
eve hemorrhage‘ glaucoma, hyperacusis, iritis, parosmia,
taste loss, visual field defect.

tients and physicians may be reluctant to discuss them. AcA
cordingly, estimates of the incidence of untoward sexual ex-
perience and performance, cited in produet labeling, are
likely to underestimate their actual incidence. In patients
enrolled in US depression, OCD, and bulimia placebo-
controlled clinical trials, decreased libido was the only sex-
ual side effect reported by at least 29 of patients taking flu-
oxetine (4% fluoxetine, <1% placebo). There have been
spontaneous reports in women taking fuoxetine of orgasmic
dysfunction, including anorgasmia.

There are no adequate and well-controlled studies examin-
ing sexual dvsfunction with fluoxetine treatment.
Priapism has been reported with all SSRIs.

While it is difficult to know the precise risk of sexual dys-
function associated with the use of SSRIs, physicians should
routinely inquire about such possible side effects.

Other Bvents Observed In All US Clinical Trials—Following
is a list of all treatment-emergent adverse events reported
at anytime by individuals taking fluoxetine in US clinical
trials (10,782 patients) except (1) those listed in the body or
footnotes of Tables 1 or 2 ahove or elsewhere in labeling; (2)
those for which the COSTART terms were uninformative or
misleading; (3) those events for which a causal relationship
to Prozac use was considered remote; and (4) events occur-
ring in only one patient treated with Prozac and which did
not have a substantial probability of being acutely life-
threatening.

Events are classified within body system categories using
the following definitions: frequent adverse events are de-
fined as those occurring on one or more occasions in at least
1100 patients; infrequent adverse events are those ovcur-
ring in 1/100 to 1/1,000 patients; rare events are those oc-
curring in less than 1/1,000 patients.

Body as a Whole—Freguent: chills; Infrequent: chills and fe-
ver, face edema, i ional overdose, malaise, pelvic pain,
suicide attempt; Rare: abdominal syndrome acute, hypo-
thermia, intentional injury, neuroleptic malignant syn-
A=ame?, photosensitivity reaction,

el by and

Urogenital System—Frequent: urinary frequency; Infre-
quent: abortions, albuminuria, amenorrhea$, anorgasmia,
breast enlargement, breast pain, cystitis, dysuria, female
lactation?, fibrocystic breasti, hematuria, leukorrheat,
menorrhagia®, metrorrhagiag, nocturia, polyuria, urinary
incontinence, urinary retention, urinary urgency, vaginal
hemorrhages; Rare: breast engorgement, glycosuria, hypo-
menorrheaZ, kidney pain, oliguria, priapismi, uterine hem-
orrhages, uterine fbroids enlargeds,

# Neuroleptic malignant syndrome is the COSTART term
that best captures serotonin syndrome.

+ Personality disorder is the COSTART term for designat-
ing non-aggressive objectionable behavior.

£ Adjusted for gender.

Postintroduction Reports—Voluntary reports of adverse

events temporally associated with Prozac that have been re-

ceived since market introduction and that may have no cau-

sal relationship with the drug include the following: aplastic

lose (single or multiple drugs) include coma, delirium,
ECG abnormalities (such as QT interval prolongation and
ventricular tachycardia, including torsades de pointes-typ
arrhythmias), hypotension, mania, neuroleptic malignant
syndrome-like events, pyrexia, stupor, and syncape.
Aninal Experience—Studies in animals do not provide pre-
cise or necessarily valid information about the treatmentof
human overdose. However, animal experiments can provids
useful insights into possible treatment stratrgies.
‘The oral median lethal dose in rats and mice was found
be 452 and 248 mg/kg respectively, Acute high oral
produced hyperirritability and convulsions in scvmﬁlﬂ-
mal species. :
Among six dogs purposely overdosed with oral fluoxeting
five experienced grand mal seizures. Seizures stopped im- |
mediately upon the bolus intravenous administration ofa
standard veterinary dose of diazepam. In this short-term
study, the lowest plasma concentration at which a seizn
oceurred was only twice the maximum plasma muumh-
tion seen in humans taking 80 mg/day, chronically.
In a separate single-dose study, the ECG of dogs ;v:nhd\,
doses did not reveal prolongation of the PR, QRS, or QTis-
tervals. Tachycardia and an increase in blood pressure wers
observed, Consequently, the value of the ECG in predicting
cardiac toxicity is unknown. Nonetheless, the ECG shoull |
ordinarily be monitored in cases of human m‘enioeetlh
M of Overdose).

anemia, atrial fibrillation, cataract, cerebral lar acei-
dent, cholestatic jaundice, confusion, dyskinesia (including,
for example, a case of buccal-lingual-masticatory syndrome
with involuntary tongue protrusion reported to develop in a
77-year-old female after 5 weeks of fluoxetine therapy and
which completely rEsa]v:d aver thc next few months follow-
ing drug disconti ), aosinophilic p epider-
mal necrolysis, erythema nodosum, exfoliative dermatitis,
gynecomastia, heart arrest, hepatic failure/necrosis, hyper-
prolactinemia, hypoglyeemia, immune-related hemolvtic
anemia, kidney failure. misuse/abuse, movement disorders
developing in patients with risk factors including drugs as-
sociated with such events and worsening of preexisting
movement disorders, neuroleptic malignant syndrome-like
events, optic neuritis, pancreatitis, pancytopenia, priapism,
pulmonary embolism, pulmonary hypertension, QT prolon-
gation, serotonin syndrome (a range of signs and symptoms
that can rarely, in ‘its most severe I‘ﬂrm resemble neurolep-
tic t syndrome), Stevens-Joh syndrome, sud-

Management of Ouverdose—Treatment should consist. (\,
those general measures employed in the managementef

overdosage with any antidepressant.

Ensure an adequate airway, oxvgenation, and ventilatim
Monitor eardiachythm and vital signs. General suppartive
and symptomatic measures are also recommended. Indus-
tion of emesis is not recommended. Gastrie |avags with
large-bore orogastric tube with appropriate airway protee
tion, if needed, may be indicated if performed soon aﬁam-

gestion, or in symptomatic patients. ¢
Activated charcoal should be administered. Due to the lag
volume of distribution of this drug, forced diuresis, dialysis,
hemoperfusion, and exchange transfusion are unlikely tobe
of benefit. No specific antidotes for fluoxetine are known
A specific caution involves patients who are taking or have
recently taken fluoxetine and might ingest excessive quan- |
tities of a TCA. In such a ease, accumulation of the paret |
tricyclic andfor an active metabolite may increase the pos
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sig-niﬁcant sequelae and extend the time
bservation (see Other Antidepres-

animals, which may not be relevant
& eﬁne.induced §eizures that fail to remit
f ,nay respond t0 diazepam. i#k ;
0sage, consider the possﬂn‘hty of multlple
ot The physician should consider contacting
mel " enter for additional information on the
y overdose. Telephone numbers for certified
cente’

rs are listed in the Physicians’ Desk Ref-

ADMINISTRATION

ial Treatment—In controlled trials used to

efficacy of fluoxetine, patients were adminis-

doses ranging from 20 to 80 mg/day. Studies

etine 20, 40, and 60 mg/day to placebo indi-
mg/day is sufficient to obtain a satisfactory an-
response in most cases. Consequently, a dose of

P inistered in the morning, is recommended as

'may be considered after several weeks if no
‘o rovement is observed. Doses above 20 mg/day
1 inistered on a once a day (morning) or b.i.d.
morning and noon) and should not exceed a
dose of 80 mg/day.
or antidepressants, the full antidepressant effect
ed until 4 weeks of treatment or longer.
other medications, a lower or less frequent
1d be used in patients with hepatic impairment.
Jess frequent dosage should also be considered for
(see Geriatric Use under PRECAUTIONS), and
with concurrent disease or on multiple concom-
cations. Dosage adjustments for renal impair-
o not routinely necessary (see Liver Disease and
ease under CLINICAL PHARMACOLOGY, and
Patients with Concomitant Illness under
TONS).
e/ Continuation / Extended Treatment—TIt is gen-
that acute episodes of depression require sev-
aths or longer of sustained pharmacologic therapy.
-the dose of antidepressant needed to induce remis-
ntical to the dose needed to maintain and/or sus-
mia is unknown.
sing—Systematic evaluation of Prozac has shown
antidepressant efficacy is maintained for periods of
eeks following 12 weeks.of open-label acute treat-
(50 weeks total) at a dose of 20 mg/day (see Clinical
CLINICAL PHARMACOLOGY).
sing—Systematic evaluation of Prozac Weekly
that its antidepressant efficacy is maintained for
of up to 25 weeks with once-weekly dosing following
eks of open-label treatment with Prozac 20 mg once-
ever, therapeutic equivalence of Prozac Weekly
once-weekly basis with Prozac 20 mg given daily
time to relapse has not been established (see
ials under CLINICAL PHARMACOLOGY).
sing with Prozac Weekly capsule is recommended
ted 7 days after the last daily dose of Prozac 20
INICAL PHARMACOLOGY).
ry response is not maintained with Prozac
nsider reestablishing a daily dosing regimen (see
ials under CLINICAL PHARMACOLOGY).
ve-Compulsive Disorder:
Treatment—In the controlled clinical trials of
supporting its effectiveness in the treatment of
e-compulsive disorder, patients were administered
ily doses of 20, 40, or 60 mg of fluoxetine or placebo
Clinical Trials under CLINICAL PHARMACOLOGY).
e of these studies, no dose response-relationship for ef-
ess was demonstrated. Consequently, a dose of 20
administered in the morning, is recommended as
dose. Since there was a suggestion of a possible
sponse relationship for effectiveness in the second
dose increase may be considered after several
insufficient clinical improvement is observed. The
apeutic effect may be delayed until 5 weeks of treat-
onger.
bﬂ‘{e 20 mg/day may be administered on a once a day
ning) or b.i.d. schedule (i.e., morning and noon). A
0ge of 20 to 60 mg/day is recommended, however,
Ot up to 80 mg/day have been well tolerated in open
0f OCD. The maximum fluoxetine dose should not
80 mg/day.
h the use of Prozac in depression, a lower or less fre-
dosage should be used in patients with hepatic im-
t. A lower or less frequent dosage should also be
ered for the elderly (see Geriatric Use under PRE-
HONS), and for patients with concurrent disease or on
concomitant medications. Dosage adjustments for
‘Hpairment are not routinely necessary (see Liver Dis-
a4 Renal Disease under CLINICAL PHARMACOL-
Use in Patients with Concomitant Illness under
UTIONS).
"Ce/ Continuation Treatment—While there are no
& ehc studies that answer the question of how long to
Prozac, OCD is a chronic condition and it is rea-
10 consider continuation for a responding patient.
the. efficacy of Prozac after 13 weeks has not been
Nted in controlled trials, patients have been contin-
€rapy under double-blind conditions for up to an
"' 6 months without loss of benefit. However, dos-
: tments 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
fuoxetine 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 of Prozac 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).

Maint / Continuation Treatment—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 be periodically reassessed 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 from 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%) - 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 debossed on opposite side of 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

3004 and 90 mg on the body.
NDC 0002-3004-75 (PU3004)-Blister package of 4

*Fluoxetine base equivalent.

##Protect from light.

+Identi-Dose® (unit dose medication, Lilly).

iDispense in a tight, light-resistant container.

§FlexPak™ (flexible blister card, Lilly).

Store at controlled room temperature, 59° to 86°F (15° to
30°C).

ANIMAL TOXICOLOGY

Phospholipids are increased in some tissues of mice, rats,
and dogs given fluoxetine chronically. This effect is revers-
ible after cessation of fluoxetine 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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body of the capsule, imprinted with Lilly on the cap, and-

Dow Hickam Pharmaceuticals

for product information
see Bertek Pharmaceuticals Inc.

DuPont Pharma
WILMINGTON, DE 19880

DUPONT PHARMA

Chestnut Run Plaza, Hickory Run
P.0. Box 80723

Wilmington, DE 19880-0723

(302) 992-5000

Address all product-related inquiries to:
Medical Affairs Department

For Product Information/Adverse Drug
Experience Reporting, call

Product Information

(302) 992-4240 or 1-800-474-2762

COUMADIN® TABLETS B
(Warfarin Sodium Tablets, USP) Crystalline
Anticoagulant

COUMADIN® FOR INJECTION B
(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 C,oH,5NaO, and its structural for-
mula may be represented by the following:

: /O©
Z

ONa

—Q) I

CH,COCH,

Crystalline warfarin sodium occurs as a white, odorless,
crystalline powder, is discolored by light and is very soluble
in water; freely soluble in alcohol; very slightly soluble in
chloroform and in ether.

COUMADIN Tablets for oral use also contain:

All strengths: Lactose, starch and magnesium stearate

1 mg: D&C Red No. 6 Barium Lake

2 mg: FD&C Blue No. 2 Aluminum Lake and
FD&C Red No. 40 Aluminum Lake

2-1/2 mg: D&C Yellow No. 10 Aluminum Lake and
FD&C Blue No. 1 Aluminum Lake

3 mg: FD&C Yellow No. 6 Aluminum Lake,
FD&C Blue No. 2 Aluminum Lake and
FD&C Red No. 40 Aluminum Lake

4 mg: FD&C Blue No. 1 Aluminum Lake

5 mg: FD&C Yellow No. 6 Aluminum Lake

6 mg: FD&C Yellow No. 6 Aluminum Lake and
FD&C Blue No. 1 Aluminum Lake

7-1/2 mg: D&C Yellow No. 10 Aluminum Lake and
FD&C Yellow No. 6 Aluminum Lake

10 mg: Dye Free

COUMADIN for Injection is supplied as a sterile, lyophi-
lized powder, which, after reconstitution with 2.7 mL sterile
Water for Injection, contains:

Warfarin Sodium 2 mg/mL
Sodium Phosphate, Dibasic, 4.98 mg/mL
Heptahydrate
Sodium Phosphate, Monobasic, 0.194 mg/mL
Monohydrate
Sodium Chloride 0.1 mg/mL
Mannitol 38.0 mg/mL
Sodium Hydroxide, as needed for pH
adjustment to 8.1t0 8.3

CLINICAL PHARMACOLOGY

COUMADIN and other coumarin anticoagulants act by in-
hibiting the synthesis of vitamin K dependent clotting fac-
tors, which include Factors II, VIL, IX and X, and the anti-
coagulant proteins C and S. Half-lives of these clotting fac-
tors are as follows: Factor IT — 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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