Drug
E18(0)

Infor

©

7 } - «d
O TIC h 1) IT N

X >
)
N\TALQCC 14

:‘.1 n—— Sk Qo

o = AT~ R P |
oY <4 &/ / - N P
I JIU SNSIU JE A
oy, . - e & wliben W W’ Wl =l Qet® - . = 4 " "

‘.?m

21st EDITION

MICROIVIEDEX

;* 0

THONMSON HEALTHCARE




NOTICE AND WARNING

Read the section, Description and Limitations of Infounntlon Included of the “Preface” before _consulting individual
monographs. . .

The inclusion in USP Drsperrsmg Information (1 USP DI) of a monograph on any drug in respect to w}uch patent or tra(ie;mrk
tights may exist shall not be deemed, and is not mtended as, a grant of; or authority to exercise, any nghts or privilege pro-
tected by such patent or trademark. All such rights and privileges are vested in the patent or trademark owner, and no other
person may exercise the same without express permission, authority, or license secured fmm such patent or ‘trademark owner.

_ The Hsting of selected brand nanes is intended only for ease-of reference. The inclusion of a brand :1ame does not mean the
authors have any part:cu!ar knowledge that the brand llsted has propemes dlffeient fmm other brauds of the same drug, nor
should it be interprgted 48 an endorsement. Sumhrly, the: fact that a pa:tlcuiat braud has not been mcluded does not indicate
that the product has been _]udged to be unsatisfactory or unacceptable. ; N :

Attention is called to the fact that all volumes of USP Dispensing Information are fully copyrighted: Volume I—Drug
Information for Health Care ijéssmnal Volume II——Advrce Jfor the Parzem Volume III—Approved Drug Products and
Legal Requirements. . :

For permission to copy or utifiz_e limited excerpts of this fe§t, address inquiries to USP DI Reprint Requests,
MICROMEDEX, 6200 8, Syracuse Way, Suite 300, Englewood, CO 80111,

Physicians, pharmacists, nurses, and other health practitioners are hereby given: permission to reproduce a Jimited number of
one or more pages of advice from the Advice for the Patient volume of USP DI but only when for direct distribution, without
charge, to their patients or clients receiving the presciibed drug, provided that ‘such reproduction shal[ inciude the copyright
notice appearing on the pages from which it was copied.

This book is protected by copynght No part of it may be reproduced, stored in a retneval system, Tesold, redistributed, or
transmitted in any form or by aiiy means (¢lectronic; mechanical, photocopymg, recordmg, or otherwise} without prior
written permission from MICROMEDEX except as stated above,

© 2001. MICROMEDEX Thomson Healthcare. All Rights Reserved.
© 1999-2000. MICROMEDEX Thomlson Healthcare. All Rights Reserved.
© 1980-1985, 1987-1998. The United States Pharmacopeial Convention, Inc. All Rights Reserved.

USP DI® and Advice for the Patient® are registered trademarks of The United States Pharmacopexal Conventlon, Iuc Used
with permission. : :

Library of Congress Catalog Card Number 81-640842

ISBN 1-56363-372-8
ISSN 0740-4174

Printed by Quebecor World, Taunton, Massachusetts, 02780.
Published & distributed by MICROMEDEX, 6200 S. Syracuse Way, Suite 300, Englewood, CO 80111.
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l o Approved Drug Prodiicts with Therapeutic Equivalence Evaluations ‘

| USP DI

! : CUMULATIVE LIST OF ORPHAN PRODUCT

| DESIGNATIONS AND APPROVALS (continued)

| 7 T _ SPONSOR AND ADDRESS

| NAME B +. INDICATION DESIGNATED i o “DD'= Date Designated =

! Generic/Chemical e =T *#+ = Markeling Approval /!

TN = Trade Name =~ S— p——_— - e
== ' FOR USE AS AN ADJUCT TGO SURGERY, RADIATION THERAPY AND

SODIUM PHENYLBUTYRATE . "CLEMOTHERAPY FOR THE TREATMENT OF PATIENTS WITH PRI

.. v MARY OR RECURRENT MALIGNANT GLIOMA.

TREATMENT OF et

LEEDING ESOPHAGEAL VARICES.

SODIUM TETRADECYL | o
SULFATE : VR
TN= SOTRADECOL o - . iy

MENT - "PREVENTION OF POST-CARDIOPULMONARY BYPASS SYNDROME "
SOLUBLE CoMPLEMENT. © . = “{iN CHILOREN UNDERGOING CARDIOPULMONARY BYPASS.
RECEPTOR TYPE' T

eyt o

MBINANT = 5 “PREVENTION OR REDUCTION OF-ADULT RESPIRATORY DISTRESS
SOLUBLE RECOMBIINA . i SYNDROME. P
HUMAN COMPLEMENT 0 7

RECEPTOR TYPE 1 . _ ‘ .,

. ADJUNCT TO THE NON-OPERATWE MANAGEMENT OF SECRETING
~ GUTANEOUS FISTULAS OF THE STOMACH, DUODENUM, SMALL

SOMATOSTATIN | .

TN= ZECNIL - INTESTINE (JEJUNUM AND ILEUM), OR PANCREAS.
.. 7! TREATMENT OF BLEEDING ESOPHAGEAL VARIGES! v et
SOMATOSTATIN /', Yiph A
1M AT R S AT g e e 2% Tl

o et ;;bﬁON’" " /FOR LONG-TERM TREATMENT OF CHILDREN WHO HAVE GROWTH
somaTREM FOR INJECTIOT -y FAILURE DUE TO A LAGK OF ADEQUATE ENDOGENOUS
TN= PROTROPIN - .5+ GROWTH HORMONE SECRETION.

SOMATREM FOR INJEQT!.QN-E -

- SYNDROME.
TN= PROTROPIN "~ o

A B EEY

oo 2SN EOR USE IN THE LONG-TERM TREATMENT OF CHILDREN WHO
SOMATROPIN*** 11 " HAVE GROWTH FAILURE DUE TO A LACK OF ADEQUATE EN-
TN= NUTROPIN . DOGENOUS GROWTH HORMONE SECRETION.

7

war et

SOMATROPIN il
TN= NORDITROPIN"

© “ITREATMENT OF GROWTH FAILURE IN CHILDREN DUE TO INADE-
;o /1 QUATE GROWTH HORMONE SECRETION.

or i

N 'TREATMENT OF SHORT STATURE ASSOCIATED WITH TURNER

SOMATROPIN*** _ - 3. SYNDROME.
TN= HUMATROPE'

EATMENT OF ADULTS WITH GROWTH HORMONE DEFICIENCY.
SOMATROPIN*** B

TN= GENOTROPIN
S i FORTHE ENHANGEMENT OF NITROGEN RETENTION IN HOSPITAL-
?OMATHOPIN (RDNA) _...u 't IZED PATIENTS SUFFERING FROM SEVERE BURNS.
N= SAIZEN ' e niEg, O

) y -

7 'FOR USE WITH GLUTAMINE IN THE TREATMENT OF SHORT
"BOWEL SYNDROME (NUTRIENT MALABSORPTION FROM THE
*.. GASTROINTESTINAL TRACT RESULTING FROM AN INADEQUATE
~ ABSORPTIVE SURFACE). o
1t R B Vst

SOMATROPIN (R-DNA)

TN= SEROSTIM :

. TREATMENT OF CHILDREN WITH AIDS-ASSOCIATED FAILURE-TO-

SOMATROPIN (R-DNA " THRIVE INCLUDING AIDS-ASSOCIATED WASTING. ™ = /=
INJECTION i LA

TN= SEROSTIM

N

yFOR

DD 03/06/2000

131 UCB PHARMACEUTICALS, INC*f -

TREATMENT OF SHORT STATURE ASSOCIATED WITH TURNER'S" '+

'ELAN PHARMAGEUTICAL RESEARCH"

CORPORATION !
GAINESVILLE, GA
PHONE: (770) 534-8239
DD 04/24/1998

v v e

" ELKINS-SINN, INC.

" "CHERRY HILL, NJ
PHONE: (609) 424-3700
DD 06/10/1986 .

' AVANT IMMUNOTHERAPEUTICS, INC. -

NEEDHAM, MA

PHONE: (781) 433-3129

“{ T'GELL SCIENCES, INC. ' 1
NEEDHAM HEIGHTS, MA ‘

PHONE: (617) 621-1400
DD 11/21/1994

" FERAING LABORATORIES, INC:
SUFFERN, NY b
PHONE: (888) 793-6367

_ DD 06/20/1988

SMYRNA, GA '
PHONE: (770) 437-5654
DD 12/22/1994

i

g ¥ v iy
GENENTECH, INC. U
SOUTH SAN FRANCISCO, CA *
PHONE: (415) 225-1000 j
DD 12/09/1985 - i

s
e

GENENTECH, ING. W e

SOUTH SAN FRANCISCO; CA - "/~ * '

PHONE: (415) 226-1000
DD 12/09/1985

'T"GENENTECH, INC. BN
SOUTH SAN FRANCISCO, CA
PHONE: (415) 225-1000
DD 03/06/1987

"I NOVO NORDISK PHARMACEUTICALS
PRINCETON, NJ
PHONE: (609) 887-5847

DD 07/10/1987 ,

ELI LILLY AND COMPANY" **
INDIANAPOLIS, IN
PHONE: (317) 276-2000

DD 05/08/1990

PHARMAGIA & UPJOHN '
KALAMAZOO, Ml
PHONE: (616) 833-8239
DD 09/06/1924 _
SERONO LABORATORIES,INC.' -
NORWELL, MA = /i 3 mi e
PHONE: (781) 282-9000
_ DD 05/03/1989 .
SERONO LABORATORIES, INC.
NORWELL, MA
PHONE: (781) 982-9000
_ DD 03/08/1995 .
i~ SERONO LABORATORIES, INC. !
“ 'NORWELL, MA
PHONE: (781) 262-2000
DD 03/26/1996
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3196 Approved Drug Products with Therapetuic Equivalence Evaluations

CUMULATIVE LIST OF ORPHAN PRODUCT
DESIGNATIONS AND APPROVALS (continued)

NAME G

P SPONSOR AND ADDRESS
Genenc/Chemrcaf INDICATION DESIGNATED DD = Date Designated =
TN = Trade Name *** = Marketing Approval

PHENYLACETATE

LYASE
TN= PHENYLASE

PHENYLALANINE AMMONIA: '

PHENYLBUTYRATE /-

PHOSPHOCYSTEAMINE

PHYSOSTIGMINE SALICYLATE
TN= ANTILIRIUM .c. ..+ si

PILOCARPINE***
TN= SALAGEN .

PILOCARPINE HCL***
TN= SALAGEN . 1/~

PIRACETAM
TN= NOOTROPIL ’

1

POLIFEPROSAN 20 WITH

CARMUSTINE®** .~ "is v

TN= GLIADEL

POLOXAMER 188
TN= FLOCOR

POLOXAMER 188
TN= FLORCOR

POLOXAMER 188

POLOXAMER 331
TN= PROTOX

POLY I: POLY C12U
TN= AMPLIGEN

POLY I: POLY G12U
TN= AMPLIGEN

_ TREATMENT OF SICKLE GELL CRISIS,

' FOR USE AS AN ADJUNCT:TO SURGERY; RADIATION THERAPY

‘AND CHEMOTHERAPY FOR THE TREATMENT OF PATIENTS
" WITH PRIMARY OR RECURRENT MALIGNANT GLIOMA.

- TREATMENT OF HYPERPHENYLALANINEMIA. i - i1 =0
- TREATMENT OF ACUTE PROMYELOGYTIC LEUKEMIA.
" .’ TREATMENT OF GYSTINOSIS. * - |

'TREATMENT OF FRIEDREICH'S AND OTHER INHERITED ATAXIAS. -

THEATMENT OF XEROSTOMIA INDUCED BY HADIATION THERAPY
' FOR HEAD AND NECK CANCEH

THEATMENT OF XEROSTOMIA AND KERATOCONJUNCTIVITIS |
¢'SICCA IN SIOGREN'S SYNDROME PATIENTS. &
TREATMENT OF MYOGLONUS.

TREATMENT OF MALIGNANT GLIOMA.

) fHEATMENT OF SEVERE BUHNS_FI_EOUIHING HOSPITALIZATION.

' TREATMENT OF VASOSPASM IN SUBARACHNOID HEMORRHAGE
- “PATIENTS FOLLOWING SURGICAL REPAIR OF A RUPTURED CE-'
“I" REBRAL ANEURYSM.

_INITIAL THERAPY OF TOXOPLASMOSIS IN PATIENTS WITH AIDS.

3 T

TREATMENT OF AIDS.

TREATMENT OF RENAL CELL CARCINOMA.

“ELAN PHARMACGEUTICAL HESEARCH

CORP.
GAINESVILLE, GA
PHONE: (770) 534-8239
DD 031'06/1998

IBEX TECHNOLOGIES INC

© "CANADA H4P 1P7,

PHONE: (610) 407-4200
DD 03/08/1995 (RE

ELAN CORPORATION
GAINESVILLE, GA
PHONE: (770) 538-6360
DD 01/19/2000

MEDEA RESEARCH LABORATORIES

PORT JEFFERSON, NY 7'+
PHONE: (516) 331-7718
DD 09/12/1988

‘FOREST PHARMACEUTICALS, INC,

NEW YORK, NY
PHONE: (212) 421-7850
DD.01/16/1985

MGI PHARMA, INC.

"~ BLOOMINGTON, MN=« 2. & i1y

©:PHONE: (612) 346-4722

DD 09/24/1990

MGI PHARMA, INC.

- 'BLOOMINGTON; MN - "~

' PHONE: (612) 346-4722

DD 02/28/1992
UCB PHARMA, INC.

“SMYRNA, GA

PHONE: (770) 437-5645

1 DD 10/02/1987

GUILFORD PHAHMACEUTICALS ING.
S LBALTIMORE,MD - . 7.0

PHONE: (410) 631-6306
DD 12/13/1989

CYTRX CORPORATION
NORCROSS, GA T
PHONE: (609) 799-7580 v
DD 06/27/1989

CYTRX CORPORATION

: NORCROSS, GA

PHONE: (609) 799-7580
DD 02/22/1890

CYTRX CORPORATION
NORCROSS, GA ait
PHONE: (770) 368-9500 7'
DD 08/05/1997

CYTRX CORPORATION

{ NORCROSS, GA MBS rs

PHONE: (770) 453-0107 40!
DD 03/21/1991 Pey

HEMISPHERX BIOPHARMA, INC.
* PHILADELPHIA, PA G

PHONE: (215) 988-0080
DD 07/19/1988

HEMISPHERX BIOPHARMA, INC.

PHILADELPHIA, PA
PHONE: (215) 988-0080
DD 05/20/1991
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