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Abstract

Korea-US FTA and Future Directions of
Pharmaceutical Policy in Korea

KOURS-FTA(Free Trade Agreement), which was signed by Korean and US
government in June, 2007, covers important concepts of pharmaceutical policies
such as innovation, access, transparency, and intellectual property. Concepts
stipulated in the agreement related to pharmaceutical policies should be well
defined and embodied in the real policies not only for implementing FTA, but
for achieving policy goals of our nation—rationalizing drug expenditures and
strengthening  pharmaceutical industry's competitiveness—in the changing
environment.

To promote both innovation and access to pharmaceuticals, an evaluation
system of pharmaceutical outcomes and values should be well organized.
Reimbursement amounts of pharmaceuticals should be based on their values or
outcomes. Information generated from the evaluation should be properly
delivered to health providers and patients to help rational and cost-effective
decision making in the use of medicines.

The process of listing and setting reimbursement amounts of pharmaceuticals
could be more transparent in four dimensions—relevance, publicity, revision,
and enforcement.

Protection of intellectual property rights should be balanced with affordable access
to pharmaceuticals. So patent-drug approval linkage system must have careful balance

between the interests of intellectual property rights holders and general public.
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FUIFTA ojobE ol F4 oAt Selue elokE A4e) Blo] Be

plaro] A=20 2 A7ttt vlad SEuetet FTA A4S /A7)
T d ARY ol v w7tet FTAS A AsHSiaL, 2000 o] w=
o] A% FTAYIAM ookF #d A A W& =71 BAlFEol
U oorE A1 849 Atolel] FHsA thEiolstith SHHFTAYME
71E9 W= FTAY ooFFdd AT A s9F <to] AAHATH
Aol AAIEH FdAle BRFFEAE # A AAA e #
g Ao rolRit) o] & HFPUFA L] 3 A= 2004 EHA
H ul-5F FTAON H2E AH 8290, 3579 v E =
b gERA D okE FAAES & guel7t FTAYA 11 &
AE A 7 HA =57 =AU

2 9o feve ARe v YokE AR HEARE S 257
At HHo=Z  oJoE GMP(Good Manufacturing  Practices)/GLP(Good
Laboratory Practices)®] & 1A, Avg] YoFF 37k FaA, FAMY
EOoFEY fAEIMAL vhE & S5t FAlA =Bttt

o

3. dokF ZoF ¥AE 2 UE

FAEL A F ) FEoZ Yroldth A WAl olokE
of B3 Wt ALE g2 FHFE Asolx, F WAL AF

AT A IFEAM oofEel #dE AFA ] #F W
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22312 olo] Y@ 2L 9B HuA 45 FHIE 8 B A
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58S Aol glol, FHs0 AQY gk B4 Fael A4
s waHe ook B Sgrlvle) @A oo e AeAHa
T WERY F5E ARS FAT oy

— gela Fyse A9 Au Feldel nagsel B A
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M. ook A% $83 FvFTAS 2

[e]
T3] AReigter dgE A< ¥ d *}0 u‘iﬁz—*ﬂ% Hof %E}(ZL%

M-1 %)
Ao AAE 7at Ak 24 Aist FARYG Az P, AUy
7199 AF e b 2 S7PEE opAN] Fobe whek Al 9o okE
AR AEAAE Ao R B4 uet yehd 232 sddn. 1

U AlA Q1Y nEsh wEA Agsa sjewe] FEF] o] Fold
RAoZ diHER & AAAE fAE &42& A,
2006)d AR E wj BuAgo] AlAl AR oF 48%, frHol oF
30%, Yol o 9%E AHA|StA, o5 Al J| A Ho] AA JkF A%
°F 87%E Afrsta ATh2Y M2 #=).
A A AFEY AT A 4FEL v AdolstA #EE.
200610 =79k FHY YokEF A AFES A4 9%9 19591 dEe
Q38 6% At ol W) Al fFEIF FHOR AL ofrloly
ofze7hzFe dd=dl ws) 12% BN, Grle 15% 4= T
T A5y AAES BYTHIMS Health, 2007). o f8, 929 ¢
ojn] JgH AGo g FF JFEo| AXT AOE o4}

o

oHE A%o] ofn



£ W, obolsh Wv) Ade F A4 AU 5o ol
ek Al A 43T Aow FELw At

(38 -] Az MA otE AE 72 & HEE

B

2004 2005 2006

2000 2001 2002

| A SRR ($B) e AT AT

Zt5: IMS Health, 2007.

(22 1-2] MA X ofetE AlE 2 I H|E(2006)

18%

16%

14%

1226

10%

8%

6%

4%

2%

(o253}

OFAlOK =o|
o=z |F}H &F $2B8B
$=2B (4.5%)
(8.6%)

2=
$57B
(9.3%)

=0|
$220B
(47.7%)

=
$1&x2B
(29.9%)

A} g: IMS Health, 2007.
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Ao R FiHet e BAA
Ao vla] I FE7F - Zk 2005 AA AN JokE A FE

5509 2] 2 (Pharmaceutical executive, 2006) HA| 2]2FF A]A 6,0204]
2219 9%ol sF3tAt

Tev AAA SR oA s Ryd BE e AR 3 R
Ape] HEAA A} AvY £31 e A3, A 71044 44
53 2AT AF g Foll dgo] Alg ook AL AA ooE
A AREERT AR WA AAskal itk 20059 *11741 oforE A%
o] 6% ToE AT A Hla) AuY ooE A 13% HASA
Il(Eva Edery, 2006) (28 TM-3 #X), wFdXe Ay oJokE xux

o]

O

A7 Ax FrerE 20060 eREW AE ofokE AMAME
(533%) BHE oJokE AW AHES46.7%) =33 THGPhA 2006). A
yg 9ok A1 1 AL 2006\ 0% Fo FEo YA E3 Ul
T 2 2t A A Az T @4 A TR ALE AeE A%

ok

o A2 AN 3

A 4714

Sol BAE F ga AA AN ABE BBse FAAR A}
9}]\

=R A

ofl
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(28 1I-3] MU ojetE & BAlE= oftE Al MEE
20
18
18
16
13
7 -
L 10 9 10 9
K' 10
X0
& 8 — —
o] 6
4 — I
2 I
0
2003 2004 2005
O 2IFEAIE A B HILIZ 2IokE A O 2HE 2|okE ALY |

A} 8 WorldPharma, 2006.

2 o954 AP 459 dAYIS Tt A3 el
i 71}71‘3;‘4 AR Aoke T, H7IRE FAE o] ghatEv
A AR =7PE A ASALE A-ste] AlES dvfstelsitt. Hol
€ FAHCE FARRE AV ZetEEM S AAES FAE
Apdol HAF ARl el 4o Y-S dgshal Al g &
& SHelA 7P FER AHAN AEE st 4 7l FEehe
Felz dgsta gt
ol olfFE AL AA FAAN S7HEo] B Atgle] wis) 4
3 F& £EE Ho g 1996-20051d B AR FE SIS

oF UpE A 2 F A1 FFo|Uthad M4E=R).

i
tlo

ofr
rr r>4

flo otn
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(32 l-4] OECD ¢tdd iz 2F7H2(1996-2005)

% W Hightechnology [0 Medium-hightechnology [ Medium-lowtechnology  [JLowtechnology
14

12 ]

10
Total manufacturing =6.4%

|
% HIDHHH

P& € o S e P ¢ & E g ISR
. S S O & &V & ¢ . S & SIS
E 0;}@\\ &@{&&@@ & & & o&’;&& f«;&& é}@@j(&@ &@3@@9
F & & T & S\ (7 & Y &
& C TS T BE & & S ¢ S
Q S L& O & & & & S & D Q 3
RIS SFE W & & <
TEF 5 ¢ H
D & & &

O=A71952 A 43 Ax 9 34 A3t 59 A oisst
of AEEEsIe} A FhE Fete] 1990 o]F #AHA &
= AFHETE olyd AFs AXEA 7199 R FFH ¢

A AL 491 7199 AFAEEE S7kek

20061 Al 10918 AG71Y AL <% M-1>F 2ok & 19 7]
AL o] A (Pfizer) A L2 A 2006 wlE o] 4519 DAL, 49 100 7]
Aol mjEHe E 27789 22X 200613 AlA FE AF AA TR
o 43%5 AAEGAT 1099 Wel 719 F "= 7190l SAHEAM A
oforE Aol tigk vl Auigs 0 4 ok

0
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CGE -1 MA 109 M2 s &H2006)
. 7199 A9 34 AFY 7

T e I e

1 Pfizer 45.08 )=t 45.6

2 GSK 39.69 ki 25.7

3 Sanofi-Aventis 3242 NN 212

4 Novartis AG 30.50 29~ 28.3

5 | Roche Holding Ltd 26.56 29|~ 56.7

6 AstraZeneca PLC 26.46 e 38.1

7 | Johnson & Johnson 26.01 S 383

8 | Merck & Co., Inc 20.37 Sk 473

9 Wyeth 16.88 )= 434

10 BMS 13.86 )= 45.8

7l 277.83

1) 200613
2) 20054
Z}8: Datamonitor, 2007. ; Pharmaceutical Executive, 2006. ; Roche, 2006.

ookE AR Aagdds FEE A A & 5 Sl 714
o AlFE 24 ARIHE A oA B S AR ¢
= A% g=4 AF7IHEe BE ARIG dsf AFS Bfshs 2|
ofuzt A4z FAYE 7= ARIHEE AlFe L Aok wEbM
OokE A AA A AT 719 WSS ol B 5 3lov, 7 A5
I A ellM 719 FaAlEe] S48 aRg 24 w5 5 Stk

g Aok A Al AYrIHES 79 A AT 2 A
of A4 Wiz F3 FES oEstaL Utk dE S0l 191 719 3
o] AHPfizer) F] - &9 30 AlFolEME 1229 €, knkid 479

gy, EEZ 39 g) 7Y AA vEe 456%5 AAsa Qi
(Pharmaceutical Executive, 2006). 3 A1¢Fe] 5357} Wt =AY A4 A
g AEo] Al AYsHH ols 71499 wf

% I
o 2dBE S99 BE FRE G A £ 2 A

12

Ao 2 9P WA @
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rr
o
Ho
2
K
o

Fo A Al AYAAE s, 12)7] eiMe A

A7t A&H o' petof gt
T HZ AR A oY 74A o)f =2 BAd vl v|Eat
g3 7 Aekd) ASE 74stth 1990~1999 s AA 4l
ANF =dFE 36~5770QET 200097 F43] ZAske] 2004
= 24700 EFSATHIY M5 3= B oyt Ay A 71
9 7egd EEAEe A *‘EM —o% Uﬁﬂoﬂ AFS st
of 555 FE5iA7]a A3
7FetQAtt. ml=ell A 1998~20001 %OJ OHE—OVJ AdE &7 A% FellA
20%7F L AE AFY 53] TE Ao o]Fox Ao ATHFTC, 2002).

AAZ 2 ofAH] F7holl thg Feo] AR H&A| =go] 733}y
WA AUE ofokFo]l Al HSls shH EEA Tol st AHFHo=
A= AR O] Aok A FA gtk AlAl Hd ofokE AR ml=
o As AY gdES FA F w2 AE AF A

U2

R
T
p

2

60~80% 714 HAste 5 wWEA AFAS HeslEg, AT 7199 ¢
AAE AAAE] AF AYS =55 o] 9 ZHo|A F23 A}

Sholeta ¥ % gk
20063 ©)F 200837H4] T GJokE AFANE 4000 Bl e
Fre Aote] B3y wagUA AMY Age 4%e 08 4se

A0 o Eth &5 AA FF A A nHse AALE, 7
g 9ste] o] A&E Aoz A, 2ok AT A A
Ao AL g& g Aoz gAHE. FAHA FIAAY Hoe
OJekE AlA 2ok FAle] AL AAAAY] Boeh FAE
2 6%7}011 wg A, 7t B SN FEd $EE A ske H o%
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(a2 [lI-5] HAZd MAH A2 Aok T T
60
51
50 46
43 i
— 40 40 4 4
40

30

20

10

B St olekE O Al2molerE |

A5 EFPIA, 2006.

20059 vl ooRE A 2% 431499 FEE Ad din)
103% AAstAtE Tl 9FE AL 20019FE 20059714 BT
9.8%9 4FES Hol FF3] AAeATHE= R 049 x54, 2007).
U ookE A RE AA A 1% BE TrEoI™ ofAlo}
ANFAME B, T3 g0z & AFO|TIMS 2007). TR oo} A
M A Z Sevet gokE A SAlAeE maA dAse ¢
e A9 shudbolth H AlAl oJokE Al Azt AFE0
oﬂ HEY e v, SEuet ookE AgE 10% oY AEES B
o, T, A= 5% A FF JAAAH] & AFoR FEET Qi
Ut ofokE A A AEo] AlAISte] 2R Aeste] A
sigkeh AlA JkF A Adlste A T T 7199 i
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ko] FEstal gtk
U A IHES 1980 BRE A ES AlREte] 19999
444 U7k Aok ek o]—ﬁf— A gyt A&Ho g ZHET
o} W Almﬂ*i 73*3
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Slergolsian FhAH B0 o}b 4 H A S S A9
0 AFL G B 7H 20| ALK M2 ).

SOFE AN AR FE %o} FolA 9A4A A71ge] A
oo 7o FH7IG0] Bol wek AFolN GAA ApIge] AAske

125 A53la YrhE M3 32).
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., o|2t= AlZH Sakn} sto|FTASl 29| 43
CE -2y 2005 AZEE BT 1~209 9=
ByH
9 A& pefat:! 719 & Zal(2l 9)
1 oA % 5mg g stol A} SJ2HA 1,068
2 e R Al AldgtR ol | A 831
3 A3 LGAY v ¥} 5} U 441
4 ofu}E A 2mg She ok Q) 2HA| 433
5 opdtt] o} Y 4mg e potall Eatel )| Q| 2HA| 379
6 SEH]2E300 =49 A 354
7 olZEWA150mg | AR=d-AldEE ol | A 352
8 olEtAA Shu) ok B 351
9 | =¥ EFHA100mg Shot .o HbE] QAA 328
10 IAA gtz o AT AAHA| 320
11 AF 24 100mg =P k] QAA 317
12 | olEEERE 2 30 Hlo]d S 2o} Q2| 308
13 gE&T S 1] ol of| 2~ 7)) F 9 2HA| 307
14 FAEH A Skl of| AT 9)AHA 287
15 A EAFE] F50mg b AdeR ol | oA 275
16 2] 3 E%10mg gh=5}o] 7} <] 2HA 269
17 7FHE% 50mg A =4 264
18 A A A 261
19 7F=E R4 5mg t-&-A o el 259
20 TP 28 70mg ga-oll o) AT QA A 259
T oAl 2Rl AlFE: AYY, 7HYE, 7taEd”
AF: SR AT, 2007
GE N-3) ARA M|l of&d 3 Kok MAoAe Mre
(G 99, %)
T& 2000 2001 2002 2003 2004
A 719 2470) 12,480 16,727 19,778 22,526 25,002
A<krke] AA2017])| 58,085 68,086 75,534 85,300 90,795
AfE 215 26.4 26.2 26.4 215
AR SR ANG T, 2007
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ay GAHo R B o Aotgel 1950 S0 BA Tad o
&5 s717HA %ﬂlA}ﬁlﬂlH OJekEFe] AXAFAL A Fo HA o
o] oAt 1950~1970'd Ale] TWIH ool JNEE AL B 7]

k7] AlagE ol Fu71E %owM okE =dd tit 597}
TAAE 7] A2 THOliveira et al., 2004).

g A o] )N LA 1970 h ol o ofF

_—

2 A
ARzt pastel A AAF 44 wele B8] ek 2
EE 19704 A2 SHYNA ok BAEHE QYA 2w o
oFe) AUSH) 230 S 29N SAREE 1099 A 7
¥ ek 1 9 Hebd, oh2dlenk HWAw S9 S =
9059t S S] SHAS F5AI71E WS S TKDrahos, 2000),
ol FAHEE ANE ojsl] B BHUE HgoE A% AY

o
Y ofofEs FEFCEN Alofo] Aujsta d AA oofF A1
TEE 57 AT vg54 AIdES 99 Haol HusEH
g, 2Rl AAALHEY Hert mgsy] wEolga A st

(The Corner House, 2004).
Beo] oF AIERRE
A S8 AV AR 1% AR Asa 1

of AY™ AL AALANE =ML Lolytth TI=Y YRNA = o
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A FJ el M e Fo] AeAHMA vl nYE AL, vh
W oHlE =49 g3 ArY T2 B AR SATEE @
sk AR A2 A 717 (WIPO: World Intellectual Property Organizaiton)
7 8 ol AilEe] ddke Y AAAM BEE e ity
AEAA = UTHThe Corner House, 2004)

oo wet Hl=g BHIET AXFELS 1980t AAAME S
et 2 HAES Alxsked, o Ar|ge HIEg 7103
THOZ UMM AZALE BE TA7F GATT WolA oA
o gArE 2 & dvka FE7] Ak 2 AFALH %
o 3 =485 '3\‘?%%]3'1: Mo g At ZAHe GolA o
o, ol EFol gk g de 2 A0 AR
7 gke & Wl ARAM EAZE X HAS 58] 15L& w= sfo
B A9 A4 2 5718 o]<el] sAstEA AAAMAY F9s A
AlstaiAt 3 tHThe Corner House, 2004). ©]ol tiaf 1%, Bapd, of=3l
Hu 5 /PEESTES, GATIE BAFY F9& F& tFe Ao/H A

Nll‘l

}01' EQL
oo N o2 X m

P

l
=
=
fr

4 A0pe 0F 5 gokn PS03 vt a8y v3e
GATT 713 939 Sl 2T Dign, GU5 dee s

T 19861 -7 3tolehe
%3}9\3‘\‘:}(Drahos, 2002).
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Office of the United States Trade Representative)T TFAFE oA w]=rd
Agste 7t FAoR 294 30129 9 SAFSU S (Priority
Foreign Country) .2 A|W3etE5 SH5th AP SN ETOE A =
A 301%] o5t AR HEEI T4 HEZAER ofujz} Hote
T A, FAA A wkE g Qlo) JPR R A v Y
A AoIATHOxfam, 2002). 198513 Pl=ro] =g tdo= 294 301
ZAHS BES AL A GATTUH A wl=rof] whisle Z71Ed0A

N

N o

BY= 43 WAIAH =7t Iitkal USTRS @34k Clayton Yeutter”}
A3 vl 9lck(Drahos, 2002).
eEA=s  gusle EgE U UukES B A (GSP:

Generalized System of Preferences) % Th. GSP 4 *‘l—% = AEe w59
FAAR £E2 = e, 19843 1= B4 AP GSPY =49
AN BHE QA4S FI8IAY AVIEEE 19879 AZAE BHE
o t7t2 GSP dES gk, WA = (1987:d)9} Bl=H(1989d), S1%(1992
d) 5 AFAE 1ot vEsithe o2 GSP A AlejE )
ATHThe Corner House, 2004).

Al B Rl Eo M At @S s A
Al JPer|x stk AL v= F7EY fde] wEd
AZE @AM HEE AEEY=So] TRIPS A 7k WEs wof
S°|E%F 3o TRIPS FAS T8t 2o & £AVF HA 4%
Aegprolqith. o]l A Hx o] d=olda 1986 drlEAt
Qo] AZANADE Hako] 12 0]THDrahos, 2002; U, 2006).
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TRIPS FAo] AZ=eH o= o]5siel 19959 Wroe @4zt g7
o]t} TRIPSH AL E3|H 359} xﬂr@s}oq Jos Ze8 we wa

g Mgt 2R dokEL TP 1 GG BAge] BH A
W ER] BE SHREE TaSE AR FAzoIU ARAY
Aol B Ao TAZGINY she) AWARANE F3Rols} Boz

A& 771 A&2 Aot AThRoffe, 2006). L2tk WIO A s}el A
T TRIPSOIA Aofdh= ukeh o] Be 7@ gol Ads JuA,
AMHAA ol 87FsAol e WS SRk s, =els WEelR
o 234 U9T F gle W o-%-(National Treatment)¥ 2% 5437
o tate] $HHEAE & A5 EE WIO 3o 598 FHi2AE
ok 3= &&=t 392 (Most Favored Nation Treatment)©] 2-&% %]ch.
ojA ¢ 34]"3101 At AR BSAETE AAA AR EHH
A O FAE $3sH7] Yste] TRIPS AT o]dfo] sl sfu=
=3 5‘4‘3]301]74]* Z4zy 10943 1199 Fe7Izbe Tt 1deE
Bstal ooj=ef 22 A -"4 o g F7HAQl B 9f7]d A4
& B2 PEESTES TRIPS w0 ksl H24S A7st
A¥str  BdsidY. AEEAEH =4 HIAFZEAENGOs:
Non-Governmental Organizations)< TRIPS 2 FAlol= 18] T3 o
& A dstont B AE o F w¢ % 3] Z&stalth. °l5& TRIPS
T8 ol ofotE HILAY EAlol thdte] TRIPS oJAZ ol A =2
A& ARSI vhW 20019 62 TRIPS ©]Aks] S AAefA o] #
A7} =2 = A th(Drahos, 2002).
AXAQ A dA o] st YokF FLAES FEe oY
gk #9712 TRIPS Aol A= NLEd=7te ofsf Aol 25
A 5]‘3 A A E FEFS mFoh 19974 Fotzebe A4
Ast7] Slete] oforEe] 5o thato]
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BAENE & F UEF He AAsA old taf 19989 ml=-2 A
AAFA AHE e dotZertE At (Watch Lispoll 713}
AL 40719 AF7]de TRIPS @8 Aujdthe o= golze|7t 4
£ AUE 25 ATIE 22y 20019 Pl Aw gtz gt

A=A AR AGHEE & FIATh H=E
2000 Bepdo] ZFAAA] 8e] TRIPS @A SjEs AJAE
AENEHL WIO 223 adsgiou HFHor RS
* 313} % tH(Morin, 2006).

TRIPS A7 #HE FFRAY A FAF TAAE Y F5& Fo
wA vpEy 2001 112 7FELE ©3lolA HEHE A4z WTO 2HE3) 9]
qAe “Tatidd o] e = Ak
Tt A= “TRIPS 71A¢] 3d=xe FFHA RIS ZoAe ¢ty
m, 789 sM} o] ofofFel it F2AS X8t
Roste 3949 AYE AAse WALZ o]Fol o} gy HA|E)

u!

My

G

Qtk. 220 3 A 1 BE w4 oblaE BAlAA s s
o 7t NAFe YAUNE HIT S AN 270] HolHe 33
S 248 A%E ARG T Y. EaHAe Y 9 IERD &
SASZRE YL BRI A GES A $4 B F

ERESE 7H‘?=_LE’6}3-°/] =427 ARl wet th=A 7
WE3717F ol YA ml=AlokEA
A2k 3](PhRMA: Pharmaceutical Research and Manufacturers of America)=
2004\ “TRIPS ©o|A}3]e] =99} Tapfdete= P d=as & o A
AR AL AAAR BoE Zslghel glo] WT09 7HA|d] &g F
doh. gt AFAME BREE SX67] 93 geld ek FTAC A
grojo} gttt ol Ehgltt o]2fdt F4-2 USTRO| 1thE AgHUx, »l=
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Aol =] Aletddst ARe o] iy Aepide] 2
SR o] Ze] Aepdel tigk FAS AFse 5717}
A, e ol e dshe WiRA 2add] dieh dEfe]
B 27 oste] =Y AolH, SEut Alokikele) wA &
% oforE Al dAoR Z o 19879 EAS Y =] A
oIR=7t sk Awdle W3] waly] of#k.

2] 1986\ Shv] AAALR FAel= v Ve 19 v o]
AZQ0 Aol ZFE ] AT o8t PlAR EASS RG], 1980
d 1€ 1Y olF vFdA 585 v 19879 7€ 194 A 0] FF)
A ARHA ofI G Ao gt G FTIFeld A Tl o
tod 1987 7€ 19578 1097 558k AR Qo] §l& 7
A R AWE FARES AR = AT oA AMSHE
2% = AFl k] 245 RIS &aF 488 flste] vhd

AN e

L

N{N

o p

r°{'

ZAHoH, S5 ofv] 4% 5359 ESHTF MY BAHo

61 52 #9k7] Wil ‘AWUES E99 BHES HIuAFd B3

AE-oF va AR Maludbe] FEE FASATHITY, 2006).
Uli%ﬂ el AE EA5Y HEE JRIFOZ wrlgtel fEuet

o]F t& uetete] FAAA i =g YFel FolA Huh v
o] et @Y HuiEle ZAE HE&Fl met F9 *Eiﬂ(EC:
European Community), Y& SOoZHHE FY3 ¢4=s &
= TRIPS FAMA ] Ha|=d-¢- dF o whe} 191d S uete EC°ﬂ7ﬂ
T vA g EA5S gig REE FAsgnh & 7|7 wae 109X
o} e sdoE g thdaY, 2006).

19950 -2uEhe WTOel 7hslstdA TRIPS A9 o] o] o735}y
Atk o] wRE TRIPS FAF A|39F3%2] A8 KT £ oS 93t
AZ7t AAEAY 2dd 1 ARE =95l o fElvee AZ
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ALEA o5 WhgshA i, A543 & Aoz EAstd AoF
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o] o]¢} o] FAE Y st HAH Folth

1989 A=A u o] AAE & Syt ookE Aol A 47
St ooFE A =3 AT T HAe Ul% A=
T2 By tde] HAtk 199 z
W ALl Bl AE Tt Als
< A3 FA Ee =27 AEE 1999LL$E1% ??M"E%
Y Fo el 2FHEAN g=471dse sW Ax v
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AR AN qFR7F WA AQRstn ZRF ARl Ak
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xﬂ%%ﬂ NATAF AT -, G5
0o 2ABATE %}{— dl gl gt 2001

S
©
lo
19 2
o o dlo

tlo )

>,

¢
r

> oX o
By
=

2
ot
o
=)
ﬁ
DY

ofr
_,d

B
lo
12
o o

>
_Bi

e o
¢

ot
>
[>
£
>
o
=
el

Aolgtal 82 Y1 7)1F7 2RA] v|=o] ¢
3 & I aHsT HEHOR %]'}_7]—7ﬂxﬂ ]E]X] ;}9\1\3}
2005 10¥ 3] oA = FA !

o2
—
N
o
rﬁ
3
i

19

n_4
N
U
2

i)
N
s
2
lo
==

2



. of+ZE AlF St olFTASl 2o 53

of Plsto] vk AZISkAL = FH= oldl tef A= AH AT
3 HoehAlta sh9lal, 23 o s AL o] Fo| A AT

Lf) BlOIFTA X o|otE B sHolSA T2 olf

A= A FYE #Este] g TR RaAE At et
2 Fo] F-78 B 31 A (National Trade Estimate Report on Foreign
Trade Barriers) 24 vid w|=9] +&3 A o=oA 9 Azs 79
dHS FAHE HauAo|th 20069 ‘FIAH B A e otEY #
dato o7 n A A AL, “‘*4%}%‘?}7{47-‘4 TAZA Foll oyl

s el oA FEsi e BE EalF Aok tiste] A7
VAS A&slof dte AR AAWVERATE O dAsHA FrE
SokE FHAl 7HAESlo] 2A o dtty FAE G 183 RIS
oA7lE ARHRY FHAS Fxe AW AT V9% BARE X
gt 9] ST FAE slof dotn FASATE AAAFAR
A= A5 E5HAE thste] AR 1 o dEYFF 5
2 QA ZAFS) S BAGY 74 93kE AL =59

J
_I_4
re

o] WslE ZAFE A 2944 301 H.31A(Special 301 Report)’7}
th 20061 “2#A 301E AN e ARANE B A3
ddste] FAE dval 8 EE A= (Watch List)’oﬂ 3o} gl
Atk ofF AdeM = s|7ket 55 AAlsoF St FAIH.

2005%d 7|34} Al 3] 2] (US-Korea Business Council) 2} —’.‘—@U]*J%ﬁﬂi
(American Chamber of Commerce in Korea)’} 3522 W7tet JAH 11

A
X% oJoFEd tigh Alte] T AN T WS FHFHEIA Y
‘2FA 301 AP WEH SR
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L ARARY FEY

A(Trade Act 2002)89) FIR o] 2 54>

FAEY 54 21020)4))

TRIPS 717d& A&3] T2l S83] ojfst] A&7 #dsta

a3 Ro s 3 2102(b)@)A)A( 1))
]_

W5 S FA% fAR SR AHANY REEge PAEg
sl ARANA]  Addan EdHe wsE FY

(2102(b)(4)(A)G)(IT))

Nz aga AAe] 7)Ed] g, a8 AR HES AEFS
A% 2 Hxske A2 WHd did AEsd HIE olF
(2102(b)(4)(A)(i1))

AAZAEY o] 87, 95, MY, FA, AR, Ao 93-S A
= Algho] B3l AES & l BE% Eah (2102(b)(4)(A)(111))

EES&} Aol o] 7| FHEE 31, 53] dHRFA
7F Ao AAE ARES LEiLA ‘; 7)€} %iﬁé SAAE F3t
o BAT § J=E WA $HE TS FoEHN ALl
F2Eo] $Uglo] AHEEHA %E% U‘ (2102(b)(4)(A)(iV))

A 7hesstal Al&sty a8 RIAME, A, JALE PA|H S
E3te] AFAEY AEe A o)F (21020))(4)(A)(v))

A A e QESE w= A A FAT L FHIH AEglE AFA
ZUs BT (2102(0)(4)(B))

2001 119 14% 7lEl2 =319 WTO zﬂ 42} 223 oA Huw
TRIPS ¥4 % FZHA A3 HAS &5 (2102(b)(4)(C))

2. 7HA F&9 E’“ﬁ“ =7 (2102(b)(3))

A TR A w43 #AHd PRy FYr)sE g5
(2102(b)(8)(A))

Aetd A7} ?.ﬂ“a‘& stz vl SHAEAN $FF7), 7]El A
SAA ZA}EE QT35 (2102(b)(8)(B))

984 W}WH =) Uﬂﬂ%‘% Axste] JRxG ‘;-l 7]
Aol gk 7lol=ekel @ 3, Al H fEelAM Fr

Al (2102(b)(8)(C))

ol Al o %‘rxd?& AN AEE TtEdE JHARA 9@ Az}
A3 2L AR FES AAT 21020b)(8)D))
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H
sk ‘Ui E FHSFHEHTPA:  President Trade Promotion Authority)’
< Eelth TPA stollA 93l FAES 74T T glon I Ex
R oARRE AR Stk SRS 31417171 913 TPAC] thate]
A= Woll M= FTAZF ®l= ol W g3} ddste] kejdo] siz
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%fe T4 wd 784 dg= sdste HaEvt
, O18 WSt A Ale AN FAPL HHY she =
A= 2] 2102(b)A)(C) F7H SATHWeissman, 2006).
%%%}{— USTRE 53 FH€ FARE 545 oY
=7hE ol e FAA (flexibilities)? ¥
dAEA B Bl A W= FHUE
TN e FHeze 87159 oﬂﬁl ARFH, 5371 9
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2000 o] % W= &dd] FTAE A4, 537 o, ojofEdt o
e S AAE Exo] g HAAFAE AeetE S shal vl
AFEY H2A ol FREEE A4 FE WEE = Wde s 4%
Fo] ZA =t}

ml=ro] 20001 ©]%- 10047] FTAS A ZshdA 2001'd 2 20}e] FTA
£ A9fstais BEE FTAYA ofoki AAALES dstehe diE Al=d
7158 A, ARFA, 59717 A 23S THSIATHE 4 =),
CE II-4) 20004 o= o|= FTAS| o2tz X|MA|LAHH =& A Z sig

A4 = 57153 47 AE =4 S871% 4%
HeR=0%y A X A
AlzE o) 0 0

ZU])(CAFTA-DR) o) 0 0

2k ® 0 0
nEd 0 0 0
T 0 0 0
Qo o) O 0
vh| <l 0 o) 0
HF 0 o) 0

Z=2n)o} o 0 0

s} o 0 o
= 0 0 0

olg Al A A== v=elM oju AAlshal 3=
o= BAEA o Al TRIPS HANM = 5

T o] x4k TRIPS
-53] AAA o



. ofE AlF St eolFTASl 2o 59

AAE W&ol Ad gla, dolHE37 RHsiMe #3934 57}
Al AES P APARE BT AP o802 RE Ho s
Aoz st ek ol dMd dsiNe AT N gt
Zol7b Atk E8717 A FASNE TRIPS PN E 19 AH
AdH e W&o] glthE M-53%).

(E II-5) ol= FTAS| o2t& XIXMAMLHd 2 Zehlt TRPS W& |

—= 0= FTA 773 TRIPS 717
Srhes SeAA Folglol Ko7k = ¥ *
371-E3 A SJerE ol 7} 2R #A 74 gl

c)‘\_]% dl )‘\_]O 0%7]_/\;(4/\]
AE v AEARE
%:g—z% c§ Z o]ﬁ. o i_,_H
B3 (#39%38)

ek 87F AAA AES ARE
BRI xﬂ3x}7} Agste] oJoFES & 7hukn
=%

EF AL B85 Ad" Aol
the) Sa717 3y

AAAH BE 77
- ~ Bt} A ZI}Z‘\—- z] or %
B35 =] = ﬂ A 3) jEY gul
£ 056]1 77;: ;4;1] e ii’(xﬂsziéf‘%)

|
K
N
=
re
o3l

olshgo] vlZo] FTAS %3] TRIPS 14 o102 AHANAL 7

shete AERE F7)e d tste, JokFel] tigh s Aste
Zoln Tatddde] 9437 BRE wtete Aolghe B2 HIFo] gl
(MSF, 2004; Morin, 2006; GAO, 2007). & u]=o] Ao e ook

& o|F1A g A 2, FTA AR goFF AAA
e W&RF Azt oA HEAHY d3s A3 FUH
A A AAVE flE Bvole vmEd o BEsA ookE XA
AAE Boste 235 95 T Ade H% ATh(Abbott, 2006).

e %

o}
%9

ARNIDL HFRAE A S %] Adfel AR 7Y
1

il

o oox rr



2
w=)
[
4
ofN
o>
1o
24
12
N
>,
2
i\
=
2l
rir
&
v
ol
N
2
=
>
AL
ol
foby

MFe dokE RO FTANA S4M F38 FARRY 9427

& eAa) 9% Az 22L 20040 5599 FTASIA ol#%. 7

o] 15t FTAS Adeh thiie] =758 7HAQ) ofs FoA =
b ZFoAA g MRS B S s HYoE 54 B
WHEAAES TI A, g FEE kg FAAAE e =
Zfeltt. vI=iE 59ke) FTACIAN 559 9jofs oAl 3 haA A
S84 o|IHAAE vidste A4 AP FEEE woln Ve F
7135 griATle 2FE Adeint

SF9} Ak AFVAFRIARS Yske YuEe 28E 9

FE S 9 opbagel BAY 232 FTA FYBO T3 T WA
2717 A,

Ay FE FTAGN olobEe] AZatee] Ba 2ae J4 oy
wo] ARGz SJopEAYSE BAgle] 7]
T, FAG BAAAE SJoFE Fo 2 oplAEE

N ddHez z3e TEAAT

3) 2007 o] WHYF-ol3o] MY ol

TPA oF ©|% A%
oAskth Bl A% W 2 FAGA USTRY EAEA $4e Adshn
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(GAO, 2007).

u| =k A 9] 9k 3)(GPhA: Generic Pharmaceutical Association)= P]=
o] FTAIIM AZAg oJokF A 23 YEE0] vl FlHE
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ARTICLE 5.1: GENERAL PROVISIONS
A 51 % GurA

The Parties recognize that while differences between each Party’s health care
system, the Parties share a commitment to promoting the development of and
facilitating access to high quality patented and generic pharmaceutical products
and medical devices, as means of continuing to improve the health of their
nationals. In pursuing these objectives, the Parties affirm the importance of:

% AT 2 AT BAR AR Aol EAsht F BTl 2
% a9l WAL ASH0E FAANE FHORA P 5 e B
Al SlekEst 9zs)7e) As 25T oo U 2L AV shaAl

B g FHTS ARDT o2l BAL 27Ul o], F PARE
29 224¢ B

(a) adequate access to pharmaceutical products and medical devices in providing
high quality healthcare;
7k Ao HARE Alwetell o] ookE B AgrI7Iel te SR A

(b) patented and generic pharmaceutical products and medical devices in reducing

other more costly medical expenditures;
U 7] g 9EAES A glol 53 2 A Qg 9]

(c) sound economic incentives and competitive markets for the efficient
development of and access to patented and generic pharmaceutical products
and medical devices;

th 59 2 EA) 40*34 98571719 E&AQ NER ol U HIe
Skl ij& AAA A3 AAAQA AG

(d) appropriate government support of research and development in academic and
commercial laboratories, intellectual property protections, and other incentives
for innovation in the research and development of pharmaceutical products
and medical devices;
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(e) promoting innovation and timely and affordable access to safe and effective
pharmaceutical products and medical devices through transparent and
accountable procedures, without impeding a Party’s ability to apply
appropriate standards of quality, safety, and efficacy;

ol FAbAA B FaEAY] AHE xEs A48T F 3
< Adfsto] flol, FHste AYY = HAE F &
A oJekE 3 AR7)7Ie Al ofd Wik AejHAst HEHE
7Fedk A2 3

(f) ethical practices by pharmaceutical and medical device manufacturers or
suppliers and by healthcare providers on a global basis in order to achieve
open, transparent, accountable, and reasonable health care decision-making; and

vk 7 olal Fwshy AQA Sl FelH B gel B arEA
= oF7] St ookF F R AxA ke TEAet HUds
Azl oJgh, A AAA AL FejAQl w8, 2

(g) cooperation between the Parties, including each Party’s regulatory authorities, to
improve the safety and efficacy of pharmaceutical products and medical devices.
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ARTICLE 5.2: ACCESS TO INNOVATION
Al 52 2 Faldle] A

To the extent that healthcare authorities at a Party’s central level of government
operate or maintain procedures for listing pharmaceutical products, medical
devices, or indications for reimbursement, or setting the amount of
reimbursement for pharmaceutical products or medical devices, under health care
programs operated by its central level of government, the Party shall:

A FPRRY BAE PRl AT FYH 9ok nAsEzEn
Wl wet SJekE, Br)] EE TS A% A3 SA GoRE Tt g
VIS §13 Foid A4S % AAS 2GS FAse S, BAE

(a) ensure that the procedures, rules, criteria, and guidelines that apply to the
listing of pharmaceutical products, medical devices, or indications for
reimbursement, or setting the amount of reimbursement for pharmaceutical
products or medical devices are fair, reasonable, and nondiscriminatory;

b SokE, 9877 BE FoIE AT 4839 St YokE BE 98
7% A8 gl Age] A8HE AA-74-71F D Ao] A}
w Felzola wAE Aol EE T,

(b) ensure that the Party’s determination, if any, of the reimbursement amount
for a pharmaceutical product or medical device, once approved by the
appropriate regulatory authority as safe and effective, is based on
competitive market-derived prices; or if its determination is not based on
competitive market-derived prices, then that Party shall:

U A8 FADT) SHAsn FEF AOE SAF F TE 98]
71l W gl O FAso] AAHste g, 28d AAo] BAF
AREZE 7HAd 7128 S BARTh e O GAbE Y] AR AAA
NRES e AZ3HA ohldte A%, 1 PATE

(1) appropriately recognize the value of patented pharmaceutical product and
medical device in the amount of reimbursement it provides;
) 58 gF 2 g7V HAE Ame] Awde gl Slo]
43 JAgh

(i1) permit a manufacturer of the pharmaceutical product or medical device
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to apply, based on evidence of safety or efficacy, for an increased
amount of reimbursement over that provided for comparator products, if
any, used to determine the amount of reimbursement; and

2) ofofF = R8I AxAL, Hoqde 24shs wol AREE Ha
Agol e A, L HaAEl Zﬂ*L AR Z7HE Folds kA
e fFaAd Wk S 71xsto AHsks As 189t 28

(iii) permit a manufacturer of the pharmaceutical product or medical device
after a decision on a reimbursement amount is made, to apply for an
increased amount of reimbursement for the product based on evidence
the manufacturer provides on the product’s safety or efficacy; and

3) dokF E= AAR7I7IS) AxAL Foldel tg 2o Wzl

o, 2 AFe) FRAY e FEAA tete] AT S 7Rk
I A Wt S7H FHAE AHske A §83th a2

(c) permit a manufacturers of the pharmaceutical product or medical device to
apply for reimbursement of additional medical indications for the product, based
on evidence the manufacturer provides on the product’s safety or efficacy.
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The Parties are committed to| The Parties recognize that while
facilitating high quality health care and | differences between each Party's health
continued improvements in public | care system, the Parties share a
health for their nationals. In pursuing | commitment to  promoting  the
these objectives, the Parties are | development of and facilitating access
committed to the following principles: | to high quality patented and generic
pharmaceutical products and medical
devices, as means of continuing to
improve the health of their nationals.
In  pursuing these objectives, the
Parties affirm the importance of:

a) the important role played by | (a) adequate access to pharmaceutical
innovative pharmaceutical products in | products and medical devices in
delivering high quality health care providing high quality healthcare;

9] ok E 9 (b) patented and generic
24 pharmaceutical products and medical

devices in reducing other more costly
medical expenditures;
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(c) sound economic incentives  and
competitive markets for the -efficient
development of and access to patented
and generic pharmaceutical products
and medical devices;
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b) the importance of research and
development in the pharmaceutical
industry and of appropriate government
support, including through intellectual
property protection and other policies

(d) appropriate government support of
research and development in academic
and commercial laboratories,
intellectual property protections, and
other incentives for innovation in the
research  and  development  of
pharmaceutical products and medical
devices;

rlr 2 4

c¢) the need to promote timely and

affordable  access to  innovative
pharmaceuticals through transparent,
expeditious, and accountable

procedures, without impeding a Party‘s
ability to apply appropriate standards
of quality, safety, and efficacy

(e) promoting innovation and timely
and affordable access to safe and
effective pharmaceutical products and
medical devices through transparent
and accountable procedures, without
impeding a Party's ability to apply
appropriate standards of quality, safety,
and efficacy;
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d) the need to recognize the value of
innovative pharmaceuticals through the
operation of competitive markets or by
adopting or maintaining procedures
that appropriately value the objectively
demonstrated therapeutic  significance
of a pharmaceutical

Article 5.2: Access to Innovation

i)

)
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(f) ethical practices by pharmaceutical
and medical device manufacturers or
suppliers and by healthcare providers on
a global basis in order to achieve open,
transparent, accountable, and reasonable
health care decision-making; and
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4. Regulatory Cooperation

(g) cooperation between the Parties,
including each  Party's regulatory
authorities, to improve the safety and
efficacy of pharmaceutical products
and medical devices.
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Z%]: WHO, WHO Policy Perspectives on Medicine. Globalization, TRIPS and access to
pharmaceuticals, 2001. 3.

;
Egee] B4A3 oJorgol fjd P24

T 02 ofe YoUdEFS 33 A(semi-public goods)E & 4= $17] o
Folth Parmet(2006) WA, A Fo] S E&3 Ajmnt ofuz}

2 AlAE 4TS v)AE 2% EHexemali)E 7T cka A

6) HarperCollinsPublishers, Collins Cobuild English Dictionary for Advanced Learners, 2001.
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Z3*]: Wiedenmayer K., “Access and availability of pharmaceutical in international Health”,
Managing pharmaceutical in international Health, 2004. p.24.
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A=t wWYAS EFo)A|el| A= o] 717FsSE AWIE, OTC(Over The Counter)
OJoFE, 718} 7HA o] e ook o E wAlskE WS AIASEAL IEkY.

2 diclAHol=

A AHgoz A ul g7 wn%oﬂ Aol SxEe 715
T 3% AV 2ANCE B HASY JOFEL AABS

A gk

| Bol A= 2004 195 AEe7E ARl cBRleR o okE
A-&-(Dispense as Written-Brand Necessary, DAW-Brand Necessary)’2 ™ A] 3}
A% Fof HyAo| =B Sl Holof gt} mM|AETE o]Hg

AAN3Z 2043 AVY AFEE] 55%901M 57%%2 FUFskdtka H7}
st

ofo|tt e+ 2000 FH FAAY AY AZAE Ao B
39) PlFolAE YRS @Y A2 9 (single-source drug), E%E%‘ g 2 oJokE
(brand name multisource drug), A|HYOZ VReth ©Y A ofl XME‘OI = B

W= oebEols) HAsy WE 42 oS AMo] Sl A=y SleREolt,

40) US Department of Health and Human Services, Office of Inspector General, Generic drug
utilization in the Medicare Part D program, 2007. 11.

41) US House of Representatives Committee on oversight and government reform, Private
medicare drugn plans: high expenses and low rebates increase the costs of medicare drug
coverage, 2007. 10.

42) http://www.medicare.gov/bridging-the-gap.asp (2007. 11. 29 FHI)
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ALFFDL 89%, TY 22 oFE AWEL 41%HTH.
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g she olfre Rt Ag3AlA 7|2 ATE 88 ofHa A%
o] 712477 AR A o= RIZE A|ok3|ALe] R&DE A6} HH%O]E}.

AR HAE AYe UdAAFHo 7 v|= FHHAYUNIH: National
Institutes of Health)oll HI=™ Y= =234 H(National Science
Foundation), &% --+=T(National Aeronautics and Space Administration), 73
X & = (Environmental Protecting Agency), A3k %] (Veterans Administration)
of FufjEch
NIHY| &7H]E-& 1970 5899222005 22 $Hiholont 1990

12399, 20049 2859E ¥ 2 Z7}5FA Tt PhRMA 4 <4AHS] R&DH]
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43) US House of Representatives Committee on oversight and government reform, Private
medicare drugn plans: high expenses and low rebates increase the costs of medicare drug
coverage, 2007. 10.

44) The Congress of the United States, Congressional Budget Office, Research and
Development in the Pharmaceutical Industry. 2006. 10.
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2 5 JES FYHT Jong vTo N AT G} AP

A
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7t) oletE =0

19879 o]F Auttell M= S8 9okE 714 0] AUAA £A =
ookt 7HAS FAMST o7 vrEE 8 Ad ookEd Ay
o 7ML FAHA e

E5|H(Patent Act) TAHLE 1987\d 53] 9] k714 2414 3| (PMPRB:
Patented Medicine Prices Review Board)”} 2 ¥
T 597 B3 Fsle} udoz 5ok
PMPRBE =920l FAMHA 7|42 AAE 7ot
oatshe A3E AL lEH, 5371Ee
VAS A Zuld ek, okw wprla 2
TASHA et

PMPRBY] IF-& Huttoll A Zele S8 ofokFe] 714 0] AUA|A
A gve 2 gl 2ZA Ayt ARAE Bodhe Aol o
3] PMPRBT 9JoF#9] AUttt AA7HAS vt 71E oo 714 Ee
T FNEB2, 5, olhe], 298, 29024, 9=, 19 7145 v
WAL AaHAL EV7RAGY] WStE THA s Aljbeta itk <& IV-12>
o} 22 84 Hrh7)1ES AHE-51M Human Drug Advisory Panel(HDAP)<]

Ao Hr

45) MITFFRE TR Akaddo] 473 EASE 27150,
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2 HES e F AR 71E AEH HE FEEY ol58 Fv 9
°FF BT ‘me-too’ druge WAISFE 714 FFEOE THA o] AlgEh

PMPRB7} %% 714 0] AUAA Ethal aAdd Z¢ tsd F7HA

z2 F e HE F Utk

— AL 7HA S g5 AT AR Aok A5 gk v die)
© AL 59T %% Voluntary Compliance Undertaking(VCU)S A| &
of gt}

— 3JA7} PMPRBY| 53tA] %2W PMPRB:= A|UAIA =2 7149
et A8 Aasty] A HE3E HH G AA AUAA
E2 /MR ARE BF Bl g #dS s "ok oo o
3 Ak vt A Aad 3l

(E IV-12) FiLict PMPRBEI 22t 82l BIP|F
— 1 9eEe AzZe §

vs. & x{])o ojokx
— warksd Age 712
AA B A AUAA
— TRl AgdHor NAHUAY Hwrksd 71E FERT
Ads] A" o FEmE A7 ¥3h
- 0e ARRA Rl S5 vaksd g 14 o ne
det 72sl 2Hke 249 A% A B Ades 5
Sl @ et AzdHez 330l S5EdAY A9l 8
Av Sl 9 FE(me-too’ drug)

A el M e Ane 298 A% AR &
Aoz 25g Bad te det 4 290 A8 4 38
Z2]: OECD, Pharmaceutical Pricing and Reimbursement Policies in Canada. OECD Health

Working Papers 24. 2006.
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A SJFFAIGAA AH-E .

A 7} 8}9] A 3 (scientific committee)oA] A|W|2le] F5ALS AAHESEZE
| 247} AdE=d, BElEA] Z5H] o} (British Columbia)oll A= 2003
d FEHEE R ofokE tiAIAS wEe] sl Afuth B el
3 A5 e FIolA AT JH ZAE F= Aol HEHAh
g Aol tigk 2784 ?_’H_E]H*L‘ A quict zpol7h v IRk o

At T Satel] s IAEEE ATt AL FEA A<
oFF FxIFe Hel *uﬂﬂﬁﬂr FAFE AFAS vERHET 2005

AW (Quebec)oll A= o] 38%7F AP g ZAHAT B ElA]

Z&H| o} (British Columbia)o| = 49%7} A=l o2 ZA| & JTh

ri

HU

o

L

ﬂ.lll

cf) o|oE RED A

2002 AAUTHE F53 97k R&D FAF A, =57)E A, vz
Yz 874 B AFUE-71RE 84S S312 JAAZES At 19904
b o] Hogioke] R&D HIEo] F713te] 1990 o= R&D H]-E-©]
T FHlE9 15%01014 2005 oﬂ% 23%% AASFAH. 20059 B
TEoke] R&DH|E 2R 3% 7I9elM FAsEon 52%=
TFFAA Z:%"O‘}S’&E}. %3k, Canadian Scientific Research and
Development(SR&D) tax credit’} R&D &EH]gol AL AFE 3|AL]

el s AAHA

l

3) A9l
7t) elekE =0
2gdle 20029 108 FAAEEA S megative lisol A AEEZA T



V. ol okE o] &4l

(positive lis) 2 A33ISATh Fo] 447
AlE, HEEHH] AR, «l‘**«l A AR, Al 284
9o B ooFF 7HA Al A o] glo] AxUAE o83
o

oz AHSNE Bod UG AdE 14T 4 90, 2kt 99
A9 Ao ofokE o] MUER) TFHE Ao] WA o)
F87P58 MG EHA S FohHos AN Bk
SRAAE 299 R A B gETHY H2E o
FF BN Fe FHEAAL ST Aol WL B FUL 7
At 22 GUF SAMEARY BE F v $u dok 29 3
% ummgg— owgaoq Folz=e] SA=Y o Be 427 £49

d AAAJD A EAAZAG A s =dakdth 2002
10958 gofEd| A8se FHHES Zol7] Hall dadAe AL
Akek oorES 7 A7FY] AMY oA ko R A zA s o STk
AZE A ZAE oA &S BF “HABIE A A oF &)
m g2t i}"“% sk A A gFFoE AMS 4 dth

A o] 2]k 219 3] (Medical Product Agency)"ﬂ/ﬂ QA ZAE SAT
oW FAEEd FAT ABIL FAAAE AN, 49 AF 7
Qe A o o e 429 AeERe $AR A4 1A
£& Pl BAR0E gAzAN} S F2ol 8o

29 ANY AZRARI AR SE AL A A 2
o] AP AFHFES =ole ol EARHYU AoE YeeH,
20039 355308 AME AEHECHo] 2005 41%2 275t
Qent AME el A A gew 2ASA genz ArlRes
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ofeFF Ao AA ol Fo] AME 7Mool L& ¥l Utk

Andersson 5(2007) AMY thAzA e} Sate] vlE = 29w Fo
£46) oJoEo] FoHl &Y AHAFS ZAbely] Y FaAmiARE
Agtgetl, Avle dAxzA =% AR FH FoHlgo] Taste &
A4S Bt

Ch ofet= R&D FAt

20049 299l ARE 299S oA 7 AAHo] du gEAQl
A2 719 AA=7IR e S8 AES wasilon A
o} A oF-uho] 0 7]%- 95 7]7] AHelA ct
datoict. o] oHud Z2agox AAE R&D FAARAL v Atk
AR, 29E Aof-ute] . 7)&- 571714 S EAststy] S1E)
Folop ste Eok2 AWHste] gt R&D7F xﬂﬂlﬂ&”iﬂ% R s
2005\ 5E] 2008 7HA] 49 SEKH g AT EARIES Z7MA7)7|E
stk =4, 299l Aoktore] AAES wol7] s A7ATe] 43t
g WIAAk sthe Aol A7IHol, FATE IJAte] AZE R&DE A
4st7] s AE7E 19 SEKE stk AA, 299l Aokt o=t
A3E Z7H717] 98 WWog G Z7), EU R&D Tz I3ho
ek Y A&, Aw Z2 a9 o] sttty Fxsigith

¢

YR FAA Y EZ(negative list)s SFshe I7FE FAEFAAA

46) Swedish Pharmaceutical Benefits Scheme(PBS)2}x. 3Shc}.



S7HE W AW FES dutdor ARHEFP Fofo tiide] Hoh
"7t HA ¥ OTC oFFe F2 52 SN, 3353, B
A4S 98] Qe Aoz FYst AEshe o FFoltt

B ookt FoJ71Ae T YA HE R 71 9]¢ 3] (Chuikyo: Central Social
Insurance Medical Council)®] AHZ-S Who} A x=FAoA Al AFH
g oo B 2 UAEe dis AdE5ATATE ABEFANA eSS
JE oE EES 7RI F Y714 5= (National Health Insurance Drug
Price List)o]2} gtk

AEA SAE ooFFe 1o vl W AFEF Fo47Hd 55 37}
= 75| HwofokER Blaste] go7tAS 4
& 485, EFx, o= 4F 59 Eﬂé’}oq Aggitt, A

e HWA"‘: o 19 7} o 2] 7 (premium) <
[e}]
E

20061 2¥ A thE 50-100%, 54 Lo sl 25-40%, 543
ool sl 5-20%, aobd &Rl tall 3-10%, A= 1o tisl 10%,
’\VHTE H°ﬂ s 3% zZErdEC] AFT Zv|de H8u7

47 1961d YRS EE FRlo] ARgde] HAAAPEY  ZE I (society-managed
employees’ health insurance) v A|H717HE ZZ 3 (National Health Insurance,
NHI)o) =2 2335,

48) http://www.jpma.or.jp/12english/guide_industry/nhi/nhi.html(2007. 11. 28 )
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51) U.S. Department of Commerce International Trade Administration, Pharmaceutical Price
Controls in OECD Countries, 2004. 12, p.71, #|31-&
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1. Each Party shall ensure that its laws, regulations, and procedures of general
application respecting any matter related to the pricing, reimbursement, and
regulation of pharmaceutical products and medical devices are promptly
published or otherwise made available in such a manner as to enable
interested persons and the other Party to become acquainted with them.

Lo Zh A= ok B 987719 A - ol 3 atAlek #EE A
Qholl 3 A=ro] W, 7Y YWHoR HLH= AL A& Fx

S ol BAS e B BARl oF AT F YT s Y

Hoz e ol§7bssEs wAdh

2. To the extent possible, each Party shall:
2. 7bsd dEellA, 74 AES

(a) publish in advance any such measures that it proposes to adopt; and
7k Aol gtz Atk BE 2AE AR it g
(b) provide interested persons and the other Party a reasonable

opportunity to comment on such proposed measures.

62) 20073 59 2594 FHE
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. ol #ANT e & FAS A 227 AdE 220 tiste] JAE
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3. With respect to proposed regulations of general application of its central level
of government, respecting any matter related to the pricing, reimbursement,
and regulation of pharmaceutical products and medical devices, which are
published in accordance with paragraph (2) (a), each Party:

3. ook B AB7I719 MM - ol B oatAleh BEE e AR o
g AogA AF 7tsdd wEt FREe dWHoR HAlHE Aw F
BT At el sk, 7 A&

(@) shall publish the proposed regulations, including an explanation of the
purpose of such measures, in a single official journal of national
circulation”, and encourage publication through additional outlets;

7t 8@ 249 Bao) g 4¥e TPsel AYD 74L ARHo
FEHE WY Bl 3L, F AT 59 FEE I,

(b) should be in most cases, publish the proposed regulations not less than 60
days before the comment due date; and

U 3R A9, JAAE wYREE 609 o)A AME 138
#sfojor & Ao}, 1gjaL

o

aL
[¢)

(c) shall address in writing significant, substantive comments received from
interested persons during the comment period and explain any substantive
revision made with respect to the proposed regulations published in
accordance with paragraph (2) (a) at the time it adopts final regulations.

o JAAE7IRE FE ol BARICERE FeE Tt A gHs
Aoz st ARzt wet skE AjkE el sl ofF
ol BE AEAQ 4 skl HF ES APshks ARl AR

4. To the extent possible, each Party should allow reasonable time between
publication of final regulations of general application of its central level of
government respecting any matter related to the pricing, reimbursement, and
regulation of pharmaceutical products and medical devices and their effective date.

4 7F5d S, 7 BAEE ok B dRole) AANY - T 2 T
A BRY TE At thate] AHoR AEHE AT TR A
T 1789 Fakot HE P Fef A M-S §8stelor & Aol




5. To the extent that health care authorities at a Party’s central level of government
operate or maintain procedures for the listing of pharmaceutical products, medical
devices, or indications for reimbursement or setting the amount of reimbursement
for pharmaceutical products or medical devices, under health care programs
operated by its central level of government, a Party shall:

5. YA SYAFY HAidg gwo] Bk R 9
& z2ago) get o, 987 B FedE A% 48
GJepE mE YEIIE AT T 4R AT AAE ¢
Ak FEAN, IATL

(a) ensure that consideration of all formal requests for the pricing or approval
of pharmaceutical products and medical devices for reimbursement is
completed within a reasonable and specified time;

7t OIS % R % ARI19 AN EE £ E BE 3
279 W AR/ iAol ol AL o] $EHES BAD

(b) disclose to applicants within a reasonable and specified time all procedural
rules, methodologies, principles, criteria, including those used, if any, to
determine comparative products, and guidelines used to determine pricing
and reimbursement for pharmaceutical products or medical devices;

W B AR T, 4, 94, 7S, vadEs 2stke H AR
" A0l = A ols EFso], 2 d%F = R7I7|Y 7}
AN B g AAste d AHEE AR delFola Azl A
T el A ANA SR g.

(c) afford applicants timely and meaningful opportunities to provide comments
at relevant points in the pricing and reimbursement decision-making
processes for pharmaceutical products and medical devices;

o SE W 871719 A el BE Ay e AR
AFOA AE AN F e AldFdst or) gle 713E AF
A A F-of .

(d) within a reasonable and specified time, provide applicants with meaningful
and detailed written information regarding the basis for recommendations or
determinations of the pricing and reimbursement of pharmaceutical products
or medical devices, including citations to any expert opinions or academic
studies relied upon in making such recommendations or determinations;
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% SFE ZE 9571719 AR Fole gF B B 23994
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(e) make available an independent review process that may be invoked at the
request of an applicant directly affected by a recommendation or
determination'

ol A3 EE 240 ofsel 4RHOR JFS We AHA
rai R e P

(f) make all reimbursement decision-making bodies open to all stakeholders,
including innovative and generic companies; and

vk Fofol B BE SAARATL HAH B BA JOFE INE £
& EE ol gAAIAl =S St T2 A

(g) make publicly available the membership list of all committees related to the
reimbursement and pricing of pharmaceutical products and medical devices.

A SIOFE @ 91719l Felst AR BEE BE ga3 749
BHE I/

6. Each Party shall ensure that all measures of general application respecting any
matter related to the pricing, reimbursement, and regulation of pharmaceutical
products and medical devices are administered in a reasonable, objective, and
impartial manner.

6. 7t AL Qo 9 dRo)7)el AN - Fef % A% BEE B
E Alle] tiste] dwoR AgHE BE 237 geFolx AnA

o FWF Ao LYUES HAI,

3 1) Notwithstanding this subparagraph, health care authorities at a Party’s central

level of government that are not authorized under the party’s domestic law to

publish their regulations in the official journal of national circulation shall
publish their proposed regulations, including explanations of the purpose of
such measures, on prominent locations on their official Internet sites. (=it
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Atticle 5.8: DEFINITIONS % ¢

For the purposes of this Chapter:

health care authorities at a Party’s central level of government means, unless
otherwise specified, entities that are part of or have been established by a
Party’s central level of government to operate or administer its health care
programs;

o B9 BAY, AT FYYRe RAYR Folg FL, e FAHA
ISR B, A BAYE L2IRS LYY B 1 BAS
FHIRY AolAL 2 PAT TR ddtel AW 7B wHh

health care program operated by a Party’s central level of government means a
health care program in which the health care authorities of a Party’s central
level of government make the decisions regarding matters to which this Chapter

applies; b
A FokA R 9o }L BAYg zaadolg} e o] #o] ALEHE
Aletel Bate] BAlE AR BAYE Fao] A4S Wele BAYR

Z2aye 2’

and pharmaceutical product or medical device means a pharmaceutical, biologic,
medical device, or diagnostic product.

D2 e Kk SRVIE e SloRE ARsleE )] EE T
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To the extent that a Party's federal healthcare authorities operate or maintain
procedures for listing new pharmaceuticals or indications for reimbursement
purposes, or for setting the amount of reimbursement for pharmaceuticals, under
its federal healthcare programs, it shall:
(a) ensure that consideration of all formal proposals for listing are completed
within a specified time
(b) disclose procedural rules, methodologies, principles, and guidelines used to
assess a proposal
(c) afford applicants timely opportunities to provide comments at relevant points
A% in the process

(d) provide applicants with detailed written information regarding the basis for
recommendations or determinations regarding the listing of new pharmaceuticals
or for setting the amount of reimbursement by federal healthcare authorities

(e) provide written information to the public regarding its recommendations or
determinations, while protecting information considered to be confidential
under the Party's law

(f) make available an independent review process that may be invoked at the
request of an applicant directly affected by a recommendation or
determination

1. In order to enhance transparency, meaningful consultation, and accountability
in the process of selecting, listing, and pricing of pharmaceuticals under its
PBS, Australia shall provide:

(@) an opportunity to consult relevant officials prior to submission of an
application for listing, including on the selection of a comparator
pharmaceutical

(b) an opportunity to respond fully to reports or evaluations relating to the
applications that are prepared for the technical subcommittees of the

> 4o
ot b




Pharmaceutical Benefits Advisory Committee (PBAC)

(c) an opportunity for a hearing before PBAC while it is considering reports or
advice from the technical subcommittees to the PBAC regarding
applications; and

(d) sufficient information on the reasons for PBAC's determination on an
application, on an expeditious basis, to facilitate any application to the
Pharmaceutical Benefits Pricing Authority.

2. Australia shall provide an opportunity for independent review of PBAC
determinations, where an application has not resulted in a PBAC
recommendation to list.

3. In order to make its process of selection, listing, and pricing of
pharmaceuticals and indications under its PBS more expeditious, Australia
shall:

(@) reduce the time required to implement recommendations of the PBAC,
where possible

(b) introduce procedures for more frequent revisions and dissemination of the
Schedule of Pharmaceutical Benefits, where possible; and

(c) make available expedited procedures for processing of applications not
requiring an economic evaluation.

4. Australia shall provide opportunities to apply for an adjustment to the price
of a pharmaceutical under the PBS.
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PBACYl= F 709 &9937F e, shve
Economics Sub-Committee©] 1L TH2 3shbe oFE AMEES 4
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PBACY HiE HAF Fyto] HojZolH, 1 oFE2 A|%F3jALet 7}
A4 Jds "@9she ¥E  XAQ Pharmaceutical Benefits  Pricing
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¢ PBACY 11 E HFY3}= Public Summary Document(PSD)

o HEE a7%te &EA, 5 AAAY ol (PSDY| e “2EAM A
HE"S] )

o SHA HEAY] HaA

YA AE o 2EAY 94

FAZF == 21A) gk PBACY] 17 A3} (PSD)

=94 HAEAY HuAe Y&, Ex A7le YAt FajA7] Hele
244 4 {ltk

a2

2) PBAC 2oflMel HE

Al-5F FTA o|dd% 2EA AL PBAC Ateld the3 22 O

Sk “Z X (contact point)’©] AT

« AR A S (pre-submission)(7-7)-8F HEAFS] 39

o AR BN g AH oA AE

* PBAC 3Hf 9193 HuAd izt A oA ASANEL 1774
PBAC 39| F7]& wHgg g4l
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g 4871 9 =9
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© YA F(claim)
o AAA 24

dAsoMe =71 @99 ofoFEF AEFA %52 Pharmaceutical
Schedule«] AXRE sl 44 7]#Q] Pharmaceutical Management
Agency(PHARMAC)©] 1993'dol] A5/} Pharmacology and Therapeutics
Advisory Committee(PTAC)9l4] PHARMACO.2 A" TE 2ks ZHE
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U PTACS] 7Z3}7} PHARMACES 143 A& =
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Official Information Actel] Wt F7)stt= o] 11}(Morgam et al., 2006).
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e WAIHQ wd 7]Fo] dueE A o|th(Morgan et al., 2006).
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BE A ANY GoFE AF) e SalaE vgel 72%0]
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SAHo2 ARE S AR AN AFL b e
oA Sk ol el 2 e AmSE S0 v 7 2
9 @ 4 Ao ded dahes Aok sAE ASH
OLAA - FaA A8 E AEIE dE Ui v A3k A
2 @ ot A AIQAE YR 2 Rgos =
Ao 2 283514 ETh(Pugatch, 2004).

S5t A4S Azold AR BA AT Ae 552 e
Ao tisle] A2 FEE YA 5 = HF AL AT o
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SFES #7181 2olo} FTHIFPMA, 2000)
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AgEHL Aok AAANE BHE2A A Blg) JTo) Y A=x
i glom, SokE ARM ¥ F83 ovE JHAed I wiAde F
29 GeREAE 0 AFBFIN HzH TAgozE ged 2o
(Pugatch, 2006).
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dlo

71 Aoty == 1H[E

& WOy AFA 1Fels A&} 3 o
AAs= ANED 5000707 AFAIE AYshe ok 7ol 1% A4
Foho AFshe 2 o] Bst Ao FAHHATHPhRMA, 2007). A<k
We] AQEe HIEE WEA FTlste HZoe 8% B ojder F
AE vk AHDiMasi et al., 2003). Ao} &gk H-&FA o thafA
= AR A T =] ALHL o, T YFY zfoldm
Bslar Alepfde] A3k vlgo] Eue dHe oyt gl & & 3l
k. 19Jr o] Alepfe] 3iH|go] AQHTR= AR, 233 Ay
2 2 =g oigh ®Abo] glojob mlE o] Aol X&E 4 vk
=22 AZ=] At ANYARE AT A dHVIHE AYAE

o,

AR S Adste A= 278 Hoh

A 105t AP Aol Fa= #4543 Srsod 1 4
F= a0 XA EaFh 1990~19999 AT AA AEAAE T
FE 36~5770 B 2000~2004' 390 = 24~3270 0 Byt A gAF



M| EHEFPIA, 2006). AR 4o AW Aok7IdeL a4 A
Rt 7)€ fokEs AR NAAE AlFelu AR AFA L § A

e AES B AT ol oA JA4H dojdsE
558 ASe7le oHAAH, of B ARFHE I AT U 7
g AHA o] 2 5 ok

ch Ssi2d 37t

AL AIAES] H0 3w sk 54 7
A Wit ol oy HEF Sax
2

e A o124 2 AA7IES FEAA
A

om, okl B85 FaINTL AP AFste ThsAdol AAL
Ak w=ol A 1992~1998' 359 S7R55 AAA T sty 2ok &
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okFo] 180¢ HAHEES HAWSITHFTC, 2002).
4) FAYAD XA2EH
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TRIPS 7174 A|39x3%

Members, when requiring, as a condition of approving the marketing of
pharmaceutical or of agricultural chemical products which utilize new chemical
entities, the submission of undisclosed test or other data, the origination of
which involves a considerable effort, shall protect such data against unfair
commercial use. In addition, Members shall protect such data against
disclosure, except where necessary to protect the public, or unless steps are
taken to ensure that the data are protected against unfair commercial use.

TRIPS 774 A3923%e] W& A5 o|gr|iths ARHT
#E Yo E JlwHo glon, ¥ /M Fa3 AdS Tk ok
1A ARG oS “AEA2HNCEs: New Chemical Entities)”7Ho. 2
st ok &4 A s7htes Alef =
oJekE T Haiie ARRSE A geth 1P Bode ASE
et o] ute u|F/fA|SFALE (undisclosed test or other data, the
origination of which involves a considerable effort)”el] 3t} oju] F7| =
ol Sle AR Afdde HxE ASsdd A= Ao /pEAe] =

"
rr

NEE H35e F/H

[4

l‘ll‘

dolgl & 4 glomg Fdd) BIsA %e Aotk Iy ooE 3
Ve &7} A A AZdhs AFAES ADE T Ay o

tlo

AR Aolgke Ae WS 878 & Utk A30x3FAA s
B350 Y&, 7t APARE “T/NSHAl 2™ (against disclosure)’,
“BEA% JUH o] O0ZHE HI (protected against unfair commercial

use)”'é‘ = A O] E]—

I TRIPS §EE Y=, EU 5 AloF7l 5wy ofe} oo
Fole} o] g AR AEEATE FoAd ARt @48 58
Adtzolth. mEh FAIOA AT EE FHATIMA B A F

[e)
=3 ggo] IR AFHI| BI A39F3FGE o7} ot w2,



M
-
(i
>,
o,
o
i,

-1

fru

iy

o

i o
2, 2 |

o v FABFNAN EFeL v “E3AT AEH o8 9n|
i He HEs] kA kB Lortt.

A FAAA Yehd AN HS TRIPS 789 o golA A
9] 3H’“ X}O]i AAE ATt P53 EU, 292 §

A3 AYA o] ERYH Hodite YHE “AF Ee -"4‘4% 517}

Ead %_1 717HESE A A F9 glo] gE AlFe
BEE Y837 FEE=E d= Z(non-reliance)”0] E}% o Fostdt
(IFPMA, 2000). 21} Wi 4ol 4=, TRIPS HA
JAX=E stodm HI AFAEY =AY ook
g&3ste] tE AFS s7ketA XetER skl gevhal FAITHKE]
2007). °ol= oAl ZajA < AL AEE ARBARE BE AR
WA &=t non-dislosure)”= 2 R 2 FESIU= Aot

olg|gt sl zole FHREALE FASHI|E stk W= of=3l
Bt AEREE AdE oA ehetha Wrodl Alisidsd, 23zt
=9 £ w7t =itk o2 E e As =7 o] o] Folxof
ithe W= FAS wolsolA] Al WS AFAE sttt v=
& WTO AA| WellA ot2dlEuet Au=4s dHA ¥ tE T7h
el F719] 2X2 HdAe FUth 2HY USTRS 25 712 29
A 301% Sl AEREHE AR oA Yethe oJfE ELEd
S A 3FA tH(Correa, 2004).

TRIPS A& A39x33 0] A5=5s W] 4314 &oF 7Ih
9 Ag=Ho] AldH7] gt #Te H=, EU & LT
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S3e) AT RPN A7 529 AREY 298 BG4 B
Atk vl=3 BEUE FTAY A 9F AP A(RTA: Regional Trade Agreement)
SolA TRIPS FA& o] At Aa53 23S BT TFAA
S B opyg}, vj=e 2¥A 301%F, EUs $9748 714 (Trade Barriers
Regulation) S &Hgate] Aoz stolg Z8d A2Ed AEE &9
St=E =S 718 th(Pugatch, 2006).
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ARTe AES SAGe TeA %3 ok SHPA B A
g AFHosd ey, PEARTE AEAIFZAE A
2gAe FRAGO2 R AR SoiE YaAd Aoz BYE oo
F2 Az o oldn FAHT Aok F oFE ARk
S3i9h 2ase 498 G AE ARG DA A gl 5
349 Y3 =42 Ben Yo
2 HEE B4

FUIFTA BRI 87154 A2 BAF 23e A189% A5l
& g 2o,



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

Ak SjofEe] AlBS $9lahe 270, A4 EE §E54 RS
A7) A2 2 ol2gl Qo] 1T FB TE PR 9o EE e
Aol ol i NP SAS} 2ol ool SR AFS Y
EE G54 AR 370 JEHES ek 49, 1 T

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

and

b AF Ee 1 SQE ARSEHSE O Sk AoE $RlgTd §
RE A5 A0l A9a] skl ARsde aRs
BE O Q9 A9E 5P FHUEE 749, dgn

(b) implement measures in its marketing approval process to prevent
such other persons from marketing a product without the consent
or acquiescence of the patent owner during the term of a patent
notified to the approving authority as covering that product or its
approved method of use.

GAE EE T S8 WS BP0 S A0 $UAYT §
17 E5E4/ 105U S U $9 EE 22 glo] BE 0] A
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l.(a) If a Party requires or permits, as a condition of granting marketing
approval for a new pharmaceutical or new agricultural chemical product,
the submission of information concerning safety or efficacy of the product,
the origination of which involves a considerable effort, the Party shall not,
without the consent of a person that previously submitted such safety or
efficacy information to obtain marketing approval in the territory of the
Party, authorize another to market a same or a similar product based on:
(1) the safety or efficacy information submitted in support of the
marketing approval; or

(i1) evidence of the marketing approval, for at least five years for
pharmaceutical products and ten years for agricultural chemical products
from the date of marketing approval in the territory of the Party.
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(c) For purposes of this Article, a new pharmaceutical product is one that
does not contain a chemical entity that has been previously approved in
the territory of the Party for use in a pharmaceutical product, and a new
agricultural chemical product is one that contains a chemical entity that
has not been previously approved in the territory of the Party for use in
an agricultural chemical product.

* o] Zo] BAGY, AFEL AoFFolA Y AHES flste] FAtT] F

A oldd s steedS A ohdste Aolw, At w4 F

oA o] A2 st FATS FHelA o del lE ol gl= 3}st

=243 E¥ehs Aotk
2.(a) If a Party requires or permits, as a condition of granting marketing
approval for a pharmaceutical product that includes a chemical entity that
has been previously approved for marketing in another pharmaceutical
product, the submission of new clinical information that is essential to the
approval of the pharmaceutical product containing the previously approved
chemical entity, other than information related to bioequivalency, the Party
shall not, without the consent of a person that previously submitted such
new clinical information to obtain marketing approval in the territory of
the Party, authorize another to market a same or a similar product based
on:
(i) the new clinical information submitted in support of the marketing
approval; or
(i1) evidence of the marketing approval based on the new clinical
information, for at least three years from the date of marketing
approval in the territory of the Party.
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3. With respect to pharmaceutical products, notwithstanding paragraphs 1 and 2,

a Party may take measures to protect public health in accordance with:

(@) the Declaration on the TRIPS Agreement and Public Health
(WT/MIN(01)/DEC;2) (the Declaration);

(b) any waiver of any provision of the TRIPS Agreement granted by WTO
Members in accordance with the WTO Agreement to implement the
Declaration and in force between the Parties; and

(c) any amendment of the TRIPS Agreement to implement the Declaration
that enters into force with respect to the Parties.
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4. Subject to paragraph 3, when a product is subject to a system of marketing
approval in the territory of a Party in accordance with paragraph 1 or 2
and is also covered by a patent in that territory, the Party may not alter
the term of protection that it provides in accordance with those paragraphs
in the event that the patent protection terminates on a date earlier than the
end of the term of protection specified in those paragraphs.
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o =38 Al43lal ATHOffice of patented medicines and liaison, 2006).

Muttel 37153 dA= HAY W Health Products and Foods Branch,
Therapeutic Products Directorate®] Office of Patented Medicines and Liaison
oA £43lt}. Office of Patented Medicines and LiaisonS 22| Ad A&
S7HAAE AEd SRS AESY SAld AgeA oFE A
th. 5315 E(Patent Register)?l SAE 53& &71-53 A o] H
2R BHAFE EHEEY #y IYS TTHOffice of patented
medicines and liaison, 2006). 200613 % 962702 53| A7} AAHA=H
a3 SAE S8e 477001903 AV AFRE Aee 2730 UTHE VI
-4 Z%) (Health Canada, 2007).

(E VI-4) fuictel Axd S5 SA AF 2 23

2001 | 2002 | 2003 | 2004 | 2005 | 2006

53 5A AH AF 510 593 940 962

53 A AF 204 197 139 200 449 447

53 5A AF A 123 48 122 170 252 273
T 3 gl TA AHE 539 A o5t ez WEA] ZAEE A
e ol FYs 587t o ol Al A1H sbesie SA AR 2A

2 ok met gz2A ¢ F Us
A} 5 Health Canada, 2007.
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@A SAHE B8 ERolt feo) AR} 5559 .

A 7 A EE Ak WA 1f A8 W

- AEW, AR, AY, 8% FoR,

- B30 Baus, 299, 559, Bud

~ A% 7k AAAS SeAAe] A

— A% S A Fa

- SR 57 55 242 33470 ok 49

SubolorZ (A Y QokE 2 Ak, AEE X3 AT Al
/7L AGA A AFe 5e¢h st the FoA Addste]
WEE Hejof Itk AAe AT LAd AFY 587t vaE WA
s7HE B2 g v sYdte Aola EAle (1) 587F wHEEAT E
E Q) ;T E7 Faolth mE (3) Ao &7t AHE AES A
A EE B, AR R Qlete] FAE 587t FawA] gFete A

BARE AN AE 1 AT & Yokn T4 A0]Hnotice
of allegation’). 9| ()] 55 BHANAAY gL Fuo) %k%-sﬂ 91

e A, o AL T BalA o5l o
= 354 s oﬂm Hojaha) ke oo,
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AN GoFE 17k A% LS Frne 249 AF AL B
MO A 5 oA LPRLA B} FALE WA AT 4
FE AVANE T 5 YRS YT AL 23T & Yok 9@ AF

%

o] A4HW WLEDS HARE AMY JorEe) 8 ¥ & 9
M AR FeE BES

27 Sai7h wREnE AV geREe ABsAL b

L) RIEA M 259} ofoE MMl FHS 98

AUt 7154 AAAE #d HEFS T3 AHeAZS AAA
23 oA oA THE oA th(Library of Parliament in Canada, 2006). ~LZ]
sto] AT Alg) Gl A YeEhd EAHS 2 A=Y HWES Bt B
g gk 53] 2006l o] Fox A 2003 WFAA Y Ax A
o JFs W2 Ao Hon, A Hoo ook HIAHY 7F

o]F7] flgk AAAQ /jMdo] Bo] o]FojHh 1 Fad Y& o

—_—

1) SX ek S3512 H et

NAHAM = 551 5Z(Patent Register)o] TAE = U= 55 F3 A
ghs oA AR E7E AR FAE e SEe

(medicinal ingredient) == | Al|(formulation), #|3(dosage form), 3714 4
(indication)?] tEt HT5 EFete SE AgEHJT “oorF Aol
g A7 E o2 g8 (polymorphs)dl tiEt FFe TIHEIAW thE A
(ell. @ Ex= A2H E(ester), ©]%A|Gsomen)oll st HF= EFs1A| et

65) 19931 A= TP 3070Eol oy 19983 W gz 247092 WAF T
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Aeks|7F HgAlo] AT 4 J= 53 A A (formulation) & A E
(dosage form), &|7HEe A5 HTFE Xk EFE A AT A
A AT ookF ol st EAlste ookE AR HookE
e TFEAEA 54T AP FHE SAAA FoAHE EH W

g ATE guigith AFel o AT YoFF e AoFFY AR A
ook AEs SANA Fodste AEA A i 7= AFojHh

535 AT Helol Bt & ] AAS] A¥EH product-by-process &
e A el HY BEYFY AfddrE 53 FA el doh
a8 goldt A A (crystalline), B2 7 (amorphous), F3}=(hydrated) 5
A= Ao &7t AT #EE Fold A tiide] vk 1y ¢
WA e o2EHzE WA T gl EEdE FA7F Brbssith

A 539 AgH Hddate] £ it Fo% A, /1\_]‘3? 277 HHs)
of AL T e 5E 53 o] A 7t AU o]Hel St
o2 ks Aolth199d ). 539 W&l SloiM 7k AF AL
ol FHE= S50 gt FUYE A 57t AHY o] 532
T AT AL, Aok Alis7ker B AT Al 59 =9
I HEo MRt {715 AAE T AgE FUES St v
ok

2ok 3171 WA Afole i AleF AHY o]l 24T 5% 5
A el & 4 Stk & o] WAAA HoJojof gt} TEF &7}
WA Yol 85 WA e AA WA, A¥ HAY A9 et =
5 AT W% 7 WA ARl sFete AAl e AY, &5 @
gk Zlojofof gt} o] AL AHHCE AFo] A&o] He F7b W

2l
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W Fgojelge) 8712 nurel SeEse SAHA e ge
5 F= AT 2y ook srhEEe = o
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Q) 31753 AAE Mok A[RAI=Z o 2lEAl0 Y

APHANE, FRAGES A7k AHA HALDL ok he 352
QgAY AFL ¥ wE 1AF JUWHOE vadte] dobE H1E
woF e AFE W gk DY of| Aeke] FRoorEL A
wshEA BUF U] wstel HY ALY T AFS vlwspas
DA, FEH ARE A3t} 7k AFSRE A%, Aot A, £
a4 delHg A7 AEHAE YA TR0 A8% 2o wnh
o BSolE Hehe] Aleo] B S50 tsho] L% o} ek

W 7129 Aok $YE ARelet drinE b AR AR
4330 ten AA4, HEY ARE A AYPTHE 1E Ao 5
S Bad 49 ¢ Bash gt

% M5 A9 A8 wE FUYGEL A9 AR A8 A
AFOTA, AR Qg0 YE AFAE Aokt SYAA AFOE Hn

37154 AAE A8aA)

52
b
Ifu
Qﬂ
3R
o

AV EH705 ANY AR 43S B 1§ 5 e &
35 B2 1) SR S} R Uik T2 D A AFel 5
AR E52 R gete F ANz aEt. 20068 719
ME 1 99 3) EF]okEo AZA7} Eoi-._.(Patent Register)o] 5
A 2Ao| gle %Lé A5 IAAY; e 4 AdHAe FTd

S50 Bl A7k 1S S 9A Yo FAE I 5 Q) Ak

Sof 498 e 1 gl WAL AN A4 B} o
FOIAEA thANT 2R, AR} ajel Slstel Hahrt olFolz
£ %ol daAME e g
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= 7t

g Aej

Mo
&

2007\ 3¥ &A| FHYtte] Patent Registero] 5317} TA1E oFS F
127078916l, g oJokFol thal & i 537 A oFe] 63371(49.8%)
o] 27H7F SAE loFFol 3107H(24.4%) 01 Hk. 1 aL 57 o]} &
A7 SAD 9okEo] 12570(9.8%) ClEHTHE VI-5 FX) (Health
Canada, 2007).

CE VI-5) FlLictel ootE S52%0| SHE S5 HeY oUE &
A
e | 1|23 1415|6789 101112131822
S5

w
(9]
o
w
(9%)
.
oo

oJokZ = 1633(310(102 |67 [40 [13 |10 |19 | 7

A} 5 Health Canada, 2006.

2006 Z 1537119 37} A AdA F 444719) EFFAH Ado] QYTh
1 Z 1347130292 EF wEAZA AlwEiA] ST d AolQda
497(11.0%)2 SAAZTEH Al# 5 22 Aotk A=A 2614
(58.8%)l 4 &3 = H(notice of allegation)©] ©]FoH T} 261742 E3 &
Aol 1 & E3ado] T B 6074(23%)01AaL Ado] wEEH

94 = EFA&E dAUA Furt FA"E AL 1d01%0th11%). &3
25EY £FdA 59 F& v EHEZ dAYY A# L Zhe
& dAxdE  zjolzl o, 20002005 Aol EF AEEL
54~82% WOl UL AFATE Y] ARM FHAF A7
Shfo] =UTHE VI-6 #X) (Health Canada, 2007).



VI XML 22 R 2M

(E VI-6) fLict A S5l de & S48 =

1998 | 1999 | 2000 | 2001 | 2002 | 2003 | 2004 | 2005 | 2006

EFEd A5 | 55 | 42 | 25 | 30 | 41 | 69 | 74 | 62 | 261
EAE AL | 24 | 27 | 15 | 13 | 30 | 48 | 53 | 51 | 60

LFE 43.6%|64.3% 62.5%|54.2% | 73.2%|69.6% | 71.6% | 82.2% |23.0%

A7
i%];(ﬂ}343448531
= A
AT ——

ANBSH7H 6 | 11 | 3 8 0 | 12121 6 8

A} 5. Health Canada, 2006.

33 SLAFY AFADE AAAINA "k Ayt A 19939 A=

FE 200013717 57155 SAAAE gt FHAFS] AFTY
A717HE 0.78~2470 40l o|27|174A] WL Wl o]t A= Al¥ =
7lole AR A ATl 20/ €S A3lEta =2 FEoldloy, 59

Asgozno A4 AT AE47} BedE BT A

&% A
B9 AR Pade] AT 3P 1)L GolHE VI
8

%) (Health Canada, 2007).

66) 1993 BT Ed|A47|7re] 27718090y 20053 2006d01= 7H7F 9.7701€, 971
42 FoEUY
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(E VI-7) Fuict 31755 Az olsh AlRRIRl MESet Fgl K|ody|2t!

ARG AL AEF | AR AA71HE))
1993 1 6
1994 1 21
1995 1 24
1996 0 20
1997 2 20
1998 1 14.6
1999 2 54
2000 2 7.5
2001 6 10
2002 8 43
2003 7 8
2004 2 3
2003 24 L5
2006 17 0.78

T 1) 539s Fof dfjsiAtar sta SUsEE Vvl AlE7A EEe A9
2) S7HAL 23 Aldrbssittal deE AARE S7RSAAY] AE
T A A7 AR-7EA 9] 7]
A} 5. Health Canada, 2006.

AUtk 8758 AAAT o AGIdSY] Hrie Aol wet
AH3 g2t AYHAIE 9 eFEE S (CGPA: Canadian  Generic
Pharmaceutical Association)= “Zfuthe] EFFAS F&dl= o A=Ee
Ak AvE ooFFAtgel el etk ofyet IRIES 117be] 4l

Agalol oA 5 W W YHe] £AS nH, BT YA BAO
2 A% Ade At FU% 4%, NRAIAe HERES A7)
oI MG At W ATEH APIYES ol 4ol Ba
SO wksheE, 1 o), Allge] S3E AaswEA ARt 4
2 Beogn 9uS YolEthe Aol B PRRMAE, it 24
27} BASAY 55 FA 2 AR, 22T AMYAL] SHAA0) Bl



st FAE QA o daHolA dtthn FHIY. A5 &
At RAF7 S8R
AAA oz st glev HAQA = 53
AE A afHQ FU
AA QTHE BFS AESHA Zafal doha vt o5 HE A
£ “USTRO] ©] 43 325t o 52 $4 &AL Folof e

Z o] TH(Faunce & Lexchin, 2007).

3 =Fo| d7I-535 HANE

7h ol-2& FTA A&

ol
o

e 20043 v FTAS AlZ2shiA 57153 QA £23< 748
Att W-5F FTAY 371538 A 749 oabd Aok 1 850
g oW Edets @A “HPEIIR s S7R-5 A did 01 2
Aoz sta e 58 “Hreh A FAHE s 9
gtk ol#FA 758 AAY el He AF JUF AAS <7
(prevent)"A| 7] = “4*Th(measure)™= 17}goN A “AlE(provide) "8} =5 SFaL

Aom FAA Wl tisixe AWetA i otk SHHFTA 871539
AAZFNA FATE “ookF s7hd=o] BRE S8ge 8L flrh

e

2o

>
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H-5F FTA 87453 A 23FEAE A17.10% 43)

Where a Party permits, as a condition of approving the marketing of a

pharmaceutical product, person, other than the person originally submitting the

safety or efficacy information, to rely on evidence or information concerning

the safety or efficacy of a product that was previously approved, such as

evidence or prior marketing approval by the Party or in another territory:

(@) that Party shall provide measures in its marketing approval process to
prevent those other person from:

(1) marketing a product, where that product is claimed in a patent; or

(i1) marketing a product for an approved use, where that approved use is
claimed in a patent,

during the term of that patent, unless by consent or acquiescence of the patent

owner; and

(b) if the Party permits a third person to request marketing approval to enter
the market with:

(1) a product during the term of a patent identified as claiming the product;

or

(i1) a product for an approved use, during the term of a patent identified as
claiming that approved use,

the Party shall provide for the patent owner to be notified of such request and

the identity of any such other person.

rir

2005 1€5H $aEE 7-5F FTAY oS 98t
(US Free Trade Agreement Implement Act)S A3l om™ 9
004'd 89 FHA A

HE 1§—T FTAY 9o ARAA 2902 539 4
ARAY AD S g5el e Fet Eqieh 59 9
=g 1 FubolokE 3|7} A} JRAHoZ o} =
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g A =57 SHEe WY EHE Has
&5 A g ke
(anti-evergreening)’ Z3-S Attt =F e fGere AsHA HghE
ko diFo A AAE FFatHA A A E H 2 thQuiggin, 2005).

L) RIMTMH 250t of%E MM FES 9l8h

FTA oo Aol wet 559 ookF si7idedl w3 HE
(TGAct: Therapeutic Goods Act):= 20053 1€¥ 7HAEHAh /WA HAA=
H-5F FTAY §)71-53] 97 239 ojds g 744 A= Al
Hoell digk vj-g-o] F7HE A

S7Y 758 AAAEE Hl=olv AUt §7E-58 AAA =}
B t2H, A #Eg HEE Ha ookF HIAHY o
S o]F7] Hff} %—. W = 92 Stk P Fa3 5AL, -5
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AxjolA 37k AHAAS STk 2 s)ol FTHTGAt 26B(1)).
ad FreleRE A Rata SEd 2w 7} A

SJeRENYE ohj2} OTC SjebE 9 nzA ojolEolw 4430 me o
S oobE AUAIE 749l Wgo WAST et FTA ¥4
FolE SJorEe a4, HEA AR 487 B L5 o
AZ FH3G) WEol, FRA, FE4 AR AZol BasA % 0TC
SJepgoll nxd olopEe AmAde Hh5EH AAd 48 we
B} Gtk WA olsh 2ol HARYAN AF A, AL
AZ5] A% AR A A% 27HA BE A APAAE 53
279 9ng BAG Dot gk

20064 ol ABHARA olsh Le 53 279 9RE e AGA
o 27E F2IAL o] ABE 20064 42 32 BEAUD. ARl o
B SEABE ok S FWIE b AFAE b 43 FHAA
BAA, FEY dolEE AZsH} e Az om ne gl ge

7] el {7kl AEd R, FrEA AR

@D TGAct 26B(1)°] &3t
deta 57 AAHAME
@ TGAct 26B(1)dll 9J3F AHS 3= Aol
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YA g T 2Fd oiF AR du 1 FAEAEE
(interlocutory injunction) ©]F-01%1 F-of Th3-9] AFsfo] WA S
| gzt e o Sl

O Ss1dx7}t 2 o] b8 AR T Qlo] F8 4FS TEA

71 AY

@ F2 &aFo] H2HIAY

@ (i) SsidAIA 22 B d¥s 13 W SedArt 59
aFN sastelzhe 4Rl olw7t fldal Ee (i) &%
ARl ofFolA HEHAY T FEHoE F7HA Xoa
Heo] Addst= 45

Heol A9 A WA dFste AAS & HE HdL s HE
ATHTGAct 26D(5)).
O EFEA}) &%

FE AAAS 24 gols)
@ A EE F, AGe] AFOE Aol BAY BAYE 2 oA

o} o] BalUAE B3 244 249 FA olfe} Belslol
Zoiajo} ol A A WIS Bolof Ik E Wele SaUA
WIS WHE o SAAT} Ae Folunt o 2502 g

R fE =
WG A, BB BARES @ 5 Atk Selade) i
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Ch ®zol tieh gotet Jgt

379 S7k-58 AAAEE AdE A 2do] BHsA oL ofF Al
A= vo R 3 Hrke AY gloh wEbd oA7|Me FTA @74 2%
2 o] t HrE FAOE 7]EstaA}t gtk
FTA 3% % b4 @4 AFe =57t 758 A 23S 783
ARl tigt o] AMICH FTAZ @o|qtol PBSY| %
SFA B 7} }b%\‘% Aolgke a7t £34th olgjdt #iH fele IF
U A et ofuet = 1 o *J%ﬁ ZAth fvketd wl=ro] 20001
o] % TRIPS 774 ©]d<] A HRE E3ete] 1007] A
o FTAS AAsigtetl, 75 AAFEo2Y gUFFoAAA = & o
T QFgo] AAA AdE Ul Hzx9 F7bolglr] witolt.
20059 FTA ©]3S 951 FTA o]3gHo] AAEA 5FE A =
AA olES JFAAT &7t AAHF BEg SSHAEFEA FAAA 7t
TS EoeHA] @2, SFTY whHaYY 758 AAAEE A
A7) W&ot o]RAL FTAY ATz Au|E kZol AF 1Y X
As FEAE HAAEAA I FAHA HEES dofW o o FE
2 7L-53 AAAE AAEe 3 5
a3y Ak AFAAY vl A EvHS RE2P3 2R 014
2

= AAAAA R obelel M= AAe) F7E FAH L
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NR

55 49998 v=Te] FTA A2F 10 0@ THRIRIAE
4 7 250 tjale] WrlR v ek WA et
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A7) Wake stel okAul A% APsAd dad S8 YEg
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. 53 #7-58 AN SRR} B8 24 Bahe] AMY o
F9 FH7E AANIIA 2 AR 4289t 18y Ad9Yde

B L5 s BAske mlEe] gx FUY AL
o] 2AE RPckn Hgku, oldo] Y=ate o] A FHoE
Jrpetdeh 28y AvE GAlA MR 87EHE 243 PHAA T
o 93 BAA ofky} BIAA e JEL 7HE=A] Lot g
sto Ul AR e 2tk o] WalE dste] A ookEe] Al
of op7|5= ofW 3 Wk, JA<] o] Aulsitt A PBSSH F
A, bAoAl v]8-& HAIA]Z A o|th (Chalmers, 2006).
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Burton} Varghese= TGAct 7§ 26B(1)°l &Jsted Al 37} 2174
Al BT A%S A Fol b2 Aulg A Fol dlste] A3}
Aok 7 AU JATE AN AF ALY, B 555 AsfskAl ¥

2% A AvY gAe Yol 1A SeleE v
S Eolok sh= PSS Ml "ok 2¥ta T oA dgxt
A, AME A A2l AF #Hste] 53171 obA uts A ook

AdE &7F AH AMES ESAAA FEITE o]F SHATS
slof sttt 183 EAge AMY AFe] AF EAH7] Ao
AsHAl Aot A= M@. JA7L QoFE AH A7E SdLF ©
T o2 AEA AT & Ao, FTA 2E oFdl= 118
glgo] glojxite ZﬂO]E}. o9} o] Burton?} Vargheset A2 X3
| AdE dANA E2d S g 2o dA) o E3
TAAA NN 2] AR dreht & zpe]E vEpd AJAA ol A
ETHsthal B4 THChalmers, 2006).
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olgiHo] zt= wheW1E]d Fao] thejre Aol Az FE 9
ool N E5A] F&S Y] A B AEE VA=

Y
I rlo

Tl B3 Eholu T2 o] dwaE]de] sbsAdo] EAjdths
2ot & A or E wf ALEA A A9 7]ostA] Xohks Ul
U 7lsolgt sttigte S AN AAY 7IES Fdd FastER
555 A5 2 Aolw, 23 58] k-5 AAA AuE
A =] i‘ﬁszOl: ske W Soi7t 2 Zlolge Aol whd 359
= AlE|ste] FTA] o]g)o] aFollx] ofH1e]de] 7154

Bl',
>,
>~

ol

lm o r

m[o

o] ¥ W3lE 7}X1 A & ASFE dS3e YT AtHChalmers, 2006).
g ol Apdglo]l s EAZTE TRIPS 4 % H-5F
FTAYl ti3t 559 ofF-5 $uishks Aolete EAA7I1= it TRIPS
T8 A27x 13X 589 Foe 5589 Fie 71y 9900

BAGlo] HIApEA O R o] Fojxjof gryetal 7]&stal
A E84%5d dAste] Fofdt A9 wlHaey 23k, oFY W
ol B3 SelAxe A Frbo] FrHEQd AHe F
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