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(f) For purposes of this section:

(1) The term "product" means:

(A) A drug product.
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under the Federal Food, Drug, and Cosmetic Act.
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B Regulation (EC) No 469/2009 of The European Parliament and of the Council
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' Article 3 (Conditions for obtaining a certificate)

A certificate shall be granted if, in the Member State in which the application
referred to in Article 7 is submitted and at the date of that application:(a) the
product is protected by a basic patent in force;(b) a valid authorization to
place the product on the market as a medicinal product has been granted in
accordance with Directive 2001/83/EC or Directive 2001/82/EC, as
appropriate;(c) the product has not already been the subject of a
certificate; (d) the authorization referred to in point (b) is the first
authorization to place the product on the market as a medicinal product.
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1. 773

E5 P E&7)7F AR AE A¥E FEsE v EFY
A1563(35 USC 1566)oA= EF7|e] ddd 53 dguds
=7 (product) & A3k 53120 A% A= (product) = $35F 3718
S5 7 Ay FAS Aok S A156%(b) (1))

W #1562 (f) ] =, 8o 't /d= 3 (product)'=
FaA (active ingredient) o] 2l HE W 19 & E= dAHEES
sksk Bul olu]g}, o]2] WA (single entity) 9F TFE FEA R Zoty =
$(in combination with another active ingredient)

=
dolgkx gtk glo] ®, mFeAE SRAA AgE E5713t9

oY
kit

N
-

435 U.S. Code § 156 — Extension of patent term
(b) Except as provided in subsection (d) (5) (F), the rights derived from any
patent the term of which is extended under this section shall during the period
during which the term of the patent is extended—

(1) in the case of a patent which claims a product, be limited to any use
approved for the product—

%535 U.S. Code § 156 — Extension of patent term

7 y | 1 e
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AYHEHY7F s 7pEe oJekEe FARYNE UE 9 T oAHE YFHAgL®
M e ofue, b R HAeE mAth: FE 9EE shn
Sltt.

2. 4 AH

e} o] ulmoME EFYH FHo E&7|o] AR E3FAEY
= ("product") 8] WHAE AHYsta SsolE =5t

s p
AgE E3dEY agHYE S48 B4 AlElEe] At

7}. Pfizer Inc. v. Dr. Reddy's Laboratories, LTD. and Dr. Reddy's
Laboratories, Inc., 359 F.3d 1361 (Fed. Cir. 2004) (¢=Z2t]3 A}A)26

o]  ARdelM w53 A4,572,909%5= ¥ A=A
=Y ¥ (amlodipine) o] #3t EZZ 53 ot} a1l slo]zF(Pfizer Inc.) <

(f) For purposes of this section:
(1) The term "product" means:
(A) A drug product.
(B) Any medical device, food additive, or color additive subject to regulation
under the Federal Food, Drug, and Cosmetic Act.
(2) The term "drug product" means the active ingredient of—
(A) a new drug, antibiotic drug, or human biological product (as those terms
are used in the Federal Food, Drug, and Cosmetic Act and the Public Health
Service Act), or
(B) a new animal drug or veterinary biological product (as those terms are
used in the Federal Food, Drug, and Cosmetic Act and the Virus—Serum-—
Toxin Act) which is not primarily manufactured using recombinant DNA,
recombinant RNA, hybridoma technology, or other processes involving site
specific genetic manipulation techniques, including any salt or ester of the
active ingredient, as a single entity or in combination with another active
ingredient.
26 Max Planck Institute for Innovation and Competition, Study on the legal
aspects of Supplementary Protection Certificates in the EU, European
Commission, 2018, Annex II: International Report & 91-92%
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OLEEHLJ H A o] EY (amlodipine besylate) ol thalA] ®]= FDAZ5-E

257k Wk, olE VIExE vsm 53 A4,572,909%5° E57VE
2003. 2. 25.914 2006. 7. 31.%= <F 3 570€E 7h=F sttt slojzt=
F557F BANA dEdA w#Eo]E4 (amlodipine  maleate) o] #3t
ANAARE AFsouw, d=zdd wddolEqle]l AAlel o A&etrh=

ol W Aeo|Ed e Austad it

i FbojokFAll g #lt A (Dr. Reddy's) & golx7F FE537ME
L7l fE AES w3 dHeleE  d&stdA  stolxte gy
HAgelEQ s ¢ FEiwte]l tE dxRud THolEdlel diaiA Alde
stk skglvh 14 e v S8y Alls6xe] wEl 5713 AR
7127y 8 37 AFS dEOu WA clEQe|n®, oo ois|ARt
E3599 ££7)7t0] dF® Zolgta Hofol stz ¢rRu)w o] E
w3 g2Y dysd AES dolx 5319 dAFE 57wl s
gtz Aol ofye= dE84 Wt

o149 Fzdd MAdE | g dArsd gzda FdoE
SOH
I @] @]
HO'J'R:’J\OH
ol A4t vlSAEANACAFO S Faadl, FAUAS 14
Moo #de FAL £5710 ARARS] ANE Hol E57100] A%
S50 Zee 54 9 Feelw vHe o] okl fEARC] AW
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o

BE 9 "Fdel vAta d3dRv. CAFCE vi= 5388 A156% (Dl
A&7 (product) ol = G &4 2 (active ingredient) o] &8 e olug}
A Er AHER EFHThE Fo] WAIE Qltke A, sfo|zte] )
2ol dZou WAoo ES] Zeo]EQ F oW A& Folsitgt=
15 295 Yehds e FaAdee Jd2ddejgds 9% 1 2AR
Stk yol7b CAFCE Hatch—Waxman Acti= 53 dxe AUlg 3|A}
Abole] olelel w#He LERsHZ] Qg ZorA, AUHAPE 55 A
dlolglel 7|x38to 3|7FE w3 N, 7S Y] 98 58 wts A
A oJokEs Axstel Alde AR 53 HE W 7 AUe

At S5 ool sk wioiEE-<l
S84 a8 JstuA oot FFete A2 A=

&
A7 #old & glrki #ASAT

e

—
T

N

P
X

Ae &N APAEE

Holm=a A%

t}. Merck & Co. v. Teva Pharmaceutical USA Inc., 347 F.3d 1367
(Fed. Cir. 2003) (ZEAPHA ApA)2°

W (Merch & Co)el vwl=r 53 #14,621,0775= 4-opv|=—1-
JESAI e =11 -] AEAELR (0]} "dyl =&t (alendronic  acid)") 2
QERANS 9 ZAFF AAE Azl B EFo|th. § 5o A7
iz g 7ol =24 e oy olAaH 2 gk 4% <l

2 flvh HAas =gty dUEHFEY ArshE (monosodium  salt

ot

“T Pfizer Inc. v. Dr. Reddy (2004) ®ZA& % "In fact, §156(f) clearly provides
otherwise, in defining the term "product" as "including any salt or ester of the
active ingredient."

% Pfizer Inc. v. Dr. Reddy (2004) ®ZA% % "We conclude that the active
ingredient is amlodipine, and that it is the same whether administered as
besylate salt or maleate salt."

29 Max Planck Institute for Innovation and Competition (2018), 2k K. 314,
Annex II: International Report & 82—834

24 5,#VEHW.



trihydrate)

of 3t

A 156zl

u o] OFE ALY

o &

PSR,

u] 5

HEFGL

AsetA)

CAFC+=

=

=32

S
=

3

3L
==

37}

e
P 9o

HefiatA] Fe=vhar

E3 A4,621,077

TEoR

1. 773

F7IH 55 A (SPC)
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A4zt FAREFYA AR g Rzt SHEe  wd:
FAREZ AL 27 @ R Groduc)l @ RTD AL
%]\]:]_'30

Xﬂl?ﬁ(b)oﬂ"i g EA2 "Fad T (active ingredient)" T "FaEATY
%% (combination of active ingredients)"& 2w gtctar A olalar QYA
Al FrEA o] AA AFEe 23¢dE A, =, dAHE & =
oulst= AJA, oA AzadE  Yehde fFaAE WA
77 (active moiety) 1A el o st 2121 Ao #74& fitt.

2. B4 AHg32

7F FEHAPA A S A B4 C-392/97 Farmitalia (1999.9.16) European

%0 Article 4 (Subject matter of protection)
Within the limits of the protection conferred by the basic patent, the
protection conferred by a certificate shall extend only to the product covered
by the authorisation to place the corresponding medicinal product on the
market and for any use of the product as a medicinal product that has been
authorised before the expiry of the certificate.

*! Article 1 (Definitions)
For the purposes of this Regulation:
(a) 'medicinal product' means any substance or combination of substances
presented for treating or preventing disease in human beings or animals and
any substance or combination of substances which may be administered to
human beings or animals with a view to making a medical diagnosis or to
restoring, correcting or modifying physiological functions in humans or in
animals;
(b) 'product' means the active ingredient or combination of active ingredients
of a medicinal product;

%2 Max Planck Institute for Innovation and Competition (2018), <2 X 314,
145—148, 286, 28741 =z

4y 2 :
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Court Reports 1999 (Zu|erg]o} ALA)33

o] AbAeA oletg ol Aeks|AlQl Farmitalia Carlo Erba Srl(o]3}
"Zujekglo}l") = ot} FH] Al (idarubicin), 19 AW W kgL st
53] #12,5625,63359 S HUAE, MY 539 SHFTHAE dolvt
o A~H|Z FHFo] fle olttFHlAle Atetal itk ZwgElols S oA
olttFH|Al dAYdE FARCeER A FEAE g9 (dehydrate
lactose) S X &&= 9okEZol A=A (Zavedos)® 5mg¥ 10mgell sl
w7k WSk, olE VxR 5 55|l 'oltpFEn|al gl ojthEn|al
Axrd e xdsk= 19 9 (idarubucin and salt thereof including
idarubucin hydrochloride)'& X 3IWZ st Fr7IHITTHA =9
stttk IddH =Y 53FE HIHLE lojthFn|Al fAl
Fadvor FTFHste gFFE AMEA®(the medicament  Zavedos
containing as its active ingredient idarubicin hydrochloride)'® Z 43}

sofstgla, Brigeols B SaM Al Fassin

%o Esyae oy 5
9lo1A] olthul el e PEE BujgHete] Sae] s nEdttn @
G gl BvgEeld] FhnEFYA FAS FHR o hFHIA Fu
£ 24 U8 9 298 et a0 Tdet

=
Aol Fdd g A1768/923 04 FA sk tld=d (product) 2
A

A2

= E4(product) S QerE FHuE we FAR

FAEY UL e FMRSE FHA AR 2011. 4. 4.,
http://blog.naver.com/PostView.nhn?blogld=kpatent9&logNo=40126653848&
categoryNo=0&parentCategoryNo=14&viewDate=&currentPage=1&postList
TopCurrentPage=1 (2018. 10. 13. % &<l
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el
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a7 £5770 %m F9 AR % SHAAY AF SH0L
AFgaAFnEt e Aol et

FHAAME 19999 FHAPIAEAS] flok 22 B ol HAIA
9 Ao HX7F a2 §AH ed, 20159 FH5H (EPO) S
NPEE T3 IR FHARARLY WHHE auE WelEolA
29 ' o]gr(salt problem)'ell wHalA = "OJekEo] V| S5S|E HIW=

-, SPCe= 7l 5319 Bz W Yeld Ee FHe ookmomA
s EIdTaste] iR EHeS w2 539 aEHsel wd

okl
1>
X o

A PFE EYEATED

1. 9&

1. 773

N

7170l AE 539 ¥l M A S Al62x22+

SYEPO, Official Journal Supplementary publication 5, 2015, 105—119%

% 11I. Relationship between the patent's scope and the SPC

(==

The so—called "salt problem" has therefore been resolved by the Court of
Justice (Farmitalia case; Court of Justice, 16 September 1999, C—392/97) in
the sense that when a product — in the form indicated in the marketing
authorization — is protected by a basic patent, the SPC covers the product, as
a medicinal product, in all its forms within the scope of protection of the basic
patent.
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A Fo 535199 mEo] olzel mAA LA Hol ASATE AFEA
Az - o F A Ha, AFALE FAhe] HAol AFHA A FHof
HAH 1 A AstHA "E W)Y Wels Ssiwe] Welo] weh dekE ook
shal, o wA dEetA webw Adoldk Jlolite S5l HA ] oA
Tatd AR oRE FAF Eolgta AZ4HE o dade Fdsitin
Brtsta SR AHS VA s Ao dwkﬂq”“7ﬂq.gﬁ
A s A

Ae SHAAG Fua
AFEA Az WG F QA FA, o] Pus SUA nEE
EEsor s AFAmE A, oppdt EHHMe A skt
ArolnE "RARA N £AT AFT S dvks P PSS E

A 7F A}k
2. 4 AH
7}, FER294E1 A 20 H A EE T K28 (£) 100468 (LEZIE ALA)

1t

25770 Fol, W3 Aol o S
sag7slel AR Byel /1A Welel Seha o A Sse)

agol Ma AF Aol v Fe FAS W3 AT YA 5o FA

BORES #2713 AFESS B S| wetel, 4 £5717e
7

R oAlgleld EAZE 8 Sl 2004, 4. 23.0] 53E R 53

T v, TR ES A 24,1987, 1094

BLpE, TESHAL AL, , tFAF, 2000, 560-5614
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o apolol Ay AAACw B owW FAAQ Aoy @
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= o2
g wE §3% 4 o WA, 477 Ag® SsU9

AW S A A FEEY Age W

A3 A S BSYA slAe 5 4
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Edor 24 AS gdd HEFFoRE we Alx AAd 4 an
AAelE 53 WAAC VA, ST ACdE 2 AT ¥
s FElE VAE 53R 3, BA A Ak UEFEEUS
%?%%-f%%%7U%Wﬂ:Ea%ﬂfﬂ}éﬂé?ﬁfﬂ%@,ﬁi@

T Aol FEHUL, 5T 292 2018. 1. 1.0]t}.

=4 A9 %é%% Fotehe ﬂ% BE AFYFENAA ] Alofow
FEs7E AAFE i, 200149 AlFE BY FH37EE @A Hrh H
Aok Ab= AE B FUFE V2R 1d9 L5771 AAE=ZS gl
A F =577 wMEde 2019. 1. 1.o] HuH | ok Ate] 53] 9}
Al B FAIARI ARE tha 3t o] AAls] AT
E 3] AE B (23AE)

[A7a 1] g9t 19 slEE. TR 4 A9 Fad

(BT 2] Al oM, 22 Al | E5 - 23 A A=
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(B 3] AllTel oM, 2 A9
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HEEE
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HrAel YEFHOZ wAS A% CHME) 9 37HE 2018, 2. 1.4=

atk. N ACFS AL B AlCFS| ALY AlE B bHA - &4 dHolHE
dgstdA FFS 2mgo R F7HAR AlE DAME) 9§17k 2018, 2.
1LAFZ wkorth,

AE C (A=) AE D (A=)
AR B2 A UEEY FAE B2 A9 FAtd
i - a2 9% As 5% - 857 99 A=
& - &% Ilme/1Y £ - &% 2me/1Y

AF Co DE BE @ ALY S5 A £4713 %z (2018,
L. 1) olFol EAEIAR, A F &5713H(2019. 1. 1 4
e ggolth olak 7 el YgE AsE F, 7 e wE 9 9
b Apel A e o AcksAtel BEl0) AgE £4710 B Gl Z
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#o] osl e A V1S MEL Yk RO wolx, #
o ool H AARH Utk WA (2018) 0L ekE )
AR el 2R g EHAANA 2ol UE FRE W
omA Auuge] B5ek AMEe ATE A FAs Aedo] ol
AES 3 Beso] Y A, 20109 S¥ APow S8A ad
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Abstract

A Study on the Scope of Patent Right
whose Term has been Extended

JEEHYUNG HONG
School of Law
The Graduate School

Seoul National University

Drug development is a lengthy and expensive process. However, an
approval under the Pharmaceutical Affairs Act is a prerequisite for
exercising any relevant patents. Accordingly, unlike other inventions, the
effective patent term of drug-—related inventions has been substantially
shortened. A Patent Term Extension (PTE) system is to compensate
such period for the approval process by allowing an extension of patent
term for a period during which the patented invention could not have

been worked due to the approval process.

In the meantime, if the patent term is extended for all claimed
scope of the patent, it would cause an unreasonable result because not
all inventions in the claims or patents were subject to the approval under
the Pharmaceutical Affairs Act. Thus, Article 95 of the Korean Patent
Act provides that the effect of the patent right only extends to an act of
practicing the patented invention related to the product whose approval
was the basis for patent term extension. However, there has been no

Supreme Court Decision or any established standard for determining the

88 A 2-TH



scope of the patent during the extended term, and many theories
regarding the interpretation of Article 95 of the Korean Patent Act have
been raised in the academic field. If Article 95 of the Korean Patent Act
1s interpreted too narrowly, it would disregard the purpose of the patent
term extension system which 1s to encourage drug research &
development. On the contrary, if it i1s interpreted too widely, then it
would result in weakening Korean pharmaceutical industry, health care
insurance, and public health eventually. Therefore, it is important to
interpret Article 95 of the Korean Patent Act to an extent that can
achieve the very purpose of the patent term extension system and

balance the interest between patentees and generic companies.

In this paper, an overview of patent term extension systems in
Korea, USA, Europe, and Japan were reviewed. In addition, the purpose
and object of limiting the scope of patent during the extended term were
discussed with various examples. Also, this paper comparatively
analyzed specific provisions and precedents in Korea, US, Europe, and
Japan regarding the limitation of the scope of a patent during the
extended term. Finally, upon considering the situation in Korea and the
purpose of the patent term extension system, I proposed a new method
of interpreting Article 95 of the Korean Patent Act to 'an overlapped

scope between the patent scope and product approval'.

Keywords : patent term, patent term extension system, scope of patent

right whose term has been extended, drug patent, Hatch—Waxman

Student Number : 2016—21443
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