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2. 1 RREZXHOEZHE

A E RS R (FDA) 1F, #H &
i 5 3 G AL bE 54 2 (Federal Food, Drug &
Cosmetic Act) 2t > TESE G O BGEHfE %
KBS b MEIZHEDE, HIREHEM A —7—
&, FrEKEEMEE (NDA) %38 L CREMD
KERFEZT) o
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FDAIZIESARME L 2 17 U372 5 2 ve T
BEERELOMNLEAREL HIYE LTBY,
DiFo# D21 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.
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o THRFESREM X — 5 — 1%, NDAHFL
PEHEGEEW ALY 7 L — AL 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\,

B FEHE N 2 — B — I ZIFDAIZRAE L 72
T e MR R 2 W22 1), NDAKFRE
ZBERF D BAT SN A, T ORFFIZOW
THHEATH2H30H INIZFDAICHEAIT 5 3%
Biidb s (21 USC. § 355(c) (2))0

(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)
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[ Approved Drug Products With Therapeutic
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of repaglinide in combination with metformin
to lower blood glucose! T & - 72o FDAIZ,
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1) Hptcoflifl (by itself, monotherapy)
2) AMKINVIVEDOHMAAEDEMA (in
combination with metformin)

3) FTVYI TG U RERIE OMAESD

i (in combination with thiazolidine-
diones (TZDs))
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S N2 E#HUE [U-546-use of repaglinide in
combination with metformin to lower blood
glucose] L\ b DTH -7z, ZiLix, FDA
TOEEN T 7 7 T 4 AIZHD v TNovo
Nordisk23 2 L 725278 [use of repaglinide in
combination with metformin to lower blood
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HL720DTHh-o72,

4. 2 HHRIHFDOZE

20054F 2 H, f%%&ah A — 71 —Caraco Pharma-
ceutical Laboratoriesi®, /%7 1) = F|ZB9
HANDAHGE 1T - 720 2 OKF I TOANDA
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AN HSHEST 9 5 HT20084F 4 H IZCaracold, V)
IRT) = FEX MRV VOMAEDEHHT
I D 7 NVIZEEH L 72356, 35847 DR
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TWwh, RFFTIETZ % ik, NDARE
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[ T e AR AW [ i 2 e oYy R 4
L= LTWwZawnekn)dnThsb (“on the
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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#
FEE D FDAICK R e Rt 9 2 BRIZIRH§ %
FMTH Y, Patent Use CodeDitiliid 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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