
AUROBINDO EX. 1016, 1

US006866866B1

United States Patent
 

 

(12) (10) Patent No.: US 6,866,866 B1
Chen et al. 45) Date of Patent: *Mar. 15, 2005’

(54) CONTROLLED RELEASE METFORMIN 6,099,859 A * 8/2000 Cheng etal. 0... 424/464
COMPOSITIONS 6,099,862 A * 8/2000 Chenetal. .... «. 424/473

6,284,275 B1 * 9/2001 Chen etal. .... w 424/473

(75) Inventors: Chih-Ming Chen, Davie, FL (US); 6,475,521 Bl 11/2002 Timminsetal. ............ 424/469
Xiu-Xiu Cheng, Davie, FL (US); Steve FOREIGN PATENT DOCUMENTS
Jan, Coral Springs, FL (US); Joseph
Chou, Manassas, VA (US) wo WO 99/47125 * 9/1999

WO WO 9947125 Al * 9/1999 Le A61K/9/20

(73) Assignee: Andrx Labs, LLC, Davie, FL (US) wo 9947125 9/1999 aeeccccesee A61K/9/20WO WO 00/28989 * —$/2000

(*) Notice: Subject to any disclaimer, the term ofthis wo WO 0028989 Al * 5/2000 ......... A61K/31/353
patent is extended or adjusted under 35
US.C. 154(b) by 162 days. OTHER PUBLICATIONS

Chiao, C. Sustained—Release Drug Delivery Systems Rem-
This patent is subject to a terminal dis- ington: The Science and Practice of Pharmacy, 1995, Mack
claimer. Publishing Company, Easton, PA pp. 1660-1669.*

koe .

(21) Appl. No.: 09/705,630 cited by examiner
(22) Filed: Nov.3, 2000 Primary Examiner—Thurman K. Page

; Assistant Examiner—Micah Paul Young
(51) Tnnt. Clo! ooo ceeceeeeeceeccceeeee A61K 9/22; A61K 9/52 (74) Attorney, Agent, or Firm—Davidson, Davidson &
(52) U.S. Ch.eee 424/468; 424/457; 424/474; Kappel, LLC

24/480 57 ABSTRACT(58) Field of Search ..ccccssscssscssssseseee 424/473, 468, ©)
424/474, 475, 479, 480, 482; 514/635, A composition for treating patients having non-insulin-

588, 591, 592, 593 dependent diabetes mellitus (NIDDM) by administering a
. controlled release oral solid dosage form containing prefer-

(56) References Cited ably a biguanide drug such as metformin, on a once-a-day
U.S. PATENT DOCUMENTS

 

 
 

3,845,770 A * 11/1974 Theeuwesetal. .......... 424/427
5,688,518 A 11/1997 Ayeret al. oo... 424/422
5,691,386 A 11/1997 Inman etal... 514/691
5,858,398 A 1/1999 Cho veeseseecseesseeesessees 424/450
5,955,106 A * 9/1999 Moeckelet al. oo... 424/464
6,010,718 A 1/2000 Al-Razzaket al. ......... 424/464

basis. The dosage form provides a mean time to maximum
plasma concentration (T,,,...) of the drug which occurs at 5.5
to 7.5 hours after oral administration on a once-a-day basis
to human patients. Preferably, the dose of drug is adminis-
tered at dinnertime to a patient in the fed state.

25 Claims, 8 Drawing Sheets

MEAN PLASMA CONCENTRATION-TIME PROFILES OF METFORMIN IN ELEVEN SUBJECTS AFTER AN ORAL
ADMINISTRATION OF METFORMINXT (2 x 850 mg q.d.) OR GLUCOPHAGE (850 mg b.i.d.)

3000

s8s8PLASMACONC.{ng/mL}
8

500

9 12

 
15 ra

TIME (hr)
—-@-—- METFORMIN XT .d. AFTER BREAK
~~ — METFORMIN XT q.d. AFTER DINNER

-ae~--GLUCOPHAGEb.ld.

AUROBINDOEx.1016,1f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


AUROBINDO EX. 1016, 2

US 6,866,866 B1Sheet 1 of 8Mar.15, 2005U.S. Patent

YSNNIGCYaLsV‘PDLXNINYOSLSW--o--LOl4‘PTSOVHdOONTO--FYSNYALSY‘PDLXNINYOSLSW—e—(yu)SIL2LZ8StZa69€0
000100S1

(qwy6u) “ONOO VWSV1d

+00020052

 
000€

(pigBw0S)SOVHdOOMTDUO(‘pbBwOggxZ)LXNIANOSLAW4ONOLLVYLSININGVWHONYH3LSVSLOSPENSNSAITSNININNOILSIWJOSA1IOUdSWIL-NOILLVHLNSONOOVWSV1dNYS
AUROBINDOEx.1016,2f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


AUROBINDO EX. 1016, 3

US 6,866,866 B1Sheet 2 of 8Mar.15, 2005U.S. Patent

MINNICUSL‘P’DLXNINYOALW~-o--‘PTAQVHdOONTDWAYYALsyPDLXNINMOSLSW—*—€Old(1u)SIL20291cb8¢0
00S0002002O00€

 (‘prgBw00¢xZ)SOWHdOOMHO(‘P’bBw00¢x%)LXNINYOSLSW4ONOILVYLSININGY“WHONVYSLSVSLOSPENSSATSMLNININYOSLSWJOS3140UdSWIL-NOILVYLNSONOOVASV1dNWAW
(qw/6u) “ONOD YAS1d

AUROBINDOEx.1016, 3f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


AUROBINDO EX. 1016, 4

US 6,866,866 B1Sheet 3 of 8Mar.15, 2005U.S. Patent

 fOld(04)SLL(4)SW(14)SILeeOvw2wv98000000292b8&eeebeeperrereoerrneberreereeererererererllneeeeeneererererrerimenerrnnrerrarearenelDeheeelreeleeerretbarnerrceriomennnnct 
—_

_

ObOFr2>>woan0=oo=QO«eo1)OoOo==oOoO0001800rd33a£0000!00001pbAVGELAVZbAvdLLAVGObAvG(‘pbBw005x»)LXNINYO4LSWJOSSSO0WHOFIdLLINWMALAYSLOSPANSAHLV3HLHOINININMOSLAW40SSIAO¥dSWIL-NOLLVA.LNSONODYWSVidNV
LAWa

g

ONOO WWSW1d
.000}

(quy/6u)
00001

AUROBINDOEx.1016, 4f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


AUROBINDO EX. 1016, 5

US 6,866,866 B1Sheet 4 of 8Mar.15, 2005U.S. Patent

AOVHdOONTD--o--1XNINYOJLSW—e—(4)SLL$2029}ZIgb0
yOA

000100S}0002

 
0062O00

SW3SM¢MOS(‘PgBwOO0LXL)SOWHdOSNT9YO(MSNNIGHLIM‘p’bBwOOO!XZ)LXNINYOILSWJOS3SO0IWHOJIdLINNYALsV(€Z=4)SLNAILVdWAINNININYOSLSWJOS3140YdSWIL-NOLLVELNAONODVWSY1dSLVLS-AGVALSNVAN
(qw/Bu) ‘ONOO YASW71d

AUROBINDOEx. 1016, 5f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


