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APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
10th EDITION
CUMULATIVE SUPPLEMENT 4
APRIL 1990

1.0 INTRODUCTION

TO USE THE CUMULATIVE SUPPLEMENT

is Cumulative Supplement is one of a series of monthly updates to
e Approved Drug Products with Therapeutic Equivalence Evaluations,
Edition (the List). The List is composed of four parts: approved
cription drug products with therapeutic equivalence evaluations,
er-the-counter (0TC) drug products that require approved applications
a condition of marketing, drug products with Approval under Section 505
of the Act administered by the Division of Blood and Blood Products and
oducts discontinued from marketing or products which have had their
proval withdrawn for other than safety or efficacy reasons.

e Cumulative Supplement provides, among other things, information on
wly approved drugs and, if necessary, revised therapeutic equivalence
luations and updated patent and exclusivity data. The Addendum con-
S appropriate drug patent and exclusivity information required of the
Cy by the "Drug Price Competition and Patent Term Restoration Act of
for the Prescription, 0TC, and Drug Products with Approval under

ction 505 of the Act Administered by the Division of Blood and Blood
ucts lists,

Patent and Exclusivity Lists are arranged in alphabetical order by
Ve ingredient name. For those products with multiple active ingre-
ts, only the first active ingredient (in alphabetical sort) will
ar, In addition, the trade name will be displayed to the right of the
_Qve ingredient name for each product, along with the application number
Product number (FDA's internal file number). A1l patents with their
ration dates are displayed for each application number. Use patents
indicated with the symbol "U" followed by a number representing a
ic use, Exclusivity information for a specific drug is indicated by
reviation followed by the date upon which the exclusivity expires.
to the Exclusivity Terms section in the Patent and Exclusivity
ation Addendum for an explanation of all codes and abbreviations.
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Because all parts of the publication are subject to changes, additig
or deletions, the List must be used in conjunction with the most curpg
Cumulative Supplement. Users may wish to place an asterisk (*) to
left of the ingredient(s) in the List to indicate that changes to ),
entry appear in the Cumulative Supplement.

Drug product information js provided in each Cumulative Supplement ¢
completeness to assist in locating the proper place in the List g
the revision. [Strength(s) which already exist in the List will not §
repeated for context.] The effective date for the approved drug prodyg
(the earliest date a product may be marketed) appears, when appropria
to the left of the approval date.

The presence of any therapeutic equivalence code indicates that the dry
product is multisource; the deletion of a therapeutic equivalence cofs
indicates that the drug product has become single source. (An infreque
exception exists when a therapeutic equivalence code is revised. In thy
case the deletion of the therapeutic equivalence code is followef
jmmediately by the addition of the revised one.)

Additions new to the Prescription Drug Product List, OTC Drug Produ

List, Drug Products with Approval under Section 505 of the N

Administered by the Division of Blood and Blood Products List and t

Patent and Exclusivity Data are indicated by the symbol >.apo > to the
left of the line on which new information exists. The >_aw0.> symbol {§
then dropped in subsequent Cumulative Supplements for that jtem. A newly
approved product is also jdentified by a lozenge (» ) to the right of its
strength which remains throughout all Cumulative Supplements for this
edition.

Deletions new to the Prescription Drug Product List, OTC Drug Product
List, Drug Products with Approval under Section 505 of the A
Administered by the Division of Blood and Blood Products List and the
Patent and Exclusivity Data are indicated by the symbol >.DLL.> (DELETE
to the left of the line containing overstruck print. The »>_par > symbol
is dropped in subsequent Cumulative Supplements for that item.
overstruck print will remain in the Prescription Drug Product List and 0
Drug Product Lists in all Cumulative Supplements for this edition
However, the overstruck print in the Drug Products with Approval undef
section 505 of the Act Administered by the Division of Blood and B10%
Products List and the Patent and Exclusivity Data will be dropped
subsequent Cumulative Supplements.

¥

products discontinued from marketing or products which have had.thq*
approval withdrawn for other than safety or effectiveness reasons, Wﬂ] -
flagged in this Cumulative Supplement with the "3 " symbol to deS1W€;
their non-marketed status. A1l products having a " 2" symbol in the 12¥
Cumulative Supplement of the 10th Edition List will then be added to
"Discontinued Drug Product List" appearing in the 11th Edition.
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SEP 7, 1984 (49 FR 35428)
SEP 7, 1984 (49 FR 35428)
JUL 5, 1985 (50 FR 27688)
MAR 22, 1984 (49 FR 10708)

al to identify in the cumulative Supplement each
d when an applicant transfers its entire line of
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and name changes will be
Where only partial approved product
each approved product involved
the Cumulative Supplement.

APPLICANT (NAME) CHANGES

NEW APPLICANT (NAME) ABBREVIATED NAME

BOOTS PHARMS INC BOOTS PHARM

MERRRELL DOW PHARMS INC MERRELL DOW PHARMS
SUB MARION MERRELL DOW INC

MARION MERRELL DOW INC MARION MERRELL DOW

NOVO NORDISK PHARMS INC NOVO NORDISK PHARMS

NOVO NORDISK PHARMS INC NOVO NORDISK PHARMS




FORMER APPLICANT (NAME)

'-I o |
| 1§ | |
I l PACO RESEARCH & DEVELOPMENT
e § SQUIBB NOVO INC
:-f TAKEDA-ABBOTT RESEARCH
it - & DEVELOPMENT

APPLICANT (NAME) CHANGES

NEW APPLICANT (NAME)

PACO RESEARCH CORP
NOVO NORDISK PHARMS INC

TAP PHARMS INC

ABBREVIATED Ny
ABBREVIATED NAyg

PACO RES
NOVO NORDISK pyy
TAP PHARMS
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