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& L CFDAKEZZITAZ LN RETH L7
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XY MEHEVENTEVIHBEN LV, DX
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ILDTHY, EEmA—H—I12E& o> TIEH
TREHBTH %o

2. EREZSRCEFEEROFDA
AR

2. 1 RREZEHOEZHE

A E RS R (FDA) 1F, #H &
i 5 3 G AL bE 54 2 (Federal Food, Drug &
Cosmetic Act) 2t > CTESE G O BGEHE %
KRBT b MEIZHEDE, HIREHEM A —T—
&, FrEKGEMEE (NDA) %38 L CREMD
KERFEZT) o

NDAKGE & 2\ F 72 e s iy A — 71 — 14,
ZTOBEHREMIZHE T 2 WE R, BAERE,
R EICET A0 2 TORFTEZIFEL,
FDAIZIEEARAE L 2 17 U372 5 2 ve T
BEERELOMNLEAREL HIYE LTBY,
DiFo# )21 USC. § 355(b) (1) (G IZED S
nTwab,

(G) ... The applicant shall file with the appli-

cation the patent number and the

expiration date of any patent which claims

the drug for which the applicant submitted

the application or which claims a method

of using such drug and with respect to

which a claim of patent infringement

could reasonably be asserted if a person

not licensed by the owner engaged in the

manufacture, use, or sale of the drug. If an

application is filed under this subsection for
a drug and a patent which claims such drug
or a method of using such drug is issued
after the filing date but before approval of
the application, the applicant shall amend
the application to include the information

required by the preceding sentence.

(Mg

o THRFEESEM X — 5 — 1%, NDAHFL
PEHEGEEW ALY 7 L — 2L L T 2 FERF
RZEZOFEREE 7 L—2{L L TV A TH
ST, HB=FIIN L TREFFRZIRE LGS ("a
claim of patent infringement could reasonably
be asserted”) JFFFIZOWT, FORHES K
ORI T H A FDANGA L 72 U Ui 7
5728\,

BZSEFEE N A — B — I ZFDAIZRAE L 72
Tz MR R 2 W22 1), NDAKRE
ZBERF D RAT SN A, ZORFFIZOW
THHEATH2H30H LINIZFDAICHEAIT 5 3%
Biidb s (21 USC. § 355(c) (2)).

(2) ... if the holder of an approved appli-
cation could not file patent information
under subsection (b) of this section
because no patent had been issued when
an application was filed or approved, the

holder shall file such information under this

subsection not later than thirty days after

the date the patent involved is issued. Upon

the submission of patent information under
this subsection, the Secretary shall publish
it.

(T #tEm)

FDAIZ 1 & L7256 7F L OV € D Use Code
ZAF SN, FDAOEH S 2 EH MY A b
[ Approved Drug Products With Therapeutic
Equivalence Evaluations] GEFRA L ¥ Y7 v
7) B E NG, ALY YTy 210, KB
A BE S B RRFERUCINZ T, SBRERE M
A= —DOFY HMOMEHEIZEE T 5 FH b RC
WINTBY, NEHERE WIS 55,
R OLEY, M, @ISEIZ3 5 M5 %
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TAHIENTE %o

2. 2 BREZRMOEZHE

(1) /85957 1 —NIZk H5ANDAHEE

BRIEHREME, BNy F - Ty 7 AT Uk
(Hatch-Waxman Act) 12X D ExIT B N8 Hﬁ‘
HrEE AR (Amm)% U TR H A
fibhd,

NDAWZB 3 2 MG RO+ L &~
DTy AN, BREEIEN A — T =12
W LEHAIE V) FEERIZL TS, €D
I WG EIREOP TREEREL XA —7
—2SANDA% # U T I MO WL HFE %179
B, AL Y7y ZICREBORERFICE L T
570FFE (certification) #4179 LEDH 5,
Certification® A%, RIS LT T 7T
71, I, I, IV}:[I?L IND 4 FHHDP S HERS

bo (#£1)

£1 /N5%57 1 —N Certification

Certification® N %

NS 7571 | ALy YTy 7 itilo BT
AL v

NS 757N | F Ly YTy 7 itiioBEEED
RPN T LT\ b

NG 77| F LY 7y 7ok T H
I THGEE KD

NG TFTIN | F LI Ty 7o IzON
TR, FERARE, &H5\VIdIE

= g
= &

(2) [carve-out] EAgE

LRE o 4 Ff$H Dcertification |2 35 { ANDA
B3 LIRS, IRiIZ X - Tld [carve-out] Hi
HEIT) L LTRETH D, ZOHFEE, HFR
(27 g viiA7T— b X2 MN] 28 L7
J)ANDAHGFETH Y, [FFFINTHE] L
R bHBICBRo TSNS 8 & L TR
EHGOFDAKELZHFETA2HDTH S,

I GOYE, O &L G E
éﬂ,%ﬁ%ﬁ@%ﬁ%ﬁﬁﬁ?bt%ﬁ%o
THWL O DOHBREPEN LT HI L
L\, LL, ZOEREHOETOHREDN
FRICE D IN=ENTWD EIZBRS T, s
NTWRWHBEBPEET 2IRES LI LITRS
Nb, TOWhE, RIEEHRLMA - —1L [T
SNoH@] EIFERLLHEICE> TEH S

LHGhE LT [carveout] HiFz1TH 2 &
DB TH 5o BMARBIZIZLLT O L 9 IR
%i%ﬂ%o

Bl Z X, JeISEEIEM A —H —SHBEA K L
fﬁw&E%mwA%l%%mL H#EADL
EW1 2127V —49 5, HIZ, EfLE
WoOREBIZST 22 R L, FeF212
mﬁBwﬁv—A%%ﬁié FTLYVT s

UE, HEERF 1 RO 2 OFEEFE S K OV R i
TEI75 HEEL I NS, KRR 1 oA TR, B
2OHMPMNTH > THOREESRER X — 7 —
X, ISR SN TR WHEC 2 RIS
Y11 DANDAHIGEZAT) 2L TE 5. 2D
Yis ODANDAHIFE DY [carve-out] HIFE & IS
NHLOTHY, HBIEMAHERFICFE O HmR
HBIMEDUAO HIZHEH SN2 5D TH2 LW
INED [ 27 v a wiliAT—h AV M %
FDAICHM T %o Z OFk7% ANDAHGE 08
21 USC. § 355() (2) (A) (vil) IZED 5T
WA A, TOHTIHIEN TS,

3 . Patent Use Code®E&gih

RESESE M A — 71— 2% [carve-out] HiF#%
1T 7288, FDADSZ O AR EE T 75 4] Wi |2 3
% @ 7%, Patent Use Code® ik (narrative)
T b, TORRBOET I [HFEFF S
N7-H&] s TBY), Z1ilPatent
Use Code& M-IX 1L AFDADMEH 3 2 FFE D
FEDMAEND, Bl2IL, BT 5 EHEN
PRANDIN" CFDAAMEH L 7z D1k [U-546-use
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of repaglinide in combination with metformin
to lower blood glucose! T & - 7zo FDAIZ,
Patent Use CodeDELikH 3 DWNFEIZHED &,
%3 O ANDAHIFE DY@ Y] IC [carve-out] &
NTHRFOHMIZZ TN TV EHITT
X, BEMOWTHEZKET S, T2 THRA
Y MNeBDIE, FDADEFEESE G A — 71 —
DOFEH L 7zPatent Use CodeD Rl IZMKAF L T
Frr ORERH A ZB L Wb HTH D,

HAED & 2 AFDATIE, Patent Use Code®
FLIRER AT DS IEME DS 2 1B B FBAEDMTh LT
BT, fTHEOFHREEZIIEL {ITbhbhTw
LB OMELHM D R SN TWLEDHRTH
%o HIF L, FDAIINDARRFEE R L 7250
BIHFEDOFZ MG L TCVBICHEBE RV,
DRIVEH L2BRBEFREMA = =128V T
l%, Patent Use Code®DFEib 2D\, #%
mm® [carve-out] HFEZHIRL L 9 &9 B
ERRONL, TO—HID, LTI T 5
Novo Nordisk A/S v. Caraco Pharmaceutical
Laboratories, Ltd. T® %,

4 . Novo Nordisk=

4. 1 WREZELRUBHERT

Ko R E L o 72 E G IE Novo
NordiskZ2’NDA % f& #f 3 2PRANDIN"T &
%o PRANDIN®IE, BRI 5 /87 = F
(repaglinide) # & € [R¥Ea T, 2 BOHERIE K
NEFZEOIMBEHED > ba— L0k, EHPED)
BE LA THEHA S5, PRANDIN"IZ A
L CNDAKZZ SN T2 HBEILL T O
D Thb,

1) Hpicoffifl (by itself, monotherapy)
2) AMKINVIVEDHMAAEDEMH (in
combination with metformin)

3) FTVYI TG U RERIE DAL D

i (in combination with thiazolidine-
diones (TZDs))

PRANDIN“ICBI#EFT 2 & LCH L v I T v
ZAIZERLIR S N HERF L, OREIH FEAT R FFRE
37,035 (0354%F7F) & KIEHF7F6,677,358 (3584F i)
Tho72. 035455 IX, V37 )= FAHG% 7
L — A9 2ALEWRFFTH Y, FFarlk 232009
3 H14H FTTH - 72.358%F7F1%, Lito 2)
WCHBT 287 ) = FEX ML v EDf
HE DN X BHERIFGRER T EZ 7 L — A
T L CTH o 720 3584FiT 1220184 6 H12H
FCTHIMTH %, Novo Nordiskix, FitfhH

JRED 9 B, 1) B E 3) TZDE O#
HEDEMHICE T 25 FFIIRA L Tz,

L), B8FFFICEALTAHL T T v 71235
S N2 E#HUE [U-546-use of repaglinide in
combination with metformin to lower blood
glucose] L\ b DTH -7z, ZiLix, FDA
TOREEN T T 7 T 14 AIZHD v TNovo
Nordisk23 2 L 725278 [use of repaglinide in
combination with metformin to lower blood
glucose| IZFDA7ZS [U546]) &9 &5 % 1F
HL720DTHh-72,

4. 2 HHRIHRDOZE

20054F 2 H, #%%&ah A — 71 —Caraco Pharma-
ceutical Laboratoriesi®, V) /¥7 1) = F|ZB9
HANDAHGE 1T - 720 2 OEF I TOANDA
DNEIE, 03BHFFFIT 3 %2837 77 71 (035
RPN LR O BTE AR & GS) & 358%F T 12
X587 7T 7 IV (358%FFF ISR, FEHtAHE,
AIIFRE)ICHED CHEZIT) D TH - 72,
Z 1% %17 TNovo NordisklE, 20054 6 H 12
CaracolZ X9 5 FFeF R EFRan 2 2k L 720 7F
AN HSHEAT 9 5 H T 20084F 4 H IZCaracold, V)
TN = FEX MRV VOMAEDEHHE
I D 7 NVIZEH L 72356, 35847 D=
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EL D EIZOWTHE (stipulation) L 72k
T, ANDA% [carve-out] HFEIZYI D 2 72,
Bl5, ANDAIZBWT3L8FFFFD/NT 75 TN
Mo [H7 Y a viiAT—MA Y M| ICEH
52 EI2L o T, 358FFFRFIZRLHE D &AL
DHFEIZIRE NS I & L THOANDAKFE
RDDLLDE R 57 ANDAHFENEDZE
B %57 72FDAL, £ ® X 9 Zcarve-out” <\
VT TANDAHGE 2 KGR T 5 M2 R L
720

Z O 1% 1ZNovo Nordisk231T > 72D A5, AHis
DFBETH %Patent Use CodeDFLik DT T
& %o 20094E5 H 1ZNovo NordiskidPRANDIN®
DPatent Use CodeDFLIB &5 2 28 B | 723542
7 4 — 4% ZFDAICIEI L7z, BHEBEORLIR
& [a method for improving glycemic control
in adults with type II diabetes mellitus.] T
Holze THIZH LFDAI, ALV T v 7
12817 5PRANDIN“®Patent Use Code U-546
I L, Novo Nordisk2s#2H L 7z52ak (12
Wiz Fr [U968] #ff5:-LCAHL YT T Yy
7 1248#k L 72o FDAIZ, Caraco® [carve-out]
HIEE 2 KRS % Bl & 7R L T 7z ke AT & ki
W o7z LI L, HIZCaracoD % L 72
Z NV HU-968D LR & PH & B 7 5 7y, [carve-
out] AWIETZH\WE LT [w 73 vilAT
—FAVM] BT NVOMHEGRL 2.
ZDOHER, Caraco® 7 )ik [V %7 ) = K
ERA MKV I YOMBEDEMAH] 254 EA
nRE L 22 0, LIlEi@stipulationll 0 X, FE
rROSH /R ol

Z DOEERT, Caracon’FDA® H W = ANk &
L, PRANDIN"“®Patent Use Code % U-9687%
5U-546122H 3 % & 9 Novo Nordisk!Z#y U %
BoOBBHIERD -2 EIZE) T T,
Caraco® X #F (counterclaim) (2 X411, 358
WRFps) X7 ) = Fo 1 EOMHE L& E 7%
WIZH D 5T, U-968IX FAAFFFAY 3O H

BETEELLIIIZTEINTVL 0, LA
B ThH D AKBIZIEVFHPHOFLR & %25 T
VB ETRL TV, IR TIIZOTIRND
726n72b oo, CAFCTIiZPatent Use Code
DFLIRAEE 2 3K 5 LFFH K Z RO R\ L)
k& 72 572

COHRDEN o ToDEI Ny F - Ty 7 A
YRICBIAEHETHY, TOFRETIE, N
777 7NHRIZBWTRIEmA — I =D
FELTIRETELZNEZIFEDD DIZHIBRL
TWwh, FFTIETZ 5 £k, NDARE
BRI EFRE & LCHREE L2 ERFAY, NDAD
b e en e AT 5 ke 7
L= LTWwZawnein)dnThsb (“on the
ground that the patent does not claim either
(aa) the drug for which the application was
approved; or (bb) an approved method of
using the drug”)”’s

CAFCIZ, * L v Y7 v 7 IZRli oS EH
DI B, HBEMA—H—DFROSRETE 5
DIFFFFRT & T ORFMHm THOATH %
& HIWT L 72 Patent Use Code® rrak (dFFaF %
e, FERFUIRG T H Cld v, FLaRNA
& L 7zCaraco®D LAk € D b DDA E Y & ik
w72, 2 O T DOFRERNIC B\ TCaraco
1%, Novo Nordisk7%3358FF&F D #iFH 2B L TA
IEME R E AT o 72 £ 3 257 DR (misuse)
IZoWT FiR L7225, #i#k, CAFCIIZZD
HAZOWTIHIRZ T LT,

4. 3 FEHOFHH

Z OHEATIE, Novo Nordisk?®d 5 k&
BEPoTZEV)HIZOVWTHERT HRE
Td 5o 358FFFFIZE L TCaracon™d L # &
WCNF 7T TNTIERL [R7 a3 UviiA 7
—FAY M BRHLTCWAET 5L, Novo
Nordisk7® % D ANDAZ & AF 722 72 v £ FFDA
AANDAKFEIZE > TV REME S+ 12
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bho TNUX, NTTITTMR [v 7 T3 Ui
AT —MAY b ] IZHED CANDAHGEDY &,
ANDAHFE % 1T - 72 5 Z NDARFEZ IS @A
LEHEVENADLLTH D, UKL, Caraco
DEHINT T T TNIZED CANDAHGE %
To 72461218, NDARFRE I3 4 5%
BWREND, 187 7T 7WVIZHS CANDA
HEFZAT) 2 & DS REIZ 72 B D IINDAKGE -
5 4FHUETH AL, NDARKFE L L CTIE
Z 1 % TlZPatent Use CodeDFL ik NZE % #aT
TEHLEDPD D,

9. ¥

Novo NordiskSHDCAFCH el =i <,
SRGZERZLZOTEDTH L, ZOHP
12X E, NDAKREZ T 72K mIZB L T
FDAIZH#ERFFOEwz 2t 2546, %
g A —# — & L TldPatent Use Code®ii
BETHBETL2OPLE L EIl% 5, Bl
RERClE, FFRHb I N-HEZ I Cid R, B
I L TRBEIR W EeTofgr&D
L) GEARBIRTH L, DL ) RINEH R
WIZER L7286, RBEEEMA—T—I12X5
[carve-out| HIFEDSHIBR S L, /XF 7T 7 IVIZ
KO CANDAHFEO AR & LTI
BEVHIRINZ B REMED H DL, ZNITED,
NDAGREEE O M ] 1 A% F o8 4% 5F 0 B 7 1T 1
WCHIRE NS Z &%, ARIGIA 7947V
AT AL N FERTHURESILN S, Dk
<&L, WNF 7T T7NIZHED CANDAHFE T
HAUINDARFFE IZANDAHE O #HA 72 &
na%, REFLRZHREL T30, HOANDA
ARRIEHNCE 2L bR L 7 B0 WEFFRFD
WM S T L, HEBREERFOWMGE 7282w
WAGE AN TREZER 5N D,

6. BbHVIC

HF ST ERBROFERIZES TS TV A2

VR AT AL NDURETH A5, SHOBEH &
LTEEITREEDR 20D 5B, T3, ALY
7 ZIZRLHO H 3 R IGIE |2 B 2 KRS0
LC, ENPZTRFRRLBISHTFEINE DT
5. F7z, Patent Use CodeDFLik NE % 1%
A= =G LTRIETE 2 &) ik
WIEA R ENDZ N E) D, ZOHIZOWTHE
HIRXTh5b,

Patent Use Code® Lk % &) 12 FL# &
HZ LI X AEEFERFIZE L TIX, Morgan
StanleylZ X 25" B E 2w,

Pl bk ~_7-: 1Y, EFiNovo Nordisk5 4 ®
CAFCHZZE T UL, ALY 7T v 7ICH
BIFRFOSEY ISR S v a e REL, H
BT OPatent Use CodeDFLIEANH 4 TH %
e BEt 3§ 5 2 L ASNDARFEEIZL o
TEELWVZ b,

p=

1) 2% : Applications for FDA Approval to Market
a New Drug, 68 Fed. Reg. 36676, 36682 (June 18,
2003).

2) 35427 % — 24 ("PATENT INFORMATION
SUBMITTED UPON AND AFTER APPROVAL
OF AN NDA OR SUPPLEMENT") %, NDAf#
FEFDAICK R e Rt 9 2 BRIZIRH§ 2
#FMTH Y, Patent Use CodeDFtiliid 7 + — 4
D427 %o
http://www.fda.gov/downloads/AboutFDA/
ReportsManualsForms/Forms/UCM048345.pdf

3) 21 USC. § 355(j) (5) (C) (ii) (D).

4)  Morgan Stanley September 1, 2010 publication

“Pharmaceuticals Potential Selective Upside for
Industry post Prandin” Ruling.”
http://www.fdalawblog.net/files/morgan-
stanley-rpt---puc-decision.pdf
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