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INSULIN SUSP ISOPHANE RECOMBINANT HUMAN
INJECTABLE ;  INJECTION L

NOVOLIN N ; i S R

) Ndvo NORDISK INC ' 100 UNITS/ML' ) : ST N199E9 001

INSULIN ZINC. SUSP EXTENDED RECOMBINANT HUMAN

INJECTABLE; INJECTION -
HUMULIN.U , R R
L LILLY~ : 100 UNITS/ML.

002

INSULIN ZINC SUSP PURIFIED PORK

INJECTABLE; INJECTION
. LENTE ILETIN TI (PORK) , AR
'f LILLY SRR UNITS/ML, G e e T UNAE34T 001

INSULIN ZINC SUSP RECOMBINANT HUMAN

INJECTABLE, INJECTION
HUMULIN L

+ CLILLY L300 UNITS/ML St  M29377 002

NOVOLIN L S R \ N o . .

NOVO NORDISK INC - 100 UNITS/MLy o0 L o U N19965 001
KETOCONAZOLE

SHAMPOO; ' TOPICAL

NIZORAL A-D :
© 4. MCNEIL CONS- SPECLT : hE

ae

fﬂ% E TABLET; ORAL
ACTRON :
'BAYER' 12.5MG
ORUDIS KT EEE TN
+ . WYETH CONS - 12:85ME

U N20499° 001

- N20429 001
LOPERAMIDE HYDROCHLORIDE

CAPSULE; ORAL
LOPERAMIDE HYDROCHLORIDE :
BANNER PHARMACAPS  'IMG
SOLUTION; ORAL Bl b
.IMODIUM A-D : B G S
+ MCNEIL U AMG ML S el UNI948T 001
+ ' CAMG/TLBML B SIS 194877002
LOPERAMIDE  HYDROCHLORIDE | ' iy : G s ,
DURAMED PHARMS BARR " IMG/SML - T e N9099) - 00]
HI TECH: PHARMA wme/sML e o Sl N743520 001
MORTON GROVE © I MG/SML ; o AT
. PERRIGO - ' IMG/sML
ROXANE : ~AMG/5ML

: /73243 0oL
N73079- 001

TEVA CIMG/BML RTINS .- w7378 001

TABLET, CHEWABLE; ORAL
IMODIUM A-D W y P et E O S
"4 ‘MCNEIL MG T N204480 1001
TABLET; ORAL A ; EERN AEREE S N L
IMODIUM A-D : pvEs Cerh i .
+7 MCNEIL: ' WME : e DLl N19860 0 001
LOPERAMIDE HYDRQCHLORIDE R SN T O R
LEINER : SAMGT AR LU N73284 001

LNK S RMG e Py ‘ N76497 001"
OHM LABS S M s . N74091. 001 -

PERRIGO \ LaMe SR N75232 001

N20310 001

. N21885 001
21855 002

74730 001"
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Jul 01, 1991

Jun 10, 1987

Sep 30, 1985

Jun .25, 1991
oct 10, 1997

oct:; . 06,: 19956

Oct 06, 1995~

‘Aug 04, 2005

Aug 04, 2005 -

Mar 01, 1988

SJul 08,2004

Dec 29, 1597

Nov 17, 1995
Aug 28,1997

S Jan 21, 1992

APr 30,1992
Jun 23, 1995

Jul 24, 1997

Nov 22,1989

Jul: 30, 1993

Jun; 10, 2003
“Dec 10, 1992

Jan ' 06, 2000
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Active ingredient: i LLOPERAMIDE HYDROCHLORIDE
Dosage Form;Route: - TABLET, CHEWABLE; ORAL
Proprietary Name: . IMODIUM A-D ' :
Applicant: : : ~ MCNEIL

Strength: Fo MG

Application Number: ‘ 020448

Product Number: ; o0t

Approval Date: ; S Jul 24,1997

Reference Listed Drug . Yes ‘

RX/OTC/DISCN: - S oTC

Patent and Exclusivity Info for th|s product Vsew

Return to Electronic Orange Boqk Bgm’e’ﬁﬁ“ge. £

-.‘ ‘,- ;

FDA/Center for Drug Evaluation and Research

Office of Generic Drugs
Dw:smn of Labehng and Program Suppoﬁ
Update Frequency :
Orange. Book Data - Monthly ,
Genenc Drug Product informatnon & Patent lnfemxat;on Daxly

~ ,Orange Book Data Updated Through December, 2005

Patent and Generic Drug Product Da‘ta Last Updated Fsbruary 14 2066 : an

http://w&vw.’accessda'tar.fda, gov/?scrii:ts/ cdcrzob/dbééfcﬁdetai,l;c'fé;_{?;éigjé

No=020448&TAB...

2/15/2006.



Patent and Exclusivity.SearCh Results - . Ppagelofi

Patent and Exclusivity Search Results from query on Appl No 020448 Product 001 in the OB_OTC fist.

Patent Data

Appt;, Prod Patent Paﬁtent: Drug Substance Drug Pradu
No No  No Expiration Ctarm S Claim
020448 (}915 5489436 FEB 06,2013 i = :

Excluswrty Data

There is no unexprred excluswlty for thts product

Additional mforma’non : SRR S :

1. Patents are published upon. race:pt by the Orange Book Staff and may not reﬂect the ofﬁcra! receipt date as
described in 21 CFR 314.53(d)(5). ‘
2. Patents submitted on FDA Form 3542
indicating specific patent: claims
3. Patents listed prior to August
by the sponsor. These patents may not
4. *PED and PED represent pediatric ex
wm be indicated with *PED as was done pi Jg
will not contain any- mformatson relative to the patent it

spectﬁcally to the patent wnll be conveyed on ~tb , ongmat patent on!y

d listed ﬁer,August 18 2003 will have one to three patent codes

, p y.
ed after August 18, 2003
ided after August 18, 2003
extension. Information related:

~ View a list of all patent use codes
View a list of all exclusivity codes -
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FDA/Center for Drug Evaluatlon and Resaarch i ‘
 Office of Generic Drugs

Division of Labeling and Program Support

Update Frequency: ;

Orange Book Data - Monthly : ,
; Generic Drug Product information & Patent lnformatron Daily

Orange Book Data Updated Through Decembsr, 2005

Patent and. Genenc Drug Product Daia Last Updated February 14
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