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APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
19TH EDITION

CUMULATIVE SUPPLEMENT 4
APRIL 1999

1.0 INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement is one of a series of monthly updates to the Approved Drug Products with
Therapeutic Equivalence Evaluations, 19th Edition (the List). The List is composed of four parts:
approved prescription drug products with therapeutic equivalence evaluations, over-the-counter (OTC)
drug products that require approved applications asa condition of marketing. drug products with
approval under Section 505 of the Act administered by the Center for Biologics Evaluation and
Research and products that have never been marketed, have been discontinued from marketing or that
have had their approvals withdrawn for other than safety or efficacy reasons.

The Cumulative Supplement provides, among other things, information on newly approved drugs and, if
necessary, revised therapeutic equivalence evaluations and updated patent and exclusivity data. The
Addendum contains appropriate drug patent and exclusivity information required of the Agency by the
"Drug Price Competition and Patent Term Restoration Act of 1984" for the Prescription, OTC, and
Drug Products with Approval under Section 505 of the Act Administered by the Center for Biologics
Evaluation and Research Lists.

The Patent and Exclusivity Lists are arranged in alphabetical order by active ingredient name. For those
products with multiple active ingredients, only the first active ingredient (in alphabetical sort) will
appear. In addition, the trade name will be displayed to the right of the active ingredient name for each
product. Also shown is the application number and product number (FDA's internal file number) for
reference purposes. All patents with their expiration dates are displayed for each application number.
Use patents are indicated with the symbol "U" followed by a number representing a specific use. Patent
and Exclusivity information for a specific drug is indicated by an abbreviation followed by the date
upon which the patent and/or exclusivity expires. Refer to the Patent and Exclusivity Terms section
in the Patent and Exclusivity Information Addendum for an explanation of all codes and abbreviations.
Information regarding drug patents and exclusivity for an approved product will appear in this
addendum as it is received and may not correspond with the month the drug product is approved and
published in the Rx/OTC sections of the Cumulative Supplement.

i




to

Because all parts of the publication are subject to changes. additions, or deletions, the List must be used
in conjunction with the most current Cumulative Supplement. Users may wish to place an asterisk )
to the left of the ingredient(s) in the List to indicate that changes to that entry appear in the Cumulative

Supplement.

Drug product information is provided in each Cumulative Supplement for completeness to assist in
locating the proper place in the List for the revision. [Strength(s) which already exist in the List will not

be repeated for context.]

The presence of any therapeutic equivalence code indicates that the drug product is multisource: the
deletion of a therapeutic equivalence code indicates that the drug product has become single source. (An
infrequent exception exists when a therapeutic equivalence code is revised. In that case the deletion of
the therapeutic equivalence code is followed immediately by the addition of the revised one.)

New additions to the Prescription Drug Product List, OTC Drug Product List, and the Patent and
Exclusivity Data are indicated by the symbol >ADD> to the left of the line on which new information
exists. The >ADD> symbol is then dropped in subsequent Cumulative Supplements for that item.

New deletions to the Prescription Drug Product List, OTC Drug Product List, and the Patent and
Exclusivity Data are indicated by the symbol >DLT> (DELETE) to the left of the line. The >DLT>
symbol is dropped in subsequent Cumulative Supplements for that item. The shaded print remains in
the Prescription Drug Product List and OTC Drug Product Lists in all Cumulative Supplements (hard
copy only) for this edition. However, the overstruck data in the Patent and Exclusivity Data is dropped
in subsequent Cumulative Supplements (hard copy).

Products that have never been marketed, have been discontinued from marketing or that have had their
approvals withdrawn for other than safety or efficacy reasons, will be flagged in this Cumulative
Supplement with the "@" symbol to designate their non-marketed status. All products having a "(@"
symbol in the 12th Cumulative Supplement of the 19th Edition List will then be added to the
"Discontinued Drug Product List" appearing in the 20th Edition.

APPLICANT NAME CHANGES

It is not practical to identify in the Cumulative Supplement each and every product involved when an
applicant transfers its entire line of approved drug products to another applicant, or when an
applicant changes its name. Therefore, the cumulation of these transfers and name changes will be
identified in this section only. Where only partial lines of approved products are transferred between
applicants, each approved product involved will appear as an applicant name change entry in the
Cumulative Supplement.




It is also not practical to identify each and every product involved when an applicant name is changed
to meet internal publication standards (e.g., MSD or Zenith [Former Abbreviated Names] are
changed, respectively, to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names]). When
this occurs, each product involved (either currently in the Cumulative Supplement or in the following
year's edition) will reflect the new abbreviated name. Consequently, it will not appear as an applicant
name change entry in the Cumulative Supplement nor will the cumulation of these name changes

appear in this section

APPLICANT NAME CHANGES

FORMER APPLICANT NAME NEW APPLICANT NAME
(FORMER ABBREVIATED NAME) (NEW ABBREVIATED NAME)

NO APPLICANT NAME CHANGES — APRIL 1999

DICLOFENAC SODIUM OPHTHALMIC SOLUTION 0.1%

Two NDAs have been approved for diclofenac sodium ophthalmic solution 0.1% (DSOS). (1) Ciba’s NDA
20-037 for Voltaren and (2) Falcon Pharms’ (Alcon) NDA 20-809 for DSOS. Alcon was required to do a
study comparing their DSOS to Voltaren and to a placebo control in post cataract surgical inflammation.
This study was necessary to demonstrate that the different formulation of the Alcon drug product did not
affect the safety and/or effectiveness of the proposed drug product for this indication. Prior to the approval
of Alcon’s DSOS Ciba did clinical studies and was approved for two additional indications for the temporary
relief of pain and photophobia in patients undergoing corneal refractive surgery. Three years of Waxman-
Hatch marketing exclusivity was granted to Ciba for these two new uses.

Since the treatment of pain has a different site of action than the anti-inflammatory or photophobia
indications the Agency did not have information to support a recommendation that the Alcon and Ciba DSOS
are therapeutically equivalent for the treatment of pain. The designation of therapeutic equivalence at this
time applies only to the anti-inflammatory indication. The therapeutic equivalence designation will apply to
the photophobia indication upon expiration of Ciba’s marketing exclusivity.




t AVAILABILITY OF THE EDITION

The 19th Edition of the Orange Book and its monthly cumulative supplements are available by subscription from
the Government Printing Office:
Superintendent of Documents
Government Printing Office
P.O. Box 371954
Pittsburgh, PA 15250-7954

I'he telephone number to charge your subscription is 202-512-1800. The cost is $78.00 annually.

Ihe Approved Drug Products with Therapeutic Equivalence Evaluation (Orange Book) and related drug
information is also available on the Internet at the Food and Drug Administration, Center for Drug Evaluation and
Research, Drug Info page.

I'here is an Electronic Orange Book Query (EOB) at http://www.fda.gov/cder/ob. The Query provides searching of
the approved drug list by active ingredient, proprietary name, applicant holder or applicant number. Product
search categories are: prescription, over-the-counter, discontinued drugs. There are links to patent and exclusivi ity
information that may be applicable to each product. The data is updated concurrently with the publication of the
annual edition or monthly cumulative supplements.

The Internet version of the hard copy Orange Book annual edition is at
http://www.fda.gov/cder/orange/adp.htm.

I'he Internet version of the hard copy monthly supplement is at
http://www.fda.gov/cder/orange/supplement/cspreface.htm. Changes to the annual edition are listed separately by
month,

There are ASCII text files of the Orange Book drug product data at
hitp://www.fda.gov/cder/orange/obreadme.htm. The drug product text files are zipped into zipobtxt.exe. The files
are updated concurrently with the publication of the annual edition or monthly cumulative supplements.

Appendix A and Appendix B are updated quarterly.

[he 19th annual edition of the 1998 Orange Book Patent and Exclusivity List is at
http://www.fda.gov/cder/orange/19bookpub.pdf.

The current year Patent and Exclusivity cumulative supplement list that denotes the current month additions is at
http://www.fda.gov/cder/orange/supplement/patents.pdf.

The current listing of the Orphan Product Designations and Approvals is available at
http://www.fda.gov/orphan/designat/list.htm.

Vi




“uonEUIqWOS ® Jo wed se 1o Jualpasdur ajFuis e se ayya jonpoid Snup e ut asn 10j $a1e1g pajun ayy ul (punoduwiod jualed ay Jo aaneALIP
10 12159 ‘pes ® s 1o punodwod juated ayy se soyia) parosdde usaq Kjsnoraaid jou sey 1By A1210W ANIE UB PAIIPISUOI SI YU IR|NII[OW MU Y

XIUL] TB[ND3OJA MaN

"aWeU 2pE 10 dLauaT Jenanued e sapun way e £q Sunaytew o) [erosdde yum vonensiuiwpe
1O 2101 UdAIS ® 10) 1Suans pue uuoj afesop diy1dads v ur papraoid jonpoid uoHRUIGUOD B SB 10 JUIPAISUL J(TUIS B SE I (SPANRALIAP puE
SI2182 SJ[BS S1 puB S1NUd 1B[nos[ow) 12101 AL UL JO 1517 1anpoud Sni uondussalg ayy ut uoneiuasaidal ayy st 1npoad 3nip e podal sty 1o,

1oNpoI ] sni(]

SNOILINIAFd

N0 dUIASEQ AU} Ul 3soyl Y (s)apenb snotaasd oy wody Apanae 1anpoad Jo spunod sajedodiodut yaiym pappe st ejep
Ap1arrenb jo uwinjod e “poriad luow-221y) §aea 104 117 10npoid Sni uonduasaid sy ut sonpoid ayy 01 s12Ja1 (8661 () UWN[OD dUIISEQ Y |,

"SPOOJ 10 SIITO[01Qq SIIIAIP [BIIPI SB PIPIBTAI MOU ISOY) pue
‘proIqe A]2|0Ss pajaye S0y} sionqgLisip £q paroyew sjonpoid Snip pasosdde are papnjoxg 19y 212WSO)) pue “Bni(] "Poo ] [BI13pa ] A4l JO S0
UO1193S JApUN SSAUAAIDAYYD pue K1djes joq 10) paroidde syonpord Snip pajayrew A[[eansawop e sJUNod ) ul papnjaul sPNpod quawdjddng
SANR|NWNTY) JUSLIND JY) PUE 1817 Jonpoid Sniq uondiiosald ay) ul uonewojul 1onpoid Ayl Woly PIALIIP SHUNOd Arewuns sapiaoad yodas siyp

LAOdTY 40 NOILLdIYOSd

ISTT IDNAO¥d DA NOLLIRIDSTdd dHL 304 SINNOO 40 LIOdTY §'1




A

‘(s a3 o xx aFed “uonanponuy 235) uomsodwos suriiea Jo spnpold FUIIEILd-pIoe ouluy,

0.8 95 SLINVII1ddY 40 ¥3EWNN
¢ oL 03A0¥ddY SITLILNI ¥VINI3T0W M3N
2L L) LLL (A I BT ) SNOI 1d32X3
(%8°¢) /¢ (%8°€) %i¢ INITIVAINDI ATIVIILNIJVAIHL LON
(%6°69) 6969 (%6°69) %569 INFIVAINDI ATTYITLNIJVYIHL
(%9°S2) yvsl (%9°¢€.) 805/ 30¥N0S1LTINKW
(%€°62) 02%2 (%2°82) %0S2 3J¥N0S 3TINIS
GL66 £266 Q31S17 S1INQ0¥d 9nya
6661 d3S 6661 NN 6661 UYMW 8661 230 @3LNN0D S3TY093ILVD

d31¥VND A8 3ATLYINWND SLINNOD

1SI7 12NA0Y¥d 9N¥A NOIL4I¥ISIEd 3FHL ¥O4 SLINNOD 40 L¥0d3Y




666T '0E€ ¥WW
T00 TITSLN

6661 ‘60 d3d

T00 €90SLN

9661 '¥1 ONY

T00 ELTTLN

24

666T
T00 SS0SL

‘sz 934
.z .

T00 OE6¥LN

666T '0f ¥AY
Z00 ZBESLN
666T ‘0f ¥AY
T00 ZBESLN

6661 ‘9T NUIL
100 060SLN

THG/d45¥vd DWZ Od

F5Vd %E€80 0 OF

HNI/DHW60 0

NOILYTYHNI

1an
HIVATINS TO¥ILOETV
TYH0 ‘dNY¥AS

YWAYHd HOdL IH
HIVATINS TO¥ILNITY
NOIIWTIVYHNI ‘NOILNTIOS

HIVY4ATINS TO¥ALNETY

YW SWIYHd YAHTEW

YRAUAN
TO¥ALOTTY
!gI¥ELEAN 'TOSO¥IY

TOYHLOETY

TH/35Vd DROS OF NHOEL TOQEW NYIAIHEW

TW/95vd DWOS O

DHOO08

<]
=
o
(=]
-«

DHO0Z

*

SHANILYYd WHVYHd WY +
WOIJOS ¥IAOTOADY
NOILDACNI ‘HTEYLDALNI

<

WNATIJOS ¥IAOTOAOY

avasTIvD
YIAOTODADY
IO ¢ 1EI9YL

NOSVLS
AIAOTOXROY
TR0 ‘3INSdYD

4 a

YIAOTOADY

S86T 'TT NAL
T00 LOTOLN

‘ST ¥VW
T00 E€0ZO¥N

6661

666T ‘9T VW
T00 68ZO¥N

‘6T 100
T00 95688N

S86T

686T ‘€T NUL
T00 LO66BN
ﬁﬁ%

2

AAAA
===l
ElEE

AAAA

666T

T00 9TEO¥N
FIVHINYIIE HNOQODOWAAHIO ANY ‘ENIZAAVD ‘NIHJONIWYLADW

TVH0 ‘1ITEYL

‘8z ddv¥

OWOOT {DW0S9 ®

IO IETEYL

FIVIASAUN BNIHAAX0d0dd -NIHAONIWYIHOY

DHS ‘DHSZTE WdYHd HAINY v
NEHJONIWVIZOV ANV HNOJODAXO
Y0 ‘1ATEYL

DHWS {DW00S aEWyINd ww

NIHJONIWYLEOY GNV FNOJODAXO
TRIO ‘FINSYD

H0I 80 THOOUAAH @NOUOOAXO ‘NAHJONIWYIHOW

DHS {DW00S LAOWMIDNITIVH w
NEHAONINVYLIEOV OGNV Zivdldvilid ANOJODO¥AAH

DWS {DH00S ANITAT09 HLINIZ W

¥

TRIO ‘FTINSAYD

HIvaldvild ANOGOJOYUAH ~NAHJONIWYIIOY

OWZE‘ON09 ‘DWB " TTL JUOTAIN +

— e T T S A T TS T R

HIVALAVLIE ENIZGOJOUAAHIA K ENIHddvD ‘NIHIONIWYLADY

66.,8d¥ - 66.NYL / ¥ dEEWAN INIWITIANS FATIVIONAD / 1SIT 1Dnao¥d SNdad Xd

NOILIQE HI6T

1SIT 1DNao¥d DN¥d ROILAI¥OSEdd




666T ‘80 ¥dAY
200 9TOSON
666T ‘80 ¥dAY
100 STOSSN

S00 6E9EBN
$00 6E9EBN
£00 6ESEBN
¢00 6E9EBN

666T ‘9T ¥dAY
T00 S6B¥LN
666T 'z €dd
T00 8BISLN

886T 'ET NAC
T00 6ZLE6IN

DHWO00S

DHOSZ

4 2

AXVENTA
NITIIDIXOWY
TYH0 ' JATINSAYD

NITIIDIXOWY

®
®
®
®
®

HAIYOTHOOUAAH HNITAIdIVILINWY

DHOO0Z

DW00Z

;T

0

WIYHdOAON

4 2

__WHVHAVHATY
TOH ENOYVYAOIWY
TIO ‘1IATEVL

HAIYOTHOOUAAH HANOJYYAOIWY

TAYOHITH UMVSICNd +
I¥ODOTIAD
TYDOIdOL ‘LNIWLNIO

FYVOHLTH ¥MYSIfNg  +
LY0D0TDAD
TYDIdOL ‘NOILOT

HAINONIOWY

a
E:

AAAA
alg
CE

AANNA

:

A A
[=]]=]
<=
A A

2

a
c:

a
2

B
P
a

A

A A

B4
=
(a]

B4
=
[=

A

AAAAAAARAA
S5l
a a

A A

E
o
a

*
Z00 9TTBIN T PR
T00 STISIN $520°0 FUYOHLTH UMYSICAd ®
I¥ODOTOAD
TYOIJOL ‘WY=EMD
HAINONIOWY
666T '0€ WY s
100 96TSLN TH/OAS 0 SWHYHA 40DIS YISNED v
TIQVISOda TV

NOILDACNI ‘HTIVIDALNI

TIAYLSOddTY

666T ‘90 ¥AY
T00 ¥Z60ZN TYIA/OI 00S'€E
‘TIIA/DWIS € ! TYIA/ONPT ¥
‘TYIA/ONES ¥ TYIA/ONWSZ LT TIIA/OWI¥
STYIA/WON PT¥TYIA/OWS S !TYIA/QI 002
TYIA/WON 09!TYIA/DWSZT!TVIA/NI ZT°TT HYYOHLTH ¥3LXvd +

ZT-LIASNYEED

NOIIDACNI ‘HTIYIDALNI

¥ NIWYLIA “INIWYIHL -NIAVTAOHIN “EANIXOQIdAd
~dIOV OINJHLOLNYd “HAIWUNIOVIN “dIDV DITOd 'NIWYIYHOJ0NVAD
“TO¥IAIDTYOHTOHD *-d "NILOIE “QIDY DIHYODSY '10¥dHdODOL-YHA'TY

T00 ¥809IN
T00 ¥809IN

k]

SWIYHd _Odvd
WI¥dO01AZ
TR0 ‘1ITEYL

TONINNdOTTY

666T 'Z0 €34
T00 9880ZN aNVDIT +
NILIENYd

TYDIJOL ‘7TdD

FsSvd $1°0 Od

NIONILFILITY

66.,4dY - 66,.NVL / ¥ YAEWON INIWIT4d0S FAIIVIOWND / ISIT ILONAOMd SA¥d XA

E
=
[a]

A

AN A A
=]
E =

=
A A

2

<7Qav <
< gav <

2

2

A A

2

a
2

2

8

AAAANANAAA
a a
ElE
A A A

<_aay_<
<_aav_<
<Taav <




666T ‘8T €3Id
100 ¥E60CN

€86T 'S AYH
Z00 L¥98IN
€86T ‘ST AWM
100 LP98IN

TE6T ‘0T WVW
T00 BTEELN
TEE6T '0Z UYMW
T00 LTEELN
e e

B 666T ‘0€ ¥dY
qmmommmxmammanZHme.amgmma uoommmvﬁz wzamhuzou“usohr

aw
666T '0€ ¥dY -
HATH0THOOYAAH NOIdoddnd 100 8B6FLN DWSZ {DWOE {DHSBE O SNSASLS av
ENTEddVD ONVY 'NI¥IdSY 'HIVELID ENIdQUNZHJHO
TYd0 {IETEYL
dsve $2T°0 OF SOILEANNOD + FIVELID INIUQUNAHAHO 'ENIZAdvo 'NId1dsy
0IXAT

TYDIdOL ‘10S0¥dY
666T ‘SO WYKW -
AIVIATYA INOSVHIIWYLIE 100 TSESLN DHOE ‘DN ‘OW0S ‘DHSZE SWNYHd OdNH av
HZ1VHASOHd ANIHA0D ANV 'ENIZddvo 'NIdIdsy IviigTvind

TYYO ‘FTINSdYD

e e TR T T T N TNTHTACY
#* HIVHASOHd ANIZQOD 'aNIdddvo ‘TYLISTYLOL ‘NI¥IASY

i 666T ‘ST ¥dY
DWO08 ' OWS + T00 6E0TZN TH/OWST HWODTIEM OXYID +

ASVHANIOY
OWO¥ ' OWS NODIHLOAY Y40 ‘NOILINTIOS
HAIZUOD
TYH0 ¢ LATEVL 666T ‘ST ¥WdV
Z00 LOOTIZN DWOST *
TOTOQYN Hd1ZVIHLAWN1J08dNad 6661 ‘ST ¥d¥Y
T00 LOOTZN OWOS AWODTTIEM OXYID
HSVHANIOY
| TR0 31NSdYD
ANITATI0D HLINHZ YY
HIVATINS ANIJO¥IY /M TOH HLVIAXONIHAIA YIAYNITEdWY
TH0 ¢ LITaVL
HATH0THOOUAAH HIVIAKONAHAIQ 'AIYA'INS ANIJOdLY 666T ‘ST ¥dAY
200 T9LOSN OWO0¥ +
6661 ‘ST ¥dAY
< aay_< T00 T9LOSN OW00Z WYHOEHEE INITIHLIWS
OWO0T ® < aay_< TIXOWY
< aaqy_< TYY0 ‘FTEYMEHD ' LATIVL
DWO0S ® < aay_<
< IVIG < 666T ‘ST ¥WAVY
< 170 < TOO 09LOSN TWS /OH00 ¥ +
<_ 170 < 666T ‘ST ¥dAY
< I < T00 09LOSN THS/OW00Z WYHOIHE SNITIHLIWS
TIXOWY

TV0 ‘NOILALILSNODEY ¥0Od ¥IAMOd

NITIIDIXOWY

66,8dY¥ - 66,NYL / ¥ ¥HEWON INSWITddNS FAIIVIONWND / LSIT 1OAQO¥d DN¥a Xd

AANAA

2

2

o
C

:

A

AAA

A AANAAAA AANAA
a

2

AAAAA

2

2

8

:

a
a

AAAAAA

2

2

2

2

2

i

a
.

AAAA

A

A

A

AAA

A A

2

a
=

A

A

A A
a
a

2

A A




966T '0€ SNV < aay <
€00 06SPLN DHOO0T gV < aav <
9661 '0€ ON¥ __ < aam < FJI¥0THO WNIAOS 'HEIVIEDY WNIA0S ‘daI¥O0THD
T00 06S¥LN OHOS gy < gdv¥ < WAISSYIOd "EAI¥0THD WNISANOYW “HSOYIXEA “HAI¥OTHD WAIDTYD
966T ‘0€ DNY < aav <
Z00 06S¥LN DHWSZ g¥ < ady <
966T '0€ S0Y < aay <
DHS'ZT INITATI0D HLINAZ ¢ < dav <
< 114 < e
8¢ < 17d < I¥
__ <_11a <
ONOS ¥ < 114 < T00 6L00ZN TW/OWZ¥ 0 ! TH/ON¥T L
< I7d < {TW/OWT " € { TH/OWBE " 0 { TH/DRZ " 0 S
¢ < _I7d < {TTH/DWHBT " 0 {TH/DWZ6 " 0 ! TH/DWPST 0 NAOAY IY
< I17d < YIIXd T0SOANE
g¢ < I7d < NOILVOIYNI ‘NOILNTIOS
TIO ‘ LETIVL dIVHASOHd WNIJOS “AdI¥0THD
WNIQ0S "EIVNOEYYOIE WNIAOS ‘HdId0THO WAISSYIOd ' ddId¥0THO
TI¥d0LIdYD WNISANOYW “EdIATNSIA ANOIHIVINTO “dSOdULXEd “EdI¥OTHD WAIDTYD
€86T ‘LT NWYL 666T '¥0 934
Z00 69Z8TN TWOOT/OWFL 100 ¥S60ZN TW/OW9 TOQAW NYHJ¥O +
‘TTWOOT/OW00S ‘ TWOOT/OW0F9 ‘ TWOOT /OWEL XaJA10sSng
~m: T/DWOE {TWOOT /WOS { TWOOT /DNSE ® NOILDACNI ‘ETEYIDILCNI
i £od
NYar1nsng
966T '¥0 ILDO
€00 8SE€0ZN DWOST +
966T '¥0 IDO
AIVALID WNIA0S '@dId0THD WNIA0S ‘' HIVIdOY WNIA0S @ HAIJ0THD Z00 8SE0ZN OWO0T +
WNISSYLOd 'HAId0THD WNISANDYW 'dSOdLXAd 'ddId0THO WNIDTYD 966T '¥0 1DO
T00 8SEOZN OWO0S AWODTTIIM OXVID +
¥S NIYLNETTEM
T00 TLZBIN TWOO0T/OWES
TNO0OT/OWOEE {TTWOOT /OWO0ZT
{TWOOT/OWTE ! TWOOT /WOS  TWOOT/ONLE
NIYINGTTEM
TV¥0 ‘ESYATHY QHANIIXE ‘IITdYL
FAIJ0THD WNIQ0S 'HLVIAOY WNIA0S G HAIJ0'THD “
WNISSYIOd *HEAI¥0THD WNISHNOYW ‘dSOdIXdd “HAIY0THD WAIDTYD FAIY0THOOYAXH NOIJO¥dNd

¥ 66,4dY - 66.NVL / ¥ ¥HEWAN INIWAT4dNS HAIIVINWAD / ISIT ILDNAO¥d HN¥d XA




666T ‘ST NYL
Z00 €£980ZN
666T ‘ST NYIL
100 €980ZN

866T ‘0t ddsS
200 SSSPLN

L66T ‘60 TOL

ZT00 TLL¥LN

L66T ‘60 TN
LN

666T ‘9T NWL
T00 PZTZOPN

T66T 'TE WWW
200 BOO¥9N
T66T 'TE WWW
T00 BOO0¥9N
Z66T 'TE€ UYMW
200 900¥%9N

DWO0T +
DWOS WINSLO
TYI31d
TVI0 {IETEVI
TOZVYLSO1ID
INndd00DS/NISEd WOV 04 WEYHd XFTdOD v

LHOIT EANIWVHALSETOHD

<~agay <
INdd00DS/NISad Wovy O ¢ < aay <
S O s
IAADOVA/NISTE WOy 0= ANITATIOD HLINAZ gy < aay <
<370 <
8 < 17a <
_ < I7d <
HOTMON Mg B¢ < 1I1d <
ENIWVIALSATOHD
A0 {¥3aMod
ANIWVHALSETOHD
TH/DWO0T DOSSY WdVHA W
TOH ENIZVWO¥Jdd0THD
TYH0 ¢ AIVIINIDNOD
HAI90THOOYAAH ENIZVWOUddOTHD

< da¥ <
TYIA/WO0T ® s GO <
Anﬁﬂ
TYIA/WD9 ® < aad <
< dav¥ <
TYIA/WOZ  WYHDOEEE ANITIHLIWS ® <"day <
JIDVINIA <"gav <

NOILDELNI ‘ETIVLDALNI

Z66T 'TE VW
TO00 900%9N
S66T ‘L0 AON
TO0 ZTZEEON

066T ‘LZ dds
$00 9¥90SN
066T ‘LZ dIS
£00 9%¥90SN
066T ’'LZ ddES

666T ‘€T ¥dY
T00 BTOSON

066T 'E€Z AUW
TO0 ZL66TIN

TYIA/WOT ®

TYIA/WOT ®

TYIA/WO0T +
TYIA/WOT +
TYIA/WOT +

NOILDALNI ‘HTIVIDELNI

(NOIIVINWHOd ANINIODHY) HWIAIZYLIdD

HSYd WOT 04
TIXO¥avd=D
TVY0 ‘IFTEVL

ALYIAAHIWIH TIXO¥AYAHD/TIXOHAYIID

AXVENTE gy

88

=] 5 =S

| <

ala
Enﬁn

| ]
=l
a

]
wl
a

B
3
a

B
W
a

E
=
a

B
=
a

B
IR
o

B

=

[a
AAANAAANMNAANAA

E
=)
[a

a
"
A A

2

2

2

:

a
e
ANAA

)
o
a

B
|
a

A

B4
=
o

B
=
a

]
w1
a

AAAAAAAAAAAANAANANAAAAAANAAAANAAANARA
B
=
[s]

¥ G U

B
=
a

< ddy <
< gay <




666T 'T0 ¥dY < Qv <
100 TPOTEZN TW/OW0T HOALOdEd + < aa¥_<
L66T ‘6T 1AL 1XD0daa < aay <
Z00 B8¥90ZN TW/OWS NOILDACLNI ‘TYWOSO4IT ‘HTEYIDHALNI < gav <
L66T ‘6T "INC
100 B¥90ZN TWS 0/DHS T SWNYHd NVIE + ANIEVHYLAD
#
) 666T ‘LT ddW . __ < aa¥ <
100 880SLN 17 SWMYHd ONIX I¥ < Qv <
DILdOWO¥D < aay <
DIWTYHIHAO ‘Sd0o¥d/NOILATOS
686T 'ZZ DaA < aa¥ <
100 88T6IN ® < aad <
3 - : < I7d <
I¥LSYIa < d <
TYIDAY ‘113D < 11d <
< I7d <
WYddzvy1id
WNIQ0S NATOWOYD
Z00 E€TOOSN TW/SIINO 000701 =
~q=\mm4m wzm € od! *a o SWMYHd NODTYd + IV B EET PR/ ASYE: GEDE ®
Noo 80TOSN TVIA/2SVE DWOST OF FTYaEN¥vd + dY
Y % IN W NIDAW-AT0D
TOYLIXYH 666T ‘9z €3d o
DIWTYHLIHAO ‘Sd0¥d/NOISNI4SAS T00 STZ¥IN TYIA/ISYE DWOST OF MFL YWEYHA dv
SIVHIEWILSITOD
Z00 S900SN WD/SIINO 000°01 NOILDELNI ‘HTIYIDELNI
~=u\mm¢m OWS" € EE 3T o SWHYHd NODTYd + IV
B WNIQ0S AIVHIAWILSITOD
NoDay ¥ I
qomaHadz
DIWTYHIHAO {INIWINIO Z00 EEEZZON dsyvd OW00S OH ® <
T00 £€ZZIN asvd DWosz OdF ® <
HIV¥ATINS d NIXAWATOd "EHIVATINS NIDAWOEN -HNOSYHIAWYXHA : % N 59Y. 09 <
<

666T ‘ST NYC . TVHO ‘3ATNSdYD
T00 OEB¥LN AV¥dS/DWT0 0 HWOT ONV HOSOVE av
AIV1EDY NISSHAJdONSHA WNIJ0S NITIIOYXOTO
AXH *
966T 'LO DNV . 666T ‘80 €34 S
£00 ZZELIN AVEdS/OWTO0 0 WO DNATINOd EANOHM + &Y T00 T6ESLN %5070 YNYLTY v
dAvad FIVNOIJO¥d TOSVIIZ0TO
TYSYN ‘CEYEIEN 'AVddS TYOI4OL ‘NOILATOS
HIVIIOV NISSHUdOWSIq IIYNOIJOdd TOSYIZE0TO

9 66,8dY - 66.NYL / ¥ ¥IEWON INIWIT44NS HAILVIAWAD / ISIT ILDNAO¥d SA¥A XA




S66T ‘6T NOC
T00 8L90OSN

066T ‘ZT T0C
T00 SZT¥68BN

¥66T ‘0E NOD
T00 9EIELN

6661 '6Z ¥dY
T00 S0TISLN

DWO0SZ

‘gSYaTIE IAVIEA ‘lITEVL

NIDAWOYHIINIA
omeT L 4
DWST WYHd J¥dadnd aw
FIONVAIYAdIA
TVHO ! LITavl
TTIOWYAIdAd1d
%T°0 SWHYHd NODTYA v

soome m
TOH NI¥AIAIAIA
DIWTYHIHAO !Sd0¥d/NOILOTOS

JAIYOTHOOYAAH NI¥JIAILIA

< gad <
TH/ORS NHOZEL TOdIW NYIQIHAW da¥ < aav <
TOH Wazviiiid
NOILDACNI !FTEVIOELNI
HAIH0THOOUAAH WHZYILTId
<7ITd <
® <TI7a <

“"NoD¥OSa
TYDIdOL !INIWINIO

HLVLIOVIA HANOSYYOTAIA

S86T ‘8T ONV
T00 09Z6IN

6661 ‘LT WAV
T00 PLESLN

666T '9Z €34
T00 OEZO¥N

666T '0E UWW
T00 ETLFPLN
666T ‘97 €34
T00 986FLN
666T ‘9T €ad
T00 986¥FLN

866T '¥0 AWM
100 6080

L66T ‘6T TOC
S00 8%90CZN
L66T ‘6T TOC
¥00 8%90ZN
L66T '6Z TOC
€00 8¥90ZN

NOILDONQOYLNI 40 €°T NOILDIS HIS '

(.4
)
o
(=]

*
LTy
(=}

|
(=]

DWOT

NHOLdN ONY VIDYWYYHd + €Y
NOD¥O0Sd
YNY.LTY av

ZLVIIOVIA ANOSVHOTAIA
TYDI40L ‘INIWLNIO

JIVLIIOVIA INOSWVHOTIAIA

E

LLINNVT
TOH 3ENIWOTOADIA
TYYO ‘1ITEVL

HAIYOTHOOUWAAH HENIWOTIOADIA

WIVHdOAON

2 2 2

JHLAYH
HOIJOS DVNIJ0TOIA
‘ESVETIN QIAVIEd ‘IITEVL

SWEYHd NOODTVA

Hosge
WOIQOS DVNEJ0TIOIA

a2

DIWTYHIHdO ‘Sd0¥d/NOILNTI0S

TWY /DW0T
THE/ONWST

THZ/OW0T

66.,d9dV¥ - 66 ,NYL / ¥ YHEWON INIWIT4ANS FAILVIOWAD / ISIT 1DNdO¥d DOdd XA

WNIJOS OW¥NIJ0TOIA

SWYYHd NYI3
IYLSYId
TYLDEY ‘13D

WYdHZVIA

<_aay
< aavy

<_ad
<_dad
<"aa

4-!4'

AAA

<
<




¥86T ‘€T ¥AY

T00 LL6BTIN DWT 'OWS 0‘DWSE0" 0 'OWSED 0

T00 S9SLIN

¥00 0ZZEBN

666T '¥Z UYMW
€00 ZT660ZN
666T '¥T ¥YNW
Z00 Z660ZN

HpEvEs w
A¥d-8Z NODIAIN¥E
8¢ -TY¥0 ‘IITIYL

SHYT NOSLYM +

ANQ-TZ TANTHON-THL

OWT ‘DWSED "0 SEVT zo LYM

ANYA-1Z SE+T QHZHNOZ
SEYT NOSLYM
FTHVEE

A =R

ANa-T12 ZOUHbmmm
TZ2-TYH0 ‘1ITIVL

HNOYANIHIHEJYON “TOIAVdLSd TANIHLI

DW9 NHOCdN ANY ¢HU¢£¢4&&

¢ Napo
uzm NHOLAN ONV VIDVWNVHA  +

mN T ZNUO
Uﬂmh 0 NHOLdN ANY 4HU¢£¢¢E&

TYNIDVA ‘WYIND

HI¥dIdO¥LSd
DWE "0 +
DWSZ9° 0 qaWaNa
NILSENHD

TVI0 {LATIYL

¥ DILEHINAS QHIYDNACNOD 'SNADOULSH

666T ‘9T UYMW
T00 B8060CN

666T ‘Tz ¥dAY
€00 9ZEOFPN
666T 'TIZ ¥AY
C00 9TEOPN
666T 'TIZ ¥WAY
T00 STEOPN

666T ‘S0 WWMW
Y00 SLEOEZN

T00 TV6LON
666T 'S0 €34
£00 TV¥6LON

5661 'LT AON
T00 BILOSN

SR
.......... 43t SRLAQES
ANED
TYH0 ! 1ETIVL
¥ DILFHLNAS QAIVONCNOD ' SNADOILSH
Won sz MSIQEON OAON +
WIATOYA
TYNIOVA !I3TdYl
< @gay <
DHZ @Y < aay <
< gay <
DWT ¥ < day <
< gay <
DHS 0 NYTAW @Y < dav <
J0Iavalsa
TYd0 {1379YL
dH¥Z /OWSZ0 "0 SEVT XETyEd + X4
YAYWITO
TYWIIASNYEL ‘ISYATIN QIANILXE 'WIId
ToIavdlsa
TW/OWS +
dWY/ONWS " T SEYT 1STHOJ
AF¥A-ALIITAS ANIYHA-SOS
NSRS §25 % 20l ¥
NOILDACNI ‘HTEVIDACNI
ENIdHdANIdA
<114 <
<114 <
< aay <
TH/OWZ ¥ZIY + <"aay <

TIX0a
NOILDACNI ‘TYWOSOdIT .mdmﬂBUNHZH

FAIYOTHOO¥AAH NIDIEN¥OXOd

66.,4dY - 66.NVYL / ¥ HWHEWON INIWHTd4NS SAIIVIOWOND / LSIT 1DNdo¥d 50¥d X¥




666T ‘0T ¥dY
¥00 98B9FLN
666T ‘0T ¥dY
€00 989FLN
666T ‘0T ¥WdY
200 989FLN
666T ‘0T ¥WAY

L66T 'TZ Daa
€00 T6SPLN

T00 96TZIN
TO09ETLIR

6661 ‘60 UYMW
TO0 PL60ZN
666T ‘60 WM
TO0 ¥L60ZN

FLVTOUEAdODATO

]
w

DHS ¥

DHE

422 a2

AANAAAAAAANAANA

DHS"T WIYHdOAON

2
n
-«
[
=
2
]

TVHO ‘LITEVL

HATENdATO

SWdVHd NOOTVA LY

ZIV¥ains NIODIWYLINEZD
DIWTYHIHAO !Sd0¥d/NOILOTOS

HIVATNS NIDIWY.LINAD

HSYd OW0oZ 03 5

ala
I

A

=)
a

2

AR

a

AANNAAA

E naﬁth

QlalE
alalalalg
Aaldialal<

666T '¥T UYMW
T00 T6ZO0¥N

666T ‘ST €dd
TO0 SS60TN

€86T ‘0T AON
L8

6661 '€T ¥WAY
T00 LPBV¥LN
666T ‘€T ¥WAY
T00 L¥B¥LN

¥86T ‘€1 udY
Z00 LL68

S9SLIN

TH/DW0S AVWOIE d¥
TIOVENO¥oNTd
NOILDHCNI ‘FTIVIDELNI

TIOYHEN0¥0NTA

TWS/ONS " T9 SHEYT J ANV ¥ +
LIDETIHEA
NOILDECNI ‘ETIVIOALNI

FLYNOOATO WNIAOS OIv¥dd

TH/DW0Z 99IN0S SHIAW TOLSI¥d + dv
GRS ¥ &%

JéﬁHWH&Hﬁ;
NOILDECNI ‘ETIYIDALNI

dFdIsodord

DHO00S

2 2

OHO0¥ WIYHdOAON
O¥10d0LE
TYH0 ‘LITEVL

JYT000LE

SEVT NOSIVM

bt s

AYQ-8Z TANTHON-I¥L

a




666T ‘Tz ¥dY
T00 TITSLN

866T '8Z XWMW
100 P9FFLN

¥66T ‘9T AON
€00 SETOZN
¥66T ‘9T AON

¥66T ‘9T AON
100 BTI¥0ZN
SB6T 'ZTT AWM
S00 E9FLIN
¥00 ESPLIN
T00 E9FLIN

ot

N NI¥IOH
%20°0 YWHYHdTY NY < aav¥ < LB6T ‘B0 AWM < aa¥ <
FATRO¥E WNIJO¥LVEAL T00 69LILN DW008 @Y < dad <
NOILWTYHNI ‘NOILNTOS 9861 ‘€2 dHS __ < a4 <
TO0 9F¥TILN DHO09 d¥ < da¥ <
HdIWO¥d WNIdodlvddl 986T ‘€Z 4dS < aad <
TO0 SPTITLN DHOO0¥ ENITATI09 HLINAZ g¢ < aad <
Tl T
<_aa¥_< BY <1740 <
DHSL NOd v < aay < L <ETTaS
NIDVHIZWOANI <"aay < #f <17d <
TYY0 ‘dASYATIY QIANILXHE 'FINSdYD <Tgay < A R (o I
¢ < 11d <

Y40 ‘1ITEVL

686T ‘6T ddS

0 Z¥8 THG /DWO00 T SNOD TIENDW + €Y
NIDVHLEWOAGNI BRET e A
TYH0 ‘NOISNIISAS
DWOOT +
NZJoddna1
DHOS SNOD TIZNDW
SROEE *® 6661 ‘vz 934 2
T00 OFESLN DW00S WdVHd ¥¥d a
PHeS peactim VEENXX0UdAH
NIJLIOW TYHO ‘HINSAYD
TYH0 ‘ETIYMIHD ' LITEVL
YIUNXX0¥aXxH
+ &Y ¥
T %
a
SNOD TIENDW v
866T 'TIE 9NV
€00 BSLOZN OWOOE ‘OWS " TT +
s = L66T ‘0E 4ds
¥ & Z00 8SLOZN OWOST ‘OWS " 2T
m L66T ‘Of ddS
TEERON TO0 8SLOZN OWSL!OWS " TT IJONYS ®
NI¥IOK HAITYAY
TYHO ! LETEYL TVY0 LIATEVL
NZJI0ddnar NYIdvsagdl ’'H3d1ZYIHLON0THOOEAAH

66.,49d¥ - 66 NVL / ¥ ¥EEWON INIWIT4dNS FAIIVIONAD / ISIT ILONAO¥d DO¥A XA




¥86T 'TO0 5NV

P00 9TLBIN DWO00¥ ®
¥86T 'T0 HAY - L 666T '0E UMW
€00 9TLBIN DWO0E v T00 9960ZN TW/OWO0T NASSNYL +
¥86T ‘10 9n¥ _ XONYHOdS
Z00 9TLBIN DW00Z v NOILDECNI ‘ETaYIOALNI
S86T 'PZ AWM o
100 STLBIN DWO00T SWAYHd O¥Vd av HT0ZYNODYALI
HIVANVYEL
THIO ‘ LIATEY.L
066T ‘TZ 9nv
FAI¥0THOOEAAH TOTYLILGYT 100 ¥ZI88N OWOE ®
666T ‘97 udY __ < 4@ < HIVELIGE0S
T00 BZZSLN TH/DHO € d¥ < aay¥ < THH0 ‘ LATIYL
666T '9Z ¥dA¥Y < aaQd <
Z00 ZZZSLN TH/OHW0E dv¥ < Qa¥ < HIVYLINIQ 3dI9d0S0SI
666T '9Z ¥dY __ < aa¥ <
100 ZZZSLN TH/ONST @jodaad d¥ < aay <
666T 'LZ NYL . 886T ‘ZZ AON
Z00 E66FLN TW/DW0 € av T00 0ZB68N $SZ°0 ®
666T 'LZ NYL _ 886T ‘ZTZ AON
T00 E66FLN TR/ORST 1LoggY av T00 6T868BN $LT°0 ®
ENINVHIAWOYI DVIO¥NOIEN 886T 'ZTZ AON
NOILDACNI ‘ITEYIDECNI T00 8IBEBN $T°0 ®
886T ‘ZZ AON
INIWVHIIWOAL JYI10d30Idd 100 LIB6 %80°0 ®
SRELpr:
* R¥
S66T 80 g4 N
Z00 9TBEIN DHWOST av
S66T ‘80 €34 "
€00 9TB6IN OWOO0T LSYHAY HLIAM av 200 TS998N
TIVAO¥E0
666T '¥Z UWW B
T00 OLZSLN DWO0T av
666T '¥Z UYMW i)
€00 OLZSLN DWOST av
666T '¥T UYMW
ZTOO0 OLZSLN '




666T ‘9z €34

T00 BSZOPN TYIA/E5Vd DW00C Od a¥
666T ‘9 €34 e
666T '0Z NYI T00 98ZOFN TW/3SYE OWOT O HYWOTIH day¥
900 LLLEIN OWOE YOHANIZ S66T ‘€T AYW s
TIYLSHZ T00 9SO00¥N TYIA/ESVE DW00Z OF @jodgag + d4Y
TYH0 ‘LATHVL L66T 'SZ NOC his
T00 L¥TOPN TW/25Yd OWOTL 0F LLogdY + dv¥
TI4dONISIT FFdd FAIIVAYESENd WAIDTVD NI¥OAODAFT

SEET R AN
10D 9500FN TIATASYE DRO0E Dd guosang * 39

866T ‘PO €34 LEGT T HAL
100 Z960ZN $5°2'85°2 SWHYHd VMLSY + TOQ L¥TOPN TW/A6VE DROT Od Logay + 3¢

YIWE

FAToTv0 RIdOAODART
TYDIdol ‘DSId NOILOELONI ‘HTEYLIOACNT
BEETHG R

WNIDTYD NI¥OAODNTT
00 Z960eH SR AR Tl SWHVHG WHISY 9
bt
AHDTAGE P HOS0EEY 866T ‘80 DAQ
€00 P9SOZN OWOO0T +
ANIYDOTIHd  aNI¥D0dIld BEET 80 DE
EQD EUDTEN DWEOT ANOYTTAM OXVID  #
ASH-¥IAIdH
666T ‘6T UWW TRHO ! IATEYL
100 ZT90ZN ¥HZT/OW00L FYVDOHLTH QNIH +
WdEa0dIT 8661 ‘80 DIA

TYWHIASNYEL ‘ESYATIN QIANILXE 'WIId Z00 96S0ZN TH/DWS +
B6ET B0 DHA
ANIYO0QIT L0D PODTZN T DS ANCOTTEN OIS ¥
AHH-YIAIGHA
TR0 {NOILNTIOS
666T ‘ST HYW
200 LEBOEZN asvd %Z%¥0°0 Od + ANIAOATWYT
666T ‘ST WYW
100 LEBOZN dsvd %1Z0°0 O3 JODWudIS  +
XINIJOX PEET LD OnY
NOILVTIVHNI ‘NOILOTOS PDC ITLBIN ORDOH )
$BET: To Ny
HATYOTHOOWAAH TOVILNGTIAIT £Q0 9TLAIN |51 GEES v
FAB1 10 - BOY .
ZO0 9TLBIN BN0OZ oy
666T 'FZ WYW SB&T  LPZixYH
100 LZESLN 5Vd OWST 04 QEWYANT av TDO 9TLBIN BWO0T SO TIEM OXTID %
WAIDTYD NI¥OACDNET HIVANYEL
TYVH0 {LATEVYL

TYH0 ‘ LATEYL

WNIDTYD NI™YOAODNET

JATY0THOOYAAH TOTYLIALENYL

(A3 66.,4d¥ - 66,N¥L / ¥ IEWAN INIWITAANS FAIILVIAWAD / LSIT 1DAQOd¥d SN¥A Xd




YEET 19T BNy

666T ‘92 €34 " 100 ZEyBaN TR/ER0 L rrowsy * 4%
T00 S9ZOFN TH/257d DWSC Od AYWOI1L av TOH ANIgLaudan
394 FAILVANASHEd ALYXZ4LOHLIW £00 DTOSON IN/OR00T € ax
666T ‘97 d93d o 500 DTOSON TAJORGL £ 4d¥
T00 E€9ZOFN TH/a5Vd DWSC 0& YWD IE av 740 DTOSON TH/OW0S + a¥
HIVXA4LOHLIN 00 DTOSON TR/DWGZ TaoNdgs * Y
NOILDACNI ‘ETEYIDALNI £00 OTOSON TW/DW00T + d¥
600 OTOSON TH/DNS L + a¥
WNI40S ZLYXEdLOHIIW Z00 OTOSON TH/OH0S + dv
LOO OTOSON TH/DWS T Liogay + dv¥
TouaWad
$00 GT0S0N DRDOT ¥ ¥e NOILOECNI ‘ETEYIOALNT
100 0LOGON BWaY taoNgs * ¥
¥00 OTOSON DWOO0T + W FATH0THOOJAAH ANIAIdIdEW
T00 0TOSON DWO0S Liogad + WY
TOYIWAT .
TYHO ! 1ATEYL TO0 TI8¥LIN DWOO0T SNOD TIENOW + 8Y aay_-
) . o0 TBPLIN OWOOT WESSNYD ¥ B 1I7a <
SO0 aToseN WG /ON0 S raONES * W XOWdEA
500 OTOSON TG /DHO S Liogdd + WY TYN0 {ETEYMEHD ‘' LITEVL
TOYEWAd
TYd0 !dO¥AS FI0ZYaNddan
z66T ‘LT ¥UUNW .
100 E€FPPELN TH/ONO0 T SI193LS av 100 069LTIN OWE 5 aay_<
L66T 'TT AWM 100 ¥69LIN DHZT SNOD TIENDW + &Y < aqy_<
100 E9TOFPN TH/OW0 T LAOWMIONITTYH av TO00EYLTIN 9,4 p < 110 <
€661 ‘0E ONY o 100 FGOLIN 17T gassHyn & #¢ < 110 <
T00 60ETBN TH/OW0 T NOII¥DIAEW TLNI av WNIQOWI
666T ‘0T UKW TYH0 ‘ATINSdYD
100 SOEOFPN TH/DWO T ONIAINYd av
£66T '0€ 1AL = TATH0THOOUAAR dAIWYEIdOT
T00 ZOOTISN TH/DOWO0 T SWAVHd Y¥LSY av
¥86T ‘9T ONY
T00 ZEPEBN TH/DORO T Lioggy + av¥ T00 0B69TN OWOO0E c &
Faud SAILVANESHEEd 'TOH ENIAI¥AJIH i00 08A9IN DWOOE KMAGOS ¥ BY
ZEGL LT N i ) SEVIOHLIT
100 EPYELN STHALS a¥ 100 $ESIIN BWOOE + &Y
LEET ‘T AN oy 1O RERIIN BWODE WAZIAd av
100 £ITOWN TH/OWOT TOOENONT TV av i : FLYNOEd¥D WNIHLIT
EGET 'DE DOY “ TYd0 ‘LATEYL
100 60ETAN TR/DR0T HOTINSTOUR TERT ad
¢peY 4t fnn R T0O ZBLIIN OW00E ®
100 ZOOLBN SWHYHA WHLSY ax TO0ZRLITN BWOOE KONIOS %
TOH ANIOL , FLYNOHLIT
NOILDACNI -dT CNI TYH0 A1NSdYD
HOTHOTHOOUAAH ANIAIdAdEW FIvNOGuvD WOIHLI'T

66.,4aY¥ - 66.,NYL / ¥ HWEEWOAN INIWET440S SAILVIOWOD / 1sI7 Iongod¥d Sn¥d Xd




666T ‘LZ NWIL
200 TBLOZN
666T ‘LT NYIL
T00 TBLOZN

S66T ‘S0 LDO
€00 OTBETN

565

886T ‘80 1IOL
T00 SSELBN
fisatatal

€00 E90BIN
200 €908BIN
100 €908IN
986T ‘8T 1DO
500 €90BIN

¥I

asvd OWs 0F +

dSvd OWv OdF JWOOTTIAM OXY'ID

LAO NYJd0Z
TVH0 ‘ONIIVYOIINISIA ATIVHO ‘LITHYL

NOYLASNYANO

DWOT
SNOT
TVHO ‘SLETTAd TI¥ QIAVIIA ‘FTINSIVD

FTOZVIdIWO

TYWIEASNYEL ¢ LNEWLNIO

NI¥YEOATOOULIN

e 3

A2

<IRI=I=

|
|

DHOZ NODHHLOAY
aQE¥DI0D
TYH0 LITIVYL

<

TOTOOVYN

666T ‘€T UYMW
Z00 SO00SSN
666T '£Z UYMW
T00 SO00SSN

T00 BOSELN

666T ‘ST dd4
T00 6960TN

TO0 S98ST
%

N

886T 'LO ¥dVY
600 6TLTIN

666T ‘9z 94
T00 99Z0FN

HSVE DWOOT O3
HSVE DWO0S 0OF

2 2

WEYHd TYE0ID
TOH ENITOXDONIR
TRIO ‘FTINSAVD

HAIHOTHOOHWAAH HENITOADONIW

DR00Z WNYHd SN YWNYHATY av
HIVELIN FT0ZVYNODINW
TYNIDVA ‘AXJOLISO4dNS

SILVALIN FTOZYNODINW

TW/DWZO0 " 0 SONVYAHL +
XIAYAN
NOILDECNI ‘FTIYIDALNI

NITYSXOHLIW

ANIZVHdEWIHLOHLANW

TV¥IA/d5Vd WO1 Od ITHIQET  +  d¥

HI4d FAILVAYISHYd WATIAOS FLVXIALOHLAW

IVIA/E5Vd WOT 04 WYWOIL av
F59d HAILVAGESHNd HLVXAULOHLIW
NOILDECNI !FTEVIDELNI

WNIA0S dLVYXadLOHLIAN

66 ,Md¥ - 66.NVL / ¥ HIEWON INIWIT4dNS HAIIVIAWAD / LSIT IDAJO¥d OHN¥A XA

< I7d <
< I1d <
<" aay <
< JaY <
<" aa¥ <




¥86T 'PT AWM
200 BEZBIN

Hco mnnaﬂz

866T ‘€T ¥dY
T00 TTIZ¥ON

6661 ‘8T €34
T00 8690ZN

€86T ‘07 IOr
100 SyeIsm

T00 ZSELIN
100 LELLIN

666T 'TE UVW
T00 ZI96VLN

BENO0T WIVHd A +
0T d-O¥DINM
s Y shpach
ERE] WAYHd AX
A-0¥DIN

TTIO ‘ESVATIY QIANZLXE ‘dINSdYD

<& 2

HJIYOTHD WNISSY1Od

TH/3SVYd ORI OF
{TR/SIINO 00001

SWAIVHd NODTYA

Nkﬂhﬂbm ﬂ Zthihﬂon 924 FIVAINS IHM&OHHHIH&B
DIWTVHIHAO ‘Sd0dd/NOILNTOS

HIVATNS WIYdOHLAWIAUL -ILVATINS § NIXAWXTOd

T0dd00DS/WOLT JIYINIVEE +
XVTVIIN

TY40 ‘NOILALILSNODEY d0d dIAMOd

0Stt TTOOATD HNHTAHLAXTOL

TOH ANIWYILNIHJ

666T ‘6T NWIL
200 O0EO0SLN
666T ‘6T NUI
TO00 OEQ0SLN

CEBIIN

€00 ZEB9TIN
Z00 ZEBIIN

666T ‘9T H3A
200 9£60ZN
6661 ‘9T €3
TO0 9E60ZN

666T ‘6T NWIL
T00 6E0SLN

666T ‘6T NUC
T00 6FPZOFN

666T ‘€T ¥d¥Y
T00 99L0ZN

WYYHd AdT1d0D
ANITOWEd

+

+

Lrogdavy
LEETAD
TV¥0 ! IITIYL

ENITOWEd

gsvd DWSZ 0F +

ASYd OWS ZT OF WYHOHHE ENITIHLIWS +
WD TIXVd
TVH0 ‘ISVATIY JEANELXE ‘IITIVL

HAIYOTHOOYAXH HNILIXOUYd

THS /DHS LAAIIN
HAI¥0THD NINALOGAXO
TYHO ‘dNMAS

4 4

42

HATHOTHD NINALNEAXO

DHOOT TAIN
ALVYLID IANTYQYNIHJHO
TYHO ‘ASVATIY JIANILIXE ‘IITIVL

HIVHLID INIYQYNIHJHUO

DWOZT HHOOY +




666T ‘LT NI

L00 ZLZTOZN OWS0° 0 NISSNYL +
TYqYadsI1y . el
TEHO ‘ LIATEY.L T00 69FLIN ST SWNYHd NODTVA av
N ] el £ 1% L5 ____ Noy @
ENOQINEJSIH . S07Td qIIJON0DH ’
DIWTYHIHAO ‘Sd0¥d/NOISNAASNS
666T '8Z NWIL FIVIIOY aANOTOSINAFAL
Z00 0BTISLN gSvd DW00E OF aw
666T 'BZ NWIL
T00 0BTISLN HSVd DWOST O WNYHd ¥Yd av < I7d <
TOH ENIAILINVY & < I7d <
TVI0 ‘1ITIYL < I7d <
¥ < I1d <
H0IY0THOOEAAH ENIQILINYA 120 < aad <
T00 LPI6TIN LANOVYd /OFW0Z < gay <
886T ‘€T 1DO < aay <
666T '$0 NWIL g Z00 L¥96IN LMDV /OFH0T YWHdYHd NOISSIHW @ < aay <
T00 ZOTISLN TH/DR0T SWIYHd ¥ODIS VISNED av HIYYLID WNISSYLIOd
70d0d0¥d TVH0 {NOILALILSNODEY ¥Ood ¥IAMOd
N ANTONDT ¥ FIVELID WNISSYLOd
NOO
Z00 LZ96IN TW/DWO0 T YDANEZ + @Y
NVYAIddIA T00 SZOEIN TYIA/WO9E < QW <
NOILDILONI ‘ATEVIDIALNI ITYIA/WOSL T TYIA/DWOLE ® < Q¥ <
5 N 3% 45 < IT7a <
T0d0d0odd <IIa <
< I1Ta <
< I1d <
BHWO00S + HY
2Wo0s STEAR i
aIDENIE0dd B4
DW00S ®
DNODS HouEN ¥ BY o4 <_17d <
QIWENIE TENOYA/DIRAT <_11d <
TYI0 ‘IIT9YL 886T '9¢ 9nNv < aayd <
€00 T9S6TN LEMOYd/0FN0T WMVHd A ® < aay <
aIdaNIdodd ST M-O¥DIW
TYHO0 ‘¥H NOILALILSNODEY ¥0d 'FTIANVHD
TW/3IYHASOHd SW0Z OH I7d <

g oy gHoR % B < I1d <

X-OUDTH

0
THRIO ‘ESYATIY QIANILXE 'FINSIYD
HIYHdSOHd WNIAQOS ANOTOSINATEd HATY0THD WNISSYIOd
9T 66,49dY - 66.NYL / ¥ HIEWAN INIWITIANS FAIIVIAWAD / ISIT IDNJOdd DSN¥A XA




¥86T ‘L0 AON
€00 £€BO6TN

$86T ‘L0 AON
Z00 £806TIN

G

"AON
T00 €806TIN

TWOOT/DW09T

~ YANIVLINOD OILSYWId NI %S HSOYLXHd NV %9T°0 AN

TWOOT/OW08

YINIVINOD DJILSVId NI %S HSOYLXIA ANV %$80°0 EN

i 1

TWOOT/OWO0 ¥

HANIVINOD DILSYId NI %S HSOULXAd ANY 4¥0°0 EN

. H
T00 PBILIN

0

T GETH
T00 ZLé

LIN

T00 L9PBIN

LT

NOILODELNI

‘N
¥/N

NOILOHLNT

NOVYH € ®
I'TTAHdOFHL

NOvdd 9 @
ITIAHdOTHL

R B
NOV¥E € @

I'TTAHdOFHL
{ATIYIOALNI

HENITIAHdOFHL

SID
HLITO¥Ad
{ETEYIOACNT

IIX SELVHdSOHd VIAWINL/OdAd W66-21 WNILINHOEL

NOILOELNI

JLITOALE0
{ITEVLOECNT

LI HLYNOUAHW W66-0IL WOILINHOHL

NOILOELNI

SID
dLITOLYdEH
‘ETEVIOALNT

LIM NINHJO0SIAd W66-O1L WNILIANHOHL

NOILOELNI

LI dIOTTIOD NIWNETY We6-D1 WAILINHOHAL

HOIW
{@TEYIDICNT

€86T ‘ST UVW
T00 €9ZBIN

"

T00 9LLLIN

T00 9TELIN
FIBEIN

¥66T ‘80 ¥4V
100 BOLOSN

866T '¥Z ONY
€00 80LOSN

¥

£86T '¥T IDO
TO00 866LBN

686T 'S0 NOC
T00 FEEGIN

¥/N

SID
FALITOUDIN
NOILDALNI ‘ITIYIOILNI

LIX QIOTIOD NIWNATY W66-OI WAILANHOHL

NOILDALNI ‘HITEYLIOICNI

LIM QIIVDIYDOVY NIWNETY W66-DL WAILINHOEL

FSvd OWT OF

asvd OWSs 0 03F

66.,4d¥ - 66.NYL / ¥ HMEEWAN INIWITIIANS FAILVIOWOD / LSIT LDNAO¥d DAdd Xd

JYTEO0dd
TYHO ‘FTINSIYD

SOWITOUOV.L

ENOLOVY'IONOYIAS
TYE0 ‘LITEVL

INOLOYIONOYIAS

LASYIWOS + €V
TDH ANITIDATAS

TYH0 ! LATEYL

JAIYOTHOOMAAH ANITIDHETHES




666T 'v0 g34
TO0 0060EZN TYIA/DWOO0T SOI¥ALINIAWITY +

L1SEL HLVEN¥E MIHD-I¥OTAd

TV¥0 ‘NOIINLILSNODHEY ¥Od dIAMO4
€ET-0 'vHan

TO0 ¥6008N DWLIT‘DWLIT ‘DNLIT s
I BN SHLIT ¢ DR, e
T00 6L00BN DWLST ‘DNLI S
TR R E00RN DRLIT (OREIT L4

AMZHmdmﬁmsimdDmNMZHN¢MM24&QDMNMZHNdHﬂﬁmdDmv SENTIAIWI¥AYATNSTHEL

666T ‘ST NYL
TO0 09ZSLN %S0°0 HAOHD NOILMOW IY
NIONILINL
TYDIdOL !NOILNTOS
NIONIIZAL
T00 THSOSN SWVHd NODTYd + IV
PR R S0 HooTg * I¥
XITHd0L

DIWTYHIHJO ‘Sd0¥d/NOILNTOS

NIDAWYHEOL
S66T '8Z dUAY
TO0 Z9Z¥LN gsvd $S°0 Oz @
S66T ‘8¢ ¥dY
T00 T9ZPLN dSvd %5Z2°0 03 SWHYHd NODTYd ®

HLVATVH TOTOWIL
OIWIVYHLHAO ‘Sd0¥d/NOILNTOS

HLYATYW TOTOWIL

8T 66.,¥dY - 66.,.NYL / ¥ ¥MIEWON INIWITAAOS

i

E
T00 99%FLN I¥
.............. AN I¥
JIVITYH TOTOWIL

OINTVHIHAO ‘Sd0dd/NOILOTOS
866T ‘IZ 1DO —
Z00 €960ZN g5¥d %5 0 0F av
866T ‘TZ 100 L -
T00 €960ZN d5¥d %62 0 Od SWdYHd NODTVA av
oY
NODTY i

ALYATYW TOTOWIL

OIWTYHIHdO ‘SdO¥d/ONIWMOA 13D ‘NOILNTIOS

666T ‘9T ¥4V

S00 9¥90ZN

LBET ‘9 120

100 696

JAILVIOWAD / LSIT IDNAO¥d SA¥d X¥

IHOAT /OO AT B0 &
S ESOMLXEA ANY $9T° 0 INITIAHAOZHL

ILVATYW TOTOWIL

19)0' 14 Lrogay +

TIYLIFYD
TYH0 ‘LIATIVL

HAI¥OTHOOYAAH INIFVOVIL

N TW/dsYd DOWS 03 ®

—_—m w
TOH ANIXIHLOIHL
TR0 ALVELNIDNOD

HAI¥0THOOYAAH HENIXIHLOIHI

a

NOIIDHLNI ‘ETIYIOELNI

INITIAHdOIHL

A

aay

aavy

£L1d

I1d

A A

<aav <
<"aav <




SHOTE % T

- < I7d <

* < ITId <

<7170 <

¥ <114 <

AQ%A

Z00 ¥I96IN DHOVEZ + ®@¥ < aa¥ <

Z66T ‘60 NWC S 0

€00 FTI96IN DWO8 T + @Y < Qay <

066T ‘6T AWW <"aad_<

100 ¥I96TIN DROZT NYTId + ®¢ < ady <
NYII9EA

666T '0Z ¥dY < aav¥ <

€00 BETISLN DHO¥Z 8¢ < dav <

666T '0Z d¥dY __ <aa¥ <

Z00 BEISLN DWOBT ¢ < aav <

666T ‘0T ¥dY __ < aav¥ <

T00 SETSLN DWOZT NYTAN ¢ < aay <

TOH TIWNVAVHEA < @av <

TYH0 ‘ASYATEY QIANILXE '@TNSIYD

HATYOTHOOYAAH TIWVdVHAA

866T 'Sz 43S
T00 T6EBOZN TH/OWO0 ¥ YIHINY  +
YA FAILVANESHYd ¥YLSTVA
TYDISIAVEINI ‘NOILNTIOS

NIDIdOATVA

66.,4d¥ - 66,NVYL / ¥ ¥EEWON INSWITd4NS FATIIVIOWAD / LSIT 1DNAO¥d HN¥d Xd




€66T '6T AON
T00 LOSELN

6661 '0Z ¥dY
T00 6ZTESLN

666T ‘9T ¥dAY
T00 9Z6F¥LN

S66T '0Z ¥4V

6661 ‘ZZ ddAY
TOO0 L9ESLN

T66T ‘6T daa
T00 EO06ZLN
I66T ‘6T Dda
T00 TO6ZLN
L8ET ‘0Z NYr
T00 PPITLN
6T 7

L LTLn
66 10 dYW
T00 6ETSLN

oz

<7I7a <
onoeT 2R < 414 <
< aay <
W00 T WNYHd SO YWAYHATY <Taavy <
ALYMLIN ATOZYNODIW
TYNIOVA ‘XMOLISOddNS
< ddy <
OW00Z ' 32 09IHYAd <_aay <
JO¥d NOILUNIGWOD FIVNLIIN FTOZYNOJIW <"aa¥_<
< aay <
DW00Z ‘32 WMNYHd SN YWAYHATY <"gavy <
JOV¥d NOILYNISWOD € HT0Z-W <Taav <
TYNIOVA 'TYDIAOL ‘AMOLISO4dNS ‘WYHHD
FIVELIN AT0ZYNOJIN
< gay <
OH00Z + <"aav <
<I1a <
2Wage < 11a <
TY¥O !FINSAYD
WNISSYIOd NEAOd¥4ndar
<"aav <
OWOOT 09I¥¥Ad <"aay <
NFJ0¥dNET HIONTYLS ¥OINOC <"aav <
< @ay <
OHO00Z <"dav_<
AQQ‘.A
DW00Z <"aav_<
AQEA
DHO0Z ENITATO9 HIINIZ <"aav <
<TI7d <
<"I7d <
< ITa <
<711a <
<"I7d <
<7I7d <

NIJ0udng1
TYH0 ‘LATEVL

N3ZJ0ddNdI

66.,8dY - 66.NYL / ¥ ¥HGWON INIWITIANS

666T 'TO0 MWW
TO00 OTOSLN OWoo0Z ANT
NIJOHdNd I

TVHO ‘LATHYL

666T ‘0t ¥dY
T00 9T6PLN

TWS /OW00T YWIYHATY
NIJ0¥dNAa I

THIO ‘NOISNE4SNS

NIJ0ddNdI

L2 ONTHaHDS

IHEHDS
dY NIWIMIOT
TYDIdOL ‘WYHHD

AT

HTOZYWIHLOTO

T00 L

Z00 LEEBIN

€86T ‘ZT 4ds

EQ00 LEEBIN 503d LNIDSY
NIHdONIWYIIADY

TYLOHEY ‘Ad01IS0ddns

NIHdONIWVIIDY

FAILVIOWND / LSIT LONQO¥d DA¥d D10

g

A A A
ala
<
AA A

< aav <
<_ 11 <
< _11d <
< I1Id <

l



Iz

S66T '6T DEQ
T00 0ZSOZN
66T 6% Dag
o0 DLSOEN

6661 ‘9T 934
T00 ESTSLN

T00 €£898BIN

666T '6T ¥WUKW
TO0 LOLPLN
666T 'ST ¥WMW
TO0 LOSPLN

66.49dY - 66.NYL / ¥ YHFEWAN INIWATIdNS FAILVIOWAD / ISIT

FSvd DWSL 03 LHIGWYT JANYYM +
ASYE DHSL 03 HHODTIAM OXCID ¥
SL JOYINYZ

TYHO ‘IIATEYL

HAIYOTHOOYJAH IANIAILINVY

OWOZT 091¥¥ad
IDH INI¥QIHITOANdSd
IYH0 ‘ASYATIY JIANILXE ‘LIATEVYL

FAITYOTHOOWAXH IANIYAIHdAIOANISd

WO SHEHOY /TIvHELIHM 8
WOT SWYYHd JTYANATIV @
AYdolL

TYNIOVYA ‘IDNOAS

6 - TONAXONON

asvd OWb 03

asvyd OWez O3F ¥YO¥ID
XITINOVTIOd ANILODIN
TYODNd ‘ONIMAHD ‘WD

XETI¥OVIOd ENILOODIN

LONao¥d 950¥d JLO



STTVAOUAAY 6661 TIHdY ON

66, UdV v HAGINON INTINATIANS JAILVINWND

LSI'THOYVASTY ANV NOILVNTVAT SOID0T0I14 HOJ HAINAD
JHL A9 AFYALSININGY LOV AHL 40 S0S NOLLDIS ¥AANN TVAOUddV HLIA S1DNd0¥d 9Nuda




(3]
('S ]

This data is provided to the Division of Data Management and Services from the
Office of Orphan Products Development and it is not edited prior to

publication.

Name
Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List

April 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

166Ho-DOTMP
TN=

Treatment of multiple myeloma.

6-hydroxymethyla Treatment of histologically

cylfulvene
TN=

Alitretinoin
TN= Panretin

Antihemophilic
factor/von
Willebrand
factor complex
(human) , dried,
pasteurized
TN= Humate-P

confirmed advanced or metastatic
pancreatic cancer.

Topical treatment of cutaneous
lesions in patients with
AIDS-related Kaposi's sarcoma.

Treatment and prevention of
bleeding in hemophilia A
(classical hemophilia) in adult
patients; and treatment of
spontaneous and trauma-induced
bleeding episodes in severe von
Willebrand disease, and in mild

and moderate von Willebrand
disease where use of
desmopressin is known or
suspected to be inadequate in
adult and pediatric patients.

NeoRx Corporation
410 W. Harrison
Seattle, WA 98119
DD=02/10/1999

MGI Pharma, Inc.
Suite 300E, Opus
Center

9900 Bren Road East
Minnetonka, MN 55343
DD=04/06/1999

Ligand Pharmaceuticals
Ine.

10275 Science Center
Drive

San Diego, CA
DD=03/24/1998
MA=02/02/1999

2 boda Lei b

Centeon Pharma GmbH
Emil-von-Behring-Stras
se 76

35041 Marburg

Germany,

DD=10/16/1992
MA=04/01/1999




Name
Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List

April 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Atovaquone
TN= Mepron

Autologous
DNP-conjugated
tumor wvaccine
TN= M-Vax

Beraprost

TN=

Bleomycin
TN= Blenoxane

Busulfan
TN= Busulfex

CT-2584 mesylate
TN=

Prevention of Pneumocystis
carinii pneumonia (PCP) in
high-risk, HIV-infected patients
defined by a history of one or
more episodes of PCP and/or a
peripheral CD4+ (T4
helper/inducer) lymphocyte count
less than or equal to 200/mm3.

For adjuvant therapy in melanoma
patients with surgically
resectable lymph node metastasis
(Stage III and limited Stage IV
disease) .

Treatment of pulmonary arterial
hypertension associated with any
New York Heart Association
classification (Class I, T

TET, or EVIE

Treatment of pancreatic cancer.

As preparative therapy in the
treatment of malignancies with
bone marrow transplantation.

Treatment of adult soft tissue
sarcoma.

9

———

Glaxo Wellcome
Research and
Development

5 Moore Drive

PO Box 13398
Research Triangle
Barle, NE& 27909
DD=08/14/1991
MA=01/05/1999

Avax Technologies,
Ine.

4520 Main St.
Suite 930
Kansas City, Mo
DD=02/23/1999

64111

United Therapeutics
Corporation

68 T.W. Alexander
Drive, PO Box 14186
Research Triangle
Park, NC 27709
DD=04/29/1999

Genetronics, Inc.
11199 Sorrento Valley
Rd.

San Diego, CA
DD=02/09/1999

92021

Orphan Medical, Inc.
13911 Ridgedale Drive
Suite 475
Minnetonka, MN
DD=07/28/1994
MA=02/04/1999

55385

Cell Therapeutics,
Iric:

201 Elliott Ave. West
Suite 400
Seattle, WA
DD=04/16/1999

98119




April 1999

Indication Designated

Orphan Product Designations and Approvals List

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Treatment of malignant
mesothelioma.

Treatment of bleeding episodes
in hemophilia A or B patients
with inhibitors to Factor VIII
or Factor IX.

Treatment of neoplastic
meningitis.

Treatment of myelodysplastic
syndromes .

Treatment of chronic myelogenous
leukemia.

Treatment of patients with
persistent or recurrent
cutaneous T-cell lymphoma whose
malignant cells express the CD25
component of the IL-2 receptor.

Treatment of secondary pulmonary
hypertension due to intrinsic
precapillary pulmonary vascular
disease.

Cell Therapeutics,
Ine.

201 Elliott Ave. West
Seattle, WA 98119
DD=04/16/1999

Novo Nordisk
Pharmaceuticals, Inc.
100 Overlook Center
Suite 200
Princeton, NJ
DD=06/06/1988
MA=03/25/1999

08540

DepoTech Corporation
10450 Science Centexr
Drive

San Diego, CA
DD=06/02/1993
MA=04/01/1999

92324

Pharmachemie B.V.
Swensweg 5

2031 GA Haarlem
The Netherlands
DD=03/08/1999

Pharmachemie B.V.
Swensweg 5

2031 GA Haarlem
The Netherlands
DD=03/08/1999

Seragen, Inc.
97 ‘South Street
Hopkinton, MA
DD=08/21/1996
MA=02/05/1999

01748

Glaxo Wellcome Inc.
Five Moore Dr.

PO Box 13398
Research Triangle
Park, NC 27709
DD=03/22/1999




Name
Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List

April 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

26

Etanercept
TN= Enbrel

Fluoxetine
TN= Prozac

Humanized MADb
(IDEC-131) to
CD40L

TN=

Interferon
beta-1la
(recombinant
human)

TN= Avonex

Iodine I-131
radiclabeled
chimeric MAb
tumor necrosis
treatment
(TNT-1B)

TN= 131IchTNT-1

Treatment of Wegener's
granulomatosis.

Treatment of autism.

Treatment of systemic lupus

erythematosus.

Treatment of pulmonary fibrosis.

Treatment of glioblastoma
multiforme and anaplastic
astrocytoma.

Stone, John H., MD,
MPH

Johns Hopkins
Vasculitis Center,
Division of
Rheumatology

1830 East Monument
St., Suite 7500
Baltimore, MD 21205
DD=04/06/1999

Hollander, MD, Eric
Mt. Sinai School of
Medicine, Dept. of
Psychiatry

Box 1230, One Gustave
L. Levy Place

New York, NY 10029
DD=04/30/1999

Idec Pharmaceuticals
Corporation

3030 Callan Rd.

San Diego, CA 92121
DD=02/09/1999

Biogen, Inc.

14 Cambridge Center
Cambridge, MA 02142
DD=01/07/1999

Techniclone
Corporation

14282 Franklin Ave.
Tustin,; GA 92780
DD=02/12/1999




26

Name
Generic Name
TN=Trade Name

April 1999

Indication Designated

Orphan Product Designations and Approvals List

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

L-5-hydroxytrypt

ophan
TN=

Lidocaine patch

5%
TN= Lidoderm
Patch

Murine MAb to
polymorphic
epithelial
mucin, human

milk fat globule

1
TN= Theragyn

N-acetylgalactos
amine-4-sulfatas

e, recombinant
human
TN=

Pegylated
arginine
deiminase
TN= Hepacid

Pegylated
arginine
deiminase

TN= Melanocid

Treatment of tetrahydrobiopterin
deficiency.

For relief of allodynia (painful
hypersensitivity), and chronic
pain in post-herpetic neuralgia.

Adjuvant treatment of ovarian
cancer.

Treatment of
mucopolysaccharidosis Type VI
(Maroteaux-Lamy syndrome) .

Treatment of hepatocellular
carcinoma.

Treatment of invasive malignant
melanoma.

Watson Laboratories,
Inc.

311 Bonnie Circle
P.O. Box 19200
Corona, Sh 91718
DD=01/20/1999

Hind Health Care, Inc.
3707 Williams Rd.,
Suite 101
San Joge, CA
DD=10/24/1995
MA=03/19/1999

95117

Antisoma

West Africa House,
Hanger Lane
London W5 3QR
United Kingdom
DD=03/22/1999

BioMarin
Pharmaceutical, Inc.
11 Pimental Court
Novato, CA 94949
DD=02/17/1999

Phoenix
Pharmacologics, Inc.
115 John Robert Thomas
Dr.

Exton, PA 19341
DD=03/26/1999

Phoenix
Pharmacologics, Inc.
115 John Robert Thomas
Dx.

Exton, PA 19341

DD=04/12/1999




Name
Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List

April 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Recombinant
human
Cl-esterase
inhibitor
TN=

Recombinant
human
Cl-esterase
inhibitor
TN=

Recombinant
human nerve
growth factor
TN=

Recombinant
humanized MAb
5¢c8

TN=

Recombinant
humanized MAb
5c8

TN=

Rifalazil
TN=

SCH 58500
TN=

Prophylactic treatment of
angiocedema caused by hereditary
or acquired Cl-esterase
inhibitor deficiency.

Treatment of (acute attacks of)
angiocedema caused by hereditary
or acquired Cl-esterase
inhibitor deficiency.

Treatment of HIV-associated
sensory neuropathy.

Prevention of rejection of solid
organ transplants.

Prevention of rejection of
pancreatic islet cell
transplants.

Treatment of pulmonary
tuberculosis.

Treatment of primary ovarian
cancer.

Pharming N.V.
Cipalstreet 3
B-2440 Geel
Belgium,
DD=02/23/1999

Pharming N.V.
Cipalstreet 3
B-2440 Geel
Belgium
DD=02/23/1999

Genentech, Inc.

1 DNA Way

South San Francisco,
CA 94080
DD=04/16/1999

Biogen, Inc.

14 Cambridge Center
Cambridge, MA 02142
DD=03/22/1999

Biogen, Inc.

14 Cambridge Center
Cambridge, MA 02142
DD=03/22/1929

PathoGenesis
Corporation

201 Elliott Avenue
West

Suite 150

Seattle, WA 98118
DD=04/13/1999

Schering Corporation
2000 Galloping Hill
Rd.

Kenilworth, NJ 07033
DD=04/12/1999

PN -

’
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Orphan Product Designations and Approvals List

Name
Generic Name

TN=Trade Name

April 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

29

—

sodium i
1‘3-propaned15ul
fonate

TN=

Thalidomide
TN= Thalomid

Treatment of secondary
amyloidosis.

Treatment of Crohn's disease.

Neurochem, Inc.

7220 Frederick
Banting, Suite 100
Saint-Laurent, Quebec
Canada H4S 2Al
DD=04/06/1999

Celgene Corporation
7 Powder Horn Dr.
Warren, NJ 07059



DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVOQ BIOAVAILABILITY ONLY
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION
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NO APRIL 1999 ADDITIONS



PATENT AND EXCLUSIVITY TERMS

DUE TO SPACE LIMITATIONS IN THE PATENT AND EXCLUSIVITY COLUMNS. ABBREVIATIONS AND REFERENCES HAVE BEEN
DEVELOPED. PLEASE REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS.
19TH EDITION FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS. NEW DOSING SCHEDULE, NEW
INDICATIONS AND PATENT USE CODES). THE CUMULATIVE SUPPLEMENT WILL LIST NEW CODES ADDED SINCE THE LAST
ANNUAL EDITION

1-260

1-261

U-256

U-257
U-258
U-259
U-260

U-201

U-262
U-263

REFERENCES
NEW INDICATION

PRIMARY PREVENTION OF CORONARY HEART DISEASE IN PATIENTS WITHOUT SYMPTOMATIC
CARDIOVASCULAR DISEASE WHO HAVE AVERAGE TO MODERATELY ELEVATED TOTAL-C AND
LDL-C AND BELOW AVERAGE HDL-C

TREATMENT OF GENERALIZED ANXIETY DISORDER

NEW COMBINATION USE OF PRECOSE FOR PATIENTS WITH TYPE 2 DIABETES TREATED WITH DIET
PLUS METFORMIN

COMBINATION USE OF PRECOSE FOR PATIENTS WITH TYPE 2 DIABETES TREATED WITH DIET PLUS
INSULIN

PREVENTION OF POSTMENOPAUSAL OSTEOPOROSIS (LOSS OF BONE MASS)

PREVENTION OF PNEUMOCYSTIS CARINII PNEUMONIA (PCP)

USE IN TREATMENT OF SMALL CELL LUNG CANCER SENSITIVE DISEASE AFTER FAILURE OF FIRST-
LINE CHEMOTHERAPY

TREATMENT OF CHRONIC HEPATITIS B ASSOCIATED WITH EVIDENCE OF HEPATITIS B VIRAL
REPLICATION AND ACTIVE LIVER INFLAMMATION

FOR PERENNIAL NONALLERGIC RHINITIS FOR AGES FOUR AND ABOVE

PROPHYLAXIS OF DEEP VEIN THROMBOSIS (DVT), WHICH MAY LEAD TO PULMONARY EMBOLISM,
IN PATIENTS UNDERGOING HIP REPLACEMENT SURGERY

EXPANDED PEDIATRIC USE IN CHILDREN YOUNGER THAN ONE MONTH OF AGE TO BIRTH (WITH A
GESTATIONAL AGE OF 37 WEEKS OR GREATER)

TREATMENT OF SOCIAL ANXIETY DISORDER

PATENT USE CODE

USE OF AGGRASTAT IN COMBINATION WITH HEPARIN

IMPROVED WAKEFULNESS IN PATIENTS WITH EXCESSIVE DAYTIME SLEEPINESS ASSOCIATED
WITH NARCOLEPSY

TREATMENT OF HIV INFECITON IN COMBINATION WITH ONE OR MORE ADDITIONAL HIV
ANTIVIRAL AGENTS

TREATMENT OF HIV INFECTION

TREATMENT OF NEURODEGENERATIVE DISEASES

TREATMENT OF ANDROGENIC ALOPECIA BY ORAL ADMINISTRATION OF DRUG SUBSTANCE

REDUCTION OF INTRAOCULAR PRESSURE IN PATIENTS WITH OPEN ANGLE GLAUCOMA AND
OCULAR HYPERTENSION WHO ARE INTOLERANT OF OTHER 10P LOWERING MEDICATIONS OR
INSUFFICIENTLY RESPONSIVE TO ANOTHER 10P LOWERING MEDICATION

TREATING BENIGN PROSTATIC HYPERPLASIA WITH A GENUS OF COMPOUNDS, INCLUDING
FINASTERIDE

TREATING BENIGN PROSTATIC HYPERTROPHY WITH FINASTERIDE

METHOD OF TREATING A MALIGNANT CONDITION THROUGH INTRAVASCULAR ADMINISTRATION
OF BUSULFAN. METHOD FOR TREATING LEUKEMIA OR LYMPHOMA IN A PATIENT UNDERGOING A
BONE MARROW TRANSPLANT THROUGH INTRAVENOUS ADMINISTRATION OF BUSULFAN.
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PATENT AND EXCLUSIVITY TERMS

PATENT USE CODE

U-264 METHOD OF TREATING A MALIGNANT DISEASE THROUGH PARENTERAL ADMINISTRATION OF

A BONE MARROW TRANSPL AN

BUSULFAN. METHOD FOR TREATING A P ATIENT UNDERGOING
THROUGH INTRAVASCULAR A DMINISTRATION OF BUSULFAN.
U-265 USE AS A LAXATIVE
U-266 OSTEOARTHRITIS
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