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(1) e

n = E5W 41562 (b)s £47)7k0] d4E E5|Ae] a8L ‘product
o] th3}e] 213 &) oFESHA = (Food and Drug Adminstration, ©]3} ‘FDA’)e| &7}
ahe 2w S ETa Fgska k.19 2], 15620 192] ‘product

13) vl= 53 35 U.S.C. §156(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— (52);

(2) in the case of a patent which claims a method of using a product, be limited to
any use claimed by the patent and approved for the product— (Z2F); and

(3) in the case of a patent which claims a method of manufacturing a product, be
limited to the method of manufacturing as used to make—

(A) the approved product, or

(B) the product if it has been subject to a regulatory review period described in
paragraph (1), (4), or (5) of subsection (g).

As used in this subsection, the term “product” includes an approved product,

14) n]=r 539 35 U.S.C. §156(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
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Aot wzH, A1562(0)9] ‘product= 2]eFE(drug product), & 7]
71, AEFHN7HE B FAAAE ulshe A, of7]A SekEe Qe |
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ki3 0}‘43} EE o czH 2 guE E3ete AosA] ddAA B &
FAA = A He = 238 Aot

A=, vl Ss¥ele 573k A E 531de] a2 Al new
drug B3 new animal drug) 2] 8/d/3-(active ingredient, & 4
& Z3ehs Ao gdAlAl e BRI R A EE A= £l theho]

FDA7} 3]7}8h S out n)3vha 14 5o gl Aot}

oft

(2) EHa|(Z=2C|El AF) Pizer, Inc. v, Dr. Reddy's Laboratories, Ltd.19)
E-3) A} Pfizer)7} AU 2] &] 9k (Dr, Reddy’s Laboratories #|&)0] £47]7F
o] A v 53] A4,5729095 5 Ha|g Aoleka FAstAA A 71e
A 2geol| A A gL A7) ol gl HASF PR Y16 v dukeka
H 21 (Court of Appeals for the Federal Circuit, ©]3} ‘CAFC)S AU 8] o] oF=0|
=47]7 o] A= Pfizere] EFHEE 2 &8k Aolgta HZAFH AL Aot}

Esj 1. (49 Aol 9) dihydropyridine 315H2 2 ket 514 715
Hgel |8 54 sgE@edd)
£4f 4 g2 WAHOlE / i Fawsl, 45w
olot= (FDAS 2 dd v Aol d2gd deoE gzt A%)
=l
;ﬂli{é FAR: g2oa deolE / a5 EY Y, Fe1d g

= d2H =gk

CAFC9] Newman A= #d HEEo] SR o
% S Wofstr] Sk eo]

<= WA Aol o3t 53514 H2 9] 5% (loophole)

techniques, including any salt or ester of the active ingredient, as a single entity or in
combination with another active ingredient.
15) Pfizer Inc, v. Dr, Reddy’s Labs., 359 F. 3d 1361, 69 USPQ2d 2016 (Fed. Cir, 2004).
16) Pfizer Inc. v, Dr. Reddy's Laboratories, Ltd., No, 02-02829, 2002 WL 31833744
(D.N.J. Dec. 17, 2002).
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17) Pfizer Inc. v, Dr, Reddy’s Labs., 359 F. 3d at 1366, 69 USPQ2d at 2018-2019 (Fed.
Cir, 2004).

18) FFHE AT A1469/20095.(2009. 5. 6.) A4Z(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

(¢]oFE 53] 5PC).

19) AT A|1610/965.(1996. 7. 23.) Al4Z(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 authorizations to place
the corresponding plant protection product on the market and for any use of the
product as a plant protection product that has been authorized before the expiry of
the certificate(2] &1 3 A% 53] SPC).

20) FEATTFA A469/2009%.(2009. 5. 6.) A1Z(b) 'product’ means the active
ingredient or combination of active ingredients of a medicinal product.
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H3R9= sl= sPCE EUstiied, 5 53133 S22 spC =

21) FBAE 74 A 1610/9628.(1996. 7. 23.) A|1% 1. 'plant protection products': active
substances and preparations containing one or more active substances, put up in the
form in which they are supplied to the user, intended to: (F2F),

22) FFHATFA A1610/963.(1996, 7. 23.) AE (13) Whereas the certificate confers
the same rights as those conferred by the basic patent; whereas, consequently,
where the basic patent covers an active substance and its various derivatives (salts
and esters), the certificate confers the same protection,

23) FE AT A A1610/9635.(1996. 7. 23.) AE (17) Whereas the detailed rules in
recitals 12, 13 and 14 and in Articles 3(2), 4, 8(1)(c) and 17(2) of this Regulation are
also valid, mutatis mutandis, for the interpretation in particular of recital 9 and
Articles 3, 4, 8(1)(c) and 17 of Council Regulation (EEC) No 1768/92,

24) FHAFTE A469/20005 = A|1768/925 ] EUS| A7) F7} 9l o}l g Aol

2 37 13710 =Y 58 9lske] s E Zloldel, Al469/2000% % A|1768/92
39 Yol JEFS A= A1610/963 ] AM3Z(2), A 74 E(recitals) & AH3}
A 38 A7) ole. 22l speol BAE HALTFAS S A4 Edol BHe
2 7NZ3A S oM obY Hal, FHEA ol AR ARl o] Fx2HIL, AR
AAA Pz B#5S aglsle]ol 3kth(Case C-292/00 Davidoff [2003] ECR 1-389,
para, 24, %),

25) Case C-392/97 Farmitalia (1999. 9. 16.) European Court Reports 1999, 15553,
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o O Ao et FHAPH AT (Court of Justice of the European

Union, ©]3} ‘CJEU) o] TS 2 A3}

1. A racemic daunomycin analogue of the formula (I)(o]EhF8] Al E3})

sl | (I 9 ol 2o v We] Bge ol A Aol
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The Scope of protection of patent right

with its term extended

Kang Choonwon

In the case where the interpretation of the Article 95 of the Patent Act
was in earnest problematic (Supreme Court 17, January. 2019, Sentencing
2017da245798 ruling), the Supreme Court judged that the defendant's
generic drug product differed from the patented drug product in terms of
salt, but the different salts could have been easily selected by the
ordinary person in the art and the pharmaceutical effect of the drug
products were substantially the same; and therefore the defendant's
generic drug product fell within the scope of the patented drug product
whose term was extended,

This paper compares domestic and foreign legislative cases concerning
the valid scope of patent rights with extended terms, and analyzes the
rulings made by the Supreme Court and lower courts, Taking one step
further, this paper displays the result of critical review into the existing
theory of interpretation for the Article 95 of the Patent Law and presents a
new theory that interprets the scope of the term extended patent taking
into account the patented drug product and the scope of the patent

before the extension of patent term.
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extension of patent term by drug approval, effects of patent with extended term, practicing the

patented invention on the things on which permission, patent right with its term extended, article

95 of the Patent Act, patent term extension, scope of protection of extended patent right



