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Innovation Drivers and Generic Complements: An Overview

Mature pharmaceutical markets such as the U.S., Japan, and

the EU have many years of practical experience in drug patent
protection. The drug patent linkage system is unique to the

Us, for example, and has played a key role in balancing the
development of innovative and generic drugs in the US market.
It allowed both innovative and generic drugs to flourish together.
Experience and learnings from these mature markets can help
China establish its own drug patent protection system more
effectively.

The report analyzes the drug patent systems of the U.S.,
Japan, and the EU, as well as the current state of the Chinese
drug market and the history of China’s drug patent system.

It also provides policy implementation advice for the future
enhancement of China’s drug patent system.

What is drug patent linkage?

Originally included in the U.S.’s Hatch-Waxman Act in 1984,
drug patent linkage is a pioneering mechanism that involves
multiple regulatory authorities and requires multiparty
cooperation and exchanges. In practice, this mechanism
functions much like a traffic control system, with the U.S. Food
and Drug Administration (FDA) playing the role of traffic control
centre, while the U.S. Patent and Trademark Office (USPTO) and
the courts act like traffic lights and traffic police. The FDA is
mainly responsible for the revision and publication of the Orange
Book and the approval of drugs. The USPTO examines the
validity of patent declarations, which provides the basis for the
FDA to decide whether drugs can enter the market. The court

is responsible for hearing patent dispute cases between generic
drug applicants and patent holders.

Thus, drug patent linkage includes four critical elements:

e The Orange Book: The Orange Book documents the
patent information of a new drug when an applicant
submits a new drug application (NDA) to the FDA. This is
the basis of the entire mechanism.

e Patent declaration: When submitting an abbreviated new
drug application (ANDA), the generic drug applicant needs
to declare the patent information contained in the Orange
Book as part of its application materials. There are four
types of declarations. Only in the case of a paragraph IV
declaration, i.e., when a drug-related patent is invalid
or no patent is being infringed in the declaration, can a
patent challenge be initiated.

e Patent challenge: After a patent declaration is received,
the patent holder may initiate a patent infringement
lawsuit with the court within 45 days, after which an
automatic 30-month stay of generics’ approval is applied.
During this period, the court conducts a trial and renders a
final decision.

e Market exclusivity: The first generic drug applicant whose
ANDA patent challenge succeeds is granted a 180-day
period of market exclusivity. This period starts from either
the first day the generic drug enters the market or the day
when the court rules that the generic drug applicant wins
the case.

Establishing drug patent linkage in
China

There have long been two views on drug patent protection.
Some believe that the drug patent protection system, based

on the legal language that supports it, seems only to benefit
the manufacturers of branded drugs. Others argue that as the
majority of the Chinese innovative pharmaceutical market is
occupied by multinational companies, the patent protection
system will protect foreign branded drug manufacturers but
hinder the development of domestic pharmaceutical companies,
especially those manufacturing generic drugs.

In spite of these viewpoints, however, a drug patent protection
system based on patent linkage is of great significance to the
overall development of China’s pharmaceutical industry. Patent
linkage allows high-quality generic drugs to enter the market
earlier through patent challenges while also offering a clinical
trial data protection period sufficient to guarantee that branded
drugs are able to pick up some market share and cover research
and development costs. This system will provide a boost to
overall drug research and clinical trials in China and will facilitate
the balanced development of innovative and generic drugs,
thereby improving the accessibility and affordability of drugs
for Chinese patients while also saving costs related to China’s
national medical insurance fund.

Is the drug patent linkage system
applicable to all countries?

For a variety of reasons, neither Japan nor the EU has adopted
the patent linkage system. First, the spirit of “harmony” that
Japan has pursued throughout its history has resulted in an



unwillingness to resort to litigation to resolve legal disputes.
Second, prior to the U.S., Japan had already established a review
system for new drugs to facilitate fast development, and it

has since constantly improved this system. In addition, Japan
promotes generic drugs mainly through the hospital procurement
process. These factors explain why Japan has not adopted a
patent linkage system.

The EU has been focused on protecting and promoting
innovative drugs since the very beginning. Therefore, patent
linkage, which seeks to balance the development of innovative
and generic drugs, has never been EU’s priority. In addition, the
EU legal system does not regard the submission of generic drug
applications as a patent infringement, which has led many to
conclude that the EU does not have a legal basis for introducing
a drug patent linkage system. It is worth noting that the EU has
many member countries at different levels of development and
with differing industry needs, which constitutes an objective
obstacle for the introduction of any new system EU-wide.

China’s next steps for drug patent policy
reform

Based on L.E.K.’s analysis of drug patent protection systems
within mature markets and the interpretation of China’s existing
domestic institutional framework, the establishment of a new
drug patent system will require considerable coordination across
different government agencies, timely communication with
businesses and the cultivation of interdisciplinary professionals.

On policy implementation, China needs to build on the
foundation of the draft Consultation Papers for drug and

healthcare reform issued in 2017 and 2018. Among the
recommendations in the report:

e For clinical trial data, the data protection period should be
differentiated and extended for certain segments such as
orphan drugs or paediatric drugs (currently six years for all
chemical drugs); an additional protection period should be
granted to drugs with new indication approvals (currently
not mentioned in the draft).

e For drug patent linkage, there should be a system for filing
objections and a patent declaration system. The Catalogue
of China’s Marketed Drugs (China’s version of the U.S.’s
Orange Book, which documents patent information of a
new drug when an application is submitted, introduced
in December 2017) should be expanded and updated
regularly. A reasonable automatic stay for generics slated
for approval (currently 24 months in the draft, versus
30 months in the U.S.) and a certain period of market
exclusivity for first generic drugs should also be set
(currently not mentioned in the draft, versus 180 days in
the U.S.).

e For drug patent extension, customized solutions should
be provided that address questions surrounding extension
length, calculation methods and eligibility.

e For patent litigation, China should specify the
responsibilities of intellectual property courts and include
more details in the intellectual property law, which is
currently being amended.
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S iHatchfWaxmanlk &4 i, BEmiZE s
B FRK «Hatch-WaxmaniEZ)y |

R EHatch-Waxmantk £ HE, AIH 25 ke m
FDAAS B 25 L iiiFl i (New Drug Application,
fAIFRNDA ) B, Wz R R L FIME B, ik
O, XM & Rl &80 E R B b, R T
6 50 O 4 o) B R ) AR R, X BRI 2 1 &
BRI AT PR AP I3 M R AP, DLUSRRMIF &
FPEA 2% 1 B ]

BRI TR T 2 o R R R, BIR
iy (PGE T2y ) FEF M i,
[ L & %FRJR (United States Patent and Trademark
Office, USPTO) 548 Hik (1 0 il 255 C Hik o 1) 5L
HZEIMAERER KRR, BTN ZAERY, X
TELR Y R 25 % FURUI il B, 3R A0 T 05 1 25 ¥ PR 1Y
IF ]9 5, W O R TE AR AR A4 T 2ot b,
5 25 4 v B T 75 PR AT C R A 259E B T 22 2 P A
AR RS, R B S MO 25 AR e TR

A AR AR R, 4R A2 TN B 24 /i 3 ( Abbreviated
New Drug Application, ANDA) B[in],
1.2. EEHLFIE T
1.2.1. R BIRFR I E

10 5 HiHE ORI 2 A B 2 AR Ry AR AR
L HE b T ) 2 A LR A REE A A A
RO 22— RIVEHE, A B (R~ AR A
[F] 5, FDANE A2 B H At A1 3 A [A] ah A 2y B H
. 1984 E[E 7 F AR 1 «Hatch-Waxmanik %)
o, X2 R e B R A AT T E, e

o BT AL A SRS S AR Y U R £R

o XF TN T OHE ROAE SR s B DUHEHEZ i, 45
T34 g A fr 0 1)

o 45 T IJLEY 74 1 30 Kt Or 4 1)

e L W R 2, BB 25 1 0 B gk O 3 A
ASEIS, 07 24 s A RIAT 4 Y APk AR, RO
1, B S AU 25 il 6 20 £ 47 008 4 iy
4R,

7 AW R R e S R B IE R
( Biologics Price Competition and Innovation Act,
BPCIA) ik S48 7 3 A= Wy il 571 1 2 4F 1 3 96 K dfs £ 47
B, W B R AT AN, HFDAHLHEZY
mn EiE, B3R
1.2.2. TRIRAFMERIE

TR 2k R, B AR AT IU A S
il PR T R A Y TRV R AL, BB SRR A
L ORI R O 4, 8 A LU0 25 L AR
[B] ¥ 0 35 W 18l B R AR, RORAT o 7 B3 245 ik & B AR
Wk, B, EEFEHatch-Waxmanik HZ L E, Af
DAXS 25 it B A OEAT A2, fR I AT AME54E, A 2h
HHEZ BT, A2 BT L AR S
ANRE R 144F, a0 2R 24 5 At HE T & A S A 144E D
., WRZZ L AR A] A,



25 L FIRME IR =1/2% (i R 56 B3 8 3
25 E BSOS IR] )+ 25 b T I IA]

A HIE L R AME G LR 2R s 2 i LR,
ML R, & TELR. 255 %Rk H K
HE W & A AMEI 25 5, — 4255 CARY ) X
A DUH I — & RIS, L RN AT FE 24 g it
#E_E T 5 60K P4 1] USPTO 32 & 1] #A 4 H 17
1.2.3. M EREEHE

VLT3,

2. REHE: AmEFIEESERAasir

2k i & ) 2 o) R R AE 35 KR E I I R BRI
MR T, Ao 2 i 38 [E im0 s 25 5
5 il 24 e R AT ) T AR 3 T 0 SR. bE, 1R
Feo R E W) R E R 25 g Bk R M & e i AR AR A
. EEB19844F i (Hatch-Waxmanik &) F1E
HREAE AR 2y B R R DR, BT
B30Z4EM TGS, EHIEILABIT, EHBT2ERT
Sy b AE X 58 3 B AR 1475 24 F0B1 8 245 B R A e A AL

PURL A 7R VE 40 38 24 iy & I B4 ) B2 24 0y
O, EE RS,
21 BEEARRER A

2 iy B R EERE G BV R A FR TV, & — 4
HinE., Z2hHalESZmBILEL. FDARZ & & Fl4ERE
R F B ART], i BBl ARP
2R VT TA/E. USPTORBIFDAR £ H v ) 4 F)
IR A R, 1B AFDAREHED fil2hy ik 2 —.
BB 10 5T B A 2 B NS R AT 2 R RN & A
2Ny, [AlhE FFDATE A5 i 25304 H A8 il 1.

ey i & A Sk B, FDA, USPTORI B =
BRI T Al A B &R, B 1k i TR AR e 00 O 2
PEIE R T AR, 72513 DU R T,

2553 % (Hatch-Waxmani:z 2 ) DL 2 A 56 SCik iy
WEE, FATA TR T 38 E 2 L A R B R R
Bl (mE2) . g, AT SRR g T 8 ik
(PB4 FIAH X LG 921, H B9 R4 i3 8 e i — 4
g Bt B S, AR R A E IR
[ — AT A (VE2.20)
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; NDART#Z 3 1H
LAt a8 £E£Fl(ER
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222 USPTO ZF
&= HR A
W B IV ER B BR ER SR
ASHHEER TN
i 2IVEEHRE? BiRIA? -
. & R AR
& IRIEANDAZE %ﬁﬂ i&)\3O’I\HiE%U,Hﬂ ;
FdtTEE eIz s
> ABERELR
EEHEW? * INERBIZ30
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= %
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HIHESN RS
o 180K 1A% A1
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AR B HiE N DA,

B2 i NTE M FDASR T 25 i (New Drug
Application, NDA) I, 7[RI #2528 1% 245 i i Je i) &
AR, FDATEXT HFHATH G, A Bt
ricsk, IFEAE SRS, % A O L RIE
S R R AN L I RS R A v B A 46 o,
W 2 J5 07 I 25T A e 1 — A EE LR,

AR i HIZ5 3 AN mFDAR I,

U5 i 25 b T 75 05 1 25 # i A [l FDAEE H ANDA
B THRASAHC AR BTRL AN, BT B X8 K 5 i 4]
LB 1 8 07 JELATT 25 1 % R I L AT & R BB, R,
GRS RO R AN T RNAF ., %
7 B A B B R B R S e A% 0 (], 2 DU Rl & A

PR, il 2y Al 7 EARYE B B DL ATk £
R,

B = LRI IR 3 & R B b R

FDASZ {5 I Z5 ANDAH i J5, 5 4 I # B 0 H:
fib AR AL R BEAT 4, L R A A 5 kL 5 i SRR
LH % FiFE)E (United States Patent and Trademark
Office, USPTO) #ZH#t, HARMEHFDARH,

ABRIU: XA R 75 B AT 40 28T A

R 175 il 245 4l 5% 1 1) & Rl R B 28, USPTO 4
R BEAT A KA, W B A 45 R FDA, i
USPTOIA A4 58 i 1- 111 Bt & Il H B L S R AT e,
¥ 218 [ 25 07 1 25 4 b JF BOR K BEAT IR AR R
B, EPERAgksr, X K-S HRBEMNEE, HEY
W E] T — B AR BE R, 2505 i 25 4 SRR 1- 11 Bt
LRI HB, W E AN, & RIVELE F B,
Mk AL

BB (IVEGER ) - AL FIPEAR.

B JEAT 25 & RN B 58 2 A JEAT VR IR, B0
JERF 25 & R BCE NS & R B ETA5 H N 28 1F
W, BHLERBOGEFTURE, Wi ABTES; 5L FIR
NIEBERIE, WA B A A HE AT 5 2,

HIRIS: FDAZEZEANDAH T,

XTI BT A B, 27 USPTOH & 15 il 25 A4
TEL R, FDANIAREE T 0y il 25 ¥ OF TAE., &
W, iR mats, W BT REeH, FDAYK
LR AT il 24 B A6 B RO R R AT R
2.2. %O HEEREIFER
22.1. BEBHE

2) ¢y L RV e ) B S it %) SR A MR R R (A
PRt Bz iR f Bl ) . B2 s AFE M FDAE 3E
BZiHiE (NDA) I, B4R 250 (% 1 £ H)
RE. HEREHET LH:

oyl iE kO 8L A
o Zyfhrah LM, BRI AE Y LR
o ZyfmfE OTEMI A, WAk, G NAE;

o ANELEE 2 T PR R B A LA R EMAR
TR % FI 45,

FOATEAM HE B ZANDAR G 5, 28 H LA fE
BVE 2D R B L3R 97 55 R VR U O it HE 9 25 1 )
( Approved Drug Products with Therapeutic Equivalence
Evaluations) —45rh, [RNIXA F5 Y 5 2 A,
M, ZRtE AR AR 45 (Orange Book) , 1
EBAEFDAE M LA A JF, FDARE A2 BB K45
PN,  HEARNET LT 25 il 18 % R A BT N To 8% 1 & A
R E.

2.2.2. EF|HIAFHE

W (Hatch-Waxmani: ) , {5125/ L i
P HANDA, ANDARN Ty 2 AT ND A BT 223K H)
ek P i 42 5 36 A ek P 1t e DA E B 7= ot ) 2 e M A A
Rk,  F SR AL 07 ) 24 5 i 05 AT 2 14 A ) 5 AR
PEAFRE. 05 25 B 1 AAESR SZANDART, BR 1 H 4l 5F
Bl R EN B B LRSS AT, RIE R
H B AL
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LR R BIEA RR R, A

o |BtHIB (Paragraph | Certification) : #&4j JEAF
2% FIARWATERE Bz F5 5

o [IBZHIHH (Paragraph Il Certification) : ffj#ilz4#
S5 St 25 % FE e i B2 15vh, (Hi% & Al
R¥ZSuR R

o lIIBZH B (Paragraph Il Certification) : #{}j )&
ey L MREH, Dy wprmad e, BaEfrg
Flit 5 T

o |VE{HIBH (Paragraph IV Certification, PIV) :
B JEE 25 5 A JE s s AND A R AR AR IR AF 25 11
L.

X F 1= B BB, USPTOXS & | 6 I (i o 4 38 it
J&, ZCHFDAZEZERT 7 i AND A I JF 17 8 E H i,
HVEG A% J5 B AT HEHE 1205 0 25 09 BT e ig; X T IE:
HURH, FDAR] DUFE SO 24 5 21 1 09 B 358 FF 46 X 4
25 B3 I g R AT VR, 4R A A R 1A ]
M, ANDAHEA#% G, FDASMIUR L. 15l
HHIE N R T ERIEFG LR E, el B
B8 MM TIVEIRR, KPR L APk (R SCiEge
el .

2.2.3. TR Pk

TE05 125 B 3 35t AND AR T 2 52 1) % 1] 1 B
NIV ELH RIS, R 25 4oLk o AR AU SR T 255 A
SRR TER, B E R Bk,

o D5l 2 HaE NS s IVEH I, R s SR T 2y
BHIBON.

o TEHMLHT 2y o s N LA S, LABRAH
ASH B YRV, Al DADR RE 2 5 i U 05 il 25 W il
NEBL, HHEASHW, LA 3= 3
i, bR B YRR G & RIFDA,

o {525 Kt N30 HEY @M. HEBE A5,
F 2 LR VATE R IF 5 HIFDA, 2, TifilZik A

E i, FEB N, 07 H 2 PR LUEAT,
RE VPG UHZy s, W3 RIEmHE, EF%F
FRikbeit — PR EER,

o MBI BRI, A AEX 300 H Y8 i
N, B A2 L AU RE TR, R 05 il 2y
HU T MR R I, 005 245 i N BB IE 2
LR H, 725 R SV BT, BRI G
A A2 R s AREVR, rlzgal LR,
T 2FN AR 180K T 5 1), &30 Ala %
AR TC R G R, B LW 4% 107 6125 7
VRS BT, RRR AIURIRFIRER R G, RAE
i 25 5 75 T LAk S B Tii B

Ja i, SR AR A RS B BT, KR HIETT
BRG], Hi I {7 il 25 BiF & A0 _F T[]
e,  CHEARZRAAN] AT 255 (Greater Access to
Affordable Pharmaceutical Act, GAAPA, 2003) X}#%
PRSI AT TRbge, e <H SR FRLED L 1%
UL E, AR 7 it 24 il e 4 kS & FIR IR,
P25 ANDAH 1 A PR ik, R WA 45 H
SN BR & RSB &AL tesh, (BRI B E
%) (Medicare Modernization Act, MMA, 2003)
K304~ H Y8 il 1 KRB Al & — Ik, B IR AE 2 Al AN
REEE ZIGIA.

2.2.4. 180K Wi &5 Hf

180K Wiz ph 5 #9 ( 180-day exclusivity ) J&41 %}
I B dl 25 b F AR XA — A
W B APk 2y, BIE 52y, K3k15180
RS G 8, syl by i) da st a] > 05 il 24 b i
9 55 — R B 12 B P ey ol 2 R ol AR 4 R (|
Tk e AT RE HE P HEF A A RO, T DA AR R A
[ ), U5l 24 B3 R B v ) S 12 e A o
B HFDA, Rl g iz by B9 5. e i
W], FDAKE AR Stk e 12 05 1 24 B H A W 3 A28 1Y
ANDA, Ttz A k2 HikE, #2158, ~H
GREVSE R Tl
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JG FAIMMAE 2 X7 180 Kt 5 H Al 94T TH& 1T,
WE, TR LT 5 E O 254 7= 4Rl % 3T 180
R 8., A HENIL, FEEITZ
H&E10H Wi € E A 51 5% 514 (Federal  Trade
Commission, FTC) & %. HP & 7585180
KE DM s Mo, A

o H—MIHIZy HE KR REFE M ERE] (75K 2
N TR s

o 35— 2GR IR R
o TEMUEMSEIN, 1525 H s A AR A BT E HEE;

o M iE R CSATHI Y B A 1R PR

%[610
2.2.5. Bolarfi4h

Bolar il 4hJ2& 24 i % | B 42 il B 52t (19 7 42,
BT B RH 2y )fBolarA Rl LR BRI —% (S E
), W TBolarARIM MR, 2 EESINRE L F
EHRA MR TFENAE, mibie, EHhR%
FEHRET, KT 200 ETTHE, REhmE AN
[F M EAT SO, Wk, & A 25 5 7R 56K
BWAT R, NETERR,
2.3. TSRS E L EEE

2 ity & R R B AR S B U T R RSO,
WARR T ZEZ MM A& . HEn, EEE
HERTEENEZ, mERk, GEEESGECHE
FIEPREAEIEE, gl AFEmPLsE s, #3774
B 1% EEE 25T A EE R, SR, B AT
JEAE A58 KR, 2 5L AR RAE 19844 # Y
JG, T20034E#E4T T181T, W/b 7Ll fE 4l
Al ez M, SR, BEERTHE AR, AR
HAEAE T Tt TR AR 2 8 B, 1611 L Y 2 i &
P AR AR L TR By T, TR 24 A 5 Al A A
Zhiylwii, ASAHZBWT TS, BN R M. 4%
B 55, LAY (] B 25 DA = 0%

o Hio, JRWF2yAb A AR R BALH], REHET
UM AR RO E FIIFAEND AR $2 32 45 FDATC SR AE
R b, SN T 2G4l 7 e AR ALY
HEJE, TR T BIF & ) I [R) RIS 28 A2 2

o HUK, JEBTZG Al A E AL, 2 A
304 ARy i, xEOEd 2l AR TRR, £
UCHE A 3 3, 72 ARt S2E 7 ) 24 19 _E T ]

o FRIK, JRWF2Y Al RIE 015 2 i olb A Bk jitad 1) A
fEpa,  BIAE D i 24 i L& R R ol BLAR AR
180K Ay W), AR 2 ok 5 H AT, 5
W2 Al SO O il 25 il — 2 9 B, D 25
FEM A I BT, S ECHAR T 2y Joik BT, il
JEUIF 25 4k SRR AT T 7 1A ZE W L A7

T 0 -55 S 24 e A B R 1P R R T T b
XFut, e [E 19924 12003 4F FR R AiAl T =
MHRESR, (flZasEnis) (Generic Drug
Enforcement Act, 1992) . MMARIGAAPA, 1ftHl
e T2 T AR R, A RO B 25 005
iR A8, TESAE 250 K BRI, Kk
P25k,

2.4. ZIREFREEGISE

TR PR R 22 3 B 7 i 25 Aol B 4 T 7
PR ERYRE, DU MWASFELE R BRI T e E AT 2
it & RV ] B2 DIk % R pk ik g ORI 2 451, B
2yl Pk RO SE LS A 25 O TS 4,
Pk R W B0 2588 T0vE LB, RIR, &
TEBCT A5 i 28 AT 245 4l A T A e i), 3K Bt )
AR L.

BIIEB: E/RHZY (Barr Labs) #kiktl kA H]
CEli Lilly ) JFURF 25 90 P57T

FPTTT AL R E R LET ™ 5, H 19864 4Lk
AR EPGTT ETTRIE, BT OAALRATR TE
WM ANIE, 20004 3% E BRI A27{C £ T, FLk
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ERF R FPUIT W] (1974-1986) KiZ= MG T £
LA, Hh 6k SUSPTOM#ZAL. {HiX 615 % i th
MESRAFFE M X, Xk R w25 A rHR AL T kR
TRBERYL S, FEREBEILWE A, WIUTA
— 53 T2 Al O A & FE % US626549,

1995412 f, IR Z5 M FDATEZZANDA, [A]
&L Pk, 199644 A10H, L3k A ER
] Ml X3 e 4 i & AR AR, FE 45 ER S 2= A0
HUS626549 % F, 1 ERGIZIRERR, LR HTE
US626549% Fi| 4 K3t 1 1l 5US4314081% FH &,
HARUSA314081 £ FIE & T 199441 Ak, HFEAL
R HTEUS626549 L RN A%, ik, EIREIZ54
B & R Bk A A A R .

T B AE B PR AT LU X T 3 P 0% R A AR
Hr, US626549 % i (1 24 it it F ik Bk 2 — i
1ok R FE S T A0 R e 8 ) S B (A I, iR
FIG T AR S LR Bl 09 £ R H Y5 TUS4314081
LRI 25 fh i ik Bk 2 — &l iR A ok
PG VT AT LIS B B BRI T AR IR, B PG AR
W5, T2 LR RIE &, DI B e 4
WK, US4314081H1US626549% A &L, ZH
LR, FIRALRA T, RS2 F.

T EL R 25 2 B — A 6 P T R & R Bk K
HARMFIER B R 25 AR, BRI 253845 T 180K 1
AT B, T O 2 AE IR BR 1 A%, TEFDAM:
fE BT E 48/, ELRSIZNE1E T KA1t
TP, EER AL FEAEHE (PBM) AH
Merck-MedcofE H: F- T Y 55 — i il K 10 80 % Y FL P 7T
Bl 715 258, MR IE20024F BRI 245 1 4E4R,
TE20020004F,  FPG VT 475 il 24 48 B 8 h 3.6 714 %2 5,

EMERG: H2KHw (GSK) BUFE N FE W
(Apotex) WHZFUTT 7 il 24512 4L

TE 5 22 R B v A I DLIR TRE R e 1 24
Y o<ta B PEIT” F 1992412 A B it FDAH #E |
i, 19984FE3 A31H, HWIIFEFMFDARRE “fi% vy

SEOE

77 Uil 25 ANDAH 3, I B4 RIVE B Ll &
AR, B2 el BBk e, X R IR wR
TERAZE R, B Az 2 T30 HiiE
il SRR )

AN, EHERB R EAET199843 H (L FlHk
WE B ) FriG, BESEmFDASEAE TOIAN X “if B
17 B &R, HE L X oM & F i 2 i
ERE R, SEHRENLEH, B=2RKLwmE
PRk S BN R A r w2520 7 HAm
AFP &R, B — % FAZ BB T304 H 118 il
W (20034FE B NG, Tt MEMMEERZ
A, FRHRRHN — B R, ANEEEM) |

ZIRBEH A, R YRR DR R ST
Bk GRE DI S| R S &% S TS S N B /N
Al 25 TR AR 654 AL Xk 2 IR AT 2
Bt 00 T8 i S B 45 R, R 20034F K R IE
R EHEZ —.

MBEG: PR AT (Teva) Bk ¥ By A 7
(Pfizer) JAF 24 F1) Z3 W i 0]

F 25 e e S T Y6 97 2 BH R SR Y 2
Yy, 20144F 2R EBIR 4R T, HIEHA R R
EH PG /A A (Pharmacia& Upjohn) , 1%\ H]
200341 15 5 28 /) FE .k B PG 5 8 2 w) R R 2%
MR HIE T 30RTIARSC BRI, BRI KB,
WAL ENRE, KA MR kg, AT
20004 K FF FDAR AL HE, FFTERE & Frh &3l 717
b &% (US5688792A) . Kl (US6514529A)
gL (US6559305A ) 3 EE LA, % JLA % F
(R H 43 5199448 H16H . 20014E3 H13H I
20014E1 F29H.

20094E12 A, AT 1M 2 EFDAYE H200mg/
TOOmMLA 2% W itz 13 55 7] B ANDAFR 3, 41X R A 24
P W) £ FUS56887 92 A IR % F Bk k.

W B 28 W) BE BT 2010481 A 8t k6 LA 7 =50
US5688792 A% FI B &R AR, WHEHGA 7l A F

15



AR AT 2 S N LT S E LR e -3, JFA
PR — BB BL A AIANDAR IS L ME, X BRAUAT M =8
W By 18 7 TR HE DL TR AN 2K

20 TR RS IE G RE, 201245 H29H,
W iy 5 e DU ARAR AL 2 3K ORI AR DR 8L: W i P /F A BL
A7 T ) 2 e i 3 B R, o PR IAUS 56887 92 AR A AL
M, AETELZ & R BB ETR G B R A e 7R, DL
ARAT T ) 205 W o 3 5 7] B R A 5 A . BB BT AR
77 1) A1) 2 W fz A5 i) 245 33 S SRR R 5893 51 201246 A
27 HF120154:5 H18 H K AHFDAML#E, L iERT [H] iz i
R A A o e w2, AR T o R A s e 4
T2 T4,

3. X BAREFIFRIFEFRIIENX

5% [ X — B 24 it & R PR AP A 2008 JEUT 25 7045 1 24
)R AR 2] T AURAE A, R T R E R TR R
WaRE., Hui, FECRNEREKNZ0TS, £

T RV104EN, EEZ G TS G —H S 2kTmn
30% DL B0 HRIQVIAGE T, EE20174E 192 5 3
HMA6701CFE T8, WAESHIE, WmEtE20224, X%
FHEETF600012 K00, (WE3)

3.1. EMALZRITRRZ I

5[] 24 i 12 50 B0HE O B i) o e R A o B 8
A R E KT R 24 (0 S BR R, 2 A £
Pl B RE % D 2 M R A T R R AR R AR,
MR BT, RAF AR E LA ik 0 R R T
B AL, AT B2 B B HEAT T 2 0
K5, ISR S5 A LR E R,

L I A ) A R SE K T A B 2 S B A 11
LR, A2 E =ik TEHN ML
R 5 B E RN, PR T IR 2 Ak i & A T 245 1 3l
H. IR EFLR AR A T19864F Ll
HALRIAE1995F W 2 f5 SUARAF & AR A+, T
252974 80 % I A B AU AE L A M A P B 1912,

BEEHZ ML (2017, 2022F)

&3
@ ‘e
2017FEHEE Ex
L +zEx
2017
1 ESE|
2 hE
3 SN
4 =E
5 EE
6 [lic]
7 EWN]
8 BE
9 AT
10 mExX
11 ENE
12 HZH
13 CEEd
14 RXMIT E

Hith 250

iR
FEABKEY
(2011-17) (17-22F)
2022F =it 6.2 36
I 600
9.4 5-8
2.0 (-3)-0
4.9 2-5
1.3 0-3
115 5-8
5.5 2-5
6.9 2-5
4.6 1-4
3.9 1-4
11.0 9-12
10.8 7-10
4.5 3-6
4.7 1-4
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FDASLEHIZEHE (2013-2017)
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ARRR: SEERGMEEEER , LEKHRSOHW

2014

BEAN,  2hah T FIBERE I AT 8 T R LR B3 24
7R ARl A5 7 1R 25 2 7 Aol A A5 U, A7 BT
PE R 25 SR W25 & PR A g, SRR A2k
MR RAETE S, — 7, TR 25 B B AR A5 i Hodhe R
PR AE, X a] DLAR I SEBE — € 19 74 A 8
FEUC R A A, [, Tl R R A, B A
W2 L G SN B, A2 4l X 05 il 25
il e A AR A T AR S A A ACRIRIRAL, AT PR
P B B 1L A R 2 L AR AL,

3.2. M{HHAZRIFRF M

XA 1l 2 64 REUAR 52 i = AR A 24 i & A B 4

il A SEt R B, B i, 5% B 4 i 2y 4l 3R

&5

|9
B ERTHCE

2016

2017

BT — & DR R B & RE ML S—% FI 3k
i, XK KBOR T wI 25 i & 3, 1R T
G2 o VB 0 O (1 e = B K i 2T R T I R i )
KIE.

HRYEFDALARG 192015-2017 4475 il 25 I 22 4
PL %% 2013-201 504 445 i 25 1 H 3 7 BT shile i, i
M5 w25 B A AR (WLIE4) . s, A il 2
SIFEPE 2GRN 7 B AR, AR T 25 8L A
HERE T R 24T L HE S, PEBloomberg4iit,
3 4 1 24 o5 Ak 7 25 1 LG 8 A1 98 04F LT 1) 10 % 14
F20164E£A990% ( WLES) |

XEHIZBMRAZILF LS (2005-2016)
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FEREGZEFBRMBER (1995-2012)

BUREF ki BE RS R A 25 £ RS F 2 R E)

SRRk,

&
20
16
12

97 102,50
38% 38% N g

8.4 N\—77
L4
: : : : : : : : : : : : : : : : 0
1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012
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