
EDITION 

1999 

PHYSCANS' 
DESK 

REFERENCE® 
Medical Consultant 
Ron.ald Arky, MD, Charles S. Davidson Professor of Medicine and Master, Francis Weld Peabody Society. Harvard Medical School 

. VIce President of Directory Services: Stephen B. Gr~enberg 

Director of Product .Management: David P.· Reiss 
Senior Product Manager: Mark A. Friedman 
Associate Product Manager: Blil Shaughnessy 
Director of Sales: Dikran N. Barsamian 
National Sales Manager: Anthony Sorce . 
National. Account Manager: Don Bruccoleri 
Account Managers: 

Senior Drug Information SpecIalist: Thomas Aeming, RPh 
Drug Information Specialist: Marla Deutsch, MS, RPh, CDE 
Editor, Special Projects: David W. Sifton 
Vice President of Production: David A. Pitler 
Director of Print Purchasing: Madorle A. Duffy 
Director of Operations: Carrie Williams 
Manager of Production: Kimberly H. Vivas 
Senl!lr ProductIOn Coordlnators: Amy B. Brooks, Dawn. McCall 
Production Coordlnator: Mary Ellen R. Breun 
PDR Data Manilger: Jeffrey D. Schaefer 
Senior Format Editor: Gregory J. Westley 

Marion Gray, RPh 
Lawrence C. Keary 
Jeffrey F. pfohl 
Christopher N. Schmidt 
Stephen M. Silverberg 
Suzanne E. Yarrow, RN 
National Sales Manager, Trade Group: Bill Gaffney 
Dlrector,ofDlrect Marketing: Michael Bennett 
Direct Marketlng.Manager: Lorraine M. Loening . 
Promotion Manager: Donna R. Lynn 

Index Editors: Johanna M. Mazur, Robert N. Woerner 
Art Associate:-Joan K. Ak~Hlind TRIAL EXHIBIT 

Director, Professional Support Services: Mukesh Mehta, RPh 

Senior Digital Imaging Coordinator: Shawn W. Cahill 
Digital Imaging Coordinator: Frank J. McElroy, III 
Electronic Publishing Designer: Robert K. Grossman 
Fulfillment Managers: Stephanie DeNard!, Kenneth Siebert 

!!!rII!!! Copyrighl@1999 and published by Medical EconomicS COmpany, Inc. at Montvale, NJ 07645-1742. All rights reserved. None of the content of this publication 
•• may be reprOduced. stored in a re1rfevai system, ·resold, redistnlluted, or transmitted in any fOlT)'l 'or by any means (electronic, mechanical, photocopying, record-

ing, or othelWlse) without the prior written permission of the j:lubrlSher. PHYSICIANS'. DESK REFERENCE-, PDR-,. PDR For Nonprescription Dl1.Jgs·, PDR For 
Ophthalmology", Pocket PD~, and The PDR- Family Guide to Prescription Dl1.JgS® are registered trademarks used herein under license. PDR COmpanion Guide"', 
PD~for Herbal Medlcines™, PDR- Medical DictionaryTM, .PDR- Nurse's HandboQk™, PDR- Nurse's DiC1ionaryTM, The PDR- Family Guide Encyclopedia of Medical 
Care™, PDR- Electronic UbraryTM, and PDR- Drug Interactlons, Side Effects. Indications, Contraindicatlons System™ are trademarks used herein under license. 

TX 1374 

O!Ik:ers of Medical Economics Company: President and Chief Executive OffICer: Curtis B. Allen; Vice President, New Media: L Suzanne BeDell; Vice PreSident, Corporate 
Human Resources: Pamela M. Bilash; Vice President and Chief Information OffICer. Steven M. Bressler; Senior Vice Presldenr, Finance, and Chief FJnanclal Officer: Thomas 
W. Ehardt; Vice President, Directory Sel\llces: Stephen B. Greenberg; V"1Ce President, New Business Planning: Unda G. Hope; Executive V"ICe President, Heallhcare Publishing 
8I!d Communlcaoons: Thomas J. Kelly; Executive Vice President, Magazine Publishing: Lee A. ManIscalco; V"1Ce PreSident, Group Publisher: Terrence W. Meacock; Vice 
PreSident, Production: David A. Pitler; Vice President, Group Publisher; Thomas C. Plzor; Vice President, Magazine Business Management: Eric Schlett; Senlo~ Vice President, / 
Operations: John R. Ware . . 

~~ i ® '""'" 00 -""''''' ISBN 1-66363-2... . L L . . . ,_.::.... --~...:...--------________ ... _ .. ___ IIi_ .. · __ .~ .. ! ilD.PIiii;r:IIiI~.21i1-EiiiOIiii:1i2i119iiiO.4Ii1i_iIi 

Sandoz Inc. IPR2016-00318 
Sandoz v. Eli Lilly, Exhibit 1092-0001 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


B"" ;"t .. p , 

" 

'" 

BRAN11: AND GENERIC NAME" rNimx . . . 
Ver.lpamjl Hydroch]oride Thb]et'.. USP ."'. • VICODIN TABLETS !KMll '" '.' . ' . 
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'. VIRACEPT ORAL PO~ER 
'. (AgouronJ ............... : .• : .. 303. 484 
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:" ·(see.ll1lder: NIACIN)'-Vfr.wIN DO • , '. 

. , . Beolith Tab]ets (Reach) •.•.•. :: ..•• ;. ,306, 698 
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: (~av(J.g.), •• :.,:, .. :.; ••. ;" .. .', .. :. 336, 2811 
Mega.B'Tab]ets (Area): .. .-: .'; .: ... ,;;. ~545 . 
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,Nephro-Vite Rx Tab]ets (R&D).· •• ~: .••• 25n 
Vit.misf Intra·Oral Spray Dietary· ..... 

.. Supplements (Mayor), •••••. , .•••••• 1666. 
· Anti·Oxidant (MajOr): .. : ......... ; • i 666 

Pio.Bio Mist PB arid.GS (Mayor)'. : •. )666 
VitaMinophen (Mayor) . , .. ;; : ..... , 1666 . 

Ca]eet Phi,,·1'ab]etS(Mlssion) ••.•••••.. 1929 
· M.V.l.·12 Multi-Vitrunin Infu,ion ,: . 
· . (Asira) ........... ~," •· .. · .. , .... :., •• 575 
. M.V.I .. Pediatric for Infusion' (A~tro).: .•• ~ 575 . 
Nephfo. Vile Tab]ets(R&'D) ..•.••••• ' ... 2578 
Vi'DaY\in Mu]tivitaim. Chewab]e" '. 

r.blets (Rost)·" •• y .... .. , .. : ....... 2743 
Vi-Doylin .Mu]tivitomin Drops (Ross) •. , •• 2743 

C' Vi,D.ylin Mu]tivltaminl:.iquid.(Rossj •.• 2743 
:.Vi-DayliolFMoIelvitamin Chewable 

Tab]ets Wilh Fluoride (Rots): •••••••• 2743 
'. Vi-~ylinlF Multiviu,m;n + Iron." . 

Chewable Tab]ets With)'luoride '. ' 
(Ross) .•• ........... : :.: •••• ': • ." .. 2743 

Vi.DaYliolF Multivitatrtin Drops Willi . 
Fluoride (Ross) •. ............ · •. , ••••• 2743 

Vi·DayliolF Mu]tivitamin + ItoD 
Drops'With Fluoride (R"st) .... • ' .. : .. 2743 

VITAMINS, PRENATAL' , 
' .. Emamil Natnlins Rx Thblets (Mead 

Johnson Nu'rrilionals): •..••• ' •• , .•..• 1692 
Niferex·PN Tablets (Sthwan). : • ; • 337, 2916 

. Nifei-ex.PN Forte T.1i]ei. . . .' 
(Schwarz) ..• ................ 337,2917 

·Prew. PrenaJad,'u]ti.VitamiTl! . 
Minilral (UCR) . .-.•• ; ..... :':; ••• ; ••• ,3163 

Pre •• te Ultra Thblets (S~nofi) . .... :335, 2802 
Advanced Formu]a Zenate '..' . :. . 

Tab]ets (Solvay) •. ............ 340. 3128 
Lactocal.F: Tablets (lAser) ••• ~· •• •••• ;'.: 1509 
Mission Prenatal Tablets (Miss;";') • . : ..... 1929 
Mission Pretiatat FA. Tab]ets .. 

(MIs.ion) .... ...................... 1929 
Mission Prenai.1 H.P. Tabi.ts .' . 

(Mission) .. • : .................. ; •• 1929 
Mission Prenatal Rx Thblets (Mi";ion) • • ; 2 929 

VITAMiNS WITH FLUORIDE 
Infant Fo.rmula Mu]ti-Vitll'1uoride Drop' , 

0.25 mg (Alra) ......... ........ .... 510 
lIifant Formula Mu]/i·VitlFluoride 

Drops 0.50 Dig (Alro).: • • :.,., .•••. :. 5ID 
· Infant Formula Tri-VitlFluoride Drops: . 
· 0,25 mg (Alra).-.. .......... : ... , ... 5ID 
Infant Formu]. Tri-VitlFluoride Drops " .' 
• 0.50 mgJAlral . .. , ........... ; ...... .' 5ID 
Vj·DaylinIF ADC Vitamins Drops . 

With Fluoride (Ross) .. • : ......... : ...... 2743 

n:' tl Described In PDR For r.!onpl'e5cripllon Drugs Underline Denotes' GeDerl~ Name 

iL" . 
4· 
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PRODUCT INFORMATION 

For Prevenlive Therapy ?f Tubercul":,si.s . . . . 
Before isoniazid prev~ntive therapy IS lrutia~d, bactenolo~ 
.•. lly positive or radIOgraphically progressIVe tuberculosIs '0,' t be excluded. Appropriate evaluations should be per-
r,,,,,.,s,ed in Extra pulmonary tuberculosis is suspected. 
Oll' d' . I d Adltils Ol'er 30 ~: 300 mg per ay In a sing e ose: . 

IIJfants alld Ch,ldren: 10 mglkg (up to 300 mg d9.lly) In a 
single dose. ... In situations where adherence Wlth druly preventative 

thll"apy cannot be assured, 20-30 mglkg (not to exceed 
900 mgl twice weekly under the direct observation of a 
health care worker at the time of administrations. 

ContinuoUS administration of isoniazid for a sufficient pe
'od oHime is an essential part of the regimen because rer.~pse rates are higher if chemotherapy is stopped prema

t~rIll~~ In the treatment oftuberculos!s, resistant organisms 
ma)' multiply and the. emergenc.e durmg the treatment may 
necessitate a change In the regnuen. . 
FOJ' following pa~ent compliance: th~ Potts:Coz.ar~ u:st9, a 
silllple colorimetrics method 0: chec~ for ,so~azldm ~e 
urine, is a useful tool for assunng patient compliance, which 
i. essential for effective tuberculosis control. Additionally, 
j~oniazid test strips are also available to check patient com-
pliance. ... ., . Concomitant admlnlstratlon of pyrldoxme (Bs) ,s recom-
mcnded in the malnourished and in those predisposed to 
neuropathy (e.g., alcoholics 9.lld diabetics). 

HOW SUPPLIED 
Nydrazid Injection !Isoniazid Injection USP) is available for 
intramuscular use in 10 mL vials providing 100 mg isonia
zid per mL (NDC 0003-0643-50). 
Storage . 
Storc at controlled room temperature IS'-30'C (59'-56'F). 
Protect from light. 
Nydrazid Injection may crystallize at low temperatures. If 
this occurs, Warm the vial to room temperature before use to 
redissolve the crystals. 

REFERENCES 
1. Murphy, R. et al: Annuals of Internal Medicine; 1990: No

vember 15; volume 113:799-800. 
2. BW'ke, R.F., at al: Res Commun Chem Pathol Pharmacal, 

1990; July; vol. 69; 115-118. 
3. Fleenor, M.F., et 01: Chest (United States) Letter,; 1991: 

,lune;99 (6):1554. . 
4. Baciewicz, A.M. 9.lld Badewic., Jr. FA,: Arch Int Med 

1993, September, volume 153; 197(1....1971. 
5 .• Jonville, A.P., et al: European Journal of Clinical Phar

mocol (Germany), 1991:40 (2) p198. 
6. AIllerican Thoracic Society/Centers for disease Control: 

Treatment of Tuberculosis and Tuberculosis Infection in 
Adults and Children. Amer. J. Respir Crit Care Med. 
1994; 149: p1359-l374. 

7. Hoglund P., et al:European Journal of Respir Dis (Den7 
"mrk) 1987: February; 70 (2) pl1(1....U6_ 

8. Committee on Infectious Diseases American Academy of 
Pediatrics: 1994, Red Book: Report of the Committee on 
Infectious Diseases; 23 edition; p487. 

9. Schraufnagel, DE;Thsting for Isoniazid;Chest <United 
States) 1990, August: 98 (2) p314-316. 

CAUTION: Federal law prohi~its dispensing without pre-
scription. 

STADOL® 
ISla 'dol J 

APOTHECON® 
A Bristol.Myers Sqillbb Company 

Princeton, NJ 08540 USA 

(butorphanol tartrate inj~ction, USPJ 

J4-49lA 

Full prescribing information for the above product appears 
under Bristol·Myers Sqillbb Company. 

NOTICE 
Before prescribing or administering 

any product described in 
PHYSIcIANs' DESK REFERENCE 

check the PDR Supplements 
for revised ·information. 

Arco Pharmaceuticals, Inc. 
105 ORVillE DRIVE 
BOHEMIA, NY 11716 

Direct Inquiries to: 
Professional Service Department 
(516) 567-9500 

ARCO-LASE® 
(broad pH spectrum digestantl 

COMPOSITION 

aTe 

Each soft, mint flavored tablet contains Trizyme*, 38 mg., 
and Lipase, 25 mg. 
*Contains the followiIig standardized enzymes: amylolytic 
30 mg.; proteolytic 6 mg.; cellulolytic 2 ','lg. 
ACTION AND USES 
Indicated for most gastrointestinal disorders due to poor di
gestion. Flatulence, gas and bloating, dyspepsia, distention, 
fullness, heartburn, or in any condition where normal diges
tion is impaired by digestive insufficiencies. Arcolase pm
vides the highest standardized enzymatic activity, plus the 
pmtective action of the widest pH range. Thus it is effective 
throughout the entire G.I. tract. Requiring no enteric coat
ing, there is assurance ofa positive breakdown of its factors. 
This is advantageous, because quite often patients with di
gestive disorders cannot digest their food properly, let alone 
hard, or enteric coated capsules or tablets. 
SIDE EFFECTS 
None_ 

ADMINISTRATION AND DOSAGE 
One tablet with or immediately fbllowing meals. Tablet may 
be swallowed Or chewed. 

SUPPLIED 
Bottles of 50's. MOC 275-4040. 

ARCO-LASE® PLUS 

COMPOSITION 
Same as Arco-Lase, plus the addition of Hyoscyamine sul
fate 0.10 mg., atropine sulfate 0.p2 mg. and phenobarbital 
'Ia gr. (Warning: may be habit forming.) 
ACTION AND USES 
Gastrointestinal disturbances, such as cramps, bloating, 
spasms, diarrhea, nausea, vomiting and peptic ulcer. The 
enzymes correct the digestive insufficiencies. 
Tbe antispasmodic and phenobarbital contribute to the 
symptomatic relief of hypermotility and nervous tension, 
which usually accompanies functional disturbances of the 
bowel. 

ADMINISTRATION AND DOSAGE 
One tablet following meals. 

SIDE EFFECTS 
May cause rapid pulse, dryness of mouth and blurred vi
sion. 

CON'l'RAINDICATIONS 
This product is contraindicated in the presence of glaucoma 
or prostatic hypertrophy .. 

SUPPLIED 
Bottles of 50's. MOC 275-45-45. 

LITERATURE AVAILABLE 
Yes. 

MEGA-B® 
(super potency vitamin B complex, sugar & 
starch freel 

COMPOSITION 

Each Mega-B Tablet cOntains the following Mega 
Vitamins: 
B, (Thiamine Mononitrate) 
B2 (Riboflavin) 
Ba (Pyridoxine Hydrochloride) 
B'2 (Cyanocobalamin) 
Choline Bitartrate 
Inositol 
Niacinamide 
Folic Acid 
Pantothenic Acid 

OTe 

100 mg. 
100 mg. 
100 mg. 
100 mcg. 
100 mg. 
100 mg. 
100 mg. 
100 mcg. 

'100 mg. 

ARCO/545 

d-Biotin 
Para-Aminobenzoic Acid (PABA) 

100 mcg. 
100 mg. 

In a base of yeast to provide the identified and 
unidentified B-Complex Factors. 

ADVANTAGES 
Each Mega-B capsule-shaped tablet provides the highest vi
tanlin B complelC available in a single dose. 
Mega-B was designed for those patients who require truly 
Mega vitamin potencies with the convenience of minimum 
dosage. 

INDICATIONS 
Mega-B is indicated in conditions characterized by deple
tions or increased demand of the water-soluble B-complex 
vitamins. It may be useful in the nutritional management of 
patients during prolonged convalescence associated with 
major surgery. It is also indicated for stress conditions, as 
an adjunct to antibiotics and diuretic therapy, pre and post 
operative cases, liver conditions, gastrointestinal disorders 
interfernng with intake or absorption of water-soluble vita
mins, prolonged or wasting diseases, diabetes, burns, frac
tures, severe infections, and some psychological disorders. 
WARNING 
NOT INTENDED FOR TREATMENT OF PERNICI
OUS ANEMIA, OR OTHER PRIMARY OR SECON. 
DARY ANEMIAS, 

DOSAGE 
Usual dosage is one Mega-B tablet daily, Or varied, depend
ing on clinical needs. 

SUPPLIED 
Yellow capsule shaped tablets in bottles of30, 100 and 500. 

MEGADOSE™ 
(multiple mega-vitamin formula with minerals. 
sugar and starch freel 

COMPOSITION 

OTe 

Vitamin A 
Vitamin D 
Vitamin C wlRese Hips 
Vitamin E 

25,000 USP Units 
1,000 USP Units 

250 mg. 

Folic Acid 
VitaminB, 
Vitamin B. 
Niacinamide 
Vitamin Bs 
Vitamin Bl2 
Biotin 
Pantothenic Add 
Choline Bitartrate 
Inositol 
Para-Aminobenzoic 

Acid 
Rutin 
Citrus Bioflavonoids 
Betaine Hydrochloride 
Glutamic Acid 
Hesperidin Complex 
Iodine (from Kelp) 
Calcium Gluconate" 
Zinc Gluconate· 
Potassium Gluconate* 
Ferrous Gluconate* 
Magnesium Gluconate* 
Manganese Gluconate" 
Copper Gluconate* 

100 IU 
400 mcg. 

80 mg. 
80 mg. 
80 mg. 
80 mg. 
80 meg. 
80 mcg. 
80 mg. 
80 mg. 
80 mg. 

80 mg. 
30 mg. 
30 mg. 
30 mg. 
30 mg. 
5 mg. 

0.15 mg. 
50 mg. 
25 mg. 
10 mg. 
10 mg. 

7 mg. 
S mg. 

0.5 mg. 

"Natural mineral chelates in a base containing natural in
gredients·. 

DOSAGE 
One tablet daily. 

SUPPLIED 
Capsule shaped tablets in botUes of 30, 100 and 2S0. 

For information on over-the-counter drugs, 
consult PDR For Nonprescription Drugs. 
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PRODUCT INFORMATION 

rine System:' Infrequent: diabetes mellitus, goiter. 
EndD,~ and Lymphatic System: Infrequent: anemia, 
Hlrn l 

bocythemia, thromoocytopenia, eosinophilia, erythro
thro lll • 

1opent8.. - • - d b ~~-'I bolic and NutrItIonal D,sorders: Frequent: e yurd-
~.t~ Infrequent: gout, hypokalemia, increased creatine ki-
1l0n, hyperglycemia, weight increase, increased lactate de-
n~se. , 
h ·drogenase. 
1 uloskeletal System: Frequent: bone fracture; Infre-

"'~'~. muscle weakness, muscle fasciculation_ 
qUiD ~us System: Fr£quent: delusions"tremor, irritability, 
IWVsthesia aggression, vertigo, ataxia, increased libido, 
Jl$rl~essnes; abnormal crying, nervousness, aphasia;1n/re
"'s /. cerebrovascular accident, intracranial hemorrhage, 
QU'''sient ischemic attack. emotional lability, neuralgia, 
~~ess (localized), muscle spasm, dysphoria, gait abnor
lIlality, hypertonia, h~okinesia, n;uroderma~itis, n";n;tb-

(localized), paranOIa, dysarthria, dysphasl8, hostility, 

d
oess 

ased libido, melancholia, emotional withdrawal, nys-.ere _ 
IlIgIDus, paclllg. 

'Respiratory System:, l(req~ent: dyspnea, ~ore throat, 
bronchitis; Infrequ~nt: epIStaxis, p~st nasal. drip, pne~o
oio. hyperventi1a:'~n, pul~onary congestion, wheeZIng, 
hypoxia, p~aryngltis, pleurISY. pulmonary collapse, sleep 
apnea, snonng. • . . 
sfn Bnd Appendages: Frequent: pruntus, diaphoreSIS, 
~c<Uia' Infrequent: dermatitis, erythema, skin discolor-

~tioo. hy'per~eratosi.s, al~pecia! fungal dermB;titis, hel']Jes 
o.ste~ hirsutism, skin striae, rught sweats, skin ulcer. 
;~i~1 Senses: Frequent: cataract, eye irritation, vision 
blurred; Infrequent: dry eye~, glau~oma, earache, tinnit,u~, 
blepharitis, decreased heanng, re~al hemorrhage, otitis 
emma, otitis media, bad taste, COI\Junctival hemorrhage, 
ear bu~zlng, motion sickness, spots. befor~ eyes .. 
urogenital System: Frequent: unnary mcontinenoo, noc
turia; Infrequent: dysuria, hematuria, urinary urgency, me
trorrhagia, cystitis, enuresis, prostate hypertrophy, pye!one
pbritis, inability to e~~ty blad?er, breast.fibroade~o~I~, fi
brocystic breast, mastilts, pyuna, renal failure, vag1Dltis. 

p05tintroduction Reports 
Voluntary reports of adverse events temporally associated 
.. ith ARICEPT® that have been received since market in
troduction that are not listed above, and that there is inad
equate data to determine the causal relationship with the 
drug include the following! abdominal pain, agitation, cho
Il!C}'Stitis, confusion, convulsions, hallucinations, hemolytic 
anemin, pancreatitis, and rash. ' 

OVERDOSAGE 
Bouu ••• trategies for the' management of overdose are 
continuallv evolving, it is advisable to contact a Poison 
Control Centar to determine the latest recommendations 
fot the m.n~gement of an overdose of any drug. 
As in any case of overdose, general supportive measures 
Mould be utilized. Overdosage with cholinesterase inhibi
lora can result in cholinergic crisis characterized by severe 
Musea, vomiting, salivation, sweating, bradycardia, hypo
~l19ion, respiratory depression, collapse and convulsions. 
fncressing muscle weakness is a possibility and may result 

in death if respiratory muscles are involved. Tertiary anti
cholinergics such as atropine may be used as an antidote for 
ARICEPT® overdosage. Intravenous atropine sulfate ti
trated to effect is recommended: an initial dose of 1.0 to 2.0 
mg IV with subsequent doses based upon clinical response. 
Atypical responses in blood pressure and heart rate have 
been reported with other cholinomimetics when co-adminis
tered with quaternary anticholinergics such as g1yoopyrro
late. It is not known whether ARICEPT® andlor its metab
olites can be removed by dialysis (hemodialysis, peritoneal 
dialysis, or hemofilti:ation). 
Dose-related signs of toxicity in animals included reduced 
spontaneous movement, prone position, stsggering gait, lac
rimation, cloruc convulsions. depressed respiration, saliva
tion, miosis, tremors, fascicnlation and lower body surface 
temperature. ' 

DOSAGRAND ADMINISTRATION 
The dosages of ARICEPT® shown to be effective in con
trolled clinical trials are 5 mg and 10 mg administered once 
per day. 
The higher dose of 10 mg did not provide a statistically sig
nificantly greater clinical benefit than 5 mg. There is a sug
gestion, however, based npon order of group mean scores 
and dose trend analyees of data from these clinical trials, 
that a daily dose of 10 mg of ARICEPT® might provide ad
ditional benefit for some patients. Accordingly, whether or 
not to employ a dose of 10 mg is a DlStter of prescriber and 
patient preference_ 
Evidence from the contro]!ed trials indicates that the 10 mg 
dose, with a one week titration, is likely to be associated 
with a higher incidence of cholinergic adverse events than 
the 5 mg dose. In open label trials nsing a ~ week titration, 
the frequency of these same adverse events was similar be
tween the 5 mg and 10 mg dose groups. Therefore, because 
steady state is not achieved for 15 days and because the in
cidence of untoward effects may be influenced by the rate of 
dose escalation, treatment with a dose of 10 mg sbould not, 
be contemplated until patients have been on a daily dose cif 
5 mg for 4 to 6 weeks. 
ARICEPT® should be taken in the evening, just prior to re
,tiriD.g. ARICEPT® can be taken with Dr without food. 

HOW SUPPLIED 
ARICEPT® is supplied as film-coated, round tablets con
taining either 5 mg or 10 mg of donepez;1 hydrochloride. 
The 5 mg tablets are white. The strength, in mg (5), is de
bossed on one side and the medication code number (E 245) 
is debossed on the other side. 
The 10 mg tablets are yellow and have the strength de
'bossed on one side (10) and the medication code (E 246) on 
the other side. 
5 mg(White) Bottles of 30 (NOCH 62856-245-30) 

Unit Dose Blister Package 100 (lOX10) 
(NOCit 62856-245-41) 

10 reg <Yellow) Bottles of 80 (NDCII 62856-246-30) 
Unit Dose Blister Package 100 (10 x 10) 
(NOCH 62856-246-41) 

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

Table 3. Adverse Events Reported in Controlled ';:Iinical Trials 
in at Least 2% of Patients Receiving ARICEPT® and at a 

Higher Frequency than PJa~e~o-treated Patients 

~v System/Adverse Event 

P_nt of Patients with any Adverse Evlnt 
~asaWhole 

Headache 
Pain, various locations 
AtcideDt 
Fatigue 

CIrdlovascular System 
Syncope 

Di;ttUve System 
Nausea 
Dianhea 
VOmiting 
Anorexia ' 
~le and lYmphatic System 

"",hymosls 
M.ta~Olic and Nutritional Systems 

WeIght Decrease 
~lolkeletal System 

}[ilacle Cramps 
Arthritis 

~o~'System 
~lDnia 
~tiness 
Depression 
~onnal Dreams 

u.:."",olence 
~P!'_nital System 

"<quent Urination 

Placebo 
[n=355) 

72 

9 
'8 
6 
3 

6 
5 
3 
2 

3 

1 

2 
1 

6 
6 

<1 
o 

<1 

1 

ARICEPTdIl 
(n=7471 

74 

10 
9 
7 
5 

2 

11 
10 
5 
4 

4 

3 

6 
2 

9 
8 
3 
3 
2 

2 

ELKINS-SINN INC./9bS 

Rx only 
ARICEPT® is a registered trademark of Eisai Co., Ltd., To
kyo, Japan 
Marketed by Eisai Inc., 'Thaneck, NJ 07666 
Manufactured and DistributedlMarketed by 
RoerigDivision of Pnzer Inc, New York, NY 10017 

©1998 Eisai Inc. 
69-5210-00-3 EMsed April, 1998 

Shown in Product Identification Guide, page 309 

Available ,to physicians through Eisai Medical Sales Spe
cialists, free of charge. All are available in spanish also_ 

Understanding Alzheimers Disease Brochure 
Managing Alzheimers Disease Brochure 

(both are disease specific brochures) 

Know your Medicine Brochure 
(for patients on Aricept) 

12 week patient diary 
(also for patients on Arioopt) 

Elkins~Sinn, Inc_ 
2 ESTERBROOK LANE 
CHERRY HILL, NJ 08003-4099' 

Direct Inquiries tQ: 
Professional Service 
(610) 688-4400 

For Emergency Medical Information Contact: 
Day: (801l) 934-5556 8:30 AM to 4:30 PM 

(Eastern Standard Time). Weekdaye only 
Night: (610) 688-4400 (Emergencies ,only; non-emergen-

cies should wait until the next day) 
For Medical/Pharmacy Inquiries on Marketed Products Call: 
(800) 934-5556 8:30 AM to 4:30 PM 
(Eastern Standard Time), Weekdays only 

Elkins-Sinn's DOSETl'E® line offers a broad spectrum of 
injectable products in a variety of unit-of-use containers
DOSET1'E® vials, DOSETI'E® ampuls, DOSETl'E® syrin
ges, and DOSETl'E® cartridge-needle units. Easily adapt
able to any hospital plumnacy set-up, the DOSE'l'TE@ sys
tem combines easily identifiable, clearly printed product 
labeling with space-conserving packaging. Each DO
SETrE® container is characterized by product name and 
strength in large, bold-faced type, important usage and stor
age data, lot identification number, and expiration dale
E1kins-Sinn also produces a vast number of multiple dose 
vials. Listed below are the major ESI products. Forprescrib
ing information on products listed, write to Professional 
Service, Wyeth-A;yerst Laooratories, P_O. Box 8299, Phila
delphia, PA 19101, or contact your local Wyeth-A;yerst rep
resentative_ 

AMIKACIN SULFATE INJECTION, USP 
250mg/mL 2 mL Dosette Vial 

4mL Vial 250mg/mL 
AMINOCAPROIC ACID INJECTION, US!! 
250 mg/mL 20 mL Multiple Dose Vtal 
ATROPINE SULFATE INJECTION, USP 
400mcgfmL 1 mL.Dosette VuU 

(0.4 mg, 1I150 gr) 
400mcgfmL 

(0.4 mg, 1/150 gr) 
400mcg/mL 

(0.4 mg, 1/150 gr) 

1 mL Dosette Ampul 

20 mL Multiple Dose Vial 

1 mg/mL (1160 gr) 1 mL Dosette Vial 
CHLORPROMAZINE HYDROCHLORIDE INJECTION, USP 
25 mg/mL 1 mL Dosette Ampul 
50 mg/2 mL 2 mL Dosetle Ampul 
CYANOCOBALAMIN INJECTION, USP 
1 mgfmL (1000 mcg) 1 mL Dosette Vial 
1 mgfmL (1000 mcg) 10 mL Multiple Dose Vial 
1 mgfmL (1000 meg) , 30 mL Multiple Dose Vial 
DEXAMETHASONE SODIUM PHOSPHATE INJECTION, USP 
4 mg/mL 1 mL Dosette Vial 
4 mg/mL 5 mL M!'ltiple Dose Vial 
10 mgImL 1 mL Dosette Vial 
10 mg/mL 10 mL Multiple Dose Vial 
DIAZEPAM fNJECTlON, USP@: 
5 mg/mL 
5 mg/mL 
5 mglmL 
10mg/2 mL 
10 mg/2 mL 
lOmg/2mL 

1 mL Dosette Vial 
10 mL Multiple Dose Vial 

1 mL Dosette Syringe 
2 mL Dosette Vial 

2 mL Dosette Ampul 
2 mL Dosette Syringe 

Continued on next page 

CQnsult 1999 PDR~ sUPPI.men~2~(ft)29'fJ110n. 
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964/ELKINS-SINN INC. 

Product Info. ~ Elkjns~Sjnn-Cont. 

DIAZEPAM INJECTION, USP€: 
DOSETTE CARTRIDGE NEEDLE UNITS 
5 mg/roL· 1 mL Dosette Cartridge 

10 mg/2 roL 2 mL Dosette Cartridge 

DIGOXIN INJECTION, USP 
500 mcg/2 roL (0.5 mg) 2 mL Dosette Ampul 

DIPHENHYDRAMINE HYDROCHLORIDE INJECTION, USP 

50 mg/roL' 1 mL Dosette Vial 

DOPAMINE HYDROCHLORIDE INJECTION, USP 
200 mg/5 roL 5 mL Dosette Ampul 

200 mg/5 mL 5 mL Single Use Vial 

400 mg/5 mL 5 mL Dosette Ampul 

400 mg/S mL 5 mL Single Use Vial 

DURAMORPH® IMorphine Sulfate Injection, USP]<!!: (Pre

servative-Free for Epidural & Intrathecal Adminis

tration) 
5 mg/l0 mL (0.5 mg/roL) 
10 mg/lO mL (1 mg/roL) 
EPINEPHRINE INJECTION, USP 

10 roL Dosette Ampul 
10 mL Dosette Ampul 

1 mg/roL (1:1000) . 1 mL Dosette Ampul 

FENTANYL CITRATE INJECTION, USP [Preservative-Free)<!!: 

100 meg/2 roL 2 mL Dosette Ampul 

(0.05 mg/mLl 
250 meg/5 mL 

(0.05 mg/roL) 
600 mcg/10 mL 

(0.05 mg/mL) 
1000 meg/20.mL 

(0.05 mg/mLl 

5 mL Dosette Ampul 

10 mL Dosette Ampul 

20 mL Dosette Ampul 

1500 meg/3~ mL Single Dose Vial 

2500 meg/50 mL Single Dose Vial 

FUROSEMIDE INJECTION, USP (Preservative-Freel 

20 mg/2 roL 2 mL Dosette Ampul 

40 mg/4 mL 4 mL Dosette Ampul 

40 mg/4 mL 4 roL Single Use Vial 

100 mg/l0 mL 10 mL Single Use Vial 

GENTAMICIN SULFATE INJECTION, USP 
20 mg/2 mL 2 roL Dosette Vial 

(10 mg/mL--Pedietrlc) 
80 mg/2 mL 2 mL Dosette Vial 

(40 mg/mLl 
800 mg/20 mL 20 mL Multiple Dose Vial 

(40mg/roL) 
GENTAMICIN SULFATE INJECTION, USP 
DDSETTE CARTRIDGE NEEDLE UNITS 
60 mg/l.5 mL 1.5 mL Dosette Cartridge 

80 mg/2 mL 2 mL Dosette Cartridge 

HEPARIN SODIUM INJECTION, USP (Porcine Derived) 

1,000 UnitslmL 1 mL Dosette Vial 

5000 UnitslroL 1 mL Dosatte Vial 

5:000 UnitslroL 10 mL Multiple Dose Vial 

10,000 UnitslmL 1 mL Dosette Vial 

HEPARIN SODIUM INJECTION, USP (Porcine Derived) 

DOSETTE CARTRIDGE NEEDLE UNITS 
5,000 UnitslO.5 mL 0.5 mL Dosette Cartridge 

5,000 Unitsl1 roL 1 mL Dosette Cartridge 

10,000 Unitsl1 mL 1 mL Dosette Cartridge 

HEP·LOCK® [Heparin Lock Flush Solution, USP) 

10 UnitslmL 1 mL Dosette Vial 

10 UnitslmL 2 mL Dosette Vial 

10 UnitsfmL 10 mL Multiple Dose Vial 

10 UnitsfmL 30 mL Multiple Dose Vial 

100 UnitsfmL 1 mL Dosette Vial 

100 UnitslmL 2 mL Dosette Vial 

100 UnitslmL 10 mL Multiple Dosl) Vial 

100 UnitsfmL 30 mL Multiple Dose Vial 

HEP-LOCK® (Heparin Lock Flush Solution, USPI 

DOSEnl: CARTRIDGE NEEDLE UNITS 
10 Unitsl1 mL 1 roL Dosette Cartridge 

25 Unitsf2.5 roL 2.5 mL Dosette Cartridge 

100 Unitsf1 roL 1 mL Dosette Cartridge 

250 Units/2.5 mL 2.5 mL Dosette Cartridge 

HEP·LOCK® (Preservative-Free Heparin Lock Flush SolU

tion, USP) 
10 UnitslroL 1 mL Dosette Vial 

100 UnitslroL 1 mL Dosette Vial 

HYDROMORPHONE HYDROCHLORIDE INJECTION, USP(jf 

2 mg/mL 1 mL Dosette Vial 

2 mg/mL 20 mL Multiple Dose Vial 

HYDROXYZINE HYDROCHLORIDE I.M. INJECTION, USP 

25 mg/mL 1 mL Dosette Vial 

50 mg/mL 1 mL Dosette Vial 

100 mg/2 mL 2 mL Dosette Vial 

50 mg/mL 10 mL Multiple Dose Vial 

INFUMORPH® 2DD 
(Preservative-free Morphine Sulfate Sterile Solution) <!!: 

For Use in Continuous Mic.oinfusion Devices 
200 mgi20 mL (10 mg/mL) 20 mL Dosette Ampul 
INFUMORPH® 500 
(Preservative-free Morphine Sulfate Sterile Solutionl (g 

For Use in Continuous MicToinfusion Devi'Ces 

500 rng/20 rnL (25 mg/mL) 20 mL Dosette Ampul 

ISOPROTERENOL HYDROCHLORIDE INJECTION, USP (Re

frigeration not required) 
0.2 mg/roL (1:5000) 5 mL Dosette Ampul 

LEUCOVORIN CALCIUM FOR INJECTION [Lyophilized) 

50 mg Single Use Vial 

100 mg Single Use Vial 

LIDOCAINE HYDROCHLORIDE INJECTION, USP 
[Preservedl 
1% (10 mg/roLl 30 mL Multiple Dose Vial 

1% (10 mg/mL) 50 mL Multiple Dose Vial 

2% (20 mg/mL) 30 roL Multiple Dose Vial 

2% (20 mg/roL) 50 mL Multiple Dose Vial 

LIDOCAINE HYDROCHLORIDE INJECTION, USP 
[Preservative·Free, Single Use) 
1% (10 mgfmL) 5 mL Single Use Vial 

2% (20 mg/mLl. 5 roL Single Use Vial 

UDOCAINE HYDROCHLORIDE AND EPINEPHRINE 
INJECTION, USP (1:100,0001 
(Refrigeration not required] 
1% (10 mgfmL) 30 mL Multiple Dose Vial 

2% (20 mg/roL) 30 mL Multiple Dose Vial 

MEPERIDINE HYDROCHLORIDE INJECTION, USP<!!: 

25 mg/mL 1 roL Dosette Vial 

25 mg/mL 1 mL Dosette Ampul 

50 mg/mL 1 mL Dosette Vial 

50 mg/mL 1 roL Dosette Ampul 

75 mg/mL 1 mL Dosette Vial 

75 mg/mL 1 mL Dosette Ampul 

100 mg/mL 1 roL Dosette Vial 

100 mg/mL 1 mL Dosette Ampul 

MORPHINE SULFATE INJECTION, USP<!!: 
1 mg/roL 60 mL Single Use Vial 

5 mg/mL (1/12 gr) 1 mL Dosette Vial 

8 mg/mL (l/a gr) 1 roL Dosette Vial 

8 mg/mL (lIp gr) 1 mL Dosette Ampul 

10 mg/roL ( 16 grl 1 roL Dosette Vial 

10 mg/mL ('Is gr) 1 mL Dosette Ampul 

10 mg/mL ('Is gr) 10 roL Multiple Dose Vial 

15 mg/mL (1/. gr) 1 roL Dosette Vial 

15 mg/mL (II. gr) 1 mL Dosette Ampul 

15 mg/roL (1/. grl 20 roL Multiple Dose Vial 

NALOXONE HYDROCHLORIDE INJECTION, USP 

400 mcg/mL 1 mL Dosette Vial 

(0.4mg/mL) 
400 mcg/mL 1 mL Dosette Ampul 

(0.4mg/mL) 
400 mcg/mL 10 mL Multiple Dose Vial 

(0.4mg/mL) 
NEOSTIGMINE METHYLSULFATE INJECTION, USP 

1:1000 (1 mg/mL) 10 mL Multiple Dose Vial 

1:2000 (0.5 mg/mL) 10 mL Multiple Dose Vial 

PANCURONIUM BROMIDE INJECTION 
1 mg/roL 10 mL Multiple Dose Vial 

2 mg/mL 2 mL Dosette Vial 

2 mg/mL 2 mL Dosette Ampul 

2 mg/mL 5 roL Dosette Ampul 

2 mg/roL 5 mL Single Use Vial 

PHENOBARBITAL SODIUM INJECTION, USP€: 
65 mg/mL (1 gr) 1 mL Dosette Vial 

130 mg/mL (2 gr) 1 mL Dosette Vial 

PHENYLEPHRINE HYDROCHLORIDE INJECTION, USP 

10 mg/mL 1 roL Dosette Vial 

PHENYTOIN SODIUM INJECTION, USP 
100 mg/2 mL (50 mg/mL) 2 roL DosetteVial 

100 mg/2 mL (50 mg/roLl 2 mL Dosette Ampul 

250 mg/5 mL (50 mg/mL) 5 mL Single Use Vial 

PROCAINAMIDE HYDROCHLORIDE INJECTION, USP 

100 mg/mL (1 gram/l0 roL) 10 mL Multiple Dose Vial 

500 mg/roL (1 gram/2 mLl 2 mL Multiple Dose Vial 

PROCHLORPERAZINE EDISYLATE INJECTION, USP 

10 mg/2 mL 2 mL Dosette Vial 

PROMETHAZINE HYDROCHLORIDE INJECTION, USP 

25 mg/mL 1 mL Dosette Ampul 

50 mg/mL 1 mL Dosette Ampul 

PROTAMINE SULFATE INJECTION, USP 
lPreservative-Freel 
(Refrigeration not required) 
50 mg/5 roL 5 roL Dosette Ampul 

250 mg/25 mL 25 mL Single l!.e Vial 

SDDIUM CHLORIDE INJECTION, USP (Preservative-Free, 

Single Use) 
0.9% 2 mL Dosette Vial 

0.9% 5 mL Dosette Ampul 

0.9% 10 mL Dosette Ampul 

SODIUM CHLORIDE INJECTION. BACTERIOSTATIC, USP 

lPreserved with 0.90/0 Senzyl Alcohol) 
0.9% . 30 mL Multiple Dose Vial 

0.9% 2 mL Dosette Cartridge 

SOTRADECOL® (Sodium Tetradecyl Sulfate Injectionl 

1% 2 mL DosetteAmpul 

3% 2 mL Dosette Ampul 

SUFENTANIL CITRATE INJECTION, USP 

500 mcg/mL 1 mL Dosette Ampul 

100 mcg12 mL 2 mL Dosette Ampul 

250 mcg/5 mL 5 mL Dosette Ampul 

PHYSICIANS' DESK REFER 

SULFAMETHOXAZOLE & TRIMETHOPRIM CONCENTitA.lt '. 
FOR INJECTION, USP 
80 mg/mL Sulfamethoxazole . 5 mL Dosette AlnPIII 

with 16 mg/mL Trimethopnm 
80 mg/mL Sulfamethol<Uole 

with 16 mgfmL Trimethoprlm 

80 mg/mL Sulfamethoxazole 10 mL Single Use '{III 
with 16 mglmL Trimethoprim 

80 mg/mL Sulfamethoxazole 30 mL Multiple Dose '{Ill 
with 16 mg/mL Trimethoprlm 

THIAMINE HYDROCHLORIDE INJECTION, USP 

100 mg/mL . 1 mL Doselle '{Ill 
WATER FOR INJECTION, BACTERIOSTATIC, USP 

(Preserved with 0.90/0 Benzyl A1coholl 

AMIKACIN 
[d 'mt-cd-srn 1 
'SULFATE INJECTION, USP 

ao mL Multiple Dose \'Q[ 

WARNINGS, 

Patients treated with parenteral aminoglyco'ides 

should be under close clinical observation because olu.. 

potential ototoxicity and nephrotoxicity aSsociated with 

their use. Safety for treatment periods which are lonl:t1 

than 14 days has not been established.. 

Neurotoxicity, manifested as vestibular and pennanen! 

bilateral auditory ototoxicity, can occur in patients with 
preexisting renal damage and in patients with normal 

renal function treated at higher doses and/or for period! 

longer than those recommended. The risk of aminogly. 

coside-induced ototoxicity i~ greater in patients with re
nal damage. High frequency deafness usually Octul'S 

first and can be detected only by audiometric tesling. 

Vertigo may occur and may be evidence of vestibular iII. 
jury. Other manifestations of neurotoxicity may include 

numbness, skin tingling, muscle twitching and COnl'lll· 

sions. The risk of hearing 1088 due to aminoglycllSidei 

increases with the degree of exposure to either higb 

pea,k or high trough serum concentrations. Patients d~ 

... eloping cochlear damage may not have sympi;(lms dur
ing therapy to warn them of developing eighth.nem 

toxicity, and total Or partial irreversible bnatera~ deaf· 

ness may occur after the drug has been disconlinued. 

Aminoglycoside-induced ototoxicity i. usualll 

irreversible. 
Aminoglycosides are potentially nephrotoxic. Th~ risk 01 

nephrotOlticity is greater in patients with impnlm ffo 

nal function and in those who receive high doses or pro-

longed therapy. . 
Neuromuscular blockade and respiratory paralYSIS h~ft 

been rePorted following parenteral'injection, topical Ul' 

stillation (as in orthopedic and abdomina! irrigatloo ~ 

in local treatment of empyema) and followmg oral use 

aminoglycosides. The possibility of tbese pheno~e~ 

should be considered if aminoglyeosides are ?~m"1II
tered by any route, especially in patients ruelVlng:: 

esthetics; neuromuscular blocking agents such a~ tu . 

curarine, succinykholine, decamethonium; or m ~ 
tients receiving massive transfusions of citrate.an~ 

agulated blood. If blockage occurs, calcium sal~ corJ 
reverse these phenomena, buf mechanical teSpJrB 

assistance may be necessary. ~ . 

Renal and eighth·nel'\le function should be closely ~ , 

itored especially in patients with known or sus~thOI' 
na1 impairment at the onset of therapy and al~o ~ ~kf . 
whose renal function is initially normal but w 0 -, 

signs ofrenal dysfunction during therapy. 

centrations of amikscin should be moDitate 
sible to assure adequate levels and to a...a~d 
toxic levels and prolonged peak concentratio. 

micrograms per mL. Urine should be ex~ml 
creased specific gravity, increased excretion 0 .~ : 

and the presence of cells or casts. Blood urea(:~ ~ 
serum creatinine or creatinine clearance shou I d be ~ 
sured periodically. Serial audiograms shou h 10 l>t 
tained where feasible in patients old ·.dou~. or? 

tested, particularly high risk patients. E~ ~~ the tII1 
toxicity (dizziness, vertigo, tinnitus, ro~ng ~iscon\ill" 
and hearing loss) or nephrotoxicity reqUlreS . 

stion of the drug or dosage adjustme~t. I or 

Concurrent andlor sequential syste,?'C, o~ucts. 
use of other neurotoxic or nephrotoXIC pro 

ularly bacitracin, cisplatin, amphoterici~ 
dine, paromomycin, viomycin, PolyDIYXl~d ~ . 

vancomycin or other aminoglycosides shou . ';y arf 
Other factors that may increase risk of tOltlCI 

vanced age and dehydration. t ot 
The concurrent use of amikacin with po e 

(ethacrynic acid or furosemide) should be 'city. 
diuretics by themselves may cause ototoX1 

Information will be superseded by supplements and subsequent editions DPEM2_ 

Sandoz Inc. IPR2016~00318 

Sandoz v. Eli Lilly, Exhibit 1092~0005 
f 
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