4 % TIFA $+% 54785 % )

g AR 2 & f—12 £ @ BPCIA 2 & #5657 <

23 TIFA B8 Btk pij SO i
WRRE 2 BOR——
VIS BPCIA (2 S SRR 15 vl

F¥ Tg 4% *
M =
TR OB 7N~ AW R A A R )
& ZEE BB TE (2 8 g % 2417 L S B

Z& TIFA) DRy
22~ S S AT B S o~ 2017 4 25 B Bk 08 i v 0 Bt
~ RIS A i B o —— Sandoz v. Amgen &
REFBER IR & —  EPIEE LR
T T S R ORI S B SR o BB e LA
FER T R S =~ FIPREH
B ~ BPCIA : SEE] SR BREHIEE ff” VY ~ e it am B 17 (R L
— ~ A EEE AR YR e~ EORSE RS Bk B AN Bk [
T ES — ~ 32017 4 Sandoz v. Amgen Z&
= ERE R T BN R R mi ) M B TR AR
=~ AW B R LA AL S 4 fIRESTE ol
Wi A& AR =~ /INRE BRI B SN S
VY ~ 25— B ARREARS B < MRS BN 2 Je
T~ 5 T ERIERGARE B SR
S ER SR FoE S )
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ally

Nl L=

FR B8 L B SR ~ iF R B R - KIS AE — @ B P 38 5
1155 L BFIREAF B2 i 7 26 B A 2 R RS E AU A - SE R B Ry bt 28 5 15 B8 Ly o
HERISR - RS TREIREA TR » IR SR A B 52 12 e B A 2 o A Y ORGE - 32
BT RO AE T 38 GO R ME B M S B PR #2775 (Pre-Approval Patent Dispute
Resolution Process ) » —#H Ry A Hi (LS 8E 2 B2 88 [riify " ARG | (Patent
Linkage ) » 55— 3H R IS V)38 < AL VIR IDIZERY T SN]SR 4 (Patent Dance )

(FE—)e

BEFASE R A Y T AL AERT AN FHim R e e - A8 S R IR r Bk A
CHEHR S EEEE S ET « DEREFEARFRINA L " AP ER
%€ 1 (The Trans-Pacific Partnership Agreement » f&5§f TPP 7€ ) Bl (G — )
IRISEEfY TPP {58 58 A i 07 3B 88 i B R ORGE - S BE A R S T R IR
RERERNG 18 B T AWM AEMERGE | 25 C /AT T SEAHER it L - BISE
18.48 62 26 18.54 & »

SNf R S AL A T N T I e AR P BUE R 6 18 B2 18.53 fik" BNRFJE
e b E AR, (B =) ¢
L SRR — ST AL HESE S T EF AT - FdT IR L A e e At E AR

DM = A » SIHBSERT AL HEZE il L 22 1 A 3 o RN 1

- iR AL TTPP T TR R F R 2 M, —— N ER TRl R, T8
FlEey 0] BREE 5 2068 » F 89-90 (2016) -

Mo EASRET S B P S L RB4er TPP? ;02016 & 10 # 13 P » 4e3p 2 2302 %
¥ 5§ 1 %—TPP %3 : http://www.tpptrade.tw/inner_page faql.aspx?id=_00000013 (%
SRR PER 12017 # 11 % 27 p ).

e 2F A EARET S Ao TTPP 2% 18 FHEMAR (P> ), F 1828 4
B E RBEF G E—TPP ik !
http://www.tpptrade.tw/db/pictures/AdminModules/PDT/01/2/_00000125/%E7%AC%AC18
%E7%AB%A0%20%E6%99%BA%E6%85%A7%E8%B2%A1%E7%94%A2.pdf  ( & {é B
R 12017 # 11 % 28 p )
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BIANEZ AR 5 B H A IR S R L iR rl 23R - (Rt R0t
i) S RETR AL -
(a) FABE iy T3 I S T EEOR A A s SRR K e R - At AR R 2 i
HpE A 51k B RAE R LT S H e A L B
(b) fEEFIRE ARG DU B A A L LT RS Fe e L IRFTE S B e - =50K50
()R R L 5 K
(c) HURFE A B 3E S B BT Tk C BRI R i R e (B
NERESATEOE R ) Bl AL B R A8 (AN se 73 BE S 5K
LRI R ) -
TER SR 1 I BT EE - MR — 5 MEBR IS HE R — RIVATIEE DL NZ IR -
{5 PR SR RE A B T m] S SR A BT n] R R < BRI AH R
Bk - BE LR ] R R M B R B SR o BRI
HAREA R BT Z BT - B RER S i B = AR b
HIEFA] o g
( Article 18.53: Measures Relating to the Marketing of Certain

Pharmaceutical Products ( £F U)

1.

If a Party permits, as a condition of approving the marketing of a
pharmaceutical product, persons, other than the person originally submitting
the safety and efficacy information, to rely on evidence or information
concerning the safety and efficacy of a product that was previously approved,
such as evidence of prior marketing approval by the Party or in another
territory, that Party shall

provide:

¢ Office of the United States Trade Representative, TPP Full Text, Office of the United States
Trade Representative,

https://ustr.gov/trade-agreements/free-trade-agreements/trans-pacific-partnership/tpp-full-text
(last visited: Nov. 28, 2017).
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(a) a system to provide notice to a patent holder or to allow for a patent
holder to be notified prior to the marketing of such a pharmaceutical
product, that such other person is seeking to market that product during
the term of an applicable patent claiming the approved product or its
approved method of use;

(b) adequate time and opportunity for such a patent holder to seek, prior to
the marketing of an allegedly infringing product, available remedies in
subparagraph (c¢); and

(c) procedures, such as judicial or administrative proceedings, and
expeditious remedies, such as preliminary injunctions or equivalent
effective provisional measures, for the timely resolution of disputes
concerning the validity or infringement of an applicable patent claiming
an approved pharmaceutical product or its approved method of use.

As an alternative to paragraph 1, a Party shall instead adopt or maintain a

system other than judicial proceedings that precludes, based upon

patent-related information submitted to the marketing approval authority by a

patent holder or the applicant for marketing approval, or based on direct

coordination between the marketing approval authority and the patent office,

the issuance of marketing approval to any third person seeking to market a

pharmaceutical product subject to a patent claiming that product, unless by

consent or acquiescence of the patent holder. )
BERUE S RS RIE R - ERRER R B 2 a A (B 70) - R

» RIS Y 2017 42 1 H 23 HEEF TS » 72 1 H 30 HEARSE

BIRH TPP f777E (FE 75) @ MERL B A EARSHEE L L8 0 E R I

P LAY THARL YRR ESEE TR BRE LB A L F BRI
S EMARFERNM I X R pFEMATH ¥ 14555 28 F 84-85(2017 )-

Lol T ERE NI TP B A WEAYE? 02017 E 1% 23 p > B iRt
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& o EE AL - TPP 17 5E Fr R HY 38 i YRR i SRV 3R B B SE B B Z 3k
AP EHEN2EEE  NEREBERERHERE (Trade and Investment
Framework Agreement - fijf§ &3¢ TIFA ) BURRZ 23R H HE 50 E kA (G
t)e

5341 > Z2RER B H A R N K &R ] < B i - e B RS
A S AR 2K - IR B B E %1 E (U.S.-Korea Free Trade
Agreement > fFESEHE FTA) 25 18 B " B2 AEMRE ) 26 18.9 ik T BN EE
HlEM B E 2R o (Measure Related to Certain Regulation Products ) Y
FBOIERB - BIRUE (GE /O = TR — DT R 38 i L HIEF rl iR - SEFIRA
EMERAREERREREFE LN E =N 5B CRUHEE L2 R
Sk < B ENEGERER - BUATEZAR R 5 B g e Rz e b riar al <388 - 1R
FotZEZE S BT Rt - AT HE © (B2 R E = AEEAREA Z BRI
A A SRS i P 8 A T 355 T = SR v 3 T % 7 B0 o 1ok 5 EL 2 O o P
iR - BEERRE A FIRZ R = AL Btk 5 (bR = AAEH A
A EARH A SO P ARG AT 5 1 =R i Er nl R F E A E s
an BB G VAR A ETEF P UHERR i TSR (R 1 RS AR R
R BT L LR HT 4 (5. Where a Party permits, as a condition of
approving the marketing of a pharmaceutical product, persons, other than the
person originally submitting safety or efficacy information, to rely on that
information or on evidence of safety or efficacy information of a product that

was previously approved, such as evidence of prior marketing approval in the

https:/theinitium.com/article/20170124-dailynews-Trump-TTP/ (B {8 B-RE & A : 2017 &
11 % 27p)-

- mRiLSe

X~ ¢ Office of the United States Trade Representative, KORUS FTA Final Text, Office of the
United States Trade Representative,
https://ustr.gov/trade-agreements/free-trade-agreements/korus-fta/final-text (last visited: Nov.
28,2017).
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territory of the Party or in another territory, that Party shall:

(a) provide that the patent owner shall be notified of the identity of any such
other person that requests marketing approval to enter the market during the
term of a patent notified to the approving authority as covering that product
or its approved method of use; and

(b) implement measures in its marketing approval process to prevent such other
persons from marketing a product without the consent or acquiescence of the

patent owner during the term of a patent notified to the approving authority

as covering that product or its approved method of use. )

- PRI B ) 1 7 S S A R E R B - B L R R
< B A R P AR o R o AT SRS I - Sl S S R BE R E T Bl R - 5
BURIRE (= e S i DR b LT i Fl B E BB S T AT BER AR - 192
QUK 38 W B ELRHAS & 1 208 Je ) S B SN S e R B - 5 SEB Lt
H(EE L) 0 B 2007 4R - 5B R IEH B (American Chamber of
Commerce in Taipei, f&jf§ AmCham Taipei) R[IBHAG RS2 B ERE 2K 5 A
SR ARG HIEE > AP Ry ZOR 2 BESE R 58 H I e AT ERY
ORI SE P SR R S I EEOR BB ~ 5B 00 2R 4 BE SR g A I R B ot < A I
SIRFRR IR 2 4 88 BT T8 - AR IEEw 2 TPP i€ ~ 238 TIFA &3 ~ 2 L
P ElZ A =L S B R G AR, - HEOR I E Sy T S8 S A MR E A
FrmEAERTR T o o AR B R £ o1 i A R S Ry RSS2 ~ B2
BUFISEESHIE o TPP {77220 18.53 MRfiE SR #Y B ZH H1 8 S Ai i v pi A F

I R AR P+ R SO E (5 MEE o SN Ay el ORI SR B R » SO PR i =2
TIFA G & RITT EBIFOREE BN TR 7 SRS Ry 35 2B
Jila] > SRR W FRIREE - RITIRE SR — A ERERS A

\

.,

x4 : Mike Palmedo, Taiwan Considers Patent Linkage Now to Prepare to Join the TPP in the
Future, Infojustice.org (Aug. 18, 2014), http://infojustice.org/archives/33148 (last visited: Nov.
28,2017).
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3% TIFAHE S aw & 1 334252 8 K—12 2 B BPCIA 2 & JIH 15 ¢ o

SRS BR I 2 RAEE (RE 1) - FRIE - ASCERR  HEVEA TR (REE 5,
R TR R R — — SRR - (P R TR B T v B BN 1 2 2
B o DIFIHEF A EEEE TIFA 255  SPIEIE SR A% o SRS
FE AT EE R RRFARET + DU 3 B A A 1 PR B R S 2
fl——2017 ££:2 Sandoz v. Amgen % » HEHIASCHR R LN % + LASA]
SEE Y R R TR B T B B A S 3 -

il EEELYRZARMIE (58 TIFA)

TIFA %518 Bl SE B S8R 1R B4 5 1 i R B 2+ TR SE B 1A 2
HE®E S E (Free Trade Agreement - fi&if§ FTA) HURTEAME - iK% TT
FHHY - ESEHETTI 1994 5 9 H 19 HEEFEE TIFA - & 3E TIFA Bk Tl
B 3 oK 208 JRe R B D A B (R T AR - Ty B S5 T H i B S BRI
Jo iR R B R AN F B - i HEEh = E e B R L BB AL - 5
LR G - FEFF LR - A1 B 1 B HER) 25 B SR BB AHE:
PV By (World Trade Organization » f&§f§ WTO ) (& +—) - 1994 F-3%
RIHYERSE TIFA - BRI M ERIGFREN G 11 6 « ZBIEE &t
KEGWHE RS T 1A RS AR TR R ST Y IREE BB TR
S o Sl B B T R IS R E R PR HE B RG AR HfE 7K 3 1 (Recognizing the

importance of providing adequate and effective protection and enforcement of

L FRBRETHEMAE T H 8 AL E TIFA §APMFR 02017 & 117 2 » Frchs
EFHIIES F R
https://www.moea.gov.tw/MNS/otn/content/Content.aspx?menu_id=14117 ( #{s B PFRY ¢
2017 # 11 » 29 p )

- FRRREE B EIPES T4 F TIFA ERMAMGA 0 F 4752013837 10p  f7
PR T A PR F e b
https://www.moea.gov.tw/MNS/otn/content/submenu.aspx?menu_id=4306 ( - {& 2L & p¥
B 12017 & 11 % 29 p )e

95



FrrEiHmE %208

intellectual property rights, and taking account of their commitments undertaken

and to be undertaken with respect to intellectual property rights ) (¥ +—) < 1}
Wfdsrh - ARE TS AERE § SR EETTHEEHNETRUR 180 RABIMMZEE & L
{ERY T AZRTTERERE | -

Y 2007 BN EESE TIFA Gigrh 2R RRGRERFHNE R
WA EERE R R RE YN LIRFE R - DI LN 298 S SE B M RE AU IR (G
=) TR 2014 5/ UEESE TIFA &3 (G +08) ~ & 2015 FHUEE
3 TIFA &gt (Bf 1) - TR FISEBECFFREIMA TPP € -
BITINEBIZFOR - T 1 (5 LA 507 S 38 e e e e R S U e R ORE - e
B E A VL B A L R e BN S A o) 2 1 s A R B R - 225 B PR A s
BEBETL - VTR E E BEGH - I R IR BIH R B R AL 1A B fe
SR - 72 2016 £ 10 H 5 HEEHJE TIFA gagd (G +73) » JI71aEEd
SEAHIRE Sy T HEEN IO A TPP {7 7€ Fr i 43 7 » 7 B R G BH FR 8 2225 B B B i
ey CASHEBEAERS LBk -

Bl E A TIFA SRR - BN EAEETHREE - B R B 8

L ARBRET LS T A E TIFA S & 01994 & 9 7 19 p > (Faclrly ¥l 2 yen
3 % =k ! https://www.moea.gov.tw/MNS/otn/content/submenu.aspx?menu_id=4306 ( # i

ZEREPER 12017 & 117 29 p )

ALz ARBRETHNIESE T 6 R %_i TIFA § &R B &4 (F 25 ),>2007 & 7 ¥
10-11 p > Frcheie F a2 9%
https://www.moea.gov.tw/MN S/otn/content/submenu aspx?menu_id=4306 ( & {s 2L pF
B 12017 # 119 29p )e

B rﬁ:}%% 10

FER ’***K’F:Z‘;?éav9 "’%"ﬁiii?” Htn 2 (TIFA)y g3k v~ E 10 7 IB,*_L;Z‘;
‘*“”'ﬁ‘fﬁfff P GARATR PR (2015 & 10 7 1 P ) (ARG T KRS R ek
https://www.moea. govtw/MNS/otn/content/SubMenu aspx?menu_id=17217 (fxf B R B
B 12017 & 11 % 29 p )o

L FRRETHAEE TR ER 10 B TP BT ERER T (TIFA)y R 4
(105) # 10 * 4 p ité"}ﬁ-"'ﬁ’fljgffry 2016 # 10 * 5p > AP XIpEa 3
=k https://www.moea.gov.tw/MNS/otn/content/Content.aspx?menu_id=20357 (& {4 2k
B 12017 & 11 % 29p )
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[F] SE BN A ARG HIEE - RBHERREG » 35 - FRoRa iz
POTIREERR - $R1IL - FREIRA T B L 2 5 [V E Ry i U At R R A 8 25
ZRFIENG o MIAESRTTRIIMERE T « ZORIKEBIES | AT B AeHy S AR A
o ADUA] P R B A BT SRR S O A DR R DR A B SR B o — AU
BUFIERS « s ARHIEE - AR > R A5 AR -

2~ ] SRR LR 2R
—  BRERIENE—— —RER BB S

— i SEY R E LR P I R - HROR R (LR - B — 2y e ER
ikl 5 TAEYIEE (XM T AV T AEYIEES ) 0 biological product) HIE
MR AR AEY) - BEYHIISEESE - W5 s B R B B S
fERHR (BE ) - Kt — iR sEHEm SR "/ LB - —
RERERS - FREY/ N 1L B8 2 B0 38 2 R HE T A S Ui i DR P R
&0 1 A EAISERS - QUGRER S A W38 2 A= VIR DI BE 2 R v iy S5 57 Ui
R ER AR -

S EEENLEEYEH S (U.S. Food and Drug Administration » DL 5
1 FDA) ETmigFrlmyaA#)#E (licensed biologic product ~ reference product )
Bl T2 WikE{%E ; (Biosimilar) AYRIFRATDIEELAG T MR L2288 | B2 T 524
38 | BIRAPR - ARAIRLZ IRAER - i B 2R A 8 B R (L BB SRR B o B SR e &
FHIF] - AEZ K S 2R Y2 B AR A IEE R TR e BV EAEY) - HBE N A
ey i b A 7 AR A ZE A e AR ] o 1 58 SRR K BT 43 2 1 i
ZE{ZAf (post-translational modification - f&f PTM ) &pkny - fEEEAER - H

by

LS A R TRAF R NEES D FARE I AR ES L 24
FEAFAZE? O FEMATR > F 11 X% 248 > F 117 (2013) -
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AN R B B V- TR AR R S a ey AN R 5 {5 [A] — e
M - (EEAEAFIEREE ~ SRRl TG AR HY B 18 B8 i e o 7 & M Y
ANE] o DRI RT DA A PR DN B B g o A R o P £ P 3 v S A (DAY 2 5, -

LT e R T BB ) HIRE - R — R A v T ORI
AR T ERIERS | RSB RERIUREA RS - H S B 4 BE SRR A ) 4
iR FFRIEERERET A - NHUE A EAERA R AT OB BRE B B 113
A ER A BEN BT R] e R R R BRI A 45 B B L B A Y v BRI DGE RS - A
WA - REHEHREAYAHER” S iy T EN SRR HE
MU RERFEA & R B B BEZE A 28 B A SR AR WA DL BE R T BUHERE P o B - I
BLIERZE IRVTCHERLEYE 3 3SR T AR

B A Yy EE i G E R T B A1 (The Biologics Price Competition and
Innovation Act of 2009 - f&if BPCIA ) HH&ifL 42 U.S.C. § 262 » RIEFI|EEIH .2
RUEILIR - BPCIA JY 42 U.S.C. §262(k) A i 4= V)38 < AL A L 8E A
FDA HIFE i % EifE R + IR 42 US.C. § 262(1)FH 4= ¥y +H DL 2% 2 i
( biosimilar applicant ) Eil 4= 9% i1 G 2% %4 ( Reference Product Sponsor » fif
T ~ RPS ~ Sponsor ) [EIfEREFRAY < B2 /F - /£ BPCIA > W28
i FFfE R " biologics license application | (f&if§ BLA) » [ A ¥IAH{EIZER 7
EfifE Rl " abbreviated biologics license application ; ( f&§§f aBLA
subsection (k) application ) ° &% &R A PIAH{EBESE g (] FDA $2 HiH <17 5y
R Ry A RET T Ty » B W A1 A V)R DL BE B il HL B R i LRy SRR e
TRl A DUFE HHEE @S Hh Ry e IRy BE 2 L AR

BPCIA 2 42 U.S.C. §262(k)Hi i EYyEE .2 A VItHINEE R LB FDA HiEE
L5 ETRRRE s IR 42 U.S.C. 8 262(1) KR i A= P REH DA 32 22 i Bl A= W) B2 7 i
AR BRI A L AR 7 © T AR PR LSEBERg 70 FDA $2 HiHAES AT Ry e dit ol
Fo BFZMETT Ry (artificial infringement ) » {ilf f g 7 A2 VIR DL SESE g FL TR

LN kil | O89-90 94
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Lll

A LSRR T Rl - n] DUEHA S @ AR TR YR E IR Bh e H BORIRRAR
35 US.C. §271(e)(dieflt v it fEfIRAER AR AN C BRI - WEiEE
HEE SR 2R <

= BHEEENERRENEENEZRE

Bl SEF SR BPCIA BYER > BUE MM SR 1 86 ) FTife e
(Hatch-Waxman Act » [ f&jf Hatch-Waxman 3£ ) » (HRGE{ B2 A E &
(& +J1) - #£ Hatch-Waxman JRZREERGRE H O 32V Y A& RS Bk

1EtE K& (Orange Book ) ; £ BPCIA Hr » NIfi f ¥ 2 g R 7 5 Sk SR & A
o155 I A SR ER A 325 500 i R B A W) A AL B BE g o P B3 BR A HfR
M4 GEM S L [R5 » NEEBHEHE = A - BPCIA XV EE EHE
APy EE o W SR B s - [RIG - BRI SRR R B AG  2E W S SOR I R 2 IR
B o T 2 2 vy B i B HE AR P8 - JRRRAE T SRR ) RIEERIOR
B R R SR AR K A H OB Z WA EER - (HE ARy 4 2 A
YIREAASE i I 56 A WO 38 AN BE Y B A4 B/ AR W AHDLEE - i (A i
F JE g -

S—EE KA Z - Hatch-Waxman JE30G7%H W5 J7EEH] (method
patents ) » [fij BPCIA FIJ 2 A SRR TE A8 ) hE DS S8 i L0 B A SR 3% v v 4 R
LG AHRE AR - T R RS AT DU A= YA I BE FR (A B AR AREA R R 5k
HAMRE - R ESEEYEER TR HAL OBl » #57E Hatch-Waxman 3%
ARG RS SR BEAE AR S A4 SE R BB BT B Il T - B8
HEER e AL R M REGRGLR - A R AR AR AR IS BB R A A

P37 » Hatch-Waxman JAN72 G400 BPCIA Hrisitay BRSNS | - BI=
B ERASHARE P Bl 58— Je 58 AP B¢ - Hatch-Waxman 35k FR Y BELA 7 i

L4 F12 p Nathan Mannebach, We Shall Dance, Unless You Choose Not To, 65 U. Kan. L. Rev.
687, 696-97 (2017).
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RAZ P2k B BFEAG SR VU E AW (Paragraph 1V) ME - JFURTS IR #2552
HEESE < SEANY 45 R R E i B 5 SR e i AR RERR AL - TR
TR AR B RS RER AR s BPCIA By %% Al B $1 ¥ 4= Wy hE b 28
HANMZRERRRRN I — D MO EE - A0SR ARG ria ey T o — BRI EA RS
Be o TR ENFARS B L -

BERA I EE AT FF 2 B AE _ERANE - BEIS - GV PEEE R H
FMIRHEWFR - FDA ANREILEA - ()G A A VIS8 L HiRT al H
7 5 {HAY Hatch-Waxman yAH - 25 S X SEF N EHRREWR - FDA ghU/HIE
1A ETTEFF AT HES

*1 HERBMNEREEFERHE (FEER)

=3 BRI A
2 A EYpEE (=31
L[ g B R o3 AR 2 25 EYIRR L BE Bk
3 K% v ) B S i A R AR 5
e Sy BPCIA Hatch-Waxman 7%

Kt~ BPCIA & B ORI PR R B2 S

B4 PR 88 2 HASREEHUE Y BPCIA - Bl 42 US.C. §262 » Hff
XAAHEPE R AV A Y3 E S - BRI BT - DU 42
U.S.C. §262()Iarh ik 88 iy L i pi BAFim AL 7 (RIS )
MRS E © DU B BPCIA duiaff A= Py ggEd A= WM {LI 86 2 GE 25
BRI EBRENUE - REEN DRI TR e o Horp - 3850 B TR EA]
FinfFEREFEE " EMEHRER > TR ERERERRE B, TR A
ARARE B ) o BPCIA HyREHEHE A VIR SESEROR S8 1 SR SR < MUE RS
A VS i i 15 £ H RO 1R AH B R AL
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— s EYEREYBUEZ ETHERE

it BPCIA 1> 42 US.C. §262()RUEAPI%E ~ AVMLIZERES - K
v AEYIEETy TR TERT ~ 165 16 AR B BGIR DL EE T 165
I35 ~ R > ViR > &e o R > MR SCHATAY) ~ mBUREY) ~
H (FEBRMER SRR Z IR ) ~ BEEMR AL ~ Bl i LA I el FLAN AT 42
Yy (BUE I EM =AML EY)) o 1 (The term “biological product” means
a virus, therapeutic serum, toxin, antitoxin, vaccine, blood, blood component or
derivative, allergenic product, protein (except any chemically synthesized
polypeptide), or analogous product, or arsphenamine or derivative of
arsphenamine (or any other trivalent organic arsenic compound), applicable to

the prevention, treatment, or cure of a disease or condition of human beings.) —
S - FUAER FDA HESAEY)3E.2 it aliy - ZH1A FDA ZERR 88,2
Lk~ WK ~ 2850 (safety, purity, and potency) (GG =+

ARAPIFRLSER LT HES T R] DI R EASE 42 U.S.C. §262(a)ffs I
TRFATRYAEEE - HaJLILL 42 U.S.C. §262(0 e L fli %) Eiifefr » HEG L
MiFFA] » AR FDA B Z 2 ~ BT ~ RS -

"APIRHLSE | AE BPCIA o RS> R WA R Ry A= P AHDL8E > —
Ry T —fe 2 Y)AHIEE | (biosimilar BY biosimilarity ) » —78 Fy " ] A #Y4EY)
FfHLLEE | (interchangeable T, interchangeability ) - " — 2L ¥FH{IEE | 5Ed )R
Wi L O 2R W SEAG Ry R DL ZE N, - (A AR IR IR b SIS MR R Bl A S PR 2
B HELEE  BIEL ~ 5835 (safety, purity, and potency ) #RFI i BiGHY
YR ARK LEEENER (G =) -1 " AHRey A YIEIEE |

-+ 1 42U0.S.C §262(a)2)(C)H)D).

oL - 142 US.C. §262(i)(2): The term “biosimilar” or “biosimilarity”, in reference to
a biological product that is the subject of an application under subsection (k), means—(A)
that the biological productis highly similar to the reference product notwithstanding
minor differences in clinically inactive components; and (B) there are no clinically

101



FrrEiHmE %208

(GE =) ABE ] DI E R B e 7 BAv B et bt (ANBH A s U7 $Aves
HIDENTEINER =XV E SR ERYE J-0E ST A oI I N5 e 5 ¢
BAA SRR 93T o T a] AR AEYIREOLEE | RS T A IAEEE , &
SEF - H B rE B —E R AG ZE A A AR AR R R PRAS IR - HEHR—
fEl AR T ] A A AR AR A EE | — R DA B JR T 5 - HOIREER e 2 1 A -
SR RS A P SE ~ AR IR DASE T A 5B D S S5 SRV e » It i ] e
JEAR A9 B DO B o R P SE I Ja\ B - T BEEER - T ml ARy A P AH
S8 | LLle T — MR AEPIMEE | S - BPCIA B/ T al A Ay PIaILIgE | &
PR b A Al 38 22 2 VAT B T B A S R AR A K

—ENEEE

K 42 US.C. §262(k)(NZME » FRBLE A Vg LG IR
EEAE R BT E - BN R ELE R AP %E - FDA 1R Mgy A Vg o ¥4
HEHRRAY 4 2 MR AT E FERY ZEPIRHLIZERY ERES (An application
under this subsection may not be submitted to the Secretary until the date that is
4 years after the date on which the reference product was first licensed under
subsection (a). ) I i 45 S BHERVTR 0 HILE - fEIRMESERZE H 1R 12 £
1 ] AH 355 B A2 W) AH DL B 1Y b i BF R B% ok AN 15 42 850 ((Approval of an
application under this subsection may not be made effective by

the Secretary until the date that is 12 years after the date on which the reference

product was first licensed under subsection (a).) °

meaningful differences between the biological product and the reference product in terms
of the safety, purity, and potency of the product.
oo TP B Hkend Paping | R 42 US.C. §262(1)(3) 2 42 US.C. §262(k)(4) -
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= AYERBREREMBUZER ZENENRZRIERF

K42 US.C. §262()(2)(A)ZHUE » IR AEVIFHNSESE R I 2] FDA ¥ HHA
A LTI AL AR AR 20 HA - APJAHDIZEZERgE (shall) $RHEICEH
A TR R BB B i it B i B Y BREE ORI AR V) E I i - K 42 U.S.C.
§262(1)(3) - Bhfg &tz B2 i Rl A VA (S S i Bl 2 ) 58 [ o P o S
HAACHRIE P - i BEeny " BF| ST ) (Patent Dance ) - A=) 3E 7 A K
AV IZESE e (i _E T3 Al HRES Ok e BBE R - WF5E-R ARV
SER AR ERFERCE VAR B - SRR R 60 KA - EY)5E
JFRETE (it (shall provide ) —f{lH SEATEHE (AR L3 JRMGEHE 1) /R4
PIREL SESE iy - 4120 15 B Y SR I w25 P AH DL B8 AT HE AR 75 11 SR
(Bt A=)« fECEIRIA G B 60 KA - AW HE DL S S8 i e £ 320 B2
KRR A AR ER G K - (e HAERE ~ TE il - R
T E R EZREE R - AP EESE R rlie e B GRS
ARSI ORI A G BE (G 1) RS "L3 [IERE -
Bl L3 RO G TL3 JEH ) o EIEIE YA DIEESE R R EE LAY 60
KW R ESR H H S8R Bt L3 35 B s o SR 851 e R AR T
REFHR (B = T7) - Wik — 2k LR MENET - B2l
W~ ALV EIBESER — R — R ARG G BBk EE - MfE BPCIA Z3EALELUERT
BRSPS 7 " BAISERS ) (Patent Dance ) BYF4TH - FHEATIELEIR
RS THAE 2 B SR & AR AL PP Y OB 38 = 35 U.S.C. § 271(e)(6)(C)#
JE o BN AEVIBEEROES I L3 RIS AR R HA - AP SE R AL
ZPERE 35 US.C. §271(e) By BRI (R —+73) -

P

o L= 1 42U8.C §262(D(3)(A).
-t 1 42US.C. §262(D3)(B).
- L7 1 42U0S.C. §262(D3)(C).
o+ 1 35U.S.C. §271(e)(6)(C): The owner of a patent that should have been included in the list
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*®
)
?E 42 U.S.C. §262(1)(2)(A) : YA BEEE R fE ST L3R MU B BB AR
@ AEYEEZERRE (shall) $2EEEARE FIEEHREFNBR MR EENER -
z ERRREEERAG YR R RREE R - VAR B EE R R IR SRR B B C R
B {k42 U.S.C. §262(1)(3) & I E2FIRIZEF SREEEERERMERNZEE (B
5 AR 7 TLIEMEEE )
%

O 20 Days 60 Days 60 Days 60 Days
& Fﬂ ““““““ I 4 Wi
| FDASHAENE | GEERe ESFEE (@ REEELAC I
% |EERR FTEFAT RS o] AR [LOEELSE | ) A4 BN EENEREE
BT T OpmER S ASERBALEY 5 °
> EVIECIZEEREFDAR  RUZEERATEEENEF o
% HEEZTAMEN AR
¥ FRHEITER (artificial

infringement) !

1 BHEECBENEMCREFREE (FEEH)

I~ E—ERIERERME

BPCIA &% &1 Wt i 6l b B v] DUEE A EAERER » A28 —dRanRE B (G
) o K 42US.Co §262()(4) - BT EEA TN mEIE T - HhEE
i e D B 36 L3 37 B X W 2Ry S ORI B2 RS SRR AERR AR - 1 T e
H SR EREARY A ZTE B (AR L4 HANEE ) 5 Athrg 15 KRR
KRR - TS — G A M e (ARSCRERE R "LS HANEE J) - K
42 U.S.C. §262(1)(5) » AEVFHNSESE i e 12 H HLFHETAE LS BRRE Erp
FOECH] T8 | - AR 5 KN - M7 FERIIRFEE HE G A H# 5 Oy LS HAEH -
R E 5 R S B P S5O ) B R SZ BR S A P RE B BE BE e H B

described in section 351(1)(3)(A) of the Public Health Service Act, including as provided
under section 351(1)(7) of such Act for a biological product, but was not timely included
in such list, may not bring an action under this section for infringement of the patent with

respect to the biological product.
o L= 1 42U.S.C. §262(1)(6).
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& o HED AT LIS —E R o AR Rl ~ SO E = e K
A LS SFIE B R 30 KA [m A= M)A SE SR DL L4 BAITE B -
SR TR LS BORTE SRy BRI 5R - fR I EARAERRGR © 5 IR iy
FEREERERN » HEL A LAE5R 35 US.C. § 271(e)(4) R SRR R -

£
k)
18
il
= CEUANEEEERE 173 FE IR 1 3t
g EEEELSHFEEH i E S HILSH
2 Sl EEF TR - E
%
O 5 Days 30 Days
£ {p
worT T T ! - =
e u;.\DH‘ = N7 A A\ N =
* i%mﬁﬁw% i g%ﬁ; fﬁm.‘ﬂitx?ﬁeﬁaﬁ’ns BB
o R BEARC ) pERARNSANREEE LN
Lol RICEMABMBERIRE M8 - g miet
; BELFAFIE—EEF - S

B 2 SFE—FFRAKERHEEANE  ERUFEXREFZRREE

(FEER)

5~ E-BFIERAARE Y

MR “FRERREE (G —F/0) » WM DEE%RE R 42 USC. §
262(1)(8)(A)VYEZE T3 L i IR A 180 FERHERE{E b ofi a0 1 T I b
(notice of commercial marketing + 5% _FHipEALFE 1) » f£E VIR
SEGR LI BATNT - %7550k BPCIA %% (R SRR TR 37 - 1Ak
WUR DS (T L TR AR 7 0 - 5 T B — AN -

DA R 42US.CL§262(1)(8) ¢
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e T (GE = 1T0) o IERIR AT LA R s KA1 250 < DIk kA4
PIREDL S8 SE A S5 15 H RS 5¢ LU S B SR EGEIT R - EEEBCE R E
M ~ B ~ REFFEMHEA (BE =) - B3R R
AR BRI —ERIFR T ¢ R BRI SREE —Bran iR ~ B A VIR (A SE e R (1 iy
L3 SRS AL A - HFEEREE —RREAMS Bt .2 L4 HAE B e LS EAHE
W2 BRI -

N~ EERR E AR LI ER R B B ST 5 IR 2 KB

QMR EETT I i s — R R BRI S - KOG Lt BPCIA BRETHURE % X5
MIRRFFROES - A B e A VIR ISEE 2 L i Z ATt DR A R LAY
o Ky 1 TRk R SRR > BPCIA B L VI AHELSE SERCR ARG L altryRe
Friiid " kSR ) ARG - BGT T EAHRRROIR R o BB ANRAVIAHIBESE R
R 42 US.C. §262()(2)(A)FRMEHE LT HREE &R ~ BEEE R I IES -
A VIBER R 42 U.S.C. §262(1)(9)(C)IL BRI A VI SESE T2 AR T (T
R F AV USE A S RS HE TR ER] ) BRZREZEF - A%
M~ A E TR ZBRER - 55— ARV ISESE R TR (R H_ LT HREE &R
BEETRHG IR (R I A RO & S iR e i 2RI B Rk 42 US.C.
§ 262(1)(9)(B) » 2 Wy 2 5 R 1S AL LA L3 BLA TS B R B LR Z HESR & 37 -
K Ry A= I FHALBE BE g 7). FDA 32t ETaF rI B 24Ty - K 35 U.S.C.
§271(e)(2)(C)(D) > Bedthl Ry ¥ fy L3 BFIE B AR SRR TRy -

o4 R 42US.C§262(D(9)(A) -
=L A 42 US.C§262()(9)(B) -
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fh ~ 2017 AR I s i Bé Sandoz v. Amgen &

Sandoz v. Amgen 5 (G =-—) WY ZEF B Ky BPCIA B SR FE AR
ik TRV DI SESER L 25 ~ DU ALV SE R A RETe HE R - XL e
BIEVIBEIRU ~ AP PISERCRE - A TR B E A BRI SR 2 R A
i€ 2015 5 7 H SEBIBRFR_LERQGE AR & 3 AITR ~ EARSCAGS R L 2017
6 HHSSEIB FR i mik Be iy AR - B R A A TR L B R O R B (B
=) o ARCERITAEAIREE ~ AR EZFESL - MRABEE Y = R
IRERT G B /TR 2k - RS 5ET a2 -

—  EfIEERRAERE

Neupogen ;& —3KH Amgen H 1991 AR ERY filgrastim (g4 » h
i EEWIAR) - R HMBRAERER » Amgen B H AR B A 7 iRR A -
ifii Sandoz HIIARFRGEE b il &8 54 ks T Zarxio , (ZAHFE Neupogen HYZE
YIRELEE - 2014 4 5 H » Sandoz [1] FDA 21 A YHEEIEERG 5 L riiHEg <2014

-+ - ¢ Sandoz Inc. v. Amgen Inc., 137 S.Ct. 1664 (2017).

-+ =t Jonathan R. Davies, Sanya Sukduang, Connor S. Houghton & Thomas J. Sullivan,
Sandoz v. Amgen Supreme Court Decision, Finnegan (Jun. 14, 2017),
https://www.finnegan.com/zh-CHT/insights/sandoz-v-amgen-supreme-court-decision.htm
1 (last visited: Nov. 28, 2017); it M 2 W2 # @AM EF2 L4 4% 2017 &
Sandoz v. Amgen % > A 24T #4F > % 189 H 22017 & 7 % 12 p > 2 {gsResh :
http://www.naipo.com/Portals/1/web_tw/Knowledge Center/Infringement Case/IPNC
~170712_0502.htm (B (S B-REPFR 2017 & 11 » 27 p ); &< T & Amgenv.
Sandoz % ¢ % W& {1 # 1> (Patent Dance ) » B2 siin + F PR F R A FEMAF Y
O e E L
http://tiipm.nccu.edu.tw/zh_tw/alumni/Alumni/%E5%BE%9EAmgen-v-Sandoz%E6%A 1
%88%E7%9C%8B%E7%BE%8E%ES5%9C%8B%ES5%B0%88%ES5%88%A9%E8%88%
9E%E8%B9%88%EF%BC%88Patent-Dance%EF%BC%89-68955493  ( & {5 B B p*
B 12017 & 11 % 27 p ) e
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7 H 7 H - FDA J@%] Sandoz » H L 5ZH Sandoz Ky EYAHINZERG Z) i FR
i o BRH - EtE 2014 4 7 H 8 H » Sandoz i@ %1 Amgen » HAIH L [A] FDA
R GG - WTHEHENCE] FDA EHiEF Rl HE < BATEIEH & Zarxio - {HIE »
Sandoz % #8425 %] Amgen - Sandoz A&tk 42 U.S.C. §262()(2)(A)fELE
fERy Eriiar nl HES EOR e BSE B RHG Amgen » I H &A1 Amgen HaJDILIE
FIREARYHEAIAK 42 U.S.C. § 262()(9)(CO)IZAMEEHAFRFR - IRAZAEH ST
LBe B - FDA 22 {HA% %8 EiiaF n]#5 Sandoz » [K[[t Sandoz ¥f Amgen
RIS R BTTREE] -

2014 4£ 10 A - Amgen [A] Sandoz DUR{EE RREFLARTR 2 ¢

(—) HFEH - (=) Sandoz HYTT KB IMNAIE B F 3% (unfair

competition law ) # " 3517k o (unlawful conduct) o B FAE KN IF 554
Fi o HERHFT - 85— Sandoz ik 42 U.S.C. §262()(2)(A)FEfE LHidF
ATHYHEE AR R BBEERHG Amgen 3# ] T BPCIA ;25 "> Sandoz fE 15 FDA
ETIEF AR E Z RITELERTT 42 U.S.C. §262(D)(8)(A)Z L RRATEFERK T
BPCIA - Amgen i ¥#f_E3ERi{E BPCIA AYER AR S R 254 » Sandoz
AMHERFIR » FEORAERE « (—) RFHEAMER - () Sandoz REEF R FEHF]
# » (=) Sandoz #Ki&Jz BPCIA -

Amgen RARMIBEFI Y% 3R 5 > 2015 £ 7 H B S L3R pe
O B HIR o T EERE LRl Amgen BYJNEEE K - BRFRKGE FIRERT HRE
Z » FIREREER Ry Sandoz RIFFEE H LT HEEE P L B R R BIZE B RAG
Amgen Wi K&K BPCIA » H BPCIA eI LRI T HI@rYRE i -
X RS b A YA I BE BE R JETS FDA 19 ErEFal 2% - A ALK 42
U.S.C. §262()(8)(A)ERTT LR AIRE 7 « Wil b AR Be 28 Fy b _F i
A AL P2 5B HIHY (mandatory ) - 4KIEL » BRFR_EFRKGETA B 0E T 25| & 5
Sandoz ZHfA Sandoz HYZE " K@ AL 180 RI&EA REHH & AEVIMHILEE Zarxio -
Sandoz B Amgen AN A FIR - BT X EERE B R EART o
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=~ FEREUKPR R

REH ZRFEL - B (E B F R R« AV IASESE iRk 42
US.C. §262(D2)(A) Tt b riiar nl Bt e BEEZRL 2 FH5 - FEMRFRER S
PHINE T 2GR < ey HETT « S0 = EF R « AV (ZESE o2 e
{EYERS FDA ETfiEF Al 2% > 19T 42 U.S.C. § 262(1)(8)(A)HY_ L HT R AN
R -

MARZEIEBERTETTY = AR AR Ry - AP (ZESERg K 42 US.C. §
262(D(2)(A) FESR it BT FF FT R e RSE R | AL PR T MG DIEH <
Ay HETT - (HE B R YR SESE TR (1t L iR n] Bk e BB R SR 5 2
73 A LRGN 28T < - B A FR S K Rk e 2 AR R - BRI T
IRGEAIFERSS o B =ik bent R £ VUL SE 88 n] DIFESETS FDA _Eiief
FLZHT > BT 42 US.C. § 262()(8)(A)RY_ETHREAR /P -

= FIIRIEH
L EMRMEERIR G RN RRER N 2 BT EIRE TS
DIRH| < am HFETT

e ARG RERE Ry 42 US.C. § 262(D(2)(A)FEBRFRIE T A LAZEHI
Lt BAREIT L mm kb Re R W AR b Bk e B b T+ BE R A i e
(9 » (EHEP R B A SEER -

RS _ERRIRRERE Ry » 4K 35 U.S.C. §271(e)(2)(C)(i)BLE : It shall be an
act of infringement to submit [,] if the applicant for the application fails to
provide the application and information required under [8262(1)(2)(A)], an
application seeking approval of a biological product for a patent that could be
identified pursuant to [§262(1)(3)(A)(1)] - RIFRHHE < 14 - A EFRKGE A BE
oo ZEVIFRIZERL" RIETT 42 US.C. §262()(2)(A) LIt E R R H5 1~ K [
FDA f& i Eriar Al HEs 5 B R REHRAE T Ry Z24F -
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R > eEiEbE Rl - BRI RS SRR Ry TR E W EARY
M T RIEITIRIEREE ) A UAZEREEHETE - etz
L35 US.C. §271(e)(2)(C) (3% =+=) ERnysspsssksEls - 735 US.C.
§271(e)(2)(C)(Q)F R LLFH, T with respect to a patent that is identified in the list
of patents described in [section 262 (1)(3)] (including as provided under [section
351NN 1 2% E BT T Ry TEAR » BIA] DL AR A ——2 L3 [
g T B~ L3 A= W) hH DL 2 2 g o] S SR N P f HE B A1) - i 35 ULS.C,
§271(e)(2)(C)(ii) 2 AH ¥ e 5 i I T T U B IR ——2 AR AR W AH I ZE R R
JETT IR LR R 5 1T B T AEAE Gl L3 1 BRI i - atEai - (OB R
TR ARG AR L3 1 LAY B2 L BRI AE IR (with respect to any
patent that could have been included on the lists (5% =-PU)) » ZHI » FE AT
DURAEAR] 7] GE & i 22 VI AH DU ZE (2 MERY BRI 2 RE SERIBRER - DU RV FRRE /7
2+ (DR R S RE— DF B FE DR » WA B SR e o H AT DA AR BRI

: 35U.S.C. §271(e)(2)(C)2 i i iE+ 4 :

It shall be an act of infringement to submit

“r“‘:
I
I

(1) with respect to a patent that is identified in the list of patents described in section
351(1)(3) of the Public Health Service Act (including as provided under section 351(1)(7)
of such Act), an application seeking approval of a biological product, or
(i) if the applicant for the application fails to provide the application and information
required under section 351(1)(2)(A) of such Act, an application seeking approval of a
biological product for a patent that could be identified pursuant to section 351(1)(3)(A)(1)
of such Act,
#X 3R % section 351 of the Public Health Service Act @ 4% 42 U.S.C. §262 B~it » F| b (%
HiEepFREo RS
It shall be an act of infringement to submit
(1) with respect to a patent that is identified in the list of patents described in [section 262
(D(@3)] (including as provided under [section 351(1)(7)]), an application seeking approval
of a biological product, or
(ii) if the applicant for the application fails to provide the application and information
required under [section 262(1)(2)(A)], an application seeking approval of a biological
product for a patent that could be identified pursuant to [section 262(1)(3)(A)(1)]

tx= L » ! Sandoz, 137 S.Ct. at 1675.
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H BB SCHE i T 7] FDA $g i st rlsREs o fdl R R AT T Ry - 1 35 U.S.C.
§271(e)(4)HITEHE 1 ERIHE AR F B R AET TR vT A=k ey [ &R
WA AR BERY _Lrii H I ~ BEYIE DI SESE R AR B <~ IR AZEH] 2
FABTERGE © ARV DISESE RS T TIe it Lriat &k e BB 2 &
- QA 35 US.C. §271(e)2)(O)() 5 F5AREITILESS - R 35 US.C.
§271(e)(2)(C)(ii) -

BRI A PR PLSESE MR R T TR 42 U.S.C. §262(D(2)(A)ESR L riat ]
EOR S BEEE R s - EARE A SRS REOBNE S « BRI AGK
42 US.C. §262()(9)(C)EH IR MENT R el RERE LB = LIRS < A I it
A DA A FRERR AT RS - 0060 A= VAR DL e e i A A R S A BT
AT HERE < °

IRikbiEt Ry - 42 US.C. §262(NO)O)BEER 1 Fr HARBE A LR
W EE RSB o IRESNE (GE =170) » AREGRC IR BERaE /5
I+ REERE ERER IR L AR R J7=0 (Where, as here, “a statute expressly
provides a remedy, courts must be especially reluctant to provide additional
remedies. ) - BPCIA HIIAURE FPakaT B FURYREN] 1 B & VLRI I v A 1520 o
FAFREEHE LS KRR - Ktk - 42 US.C. §262()(9)(O)HIFF
£+ BN L AR LA A SORUE B RaE 53 IBOR T B S EV LR - R BRAS
A Ak L o WA S B A Y SRR R DU R BOR A AR (S8 36 i E
friett &R B AIRER] -

G318 > (ETRIRAY BN SORE - B a] DU SE B el A IR s D
IR < an £ VIR DL SESE R IR T § 262(D(2)(A) L TR AR FH5 - 55— {55 42
U.S.C. §262(N(D)(H)FE = " B E SCEAZ BE T5E SOUER§ 262(1) L EER
WEEB IR > EREESEVANAFSKREZSSEHLE (G

X = -+ 7 @ Karahalios v. Federal Employees, 489 U.S. 527, 533, 109 S.Ct. 1282, 103 L.Ed.2d 539
(1989).
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=R e ) BB R B AR E T E R AR SR R RFE R R
BIIIRGIE "B RREFER o B R T TERETT §262(D(2)(A)Z
R BRI R L BB

1B LB - AR Ry LERE AR R E A g T L AEAR R B AR S
EEHEE -
2. HWRAEMABVEERERME EHFITERRRETEHERTE  BEKE L

FEREBRA RS A LS EMNE LRSS

Amgen 1£#]5FHF 158 Sandoz F91T Ry B2 N A IE i 55 14 (unfair
competition law) 4 T R3EfTH , (unlawful conduct) « HF5RE — » 55— »
Sandoz RAK 42 U.S.C. §262()(2)(A)Fe b iFF I iy R EE &k} R B 8E kG
Amgen &[T BPCIA ; 55— » Sandoz fEJ#1§ FDA L riidF vl kL e Z BRI T
42 U.S.C. §262()(8)(A):Z LR B2 FE K T BPCIA -

BB Ry - RARIERE AR R B L JNE R A SRAERT - (£ (%R BPCIA
T A T TAI i B N R 2 B AR A IR b 8 4 28 [m B Rl Bt » 7
0] B IR - I eI e 8 e IR B FE I 7 R JEAT 42 US.C. §262(1)(2)
BB R T EMBEIMINA EBRITERN T ANE TRy, - & T AEIT R 0 BT
RIS L3RG e FIET BPCIA 275 564k (pre-empt ) fEAAIINEE TR
WEE -
3. YR ZEERRISHIES FDA EmhErrl Al » BT Ehar@ Mgz

42 U.S.C. §262(1)(8)(A)#E : T The subsection (k) applicant shall provide
notice to the reference product sponsor not later than 180 days before the date of

the first commercial marketing of the biological product licensed under

subsection (k). |

=+ 1 FiER 2 ”The court shall consider immediate injunctive relief to be an appropriate and
necessary remedy for any violation or threatened violation of the rules governing the
confidentiality of information disclosed under § 262(1).”
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it S BRI i e 28 e S 0k S g I PRy B R » 55— IR 0 R 7 i
IR 180 K » 55 {5 25 By AL AL 3635 01 815 FDA _E1iiEF rliRF(licensed )e
A= PIRELSEBERRAK 42 U.S.C. § 262(1)(8)(A)RY L iRl 8 AL AL VA (D ZE
1§ FDA EmiFFal21& - A ] LUBA  fxmikbe A a8 E L -

e renbbEdl R e “of the biological product licensed under subsection (k).”
88 Fr 2 E 8 " [Clommercial marketing,” 1% [& - ifi A2 67
notice” ° Jfj” shall provide notice” F1” not later than 180 days before the date
of the first commercial marketing “E AR M@ AIAIRFEL o T licensed ; R[IJE
i R BENMHAESS — K B H - ESAHEER - Kt - &Y
FEMPLBESE i T] DAAE S FDA B 2R vl W AT 4% 58 2 g -

TEABERE By » AR T SRR SISt G L AR U = - 140 - 42 ULS.C.
§262(1)(8)(B) : " After receiving the notice under subparagraph (A) and before

such date of the first commercial marketing of such biological product, the
reference product sponsor may seek a preliminary injunction--- ; F After Ed
Before FfiE i 1 WA KRS - {Hi2 42 U.S.C. § 262(H(8)(A)AIR A HIiE — ik
PRAE - LBy - WIERILIEFEZAE 42 US.C. §262(D(8)(A)IIA R I EE
FRTIAVES - MEZ G WISCBAE T — kR 42 US.C. §262()(8)(B)f—HkZE
R REET -

i BRI - [RFs Sandoz £E 2014 £ 6 HEASEIT LriTRi@ AR - Lk
RGeS AR SR < PR Sandoz fEXE 1S B TIET AT 180 R1%RA HERF Zarxio
SRR - B BRI INNAS I35 T35 KA - K s Amgen 2 55/ Sandoz
RIELT LT B AN 5 1 3 SR A SE R < 10 Sandoz B4 LSFETTEE
55 0 Nt Amgen BYFERMEELH  #B1tE  momikber EIREbe et fH ARy
B Sl B B S 0 B
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M EREREBRERE

KRy Ll B - e vk e i 2 [ e 2 B e AR ARl ik e - HoanliFl
R R B e = A B R R (R =6 ) -

AIRE Breyer IS IEZEE 0 AIE R ERE R i =i be R R FHA MM
R SRy > AT LUER - ARMEET - BIEgRRIERIRE T FDA R
BPCIA JEBRSCERAVIERR - 1IAE FDA R — B 1T BUBERH AT 2 KR (E LA Ay
HEE . % B ERL BRI A REIRY - FDA 15 2 SRV RE IR IE IR B R vk ke
B R - Kb Rk e LB IR IR LB AR A PR R oA -

b ~ SN TR ARk BLAN Bk 2 [

— ~ §F 2017 &£ Sandoz v. Amgen &

KRB i miABEAE Sandoz v. Amgen ZEIYEZFLfF - A0S AR -
— ~ LY SESE R It LR r B R REE R C e - AERIE TS
DIZEH @ an HEAT 5 =~ AP DISESERS €15 FDA BTt rlal - sl
17 ETRGEARE R - MR AR E RS HRAE b nT 3G T AP (I 2E 24 R
FEH PR 22

FHFY TR TR R S BB R R S ) 2 P RCE A SR B 2R — {1
20 - JRRN - AEYIEEESER A IR B By 2 1% - ST REBHRUE I
IASERZAE R SR F o AR 7 - AEENE R MR P R A TE 5 - i
ARG FIR P FOR - B ARV PSESERGEAR B T I it Ll EoR SRy

=+ - ¢ R 2 For the foregoing reasons, the judgment of the Court of Appeals is vacated in
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