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[Editor's Note: This review article on Injectable Products is
being published in three parts. The introduction and sum-
mary appeared in the November/December 1999 issue. The
final Part will appear in the March/April 2000 issue of the
Journal.}
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Drug Name/

Markcted Preadministration Route of Company and
Name Structure Formulation preparation Administration Indication
Acetazol- n P Solution Constitute with 5 mL 1V bolus/ Ledetle,
amide G “NH; 500 mg WFIto < 100 mg/mL. IV infusion; Antiglaucoma;
sodium/ pH 9.2 . IM but may be diuretic in
Diamox painful due to treatment of
pKa=72 alkalme pH mountain
sickness
Acyclovir Lyoggilized wder Reconstitute with IVinfusion  Glaxo Wellcome,
sodium/ o »{) - mg WFI to 50 mg/mL; over | hour Antiviral
Zovirax s o pH 105 - 11.6 Dilute with dextrose
N MO 5% or saline to <7
pKa~ 10 mg/mL.

Adenosine/ e Solution None 1V bolus/ - Fujisawa,

Adenocard " 3 mg/mL, IVinfusionat  Conversion to

1V (bolus), L\ Sodium chloride 9 mg/mL, 0.14 sinus rhythm of

Adenoscan pH 4.5-7.5 mg/kg/min for  PSVT (bolus).

(IV infusion) " 6 minutes Adjunct for
thallium-201
myocardial
o perfusion
scintigraphy
(infusion)
Alatrofloxacin :O”é,“k_ Solution Dilute with dextrose IV infusion Pfizer,
mesylate/ o 5 mg/mi. 5% to 1-2 mg/ml.. over 60 Antibiotic
Trovan “}T"c'*fc pH 3.4-43 (potentially minutes
incompatible with
Amide prodrug for saline and lactated
trovafloxacin Ringer's)
Alfentanil o ° Solution None for bolus. 1V bolus/ Taylor,
HCV “/\LI 0.5 mg/mL, For IV infusion dilute IV infusion at Analgesic
Alfenta \O Sodium chloride (isotonic) with saline, dextrose 0.5-3.0
pH 4-6 5%, or lactated ug/kg/min
Ringer’s to 0.025-
0.080 mg/mL.
Alprostadil Lyophilized powder Reconstitute with 1.2 Intra- Pharmacia &
(prostaglan- m 6-46 ug mlL. water preserved cavernosal Upjohn,
dinEl/ h Y Lactose 172 mg, with benzyl alcohol Erectile
Caverject i o Sodium citrate 47 mg, 0.95% wiv. dysfunction
Benzyl alcohol 8.4 mg (~ 0.5-1.1 ug is lost due
to adsorption to the vial
and syringe.)

Alprostadil e Lyophilized powder Reconstitute with 1.2 Intra- Schwarz Pharma,
alfadex m 6-50 ug c:am;:»lexelzi0 with 200- mlL saline. cavernosal E}ectilc
(prosta- ? Y . dysfunction

glandinE1/ Wi o 1610 uﬂ)ct;o cslc cgrsctgcgiextrin

Edex complexed with - H4-8
P
cyclodextrin :
Amifostine/ Lyophilized powder Reconstitute with 1V infusion Alza,
Ethyol "*"\/\/u\/\,/ o 500 mg saline to 50 mg/mL over 15-30 Antineoplastic
Prodrug that is (stable at room minutes adjuvant
dephosph oxyl ated by tempgrg::sn): forS [cyto;;rnoéccuvc
alkal;éxgvghgzglma to May be further diluted radioprotective
with saline to 5 (reduces toxic
mg/mL. effect of
cisplatin}]
Amikacin Solution For IV infusion dilute Elkins-Sinn,
sulfate - 250 mg/mL, with saline or IV Infusion Antibiotic
n;% ﬁzg\&\”‘ Sodium metabisulfite 0.66%  dextrose 5% t02.5-5  over30-60
e Sodium citrate 2.8 % mg/mL. minutes
pH35-55
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Drug Name/
Marketed Preadministration Route of Company and
Name Structure Formulation preparation Administration Indgcation
Aminocaproic He Ha Solution Dilute withsalineor IVinfusionat4 - Immunex,
aci “*?/r\ﬁ)\ﬁ,m 250 mg/mL, dextrose 5% to~ 15 grams/hour Enhancing
2 Benzyl alcohol 0.9% 20 mg/mL. hemostasis when
pH 6.8 fibrinolysis
contributes to
bleeding
Amino- Solution None IV infusion at Merck,
hippurate 200 mg/mL 6-10 mg/kg and Measures
sodium 10-24 mg/min effective renal
“PAH" '* plasma flow
Almodaronc Solution Dilute with dextrose IV infusion Wyeth-Ayerst,
50 mg/mlL, 5%to<2mg/ml.  at5-15mg/min  Antiarthythmic,
Cordamnc TWEEN 80 at 10%, dextrose Antianginal
Benzyl alcohol 2%
pH 4.1
Amitriptyline Solution None M Zeneca,
HCV 10 mg/ml, Antidepressant
Elavil Dextrose 44 mg/mL,
Methylparaben 1.5 mg/mL,
yf(’ Propylparaben 0.2 mg/mL
pH 4-6
Amphoter- . ™ Liposome opaque Dilute withdextrose  IVinfusionat  The Liposome
icin Bf suspension 5% to 1-2 mg/mL. 2.5 mg/kg/hr Company,
Abeloet 5 mg/mL Antifungal
il DMPC 3.4 mg/mL,
complexed 1:1 (drug-to- DMPG 1.5 mg/mL,
lipid molar ratio) with {L.-  Sodium chloride 9 mg/ml,
o-dimyristoylphosphati- pH = 5-
dylcholine (DMPC) and L-
o-dimyristoylphosphati-
dylglycerol (DMPG) in a
7:3 mole ratio}
Amphoter- Lyophilized powder Reconstitute with IV infusion at Sequus
icinB 50 -100 mg WFI to 5 mg/mL. 3-4 mg/kg/hr (Purchased by
cholesteryl After reconstitution with WFI  Dilute with dextrose AlzA),
sulfate/ to a 5 mg/mL colloidal 5% 10 0.16 - 0.83 Antifungal
Amphotec fiposomal dispersion, mg/mL.
: complexed 1:1 molar  Sodium chotestgLyl sulfate 2.6
with cholesteryl sulfate
EDTA 0 037 m, mL,
Lactose 95 m
TRIS 0.56 mg/mL
Amphoter- Lyophilized powder Reconstitute with IV infusion at Fugisawa
icin B/ 50m, WET to 4 mg/mL. 3-5 mg/lkgfhe (developed by
Ambisome After reconstitution with WFI  Dilute with dextrose NeXstar, now
to a 4 mg/mL translucent 5% to 1-2 mg/mlL. Gilead),
liposomal suspension, Antifungal-
Hydrogenated soy
phosp. haddylclmhnc 18 mg/ml,
D:smoylphméhnaéfylgywml
Cholesterol 4 mg/mL,
Alpha tocopherol 0.05 mg/mlL,
Sucrose 75 mg/mlL,
Disodium succinate 2 mg/mL
pH 5.0-6.0
71

Vol. 54, No. 1 / January-February 2000

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

DOCKET

_ ARM

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/
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Marketed Preadministration Route of Company and
Name Structure Formulation preparation Administration Indication

Ampicillin 0 Powder Reconstitute with ™/ Pfizer,

and 1-2 grams (ampicillin), WFI to 250 mg/mL IV infusion Antibacterial

Sulbactam 0.5-1.0 grams (sulbactam) ampicillin and 125 over 10-30 (ampicillin)
sodium/ Ampicillin pH=8-10 mg/mL sulbactam. minutes
Unasyn o For IV dilute with

o " saline or dextrose 5%
0 to 3-45 mg/mL.
Sulbactam
Amrinone Solution Nene or Slow IV bolus  Sanofi Winthrop,
lactate/ i HC : S mg/mL, dilute with saline or over 2-3 Inotropic and
Inocor X, Sodivm metabisuifite 0,25 half-satine to 1-3 minutes vasodilator (short
(not in 1999 P m mg/mL. IV infusion at  term management
PDR) pH=34 5-10 ug/kg/min of CHF)
Atenolol/ ,‘\ Solution None, or dilution with IV infusion at 1 Zeneca,
Tenormin ’Y\Ii 0.5 mg/ml., saline or dextrose 5%. mg/min Annhypenensivc
o Sodium chloride (to isotenic), and treatment of
Citric acid to acute myocardial
pH=155-62 infarction
07 ki,

Atracudum .W.L,» Solution None for [V bolus 1V bolus/ Glaxe Wellcome,
besylate/ 10 mg/mL For IV infusion dilute 1V infusion at General
Tracrium wiwo Benzyl alcohol 0.9% with saline or 5-13 ug/kg/min anesthesia

pH = 3.2-3.6 dextrose 5% to 0.2- (Skeletal muscle
(benzene sulfonic acid) 0.5 mg/mL. relaxant)
Atrophine v Solution None sC/ Elkins-Sinn,
sulfate 0.1-1.0 mg/mL, M/ Astra, and
Sodium chloride 9 mg/mL., 1V bolus Baxter,
5, o wiwo Benzyl alcohol 1.5% Anticholinergic,
g pH3-6 Antispasmodic

Aurothio~ H Suspension None IM (oiD Schering Corp.,
glucose/ 50 mg/mL Prolonged Antitheumatic
Solganal in sesame oil release due to

Aluminum monostearate 2%, slow
Propylparaben 0.1% absorption
Azathioprine Lyophahzcd power Reconstitute with 10 IV bolus/ Glaxo Wellcome,
sodium/ 100 m mL WFL IV Infusion Immuno-
Imuran pH = 9. 8-11 For IV infusion dilute suppressive anti-
with safine or metabolite;
dextrose 5%. management of
severe
rheuvmatoid
arthritis
Azithromy- " Lyophilized powdcr, Reconstitute withS IV infusion of Pfizer,
cin/ e e, 500 m mL WFI, and diluteto  500mgat 1 Antibiotic
Zithromax “ Citric acid 414 mg -2 mg/mL with mg/mL over 3
ey saline, dextrose 5%, hours, or 2
or lactated Ringer's. mg{r;xxL over 1
our
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i Drug Name/
' Marketed Preadministration Route of y and
; Name Structure Formulation preparation Administration cﬁ:uon
Aztreonam/ 4 1) Lyophilized powder For IM reconstitute 157 BMS,
Azactam MAM H e 052 with at least 3 mL IV bolus/ Antibiotic
4 ) l N‘ L-arginine 780mg[gram WFI or saline to ~ 1V Infusion/
o’ sop aztreonam 100-500 mg/mL.. For
HOOG g, pH = 4.5-7.5 1V bolus reconstitute
t 2) Frozen Solution with WFI to 50-200
20.40 mg/ml. mg/mL. For IV
Lactose 14-34 mg/mL, infuston reconstitute
Arginine 16-32 mg/mL with 3 mL WFI, then
! pH 4.5-7.5 dilute with salinc.
. dextrose 5%, lactated
Ringer’s to <20
mg/mL.
Benzquin- Powder Reconstitute with ™/ Pfizer,
amide " 50 mg WFI to 25 mg/mL. 1V infusion Prevent nausea
(Not in 1999 W pH =34 with surgery
PDR) Soy anesthesia
L
Benztropine Solution None ™/ Merck,
mesylate/ 1 mg/mlL., (IV bolus is Anticholinergic
Cogentin Sodium chloride 9 mg/mL alright, but has  used in psychotic
\ pH=5-8 no advantage patients with
o. over IM) acute dystonic
reactions, and in
Parkinson's
disease
Betametha- Suspension None ™ Schering,
sone Betamethasone sodium Anti-
Phosphate phosphate 3 mg/mL, inflammatory and
sodium and Betamethasone acetate 3 for allergies
Betametha- mg/mL,
sone Acetate/ ¢ Sodium phosphate dibasic
Celestone Water soluble 7.1 mg/mL,
soluspan phosphate ester Sodium phosphate
prodrug monobasic 3.4 mg/mL,
. EDTA 0.1 mg/mL,
) Benzalkonium chloride 0.2
m
pH 6.8-7.2
o
Water insoluble
acetate ester prodrug
Bethanechol Solution None sC Merck,
chloride/ "‘Y\g\t’“’ aw 5.1 mg/mlL., Cholinergic
Urecholine & pH neutral
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