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Search | Clear | History | Help | Display |5 * results < “
’ Substance Identification (@ = Structure @ 5 ;’\4 » 'f‘b r‘ - #@ é
| Mame/Synonym V| | Equals v | '
|gemcitabine |
N Diata iz available for 388 950 records. J ¢b7 #E 3‘1
N\
u y
Toxicity [ =]
Test:|(any} Vllbetween Vl pl yx éﬁ i 'l'i ;Eg
| | (malkg or ppm} — ﬁ: y Yt
Species: | (any) v| n
<
= — | AR, B AR
i )
Effect |(any) v| | Powered by ChemAxon Marvin | }\ y & v —
Toxicity data iz available for 139,354 records. SaNchng: semchOpivm: @ k I~
O Substructure Search
m = imilari o
Physical Properties [ &5 ) Similarity Search | 80 | g
. - O Exact (parent anly)
Melting Point "| ) Flex (parent, salts, mixture) NEW
between V| | | ] Flexplus (parent, all variations) NEW
Either v/ ¥ | Measurement Type
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.-"' Orange Book Active Ingredient Search — ¥indows Internet Ezplorer

LEx)

IHE HEwEE EFY O WEXEE TEI FRW

"1‘:&_" ‘:ﬁ’ [@ Orange Book Actiwe Ingredient Search [ |

G- ®=-RfEy-GTEe-

S Department of Health & Human Services

Im U.S. Food and Drug Administration A-Z Index Search | D

Home | Food | Drugs | Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiaton-Emitting Products | Tobacco Products

FDA Home

Orange Book: Approved Drug Products with Therapeutic Equivalence
Evaluations

Search by Active Ingredient:

gemcitabine | ype in part or all of name)

Select the list you would like to search:

& Rx (Prescription Drug Products)
O QOTC (Over-the-Counter Drug Products)
O Disc (Discontinued Drug Products)

[ Submit J [Clear]

Return to the Electronic Orange Book Home Page
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= Active Ingredient 5S5earch — ¥Windows Intermet Exzplorer |:||§|E|

el ™ |@ http: ffwww. accessdata. fda goviscriptsfederf obf docs/ tempai. cfm b | _l;:- |:g: |_‘|;|'_,E' ||__,E_i*_!
I E HwREE FEFW WEXEE ITEO FHEHW
ﬁ Eﬂr\\f |ﬂ Aetive Tngredient Search [_l @' i ﬁ @ . @ﬁﬁ [y - @ TEREm ~

»

=
" U5 Department of Health & Human Services £y www.hhs.gov %

m U.S. Food and Drug Administration A-Z Index Search | D

Home | Food | Drugs | Medical Devices | Yaccines, Blood & Biologics | Animal & Yeterinary | Cosmetics | Radiation-Emitting Products Tobacco
Products

FO& Home

Orange Book: Approved Drug Products with Therapeutic Equivalence
Evaluations I

Active Ingredient Search Results from "OB_Rx" table for query on "gemcitabine."

Appl TE RLD Active Dosage Form; Strength Proprietary Applicant I
Mo Code Ingredient Route MName
MO20509 AP Yes GEMCITABINE INJECTABLE; EQ 1GM GEMZAR LILEY
HYDROCHLORIDE INJECTION BASE/VIAL
MO20509 AP Yes GEMCITABINE INJECTABLE; EQ 200MG GEMZAR LILLY —I
HYDROCHLORIDE INIECTION BASE/VIAL
AO77983 AP Mo  GEMCITABINE INIECTABLE; EQ 1GM GEMCITABINE EVA

HYDROCHLORIDE INJECTION BASE/VIAL HYDROCHLORIDE PARENTERAL
AQD77983 AP Mo GEMCITABINE INJECTABLE; EQ 200MG GEMCITABINE TEVA
HYDROCH! ORIDE INIECTION BASE/ATAI HYDROCHI ORIDE

Return to Electronic Orange Book Home Page

FDA/Center for Drug Evaluation and Research v
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."" Orange Book Detail Eecord Search — ¥indows Internet Ezplorer

@@ - |m http: ffwww. accessdata, £da, gowlscriptsfederfob/docsfobdetail. cimTAppl No=02Z0S0O&TAELEI=0F Rx * | .4‘}‘;: A |€Ll—== |ﬁ '

{I@ ‘:ﬁ' [@ Orange Boolk Detail Record Search

Evaluations

Search results from the "OB_Rx" table

L

BB M- [DTEE - GIAQ -

Orange Book: Approved Drug Products with Therapeutic Equivalence

for query on "020509."

Active Ingredient:
Dosage Form;Route:
Proprietary Name:
Applicant:

Strength:

Application Number:
Product Number:
Approval Date:
Reference Listed Drug
R¥/OTC/DISCN:

TE Code:

Patent and Exclusivity Info for this product:

GEMCITABINE HYDROCHLORIDE
INJECTAELE; INJECTION
GEMZAR

LIELY

EQ 200MG BASE/VIAL
MO20509

oo1

May 15, 1996

Yes

RX

AP

View

Active Ingredient:
Dosage Form;Route:
Proprietary Name:
Applicant:

Strength:

Application Number:
Product Number;
Approval Date:
Reference Listed Drug
R¥/OTC/DISCN:

TE Code:

Patent and Exclusivity Info for this product:

GEMCITABINE HYDROCHLORIDE
INJECTABLE; INJECTION
GEMZAR

f LY

EQ 1GM BASE/NVIAL
NOZ20509

ooz

May 15, 1996

Yes

RX

AP

View

Dntiirn to Elactranis Mranan Baals Hama Dann
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.ﬂ"' Patent and Exclusivity Search Eesultz — ¥indows Internet Explorer

m - |@ http: ffwww. accessdata fda gowfscriptsfcder/obfdocsfpatexclnew. cfm?hppl_Wo=020509&FProduct M 1""l ‘&?‘ X |Fj=!\-?_ |p "
THE dEE EFY dEEe) ITRT@ #Fhhi
{I@ ‘:ﬁf |@ Fatent and Exclusiwvity Search Results [_| ﬁ T EE éﬂ T jﬁﬁ ) - -E}} IA@ ~ =

|>

Orange Book: Approved Drug Products with Therapeutic Equivalence
Evaluations

Patent and Exclusivity Search Results from query on Appl No 020509 Product 001 in the OB_Rx list.

Appl Prod Patent Patent Drug Substance Drug Product Patent Use Delist
Mo Mo Mo Expiration Claim Claim Code Requested
NO20509 001 4808614 May 15, 2010 ¥
NO20509 001 480B5147PED Mov 15, 2010
MO20509 001 5464826 MNov 7, 2012 u-146

NO20509 001 5464826"PED May 7, 2013

Appl No Prod No Exclusivity Code Exclusivity Expiration
NO20509 001 I-499 Jul 14, 2009

Additional information:

1. Patents are published upon receipt by the Orange Book Staff and may not
reflect the official receipt date as described in 21 CFR 314.53(d)(5).

2. Patents listed prior to August 18, 2003 are flagged with method of use claims
only as applicable and submitted by the sponsor. These patents may not be
flagged with respect to other claims which may apply.

3. ¥**¥** The expiration date for U.S. Patent No. 5,608,075 is March 4, 20009.
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{I@ ‘:ﬁf [@ Orange Bool Detail Record Search [_| ﬁ' - Eﬁ @ M jﬁﬁ Bl - 15;" I8 ~

Orange Book: Approved Drug Products with Therapeutic Equivalence
Evaluations

Search results from the "OB_Rx" table for query on "077983."

Active Ingredient:
Dosage Form;Route:
Proprietary Name:
Applicant:

Strength:
Application Number:
Froduct Number:
Approval Date:
Reference Listed Drug
R¥/OTC/DISCN:

TE Code:

Patent and Exclusivity Info for this product:

GEMCITABINE HYDROCHLORIDE
INJECTABLE; INJECTION
GEMCITABINE HYDROCHLORIDE
TEVA PARENTERAL

EQ 1GM BASE/VIAL
AD77983

oo1

Dec 18, 2008

Mo

R

AP

View

Active Ingredient:
Dosage Form;Route:
Proprietary Name:
Applicant:

Strength:
Application Number:
Product Number:
Approval Date:
Reference Listed Drug
R¥/OTC/DISCM:

TE Code:

GEMCITABINE HYDROCHLORIDE
INJECTABLE; INJECTION
GEMCITABINE HYDROCHLORIDE
TEVA PARENTERAL

EQ ZOU0OMG BASE/VIAL
AQ779383

ooz

May 4, 2007

Mo

R

AP

Patent and Exclusivity Info for this product: View
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r" Patent and Exclusivity Search Eesults — Windows Internet Explorer
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THE FEE BEEFN O WEXe) TE@  FHH

i‘k ‘:ﬁf |@ Fatent and Exclusiwity Search Results I |

- B - EEE - IR0 -

ﬁ ;5. Department of Health & Human Services

Im U.S. Food and Drug Administration

Products

FDA Home

Evaluations

A-7 Index

Home | Food | Drugs | Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products Tobacco

Orange Book: Approved Drug Products with Therapeutic Equivalence

Patent and Exclusivity Search Results from query on Appl No 077983 Product 001 in the OB_Rx list.

&3 www.hhs.gov

Search | |'@'

eNENEEEEEEENEEN,

View a list of all patent use codes
View a list of all exclusivity codes

Return to Electronic Orange Book Home Page

eI E NN NN NN NI E SN NN NN NN NN E NS NN NN NN NN SIS NN NN NN NS ENENEENENNENEEEEEENEEEEEEEEEEY

There are no unexpired patents for this product in the Orange Book Database.

There is no unexpired exclusivity for this product.

NN NN NN EE NN NN NN N NN E NS NSNS NSNS EN NSNS SN NSNS NS EENEE SN S EEEEEESEENEEEEEEEEEEEEEEEEEEEEEEEmsEsmssssmenmns®

®sssnnmmnnnnns?

FDA/Center for Drug Evaluation and Research

Office of Generic Drugs

Division of Labeling and Program Support

Update Frequency:
Orange Book Data - Monthly
Generic Drug Product Information & Patent Information - Daily
Orange Book Data Updated Through February, 2010

a Internet @", 100% -
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n STN REGISTRY

FILE'REGISTRY' ENTERED AT 03:05:24 ON 13 APR 2010
L1 1 S95058-81-4/RN

R |# | 5TH on the Web Session - B e v R TIEIED - . I8 @ -

on the web

L1 ANSWER 1 CF 1 EREGISTRY COPYRIGHT 2010 ACS on S5TH
RN 95058-81-4 EREGISTRY

ED Entered S5THN: 03 Mar 1885

—deoxy-2',2'-difluoro—- (CA INDEX NAME)

CH Cytidine, 2
CTHER HNAMES:

CH 2',2'"-Difluoro-2'—-deoxycytidine
CH 2',2'"-Difluorodeoxycytidine
CH 2'-Deoxy—-2',2'-difluorocytidine
ST Ana f tant CH LDFC
g ; CH DFdC
Transcript As N DFdCyd
ommand Line CH Folfugem

CH Gamcitabine

CH Gemcel

Logaff CH Femcitabine

CH GemLip

ERedbask CN LY 188011

end Break CH H5C 613327

CH Zefei

FS STERECSEARCH

ME Co H11 F2 N3 04

CI CoM

LC S5TH Files: ADISTINSIGHT, ADISHEWS, AGRICCLA, ANARSTR, BEILSTEIN®*, BIOSIS,
Ch, CAPLUS, CASREALCT, CENB, CHEMCATS, CHEMLIST, CIN, CSCHEM, DDFO,
DRUGU, HSDB*, IMSDRUGNEWS, IMSPATENTS, IMSPRODUCT, IMSRESEARCH, IPA,

WD DATHDARCS D T imCT TorTTE NN oo DTRMS® CWRITHT TR THWRRTRERD
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n STN——CAPLUS

FILE 'CAPLUS ENTERED AT 03:14:10 ON 13 APR 2010

L2 5679 S (95058-81-4 OR 122111-03-9)/RN--------- BT A Sk
5325 95058-81-4/RN------ (& HiiE )
475 122111-03-9/RN------ (#hEsih )

L3 99 S (95058-81-4 OR 122111-03-9)/PREP------ % & S #k

L4 1788 SL2 AND PATENT/DT-----mnnmmmmmmmmmmmemee FT A % |
L5 68 SL3AND L4-----mmmmmmmmmmmeo e # &5 A
L6 520 SL4 AND CN/PC-------n-mmmmmmmmmmmemmom e + & & A
L7 35S L5 AND CN/PC----------mmmmmm e + & $ &% A
L8 26 SL2 AND LILLY/PA---------mmmmmmmmm- JR A A5 A
. :
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Figure 3.11: Primary claims of two key patents relating to paroxetine

R R E

N N
T s sl e
& &

F F
US3912743 US4007196 paroxetine
R1 includes H )
X can be F R1 includes H

R2 can be benzodioxin

Source. Norman Consulting Business Insights Ltd
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psiRE 93621 [rq@mES 98.6.20
[RI|PiNS  93109045.8
[0 EEt fe 4
[32192.6.22 j33|US311902,313
[32192.6.22 [33jUS[31902,312
132192.6.22 33U 5(311902.302
[32)92.6.22 |33US[31)902,112
[32[92.6.22 | 3yU 31 [902,135
Be2.6.22 pyUS 902,150
P2193.4.7 [3UIS31)044,343
[32193.4.7 331U 531)044,309
[32)93.4.7  [A3UIS{31)044,312
[(32193.4.7 pyUSE044,315
[32193.4.7  [33US[311044.996
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