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foodstuffs for particular nutritional uses.(2)Foodstuffs for particular nutritional uses are
foodstuffs which,owing to their special composition or manufacturing process,are clearly
distinguishable from foodstuffs for normal consumption,which are suitable for their
claimed nutritional purposes and which are marketed in such a way as to indicate such
suitability. |
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141 35U.5.C.156(a)(B)(A) : ...... ,the permission for the commercial marketing or use of the
product after such regulatory review period isthe first permitted commercial marketing or
use of the product under the provision of law under which such regulatory review period
occurred.

35U.S.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—

(1) each period of the regulatory review period shall be reduced by any period determined
under subsection (d)(2)(B) during which the applicant for the patent extension did not
act with due diligence during such period of the regulatory review period,;

(2) after any reduction required by paragraph (1), the period of extension shall include
only one-half of the time remaining in the periods described in paragraphs (1)(B)(i),
(2)(B)(), (3)(B)(), (4)(B)(i), and (5)(B)(i) of subsection (g);

(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 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, and

(4) in no event shall more than one patent be extended under subsection (e)(i) for the
same regulatory review period for any product.

35U.S.C.156(g)(6)(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.

143 350U.5.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 —

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

(A) before the expiration of the term of the patent —

(i) under the provision of law under which the applicable regulatory review occurred, or

(i1) under the provision of law under which any regulatory review described in paragraph
(1), (4), or (5) of subsection (g) occurred, and

(B) on or after the expiration of the regulatory review period upon which the extension of
the patent was based;

(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 —

(A) before the expiration of the term of the patent —

80
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% 3.3-1 sAREREQE T2 L | R

oA A2 £ RE A2
%l % 03 % - 7 35U.S.C.156(a)(5)(A) :
% ¥ P Ad g S 2 | FIASREFEJIET S - ok
FPHRAEZ F % R H w2 | A ?é‘_m_ﬁ'ﬁ;‘;g,lﬂ\z‘
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L — \:zxp
WEEAEDPF - X o
Ll £ | % 53 %o g 35U.S.C.156(c) :
2 nIHEP AL T AR FVELEZIF LA FEE

(i) under any provision of law under which an applicable regulatory review occurred, and

(i) under the provision of law under which any regulatory review described in paragraph
(1), (4), or (5) of subsection (g) occurred, and

(B) on or after the expiration of the regulatory review period upon which the extension of
the patent was based; 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.
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(  3-hydroxy-3-methyl-glutaryl-coenzyme A reductase
inhibitors) - %ﬁ—“d U OAFRRY et BIAR A A s F AN IR LDL 1R R L
BRocik X AT & F K ¢ EEFE 2 ER o Ao T BT

BLogap $aRaTHE ik L F LR34 227 2009 # 10 ¥ > F 21~26 ¢

FDA 3 F B % 12 Statins ¥ 4 "2 ® g ¢ B T "2 F A AW p R
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olesterol - & | fr p # : 2013 # 5% 29 p -
B2 omfeie P L E o RAER S Ga Y By FEeRTIE ¥ 101
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Merck *,_%E;\ €_Aspergillus Terreus (2 ) = K A #HA S~ 30
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+1 ””‘Wﬁ%f 4 - & & (biosynthesis) #% » iedakt @iz £ A BA 2P
Eioqlr ongte o Endo EHFEF P G I EFR A X 2 F A P
Monacolin K ( ¥ B & 4] 5.4 4~ % 5 4,049,495 -~ 4,137,322 =
3,983, 140) » & = % compactin (R'=H) »*> 1976 #4# Brown % ¥
FE LB ET T AR R i (Mevalonolactone structure)
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