
FAMY CARE - EXHIBIT 1013-0001

 

   
 
 

  
 

 
  

                 
              
           
 

 
               

      
 

 
  

 

i

ae

ige of all the essential
acts.

imation gives you'the
ial data you need.
sur widespread net-
ther, organize and
1a timely manner.
re itis published.
xed for quick,
ly for fast reference.

 

 
 

 
 

 
  

 
  

  
    
     

   
     

       
  

      
 

 
 

  
  
    

 
   

    
   

     
                       

EDITION

1999
 

PEYSCIANS
DEK

REFERENCE
OPHTHALMOLOGY’

ae

Editorial Consultants and Contributors  

Clement A; Weisbecker, RPh, Director-of Pharmacy, Wills Eye Hospital,
ET. Fraunfelder, MD, Director, National Registry of Drug-Induced Ocular Side Effects,

_>>Portland, OR
Michael Naldoff; MD, Cornea Service, Wills Eye Hospital, Philadelphia, PA
Douglas Rhee, MD, Wills Eye Hospital, Philadelphia, PA
Richard Tippermann, MD, Wills Eye Hospital, Philadelphia, PA

Vice President of Directory

   

 

“Philadelphia, PA

                                

 
    

 Oregon Health Sciences University,

 
 

Director of Product Management: David P. Reiss
Senior Product Manager: Mark:A. Friedman
Associate Product Manager: Bill Stiaughnessy
National Sales: Manager: Dikran-N. Barsamian
National Account Manager, Customized Projects:

Anthony Sorce
Senior Account Manager: Don Bruccoleri
Account Managers: Marion Gray, RPh, Lawrence C. Keary,

Jeffrey F. Pfont, Christopher N. Schmidt,
Stephen M. Silverberg, Suzanne E. Yarrow, RN

National Sales ‘Manager, Trade Group: Bill: Gaffney
Director of Direct Marketing: Michael Bennett

| Direct Marketing Manager: Lorraine M. Loening
_ Promotion Manager: Donna R. Lynn

__ Director, Professional Support Services:
Mukesh Mehta, RPh

Senior Drug Information Specialist:

Dawn: 8. McCall

Index Editors: Johanna M

mae Copyright © 1998 and published by Medical Economics: Company,hea content of this publication may be reproduced, stored in a retrieval system,a means (electronic, mechanical, photocopying, recording, or otherwise) without the prior- written
_ DESK REFERENCE®, PDR®, PDR For Nonprescription Drugs®; PDR: For Ophthalmology’; Pocket POR?®, ai

Drugs? are registered trademarks used herein: under-license-
POR? Nurse's Handbook™

ectronic Library™, and PDR® Drug Interactions, Side Effects; Indications; Contraindications
Hicers of Medical Economies Company: President and Chief Executive Officer:
ic President, Corporate Human Resources: Pamela M. Bi
resident, Finance, and Chief Financial Officer: Thomas W. Ehardt: Vice President,

 
 
 
 
 
 
 

Directory Service

Perations: John R. Ware

SEN: 156363.200x

PDR Companion: Guide™, PDR® for Herbal Medicines™, PDR?
. PDR? Nurse's Dictionary™, PDR® Atlas of Anatomy™; The PDR® Family Guide Encyclopedia ofSystem!™-are trademarks. used herein. under

Curtis Bo Allen? Vice President, New Media: L; Suzanne BeDell;
lash: Vice President and Chief information Officer: Steven M: Bressler: Senior Vice

Drug Information Specialist: Maria Deutsch, MS, RPh, CDE -  

Editor, Special Projects: David W. Sifton
Vice President of Production: David A. Pitler
Director of Print Purchasing: Marjorie A. Dufty
Director of Operations: Carrie Williams
Manager of Production: Kimberly H. Vivas
Senior Production Coordinators: Amy B. Brooks,

  

    
   

Production Coordinator: Mary Ellen -R. Breun

Index/Format Manager: Jeffrey D. Schaefer
Senior Format Editor: Gregory J. Westley

. Mazur, Robert N. Woerner

Art Associate: Joan K. Akerlind

Senior Digital Imaging Coordinator: Shawn W. Cahill
Digital imaging Coordinator: Frank J..McElroy, i
Electronic Publishing Designer: Robert:K.-Grossman
Fulfillment Managers: Stephanie DeNardi, Kenneth Siebert

Inc at Montvale; NJ-07645-1742- All rights reserved; None: of the
resold, redistributed, or transmitted in. any form:-or:- by: any.

permission. of the publisher. PHYSICIANS!
ind The PDR® Family Guide to Prescription

Medical Dictionary™,
Medical: Care™:PDR®.

license:

sr Stephen B; Greenberg; Vice President,
Vice President, Healthcare Publishing and Communications: Thomas J. Kelly; Executive Vice

fe fi We Meacock; Vice President, Production: David
it’ MagazineBusiness-Management:-Erie Schiett; Senior Viee President,

FAMY CARE- EXHIBIT 1013-0001
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


FAMY CARE - EXHIBIT 1013-0002

   
    
    

        
       

 
 
  

  
 

 
  

         
   

 
 

 
   

    
 

   
     

          
 

  
  

        
    

  
  

 
 

 
  

   
 

 
 

 
 

   
 

 
   

‘ing family. of r00:232-7379 or f

ae
netics (FD&C) Act,
2 labeled, promote.

dr only those uses |,
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 

 
 
 

 
 

 
 
 
 
 
 

lesk Reference

i, dosages, route
dn of administrat
3,-contraindicati
it-be-in-the “s

oved labeling for
Same language
se-of-the-appr

Furthermore, ing,
§ emphasized by
3, boldface, or it
in Physicians’

FD&C Act does

yhysician may us

lations that are
A also observes

des drug use th
g. For products
3, -the-publisher

3.are not intende
liséase.

tions Each: pro
> manufacturer,
afacturer's -méd
médical consult

terial in Physicia
€ publisher does.
ducts described,
connection with

herein. Physica
es not assume,
“obtain. and_ inc!

wided to it by.
1 that by making|
advocating the |

or is the publis
jue to typograph
ly product: may

 
  

   
 

 
 

                                                  
 

   
   

    
 

   
 

CONTENTS
ssccennenarnmnsnseeeenieeescenesteraintIEE 

  

  
 

 
 

 
 
 

  
 

 
  
 

 
 

  

    
 

    

  
  

  
    

 
 

    
 

  

Section 1: Indices Page|

1. MANUPACTULErS' INGOX se cceccscccocseccsneeecesupacnnueeaeensaeacsesscsesessesecessurssasssccesscuueceeterssnsteaeasseeseaterce |

2. Product Name Index vcccicciiecics sineueouseusaeusepecoapunsuausteaeeasnaunsesssusctsenbansateussecscestsasssescuessnies itl

3. Product Category INd@X o.oo ..ecciecseccceeseeeeccuerecceunvensesurnns jan eeaunnoenhenenna ssn ceeuurauaseetsvensssecccsneceaseeves Vi

4. Active Ingredients ING@X ........ccceeccccpeececcesececeeceeeecneeererscsuunersevunesreesescees seeeentenieevesseenaeansaeeneanae IX

Section 2: Pharmaceuticals in Ophthalmology Page 1

4. Mydriatics and Cycloplegics ....0. 0... puaueveuwvnsessdsuadesauuersueetsuuaaecceesssessacecssssssccsseesstsecececcsececeecenes 2
2. Antimicrobial THOraDy. ....cccecccceeccccsesessecereseecsneveesecenneses petuussnetuusaaisccasersuuseccsstussetsauseversecentesess 2
3. Ocular Anti-inflammatory ABENtS .....o..cee ec ceceec sce censceeeeceeeeeeceeneusreereenenenee beoetetntoaenteeenenectacaess 7

4. Anesthetic AZ@nts .........ccscsececceeccceressecercneeseteessseeceseteeeesceesucceeunenseenecteetavessvensssssseenenseqennneanes 9

5. Agents for Treatment Of GlauCOMa eeeieceieeccscceccesscaeceeseetensseenccescenerssectereetecserensses 10

6. Medications for Dry Eye.cccicscs iasaseccecncctevenecustesvsveceecesenssevessensvessnssens 13

7. OcUlar DECONBESTANIS Loiccles ccccceccccssesesccecceecsssssessuusveusuneucrstsssssstesvesseveurereversensess 14
8: Ophthalmic Irrigating Solutions...c..0.. becenneescoenene subaususscacccaccaeceetsenecctasseecsseececescuesneveavereneaes 415
9, Hyperosmolar ABENIS viiccs.ccscusiscecsrtssscscuusrsssceetensctsnssstsscstersscesscsssesteessissseesseeekien15

10. Diagnostic ASOnts .....cecccretsseceseeecreeneerscrrenensneenevsnssnennes cotentenns revrontaseeentennmeaenaseretnen lO
11. Viscoelastic Materials Used in Ophthalmology... ....cccecccccscccccececcecccseccuseveveveveviesesrevsesieereees 17

12, Off-Label Drug Applications in Ophthalmology ceccececccccsscecscccceensceseeseercceeeserenccceceesneueveseenenes 17
13. Ocular TOXICOlORYooEises te taecscbecasses ti essssasisiacsssssssiscevassssisssivicesicistss es 19

Section 3: Suture Materials Page 23

Section 4: Ophthalmic Lenses Page 25

4) Soft Contact LENSGSosoceeceee25
2. Aphakic Lens@S....cseceeces (sedeeeethas sain sasedieuatekenbkasodsusiusiiuuiaeliuvsieuiebbiuuuustusbivieevussuugeesbayeniedl 50
8, Comparison and Conversion TableS ...sc..ceecessesrreeee devuvesdetesetetsstsecsectatssticetssdestsitestsatacestiees 52

Section 5: Vision Standards and Low Vision Page 56

i VISION StANG@rS.......cccccccccccsececsccesccccecssccssccoesusaccncscsssssssessecesesecssseseceseossseravssserseetsssteerssess 56
2. LOW-VISION AICS .esscsscceccscssessssesesssssssssesnssssccsssuscssesessasessecnseneusveessescssssscseesvsessvsvssvevacvevsvereenes 58

Section 6: Evaluation of Permanent Visual Impairment 59 

Criteria and Methods.........

Visual System Impairment Values .....:ccccccccsccsssesesessssesesccsaceececsesesesssesseseecsssssevessvseserersesnsenes68

Combined Values Chart .....cccceccccceseecccceeececesecsecccesersecescecevsceseveccetersessvetserssecsecteevereseeswef

 

   
 

 

FAMY CARE- EXHIBIT 1013-0002
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


FAMY CARE - EXHIBIT 1013-0003

  
 

SECTION1

INDICE
This section offers f
mation you need: 

4, Manufacturers’
participating manut
two page numbers
graphs in: the: Proc
ond to. product i
addresses. and tele

Neeaquarters and re

Section 9: Intraocular Product Information Page 31

Key to Controlled Substances Categories Page 31
 

2 Product Name |
uct information alp
mond symbol to the
tograph. of the
Identification. Guide

ce number refer:

 
Key to FDA Use-in-Pregnancy Ratings Page 32
 

PARTI/MANUF
AKORN, ING. cess

2500 Millbrook Driv
Buffalo Grove; 1k: 6¢
Direct Inquiries to:
Customer Service
(800).535-7155

ALCON LABORATOR
and its Affiliates

Corporate Headqua
6201 South Freewe
_ Fort Worth, TX 761
_ Direct Inquities to:
Ophthalmic/VisionC
(Pharmaceuticals/L
Surgical: (800) 862
(instrumentation/S
Systems: (800) 28:
(Medical Managem:
systems)

ALLERGAN......-
2525 Dupont Drive
P.O. Box 19534
Irvine; CA 92623-9
For Medical Inforr:
Outside: CA: (800)
CAs (71.4) 246-45
Sales and Ordering
Outside-CA: (800)
CA! (714) 246-450

 
BAUSCH & LOMB.

PHARMACEUTK(
8500 Hidden Rivel
Tampa, FL 33637 

 
  

 
  

      
    

   
 
  
  

 
 

 
   

   
  

      
 

FAMY CARE- EXHIBIT 1013-0003
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


FAMY CARE - EXHIBIT 1013-0004

SET/DURATION
ACTION

nin/5-6 h :
60 min/éh

45min/5-6h

ONSETDURATION ;F ACTION
2h/4-6h

B-10min2h

30-min/6-h

2hid-6h

 

~~SiZE(S)(mL)Jo
single usebottle

ggIONcee

 

~~SIZE(S)(mL)
25

  
 
  

   
 

  
   

 
    
 

     
 

 
    

 

 

 

 
 
 

 

 
 
 

 
 
 
 
 
 
 
 
 
 

 

_ Hydroxypropyl methylcellulose

oaaici

Dry eye refers to a deficiencyin either the aqueous or
mucin components. of the precorneal tear film. The
most-commonly:-encountered:-aqueous-deficient: dry
eye in the United States is keratoconjunctivitis sicca,
while-mucin-deficient-dry-eyes-may:be-seen-in-cases
of hypovitaminosis “A; Stevens-Johnson:syndrome,

ocular pemphigoid, extensive trachoma, and chemi-

 

PHARMACEUTICALS. 7.13

6. MEDICATIONS FOR DRY EYE
Dry eyé is treated with artificial tear preparations
(see Table 20) and ophthalmic lubricants (see Table 214).
The lubricants form an occlusive film over the ocular

surface “and protect “the eye from. drying.
Administered.-as..a--nighttime:.medication,.they.-are
useful both for dry eye and in cases of recurrent
corneal erosion.

 

| cal burns.

TABLE 20

| ARTIFICIAL TEAR PREPARATIONS
_ MAJORCOMPONENT(S) CONCENTRATION (%)

carboxymethyl cellulose 0.5%: 1%

= 0.25%
Glycerin 3%

Hydroxyethylcellulose,
polyviny:alcohol

: ‘Hydroxypropyl.cellulose

 

 

 

7 EDTA = ethylenediaminétetraacetic’ acid.

1%

Hydroxypropyl methylcellulose,
dextran: 70

1%

TA%

3%

Polyvinyl alcohol, 1%
__ PEG-400; dextrose

Polyviny! alcohol, {Ae
povidone 0.6%

 

 

TRADE NAME PRESERVATIVE/EDTA*

Refresh Plus None
Gelluvisc None

TheatersINone
Dry Eye Therapy ate nmatnnnnc None sssnonnonasnahnnemieioooda
TearGard Sorbic acid, EDTA

Lacrisert (biede- None
gradable insert)

Isopto Plain Benzalkonium chloride
lsopto Tears Benzalkonium chloride
Tearisot Benzalkonium chloride, EDTA

Isopto Alkaline _Benzalkonium chloride
Bion Tears None
Ocucoat Benzalkonium:-chloride, EDTA
Ocucoat PF None

Teats Naturale Ii Polyquad
Tears Naturale Free None oS
Tears Renewed Benzalkonium chloride, EDTA

Murocel Methyl+,prpropylparabens
AquaSite EDTA
AquaSite multi-dose EDTA; Sorbic acidee
Viva Drops EDTA
AKWA Tears Benzalkonium chloride, EDTA
Dry Eyes Chiorobutanol
Ligui Chlorobutanal

Hyp Benzalkonium chloride, EDTA
HypoTears: PE EDTA
Piiralibe Tears Benzalkonium chloride, EDTA

  
Murine Tears Benzalkonium chloride; EDTA
Refresh None

Chlorobulanol
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7-PDR FOR OPHTHALMOLOGY

OPHTHALMIC LUBRICANTS :

TRANENAME.. jisted in Table 23
TRADE NAME a general ophthalmic
AKWA TearsOinOintment oducts. There ar
Dry!Eyes : fons available. for
Duolube

Duratears Naturale

HypoTears

Lacri-LubeS. Pp. Lubritears
Puralube

Refresh P.M., Dry Eyas Lubricant

TABLE 21

5%mineral oil, 55% white petralatum, lanolin alcohol, and chlorabutanol
petrolatum, liquid-lanolin,-and-mineral-oil

41.5% mineral oll, 55% white petrolatum, petrolatum, and lanolin alcohol

 

7. OCULAR DECONGESTANTS

Thesetopically applied adrenergic medications are commonly used to whiten the eye. Three types are avail:
able. Those containing naphazoline and tetrahydrozoline are more stable than those with phenylephrine. Usual
dosage is 1 or 2 drops no more than 4 times a day (see Table 22):

TABLE: 22

OCULAR DECONGESTANTS

DRUG TRADE NAME
Naphazoline hydrochloride AK-Con*

Albalon*

Clear Eyes
Naphcon
Vasoclear

Vasocon Reguiar*
Visine LR.
Ocuclear

AK-Nefrin

Eye Cool
Prefrin Liquifilm
Relief

Collyrium Fresh
Murine Plus
Visine

Oxymetazoline:hydrochloride

Phenylephrine hydrochloride

Benzalkonium chi
Benzalkonium ch
Benzalkonium ch
Benzalkonium-chl
Benzalkonium ch

“ADDITIONAL COMPONENTS
oridé, edetate disodium
oride, edetate disodium
oridé, édetate disodium
oride,-edetate disodium
oride, edetate disodium

Phenylmercuric acetate
Benzalkonium ch
Benzalkonium ch

Benzalkonium ch

oride, edetate disodium
oride, edetate disodium

oride, edetate disodium
Thimerosal, edetate disodium
Benzalkonium ch

Benzalkonium ch
Benzalkonium ch
Benzalkonium ch

DECONGESTANT/ASTRINGENT COMBINATIONSeeeeatinSISSS

Naphazoline hydrochloride Clear Eyes ACR
plus zine sulfate _fallergy/eald relief)

Phenylephrine hydrochtoride
plus: zinc: sulfate Zinetrin

Visine Allergy Relief
*Prescription: medication:

Benzalkonium ch

‘Benzalkonium ch

 orids,; edetate disodium

oride, edetate disodium

oride, edetate disodium
oride, edetate disodium

oride: edetate disodium

oride

oride, edetate disodium
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