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=9 dfole &&57IF AFSEY ol He 559 HAE
8 AllS6Xx(a)o] TEH A&

(product), AZ9] A& (method of using a product) ¥ A|Z9] Axwt
H(method of manufacturing a product)’2 A1st= EFHE UdHQHS
75‘—?— E&7170] A & JaL5) A156A(f)(1)= A& (product)
(drug product), A% AE oJofE F &Rl ot #AE 2

9] g2 7]7|(medical device), AlZA7}=(food additive) £ AFMA|(color

additive)’ et AL QC}.55)

Y
ol

ol

18

rr o r2 cE
1°
D-[l:l

g A156E(f)(2)0] 2™ "o]eFE(drug product)oldt QIS E=
le) X

=8 Alofo]l g8% —E‘r(actlve ingredient) 2. 2] 7 S §AHol o T o
=

of

AH|2S mdst, @A/ FE(single entity) = OF faded 2=+
Zl(combination with another active ingredient) 0|2} ACQl5t1 QJrC}.56)

o

5 ) £3]7]7F g]E(Patent Term Restoration)o]z2til =

54) 35 U.S.C. 156 Extension of patent term.

(a) The term of a patent which claims a product, a method of using a product, or a
method of manufacturing a product shall be extended in accordance with this section
from the original expiration date of the patent, which shall include any patent term
adjustment granted under section 154(b) if

55) 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.

56) 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 wusing 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.

et
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(ili) S8 HA == di2]flo] &9 stojof staL, (iv) A S
= AbRo] oA HAIFE7]|{Hregulatory review period)2 7{AoFst= At
o, (v) Ss1d E57IKF A9 71271 H= 517t= A& (product)d] &4
Tof £ A2 AT & 29| s{7tolojof gt 58)

sldo] £47]3to]
o] glofo} s}ni57)
o] /\}Q_Ij A JﬂrUH ey

D'“:l Jﬁ _Ilﬂl

S

)
rE

g9t Ze W Aol 2Aste] uZe A

(active ingredient)o] TisiAISE 130 ghol] E&7]7te] AZ &5t 9

ch olgt 2e WAL WS dAsHl WUED o) ojoforAel gt
MECHL FR|2tE S5 strgol olu] FDAY #1718 we o] Q- FAIE
doltd Mze SESH O tsia: E4717 AB5SS WL £ Qrks
ofgel 271A] olge] Eoz 1Y BANA B SsUel AEIL

| 25 ojorgozA &7}

W] YA BANAE TS SN 2o

57) &7t & 5518 479 A2 139 7Hs5iH.

58) 35 U.S.C. 156 Extension of patent term.

(a) .

(1) the term of the patent has not expired before an application is submitted
under subsection (d)(1) for its extension;

(2) the term of the patent has never been extended under subsection (e)(1) of this section:

(3) an application for extension is submitted by the owner of record of the patent or its
agent and in accordance with the requirements of paragraphs (1) through (4) of
subsection(d);

(4) the product has been subject to a regulatory review period before its commercial
marketing or use;

(5) (A) except as provided in subparagraph (B) or (C), the permission for the commercial
marketing or use of the product after such regulatory review period is the first permitted
commercial marketing or use of the product under the provision of law under which
such regulatory review period occurred;

59) Fisons PLC v. Quigg, 876 F.2d 99, 10 USPQ2d 1869 (Fed. Cir. 1989). m]£(Fisons PLC)2 9Jof&
Lo st S5 HEAKIY sid 5§35+ vl= FDARRE 3718 ©2 v Qe 5X £4¢ cromolyn
sodium? M=Z& 859 Eo3E]o] B3t Zo]Qc}. mie KA A2 ook o] I3t Ed|E
V22 EsY 2277 AXEYS 6}0ﬂq, 02 E5|Y LS o2 olu] cromolyn sodlumoﬂ Chsh

EE7IS AT 8 AL, Ul= 5518 AIS6E()(2)0] +78E o ofE(drug product)2 Al9Fo]
$24¥active ingredient)@ /0I5t slojebe 012 SiY U ARstL YUl B
Est U= 55189 245 ARAstdT. &2 oo &55t Ul% AYFaHA(olst ‘CAFC)I
gastglol}, CARCE “—64%1 E27]71] 05%3 SR3 fayol datol Ax2 srtd 4Ux
29 B3 24717 Ao
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S o 3
gist 3205 w2 d=28H 60¢ olyldl AM&EEojorstaL, A= (A) 504
Azl =&l & AAIFES] 27 & 99 ¥+, (B) 982 5tk 5519
2l A S AlE e I AFY AR old AU S dtshe 55
o 7} A4+ =R, (C) Y 522 stofg A2 ©E & AUAe A4 oF
A ez RAiE de, AV 55 BT & J=F st FE, D) &
A AlFa TSt E€Qo] g AAIAEZIE E9F Fot A4Sl Het
et 49 R 2 FHE0 AEZ & Ae Al e @x R (B) B0l &
Tot= 535 £ 7|8 JEE aglsto{of otch.6l
@ AGAE] AAPERE

551717 AFAEAY AEL2RE 604 Woll, S38F2 Fall 55
7F OoFE B I AFEES AR Ev Alxste WY st 1 ookE
o] "Hio]YA-ANHF-E54H ,(Virus-Serum-Toxin Act)?] A& de= HL

e s, Jdall 5517 T AYAFFEe Y-S L (Federal Food,
Drug, and Cosmetic Act)?] A-8-Z vh= Fo= BHER|ZHoA A%
AVSA AFEZ SFstolof sttt sl A STz RH APAE Ae
g % 304 LHOﬂ KWOH A3 GRES AES o5 did HAIEEZIME

S IH 8 (Federal Register)o|

O O — T

0] 2L OJOFE s{7l5o| Z|EE E4717F AR AT AR
22 EsF(olsh, 'USPTO)7l ofuet AlEojoka(o]s}, ‘FDA)7} 533ttt
60) 4lale, “E8H £571% AFER] ofs) AgE S AP, AAANA A51E, B

A A A 2keke], 2016, 114—1159.
61) 35 U.S.C. §156(d)(1)
62) 35 U.S.C8156(d)(2)(A).
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USPTO= E35|® Al1b6x0] o)A st S5H E47IF A 2N
stol Ajshr|gh, AAAR] FAIFEZIEY] A W oAl o] A2 &
FDA”} o83stal, FDAOA A" fFAIFEZ|(| 2} USPTOZF &EAC
2 AR7IE A5t ET6d)

l__

AP ARe A
=

QY7102 AAIBEZIRHGEAI 710 FDA FEZ[ho] &5t

* AR7]E=(X-D1)X ), +(Y-D2)
X= AAAH7|THAAIA| E 8 AloK(Investigational New Drug, IND) A%

Sad2HE Aloks|7F A A(New Drug Application, NDA)7HA]9] 7|71
Di= A7t & dWAY] Aoz x|Ad 73t
Y= FDA ZHAEZ]ZHAIYS7E AIZL(NDA)2RE AldAR  §7FL(FDA
Approval)7tx] 9] 7]7t)
D2= FDA HAE7|7F & HYAY HAlez XAH 7|7t

A3 71 AAO disiA Ssld £4711F0] A= A2 oY
A7 dES 2t 4 QAL6) AFTYAM L dEd=RY Ao 1437}
AIRE E57]FA% 0] Ho.65) E&47|Fto] A S5HY A fa Ies
SolHolA F=eeh olfe 55182 AURM A7 Bestes 48 AldlE
of APGAdM rHdAiol Aljtdt= A, 1497te] =872 Ao
tich A7) aeb 19 Eﬂr% 73‘11’“ Ol‘” ’“%011 %—‘33& 71rolzt= A
7 =

Ir
oz

6 S GNGE S £410S) APAS A, SSY TR0 @A G7AN w0
A, 2003, 90%; S84 ATRIA, 53U ELV ARSZEUAE 280 B 9To] W

Al e W A wst Ak, 2017, 469,

64) 35 U.S.C. §156(g)(6)(A).

65) 35 U.S.C. §156(c)(3).

66) Emily Michiko Morris, The Myth of Generic Pharmaceutical Compez‘zz‘zon Under the
Hatch-Waxman Act, 22 Fordham Intell. Prop. Media & Ent. L.J. 245 (2012); #¥X|&, “HdAr=
OJoFEs E471719 §8 () 8 =AW, #EHmE (B43E HEINR), ﬁ”fﬂﬁﬂ et
A, 2023, 1339,
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el oAl &A= AL
dlit | (Fedaral Register)o]] 21 =t} 67) Aulddo] 215 180 0]14101],
U ANl AR EZIRE FF A =3 3 F0|(due diligence)
sHAl Qotthe olg2 o]olAlAl QUrk8) et @RI7EA] @A
gelol AAEdEZIE & HAsh = 9 due diligence)S tatA] ©f
T} o922 o]o]AlAo] HrolSodx] Ao ol 702 Holr} 69)
E£5]7|7t 2AA| = (Patent Term Adjustment, PTA)

St ety o], 284 AAdETIIZ 5351
A

[o

a8 o

D o o o 4 R
rlr P A
1o

0= 24 E584Y SSAA O E5He £47]7H9] AZFH(A92
Z9]2)0 siidst= AE==z2A E35]7|7F RAAN Z(Patent Term Adjustment,
PTA)S F1 Q.

19954 7B 012 Selvol mEw SsHe] £4717He SHURY
(issue date)228 170|901} 19951 6% 8ol Z|HE o] Eio] wat
S5Ue SUYRTE 2087 E4ICE

ol

E5ld E&71 AP Aol 94z ¥wdHd T2, u=E5A
(USPTO)?] AlAF Al 502 E5]@ Ago] %ojxl= 422 wAsts] o)
19999 The Patent Term Guarantee Actof] &Jsl| E35]7]|7F RAA| = (Patent
Term Adjustment, PTA)S =5ttt £35]7]|719]

a2
¥ 35U0.S.C.§154 U 37C.F.R.§§1.701-1.70590] 74 %] o]

67) 35 U.S.C.§156(d)(2)(A)

68) 35 U.S.C.§156(d)(3) .. .the term "due diligence” means that degree of attention, continuous
directed effort, and timeliness as may reasonably be expected from, and are ordinarily exercised
by, a person during a regulatory review period.

69) A2, "Es1d ELE7I ALY 71’<7} He EES AAE 2~ Y 7RO ojuier AA
A J‘ﬂ* Hebrlant § A15dE A2z, S5t Welda, 2024., 34-35%
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o, Bugl0] 280 AL AAE TGk TR w2 S120A o
4 Aoz grh

PTA 7|3t = USPTOO| 9Jet A|AL4 - FLRAo] oot A|AL4

oj2e osjueel D] PTAS 9] 9jsf ®Eo] 599 o mou
Q1. USPTO7} A737|7+e Asto] £elo)7] Sxlstn, £47|7t0] o]

I 730 %9lolo| o]9JE A|7|5tEe= st Tt

N

pAS)
rlr

M)

(2) +E9%

Certificate, 0|3} ‘SPC)E Holsl= FHZ AlE &Y 8}_11 it s7F =&
g A

re b r2

I BRAES 1 AR S, S E471 RIS APAA
2ol oflet AYIZE et AFEHALS
SPC 717t Sololl: Qelx|'d ojorEu £UF AU ojorE §7tE

SE RS AlRke 27P5SI

T N NN

70) 35U.S.C.§154, 37C.F.R.§1.702.
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@ A 59

o2

SPCO td2 UHE Ee =8 JI4FY wadw(Es o9 =
A=
.

[®)
=) % AHeAEY 242 (®

® A L AN Bt
SPC 32 3171 AsIAE (a) 319 AlE(productio] fadt 712 312

Oll

7
Howy glojop stil, (b) REAYRIE A2001/83% E+= FHATAA Al
2001/8230] w2t AAsHA 3|71 w2 9JoFE(medicinal product)o]ofof
5tH, (c) sl AlS(product)ol] thsto] o] o] SPCE ®h2 AtAo] glojof sfaL,
(d) (b)9] 317F7} 9Jek&(medicinal product)C. 24 %] %9] s]7}o]ojof §Hr}.72)

shitel sl7tol] sl 24o] Ssl@o] Exfsts A Es|WAts st

=52 Melisto] SPC AL sfolof 3t qﬂJ shitel si7tol osh =4
E5]do] EAfst SslUAL AR ChE A9ol: Esjuxii} Az opE
=ojaol lEstol 247 SPCE WS 4 e

SPC A2 T Als= dAdEz Aol SAIsH] Yt ooFs Al

71) Regulation (EC) No 469/2009, Regulation (EC) No 1901/2006.
72) Regulation (EC) No 469/2009 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 authorisation 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 authorisation referred to in point (b) is the first authorisation to place the product
on the market as a medicinal product.

73) ECJ C-482/07.
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= A 2AE s7hol sloiE N JIZolA de) 712e Aeld
RtoR A o Yk
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Fejo] AY7IES ML Uk 5 @ V1A 5319 FUYREE "8

Y A2 oobE Am s7Pt 298 27Ke] Jte] Y o
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e QR WOl FRE oA U @R g LTF Seldl &

74) Regulation (EC) No 469/2009 A|7xA|1&

75) Regulation (EC) No 469/2009 A|7xA|2%

76) Regulation (EC) No 469/2009 A|9xA|1&t

77) Regulation (EC) No 469/2009 A|18%.

78) Regulation (EC) No 469/2009 A|13%& Duration of the certificate.

79) 218, “s7bSol e E5A E471% AR O 23 - A2 S5 P FA0R -

Saiygste] 2023.6.7. Alojut Y HALR.
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