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KFBFTAKORUS) MIRIA
o $IRBOER D B RS UBE RS IHEIC S SCEDBBBBOSH (EEELDETE)

BNERDIENRIFKEER)

DENSEARBEACL - TERROREWITEBILER, RENITEBICERRICHY SRNHORITES, TR, BHNREEZCEEENEST
EHSPE(UT MEHEE S0 ZERRENERLUT MNBENER) SVDIKERLESETINS, TORERTEBIEENSHBLAICARERRESE
FRICBRSRE LZHNEZRSEL,

CREERREZZMER. B ACIISHSNEBILEERCHYT INRISHZIVRBENHNSTEDSNRRUBREAZ LIRS, BEERRICRTIR
HRBEHNERICERLRINERSRL,

QFMACKY, BYERCEBNZNCERRIUT BSERES) CVWD)ORENTERIICEIR. FSHERCERSNIHIFEREEZELESCTIRS, Z0H
FREOZENHSENSNBLACERERSZETRICEESHEIEE LETNEZZSEN.

ARGEERELFRD. BACLSRESREMONBSEREL TEDZCHNENANE, RFBRCENSNCHIFHEEEE LRITNEZSZ,
SRSERREZFAEDL SRERRCMTIHMEMENRRCIIUSRUBAEAS TER E-2ES8I0E. REATENEERCHY SHIMEEERIIEA
DRSS IXBTSELTES.

BRAEESEZFRI. EXRRICHYTSRMEERNERCERLCREE L{IERERRCMIIRMNBENFLITELCRSICE. TONBETY
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FIZMETE)COERE TAHERLPAUNSRENOEDERIEE] YBECY LZOMNNERETIBNSHETTS, BL, BSEEEONERTR, LBL
EEMSHETL., ZREI05128EFE- ST ERBE2FRBEANRNEREOCRERER2012F3831BL5ETT S,

R EXRRFNERSRBIBCMTIHANE) COEORTISRHCRENTESILE, RAEASIEROAECLVRENTERICERRICHT DBITHEE
EENEOIBIAONEMBCLINVBNERCENLLDLTINSG, COEOBTENSIABNACRRERRSZ2FRCERSHE LZITNEIESEL,.
EIRRENTEEEROINICMT ZEBA) BN FOONEMRTR, COZROBTRICENIZROIFMCLD., BENERRICMT SHIFRED T VI—-Rw
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B OSHERE (JU—YUZ L] OFER CEEDOrange booklZ4824)

- FEEBF IS (license holder) D $TEISHFICRET D ERBAEETU.

SEEEZET (KFDA)D

REHRRICR D BEZRE T, FEHITI A LD, Green ListCERSND,

- Green ListiCEWSNIZHERFORBFESICU L. KFDADS Y TR
BOBENBNEIND.

Uy DERGHIH

KFDAIZ, FTARRIFID'S, Drug Paten informatics (B8EEEMDH) ENDF—IN—2AERBELTED.,

FOYA FD—EBIC. Green listER2BELTIND

EEE L, HiEEMET DMaterial, dosage, composite, method of use “$FFEEFOAFTU— (40,
T3, BIETTE) BREIN, FMFEFT A LOBEICHITIE, BESNCBIFEORTFEROER
DEED, CNoOEFELONT I —CHEETINCONTOHIMET>TIND., BFEEHE

'U’\U

IRTE (2012F88) . H4EERICEL T, Green ListiCBBSN TSN, ChidT<—30. BiTR8UH

BIOEDTEDBNSINARAIC, BFOFHE (existing products)IZ DU TIR.
e, 0B EO DL E 1 —FHEEELHD.
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KEBFTA (KORUS) DIRIR
b, #RIS AR DCERFSBIALEI - E2 (2B SO F )

N SEFRARIP DGERRTTRMIGFELEFER (BSFHFH) [COVTIE. BREITET. 35§
BOBET IR
- RE. 8ERFHT. BERES. BERERRCETEDOLSBRYRATAICTINERP

m (BEFHFHREL OF

- FIEISIHESD. GEPBEBIROSINEZITT, HFLFEEABHERRZINE, FRSL
<BEBRNHIEET, FEE. B - HIRDEINII—TFHR. GESREHFIZREB CKE
EHEOBIE)

- EIR (EHER) OBHESR FIrENIROENERRREEHEBRELTNINN 155F
BERINTIE. VIR Y IEERBBETADFIHEDERSICZDINESN (cf. 35U.5.C.
271 (e)(2)) D'REREICTRD.

- BEENAETE (GEDIL) REOBRNS, RBIOGERESIC MI0BRHIBEE]
=5 Z 2HIEOE A CTEIT6

P ROBIEBARBD27 %D 540%ZEICIENT SEFMENTND (8 - K
FTARGX RMEERRS DRIEOR, RIREUE120076) .
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1. [XC®HIC
2. EEREXECHRITDHKEFTAXEIEHE
B N TOXREFTAERXRI SRR

B KEEFTA(KORUS)DIRIA

B Trans-Pacific Partnership(TPP)IREICS % DRIE

3. QA BRKU Fs2AAHAwvyay
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TPPIREICS ZDRIE

iKEiFI’AEKORUS:[BL TPPD "iolden standard” D7
B XEZFICHRUNTIE, $45% Yes

B “As the first U.S. FTA with a North Asian partner, the KORUS FTA is a model
for trade agreements for the rest of the region, and underscores the U.S.
commitment to, and engagement in, the Asia-Pacific region.”

FEEM L REHPLY hitpi/lwww,ustr govitrade-agreements/free-trade-agreements/korus-fia

B 22U, KEBEBARSIUSTR)IE, EEXEREEBICDINT, 20115F98I1C, Al
& [Trade Enhancing Access to Medicines (TEAM)] ZHXR L. EER PO
2ANFERBICDINT, HE5H CHBEEMRIMLELTIND
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Linkage¥ 27 1\ (BEZGestU-H5HEEHIE)
CKE) 92252 GEERSOHRSE AR Hatch Waxman

XETRE., RAIELUTERERERICRT IHHBRMILEASNTHYD, MES{LFHi(Abbreviated
New Drug Application : ANDA)ICBUNT Y TR v O EERDEBERFED - 73D\ TOHEREIFT
EEORBRICHBVTHEBICHBESINTNDS . MUTF, FHRSEMBICHNDS,

DHEREICKD, FE GERILAZSY) I[CREATIFHERISZL VI Ty DICBE =D, B8
TEEREAR LU, BEUBERISIHEOABIIE LL<EDHSNTINS.,

@Y TR\ wOEElL, Approved Drug Products with Therapeutic Equivalence Evaluations GEFfR
ALvITwD) 1BEERICEDE. ANDAISEAZHIRT L. ANDAIRHEICTE( I )~(IV)DWFNT
HINEBRTTD. (V)DBESIE, FHFETEICEDHONIZHEAICEFNT D, &, RYICANDAZES
BLEYIRVYOTREICIZ10BEOERRTIBBABEERSDICENTES.

Paragraph I : IBEFIHEZ L

Paragraph Il : I8RUSSHEN' T TICE T

ParagraphIll : 8#1S5HER 7 ORDA

ParagraphlV : RiEEHESIIIFIIFRE. HDV\E. BRUFIHEIE

CHEREEF, YIRJVyIEENS (V) OBNEZITNOZBS. [HHERSKILERETD
OBETHD, D&, VIR IEERIBBNCI0r BEEEEILLERD. BH. QDF
BECDNTIE, ANDAD'BHBIZVICIRINERT B & THIBIMGHRERAS EIMBEEENEE
URBEH>EESDH. TOANDAEIEA'ENDDREIRIIN1EDH & T DIRBUDBRIEHA2003FCITHN
2
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CNFETOXEFTAERRDE BB 11 ER
Linkaie V2T MACET B DDAEE

KOREA-US PERU-US

Article 18.9.5.Where a Party permits, as a condition of approving the Article 16.10.3.Each Party shall provide:

marketing of a pharmaceutical product, persons, other than the person (a) procedures, such as judicial or administrative proceedings, and remedies,
originally submitting safety or efficacy information, to rely on that such as preliminary injunctions or equivalent effective provisional measures,
information or on evidence of safety or efficacy information of a product for the expeditious adjudication of disputes concerning the validity or

that was previously approved, such as evidence of prior marketing approval infringement of a patent with respect to patent claims that cover an

in the territory of the Party or in another territory, that Party shall: approved pharmaceutical product or its approved method of use;

(a) provide that the patent owner shall be notified of the identity of any {b) a transparent system to provide notice to a patent holder that ancther
such other person that requests marketing approval to enter the market person is seeking to market an approved pharmaceutical product during the
during the term of a patent notified to the approving authority as covering term of a patent covering the product or its approved method of use; and
that product or its approved method of use; and (c) sufficient time and opportunity for a patent holder to seek, prior to the
(b} implement measures in its marketing approval process to prevent such marketing of an allegedly infringing product, available remedies for an

other persons from marketing a product without the consent or acquiescence | infringing product.
of the patent owner during the term of a patent notified to the approving
authority as covering that product or its approved methed of use. Article 16.10.4.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 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, the Party may implement the provisions of paragraph 3
by:

(a) implementing measures in its marketing approval process to prevent such
other persons from marketing a product covered by a patent claiming the
product or its approved method of use during the term of that patent, unless
by consent or acquiescence of the patent owner;17 and

(b) providing that the patent owner shall be informed of the identity of any
such other person who requests marketing approval to enter the market
during the term of a patent identified to the approving authority as covering
that product;

provided that the Party also provides:

[c) an expeditious administrative or judicial procedure in which the person
req ing marketing app: | can chall the validity or applicability of
the identified patent; and

(d) effective rewards for a successful challenge of the validity or
applicability of the patent.18
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CNFETOXEFTAESRE 8B 181ER
Linkaﬁe VAT ACETDZ DDA

KOREA-US PERU-US

Article 18.9.5. Article 16.10.3.

NHRED, ERFOBMRREORSFE LT, REICESE. AMENEERYE | SNEEE. UTERET S(hallilE)
LESLAOE=SICOL,. CNETCERSNCUROWEHRILCR, B2,
AAENEEINTSER. CLATNREMRAA TOAGERRRENS | ) RRERRICIZOEENEEN/ -7 SRERROBEICOVWTOR
TEBPEELE, CHNTICEERDTVSBSICR. NEBEYUTETD. | DiE - BERESECHTSHPODERAOLZHOEE - TREOFHAZ, B
(shall# A7) RER (CEAFRELHDPASOFREGLE)

(b) REERRZZEZOEBSEEN/ -7 IRTHOTAENDO, 1hE
(PAERBECRTORBSNCEAREEN/ —THRHHECLTRNEE | OUREERRBRTAZHRANASCANT2EWTVATL
CBEESNCHFHOTAEMTC, BSSITRE AOEHOERTREE | ((BHERSORLDESHEOERRY LN SMIC. HESIFESEC
RUEBRSICIR, ZOE=808TY. SHHESCSHENSCE ML, WEERISNICHO+IREMEHEESZI3L
(b)ERRECRZORRBESNCEANEED/ - T SHIFHE LTRIBHA
CENENEESHOTRNEMPC, HRBFHESOREE conent)EZEAM
TbFiS(acquiescence| BSNCBSZHE, BEFINRBEERTSCLE | Article 16.10.4,

BT 3FREIEHIFRALICETS NREY, ERSOERRROFHELT, RBICESE, AMHBEENE
LIZELUAOE=EICOL., ChETCRESNZINIOWBECE, S22,
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Article 18.8.5.

Consistent with paragraph 3, if a Party permits a third person to use the subject matter of a subsisting patent to generate
information necessary to support an application for marketing approval of a pharmaceutical product, that Party shall provide
that any product produced under such authority shall not be made, used, or sold in its territory other than for purposes
related to generating such information to support an application for meeting marketing approval requirements of that Party,
and if the Party permits exportation of such product, the Party shall provide that the product shall only be exported outside
its territory for purposes of generating information to support an application for meeting marketing approval requirements of
that Party.

<{RER (HIEBIFERD >

FIREMRECLT,

NEED, B=BICXIL. EXRORFTEDDAEDCHICHERIEREZEIB0T. FHRAARPO
REFIRZEATICEEHBLTNDBEICIE,
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Article 18.8.6.(b)

With respect to patents covering a new pharmaceutical product that is approved for marketing in the territory of the Party
and methods of making or using a new pharmaceutical product that is approved for marketing in the territory of the Party,
each Party, at the request of the patent owner, shall make available an adjustment of the patent term or the term of the
patent rights of a patent covering a new pharmaceutical product, its approved method of use, or a method of making the
product to compensate the patent owner for unreasonable curtailment of the effective patent term as a result of the
marketing approval process related to the first commercial use of that pharmaceutical product in the territory of that Party.
Any adjustment under this subparagraph shall confer all of the exclusive rights, subject to the same limitations and
exceptions, of the patent claims of the product, its method of use, or its method of manufacture in the originally issued
patent as applicable to the product and the approved method of use of the product.

<IRER (HBIER) >

NBEATRFTEREBLCHRNB LU, NBEANTHRITEREZBLCHEORS - EAIEEN/—
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Article 18.9.1.(a)  <18.9. 2 EHEAICHI BT —FREORDBNICDONTRE(REBMIEF) >

(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:

(i) the safety or efficacy information submitted in support of the marketing approval; or

(ii) 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.

<IRER (HBERL) >
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Article 18.9.1.(b)(c)

(b) If a Party requires or permits, in connection with granting marketing approval for a new pharmaceutical or new
agricultural chemical product, the submission of evidence concerning the safety or efficacy of a product that was previously
approved in another territory, such as evidence of prior marketing approval in the other territory, the Party shall not,
without the consent of a person that previously submitted the safety or efficacy information to obtain marketing approval in
the other territory, authorize another to market a same or a similar product based on:

(i) the safety or efficacy information submitted in support of the prior marketing approval in the other territory; or

(ii) evidence of prior marketing approval in the other territory,

for at least five years for pharmaceutical products and ten years for agricultural chemical products from the date of
marketing approval of the new product in the territory of the Party.

(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.

<{RER (BABIFRD) >
FEFIZRFRABRCOLUTRTRRENSIBCLCMEL T, ECHITSRBOZSM, FMEEILNT
DER, CEZAFMBICBNTRICERSNICER, QRBEERICEAFBLTNSESICE, EICHNT
IRFRREFIBNTRICZOROIBZEME, FIMMOBRERE UCEOREZELBSERS.

EXRICEALTIE. NEEORENTRAFRRINCZBNS, VEEEFH, BECALTIVERS EE105
S[EN
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2) RITEREIBT ISR

ICEDNWTERIDCEEHFILTEHESEL,
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Article 18.9.5.

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

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

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

<{RER (HBIERK) >
Article 18.9.5.
hREY, EERORTRRBOFHCLT, MBICEEE. FUMERERELUCSMUNOE=EICTL, Ch
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