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b ORT B RTT AR ATRT R G A A B RBOR (IERE AR )« “ = SE AR B AR b I R
FRIE ANFESR A 25 i LT FR i), ][RI SRS I A Ordm v il o X HEdE BT, 457 6 AR R ME
TR B TFENHAZ . JLELTHZA, 47 10 FHER R BT RAEHAGMFNMAZ. JLELTHZA,
4T 3 FEMERY I BT AU REIT AR, 4T 10 FEERA . PR TR RS/ BT ESE N
i L2 T 1.5 SRR . oMz S g B8 5. LEMEASRME L1 S 1 FERET ES BT i A
R BIHZ, B TAHNIEREIE Ry, i 1 2 EE S LT eRuE e, i B T FRcE s R R ) 40BR
JEARE 1.5 M, 4T 1.5 SRR . SRR e i LTz BER . EEIERYHIN, EIENAAE
e HAth B0 N R SR BT R, BN B AT IR B R L. 7

CORT-IRAY T P o 00 1) B SO B i 24 i R T S R BT I = (FJO e AIE oy il I e R AP i . 24
AV B ANTESR AT M R I, AT R 4R A IR B R i . R . FEAREIT AN . LETHY |
BB IT YIS LR L R D 2 S M e N BRAC Y B AT HS ER 3 R I e F oA s, 46 T —
SEMBEE R . BdE Ry B 25 Rt L HRTHE . BORRIT I, AR R R SR BT, B
TN BAT IR e 8RS Ve i B AR BR S 7

P&, Tk P EEEEY CAMEREERERE , Sz sixt? 7, 2007466 A L H, NIAKSIFET
&, VEEZS L https://www.hankunlaw.com/downloadfile/newsAndInsights/f7h4b69f266df5b0acf638b0dcd24e06.pdf.
Z: )l 21 U.S.C (United States Code) 8855(b)(3)(D): “A notice required under this paragraph shall— (i) state that an
application that contains data from bioavailability or bioequivalence studies has been submitted under this subsection for

the drug with respect to which the certification is made to obtain approval to engage in the commercial manufacture, use, or
sale of the drug before the expiration of the patent referred to in the certification...”
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AT 78 DME T SRS (1 80CR , W 6 B3 245 1R 50 2 O3 1) ) FEARBUR IK B R S S5 . © AR
BUE R WAH AR R Rl B TA) SRR T S

1L FERRETAR. LEETRA. BT REYHSE RKEAIANRBRERRIPEE, e
2RI ZG RGN BRI R IR, SRR HIRATEER] 10 4

PSR R 1 8 Al TR 7 O X G B JECR A 1 “ S A B AL S B I 25 7 e 3
“OFrgs. FWWAZ. JLEL MY, SR AGH IR A4 LE L 2. QU A
AHE . HEARRIFER I RS

RIS BRI R Ve IR HE KRR
e 6 4F
J& T 8K 245 B 15 W 24 10 4
BT eH 4 H)E T ILE L 4 10 4
(ORI MEP ARk /T 10 4
o8 R R 24 1 5 g 26 34
R ASET 25 LE T 2 34

B IR OO B AN EAT IR R WA BT 25 ¥ 5 S, (ELAEIAT ] B e 35 AN DR A IR m] $EN,

S B AR AR R S TR CPATIREERT E , RERE k&, 2013 28 22 M, 3 2601 L.
#E: (TRIPS WiiE T 25 iRl Ry re) G 10, AR~ ificet, 2015 4F 1 H, 25 2 1L,

%2l Article.39.3 of Agreement on Trade-Related Aspects of Intellectual Property Rights: “Members, when requiring, as
a condition of approving the marketing of pharmaceutical or of agricultural chemical products which utilize new chemical
entities, the submission of undisclosed test or other data, the origination of which involves a considerable effort, shall
protect such data against unfair commercial use. In addition, Members shall protect such data against disclosure, except
where necessary to protect the public, or unless steps are taken to ensure that the data are protected against unfair
commercial use.”

(Rt N RLFDE 2 5 3L St 24451 (2002 4, 2R %0 58 35 2k: “ EZWIRMEAE =B 485 O A B BUL 22
B 24 5 VF AT R A 77 2 B B B AR AR AT IV B AT BRAS ELAR I e )k 0 it A0 A e d s SR OR3P, AR AT NS IHZ A
R R o A A1 At B EAT AN IE A A LR 7

CH RV E B IMED (2007 4F) 55 20 2k “4&M8 (M BNESIE M) 28 34 S5, X3RMEAEEE 8
AR S A 24 VE AT IR A 7 B B R PRSI B AT IS BRI (R G e A A e, K A 2
BEBR ML O 6 FX, XRE DTV IRENFEER, AHERBELEE N RGN TR ER
FIE N 3RZE B AT BSR4 7
Sk, HF: “TPP AWML BRI A7, ARG 2016 4E5 5 M, 28 119 L.
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2y BRI 25 M HE . BEAh, R WIS GRS T “ BB REST FIZEMH]E T AKIE
10 SERBIR ORI, A5 AR IR FIZE Y i Bl Oy 70 B R A 1 R a0 H
AL KK 8 FfRY. 1 H A E R K2 RE B AE W] s A R A AR e, BORHERE R
HARRZEVERBEONE . AT, RRFWHRAL . LEL R 657 A6 0 i
VAEEEE L ON PR

2. RIFTZALTT DA FIRB N RIRT G I BE R0, RI\AMRE, SaERRI MY
MR BIRRYT, BAEE KL R KR

K HIFR I R, SCER W E RV, BF RSS2 a0 Bl Fs i al BAR
RAREEIE R IR . 52, WRAFE R “CRHIEIRG” [0, SO T2 b LT s
R PR R A RN, R BERL N B ORI 1T A RESRAG AR L 1) K8l Oy 199, TR, A
SR NNAESEAZ 24 dh 1T HR R I (R A3 R i e DR R, JF PR e A R 7 1RO UIRR LA
Fe¥Ee, AT fRBE E SR Behh, Ul oI E AN 2", SO R LR e R
TERW, BUE “fERR. 56 HAENERIE ETE 1 SE e BB I B iy B An s R
W2, 25 THRZEEEE R (B ELE 1 fE3) b EFR Bl B, ek i TRl
FEORAP IS (] H0BRE AL 1.5 1, 457 1.5 FHAR R, 7

3. EERMAFAKRKIFR, RABBIERT R T ARER R H55 2 EiES N E
i1 1.5 SRR RT

PR T DL G T P O ) 25 e DR S 2 B 25 A R AR e, B, ORI 15 7R
Rl 1D LAPRRIIAN 2) B4 C b (HIE P 8 017 25 i P s O a2 e — TRIAT . £%
EHEARBEE I G I SRR SRR, BATBTE F- A 08 RAT R 2 L3 w1
FATAREIRAT 1.5 FRIEHE TRy W2 H, ZHSCEMRHIEE, BRAL I E Rk R I HE 2 07
1 24 B AUE B AR 5C JSUF 24 [0 R T 38y s He 0l 4T 9 AR AL

FHETE (MmN 5L RRAMRED) hlsE, X T8 — R S 1 dh A2 i B
B )Ry (FDA) B4 (5125 s 05l 2 i &, W RE Rk T, FDA Ri4s T3 180 KA “mi
7 M. B RENERAE, SRR AL AP BEANE, AU R T 4 T R R

10 (G TR A B VI At ) SO BB 24 T R ST 2R BHT I R LD () B R BT AE BB BB AT ()
SN H S, I s B, 7

WogkEo5eE. T REEYS HALY ) MR R BIR G E R TR 2500 2017 RS 52 &R
10 1, % 894 171:891-896. HATENIA TPP VMG, K& A A R0y 24 it (B3 Ak 2 25 R0 A= WD 817 25 ) F B £
PRy 8 fF. INERMEAE RN 8 4, WIS WK 8, #8119 7.

2 Bl 5 24 B LR A TR I R A SR (O TR o P o S S O SR 24 I R T SRR BT R LD, VR
Z L http://iwww.pharmadl.com/read/articles/129525/info.html.

13 2L 21 U.S.C (United States Code) 8855(j)(5)(B)(iv): “...Subject to subparagraph (D), if the application contains a
certification described in paragraph (2)(A)(vii)(IV) and is for a drug for which a first applicant has submitted an
application containing such a certification, the application shall be made effective on the date that is 180 days after the date

of the first commercial marketing of the drug (including the commercial marketing of the listed drug) by any first
applicant.”
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I, Anfer AR BE IR HT D245 T I BR ORI ? R R, R R A R R Bl T 75 ZE I TR,
A5 H A0 1) 245 HH S AT 78 23 A IS TRD R DL L B 473045 A I PR e Kodis HR s O il 25 vl ki
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14 Z 0l 21 U.S.C (United States Code) 855(j)(2)(A)(iv): “An abbreviated application for a new drug shall contain...a
certification...(IV)that such patent is invalid or will not be infringed by the manufacture, use, or sale of the new drug for
which the application is submitted...”
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1) LFRIARRAME AR S A

2) MBS TR 55 PR PR B[] 0 26 9 L 113 B 41 ) B TR) A 55

3) T HEARRRE KT (A — S R E s

4) T IE— 2 al s [F % ) A A PR M HR O AR A R )

55 [ P A PR M AR A B $A5, IR 510X — 1] B A0 3s A7 R4 s RN A E Bl HR 7S
EE, HiEE FEE FDA #tEzg 5 Ei s 60 KN E USPTO #2 H AR & K HiE19, USPTO it
O BRI B0 DL S 2 2 B v N B R AR YO B SRR ) 2 H i W, K i #2 2 FDA,
FDA 50T R REAVE AR 00 T B, e e BRI AMEIHIR, USPTO 454 FDA #iE 1)
AMEIIRR, DT A ) R PR A A 8 R o 3 A5 R 0 PR 2 K AR AT e A T 1 5K
PR B 28 RMEC S, JR7EFE N R HE S5 3h.

BRI AR 3008 24, RIT LRI AMESI R, 2B MUUEH T4 EH, b2
AE S SE K AR D 2 S 1) 85 OV B RN B . 7F SE [ 1 5 RS BR kM2 FE vp,  m ERE R 3 PR

17 7] 13,
18 2 M, Title II “Patent Extension” of the Drug Price Competition and Patent Term Restoration Act of 1984.

19 21l 35 U.S.C (United States Code) 8156 (d) (1): “to obtain an extension of the term of a patent under this section, the
owner of record of the patent or its agent shall submit an application to the Director. Except as provided in paragraph (5),
such an application may only be submitted within the sixty-day period beginning on the date the product received
permission under the provision of law under which the applicable regulatory review period occurred for commercial
marketing or use, or in the case of a drug product described in subsection (i), within the sixty-day period beginning on the
covered date (as defined in subsection (i)).”
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BEXH 254l 24 e AYIBR A2 il BERE HEAR A7 ) 252 N T3 I ], (5 ) 28 4l 5 %
JEFHBEAMIIR A AR AE K B AR DL, — T3 T 78 70 R SESRBF T B 411 523, R F4E
G TS UAER 55— J7 T 11 R 0 ) A R R T

LR 7 i AN B ke R PR AN 1 B =5 RS 23 L R RIR R AT 28 DO iz e, HL
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20 2l 35 U.S.C (United States Code) §156 (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...”

2L Z: i, 35 U.S.C (United States Code) §156 (c) (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.” 35 U.S.C (United States Code) §156 (g)
(6): “...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.”

2 %1, 35 U.S.C (United States Code) §156 (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...the term of the patent has
never been extended under subsection (e)(1) of this section...” 35 U.S.C (United States Code) §156 (c) (4): ““...in no event
shall more than one patent be extended under subsection (e)(1) for the same regulatory review period for any product.”

2 (PR NIRILHELHNE) 55 69 %5 50, “A PG K, ANRILEFRL - (1) NREATEEH AT
i EAERE, BIE. . B LR G LA BT SN, AR R TG . B 2 el LA BT g
. 7

2 [H S Bk T RE BT R (EHERED) ERAEN, RMT 2015 £ 12 A 3 0, #EZS L
http://Amww.gov.cn/xinwen/2015-12/03/content_5019664.htm.
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