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15) Chandra, A. & Mazumdar, S., “Biotech Asset Valuation Methods: A Practitioner's Guide,”
Journal of Investment Management, 22(1), 36-57, 2024.
16) Bode-Greuel, K. M., & Nickisch, K. “Deciding between biobetter versus biosimilar

development options based on net present value calculations,” Journal of Commercial
Biotechnology, 20(2), 21-31, 2014.
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o5 AF2loF=(FDA)C] Fofsh= 599 A&d A& =8 d(New Chemical
Entity Exclusivity)2 ‘@AH-E(active moiety) & 7|&2 2 d|oE X[l dHA
B AA] E8717A(PTE) A=l o= g 7152 J-83ich1)
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(2) 49 : SPC A=Y AlE A
FHY F71E 55 A (Supplementary Protection Certificate, SPC) A=+
g9l PTES} FARSE 542 71200 R HAPEAHEA(CIED)S} ZH= §9] o

17) FDA, “New Chemical Entity Exclusivity Determinations for Certain Fixed Combination
Drug Products Guidance for Industry”, 2014 & 21 CFR 314.108(a), (b)(2).

18) 35 U.S.C. §156(f)(2).
19) Biogen Int'l GmbH v. Banner Life Sciences LLC, 956 F.3d 1351 (Fed. Cir. 2020).
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T 201701245708 BES BHOZ', Al 13 475, ARSUETE, 2019, pp. 331-400.
21) Max Planck Institute for Innovation and Competition, Study on the Legal Aspects of

Supplementary Protection Certificates in the EU, Annex [|. National Reports EU,
European Commission, 2018, Annex | Denmark, 4-6.

22) Bratin Roy, “Generics (UK) Ltd v Daiichi Pharmaceutical Co Ltd & Another EWCA Civ
646, J. Intell. Prop. L. & Prac. 4(11):775-776, 2009, at 775-776. 2tMOJX| A3 5712t 2t
of oY OlgEX 5o1-SPC R& Q4.

23) Prodrug SPCs: invalidation action dismissed in Sweden, Kluwer Patent Blog, 2025. 9. 5.
T, https://legalblogs.wolterskluwer.com/patent-blog/prodrug-spcs—-invalidation-action-
dismissed-in-sweden/, 22 & AQH PMC 16666-23 =Z2| ‘M2 (H1X(b)) ot L CHH|=
=9 BPatG 3 Ni 22/22 mH £
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B 24 $EPTE) @ A8 Mz wet 71571 oforEat Hro] A
¥ 5= fol FAS Azt BlEo] digt At HA4= A5k, Tierl
T FEEE A BAAS Foidt 9 &9 PTE 318 Al 717t 4
el o 2¥)2 Fol HAY #E& AT 4 Sl
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41) Eda Stark, “The Implications of Upcycled Products for Brand and Trademark Owners’,
IPWATCHDOG, June 27, 2023.(https://ipwatchdog.com/2023/06/27 /implications—upcycled-
products—brand-trademark-owners/id=162671/)0lA 21235t Z1(FEHLY : 2025.5.15.).

42) Eda Stark, supra note.
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p.3337, p.3344.
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61) See Complaint at 16, Louis Vuitton Malletier, S.A.S. v. Sandra Ling Designs, Inc., No.
4:21-cv-00352 (S.D. Tex. Feb. 2, 2021) [hereinafter Louis Vuitton Complaint] (“They are
no longer genuine Louis Vuitton products, but are instead material alterations of Louis
Vuitton products (the ‘Materially Altered Products’). Although they continue to
prominently display the Louis Vuitton Trademarks, the Materially Altered Products no

longer attain the aesthetic or quality of authentic Louis Vuitton items(GiE MES O 04
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62) Eda Stark, supra note.

63) Id.
64) S. REP. NO. 79-1333, at 3 (1946), as reprinted in 1946 U.S.C.C.AN. 1274, 1277.

65) Anne M. McCarthy, supra note, p.3344.
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66) Id.

67) (1)Any person who shall, without the consent of the registrant— (a) use in commerce
any reproduction, counterfeit, copy, or colorable imitation of a registered mark in
connection with the sale, offering for sale, distribution, or advertising of any goods or
services on or in connection with which such use is likely to cause confusion, or to
cause mistake, or to deceive; or[15 U.S.C. §1114(1)(@)].

68) Victoria Lepesant, supra note, p.345.
69) Polaroid Corp. v. Polarad Elecs. Corp., 287 F.2d 492 (2d Cir. 1961).
70) Id.

71) Robert G. Bone, “Taking the Confusion Out of “Likelihood of Confusion”: Toward a More
Sensible Approach to Trademark Infringement”, 106 NW. U. L. REV. 2012, p.1307,
p.1315.

72) Id.
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Upcycled Fashion”, University of Cincinnati Law Review Vol. 92., 2024.5.
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75) Eda Stark, supra note.

76) Anne M. McCarthy, supra note, p.3338.
77) Id.

78) Anne M. McCarthy, supra note, p.3350.



= ARt RAEH AES 7HE GACE
SAEL A gt 222471 g AlEE ARk o

2 9yt 2ex7t BFY /Mol Rk fdel 7]urics0

Zolth8l) vt wf AlHofA AH|RY] EFo] WA =
Al 59 Lol FAE= WAl AE A g, I & 52
FEAAANA HE 713
0 & £52 FA= 5 e 7RlE0] =
ofy7] wjzo|t}h.82) T1E|i W - Ao A _/,:_9_2}_,] £50] EAsH=A
A ] ]I]‘E]- Iﬂ—ﬂ-xl

Rt MR AR5 2 AlEY

84 18y ojd JEE0 ddiAe anlAE

& Sx 9irh.85) B 99} 7o

d
-10(1 Ull( S}
2
5
=
¥

o] Z&I &Y Xﬂ%
F 7HA AlvE o
FRANA ol 5

9O
=
A

é

)
ik
oZ,
ol
ol
N
4o
ol
X
(i
)
i
15

79) Anne M. McCarthy, supra note, p.3338.
80) Victoria Lepesant, supra note, p.345.
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Confusion”, 108 TRADEMARK REP. 2018, p.881, p.884.

83) Kal Raustiala & Christopher Jon Sprigman, supra note, p.888-889.
84) 1d.

85) Victoria Lepesant, supra note, p.346.

86) Id.



o] A 71570l H& worklttal & 4 A& Aot
(@) B9 AZKDiversion of sales)

JAtolEE HF A2 Al gt 15 AET v fAs] Eol7] wiEo
YAFC RO T WX Fui7t 2F AEFHOE HSEo FIEAY AAEQ
T E Lo &= Qlrh.87) weba oA AFT &80 BA o 48 A4xd
AE2 ‘ﬁ/\}olia(ﬂi"éx})c S AHE A5 A7le) A4l H8E Heskal
HAEE B5o7] o kst Q= Aot

JEYYo] AFohe AAol2YLe Aubdoz b AHE BEHSAHY HA
A BEHSHES AR 5 Uk oY 7 LASS X 2 4 Ut

of FEFAE FEA AR 2Z4e Eofete] e FELE MYshe A
5 a ¥

Mo 8 [m
My =

H
< mln
ok
v
i)
)
o
ol
X
g

>
o i
o HU rr
%
051
>
|:l=
rlr
o
B o
)
by
1o
o
K
)
ofr
e
ot

oz
n{m
n{m
N
=2
E
ol
n{m
i
(@]
e,
9,
o,
:L
H X
mhi
4>
)
)
o,
oo
o

ool i X oo

N
ol
=
=

FE A xﬂ

S

r{n:
1o
=)
_I-Ll

]

ol

e 9—57%—*;14 sl TR a4
AA10] AEE xﬂw £ AEel 9ef 43

ol
ok
N,

@2 oo

Mo
=
o

|
(i
zi
lr

nlse] Welt SEAE B AR Hyste] YW Ao|S WA
T, o3t AES AWAY A4S HEAA 2H|elA BEL opT TFsAol
ATt SIHES Ao o2 Holrks) IgE vRo|AL uFe] 2Bl

87) Eda Stark, supra note.
88) Victoria Lepesant, supra note, p.350.
89) Davidoff & Cie, S.A. v. PLD Int'l Corp., 263 F.3d 1297, 1302 (11th Cir. 2001).



1o
)
=
°§
o
o,
N
M
é
:E
(e
é
£Q,
o

| FELAT o] FEQA ABES Fofs)
of e 4 an% & 9E AES TS B AT G 39
3h1 Qe o] s Holm, ol] thste] U] HAC O AEAL HE

24 4
o) 502 448 A7ISh Y B Wgo] e k. wetA olgiet 2
2~ 0]
T

2 AZ0) AwiE Ao AR Asslolq A At 47 95D
L 2ol9l A% @Aojen B 4 9o

olelgt Aol whe} mIoHo] Tl WASO] Ajqto] AHE £8749] A
Egee] 28 Axo] o5 2jEolet o] Apdwt Hots| dol Wolxj AL
ol A, A BAat BN KA HEYY A ek Ard Aot
AL HolUY] 95 BEAANA BRFt 22 Sof oA AASREE Ht
gonz olsiel 2 tEAQl 4 WASS AWE Was} oty AzhE

() #d BASY A=
oD BA Fe WASC Y0

1) Louis Vuitton Malletier S.A.S. v. Sandra Ling Designs, Inc. No.
4:21-CV-00352(S.D. Tex. Dec. 1, 2022)

20214 2¢, Folu]E T E(Louis Vuitton Malletier)(“Fo]H]E )= M=
2} ¥(Sandra Ling)® 149 3JAFel Ai==at & YAQI(Sandra Ling Designs,
olsl, “SLD2} & Az FEH | £52 AR SLD= HYEFHL A
o] gl XA, d411e], AA(acke) Tt 2= Fo|v]F9] AE7F MAZ FAto]
2 gF AES HEAh FolH[ 2 A4, sig AEE] AR Ee U7

7F AEOR I F1 FoME AEZ ESlstAY siAIst] I AL A
2] %(tassels), A (stones), & AT BF2l(beading)dt 22 40| F7}E o],
FEOR LYK T Fo|H[E AlES 2240 E HPAA AXT Aol
A3t FolH|EZ ¢ Yo7t ot My 7 Ao = QIS ¥ o]4 XA
FolH|E AFo] ofd AlFo] wHEojF o, thil FolH|E AF AAAQl ¥

90) 0|5t2] Zt AASO| Bt AFXI2 Eda StarkQ| §A0IA Q185 20N 21235t Z(Eda Stark, supra
note).



gtHo Rz FoluEe] o] tig gl M=zt J3t SLDE AAlSolA Al
H FgEe FUs, SLDA Aol EE AEE HF AFS] SA dis) £
o] 7Fs/de] gt RETh S SLDY AME 2 H7]E XF FolulE AF
A % dAelE HFBHAR As) FolulE2 A& =T &3y e
o3t W= YA Yty FFFE 121 SLDY IAEL SLDY AT

FoHZORREH FIFHAIAY T Ee SUAE WHTL BAsHAY

d

SUE olel ¥ ALF AT YA F PeloR YA g2 Aolel
Hest 28 5
AFez W

91)

(ZH7t & 21F HES A



O g ARdellde 2 dAE A &
e, M=t F3 SLD7E S wE Ak
092 FAHer A=t H3 9ol 3Ak=
603,00083E A&3stal FolulE2 FHE7t F2}

g A2 AP, T ol 3o
APsh= A= 4
= ACR SHEHANE
o] F{7t Frd Asfoll sfgst=A onE B
93 #F AP mige] S0 s d59] F4 o] Rhds)
b FAR ojojd JHsAol o =9AE, il 2= mi

= qiyry 71 Aleszxo] T olo] FojstuA Aol

)

AP GAREO] Felo]

=
s T

15l

)
i
i)
e

i
i)
)

lm

o
jns}

=

o3

fol

>

b

oo

[

2
i
o
oX
2t

ol
ol

Borle
o
2,
x
Y
S
S,
30
o
ul
pau)
of 1
et o
=i
=
ol
oR,
HH

o i
2
>,
fr

oR >
)
A
o
=1
N

>,
pot St
~ B
for 32
=
Aoy rpr

RO
s gz M
Kl
L o
N

= 3 o ol
ofN it
ity
(i
PIURCI)

£
ol 39

%0 my Mo

au)
0
&

)
2o oo

2

el

S

2) Chanel, Inc. v. Shiver and Duke, LLC, No. 1:21-cv-01277-MKV
(S.D.N.Y. Nov. 29, 2022)
TEEEATH Y-S AP (Chanel)oll 23t oFF #2E WL, JAIZH
SIARL AlH] il FA(Shiver and Duke)?7F HE AFd CC Hl:TH
(monogram : 4% A 24 5 Et3lete] A& ZAH) @55 A7Fsste] A

AARE), AZel, A Faole AL 78 2E FARATH0 ARde 202149

92) Notice of Acceptance of Offer of Judgment at 1-6, Louis Vuitton Malletier, S.A.S v.
Sandra Ling Designs, Inc., No. 4:21-cv-00352 (S.D. Tex. Oct. 3, 2022).

93) Eda Stark, supra note.

94) See Offer of Judgment, BLACK'S LAW DICTIONARY (11th ed. 2019) (defining an offer
of judgment as “[a] settlement offer by one party to allow a specified judgment to be
taken against the party(§t AKIZE X0 S35 TZHO0| Li2X|= XS 2ors0|dE &2l Al
Qh); see also FED. R. CIV. P. 68(a) [‘[A] party defending against a claim may serve on
an opposing party an offer to allow judgment on specified terms, with the costs then
accrued(Z-0l thall 20iSt= FAKE HHHOA 8 20| M2 HES i85HIte HMetS
& 4 Qlom, J0j| w2l UASt HIgx: HEHELC)].

95) ‘Shiver and Duke'= 727t &2 3AIRCOL}, 8 HES & Al HFE Zalot BE 2
Eo] MZ2 ZElchs A2 Tz |t Q7] = &Mt Irene Calboli, “Upcycling,
Sustainability, and IP: What It Means for the World of Fashion”, WIPO Magazine, WIPO,
July 28, 2023.(https://www.wipo.int/wipo_magazine_digital/en/2023/article_0022.html)
(Z5™4Y © 2025.5.14).].
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o, sg AT o] He EA2 AR CC R3], 19| Al
gt FGH o] AAGFE A xoh=s AR AR ARE AFHESHAL AFdo]
ZHe Ol ARESHo] AAITE FE 9 A" AR Z]Qlge . AT
a9 EAZE E @ AFERE A A4S Aol ofym, Apde] Q14 B
59 ofof] M1l AlH 9l FA(Shiver and Duke)oll Al&H AL otYAUaL, AF
dof oJsf| AFLE IRIHAE AUt 123 AlH A F(Shiver and Duke)
9] JAatolZH HE AFL Apdo] ThE AT FAITE7)
APl S Ag0] A7) Aol maoA fiet 22 1 a1o] ol of
875te A S5 1A Hais ARde] CC Hle1d AR
= WAl “reimagined74E AU)F “reworked(HAAE A) ol==
BE7E F716to] A 24| gt MRS 7Hich 18y 2RE Y &
A7F ARdS] s7HE WA GRS AY ARdlt o] gtk W&ol HAE
A &AtE AH A F=(Shiver and Duke)= EZF ARdOlA JS T2 &
o] R} B 10l A4 45| FHRIl “SD” BAIE F7HAT AP A7
A g 9] AgolA mE9] ATl ZHY ol HA BAEH B AR
A5, Hi19] AEY EA4US Uetl= ZoR Hof Qloka 43t 1
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Examples of Chancl’s Genuine Costume Examples of Defendants’ Button Costume
Jewelry Jewelry

Example of Original § & D Packaging Examples of Modified S & D Packaging

ire
SHIVER DUORE .

96)

97) Irene Calboli, supra note.



=2 ol FEE ©ed] FAA vt Apde] A%S 14 IddE 52
olf=Z 71ZetAY = EHIF A X (forum non conveniens)gh= O|-F2 A
mdo] dishA Z1ZstAY T Y oA EEte AHE sie Helol 7174
A%, FAES Foo] =2i=dl, 1 232 H|EolojA gl & gle
s}o] T} 98)

3) Rolex Watch U.S.A., Inc. v. BeckerTime, LLC, No. 4:20-
CV-01060, 2022 WL 286184(N.D. Tex. Jan. 31, 2022)
EARAE LA HAL 24 JA|EH(HE) A7 2 A (Rolex)9t EFAF #
= ARESto] Sto|BRE AIAIE A4St AL |45k F8= 'Wotof gt

At sig AV “EE A FE AAIRAL F5 F HE Jxlﬂoiolﬁ ot

ox ol o

O

AAIZF(FF) AA 33 BeckerTimeo] #ufigt A9 AlAlol= X4t
519l Rolex A¥E7F ZFE 0] At BeckerTime ThO|oMHEE=7F F71H
bezel AlAI] FEl& 7%= SFEY 939 FAEE)Z Tt A9 AlA
T YH9 AS(OHiEVﬂH] 2) AZNA AdEs HE A bezellEFEHA
(Rolex)oll Al A2t Tz HFFHA] 9bF)2 AR, BeckerTime Wiz =9
2(Rolex)9] 437} EAIEH BF Rolex® 24| E+= HZo| 2t 419 AlA
o ASCHZE|AB]A) A4 Q] HHE 3lAte] fIE T 7FSTHET A (Rolex) N A]
A2 B HEFHR] 42)S AR8S7| & 51t BeckerTimeo] £A9] AlA/9] &
7Fet &0l BeckerTimes X2 Yetle FAZF §11HH99) BeckerTime
< AE 24249 AAq9 g8 “HE EF S AT BeckerTime> “Rolex
Certified Master Watchmaker(Z38 A Q1E vtAE AlA ARJA)"9] AAS
ZkE RIFH F1 AA dETeE A4S WAl I8y EFAs
BeckerTime®] Al AZAF & BeckerTimeoA ufjdl= AJAE QASsHAL
B33 Ho| gitt. webA Ao Ha1Q] BeckerTime?] Y9 FH= =9 9
Zof sigste] Ard HdlZtale AF =AU

98) Irene Calboli, supra note.



j_aﬂq— oﬂlﬂ- AEO },].J_XJ oz 7]71—0; ﬁio] LHE—‘]X:] 1:1] A]—ji—‘,l_]x]_o] %E_-]]
st 2% AY A Hi 108 A9E HF GAtolSE o] BEEIL Rolex Al
B T A7) W, S WAL B0 W] g FAEH AL
9 A WAL S olf= sto] WO o]0l W AL Ik AT
2 gUno Byst Ado] Qa2 PEAANA 237t B %
55 7= % g AAeIA BelsiA 248e Hol Urkn QA = ol
St o@ 7Ikke] AEA] T WelWAre] Huto] 1 B 2lEY
Rolex A1A9] Az Wolol SIE5He A1) R HHA| SHEG P
o]z}l X ofr} 100)

=)
Mo S

4) Hamilton Int’l Ltd. v. Vortic LLC, 486 F. Supp. 3d 657(S.D.N.Y.
2020), aff'd, 13 F.4th 264 (2d Cir. 2021)

TEERARYE Y 18949 FH 195097HA] wl=olA Hamilton(SiEE) 4
EZ A& 9 gujE FAAL FF FES ARt Azt EFAAlE EA
of i3t E5< oF71% 7hs/de] Wkl WA i MY FFY HEH A
FOE QT &5 VeAS BHE W AE TS HEA Ee O F=o] 234
A Adge oA I ZAE AW S HE2 Mdd FEoE AT TS
e o ATH 10D T g RES

99)

(ZH7H & #E MESQ 2F 01M} 0|29 Hiw AR

100) Eda Stark, supra note.

101) Bobby Ghajar & Dina Roumiantseva, “Upcycled Goods: Considering When Restoration
Crosses into Infringement”, IP Watchdog, March 26, 2022.(https://ipwatchdog.com/

2022/03/26/upcycled-goods—-considering-restoration-crosses—-infringement/id=147873/)
(REZH4Y : 2025.5.15.).
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5) Rolex Watch U.S.A., Inc. v. Reference Watch LLC d/b/a La
Californienne, No. 2:19-cv-09796-RGK-JPR (C.D. Cal. May

28, 2020)
7t xR EFA AA = Sty ol Ed4 SEAARZE AAEAHL
Al B2t A=A 0] AR -G F= thojol2E AH4])o] =] QI]lH.
FAHOoZE AR AT A=A IHgoA CROWN DESIGN AHE A&
(emblem)o] AFAI oA AAF UL, AALH EHO| B HAEL} Q4
H HE YA SEARIT HARCH, told ®H A HIRIEZF ThA] AsiA
o EYA SEARVE AR S A AEJL, AR AdEFWEE T
Asfz)o] of7]of thA] RAE Qe mils AF AlAO]A “La Californienne™]

102) Eda Stark, supra note.
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= A S HEAISHAY T 7|8 FAE Astr| e sHqith 104) s AR o)A
Aol FRAHAS S 20 Fet 249 I HES WAL, dARol
23 ZF AR 2 ZEx=244<l(a Californienne)o] 32 FE3} A3A}
HEZ AMESto] stolBE & AAE At AL Y7 o=E FAHH.
6) PRL USA Holdings v. VNDS Los Angeles, No. 2:20-cv-00374-
CBM-PJW(C.D. Cal. Dec. 9, 2020)

VNDS& =AM A0 ZAE & ofF BlERA “BiFA 4=
IEY oF ¥ IAAYE ATt FEF105 AFH 5 Foll=
2 (Polo Ralph Lauren) X7} ZAIE 978} AA|A 27} ZF}E of
T} 1060) JHE Z& O 1990 E22HTZ 2 (Polo Ralph Lauren) A&9 9
Fe 7 2XEQ AoE BT I3y HE AlEES F ERED
(Polo Ralph Lauren) Al#& AARIEHT & AFo= uHAEEL
th107) o] & E0f, VNDS&= HIEA] AF E& AXX= 59 HHEX[A H&-&
o] JAtolEHst EU(longbill) EAHEARRYC] HEZAH 71 2AHE wofgict,
o|e} o] AwujE FF AlFS dAEY AdHor G| ol Hx
29| H5 9] HelolA Hoju AxA Xsfof] sidsts ACE & 5 QIS 109)

FEAAR] E2Z T2 (Polo Ralph Lauren)> VNDS®F 1 Af-591 HH
< gl diste] drd 3l & AZRE o= &5Z AV EREZEAS

BN ¥ i Az

U
ot 0 % oot 30 M orlo

e

104)

(BAPHE 2 MZ AR

105) TFL, “Ralph Lauren Files Suit Against “Custom” Apparel Maker in Light of the Continued
Rise of Fashion “Bootlegs™, THE FASHION LAW, 2020.1.16.(https://www.thefashionlaw.
com/ralph-lauren-files-suit-against-custom-apparel-maker-inlight-of-the-continued-r
ise—of-fashion-bootlegs/[https://perma.cc/6MS8-AM7Y].(EET&Y : 2025.5.25.).

106) Id.



509 ol IAoA 11FE o7} ANAMHYE Al vt ERIE=HO] B
F500e= BHEY] 2 F47 B4Z AActke AR woll HA #AIH
o EZEIzg S VNDS7]- RALPH LAUREN 4f3#%} Ralph Lauren A|
% =l Ralph Lauren® A4S F3otA ol&st7] |l

FAAT. 51520 VNDSeF BEfiE go] SHoHA]
isied ‘ﬂ%‘ o %EQEEQJ AR o] tHgt 413 o] HolEolfity. Axy
oS FAHAL 1alE4l DSQ} HIWE Fo| Polo Ralph Lauren(EE2EX
29 A7t 22 #HF AEE Ax, F1, ZH, /5 E= ‘—JJF“H'E"‘:* 6”-?4

Polo Ralph Lauren®] A&°] ofd A&Z A& AAH &ol=

Al#o] Polo Ralph Lauren®] o], 591, At = SUS ¥ /Jiﬂb} o
HFA] 0 2 Polo Ralph Laurend #&Eo] op= 0114 JE St= A= A5t
= B2e Audch E3 HYe VNDSOA WAL uidEos 807 2
w4 A olAE Het 99 wES AT VNDS7]' 25EAA | SEOHA &
71 Wzoll, adolA F4E A e Hae od2 giglth

3) &2

O x 2T ¥ gefaf EH, oA gt &

107)

(ZHPH & 23 NESQ 2F 017 0|29] H|W M)
108) Victoria Lepesant, supra note, p.351.



Ao el AEA P2 SR, 9no) AelWAt sfe) 5o SEat 4
Folt 710 FHEA BE H7] 59 AP g4t ojio] uet HE B
we delt 53 Holx k. olo] aE FRH0E EUAt AR

Ho1E AL o ol 4419 AE ABo] Bt A, W} 5L A Ak
L zdow St gojol o) F2W Aol 24 Awoz 4 AL
Hol gAR mF WANAL PE ABol heIH Aejago] HEEH ok
A AR dto] 22404 BE oA/t Uk AOE WU BES B 5
olth. ARA W3] 4] 71718 AR YA Bkl HAEIAE QA
SIE AYPAE HRPTHe o192 7174 A HolA, HEA Fo| AL
Aot AALL Yee BHA oG TS BAT & Utk

olo] whet mHo] SHANAE T 44lo] obd B A elAL A
Paz@zuaH)o] F8HR i Aoz By 4Eo| BHE 2X 34 5
AEY ASNA Rolur] AT Gl WA e Suo] 47E AFHL 9
£ Agolth109 grjojt o|dd thg 4T YAel2HY oo, % B o
J2A BT HPIAT JEAA IF ABC] FEHES AET 5 As
og] AL Al FHsok Bk AuHel ANE ST Y Aol

FE Ax WA drd HsiE < Zol A, 3

48 solete TAIAQ SRS FA o g0 A YA A W22
=Ry Qe HFe R s RS AHFOR AASETL &
T Utk = oleh &2 FF AlFOl it AR oA ARt ofF dZ o o5t
of ¥ JEHPorEs 4Rd Mz dZE 740l 2 ARolER, V&
HEo] oJet Al YR WA o7 SiFsy] Hiks $EAA Sof i AW
2 8l AAF o= sjdst= Ao] BiAsittal Aokl e AoE HAlth

109) Victoria Lepesant, supra note, pp.353-356; Camille Chandler, supra note.
110) Victoria Lepesant, supra note, pp.353-357; Camille Chandler, supra note.
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AlEE(EIEFAADE Bl AlEel 2
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AlsfoF ettt =4, AAtelEH (EIEAAN

111) &M HHE Louis Vuitton Malletier S.A.S. v. Sandra Ling Designs, Inc. AH4, Chanel, Inc.

v. Shiver and Duke, LLC AA, Rolex Watch U.S.A., Inc. v. BeckerTime, LLC AF1 £9
oA 48 X

112) 2lF & GHMS2 31 Ml 4 U0l &S0l et Z2 /7t Zehd o Y o2t s
T A= BE EeE wE % C}. QfLfolE Of=fer J=0 &t & /47t EAE WAl 51t
SARHQl HEHRI XOIH(HR|ATIO o2 M HHFIe HEHRI A0S SQoHK| oA 2HS7| o

20|CHVictoria Lepesant, supra note, p.343).

113) YN MHE Chanel, Inc. v. Shiver and Duke, LLC AtA, Rolex Watch U.S.A., Inc. v.
BeckerTime, LLC AtA, Hamilton Int'| Ltd. v. Vortic LLC Abd 59| T L F=X,
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116) Victoria Lepesant, supra note, p.358; Camille Chandler, supra note; Irene Calboli, supra
note.
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118) Eda Stark, supra note; Camille Chandler, supra note.
119) Eda Stark, supra note; Camille Chandler, supra note.
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D HEEN DF - 0 M 8= B oh|
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ﬂll

u)29] ££7]7F AFAZ(Patent Term Extension, PTE)= 19844d A A=
Hatch-Waxman Act390] 1 7]9-& FH, AleF i 77 o A iﬂﬂl‘* 717k
o] AFAIET &7t AA=E Qs AAZH]] E5] HE7|7to] gEE= A B
st7] flaf e .55

HjRe 24717 A5 tlato] B E5d 9 QgE E5de] wo] o
54) M&2(2016), &9 1129, Hekst HEL2 “Drug Price Competition and Patent Term

Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585 (1984)"0|L} 0] HES ¢lotst
Ao Et SHHQHO 0|E2 M2t S4 Hatch-Waxman £0|2 2204,

55) 0|%18/(2022), ¥l =&, 449H.
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A= HAE EoHolA At itk HA ¥ A156X(a)0l WEH,50 A&
(product), AE2] AFEH(method of using a product) ¥ A9 AxHr
(method of manufacturing a product)’& 3 ol= E5|H2> 94 948 1t
ol A9 E571700] %2 4 A HEska, A156xR(O(1)= 7] AE
(product)2 “9J9F&(drug product) 59 Aoz FAsF Ut

i3

oA, A1562(1)(2)582 “9JeFE(drug product)o]st QI7HE E = FES A9k
9] faXdE(active ingredient) 224 1 FaAAEY & = oAHE
, @A E(single entity) e T8 FaE44ET 2¥=+= Z(combination

with another active ingredient)’°|2tal AoJstal Jtt.

R

Z, "l= E59 A|1562+= AN S-S “AF(product)’ 02 g stAA], 11 A
oo "B FEAHE (actwe ingredient)?}t 1 Y(salt) = A AH E(ester) &
g A5}

2 SIFk ol Ay TEel A PN A FROR, fder &
18027 M=l o FHL T UA ol HHE E3t At ]
e},

56) 35 U.S.C. 156 Extension of patent term.

(@) The term of a patent which claims a product, a method of using a product, or a
method of manufacturing a product shall be extended in accordance with this section
from the original expiration date of the patent, which shall include any patent term
adjustment granted under section 154(b) if ...

57) 35 U.S.C. 156(f)(1) The term “product” means:
(A) A drug product.
(B) Any medical device, food additive, or color additive subject to regulation under the
Federal Food, Drug, and Cosmetic Act.

58) 35 U.S.C. 156(f)(2) The term “drug product” means the active ingredient of.

(A) a new drug, antibiotic drug, or human biological product (as those terms are used
in the Federal Food, Drug, and Cosmetic Act and the Public Health Service Act), or

(B) a new animal drug or veterinary biological product (as those terms are used in the
Federal Food, Drug, and Cosmetic Act and the Virus—Serum-Toxin Act) which is not
primarily manufactured using recombinant DNA, recombinant RNA, hybridoma tech-
nology, or other processes involving site specific genetic manipulation techniques
including any salt or ester of the active ingredient, as a single entity or in combina—
tion with another active ingredient.
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(1) 9% d38 &3 o
(7D Glaxo Operations UK Ltd. v. Quigg,59
(N 2EZ2 A4, Cefuroxime Axetil)

2 AREZ FUTE o] 371 ARl A oAHE AAZE B AlEl s 1T
g 5 A=A 77 FFo] HIUrE.60) ol ths HH-L ot
51717 ENE A= ITHAE EHY AFLE AT 4= 3lom ofof whet o A
E FH = AFNFLE Hgth

FAHoZ HuEw, HAYol FREAHHADL HojA 7435 2J°fE(drug
product)?] 9uli= Aol Fo%7] o] 9] 2T Fof FEjolA TR FF
9»] “active ingredient(EAAAE)" & olv|sk= QEH 2 A9 o AHE A
= 71871 AN 54 S8R E= ol ¢ o AE| =7} ol A
Aol =Hrhu mMASIGLE =, EFHA “active mgredient(%WH )9 9vE
“approved product”, & “AA| 372 A|E9] active ingredient’ 2kl BT}

olof] ths] CAFCODE 71517} QJoFE-E &AM B FUFARE O ZRE A
23S YEtY= d Blste, diidelefEe 4 E°q7} 7FsRt SJoFEo R 1 9%

il

ll

_l

4 E4o] B3] GEHE AR BAY Xﬂ% gestel, SAo| ol% FU
oloselz0] T EReibL ololal v} glom, Aol Hokn wASHSIC,

59) 894 F.2d 392 (Fed. Cir. 1990).

60) SHMHIQI cefuroximelt 1 O”'(sal‘[) HEfO] &t 712 ES57 Us SHOM(REYE:
cefuroxime(MEZ4!), MEZH: Zinacef, Kerurox, ZSFAE, HUFAIR), Glaxo?t MBA
cefuroxme-J AHZ <éEH(cefuroxme axetll)(lﬂ% Cefine- 75N 7ts)0 st 2

=5{7t0l| 7|Z5t04 cefuroxime axetilO] 28t S5|H E4717F ANE2S B2 4 A=K7t
%HI & ARRHO|CY.

61) Glaxo Operations UK Ltd. v. Quigg, 706 F.Supp. 1224, 10 USPQ2d 1100 (E.D.Va.1989).
62) MAIR BiAA DW(ZEY R 28) E5H X5 || HIAK2010), 973. 22 25 ZX. 0|2
Eold I1|156x( )2 I REMRY B E= HAHZE Zsit = ﬁmoﬂﬁ LaltE
‘O'HAEHE §|.6|-'="O| |I_ O-Q-g"'—-l Qng!-I_'Il —|o-|0'" I:I=|9_|_E Ixx| OH_ x5|50| H-|o|0.| o||;|-o|

HIAHE 3feiES Tolk= AC= F0| EtFoiLt.
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Eo5i E&71ZH HYMES ot oA

(4}) Ortho-McNeil v. Lupin.63
@A A /3] d2A AFd, Levofloxacin)

B ARQES @kA|u]H|(ofloxacin)@t S-ol'FE]l @ H(levofloxacin)7t 5L A&
(product) A oF &, "= &5 A1562(a)(5)2] A& FFA Al#o|y
ARgol tigh 2x9] 5Ql'of sigste B AFAA o F7F Holet. o]
s He> JASolH 4848 54 Aol HolHE ASEHE B
AFEOZ AP 4 Ukl TASHH, Levofloxacin®] tigh £47|7F A4S 5§
ST

FAACoZ AHEH, CAFCE oldE o= 2AvAl= 54T shohs 242
A g, &2 -sleh- BESH AdEol tE 4 jloH, dA|EolA -8 -
=4 A S g "olHE 1 AolHS ASsHE 2ANAIRE thE AlFe =
Flaetehal mAsH. olof whet, 2hAIEA|Ql ofloxacinol BIste] Al BT,
A& AHA, BEo B2 54 54 7= ALE $8E levofloxacing 4ol
S AlEo 2 Hwdolal, levofloxacin®] H3F ££717F AL A ¥Hsittal HA|st

=
(th) Photocure ASA v. Kappos.69(H|Bo|AHIZ AA, MAL)

£ ARE2 ALA hydrochloride®t 1 W2 AHZ(MALZF 5238 Al&EQ1A] o
F = ALA hydrochloride(aminolevulinic acid hydrochloride)o] &3t &%
5|7k Q' Ao A, ALA hydrochloride® #WEo|AHZQ MAL hydro-
chloride(methyl aminolevulinate hydrochloride)o] 3t &&3]7}of 7] %35}
of E&7170] AE & A=A A H ARte|H. ofof His MY = A
o= Bt oFjehd JA(FI - 74 AEA)ol HEERE HY AFoE

QYT 4 ULk WAL

0, ok

FAHoz AnRE, ALA hydrochloride®t MAL hydrochloride2 2% 3%
o}t ¥ SollA HEO A 7S A& AMHEEY, MAL hydrochloride®] T
B d 7]et 220 jgt IF2o] ALA hydrochloride Bt} £of 2|53t B2 %

63) 603 F.3d 1377 (Fed. Cir. 2010).
64) 603 F.3d 1372 (Fed. Cir. 2010).




Ao tigt Aeiido] FdE Aol E40] ARl oot #HAsto], MU “active
moiety” HHAl AZ3t “product” 4S AHste], MAL hydrochloride®} ALA
hydrochloride’} A2 t+& AEQ1 A S & Kol MAL hydrochloride©] 3t &
E5717F 229 817F 812 S5 wASHGIeh B3 MY MAL hydro-
chloride:= ALA hydrochloride®} #2240 2 FAMO| = E4total JEA] - 13
Aed 5 oFe] FAA FoJgt Atol7t o] 7iE B R A, FE5571E
A8l L AA Y AldS AAok ke A SOl 2ASH, AR HE AlElE wd
Sto] E5717F A4S S8 AGsHH
& 4=

A A Ao Ret BT vl B9 552 A1 HH, Ortho-McNeil
v. Lupin(2010), Glaxo v. Quigg(1990), Photocure v. Kappos(2010) AFA-
AR o hy Aol AdAHor EAT HE, TY “BAFEactive
moiety)” ®golzt st = A2 AFE(produc) 22 AFE 4 Uthe A=
Foket. ol Tttt #2122 o] ofd ofefohs gyt £49 ApEA o] AA
= A EE WA dHse AR RHGR AoE Hlth

2) 945 Esd9 fgo| vX+= ¥ THA T
(7H Merck & Co. v. Teva Pharmaceutical USA Inc.,65
(Fosamax AHd, YAEZY|0|E Al vs )
2 AR AHacid)d H(salp)o]l &2 AEJAA] o F7F o] H9low, o]
o] HYS A2 ul= &5 §156(ND(Q2)00 wet G| 2=, opaba] AgE
E5] 582 dox uokal WA

FAHog AurEd vl 3] A4,621,07729 FFFS dA=ZYolE A
(Alendronate acid)2 H#+st1 YAoK FGolt o AEH 2o tst AZFL U
=] [e)

,d

10
1o
19
ﬂjﬂ
p

2), UF ABFENAT (IS, FDA)OZRE JFE 71

dA=ZYolE HEEH(monosodium salt trihydrate)& FEAHECSZE of=
I35 A #7A ZAA(Fosamax®)0] 1, o] 7|22 £47|7F A4S #ott).

65) 347 F.3d 1367 (Fed. Cir. 2003).



< 35 U.S.C. 156(H(2)°l wh=t A7 ti ARl 2F&(drug product)ll= F&
4 B oAHER ZIEHEZ g AXG5Fo] Edolal, eFsHEore] &
A9l 7eA= Ato] & PEIZ oFEof| EA5t= FAolke 2= fE¥7] FHE
Fore AE olgd AojlBng TAEEA UEFHE FAHECZE o= HHE9
g QJorEL 47| E5lE Hofgttta wEF

(1) Pfizer Inc. v. Dr. Reddy’s Laboratories, LTD. and Dr. Reddy’s
Laboratories, Inc.,66(Z=t]Hd AL7)

==

2 AREE AT 517171 besylate B A%, maleate 3% AFH E35H
o e Qlof EItE=A] ofF 7t ARo] Hlow, HAS FR/AdEC| FUsHA
IE A oAEHEE ZFRTHI TA|SHITH

TARCE AuEH, Es|HA} 7P AR d=EHd HAYEY
(amlodipine besylate)o] o}, A5 AEF-2 A=W T o]EH(amlodipine
maleate)?l AFAONA, =AM A(CAFO)= i) Pl E3H A1562(0)
YAEA(product)olls FaAE(active ingredient)?] &8 F=HE ot}
E= oAHER ZIFETE= FHo] A = A, i) d=EHE HAG o EY
E= YYolEY F old A& Folsitgte A w 89E UEH= A2 R348
l A= AA|g= Hofl 2ASH A

66) 359 F.3d 1361(Fed. Cir. 2004), HAX-2k4(2010), Q| # 973 ™, ZtF 25 EX,

67) B Ch7A(RH HAL o), ARSI FAHRA(CAFC)R “Drug product' 9| 20|t 2
5104, 35 U.S.C. § 156(f)(2))= “Drug product= ‘active ingredientE Z&lotH, 1
(salt)0|Lt OAE(ester) HA| LSS} 11 #&otL!, FDA #3821 C.F.R. § 60.3(b)(10)
012 SUSHA “CIXHI2 drug producte 1 A& E(active ingredient) 2 1 H-AHS X
SIS 1 FASHY M2kM “drug product’® active moiety(2f2] SIS Waish= REEA}
XAE ZEotH, HOIL OIAHS| FEHO M2t H2kX[K] =0t Eot, X2 §156(b)2
‘rights derived” H[gte 2AZ besylateli| StoiA{sH T} #AGI0, §1656(b)= HE H
SIE “50IE2 MSB(use) Ol SHYSH= AOIX|, “He HE"E Motz FAI7t ofLDy, 2
5|2 §156(f)7F eS| “any salt or ester’S EEISHI T 95|92, besylatePIOZ FH a4
otz A2 HRO02t1 XMLt
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a8l S v T 9] 52 HW, Merck v. Teva(2003), Pfizer v.
Dr. Reddy's(2004) AdellAl oyt o AHE

o & WA 93t S8 B
2 sjnsh AL BHSHEA, A 519 222 WHYIHA ARSI &
Ay, 1o 24717 AFAEE A A Bkl A HriHoR feld Bu
ofuiet, AW 4 WA AHste] SU B HE T FToE FRUL

% % 3o

ct | 3= maetel ohl

i

oo v} gh=t o] AP thh AHHE BG5S Helrh S5 AgoR 4
3} s, F At AFAA ESH YL 7]stoldAA| 9] 31 skshE 2T}
23 QA &I Aol Aot AEd=Z 1HE 4= Qo sk9oH, HA
St AFAOA LS FaE el SRR 2HE Fo| SRR g5t
Fxo] Aol A EE Aot AELAYS AAsHATh olHH =2 A%
g Ay oA AEAYE A4 Aot HEE Holx Slth ¥, &
o] A95x siAF g B QoME ARtE 7127 vehdtt e A
(2013t1245798)°14 HJA S AEste] 74 B0 YA 27

2
AT 2, o]F &HUAl AFA(201751245798), thoEE|E 2 AFA(2022
$10210), cl=ARE AFA(20235]13438)04= 25 AE4 594 93E 48
oto] @, R, 8uisE) 22 HPA o= S5 ago| nXttal TAlsH
FHAE 9A AHsIAT &, =2 AEAALES ddote 9% g
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