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) =2] Hatch-Waxman Actoll W& ojefZ EF|H E£4&7)3F AA

A =(PTE, Patent Term Extension)+= &3 A|Z(product)1dz} A|Zo] Al-&1)

Hog Azl disl FEA Aoy ARgel kA Al AEZIRE
(Regulatory Review Period)<= Aok st A9, 1 539 EL57He 9A

N7 ARAFE Awolth. 1 Age] thgel HY] s FAHo=

J[m

5 AlFol A B == AR A Al AEZIZEE AAF st Al

Eolojof HTL1

2) 4712 8 A=

5ol tig 713 A4S A 599 M9 teolA 137 H &

14) 35 US.C. §156 (f) (1)-2, AlF(product)e] & “o] k& (drug product) F AX: 2]3F, o]k
2 3}43E " (Federal Food, Drug, and Cosmetic Ac)ol 23 FAS W= o777
(medical device), 2]% #H7}&(food additive), 244 3 7}E(color additive)” &

35 US.C. §156 () (20 (B)+=, 9]‘—’*%(drug product)ol gt “AtE == TEE A% fF
A4 H(active ingredienh o224 1 FEAES] ¢ E& d2HEE E3eta, dY8E
e OE fFEAEHRY 2FE x2¥¢se A7 ozt AYsta Aok

15) 35. US.C. §156

(@ The term of a patent which claims a product, a method of using a product, or a

Of

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—

(4 the product has been subject to a regulatory review period before its

commercial marketing or use;



E4jo] g1

16) 35. US.C. §156
(@ For purposes of this section, the term “regulatory review period” has the
following meanings:
(6) A period determined under any of the preceding paragraphs is subject to the
following limitations:

(A) If the patent involved was issued after the date of the enactment of this
section, the period of extension determined on the basis of the regulatory
review period determined under any such paragraph may not exceed five
years.

(B) If the patent involved was issued before the date of the enactment of this
section and—

() no request for an exemption described in paragraph (1)B) or (4)(B) was
submitted and no request for the authority described in paragraph (5)(B)
was submitted,

(i) no major health or environmental effects test described in paragraph
(2B or (4B was initiated and no petition for a regulation or
application for registration described in such paragraph was submitted, or

(iii) no clinical investigation described in paragraph (3) was begun or product
development protocol described in such paragraph was submitted, before
such date for the approved product the period of extension determined
on the basis of the regulatory review period determined under any such

paragraph may not exceed five years.

17) 35. US.C. §156
(© The term of a patent eligible for extension under subsection (a) shall be extended
by the time equal to the regulatory review period for the approved product which
period occurs after the date the patent is issued, except that—
(3 if the period remaining in the term of a patent after the date of the approval
of the approved product under the provision of law under which such

regulatory review occurred when added to the regulatory review period as

_‘]0_
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AR Ve FA AEZ 7 2ASY AAHE=Y), =2 o2 Jet

3 Hao AR Y 53, 7 Tl U= 7

revised under paragraphs (1) and (2) exceeds fourteen years, the period of
extension shall be reduced so that the total of both such periods does not

exceed fourteen years;

N

&71%be] A%

=

18) E31% AA3F [EFH £47)71e] AAS2AE AT ], “S3H
SEAE AFA 147 (2003), 90%

SE

19) 35 US.C. §156
(@ 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—
(2) the term of the patent has never been extended under subsection (e)1) of this
section;
20) 37 Code of Federal Regulations(°]3} ‘C.F.R.” ) §1.785 Multiple applications for
extension of term of the same patent or of different patents for the same regulatory

review period for a product.

_‘]’I_
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(a) Only one patent may be extended for a regulatory review period for any product
(§ 1.720(h)). If more than one application for extension of the same patent is
filed, the certificate of extension of patent term, if appropriate, will be issued
based upon the first filed application for extension.

21) 37 CF.R. §1.720 Conditions for extension of patent term.

The term of a patent may be extended if:

(h) No other patent term has been extended for the same regulatory review period
for the product.

35. US.C. §156

(c) The term of a patent eligible for extension under subsection (a) shall be extended
by the time equal to the regulatory review period for the approved product which
period occurs after the date the patent is issued, except that—
(4) in no event shall more than one patent be extended under subsection (e)(1) for

the same regulatory review period for any product.

22) 37 Code of Federal Regulations(°]3} ‘C.F.R.” ) §1.785 Multiple applications for
extension of term of the same patent or of different patents for the same regulatory
review period for a product.

(b) If more than one application for extension is filed by a single applicant which
seeks the extension of the term of two or more patents based upon the same
regulatory review period, and the patents are otherwise eligible for extension
pursuant to the requirements of this subpart, in the absence of an election by the
applicant, the certificate of extension of patent term, if appropriate, will be issued
upon the application for extension of the patent term having the earliest date of
issuance of those patents for which extension is sought.

_‘]2_



2 9% Azl Hrtel AFalor W AFHowt Hxol HiE M
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T

Y. EUY 35 - 3> 359 (SPC) A=
D a7 g%

9 &3 Z2F(European Patent Convention; EPC)& 2% & E3

Ao £4£77 WE F F/HHY AeE Fofshs “F/hREZW” (SPC
&

23) 35 US.C. §156
(@ 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—

(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;

24) Regulation EC 469/2009 A1z, 1610/96 A1=
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shibel JobE Bubol thste]l Bel Edde]l EASE A5, 53
AR shte] S3AL Heste SPCE 414
£ 7 AE Yate] oldel SPCE e Apao] glojob @2 Thuk, sh}
o oofF bl sl SHAAE delstel Biol Sdo] EAFE 4

<, EU APHA 2 4(ECJ, European Court of Justice)= &3 HAtnich shu4

Ol

ok star, SPCE W+

N
do
Ol
=
R

e

o] B3] 71x3t9 SPCE e 4 Ut YA Hsta Ath2®

. 339 235 - 20219 E NP DY

25) Hz= AlAE 7L e ¢n|= Regulation EC 469/20090] @= A= o] A ofyste] ECJ
walol we a|Asn e, EClE C-127/00 HANA 47 Ul ‘Az A7)
A e AW Tk A AY B BY FAE A8 BeF F5 $A8R] w5
A @AE AYEE glo] ohueh, oJokEe QA ERE BUHE /BOERE F
A8 BAE B 2 ot YFL HAstack

26) Regulation EC 469/2009 A|132

o

27) Regulation EC 469/2009 A3z
28) ECJ C-482/07 =
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