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Drug Name!

 

 

 
Magriteted Prcadministmtion Route of Company and

Name Structure Fonnulation preparation Administration Indication

Accmzol- u ,9 Solution Constitute with 5 ml. IV bolus! Lederle,
amide ”‘3 \m 500 mg WFI to-< 100 mgme. IV infusion: Antiglaueonw;

sodium! pH 9.2 M but may be diuretic in
Diamox painful due to ueatmcnt of

pKa = 7.2 alkaline pH mountainsickness

Acyclovir Lyoggilizedmwder Reconstimte with W infusioa Glaxo Wellcomo,
sodium! ,9. ti) WFI to 50 mglmL; over l hour AntiviralZovirax k 0 pH 10.5 - 11.6 Dilute with dextrose“8" "N’ Won 5% orsaline to < 7

pKa ~ 10 mglmh

Adenosine! "3 Solution None IV bolus! ‘ Fujisawa.
Adenocard ,, 3 mg/mL. IV infusion at Conversion to

V (bolus). Ly Sodium chloride 9 mg/mL, 0.14 sinus rhythm ofAdenoscan pH 4.5-7.5 mg/kglmin for PSVT (bolus).
(EV infusion) ,. 6 minutes Adjunct forthallium-201

myocardial
W perfusionscintigmphy

(infusion)

Alamofloxacin >051 Solution Dilute with dextrose IV infusion Pfizer,mcsylatd :5 . 5 mgimL 5% to l-2 mgImL. over 60 Antibiotic
Trovan .JT'M pH 3.4-4.3 (potentially minutesincompatible with

Amide prodrug for 331"” ”‘1‘?“3‘“!
trovafloxacin Ringer 3)

Allentanil 4: " Solution None for bolus. IV bolus! Taylor,

HCV “/14 0.5 mglmL, For IV infusion dilute IV infusion at AnalgesicAlfenta \0 Sodium chloride (isotonic) with saline, dextrose 0.5-3.0
pH 4~6 5%. or lactated ug/kymin

Ringer‘s to 0.025-
0.080 mglmL.

Alprostadil Lyophilized powder Reconstitute with L2 Intros Pharmacia &
(prostaglan~ W 646 ug mL water preserved cavemosal Upjohn,

dinEIl : = lactose 172 mg, with bone I alcohol Erectile
Caverject “0 °" Sodium citrate 47 mg, 0.950 wlv dysfunction

Benzyl alcohol 8.4 mg (~ 0.51 1 ug is lost due
to adsorption to the vial

and syringe.) l

Al rostadil ° L ophillzed wder Reconstitute with 1.2 Intta— Schwm tha, f

a fadex m 6-50 a); eomplexgiiowith 200- mL saline. cavemosal Eipctile l
(prosta- _. , , dys unction

glandinEll m m 1610 aficioczccgficlzgextrln i
Eden; complexed with (Xe H 4-8 ’ ‘P

cyclodextrin

Anfifostine/ Lyophilized powder Reconstimtc with IV infusion Alza,

Ethyol "*sz 0.. 500mg salgne1:? so tog/ml. ovet‘ 15-30 Angeoptasoc
Prodm that is sta e at room minutes 3ovant_

dephosphoxylated by tempgrjéusn): for5 [cytolirnoéecuve
Mggfigfig‘mm Maybefunher diluted “0mewith saline to 5 (reduces tom

mg/mL. effect of
clspiatinn

Amikacin Solution For IV infusion dilute {Ml Elkins-Sinn.
sulfate I'*- 250 mg/mL, with salineor IV Infusion Antibiotic

K;%W Sodium metabtsulfite 0.66% dextrose 5% to 2.5-5 over 30 - 60.v. Sodium citrate 28 % mg/mL minutes
pH 3.5 - 5.5

70 PDAJournal of Pharmaceutical Science a Technology
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Drug Name!
Marketed

Name Sanctum: Formulation

Aminoca ic Solution

ac: ”IRE/BEN ZSOmymL,Benzyl alcohol 0.9%
pH 6.8

Amino~ Solulion
hippurate 200 mymLsodium

H AH“ K

Amiodarone "' Solution
HClJ 50 mgme,

Cordamne TWEEN 80 at 10%,
Benzyl alcohol 2%

pH 4.1

Amitriptyline Solution
HCll 10 mg/mL.

Elavil Dextrose 44 mg/mL,
Methylparaben 1.5 mglmL,

2:38 Propylparaben 0.2 mglmL
pH 4-6

Amphoter- .k ,0. Llposome opaque
low E! suspension
Abeloct 5 mglmL

W‘ DMPC 3.4 mg/mL.
complexed lzl (drug-to» DM‘PG 1.5 mglmL,
lipid molar ratio) with [L- Sodium chloride 9 mglml.

wdimyristoylphosphatl PH = 5’7
dylcholine (DMPC) and If
avdimyfistoylphosphati—
dylglyccrol (DMPG) in a

7:3 mole ratio]

Amghoter- Lyophilized powder
icin B 50 400 mg

clnlestetyl Alter reconstitution will: WFI
sulfate! to a S mglmL colloidal

Amphotec liposomal dispersion,

. complexed 1:1 molar Sodium cholestgLyl sulfate 2.6with cholesteryl sulfate
EDTA le037 m mL,
Lactose 95 m
TRIS 0.56 mg/rnL

Ainphoter- Lyophilized powdericin BI 50 mg
Ambisome After reconstitution with WFI

to a 4 mglmL translucent
Iiposomal suSpension,

Hydrogenated soy
phosphaddylfholine 18 mg]mL,
Distemoylphosphatidylglycetol7mglmL,

Cholesterol 4 mglmL
Alpha tocophero! 0.05 mglmL.

Sucrose 75 mglmL,
Disodium suecinate 2 mglmL

pH 5M.0

Vol. 54. No. ‘l I January-Febmaryzooo

Preadministralion
preparation

Dilute with saline or
dextrose 5% to ~ 15-

20 mg/mL.

None

Dilute with dextrose

5% to < 2 mglmL.

None

Dilute with dextrose

5% to 1.2 mglmL

Reconstituic wilh
WFI to 5 mglmL.Dilute with dextrose
5% to 0.16 - 0.83

mglmL.

Reconstimle with

WFI to 4 mg/mLDilute with dextrose

5% to 1-2 mymL.

 

3

Company and lication . gmm...mm.~u-mu—-M_M”W-WWWWUW-M

 
Route of

Administration

IV infusion at 4 lmmuncx. g
gramsihour Enhancing

hemosmsis when 3
fibrinolysis

contributes to
bleeding

IV infusion at Merck.
640 mgflcg and Measures

10~24 mglmin effective renal
plasma flow

[V infusion WyexhoAyerst.
at 5-15 mglmin Amianhythmic, E

dextrose Amianginal

1M Zeneca,
Antidepressant

IV infusion at The Liposome
2.5 mglkglhr Company.

Amifimgal

[V infusion at Sequus g
3-4 mg/kg/hr (Purchased by i

Ale). :
Amil’ungal

IV infusion at Fugisawa
$5 mglkglhr (developed by

NeXstar, now
Gilead).

Antifungal

Tl

 

Supplied by The British Library “The world‘s knowledge"

AstraZeneca Exhibit 2158 p. 3

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Amrinone
lemme!
Inocor

(not in 1999
FDR)

Axcnolol!
Tenormin

Amndum
bcsylatel
Tracrium

Atro hine
sul ate

Aurothio-
glucose!
Solganal

Azitiuomy»cinl
Zithromax

72
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AmpicoiginG 2
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Sulbactam

cegowwcoon

l /N

YukOW

 
in

Supplied by The British Library - "The world‘s knowledge"

-.........-—.._w..m

1—2 grams

Formulation 

Powder

pH:840

Solution

5 mglrnL,
Sodium metabisulfite 0.25

mgImL.
pH = 3-4

Solution
0.5 mglmL.

Sodium chloride (to isotonic),
Citric acid to

pH = 5.5 - 6.2

Solution
10 mg’mL

wlwo Benzyl alcohol 0.9%
pH : 3.2—3.6

(benzene sulfonic acid)

Solution
0.1-1.0 mgme.

Sodium chloride 9 mglmL.
w/wo Benzyl alcohol 1.5%

pH 36

Suspension
50mg/mL

in sesame oil
Aluminum monostearate 2%,

Propylparaben 0.1%

L o hilized power
y p100 mg
pH = 9.841

Lyopliilizcd powder,
‘ 500 mg,

Citric acid 414 mg

(ampicillin),
0.5-1.0 grams (sulbactam)

 
Preadministralion Route of Company and

preparation Administration Indication

Rwonstituto with 1M! Pfizer.
WEI to 250 mglmL IV infusion Antibacterial
ampicillin and 125 over 1080 (ampicillin)
mymL snlbactam minutes
For IV dilute with

saline or dexuose 5%
to 3-45 mg/mL

None or Slow IV bolus Sanofi Winthrop,
dilute with saline or over 2~3 Inotropic and

halfosalino to 1-3 minutes vasodilator (short
mgmL. IV infusion at term management

540 ug/kglmin of CHF)

None. or dilution with IV infusion at 1 Row, 3
saline or dextrose 5%. rug/min Antihypertensivc ;

and treatment of §
acute myocardial I

infarction 9

None for IV bolus IV bolus! Glaxo Wellcomo, € 1
For IV infusion dilute IV infusion at General ‘ ‘

with saline or 543 uglkglmin anesthesia
dexirose 5% to 0.2- (Skeletal muscle I

0.5 mglmL. relaxant) " l

None SCI Elkins-Sinn. '
1M:l Astra. and A g

IV bolus Baxter, ’ FAnticholinergic, : ’
Antispasrnodic . ‘

None IM (oil) Schering Corp" i
Prolonged Antirhcumaoc

release due to ‘slow i

absorption {5

Roconstitute with 10 iv bolus! Glaxo Wellcome,
mL WFL IV Infusion Immuno-

ForIV infusion dilute suppressive ami-
with saline or unmbolite:
dextrose 5%. management ofsevere

rheumatoid
arthritis

Reconstitute with 5 IV infusion of Pfizer,
m1. WFI. and dilute to 500 mg at I Antibiotic

1-2 rug/ml. with ins/ml. over 3
saline. dextrose 5%, hours. or 2

or loomed Ringer‘s. my? over lour

FDA Journal of Pharmaceutical Science & Technology
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Dmg Name!
Marketed

Namemm..«—.u-mu.m«—.~.m”-~«-m.“a“....W.“.m-_“»-u-

Amoonaml 8

Azactam “#413591 a 9"

Benzguin—mode "a

(Not in 1999 ~"°"'
FDR) km.

Benztmpine
mesyIate!
Cogentin

Betametha-
son:

Phosphate
sodium and
Betametha-

sone Acetate}
Celestone

soluspan

 
Water soluble

phosphate ester
prodrug D

 
a Water insoluble
acetate ester prodrug

["Yfiéfi
Bethanechol

chloride!
Urecholine

Vol.54.No.1 I January-vFebruaty 2000
 

 

 
Preadministration

Formulation preparation

1) Lyophilized powder For 1M reconstitute
0.5~2 g, with at least 3 mL

L—arginine 780mglgram WFI or saline to ~
moonmn 100600 mgImL. For

138 = 4.54.5 IV bolus reconstitute
2) Frozen Solution with WFI to 50—200

2040 mg/mL mglmL. For IV
Lactose ”~34 mglmL. infusion reconstitute
Arginine 16-32 mg/mL with 3 mL WFI, then

pH 4.5.7.5 dilute with saline.
dextrose 5%, lactazcd

Ringer's to s 20
mglmL.

Powder Recoostituto with
50 mg WFI to 25 mg/mL.

pH = 3-4

Solution None
1 mglmL.

Sodium chloride 9 mglmL
pH = 58

Suspension None
Betamethasone sodium

phosphate 3 mglmL,
Betamethasone acetate 3

. mama .
Sodntm phosphate dibasxc

7.1 m mL,
Sodium p osphate

monobasic 3.4 mglmL
EDTA 0.1 mglmL.

Benzalkonium chloride 0.2

mglmL,
pH 6.8-7.2

Solution None
5.1 mg/mL,
pH neutxa!

 

Routo of Com y and
Administration In ication

1M! BMS.
IV bolus] Antibiotic

IV Infusion!

1M] Pfizer,
iv infusion Pnevent nausea

with surgery
mesmesia

1M! Merck,
(IV bolus is Anticholinergic

alright. but has used in psychotic
no advantage patients with

over 1M) acute dystonic
reactions, and in

Paddnson's
disease

1M Schering,
Ami-

inflammatory and
for aliergies

SC Merck‘
Cholinergic

73
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