TG AR ARG EN T B R A S A A B
(RE 7 BRI FE 26

HAATI ST MY oA —JHIE BV TESK
FrF OBEMF O E R %2 [ S D LA DS
(\Z AT TR A

2
=4
_
(@)
#
KE

LA ST =

WFEARERE INRRTE
SFn 7 (2024) 45 H



[. MG S
IR AT B E R A F B (RS ER R IN e )

AR ST N U — VI BB W CERER RO BEMFE O E R 2 Mk X1 5 A ORI m T
7= IR ST
WRFERIEE N W BRSBTS #Hdz 1

R - TWERRRT) KON TRIERFFRT ) OFESR - #iPH

T2 - EMERICR T 2 RFFEAR Y 2 7 (2BE9 5 Al AL U

FEE3 T N =Dl T 2 EMERRIEOEMER () 0BT
GEA  NT U R DI 2 R EHIE OER R (22)

RS ¢ PR ALRFERIC B D BB — T

I1. ZpfEafgees
1. KEOHEREICBIT A7 N oA — ORI BT B 5T
WFEsy s TN B30 (LS N T SL L O R ERR SRR R

48
2. EANEOIEERIEICBITA ST N oA — OB A AR
e E il i dbERSAEREE % 104
3. ERSOWEET N OHREZD 7 L— A LSRRI OMERI T2 BT A HF5E
MR HEE K R ALIRERLRFESSS S 111

. AFZERREOFIITICET 2 &R 142



RS BAT B R RS (RS @F AR T E)
6 FRE RO FE R

HARNT b Y =PRI B W TERLRBFOEREMNHZOE R %
BBk & 5 AAL 2 O ST 1) O 7 AR AR A S

WHIEREE TNk 1 AARRFETER - REBEF R %

L =T

(5 - BBY) BATIE, YR 21 426 A 5 AfHT@a TERMBBERLOEREE LD
IR A L OVHEAM N R 2 £R D =3 S RFFF O BRI DWW T IS W T, & %8 h D KGR
FElZB W T, EREEKBIHRDIFTFHEORENELZET AL (T M) =)
MIEBHEINTWD, FEAFBE L, LR - BBLNFOBEGRENOERLEZTEIL ., FFF
KO B Z R L TV DEN, BEINDFTORMACHB ERERNRPARTH D L OfE
WD, £, KBRTORHHIEEEMRRFRITIHHTHTEINRD 2D, FiEHAESS =
EIMTERY, I T, AT, OBRBEELOEKBEEICENVTEEIND, L%
IO TWERFF KO THIBFFF OB - @, OQHARB AT NY v — Uil
M 5 BT ORI AL O A 8O BB O% R G O KGR RS R o L E L O E AL FFRF O
HAZOERZ KM ST A DRBICHOVWTHE - BMAZITH> 2L 2HBET 5,
(F¥E) ARFgeo ks LTk, ORBHOWE R - AREFICET2EE - XS0
AR, @R S OWERET - HIBRFEEF O 0 N R R E O RS IS S E NS o #cf)
B - FRHEORAE., @M OB OREFFRRICEB T 28R B0, fCHEOHM
., QLEROR2NLOEME X 7=, BREMARAGOHBEEDORT, OFEKMFFTOH
MEDOER %2 MM S 52D BE 21T 9,

(FER - BE) AT, BEEERLOARBEFEEI BV TEEIND, BREEKLO
(B RsT) KO THIRFFEF OESR - #PH 2l L, WERTFIL, (X E 2R
BMEFRHETDHIECERMOENIRSZTNARERELL D ET2HHFTHY ., Frifih
KOFHOREZEDOLENOOMETHDLZLAHALDREHF THLDLLEERTE D, HBRFF
X, EERARICHEAHY, TNERPAREFHEE LT L— ARl T 2557 THD |
FeRrsEoko®iH O RKEBICH T 5 EHEAL . HEFERMERY ) . THEFEE] ZoL#lro
EEABRTHLZEDHODRBFFEERTE D, NAAEERMICEHLTYH, FEEOLYE
TYE R - HBFrirEmo o,

T, KW TIE. XT U MU =BT DR U R 7 (B S R R YE I
SWTHIET D, EEAPTBELLBHFEMOFEI IS VWTOERREEZZ T -HEMER
X, KRB EDN SN BREERLOKE, MERTHBZICHTREEFRLLBE LSS
W, BHFNZORERTEITADZIEDEZRDDAEENENIZEG DL EVIBAND,
HOOBEMPMLZIEN L 2D, WEOERFIFIZESNT, BRERKLDLEREEKL O
KR Ic kit 2 U R 7 2R3 5,

EHIIT, KFETIE, TR vy —VOEHOR CERLETFOEMFOE R %
Mk S E DM AICONTHIRET D, ZOMMATIX, HEMMEET 5 FMRRE. #
ELNEAREENOHEMEEREMEREL, ZOFNO BB Y FEE L RIERBBEN 2V 34
JEHD Z, EBREZELT2EMEE L L GRBET S, HEMEAIT. ABFBE®REOH
RYRERENTFOEMEE~OFIZOWVWTRELEZEGEONEEZREE L., EA5HE 5O
BEREAERT S, BEEFBHEIL. EMEELLRHEINEEREONREZSEIC L TH
TR DA O MR Z TV, BREIKMN O KGR AT & O R &N 72 W 21T 9 .

PLE3REBRE X2 T, AFZETIX, ERMKE, FilkE (EHBFR - FlRRE) o5 L
Te T VU THRELZIToT2E A, WS ONOBENRENTZND, RXT M) oo —JHl
FICHMEERIEZEAT S Z LoV THMRERN G LN,




WroEsriE
R A ACR RIS - R SE
e

FIESC BRI RZFHAE 2z

KRS FLBRERRFAESE GEAD

MR IE

INAREE FELER KT R
KR HARZFETR EA
KHERE  (BF) B AHEHEIRAFZERT BF9EE
R 42 AARRESE #EHdR

A. HIXE™

B ENT, FRK 21 42 6 H 5 B AHITEEGRR

FEEE 0605001 5 FERFEREE 0605014 =
[ FH #4383 5 O 3R 305 E o /KGR A K
OVEEAM N 8 AR D = 3 AL RF T O BB M T D
T (LR TZERE@m) twvwo,) 1ok
WTC, MEDART N o —UHE (GEF
B R XD H%EHOKRFRFEICB VT,
FEFREIRMIAR D DR EFEREBET S
L A) ZEA L TW5D,

BATOBAR ST o ") U — VI EICE
W, BAETEE I, SEFREIEL SUTEATA
A FEES (CLF exdh) &vwo, ) ofd
WEAREHES . B EIN XTI AL A
(LLF T#23&50) 2o, ) OHFEERE LWV -
TEEARY FE WG, s B E RO 5
B, Wb W R M OV IR & R
& OBRMEICER D A ZTERIL TWD, £0D
T, BATEE T, WMYEENLREIN
ERE S LI, ERLOZEMGEXK DE
D RIS OEGREEOF T, R E
BI L & ORI DA IOV THER Z AT
S TWb, ZOX ) RBUTHIEOEHIZX L
TIE, BIEMHOEKBEEIIBVNTEEIND
FFOMNMENRHR TH 5 2 & BAETEE
(2 & 2 R Ll oD A 4 D RS0 14 38 S D KGR
A &) BRI & K kD R T
REINDDONREHTHDHZ L, 7 EORME
RBFET 5,

Fo. FERFEAROA BT, ARk, FEETHER
FEERIMNTB W THEBIFNIC X 0 Il S 556 A
Thod, L, #HHBE, BFRM O]
DEFETIX, %A IR B R AR E
LTV Z & OVEMmAIERR RN LR 2 OF
WwaERS ELTHT, £V MAiH VWSS
7= (i EHAa T s 425 3 10 H) | K
A DA BN OWTEEHIN 215 DS 8
WCIXRANR ), RS D BB 0% S 43

K SH#FHSC, PRI iR S - FrariE D
NIID K SELPH (RFEFiE 68 52D 2) H D
FAIZDW T OEHNFICMESL LT PR nZ L
HC L TR AR G A 53 BE AR XY 3 BT s O B EL
T2 ARV B H Y | im s ATRR Al
B — ADREEAIMEIC S D — 5, BUATHIEIZ
L, FFRFITRER AR OEMFE OB LA K
ML S DA DTFE L7,

2T, AR TR, LR OAIZDOWT,
B 5 [E NS D SCIk A o8, s
A - T L. ERMEERED S OE RS B
F R EATV, T ORGSR & BATH O E
RAUGEICBITFL2 2L T 5,

D BEEERORZEBEEIZBVLNTEEINL
5., EREELO THEHHF RU TH
BT OEE - &E

Q@ EMEEICHITA4EHEMAY RV ICET
BEHmEAE

Q@ EEABHFNOEMRONERZRMEIES
HHAHDIRE

B. IRAE

AT, AR T R A — U
JFEDTERNIC Y 72 > TEHMFFFFITER 2 F M
TRRARE 2RSS 2 LA HRE LT, DL
TOEE OWME ST ZITV, 5% OBORME
DI=HDIEFEE R Z ] £ &5,

OEEROMERET - ARBFHFICEITHIE

% mXEOHRE

o FEIE L PUREIED A FEHK L T
WL E R R O IR R O RE R E O FL# 715
REZSTNRIR D, £, BRERL (KDY
FEHS) BAEREREN S TF—) ORI
wE TE— BERTHEERELTHDLIO LT
B7p ) o NA TR, e TN AN,
& TR TRE ) ofE., ZetE, Batts
AT HEELTH D,

ZDOX D IRES FIEI L S A FEIK L DOFE
EAEEE 2, EERLFTFOEBIZONTI
R 21TV oD, HARBEKTER S, AA
Ve U v 7 EELBEEPNHARNA F T
T—WiEE~Oe TV T RITH, FD LT,
BRI N LS DRI M - > T
BEND, FAT A FERKS O THE R
KO THIBFFRF) OER « #AIZ OV T HE
5,



QEFELRDYERET - AR OMNEE®
FHFREFOREICEHT 2ERSN D EHIH -
FREDRE
Je 38 i DA R ST R KT O 2 1178 Ko

SHEIPHC, RIS O RGEIRTEAT 2 D3 S S AR D

WE R AT Rr R DR E 2T 2

IRFRE RO T BHIPI A L, FaHRE

D AT OB 2 72 > TECHIFT A B JE L 722

FALHEM L F {5, ENTORN

BIOFERDA A4 72w s DV T, 2

FRCRE A E OFHIB L AT D,
£z, ERROHBIRA L T ORI RE b

ST, FrATHEIRAR O A ORI T2 > TR

Y ER IR T N FESHR T &S EE

AT 5.

QEHKADARFFDOREFTHRLIZH T FIR
EXDHH. RXFORE

FeFE SO FHBFFF O FIZIE, MBEER
JEL DA M LT, Se3s S o BERh B
RLMER RIS W SCE TR IZ R 3
250055, DD HABRFTFORENRD
O A IR I DO ROE IR &2 — B2 1k
DAIEHIRE N 2SN G ), BT LHEHLINT
AR

2T, SO HBRERFOREFRDICE
JLEIPHROEE ST 5L EbiT, &
B & 2RI B 2 5w S 2 i
L7 BT, RGO AREFRELEHEB &
T 5 1% 78 bih O B AR 78 72 1R R 28 = 38 A O i
FRICRIE LG 2 EEBIZOWTHRET 5,

@DLEEOLEWVWLOZEBFEA -, BFEMART
EORTE- 2 0Y: 551
FROBRNLOTERELE, BRHOWE

KFF - HIBFFRrORFHRA, BEDKILT

%556 DRI IEIRITE D Z L OO bl

HEiHE S Lo, ERLOZEMGERE &

THHARRST VMY ol — U E A g

% TOR%IEMKFE S OB AE 2D T

a4 2,

CEERFHOEMROERZRBEE S
A DizREt
FRE@ MW R 2 AR IC LT, HARS

T M) = UHEEERT 52 T

SR B Y RS E A OB (F -

1 TPP # &

Fralit - FEIAEE) ROREFEFE D b B R %
T & BRI OV TRAT 5,

C. HAIRHER

I. ZABEICEFE2NNTOR) -0
= EHK

NRFv M) o= bk, EEBHY I
XD %BMOARTFICBWT, R ERKMN
(AR D R HE DR EVE A BB T DA Z )
9. ARIF, BRKEHEN— M=y THE
(LR TTPP) W9 ,) "Zffif L TERD .
TPP OHIC, HARZ G tefkifi EILH 18. 53 &
WZHASE, NT U N =V OERM LM
FokdoinTunsd, TPP 5 18.53 FRIFK
DEBYTHDH, ok, HARTIEL, TPP X
2018 4= 12 H 30 HIZHZhL TV 5,

% 18.53 &k FEDEIEKMOIRFZICET S
&

1. FRENT, EIESHORIEE ARBT 55
e LT, BEMELROENHEICET 21
WERACRE L& U ED ., LT
(AR & T2 BLEL o 2 T A R
BA9 2 AEML T (Bl 21X, AT T 5
IRFBEBTH > T, YEMOEIZELD D
O XFM o EAE U < 1Tk o fEiEkic 1T
HHD) IHEWTHZ L E2RBDDLGEIC
X, ROBLDOEED D,

(a) YOI L= F LIS o B N Y 5%
N AWt D A Y &S AWk [ c
O FIEDFEROEPHIZFLE STV D
S5 R o W I M 5% = 3K 5 & iR
FELEI2ELTWVDZ EIZHOWVWT, ¥
e AN TE S DRI, FEiFkEs (F 92
W L, IR DB E 2T b
na X o4 5 E

E 62 ZoLo#EOREM L, #OE
X, THRERFHER | ICRFRT O ERERTHE A 1572
FXIFIEYICIRERBEEZONTE %
G LEEDDHIENTE D,

() FFiFtEE N, RELTVD LS DR
m D IE O JT, () (ITHET 2 FIH

ARERKE FRAERD L DIl




i fe O =

63 Zoh) oBREOHA L, HHKE
X, TR9E) &2, FRENER L, o,
BHEE 26 A (R3S & OVEFME 2B
2% B A B O Tt DN IE 72 £ i) Dk
VZRLE T 2 [ o PR B 2 I R 12 D <
OO ERG N B S
BT b0 E LTI ZENTE
%,

(c) AR SN EHE LI T OEB ST
it 1 > 7 ¥E DGl SR O FEPH ICFLH S v T
206 S D FFEF O AR STR FICHE
T %k G A R ISR IR D T2 0 O T
(FIE EXOTATE Lo FfidE) K ONHH
IR HE (PR ELE AT Ih e
[F) 55 0D 2 SR 7 B TE HO Y 1B 55

2. fAYENE. 1 OHE DO ERICHRZ T,
FERrtEE A L < UFHRGERB O REEHIC K
D IRFEAGR 2 AT 5 M I HR H S 7 KT
(2 BE G A fE I D & T IRGE AR

17O U HEETFFEIT OO EREDJE
IZHS & YRR ME O K EE T ERER
AR WRY | GEROHEPHIZE S ST
WO OXM R TH D EEKGZRGE L L
QDT HHE S FHITIRFBARE G 2 A\ H]
Lo FHRUSNOHEEZEH L, XM
75,

CRFRUIEREIC LD, )

TPP fifG[E 1%, &5 18.53 0% 1 THIXE

2 HAZWSFT 20BN D, F 1 BHITKES,
B2HEIZAARSETRASA TS, KIETIE,

HI AL« EIG - AL RIESCARE LT —
E2RIEIZBWTART U M) U — DR D
END DN, WNETIE, ERE, ERER
HOME, AR OZEEOMREICET
Lk (LT TEEAERBESREE &
V.) EED, EHEEE RXTFURNI ST
AR D HUEITAFTE LRV, R3S R e o
BE, EELOEEIL, HBSETHLHRFIN
TEHESONE, AMER N EMEIC SN T

DR EREFEEDORERG AN LD TH Y |

L O AGRIER R oIz THEEZEE A 1
GENRLTWRY, L LARS, EAEE

22016 F 11 ANBEERE TPP BUM R RAE

Tl SRR EA AL OV 6 4F 10 A 4 HAF
FIREE R 762 BRI R R A R R 0w
A TR GRSR AT 4R B PR SR R I 0 o0 Bl
IZDWT | IZEESWT, BRI E IR ORI
HEOF T, ERLOLZEMBEZXDBLAND,
R, BROAEENSZTNTHINEL
Tt E b LT, ERERM EBRBERN &
DRFF IO F IOV THEREZIT-> TV D,
TPP FifGRFIZIE, iR RBHICESEH D
FEE S > T, OEIX TPP 5565 18. 53 &5
QIHZWF L TWAD EMIREN TV D2,

R 2146 A 5 HATIT FEBURRFE 5 0605001
i/ SRS 0605014 5 [EF B S
[ 38 i oD HE v b o> 7K R R A B OV A Y
HUZER D E I AR R FF O AR NS DV T
(R @A)

R R RIS (LU TS EIEM ) &
WO, ) DIREE FOKGREEITR D B
THHITHOWTIX, PR 6 410 H 4 BT
SRR 762 SEAME B [KGREEICIR
2 EIEMFFFFE RO BB IZ oW T I
ALz EBY EEMOLEMRGE XD
Bl n, AKBFEEOT T, KRERD
EEREIES & ORFFFRA O A EIZ oW
THERZIT>TWVWHEZATH S,

(%)

1. #BABERGLOERE EOKRBEIZDH
TmoTIERDODEBYVEROVEZS Z &, 72
B, UTFIZ20WT, FFOHFETITART
EHTHET 2D THDLZ &,

(1) ZE%8 = 3K 5 O H WA VW REEE DAL T
52 LIk oT, HEAKG ORIEZ
DH DN TERWVWEAEITIE, BIEIHEMN
ZIRKR LW &,

(2) EHEELO —HOBEE - k. H
- HE LT THh6 - hR%E] &
o VIR NEIE L. T DM DOBHEE - %)
REAEFO T HERLOMENAHET
HOHHEIT OV UL, BFE N % KGR
TXpz bt rzr, ZOBE. B
DAFAET D 3hEE « W R DOV TIE KGR
LWE#HTHDOT, BIEERKLOHR
FEEILFRNC R EITO 2 &,

(LL W)

CXTFRITIEREIZ L 5,)

[TPP ICB9 5 QA : KRR Ql4



JEA G B IR FE R L D AGREFE A O T
BRI DO, JeRERMBEERTFO 5 B
WEREEF & R RrOH#TH D, TS D
Frat (BUGAIRRRT. BUERRTS) ICoW T,
RIS ah O KER TR . AR F T O Wi
(R THKI 3 A ) ITHe%8 - BRIBMHERM T

BN A AT\, ZE R TR L b %

i B2 DUV T O AU Thea & 5 K 9.

SRTAE2 A 19 BT EBFEE A3 0219 55
1 FIEAE Tl PR BUR R SR SR B - R
WA EFR B E [$2 58 1= 30 O S AL HE~ D

I DWW T ITBW TSRO TV 5,

52 & aRBINITGENI TE 2 &R [HFeFF
A (eRERMRERTEES) OFE
FHE] ORMERDOLZLBHDH L,
CHPRUIERAIC L D,)

ST 2 A 19 BAHTEBER R 0219
51 5 R A A R R R R SR B -
ARG R EGRE B (R EEG O
il AE~ DU (2D T

(BIHS) BREEHEMHPIEIZOVWTOREE
HIH

(FE)

2. IN#EKIZHOWTOFE

% 3 i D 22 E LG K OVE 3R 0L T g o 1
PR - 1 s 2 TS B o0 i ) 7 5 it oD 8l

T D5, HEFEHICESE, I
H AT S dn B o> FEA K RN R O 24 BEME

. 3 A LIWIZ 22 E G 2 ke 0912 i

RPBbROERY &5, WHALEE

DWT o MFE L7z BT S A A8 I

TEXALARBLAE>TWAMB DI ET

HT &,

(FF )

(7) FEFFAR G 1L 1458 2 38 5 0 22 78 fibha & X
5 ECRIBEE RS ENTHEND L
Mo, FHRFOBZANHD EEDR
b HOW# 2 LT 5581 FaEic
FEFrHER Cdo 2 Je g8 [ 3K i B R Fe
EREAITV, MR ED TCEERLOR
ERE R A EEE b M EIC OV T D
HE Fhia & D b, Fm, BEIGEHE
WCOWTHRFRFICE Y, BEMKBIZK
ERELL2BENLLRHDL EEDbNLD WA
N DAL, EEUREIKEERM - &
RIEMAMERRSE CICHET 52 &,

E, MBS U CRERGN AR TH

TR BT TH DR E IR D
EXRRIZLTBY, NAF VI T 13584
Lo TWDMN, BAEFBE TIE, A4
2T —DEKREBTICBN T, CHEEME
FIREDEARV N LD T > R Y v — U E
HAEINTWAS, LI LARRL, BRLOF
TN T DN B SR (2D T O EHIFI O
SELTEFERBNEEICHD EIXEZ RV T,
T, BMRYEE WSO RARIZIRET-0 R"H 0 |
JEAE T E N2 3T D RS K B 7 o — R D3 HY
ZTCETWD, Frffiho FEOHIEIX, FF
THERERDEI BT, #HFNITI O
Thb, L., YR E T HIRC
LT, BREMLOKBATOEME TIX, %%
DT BEERFT AR E L TN & DOH
AR R IR A ORI E KL E LTAITF
(PRI S b,

MM EERS 5 45 A 10 B (5T 4
() 10093 5) FERFHER E 2 R R
M S OVE 55 I3 18 5 oROME AS A7 10 e 50 3 ok 26
R R - HEHEST3E (U) 5§
13905 =)

(HFr)

ek, RICZHEEmMEICKSERIZ
I, AMSRHFTENGTFET H2DICR
BRI ORIERTBIZOWNWTOREAETE)
KEDOEKBEN I NN EEERFANIC L
STHETHLELTH, DO LT,
JE AR 57 A R B 203 IR S i R SRR A S 14 &e
3 HITHEAS S REEE M ORIERIEIZ OV
TOEFRANORKBRFELRO L0 E 5 )
EWVWOEFRANEEATHRE (H) &0
WMoONELEOHAFTH- T, THT b
RN EBHESR AN S & DOFRAB OERE ED
WP THDHENIZLIFTERNL, M
NDHNEEDOHE IOV T AR FHIC
kU CTAHREL OE LR DT 2 DR
JEAE B RE T 5 AR THED

34T 6 4F T H 25 HBRMEE AR PR EHRK
anERRIEA LR E R 3 [T OMmOIEE IS

DUWT ] P14

HEEST S A5 A 10 B (504 4

(%) %5 10093 %)
(https://www.courts.go.jp/app/files/hanre
i jp/072/092072 hanrei.pdf)




EN PRI THRELERDDLIETH
L2006, YERAOAT 2R UTIEER
AL D fER X IR RH BRET D 7= HPEFR
AN SRR A S & OB TARAEFRIZE W
CTHERHIRE 25D Z L DNV E DY) T
HDHERETDHZ LHTEZR,
CRTFRUTIERF I L D,)

D=, JEATHEE BE T O KREA
DO FE CRFFRA O A A MR T D BRI, F
EHW AR5 Z L3 cE vy, Fim,
BUR, B AhO A ROMRICH =D . T
WIS T 2 HEMFE O FE R &2 JEET 2 (1 A
DIFFE L7200,

L72Ro T, RFEIZBWT, A 4
b EDIE T N = VHIEDOSRED
72, AKBEBEICBWTEE T NSO
%2 Lz LT, EMFE~0E RS
HEOEAZONT, REtaEd s 2 ENE
BCThbEERD,

RITOFHAF E LTE, X7 b v or—
VOXMGL IR oL FRITEBWT, FREDERE
FEIZE G925 2 LIZRE SN HiEFEF o)
NE#EPH D 2 J5 %k L2 LA F O FHF 2 B
Do TRB. ZOMMPETIE, ARFENRIZ
KXW DEZFIZHOVWTHHRENT WD,

R HIE SR 6 4F 10 H 28 HiRE (B5Fn6
HE(3) 5530029 B) ARIEBFB IEEKIC
F53 < RSy B ST A

€730
BEHEEZRGT, T2 LEEERGON
A A H%FHTH Y, ARG RIS
H S 7= EHEH L O IRM SCERITIE,
WIGIE & U T T RS T A2 i
ZRED BB ANME ] WO FRENH D
e EE0, [l RO [Hik
EOHE] oM TH, AEHE
BEMICET2HEEII—-URD T,
AR ERERICRG T8I0k T

5 FEUHIE SN 6 4E 10 H 28 HikE (56
fF (=) 530029 5) AIEFFP EERIZ
FD < E RSy ST
(https://www.courts.go.jp/app/files/hanre
i jp/519/093519 hanrei.pdf)

6 7L AY Y —2 (PWHEE) (FHF=7
$& 20mg,/50mg [T A | SEFHEERERR
R EET DBk D35 6

WERREFTHOEREEZV ) L#H L —
RO L Z EIXTE 0,

(FH)

RICEMHEET LSRN —EE S OR
R EBERICE G S D ATRENE 2 B
& LT, fEHEE B S o BLE N T S S AR
e R EST D LV EHHE O RIS
Vool LTH, HIRLATIRFRICLN
X, EEERGLIL, EHEERLOANALF
i Th o T, EHEE MM & R,
FEMHE2ETH2HDOTHY, o, EE
FRUET, RESE R XD LETORE I
BWTHIEREISNL TWIEZDOTH D0
5. BEEERLICONT S, [EHESRS
ERIERIC, —EEIE ORMTREBEREIC
BEINTWELDOERD LD, £ 9
T5 &, EEERSORENRTEIL, B
E295 1 H2 FI20W ) ANREREIZIEY L,
AR FENERDCINDIRELDOTHD

ZEix, BHTH D,

S HICHIETIE, eI IE & S 7= FF
ZEME D Zh FTEE I DU TR L 7= B ] 63
BEH TV D, eI DN IE R &7 Frar b
DN IFBIZ OV TIE, BIE, T OMRRCE
BRER L TRV, ZiLb O 22
B, NT U N =V O EITH) Z &
MTEDLZ b, AUFEIZEWT, 1l
MNIER SN FFrEE T, X7 MY
V=T OB Y HFIZOoOWTRE LT,

0. ENEIZBTR/35TY MY U —4%IE
DERICET MR

AWz TIL, [T FY o —UHIEIC
BOTEERLFTFOEMEOE R 2 KW S+
HAERA ) & LT, HEMEEHIEOEANL iR
L7z, ToORHRE LT, BAEICBIT S8
T MU —UHIEOERIZOWTCIHAT

(https!//www.sawai.co.jp/release/detail/0
00853.html)

T =2 (L) A% D FEIESR
EH TV v TR HiBFErICE T 555
1R FREA O FN A U P = S B PRI S D T
(https://www.toray.co.jp/news/article.ht
ml?contentld=gkahdual)




HZtizkoT, XF UMY U —THIED
BUK A2 EBEMICHEET 2 2 e BMETH D,
FZT, REOAT MY o — U E
DOEMIZET 2058 kO DRELSOFES
EoORT v Y v r—UHIEOEMICET S
W3t #47-o 7=,

1. KEQNRTU M) U r—DHIEOERIC
E9 5%

AWFFETlZ, DREOART MY ohr—D
HEOEAIZE T 2498 & L ClENE L
1TV, BARIRT o Y U — VRl EICB T
% |55 3 SRFRF IS AR 2 BE P Y 7 BRI A ] oD F Rt
WZhe, BEFLRDHDFHIZOWTELEELT
> 77,

KENZBTDHRXT U N U —UTlE, %
FIEIRGOT 2 N U — VI EOSA
SeFEIES L, FrEOKGEHFERIZZE D
BrrtE Rzt L, 2O HIZFDAIC L - T
NRIN, ZO%G., TOFRFFEHRITEET
v T—hEND, TOHERICESE, HBIHE
= 30 EE R 35 1
SO RIS ORI IR EE EIRT D
LA, ERERLEELEBERLFET &
GRAEL D, EREELEIEN O —EHEA
WCHRFHMR BRI SNV E I, BF
EIMITAGE I N DD, FFaarfelk S
B, FRREDS M D D, BRIEIES R EN
SR EHKMPEICERBERLORFEEITo -
FEOWBMEIToT-HMNDS 30 MAKRBT L E
TITERR I,

— i A F I T—DRT ) o —
CHIE DG S, NAF I T —HFBEEEN,
INT U N AR EMEEN D R R AR L
DB R ZBRIGET 208 5 0l 2170,
R REFFF ORPFAIEWVTIAE LD DD,

INT U NE AT OHEBITORWEE D,

Se %8 R B AL AR FE VTR MR AR A O TR L 23 AT BE
Lo TWE, NAF VI T—IZONTIL,
BIEEEKML LY A F I T KR
FEATN G & 6 2 U D A3 = I O RFRFHE
FDA D HAEREIND Z E13R 0, XA F T3
T —D%EIE, ERERES ORI OKEHA D
b 12 T D LRI, NT U RE Y
REEDRERICEB I N0,

ZDO LD, FEHHY R ERIEIESS O

RO EDOHW 21T 22 HT= 0 . KETIE,

—Y], FDA AR EMN TH 5 FriFOREF

%I E IS OB .

DATIEA RIS 5 = £ 72 S EHM O R
Wl L TS ERD 2 LS TE B0
WL, AATHE, BIHCELCHEMSCHS
IR S5 7S R O R 5 5 D AT 2 HE L7
BT BRER SO KR TEOH 2T
THD | FRIIIL LY AT EE
LTV RETHBLELBNS, Ll
THETOMIE, IEARIA 1Z OHZ 1T
bRFUEARBRVD, FUTHETT, X
0 )7 IS FTRE & 72 % £ 5 WM OFR
B 2 ADHALR Y, KL T LB
BbdLBELLNE, (HEREREEA)

2. RKEUSNDENEDNATU ) 7=
HIEDERICEAY 58%

AW TIE, BARMAT RN Y o —
EOEHUEICSORITHZEEHIE LT,
KELANOFENE (B F, ##EE, 58, F
E) 1231F 5 A6 E O A OB EIZ SV T
LREEITo T,

ZORER, FEROBARRAT o NY v —
VHIEOUEEIZHIT T, LFOBEEEH DT
MatE1TH) ZENAMETHL EEZ BN,
(rursiEEB)

(1) Y3 AR 3ED & B LB I FR D R I
DIFRHYG JRICERE S v, SRR AR &
no>Z &

(2) $e 3 b DO AFRHFEIZER LT, ¥ 5 O FF
TP~ Ok O A 2 BE 3 2 7 F 03 Ll
YRR IS Z &

(3) ML DAFRHFE D FEEN IR LI
BHSNDHZ &
ko, TKRE) KO TREDSO

FEONE] O T U N =T OEMAICE T

LIHEMFROFERZTRY Lo, KWFEE

Tolcdhi=n., b oE~ OFEIZSVNT

L, WH., 25 L, #lxE, FESME T,

PPN FE SN TRT > N o — U O]

EITo CWAHAENG D Z &b AR T,

HCHIFT N DELERFEAT A D2 LD D 5

AREEMERN ENIEEE VD LE WY B AN,
[HFZRBICRT DR Y 27125 5

S EEYE ) S [T N U —UicBiIT S

HHEEHEOEMES () OBXT) (I

DV TCHEMNIEEIT - T2,

. MER - AREHFO7 L—LMBRICE
ERLE



AW TIZ, [XF MY oy —THIEIC

BWTEERLGTFOHFEMEOE A2 KIS+
LR & LT, HMAEERIEOEANL KR
AT 59 4T, ZTomitgsE LT, EELOY
B R OISO 7 L — AU IR & ke
FATHEDBLE DG (RO FE NI % 73T
RWLEHGT L Z LN MLETHD, £ 2T,
&3S O E R R OCHIBFFRF D 7 L — A
SCERIRSCZ OFERIATREICBI T 298] & L
THREEZ 1T - 7o, BARBIIZIX, EELD
WV R M VR IREEFF D 7 L— MR & FER
ATEIZ DN T, FRLRHIE] 2 3B e LB
L7295 2T, FriZ, Mg LW e SNDTE
PEREARRF T K VE R S NV RFRFHEIZ D W TRl
A2 FEhE L7z,

T ORER, MBS K OHIBR T O ER
FHIZHOW TR, — AR (RE) LB
ITERICE DT MY U=V OGN Y
PFTLBELTIERWNE WS ZENHASER
ST, WIT, FI D OB HEFIZEIT 5 HKr
FEEIZONTIE, WERTF R OB OZ
NEIITEB W T, (kN6 OB RE 2 5
N0, BIETHHBEREORHIC/R S &
bIoN, FIFOEL E Z %5 ) TR
FEEBOEAIZ LD, Yik@aio rx ik L
LTCHIIR LR — U NRZ TS
ZENbhoT,

Fo, RRERRFFFICR L Cix, BEEOS
SLETDEMBIN Z I E TIZAR VS, FIREL
HIRAFEIZB W TS T2 HHIN LN &
Hb . HEOEIL, I HHEIPRICEE T 5 AT
DWENLTH D EEZEZBIND, M, EHENY
PR O HE R Gk S VT2 RFRFHME D30 I #LPHIC
DUNTIE, 2017 FFED R EmEC R B W T
4 ORI NTZH OO, s O W
HAEL L TOZYMR EIZHONT, 2023 4
DIt ., HESCm m#0 X 2 8oLy
ESLHR N IRENTEY, 5% OE®RNER
b,

ZOE D BRPAEMTEORER., TR ERRT
K OVER SNIBEEICHOWT, 5% & bR
ERED OO, [EIRGOYE R R O &
FERF D 7 L— MR & HEFATE I DWW T, —
EONH LA THZ LN TER, (O
A EC)

RO Y . WEFREF R OB O ER
SHPHICBT 2 RO, KO BRI
WZBT DEHF DM 70 E1T V. T b AR

wikE 2T, T TWERFF) KO THIBRET
DER - & . THEMZRICKEIT 25K
fih V A 7 \ZBA T R AERE . X7 R
V=Dl S M ZE B E O EH R
() OEZT] IZHOWTHENIEZITUV,
EDFELOEITT,

V. REROEABBEEICEVNTEESIND.
EFEMD HERT RV THREHF O
EE - #H

AR T, TEE . TWERFF K&
O THBFFRr) OE#K - #ifH) & LT, |V
FEDEITHTZ, LFTIEL, ZOF IOV
THET 5,

1. KTV M= DREETDEHHD

i g
NRF U N U=V OxG L I DO
BT, TERAZBEIESOEFE EOKR
T N ORI 3 (2 A% D 125 38 5 A 3 0 Bl
[ZoWT) (CERK 21 456 A 5 B AHT A 578
BEBRRFRE « EAFEE EERLRE
BEFREBRS) ([CHESLBITOEM & kS
W2, B R RO THEBRF) & L,
Lo T, BUTERICB W TRREEIEL O
AGREEICB W TEE I N TW R WERFIZ D
WTOBRNEEZ DD TIERWT &2
s L7,

TV RERT ) RO THIREERT) M LR
AN, FFFTICBI 2 /R EE LoE
ZFGFERUTHDELROLRNT END,
(VB RERT ) RO THREERT) 1IR3 2% — i
a7 BT, BRIEIE G OKRELEICE
WTHEBIND WER) RO TG
IZOWT, BUTERNZ D 6 W§iH Tol
ELCRA & 3 A 7,

T, BERFR R &L EIEGLOBF TS
BT~ 2 W E R0 IR FFFTF Tl 72 WRFFFIC B
LT, ZTNETERERIZNNT N o —
OXG LT, BIEIELOKREZ ., FHAMIL
AN Y FERE TITbN D FaiHEICERD
ZEETHE, WL,

2. THERHF RV THEREHF] OES -
5
(1) YMERF
OEFHFTOBEEEELDESR
WHERE T, LB, BEY. B



% (LLF bahE 2o ,) 2R
L7eZ LICESHEPIBZR LT TH - T,

bEWETNBERELRENS LT 555REL
GUHTTHDH, T TWIALAEWIZIE, £
O T TR, KR oEs, 05
BRLEEND LI TWVD,

QEREREXERDABEEICEVWTEEIND
K7 y=kchEd

RT U M) U= DxbG L 72 5 W K F
Eix, MerREZBARFEFHETHZ L
CTEELOAIRTENVBREZFELL D &
ﬁ‘é%nﬁ‘f&)@ tré‘fnq:nﬁ;k@%ﬂ.@j{%@na
HOOWETHD Z EDNH O NRREFF EE
qaabﬁo

ZTCWOMERFIZIE, LTOob0%EE

iﬁw

- B E o T, THE& ). [KF) o &
IR ERHEE T8 (72720, %W
FrEFHE & U CRldl S - iF B AR % 12 B9
iR SN b0 ET,)

- TE ) RO THEM ) \CBAT B HEET

- BLE B L > TRE S NTALEWIZEET

L7 VL—h (FaZ s kRN g--Tatk
A 7 L—1)
ZOXRDICEBELIZARICOVWTIE, TH

BH1. TEReRF) ROV T @S RT 0)/33
#pPH) 22RO L,

(2) H&YH
OEFTORERELOER
FEFFRr &k, A EHAEZRM Lz &I
EOSERIER L Ch- T, HBENA
%%%éﬁ%&#é HRIHZ B OREFE LT
HINTWD, T7obb, THEHEH &

ai<n%6%®$ﬁ®ﬁﬁ%%ﬁb\ﬁn
ZOBMIZXY . OB~
AIC#ETH2Z L2 /RNWE L2 SIS <%
HZW9H,

QEBREKEXEZDEREEICBVLNTEEIND
M AEREFEF

RF U N U= O5xG L e D R
Lid TEERMRBRICHE Y, Zha Y
BEFRHEE LT/ L—AICi#T 285 CTh
D, KSR OO KREICKIT D 1R
. NeEAMA ), eI FEoztHEn:
HERFABRTHD Z ENHLNREF L&
‘LI,

0 EIEAHBREI L. HBREFO ek &
T, BEEERLOABEEICBWVTEET
5, Flo. LLFOFFFFIZONWT S, FBRFF
D—EHETH D L LT, %RIERLDOKRE

TIZBWTEBET A L& LT,

c KIBBEOIBRL DA L EMSE LT, %
F6 [ L D WA SCE D B HE T B 1
L OHEIZIZRWCE 2R REICRRET D
FeET (TRIRRERRARFRT)

- BEHRER - 5 FIE - B HE - BG5S
DORER OCHENFE SN, FFEDORF
~OWHEEEAR L T 2RHICET 258
7 B B5557)

s AL RAEA T L—n (FlAIE, T~3E X
ERLET D720 DG Y DA, 1)
COLRHICEBELEEAICOWVWTIE, (&

BH1. T B R RO THRETF OF

- #®H) 2oz b,

(3) "M A EXRR
RFUR) o —VO/GETRENAF
EHEMORFFFE, R (1) (2) ZREERIC
FERDTIEIMTE D,
BlAIE, 7 BRELS, BEERT A K2 R
KGR & T DRHRIEZ S L RFRF NS A A RS
DOYEREFFIC, 2o OMENER Sh 5%
B % (RS & 5 5 TR B TR
A FEIR SO BT, ThENEET 5,

. GFEEICHFSHHERY RS ST
DIl

AT, &R 2. EMERICE
A RFEFIEAR Y R 7\ CBAT AR ELE ) L L
T. WV FELDEIT-T7-, UUFTIX. 20F
FIZONWTHET 5,

1. [XFL®HIC

NTFU N U —UHIEICB T D EMER
HEOEANBRB SN TWD Z &b, HfH
FEDNFTFRAR Y 2 7120V CRHMET 2 B8
FEHEIZOWTIERT A2 & & LT,

2. BERXMGEZA

RT U R Y U — VO G 8T,
HAZEITE, 7K :ﬁéﬂt%%Ei
fn D7KEE - §<i_wijuﬁﬁﬁ BAITHFFHIRE LD
A LT HEIT, #HpT s £ oRERE ﬁ%
@#E@%mu&béj f$75>kﬂ’b ikmb\ZPJ



EWVIOBLEND . FFFIARLY X7 25T 5
L7, LENR-T, [ZE ToRNEIE
WZHASWNWT, MY FEEREOR LIRS
TEREZODERIONEXBET HLEND
51 & L7,

3. EFEfR Y XY OFEMmESE

(1) FRHEDRE

P OB EIC OV TE, TR O F I
DIRWRY | R ROFHEOLE EB VI

WIET D RFEFESE 70 &£ 1 ) &L,
TEME ORI A X2 ZfE LT, Fifas
RKoO#HICTHEH SN HEOER MRS 5
ZENTEDL FFREET0OLRE 2] &L
77,

(2) 1 EDREE

A FOREICH>WTIE, [JFANTE LT, 4k
HEIRLOIRMCEEZZR L CRET D) &
L7, £72. TORRIL. TREFFGE R O
DFLH & DXL Al HE é:iﬁécl:jk DIE L7
T b7z E Lz, 2o, THER
HEEZONBENAHKE T, o, e shic
X - HERMENS LA BEBETH L
MTERNVE XL, —EORESCH I %
EITHZEMTED) LT,

(3) BHHFFEPELA B LR

BEFaE R OFPH O S NP Ic A =
& [F— D4 @&wﬁﬁée% X, TEHE
U CHEFFR B o ARSI I B 2 L i L <.
%h%ﬁﬁw>)x7bwnw M%) & LT,
fin 5. FFEras R O _Eaéiz§zuftﬁ%52qj
K\4ﬁ&£&é%\#f¢é&%
ME R & U TR B O H AT &G
w&%bf\%ﬁ%%@)xﬁﬁﬁw
T5] &£ LT,

EL&
FEAG

4) BHEOBEICKR L TEEIREEE
SR EIR MO R ERFT Ch ILAIT
ﬁ\U$Wka A S5 IIEFE R IR 5 O FERT
T OFATHIEEIRIZ BT 5 0B 0O &
Mz %ﬁﬁ%)x&%&ﬁ#éjkbto

%%E%m@%ﬁ#%ﬁ%ﬁfﬁé

L. EFE ) IcB T D3tk mzf\ﬁ%ﬁ
& SR Sh DO REFFIEBH O i & 5 #ARME
DSEORERR IC IRV CA B0V Ei S 2 ATREME |
WZOWTHRFT L, ZDOREEERE WA
I, HREERTRICEAR T B U X 7 a3 E o & REA

T5HE Lic, (B, Fd @k 1845 11
A 21 B (CFpk 17 42 (%) 10125 7). %0
MmO 28 4 7 H 28 B IR (CERK
28 () 10023 &), HARHIESFN 6 4 10 H 28
HRE (4fn 6 4 (3) 5 30029 75)) 7oLz
ZH),

4. BEREDMEK
EAEORHFHIT, UToLEY L35,

s FTE DS (BR) 2 v, &S Tk
(FFEFifih > v . T, FFFif7e L) %
LA L. Wiz, BEE2RHET 5,

- TEH ) oMz, Thsm) T2 o7& 2 F
%E%%Kﬁﬁ#éoit\%ﬁﬁﬁwu
AT DESIZONWTOREET#HTHZ &
HTX5,

- TE ) O, FFEfho Y 27 05
E &l DT Y72 o T, M U THr
TFOFENEZONWTRET D2 L 2T 5
HOTIEZRW,

- HHEE T, i &U/Xii%ﬂa [z
TO RN NI E . L 25k
KoTERL, ﬁmwﬁ . HEMEED
fERE R AT 5 = k#f%é

- HHEZE 34 (XLX54) DEA4.
FIXIIEFBEALERA D,

RLAL I

VI. ST RO —UI2BIT5EMEES
EDEREH () OERXA

ARfgeicBnT, &R3. XF Y &
BT HHEMEEHIEOEMEH (R
DEZF] LT, MY ELDEITST, L
Tf@\%ﬁﬁ%mowfﬁiﬁé

B, BES LiEhlic, ERCHTTAE
52 &%*EELT Fﬁ%?iﬂrél /\7‘/%)
V=N RBIT DR ZE B E O E A R

(F) | Z2ER LTz,

. HIEOBE®
NRTF v N =B 5 EMEE R E
D HBINZDWTIX, RIFFEIZBNT, T
Y U —T OEMORMEEBRE SN LT
92T, HBREEKLOEKRBFEIZENT,
IS RFRFICBT 2 M FEOMAEZTERH L.
Se R & ORFFFIRAR Y X U & RRsEESE
b DO AGERANCHERR L. POREIZEMEId 25 Z &2
X0, BEEFOLEMREEXDLZ L) & LT,



2. HEOHME

2—1. RELEICIIBFHBFRORE
BLHZE B HIE O ZEE R D720, 2

N E TEEICHERD STV 7 E R RS

WEZEIZHOWT, ArEDOHIHNIZEBWNT T4

PHIET L] LT,

2—2. EMZFEOKRE
HE B OZENCHOWTIL, BFEICE

FAe T U TREORE R ARE 2 T,

(1) FiFrff Y 27 OFm, (2) E4A
TEE~OFBREOCREK., (3) BEAYH

B D ORERBHLERII T 2008 & LT,

3OITXA L TR LT,

FrarfEAR Y 2 7 O FEMmIZ >\ Tik, 7R
DRI DONT,  TEFFF A KL e F [ 3K
bt D WA SCESE O A BRE #Ol N2 e s A 3
o UM% RS 1= 3E i o B3 i 52 0 7K GR35 3 8
TOHEMEE~OFIZONTENENF
B LERE (3 R s o s 22 3%
HERLOEKBHBFBELZZLN, ZbIZ
oy, ) | &Lk,

JEAETBE ~DOERLEOREIZ OV TR,

(R EZAEM CHEEZITV., 2FEMEZEERO
AT, Bt FEICET I ERES
ERC L., BABEICEET 5 & L,
L, THEEREORMERE LT,
fHx OEMEENER L-BERELREET
L5 EHTEDL] ELT,

JEA T b O FHEB R E IR 5
R & LT, TEREBOREMEG., BETBHE
NHEDONFIZHE UEM A% T 86, Bl
MOMMEICEIZET L] & Lz,

2—-3. EMREREDEEEH

BEFHZE B gl O E BRI OV THE, ARHF
RICBTDHET U ITREOHR R E2HE
2T, HMAEOBLE, EKEFEEDOPINE - A
EERER OB, B REFEOBLEIN D,
3OS L CTEI L7~

2—4. EAREHKICETIEMZEDRREE
%

BRI REMIC BT 2 HME R OBEEMIC

DOWNTIE, ARICEBT 5T U v 7

DfERZEZEE AT, DEKBFEAEDODL

11

PE o ANEPEDOMER ] OBLEND F OB %
P L7,

2—5. EMZEHEDERAE

BEPHZE B O FIEIZ DWW T, ARG
DFEREHF 2T, LT (1) ~ (8) DX
I FREE L LTRE LT,

B, BEZBHE L. [HEMEE»LIE
HENTEBEREONEEASBIC LT, EEN
DL EMKE & et T 2 BLR 0 ORI AL O A
HEZOWTHERZATV, BFEIR S OKGER
LD W 21T 51 & LT, mEB7R
HIBHTEAFBENTH Z 2R LI,

(1) EMBERBOEE

EA @A, Bt 13, HEKB M
DOBREIAN: ) Zi iz 3Pt g . LKk
O L2 HEMEEREME L GREL., B4
FEWEDOT =7V A b LT, TOHEMEE M
MOKL M OFEEZ U A ML TART S 2
el

(2) ENEGIZETH2EMEZEEDERRE
JEAG AT, THRBEEKLOKBEA
DO THRE R & BRI & O R fAh
DEBIZOWTHEREZITOICHTZV . EHEMN
BRI A HEMENS B R LR 5 2 &
DB ERO L L&) 1, HAEZEFEMY A
o, EiR2—4. OREEFEOWT
NnEbBI7e L, BB EERLOKBEEDNF
SIEAEAE L IED EEZ LN DRI O]
ERERARF LW LR T N TE
TFE, YEBRFICB T 2HEMER L L3
fEL., (85T RmITH L& LT,

(3) RBEEZRIT-EMZEDETEE
Rz JEMERIT, ZEEZT T
B EAEGEEICEREZRET 5 E TOM,
BHEEELOKREADONFEIITREEEL
SELLEBALNLFHOREFRERERSZ
EWIRNE D | W TAREFHERIT T,

(4) EMEEDOEFBASF

EASE = VNS -8 Y e R Y IE S L
frico&, HMEBEIFEAI34 L L) 2T,
MRS SRF RSB L TR ISR EE R FEPTRY « %
TSR ED R & R D560, Uik T



i D AR O FE RN EH S O R EMAR I

LWL B2 5BZN0nNb 556 12,

K VEERUWEITOLNERD D7D, Y

FEELB L ETHILELTEDE LT,

(5) BEEEGOARDHBERUVERLE
~DEH

JEAEG AT, TR E R & %I R 3
ih & ORFFHM O G IOV THEREZIT O I
b, EMZENOERZHIRT L L &
L7ea. S RIER S ORAEREEE KO
SHRBEIZEOFTEMT D) L LI,

A 2 T e %R RIS O ARG S &
OVERARZET, TR RAO A 23 5 A
fif e FhA L 72 E i <o BEE 9 2 I - R, b
HEMFOERE - BEELEOIND S b,
JEAE G EE 0 B R E B~ D HFIT OV TH
ETOEREZREL, BAETHEIERT D)
L7,

(6) EMZEDEXEBFTAR

B FEE I, AR & O3 I 5 O
TR FER L VY LR AR5 5 B O S 32E
DT OEMEE~OILFIZHO N TENL NI
BELIEEREOMREEZLIZ)22 T, Zhbo
ERtx b Lo, EEZEMTHELZITV., £
DFEFANZIESWTEA T, FraFifihof 1
BT 2BRAELER L, BAETEE IR T
Do

(7) BEREDZEMHEE
BEREOEOMEZE IO W, THEME
BNEASEE IR LT, PIRSIEN D
D TERIRHIW 2" T b D TH Y | b DL
MR b A IR &L, HMTBARGEE
EITB T DITET Oy % OMAE S D174
W78 ICb-0T (FEF 15 | 17
EARIRFEAIEICHE S EBEHE RO ZITH 72
vy (FAEF 25%) | Z & afMRIITRL
77

(8) BREDHBRABTE~DHAT
AKWFTRICB T DT U v 7 HREOR R
ErsE 2T, [HMEREORAKOFTEIL,
R B RO LE B E DRI ER R
BizHbhbaBZEnbLZ b, JFA
ELTARET, oY FEHICHHRL
U] & LT,

T, BEEFEHE X, [HFBEERLOK
A DR T f W 2 AR LTtk EOD
2. BREOHZRZMAET D %I ERL DK
PR EEE L OV YA A S B O e 382
LT, EMEENLZELZERELZR
5] Lz, =720, TOHEMEEORA
LOPTRE, OFAE#R, OAICTHZ LITX
0 YENDOKER], 554 0 ML Z DL IE Y 72 )
WEETLIBEZNN D DENCET D HERIT
ARARTEHRE L, ZUEHTE~YAX 7T 5]
L7,

V. e7VVIRE
1. #ERAKETIVT

A TIE, LFO~Q@DELHZ D\ T,
BEOERHE~D TV o Vi 2 £ L
7=,

D% EIRLOERFEICBNTEEIND
SEREIRG O TWEREF) KON THIERET)
DIEF -+ %P

QFEMZRICEHIT 2 FFar kAl ) 2 7 1283 %
PG e

QT v N =D BT D EPZE
OEMFRE () OFXTF

ET7 U TREICE D ES N ERERD
WEIILL T D@ Th b,

OREEERDEADBEEICEVTEESIND
EREERO MERF BT TRBRET]
DEE - &H

OfbRk S DY ERFFTF O EF « FPHIZ OV,
SRR 21 4E TERRGEAN O LS TRIEE D F
DAE I W, EARMICIEEED
VBT 70 < THER R 3 DA B o3 (2
FFRFIE L, & OMIE B RN T X 22V FFRT
BRXT U N) =TGR E T HEMAT
=L X270, H@mErRr. TR ER
DOIhHE « hE. Ak - HEIRL2RTCh
V. XFREFEBREL DA AN EL T,
NREZN B0 I E BT L /R WSS TR B
ARk D HEFF (RIRBERRRET) & BR <
LERTHIEERET D,

ORA FEIEEDORFFFIZOWTIE, WEFFF



w 17X WXt RS 2 ET 5L
BICEVRFESNDbD) &L, JHERF
bIFERICEEE Z AR L LoD, IR
AP 2R bDO L EETLIONRETH
Do NA FEHGOHEGEIITER CFESEHLT
IRAEETE) B ZENRHLNR, Zhb
bALFE L L TRIERRETH D | PR
K& TEOHERE 2 & TRIT D B E T
Y,

OMBFFFX. AR OF 772 BIEICES
EFHEMEAE L L3 & MrES1T S,
BERDIRIF A~ FH & G A TOIIEIZ D |
AR RER TR S £, S FE
HMThoThH, Ky FEIHM & IR
DEHREXHT2HET 2L, JIREHRZ
R DB,

OFuaX 7 k(4 «TukR 7 L—AlT,
FEREELOBFNETICHIETHHDOTH
X, FEEEE 1) OMEREFIZIEY
L. X7 NI —Voxgs 358
BTV, A AXAT T L—LIZDONT
H. HARTIXHERTFO—BERE & L TR
INTEL, “HEEM 1Q2) DERITH
ML, INDERATNETIETRL,
TPP 42 o [E] B8 F M 2 S0 fth [E] 1] 2 & oD F8F
DOBLES G, BRI DR %
179 _R&E TR,

OEFET IV BN S R ET D27 v s
JReRNAf e FOaBA T L —L2OF T
HRWMEIZRBD H D RFF 20T, T
YRV U=V OGBSI ND RE,
T, EBRIZAAL AXA T T L— LDRFF
DB o722 Bidel . ZhEEET
REFFF LT HEHF TR0,

O WEFFr o555, 20 TH, T,
[RF ) I2OWTIE, FAU I8 = 3K,
DOEMEDCHIETH O THNIE, D
BEENETET A 2 & 1T Lo TYEA LIRS
DHEEZDHEDONTERNDTHDLNG,
[WVEREF) DERM SRS EBIT R
A

O Tiidh), TkFnd ). MeahEoRIE) 12
B9 5 RERT 2 M ERFRF O E SR - #PHIZE D
e, CREREMOMATE L D &

13

2705 B, HEE SN EESO[B O
FeABO G © B L7 fIMr S LB & 72 0 |
BEfRE OB R & 7= 2 KARIRELD A&
CHZENRTHIND,

QEFIEAISH T BHIEMY X7 1SHT B
R

O BHR LIS O B3 1% O W 2 4 o)
BT, EREOHRICK Y EE I D ATHE
PERH L RICEETRETH D,

ORFFF OB ZIEIZ DT, MERH I HI 23
BTk, AREARETOFAL
AEETH LD, BREOHGR LI NET
N, iz, EMEEIC X DA
BERFICREHMINDRETIE R, 20K
FTEARDGLERICIR D 2 & blET 2 &E ThH
o

OERZFED IFAME 1AL TIX, HFED
EAL - WAIEKORNEZEE 2. E1TF
HEOIER & T, BRI FiEDE A
ERETTRETH D,

O¥ERE - MR E 22 E IS R #E e F 45
T, FEHEI A< oORBEYITH D | X
TR = O SR & TR & T
72, ARICEMZE BT 2355121,
R0 72, DNEHERHEIESN D VNEND D,

OFEMERICL WO X Z#ElT 572
DICHMEREERVLETH D, B 21T,
[ERA~OEELEMILO BB S Z[E L,
HSER 72 VBT 24T 5 1 DA S R 3 e F 42
[ZOWTIE, FHEHIM 2 5 2 S 0t %
EBETDH REREZLND,

OBIFR L 38 DN LT A OHIWNC SN &
D86, BRI~ DR % 2 & e AR H AL
TR TELHEMBERGET RETH D,

QONTU M) Ur—YIZB T 2EMZERIE
DEREE () OFZA

OJEFE NEBAIEDOHW 21T H 172> T
HHEB O RICEEITERILT 5 Z L 23
W, BRI B O F NIRRT O AR I R
DRMNFEIND DD, HEOBRENRH 5,



OFHMVEMER DT, HEFZRENERLT-E
REX, YFECXOMERRE~Y AT
T35 LT, AIRE/REFH T, WY HE

WXL TR R LTI LY ().,

OB Y FEHE L LIRS &R - FEON
KREHMEEOBERE L CHELTERE
O TEH ]| ICFEET 50, IIFEYBFEN
MEFYEFICHRSINTHLLIWVWEEZD
B e EEORESALOHW TR 5 2
Lzl HEMEKEOE RE T KRBT
EnAEoICLTIELLY,

OfY LI=HMEBORAZMART D L, 5L
FARFENIRBEEDONT DD 5
FEh G ez T ot H Y. HMER
WZREIRLTT DN DIED AN 2T
LHMBE DT DBENRDH D,

O BSR4 =5 O 1 WAL FE S H Sz A 73] W A i)
@%ﬁiMVLT&Lw N %%@%
WA a2 — )VIZEENEL R NE 9T

T@Lw

OZEEEOEM % Bilta 5 2 AN aBREH 2170,
RS ZHHT 2 2 L 2RIV & 720,

OEMEBDORIEICHT- > T, FEME OB
EOBRFOREBIRNEEZEZEL, WO DR
VMERL & 72D X DI L TUIT LU,

O B R 3P S s B HI EE R I B W T
HELGEHTHY, REEKMOFAR LG
BFRHCIRHDEH SNDE L5 2 ENEE
LV, F7o, RIBHSEILEIZKR LilERE
EPRINBRVEE L LETH D,

OFMDOERAr ¥ 2 — LN R TH H 1=
O, HIEOEHBMGIFSFR O X A LT
A OBZERRLTUEILY, HAEREOD
AL, HHERBRESCHAFME LSO
HIpE, NT AR NEDRD B
Do

2. FHEBEETI VT (EBR)

AW TIE, L FO~@DEEHZ DWW T,
B OA#HE (EBEF) ~oe 7V IRk

14

% FihE LT,

OBFEEIERMOERBFEICB NV TEREIND
5‘6%%!2%::%) (W) O TR RRRT
DIEF% - i

@%F’ﬁ%ﬁ%c:%ﬁ%%?ﬁﬁﬁﬁ U 27z
R A v

@NXTFT v N v hr—Tiz

OEMfEE (%

B9 %

FSIS RS AL B = FilliS
)@%zﬁ

b7 U B I VRN ERE RO
WEIILL T DBy Th D,

DREEXRROEADBEICEVTEESND
EREERO MMERF BT TRBRET
DEE - &EH

OWERFFFIT. IRy 0% X7 EHRIAFIT

PR R B A 7273 #&@;9 %%@%&
rF—2AHH 5, < AKFNW - FEEEIZDUWNT
BN %ﬁkbf@ibf“é%%?%\i
BRIZIXAVERFFFICE ENTND Z &R
%<, HWErRET L5 EICHAEEERD D,
HBFFFFIZOWTIL, EROBESHIW L
BERGTZM, A =R LLrIVER B o
FERFITEED DN,

Q7B kX4« FuakvAx -7 L—A|C
DOWTIE, BE G IEOHRE I R EE 2R 7=
HE B OFWH B R AR L, fERAICE
HIFTHIWT & OBENE Z 2BFN0RH 5,
)., AAAZA T 7 L—nlT, Bk
NEET 2 EnH D, HBREFFE REEIC
Bz 5 REMENE W=D, NF U R
V=V ORBIZEDTH, BEBIIIRED
LtEZHND,

OWE - MEFFFICIRET 2 EHICEFT 5,
— 5T, BGRIRRE. & USHRFRTIIFIE R 28
bDHHOIE, EFEOBERIBMENRELTED,
XGHET D LICEMNEZET 2R LH D,
o, BERESCHE - HER L, EEG
DINHE » DR & BB 9 5 R aFIc
DNThH, LHAE & EFEBOTNND
FIBr DL 2D —ABH 5,

OB RFFIT—RITHIBT Lo W0 & S5 08,
HER A% DR IJFHRL KT - KW, AITE
DENRE | BHNRREG KD, HRR



FFOREFERHECAH M, IERBEETF & O
BRbLASHOEELRRFTREETCH D, A
FEIEMIZONTIEL, EORFFFRBINICZY
TONEMEICT A RBENLETH D,

ORTFU R U r—YORMBIZONTIE, B
HREFFDHP L E R D NEIEN, HIgFRro
I HLRNRENRZ DL DICETHEDITED
LN H— T, BEEORERIHR
VYA L DRER Enf&Ted DIX, f
WL <RV RETHDL, TrES
heXg « kbR 7 L—a3liliEERE
DOHPENINEE 72720, G4 T 52 &R
LELV, AL RAXAT T L —LIZDONT
H, BRI L E Gt O kgst
LT RETH D,

OWERFFFIT A LT Wil 2 & D
— 5T, IER% OMEREE e S35 L
OEELENES, RUAEDKSTH, A
Y« KPP OE N RE & 72 D AT RE
PER SV | HERREE B ARITEM T, Bl
Y R OBEMARD 5D, MBI
SNTVWRNWERGESE X THREFTT 208
Wb, BB, AL ARAEZAT 7 L—2IFH
S TRRER N 720N,

O HBFFEF O30 R I SV T LR 7
DIVTN D, FrIZ, BEDORESCIRREL Y
AUl ERELr—ATIE, BEDOREIZ
& 7= > TEBI BRI R DRI K TH 5,
Flo, IER SRR OB HEFHIZ DUV T
b, BHAKD LN TWD,

OA FEIRE DFFFFICOWTIE, WHEET
LB O A OFTTED L D12 D
. Atk R IEER L E L S D
WThH D, BARR L HHIHIBIC RO < R
A EMASIND,

ONRTFT v MY v —2IBIT 2 WERZHOH
WE, T ETHETRWE DS H - 72203,
Rt 6 FH OB S0 B I L SR E o3
WeEBZ NS, —J, HIBFTFIIEER
REXG LT HHEATHENDI Y LT
HOO, BEDORESCHIEMN &R & B
kg & BURIREETE & RIRR I A3 8 L <
72T, MBI E T B NER EORL
7wt nz b,

15

OA=E 78 NEIVAV SRy i = i e S A
A ABA T 7 L—AWTOWTIE., HFiEH
FFeaInNr2mMBH Y, BEOHBAEE LU
LEd, B TIEER EOFRIZT TH
WrexpnZ &b %<, st IR
R ELME X EERRFNALETH D,
ZDD, O LIkRFE T N U
— VOB LRNT D Z EITITEERER
boHrEEZLBND,

QEMZAICE T HHFHFIEMI XV IZET S
AT fff 2 2

OB%FBMONE (1 F) REILHFHEERICK
SWTATHIRERH Y | EWR72VERET
OHBHIT T RNRD B D, WL
RIERP AR T DHAIE. EHFEEIT LT
R BRI 2RO DIEHNLEE LV,

OB HRECMEEREF OHIWNE, EHER - F
FHNC @ 2R E BT, i EE A B o
AW BRE Wz, JFALE U TR R4+
LI (EE) ., Z0b 2 WREIC A
ML DL HlEDOEMLTH ORI
DIRND ZLBREESND,

OFEMEFRICL 2B REMERIZH 2> TR,
JEHEN—EORHBEREHEZIT, 3 £TO
- EFEEE L T+ EETH D, £,
L 2 OB TIE 2R < THEAho wTHEM:
BDEW RN e HOBREOEZ b
HIRRAOTNBEENTH D,

QONTU M) Ur—YIZB T 2EMEERIE
DEREEH () OFZA

OBREONFIIHEBREFZITITFRIND
NEEB, b LESNHEHEMER LD
DTHIIE, KRAITIFABR - HEPIRE LT
FELV (), ®ICKA AR ITRR
SNDEVHEHRTEREZIERT 525G,
—HUEEICARNE R DM ET D E VD
HIEE DR b, HPMZEEN TSIz RS Z
EMTE D), BMTHD,

OfY L-HMEEORA VR - A
RO THIIE, BRLEONA T2
R AETURHDRNEEZD,



OBRED T#HE #oE TR - Afch
HE, RICEAENEHER E LTHA S
NLAREENEmE Y, EMEEO.LHNA
HLBENELS 2D,

OEZE A FFFFIC BT 2 FIWT 213 m B 2 B
LEREREGRRVBLETHY, XT T
DN ZAET 728D O HIME D FRFF DS FE T
HD,

OO TITHEE B BREFEITE
REEOLEL LDDONBICHELZ ENEL .,
ST DR NRE L 72D,

ONEMEL 2 DI EERNEINTFE D
IR 72 b, EMERIX3AREDD
BURHI Y Th 5, T2 P THFEE
ETEAEZIY £ L2 HUTEBTEE
Th b,

OCzary7V 7 =y 2 OMERIIARAIRTH
D, YEFRESCEOBES L OB,
BB T OMOMERE D5 65 0 THi
MITRETH D, 7272 L. FERIBYHIFI O
TIE, REEROGEHICIRET D0 E—E
DORHENRE LD, F = v 7 OERMITIE
WZOWTIE, EMEZAEEME OB EHES
BHEHO SN ERIER LB ZOND,

OEFKDBFICHISATRE 72 B FILR S 5 A3,
FRH#ELS  RE LSO A m U
FHARITATRE CTlE ey, —H T A"/ A
EIMICOW T E HICEFMERR D B
HEDBELH D,

3. AHBBETI VT (FHEERE)

AFFETIE, LFO~Q@DERHZ OV,
B ORWE (FERRBRE) ~oeT7VY T
A L7z,

D% EIRLOARBFEICBVTEEIND
TREEGO TWERF RO THBREFF
DIEFE « HiPH

OFMZEBIZBIT 2 Rk U 2 7 OFFm &
e

@T v Y U —VITBT D EME A E
OERFEE () OBZF

b7 B I VRN ERE RO
WEIILL T DY Th D,

DREERROAZREFEICEVTERESIND
ERERXRD MERF RV TREEF
DEE - &H

OARREIT. BEFORTFITOZX H M E 2
THEINTRBY, EELMFAOHETH
LT RN —=UIZBNTH, ED5FE
BHIEGERHER SN TV D, HESCER
[ZDOWTIE, R - BRBEENTHhO
SEIND b EDOEWNE UE D, HIE
DEMCIBNTIE, WEORBZEE X 7=
KRR RS RD HILD,

OB D2 EMAR T H E#RF Lo EE R H
HCTHY ., S%BEMBRAEND A A&
HAEIZHOWTEH, FHMERICE K -
BRI N TE D L 9. ST
HH - ERORGTZMGET D52 ENEEND,

QEMZRICE T HHFHIEMI XV ICEHT S
AT fff - 2

OF TIZAB STV 2 RFFIT O E il B %
N—=2|Z, T MY o=V
SINTEY, BEFORIEZ B E 2 7= 1EH &
LCIEHATEDIRNRER-> TS, MR
AR E L o T BRI S S AR
DERENDH > HAITHRFTIE LS, &
P92 B SRR I BE A A T LB ZR N TE A
756

O Z B OB 314 8 bt O 7KRE Pl {5 I
THAREMNELH D Z L RNFEMEMERSP
FEHIWTNICER DA ~DFE Kb A
ELTBLERITDHD N LR,

OfHIELHEZ O b DITITEGRIT /2 A, HIkr
DEELWRAETIX, EMEZENEZETH
FHCREI ZFNT 20, B E DT R
BOTRENH D, BERAEERIZBNTH,
FENEDFE DD, BRARNDLNTZSE
ICEZETRET DN E VS BB HENIE
BUZ7e D, EREIIIT e vt L. #Bf
FrSGERL & U CEMR T 5 rRetED & 5 LA 1,
WEEZR ST 1% T, RIS A T



XBEE LV,

OEMEBEOERFITH < £ THMMAMIZ
EEFED | BREHBNIEZTEICEZRONLD
7o, ZDOMRY TIERE IR E -
bid,

@NTU NI Ur—YICB T 5EMEERIE
DEREE (B) OEZA

OEMFES () 11X, BiEoEMZEHIE %
NR—=Z2 T v ") U= DENT IR &
NTEH, 2EELTHNYTUMENT
Lo TV, L, BEMEAEO®REEL
HERF R A~ DELED B 002 < B
LINTEY, ZOME, IR LRDHME
BNEO, FU AT R U KEE S
HEBIRNDTIERWINE WIEREND D,

OZEFITIE, HIEERICERLTE Z £ TH
WP REND DNERLZHTLFGH D,
il BE D AF FEPERE LR KA 1T — B D1 s
BRI L EZ DN D0, BIREIE OS]
SIIEEL, AROBFRREE VWA D,

OHMEEHIEDERIZ XL » TKEERENE
Hb L., BRERSLOTHESANEND ]
L L, EEMOZEMGEVS BHEY
ITEETH LN, EDOL I RGEICARELE
WD DN EN I MEIZ/R DD TIX
7331/\75)0

OZOHEITEENFMBATITH Y, 5% D
KB a il U Thk % 7R 3R < 1B EE -
HInTWbnEEFEZIEND,

4. ETVUITRROFELD

ERFRICRTT e 7Y o rRE IR, ¥
REEZ L ICERORZ Y BDRE VI 5T
Ubivle, £z, EIRMFFRFIEBIOKE LT
BE (FRopiE Lo L) 13, F3EE,
TRBENTBREEEO TR - 25T
fliZ1T 5 O TIXZRW ) E DA, JEH T
DRVEARWE L OfEfMbH o7, EFE~D
ERBRSOHMAOFEMIZ OV T, ESRH
BN ORBRERE X, WHORT N~
F—UHIEOEHFEELBZZBICLRENL, 5
TEMFNRMLELEZOND,

17

Bk (FHF - FlE) x4 5te
TV RETIE, HFMERORESCELE
DR « A% ZED T, WL ONDOEN
RSN, NT Y MY U — VIR
ZEMEZEATSH Z LI OV TII R
NIEL LT,

D. &%

D% BEERLOEBEEICBNTEEIND
SEREIRM O TWER ) KON THBRFT)
DIEF « FPHIZHOWNTIE, R0/ & 2
A TIE e A FENIAE & %R ENIR & D
TEROBZOVNRARONImEbLH -T2
OO, ERMARSHHRE ~O TV > Tk
REREZ T, —EOHMMEZRTZEN
T&E T,

QOHEMEEIZB T DFEFFRALY 271235
P EEEIZ DN T ZERFIRO A 7% ~
DT VT EEFEZ T, —EDFAEMEE
R ZENTE e, BELFFFZ O HE
HFNIHDICEE I N TWD EiFn 2 22n
L ET T, IERE SN RRRFHECIR R RE
FRFFFF D20 I EEPHIC B L C | & 7= 374 431
DN DINHTETWD, B o=
DB ZER LoD, K0 BARHZREE
MBI OV TR ZED D Z ENHEET
»H5,

QT v N =D BT D EZEE
DOEMAfEE () OB FIZHO>WNWT, ER
MRS E ~D e T U v 7 OfER, T
¥ R U — U B B B R A A
T5 LWV RO FFaMEIC OV T, B
BRINGEONTZ, —HFT, EReTV T
TlX, SLHORR DERE O SRR R
NEFE LN, AKREBEEICBTDHSME - A
S O R PR AT TRV 7 ol S R B0 o R
(FeDE A LTA Yy, BEREOHSR - A
BROIEIE - FREZ) 2B LT, W< 20D
ENER I, NS OEICR LT
X, BAEZBHE BT, BRI SRRk
REFI&EHEBEALHRAEENRLN L, FHH
ZEREOR#EILEZXD Z ENEEND,
FORBRIZIE, RBFZEIZBWTHEY £ &7
EHIESRICESW T, EfE A~ LR
SEPATINCHE L, EH L OB i



L7 BT, BB U THIEOEE 24T 5
CLRERTHD EERX D,

4 =A
E aff

E.

AFFRIZB T, FitO~ODE&EEZHY
FLODHENTE, 20BN, 4
B, XTF U RN U —VICBWCHEMEZE Y

FMMT BB EBICT LI ENTE D, £,

ER@IZOWTIX, A&, B4 & LT, HE
HBEAWDZ EEHE LEEX0EREHO
ZIZOWTHRE LT,

AR FEDORRENEE DT ) o or—
DIEAUFICETDHZ LI LTV,

O#FEERLOKBEREICBVNTEES
NAHEREHKSO TWEET ] KO
[FREREE DESS - #PH

Q@HMEEIZE T 5 FriFifit U 2 7 (2B
7% Rl L v

@NRF U RN Uy —VICBITAHEMER

HlEOEAE () OF2T

F. IRER

1. WXHERRK

O TR FEIZRBT D 2GRS
D ARIFIEMETRGE RIEZEFFRFE (=) 7V > R
DOVERIE M) | S T (RRFEE
FRAESY) 222595 (202444 H) P. 1~
P. 15

O TRl 2|2 S\ CE SR
i DHEAIE N o T F ] (G @RS
6448 HTHHEW ) mMSED L (5
PAHEMEW2S) 269 B (2025 4F 2 H) P. 1~
P.13

O RAL T T Hdh O 5 FFHE AT e 0 R = XX
SRAIEE (1) ) JnA PEIRBORE0ESE 69 &
(2024 4F) P.37~P. 92

OffRAL T THE =5 O RERFHE(T e 0 TH]
JIE R X5 il BE (2) | B EE TR BUOR S0P 5E
70 % (2025 4F) P.213~P. 299

18

ONoriko SHIMIZU “Evolution and Trends
in the Patent Term Extension System
for Pharmaceuticals in Japan” , AIPPI,

2024, 49(6), 315-334

ONoriko SHIMIZU, “Striking the Balance

between Incentives and Access for
Pharmaceuticals - An Overview of
Japanese System through the

Comparison of the US and EU Systems

=7, Intellectual Property  and
International Trade Law  Journal
Vol. 15, No.1, pp. 342-373, 2025

2. BERRK

ONnEErE TIRMIEICERE U 7 Rrar 5255 O |
HAMM S - 8 22 BRI ES
(2024 42 12 A 8 H) (&% - EHE7 7 v
v VR (R

O KA T3 O R 28 ) BE O 4%
oL 350 BIEAL R X —,
T A (2024 4F)

Ok TBREO—EERTTIEXA 7D
FRFFFICET 25 AARE L&A
EENAFT 7 ) n P —HMEEFEME
& F T A (2025 4E)

ONoriko SHIMIZU,

between

“Striking the Balance

Incentives and Access for

Pharmaceuticals - Characteristics and
Challenges of An Japan s System
Compared to the systems in the US and
the EU -7 [Oral,

Symposium on the Occasion of the 28th

Invited] Academic

anniversary of the establishment of
the Central Intellectual Property and
International Trade Court in Thailand,
Bangkok, THAILAND, 2025



H. XM EEDHRE - BHKR

L

19



[WERET] RO TRERREF] o - @

1. ®FY P vy —YonRe i 3EFoREE

RGBT ER G O A ked (LUT [HRFEEER] LT 5,) DRRERIC
WTEREIND, TN b DEFEENN (GefT 4 FEHEMZ & B, MFF%%EﬁmJam
9 .) DRFFIX. [EBAS AR ORFE FoAGERA I OCSRAMIEIC (% 2 B RF o
Bl icowc) CFRK 21 4 6 A 5 BT A B8 EBUSREERE - EETHaEER
e A A R, LT R L vwo,) KESCHTOER L FffEE 35,
Lo T, BUTERICE W CTRBEEHOEKRBFEEICE W TEFEIN TR WERREFICD
WTORBEWIEIEZ R D ET S,

TERE@ANCIE, RO XS ICEHINTW S

1. ®BREFEMOERLEEOKBEEEICH-oTIRDODLEEVROVIKS 2 &, kb,

UTicowT, oS I3AZTFEHCHBI T2 0THS Z &,

(1) ZRERHOHMED IR PEET 2 2 LIk o> T, YA ofliEZ
DHDHRTE RWGEICIE, BEEENZAERLENT L,

(2) ZeFREEFKO—HBOEE - 2R, Hik - HE (LUF., [ - W%%J&mv)
SRR FEE L. 2 DIhDRhAE - IRF 2 BT D 7 2 R D BLE 2 ] HE
LEEICOVTIE, BEERNEZKATE2LLET B ao_®%é\ﬁ#
DEET 008 - SHRFICOWTIIAR L Wi THh 3 DT, BRERMLD
HEEH (T FEATIC T2 To 2 Ly

INLOFTHEHED > T, — I, TV P VT —VoRNRE 4k 2FEFX. [EFSET)
L THER ] ch s @I nTwi, 270, 2o ELRTHAD, HFrics
FARHFREEHBLOEZHLRILTH B LIRS EIiC, @EICE->THEZ PR
70 % OEIPHCHFIZHS I I T, 225 2RI E B E 2. AT I T E R
B THLERRT ) B3 2 —Mamz ik~ 7z L ©, BRREEERMDOEKEFEE N THEEIND
[YVERERF) KO TR 120w, BUTERAZE D O 7o W #iFH < D B L7 %2 3L
BB,

LEDEBY)THE20, EEMDOHMBGICE T 2 WE R FH@EFREFC I3 2 WEREF
(] : BUEER) CBIL Tk, ChETLREKICAT VY P ) v —YoxfReE$, BRE
i O R . FAMDGRATIC Y FER T s FHRTRAEICERL L LT 25,

2. TWEREF] kU [R@KET] o - il
(1) YrE%Rr



OFFTFOBEEE FOER

RrEFT THRF - ERHTRE SR i X, WEETFL 3. L. MEY. 83
s LT e svd,) ZRMLAEC icESSRWICR2ETFch > T L
EVEZNEHRZRENRE T 2ERKELZEURT L L TCERINLTVE, 22Tk
APz, 2o [, Ti&. KA o2, 20oFEEb ST d LEIn T3

QOBRRERZDEIEBICBVTERINS [WEEE]

NRFV )T =V ONRE R IPERR L, LR EERAFFEREE T2 T
EHEBOFEMETZNAREREL X5 LT 2REFCH v . FrTah R o #iPH o K2 0 Fl#
DOVETH D EHBHL 2 RFEF, LERT LI LHBTE S,

TV EREF IR AL EE 2 RENR L T AREFCH 0 L AL YE O R E S 1T
ﬁ%%%@ﬂ%u%égkﬂb\wg%ﬁ X, ez o MM, THE]. TR o 5
PHRARERHEE TR A2 E TR (77 L, RARESREIE & L Gl & izl A
BT 2R et SNz d D3 ED). T, WERTF ML AWE % REN R & T 55T
ThHBLERLIZD, EVEEERSRE T2 (8] KO TP | (BT 2 BT b ek
FrcE TN,

B, BEEIC X o CREINIALAEYICET 7L —4 (IR X7 b - N4 - Tk
A7 L—24) ik mEHHFTICE YRS TR S s C L AR S, —RICE
%ﬁ&&&éhé#—xﬁ%mk%éhfnéﬁ\&%Eﬁm®%?**’kw<ﬁ%%
LEWbDE 32, 7aX7 N[ -FawrrL—ult, mmEHrEc s M
JREIRE I ) % R SR IC X Y &%ET6L&#$TWT%%#\Xiki%%%%f
BOEWIHERFEETILECRONS ] L LCHBIEh2 ZepnEns (REFK
2765 RE69 &4 5700H [F7 22 FvF Vv aHEM]), Thbb, WERHF
THH7r—AThH, ¥&%7 L —2nix, HERFCEWTZoWE Z oG X IIREIC X Y E
BRET 22 EBRMEETH 20, NIEB XL ZFEHBE TRV E W FERFETILE I
RoCHZg 2L INTh Y (FEEFT [T - ERFTREERME | B 5 2 &= 5 3 Hi
BHREVESEME) . JRATE L CHLE RIS X S UL EE 2 FE T 2 2 L 23T & R
Th 5,

:@tb\7Dﬁ7h-ﬂ4-7u%x-7v~AKﬁmf MEITETCEE I N
COWT ORI M 2R T 27D IIANMEPLETH Y, YEITESMEHIN T 50
BT DT, X$f®mﬁ%%of%£% 5 FEARMICHEECH D, 2D X I I,
TRXZ b eNL e TaeR 7L =L, BETEENAERICET 2RSS0 ETH B L
WO R CELETTE BT 2R (BUERER) T s 2, HEEH AL L T 51R
FEEEE G DIKGER R IC BV CIEF S T, SRR & AR IC, YEHFM O FRFRICEND
WY THBLEEZLND,

(2) F@kesT



OFFTFOBEEE LOER

FrabT (R - TR EEILME | i L, FERRT e 3. AgRHERHLzC i
O RHIR DT CTH o T, ARZNARZRENR L T 55 KEHZETREFE LT
EREINTWDE, bbb, THERH] ik, Odr2VoRMOBEEZERAL, (G)Z0E
HiZX v, Z2oUBHZmHE~OERICHET 2L 2RV Lz LI kIS RFZ W
9 AEFHDOE 2 )7 13, — i, YoREBENRLHr bz oME ED X S IKflifd 2 0%
B3 2 © & 2SR IR 2 Bl 0 B (1 LA % & O o Fig& o Bl ¥7) ick
WCHEHHA IS,

T o XS @R, dRERIC, [~H]) dvworz, MoREEHWTZ oY% RE
L&) L3258 (HERE) 25 25KEZED LR kb, 277 L, {LEYEZ
NHERZRENR L T 2FEFIC2 T, (LAYFIC DT [~H] L vo 2 HEIRERH
S>ThH, ZoYNE, AEREIEVD D (fHlz X, (bkEPEZDODLD) L LTREI NS,
XD HEIRE IR, —MRICALEVMOEREZRL TV 2ICTER0ALTH S LR
n<Twna,

ESRFEE, (oI E LT, Tk Hic, FHREICHH TS L8 TR 3,
Bl 1: G AZEET 52 2R E T 5598 Z REAl
B2 G B 2EET 22 L REHE T 2598 Y iGERMLEY.,
Bl 3« HEIGr C L ARG D & 2 flAGbE 722 & 2R L 3 2 500 W RS,
Bl 4 BRI E 2 &B T 2EHHL RO, BRI F 2 &6 T 2RO/ & 507 55
W VIEER* v b,
FsRr TR - RAFREE v F 7y 7] @2 B TEEFEMH

QBREXRFZDEIEEICBVWTEEREINS [FARE

NRFEVE) U=V ORNRE o b HERREF T EERRCHESH Y . R FREE
HIFE LT/ L—LICEE#BT 2557 Ch 0 | FiarakofifloRKREICE T 5 [REA L A
B TR Fofd#lr S EEMAETH 2 2 L BHL AR, LEHRET L
LINTE B,

BE3EFERFEHA & 13, FEE DB IR~ DBEHICH T S - TH 5, EFICO VT
. BRI AR IC W72 S s g CE—MHiE) Dlan. ARG PR L 7t o 7214,
RO N TR Hi g CGBoH®) PREIh2 2L PH 5, BEESFTIR, 20
Fir= &% b o THHME RS SN, FFFPRLT 222D 2, 20X R
TR D . RO~ E LT, BRERLOKEEEICEVTHEET S,

Tz, SR - B 5FE - 558 - 5N EORHERUCHE (UTTHERCHEE
W9 ,) AREE I Tz, FEE DR~ O % EIEME L 32 R 255 (HEHE
P iIconTd, FIdR#FFo—RBHTH 2 L LT, BRERNOKAFEEICEVTEET
%,



N REFLIHEL ¥ A v 2l LT e T8RS O W SCE ORNRE X3RN R
Fﬁﬁﬁlkz»ﬁﬁgg 1272 WICE R EERIFICEEHEU T 2 Fraf GRIRABEREFET) ICo W T, 1BIRAERR
FidT % © C DFRHR GV BUCHEBMAE T CTh Y . UFRr e o2 B & L CERGLO
LEMARIC S EA AL 2 ) A 7100 WCFHIETS 2 LA B 5 720, FEFiEro —EkTh
5L LT, BAEAEERHOKZEEICEWTHEET %,

&k\x4xﬂ4i7V—A(Mi&ﬁxﬁx%@ﬁﬁéﬁb@mA%Y@ﬁ%J)
DWNTE, TS T 2 FHE DR RIICH 2 b oD, FFFoffe L Cld, —i&ic
[HZERET ] TH 2 L BT 2B LEHTH D, ZDD, AL AXAL T 7L — LT,
R#Efro—fe L., BREEZOEKZEFEECEVWCERET LI LBHEYITH L LHE X
bid,

(3) <4 AEER
DA FEHG & 2 OFFFFICB T 2 — MG

SNAFEESZ, EBRE R AE» O TR RERITIEVEFZLONLED, ol b,
IR E N T HFETH O Bl x i, [EE TR 2 Si-e ok 2= B % oA
LT, ARl o 2 vos 28 (Rey, S, PR S21E3 %M Ll
WINBEHEM] ED B DI, [ AEERE, MEYCEEMZ e chEI NS
BN AERERBSET DD TH B0, 2V AA2EOT 2 BESIBELTH - T
b, BENTOFEELRL BGERH V., Z2D-DERGL L LCOBEME - LothdsF—L
RO v, | EEFIHHI N TS ED]

ZDXD A FEEKICE TR, STl fizotho 4477 /vy —%
JEHLTEONE 2 v 28, Fifk, ~7F F, EEoEYhko sy 2 HsES e LT
FrE L. Z ofEEeis 7 SIcE o n CRE S N RO ERTCh 2 L Wi b, Tz,
WA D\ T, FFE DBIR DRI Z DD 7= 7 FE IS 4% 2 FsBH & L CReTHED
ft5Eh7-d OBHEETFTH 2,

QBRAEEGOEKEHGHEICH 7z 0 TERIND A AEIEMICBE T 2R3

NTFVRD YT =V ONRE T NEAAERERORFFX, ERE (1) (2) LFERICE Z
5TLHTES, £5F 5L, NAEEROWENRE L, BI2X7 7 BRI, BiEZ
HiEZRENR E T 25 KIHZ EOREFFCH 2, T2, N AEEMDOHREFEFIZ. 2156
DWEEM T 2 IREE 2 RENR L T 25 KIEZ SO CH 5,

GE1) FEEkonFRIE, TEEMS] TEFEESNG ] TehEam ) TEEZEERR ] [ AERREREG ] caBInc
Wb, 2k, ko Lsh N FEEGOFIC, MldE v ERR, Tab bRk Eo [ RS
B CGEEEE 2R 9H) b EN2 L IRy —RICAZ T o s 2 b H 24, MldicBld 3
EIERRIE oo TEEEEE | GREGIESE 2 5658 1 JH) ICRy e 37, ARSI A REM oX R & X
nTnizwn,

Sn

Hu



GE2 - #E3) Rt fRRERp#ES RMEMESa (5 151 b)) TR, BEEERM L F—o
NAFEEFOTIF NI WT ] (hetps://www.mhlw.go.jp/stf/shingi2/0000212451_00009.html)

3. ZEER <WHEHFRET - HEFFroEE - @IS 5 3>

OFFFT 4H3r - FHFEELEYE | EEB EERHA T F2% F4H FED
EREET3EKEFICOoOVTORK

TH@EFEHLE . Db sPoRMOEEZHER L, () DEECX Y. ZoWHHii-
EA~DERICGET 2 L FRWAE LA L ICEISRTEZ WS, UTIORTHERIHOH
ZHE, —RIC, YoEEX 3B b 2 oME ED X S IR T 202 T 5 2 & At
) PRV 7 He il 0 37 (91 < AL A8 % & T 0 & D Eeffi 77 BF) iIc B W GBI & 11 5, )

OFFT THEr - FAFEREE VvV 7y 7] HBEB MEHKH]

[EEHFEHIZ. 2 LAEYMEORMOEEOFRICHK D& | U LAYE D72 7 ER A&
ZIRMEL LS L T2 WORHITH D, 2D, [RIERHDOHHMEIZ, LT oS
oY NG,

() FrEDOELZET 2 {LAME
(i) Zo@EMkicio  EHRME]

OFET Fedr - ERFEEE VY F 7y 7] HEE B [EFRFEH]
<HRESIHEDFRE S N7 FHE D PR~ D >
[EERIHIC IR 2 RS oL AME L | 5IMFEHOLEWE L HHELS ., 203 5K
JRICEBWTHEL 2WIEATH o ThH, GHRIEICHR 2 AW L 5IHFEM & 25, £ DLaEY
FoEMicEko R, FEDOMENIME CREDHINICEM T 2 & v ) EHEMGEICE VT
HES 2 56 1Cid, FREICHR 2 EERP ORI FEI NS, ]

OBl 727y BIEKEZE 2024~2025] [1. R¥EE]

(https://www.jpma.or.jp/news_room/issue/textbook/index.html)

TEIHSCBER T 2RI i3, WE 2 D0 b DI 2 Fdr CHLAY - ik & o[RS
Zob oI fREI NS [VEREF] D13 FHEDYWHE DH L WAIEE - IR CR4e
M LoRRICEDL S TH@EFREF. EEKORENM R LHA Lo LW ILRICEZLNS

RN, £ o2 A—DEEMBTH > CHREEP RN L RO LN D

MELERERT) REBH D £ 3.0 o romutimsicx2)

ORMMPIRE MFFHERESERRELZ BTS2/ /) —vavichx 28] 2012 4
Vol.21 (https://www.iip.or.jp/pdf/fellow/detail11j/23_18.pdf)
TEEEE G O RrFF I, WPERRE. @R, |IRRrIc % 2235, T ot T, WEERREFIE,



EHLOGEKS e &, FENLARZE > L EWEAERICE 2z o0z & TH
%, VVEREFOMEAIIEL . ZOWEICEET 3R, Yok hfilkciliEincd, £
Iy mAE eI N T, FFFHEDIIDB RIS 18501 i Famsc x2)

ORHFR 27 -6 -5 RE69 %4 5 T700H [F752%FvF + YT LHH]
https://www.courts.go.jp/app/files/hanrei_jp/145/085145_hanrei.pdf
https://www.courts.go.jp/app/files/hanrei_jp/144/085144_hanrei.pdf




HAZBIcE T 3Rl Y X 7 1cB8 3 5 AL 8

1. BUBDIC
BUE, BT i, RO RE %%lé%ﬁﬁﬁ% PRt e B3t J U3 A A
teftht (AT [RFERIER ] LT 2,) OERFEICE VT, L0 DOSFEREEM (LT

NAFEFEMEER LUT EREERL] Lvwo,) <‘:@%nﬁfﬁﬁﬂ®ﬁﬁ@ﬁﬁ x5
TeT, XTI v r—VHIERZERL T3
SR, FrTRfk oG MO 7' 1 & 2 DT, limunfhufF@ﬁF'ﬁ%?#6%%&%&) AT
B o A ZHEML, 2B RICHESWTERINA-ERFONEZE T 2 T, A5 HE
DBRFEILOAGEIEOHW A T2 & w ) HMZEFIEOEAM S LTws, UT
TlE. HEAZRENEFTAL Y 2 7 1o W CEHi 3 2 PR R I O W CEHIIHT 5,

2. BERNEZEZS

NF v b) v —YolEBE PERNORERGHERTH 5 T LiclEANE, THME
BUTE, AZHEE D & N e R RIS 0 KGR - BLENGEIR R IR TR FEIA SR AE L 2
#ic, ﬁ#’ FEAs % D BLEIRFEIT A D7 1R % 3880 2 A[HEMEDS LI B & v ) Bl
O, FEFEfl Y 2 7 ZWREICTHET 2 2 Lk b g, ZORRIZ, 2k ToRHFH!
HICHOWT, MY HEEDEOBERPRUINZEREZOERNONKTEEE T 2 LD
»H5,

¥, FHPTCIE, FEFEMOFHEIC oW T, EERED G, WERECHERECH
MPLLFHINTWE 20, HRBICEW TS, BFEH (RRLE - FiFES) »H%
ZEPMBEREFICEY T 2 BFIRL 56, HEMRENERRED I3, HERE IR
EDORFICOWTHBRITTRELELICOWTHRE L7, ZORICOWTIE, HEEECM
BAREF BT 2 8B 7 L o RIS EE D W CREEFIRSR ) 2 7 25T % © & 28
WEECch 2 &, RRMENFBRRERMLOKRFFEE» OHMEBEICZ LT Rt I

LIERD B b TIIHFEREPCHBEEDOR T I OWT o LRESNTE R nw & BEE
INZZEHEOHBH,L, JFHIE LT, HMEE L, HFERECHERE & 7 Frifikfl
YRZIZDOWTIFFHIi L 72w 2 & 258 TH 3 & &z 5, HFRECHBERED KT % 5F
fifid 2 iCid. T YEE O TR A B & 2 725G - VREBS AR Th b, —4H
FNUHECTH D REFIDICEOTHFHE - HlE a3 RZEZXLEH01H6TH D,

1 B3 2 BHIBIc O Tl AREDTIRIC S W TREDT 21T\, TEIESRFF B
THHHPI—E] (ERS5) LTI ELdRITo7,

3. FREFEARY 2 7 BT 3 ALY
(1) FEFRHADORE
WML B2 LRl 2 WAL 2 FrarEId, RO HE D IR Y | R R O i o 3¢

-1-



ELBVICRET 5 (REHEH 70 &5 13H), 7272 L, WillEF OB A K ZEE L <.
FrRFai Rk O#IPHICE B T N HFE O BR 2 NS 2 2 L 23T & 2 (RFaFES 70 555 2 JH),

(2) 1B 0ORE

HMRED LBl R 2GS 2 4 513, JRAlE LT, SEREREMOBMNEF 2 2SI L
TRRIET 2. YENE T 4 5RO BN IR 5 2 8B 2 O O FifE & 72 5
25, Rk O OFLER & OXf LA REL 722 X S KRE L AT hidh b kv, £ 2T,
AKRHEEONEL AR T, 220, RHEI NN - HHEREL LU A 5E2RET L C
ERTERVEEE, ~EOWMECHEIWMVELITI LB TE S,

X2 ERFEEHEETH B L E ZhRE I F R FE K O B O IS SCE S o GRE g 1
JeFEEAR S L A U 2. BRFEIR IR O KRGS 23 & 2 I R fil 3 2 RFEF % Bk L 72 KGR
(VbW rHEWEZ) ZHEL TV I2AITZO—HThr P EI NS, 0
7=, HAERE L. AFERTH 2 CRERLOBNLE» LA 52REST 5 L2
RETHDLLEZD,

(3) BEFFEHAL 4 5 2 DXL

Frra koo I N IcA B L RA— DMy oanET 2 & ik, JFAE L
TREFFFEH D BAMAEEFIC B 3 2 &R LT AR ) 2 7 v L FHli T 5, 7275 L
Brrg Rk ofiFIC TR I N AMRThiIc, 4 5L BE3ESAET S L i, FAlE LTk
ZrFEH O BT E L 72w &R L < BRI ) 2 2 2K & 2T 3,

(4) BFoEEEL TERTREHE

FRER L O SYERFCH 2541k, FAlE LT, ERRQ)icB T ax, +74
b AT HFEFEEIE S O RERTFEIH O B #1283 2 575 2> O I & i i RSl
VR %HET %, HTEHICE T 2 2B DABSHTH 5EAICE T, BRFIEERML
DIKRHGEE LT D DFFRFTER O HEFE M RH S e & &, Y HE 0 #EHR
ST 5,

SR EHS DRI T h 2 A IR, FERQ) IcB T axftichnz T, SLFESR
DR RO HRICH S 2 ERMEREVEIRICE W T A 5HEMEE 15 AlREtEic >
WTHBET L, Z ORREME B WA ICIE. SEEFRTICEA S 2 U X 7 23E LRl 5
(B2, ISP 18.11.21 PRk 17 4£(4)10125 5. FIW&EHFER 28.7.28 Pk
28(4)10023 5, HEHIFAF] 6.10.28 4F1 6 4£(2)5F 30029 5) & & i &),

b, BHRHOERE X, TWMORH | conwTld, 2oV, A, HEs GE
FEROCEEL ZvH), @ L I3MAIIEES R GEES0 -0 0ERE2 &)
T A7 ATHY (FRFEHE 2 3TEE 15), [WEAEEST 2 I7EOFRIA ] 1o T,
ZORHEEMEHT 21T75BDIE0, FDOJFFEICK OV AEL YoM, #EESE, WL <R
AN FEESORN AT 21T TH 5 FFFEHE 24E 3HE 3 5).

-2



4. BEREFOMEK

HMERIZ, EAEFEHE D O FRRFAHE O LRSS FE RESRECFAEL &
Bzl RIFOMERMZZ T 2%, A GHAII54) 2T, Frli) = 71
DWTOERELZFNT 2, BEREOLHFHIL, Uty 32, kb, BEREDR
&R LT, % oHEMEEPEK L 2B REZ, BEAT@E e ity 2 e
B

- FrE OB GIIRR) &2 Hhw. sdlic [isam) CRRaFitftd 0. &, Frafiit 7z L) %35
L. Kic, HRHZHET 2,

-[PRER officid, [HER) K2 > 72F 2% BRWICRE#ET 2. 72, Frafikfilo ) X 7
DEHIICDWTORBELH T TE S,

- [P offici, FRFKfo ) 2 7 0@ & 2§ T 2 1072 o T, SIS U CRRFD
BEIEICOWTRET 2 2 L 2T 2 b D TlrAw,

- HPARERC. & EEBHICO W T O RN NG, it iikic k-
GERL., BHofic, SEMEBEOMNERZLET 5 2 L8 TE 5,
-HMEZEE3IHA (E54) 0B, RAHHIIEETELEZRZ 5,

EREFR, HEMEE 2 ELT BB SN L <, PN R25 0 o OFERN 2 W 2R b ©
TH Y Ao DEMIR T D H X v, Z D7D, (TBAREEERICH T 27T LIS %
DRAMES) DITREIC B 72 24T 21D H 7= b 7\ (ITBORIREEIES 150,

BT @A 1T, HMIEEL SREINEZEREONEZSEIC LT, EEROLEMG 2
% Bl O R A O I O W THERR 2TV B FEESE S D KEE AT D AR 7
2179,

<ZEEw>

1. Frdpr [EHIfEE ] 58-03 [HIE DFEL
https://www.jpo.go.jp/system/trial appeal/document/sinpan-binran/58-03.pdf

2. AIMEHEIPA 18.11.21 AL 17 45(£)10125 5
https://www.courts.go.jp/app/files/hanrei_jp/823/033823_hanrei.pdf

3. I EHIE A 28.7.28 SR 28 4E(4)10023 5
https://www.courts.go.jp/app/files/hanrei_jp/049/086049 hanrei.pdf

4. FHBIR A 6.10.28 (A1 6 4E(3) 5 30029 %5)
https://www.courts.go.jp/app/files/hanrei_jp/519/093519_hanrei.pdf




Gl

X R &

JFAE TR R RS E R EHARE B

G H HfficcEHEH L vERBE RO b, ERIEET OO (—k% @
@) L X DOEBRFRERNE ORFHEMoFE (BREFT  FirFf005. FFrie®s) Ico
WT, UTotBsYERZHL LTI,

]

1. f&Em

O Rk s v O FEErfhze L
2. P
(H130)

BT rO@s (LUT [ARMRFT] &\ o) Kk 2 Frir Ao &b IL, EkHIcE
2R R O FF OFLHE O & B 0 ICEE S5, AFEREFIC oW T, BRHUREICE T,
Fearamsko#if, BAMZE. KAOFTIER v, &b, RAMFREFT. WE/ )RR
Iz,

TREFEBOOIK, [+ - - | ZREE- R L L. [AALLTX Xmg %+ + - T &gk
532 ctEHE-HEBEELTHWEZ LW HDTH S,

chicxfL, gFERERE LT [ - | 22 2R, [AAL LTX Xmg % -+ - -
L5 T s b R TGS EENGE I NG A2 E L, T EARE
REFECBT A5 LRET 5,

T T T AFFFIC BT 2 RRT RO EAfTEIFH & 4 52 xflbd 25 L, - - - O CiliE
I—%9 5,

ZD—FT, + - DETHET 5,

Z DHERITOWTI,

LLEDbsy, - - - Zeh b, A5, AFERREFCEAT 2 ) X728 @E0w/(Key) &
Abivd,

ek



H M % R
PilE - EH%

K %

PilE - B

K %

PilE - B

K 4




NPV Y v —=Vicsi) 3 EMEREBHEOEREH () ozl

I. HIEDHK

RFV ) v r—VHEBEICBWCERERRTFOEMR OB R 2 KX & 244 L L <,
HMZEHWEZEAT 2, 220 5B %R EAT 5 2 LI X o T, EAF @A X, FREHE
RONEWEREELOKZIMOBK Th > Td ., BRLUEFFENT» ORI L 72 Afgo
Hx b, PG OEMROBER X E 2 THRAEERMLOERENE 2 Wi +2 2 &2
TEEE 7R D,

KGN E, ERRABRIEERS IO A iafid (AT [RRREEER] L2, ) %
AEFICE VT, EELFFRFICET 2 HMROMR 2 L, JEREERS (efT 4 FEH
mEEt, ) & @beafFTfEﬁﬁ) R % PRFEEEE S OKFERTNICHERR L, IHEICRHS 2 2 & ic
L0, ERGOREMRGENS Z L HIE T2,

I. HEDOBE

1. SRR X 2RIFERO®E

HMEEHIEOFENE LR T 5720, T E ChBEREMOBERTCES (LUT 1555
] &5 ,) RUTFFFFHER OILRIC X o THOZATBUE NESE G R AR SRS (PMDA)
58Tl %@tﬂzé%l?ib\f;[:;éuu¢¢u¢FE$ﬁ$ﬁﬁ:EEX1 ICDWTC, SRR IFFFHER IC BV T
BRERDOEKZFEEICH 2o TERIN DT LF 2 BIEFEIELOWMERF LIS
ﬁ¢ﬁf?¢%@f%ﬂi JeFE IR G O HEA O FEIIRGE THNC (2 D&, Wiz icWE
RERF S R RFET &2 Bk L 7o 50013, Rra P i H DARE 0 2 12 ) AR 57 8 [ 38 = R 3 it o
HEHRICHTIRET 2 D L3575

DR 6 4R 10 H 4 HAHEERS 762 SR EMRIEA [TEGRHEE IC{R 5 B R ER
@Eﬁ&b\uObrCJ
¥ 2 0 ERCHARIPNIC e R E B R O VB R XX FEFHTH 5 & L CRAFIE RIS E% b
> TREAFIIE ICHHRIEME X e 2 o 72 REFFIC D W Tk, EAF BB ICE W TZ OfF
HEROCNE R T 2 00 WETH 5720, BAEEELOAREEICH->TEEL
AR

2. EMRRoO%E

(1) FrEriga ) 2 7 OFFM

RFFF R Ve FE B 38 i D i SCE A5 D BB HRGIE OV Je e 36 I R FE R 38 i o Ty
IRTE DGR E AT OEMBE~OLFIC OV TENENHEE L 28R (E3ESREHS
WS E X I BRAEEEMLOAGERFE S 28T, 2o icRonkiv, ) ONEZEE
L. BT 0 R % B £ 2T, RIS 23 e R B S O R FICIR Al S % U X 2710w TR
ERR-R



X3 BREERBOKRFFEE (v - Fr7=AN - FFa XV /CTD) i, 1.4
Rtk Lo ERH Y | BRERMOAZHGEE 3. OHGEMN B ICBIT 2 Frrikid.
@FFEEFESICET 2 REFRIEZ BAEBA ICRE T2 InTw b, @ITBWT,
BRFEEIERLOKRFEE X, NFEHRE D L ic, BRESEN ZELERTE T 2 5 I KA
M2 VS 2 RrF 2 M E IS L 729 2, WM NS ORFFF Al L 2 Wl %
L TWB, 72, [ERBEL > ICHIEIZHAIKGETE 2 2 2RdTER L LT
LUT OBERIBHFET 285413, TN RRPFEFICRMFT eI nTnd CPR7T
2 A9 O EEEERERERREGER [ERLELE @A) AEHER RT3
FrFHRICOWT] ) &

1. BBl Cnwa 2 2T i8e

PASHRRTIRE., FrafNA (Fraf&s. FRTEE 4. Fariife y) iy
2. BRI DENTH D L BRTHA

Frarfeshdg s, BOHP IR &
3. KrirEE Iz EELE OREZG W3 2 L 2R T5e

i, AEHER L

(2) BEHEE~0BRRBORH

HMERE X, HHOHMWM A ZIED LoD, EANEE %/ L CRBLE N VBRI
FEOMIT > LUEE L 728 R HI R it 2 B & 2 €L B ER M e RIE R M O R IciK
i3 2 U R 27 2l L, BAEEHES O AR M CBLEIRFEFIM R IRk 2 R e L C%
DELERFEIT AN ZEIED IR B AR DS EIC O W T O R OB 2, 2o FC, BEHf9%E
Bl clEz T, 2EMEZE oY ©, FREHkho G IR 2 ERFZER L. E4TT
BAICRET 2, b, YSERFORMNER L LT, s 0HMEZEMERL 2EREZ
BETELHTE S,

(3) E&5EE > > DB LERICN S 2 0I5
BERFORMER., BAESEE» > 2 ONEFICE LEMEZZ T 7256, Ml >/ ik
‘35,

3. EMZREBEMHOBEEMN
BP0 BT, AGRE A O P - A TERER O BLS R OB ERE OBl 2 5 EHY
R OFEEEMIE. TR (1) ~ (3) oF_RCEHLTIL LT 5,
(1) EREREBEWAGEE T 2 REWE S OB I ERM T 2 BE A%
BRI 2R L 3t
(2) AAXIZZ oFE (FEEKRVC—HE0H (MHEANTED) THoT, KALAEF
Il T2E %I LUTH U, ) 2 3HE IR 2 ¥ (EHMS (BB WEE2 AT, ).
PEpetian, AR R AN S D BLEIRTEE L < 138hEEZ L Tw 3



P, XIEINOEZFELTWEIREEZ WY, ) DXENIRIE TIER, ThiEE X
WIENZ L 72 e B 5

(3) W LMY B-ME 2R T 28528 ) §OMEBERFENEZ EEHERICEL
AN7=&

4. ERRMEICET 3 EFIEE OFREEN

A= Ic BT 2 HEE L, EEE 3. O@EEE 2 T HMEZE MM O T2 o EET
%o BEICH Tz o TE, EKRBEALDOPIE - D FIEZHERT 5 720, BRIAESEM O KEHGH
FIHARE GiaimE AT IEERETOREEZ VS, ) LORT, FEONF
IR EL I L EZ N LR ONEREFRES RO OND L BBETH Y,
TR (1) ~ (4) zx0¥ffe T2,

(1) HEMZBREMAN, Z OFE T FEEBHEANCHTE S 2 L8 L I3,
FTEXTRTDH 5 HFEEIR G QKR FHEH I3 Y B E R H ORISR L <135
FEHEF 0> O 0 FAR ISR & 15 2 BERSE (B 2 ic X o3, MH 2 FES 3 I aHEm 7tk
BERRE L EMNICHMZZ T T2 BA I ChICES T 2,) Kb Tuhnc &,

X5

X4 ARSI O B2 B 5 R O HENTHE S S EME S LT 2551 13E%Y
LawnwZ e ed 3,

X5 b, ZFL LEEEFERSFEASINHRICE W, BHEEXIImaRE
R &3, [EHEHEICBERT 2o BMF IR L Cw 25E1cix, ZELE LT
Mmlianie] &InNTnid, botd, OEFEHESOZA I, AR E ICRE
ENBVIEAVCEBEICET 2F RSS20 L, EERLFHFICHR 25
FMZBEOEL G, FEOBREEROEKZEEIC LIS LR e, £z, QFH
ICBfR T B 2 L M S 2 MRS LT v 3 TERSFIFCE T 2 88 R EER
Ba BT 2L It RS HEET 2 E2 b0, 2D X5 hEBRE
—HICHMEZE,» OHRT 2 L IBRENTREV L2, BENRTH 5 HH%
25 35 5 D KGR RS L SRR A R H D e AR U IXFRTTES o RS
THRWVRY ., JEFcs T 2EMERL L GEETE 228 T 5,

(2) HEMZBEHAN, Z OFE T FEFHEANCHTE S 2 A LH L IZmrxe s,
JE A A ot U CRIBSAE R D R PL % [R5 3 2 HBITE, RIS o &GRS X%
BRI H DTS L < IR 2> O W 2 15 <. MERICIE U X3 -
Bk - WS - BIS 21T ) ¥BF A ZTE L Cuirng &, X6

X6t FFRELEAR 25 5% 3 5 MU EIEEESE 31 SR 3 itk v T, AL I
T3 ZAEL T2 FHFOKEEARIE L 2RO . [ZEL T3 H 0T

3



o DIRFEIC X A3 M | OB 2 {ToCldAabhnwE IhTni el s, [%
LTV RFES] ERBHICZELTCH3EFEZ VW, BEICZELTBICKRTLT
WEAEEEETRVWEREIN TV S,

(3) HMZEREMAANZZ OFEEH, JEAFH B 10 L CHRSHHK DR % &4 5 H
DIET DEEZETIRE 3FEREITE VT, BRIEEIRENN O HEGEHES XL Y EFEAE R
mn H DIEFEMRFEL L  BFEFEE 2O FELN72 0 5 0 T2z 5 Fki: - 2285
DEZIIFHNE CEZ T -EMMBI T &, b, [FTFHE - ZRIEE] &, Fil 2R,
LURICZT 3 X 5 e iffifio s 2 b 0w 5,

O a vz b fRER G PE B3 2 REE T A b3 2 3l 2 & . )
@ FFETHME - FERTHERTATRL - PEARAME I X 2 TR
@ i - R 2 ofth 2 T 21750 X 2
@ HMEEE FEE IR R % IE LIS 2 27k - 90238004 (ERRICE v Y
ToNfZ v, BEMNROSEMZHN L L TREFICHFMNINE VbW
% BT S A, )
® A LT 2 YAoK oA MmE (FF& R o ffifil)
© M5 X7k, Vi XA EE O 4%
@ Rt XN BHs, BUCHERE, R, =v 7 ATHRIT DR 2%
® K2E D FFHt s E 1< £ 2 ZFkts
X ERCICIE, BREIESOAEGEREE TR LES LS IR EE L D00 L0
F oA L7 Lo, FiE#BE 2N iR oBEA D 2 . FFEFRMEENT
Ll LiGAEEED,
¥ ERdicid, EMRERMAATE TH > ThH, FHE, HXE., ¥SRFOVET
MR 7 & ORI I B Ff R - RS FEE LTI - T b T EAHL 2
bDIFETNGE G,

(4) ZDfth, BFEERLOKDHBFE T LEFEENRGE OLFHMEES L  IXFTES
O TCEHEDN XIS EL I 2o ERFZEEZAELTCWR NI &,

5. EfiERBHIEOERTE

JBATEEE, H o COHEMEEMRMZEE L, £ QR4 KPR Z 2T 5, BFEE
W DKEFEICH T, ERMRFICHET 2 EMEX -0 BERZHENST 2 2 L 3= L FE
VoI BGE IR, EETEE X EIIR AR O T2 o YEEMFICE T 5 HRE 2 EE
T2, BREEZT-EMER L BEZRZT T b BEAN @R ICERELRIT 2 £ cof.
HKRBEEDOPLIE « NP HEERHERST 22 kb5,

HMZRE> O BRZENT 2 MR 1Fico 2, EMRRIR 34 (WELFED 256
F54) L35, EMERER. JEAEE > o R I h 3 ERHCE S W CH#EZ T, E
TREEZMEHR L, EEIEE RS 2, BEHBE 3, EMEZEr oI 2ERE

4



DNERBHIC LT, [ERMOLE & RS 2 Bl b HTHEM O G 1C oV THR
BT IR OIS O BRI 7 FINT 21T 5

(1) HEMZBRMEOEE
JEAEF A X, FRL 3. OFEEEM & 3R g ROt 2 MR AR
e LOREL, EEHBEDY = 794 b T, 20HEMEEEHOKL K UFTEL V) X
ML TRRT 5,

(2) BRI E T 2EMEE0RE
JEA T EE 13, RFEEIEM OKRE R O b Tl FEIEN & RRIEIEM & ORI
ICOWCTHER ZIT O I H 720, EESFFEFCHE T 2 HMEK 2 0 ERZ IS 2 2 & 24
LR 5L ¥ 3 HMBEMEMY A bodhs, Eitd. OFTEFO LT IE Dz
L., HEONVPIICESEE LI LEZON2FNOMERRFZREZA LI L& 2R
THILHTEEL, UAEFICBT2EMEZRL L GELL, EK2RET S,

X7 RO G IICB T 2 B Y FE DO RMAE S [ NI LT 3560, il
ICOWC DR L 7203t e v b o 2B IC X 0 . BT I B W COR
RO FIICOWCOEZRBNEETH 2561013, EREMFFFICE S 2 HM%K
CEAZENT RETHILE2OND, b, FEATIE, HMEZE~DERIE
RICOWT,  [EAZIERCOFEEORICHERGRE > b EREM R I W8
HOREOHEEDVBHHIN TV 0E 2D AN CH 2 56, REFHICEWL
TREFHICR 2 BVBREMICEY T 2 0G0 Wi s NEE T & 2 565 1 E i
INFET, | LT3,

(https://www.customs.go.jp/mizugiwa/chiteki/pages/h_18c-flo.htm)
¥ 7o, BAHFTCH ., MM EMETRA 2 & OFMR - HA R HIH F i & 7 B
ICBWT, Z0oEMOPHOBELMALZA T 2 EMEER. Z0HMSFIcET 5
ST ORMERANIC B3 2 B RO & | F - LAV G b, Freb
> TV 3 HIEAMTIC O WTEHEZIT ) L WO HEMZRERIEIFMH I NS 2 L2
H o5 (REFENES 92 50 25 11H)
(https://www.ip.courts.go.jp/documents/expert/index.html)

(3) ZBZRI-EFIEEOETHEH
HMZE L, BBEZ T 72k, BEFBHECERFLZRINT 2 £ o, B#ENKTH 5
TRFELEH i D ARG ML YR AN R H O e REHE L < I3RFFHHER 2> o /B I IC
M 2 15 2 BARSF IS L 72 0 . 20 b O3 b HI 215 C L AHRRIC G U332 - BB -
W9 - IS 21T EBHE LR L) LavndbD L35, Id—, BEEZT THHEAY
BB IcERE LIRS 2 £ Coflic, FENRTD 2 RIEEIM O A HGFHH X3 H5%H
BN R H OFEFMFER L CIIFEHHES L O THEEDO NI LR Z AL ¢ 25D

5



MEBRZH T 2 ICE o 856 P I JEAET@EE IO LEEZzHAL 72 Lo, L5
ZEHEL R TNIE 7R b 7,

(4) HEMERB 0EBEH]
HIRE D OB R AN T 2 R 1 thico &, BHIEREIZ 34 (LEL D I545%
81354) 75,

X8 1 EEFFFFICE L CRICEEREMY - BT RIHAME L & 2 56, Y%k

FELEHE G DGR BE A ORI RERE M DL EMBICE L VB L 52282005 5
BEx, XOEERHWZITOLERD L0, HEBES5ATITINETH
5&EzHLN5,
B, MWHESEEHIT I, BUE S LoAEERTHRAEZITTIHAICOVWT,
[ENE A PEMEB R REF R o 0 5 b USSR T o HEEEE ICE T 25
FHESEICBE S 28R 2 (KFaTME. FERIRTSME. PR EERE i o PR BCEA M, 7
0 77 LOEEYNIC O VT OEEE OMENICB T 23 2 & L oI DR 2) 12k
b0l FFRFMOFERFEICE T 2 FRIGHFFRICOWTIE, #HE 5 ADE®
R CRE®EE) CEHEITY 2 encE T3 (REFESE 310 50 2, FFiksE
18250 2, EMMEEHATFHE2H) . Zhid, ZTNOOHEFOFHICEVTE
FE 7R B, R HEA R L 72 5 2 L, £ ORSRIBEIGECEERFICS
RLREBPRE W LD, XY EELFHAN 21T 20T, Zhnic kD
AR EE RSB & L CoENERofi—dKonsz e Ed, | &L T
w3,

(https://www.ip.courts.go.jp/aboutus/organization/index.html)

(5) BREEERKOETHFE K VOLFHLFE~OBA

JRAETIEE IR, e & RFEEE M & ORFHEMO A EICOWTHEREZ T ) IKh -
D, HMERE,»OEREZENT 2 2 L L LG, YBRAEEENOKRRHEE XK Z 0%k
FRITZ O FMAT 5, WA %52 72 R FEL S D AGE RS I O RARSE T, R
DEHICET 5 BAEE L L 72 H B S 2 HIf] - 3 AMREMR OB RE - i ES
DIRPERID 5 b JBEF#ED» b HEMRE~oEFICoOWCTHEST 2 &R 2RE L, B4
FEAICEKT L LT,

(6) HMZEOEBNA

MR E L, FraF OB e R = 3 5 0 T SRS o ARG R O I #2762 38 5 0 72
HEEE M O L EZEENRGHORREELSTFTOEMEZE~DFIcowTZhENHEEL
ERSEORHER 2 HERT 5, 2OBAICE T, HMERIR, LEICLL T, BREK
il D KGR H G I NS ER BN R H o e T ot L, JRATE LI X 0 | AT
BHaNL CERNILEMOBERHREOKEZ T2 2 B3 TE 2, Zhbo&ERE b LIC, &

6



BMEZEICE W TRFHEAL Y X 7120 WCEHli L 72 T, EfZRBR TRz 1TV, £ Off
RSO TELTERE 2K L, FET@E CREYT 2, ERE RE®RIC, BRED
WNEICB L TR @E s> o Bl 2 Z 0 72856, ddicmEs 5,

(7) ERFBoENYE

BERERZ, FMZE2EEFHE N L T, RIS » b OBEER RN 2R3 D
DTH Y, IS OEMIETIDH S\, ZD 70, FTEAIREEIEIC BT 2 TBUT DLy
Z DMAMES) DITREIC H 72 TR H 7= b F (RRES 150  fTBRIRE AL Ic KD B
koM FITD b (REFE 250

(8) BREBEOBRYUFE~DHR

HMRE O R MR L, REAEROZZI I ERRE PSR Y iciE b
2BZINBHDLZeh b, KAl LTARET, 2 0BRYEFICHRERL 2w,

¥ 7o BATTEIE 1. BRFEERE N ORI O R R W 2 AR L R, EHehic, B
REF DT 2 A3 2 RIS O AGRHGEE M Y FZFEEN R E O FPBFEICH LT,
HMRE»ORZME L -BEREZRT 5, 7272 L. OEMEE O K4 K OFTE. O NS,
@RICT 5 LI X VL ANOMHER], Bid Loz OfIEY Aflis 2 ET 252005 5
FENICB S 21580 IAFRIGHRE L, R E~AF v 735,

X9 il 21, BFEIESOAKEFEE L LEEE RGO LFRMEELFER L /-
AERCHTHEIC L Vo NER - 7T — 2 CRRYBEED ) v FEOEEME, —
FPMRFIT K B FIRNAE L Z O FFan g 2 /R 3 2 sldllix. T YR ICHR
INTHEICHEANDO L it 2 HT 25X N0 D 5720, AhIRERE &
RETHLLEEZOLND,



NFVY MU —JItB T2 EMEEHEDERIEH ()

ARHFE T, ERRRFEEE IR G S O A A i (AT TRFEESRM | LS 5,) DK
REEICHEWT, ERMRTFICET 2 EMROMAZIEM L, ERESR (BT F1EH
Mz ET.) L ORFEHEAY 2 7 % BRFEEIEMOAGERNCHERS L. WIEICRHES 2 2 &ic
LY, ERGOEMGENS Z L ZHNE T 5,

1 SHRLEICLIGHFERORE

AR D G R EE (LAF [EFME] Lwvd,) XITFEMER X, BRRBEEMD
EBFEEIC D720 TERBIND RE LE X BIERERNOVE R X HE R T2 EET
556, SeRERSOHEE ORMEIMK THIC (2 ok, Fiz cWERTF X IHRRRT %
Fik L 72500, Frar S ik H DARR o 2 10) JEAR 714 [ 50 s R 4 A A i BRI 3R
T2bD LT 5, b, YEHARINICEE T EE ICERIREE S kb o 2FRFFFICO W TR,
BRERDLDOEKRBRTICH - > TEEL R0,

2 HMZEOKRE

(1) FEEFfil ) = 27 o §Fifi

HMZE . FERFAMRM O RESE G O A SCEE O ARG HON I e R R O
D ERFEENR D b LOHEMRE~DIGICOWTENENFEE L -8R (E3E
A FERTI IR S I B R ERE R OEKGERFEE L2 a0, IhbKRohirv,) ONEE
FEEE L W70 g% 2 T, BRERDPCRERDOFFFICEA T2 Y 2 7iconT
Al % .

(2) BEEFHBE~OBRAEFORH

BMEZE L, BRERMPCRERDORFFFCHKALS 2 V 2 7 25l L, HMZER <
w0 L CEAELER L, BEBE RN 2, ERFIIERIcX b0 L L, &%
535 5 S OB FEE ST & O B il D IS O T, 2 OffE & O F % BRI IC ST E T
%, b, USEAEORMERL L, llr0EMEZEMMER L -ERFLRHEL b2
LR 78\,

(3) JBAETBIE D b OFRIN RT3 5 0
HMZR IR, EREFORIL®R. EAS@HE» o BREFONEICET 3 HM 2R T 28561,
o 2> D HIREIC B S 5,

3 HMZEERGOETEH
BRI, X0 (1) 256 3) FTOTRTEMETEHEET 3,

1



(D

(2)

(3)

B R BRI 3 5 R B G O ERR RS X EESRREFICB T 2 B E A%k
Bkthie A3 2 it L 3B

AAXIZZ D5 (BREELOC—BE0H (MEAVTFEDH) THoT, RANLE
it T3 FE RV, UTRIL,) »EFICBRT 2 0¥ (EEM (REHEE
ate.). FEEREER. FARRERE ., EEIIT IS o BhERTe e L < 138
BWELTWEL XIEINOEZFELTWERER W ,) DEE X ITIE TIIR L,
NI ARV L2 H T 55

TS AN 0 197802 2 (R FF 3 2 Bl % & 9 B OMERFFENE 2 E AT E c 2L
ANT=F

4 ENREFICETIEMREOEETEH

A EFIC BT, EMERBREM O A b EHARE Z#E T 2 561, EKZBEE O
PR R TR 2 720, BRRERSOKRRFHE L 3EAMNE GadH 2R H Y
FELGERTE RO REER VI ,) LOMT, BEOAFIICHIAELIELLELLNLEF
HOFEREGER RV EEDONE AR ETHLbDE L, XD (1) »6 4) ¥TEX
DEML T B,

(D

(2)

(3)

R BEMAN, £ OFGEXITILFEEGATICHE S 2 i 4 L < I3FEL 25,
FERIR S DGR HEEE )T S BN R H DR NES L IIFRFHEE» O &
IR i % 15 2 RS (BB X X o3, SHZ RT3 I BB %5 & 1t
L. EHICHZZ T T 3 AI 2 NICiE ST 53,) KT nihni é,
HZREBMAN. Z ORBGEXIZLFIFEHIICHTE 3 5 8 L < I3,
JEAE 7 < nf U CRIE S DRI % B2 3 2 HBITE, #RFEESEG 0 &R HE X
T EEE ARG H O ABFES L < IRIHEE » Ol 25 <. HERIS . X
(LA - B - SR - IS 21T EHEF L ZEL T n &,
FRBMRHARN T Z OFKIGEH, JBATEE N L TR DRI % HE S 5
HoE3 2 FE 2 & TlE 3FHEICE T, BAEEENOKDHFES LT YLEFE
SR H DR AIER L IIRHEE 2O, L2 50 %/ 2 Fikfie - 2
KIEHEOZILZE Y CTEZ I EEL RN &, b, [FH4E - 208% ] cit,
Da vz bk 5ER GIIMPEICBE S 2 RE TR I 2 W% &, ).
QOFFFTHE - FraTtEMERIRL - PSR I X 2 9. QR - JRFREAEZ ofth 2 LIk
BAT85C X 2. @HZR B EE IR % RE LTS 2 Fkts - 158K
& (FERICEI VY TonEE Ve, HEMROSEZ B & L CRAFICTHTIM X
N5 0HbWBEEFE L ED.). OFRA LT3 Lok ok lifE (H
HRFE OFifE) . @S -8k VXU A BIE O Y, DR S 255,
HEIGEERE, R, 2V 7 SIHRIT O MM B, @K D A IMGERIEERIE 1 (R 5 b <55
BEINEIDHDOLT S,



7272 L, EMREBBEMHAANGTH > Td, FHRXIIMHEFOIL T, FHe
ME% 5 OAMRIC T 2 Fbft e - BBFEEZ T T 5 2 EHHL 27 b DIFER
KHDET 5,
4 »6 3) TTIKBTF2DDDITH, BFEIMLDOARHEE L YL HEENR
fmH ORRAEFES L BFFTHES L O CHEEONF I LS ZEL 2 2500
FIEMFREZAEL TRV L,

5 HMZEEHNEOERAE

(1) FHMZEEEDE

JEAEGEA X, BEC 3 18T 2 EE B A i A IR . A L R O R A FE
ZEPME L GEEL, EEF#HEOY = 79 4 b L, BEEHEMZ B o K4 K OFTE
ZVAMCLTRRT %,

(2) R ICE T 3 EHMAEES ORIR

JEAE S @ 1, BRIRERT OAREE O h CRAERN & B ER L ORI F
ICOWCTHERZITIICH 720, ERBFFFICHT 2HMR» BRI T 5 2 Lo
HERD L e &, HMRERGH) A b0 o b, kid 4 1B 2 E TR O TN E Dl
2L, EEEONT IS ELELIE2EZONIFFOFEMFREA L AW & 21
AT B TELEY, YEEF BT 2HEMEREL LTGEMLL, #B%2RBET %,

(3) ZTWEEZ - HMEE OMTFHIA

HMZE IR, BEAZ T %, BEETEE CEARERRET 2 $ cofl, BREEML DK
HIEEE AT Y EE N R H O RS L ILFRFHESE 2> & E I I % 15 5 R
BT L7200, 2o o, LM A AT, RIS UL XUZHRE - 38 - 115 - B
EITORFEEZELEYV Land DL 35, id— BREEZT o bEEHBEICER
HuefRk T 2 coflic, BREERNOKZHFE ITYZEENRGE QLIS L
CIFFiirER L O CTHREDO AT ZEL S 2RO ERFREAT 2 ICE S 72
B id, He o i BA S EE I LEEEZSHL 2 Lo, SMZEEZFHTE LA Thidh b7k
W

(4) HEMERE OFEBIRH
JEAFHEE IR, EMRE» OBER AT 2MNEF 1Ficox, 34 (WELFED LY
AlX54) OEMEE*RET 5,

(5)  TRIELEIE N D ARG I O e R~ DAl
JEA G 12, JeFBEAR A & BRI & ORI O I O W THERR 2 AT S IC B 7=

3



D, EEE»OERZENT 2 2 & & LG, HRREERNOARTFHEE LU Z D)k
FARZRIT X O MM 5 WA % 521 72 R FELSE i D AGR R I ARSI, Rt
DEMICET 2 EZCHE L 2 H D132, BIES 26, Kk CINEEMROERE -
FCEFEORNER D > b, EAETBE» o EMRE~DHFICOWTRET 2 ER 2%
EL, BEEERIGEKR T T 5,

(6) FHMZEEDEBNE
BMZ B E, FFEFOEK e T B3R 5 D A A SCE S D 23 el 01 O I B2 78 B2 8 i D 7GR
HGH %‘&Ué”%ﬁﬁ%unﬁ@f‘ﬁﬁéﬁ%#%675>UV)$F39&§«®ﬁ7§ KonwTZzhth
FEL7-ERE0REER2HET 2, 2OBAICENT, HMEARIZ, 4B CGL T, &
FER I DGR RE S M N Y ER ﬁ%ﬁuuﬁ@%%ﬁ% L, Al LTCEIck Y &
iﬁ@ﬂ"é% LCHEMX T EMOERHRME DK Z T2 2L CTE 5, TLHLDERE D
CBHEMBRICEWTETEM Y 2 212 oWTFH L 72 T, HMERERITH#EE TV,
%@%% cHEOWTIERR I XV ERCERERZER L. EATEE ICRET 5,
ﬁﬁﬁﬂ‘ﬁ . ERFORHEIC, EREFONFICE L CREAEG @A » OB 2 X T 72856,
R i Bl %9 5,

(7)  JRAETIEIA I X 2 EKGE AT ok

JEA T E I3, HMERE2 ORI NAEBREONE2SHIC LT, ERMOLEMIGE
HEPR 3 2 Bl 2 & R aFH A O B 1S O THERE 2 T, &%E%Sz@%?&ﬂ D IR 75
HWT 2179,

6 BRE
(1) ERFoHEMMWY
BEREFIX HMZRE 2 EATEE SN LT, P2 R 7550 b OFER 5l 2R3 b D
THY, S DFEFRIRNOE L R\, 200, [TERAIREERICE T 2TBT NS %
DRAMEN DITREIC B 7= 24T RICH 7= 53 (FES 150). [TBRIREEEICE D EFEHE
RKoOMRITH o v (FRES 250,

(2) BEAFOBBYEE~OT

HMZBO KA K OFTEE. FEARERO RN EERE O IEA R Y I b
2BEZINDRHLZ s, FAIL LTARET, 2 oBRYEFICHRTL R,

¥ 72, EAEFEE I3, BIEERRLOKEA D ORI HB &2 NFR L2k, EHe i, B
REOFR 2 /mE T 2 BFEEENOKRHRFE MO YZEENR M EH O EFRMIEICH L T,
HMRE»OZEL2ERAEZIIRT 2, 7272 L, OEMEZE O KL K OFTE. Off A TEH).
@RITT 3 LT X ViENDHER], Hi% Loz DMIEY AFiE 2 ET 282N H 5



FBEANCHET 2 EMIEIARRERE L, ZbEifiz~2AF v 79 5,



Gl

X R &

JEAE T B E R R ESE A E R EHARE B

£ H HfficcEBL VEMREERBE 2 kO O, AREXRLOO® (—
%% @@) L *DEBFERM L o FRMmoERE (ML  FITf005. Hiriee
F) IconwT, UTotshERZHAL FFET,

&
1. f&Em
O Rk s v O 7 L
2. ¥
LB
H M & B
kg - %
K %

PilE - E%

PilE - E%




[ S B B I —

1. IxmE#k
No | HfE4 e E A (R )
B BAFIIEAE 8 1 27 B 45 =/ INEEH
1 R+ v sk
m (P 30 45 (FF L) 45 69 52)
B HOTRR 29 4 3 1 24 B 5 /NEIEHI
A Rl .29 43 1 24 195~/ NEEHI
CFRk 28 4 (32) 5 1242 7)
ek EEk 27 11 17 B S =/NEEH)Y
N I Reff 721 6 1LA 17 1R,
PRk 26 8 (Tk) 58 356 )
IRk 27T £ 6 A 5 H S —/NEEHIk
4 | TIRZRFZFUF R oLE ML (1)
77 d (P 24 4F () 4 2658 52)
eIk 27T £ 6 A 5 H S —/NEEHIk
5 | IINRREZFUF M OLAEE (2)
77 d (P 24 4F () %5 1204 52)
AR 23 4 4 A 28 A —/ INEEH)
A Rl PIS.23 64 1 28 13—/ NEHIE
CERk 214 (fTk) #5326 &)
BB TR LR T A 16 0 —/NEEE
7| AEEE I
FREET (PR 10 45 () 4 604 2)
B 1144 A 16 B —/NEEHIR
8 | Il AR A
" (PHE 1048 () %5 153 &)

RIEISFFFFHCBE T 2 mmB OGO 5 5, FHERL DI O W TRHE L7,




2. HEE

No 4 R (FEES)
=R A NETD,
U e (P 5T g ) A mFST TAE5 H 27 Bk
(4 Fn 3 () 5 10037 =)
) Rz T 5 3 OVEE T B M R A B N AIE o A AR TN RSN T 3 H 19 Bk
[pEZE2id (45Fn 5 A () & 10040 5)
3 | e e TN EEAST T A2 A 13 B
(AF0 5(1T4) 55 10093 /55 10094 7)
4 | TR 7 o2 T= 2 R M EIRST 648 H 7 HHik
(5 5(AT47) 5 10019 =)
5 |y oy o o T EERASTI 55 H 10 Bk
(HFn 44 () % 10093 5)
6 | T m s b (1) AT 4 42 12 13 AR
(HFn 44 () % 10065 5)
7 e ms b (2) RSN 4 4R 12 A 13 B
(4% 3(T47) 5 10066 =)
=N VAN RIS
8 | 4 VTFILGA B AT TN EEAST 4 48 A 8 HHIP
(544 (R) 10039 55%)
o | Fxrary 7o TN EFAFD 3 4E 11 A 30 H Rk
(5 Fn 3 - (1777) 55 10016 5 ~%F 10021 &)
=R A NEIS
0 | FAT5 TV CEREI) T EFA D 34 3 H 25 H R
(&5Fn 24 ({T4) %5 10063 2. %5 10096 =)
1P s ko TR A AR 10 A 30 | )ik
PRk 31 4 (%) 5 10014 )
=R A — NEID.
1o | 2 IR/ TXa [T 0B Rt i FN E A FIoTAE 10 H 3 H IR
(CERk 30 4 (2) 5 10043 5)
13 | s TR AR 30 4E 12 A 19 H )ik
(CFRk 29 4 (%) 5 10098 +5)
4| B AL 2 EE FA AR 30 429 H 4 B Hk

(FRk 29 4 (r) 25 10105 %)




SN ECTRR 30 4R 4 H 4 F PRI

15 | ESEELE
- (Tt 29 4 () % 10090 £)
M EFRTERR 29 45 7 A 20 B Hk
16 | %1 75 F SR AT 29 "
Rk 29 4E () 55 10014 548)
RO 28 45 T A 28 A Mk
17 | A = LR
min CFRk 28 48 (%) %5 10023 &)
T =73k 2 aL 26 5 30 H )y
18 | ML P R SRR R 77 v % S = R | ’ﬂ’# “%k?ﬁk 5.4 30 AR
(gL 24 (AT77) 55 10057 =)
RO 24 4E 8 B 9 F g
19 | IR 2AZFF MY U LAFff
77 (T 23 45 (%) 45 10057 555)
M E LA 21 454 H 23 H )k
20 | 74 e =—T VM
’ 7R (A% 18 48 () 45 10075 &)
M E LR 19 459 H 10 H )k
91 | A R D e

CFREE 19 4F () %5 10034 5)

KR RFFFICBE T 2 MM B OBHBI 0 5 6, EERLDIZHOWTREH LT,




3. HuiFk
No F4 IR HE (FHE)
1 . BRHESF 745 H 15 Bk
AT YRR (AFn5 (7)) 570527 B &5 70016 )
TR, HORCHIE AT 6 4F 12 7 16 HIRGE
2 | U VEGF Jnfhn o BE 28 MEIE (B0 6 4E (3) %5 30028 5)
et A WIS 6 42 10 A 28 HIRE
3| NN BV TR (BN 64 (3) 4 30029 )
e FORHIRFN 5 4F 11 A 28 HIE
s\ TYT =T (AFN54E (3) 430214 2)
. PSR KO FHEG AR EE INIE e AR | BRCHERSFn 5 45 3 H 24 H I
A A (GFn 44 (V) %5905 5)
6 v I U DRSS X O ofbEFIEE WRHIE TN 44 2 H 24 H ¥R
7 (5Fn 34 (V) %3816 %)
_ . HOR IR 3 4F 3 H 30 HHIR
T TMTTT A Rk 30 4 (U) %5 38504 5. &5 38508 &)
RN SRR ER TR 28 A2 3 A 3 H IR
8 | XYV 7T F I (T 27 4 (7)) % 12416 %)
WU R 27 45 1 7 27 B
’ A : P £} (\D T -
9 B RN ZF ) AR ORE S Bt (k25 46 () %5 33993 )
) KR 25 45 1 A 17 Bk
TRV R S A kA .
10 | R b 35 & AR Rk ) GG 23 4 () 4 4836 )
. BE PRI S IHERIFIE S OHE D T8 - 16 E ST IR 25 4E 2 H 28 H |
HEE A (SEpk 23 4 (7)) 75 19435 &)
e KIRHE R 24 429 H 27 H A
VAR 3]
12| FTYY IR PRk 23 4 (U) %5 7576 =)
13 BT = = VERR SR L OV ok WO HE AL 8 4 4 A 19 H I
(a2 y a7 = FH) (Fpk 6 4 (V) 5 23360 5)
| T T e R TRRUHIE AR 4 45 10 H 23 H A

CEk 2 4 (D) 512094 75)

RIEI SRR 2 B OBHIBIO 5 B, FHERL DI O W TRIHE L7,




TN 6 AR IR T AT B A R B (R BRI A IE S 3E)

TAARBANT o Y o —=PVHIEIC B W TERLREFOEMEOE R %
Feih & 2 A A OARE SR 18 1 T2 R A AT

KEOEEHEICB T DT M) o= ORI 25

WrgesrEsE T BX CHL BB /N PR T SZ L F RO B R 2 S 2 s 24

MR E

AWFZEIL. KEDOZRIBEIREL KON T HEfktim (XA AT IT7—) OERRB TR
BTN o —VHIEIZOWTHREZITV., BARR AT NY U — U oi#E
RICY 7o o TOEIESFFFFICR D EMRFMAER ORFICHZD , 3B LR DFEHITO
WTEREZITH) ZEAHBE LT,

KEWZCBT A7 N o —VoOBEEEZREEL, TOFRBEONENL, /ST b
Vo —VHlEONEORELZIToT-, BEEEKLONT N U r—VHIEOSE. %
FEERMEEIL, HEROKBPFFICEORTHERZIEH L, ZOERITFDAICL-T
NEEN, TOHL, TOBRFERIEETT v 7T — &5, TOHERICESE, %3
RIS HFEREIT, BREELOKE PG, LREELORFFEY IIHREFL ERT
HEHEICIE, ERERLCXELBERLFESTLIRENAEL D, EREERLEENS —EHM
NIZRFFREFLAPRBE SNV, BRERMLITEARIN DD, TRk Iz
LA, HRDNH D, BERERLBECENTRERLEEICHBERLOBEEZIT-
EEOBMEITSTENG 30 02 HRBT 25 EFTIIRBINRY, —FH, "M AT I T—
DT N T —=VHIEOSE, NA AV I T—HEREN, T MFURLEFIER
LA REERLEELOBERFAEEZHBT 20 E 9 W 21TV, BRI ST O I0E
WITAETLD2HDOD, RXTy ME UV AETOHGAEBITLRVWEGEA S R EE R ITFRT
REFRDBOBENATREL Lo TWND, NA AT IT—ITONTIE, BREREML LR,
NAF VI T —KBHRFAINOH SN CUOERERLOFFFFIERS FDANLLARIND
ZEERW, A ATVIT—DEAIT, BREELOEYOEBANDL 12 F R\ T 5 &
KRB E N, RNT U MU RAEDORERICEEI N,

ZOEHIT, HEHAHYRPBEERHOAKRBOAEOHBZITHITHD, KET
IX. —U), FDA BARREMATHLIRTORESZOGEELHM 52 &<, YEEM
DOERRBELAEHMEICERD ZENTE IO L, BATIE, HFFICE L CHEMAL
Th DEETTEE DR OREEOA LW Ll BT, #IE RIS DOAKGE ORI O
EIT-oTHEY, FMRMUIITL D GHEAREEICERE L TN RETHLEEZEx b, L
L., TNETOMIT, BAEFEBERZOHW A ITORTNIER bWz, BATHE T
T, KV EOREWAFRE L 70D L) HMEFOERBER et ADEARE, &ELTWH
SWMERbLD EEZLNT,




A. WFSEER

KE OB R E IS L VS A A 1455 5 D 7GR
TavRIBT LT N U — VR E

(GER IR 23D 2 R FHE D12 F5 1 2 )

THYAT L) DWTHELITV, BARN
TN U= UHIEOEAIZYS o TOE
FESLAREFFIC AR 2 BEFT B 22 BT AR I O MR &

e, BBLRDIFHICOWTEREZITH Z
EERHBE LT,

B. WL

A, KREL BFNE, R o T E3 08
FEPHFEE - HURCTH Y . ZOIRFHHIY K
X, SIS T oI E AL TS &L
T, WHO IZBWT, EFEMEY 7 F D
g, Ltk AOMEICET o5& LV O#L
A L BT 2T OIEEHTE S
WHO VU A h&§EY 5 (WLAs : WHO
Listed Authorities) 1& L CREfli &AL T
5o %M@iﬂ%ykvy#—yﬁﬁ%im
LTV, KEIZET 57 )~
r— VB Lob\faﬁﬁ%ﬁoto A H—
Xy MERREERIZ LY . KEIZBIT S
A8 IR AL S DN A A1 fedh D IKFRBIRF D /37
YR = UHIEORBRRIELRRIE L, ER
DEMRFHEONREN G, KEIZBIF L7
M) =V OREEITo T,

C. ﬁ%ﬁ%

KENZBIT DT MY U — Ul
WTC, MTODE:J‘O D, BIEREME AL AT
LTI CRRERT, k. RO
BHIX, TOMRMWECE iR LTRY, fi

1
https://www.who.int/publications/m/item/

Z £, 21U.8.C.§355G)(B)I(C)RD D L 9 72 7L
WEIToT-5E. 7 AV D EREER
(U.S.C)nZA v 21, 7 2> 355D
TR arGDRT T T TGO TR
5757 Q)07 an—2D)EEL TS,

1 BEEXRLOLE

1984 42 9 A 24 BT 1984 4% K M ffik%
Bk X ORI IR 15 )
Competition and Patent Term
Restoration Act of 1984 (%I/4 Hatch—
Waxman Act) ) 2H3lE SFL. Z OH TS
hh - EHS - fbPEAEE (Federal Food,
Drug, and Cosmetic Act) ZKETH I &
&0, RTFU R = VHIEREA SR
Too ZOT®, KETE, HEMAM - EIK
i ABBESRIEIZB W TR BERRML O /ST B
Vo —VHIENBE S TS, Hatch-
Waxman Act O, 2003 4= 12 H 8 HIZ

2003 4E A 7 ¢ &7 7 I 36 - s - ik
] (Medicare Prescription Drug,

(Drug Price

Improvement, and Modernization Act of
2003) 3, 202141 H 5 HIZ 12020 4L
7 v 7% k5] (Orange Book
Transparency Act of 2020) *23|E S v,
ZORTHEIREN - ERM - LB IES S
ESf, BIFEO/XT v MY v — Ul EICE
S2TW5H,
KEDOBRERLORT > Y o — U
FEOMEIL, K1oLB THY, DM
ZLLTIZ~ 2%,
(1) SeRsh ORFFFGEHR O

3
https://www.congress.gov/108/plaws/publ

list-of-who-listed-authorities-wlas
2

https://www.govinfo.gov/content/pkg/STA
TUTE-98/pdf/STATUTE-98-Pg1585.pdf

173/PLAW-108publl173.pdf

4

https://www.congress.gov/116/plaws/publ
290/PLAW-116publ290.pdf



https://www.who.int/publications/m/item/list-of-who-listed-authorities-wlas
https://www.who.int/publications/m/item/list-of-who-listed-authorities-wlas
https://www.govinfo.gov/content/pkg/STATUTE-98/pdf/STATUTE-98-Pg1585.pdf
https://www.govinfo.gov/content/pkg/STATUTE-98/pdf/STATUTE-98-Pg1585.pdf
https://www.congress.gov/108/plaws/publ173/PLAW-108publ173.pdf
https://www.congress.gov/108/plaws/publ173/PLAW-108publ173.pdf
https://www.congress.gov/116/plaws/publ290/PLAW-116publ290.pdf
https://www.congress.gov/116/plaws/publ290/PLAW-116publ290.pdf

BEEOEKBPFFEE T, HFFEO—HE L
T, FEZRHLCERLOWE (B
53) FEEF. EIES LG (R E 72 1A )
FeeF, EIESOHBRFFHCOWT, FrE 5
ERDWIROERE GO TIXR BN
Lo TEY
(21U0.S.C. §355(b) (1) (A) (viii)) . H#H
UK, ABATE COM., TONEDEFMN
HoTHBAIE, BEERKDLNTND
(21U.S.C. §355(b) (1) (B), HIFEEIZHFRF
THHAE ENTWRWEGA, RIS ITKGEE
HHEmR L 725 (210.8.C. §355(d)), A&FRH
BB SN BFICHOWT S, KRR E
I, YEFRFOBRERH D 30 HLANIZ, FF
PR L OO AR Z 2 LT
XNz o TEY
(21U.S.C. §355(c) (2)) . ZOfEHN S
NIRRT GE 1R, ARBUEFEH & 8D
(21U0.8.C. §355(e)), 723, HBFFFDY
A, HEEE EIKREUEE DR TR X1
WL, WEEP E I3 SN B ORFFIC
BT 2EMOAICIR S i, ARISE X, H
BWRFFFRGERT A HEO S B, KR I
WOREPATLIMLEND Y | FHERKT 25 H®E
DR SN HEORRE 13— L TN
Bt FEFIC X o TRk &SN D 55 0E D 7KER
NI FIEDORZ AT 20 ENH D
(21C.F.R. §314.53(b) (1)) .

(2) FDA @ & 2 KFFIEH D 2x
JedE i O7KFEHEERFIC FDA (ICf2H ST
R duT, ARR%, AR INEEMLY A
FoOFT, EKRBHA, KRESRELEBITAH

L7 v 7 (Orange Book (Approved
Drug Products with Therapeutic
Equivalence Evaluations) ) °& L C. FDA
MHBARIIL, ZDOY A RMI30HIEICHE

5
https://www.accessdata.fda.gov/scripts/cd

HENTWSD (210.S.C. §355(c) (2).
21U.S.C. §355(§) (7) (A)) .

(3) HBIRMHFEREOKRHE TR
BRI FE R, BREESL ORKR PG
Elo, Loy T o ricBEEsn TWAEK
fn D FFFF FE T2 137K HFE LT 2 FIE O REF
B LT, WOFHOWT AL LI
HEDOIRMARD LTV D

(21U0.S.C. §355(j) (2) (A) (vi))) .

(I) Mz ar R Sh Tnin s
E (AT iR IR TV
Wz &)

(IT) HEFTFRERHLTND Z &

(I11) YRR BRI T H &

(IV) UEBTFRESTHDL &, F0iT
BARERLORE, A, kKBl X
> THFFTNRFINRZNW &,

Fo. AL TUT w7 TEE ST SR

TS, RIS OARGEICHR D B % ER L
TWRWESE, TDOFEOFEH]

(210.S.C. §355(j) (2) (A) (viii)) DHAT
HRDHN TN D,
BHRMEBFERFEN. V) OFRFFFER) UL
IREOGEAEZEH L2GAICE, A
25 20 HUNIZ (MGEHENHFEEDOE
IE - i BCEENTWEEAIEE ORES
T) | FFEFrOFTAF B L OERIEIE S O &G
FTA#Z, Rl 7 RN %R EIE S 2 ke
T A OERBPGE RN L2 2 & LOREHFN
N FEIIHERETHD E VI ER (FEW
BLOVEMRILOGEM I 2 &) Zi@Em
L7 niE e blenz & b/eoTnND
(21U.S.C. §355(5) (2) B)) . (I) F£7/ix
(IDICRRE SN TV DIEAEE R L1285
E. ERIFFOWM G OGEAEA R L2
B ARRITE LI T D5 LN TE,
(IID ISR EN TV DA AT 254

er/ob/index.cfm



https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm
https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm

AGITFFT DN RN T D RIS T L &N T
. (IV) ICRREIN TV DAEHEZ R
L7t BIERGOKRAFEE D OE
a1 (RE (210.S.C. §355(5) (2) (B) i
H) EZTEoZHND 45 BN,
FFOREFICH T DARBDIREL S NRVRY |
BITEBICINEATHZ L ERoTW
%o FRRADN 45 HLUNIZERE S N-56 .
ARIE, BIESHFEREND OBMEZ T -
TEHMNG 30 MARBRRICE D, 272
L. 30 22 AfET 2a02, OHITHEAFT N
FEFF O MR F 12 I13IRFH L RTE LI GA130H
KA, O FEHFTNFFTMRE SN &
WELTHETH - T, RS Ga 1L
FEHFT DTN E IR EFEI TV
WERTE LT B, @G ECHIFT SR AMR
EINTZERELESGA Th THFINA
WS, FETIIHEE Lo AR, AAGRITEC R
MACTHE LA THRST 5, YWHO
i TS, BHFT A REF O A2 L MR E
ORIEZRET 5 E THHEEDEIRELORFEE
PBRE E 7 IXRFBICEFT D5 &2 281ET 5
RAEIEMTERT L, TO%, HHPTN Y
FFFFIZ DWW CHIB 24T - 72855 O AR OELY
Wb FEEkE 2D
(210.S.C. §355(§) (5) (B)) .
BRERSGFFERENSOBMND 45 H
o Th, FFFrOpiA &I L OUER M DK
FTAEEDFHRERLEZEZLTELT, »
O, FFTFITAE . EREELEE~DOBEMA
HRECEHT IO AT, WEKEHR
~DT 7 ZADOFEBEO B HEA Y 5L AT
FENTWEHGEIEL, BRMBFEEEIL. 5
FHREDRN T & OfERHIRZ KD D iFin %
I ENTED
(21U.S.C. §355(j) (5) (C) (i) .

(4) BRNOKEIOEAKBEEEICHEZ BN
2 AR FEAM 5 5 R
(21U.S.C. §355(j) (5) (B) (iv))

BIIM ORI O RFEF D, HEEZEIRTN
WA THD L, FIIIBRERTORE,
A, W L > THEFFIBNRESI LW
ZEOREAE ((3) o0V)) EETeHs
Fa Lesa . EES O RO REERIR
FEOHMNDL 180 HEMAERITEEZITH T &M
T 5, L, ROSA, ST
35 (21U.S.C. §355(§) (5) (D)) .

& NWOHFHEN, WOHMD I HIE
WHE TICEEMZRTE Lo 7
Bt

v RO HFER OERRBNEHI IR -
7B D 75 Hit L HEEOTEM A D
5 30 H%ZD S HEWH

v OBRELHEEEICHLTRESHE
BHRERDE L IIBRELRES
DR U 7o iR IR AR R 2 B WV T
U, B msh 72 13RE
ENTWVZRWE W) EKHRET
L. ZHiZx L TLEFE/ITHONT
WIRWIGERC, SEFEAEFEDS FDA |2
M LR EREZIY T 725
BENFEELZENS 75 HE

& HUOHFEEHENHFBELZIY N5
Ay FIEEEDN. HHENKROE
7= LT S L -5 E

® YIOHEEEN, 180 H MM 5 HiH
DEWE G Z DA ELRH LT
NRTOEHFICTHONT, FHELELE
FTERY TG E

& SWOHFFEHEN, HIEORMHAND
30 722 H LA Hi 55 O E 7K 38 & B
TERNoT25E

& WOHFEEN. MOHBFEE, L%
i AR FE I RERF TR B & AR Ik
EEN OB 2 T2 LT, #IR
5l & B & F 2 3BT O K&k E
NV, EFEMTOIL TR WA

® HIFEE N 180 H M M S D& %



5 A LA EEZREH LT X TOF
FEA BRGNS 72 > 1o 56

2 NRNAFVIT—DOHE

2010 4E 3 H 23 H., 2009 AW =2y Hiz|
ik « A4/ X—3 3 1 Biologics
Price Competition and Innovation Act

of 2009 (BPCI Act)) *23HIE &AL, ZDH
T. AFHAEY— 23 (Public Health
Service Act (PHS Act)) Z#f1ET 5 Z LIk
0. NAF T T —ITxT 5 M5 AGRRREE &
WRT MY o —=VHIERRR SN2, 2D
7o, KETIEZ, AREAEY—EREIZBN
TNAF VI T—DONRT > MY ol — Ukl E
DHESNTWS, BPCI  Act D%, 2020
12 A 27 B, 2021 FEEkE R HE
(Consolidated Appropriations Act of
2021) ) "ANHIE S AL, ZOFTHAREAE
P —ERENBIES L, BIIEDONA A I T
— DT N = VHIEICE STV D,
KEDONAF I T =T N vr—
CHIEOMEIX, M20LBY THhbH, KE
T, BHREOF T, XA AT I T —DOHFEN
FDAIZHEH S 71212, eFamE L A 4
VT —HEERE L ORI TOERENCDZ S
R HAEITO [RF U v F 2] LT
DR R 2 R D 12O O FH N HIE S
NTWb, X7 hE U AIZHOWT, BT
2, [T& % may))] TiEAe<, TLRTN
X7 5720 (shall) | W) XFEBREH S
TW3, L»rL, o Rt (R FvIT—
HEEMEE) N7 LY x40 (R EZE) I
*LUT, fHERl (N3 I T —HFFFED
FELAORET vt 21GH) 2170 Rhol
LI R DR DR EBAIRN G, T b

6
https://www.govinfo.gov/content/pkg/PLA

U ANINAF VI T —IKBREFRICE - T
EEOBRETHY, TV N AETHIY
AOEBHREEZHEL TWVWDIZTES, 20
Fhea TR o IGa1, R MEEITE
IR EEORDBEITHOENTED L
IR LTWD 8

NT N U= UHIEOFEMIILL IO &
BOTHS,

(1) FDA OIEFEEDFFFY A N DAFER
=T NT 7 N, A FEELOT —
B R—AT, BELLEZDONNA AT IT—L
O LN ODKREH, HEEE TR ENE
FHINTWD, A AERFIZTHO DT, K
Gy FIESES & B2 0 o FDA I37KGE G
BTGB IR R OB EZ RO TEH
T IR OEGEEEMN D =TT 7T
FHERITBEH STV ARy, LasL, %
BENNAF I T —HFEREIC (2) O
Q. QOKFFIV A~ M2V A~ (HFEHLL
FEDORFEFIUSIG ) R LESEIX. £h
26 30 BLINIZ, e MAEZEIT. £ OREF
AN, iU A NEZDOHFZNHIRZ FDA
RS2 o TS, Dk, 3
PR EN IR A BUE L7256 b RIS
NA AT — R L FDA IR
DML RD BN TWS, =95 LTFDAI
SN TERIZ, 30 HZ o=
NT o 7 DOEFOFRTARINTND
(42U0.S.C. §262(k) (9) (A)),

W OBHZH (T hF )
O NAFTIT—HFEEIL, FDA 2534
\Z 35 5 B oDl N
ZLTH5 20 HELNIZ,

(2) "AFVIT—NRELERNLEGELD

s

-
[

HEE & D5

https://www.congress.gov/116/bills/hr133/
BILLS-116hr133enr.pdf

W-111publ148/html/PLAW-

111publ148.htm
7

8

https://www.oslaw.org/newsletter/046.pdf
9 https://purplebooksearch.fda.gov/



https://www.govinfo.gov/content/pkg/PLAW-111publ148/html/PLAW-111publ148.htm
https://www.govinfo.gov/content/pkg/PLAW-111publ148/html/PLAW-111publ148.htm
https://www.govinfo.gov/content/pkg/PLAW-111publ148/html/PLAW-111publ148.htm
https://www.congress.gov/116/bills/hr133/BILLS-116hr133enr.pdf
https://www.congress.gov/116/bills/hr133/BILLS-116hr133enr.pdf
https://www.oslaw.org/newsletter/046.pdf
https://purplebooksearch.fda.gov/

L, ®iET v REOFRE LR
wECRELZTZ RN &
Lo TR, BIHMEZENDIEK
ShBfERERETs2 LN T
X% (420.8.C. §262 (1) (2)), .
D OFREE®R OB RIT, FER
wEOELT L4 RE L. N
ELTHRTFFRDCEDLDORWE, L
FEEECZTA B AL TS
FIAFICREIS I, "M A IT—
HEERED THEZ2 R MEXON
(BB CITWEFRORRIITER
VM (42U.S.C. §262 (1) (1) (B) (C)),
HFRMEET, OOHFFEEE LN
WAEZE L% 60 HELNIZ, A A
VIT—OHFEHRIC, BiFMRETH
L LM EENE X DFFO—E
LN FIT—HEFICTA &
VAERMELTH XWEB X HREF
DHITZDERERIET D & &
2o TWNAD
(42U.8.C. §262(1) (3) (A)),
NAFTIT—HEEEIZ., QOFFFF
RETHD LM EENE X DHF
FO—EEZELTHMD 60 HLNIZ,
JeR M ENFTFREFOR LT
EEBEMIICEERETHIENTED
ERAFVIT—HEFEETELRD D
BFFo Y A NN B
T 5 2N T E D
(420.S.C. §262(1) (3) B) (i),
NAFTIT—HEEIZ, FiFR
ETHDHEEBMEENE ZDFF
. R EENRTRELEH
MICEETDHZENTEXD LA
FUIT—HEEHE LR O DO
ZTNEFRNICTHONT, ERLMEEIC
ROLOEFRMLRITHIER DA
VN (420.8.C. §262(1) (3) B) (ii)),
[. NAFTVIT—HFED, Y%

FEFFIZHE D, BT AR £ 72 13k
FREFTZNEVI BEROFEE
A X OERIR L 2 5 B 3 5 5F
7 e
E
II. "AF VI T —HFFEEN, Y%
FFoANWER N5 H L0
AIZANA A 2T — % WR5E B bk
THERNRNT & BRI
TRMBEN AL AT I T —HEE
WCHHFOITA v 2245 1L TH &
WEEBZ TWDLHEEITITZENICET
HEIE R EEICEME LRI
1£72 5720 (420, 8. C. §262(1) (3) (B)
(iii)),

@ RS TENRAALA LTI T —HELE

WZQDORFFFY A M &R L7 BURRIC
WilcBekSh, x4 2%
ZTTEb DT, ERLEENFFRE
LEZTWBETFIZOW TR, BiFD
BEEET I TA B A 22T %, 30
HUWNIZ, ERMEEX. A4
T —HEEMEFEIC, BEELZRFFY X b
DR ER (MERTEREZD) &
Rttt oTRBY, ZOBE
b, Ykt e E R oRM% 30 HEINIZ,
NAF I T —HFEREIT TR
@D FRAEZERMETHZ L Eo T
% ((42U.8.C. §262(1) (7)),

M EET, N F VI T —HER
(V@Y R NEFHEZZMHELTH
5 60 HLNIZ, XA A7 —HzEE
HEITHR L, XA F I T —HEEN,
FERF R - BT ARBE £ D IX R IER
EEETORFFICEL T, FIHMREC
DNTOHFFERN - JFEIRIL I K OFFFF
A« BITATREMEIC DWW T DA A
VT —HIEREICLDFHA~DMEE
R L7z A2 L g e s
72N (420.S.C. §262(1) (3) (0),



NA F 2T —HEEREN IR AR

EVOOFREZHE L%, @DFFT

UA D) BEFFHREFRLBONG & T

REXFFFNRHDNE I DITONTOH

BICmT T, MHFRRBEI TR TN

X725 7au ((420. 8. C. §262(1)

(4) (W),

® ZIUBARA 15 HLANIZHRAARI G O FF
FOVRARMZIOWVWTEE LSS
IZiX, AR 30 BUWNIZHES LA
XU HETFICOVWTETRET
NERETHZLELERSoTWVSD
((420.8.C. §262(1) () (A)),

® UBALA 156 HLAPIZERAXT RO FF
FDOY A RMIONWTEE LW
AlZiE, XA A VI T—HERE
DREFDBOXNG EZZ DRFTFO
Box e R A ¥ @ m
((420.S.C. §262(1) (5) () L.
Z OG5 HUNIZ, FYFH
MNEZ DR EFFRLDOSR L 2
LHEFFO Y A N ERIREICRHT D
ZrlhhoTWnD, B, MY

L FEMAEEORFFY A P OBUIT.

NAF I T —HERENEH L
TR OREBZD Z EITTE AR
WA, NAF VI T —HEREN
B2 tf Lo A1, &
o EEF L HFORFTFEZ Y X MZRD
#HTxb
((42U.s.C. §262(1) (5) B)), Z D
U A RAZHtE 30 B LANIZ e ih A
(X, VANMIFEENTV D 2F
TR OWTHFR EFiA 2 fek 7
HTEEoTND
((42U.s.C. §262(1) (6) (B)),
NAFTI T —HEFEEIL, KRS
AW RS O e W) O PEZERI IRGE B O
180 HATE TIT, Je¥ahEZEICPEERIIR
FEITO BEOHEMETDLRTNIXRD

720 ((42U0.S.C. §262(1) (8) (A)), 43¢
mAEZEIX, Zo@EMmEZELIZE,. Y
N F T — D EA) DR HER R 5
OHAM LA, EROFIZODF
FUVARNIEENRTIENDR, ©@DFF
FUVANMIEENTORWVEFFICE L
T, FrroFME, FITB X RED
MEAZBHFTPIRETDET, N A4
VT —HEREN YA FER
DFGEMRLE F - IXRBICEFT D 2
EEEETOREEMATERDD L
NTE D ((420.8.C. §262(1) (8) (B)),

Flo, @QOFFY A ML, ZOREIR
MEERDDZLENTEDIHLRLE 2>
T 5 ((420.8.C. §262(1) (1), ¥,
NAF T I T —DRAIOIRTED 180 HHI
FTIEANAA AT T —HERENR
AR EICAT O @B, AR TH - T
BITH T ENTEDHE, 2O0FKATIK
Rz fm R TH RS TW
Ho ZDIZD, NAF I T —IKR

FEEEIL R 2 2R M I IRTED A
HZE L CBIFIEFDA DERIESHNT-D
B AR RS O ED 72 1T VTR
HBIcNNA A IT7—% EhiT5Z &R
TXLAREMERD 5,

(3) HFiHREFRBNE X722 L D FDA ~
D IEHN

Eie (2) @DOFFHREFRLOFFIRE A
AT —HEEREICEREIN TG, 30
HUWIZ, A A7 —HEEEIX. FDA
2, ZOWEMEFIROE L2424t L
7253 (42U, S. C. §262(1) (6) (C) (1)), @%n
%372 FDA 1L, ZO#EHNI OV TEHRIC
BHETsZ Lo TND

(42U.S.C. §262(1) (6) (C) (ii)),

3

(4) XA A2 IF7—Dik

k=110



NAF T T —HFEIT, RSP RN AK
RINTBANG 12 FRRET 5 F TERR I
F(420.S.C. §262 (k) (7) (A)). SE3&hhniix
VNGB EINTZHEND 4 FRT 5 £ T,
NAFTIT—ORBHFELT HZ LITTE
720N (42U0.S.C. §262 (k) (7)
BT, LW R, &5 A7
Va—, F, TIUNY = RT A RBE
W XD AEFICITEMB IR W
(420.S.C. §262 (k) (7) (C)), BIFEHKM L
F7e 0 | FRAADIESEIZ LV FDA DK IME
T2 Z &0,

(5) A I T —DRAOABEIGE I

b2 55 BRaeM S I

(42U.8.C. §262 (k) (6))
2FBLBEDNA F T T — OB FEIC
LTIE, LFOWTHNRWEFETEFDA
KR EI TN &N Tnhzdh, A
A F VT — DM DOARBIGEILEDH
., MERICAAAS A I T—%2 R THI L

MTE D,
a. WHDONAF I T —OrEENIRTE
Mo 1R

b.  &RD 18 M H 1%
® WK INIEANAA AT IT
—ARHGEEICH LT (2) ®
DOIFBITBIT DT X TORFFIZ
B9 2 o fl ik
E e
& RAIIARINTEEAALATIT
—ARBHGEEICHLT (2) ®
DFROFEH (& OH EIZ
NVIRY SRS )
c. WHIDONAA AT T —DEKRE 42 D
AURNO ExIZ (2) @DFLBBHE

i L CWDIGAITITKER%E 42 A%,

(2) OOFBNDE X TV WEES
F. B OAA AT =AYb,
DIRGRHE 18 A %

(B)), =72 L.

(6) /37 N 2D FEN & fe e plR iR

@

®

D il R 0D BE £

NAFV I T —HEEREN, T
N AEBM LSS (FDAD
RHFEEOZENDS 20 HEWIZ,
HEEOGE LBIOHE T rEAD
Mz eI L5 E) .
EREELEELANALMATIT—H
EEEL, N A VI T—HFERE
2 (2) ORRGE 180 HETD@ENIZ1T
IR, (2) QOEFORE, H%
HFELITHITAIREMEDOE S 2R 5
e el FFiAZE T2 2 LT TE
72N ((420.S.C. 8262 (1)(9) (A)),
INT U N ARMEBE L, N T
T —HEEREN, R LA K
L, (2) @Fix@oFH (i)
R L2 oA, (2) @R
EFRLOK G LEX DR Y X MC
DWNTEHEELRWGA TORF O
RXHTHY A NDOEME Lo
=546, (2) @oOMkiE 180 HAETDIE
& L7pholo6 . FDA IZxFL (3)
DRFFFREFRANVEE -2 L o@mm
BLOKKROBELEZRZE Lo
LEx, ELEEIT. (2) O,
(2) @QoFRFoRE, AOoMEERL
EHUTAREME D ES 2RO T, HE
PIRFREZRET LD ENTED
((42U0.8.C. §262 (1) (9 (B)),

NAF I T —KRBPFEREN, N
T NE U RAERB LD S TEGE
(FDADOKBHFEEHEDOZHNG 20
AN, HEE0E LB L UHlE
Ta ADOERE LR MEEICED
Lo 2 356) 1%, s,
EFHRE X O H®E 98
TORFFORE. AN E L ITPIT
AIREME D E F & RO T, M E IR



NEREET D ENTE D
((420.S.C. §262 (1)(9) ().

D. &%

TAVAONRT > N o —UHIEE, &
ARET, HFEEIE G PR & R E IR
(LOMOBRARELZNN ) T WM M
ST E OFBOFEREINE - T, BN )H
WAEGBO R Z M 28I ETHY . 2
EHEE T b,

—J7, BARIZBWTIX, EX, ERES
LONE, BMER OO MRS BT
LiEfE (T TEEMEREREE v
D0 ) BED,EHELE XTI U=
AR D BUEIIAEIE LV, ER L E R g
B R, EELOKRIZ, HBETHLHEBEIN
TEELONE, AERNZE2EICONT
DR FHIRFEEDERGZONDHDOTH
V. EEHOKBHESFEBOPIC TRFFK
fi ) 1 XEFN TR,

L L7t BAESEE T, @A
ST, BRERLOAREEOT T, EX
mh D ERAG XD BR NG SEFREIE LA
¥, BBERLPHEEENODTNTNNEL
TRz b LIz, EREEL L BBEEM L
DR D H IEIZ SOV THEREZIT-o TV 5
KW THD, ZD7d, KEOD L S IZEHE
FEELAEZED D HH Y R SRR IE S0 € 0D 3 RF
DT v 7T — MEBRORHZBEHMT 20,
HKFBDO AT OHIBI T » T, HBIEERSLH
FHAREITHRT L TR EE ML L ORFFHRE
DEBEOB LR ZBEM T 20T 5 L
XTERV, T, BEAEFEE NI EEKD
EREICHRBERLOARRPHE N - T FHEE
HOEDZ EIITMEBERICY D20,
e R D O RIS KGR FE A
~ORENRERFELRT LB TE R
Wiz dHh 5,

KEOHIEED B mild, SEFEHH Y R —
), BT H D RETFOREE O A

T 52 L HEFEHOE R L wEH
WrEElcZERDZENTEHRATHS,

HARIZIWT, EAGHE O%FEEIES D
HKFRD A DY 7 » THRF ORI ZH D
BRI vt 2 250G 63,
Z OB OV THEFR E I AR M MR FE =
LG FER SN OBR 2155 2 L 13
HDTHRETH L Z ENBESND, KBS
72 LThH, ARRBIFDLE Z 5 Alettix+
DoHEDEEZ LI, FFFFICE L CTEMA
T D AT BB SRR EE O A 2
Wrd 5 & WO BIEOHIEIX, 72L& 25%. F
FFOBEMEOE LR v 2 & & H i
ERLIZELTHLEENTIEIRWVWEEZEZDBN
Do ZO, FERAICIE, BRATEE - K
F— v TWHIESF 18.53 L E BT LoD
b, BAEFEE B Y BREHRES O 21T
HOPIKBO A& Z B C& HHflEICZE 2 T
W MR H D EEZHIND, TD—FT,
AW 72 FEIRRE N 72 SN D ETOHRED
[, JEA 578148 B CHE 217 > TV B
ZOLTheEL, L EURHE N Thiu
DX, FFEFOHMEOE AR 0t 2%
MATH-EDODERIIOLILEDEEZZ LN
%

KEORT U RY U —UHIEX, HART
BRI L TV O RFFOEME OB RIER 7 v &
AT BARLHIETHY , BHERY A
BNDEIRSEFBFHIIAY Lo T,

HARICRWTIE, KEO X 5 I FEER M
DFFFHE SR OIS Y F~ OO FTH T 1X
TERWLOO, BlziE, RERKLMSEN
PR = IS D IKER O AI K O OBRIZ B JE L
TIEFLWERFIZ oW T, BRI,
H. 7y 77— MERLEORFEREMLE
TRHLTHE DV, RO R o TR
[ZOWTIEEE L &) it 2 IS
FHHTENSIZEF—RELTHY DL
EZz o,



E. f&dm

FEFHHN Y JR) A3 2 38 = FE AL D AKGR D A D
W 24T 5 I2dH o0 . KETIX, —8),
FDA NEMSTH 5 ORFEDO A EL
HWrd 52 &<, YEEROGELW & FIE
HIWEEICERD ZENTEDHDIZR L, HA
T, FFEFICB L CEMNN T H D BT A
DFRFFFORESFEOR A2 Lz T, %%
EHEMLDOEBORIGEIT->TH Y, FFRIIC
XLV EHEARFIEICERTE L TN RETH
Al

LU, YoM, EAETEE R E O
WrafThR e b nid, BATHET
T, K0 W N RIRE & A D K O HHE
DERIER 7o 2DE AR Y, EL TV

SHERSHDLLEEZ LN,
F. o33k
1. EwmCFEE+
2L
2. WK
L

H. ZNRIAPEME D HHFE - BRI
L

10



FRMER

o FROKEDIFHEI-, EX

aDYE (HHRS) Fi5.
ERSRGM (RAF 34
) FiF. ERQORZ
HIFORITESCAMYR
DIRMER T
RRRICERINI-FIFN
M. FHHFOBHEBAHS30

I HRLBEHEL

RINORRB(L. ((VERELEES. K
1. 180 BMIR S IR EHEN TS,

o BIVIDIIABEZHLI-BA. @
BEEIS20B LA, BRHD P
BERHLECERUVHEHFOENR
IZEEETHHEVVSER -RPRER
HRNBSELURNICERSTRLYE
FRFRIEMRESNEIEBEICH
FHEFOEBYRIFREFRETSHICIX
CORHNFRATERBTRHNERR mﬁﬁ
FTARENEIHNEHITCELLS. RIAE
DHERB~ADT /AR HELE)

0 EREEKOKZBIAIIC. ALY

® %2
L KDY HELN
X =

(nn I RDEITKER

__

@OHAMD WS 45 BLLRNIZ, 5

HRERRNMRESNZIVES. BS
(227 BE

IREAHASB LIRITIRES NG S @
HHS30H0 A B, HAURBLT

1

MMMWWEEENE%& u\“uq.uw_n#mﬂm#d?muﬁmﬁnmﬂr V) | WECTHRER, 1-12L. 300\ B 287

RN DML b L L BMTHOTY, A RHITHIT R
() ﬁ.w&%c ST uRuEIEL RIZERFHRNHI-BAE. HIR
(I A EHLTLNS BWICKRE. SIFEFIRIEEL:
(I SEBFFNEDFTE Bl ZARII RIS THEEL-
(IV) RO RITERT B TENTHLEEPADHD.

FDA
| 2
LT s 0 EXESORPRA, REFSLELEUVHFIHMHHREIER

¢ ENFHFHEBLEN.0BIEICEH

RKEIZBFAZNTUNIVr—CHEOBRE (REEELDISS)

11



I
1 NAFLESS—RFHEENITF UM AEFTORSE
@ NAALSS—HHEAHIS20B LRIC, M ALST—ORIZPAVOSELERVR B IO A%E#

I

@ OOZMEEOBLIRICHNRELEAIRN . SMEUAMETRGHHO-NHFERY INAALS
) (| = e .
@ OOBMEEOBLIAIZHNBYH REEFORR - RMXIHHADMREI-EELEVESEERE || 7 REEX

I
@ QOFHMEEOALIRIZ, (A LIS—hRCRORH R - NEFTFOBERIHLT. RASER (YD EEIR
BEIBET
® @OBHEE, KRETISHHVRMOVT, KBHSEL. TOSALRICE BRAESL, SE®R0A || gpamms 1409
BAICERSERIBHAREFALRE. ABLEVVBARMSOEILIFAHLHHIAMEZRL. DI & A
YAFZ BB LRIZERSERRTOL B OV THARERALERE

- BHohTLy
- .....r ..,..;__ L S WANT m-...._. - - k ..»1 ot % .. " .7 1 .... -._ } | { ._. & ."._ .. o f ) hT & 7
I
2 RAALIT—RBECENATF UM VAER IR E—BHIDLEVNVES
D HHACESORTHATRERETES,
- I
@ ?c ::Euﬁ 3 3\2 wrg.ﬁmrqi_;rin;: ERSDEY
AfkITR2
FDA (IRFUMT R
2 gt h -1 A R B0 FlCRZAG
ERERLL,)

[ A—TnTos 0B LIHREH) ( T
B2 RKEIZBEFEINTUMN I r—HEOBRE(NMFI5—DIFE)

12



(& 1ER)
KEH E DRAX F DRI

® HZ(X. AXHIZ 21U.S.C. § 355()B)NC)NEFRREHLIZIGR . TAhEREEH
(US.C)DEARIL 21,932 355 DY To 3> ()DINTTZ76)DH TN
S5453520C)n7a—X)EIET,

i

0 ENMOMEHEE

&\ . BLHLEDEBERE |
wHay §355
YT EHay @), (b), (c)
1IR5757 (1), 2), (3)
HI185557 (A), (B), (C)
yn0—X (i), (ii), (iii)
#J750—X W, (1), (1
FATL (aa), (bb), (cc)
YIT7ATL (AA), (BB), (CC)

13



1 REEER

https://uscode.house.gov/view.xhtml?reg=granuleid:USC—prelim—title21-
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RX
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The United States Code
Title 21-FOOD AND DRUGS
CHAPTER 9-FEDERAL FOOD,
DRUG, AND COSMETIC ACT
SUBCHAPTER V-DRUGS AND
DEVICES
Part A-Drugs and Devices
Section 355. New drugs

FA)hEREER
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YIFvTa4—V-EEXERRU R

N—F A-EELZ RV
453> 355

(b) Filing application; contents

(1)

(A) Any person may file with the Secretary
an application with respect to any drug
subject to the provisions of subsection (a).
Such persons shall submit to the Secretary

as part of the application-

(&)

(viii) the patent number and expiration date
of each patent for which a claim of patent
infringement could reasonably be asserted
if a person not licensed by the owner of the
patent engaged in the manufacture, use, or

sale of the drug, and that-

(I) claims the drug for which the applicant
submitted the application and is a drug
substance (active ingredient) patent or a

drug product (formulation or composition)

(b) FEEEDRL AR

(1

(A) fAIAL. HTEI2av@QDOREDHRE
BAHERMICEILIRFSEEREICRETS
CENTED, BB BFEO—8EL
T.REICRDLDERELG T NIEGSAE
LY,

(i)

(viil) FEFIEEMNOSA BV REZIT TGN
ENEEROBE. HAXIERTEICHESL
EERICEFREORITATEMICER
SNEHHREMELHIFHDERHBESRY
BUHRTHY.

D RFEENRFZRHL-EERORH
T.EEAVE AR HHFXILIEE M
L5 (RFI LA RD) FreF XU
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patent; or

(II) claims a method of using such drug for
which approval is sought or has been

granted in the application.

(B) If an application is filed under this
subsection for a drug, and a patent of the
type described in subparagraph (A)(viii) is
issued after the filing date but before
approval of the application, the applicant
shall amend the application to include the

patent number and expiration date.

(I EZBEKRD, XFEZBSNTNHER
DERTEREEERT DD,

(B) CHOBEICEISVWTEERDHEENTD
.Y ITRSTSTANIDICERBREN TS
BEOHHNBHFEORBEALUE., BEDK
RENCRITIN-HE. REEIHSESL
Eyﬂﬁﬂﬁﬂéat&v(:fﬁﬁ% BETHLDEL
ERR

(c) Period for approval of application;
period for, notice, and expedition of

hearing; period for issuance of order

(2) Not later than 30 days after the date of
approval of an application submitted under
subsection (b), the holder of the approved
application shall file with the Secretary the
patent number and the expiration date of
any patent described in subsection
(b)(1)(A)(viii), except that a patent that is
identified as claiming a method of using
such drug shall be filed only if the patent
claims a method of use approved in the
application. If a patent described in
subsection (b)(1)(A)(viii) is issued after the
date of approval of an application submitted
under subsection (b), the holder of the
approved application shall, not later than 30
days after the date of issuance of the patent,
file the patent number and the expiration

date of the patent, except that a patent that

(c) REEDARRIME. BHOEMRURE
{EHAREL, a7 D FERRAM

(2) REBSN-BBEOREEE. YTV
VOICEDWTIRHESN-BHFEOEXR AL
530 BUAIZ, T 10232 b)1)A) Vi)l Z
RETHRTFOHHFESRUVEDLREER
BICRELETNIEGESHLD, f72L, HZE
EmOERAAEEFRT DI L%
HMNHREBECTRRBIN-ERAAEEERTS
BEICRYRELETNIERSEN, T 15
2ave))ANVIIDICHRET HHFEN. Tk
923V O)IZEDVTIRBEEINZBABED KR
BRICKTINHE . RRIN-BEDM
FEIX. ABFFORITANS 30 HURA
L. BFHFBESRUVETFOADHREZRELG
FRIELESHEN =L, YHEERKOER
FEEFERT DL, BEBFTYRE
RAOERBNEZLONTLSIGEIZIRY. 2
LA hEasizuy, HRENTT2o2a2(b)
[CEDSVTHFBRHRNERSINDAICIRES
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claims a method of using such drug shall be
filed only if approval for such use has been
granted in the application. If the patent
information described in subsection (b)
could not be filed with the submission of an
application under subsection (b) because
the application was filed before the patent
information was required under subsection
(b) or a patent was issued after the
application was approved under such
subsection, the holder of an approved
application shall file with the Secretary the
patent number and the expiration date of
subsection
(b)(1)(A)(viii). If the holder of an approved
application could not file patent information

any patent described in

under subsection (b) because it was not
required at the time the application was
the holder
information under this subsection not later
than thirty days after September 24, 1984,

and if the holder of an approved application

approved, shall file such

could not file patent information under
subsection (b) because no patent of the
type for which information is required to be
submitted in subsection (b)(1)(A)(viii) 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,
it. Patent
information that is not the type of patent
by subsection
(b)(1)(A)(viii) shall not be submitted under

the Secretary shall publish

information  required

. RIFHEENZOEICEISNTEREINT:
BICEHHFLARITIN2O. YT Y3
(b)THRET DRFHFE®WA. T EI2avb)
[CEDOKHBEDORHBFICIRHETHIENTE
BhotzBE . KBS HEOREEIL.
YT 17232 b)1)A i) TIRET D450
BEESRUVAMNHREREICIRELGT
NIELESHN, KEBSN-HEOFREE .
HEEARBIN-F R TIEERSINTLVED
Sf=t=% . O)EICE IV THIFEREZIRE T
HIEMTELGNSI-IHGE . FTEEIL. 1984
£ 9 A 24 B#% 30 HLUAIZZOIHEIZE DL
TYUEREZRBLETNIEESHEN, =,
HEEMRE RIERZBIN-FRAT. Y T&5
2avO)XDANIDTIEREIRE T ILEND
SHEHEOHIINRITINTIVELNSFF28.
ARRBEINF-HEOMAENS. YT ay
OITE SV THHFRRERETHIENTE
TmhotIGE  MEEE. BET HIFHNH
IShizBH5 30 BURIZZOIEIZEDL
THHBERFRELBTNIEESED, 0
BICEDSOWTHHFFERMNMRESNEE. R
BIEZENEARLETNIELGSHEN, I+
2232 b)) AV TERINSIEFEDIFEHF
FH|TITEVEEFERIE. COBEICEDNT
RHLTIFAEDRLY,
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this paragraph.

(d)Grounds for refusing application

If the Secretary finds, after due notice to the
applicant in accordance with subsection (c)
and giving him an opportunity for a hearing,
in accordance with said subsection, that

(P E)
(6) the application failed to contain the
patent information prescribed by subsection
(b);

(P E)
he shall issue an order refusing to approve
the application.

(LT ES)

(d) HFEZIEMY HIRHL

EEN. T3 @I THESEIC
IELAEMEFTLD., REICH>THREO#S
#=5z1-%.

(HPRE)
(6) REEICH T LI avb)TRESNI-H
HFEBNEENTULENGE,

(HEX)
RER. SZHEERELZL SR
RIFNIEESIEN,
(LATER)

A

E1TL

(e) Withdrawal of approval; grounds;
immediate suspension upon finding

imminent hazard to public health

The Secretary shall, after due notice and
opportunity for hearing to the applicant,
withdraw approval of an application with
respect to any drug under this section if the
Secretary finds

(HPER)
(4) the patent information prescribed by
subsection (c) was not filed within thirty
days after the receipt of written notice from
the Secretary specifying the failure to file
such information

(HPER)
: Provided, That if the Secretary (or in his
absence the officer acting as Secretary)
finds that there is an imminent hazard to the
public health, he may suspend the approval

of such application immediately, and give

(e) AR OWME. BH, ARBE~DELHA
Sf-EIRAHIBALF-1m & D EIERE L

REX. ROGE. RFHICHIIELLTR
MREVEROEED®R. KtV av(c&ED
CEERICETIHFEORRBEMYBESLET
nIFmnin,
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(@) HTt72avC)TRESNFHER
A REM L HERBROREASNGEN 1=
CEEBRRLE-EEICKISBAMEZHELTH D
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(i)
EEL.RERBFREFENERERED
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the applicant prompt notice of his action and
afford the applicant the opportunity for an
expedited hearing under this subsection;
but the authority conferred by this proviso to
suspend the approval of an application shall
not be delegated.

(LUFER)

DREEFEZDHIENTES, 2L K12
LEZICE TR ESN-HEDERZEFL
I HERT. FESILBNELDET B,

(LLTES)

(j) Abbreviated new drug applications

(2)

(A) An abbreviated application for a new

drug shall contain-

(i) information to show that the conditions of

use prescribed, recommended, or
suggested in the labeling proposed for the
new drug have been previously approved
for a drug listed under paragraph (7)
(hereinafter in this subsection referred to as
a "listed drug");
(P E)

(vii) a certification, in the opinion of the
applicant and to the best of his knowledge,
with respect to each patent which claims the
listed drug referred to in clause (i) or which
claims a use for such listed drug for which
the applicant is seeking approval under this
subsection and for which information is

required to be filed under subsection (b) or

(c)—

() that such patent information has not been
filed,

() that such patent has expired,

() HEED RS P

(2)

(A) FHEOEIBBEICIT. ROFEETHL
AR F (AERACY A A

(i) FEDINILFEICHERSh, HEESh, X
FRESNWTODERFHN FT3T (D
[2HIZBEINTWBECOYTEIIavITH
WTTYRRE JEWL)DF=OITLLRTIZERR
NTWBEIEETRTHER

(HHRE)

(viil BEEOERRUMBRYIZEWNT. Y
A—XMICLSYRMEZIL— LT DHFHFEX
FHRBEBENCOEICEDVTERERDT
BY. FTEI23>b)RIEECIZEDNTIH
BOREIDERFEFITON TSI RMEDHA
BEIL—LTDHHEHFICEHALT. ROFIEE
LB LI-EEBRE,

(D HEZBFFHFEROVRHESN TGN,

(I SBRFFHFNKRBLTNDE,
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(Ill) of the date on which such patent will

expire, or

(IV) that such patent is invalid or will not be
infringed by the manufacture, use, or sale of
the new drug for which the application is

submitted; and

(viii) if with respect to the listed drug
referred to in clause (i) information was filed
under subsection (b) or (c) for a method of
use patent which does not claim a use for
which the applicant is seeking approval
under this subsection, a statement that the
method of use patent does not claim such a

use.

(B) Notice of opinion that patent is invalid or

will not be infringed.-

(i) Agreement to give notice.-An applicant
that makes a certification described in
subparagraph (A)(vii)(IV) shall include in the
application a statement that the applicant
will

give notice as required by this

subparagraph.

(ii) Timing of notice.-An applicant that

makes a certification described in
subparagraph (A)(vii)(IV) shall give notice

as required under this subparagraph-

(1) if the certification is in the application, not
later than 20 days after the date of the

postmark on the notice with which the

(I HEFHFNRHTHAXIE

==

(V) HERFHFNBEITHDEXITHEE
MRHESHHEDOSRE . FERAXITIRTICEK
DTHEEFFAREISNGI L,

i

(vii) 7A—XODYAREICELT, B

MDD TEIIavVICEINTEREEZRD
TWSARETRLTULDVRLMER A EEFFIC
DT, T30 b)RIFEIZEDINT
FEMAREEINTIGE . BRERA AN
[FLZAREIL—LLTOENENSEEA,

(B) ¥EF N ENTHD. RIFRFEShGLE
LOSYERDEA.

() BHDEE-YIT/IRZTZT7ANiNAV) T
HETDBAEITIRFEEE. COFT /NS
TSTTHRESINTVAKSITEMEITIEN
SEREZHRFEECEDHILNDET S,

G) BHDEAIVT-HTINSH55D
(AVINIV)TRE T DIREITOIREEIL. =
DY ITNSTSTTHRESN TS KSIZER
*

p—~

1726
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Secretary informs the applicant that the

application has been filed; or

(IN) if the certification is in an amendment or
supplement to the application, at the time at
which the applicant submits the amendment
or supplement, regardless of whether the

applicant has already given notice with

respect to another such certification
contained in the application or in an
amendment or supplement to the
application.

(iii) Recipients of notice.-An applicant
required under this subparagraph to give

notice shall give notice to-

() each owner of the patent that is the
the

representative of the owner designated to

subject of certification (or a

receive such a notice); and

(Il) the holder of the approved application
under subsection (b) for the drug that is
claimed by the patent or a use of which is
claimed by the patent (or a representative of
the holder designated to receive such a

notice).

(iv) Contents of notice.-A notice required

under this subparagraph shall-

(I) state that an application that contains
data from bioavailability or bioequivalence

studies has been submitted under this

(I HFAAEHNBRFENBEXIHES
BThHIEE . BEEINRBFEXILHESE
DEEXIFHEBEICEENDIFOIHASE
[CBILTEEIZEAL TLE M ESIhIThhh
bY BEENUZBEXIHEREEZIR
HLU=F o

(i) BEIODZWMA-COHIT/INSHFTSDIZH
DWTERINIHBFHFEIL. ROEFIZEFL
BlIrnlEiasiin,

) AEAZDHRTHIFFDOERAE (X
FHZBAMDOZMAELTHEESN-FTEE
DHREAN)

) HEHFICE>TIL—LEh, RIFEHFICE
STHENIL—LSNTWWSEERIZOW
T.HTE52a0O)IEDINTEESN -6
BEOMAEE (RITEHMOZFMALLTIEES
N=mMEEOKEAN),

(iv) BEIOAB-CDHIT/INSTITIZED
WTERSNZBEHIZIE. RDEDONEFEN
2LDET B,

() SEFAZEDRRELDIEFERIZDOVNT,. D
YT aVIZEDNT NI FATRASE
T4 RITEYMEHRFEDOHAENSEFEON
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subsection for the drug with respect to
which the certification is made to obtain
approval to engage in the commercial
manufacture, use, or sale of the drug before
the expiration of the patent referred to in the

certification; and

() include a detailed statement of the
factual and legal basis of the opinion of the
applicant that the patent is invalid or will not

be infringed.

T —2ZETHEN GIAETERINT
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(j) Abbreviated new drug applications

(5

(B) The approval of an application
submitted under paragraph (2) shall be
made effective on the last applicable date
determined by applying the following to

each certification made under paragraph

(2)(A)(vii):

(i) If the applicant only made a certification

(1) (I

in both such

in subclause of

(2)(A)(vii)

subclauses, the approval may be made

described or

paragraph or

effective immediately.

(ii) If the applicant made a certification
described in subclause (lll) of paragraph
(2)(A)(vii),

effective on

the approval may be made
the date certified under

subclause (ll1).

(iii) If the applicant made a certification

described in subclause (IV) of paragraph

() FRDEIRL PR

(5)

=
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(2)(A)(vii),

effective immediately unless, before the

the approval shall be made

expiration of 45 days after the date on which
the notice described in paragraph (2)(B) is
received, an action is brought for
infringement of the patent that is the subject
of the certification and for which information
was submitted to the Secretary under
(c)(2) before the date
on which the application (excluding an
the

later

subsection (b)(1) or

amendment or supplement to
application), which the Secretary
determines to be substantially complete,
was submitted. If such an action is brought
before the expiration of such days, the
approval shall be made effective upon the
the

beginning on the date of the receipt of the

expiration of thirty-month  period
notice provided under paragraph (2)(B)(i) or
such shorter or longer period as the court
may order because either party to the action
failed to reasonably cooperate in expediting

the action, except that—

(1) if before the expiration of such period the
district court decides that the patent is
invalid or not infringed (including any
substantive determination that there is no
cause of action for patent infringement or
invalidity), the approval shall be made

effective on—

(aa) the date on which the court enters

judgment reflecting the decision; or

(bb) the date of a settlement order or

INTTZTQBIEHIN TV BEMEZ(T
mof-BA5 45 BAEET HAETIC, FEEEAD
HETHY . HT 7232 bX DR I&E)I
EOVWTREICERISBESAEHRE
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MOAREICEEMIZIHALEN T FHIC
HHFAHAHLIIYEVERIXIELY KUV
FOBBRICEMELGD, L. RDBE
(F. CORYTAILY,
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consent decree signed and entered by the
court stating that the patent that is the
subject of the certification is invalid or not

infringed;

(IN) if before the expiration of such period the
district court decides that the patent has

been infringed—

(aa) if the judgment of the district court is
appealed, the approval shall be made

effective on—

(AA) the date on which the court of appeals
decides that the patent is invalid or not
infringed  (including any substantive
determination that there is no cause of
action for patent infringement or invalidity);

or

(BB) the date of a settlement order or
consent decree signed and entered by the
court of appeals stating that the patent that
is the subject of the certification is invalid or

not infringed; or

(bb) if the judgment of the district court is
not appealed or is affirmed, the approval
shall be made effective on the date
specified by the district court in a court order

under section 271(e)(4)(A) of title 35;

() if before the expiration of such period
the court grants a preliminary injunction
prohibiting the applicant from engaging in

the commercial manufacture or sale of the

XIFBREFESN TR EREL-FHIATICK
S2TERSN, TEh-MFEGTRITRESH
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drug until the court decides the issues of
patent validity and infringement and if the
court decides that such patent is invalid or
not infringed, the approval shall be made

effective as provided in subclause (l); or

(IV) if before the expiration of such period
the court grants a preliminary injunction
prohibiting the applicant from engaging in
the commercial manufacture or sale of the
drug until the court decides the issues of
patent validity and infringement and if the
court decides that such patent has been
infringed, the approval shall be made

effective as provided in subclause (ll).

In such an action, each of the parties shall
reasonably cooperate in expediting the

action.

(iv) 180-day exclusivity period.-

() Effectiveness of application.-Subject
to subparagraph (D), if the application
contains a certification described in
paragraph (2)(A)(vii)(IV) and is for a drug for
which a first applicant has submitted an
application containing such a certification,
the application shall be made effective on
the date that is 180 days after the date of
the first commercial marketing of the drug
(including the commercial marketing of the

listed drug) by any first applicant.

(Il) Definitions.-In this paragraph:

A, HERFHFSENTHS. RIFEESNT
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EDHBDECHIZKYARLGDEDET S,
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(aa) 180-day exclusivity period.-The term
"180-day exclusivity period" means the 180-
day period ending on the day before the
date on which an application submitted by
an applicant other than a first applicant

could become effective under this clause.

(bb) First this

subsection, the term "first applicant" means

applicant.-As used in
an applicant that, on the first day on which

a substantially complete application

containing a certification described in
paragraph (2)(A)(vii)(IV) is submitted for
approval of a drug, submits a substantially
complete application that contains and
lawfully maintains a certification described

in paragraph (2)(A)(vii)(1V) for the drug.

(cc) Substantially complete application.-

As used in this subsection, the term
"substantially complete application" means
an application under this subsection that on
its face is sufficiently complete to permit a
substantive review and contains all the

information required by paragraph (2)(A).

(dd) Tentative approval.-

(AA)

approval" means notification to an applicant

In general.-The term "tentative
by the Secretary that an application under
this subsection meets the requirements of
(2)(A), but

effective approval because the application

paragraph cannot receive

does not meet the requirements of this

subparagraph, there is a period of

(aa) 180 B FE D& S HARE-T 180 AFEI DIk 5 HA
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the
subparagraph (F) or section 355a of this

exclusivity for listed drug under
title, or there is a 7-year period of exclusivity
for the listed drug under section 360cc of
this title.

(BB) Limitation.-A drug that is granted
tentative approval by the Secretary is not an
approved drug and shall not have an
effective approval until the Secretary issues
an approval after any necessary additional

review of the application.
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(i) Abbreviated new drug applications

(5

(C) Civil action to obtain patent
certainty.—
(i) Declaratory judgment absent

infringement action.—

(I) In general.—No action may be brought
under section 2201 of title 28 by an
(2)
declaratory judgment with respect to a
of the

certification referred to in subparagraph

applicant under paragraph for a

patent which is the subject

(B)(iii) unless—

(aa) the 45-day period referred to in such

subparagraph has expired;

(bb) neither the owner of such patent nor
the holder of the approved application under

subsection (b) for the drug that is claimed by

() HEED RS P
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the patent or a use of which is claimed by
the patent brought a civil action against the
applicant for infringement of the patent

before the expiration of such period; and

(cc) in any case in which the notice provided
(2)(B)
the

accompanied by a document described in

under paragraph relates to

noninfringement, notice was

subclause (ll1).

(II) Filing of civil action.-If the conditions

(bb), and as

applicable, (cc) of subclause (1) have been

described in items (aa),

met, the applicant referred to in such
subclause may, in accordance with section
2201 of title 28, bring a civil action under
such section against the owner or holder
referred to in such subclause (but not
against any owner or holder that has
brought such a civil action against the
action was

applicant, unless that civil

dismissed without prejudice) for a
declaratory judgment that the patent is
invalid or will not be infringed by the drug for
which the applicant seeks approval, except
that such civil action may be brought for a
declaratory judgment that the patent will not
be infringed only in a case in which the
condition described in subclause (l)(cc) is
applicable. A civil action referred to in this
subclause shall be brought in the judicial
district where the defendant has its principal
place of business or a regular and

established place of business.
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(IMOffer of confidential access to
application.—For purposes of subclause
(D(cc), the document described in this
subclause is a document providing an offer
of confidential access to the application that
is in the custody of the applicant under
(2) the

determining whether an action referred to in

paragraph for purpose of
subparagraph (B)(iii) should be brought.
The document providing the offer of

confidential access shall contain such
restrictions as to persons entitled to access,
and on the use and disposition of any
information accessed, as would apply had a
protective order been entered for the
purpose of protecting trade secrets and
other confidential business information. A
request for access to an application under
an offer of confidential access shall be
considered acceptance of the offer of
confidential access with the restrictions as
to persons entitled to access, and on the
use and disposition of any information
accessed, contained in the offer of
confidential access, and those restrictions
and other terms of the offer of confidential
access shall be considered terms of an
enforceable contract. Any person provided
an offer of confidential access shall review
the application for the sole and limited
purpose of evaluating possible infringement
of the patent that is the subject of the
certification under paragraph (2)(A)(vii)(1V)
and for no other purpose, and may not
disclose information of no relevance to any

issue of patent infringement to any person

(I BFEE~NOBBET7I/ERAOBH—STH
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other than a person provided an offer of
confidential access. Further, the application
may be redacted by the applicant to remove
any information of no relevance to any issue
of patent infringement.

Counterclaim to

(ii)

action.—

infringement

(I) In general.—If an owner of the patent or
the holder of the approved application under
subsection (b) for the drug that is claimed by
the patent or a use of which is claimed by
the patent brings a patent infringement
action against the applicant, the applicant
may assert a counterclaim seeking an order
requiring the holder to correct or delete the
patent information submitted by the holder
under subsection (b) or (c) 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.

(I) No independent cause of action.—

()

assertion of a claim described in subclause

Subclause does not authorize the

() in any civil action or proceeding other

than a counterclaim described in subclause

(1).
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(D) Forfeiture of 180-day exclusivity

period.—

(i) Definition of forfeiture event.—In this
subparagraph, the term "forfeiture event",
with respect to an application under this
subsection, means the occurrence of any of

the following:

(I) Failure to market.—The first applicant

fails to market the drug by the later of—

(aa) the earlier of the date that is—

(AA) 75 days after the date on which the
approval of the application of the first
applicant is made effective under

subparagraph (B)(iii); or

(BB) 30 months after the date of submission

of the application of the first applicant; or

(bb) with respect to the first applicant or any
other applicant (which other applicant has
received tentative approval), the date that is
75 days after the date as of which, as to
each of the patents with respect to which the
first applicant submitted and lawfully
maintained a certification qualifying the first
applicant for the 180-day exclusivity period
under subparagraph (B)(iv), at least 1 of the

following has occurred:

(D) 180 B 1% &5 #ARI D = $h—
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(AA) In an infringement action brought
against that applicant with respect to the
patent or in a declaratory judgment action
brought by that applicant with respect to the
patent, a court enters a final decision from
which no appeal (other than a petition to the
Supreme Court for a writ of certiorari) has
been or can be taken that the patent is

invalid or not infringed.

(BB)

declaratory judgment action described in

In an infringement action or a
subitem (AA), a court signs a settlement
order or consent decree that enters a final
judgment that includes a finding that the

patent is invalid or not infringed.

(CC) The patent information submitted
under subsection (b) or (c) is withdrawn by
the holder of the application approved under

subsection (b).

(II) Withdrawal of application.—The first
applicant withdraws the application or the
Secretary considers the application to have
been withdrawn as a result of a
determination by the Secretary that the
application does not meet the requirements

for approval under paragraph (4).

() Amendment of certification.—The
first applicant amends or withdraws the
certification for all of the patents with
respect to which that applicant submitted a
certification qualifying the applicant for the

180-day exclusivity period.

(AA) ZHEAFEFICEALTHZBREBEFICHLT
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(Iv)

approval.—The first applicant fails to obtain

Failure to obtain tentative
tentative approval of the application within
30 months after the date on which the
application is filed, unless the failure is
caused by a change in or a review of the
requirements for approval of the application
imposed after the date on which the

application is filed.

(V) Agreement with another applicant,
the listed drug application holder, or a
patent owner.—The first applicant enters
into an agreement with another applicant
under this subsection for the drug, the
holder of the application for the listed drug,
or an owner of the patent that is the subject
of the certification paragraph
(2)(A)(vii)(IV), the Trade
Commission or the Attorney General files a

under

Federal

complaint, and there is a final decision of the
Federal Trade Commission or the court with
regard to the complaint from which no
appeal (other than a petition to the Supreme
Court for a writ of certiorari) has been or can
be taken that the agreement has violated
the antitrust laws (as defined in section 12
of title 15, except that the term includes
section 45 of title 15 to the extent that that
section applies to unfair methods of

competition).

(VI) Expiration of all patents.—All of the
patents as to which the applicant submitted

a certification qualifying it for the 180-day
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exclusivity period have expired.

(ii) Forfeiture—The 180-day exclusivity
period described in subparagraph (B)(iv)
shall be forfeited by a first applicant if a
forfeiture event occurs with respect to that

first applicant.

(iii) Subsequent applicant.—If all first
applicants forfeit the 180-day exclusivity

period under clause (ii)—

(I) approval of any application containing a

certification  described in  paragraph
(2)(A)(vii)(IV) shall be made effective in

accordance with subparagraph (B)(iii); and

(II) no applicant shall be eligible for a 180-

day exclusivity period.

(iv) Special forfeiture rule for competitive
generic therapy.—The 180-day exclusivity
period described in subparagraph (B)(v)
shall be forfeited by a first approved
applicant if the applicant fails to market the
competitive generic therapy within 75 days
after the date on which the approval of the
first approved applicant's application for the
is made

competitive generic therapy

effective.
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(j) Abbreviated new drug applications
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(i) Within sixty days of September 24, 1984,
the Secretary shall publish and make

available to the public-

() a list in alphabetical order of the official
and proprietary name of each drug which
has been approved for safety and
effectiveness under subsection (c) before

September 24, 1984;

() the date of approval if the drug is
approved after 1981 and the number of the

application which was approved; and

vivo
both such

studies, are required for applications filed

whether in Vvitro in

(1)

bioequivalence studies,

or

or

under this subsection which will refer to the

drug published.

(ii) Every thirty days after the publication of
the first list under clause (i) the Secretary
shall revise the list to include each drug
which has been approved for safety and
(c)

approved under this subsection during the

effectiveness under subsection or

thirty-day period.

(iii) When patent information submitted
under subsection (c) respecting a drug
included on the list is to be published by the
Secretary, the Secretary shall, in revisions
(ii),

information for such drug.

made under clause include such

(iv) For each drug included on the list, the
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Secretary shall specify any exclusivity
period that is applicable, for which the
Secretary has determined the expiration
date, and for which such period has not yet
expired, under-

(LLT )

(D) In the case of a listed drug for which the
list under subparagraph (A)(i) includes a
patent for such drug, and any claim of the
patent has been cancelled or invalidated
pursuant to a final decision issued by the
Patent Trial and Appeal Board of the United
States Patent and Trademark Office or by a
court, from which no appeal has been, or
can be, taken, if the holder of the applicable
application approved under subsection (c)
determines that a patent for such drug, or
any patent information for such drug, no
longer meets the listing requirements under

this section-

(i) the holder of such approved application
shall notify the Secretary, in writing, within
14 days of such decision of such
cancellation or invalidation and request that
such patent or patent information, as
applicable, be amended or withdrawn in
accordance with the decision issued by the

Patent Trial and Appeal Board or a court;

(ii) the holder of such approved application
shall include in any notification under clause
(i)

cancellation or invalidation decision and

information related to such patent

submit such information, including a copy of
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such decision, to the Secretary; and

(iii) the Secretary shall, in response to a
notification under clause (i), amend or
remove patent or patent information in
accordance with the relevant decision from
the Patent Trial and Appeals Board or court,
as applicable, except that the Secretary
shall not remove from the list any patent or
patent information before the expiration of
any 180-day exclusivity period under
(5)(B)(iv) that

described

paragraph relies on a

certification in

(2)(A)Vi)(IV).

paragraph
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https://uscode.house.gov/view.xhtml?reg=granuleid:USC—prelim—title42-

section262&num=0&edition=prelim

RX

R

The United States Code
Title 42-THE PUBLIC HEALTH AND
WELFARE
CHAPTER 6A-PUBLIC HEALTH
SERVICE
SUBCHAPTER II-GENERAL
POWERS AND DUTIES
Part F-Licensing of Biological
Products and Clinical Laboratories
subpart 1-biological products
Section 262. Regulation of
biological products

FA)hERE LR
BRIV 2-DNREBERUVEAL

% 6A E-ARBEY—ER
Y IFvT48— I-—BRNLTEBRRUVE
%

N—F FFEYFRB QR RUVERRE
EDSMtUR
HJTR—F 1-EPEHRG
+HLa 262. EMEFENE R ORI

(k) Licensure of biological products as

biosimilar or interchangeable

(6) Exclusivity for first interchangeable
biological product

The Secretary shall not make approval as
an interchangeable biological product
effective with respect to an application
submitted under this subsection that relies
on the same reference product for which a
prior biological product has received a
determination of interchangeability for any

condition of use, until the earlier of-

(A) 1 year after the first commercial
marketing of the first interchangeable
biosimilar biological product to be approved
reference

as interchangeable for that

product;

(B) 18 months after-

W "AASIT—XITEREDHZEHE
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(i) a final court decision on all patents in suit
in an action instituted under subsection
(N(6) against the applicant that submitted
the application for the first approved
biosimilar

interchangeable biological

product; or

(ii) the dismissal with or without prejudice of
an action instituted under subsection (1)(6)

against the applicant that submitted the

application for the first approved
interchangeable biosimilar  biological
product; or

(C)

(i) 42 months after approval of the first

interchangeable biosimilar  biological
product if the applicant that submitted such
application has been sued under subsection
(N(6) and such litigation is still ongoing

within such 42-month period; or

(ii) 18 months after approval of the first

interchangeable biosimilar  biological
product if the applicant that submitted such
application has not been sued under

subsection (1)(6).

For purposes of this paragraph, the term
"final court decision" means a final decision
of a court from which no appeal (other than
a petition to the United States Supreme
Court for a writ of certiorari) has been or can
be the "first

interchangeable biosimilar  biological

taken, and term
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product" means any interchangeable | BEN-RADBIZKZESIN-EREDHS
biosimilar  biological product that is | N\AFAIIS—4EYHGREEKRTIEDET
approved on the first day on which such a | %,

product is approved as interchangeable

with the reference product.

(k) Licensure of biological products as | (k) /AL S5—XIXHEREDHHEME
biosimilar or interchangeable an D2 T[

(7) Exclusivity for reference product (7) BRAEDIMHGIE

(A) Effective date of biosimilar | (A) NAALI5S—HFERBOHEHA
application approval

Approval of an application under this | COH T I avICEIKHEDRRIL. S

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).

(B) Filing period

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).

(C) First licensure
Subparagraphs (A) and (B) shall not apply
to a license for or approval of-

(i) a supplement for the biological product

that is the reference product; or

(ii) a subsequent application filed by the
same sponsor or manufacturer of the

biological product that is the reference
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product (or a licensor, predecessor in

interest, or other related entity) for-

(I) a change (not including a modification to
the structure of the biological product) that
results in a new indication, route of
administration, dosing schedule, dosage
form, delivery system, delivery device, or

strength; or

() a modification to the structure of the
biological product that does not result in a

change in safety, purity, or potency.
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(k) Licensure of biological products as

biosimilar or interchangeable

(9) Public listing

(A) In general

(i) Initial publication

Not later than 180 days after December 27,
2020, the Secretary shall publish and make
available to the public in a searchable,

electronic format-

() a list of each biological product, by
nonproprietary name (proper name), for
which, as of December 27, 2020, a biologics
(a) this

subsection is in effect, or that, as of such

license under subsection or
date of enactment, is deemed to be licensed
under this section pursuant to section
7002(e)(4) the

Competition and Innovation Act of 2009;

of Biologics  Price
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(II) the date of licensure of the marketing

application and the application number; and

(I with respect to each biological product
described in subclause (l), the licensure
status, and, as available, the marketing

status.

(ii) Revisions

Every 30 days after the publication of the
first list under clause (i), the Secretary shall
revise the list to include each biological
product which has been licensed under
subsection (a) or this subsection during the
30-day period or deemed licensed under
this section pursuant to section 7002(e)(4)
of the Biologics Price Competition and
Innovation Act of 2009.

(iii) Patent information

Not later than 30 days after a list of patents
under subsection (1)(3)(A), or a supplement
to such list under subsection (1)(7), has been
provided by the reference product sponsor
to the subsection (k) applicant respecting a
biological product included on the list
published under this subparagraph, the
reference product sponsor shall provide
such list of patents (or supplement thereto)
and their corresponding expiry dates to the
Secretary, and the Secretary shall, in
revisions made under clause (ii), include
such information for such biological product.
Within 30 days of providing any subsequent
or supplemental list of patents to any

subsequent subsection (k) applicant under
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subsection (1)(3)(A) or (I)(7), the reference
the

information provided to the Secretary under

product sponsor shall update
this clause with any additional patents from
such subsequent or supplemental list and

their corresponding expiry dates.

DET S,

(I) Patents

(1) Confidential access to subsection (k)

application

(A) Application of paragraph

Unless otherwise agreed to by a person that
submits an application under subsection (k)
(referred to in this subsection as the
"subsection (k) applicant") and the sponsor
of the application for the reference product
(referred to in this subsection as the
"reference product sponsor"), the provisions
of this paragraph shall apply to the
exchange of information described in this

subsection.

(B) In general

(i) Provision of confidential information
When a subsection (k) applicant submits an
(k),

provide to the persons

application under subsection such
applicant shall
described in clause (ii), subject to the terms
of this paragraph, confidential access to the
information required to be produced
pursuant to paragraph (2) and any other
information that the subsection (k) applicant
determines, in its sole discretion, to be

appropriate (referred to in this subsection as

OR=ii
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the "confidential information").

(ii) Recipients of information
The persons described in this clause are the

following:

(I) Outside counsel

One or more attorneys designated by the
reference product sponsor who are
employees of an entity other than the
reference product sponsor (referred to in
this paragraph as the "outside counsel"),
provided that such attorneys do not engage,
formally or informally, in patent prosecution

relevant or related to the reference product.

(II) In-house counsel

One attorney that represents the reference
product sponsor who is an employee of the
reference product sponsor, provided that
such attorney does not engage, formally or
informally, in patent prosecution relevant or

related to the reference product.

(iii) Patent owner access
A representative of the owner of a patent
exclusively licensed to a reference product
sponsor with respect to the reference
product and who has retained a right to
assert the patent or participate in litigation
concerning the patent may be provided the
confidential information, provided that the
the

product sponsor and the subsection (k)

representative  informs reference
applicant of his or her agreement to be

subject to the confidentiality provisions set
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forth in this paragraph, including those

under clause (ii).

(C) Limitation on disclosure
that

information pursuant to subparagraph (B)

No person receives confidential
shall disclose any confidential information to
any other person or entity, including the
reference product sponsor employees,
outside scientific consultants, or other
outside counsel retained by the reference
product sponsor, without the prior written
consent of the subsection (k) applicant,

which shall not be unreasonably withheld.

(D) Use of confidential information

Confidential information shall be used for
the sole and exclusive purpose of
determining, with respect to each patent
assigned to or exclusively licensed by the
reference product sponsor, whether a claim
of patent infringement could reasonably be
asserted if the subsection (k) applicant
engaged in the manufacture, use, offering
for sale, sale, or importation into the United
States of the biological product that is the

subject of the application under subsection

(k).

(E) Ownership of confidential information
The confidential information disclosed
under this paragraph is, and shall remain,
the property of the subsection (k) applicant.
By providing the confidential information
pursuant to this paragraph, the subsection

(k) applicant does not provide the reference
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product sponsor or the outside counsel any
interest in or license to use the confidential
information, for purposes other than those

specified in subparagraph (D).

(F) Effect of infringement action

In the event that the reference product
sponsor files a patent infringement suit, the
use of confidential information shall
continue to be governed by the terms of this
paragraph until such time as a court enters
a protective order regarding the information.
Upon entry of such order, the subsection (k)
applicant may redesignate confidential
information in accordance with the terms of
that order. No confidential information shall
be

complaint or other pleading. In the event

included in any publicly-available
that the reference product sponsor does not
file an infringement action by the date
specified in paragraph (6), the reference
product sponsor shall return or destroy all
confidential information received under this
paragraph, provided that if the reference
product sponsor opts to destroy such
information, it will confirm destruction in

writing to the subsection (k) applicant.

(G) Rule of construction
Nothing in this paragraph shall be
construed-

(i) as an admission by the subsection (k)
the

enforceability, or infringement of any patent;

applicant regarding validity,

or
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(ii) as an agreement or admission by the
subsection (k) applicant with respect to the
competency, relevance, or materiality of any

confidential information.

(H) Effect of violation
The

information in violation of this paragraph

disclosure of any confidential
shall be deemed to cause the subsection (k)
applicant to suffer irreparable harm for
which there is no adequate legal remedy
and the court shall consider immediate
injunctive relief to be an appropriate and
necessary remedy for any violation or

threatened violation of this paragraph.
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(I) Patents

Subsection

(2)

information

(k) application
Not later than 20 days after the Secretary
notifies the subsection (k) applicant that the
application has been accepted for review,

the subsection (k) applicant-

(A) shall provide to the reference product
sponsor a copy of the application submitted
to the Secretary under subsection (k), and
such other information that describes the
process or processes used to manufacture
the biological product that is the subject of

such application; and

(B) may provide to the reference product
sponsor additional information requested by
or on behalf of the reference product

sponsor.
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(I) Patents

(3) List and description of patents

(A) List by reference product sponsor

Not later than 60 days after the receipt of the
and information  under
(2), the

sponsor shall provide to the subsection (k)

application
paragraph reference product

applicant-

(i) a list of patents for which the reference
product sponsor believes a claim of patent
infringement could reasonably be asserted
by the reference product sponsor, or by a
patent owner that has granted an exclusive
license to the reference product sponsor
with respect to the reference product, if a
person not licensed by the reference
product sponsor engaged in the making,
using, offering to sell, selling, or importing
into the United States of the biological
product that is the subject of the subsection

(k) application; and

(ii) an identification of the patents on such
list that the reference product sponsor
would be prepared to license to the

subsection (k) applicant.

(B) List and description by subsection (k)
applicant

Not later than 60 days after receipt of the list
under subparagraph (A), the subsection (k)

applicant-
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(i) may provide to the reference product
sponsor a list of patents to which the
subsection (k) applicant believes a claim of
patent infringement could reasonably be
asserted by the reference product sponsor
if a person not licensed by the reference
product sponsor engaged in the making,
using, offering to sell, selling, or importing
into the United States of the biological
product that is the subject of the subsection

(k) application;

(ii) shall provide to the reference product
sponsor, with respect to each patent listed
by the reference product sponsor under
(A) listed by the

subsection (k) applicant under clause (i)-

subparagraph or

(I) a detailed statement that describes, on a
claim by claim basis, the factual and legal
basis of the opinion of the subsection (k)
applicant that such patent is invalid,
unenforceable, or will not be infringed by the
commercial marketing of the biological
product that is the subject of the subsection

(k) application; or

() a statement that the subsection (k)

applicant does not intend to begin

commercial marketing of the biological
product before the date that such patent

expires; and

(iii) shall provide to the reference product
sponsor a response regarding each patent

identified by the reference product sponsor
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under subparagraph (A)(ii).

(C) Description by reference product
sponsor

Not later than 60 days after receipt of the list
and statement under subparagraph (B), the
reference product sponsor shall provide to
the subsection (k) applicant a detailed
statement that describes, with respect to
each patent described in subparagraph
(B)(ii)(I), on a claim by claim basis, the
factual and legal basis of the opinion of the
reference product sponsor that such patent
be

marketing of the biological product that is

will infringed by the commercial
the subject of the subsection (k) application
and a response to the statement concerning
validity and enforceability provided under

subparagraph (B)(ii)(l).
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(I) Patents

(4) Patent resolution negotiations

(A) In general

After receipt by the subsection (k) applicant
of the statement under paragraph (3)(C),
the reference product sponsor and the
subsection (k) applicant shall engage in
good faith negotiations to agree on which, if
any, patents listed under paragraph (3) by
the subsection (k) applicant or the reference
product sponsor shall be the subject of an
action for under

patent infringement

paragraph (6).
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(B) Failure to reach agreement

If, within 15 days of beginning negotiations
under subparagraph (A), the subsection (k)
the

sponsor fail to agree on a final and complete

applicant and reference product

list of which, if any, patents listed under

3) (k)

applicant or the reference product sponsor

paragraph by the subsection

shall be the subject of an action for patent
(6), the
provisions of paragraph (5) shall apply to

infringement under paragraph

the parties.
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(I) Patents

(5) Patent resolution if no agreement

(A) Number of patents

The subsection (k) applicant shall notify the
reference product sponsor of the number of
patents that such applicant will provide to
the
subparagraph (B)(i)(l).

reference product sponsor under

(B) Exchange of patent lists

(i) In general
On a date agreed to by the subsection (k)
the

sponsor, but in no case later than 5 days

applicant and reference product

after the subsection (k) applicant notifies the

reference product sponsor  under
subparagraph (A), the subsection (k)
applicant and the reference product

sponsor shall simultaneously exchange-
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() the list of patents that the subsection (k)
applicant believes should be the subject of
an action for patent infringement under

paragraph (6); and

(II) the list of patents, in accordance with
(i),

sponsor believes should be the subject of

clause that the reference product
an action for patent infringement under

paragraph (6).

(ii) Number of patents listed by reference

product sponsor

(I) In general

Subject to subclause (Il), the number of
patents listed by the reference product
sponsor under clause (i)(Il) may not exceed
listed by the

subsection (k) applicant under clause (i)(1).

the number of patents

(II) Exception

If a subsection (k) applicant does not list any
patent under clause (i)(l), the reference
product sponsor may list 1 patent under

clause (i)(Il).
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(I) Patents

(6) Immediate patent infringement action

(A) Action if agreement on patent list

If the subsection (k) applicant and the
reference product sponsor agree on patents
as described in paragraph (4), not later than
the

30 days after such agreement,
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reference product sponsor shall bring an
action for patent infringement with respect

to each such patent.

(B) Action if no agreement on patent list

If the provisions of paragraph (5) apply to
the parties as described in paragraph
(4)(B), not later than 30 days after the
exchange of lists under paragraph (5)(B),
the reference product sponsor shall bring an
action for patent infringement with respect

to each patent that is included on such lists.

(C) Notification and publication of

complaint

(i) Notification to Secretary

Not later than 30 days after a complaint is
served to a subsection (k) applicant in an
action for patent infringement described
under this paragraph, the subsection (k)
applicant shall provide the Secretary with

notice and a copy of such complaint.

(ii) Publication by Secretary
The Secretary shall publish in the Federal
Register notice of a complaint received

under clause (i).
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(I) Patents

(7) Newly issued or licensed patents

In the case of a patent that-

(A) is issued to, or exclusively licensed by,

the reference product sponsor after the date

OR=ii
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that the reference product sponsor provided
the list to the subsection (k) applicant under
paragraph (3)(A); and

(B) the

reasonably believes that,

reference  product
due to the

issuance of such patent, a claim of patent

sponsor

infringement could reasonably be asserted
by the reference product sponsor if a person
not licensed by the reference product
sponsor engaged in the making, using,
offering to sell, selling, or importing into the
United States of the biological product that
is the subject of the subsection (k)

application,

not later than 30 days after such issuance
or licensing, the reference product sponsor
shall provide to the subsection (k) applicant
a supplement to the list provided by the
reference product sponsor under paragraph
(3)(A) that includes such patent, not later
than 30 days after such supplement is
provided, the subsection (k) applicant shall
provide a statement to the reference

product sponsor in accordance with

paragraph (3)(B), and such patent shall be
subject to paragraph (8).
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(I) Patents

(8) Notice of commercial marketing and

preliminary injunction

(A) Notice of commercial marketing
The subsection (k) applicant shall provide

notice to the reference product sponsor not
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later than 180 days before the date of the
first commercial marketing of the biological

product licensed under subsection (k).

(B) Preliminary injunction
After the
subparagraph (A) and before such date of

receiving notice  under
the first commercial marketing of such
biological product, the reference product
sponsor may seek a preliminary injunction
prohibiting the subsection (k) applicant from
engaging in the commercial manufacture or
sale of such biological product until the court
the

enforcement, and infringement with respect

decides issue of patent validity,

to any patent that is-

(i) included in the list provided by the
reference product sponsor under paragraph
(3)(A) or in the
subsection (k) applicant under paragraph
(3)(B); and

list provided by the

(ii) not included, as applicable, on-

() the list of patents described in paragraph
(4); or

() the
paragraph (5)(B).

lists of patents described in

(C) Reasonable cooperation

If the reference product sponsor has sought
a preliminary injunction under
subparagraph (B), the reference product

sponsor and the subsection (k) applicant
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shall reasonably cooperate to expedite such
further discovery as is needed in connection

with the preliminary injunction motion.
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(I) Patents

(9) Limitation on declaratory judgment

action

(A) Subsection (k) application provided

If a subsection (k) applicant provides the
application and information required under
paragraph (2)(A), neither the reference
product sponsor nor the subsection (k)
applicant may, prior to the date notice is
received under paragraph (8)(A), bring any
action under section 2201 of title 28 for a
declaration of infringement, validity, or
enforceability of any patent that is described
in clauses (i) and (ii) of paragraph (8)(B).
(B) Subsequent failure to act by
subsection (k) applicant
If a subsection (k) applicant fails to complete
an action required of the subsection (k)
under (3)(B)(ii),
(), (6)(C)(i),
paragraph (7), or paragraph (8)(A), the

applicant paragraph

paragraph paragraph
reference product sponsor, but not the
subsection (k) applicant, may bring an
action under section 2201 of title 28 for a
declaration of infringement, validity, or
enforceability of any patent included in the
list described in paragraph (3)(A), including

as provided under paragraph (7).
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(C) Subsection (k) application not
provided

If a subsection (k) applicant fails to provide
the application and information required
(2)(A), the

product sponsor, but not the subsection (k)

under paragraph reference
applicant, may bring an action under section
2201 of title 28 for a declaration of
infringement, validity, or enforceability of
any patent that claims the biological product

or a use of the biological product.
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