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PDR.net 
Content and 

Features: 

Physicians' Desk Refer. 

More than I 0,000 full 

articles from Medical Ee 

Company publications incl 

Medical Economics®, Patient 

and much more ... 

Free MEDLINE/AIDSLI 

CANCERLIT 

PDR.net for Consumer! 

PDR's GettingWell Network•M 

Online CME/CE 

II Medlcal Economics Company 

"'Access to the rvll, proressional version of the PDR.~ on 

PDR net is kee for practicing US -based physicians and 

physician assistants Consumers can access drug infor­

mation from th!! PDA Fnm,I,, r,,,,;,4,. rn p,,.<rriMinn f'!n,nr" 

I llllll lllll lllll ll]f lJilllllr11llmr~1111111111111111 
1000142762 

The Official 

Home of 

BOSTON' MASSA<' ll US ETTS 

2000 
___ _ .. .. ~,,,,LH.,......,,11 v1.:,1L u,e u11e s1ce 1nat 

offers the most - the PDR,net Supe1·site. Sponso1·ed and 

maintained by one of the most 1·espected names in health 

G11·e, you can access the Physicions' Desk Reference''' ilS well as 

thousands of prnfessional healthca1·e a1·ticles from the pages 

of Medical Economics Company publications, Physicians also 

benefit from online CME, daily medical news frnm Reute1·s, 

and Stedman's Medical Dictiona1·y. Co175umers can take 

advantage of the PDR Fomily Guide to Prescri/Jtion Drugs·•·, daily 

healthca1·e news frnm Reute1s, as well as PDR's Getting Well 

f'1etwork - individual, disease-specific sites covering alle1·gy, 

a1·th1·itis, b1·east cance1; dep1·ession, hype1·tension, osteopornsis, 

and Cilt' infection/oli1.is media. 

From the office, your home, or the road, the healthcare 

information you can trust is always within your reach. 

' 

I 



PDR® 
54 
EDITION 

2000 

PHYSC · 

REFERENCE® 
Senior Vice President, Directory Services: Paul Walsh 

Director of Product Management: Mark A. Friedman 
Associate Product Manager: Bill Shaughnessy 
Senior Business Manager: Mark S. Ritchin 
Financial Analyst: Wayne M. Soltis 
Director of Sales: Dikran N. Barsamian 
National Sales Manager, Pharmaceutical Sales: Anthony Sorce 
National Account Manager: Don Bruccoleri 
Senior Account Manager: Frank Karkowsky 
Account Managers: 
Marion Gray, RPh 
Lawrence C. Keary 
Jeffrey F. Pfohl 
Suzanne E. Yarrow, RN 
Electronic Sales Account Manager: Stephen M. Silverberg 
National Sales Manager, Medical Economics Trade Sales: Bill Gaffney 
Director of Direct Marketing: Michael Bennett 
List and Production Manager: Lorraine M. Loening 
Senior Marketing Analyst: Dina A. Maeder 

Director, New Business Development and 
Professional Support Services: Mukesh Mehta, RPh 

Manager, Drug Information Services: Thomas Fleming, RPh 
Drug Information Specialist: Maria Deutsch, MS, RPh, COE 
Editor, Directory Services: David W. Sifton 
Senior Associate Editor: Lori Murray 
Director of Production: Carrie Williams 
Manager of Production: Kimberly H. Vivas 
Senior Production Coordinator: Amy B. Brooks 
Production Coordinators: Gianna Caradonna, Maria Volpati 
Data Manager: Jeffrey D. Schaefer 
Senior Format Editor: Gregory J. Westley 
Index Editors: Johanna M. Mazur, Robert N. Woerner 
Art Associate: Joan K. Akerlind 
Senior Digital Imaging Coordinator: Shawn W. Cahill 
Digital Imaging Coordinator: Frank J. McElroy, Ill 
Electronic Publishing Designer: Livia Udina 
Fulfillment Manager: Stephanie DeNardi 

•hrJ;,■d Copyright © 2000 and published by Medical Economics Company, Inc. at Montval,e, NJ 07645-17 42. All rights reserved. None of the content of this publication may be reproduced, storea in a retrieval system, resold, redistributed, or transmitted in any form or by any means (electronic, mechanical, photocopying, recording, or otherwise) without the prior written permission of the publisher, PHYSICIANS' DESK REFERENCE", PDR", PDR For Ophthalmology", Pocket PDR", and The PDR" Family Guide to Prescription Drugs® are registered trademarks used herein under license. PDR For Nonprescription Drugs and Dietary Supplements™, PDR Companion Guide™, PDR" for Herbal Medicines™, PDR" Medical Dictionary™, PDR" Nurse's Drug Handbook™, PDR" Nurse's Dictionary™, The PDR" Family Guide Encyclopedia of Medical Care™, The PDR" Family Guide to Natural Medicines and Healing Therapies™, The PDR" Family Guide to Common Ailments™, The PDR" Family Guide to Over-the­Counter Drugs™, and PDR" Electronic Library™ are trademarks used herein under license. 

Officers of Medical Economics Company: President and Chief Executive Officer: Curtis B. Al len; Vice President:, New Media: L SUzanne BeDell; V,ce President, CotporalB Human Resources: Pamela M. Bilash; Vice President and Chief Information Officer: Steven M. Bressler; Chief Fina.ncial Officer. Christopher Caridl; Vice President and Controller: Bany Gray; Vice President, New Business Planning: Linda G. Hope; Vice President, Business lntegrarion: David A. Pitier; Vice President. finance: Donna Santarpia; Senior Vice Plesident. Directory SeNices: Paul Walsh; Senior Vice President, Operations: John R. Ware; Senior Vice President. Internet Strategfes: Raymond Zoeller 

@Printed on recycled paper ISBN: 1-56363-330-2 



CONTENTS 

Manufacturers' Index (White Pages) 

Section 1 
Lists.all pharmaceutical manufacturers participating in Pf-{YSICIAN§' Q£$K REFERENCE. 
Includes addresses, phone numbers, and emergency contacts. Shows each manufacturer's 
products. and the page number of those described in PDR. 

Brand and Generic ~ame lpde;x (Pink Pages) 

Section 2 
Gives the page number of e.ach prpdyct bybr,a9d ahd gfJrieric name. 

Product Category lndeX(Bll.le Pages) 

Section 3 
Lists E!/1 fully described products by prescribing category, An overview of the headings 
appears on pages 201 and 20:Z . 

. PrQduct ldentificatio11 Gpide (Grat Pages). 

Section4 
Presents full-color, actual-size photos of tablet$ and capsules, plus pictures of a variety of other 
dosage forms and packages. A(ranged alpfyabetically by manufacturer. · -

Procluct Information (White Pages) 

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

Diagnostic Product lnfe>rr11.;1tiQl'l 
Section 6 
Gives usage guidelines for a variety ofc;omrnon diagnostic: agents. Arranged alphabetically by manufacturer.. • 

1 

101 

201 

301 

401 

3348 

Key to Contolled Substances Categories:, ..... , ....... ;,.: ............................................................................. : .. 345 
Gives the definition of each category and the prescribing limitiations that apply. 

Key to FDA Use-in-Pregnan~y Ratings .......... ;:::····· .. ·· .. ···· .......................................................... , ................. 345 
Provides the exact interpretation of ec1.ch risk/benefit rating. 

U.S. Food and Drug Administration Telephone Qirectory ............. , ........ ; ..... ::.,.• .... : ............ ; .. \ ......... : ... : ........ 346 
Gives numbers of key reporting programs.and information.services. 

Common Laboratory Test Va.lues ............................................................................................... . 
Generally accepted normal values for a selection 8f common laboratory assays on serum, plasrria, and blood. 

Poison Control Centers .......................................................................................................................... 3357 
A national directory arranged alphabetically by state and city. 

Adverse Event Report. Forms ....................... , ....................................................... ·•· .........................•... 
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IJ GLAXO WELLCOME INC P. 1153 RX 

.. 

.. 

16..E-!; c.:irilstcr 
t "O r:.etered inhJIJtions 

Beclovent® 
Inhalation Aerosol Refill 
1 :cc:~m'!th3S0n£! dipropion3te. USP) 

GLAXO WELLCOME INC P. 1153 

t6.=3! em:ister 
;?\I> rqr!:,"&~ inh-a/;,tions 

• _f ~ /r; :J 6.1-g canister 

Beconase<!> 
i,,fta:.=ltion Aerosol 

:L tr~hi;scn? :11;:,ro~l0nGte+ USP) 

GLAXO WELL COME INC ?. 1:!.SC 

25f 

BeconaseA -
Nasal Spray, 0.042% 
I "!"l!lti,;,;,ml! dl_pluµllllla-m, 

~ _9111;;!0) 

CWO ~.Et:LCO■E twC 

250 mg/5 ml 
100 ml 

em'tir.• for Oral Suspension 
(c~ftlrJ.:.;ime exct:1 ~owdcr fer 

er~ suspcnsioo.l 

CiLAXO WELLCOME INC 

250 mg 

sec rr-t 

Cefiir.~ 
7cefu:-o:dm e-.;,:: ct1i t3blets) 

P .. 1157 

RX 

RX 

PRODUCT IDENTIFICATION GUIDE/313 

GLAXO WELLCOME INC P. 1161 RA GLAXO WELLCOME INC P. 1169 RX GLAXQ WELLCOME INC P, 1178 RX GLAXO WELLCOME INC P, 118G 

1_-g 
IV infusion pack 

10-G 
pharm.Jc~' bulk pachage 

Ceptaze> 
(ceft.:?zidime for inject ion) 

L-Grgjr.ine form ulation 

GLA X.0 WELLCOME INC P. 1164 

Combiv~rT,., 
(1nmivudinc/zidovudine t3bicts ) 

150 m_t / 300 m,1 

RX 

RX 

ftX 

GLAXO WELLCOME INC F. 116 7 RX 

---
a.as, per 15 g 

25 mg 

Daraprim@ 
(Qyrimethamine) 

GLAXO WELLCO ME !NC 

28 mg 

Digibind0 Digoxin 
Immune Fab 

[0vine) 

GLAXO WELLCOME INC 

~ 
ITII III 

2~ per 27 g 
Also 31,aiiablc in 50 e; 

P .. 1170 

p_ 1171 

Emge!® 2% 'Fopica, Ge, 
(erythrom_ycin; 

CLAX O WELLCO ME IN C P. 1172 

10 m~/1 ml 
240 ml 

Epivir0 Oral Solutio11 
(l3mivudine oral soluti on) 

GLAXO WELLCOME J~C 

130 me 

Epivir'i! 
(lamlvuClnc table:ts) 

P. 1172 

"" 

RX 

10 ml 

Exosurf Neonatal"' For 
lntratracheal Suspension 
(colfosceril p3lmitate. cctyl alcohol, 

tyl oxapol) 

13-g c:mister 
120 metered inhalations 

Flovent0 220 mcg 
Inhalation Aerosol 

(flutlc;:isonc propion~tc, 220 mcg) 

GLAXO WELLCOME INC P. 1181 RX GLAX Q WELLCOME INC P- 1189 

0.5 mg/17 ml 
Also avJi/Jb/e in 1.5 mg/1 7 mL 

Flolan(l) for Injection 
(cpoprostenol sodium) 

GLAXO WELLCOME INC 

lG g 
120 metered sp(2.ys 

Flovent0 Rotadisk® 50 mcg 
(flut icosonc propionate 

inhalation powder, 50 mcg) 

P. 1158 Al: GLAXO WELLCOME INC P. 1189 

Flonase® Nasal Spray, 50 mcg 
(fluti casone propionat e) 

Flovent~' Rotadisk8 100 mcg 
(fluticasone pro;:iion3te 

inh311.tion _pow der. 100 mcg) 

RX GLAXO WELLCOME INC P. 1186 RX GLAXO WELLCOME INC P. 11S9 

13-g canister 
120 metered inh:!!lotions 

Also J11Ji/:Jb/o in 7. g.g c:;nistcr 

Flovent"' 44 mcg 
Inhalation Aerosol 

(f lutlcasonc propionate, 44 mcg) 

Flovent" Rotadisk0 250 mcg 
(fluticasonc propionate 

inhalvt ion powder, 250 mcg) 

RX GLA XO WELLCOME INC P. 1.175 RX GLAXO WELLCOME INC P. 1186 RX GLAXO WELLCOME JNC P. 1192 

0.051<' per 60 g 
,J,/so araflable in 30 g 

Cutivate® Cream 
(iluticasonc j)mpionate cream) 

100 mg 

Epivir®-HBV"' 
(lamivudine) 

GLAXO WELLCOM~ INC P. ll.GS RX GLAXO WELLCOME INC ? .. .1.17 5 

0.005~. per 15 g 

--QnWo!OlitlmGm.QOO! __ ......,.__.. 

0.005~ per 60 g 
:~/so a~•3ifable in 30 g 

C'-!Uva:Q:e~> ODntmernt 
(fluttcaso nc propion ate ointment} 

/ ., 

5 mg/1 ml 
240 ml 

~pivir"'-HB'o"• Oral Sohlltior1 
(IGmivudinc) 

13-g canister 
120 metered inhalations 

Flovent0 110 mcg 
Inhalation Aerosol 

{flutic ;:isone ;:irop1onate , 110 mcg) 

While every effort has been 
made to reproduce products 
faithfully, this section is to be 
considered a quick reference 
identification aid. In cases of 
suspected overdosage. etc., 

chemical analysis of the 
product should be done. 

I 

1 g/50 ml 

2 g{50 ml 

Fortaz"' 
(ceft:nidime sod ium injcctic n~ 



USANA P_. 3142 R.l VIVUS, INC. P., 3143 RX 

90 tablets 

Chelated Mineral 
Dietary Supplement 

GO soft-gel caps ules 

CoQuinone'M 
Df•'e[Y Supplement 

USA NA 

90 tablets 

Mega Antioxidant 
Dietary Supplement 

90 tablets 

Proflavanol® 
Dietary Supplement 

P. 3142 

P~J!.42 

F. 3142 

While every effort has been 
made to reproduce products 
faithfully, this section is to be 
considered a quick reference 
identification aid. In cases of 

ACTIS"' 
Venous Flow Cantroller 

MUSE"' 
(alprostadil) 

WALLACE LABORATORIES 
•• WALLACE LABORATORIES P, 3147 

137 mcg 

Astelin"' 
Nasal Spray 
(azelastinc HCI) 

RX WALLACE LABORATORIES P. 3151 

r, ~~' 
~-" 

GOO mg/5 ml 

60C mg 

Felbatol"' 
(felbamate) 

RX WALLACE LABORATORIES P. 3151 

400 mg 

FelbatoI0 
(felbamate) 

RX WALLACE LABORATORIES P. 3157 

200 mg 

100 mg,'5 ml 

Organidin° NR 
{guaifcnesin) 

RX P. 3158 

Rynatan° 
(phcnylephrinc tannate, chlorphcniramine 

tanMtc, pyri!3mIne t;mnate) 
25 mg l 8 mg i 25 mg 

Rynatan®-S Pediatric 
Suspension 

(phcnylephrine tannate, chlorphcniraminc 
tannate, pyrilaminc t:innate) 

5 mg / 2 mg/ 12.5 mg/ 5 ml 

Ill 

~ 

11! ~ .... -Rynatuss"' 
(carbetapent.:rnc tannJte, 

chlorpheniramine tannate, ephedrine 
tannate. phenl'!ephrine tannate) 

RX WALLACE LABORATORIES P. 3160 

)/ 

350 mg 

Soma® 
(carisoprodolL 

Rll WALLACE LABORATORIES P, 3161 

Soma° Compound 
(curisoprodol. aspirin) 

200 mg j 325 mg 
c.111 WALLACE LABORATORIES P. 3161 

Soma"' Compound 
w/Codeine 

(carisoprodol, aspirin. codeine phosphate) 
200 mg / 325 m&} 16 mg 

C.V WALLACE LABORATORIES P. 3163 

- -

Tussi-12™ 
(c.Jrbetapcntane tannatc. chlorpheniramine 

tannate, phcnylcphrln e tannate) 
30 mg/ 4 mg/ 5 mg per 5ml 

c-v WALLACE LABORATORIES P .. 3157 

I 

I 
Tussi-Organidin@-s NR* 
(guaifenesin. codeine phosphate) 

100 mg / 10 mg / 5 ml 
(• newly reformulated) 

PRODUCT IDENTIFICATION GUIDE/341 
WALLACE LABORATORIES 

Tussi-Organidin"' DM-S NR* 
{guaifenC'i:sin, dextromethorphan HBr) 

100 mg / 10 mg / 5 ml 

RX 

·n 

RX 

~· 

( · newly reformulated) 

WATSON 
WATSON LABORATORIES INC. 

---
0252* 240 mg 

0251* 180 mg 

0250' 120 mg 

Dilacor XR"' 
(di ltiazem HCI) 

Extended-re lease Capsules 

P. 3172 

WATSON LABORATORIES INC. P. 3174 

Also available in a 21 day unit 
without pl.Jcebo tablets. 

Levora"' 
(levonorgestrel 0.15 mg and 

cthiny cstradiol 0.03 mg) 
WATSON LABORATORIES INC. p_ 3177 -5 mg 

• 10 mg 

25 mg 

50 mo 

Loxitane"' 
(loxapinc succinate) 

WATSON LABORATORIES INC. P. 3179 

12.5 mg 

Microzide'" 
{l,ytjlOChlOIOtlliaz!de)_ 

WATSON LABORATORIES INC. P. 3180 

28-day 

Also 3VJilablc in a 21 d2y unit 
without placebo tabl ets. 

Necon° 0.5/35 
(norethindrone and cthinyl 

cstradiol tablets USP) 
0.5 mg/35 mcg_ 

RX WATSON LABORATORIES INC. P. 3180 

28•day 

Also available in a 21 day unit 
without placebo tablets. 

Necon"' 1/35 
(norethindronc ;:ind ethinyl 

estradiol tablets USP) 
1 mg/35 mcg 

WATSON LABORATORIES INC, P. 3180 

28•day 

Also 3vailable in a 21 day unit 
without placebo tablets. 

Each light yellow tabl12t (10) cont3ins 
0.5 mg norcthindrone m1[l 35 mcg ctflinyf 

cstradiol. Each dad< yel!owiabjet (ti) 
contains 1 mg noretfundome .anil 3? mag 

ethinyl cstrad,ol.. Eacjt wpiltl>mhfet fl) co~ 
tains inert ingredient. 

Necon° 10/11 
(norethindronc and ethinyl 

estradiol tablets USP) 

Designed to help you identify 
drugs, this section contains 

actual size pills and full color 
reproduction of products 
selected for inclusion by 

participating manufacturers. 
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C-nlrWtiOn of 10,000 ng/ml 

FWL4..'1 for li\,,<tiun ,. 1upplil'd a,, a st.-nle li-effi.--dried 

powd,:r ui I, -ml. 11.uit i;l4" via.k w11h cr:ay but}! rubber do­

•ures. ind1nd11Ally ...,._g..i m a can.on. 

Patieal 
Y.clgf:: 

qi 

20 
30 
◄0 10 
50 1.2 

l), or Drug Deli.-ery Rat.-(a,/q pn 
auna~ 

6 8 10 12 u 

IMIQOII Delm!ry Ro~ (mUbr) 

10 I 2 1 ~ 1.7 
11 14 IS 22 2.5 
I ◄ 1.9 2.4 2.9 3.◄ 
lo 24 3.0 3.6 ◄ 2 

16 

19 
29 
38 
-4.8 

I 7-mL Hal cont.aining epopn,slenol 110,hum cqwvelent to 

O.S me 500,000 ng~ carton of l (NDC 0173-0617-00I 

11-ml. ,ial canuurune ~popro.ttnul l!Od.ium eqw,·alent to 

1.5 mg tl,500,000 nel, carton of I INDC 0173-0519-00) 

St.,,. Ille viela of fLOlAN et 15" to ZS'C 159' to 77' FJ. Pro­
tect from light. 

The STERILE DILUENT for FLO LAN is •upplicd tn 60.mL 

I 
ftmt gl.ua \"WI ,nlh ftuoroh"!lUl·Ca«>d butyl rubber dOliun,s 

60-mL ,,al of STERILE DILUE..,-r for FLOL.\.~ tra, of 4 
Ixoc 01;a.os1s-001 • • 

To MOU 100 ml of .. lutiaa wnh 
Jinal CIIIIC!:DlnU. tni,ml.1 of. J)jrecbons: 

3000,wou. 

6000 o,,'mL 

10.000.-mt 

A ... C 

~Wh~ ,cantenta or one Ob-mg vial with 5 mL of STERILE DILUENT for 

to~-..~~ :t. and add to 11118iarnt STERILE DILUENT for noLAN 

~~ ~~f one O 6-mg vtal wtth 5 mL of STERILE DILUENT for 

l'LOUN to:....: =~t~ :..lffita and add 1ullicien1 STERILE DILl'ENT for 

o..i.. aiawnta oltwo O 6- YiaJa 
PLOIAH Wi.....,_ . mg Nell whb 6 mL of STERILE DILUENT ro, 

......,. fill.IN vial CIIDlellCa and add _,-..,_. 
~ 18 ..-a total ol 100 mL - S1'ERD..E DlLl'ENT for 

liaohwanm111 alOOJt 1.5-mg ml with 6 mL ofSJ'EJUJ.E DILUENT 
ILOUH. Widadr.w mbrll vial CIID&eata and add satlia:ieat .,._nn .. for 

ft.DUN•--• total fA 100 mL "'' .......r. DILUENT for 

_,•.lllllirldilr,.._ wlao l'ICllift FLOLAN ~ 

$ 'tr 55 I_, .... 

FLONASEe 
1/fll'no.zl 
(fl~ prop!onat•I 
f\laNISpnoy, 50fflCII 

For lntr•ntsol UM Only 
SHN(E GENTLY BEFORE use 

oESCRIP'flON 
f,1u- prop,onnte th<- llClt .. ~I tf 

:,lual Spnoy. u • f)-nlhc-tic -...i 1'\tl, ~ 
o.am• of $-ftuorom•lhyl 6".9.,-d,Jl-.u~ "-s 
moUl)'l-3-oxo-170 prop1onylmc:yan<1ro&to.1,...,_ ~ 11,. 

l,olhio&l" -l ~ 
flu.- pn;poooat.t to• wruie to Q(f.,.hu, 
moleculorwt1"'1tof500ti. lt" p~ ......... 1 
t.er, C-ly solubl• tn dimethyl 1ulfoude 111d ~ ll .. 
au<M. and s!Jthtly oolabl• ID -th&DOI 111d "-'--::?"-' 
fLON'ASE Xuol SP"'!' 50 mq ao an aq- ~ 
micn1lln• flou<UOM prop1oaa1< ror I.Opl,-j ~" 

to the nual mut'OS8 by meant of • ~ ---:'.""1'>ll 
,pray pump Fl.ONASE :-/a.al ~pn) oloo CIIID •~ 

tryotAlhne c,,llu!OM and t11rbo~th~n.i:-~ 
d~. 0.02 ... ,., boni.alkonium cbJond. pol, 

and 0.25-.,. fw phenylethyl akohol. llld ~•Iii~. 
and7 ~-, 

It ,. n<!ClltllSV)' to pnme tho pump i..r.,,, fim.,..., • ._ 

~ a{ nan·UM! ( I Wfflt or morel An.. IDltiol .,,_;:::, I 

aauaU<,u\ .. ,h .c<WlllOG deJn..,.. 50 aq .;.;;:,: 

pTOp1onate in 100 me of formulallocl lhniqh Ibo 
adapter Eacl> bottle of FLONASF. Nual S~ ..,_._ 1-.l 

-~....i •pn> After 120 motered sin,, die Ul 

ftubcuone pTOP,on&te dell\-ettd po,- - ... i. :-! 
coruuatenl and the urut thould be <h.."<a.Nled IU'" 

CLINlCAL PRARMACOLOCY 

FlutlCaoclOe prop1onat.t .. a •:,ntlwbc, tnJl-llld -
•tero1d with anti-inflammatory actmt) In nu-o daot 
•ponM atad, .. on • cloned human II~~ 

.,-.tcl<D lD.-oMIII! btndut& and pa. ~a&,,taJSO\ 

tt!!pot118 al I 25 and 0.17 nM ro=ntnUons,t11!lfft.'l!J 

Flulln90ne prop,onatt was lhh~rold to 6-.l'old """'!'<la 

than deumethascme u, these ._yo Ow. "- l!it 
McK.on11e vuoconstnctor ~ tn man abo- 111 
rent elucooortico,d actl\~t> ,. 

In prtclinical ,tudil.'tl, llutic:uocw pn>plOOW m...W ID 

g,,.terone-lib activity nmilar to the u1ural _,,_ 

Howr.-er, the <hnic:al 11grufirnnce of 1h findmp,. ,._ 

tion to the lov. plasma levels l!K'<' Phannaro~l • .. 

know-n 
The precise m.duu,.,.m lhroup wbJcl, ftutxamo ~ 

nate alfecta aUergic rh1rubs aymptoOli II not lmo,m C..,, 

C06Wro1d., ha,·e bttn abown to have a ..-id,, f'ID£t of ,6111 

oo .muluple a,JI t.ypet! le.g. ID85t cell,;. ~ -
phils, macropbui;es, nnd lymphocytesl and mooi>tm •t 

b.tstam,ne. eico.anouls. leukotneneo. anti C)1"kiott• • 

vol\«! ID inJ!arnmauon lo ..-.en lriala ID adults, M\."5t 

Na,,al Spray hu d;,cN,lliOO MAI mucooal eo,,nophm a 

66'\ 135'1 for placebo) of pau..ni. and ba,opbil.un m1ffl 

for plac ... bo of patienL, The, d1~ ttlationsbip of._ 

finding,. to lon,:-tenn •ymptom ttlief II out lDffll'1I. 

FLONASE Nllllal Spray, like otner cort1wttN11d.l. II• 

agent that d0t ~ not ha,·• an unmed.iale elfoct oo allsll' 
symptoms: A d<-«ell!l<, tn nasal oymptoma bas bftll lllllH • 
some patient,\ 12 hours al\(!!' initial tttalm<nl WO 
FLONASE Nasal Spray. Maximum booefit .. , Id 11 

reached for ~veral dar-. S,milarh wlwn ~., 

discontinued, aymptnm• may not· ;..tum for M""trel ~ 
~kinetics: Absorption The aru,;ty of FLOSA.'i 
l\asaJ S"!3y i• due to the parenl ~. ftuuca,ant ictpt 

nate. lnclirec:t calculations indicate that ftubCL<ODf pNII' 

nat.e deliveroo by the intra.naaal route 1w an ahlol•11 • 

availability a,·eraging 11!"5 than 2". After 111~ l!llt 

ment of patients with allergic rhm111! for S .­

ftuhCQone prop1ona1Al plasma concrntreoon:;,:::: 

the level of detec:Uon (50 pgflnl.i only -..bm 
doee.. were exceeded and then only m oo:a,10n.l ~• 
low Pluma levels. Due to the 10-,,: bioavailabilitr tr, ~.: 

trana.l route, the ma,onl'i of the ~ lit 
,._ obtained ,.,a other roulft of ad.mirumabol\ ~ ._ 

mg oral dosina of radiola.beled drug have demon>uwi,il -
811t1caaone propionate 1a highly eruacted from .-: 111 
aheorption 111 Im:'· Oral bioa, a1labtlity II oeglipblt ~ 
majonty of the mrulatina: rad1oacfo1tv is due 1o 911 

metabolite . .. 

~: . ~ollowing intravenou admJAI!~ ti 
~ dispoattion pbue for 8utiauone prv~lill" 

• .._ and CIIDSiatent with ,ta high lipid IOluhili1Y 



r 1Nf0Rf-4ATION 
l'flooUC 
:::---::. ,,t cb,fril,ul- •YffaC<d • 2 I~ 11,., 

~ 11W loU<O .. M --- bound to lwmAA 

~ ol •"'.pd 911, ••th no olw1<> .. '°"""''" 
~~ ~----u,....i ..... 
..-~ .. ~ IIIJd 6"17 oqwlihutH ho. 

,-;,,;t,11 _,""' anJ ~ Flut-., pn,-« ,. 
....- ..,, ,h· 1,ound tohum,1n lrlln-rtto 

_. ~ ~ t4UI blood c~ or flu=- prvp­

~ 1 • ...,...,, IOOJ -.L/mulJ, ,.1th ronal <~ 
..,.tr I< fur 1- Lh.us o.cri• ur I.he l<X~l Th. only an:u­
...-,::!i.,,.i. Jct<<W<I LD man ,. I.he 1711-<:arboxyhc end 

bid of dul.lRIOD~ prc>pionat• •b.ich •• formf'd 

ddt.atinlho ,,..,- P<50 3.\1 peth,.ay. Tlua inactn 
~ .. hA<I app,vX1n"1lal1 :lOOO UIIIN t ... el!in,ty than 

,o,tob'- •• drus f<r ~ cluco<0ruro,d ....,.,,..,, •f human 

•~..,....,..,and -1,pbl~ ~ acu,uv 

rune JDdl ttudtt.-.. Odwr met.oboLtn cktt,.ud 1n ,,tro \la.lftf 

;::'...i h\ltMD b,-p.,wma «•Ila h.o•c nul i,,,.n deu,cu_'CI In 

...,._ ult>~ dnic ,ntcrvtlon otudv, coednuruatrallan 

In• mlly inh.akd ftutic.asoot• prop1onai4.~ t500 mcg ,w1u 

t;: one! rrylbrom)an (383 tr1J thn,,• umes do,lyl did not 

16«' Bu•-prop,on,a~ phanoacoku,.-tx. 

In • drut mt,rvtJ<>n >wd}· coadmuw1"'uoo of on,Uy 1n• 
i,alfd nuuce10n• propionate t 1000 m<s, 6 1Jm01 tho mo,a 

..-daJy ,no-aoa.al d_, and ketoconuolo <200 m& once, 

dAlb> -,Jud Ill 1ncn-uN! auua,- prop,onat• -· 
t,ttW04- • t'l-dudJM 1n pla.ima ccn·tu,ol AUC. and no tfrt."Ct 

00 unll,BJ'Y -.-.ct't'ti~ or comaol 
,_-, foll_,DC ,ntra,·•nou• doo,,.., ftulica,,(lne propl­

..,. ... ,boud poJyT,pon.oLi&l lineba< .,nd had a trnrunal 

0
i,m,n1t1on half-life or opprox1maioJ.y 7.S houro Leo than 

6• of 1 ,ad,olabeled oral d- wu OXl!N'l.ed m th• urine a, 

..,._..i.,~••·• ,. th th<· .-.,mamder Uettlffl in Lh feces 

pennl dru, and ~t.,bohlb.. 
ap.cial Populahont, fluhctU10ne propionote """' not stud 
iod tn any ,p,oal populetions. and no t<·nder-epocific phar­

--u, data bin. boffl ohlamed. 
~namics• In a tn.al lo evaluou the po1rnt1lll •J' 

lotl>I< and topical effi..,t, ofFLONASE NnKlll Spray on aller­

pc ,tunim •yniptom,, Lhe ben,•flc.. of comparabl,· drug blood 

1,ffb productd by PI.ONASE Nual Sp"'y and o"'I ftutiai 

- prop1onnte w,,.. compo~ The d00t"8 usro ,.,.,., 200 

a,cc of F'LONASE Na,nl Spray. the noul apmy v•h•de (plu• 

-1 plaa,ho~ and 5 and 10 mir of om ftut1CUODe propronalr 

fpl1>1 rui..al •pray ,-..luclel per day for U day•. Pl"""'" levela 

_., undetfflnblo in the m11.1onty of pnti~nlll aftor mtrnnn-

111 dooing, but preM!nt at low le,-els m lh• ~•nty all,r 

-1 doo,ng FLONASE Na.al Spray wu 1qin,licantly mort 

.a,dive 1n n..:luC1Dg aymplOnls or alfo,ric rhimlll than ••· 

d,er th,, oral fluticuone propionate or the nasal ,·eh.iclo 

ftit trial dtmonstrat,..:I that th• the,..peut1< otrec1 of 

,r.oSASE Na,al Spray ran be attnl>utA.'CI lo the 1op1cal er 
~ of ftuticnoone prop,onnto. 
lia-,..r tnal. the poiential •yatemic •ffl.ru, ofFLONASE 

~ Sp"'y on Ille bypothalamic-pitwt.11")·•adn-nal <HPAI 

wre also Mudied 1n alll'l'l,~C polienta. FLONASE Naaal 

gt•·•n a• 200 mfi once daily or 400 mcg twice daily 

Clllllpared with pl4«.bo or oral predni110ne 7 5 or 15 m1< 

i!Ml m the morning. fLO:,/ASE Nasal Spray at e11hrrd­

iir 4 ,..,.ks did not afft<:t the adrenal n,sponBc to 6-hour 

~Lil 111mulalion. while both do;.c1 of oral proonisono 

ipi&antly .-.,due<'d lh,· ""'""""' IA> CO.)ntropin 
Trials: A t<>tal of 13 mndomiu-d, double-blind, par• 

multi<Pnlu, ,·ehich•-cootroll,,d clinical I-rials were con­

ia l.bt L' 011«1 Stal<'S in adulis and pediatric patienla 

of age and older) with sea.,onal or J)<'reMinl allergic 

Iii, The trial• included 2633 odulta (1439 men and 

JN)lllffl with a mean age of 37 years , range, 18 to 79), 

,A .f.10 adoll'!Cenla 1405 boy• and 35 girls), m•an age 

4 (ran,,,. 12 to 17), and 500 children {325 boys and 175 

i-a,, of9 /ran,e, ◄ to Ill were also studied. The 
raciald11tribuuon was 89't white, ◄•· black. and 7"­

n- tri411 evalualNI the total nnsal symptom scorea 

CDl,IIS) that inrludod rh1norrltea, nun! obotruction, aneez• 

lii'ad nual itching m Jrno,,,-n allergic pallents who wen, 

for 2 to 24 weelu Subject, 1reated with FLONASE 

Spray exhibited 1ipificantly greawr decreases in 

lhan ~ic:w placobo-lrealfd patienl1. Naaal mu=al 

ud N>Oinophil• were al10 redu~ at the end of 

in adult 1tud1es; however, the clinical significance 

flaa- II not known. 
na 11cruficant cWrerences betwten ftubcuone 

recimene whether administen!d u a single daily 

mq (two 50-mq sprays in each noatrill or u 
SO.mer ,pray in each oOlllril) twice daily in six 

A d•ar d011e ~ could not be identified 

la - trial, 200 mcglday was alighUy more 

IO mqJa,y during the lint fnr days of tttat• 

, 110 dill'ennce WU Nen. --IIG, ~blind, parallel. vehicle-controlled 
in 1191 palil!Dta ,nth pen!DDiaJ DOIi• 

,,_ biala ..-.Juac.d the ~t-rated to­

- (DUal obltrud,ion, poetnual dnp, 

JllilDCII cnaled for 28 daya of double-blind 
4111 al the 3 bia1a fw 6 1111J11thl of open-label 
Ii ti.. criala ___,.ted that peuenu 

N..i Spra, ai a dole of 100 mt1l 

1Wietice0, Jlipi&cant ~ ID to­

- -panel with patienta treated 

...... Mal& patienla _,be~ 
nsi- (two 60-IIICI apraye UI 

__ r,. ........... ~ .. 

GIJ\XO WELLCOME 1185 

-.. ........ s, ........ 100 
oprny Ill OMii -•nl t•~-<I~ hob dolly C- 0mcg 

lnd,widua1 PJ1lwn•- w 11 
and d1fr1~a - 1 

l'I.Pl'f\('l\C8 • vanab&r- ume to CNINl 

doubl.blit>dt ~ol •-plom f-1iel In 4 ,____ 

nn.lo n...i-•-~rollad -•U. ,rroup •IJ.,pc ,t,,. 

___ ,_..., riodicallv tor ,rideo<i' of ('andida ID· 

..i-td bo="v I"' • thto naMI murosa 
~oroth<r""°"Gfad•~•lftcUOD 1Ca1 

f1.,()NA.SF. Nual Spray ahauld bo ua«I "t1:;,:'."infrc• 

all. i.n p:tillfflU • th IM"IIVt' or ~nt u 
t lOCl;, un,,..i,;1 local or •1Jlk=I' funpl er boctnw °' •Y•· 
h uur ,'\ral rnf(.'1(1.on> or r-,ru1t1" tnfortk,m. or onal.u hrrp.~ 

turnri1~., 
111,QQi '- Mud.&W of s-1 M"Tltl m "" OU1dou ... 1r,• 

Mtu.nc lpurk 11tudu~t ll ck .a.I r par 

'''°Att-d •u~-t•com~ ~~:~ 1!. n11 , :u!': :! 
IOOII U 12 bou,- Afl.r U-.U..-nt wtth lOC). doN, of 

FLO!',ASf; N-1 Spra) M.UJmum •W..• may =-en! 
dav- Plb,•nt1 "'ho hl\f ....-pond('(! may be ablP to be, mat4• 

wnod <aftn 4 IO 7 day11 on 100 -1cby lone"""'' 111 Md\ 

s.c.,_ or tbr Lllh,bttcl)' ,t!,-ct <>I tortJ<u.1<21 tdt on wound 
h<ahnc, pt,IWDla who hon~ N<CDI uaoaJ ..-puJ 
ulcrn. nuaJ 1Uf1CII"''), or na&al tnumA ,huu1d not UM • DA· 

aal con1t'Ollho•ro1d until hc-.aalma hM de.Olm-cl 

I 
Information t-o, Petfentt Pali"nh bP1n1 trt'Alrd .-1th 

FLOSA.<;F. N-1 Spray ohould -~ the folk,..,ftl: m!ur­

tnahon and inUn&tt10n11 Thi• mfonn.1t10n t1 lnu-ndN.l to kid 

lht·ru ,n lht' 14(, and tft~'<11vr U!K' ot lhia nwJ1aa.uon It a 

- • .i..,io.,,,. or all _,ble advoroo or 1011.ndNI drt<t• 
Pat ... ntt •hould brr, warnrd to a-.okl npat"ufl'! 14 duck:l'ftpn 

-tnlOIIC9daiM. . 

Ptd11tnc pau,~c.. 14 )IN.ff of •kt' and ulrlff ,.huuld be 

atartfld w1t.h 100 mqr lone i,pray in eMh no.tnl once-a4ly, 

Tn.tment w,t.h 200 mq ti-..o 1pray11 m Mith noiotnl ont» 

daily or...., 1p,.y ,n -h ~I .....,. dady1 aho,11d be ro­

><·rvod (or p,,d,atno pollrnu nol adequntely rnpond1nr IO 

100 mq d■1l)· Once, adoqua1t ..,n,rol ,a ach""'od the doa 
~ •howd I,, d...,.._..., lo 100 mrt fom P"'l in • di ,.,.. 

trill diuly 
Mn"mum IJ>lnl dmly do.Ill Ahould not <'11tred two ,p,,.ya ,n 
tach noatnl I tolal .S-, 200 mqlday1. Thrrt ii 0<1 ov,den<e 

tru,t UCl'!eolWI( the N- mmended d_, L II\Of1' •11"•<"11•~ 

lNOJCATIONS AND USAGE 

fLONI\SE Na.al Spray• md1<aled for too mana11<monl or 

the -1 •ymp<oma of~ and prn,nrual ali.rpc and 

nonollo,rpc rh1n1110 m odulta and ped1atnc pat,, nu ◄ yoano 

or •R• ruul oldt•r 
Saf.-ty and tfr"Cll,·enOII of FLONASE Nual Spnty Lil chi!, 

dnn below • -,w of~ hav• - bMn adequatolr eoub­
hshed 

COt-TRAlNDJCATIONS 

FLONASE Xa.al Spray ia cont.ra.u1d1cat.ffl ,n pellenu with 

a h)·pe,,.,n•111vity to a.ny of 1lll mgredienla.. 

WARNINGS 
Tho .-.,plattmont of• •)'OUmic cort>co.l<,,01d wtth a topical 

cor11c .. t.ern1d tlln IM- ne<ompen1NI by 1ian• of adN>Ml IMU(• 

ficil'ney, and in add1hon sorno pntienl• may expcnenru 

oympco11111 or ,.-11hdn"al, •-11·· ,..n1 and/or mUM:Ular pain, 

La. ,tude, and dop,-,on Pall~n1a p""'1olllly 1roai,,d for 

prolonRl.'d Jl(·nod• Wllh 1yguem1< oort1c:ootero1dt and tram,. 

fen-ed to topical rort,...,.lenud• t.hould be can,f\Jlly mon1• 

tored for acuu- adnmal 111 "\l.ffinmcy m R"ponse to ~tl"b$ In 

thooo paaento who have ■,thmn or oth,,r d,nical <0nd1baru 

requ1nng lon~-krm •Y•IJ'l1ll< e<>rllC01<tN01d 1nonlmf'llt.. too 

rapid• detn-llN Ul •> i;temic eorttC'OSl('oroKl.1 mav cau~ a .... 

'""' Ull<t'rbellon of 100,r oympc,oua. · 
Tho concom1lt\nl UM" of mtn1J\A11al cor1,co,,~1d1 with othor 

U1h.olNI cort1cootor<>KII could 1nm,u,, tho ri,k or •ign• or 

symplom. or hypoffllru. , ,m and/or auppt't"-...on of the HPA 

axia. 
Paltl'nt. who nre on 1n1mun08uppre1t!ii8nl drup 11ro, more 

•u.,.J)Uble lo mf,cuon,, than h, althy 1ndmdua1A. Chicken• 

pox end =••k,,. for ♦lWDplo. C&D have a mon, ,orioua or 

even fatal cou,.... m pallonla on ,mmul\Ullupprtlrinnl d...,. 

of corucost.eroid•. In ,uth pol1enlll who ha"• nol had lhe&C 

ciue,,...s, parorular atre should be t.a.l,,en lo a,-oid t xpo.uro. 

How the dOIO, route. and duration of cart1co,1cro1d adaun­

istrnl,on oJfecta the n•k of developing• di>,seminnl<'d inf,oe­

tion 11 not known. Th• contrihutioo of the undrrlymg ch&--

• ...., a.ndfor pnor cor11coouro,d l.ftntmenl lo thf' n,,k IS a1Ao 
nol known If expOS«l to cht,krnpox, prophyla>.i> with ,·or­

icella zoster immune alobuhn IVZIG) may oo indtc.alod If 

expooed tn m-les, prophylaxit ,.,th pooled 1ntramW1Nlar 

immunoglobuhn UGI may be 1ncbcaud. IS- the tUp,mve 

package insert.I for complete VZIG and IC prescnblng info,. 

motion). If chlcltenpox do.,eJ0111, trNlmenl w11h anovual 

ageni,; may be coraide~ 

PRECAUTIONS 
Genacal: Rarely. immediate h>iiorsen,1tivity J't'aclJOI\$ or 

contact dermatitis may oocur afttr th• adnum•lrahon of 

FLONASE Nun! Spray. Rnro m1tsncc, of whoeirng, no.snl 

,;eptum perforation. rataracu, alaucoma. and increased m• 

traoculnr p.-un, ha-, been reparted foU09o'inc w 1nln• 

nasal application of corlicostero1ds, ,nrlucbng flut1cn:JOn& 

prop1ona1A?. 

or fflt'OJlilMi and_ 1f ~. t.o contuh t.~1r phy,1oan •1th 

out dt·lay . 
Pa1,.nt.1 •'-Id u.< fLOSASE Su.al Sprat al ..,_.1., In· 

tt-rvat,.,. cL-"'<'t..d iiinC¥ ,t,. t:ff«ti'\:1':fH"U deptnds oo ,ta rec 

ul1U' U,,4' A dfriCJ't>ue in nuo.l 1ympttmu1 may ,JCCUT aa MMm 

u 12 hou~ an, r ,t.uting lh•rapy ,.,th t'LONASF. Nual 
Spray Re.ult., ln .,.."t"T'al dinic:al tria11 tndiatl4- sututacall) 

tigruflcant 1mprnvtmf'nt wn.lun Ow fi.rtt da~ or two of tl?tlt­

m1•n1, howw,,,, the full benefit of t'LONAl!t: Na .. 1 Spray 

may not ht, athit•·ved untJI \N!atmf'nt has beC'n 1dnunl1t4!ffd 

ror lt"\'t ra) day. ,,.. petu nt ,hould Ml lncre.uP 11w, Pft"' 

ocnbod d-but <hould t<>O'-"rt tho phywiclan ,r I) mplomo 

do nut iruprovi:- or if I.ht' condiUtan woMk.•nH. PoT 1he propi. l' 

use of lhe n.ual !;pray and to JlUam maxtmum ,mp"°"e'" 

monl. the paUPlll .bould read •nd folio,, rareCully tho pa, 

uenl"• mstn1ct10111 accnmpany,nr the procluci 

Drug lnterac11ona! In o placcbo-controllrd, c-roMO\"l'r ,tudy 

in f1~ht bt-allh)' \"OlunlN·n:. toadminu,trabon of a un1tlf' 

d- of orally 1nhal,d ftuucuon, propionat~ (1000 mcg. 6 

llmu thP mtunmu.m druly intrannao.l d~) with mult.Jplt 

d01!t"8 of kdoconazol~ 1200 mR> to 1teady •lntt> .,..ull<'d m 

~ fl)f'•n flutiau!oo,.. propeonat.to cenn:-ntn110ru a rto­

durt1on m pla•ma COJ11M1I AUC, ond no d,<1 on unnary n 

cn>tion of cort.ll!<ll Tiu• 1nteract1on may b, due I.a nn mh1b1 

tlon uf the oytochrom~ P450 3M -) me ,y.stem hy kcto­

conaiole. wh1th ia aho UM rou~ o( meuboham ~f 

ftut1cuon" prop,onotc No drua 1n1.tract..um 11wb~ havc­

lx-.,n conducted with t'LONASF. Na.<al Spray. howrver, can· 
should ho •,wm<ed wlwn 0ubouooe propi<nat.e'" roadmm 

1>t,,l'NI with long-krm kl'toco,uuolc and ocho, kn "'" t · ....,_ 

chrome P460 3A4 1nhib11.a.._ 
<:arcinOjlonaals. MutagonMls. Impairment of Fertility t"lu 
uc.,-ono pn,poonal4' drnM>IIStl'lllrd.., tw,, ,ngenic potenulll 

in m1ce 01 orlll d..,.. up to 1000 mcg,'\1 JepproXJm•iol1 20 

bm•• the mruumum J'!'<Ommended dmly tnlron"""I dow 1n 

adulu and •PPl'Olllmat.ely 10 Llm"6 tho maxunum rorom­

""'ndl!d cwly mlranaaal dose Ill cbddten 011, a mcctm' baaa) 

for 78 weetu. or 111 rnta al mhalnuon d,... up 1o S7 mq/lt& 

•approximalelJ 2 um .. \ht, m•tamum rocommendl'd daily 

intrana,,al d- in adulta and approximately "'IU••alent to 

1b1· manmum ~mtnded daily tnlnnaoa\ d.,.,, ,n chil­

dmi oo a mcglm1 bu•i•l for 10-I wooka. 

Flut.1cuunfl propiGnate did oot mduct pne mutet1on in pro-­

uryotlc ot oukar)-.,t,c ~115 m ,,tro. No 11crufican1 c1 .. 1og,~ 

me efl'ect wu seen 1n culturoo human periph,•ral lymphc>-

1:)'tff ill ,~uo or 1n the mouM> m1cronuclc111 l<.'!<I wh~n ~d­

m,nu.tcrtd al high~> b~ the om or IUbcul&nl'Olb rou•~­
~·urthemtoro, the compound did not dolay ~rythn>blaat d1-

v1Rion in bont marrow, 
So .-.ideoc.- of 1111pamoen1 or fffllhly was obatn·ed UI ro­

productiv~ ,tucbee oonducud ID malo and feau,le rata DI 

1uhcut.ru1N>ua dOON up 10 50 mq;,'kg (1pplVltllllAl•IY 2 1.1m,,. 

lh• maximum r-.commtn.dod doily inlranual d°"" in adult., 

on a mcslm' ba.ona1 Pn.l.alf' wc-i&bt wu sia;n1ficantlJ re-

duet..:I at a ,ubcutaneoua de,,.. of 50 mq:lq 

Prtgn■ncy: THlfOj/tn/, Etf~u: Pregnanoy Cat,gnry C, 

Subculatl..,... 'ltudiM 10 th.• mouot aad rat at 46 and 100 

m~g . ...,.p,,ctively 1appro11muely ~wval•nl to and , 

11m~ tho maxi.mum rccommMdl'd dally ,ntranual dOIO m 

adult., on a mC(llm' bui.t . ...,..pectn-.,tyl n,\'Ollled fetal \atoc-

tt) charartenmc of potent corticoflcroid compounds, u,. 

duding embryonic llTIJwth retardation, omphalocele. clel\ 

palale, and ~ed cranial °""ticatioo. 

In the rabbil, fetal •elebl n-ductian and cleft palate wue 

obter,ed at• 1ubcutanooua doae of 4 mcgl'q <leSA than \he 

ntaxllllurn rtlOOmmended daily lntronaw d011e m adu\\11 on 

a mq/m1 buisl. 

U1e of exce,..,Jt·e doses of corlicoottroid,. may lead lo signs or 

aymptoms of hypercort1cism, 1uppre-i1on of HPA funcllon, 

and/or reduction of growth v~lority ,n cluldren or leenagcrs. 

~-icia.os •hould cJ....,\y follO'II the powth of children ~d 

ndole.cents talung cortico,;t.ero,<b, by any roulc. and v.•tgh 

the benefits or cortico,,t('roid therapy against thr po,mb1lily 

of rrowth suppreai;ion ;r growth appears 110..-ed 

Although sy•t.emic eff'ect6 have been minimal with recom• 

mendt'd dO!lt'• of FLONASE N~al Spray. potential ruk tn• 

ere•- with larger do-. Thl'l'Cfore, larger than re.:om• 

mended d09l-t ofFLONASE Nal>AI Spray thould be a,·oidod 

When u6ed at higher than recommended ~. or in ~ 

indi\"idual• at recommended dO!ell, ay•letnt, corucostero1d 

elf«u 1 uch •• hypercorucism and adrenal suppreesion may 

appear. ff auch changes occur, the ~ of FLONASE Na­

sal Spray ahould be diAOOntinut'd slowly con..ia1enl w1lh ac­

a,ptt'd p~ures for d!ICOlltmutng oral corucoateroid thtt­

apy. 
In clinical 11udies wilh ftuticuone propionate adminiatered 

intranal8lly. the de\telopment o! localmd inffdiolli of the 

nose and pharynx with Candido albtc0n, bu octuned only 

rarely. When such an infeetion develope, il may require 

treatment with appropriate local therapy and di!coatinua­

tion 11ftreaunent with FLONASE Nual Spn.y. Patienu ur 

iDI FLONASE Nual Spray over aeveral montha or longer 

Ho..-1!\·er, no terat~mc elfecu ,,.,re reported at oral ~ 

up \o 300 mcg/kg lopproumat.ely 26 limes the maxunum 

~mmended daily m\J'8J\allal doR m adul\AI on a m<¥}m1 

~st or ftuticru;on• prop10nate \o the rabbit No fiuuc:alo(IM 

propiooalA' was de\4cted in \he plaema in this atudy. t0m<il­

t.ent with the eatabliahed low bioavailabiltly following oral 

adminilUation l-CLINtCAL PHARMACOLOCY). 

FlutiC8IIOIIA.' propionate croued the placenta follo-o.Uli oral 

admiruatrauon of 100 mq/kg lo rau or 300 mct:/kg lO rah-

Continued on next page 

Thia product inlonnation ia bned on \abellng In lfftct on June 
10, 1999 For further ln!Offllation, conuct via direct JT11il. phona. 

or web lite Medlcel Information Glaxo Wtllcoma Inc .. PO Bo• 

13398 Research Triangle Park. NC m09. tt.a>mure 

Prof~on'11 IM1dlcal lnformstlonl. 900.334-00SI ;t:r 
!Cwt- lle9ponN Cente•I 111-TAIJ(2GW 11_.. -

Glaxo we11comeeo,porat• w•Srte _.....,...._... 
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PHYSICIANS· DESI( ll{ft 

i 1NIG..A-"O ',\1;~U~C~OME~:_ ______ 1 ----------=-=-:::=:--r-;n.;:co:vl[NT9 
.._... boo ldet,lillod "- ,-...PP""'..i -o1 flu- (fl.,._­
"""'"""''" an dinlcsl pn<\IP> II«&- th,. .,. "•'""'j lnMI-'""' -' Flonas-COnr. 

btu 1.......,._ • ....i 15 a-, rwp,dlffh &ht, ma.i 

- ,.._,- dall, iAlnAual d- ID ad..lt> OD • 

a<&M·-n,... .,.. .., ~ IIDd -U-..IW at,od,eo ID -

...,. _,._ n.,.,._,.,. __.,..,.i-i.i b,,YMdd""n, 
~Ol\l, i!IIM p,ttn,tw i.,,d&J...W...lho polrlllial 

rid IO Ille r.t ... 
r'lpol'WDI.WW1th nnl ,:ortJc,;»tc,u:hl, ftlDC't" lhrll' int.todu.."1.UIA 

ID pha~ .. oppo,,,,<I LO ph,y,,tol .... , dooN •-t 
!!:al ,.J,mto &ff_,._... IO l<'t&IOC"nl< .ir.cto [NDI _.. 

--. !ban bumam la addiLioa. b«•- then, " • 

natoral - In <Ott~ produrum dmuls P""'· 
llaDC"Y IDlllll WCttUm • iD n-Qw.ff a lowtt nopnou,, ft>l1ico.. 
1tm u1 ct.-.. aaJ aanv win nae nwd torUeattt-1·old tn-•t~ 

_,., dun., P""lrhAJl•'Y 
Nun.tng Moth.,.. h di aot rm.,,-n ..,.hc-theor ftu1Ka.ora... 1uo· 
pt0a.,1- aa eun-c...,d 10 human breul m1lL \\1Mm lnb•u-d 

flutil • prvp,onate tr.U a.d.aaa.r:m.tend ti) NU: •ta 1ubru 
ta,,._~ ol 10 mqlka ,_. UulD 0,,, IDAnmWD ,_,_ 

~ daily ,n~ ci- an adulto on• a,qtm1 ham~ 
naJlOAt t,,·1i:, ..... #JN'l'tfld lft IJw mtlk B«AUM' olher COrtJ 

C'Uel«-IVI~ llff'I r:u.rrlN u, hum.ul aulk. u\uttoa .J\,J\llJ bc­
•••~•,-,d wlwn l'LONA.'iE Noa! Sp.,..y ,. adnum>t,•n,d to• 
nun1nc woman 
l'odiatric: U.. Fne hundn,d <1100, poLlrnto ape! 4 to II 
,...,.. ,l'apud 440 pal.iroto ore! 12 IO 17 ,....,.. ....... ,ud 

if<! In l'S chnical tnab ,nth flutica,o,w, p,_ai.. anal 
,pray Tl,., •• r.1y and tlfecLIHllnS or f'LOSASE Nual 
Spray ID cluJdttn below~ y,an of •P ha .. not been .. tab­
h•hNI 
Oral ~d. to • i- cloar ,•xtcnL. inhaled and 1Dlr!.nual oor, 
"""'"'mid, h.o,-. bN-n ahown to hav~ tho potential to """"" 
• nocl- in pvwth \'Oloal)' in eluldrtn ud ado'-'•nl• 

••th •-..ded - I( o ch,ld or ado1-1 oo an, cortko­
t1,..-..d oppean ID have ,rrv,nh oU-N>D. the _,t,1hty 
thol tbay an, pott,<ul.orly Ol'n.•1av. to th» olfoct of corll<olo 

••""d• llhould bo oon•1dered ,_, PR£CAIJTIONSJ. 
Go,l<ltric u .. , A hm1~ number of pollen LI above 60 yean 
of•¥•' In • 275> have bteo lttated with FLONASE N••"I 
Spny LO L'S and non-l'S clmiall trial•. \\<'Iulo the o.umboror 

potJt.n,. " too small to ptrnut ~parau, analyw'" of etliaocy 
and tf,•ty. the advftW rMCtiono ~ 10 th,s popu4tion 
......... •1J111lar to thc:IM ttpc,rud by younc\lr patienu.. 

.AJ>VERSE REACTIONS 
In conlJ'OUed US ,tud1 ... mon, than 3300 pallent.s with eea 
110nal ollerg,c, perennial o.llergi<, or pen,ruuo.l no.oallorg,o 
rfun,tu rec:ei<ed U9alm<-Dl with intranaMI ftubCUQnb pro­
pionat;, In general. ad•·erw reart>Gnt ID clmical nud,eo 

have beffl pnmanly uoocia~ with ,m<&Llon al' thP tWIII 
mucou. m~mbranfll, and th" ad\:er,e l'Nct1ona were ,... 
ported wilh appro:umotely th~ same fn,quency by patienu 
lrt'ated with the vehicle 1toelf. The oomplftlDUI did not u•u• 
o.lly interfere with tnMIIJOOOl 1- than 2'1 of patienu in 

clin,cal t.naJ, duicantmued beau,se of ad,·erw "'-mu. thio 
nlM waa oimilar for •• luclr pJacebo and ann·• comparators 

Sy1tem1c c:ol'tJCO!lteroid ,de flfec-l,, were not n,ported dunn1 
controlled cbrucal ttud, .. up to 6 montha' durabon with 

FLONASE Nasal Spray. If recommended dooea are ex· 

CMdod, however, or 1find1vidU&ls arc particularly seru,1bve, 
or Wong FLONASE Na...t Sprny 10 <o11Junction with ad• 
mu1111nllon of ocher rortinao!Bruds, symptoms ofhypenx>r­
acism, e.r .. Cuxhing'• oyndrome, oouJd O<CUr, 

The follow111g ~ at mmmon ad,.,._ reacbons 1>3'.\, 
where inodonce m ftut,caaone prop,ona~outed sub.)«U 
exceeded placebo) 11 bo!ICd upon am-en controlled tlirucal tri• 
als ID which 636 patient.I <67 girls and 108 boy• aged 4 to II 
yeara. J37 female and 234 male adol-nta and adults) 
were treated with FLONASE Nasal Spray 200 mq once 
daily over 2 to 4 weeb and two oootrolled duucal triala ID 
wh1cli 246 pauents (IJ9 fe0141e and 127 male adoleocenla 

and adulta) were IJ'eated with FLONASE Naaal Spray 200 

mcir ont't' daily o,-er 6 monlhB. AlBO included ID the table are 

adverse evoots from two 1tud.iea in which 167 children (46 

girls and 122 boy,, .,..., 4 to 11 years) were truted with 
FLO NASE Nual Spray 100 mcg 0n<:e datly for 2 to 4 weeks. 
(See table l»,O,.f 
Other ad-.noe evenu that OCIC'UJTl!d in ,s:l'J but 2 1<1 of pa­
benta and that were more common with 8ubcasone propio­
nate !with uncertain relationahip to treatment) included: 
blood in nuaJ mucua, ruMy nose, abdominal pain, dtar­
"'"· fcvtt, ftu-bke "71Dploma, acl,ea and paina, clizziDeee, 
brondu .... 
Olleerwd During Clnlcal "'8crlc,e: In addation to adverae 
eventa reported &om cbnico.l triala, the following eventa 

"'lunlMII, r,,. • l"'f'WAI- ~, ""~ n ....,, ,.11.,..i:,. FLOVENT9 1 10 mcg ' 
rr.q..--, onr,o< 1- awoJ,, Th- ,,.,.,. h,,v• b<(-n < ..r " (flutlcat0n• p<oplonale, 110 mqJ 

b md"""'° du, ID ••llwr tb<ir - 1""1"":") _: tnhar.tlon Aero.ol 
~ ..,.....i .,..._ ID ftu- P"'"':" u:;.. lo< F\.OVENT9 220 mcg 

,_,. dllf1AI dw<al inalo, • • .....-..- en.,._. p,oplon•••· :tlO fflCSI 

=.,.,. l(,,,,_n,,wlJYll)' rc,rtimO. ,_.Jud111g ~ ln~eladon .Ae<oaol 

1tua rwah, ..J•iu of w race and ,,.,..,..'l""''':;"~1~=· For Oral lnMYtlon Only 

brontho.ips•m. -~1:1.QJ, d1•P0 " • ■o. ana:,,n, lf'\'ff1".. 

pl\)"loctoid ,...,,,..,., whKh '" ..,.. 11\o~ wnM nr _.., 

EM, - .,.,, TllroOC ~~(ion "[ --c.'!,.,it>G nual ul 
.- 11D II .ad. l"&ffl\ __. ..-pta ,-•-- ' couJb 
r .-r • ..on throat, lh,wt ,mt11\ton aod dnn~. . 

.__ and._ cha- Wl(UvttMI blurnd ''""'0 • 
Eyw 0on- anJ ,mwtJon 001\1 • d ..... ,..,.. 
1l1ucomn tnttc!oa,td uatraOC"Ul•r prNIW'1", a.n 

OVERDOSAGE ual 5 may n,. 
l'hn>D1t o-•rd ,...p w,th HONASE N prapyRf.CAU• 

r b•-rcort.JCJJ>m l lff · 
uh in J'Otfft••)mptom.s O , r- r2 me no tunes~ 

T!ONS ' lnu-1 ll<UDllU,OlnllOII s,ro';,.ooa ... IWI"' cutly for 
ffllOID.IIM'od,..J d-l offlu!::'i':ro wu w•ll IOl•rat,d SLD· 
7 d•ya t o h~lllthy hurna.n ~ tud.i.ed in huumo vol­
ii,• orol d...,• up •0 l6 mJ h•••., .; :.,ported. RopeM oral 
unt.ffn wu.h oo •~ui. toXJC tul'< d L 
d_.. up to tiO ms dail) for 10 day• ,n ,.,,Jun"""' .,, "'""" 
oral dooN up'° JO ms dllllt for 14 uya ID l)lllltmodnu wett 

ell tolc-rat,d Ad>t,... ,.,.,._.,.~,..of mild or •l'llt.e 

:,....,,,, and mndonca '"'" .,m,t..r "' ..,uve ud pl•;,-"" 
treauni~1 rroupa Acute "" rd~ with th•• d-• onn 
II unhktly "n"" one bottl• or •WNASE NUIII Spray a,n• 

tams approlClmntcly 8 mg orfluucaoon• prop,onato. d 
Th~ oral and oubcutaDCOUI r:1ed1an l•thal d°""" ,n n1ic:o 10 

ra'8 ..,.,.. >1000 mg/kc 1>20000 ~d >41000 um••· n,,pec, 
tJ\flJ th• max,mum rwommond<'<I dllJly mtr11nbal d..., m 
odul~ and > 10000 and >200>0 lamN. reoptcLl•~ly. the mu• 

tmum recommended daily 1oll'1\l\at1l "- in children on • 

mi/m
1 "''•••>. 

DOSAGE AND ADMINISTRATION 
Pab,nt,, Jtou.ld u"" FLONASE NaNI Spray at regular io­
u,rval, u du-ect,d si.nco ,1.1 clfl'Cllveruioa de~d• on 11.t reg· 

u1u ...... 
Adulta: The recommeod<d <tartm1t dooiage an od<IIU •• I.WO 

oprays 160 mca of ftutic:uon• propionate ,.cl,> m •atb IIOI!· 

tnl onct-a-d4y (total daily doe<, 200 mcg). The 18me dO&Bge 
d.1V1dcd into 100 mcg given twic.-,a-doy leg,, 8 n m and 8 
p m ) ,. al»o , lfocuve. Aft(>r Ibo 6rot few d•ye. p• tarnl.l may 
be a.ble to reduce their d-eo to 100 mcg !one 1pray 1n ea<h 
nostnll once d,,ily for IDAlflf<nante therapy 
Adolescents and Cl\lldren (4 Veen of Ago and Olclo<J: Pa· 
bents should be , tarted w,th 100 mq (one apray U\ each 
nostril once-a-cloy). Patient.I not ndequal.e\y roapondmg to 
100 mq may ull<' 200 me~ ttwo 1prays Ill eneh no&tnl). Once 
o.dequ• te c:onLn>l i1 ach1ev.,d, tho dosage 1hould be de­
cn,asod to JOO mq (on< •pny tn eacli nostrilt da,ly. 
The D11.J1Jmum total ci,,ily dosage ahould not esceed two 
,prays m each OO<tril (200 ~ yl. (See lndividuahzation 
of Do6ap and Chn1tal Tnalo 1«11ona.l 
FLONASE Nual Spray i• ant recommended for children 
under ◄ yenno of qe. 
Dlrectlon1 lo, Uoo: lllu.otnled patient'• m1truct1oos for 

proper """ accompany eau pactag,, of FLONASE Nasal 
Spray. 

BOW SUPPLIED 

FLONASE Nasal Spray 60 mcg ia supplied in an aml»r 
KUii& bottle providing 120 actuauona, net 611 wNght 16 g 

1NDC 0173-0463-0ll. Each actuation debvera 50 mcg ofOu• 
ticasooe propionate in JOO mg of formulation tluough the 
na,,al adapter The bottle st.ould be cbscaided w~n the Ja. 
beled number or actuation.s hu been reached even though 
the bottle ia not completely •mpty Each bottle ia fitted with 

a white metennr atomizing pump, white naaaJ adopter, and 
green dust oover in a bo~ of one with patient's in•tructioos 
for use. 
StON ._ 4° and 30'C 139' and N'FI. 
Gllln Wellrome Inc. 
Re8earch Tnangle Park, NC 27709 
CCopyright 1997, Glaxo Wellcome Inc. All rights reserved. 
U.S. Patent 4,335,121 
JNSEAL"' i1 covered by the following lnprint Syetems 
p,1~nt applicatiou: 
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D&.'l<'RI PT1 ON 
n,,. •ctive <0mp()llon1 or Fl.OVE.',"f 44 ""I 
, J fl,()\TENT 1101DC1 lnbo.lai-A..roo.i.~ 

:l20 mca !nhalaUon -•I lo au.__ --~, 
co<0rtJCO>d t,,,nn1t tha rhomJC11I - s,a~:~ 
diOuoro llll, 17-d,hydroxy 16o._th)l-3:S I, 
dton• 17fka.rboth1ooto. 17-prvpioaa,. ~"'114, ~ 
f1utic:oo•• prop,onote lo • wtm. io off-~" •4 
moJl'CUlu weight of 500.6 It 1• ~Uy•~ 
..,, frt,,1)' oolubl, ,n dunothyl ouJJoxido lad~~~• 
mide. and alighlly oolublo lo methonol """~ '< 
FLOVENT 14 mq lnhnlooon ~ Fl.o~ S 
lnhftlauon ,...,,,.., Md f'LO\"ENT 220 niq ~ 114 
o,ol l\1"(11 prt.-..du.ri.u"ll. mcl~red-dow a,.l'Olol ~~ 
ror oral inhalation only, Eocli un,t ooni,uiu ltltlta ~ 
hn• 1u~P"ns,on offlutica'"llle propaonai. ,, .:.=......~ 
mllll""' of two chlorofluorocarbon Pt0Poll&o1a ;:-• 
romothane Md dichlorod,ftuorom.lhao,1 ::S 
Each o,tUAUoll ofW 1nhalerdeliffro6(), 1~ "": ~ 
t1u11~n• propionate from Ille ...iv., a..i 44 ~--• 
mq, -pect,vely, or fluucuooe propionate r....110." ~ 
tor tbt..._. 
CLINICAL PHARMACOLOGY 

Flu"""'°ne prop,o<Ulte II a oynthet,c, lnft-.......i 
c:ortic:oid with potent 1111U•1o.llammatory lltlnity la 0,,. 
OAY,, uaing bumao lune cyt.oool l'ttPlt&I- i.... ...... 
lashed ftuuca.eone propionate "" a hu....., .iu,,__: ""4 
ceptor agonisl with M n.flinity 18 t1mh~a 
daxam•lhllsone, a lmoot twiee that o! l>t-<lame~ !loo 
monopropionalA> rBMP>, the active ffl<t&bol.1e of ll 
mcthuone diprop1onate, and over 3 "-U. .~ 
on,de. Data from the McKeiwe •"-tnn« -
man att cxm....st..nt with thet<e reaulll ~­
Th• precise mecbaruen14 of glucocort,c,,,d ICLloo,. 

arc unknown. lnflnmmabon 18 n!CO&'IIZM 11111 lllboa 
componenl in the pathogenesis of u thma. GI...:.:: 
have b<en shown to ll)J\1b1l multiple ttll tn-o 1,._ 
..-Ila, eoSU1oph1l1. baoopluls. lymphoC)'t8 . .....: 
and neutrophilsl and mediator prod...,_ ar Nallmt 
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n1ng treatment. although maxunum bene&t may DIJI 11 
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When glucocortico1d1 are discontinued u thma ,lalabt, 
may persist for SC!\"e"'1 days or longer 
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Inhalabon Aeroool II due w the parent dn,g. ~ 
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availability of lluticasone propionate i1 negligiblt 1<1' 
pnm11rily due to incomplete absorption aod prt-1}'111ai! 
metabolism in the gut and liver ln contrast. the~, 
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drug for the glucocorticoid receptor of human I~ C,:: 
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atudiee. Other metabolites detect~ in vitro uallll 
human hepat.oma cells have Mt befn det.edld~~ 'f'. 
~ Following mtravenous dosing, ft..--..­
~te ~ pol,exponential kinetics and bid I tlll 
elimination half-life of' appronmately 7 .8 hollJS. 1!-• 
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metabolitea, with the remainder excreted 111 tbt 
puent drug and metabolilA!tl _,J,I., 
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PRODUCT INFORMATION 

MUCO-FEN® 800 DM TABLETS 
[mil-co-fin] 
Guaifenesin/Dextromehorphan HBr 

~ Children 6--12 years of age: ½ tablet eve:}' 12 hours 

HOW SUPPLIED 

DESCRIPTION 
Each time-released, dye free, scored tablet contains: 
Guaifenesin ...... ..................................... ............ 800 mg 
Dextromethorphan Hydrobromide .......... ~ •..........•. 60 mg 

DOSAGE 
Adults and children over 12 years of age: 1 tablet every 12 
hours not to exceed 2 tablets in 24 hours 
Children 6--12 years of age: ' I, tablet every 12 hours not to 
exceed 1 tablet in 24 hours 

HOW SUPPLIED 
Bottles of 100 tablets (NDC 59310-114-10) 

MUCO-FEN® 800 Tablets 
[mil-co-fin] 
Guaifenesin 

DESCRIPTION 
Each time-released, dye free, scored tablet contains: 

~ 

Guaifenesin •... .•.. .. ....... ..• .. ... .. ......... .. .. ..•..•... .. . .. 800 mg 

DOSAGE 
Adults and children over 12 years of age: 1-11/2 tablets every 
12 hours not to exceed 3 tablets (2400 mg) in 24 hours 
Children 6--12 years of age: 1.fe tablet every 12 hours not to 
exceed 1200 mg in 24 hours 

HOW SUPPLIED 
Bottles of 100 tablets 1NDC 59310-109-l0J 

MUCO-FEN® 1200 TABLETS 
[mu-co-fin] 
Guaifenesin 

UESCRIPTION 
Each time-released, dye free; scored tablet contains: 

~ 

Guaifenesin . .................... ....•..•... ..................... 1200 mg 

DOSAGE 
Adults and children over 12 years of age: 1 tablet every 12 
hours not to exceed 2 tablets (2400 mg) in 24 hours 
Children 6--12 years of age: ½ tablet every 12 hours not to 
exceed 1 tablet (1200 mg) in 24 hours 

HOW SUPPLIED 
Bottles of 100 tablets (NDC 59310-120-10) 

MUCO-FEN® DM TABLETS 
[mu-co-fin) 
Guaifenesin/Dextromethorphan HBr 

DESCRIPTION 
Each time-released, dye free, scored tablet contains: 
Guaifenesin ........ .... , . . . .• . . . . .. . . . . 600 mg 
Dextromethorphan Hydro bromide ...... .. , ... .•.. ...•.•..•. 30 mg 

DOSAGE 
Adults and children over 12 years of age: 1-2 tablets every 
12 hours not to exceed 4 tablets in 24 hours 
Children 6--12 years of age: 1 tablet every 12 hours not to 
exceed 2 tablets in 24 hours 

HOW SUPPLIED 
Bottles of 100 tablets (NDC 59310-108-10) 

MUCO-FEN® LA Tablets 
[mu-co-fin] 
Guaifenesin 

DESCRIPTION 
Each time-released, dye free. scored tablet contains: 

]y 

Guaifenesin ............ .......... .................... ........... 600 mg 

DOSAGE 
Adults and children over 12 years of age: 1-2 tablets every 
12 hours not to exceed 4 tablets (2400 mg) in 24 hours 
Children 6--12 years of age: 1 tablet every 12 hours not to 
exceed 2 tablets (1200 mg) in 24 hours 

HOW SUPPLIED 
Bottles of 100 tablets (NDC 59310·102-lOJ 

PROFEN LA® TABLETS 
[pro'-fin] 
Phenylpropanolamine HCI/Guaifenesin 

DESCRIPTION 
Each time-released, dye free, scored tablet contains: 
Phenylpropanolamine Hydrochloride .• .•.. .. ....... .. . 7 5 mg 

Guaifenesin ····················~··•·•··························· 600 mg 
DOSAGE 
Adults and children over 12 years of age: 1 tablet every 12 
hours 

Bottles of 100 tablets (NDC 59310-104-10/ 

PROFEN 11® TABLETS 
[pro'-fin] 
Phenylpropanolamine HC!/Guaifenesin 

DESCRIPTION 
Each time-released, dye free, scored tablet contains: 

]y 

Phenylpropanolamine Hydrochloride..... ...... ....... 37.5 mg 
Guaifenesin . . ....... .•... .•. . ..•... ...... .. . . ..... .•. ..•. .... .. ... 600 mg 

DOSAGE 
Adults and children over 12 years of age: 1-2 tablets every 
12 hours not to exceed 4 tablets in 24 hours 
Children 6--12 years of age: 1 tablet every 12 hour,; not to 
exceed 2 tablets in 24 hours 

HOW SUPPLIED 
Bottles of 100 tablets (NDC 59310-107·10) 

PROFEN II DM® Liquid I} 
[pro'-fin] 
Dextromethorphan HBr/Phenylpropanolamine 
HCI/Guaifenesin 

DESCRIPTION 
Each 5 mL (one teaspoonful) of PROFEN II DM® LIQUID 
contains: 
Dextromethorphan HBr ...... .. .... .. ..•.••....•. .. .•. 10 mg 

Phenylpropanolamine HCI ···· ··•·····•·• ·····••· ·· -····•· 12.5 mg 

Guaifenesin ···-·••··········•········ ·· ·····•··•·· ············ ·· ·· 200 mg 
In a sugar free, dye free and alcohol free base. 

DOSAGE 
Adults and children 12 yeass or older: 1-2 teaspoonfuls ev­
ery 4.hnurs not to exceed 12 teruwoonfuls in 24 hours. Chil­
dren ~l2 years of age: 1/rl teaspoonful every 4 hours not 
to exceed 6 teaspoonfuls in 24_.bmu:s. Children 2-6 years of 
age: 1/i-1

/ 3 teaspoonful not to exceed 3 teaspoonfuls in 24 
hours. Children under 2 years: As directed by physician. 

HOW SUPPLIED 
PROFEN II DM® LIQUID is available as a sugar, alcohol 
and dye.free clear liquid having a cherry odor and flavor. 
Pint Bottles: NDC 59310-201-16. • 

PROFEN II DM® TABLETS 
[pro '-fin] 
Dextromethorphan HBr /Phenylpropanolamine 
HCI/Guaifenesin 

DESCRIPTION 
Each time-released, dye free. scored tablet contains: 

]} 

Dextromethorphan Hydrobromide ........................ 30 mg 
Phenylpropanolamine Hydrochloride ........... •....•. 37 .5 mg 

Guaifenesin -· ···· ·· ···· ·············· ........... .. --.......... 600 mg 

DOSAGE 
Adults and children over 12 years of age: 1-2 tablets every 
12 hours not to exceed 4 tablets in 24 hours 
Children &--12 years of age: 1 tablet everJ 12 hours not to 
exceed 2 tablets in 24 hours 

HOW SUPPLIED 
Bottles of 100 tablets (NDC 59310-110-10) 

Wallace Laboratories 
P.O. BOX 1001 
CRANBURY, NJ 08512 

For Medical Information, Contact: 

Generally: 
Professional Services 
800-526-3840 
After Hours and Weekend Emergencies: 

(609) 655-6474 -

Wallace Laboratories 
Sales and Ordering: 
Div. of Carter•Wallace, Inc 
P.O. Box 1001 
Cranbury, NJ 08512 

AQUATENSEN® 
(methyclothiazide tablets, USP, 5 mg) 

Tablets 

]} 
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ASTELIN® 
(azelastine hydrochloride) 
Nasal Spray, 137 mcg 
For Intranasal Use Only 

DESCRIPTION 

~ 

Astelin® (azelastine hydrochloride) Nasal Spray, 137 micro­
grams (llll:gl, is an antibis+aroiM formulated as a metered­
spray solution fi,rintranasaladministration. Azelastine hy­
drochl11ride OCCIIIS. as ,a..whil>!, ahnost oderless, crystalline 
powder with a bitter taste. It has a molecular weight of 
418.37. It is sparingly soluble in water, methanol, and pro­
pylene glycol and slightly soluble in ethanol, octanol, and 
glycerine. It has a melting point of about 225'C and the pH 
of a saturated solutionjs between 5.0 and 5.4. Its chemical 
name is (:<:: J-l-(2lD-phthalazinone,4-[(4-chlorophenyl) meth­
ylJ-2-(hexahydro-l-methyl•lH-azepin-4-yll·, monohydro­
chloride. Its molecular formula is C22H0 .1CIN3O·HC1 with 
the following chemical structure: 

Cl-i,-0-CI 
c¢1 

O ~N-CHo-HCI 

Astelin® Nasal Spray contains 0.1 % azelastine hydrochlo­
ride in an aqueous solution at pH 6.8 :!: 0.3. It also contains 
benzalkonium chloride (125 mcg/mLJ, edetate disodium, hy­
droxypropyl methyl cellulose, citric acid, dibasic sodium 
phosphate, sodiwn chloride, ancl,mrified water. 
After priming, each metered e_pray delivers a 0.137 mL 
mea...,_ volume containing 137 mcg of azelastine. hydrochlo­
ride (equivalent to 125 mcg of azelastine base). Each bottle 
can deliver 100 metered sprays. 

CLINICAL PHARMACOLOGY 
Azelastine hydrochloride, a phthalazinone derivative, ex­
hibits histamine H1-receptor antagonist activity in isolated 
tissues, animal models, and humans. Astelin® Nasal Spray 
is administered as a racemic mixture ,vith no difference in 
phai=acologic acti,ity noted between the enantiomers in in 
vitro studies. The major metabolite, desmethylazelastine, 
also possesses H1-receptor antagonist acfoity. 
Pharmacokinetics and Metabolism 
After intranasal administration, tlie systemic bioavailabil­
ity of azelastine hydrochloride is approximately 40'k. Max­
imum plasma concentrations (Cmax) are achie;;ed in 2-3 
hours. Based on intravenous and oral adLJ.inistration, the 
elimination half-life, steady-state volume of distribution, 
and plasma clearance are 22 hours, 14.5 1/kg, and 0.5 Uh/ 
kg, respectively. Approximately 75'k of an oral dose of radio­
labeled azelastine hydrochloride was excreted in the feces 
with less than l0'if as unchanged azelastine. Azelastine is 
oxidatively metabolized to the principal active metabolite, 
desmethylazelastine, by the cytochrome P450 enzyme sys­
tem. The specific P450 isoforms responsible for the biotrans· 
formation of azelastine have not been identified; however, 
clinical interaction studies with the known CYP3A4 inhibi­
tor erythromycin failed to demonstrate a phai=acokinetic 
interaction. In a multiple-dose, steady-state drug interac­
tion study in normal volunteers, cimetidine ( 400 mg twice 
daily), a nosnpecific P450 inhibitor, raised orally adminis­
tered mean azelastine (4 mg twice daily) concentrations by 
approximately 65%. 
The major active metabolite, desmethylazelastine, was not 
measurable (below assay limits) after single-dose intranasal 
administraffon of azelastine hydrochloride. After intranasal 
dosing of azelastine hydrochloride to steady-state, plasma 
concentrations of desmethylazelastine range from 20:-50% 
of azelastine concentrations. When azelastine hydrochloride 
is administerea orally, desmethylazelastine has an elimina­
tion half.life of 54 hours. Limited data indicate that the me­
tabolite profile is similar when azelastine hydrochloride is 
administered via the intranasal or oral route. 
In vitro studies with human plasma indicate that the 
plasma protein binding of azelastine and desmethylazelas­
tine are approximately 88% and 97%, respectively. 
Azelastine hydrochloride administered intranasally at 
doses above two sprays per nostril twice daily for 29 days 
resulted in greater than proportional increases in Cmax and 
area under the curve (AUC) for azelastine. 
Studies in healthy subjects administered oral doses of 
azelastine hydrochloride demonstrated linear responses in 
Cmax and AUC. 
Special Populations 
Following oral administration. pharmacokinetic parameters 
were not influenced by age, gender, or hepatic impairment. 
Based on oral, single-dose studies. renal insufficiency (crea­
tine clearance <50 mIJmin) resulted in a 70-75% higher 
Cmax and AUC compared to normal subjects. Time to max­
imum concentration was unchanged. 
Oral azelastine has been safelv administered to over 1400 
asthmatic subjects, supporting the safety of administering 
Astelin® Nasal Spray to allergic rhinitis patients with 
asthma. 
Pharmacodynamics 
In a placebo-controlled study (95 subjects with allergic rhi­
nitis), there was no evidence of an effect of Astelin® Nasal 
Spray (2 sprays per nostril mice daily for 56 days) on car-

Continued on next page 
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diac repolarization as represented by the corrected QT in­
terval (QTc) of the electrocardiogram. At higher oral expo­
sures (;,:4 mg twice daily), a nonclinically significant mean 
change in the QTc 13-7 millisecond increase) was observed. 
Interaction studies investigating the cardiac repolarization 
effects of concomitantly administered oral azelastine hydro­
chloride and erythromycin or ketoconazole were conducted. 
Oral erythromycin had no effect on azelastine pharmacoki­
netics or QTc based on analysis of serial electrocardiograms. 
Ketoconazole interfered with the measurement of azelastine 
plasma levels; however, no effects on QTc were observed (see 
PRECAUTIONS, Drug Interactions). 
Clinical Trials 
U.S. placebo-controlled clinical trials of Astelin® Nasal 
Spray included 322 patients with seasonal allergic rhinitis 
who received two sprays per nostril twice a day for up to 4 
weeks. These trials included 55 pediatric patients ages 12 to 
16 years. Astelin® Nasal Spray significantly improved a 
complex of symptoms, which included rhinorrhea, sneezing, 
and nasal pruritis. 
In dose-ranging trials, Astelin® Nasal Spray administration 
resulted in a decrease in symptoms, which reached statisti­
cal significance from saline placebo within 3 hours after in­
itial dosing and persisted over the 12-hour dosing interval. 
There were no findings on nasal examination in an 8-week 
study that suggested any adverse effect of azelastine on the 
nasal mucosa. 

INDICATIONS AND USAGE 
Astelin® Nasal Spray is indicated for the treatment.of the 
symptoms of seasonal allergic rhinitis such as rhinorrhea, 
sneezing, and nasal pruritus in adults and children 12 years 
and older. 

CONTRAINDICATIONS 
Astelin® Nasal Spray is contraindicated in patients with a 
known hypersensitivity to azelastine hydrochloride or any 
of its components. 

PRECAlITIONS 
Activities Requiring Mental Alertness: In clinical trials, 
the occurrence of somnolence has been reported in some pa­
tients taking Astelin® Nasal Spray; due caution should 
therefore be exercised when driving a car or operating po­
tentially dangerous machinery. Concurrent use of Astelin® 
Nasal Spray with alcohol or other CNS depressants should 
be avoided because additional reductions in alertness and 
additional impairment of CNS performance may occur. 
Information for Patients: Patients should be instructed to 
use Astelin® Nasal Spray only as prescribed. For the proper 
use of the nasal spray and to attain maximum improve­
ment, the patient should read and follow carefully the ac­
companying patient instructions. Patients should be in­
structed to prime the delivery system before initial use and 
after storage for 3 or more days (see PATIENT INSTRUC­
TIONS FOR USE). Patients should also be instructed to 
store the bottle upright at room temperature with the pump 
tightly closed and out of the reach of children. In case of 
accidental ingestion by a young child, seek professional as­
sistance or contact a poison control center immediately. 
Patients should be advised against the concurrent use of 
Astelin® Nasal Spray with other antihistamines without 
consulting a physician. Patients who are, or may become, 
pregnant should be told that this product should be used in 
pregnancy or during lactation only if the potential benefit 
justifies the potential risks to the fetus or nursing infant. 
Patients should be advised to assess their individual re­
sponses to Astelin® Nasal Spray before engaging in any ac­
tivity requiring mental alertness, such as driving a car or 
operating machinery. Patients should be advised that the 
concurrent use of Astelin® Nasal Spray with alcohol or 
other CNS depressants may lead to additional reductions in 
alertness and impairment of CNS performance and should 
be avoided (see Drug Interactions). 
Drug Interactions: Concurrent use of Astelin® Nasal 
Spray with alcohol or other CNS depressants should be 
avoided because additional reductions in alertness and ad­
ditional impairment of CNS performance may occur. 
Cimetidine (400 mg twice daily) increased the mean Cmax 
and AUC of orally administered azelastine hydrochloride 
(4 mg twice daily) by approximately 65%. Ranitidine hydro­
chloride (150 mg twice daily) had no effect on azelastine 
pharmacokinetics. 
Interaction studies investigating the cardiac effects, as mea­
sured by the corrected QT interval (QTc), of concomitantly 
administered oral azelastine hydrochloride and erythromy­
cin or ketoconazole were conducted. Oral erythromycin (500 
mg three times daily for seven days) had no effect on azelas­
tine pharmacokinetfos or Q'Ic based on analyses of serial 
electrocardiograms. Ketoconazole. (200 mg twice daily for 
S&Ven. '1l\ys) \nterf!ln!d with the measurement of azelastine 
plasma concentrations; however, no effects on QTc were ob­
served. 
No significant pharmacokinetic interaction was observed 
with the coadministration of an oral 4 mg dose of azelastine 
hydrochloride twice daily and theophylline 300 mg or 400 
mg twice daily. 
G#lnric Usr. U.S. placebo-mntrolled clini<:aLtriuls in­
cluded 11 patients nbove the age of 60 years who were 
treated with ABtelin® Nasal Spray. While this "1llDllber is 
very small anclno>1uhstantial amclusions canhe drawn, the 
adverse events in this group were similar to patient,; under 
age 60 years. 

Carcinogenesis, Mutagenesis, Impairment of Fertility: 
Carcinogenicity studies in rats and mice with oral azelas­
tine hydrochloride for 24 months at doses up to 30 mg/kg/ 
day and 25 mg/kg/day, respectively (240 and 100 times the 
maximum recommended human daily intranasal dose on a 
mg/m2 basis), revealed no evidence of carcinogenicity. 
Azelastine hydrochloride showed no genotoxic effects in the 
Ames test, DNA repair test, mouse lymphoma forward mu­
tation assay, mouse micronucleus test, or chromosomal ab­
erration test in rat bone marrow. 
Reproduction and fertility studies in rats showed no effects 
on male or female fertility at oral doses of up to 30 mg/kg/ 
day (240 times the maximum recommended human daily in­
tranasal dose on a mg/m2 basis). At 68.6 mg/kg/day (550 
times the maximum recommended human daily intranasal 
dose on a mg/m2 basis), the duration of estrous cycles was 
prolonged and copulatory activity and the number of preg­
nancies were decreased. The numbers of corpora lutea and 
implantations were decreased: however, the implantation 
ratio was not affected. 
Pregnancy Category C: Azelastine hydrochloride has been 
shown to be embryotoxic, fetotoxic, and teratogenic (exter­
nal and skeletal abnormalities) in mice at an oral dose of 
68.6 mg/kg/day (280 times the maximum recommended hu­
man daily intranasal dose on a mg/m2 basis). 
At an oral dose of 30 mg/kg/day (240 times the maximum 
recommended human daily intranasal dose on a mg/m2 ba­
sis), delayed ossification (undeveloped metacarpus), and the 
incidence of 14th rib were increased in rats. At 68.6 mg/kg/ 
day (550 times the maximum recommended human daily in­
tranasal dose on a mg/m2 basis) azelastine hydrochloride 
caused abortion and fetotoxic effects in rats. 
The relevance to humans of these skeletal findings noted at 
only high drug exposure levels is unknown. 
There are no adequate and well-controlled clinical studies 
in pregnant women. Astelin® Nasal Spray should be used 
during pregnancy only if the potential benefit justifies the 
potential risk to the fetus. 
Nursing Mathers: It is not known whether azelastine hy­
drochloride is excreted in human milk. Because many drugs 
are excreted in human milk, caution should be exercised 
when Astelin® Nasal Spray is administered to a nursing 
woman. 
Pediatric Use: Safety and efficacy of Astelin® Nasal Spray 
in pediatric patients below the age of 12 years have not been 
established. 
ADVERSE REACTIONS 
Adverse experience information for Astelin® Nasal Spray is 
derived from six well-controlled, 2-<iay to 8-week clinical 
studies which included 391 patients who received Astelin® 
Nasal Spray at a dose of 2 sprays per nostril twice daily. In 
placebo-controlled efficacy trials, the incidence of discon­
tinuation due to adverse reactions in patients receiving .As­
telin® Nasal Spray was not significantly different from ve­
hicle placebo (2.2% vs 2.8%, respectively). 
In these clinical studies, adverse events that occurred sta­
tistically significantly more often in patients treated with 
Astelin® Nasal Spray versus vehicle placebo included bitter 
taste (19.7% vs 0.6%), somnolence (11.5% vs 5.4%), weight 
increase (2.0% vs 0%), and myalgia (1.5% vs 0%). 
The following adverse events were reported with frequen­
cies ;,:2% in the Astelin® Nasal Spray treatment group and 
more frequently than placebo in short-term (,s2 days) and 
long-term (2-8 weeks) clinical trials. 

. 
Astelin® Vehicle 

ADVERSE EVENT Nasal Spray Placebo 
n=391 n=353 

Bitter Taste* 19.7 0.6 

Headache 14.8 12.7 

Somnolence* 11.5 5.4 

Nasal Burning 4.1 1.7 

-Pharyngitis 3.8 2.8 

Dry Mouth 2.8 1.7 

Paroxysmal 3.1 1.1 
Sneezing 

Nausea 2.8 1.1 

Rhinitis 2.3 1.4 

Fatigue 2.3 1.4 

Dizziness 2.0 1.4 

Epistaxis 2.0 1.4 

Weight Increase* 2.0 0.0 

* P<0.05, Fisher's Exact Test (two-tailed) 

The following events were observed infrequently ( < 2% and 
exceeding placebo incidence) in patients who received 
Astelin® Nasal Spray (2 sprays/nostril twice daily) in U.S. 
clinical trials. 
Cardiovascular: !lushing, hypertension, tachycardia. 
Dermatological: contact dermatitis, eczema, hair and follicle 
infection, furunculosis. 

Information will be superseded by supplements and subsequent editions 

PHYSICIANS' DESK REFERENCE® 

Digestive: constipation, gastroenteritis, glossitis, ulcerative 
stomatitis, vomiting, increased SGPT, aphthous stomatitis, 
Metabolic and Nutritional: increased appetite. 
Musculoskeletal: myalgia, temporomandibular dislocation. 
Neurological: hyperkinesia, hypoesthesia. vertigo. 
Psychological: anxiety, depersonalization, depression, ner­
vousness, sleep disorder, thinking abnormal. 
Respiratory: bronchospasm, coughing, throat burning, 
laryngitis. 
Special Senses: conjunctivitis, eye abnormality, eye pain, 
watery eyes, taste loss. 
Urogenital: albuminuria, amenorrhea, breast pain, hematu­
ria, increased urinary frequency. 
Whole Body: allergic reaction, back pain, herpes simplex, vi­
ral infection, malaise, pain in extremities, abdominal pain. 
In controlled trials invoh;ng nasal and oral azelastine hy­
drochloride formulations, there were infrequent occurrences 
of hepatic transaminase elevations. The clinical relevance of 
these reports has not been established. 
In addition, the following spontaneous adverse events have 
been reported during the marketing of Astelin® Nasal 
Spray and causal relationship with the drug is unknown: 
anaphylactoid reaction, application site irritation, chest 
pain, nasal congestion1 confusion, diarrhea, dyspnea, facial 
edema, involuntary muscle contractions, paresthesia, paros­
mia, pruritus, rash, tolerance, urinary retention, vision ab­
normal, and xerophthalmia. 

OVERDOSAGE 
There have been no reported overdosages with Astelin® 
Nasal Spray. Acute overdosage by adults with this dosage 
form is unlikely to result in clinically significant adverse 
events, other than increased somnolence, since one bottle of 
Astelin® Nasal Spray contains 17 mg of azelastine hydro­
chloride. Clinical studies in adults with single doses of the 
oral formulation of azelastine hydrochloride (up to 16 mg) 
have not resulted in increased incidence of serious adverse 
events. General supportive measures should be employed if 
overdosage occurs. There is no known antidote:to Astelin® 
Nasal Spray. Oral ingestion of antihistamines has the po­
tential to cause serious adverse effects in young children. 
Accordingly, Astelin® Nasal Spray should be kept out of the 
reach of children. Oral doses greater than 120 mg/kg ( 480 
times the maximum recommended human daily intranasal 
dose on a mg/m2 basis) produced significant mortality in 
mice. Responses seen prior to mortality were tremor, con­
vulsions, decreased muscle tone, and salivation. Single 
doses as high as 10 mg/kg (270 times the maximum recom· 
mended human daily intranasal dose on a mg/ro2 basisl 
were well tolerated in dogs, but single doses of 20 mg/kg 
were lethal. 

DOSAGE AND ADMINISTRATION 
The recommended dose of Astelin® Nasal Spray in adults 
and children 12 years and older is two sprays per nostril 
twice daily. Before initial use, the screw cap on the bottle 
should be replaced with the pµmp unit and the delivery sys­
tem should be primed with 4 sprays or until a fine mist ap­
pears. When 3 or more days have elapsed since the last use, 
the pump should be reprimed with 2 sprays or until a fine 
mist appears. 
CAUTION: Avoid spraying in the eyes. 
Directions for Use: Illustrated patient instructions for 
proper use accompany each package of Astelin® Nasal 
Spray. 

HOW SUPPLIED 
Asteliri® (azelastine hydrochloride) Nasal Spray, 137 mcg, 
(NDC 0037-0241-10) is supplied as a package containing a 
total of 200 metered sprays in two high-density polyethy­
lene (HDPE) bottles fitted with screw caps. A separate me 
tered-dose spray pump unit and a leaflet of patient instrur· 
tions are also provided. The spray pump unit is packaged o 
a polyethylene wrapper and consists of a nasal spray PW'! 
fitted with a blue safety clip and a blue plastic dust cover. 
Each Astelin® (azelastine hydrochloride) Nasal Spray, !31 
mcg, bottle contains 17 mg (1 mg/mL) of azelastine hydr~ 
chloride to be used with the supplied metered-dose spray 
pump unit. Each bottle can deliver 100 metered sprays. 
Each spray delivers a mean of0.137 mL solution containing 
137 mcg of azelastine hydrochloride. 
ATTENTION: The imprinted expiration date applies to the 
product in the bottles with screw caps. After the spray pump 
is inserted into the first bottle of the dispensing package, 
both bottles of product should be discarded after 3 months, 
not to exceed the expiration date imprinted on the label, 
Storage: Store at contr~lled room temperature 20'-25'C 
(68'-77'F). Protect from freezing. 

Manufactured by 
Wallace Laboratories 
Division of Carter-Wallace, Inc. 
Cranbury, NJ 08512-0181 for 
Wallace Laboratories/ASTA Medica LLC 
©1999 Wallace Laboratories/ASTA Medica LLC 
IN-023S3-08A 

Shown in Product Identification Guuk, page 341 

DEPEN® 
(penicillamine tablets, USPt 
litratable Tablets 

Physicians planning to use penicillamine should th?r· [ 
oughly familiarize themselves with its toxicity, special 




