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1. BEEREH

B AMR A AR GELBERI RSB REHEFER
HARBEAME R/ R ETERBLEEHARER &
J 3G o BAZAT B A A S B e RS0 BB B e EAPIAE - sb
AEEERMAAAMERZORT > 2 £ R LA AR
— BRI BRIR E AR E M BB R O RE HEM
B 7 RS B9 7T fEME o

2. MEARK BNEHEASEMRIZE
WA QAE T T A RIS BB B F B R
ATSRER ~ 8 E B B 37 2 BE R 3B F 3 (Investigational New Drug
Application, IND) * B#EZHATE — 2§ = ME AR X F A5
BTN TEREERLTEESHRERA
RIBERBAR HBIF BRETERAURERMERZH
BHRTE BESN SRR A BRITEAS
BRAAE S BRG] 5HE 154% B EAATEZR - MARE
The 2020 EU Industrial R&D Investment Scoreboard * # % Fu 4 4
FAMTIRFIAE 23K A E AP 48 X 1 4 18.4%[5][9] °



Preclinical testing, Post-marketing
research and developmeﬂ( Cinical research and development NDA review survedlance
13 2-10 years 2 months-7 years
(average 18 months) (average 5 years) (average 2 years)
Initial Shon m NDA o pil NlA
niti advisory
synthesis ‘m submitted committee  approved
Long-isaiSie [@ Industrytime @ FDAtime
S i
B 1 &M s g E[3]

RANKING OF INDUSTRIAL SECTORS BY OVERALL SECTOR R&D INTENSITY
(R&D AS PERCENTAGE OF NET SALES - 2019)

O

Pharmaceuticals & biotechnology
Software & computer services

Technology hardware & equipment

Leisure goods

Electronic & electrical equipment
Automobiles & parts

Total 38 industries

Aerospace &t defence

Healthcare equipment & services

Industrial engineering
Banks

General industrials

Household goods & home construction

Chemicals

Construction & materials

Oil & gas producers

2 AT

N 15.%

I 115%
e ——— R

i ' 6.1%

5.1%

I /8%
I 43%

4.0%

3.8%

IIIIIH%
3.2%

_ 3.0%

.:I 2.5%
2.4%

- 1.8%

¥ 0.4%

e R prereneres R presenanes oo yresnnnens pereearees )
0 2 4 6 8 10 12 14 16

¥ b RS IENAG 85 B R L) 2 HE 5 [5][9]
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B PAT » flde © E4E b 30K T # 8 B (Contract Manufacturing
Organization, CMO) = % %t # 7% B % % # ¥ B (Contract
Development and Manufacturing Organization, CDMO) 4T % 3% B
R E
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BREAKDOWN

B 3

(=) 2RULEXBRAY

A ¥ The Business Research Company & 2021 4 — A %% &) 3k &
"Pharmaceuticals Global Market Report 2021: COVID-19 Impact and
Recovery to 2030" » 23K % %3548 2020 45 1.23 k£ UK F| 2021
£09 125 R E T BAEEER(CAGR) S 1.8% LT Z T H ML 2025
FEI1TREL BEFHEER %] -

COVID-19 & 1% 31 4 9 &R & HlHh 6 - MELHRETKTEH > ABWE
FARBRERIEET FRIF L RBERTAH LRI HEIMERGET K-
R 5 EFESBNEAIREN 2L ERAE MMM EDLE T
T WH R TGRAEGRK T FLFNE L TR I 0 REER
Hea o MARIR R AR 0 2R BESTHOREK ©

AR 4% EFPIA %A1 2 3% % The Pharmaceutical Industry in Figures 2021[5]
£ 2020 AL E(GEBRRImER)E T 49% > £ 2HKE & TR K6
B BRI AE 23K 35 23.9% F BAL 23K T 35 8.2% B b 23T 7.0%:
FR4E EFPIA %7 2 #k % The Pharmaceutical Industry in Figures 2022 [6] *
2021 36 XAE T 49.1% 5 A 2K E TR RIBE - BRHME2IRT
% 23.4% > BB 23T gt sl LS E 9.4% 0 M B A 4E 23K 7 Eu ) A
THEZE61% -

-

OF THE WORLD PHARMACEUTICAL MARKET - 2020 SALES

Note:

) Europe includes Turkey

North America & and Russia; percentages

(USA, Canada) . ! ' might not add up due to
49.0% -

rounding

Source: IQVIA (MIDAS)
Q4 2020 MAT, April 2021
(data relate to the 2020
audited global retail and
hospital pharmaceutical
market at ex-factory
prices)

-

*Excluding China & Japan

I 5T B B (2020 445 £ 38)[5]



BREAKDOWN OF THE WORLD PHARMACEUTICAL MARKET - 2021 SALES

Note:
X Europe includes Belarus,
North America % Turkey, Russia and
(USA, Canada) : . R Ukraine; percentages
49.1% : might not add up due to
£ rounding

Source: IQVIA (MIDAS)
Q42021 MAT, May 2022;
data relate to the 2021
global retail and hospital
pharmaceutical market
(prescription only) at

Latin ‘ : e " : : ex-factory prices.
America ‘ Africa, Asia* )
3.7% e & Australia

8.4%

*Excluding China & Japan

4 2IRE LV ER M (021 445 £ 58)[6]

EETH S FHEAR AR LAY MTE B AT B A B AR 43T 0 B 2021 R
5] T 404E 2015-2020 4R E ey R &4 & F > ABAELLA 63.7% 0 BX
MSRKEGMER ~ KB ~ FRFA ~ BT RAR)ELE A 17.4% > B A4k
bb 2 6.9%  MBAPE KM~ B8~ EPERRBA A X021 % SHET
bt A 1.8%° M B 2022 F3R4E[6]F 7T £u 4 2016-2021 F R L7 ey #7
B E ¥ > LBAELLA 64.4%  BRM 5 KBEfEtb £ 4 16.8% ° B AL A
6.0% > MIAP B KM~ B~ B ERKBH A X6 21 184 535 5 354k
EERT 2 3.2% -



GEOGRAPHICAL BREAKDOWN (BY MAIN MARKETS) OF SALES OF NEW MEDICINES
LAUNCHED DURING THE PERIOD 2015-2020

Note:

New medicines cover all new
active ingredients marketed
for the first time on the world
market during the period
2015-2020

Europe (Top 5) comprises
Germany, France, Italy, Spain
and United Kingdom

Pharmerging comprises 21
countries ranked by IQVIA as
high-growth pharmaceutical
markets (Algeria, Argentina,
Bangladesh, Brazil, Colombia,
Chile, China, Egypt, India,
Indonesia, Kazakhstan, Mexico,
Nigeria, Pakistan, Philippines,

> Poland, Russia, SaudiArabia,
7’ South Africa, Turkey and Vietnam)

Source: IQVIA
(MIDAS April 2021)
5 & 2015-2020 37 Rl B =R BT B Y & aY £ B 58 1 6]
GEOGRAPHICAL BREAKDOWN (BY MAIN MARKETS) OF SALES OF NEW MEDICINES
LAUNCHED DURING THE PERIOD 2016-2021
Note:

New medicines cover all new
active ingredients marketed
for the first time on the world
market during the period

2016-2021
16.8 %
[ Europe (Top 5) comprises

Lt France, Germany, Italy, Spain
and United Kingdom

Pharmerging

comprises 21 countries ranked
by IQVIA as high-growth
pharmaceutical markets (Algeria,
Argentina, Bangladesh, Brazil,
Colombia, Chile, China, Egypt,
India, Indonesia, Kazakhstan,
Mexico, Nigeria, Pakistan,

¥ Philippines, Poland, Russia, Saudi
Arabia, South Africa, Turkey and
Vietnam)

Source: IQVIA
(MIDAS May 2022)

6 & 2016-2021 47 il & =R £ 7 22 45 & oY) £ T 58 14 [6]
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Wb 4o A B AIKE LT LEAL AR B MBS EMbLL
HBEEALAEER  BEFSHELETEZ LT ERYRLR AR L A
Sh ERFERHRTRAN Y RE—BEMms  BAMEHEMSILTS
B H2RBEDTHAAELLE TE 94%SHRBRRLNNEE » FRRET
[6]FF AR EM T4 > FPEEFHREDEELIRBTRKBERLZE £
RE2HRES HERESEEXIMEBERMH A -

PHARMACEUTICAL Ré&D EXPENDITURE IN EUROPE, USA, JAPAN AND CHINA
(MILLION OF NATIONAL CURRENCY UNITS*), 1990-2020

80,000 ¢

70,000

60,000 :

50,000 °

40,000 *

30,000 :

20,000 :
. ©
g8 2

(=]

10000 {8 2

—
w

.

.

.

.

seen ve X3 seels

1990 2000 2010 2019 2020

* Note: € million; USA: $ million; Japan: ¥ million x 100; China : Yuan million (**2001 year) @ O Q 0
Source: EFPIA member associations, PARMA, JPMA, China Statistical Yearbook
Europe USA Japan China

7 48 1990-2020 FERM ~ £ B ~ B Ao P B &g B EHE £ H[6]

0,000

sboh 0 3R P [6]7845 4R 2016-2021 SFEAR > B8 ~ b B FvEp E H 35
SHEET 11.7% ~ 6.7%H 11.8% > MmEM 5 KB fu £ B W 3564 -F 34T 35
WRENHE 5.8%F 5.6% > B ~ P B AuEp B F R R ah B 5L
Fo bt IR R I K BIF Iy B L BHE R FS RIS B
SPER RN 0 RUAMBE LTI R ER DR

FH—F @ ARIE202] FAREEFOREM]EE  EUATREER
FAREEB BN S KB~ BA - fo @ KBGRMNE TE R T35 2020 4
BTG A 0595 B AL M2 B LT 76% 5 ML FE X
M~ B EPERBBHN A EMEZIHAETE > 2020 FELTHAES
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2908 1& £

F 32k

7T #AE IR B S 3 23%

&£ 12020 F2 3K 8 545 E BB A 4]

ERHEAE RAMELS 1% 0 40 F

Mbr: @ET > %

& 3 2020 £ 8583 | 2016~2020 £ CAGR | 2021-2025 £ CAGR
n i N 9,595 3.8 1.5~4.5
-4 B 5,278 4.2 2~5
-8kH A B 1,804 4.4 2~5
-8 & 882 -0.2 (-2)~1
MERRRAT 2,908 7.4 7-10
A B % 150 3.9 3~6
43t 12,652 4.6 3~6

fﬁuu%s%/ FARBRRIR » FAME 2026 FRFRAT = KGR B 5 5 A

JER B~ B R AR P RER BB Ed 2019 F

& 1454 4“9‘—7t, 3w 2026 &4 3112 15 £

F 22019~2026 SF2FKAT + K& B B4 5 Fa AR (4]

ELBEFREEL 11.5%:

MGr: RT > %

B AR B 2019 § 2026 ¥ 2019~2026 %
#HER RAHER CAGR

Oncologics(# & M #) 1,454 3,112 11.5
Anti-diabetics([# & #/H #) 510 669 3.9
Immunosuppressants( %, #% 4p ¥ &) 240 613 14.3
Vaccines(# %) 325 561 8.1
Anti-rheumatics(3L B B H #) 569 496 -1.9
Anti-virals($i8 &1 #) 388 429 1.5
Sensory Organs (B, E5H &) 238 351 5.7
Bronchodilators( % & £ H #) 278 322 2.1
Dermatologicals(& & H %) 138 320 12.7
MS therapies( $ & #iLEH #&) 227 250 1.4

WHXMN -

World Preview 2020, Outlook To 2026, EvaluatePharm, 20205 6 § °
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(2) 6BUBEXBERATM

MBEBEHR T ERBERZ 2021 AR ALK E4] BEFERER
BMEE - BERAAREERBERALEEE W RAARSBAEE MM E X
T B 8 ﬁfrrﬁ o KB A AEEL LG 2019 Fe9H LW 5597 B K
E 2020 Fey M &R 6,011 T R HEE S 244 890 &L 0 #2019
Ft 4.09% 0 4B AR D EFE

| EHER |
e 5 = i
i & & 5
& % S &
i = it i
E £ E
¥ % +
R BTAR R e
slElE(a|m| |E(n]=|5 ElElEImElE] (&) &
U = | e | 2lEx % a2 [ | e | e w || &
B2 [2] 8 AR BlE(w|@]a] i || %
Rk kA A EGAEIERE AR = |
il I (| (2 slalalsl |2 &
{5 % & #HlEle]= &
0 A W # | F
= it
# i
%
8 B A & ¥ (¥ R H A M HATRFS E)[4]
BAL - FrEHET
7,000 -
6,011
6,000 5,597
4,875 5,148
5,000 - 4,700 ’ 2,055
4,215 1,944
4008 © 1,706
4000 | 3500 813 1550 1625
n =
3,000 | 960 1,924
pa1s  Laes 1592 1O
2000 | 092 Lie L2 LSO . .
-~ B B EEEBEBESE
738 782 822 884 940 986 1,047 1,106 114
2012 2013 2014 2015 2016 2017 2018 2019 2020
FERER wRE O BEST Bt
B 9 REAHKE£5 EBRKRAE[4]

10



FKE 2020 FAFKIZXEERED] 697.08 1&ET ° 4BE 2019 S K& Ao
26.5% 5 2020 FJk > B ETABAFZ NG HA 124 0 Bl A 2712 18
L AA 62 TAR N BEAFEARET > 18 AT N3] BHENAEIR

BARBEEESATEHB - RME - FERAMEBFAAR -0 F
3T BEABNIRRNEEEN O HLARLBEBEXRE L B ME R
ARF AL FCAHBABANERE - RHEABRTHR» XS 4
RAEEEHFIBREHRER A AREEERTHNELZRE - RAR
HMELERBEEATHELIIANGSREE NGRS CRAREEE
ML ER B R - AW E B AL R HIBESOERAR LEN K
R EEERBERAAY REBRE B AT AR YA BHE N IR
HET > ERBIRAEERE ) PEAARRELAE  HETIHUARA
HE->AERFBRA > G{ESL T LRGN/ T EINELR -

R 3EBNEELRERALERE S A4

A ¥ RA B TR A%RH
BRAgr ¥ BAt#E ~ b B MAH
HEEAT K NP
P E K A BEL R ER RV RBRFL  BEBRES
P REEE T E PE/MHBNE CREY R AT R PRI B ELEN

2020 FREZXSEBIABLBEARMEL S > L+ ELEMER
BIREE X2 EHARE 50%  RHEGRAREE LS EHES 30% - 2
LERTFEYBURNT AL > SO RRELTISA X (RAZEML
R E2Ie A BRREE) > TR HE) -

ARREAMERAF RN ESEEZ(RT HBERIFREZ)TRA
BROB % 3 fE £ W) 4 4 8k (Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme, PIC/S) sk B Bl % — » £ ik $)
N BT 2 @ E s PIC/S #91E R % ob ® % M 5L (Good Manufacturing
Practice, GMP) LA #F & B IR 7K 48 - 78 Bp Bl 9 B 7 34 © B 3 vy B PR AL 38 A
w1 I3 Rk I T 5 2 R o

RBEBIBARE 5 Ao d o Triar 0 2020 S RBEEA &
OR G R R BB A 84 T M LBERBI0BEEA 2 F B
TEA 10 FmAe s o 28ERIE I 0 BT RE B4 BB 2 AeR
BN AR SR BPAE AR OB R 3 o
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W E R > TEME 1897 4 Bayer 4 3] oy WpasH#t B Rt 3 &
BEEARACTT LG BB R e AR T AT & « 2R > & B 3k % #
AR HPERGAREFRETES T A BIbf BB E 9 R GE
BRI AT ETRERFBEYES FRERLBELEY
B 7% B 2k R AKTE 0 B RR 21 S ARARAL A & RAZ 09 2L & RAL 2 A2 B 4t
B4 > AB4E 1950 FRFE T — R B R o fEILiTE 0 B
% R@IACZEE R N Fibbdh > R AEFTAE -

e % B2 AR ey B R > 1953 4530 T DNA # AR se &% > 1973
FHEATHERREARMN BEAME AR IR REIE 2085
BT AMBORARKIT BRBERRARBEENS — Ry % - FH
WEFEZEMEER T ERN TREBILLERBEE [\ TFEY 12
HAA DTt (Bl4e  BEREGEEE  HERANG AL &
i B AR R R R SR AL R R R AR ) M R AR e 3 R B s U R B A e
My RARFIZIERIAE 0 BRE R RN B R RILTE °

B LT ko 0 B4 KER S Ao F 2 4 (small-molecule drugs)Fe 4
4 # B (biologics) M K#8 « Ny FREHN R FoaMs 92 BEAE
— R M BT 24 1000 & H A& (daltons) A F &g A #A b4 0 14
& [T #7 T % (aspirin)~ % 45 B% (taxol) ~ %% =k (morphine)#v #% & % #k (penicillin)
EoAMBBARBRNBARN ST RdaihmEEmR > il 4
B6,:% % (cytokines) ~ ¥ #kHL#% (monoclonal antibody) ~ 4 f# % (hormones) 2, &
¥ 48 7% % (recombinant vaccines)¥ AR FAEMEE - T EY
BEAEFEN TUFE@BBEREI Y TRELE R R PR EER
PN TFAE R T O R 5 Rl & E BUIT R AR G A Ao E By AR gL
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F 4 NNy TFAA LA My B R L

N FA A EX /-
(Small Molecules) (Biologicals)
small biologicals | biologicals
BT Ko 20-100 atoms 200-3000 atoms 500-50000 atoms
SF= <1000 HTEH+E
B2 4 34 T 7 0T & AL E@REE | L0k A % (EPO)
AILEWEEHRFT | Avastin FLE %
iR o RIES & SR RIHE 0 RHNERS
F A #4 32 REyEHEEAN D | BhRNOME @B LYIREESR
B o A A B JE > AER AR 3k
ik SHM - ORAE | FHIREHXRETSHEAE
o AR R RO R AR
BMERE | & 424 0B Bk #E
g &l BT 7 18 2 ME A&
W B 3R o A 2R
FH K AT 2B R f B 9 TS T R TR AR
£ E X R AR FE B A B 142 % DNA & 4 H b
1B 4, FIF Ayt B L (B0 © KA )
A E Bl bR T2 Hlglad | AT it THERERS
PR
A b A | 10-15 F 0 FFBH | £ 2B ARG REE
%ot

WAE XRR 43 [8]403t © B 1993 S £ 2020 F AR FDA #fwy %4
=¥k ER N yFES(E =) fw 2020 5 FDA ok E e #t B &
o4k 53 HBEMTH 40 HABN I TRY Atk 13 HAHLEME

i -
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60+

M BLAS
B NMEs

"
c
1

Iy
=]
I

Number of drugs approved
s 3

=]
1

B S S S S N L N N A . N S SN PO SN ARG SR S S S S SR S
R R L. LPC LN LR S R SR M U R C R RO I R O O O

B 10 B 1993 FZ 2020 4 FDA A% e & mFE$a4:3H[8]° NMEs : #i T F 8¢
#4) ; BLAs © A ESFT ¥ H)

2L 2020 FARAT R EAEWG A B L2 4 EBRMILE N T EY
WAMBLES S BRESRSABEEMG R)IERKNF °

& 52020 2 FKAT+ AR B4 & FA[4]
WA @RT %

SRR EE LA ITERBE 2019 £ | 2020 5 |2019-2020 | A &
LA ENE LKL Ak % By

MBLERM B X LM

Humira (AbbVie) KE -~ #£& - o F 3 191.69 198.32 3.46 (L Hh R &
AENIMB XY

Keytruda o

(Merck & Co) ER D A =+ 110.84 143.80 2074 (A & &

Eliquis

(Bristol-Myers FL% o & 121.49 141.17 16.20 o T %

Squibb/Pfizer)

Revlimid

(Bristol-Myers SHEMTHS 93.78 121.06 29.09 (o T #

Squibb /Celgene)

Imbruvica (AbbVie/

Johnson & Johnson) HE R 80.85 843 427 | T #R
Eylea (Regeneron/ A A g LR

. 3 2 arr
Bayer/Santen) o A akr Xl 7542 83.60 10.85 [ 4 4 %

(RVO)

Stelara(Johnson &
Johnson/Mitsubishi X ¥ 65.91 79.40 2047 | # 2
Tanabe Pharma)
Opdivo
(Bristol-Myers LA - 80.04 78.87 -1.46 | A & 2
Squibb/Ono)
Biktarvy(Gilead "
Sciences) HIV 47.40 72.6 53.16 [ T #
Xarelto (Bayer/ | 1o o0 #y 69.30 69.3 0.00 |4 4 F &

Johnson & Johnson)

WHXW: FLFENR EBRRPRBITOAHEEERABET » 2020058 5H -
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Juy

2 % % (Generic drug) & ¥

(—) BLREXBERER

S8 XHMIEFAERHE LG LS LA H5 R B A 4 ob
K& % (Brand Drug) ° 245 FDA T &£[10] > S L &iseh R — %4 - LA H
Ao BE SRRE LY MESSERAR I RHETET
B R B AR ) o B BB Sk AR R BN E RS L R R S R A
W E M IRBp 0 TR LRI 2L BT AR F ey XA AR P AER B4R
B 5 1 2 AR ) B BE R R AR T DO £ 4 BAF A R g ey R %
B

AR E B AL EERE R RIS E > ABAE 1938 FiEE £ — AN
fb#y ¥ % & Bk £ | FEDERAL FOOD, DRUG, AND COSMETICS ACT OF
1938 (FDCA) > 342 1962 4 #4145 3T (Drug Amendments of 1962) % B & 7 24
@ 5h 32 M RO K (effectiveness)VE & & Bn FAAT B o haft - L SLPEB 0 37
LHBEZATERBAZER BT EEAHEERIBRARKRA LEEE
KA FE LR ek By %GR A FAREIAR - S BB 4 &
Z RO BRAEEITE -

FDA 4 1970 SR ZL R ERBHE —BHH ERILZF
(ANDA) > i FDA B4 1962 14 ¥ 32 ANDA ° £ 4 & Gdn e ik
RENEDZERBERETR KGRI E L LR 24 B2 Sk
BAFHT - 2 1962 2 1984 F2 B > 48314 150 18R B £ A AR B
W AR RA 1518 ANDA & FDA & H ¥ 3% > B8 E RN TR
'F °

BHE 1984 0 ABBEGRHELBERFEFIRKEELEE X
#% Hatch-Waxman 7% % (Drug Price Competition and Patent Term Restoration
Act, Hatch-Waxman Act)F# /R ~ 24 BBRBHETHE =T RFAT
WA B e G B B E ¥ o5& 8% o 4 Hatch-Waxman 7% £ 4 % &)
20 45 RSB WEBERAB S &G mMHH e %4 BB ETHFE Rk -
S €S & Fa B/ ¥ (Congressional Budget Office) & £ E i 4 5 &
B & % %3t (Federal Trade Commission)Z 443t > 1984 S35 L 2 4 # 2 #
F1E% 19% > £ 1996 kB 43% > £ 2003 F$ 4 BN ERAEHE D
Z T4k R T3E 50% [46] °
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(=) 228 E (B RAE(11]

7t Hatch-Waxman /£ £i#8:8% > BB H EEZHNBRRKEREANE
Ko Rt d) 2 4 % 4 2K E R K - KPMG 3R4&E[11]465 4 > 2014 F
22019 F > ENGHELOEAREDE > LR ERBFHK
5.7%°2019 > £ 2B A 45 B B3R F T 0B A Lo B B TR A {R K H7
B HBERBETERGBER M - MARS F 0 BH —Ho i 5 EHH B
B R BE LRI SA%NAEEFHE > B4 2025 FiE P 4970 B E
L4 EER o

2014 2019 2025F

Source: Generic Drugs Market: Global Industry Trends, Share, Size, Growth, Opportunity and Forecast 2020-2025,
imarc Group

B 11 22%& 0558 E4 LT EE

A 2020 5] 2026 4 0 EFHBH 6N T E LB E NI il —
1 HP 82 R A4 B SN 10 18 £ Ty 54H % 5h(blockbuster
drugs) » H AT = K& AR B AR 0 1 7 BE B (19.6%) ~ T A4 48 & 4:(18.7%) A
AGMEPUREEN1.0%) BHEZERE AL L ERAME ke
B TS S G AR B JE R B -
£ 6 ZAEME AL 2020 £5] 2026 F R EA0g N F ST St

# of blockbusters and other small-molecule drugs going off-patent globally

Year 2020 2021 2022 2023 2024 2025

Blockbuster drugs

Dol sl 190 219 291 254 255 318 383
drugs

Notes: “Blockbuster” refers to drugs with annual gross sales greater than $1 billion. Year of patent expiration for the last patent-protected variant of a drug has been considered for
analysis. For example, if a drug is going off patent in the U.S. in 2022 and in Europe in 2023, it has been included in the patent expirations for 2023

Source: KPMG analysis based on Evaluate Pharma data.
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= Xtandi (3.6)

= Januvia (3.5)
Entresto (1.7)
Odefsey (1.7

= Vyvanse (2.2)

= Tasigna (1.9)

* Invega Sustenna (2.7) = Vimpat (1.4) Descovy (1.5)
= Myrbetriq (1.5) = Galvus (1.3) = Esbriet (1.1)
Sprycel (1.9) = Chantix (1.1) = Xarelto (1.2) = Bridion (1.1)
Zytiga (2.8) = Tecfidera (4.4) = Pomalyst (2.2)
= Aubagio (2.1) = Xeljanz (1.9)
= Janumet (2) = Tradjenta (1.7)
= Latuda (1.7) = Ofev (1.7)

= Xyrem (1.6) Farxiga (1.5)

Opsumit (1.3)

Source: KPMG analysis based on Evaluate Pharma data

B 12 EAH 454 2020 5] 2026 SF5) HA 6 By 44 %

11.0% 72% 54% 5.4%

Based on percentage of patent expirations between 2020 and 2026
. Oncology . Gastrointestinal . Musculoskeletal

. Central nervous system . Cardiovascular . Others

. Systemic anti-infectives

Source: KPMG analysis based on Evaluate Pharma data (100% = 1,910 drugs)

B 13 ZA# 454 2020 3] 2026 F 5| 81 04 2 504 AR B 4t

WELAG o E ARG B R Ty B ¥ R4S 0TG4S BB AR
LBEMAE FRABMEREEZLENY > £ 2019 FHLZLEHA
RLHELH 90% > ME 2023 F 0 B 90%EH E P L BTSRRI
4150 fEEUHIEE - ARMA R OHEUEZLBERAZLRBAZNE
FoORBERNEAETH TLLENGER - fpldo BRELEFNARA
B% 10 £ & 30%R—FE 68% > FAst 2] 2020 KT LA E 80% e
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90% 85% 84% 84% 81%

73% 68%

uU.S. UK Australia China Germany India Japan Europe Spain Belgium  France Italy

Note: Generics utilization rates refer to market share (by volume) of generics within the overall prescription drug marker]

Sources: The positive impact that generic and biosimilar medicines have on patients and health systems, International Generic and Biosimilar Association, Oct 2019; Improving
market efficiencies will promote greater drug affordability, PRI Center for Medical Economics and Innovation, Jan 2020; US Specialty Pharmaceuticals, Barclays, Jun 2019

B 14 &RELEAAFERKEE

—fkmET o ZPLEFARBRIEEHNEL L fﬁé(lntemational Non-
proprietaryName INN) &) i@ F /AL & #% iE/ﬁ‘ BRE > ARG %24 ey R

GBS B R L R R A LA AT b Ao G e R iﬁk)ﬁ% i
4‘§:i T s h# 4 % % (Branded generics) ° %H@-"—%/’Z &% ANDA HfEE
e B (e BT T L LU E R T4 LA ERA T
LABEITRE - B S B E T b B N5 FE - LT sed 34 2
Mgk ey R E AR -

The Pharma 1000 [12] ¥ * Torreya #& 4% INN £ % % (INN generics) A &
SR L BEITRIT BB TERN P L ERFE - RIBEERMFET
foo BATRERYPLEMEZRATRARNE MY RALP L ERE AR
N SR Z 4 B o
& 7 RABEZE L ER(NN £ 4% %)[12]

Value Rank Revenue Value Rank

2021 Rank 2021 2020 Company Country Portfolio Value Revenue
1 2 3 Viatris United States Diversified $40 billion $16 billion
2 3 2 Teva Israel Diversified $32.8 billion $16 billion
3 1 1 Sandoz Germany Diversified $26.5 billion $9.9 billion
4 4 4 Sun Pharma India Diversified $25 billion $4.8 billion
5 10 6 Dr. Reddy's India Diversified $10.4 billion $2.7 billion
6 5 5 Fresenius Kabi Segment Germany Injectables $10 billion $3.7 billion
7 9 9 Cipla India Diversified $9.5 billion $2.8 billion
8 13 8 Hikma United Kingdom Injectables $8.2 billion $2.4 billion
9 8 n Endo International United States Diversified $7.8 billion $2.8 billion
10 24 NA Gland Pharma India Injectables $7.7 billion $537 million
n 7 14 STADA Germany Diversified $7.7 billion $3.2 billion
12 15 17 Zydus Cadila India Diversified $7.6 billion $2.1 billion
13 20 12 Torrent Pharma India Diversified $7 billion $1.1 billion
14 1 10 Baxter Pharma United States Injectables $6.7 billion $2.5 billion
15 12 7 Hetero Drugs India Diversified $6.7 billion $2.5 billion
16 14 16 Lupin India Diversified $5.9 billion $2.2 billion
17 19 18 Alkem India Diversified $5.8 billion $1.3 billion
18 17 13 Apotex Canada Diversified $5.4 billion $2 billion
19 6 15 Aurobindo India Diversified $5.3 billion $3.3 billion
20 16 20 Amneal United States Diversified $3.5 billion $2.1 billion
21 25 25 Ajanta Pharma India Diversified $2.4 billion $423 million
22 18 23 Glenmark India Diversified $2.3 billion $1.6 billion
23 21 22 Emcure India Diversified $2.2 billion $808 million
24 27 24 Natco India Diversified $1.9 billion $255 million
25 22 21 Pharmascience Canada Diversified $1.9 billion $700 million
26 26 26 Pharmathen Netherlands Injectables $1.9 billion $283 million
27 23 27 Akorn United States Liquids $1.8 billion $664 million
28 28 19 Padagis United States Diversified $1.5 billion $968 million

Source: S&P CapitallQ and Torreya analysis, November 5, 2021.
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Revenue

Value
Rank

Rank 2021 2020 Company

Yangtze River Pharma
Viatris

Pientzehuang Pharma
Teva

GSK Established Brands
Sandoz

Sun Pharma

Celltrion

Changchun Tech

Kelun Group

Jemincare

Sino Biopharma

Abbott EPD

Yunnan Baiyao

Walvax

Dr. Reddy's

Fresenius Kabi Segment
Huadong Medicine
Shanghai Pharma Rx
Cipla

Tianjin Pharma

Aspen Pharmacare
Kangmei Pharma
Hikma

Roemmers

Hualan Bio

Serum Institute of India
CR Pharma Rx Segment

>

%
3
>

Country
China

United States
China

Israel

United Kingdom
Germany
India

South Korea
China

China

China

Hong Kong
United States
China

China

India
Germany
China

China

India

China

South Africa
China

United Kingdom
Argentina
China

India

Hong Kong

2 & INN £ % 2)[12]

Portfolio

Oral solid dose, TCM
Diversified

Oral solid dose, TCM
Diversified
Off-patent brands
Diversified
Diversified
Biosimilars
Diversified
Diversified

Oral solid dose, TCM
Diversified
Diversified

Oral solid dose, TCM
Biosimilars
Diversified
Injectables
Diversified
Diversified
Diversified

Oral solid dose, TCM
Diversified
Diversified
Injectables
Diversified
Biosimilars
Biosimilars

Oral solid dose, TCM

$42.9 billion
$40 billion
$38 billion
$32.8 billion
$27.1 billion
$26.5 billion
$25 billion
$21.3 billion
$17.1 billion
$16.1 billion
$16.1 billion
$15.4 billion
$15.4 billion
$14 billion
$13.4 billion
$10.4 billion
$10 billion
$9.9 billion
$9.7 billion
$9.5 billion
$8.9 billion
$8.3 billion
$8.2 billion
$8.2 billion
%8 billion
%8 billion
$7.9 billion
$7.9 billion

Revenue
$16 billion
$16 billion
$1.2 billion
$16 billion
$10.1billion
$9.9 billion
$4.8 billion
$1.7 billion
$1.6 billion
%6 billion
%6 billion
$3.9 billion
$4.3 billion
$5.8 billion
$543 million
$2.7 billion
$3.7 billion
$5.3 billion
$3.6 billion
$2.8 billion
$3.3 billion
$2.6 billion
$702 million
$2.4 billion
%3 billion
$824 million
%862 million
$4 .2 billion
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™~ fEJE % ¥ (Oncology drug)

(—) BB EREREE14]15]

FERAIEABAELRRER IV ET i EAOREFTHA L
Yo BMBEBEABARE REABWNABEBRENRANE }MéIiF“]né
REARTCRG BB L ERIPELERIE RS EIER LI

E?‘é*%}%kﬁ LA MR — o

SHBEEBEFHEZRBRYENME > 2020 FEHRELE M HE
B A 1,930 (1,810 BERAEIFZEEBEER) > FEiL 1,000 ¥
BELTHEI(990 BERCEFZEETBAER) - LF  LHIURBETR
B R AR T ROTERIE &3 F 230 BEFAEEI(11.7%) 0 ERAM
H(11.4%) ~ & BB (10.0%) ~ AT 31 (7.3%)F0 B H (5.6%) i 47 2K
RBELATHEZRRE » F3tA 180 BEAZLT(18%) ARAL ABRE
(9.4%) ~ AT (8.3%) ~ B 5 (7.7%)F0 4P SUAR I (6.9%)[15]
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A Both sexes
Incidence Mortality

B Males
Incidence Mortality

5.5 million
deaths

C Females

;: Stomach 1%
6.0%

4.4 million
deaths
15 2020 437 + K& & 69 9% Bl Fe e ot 0 @35(A) B % ~ (B)H A (O) % tt
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& 92020 & 69 ¥ 5] Fu FE T BT

NO. OF NEW CASES (% NO. OF NEW DEATHS
CANCER SITE OF ALL SITES) (% OF ALL SITES)
Female breast 2261419 (11.9) £84,9% (6.9)
Lung 2,206,171 (11.4) 179,144 (18.0)
Prostate 1414259 (13) 375304 (3.8)
Nonmelanoma of skin® 1,198.073 (6.2) 63,731 ({0.6)
Colon 1,148515 (6.0) 576,858 (5.8)
Stomach 1,089,103 (5.6) 768,793 (1.7
Liver 205,677 (a.7) 830,180 (83)
Rectum 732,210 (3.8) 339,022 (3.4)
Cenvix uteri 604,127 (3.1) 341,831 (3.4)
Esophagus 604,100 (3.1) 544,076 (5.5)
Thyroid 586,202 (3.0) 43,646 (0.4)
Bladder 573,278 (3.0) 212,536 (2.1)
Non-Hodgiin 544352 (2.8) 259,793 (2.6)

ymphoma
Pancreas 495,773 (2.6) 456,003 (4.7
Leukemia 474519 (2.5) 311,54 (3.1)
Kidney 431,283 (2.2) 179,368 (1.8)
Corpus utesi 417367 (2.2) 97,370 (1.0)
Lip, orzl cavity 377,713 (2.0) 177,757 (1.8)
Melanoma of skin 324635 [{W)] 57,043 (0.6)
Ovary 313959 (1.6) 207,252 (2.1)
Brain, nervous system 308,102 (1.6) 251,329 (2.5)
Larynx 184615 (1.0) 99,840 (1.0)
Multiple myeloma 176,404 (0.9) 17,077 (1.2)
Nasopharynx 133354 ({0.7) 80,008 (0.8)
Galnladder 115949 ({0.6) 84,695 (0.9)
Oropharynx 98412 {0.5) 48,143 {0.5)
Hypopharynx 84,254 (0.4) 38,599 (0.4)
Hodgkin lymphoma 83087 (0.4) 23376 (0.2)
Testis 74,458 (0.4) 9334 {0.1)
Salivary glands 53,583 {03) 22,778 (0.2)
Anus 50,865 (03) 19,293 (0.2)
Vuha 45,240 (0.2) 17,427 (0.2)
Penis 36,068 (0.2) 13.211 {0.1)
Kaposi sarcoma 34270 (0.2) 15,086 {0.2)
Mescthelioma 30,870 (0.2) 26,278 (03)
Vagina 17,908 (0.1) 7995 (0.1)
All sites excluding 18,094,716 9,894,402
nonmelanoma skin

All sites 19,292,783 9,958,133

2New cases exclude basal cell carcinoma, whereas deaths include all types of non-melanoma

skin cancer.
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B AT E 8978 Ik iR A A B K HE 0 B F4T ~ A E % ~ bR ~
Frm bR AR IERE IR Rk - BIEGHRAABE B 2R RER T ERK
B BB EMBEGE s TRAOBMBE LIRERK °

VEB MR AR FHGREHRAN— Ry EHEHB &
RO BESFNETLE EELEANBEMEEMERE - K4 5K
UBACR TR T REREN S —REE MO ERA LS OB EEERE
R T TAT0RE > AMAEEFEZ AR TR LOEMER -

ST bk A REREN S —REE e @ bk AR I0 H] B R
HRER - EOE RANNREERREFOMIBIRE > MHpH] R AT
e R o [ 3% Sed) B4 LA ROAR B oY A AR SR A e B B TR R G R B BR R
SO ERREANMME— S ey EHERARRE RAEHILLE RS EA
HHRAER ARG R Gk &4 o BIE MRS IERBE T Ay ARIE L
BREENUR Ny Tl @4 RVERMES % 0 TRELAMHFHS A
VER A REJE b B A R AZ 9% ~ REB % & o, ~ BB R LR FEREI 47 -

W %k ek R AR R R RS R BE Rk Gk 5 AR E
HB G RRARGE L R BIIETE TR RE  ATEH] KARFR T 40 L © T
JE R RREEZEM S H & PD-1 ~ PD-L1 #ov CTLA-4 ¥4l & » H T hud
T 4o o A REJE 4o B 63BN RE N R L7 - 8 B IR A SAEH B o B s A%
GREE el B —F @ b E By @Bra AL FFEB A R
Fuh A Koo 4T AL BEJE 4m B R 5 0 A RAn IR ERIRAS o SUBEE S B A AR B
M E BT A5 o8 0 — #8 A 2L Sorafenib 2 Apatinib & AR & 89/ F
Yo b B4 ; v bd Bevacizumab ERRITEE # Atezolizumab B ARHLEE
BREGELERBBERL T EY - MHE LR EBIHBOER > AR
AT B Gk e R BRI B E — B P Aol B ek
Mo AR LT o F o EEANET AR 0 L R f IR R E
WA R B ERHEREF -
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(=) BB R a RARE(13]

FREE R RER F S ey KT ~ BRI G0 N F B E ~ ERRBA ISR
EHMAM  EABREHAERDE AR B EHE HEKTERT 0 R
TR 2 B R ARG AR G IRARIR 0 £ 2021 R BEBZABBATHS E
REH  HEYHBEEAEERE -

1. EREBEHELE T—H#ROEMEMHEELE L REIR X H(CAR)
T 4= o k% - FDA #it# ciltacabtagene autoleucel (Carvykti) A 7 % #14
F#EE > Carvykti A % — B ARy T B A 9449 CART &
% o #bgb > axicabtagene ciloleucel (Yescarta)sx 2 % — 1872 ¥ B 7% #t &
CART ik » MBAT F B AEFHAE F 09 3 AR R AR K o

2. 2021 43K & R H 09 BEJE F7 75 4 H (novel active substances, NAS)

BHE 304 AT ¥ Eask A 2012-2021 4 Rt A 159 M ¥

o EWERE > iBE 20 Foy R ABEE R 21518 - ARIFE L K 2012

£32]2016 F 0 2HFHEFEL S EEEEY 0 124 2017 F3F] 2021

£ DRI P EFEE 2 BEHGEBEEY > E2RELEH -

3. MR AR R e RESE B b PR MR B e = 52 = o £ 2017-
2021 44 T 68 AT H B RB Uy 4y - FHH 2012-2016 69 3538 ©
BB ST BN E| B AE R3IR0 12 5 iR B 04 17 B M & 43 AR
R AR £ 2017-2021 RISt H kB E T 36 &Y K FHH 2012-
2016 4 Fal 4 5 69 20 18 -

20

1
10
5
10
6 5 7
2012 2013 2014 2015 2016 2017 2018 2019

2021

|GD) Hematological cancers - Solid tumors
B 16 4 2012-2021 R &K E RH# ey B E D E

4, f£BE 5 FF(2017-2021 F) > FRHEH T 83 MM A AERE B4y > 48
BBk 20 FRNER LT AIHUE B R3iED] 184 M AL ALK
SEEBEMETHE—BRR A EFEENHA BESFELET
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BIEBENT - B 21 REMHALEER LT > mEBLEHT - F 19
BAGRNFTRAKB RS > BT T ARRMNAIIRBABAZRTS -

5. feiBE 5 FF(2017-2021 ) @M 5 KBl S T 58 437 A gE g i dp -
BAFEBE 20 FRETOIUR Y R3] 144 & midk S £
EFERETHREBENT > F 31 REME S S RIIFERMBLE -

6. i 5 F¥(2017-2021 ) PEIESH T 61 A EBEY > AR
7 2002-2016 484t 41 BREIE &40 > TR AR K o HRITRER
B B R % 5 B R E 2 B (NMPA)E 8 64 dvik ] > A B3 AF B A 40
MEBENELTLTRAAR mBES FATR ETEBEMESR 61
HoHEYREF 3 REFTRUINAAGHHETE -

7. B 20112021 R £ K 96 AN G R THRBN AR EMHEE
LA Hob 25 T AN S B EE o MRARSRME L & £ & 5530
) BREIE R LG S A WAREY A (biomarker subtypes)#d
Rfe 6 R 0 B35 A\ FE ke B 25#pH) Fl (checkpoint inhibitors)fo — f& 4 45 £
I L34 (bispecific antibody) °
B—FH@ TH 17 ANEGERIRBONELET Ly ats =44
¥ HER2 Byt A $UAR B (HER2-positive breast cancer)fv = & M4 SLAR &
(triple-negative breast cancer, TNBC) &) Hu 8- % 18 5t 4 ©
R % B R T 6 & 5 BLAE A4 4 3B 1R 2 A0 B (PGx) - BB M AL 3
2o AR AN EHEFELS BB SR B PGx & — IR AR
ARt B EHE T EME AR RREGAMR RRIEG TR > K
BEYERE G BERMEEZE o

Total

launched

2002-2021
=g= Globa 215
-—g= US 184
—@= China 102
- EU4+UK 144

17 B TBERFREBWERNET LTHE
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0000005/
00000000/

Source: IQVIA Institute, May 2022.

@ !mmune checkpoint inhibitor

@ Antibody-drug conjugate
Bispecific antibody

PGXx testing

(O Other targeted therapies

/\ Non-targeted therapy

A Non-targeted therapy w PGx testing

¢ Indication withdrawn

182011-2021 SFi £ Bl 4 89 96 & T B2 HLk B4 2 18 e JE 4 %

B 2011-2021 R > 4 55 HIE R A ER kB A TR B £
Ao HP 17 EEMTAR S HEEERE o IFE T £ % 28 Non-
Hodgkin’s lymphoma)48 34k 5 % Z st (23 #2) » K F 45 WA CAR T 4a
Bk kA ZAE SR BRI 0 E R RANERALE REEIEMH R B MRk
&7 (relapsed or refractory large B-cell lymphoma) °

A—H @ OF 12 R SERTHBONE > LY ek — 4 CAR
T éafeix iAo iRg- BB 4 - EATE B 9L > 2022 A0 414 S 38
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MR B L 5 —4 CAR T @aik(fh Rt A) > RiLHmiEE ¥ ok
e o

BEHH O wRELOHER D AN @INERIFTELHRE
R REHEERC @GRk > £BETFF 0 ZahmkA WiE CAR
T tmfe ik ~ — A B MG — R - MBI T NG

0000
L 1

00000000
0092000

D
o¢ 000000A

C
A

Hodgkin’'s
lymphoma

x X
| Jole]e)
Multiple O O O
000 myeloma @ O O

A

Source: IQVIA Institute, May 2022.

@ [mmune checkpoint inhibitor
Antibody-drug conjugate

@ Bispecific antibody

@ CAR T-cell therapy

. PGx testing

O Other targeted therapies

A Non-targeted therapy

¢ Indication withdrawn

192011-2021 SF % Bl 36 4 09 58 #& fu iR HuE B4 2 38 JE R 4 %

2021 FAHBEEEM X HME 18501 £ £ P 74% % & £ O
TH(ER ~ B 5 KB A B R) &R 2017 549 77% « THETH AR
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REF B RIAITAKRABE R FAM > 28N 5 AR X H AT

£ Bl ey X B4 2017 69 500 £5 £ T EFH2] 2021 F4y 750 fE £ T o
A6 2K Z 8 41% 0 A&RH 2017 F89 45% - B 7 Bevacizumab ~ Trastuzumab
#o Rituximab %445 & oy £y HEGE > TS AR 2021 Fa938 kK
% AR L O-12%BE N MARE S AR K EYIFE REE S B Y
WMEMBELBRANERRRE TS EE -

WAE LT RRAREE LG IE R B R L 0 SRR R
RAZERRZGED IS - 2021 FRERRHL I EHE A 250 BET > 16
I E ) 14% 0 HH 2017 F65 11% -

HEe BTG E 2021 Fay % B A 230 /&£ T 0 FEIE] 2026 FF
BL10-13%#9 3k 3 K - RN A 2011 £ B FEEF 16.5% A&
B A H B Ao R e BRI D Mg kAL -

5-yr CAGRs
2017-2021 2022-2026

13.1% 10.7%

~
307

276 7.4% 7.6%

16.5% 11.0%

18.1% 11.8%

16.3% 10.9%

10.5% 10.6%
2025 2026

7

-
- uUs - EU4+UK - Pharmerging - Other developed -Japan Lower income - Total
B 20 &EIRZAER B4 & (A HEE T A EA)

Forecast

242

196

185
165
147
129
: l I

2017 2018 2019 2020 2021 2022 2023 2024

W AT AAERE R B R (FLARR ~ AT ~ S M B RE8 ~ AT PR R Fu
R CAL PR BEE AN B AR 53% 0 MAIIT B A LIRS
LM ENERR N — -

FIE N mB s BEEB BB N i PR e Bk T
RN PD-1/L1 ¥kl Bl g3t o fEobda & Skl 2 37 el s RN
P RERA B EABBENEE TSR EB R ERIG LAY
B RK 89 Lo ) L UK -

BEEFE SRR HRAE m EERET L H
Rk BHEFELOESTHEREIETHELMAIFELEIE -
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) 5-yr CAGRs

Forecast 307
2017-2021 2022-2026
276 @D i other 11% 9%
242 CML 0% 8%
215 - Melanoma 18% 7%
196 - @ cu 24% 6%
185 _— @ Kidney cancer 23% 10%
iy 165 . = o NHL 7% 9%
129 . - @ crc 4% 8%
11 - f— - - Multiple myeloma 20% 3%
- B — - Prostate cancer 11% 21%
— = @ Lung cancer 23% 1%
- Breast cancer 1% 15%
. Solid tumor 13% 12%
2017 2018 2019 2020 2021 | 2022 2023 2024 2025 2026 ) Hematologicalcancers  14% 6%

212017-2026 23R &-Fa A BB 44 & (A HHE £ LA B o)

EFRBAE A S BFILEARB200,000 £ UHH VB EMBE—E A
Ww o i B F(2017-2021 F)FEd ey BEdh FAE L A 32% 0 BB HAAT
A SF(2012-2016 ) 2% ° M S5 AR AABHE 100,000 £ 7T 6y # R SR 4 4 12
BEAF(2017-2021 F)ie By FAELL B 69% > 4L FHHAT B F(2012-
2016 )&y 51% o

F£ 2021 > S RARENBIEAZ20EET EPH 230ET
RFB@BETELETEY R B R ATHRMRS 2 EF04
AN GRIFAFI T ERE R T RABEMAMAR LH &2
oA ey IR SRR Y R 4 o

Oncology NAS launches by year Oncology spending in 2021 by NAS launch year and annual costs
35

30
25

69%
20

Oncology NAS spending in $Bn

24

e M E
0 19

2002-2006 2007-2011 2012-2016 2017-2021 2002-2006 2007-2011 2012-2016 2017-2021

@ -s10k/year @D s10k-5100k/year @D $100k-5200k/year @D $200k-$500k/year

222002-2021 SF-3e 84 BE g 4 S %k b R3E
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%, 7% B& 3 % 4 (Immuno-oncology products)fX & T — B 423875 > © A&
— A5l PR B T RE SR -

& & 25494 B (checkpoint inhibitors) P ° i& 5 HEE R B & & K E BN
PD-1/L1 #x & Bs4pH E] - H 2021 F o9 23K L A 350 18 £ 70 A& 2016
) 56 EELAMBEYRK - BAT PD-1/L1 R84 %E~% NSCLC » £
RABRECEBMER  BXFPROEHTECHMLEATCEBKRED
(tissue-agnostic)vui &4 o BRE KRR > 3 % PD-1/L1 #p#| Bl EA 8 R L 5
oo T0F F 63 B ik > C AP E A A By SR SRR SRR 0 £ #R L LTRST
BRMEBFETE -

70 Forecast

- Other diseases
Breast

@ crC

D Liver

- Bladder
Head and neck

- Gastrointestinal

- Gynecological

- Melanoma

- Kidney

@ .

60

50

2016 2017 2018 2019 2020 2021 2022 2023 2024 2025 2026

B 23 23K PD-1/L1 i #| Bl & PEBBER 2 45 BT £ LA EM)

The Pharma 1000 [12]% > Torreya 424 7 B A A28 2 4 64 TR Rk b hi 4
Bk § o B 4 8 T 4o iR B4 T 35 R0 A i AR 3R 4 B BB K (Roche) >
#E 3% (Pfizer) ~ 2k 50(Merck) ~ [T #7 4% 4 # B (AstraZeneca, AZ)~ % 3 (Novartis)
R sk 6 %36 F T (Bristol Myers Squibb, BMS)F 4k 45 > i 4~ — 3/ 4 89 & B
RB BRI S BT > #l4e  Ipsen ~ Incyte ~ Ono A& Seagen ° &
F—4R &> ¥ /M8 % (Chugai Pharma)i% % 7 B AT 358k & Roche Ll %
Y kea g Wk e

AAfL Y > a3 % ¥ (Hengrui Pharma)if @& ¥ H IR & K £ a5 &4
(cytotoxics) & #4441 | (kinase inhibitors) R Bf & 7k > 1235 £ 7 & (Qilu)#F
CRATAT S LEZWATRA ATRERANREEHAIERBLEY-
B AN (BeiGene) | A ¥ BT3B F E L 8 > sk N A FTERE
— % 7| Celgene 44 & ot » 3£ 3 71 B AT#HE £ B AL by S 5] B R %% P28
W%y -
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* 10 B EMZ TR

R ohhE # RE[12]

Rank Company HQ Country Focus Area Revenue
1 Pfizer United States Kinase inhibitors $264 billion $50 billion
2 Roche Pharma Segment Switzerland Antibodies $262 billion $56 billion
3 Merck United States Immuno-oncology $241 billion $53 billion
a4 AstraZeneca United Kingdom Kinase inhibitors $209 billion $30 billion
5 Novartis Switzerland Kinase inhibitors, RadioRx $189 billion $52 billion
6 Bristol-Myers Squibb United States Immuno-oncology $157 billion $45 billion
7 Chugai Japan Antibodies $57.7 billion $8 billion
8 BioNTech Germany Immuno-oncology $46.3 billion $4.4 billion
9 Hengrui Medicine China Diversified $44 3 billion $4.3 billion
10 Qilu Pharma China Diversified $42.9 billion $8.1billion
1 Merck KGaA Pharma Germany Immuno-oncology $42.9 billion $9.1 billion
12 Daiichi Sankyo Japan ADCs $29.9 billion $1.7 billion
13 Seagen United States ADCs $29.7 billion $947 million
14 BeiGene China Diversified $28.3 billion $12 billion
15 Astellas Japan Androgen Deprivation $19.3 billion $6.1billion
16 Eisai Japan Cytotoxics $12.8 billion $2.7 billion

Source: S&P CapitallQ and Torreya analysis, November 5, 2021. 27
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A~ BA|:# &%) B (Patent linkage) [64][65][66][67]

(—) EHRERE

BHREFEABGEEETHANTHHEMERI AR T A B LR
el BRAEBEARALRGEEE HH TR A ELENELRBAN L
EERBERFFBEL@ES I Z(CPTPP) ¥ IR 54 T 418 4 5] £ 248
Z-BACHESZEANBANETEANZHELEHE > ANBEEAAGURE
ZEEANEAEARE AUSEARTLEIFRTS—B A TENLEREZA:2
B AR B iAE T g3

BAB R EARE EBR 1984 Faamey T B2 ERFREABME L
/%% | (The Drug Price Competition and Patent Term Restoration Act of 1984)
—#& X 2L Hatch-Waxman 7% % (Hatch-Waxman Act) & AFf4n > 3%k R X %
B ENRERMBEERAZLERIEORF UEHEETHESFLS
FREEBHRGZLE -

4o F B 24 A7 > £ B Hatch-Waxman 5 £ % 7 #Afv R % R A2
LEBRZEOF BAR S B FEARSD RRER MG LRI LR
BT AR FE IR MR L R RGRER & TR AL M LA
BRI FBAEEF EAF AR BB E LT AT EA AR RAZR o

B2 EEi
B |

o JERFEFREHR o aBRER

o WEERIEBIRE o FE{LERAAGE EHIGE

BRI i
(B R A2 R)

24 % B Hatch-Waxman /% £ 2 474 B 3% 3

FOHREMR > TE 25 AXREAREHEREMETEE » A ELEH]
EPREZNSEECHE FDA - REEEBRAS L B - RFEMAT > £
MR R AT 0 R B B ORI AL EE 48 B B A F A FDA AR B
FEMEEVEATREN Mg 2L B FDA X MM E LT
(Abbreviated New Drug Application, ANDA)BF > 44 28 2 = & 4] 1K A& 5 9
(Paragraph I- 1V » 7T £- B 4% @ s¥ &m 3 PA) - 41 3R B 3 B AG & £ B4
8 BRI KA L E A AR5 IE 338 K0 R B A R R BA AR B RCT AR M B il 4o
BREATHS L ERRREFZETR — BRI &R e 400
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A FDA # B 815 b A% 2 4 83 30 18R » FASEF B H ZAZH F3
BEETHR  RZ B RP L B AR Y Paragraph IV 4] 280 - 3 R oAk
BRHABFERARZ A RITHEF 180 XT3 LB EMELER -

THE 25 AR AT EREAELHEF R BETFESH AL LA
IR PR A G RE R o

J BegEA L {EEE L E{EREN L { TBEE |
I NN | |
A FDA B\ FIEF SRR .
‘ﬁ g, B HHFNHME \ £ & 4
i - A y
R S 25 30 B
SRR FEEERE BRERIBHEEERE SAEREERM = FDA BRI BRERMMR

(NDA) (ANDA) (HE3EER)

B 25 sABFR A7) ko £ B B AR 4 5] [64]
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(=) HEEE FA B

WAFRE > B EB(NDA ¥ 3% A) AR LT 9 352 % a8 B
FAIE A > AR FDA A MG R & B4k AN - REIRATA L AR Z
BAHTER > AT IR EZTREZ FHEH 0T

1~ % 34 '8 & #(drug substance patent) ’ BF 7% 4 5%, 2 (active ingredient)
LR I A2

(1) % #; % (polymorphs) : 48 Bl /&M 12 BB R EI IR B ah4h E >
.35 - R % & &4 ~ R Bl K44 (water-of-hydration) ~ & &1t 471 (solvates)
B & &7 X (amorphous) #9154

6 2 B Ak (BL15 R LR B AR M)

Q)BFaREHE - EHENF L BRWE X EEMEEIL 2 R L
R~ &8~ B~ KRS REGFRE AT Bk o

2~ # 35 & ob F A (drug product patent) © &t 7 $2 4844 (formulation and
composition)

3~ 48 A 7 7k E 4] (method-of-use patent) : & Bl NDA ¥ 3 £4% k2 i@
JEJE RGBTk

R T A R ISR T RSk e 4 0 4o 2 F F(process patents) ~ €
# (packages) ~ A3t #1(metabolites) & ¥ i #% (intermediates)3s £ R 7T &4k &
e
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(=) F AUk 5 2 94 (Patent Certification)

Hatch-Waxman 7% %00 X £ 4 %42 4% 1 ANDA B > A4 4R 45 %
BB BN R E L6y &R B AR L A LAk RAZ A R A 64

1 ~ Paragraph I (P1) : #& & & ¥ %A B4A8 M &4

2 ~ ParagraphI1 (P2) : 5 & E ¥ A Békta M 4] 2 AR T
ERE

3 ~ Paragraph I11 (P3) : 4% & & ¥ A A&k48 M 4] 0 TAMRE I K 2]
B RPLBEERNRNEFZMBEAHBELRHEETA A

4 ~ Paragraph IV (P4) : 4% & & 8k A B ék4a B B A - 232 F A &2 &
L% FEM ANDA N > 2 RREF A A -

Liivg iR ¢ o P1-P3 AR E I RBERREEREA > R3]
BRI o H0 Pl R P2 #9 > FDA R AR ESLERE 14T A B
EE S HN P3 B FDA £RXRESEREER GAR TYEHFT
(tentative approval) * £ B F] 2] 87 #% 4642 48 2 38 2k #43F 7T (final approval) ©
B L BT P4 B R AR A HHR B B By B AP 0 ARSE Hatch-
Waxman 7% % > £ % % B /2 FDA #:%2 ANDA 35 %2 20 B N s )R
B ERAERMA  MEHERBRREFEAS LB EIE 45 RN
wAT R Al FDA K B S fr LT EERF 30 B A > AAFATTH R
GELERTRRAM ETFRBEARB30MEA > FDA THhELERELL
R T T AR ERR AR FIRREFAM S HFo g
ALFIR B~ Fo i B~ RIEAERAT R Z B AR AL B RIELE © M
7 BA A B B R B AN AR MR @ 40 45 B RIR &R 0 AN A B H ]k
BRI
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ParagraphI Paragraph Il Paragraph III Paragraph [V
FREAEE FREEEEE || EREHEiEs FREHEERESHE
FAERISF BEFE B8 || ERES - 65 % - BEEHIREF
FIEiaH FIBIASEHA RS TEEER
| W I J/ WV
FDAE RS #50f » EFEENE
FDARE LT HEFEME L
| v
> FBES

26 £ L % A K A& A H64]
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(™) 180 K &% & H 1k 4

27 Bz 180 R4HEBMAE MRS B — KT P4 A AL R IEE
BRA M MEE LT 2L B A LS L% E R T4 180 KW FDA
BARGCHIL BB L LEY TS UILREZRL L&A 180 X
AT I e A & o
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%~ FHRGRNA

BA Revlimid® (%48 %)% R B % % 2 Lenalidomide (RARE M) B ARME E B2
SAAZe > £ 2B R4 F ° Lenalidomide X &89 BE A % — KA R BB ERK- 5 5
1 7 %578 (multiple myeloma, MM) ; # B Lenalidomide ¥ & 23K & {& & % 89/ N 5T oo
B FLEREAEET B EBXEL Bl Lenalidomide #4948 M sk 4] »
e E B AvER B0 EAE RN 2027 S 2022 FE|H o AHEBERAE T LF €S
24 B S o B iF 44 Lenalidomide 347 L & B3R 0 AR & BB AR
BAHERE -

— ~ Lenalidomide 3%.8A 746 % /& A

& ¥ Lenalidomide 15 ¥ > H 3 8 Revlimid® (Lenalidomide) & 7 #] & #
(thalidomide)# 5 F a8 f14h - Bhii e E M A STEBE A NE YT LR —H LR
e B o \LE % A 3-(4-amino-1-0x0-1,3-dihydro-2H-isoindol-2-yl) piperidine-2,6-
dione * B A W lE 27 4912 444 - Lenalidomide &9 BB A A CisHisN:O3 > T2
2593 M A K & 2R F &R o Lenalidomide B H — R A5 R F > BT
LB S BB 0 S(-) 1 R(DT RF A © A E 5o B i WOUME 2 T Wyl RR A -

O O H
N
N 0]

3-(4-amino-1-oxo 1,3-dihydro-2H-isoindol-2-yl) piperidine-2,6-dione

NH,

27 Lenalidomide 164 4 #5[16]

Lenalidomide 7 A #4] B %, 7% 3B & ~ e & 87 & RIUREIE F7 & 645 H o R sh
X5 > Lenalidomide #p#] 3 s 3% o BB m (L35 S BB S afie ~ HE e ip
TG A del (5q)F BE38 £ R RIEAE )69 3 4 38 35 45 4 i )8 (apoptosis) © 7 3 4k
€8 % A5 M B BB 04 3% oo % R AR A BR R AT B8 N 3X5% 0 Lenalidomide & 38 % 4m fi &
& ° Lenalidomide % /% FE4FHEEL2FIL T el R 8 REF 4l > B RHEHK
T ta ity 7 > RHpH| EAIKa9IL4 X B F(BF TNF # [L-6) ° 7 % 35 M 7 BEJE 4
B > &1 A Lenalidomide ¥ dexamethasone & /v 7%3p | 4m fis 3% & B 3% 45 4 i 8
THEAER -
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Lenalidomide H i JE &= & % 4 M F %8 > Revlimid® (Lenalidomide) $1
dexamethasone ~ ¥ bortezomib & dexamethasone * 3% 2 melphalan & prednisone &
BHE A 6 e T 38 A He X AB AR Z AT BT % 45 M R 858 (multiple myeloma * MM) &, 7%
A°Revlimid® (Lenalidomide) ¥ — & 38 Fl A& 3% B 8835 f 35 b B A5 48 2 07

SHEMT B RFRANEFEHEME - Revlimid® (Lenalidomide) $2
dexamethasone & BHE A TG AT TR 2D — 6B KX %31 5 8 %
AL16] ¢

% 35k 7 #5878 (multiple myeloma, MM) & — 48 21+ B e f =% > 7 B 7 8 49
Hwmpp (plasmacell) € — A4 > MPED|E 7 ba o 805 EFEAF > BiE &K
FRWAIE - FAREFERE -BASHEHEFTHBIEEZAEFETEAYF
A 0.64 ANEAE > AEBR ARES 0.36% > MAERIEE T RS 13.8% © S48 7R
BN EFAN > PHHFENR 3~5 F - FoBAFENRETEISE TN
B m Lm0 AR BB RGE R 0 R bR R B R 1016
2 [17] o AR45 B % B #5848 4% (International Myeloma Foundation Headquarters °
https://www.myeloma.org/) B #Baw > % 30 B BB & B = KSR AR 7Rk 2 IR
2018 4 - \la%1@%6z A 2021 SRR T 34920 B EH AR TS E
&SRB B B KRR R R[18]

BEEFNH > FHEMETHAE (multiple myeloma, MM) & 3 89 5% 15
(survivorship) B 44 BA B8 3% /m > $2 2004-2013 F o977 75 T34 0 TR T 0.8%4F
[18] > BEE# TAE:EIFG B > IR T H — R (relapse) 89m B> RAeL
REVER S RILAEE N RE > LRR BB EGRE G0 LR Mg L7735
#7 (overall survival, OS)i“”iJﬂ o MERERIGH L BN R B IR A AT
SHERANEE B — A %A A B (immunomodulatory drugs, IMiDs) > & 4
lenalidomide #2 pomalidomide * % — %2R % & G fi§dr % % > €45 bortezomib £
carfilzomib[19] °

= ~ Lenalidomide & %/ 3%

Lenalidomide Al £ 767 2 MR RB @ B ATt R4 5 Ed@ o Mz dif
4% % % lenalidomide &9 & fix Celgene 2 3% #2857~ (2019 4 1 A #% Bristol Myers Squibb,
BMS » 436 #3680 F A8 ML 740 &£ U ) 0 2017 3% E B3k 17% 0 85 B4
ZE 8187 AT 2018 ¥ F ¥4 > 4687 15 £ 4 > FlLi K 19.6% ° 2018 AT
32K 7136 x4 A EFEERBE 5 KL e BETHAAME
EvaluatePharma st A7 T8 78] * Revlimid® 4 2019 49 25K 45 B 4845 :£ %] 109.4 18 £ >
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A% A 1% %% Humira (Humira > 2019 FTE #4745 & %8 209.7 1& £ 70) 6 23K F = K544
B o

2019 % 1 A 40 > sbi&%3H F 2> 3 (Bristol Myers Squibb, BMS * BMS) & % 1A
f/%/\ﬁn}%” 2 VE{E 43T 740 18 £ U B Celgene © 3B3BWHE » L8 F 0 B F A 854

¥ﬁ%nfiﬂiﬁ’ C Rk~ RIEARERGY S KB R EREE S 00 B 8L E Su[20]
£ B 40 %47 FiercePharma 497878 > Lenalidomide & 2022 44§ iy A 23K 44 &

BRI o B PURE IR B [21] ° ARYE T ¥ 2 8] Evaluate Vantage 78 2021 4 12 A 27 493k
& B ERANE — 0 Revlimid®B AT A H 6 & > H¥ar 2 240 AR
WAT K% A £ B % Covid-19 vaccine #) Pfizer 32 Moderna ° FR b2 4F »
Lenalidomide 473 7T A & /& 48 & 544 69 4L A& 8 2£[22] ° Lenalidomide & 23 Z A& &
Wby T TR FERBEARAL RO T EHALA XB23]

Top selling drugs in 2022

Comirnaty/Covid-19 vaccine (Pfizer) j
Humira (Abbvie)

Keytruda (Merck & Co) ‘
Spikevax/Covid-19 vaccine (Moderna) ‘
Eliquis (Bristol Myers Squibb/Pfizer) |

Revlimid (Bristol Myers Squibb) |

Stelara (Johnson & Johnson)

Biktarvy (Gilead)

Opdivo (Bristol Myers Squibb) +

Dupixent (Sanofi/Regeneron)

0 5 10 15 20 25 30 35
2022 sales ($bn)

Bl 282022 45 #5444 % (SR ¢ Evaluate 2022 4 894k %)[22]

Revlimid® (Lenalidomide)f4 B3 % B Celgene #4844 & > Celgene 4£ 2017 4 7 A
B 91 7 7 A% M (BeiGene)E R 858 X A1F > 3% Celgene £ ¥ B oy 2 EE K > AT
Celgene £ ¥ B 69 5L IE B % 5h 6905 4% 4 » &35 Lenalidomide ° Lenalidomide #4948
B ot A 7 A B Ao BR 86y AU 9 IR 2027 A 2022 SFEIER 0 A B A
H ey 0 1% Lenalidomide mx & 2~ 814X & 46 F 49 E 2 & 36 [24] ©

= ~ Lenalidomide &4 /37 3/IPR/ & 438 & /fu #8 /3% 4

AP —AREHERTEZ@EEIE > 2] 2030 F 0 2L ERE Ny
M E F NS (HEF 8 Celgene)H A5 H 2025 F485 0w 47% @ L6 FHEE
N B B BATHE 2020 #2] 2025 4R 0 B Revlimid® (Lenalidomide)#d B &4 & 41
BIHHAR R 120182 140180 R 19 RARAELBRMERMAREE N FRER
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A #9[42] B AAE 3R H K2R 5 8 k2 Revlimid® (Lenalidomide) &) 48 B Bty & 41 > 7
% B A0 Bk B 69 B A o A7 2027 A 2022 F 2 H 0 SEFEH AT L € B2
25 BRIF o & 11 AP @ R4 2] #1699 85 2 4 (billion-dollar drugs)
Bk B A B0 & B s MR R G B R 6Y 3E F[43][44] -

* 11 Bp mER Z A 21869 15 K¥54% % 4 (billion-dollar drugs) [43][44]

200888 %) | SZBHBID

Humira AbbVie 19818 20234

Keytruda Merck & Co. 143.8f8 20285

Revlimid Bristol Myers Squibb 12118 2025-20265F
Eliquis Bristol Myers Squibb, Pfizer 9218 2027-20295F
Eylea Regeneron, Bayer 83.618 2025-20264F
Stelara Johnson & Johnson 7718 2025-20265F
Opdivo Bristol Myers Squibb 69.918 20284

Dolutegravir GlaxoSmithKline 6018 2027-2029%5
Ibrance Pfizer 53.98 20274

Januvia & Janumet Merck 5318 2022-2023%F
Trulicity Eli Lilly 5118 2027-2029%F
Prolia/Xgeva Amgen 4618 2025-20265F
Cosentyx Novartis 4018 2025-20265F
Entyvio Takeda 4018 2025-20265F
Victoza Novo Nordisk 3018 2022-2023%F

EHRIFCE : FIERCE PHARMA

Hf o fasib %3 E 3 (BMS)? 2019 4 1 A 4L ## Celgene 14 > R 7 —
WEE  FPEBREAEZEHERLESE Celgene B9 Revlimid #9 =4 &4 2023
3| #9 2 £ 4] (The U.S. Patent and Trademark Office declined to review three 2023
patents on Celgene's Revlimid) * i 44E 45 5476 36 ® F 2 5] (BMS) ¥ 55 5 18 — 18 2
B R P AR 3 RA ) B P F A B P K 4 B Dr. Reddy’s Laboratories A7 #2 ) & »
LH M R T A 2023 FZ AT h i B ey E - [49] ¢
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(—) Natco

2015 4 12 A > Celgene % & & FaEp B B Natco & H £ B4 & F4F Arrow &
TAefthR > £ F B A B FDA $Ea9AT4RT » 7 2022 4 3 A M4BT AR 244
£ Lenalidomide 892 % % » £ — Fo)45E S MRAEEZR R F T35 5% LT &
2025 4 3 Hzau’rz\éﬁiﬂﬂﬁu SRS B AR — FRAEAR G A B T
Bi= 2z — > M4E 2026 4 1 A 31 BA > Natco 37T 54 & [R5 65 2 77 4% & [38] °

(=) 28 / AR

N ERBRAEERNE NS > 2017 F 3 A A2 E BN A RN E)
(Lotus) / 3 @B (Alvogen) (£ B8 /A 3]) 31 Celgene 3 Revlimid®z £ % #
ANDA ¥ 3F i 5 A% £ B FDA R0 AN S H BB R T F B4key &4
$## & Paragraph IV 33 > Celgene R b AR 8] BOXORBHR 1 AR AR SR o sb4A
BAGRAER L L BB % T Paragraph IV A BB Y G THAF > ERK
A ZHBEAE A ARIEEE i‘i%&ﬁ}ﬂﬁﬁﬁﬂ £ RkE O PIV 2 4% %8y ANDA #F
TR B ZFAAEARBRERBEEZLEx BB AT AEHFE0MEA -
REFIEIRAE & H] AR H B MELEI[36] - 2017 £ 9 A - EBabELE) HIR B & A
" ALF = ¥ 48 F A2 i (inter-partes review, IPR) > 3R [E %0 £ B £4] 7968569 » &1
EH X Z 8457 lenalidomide F£747% 5T HIBO B £ > 12 £ B EH £ EWR
Fak B @ (PTAB)R AEIEARRL » #2019 # 3 A 14 BBR@EFHELEE R
[37][39] -

Celgene X7k £ 05/ X MBHRICR B 16 2 F 4D £ B A58 604F 56355175
6315720 ; 6561977 ; 6755784 ; 7189740 ; 7465800 ; 7855217 5 7968569 5 8315886
8404717 5 8530498 ; 8626531 5 8648095 ; 9056120 5 9101621 & 9101622[40] » & ¥
Fe BBty B A By 7465800 & 7855217 ¢4 X H M 5 B % & 8% (polymorph)

D BUER 2027 S B 2024 S| B 0 b B sbfe AR AR TRRI AR 2022 4 3 H BA%E 4 AR
L H[40][41] -

2019 %+ 3 A 30 B » 82 4% B A £ 058 Celgene (B2 5] A BMS)E i v 47
ERFBUF AL £ T4 E E % Lenalidomide £ % % > £85T A4 2022 % 3 A
%o TUAAEBRUREE & — C#F8 lenalidomide % & % > ARIFFo R, 80 > £ 0F
e TRAIERE ) B ETARZE 2026 F 1 A 31 Biﬂ%z\$z¢ﬁgéﬁﬁz@ 10%
[28]’ i B3 AUSFT LA4E 2026 F1 A 31 BAL £ A B °T A& R 2 &9 & lenalidomide

4 %29] ° @7 Revlimid® R A Bp A5 2187 > R b £ 85 R AMEI Celgene &%
Revhm1d®:E4T BANR BIRBIFRER £05692 % % Lenalidomide » 5 B 2020
FHUAB T THRE LT o £ L BFNIPAEBE > F ERTRE THSBEFRRER
ERE AR BRCE SRS S B A R EEEUT R E LT 82
2022 3 AEARESH LT > BH A2 L B ERRBREFHEL  ATE—2
BT B3 2 F BT 2% T AE R ey Fafd 0 3% A Celgene B H e Fo 24544 IRERAFA
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B 10% > 91 £ R A3 ERATEAT IR BN A8 Fo IS 0R & XARMB[37] 0 #&
T THRS,

20194 4 A4 AFCETTRUESR  ARALKRR [H%AXEELF
( Decentralized Procedure ; DCP)] ° Bt > f£ 2018 F £ 05 P F ek B &350 - £ 85
EEALAETER  ANEACRRTANER LA EFETARRTR&KAE
8 10 RMEBRE > LCARMI S TIH(RE)BEHRE ~ LBKREE ~ (Riof] 2z
KB EERET > AW RBY2EET I SERERLTEET[3T7]
AT 4o 0 R0 H 8 E AR B EFG B i K E AL A LR BB M ibd
B QR R hERT REKER R EAG R RD > LR 8H &4
5 o) Bl e AT EW[39][69] ©

2022 3 A1 B AWrkor o ARAF —EAFEE HABAE— R
Lenalidomide 44 & 37 7T 8922 3] © &3 Celgene 27 69 F 4} > Revlimid®4e 2021 F 2
e E 2% A £ 4 128 157U ° ™ Lenalidomide f& 3F 42 & o 7842 1 35 5454 B FA 44
TN EA 1 TET[30]°2022 43 228 A5EHER > R A B E
4 Lenalidomide &7 2022 F2 A 22 B 54 @ ZBBNEEBIFIRMEE1E - TR
HRAEE ~ RE >~ BIEF  RARA - F - R bR S s S R R
FEMCERMCWNET  RABREF 4 BEENB R E R ET[31][69] H P B AR
B CERER > M ERFIRIFHBRA LR BN ERE LT 5 24 2022/09/05 &
HEEERET  TRE» —RZ KRB E BB RSB RE GRS
MoK EBRE 120 AE AT L ETHAE 9 A BLBIKEH - R LR T 0 M2
BB B RA AR X B ERS TR > bk B EERE D 0 SRR
2026 £ B ey T IGEAL[32] 0 BAidk %49 Lenalidomide £F18 % » HN 2 4 %
244 F #1[33][62] °

|

(=) Dr. Reddy’s Laboratories (Dr. Reddy’s)

2020 %09 A > 24 FME F N 3(BMS) & € CHELEP B # B Dr. Reddy’s
Laboratories (Dr. Reddy’s )% & T — 38 & F4u #1538 [47] > 206 %R F o 8 U3
Dr. Reddy’s Ep A5 #3142 2022 F 3 A4 o) X EFRI MR E L
Lenalidomide #9% % % - BN e s vn B B A3 H B B Z o B E A A 47
wHy o {24 2026 4 1 A 31 B > Dr. Reddy’s #5743 & [R ] 45 & 15 2 %
Revlimid &3 T 35[48] °

(@) Sun Pharmaceutical (Sun Pharma)

% — Ep & % 2 X Bt Sun Pharmaceutical (Sun Pharma)#f 4 # &) Lenalidomide %2
4 B3k BMS 8] 89 F 2 5] Celgene 4237 Z Az 4 o

EBR 1984 Fi88 [ % 174450 F 9 4] @42 7% (The Drug Competition and
Patent Term Restoration Act, Hatch-Waxman Act, HWA)) - 432 S A2 &6 & o
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Tl BF B AP LR ETEEIN > T AHEL ERRAeZFZHITDR &
REfr b2 % B e R4 B B B R e 5 & TG RABAE o

2018 45 A 30 B » E»»E A2 4% & > Sun Pharma & Celgene #2 4 T 2 »
HMAZLBERGRAM Celgene £AERE ¥ Békey 3 AER > E% 3 HEHE
%K o 2R > Celgene £ 2018 % 7 A 13 B ) Sun Pharma A2 3F H 4350 7 3% 3 4 & 41 ;
F7 2019 %4 A 16 B > Celgene X% Sun Pharma A3 HAZI T 5 4 3 #F 4] -
{27 b H738 0938 3 1 B A 3R A BREAE R E W[25] -

2021 6 A 22 B - Celgene ¥ Sun Pharma #53iE pgfufig > 4E AR IR
#1 5 5] 8% > Celgene ¥ Sun Pharma 4T £ F|4% 4 - #4542 £ B FDA # /& > Sun Pharma
AT 2022 -3 A AL EREBIML TUALRARENHE - THEN
lenalidomide %: % % > M B 3% % Sun Pharma T 2Af£ 2026 4~ 1 A 31 A#& » &£ £
T LA f PR B 0y 4 3% #2145 & lenalidomide 4 % #[26][27] °

48 >Celgene & ¥ SunPharma Fv## 2 37> T 48 S 91 Ep & % # ) 3] Cipla Ltd.~
Natco Pharma Ltd. * Zydus Cadila #= Dr. Reddy's Laboratories Ltd. X & % B 3]
Alvogen (£ 859 £ BB/ 3]) % Revlimid 89 FH13F 32 R T 8 69 fu R[54] »

S H RRCAARE 15 A58 BMS (Celgene) 614 A Revlimid
0t EPEM B EE Y Cipla~ Zydus ~ Hetero ~ Mylan ~ Sun Pharma ~ Aurobindo *
Lupin ~ Biocon * Alembic #v Torrent © # i > f£ 7] £ai& o] A4 2022 F 3 A Xf%
B EEFRIALAE LR ERZAMREL % Lenalidomide » 2 F STk 4 B
DR SR N ) A AL SRS 2 2 4 3 Lenalidomide 8936847 2k 2 4% % 04 [54][63] ©

R AWM MBE—T > BATE % % Lenalidomide ¥ » 2021 409 A 02 B >
Dr. Reddy’s % 7~ £ B4 49 Lenalidomide % % % €4t ju & K _EW[53] 4 2021 4 10
A 19 B 893 % > Dr. Reddy’s 4% 45 Lenalidomide f/t#7 2 ¥ 35 (ANDA ) #4 ] 44t
B[57] 0 422022 F09 A 08 B &4 €42 £ B T35 L% % % Lenalidomide * Dr.
Reddy’s A B #% 1 1F 2.5 & %47 20 & %, &) Lenalidomide B ¥ a9 &R L7 A# 180
ROy BB R4S HE[58][59] 5 2022 42 A > £# £8F ~ L& +(Sandoz)#Fv Stada
Arzneimittel % 2% B > #F © & 5~ £ B4 89 Lenalidomide % & & & /28 £ 1 £
BRI 3 A 7 B s US EWay& Natco » Natco £ 2022/03/07 A7 » % 4 %
Lenalidomide &4 & B 3574 4 Smg ~ 10mg ~ 15mg F= 25mg &9 #.A4& » Natco E 4%
oo HOE f oL H B 45 &1 H M Arrow International Ltd (Teva Pharmaceutical
Industries Ltd. (Teva)#) F 2 8] ) — A2 3 & 3% % #[50][S1][52][55][56] ; EF & % Rk
Zydus &4 2021 £ 8 A 17 893k T + = A B 4F USFDA #4 % % Lenalidomide # &
FF[60] > 1242 2022 £ 8 A 19 B 43 F ¥ 3 2] Zydus =T f5 & hu A B 4 A& Bp B 5 R
#) Natco[61] ° WRIE B AT A TIF A EBH FDA @M N5 B BATAH 7T 24
# )~ 3] » 8,4 Natco/Arrow ~ Dr. Reddy’s ~ Zydus * Eugia * Mylan * Apotex & % 8§/
B BRI AR RAEERTRY T EESLT[62] R T L /A8 9k
2022 FH4 A P % EP E % B35 -~ SunPharma ~ Cadila #v Cipla %R 7T fE 45 72 £ B 4
4 Lenalidomide £ % % » Ri@ R A Z A 694k s - L3N 3) 5 41 Celgene 3 A Ik
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4

B W3R 0 Bl e 0 2021 FHAF E B FDA #it £ #) Natco Pharma @ R F) & 2 4
Lenalidomide 4 % 27 2022 4 3 A EH[34][35] °

B LR 0 T4 E A Lenalidomide e K 6947 35 > H Au_E A8 B F 4] Bp %
3| MABFELEREYSYAELE > U R FofREF » BAH AH»A R E8 B
B URTRREHEWNBRIE LEELLLBBBRBAITEANTY  RHE U
VRINEATHIE SN AL RBRE T EH A THEXOES Z H T RENHEE
AL ARG EA G B R EFEATRE &40 -
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B RERBRERE

- WMER%

FAR ARG R > HRE A £ B H BAREE ¥ A RBE AT AR
KMt RAEBREER  BEMSERER > ERPITRELE T
HWAFRARAE > AT B E R AR A

EIERRIFG

EERRTN WEE=RER BRERRFG BRBRER ERERRER

B 29 & R AiZE

=~ WERHA

HEXERATTa BREIMREZOACAHBRF RN TR
(Active Pharmaceutical Ingredients, API) > B st #4284 Revlimid® &y /& M mx,
4 Lenalidomide 18 Z#k £AZ 89 - AL B A » MR Y TRUIXFF RiE
i% INN % #%- 3 3k B B (Lenalidomide) & IUPAC %45 23 > L ThE B &
FRAEBEHAREH > £ GPSS &AM EFE ZeyATR T > HAFIE L INN
4R TUPAC LM m mm RBETRE » REBFHAEZHFTES AR
MRS ERES > B EER -

B Pkl FDA BAF 2 b5 R B B > L hd R EERBRE
B EH > RERM TR E KRB R T R
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12 Key words and Synonyms %

Elements Key words and Synonyms

INN Name | 3 X : Lenalidomide

gk L T ANE R, RAMAERR, RARE AR
FARY © SRARE B

BX:L7Z3INK, LFYKIR

Tradename | Revlimid

Brand Celgene = Novartis
IUPAC kN

3-(4-amino-1-oxo 1,3-dihydro-2H-isoindol-2-yl)piperidine-2,6-dione
3-(4-amino-1,3-dihydro-1-oxo-2H-isoindol-2-yl)-2,6-piperidinedione
3-(4-amino-1-oxoisoindolin-2-yl)piperidine-2,6-dione
3-(4-amino-1-oxo-1,3-dihydro-2H-isoindol-2-yl)-5-hydroxy-2,6-
piperidinedione

1-0x0-2-(2,6-dioxopiperidi-3-)-5-aminoisoindoline

Ba

3-(4-B A1) B 1,3- = - F05(1E-2- K-k =2 -2,6- — BF
3-(4-F B -1-BR A -1,3- = 8- B I5IUE-2-55)-MH = -2,6- = &F

3-(4-B AK-1-BA K -1,3- = 8- R 05| 0k-2- ) -k 52 -2,6- — R

iR -

3-(7- & 3K-3- A K- 1H- 05| 1E-2- RO 22 - 2,6 - —BF

Bd o AU BREEARE A BAZ BB KM (amino* AND oxo*
AND *piperidi* AND *isoindol*)@CL AND (celgene)@PA #E 4T = & W [E
IPC %471 °
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*

13 =M AR wWrs IPC 2 # &

= IPC

w9 [ IPC

A61K B R~ T # A Atk A 2 B H &

A61K31/00:31/00
A61K31/33:- 5B/t 6H)

AG1P At 4 3 ok B 2 ) 2 gk

A61P35/00: 4 i i3 2%

CO7D:# 3 AL &4

C07D401/00:3£ 38664 © 4 H w18 &
LB URRTEARA MR
RF E2VHE—EBGESHE —ERR
FzZ N

GOIN:H Bh 7 ] R A 2 AL 2 & 4 32
MR DRI 3o AT AR

Note: &R ARBIABR > HRIIA

C12Q: eLAT ~ A% Bk AL M 2 8] &,
BT %

Note: % & [ @ ¥ & # &
(PROteolysis-Targeting
PROTAC)A8 B #4tt > R FIA

L

Chimera,

CO7K:Jk#a

Note: AERTAZW A Ny TFiesd
RHIN

CI2N:#h &t i » Haabth

Note: AERTAZW A Ny Fiesd
FIIA

AOIN: AB% ~ Shi ¥ 2 S H B 3R 2 4%
T AR Btk B EEB  EAE
%o SAEARER FABREH X5 H
B AR A KA R

Note: AERTAZAARRAE > 17
I\

AGIF: T T A& W 698 35 5 R
B N R IR AR B O~ R PO K3
e R E X5 5 - B RBR
#OE GBI RRFX K RARE S
o B R B B

Note: AERTAZAARERE > 17
I\

AGIL: A H kM B K 2 — M ik R
EEBIERZRE HFRR L G
R RN R B2 ALE T E S S )

B B IR S 2

Note: AERTAZ A AR E > 17
I\




1% BB GPSSHE A4 B THEABRE T B BATLLHHE -

% 14 mEkEFX7 %

¥ ki

iR

((ox0*) AND ((amino*) OR (*amino)) AND ((piperidi*) OR (*piperidi)) AND
((isoindol*) OR (*isoindol)))@CL AND (celgene)@PA

172

(((amino* [-5,5] oxo*) OR (piperidi* [-5,5] oxo*) OR (isoindol* [-5,5] oxo*)
OR (piperidi* [-5,5] isoindol*))@CL AND (amino* AND oxo* AND piperidi*
AND isoindol*)@CL) AND (IC=A61K-031* OR IC=C07D-401* OR
IC=A61P-035%)

2672

(((amino* [-5,5] oxo*) AND (piperidi* [-5,5] oxo*) AND (isoindol* [-5,5]
ox0*) AND (piperidi* [-5,5] isoindol*))@TI,AB,CL AND (amino* AND oxo*
AND piperidi* AND isoindol*)@TI,AB,CL) AND (IC=A61K-031* OR
IC=C07D-401* OR IC=A61P-035%)

78

(((oxo OR *ox0) AND (*piperidin OR piperidine) AND (amino* OR amino)
AND (*isoindoline OR isoindol))@TI,AB,CL) AND (IC=A61K-031* OR
IC=C07D-401* OR IC= A61P-035%)

2410

(((oxo OR *oxo OR =#fd) AND (*piperidin OR piperidine OR *=€) AND
(amino* OR amino OR A% OR # %) AND (*isoindoline OR isoindol OR
* 15[ 1% ))@TLAB,CL) AND (IC=A61K-031* OR IC=C07D-401* OR IC=
A61P-035%)

4493

((LENALIDOMIDE OR *#E B OR L+ 1) K* OR L7 7 3 N)@CL,
AB, TI) AND (IC=A61K-031* OR IC=C07D-401* OR IC=A61P-035%)

3933

FEEABE T TRUAL L ELH - LZEX P L (IUPAC)RB T4 %
RETEMFERY * AU R RS 5 7 A8 4 % 4 4% & TUPAC # B¢

BB A 0SBt AT T ©
NO. | 9 FIE X 2 AR B EA R EA] 5585 -

NO. 2-4 th# R4 A TUPAC AR B F K LR T 30 04 B S & 4] 4o
AR A AT E o & NO.2 R4 4H1E A OR M & &8 151+ B A 8 43 84
BB %7 NO. 40 {2804k AND R 5% & I8 15 15 85 A7 18 75 o 4] 0 S i
F I8 BAAREIREHRRB MM ERN > AR THA - AEBRRKLU
NO. 5-6 & FA& 1 A AT R 69k R4 0 H4KA NO. 4 R 564 ey 248

E BRI i T HIEH F TR BN AR B R 4] -

HERRy B E LRy TR R HE HaERAE T
FEANGE TR ARCEAMNTARLREERENIEINZR UM ATEZIR
B-BARREGERZIBERE EHB THTHEENG BN
FHAE R JE 2 KB A ™ % & lenalidomide X ¥ 3 £ A F UAMIE » RAAANDTHT

it o
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12~ B

BERMEBBAATH R IR LR TREGOMR T > ABHBELEFERT23IE M
Lenalidomide#8 Bl 2 & 4] % » SUF #5640 %] 50 548 R PCT & 4| F 354 L AT A7 3R 38>
BERIE—SHALBAELRZRAEZ(ER &M - YRR EE)RRHE %R
CELGENE 4T %15 % 35 09 43 2 47

— ~ BB EH P HMAM

4o B30T > AR EFFHE P > PCTY H LL 1A 1304 (18%) ° &4 &A1
¥R B &0 £ BAE 4R R R 3R 0 A 2324 (32%) 0 BT RARFF S P B (1314 18%)
BN (984 » 14%) ~ B K801 » 11%) ~ B30 » 4%) R 6 B (211 » 3%) - £+ - B
ARBBARZBTELZRARTHRS BATERATERETRNA N % £ 208
MEMT ARFAOVEZEPEBRRBRMIEARRELTHYEL L TEHES
MANF R E-FRGEEM -

= US

‘.sk . CN

" EP
" Jp

= KR
= TW
= PCT

30 FAFHFEBLMEE

EUBEAFHAE S HEL % —9CELGENEEF ARevlimid® (Lenalidomide) &) &R
BB EE AP 8 E A2150 Prfh tufl B 23 & E 41 3 & 9960%° CELGENE
HEAPEHEREBEECTFA > EELAMATORTHEAMNENES > HEE
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(P RHEREEMGREERRET R —5E

& 15 E2F9FAMM

BHE F-9FA #F b4
1 CELGENE CORP 215 60%
2 DANA FARBER CANCER INSTITUTE 23 6%
3 SAMYANG CORP 20 5%
4 LA MR LB AR K B A R A TR E] 20 6%
5 SYNTHON B V 17 5%
6 MORPHOSYS AG 14 4%
7 TELIK INC 14 4%
8 JANSSEN CORP 13 4%
9 SANOFI 12 3%
10 H LEE MOFFITT CANCER CENTER AND RESEARCH | 11 3%
INSTITUTE INC
483t 357 100%
250
200 215
150
100
50
23 20 20 17 13 14 14 12 11
0 | | | | | ‘ | [ 1 r 1 I 1 I I 1 I 1
Q & Q S 2 Q O & Q &
S F e &€
> © S 2 & S & & S &
& <& B o & & & R
(5(’ ‘(V?\ (,)V?\\ \,;XV S Na é\o @OQ
é?‘ %O é(,
QV“ i \2\\/

B 31 XTE9FAXIEHNTHHE(RILE)
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30

25

20

15

10

(53]

0

B 32 XZWFAIFFHE LG A (EHE)

©
O
N

N
o)
N~

R T S S R R R
P AL LSESTSELSFSS
WA AT AR AT AT AT AR A D

m CELGENE &4 ¥ 353
m SAMYANG &4 9 35 1
= SYNTHON BV

B 33 XBEWHEAREEA W H4H

m DANAEF] 9 35

= CELGENE CORP

= DANA FARBER CANCER INSTITUTE

= SAMYANG CORP

= iy X SR A A AR

= SYNTHON B V

= JANSSEN CORP

= MORPHOSYS AG

m TELIK INC

= SANOFI

B T AR B AR KRR KA R 8
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250

200

150

100

50

© D P O O DA DO OB A DO O DAL LA O 0N
O D' PO DL QT QLT QLT QT QLT RN AN DYDY NN QD
N TR ADT AT AR ADT DT ADT ADT AR ADT AR AT DT ADT AR ADT AR AR AT AR ADT AR AD
e CELGENE e DANA
SAMYANG e ) SO MR SRR AT R A PR S

@ SYNTHON B V

B 34 TZFFARFEATH R THH

EHEE—FoMiEe X £89 9 F A 0 Dana-Farber Cancer Institute & 317 & i 3%
EM B LR ER SRR G Aot TS - SAMRIBT A 2EHE R A A E - 248 E
AR EM > HEZHR G & 45 MRET& GlifaE4a M2 K < MBrpnl33h s ey 5
F %DC/AML fusions¥lenalidomide B Fi A4 % & o % » BRI AR > &
FEFF LA SHPCTE HE(8/23)  BIL LTS KA TR AE S » {2 btE %
N AR A Rl

HEL F =0 #H B~ 3 SAMYANG CORP 4 ## Bl SAMY ANG#H & A7 & 6 — 8 F
8 BAEMLEM R 0 RA20185F A T — % 7| #ilenalidomide 7 AR éx 7| 4854 48 BA
ZHEHE MPL FEMNITE /N SSYNTHON BV A — RN 3B 4 g A Bone o
H 220118 &2 B — & HlenalidomidBs Au sk B FE 2 ¥ 35 £ P 20165593 T — 4
Z|lenalidomid & %! & R & A lenalidomide e &M 2 ¥ 3F % -

PBLEWH R EEMMHRBREHERRRA RNE AR EERA
ML ER AR ERE RV F R SMERAEMPCTYFHE  TRAHA
FRAIIMEGFFHE  HRATREBTTRATHAE—BR LARELFRTY
BEBUT A S ER BB RS OB R R EA P FHB MRS EA P F -

HLENES T3 P HLEE MOFFITT CANCER CENTER AND
RESEARCH INSTITUTE INCR JE & Ao e da sk » Htb3g A &0\ 3) » mESAR
AR 3R3G B KAt B ) Hlenalidomide B A8 Al Z A % 0 BB R RIE G £ 0 B A1k
AR AR E S GOAR -
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BERBTFANTFR GO LR AGARE > B AGCEARETE
# lenalidomide £ 1996 4--2004 4 i 12 A R Bt B4 9 35> B H 9 35 2 £2004F-2006 4
REH— B o BFE o H2006F-20104F 8 HT ik s R SLHA R 2 8 R
SYNTHONB V&) F 8N > BHB K T30 m&e9E /I © 201144 » lenalidomide &
Be 7T % —REHTANRE > BRI GNEREN R L BB iRz abhtd
PR 0 ATAE BB R AT R 6 38 B AR R BAT R — e R R R R A B
MAE2015F1% » R EEFFEMBRAEE > BRI ERPEL ERMEE AT REAE
Bard s AE® A — ke Rk o

62 o

Eﬂ'ljl‘é%

= 2018

60

55
2010
- J

50 2014
e 2 4
2016
:

45 2015
40
35 2009/

®

30

2007 2012
o ©

25

2008
2004 o
@

20
2006
e

2003
©

2005
®

1996
°

25 5 75 10 15 17.5 20 22.5 25

o3
L o>
2
zk

B 35 HirA e EE

54



= ~PCT &M ¥ HFo#

— e RESAEAERERAD D BEERETE TS LTEA R
FE oA ERYF ALK T > FIPCTEAMBR P FRRER 2 ER &
THE B S LR TN AT BT B ANER P FETY PCTEP*
EEA130M 15 A FH L% £ PR EE6 T H A ARECELGENE * ¥ 3%
B RTPCT+ AF3H AT (42%)  3#tm E B P F AR ET 3 #ﬁi&?oﬂ*%’c\ﬁ%%
16 & 8138 ~ 3977 %

% 16 X2 FAMH(PCT ¥ 3H %)

H}E E-FFA BE
1 CELGENE CORP 24 42%
2 DANA FARBER CANCER INSTITUTE 8 14%
3 SAMYANG CORP 6 11%
4 SYNTHON B V 5 9%
5 H LEE MOFFITT CANCER CENTER AND RESEARCH ; 5%
INSTITUTE INC
6 TELIK INC 3 5%
7 JANSSEN CORP 2 4%
8 INDIANA UNIV RESEARCH & TECH CORP... 2 4%
9 MORPHOSYS AG 2 3%
10 ONE WORLD CANNABIS LTD 2 3%

4zt 57 100%
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30

25
20 24
15
10
5 8 I_l
0 || -’ [ ] — [ | = — —
Q & N l Q < o Q
& S & ® & 5 NI X ¥ &
c & &’ & & N & $ & &
& & & & é;o 4§ Qié’% & g\v
& S S © N Q & &
© 9 G S < 9
<< < 3 N
L Q \a
3 N N
A3 <<‘," o
N4 \
‘S R

36 PCT EZFHFAZEAFFHE(KILE)

\\.

37PCT 2935 AZ 9353 3 Lhp] 5 (B 6 8)

56

= CELGENE CORP

= DANA FARBER CANCER INSTITUTE

= SAMYANG CORP

= SYNTHON B V

= H LEE MOFFITT CANCER CENTER AND

RESEARCH INSTITUTE INC...

= JANSSEN CORP

= TELIK INC

= INDIANA UNIV RESEARCH & TECH

CORP...
= MORPHOSYS AG



i . AN

2003 2004 2006 2007 2008 2009 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020

O CELGENE O DANA FARBER CANCER INSTITUTE O SAMYANG CORP O SYNTHON B V OH LEE MOFFITT CANCER CENTER

38 PCT ¥HE X Z W H AR FEA P H 4 (KEE)

30

25

20
15

10

5
0 — — 6‘:,’4

2003 2004 2006 2007 2008 2009 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020
e CELGENE e DANA FARBER CANCER INSTITUTE

e SAMYAN G CORP e SYNTHON B V

e H LEE MOFFITT CANCER CENTER

I9PCTFHEEZFHFARFEAN R HAT4E)

BT HANE R EIT M TAHHEPCTFHENFHABRIKRRARAE £
Bl (401 > 1631%) ~ # B (29 0 157%) ~ B (84 > 166%) ~ #T (74 156%)
BFB(&£50F 0 154%) » AEBREZFHFAEE LT -

AR EZFFAZBER T AN ACHKBIEN ALRBEEL - EFEEHA
Bt A1 B N 0B R AR RSB E R N B AR T BPCTR S 84T % 1 & 4]

57



P TRLLEERHNEHEMGRHZER R TEHESHHEIRINESEL > 2
BREELET > RS EANETHF— AR R4 AHBL % % AE2018F-
20202 F] > BT R A SEERANAAAEMMELEES MO RARERE
%8BT BB AR o

M AT F € 44 & # B (SAMYANG CORP) & 4% fi (SYNTHON B V) € 4t %}
lenalidomide 9 2 & % AT — 2 S| RAG B > LR B H L - EHFEETNA RAF
EHEFA P HEEROAES EEIZVFARARARERANELER TR
FEdb i #r o TR EP B & M8 4% Alenalidomide® % % B 0B — — %K. A EF
BB BFE -

% 17PCT ¥FHFABRANSM(EZFHA)

No. B3  #F 4 EZFHFA
CELGENE CORP (24)
DANA FARBER CANCER INSTITUTE (8)
TELIK INC (3)
H LEE MOFFITT CANCER CENTER AND
RESEARCH INSTITUTE INC (3)
JANSSEN CORP (2)

2 KR 9 7% SAMYANG CORP (6)
HETERO RESEARCH FOUNDATION (2)
AVRA LABORATORIES PVT LTD (2)
DR REDDY'S LAB (2)
SHILPA MEDICARE LTD (1)

4 NL 7 5% SYNTHON B V (5)
AL BEERE (1)
AT A B (1)

5 CN |5 4%, BHEMAREZEZAER (1)
JeH A2 BB A PR E] (1)
RRYFEHARARNE] (1)

1 UsS 40 31%

3 IN 8 6%

=
L

69 53%
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40 F3F AP BB 547 (PCT F 3% %)

FAEAFETO A 0 PCT 55 RRE2022467A M ey B8 F 35 KA 8 - Ad gt
20215 (TH) B 2020 (101F) A B3 2 - P A R EMH > H P o REANBR R
B B B B BXAVRA » RN A BB G RS AT I R FATI

Z~EREHPH M

RAFE30 EFANZR P FEY LR T FEL A2 AT A FHE18%
HPd B4l TR P FHEASFCRB TR - B KIS B42 43 ToREF
8 % 35 A48 A R B CELGENE(75%) » 1 B3 S 5 A # 3 AN 1545 B RT3
A8 o480 B R B CELGENE#975%
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BEA P Al
41 BEFFHBR R M (L B)

% 18 EZ2FHFASMH(ER)

BEFE  R-FHA #E tats]

1 CELGENE CORP 116 75%

H LEE MOFFITT CANCER CENTER AND RESEARCH
INSTITUTE INC...

5%

N
-

MORPHOSYS AG 3%

SYNTHON B V 3%

JANSSEN CORP 3%

3%

TELIK INC 3%

NATCO PHARMA LTD 2%

3
4
5
6 ONYX THERAPEUTICS INC
7
8
9

STARTON THERAPEUTICS INC 2%

W W W ks~ = v W

10 TEVA PHARMACEUTICALS AUSTRALIA PTY LTD... 2%

4z 154 100%
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= CELGENE CORP

= H LEE MOFFITT CANCER CENTER AND

RESEARCH INSTITUTE INC...

= MORPHOSYS AG

= SYNTHON B V

= JANSSEN CORP

= ONYX THERAPEUTICS INC

= TELIKINC

= NATCO PHARMA LTD

= STARTON THERAPEUTICS INC

= TEVA PHARMACEUTICALS AUSTRALIA
Pl ST

43 EBFHFAZFFHELG A (ER)-E 6B
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g ~ BRI F A P F oA

WIER30 > AR A EFPEE Y BRMPE R L FO8M > P P HE14%
EddE44 TooRH R FHRRET > HHEI) B45 46T R X Z Y F3FAMN
# B B CELGENE (43%) > m B RZEHNE MFFAEDIME -
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0

B 44 J& ¥ 4R B3T3 47 (EP)

% 19 X &% 3% An#(EP)

fod
bala

HE E—9HA b7

\]
—

CELGENE CORP 43%

SYNTHON B V 12%

DANA FARBER CANCER INSTITUTE 10%

ABBVIE BIOTHERAPEUTICS INC 8%

SANOFI 6%

GRINDEKS A JOINT STOCK CO 4%

JANSSEN CORP 4%

KRKA D D NOVO MESTO 4%

O R NN R W -

SCHMIDT-WOLF INGO 4%

NN NN W k||

TELIK INC 4%

s
<

483
RSN

N
\O

100%
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= CELGENE CORP

= SYNTHON B V

= DANA FARBER CANCER INSTITUTE
= ABBVIE BIOTHERAPEUTICS INC

= SANOFI

= GRINDEKS A JOINT STOCK CO
= JANSSEN CORP

= KRKA D D NOVO MESTO

= SCHMIDT-WOLF INGO

= TELIK INC

B 46 xFW3HAZ Y FEF LG 44 (EP)-E & B

-~ PREHFH oM

RIBEE0 EFANENTFEF FRFFELEA LRI AR FHFHE18%
HEPBHEA7 TR P EHRNRF T EA018FRARWE WG X THRT » BHH
%20 ~ E48 ~ 497T %u sk £ £ 09 ¥ 35 AJE R BCELGENE (32%) > M2 %8 % — e &
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2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022

EEAFHH mEAAH
B 47 BFFEABAR B RS (F )
& 20 £ FHALH(CN)
H}E FowHA $F o]
1 RS A R LB AR K B AR ST A TR E) 20 33%
2 CELGENE CORP 19 32%
3 DANA FARBER CANCER INSTITUTE 3 5%
4 JANSSEN CORP 3 5%
5 B & RE 3 5%
6 THREABREEDARNS 3 5%
7 RAY 2 & AT A TR 8] 3 5%
8 ERREE B EEEBMA R3] 2 3%
9 AL SRR B AR A TR 8] 2 3%
10 ERERTLERAIRA RS 2 3%
43 49 100%
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48 LR FAZEHFFEECN)-KIEE

" R AP G

= CELGENE CORP

= DANA FARBER CANCER INSTITUTE
= JANSSEN CORP

" PREMAKRE

LBRRAREEEA R
n AR A BT A R d).
n EARGEEREERNA ..
w AL A B A TR
nERBRRIERRRAR..

49 EZHFAZFFHEE LG H A (CN)-E 6B
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N> EREHNTFOHM

WIEE 30 A FFFHE T @B FFELA 20 MEATA FHFE 3%

HydlE 50 TraEH ¥ FHRBRFTF > 25504 2013 ~ 2020 F K RIE wik > X
THET » BiEER 21~ B 5152 T4 £ 69 % 3% A5 LR B CELGENE (35%) > ™
BRAERGNE AP AL 3AE
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H

1 1 1
2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021
OREAFFH o FEAHER
B 50 B9 E4 R R H M (TW)
& 21 £ W HALH(TW)
H}E  E-FHEA #FE b4
1 CELGENE CORP 6 35%
2 SANOFI 2 12%
3 THREBLEHEBAFRA.. 2 12%
4 NOVARTIS AG 1 6%
5 SIGNAL PHARMACEUTICALS LLC 1 6%
6 TAKEDA PHARMACEUTICAL CO LTD 1 6%
7 TELIK INC 1 6%
8 THE REGENTS OF THE UNIV OF CALIFORNIA... 1 6%
9 LA E R A TR 3 1 6%
10 AL IR B R R A TR 1 6%
szt 49 100%
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51 2RV HFAZEA T FERE(TW)-KI4EE

= CELGENE CORP

= SANOFI

" BRBEREE(FB)F R
= NOVARTIS AG

= SIGNAL PHARMACEUTICALS LLC

= TAKEDA PHARMACEUTICAL CO LTD
= TELIK INC
= THE REGENTS OF THE UNIV OF

CALIFORNIA...
n & AR A IR 3

52 EFFFAZXE FHHF LG 5 (TW)-E 8 B

B EEHRAE R > CELGENE® EAI G B +o 7% BAELREBRMN ZAIHE
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BRBAH R ¥ 5 F % - (2CELGENEA 7 B #2 4 /% 09 S 445 390 B8 R R A B
MERGEFER c HNILER > AAKRA G SETHARRLEIFEH G E
ZRFEFE - AARNMNE TR G R AEAMM A BREETRA R
AFBRGEZH T FHETHACELGENEEA YR EA P FHEHL -2 R AELAY
MR EHARIEAE RN AER BRNBES SR RAERZFHA G T 4o
AR AEAMMA LB EERARRA RN TREEAEZFARE T B EAH Rk
NP B ey st > SICELGENE#: T &3k 46 B o) Re L R AR ©

+ ~ CELGENE & #] ¥ 3% 5#7

i~

& H7 0 f sk Lenalidomidetd B &9 89 A1 ¥ 35 £ + > RECELGENE %2134
FHE RBEFENFHERAN S ST K2R ES3 ~ 54575F ©

B B R A T &t » CELGENE#) £ F1 46 By Bl 4671996 F » 3% & 4] AUS5635517A %
HA] > ZRevlimid®F MW Fahibb EH 0 MR IR T WHF A 220005 4 A Hue
FEMA > BERTF —HPCTFFE > L2 AT R PR -

1 8 CELGENE ¥ 3% #t 2 %16 7T 42 » CELGENE4£20044-20094 ~ 20114 %2013
FoR A ZREFFFEE R e FR o M 5B %23 Revlimid® & #| £ & b HF
FDAAZ T B R > % %] 42005412 8 ~ 200646 A ~ 2011412 A &201346 A - 4 A
CELGENE R ARAE S BB B RERFDAN L FFHEEH > RIS BITAEHEH T F
R HF201545F12A A F —REXEFEE > BHM2016F6A & RIE X &M ABI
Pt A FT & £ 2004 4--2009 4 #A Fa] &1 8 7> ¥ 35 & 38 R Bk g S Fx o

& 22 BHEFZAFERNEH 343 (CELGENE)

- 4 PIHE |t | A (W]l | FE | FIEE | | AEH | b
1996 1 0.5% 1 0.5% | 2011 28 13.0% | 15 6.9%
2000 1 0.5% |- - 2012 5 2.3% 13 6.0%
2001 2 0.9% 1 0.5% | 2013 25 11.6% | 30 13.8%
2002 - - 2 09% | 2014 15 7.0% |22 10.1%
2003 6 2.8% 1 0.5% | 2015 7 3.3% 14 6.5%
2004 22 10.2% | 2 09% | 2016 20 9.3% 18 8.3%
2005 3 14% |3 1.4% | 2017 9 42% | 21 9.7%
2006 12 56% |3 1.4% | 2018 3 1.4% 14 6.5%
2007 10 47% |5 2.3% | 2019 2 09% |5 2.3%
2008 20 9.3% 18 8.3% | 2020 5 23% |3 1.4%
2009 10 4.7% 10 4.6% | 2021 1 05% |6 2.8%
2010 8 3.7% |7 3.2% | 2022 - - 3 1.4%
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# 23 Revlimid® & %] & & s B AF FDA A% 7] B[]

Product No. | INN. Name (API)/ | Dosage Strength | Approved
Tradename
001-002 5, 10 mg 12/27/2005
003-004 Lenalidomine/ 15,25 mg | 06/29/2006
. Capsule
005 Revlimid® 2.5 mg 12/21/2011
006 20 mg 06/05/2013

%o [8 5577 > £ /7 A CELGENE#) EAIFFEF > PCTH H E4E11% » 8+ 525
0 3% H8 %24 PCTH 3% £ %7 (CELGENE) » KE 5145 T —se R Ao P H £
B SBB o B AL kA » CELGENEM T lenalidomide & &Y ~ #4p4a 54 F| A & % 4%
lenalidomidei® J& & 76 & F 7% ~ % #&lenalidomide #2 H 4t % 4 K FLBE OF FA 8 4 B0 0%
FHBBRMBT TR EREREIBEHFREZBIFTEDN T E FHEQIRLE
B R -

KB B 7% %32 T CELGENEA£ A & £ (Orange Book)48 & o4 &4 > 4w k25 KR E
BA) 238 B ECPCT ¥ 35 £ T — 5 CELGENE R HUHT 4 B 354 ° % %t » CELGENEA££2003
#2004 4 Alenalidomide ¥ 3% T &AM /6 H % > 4 T % #lenalidomide#y &
SLAb By R BB LATRAD 2 G B N e E R AR R A B2 B 69L » CELGENE
AT B AN B 05 > 3002 A B IRNFDAAL 7T 64 i JEJE » 48 R &9 > CELGENER - BR4F 7
Htb % H 5 TR 06 Rk ke A o 200642008 1€ 46 5 T 20 B E Bl IR SR kY
#EA¥ > [ 1% CELGENEAE201 14 Fi45 7 77 — % A Billenalidomide %8 &~ % 64 EH14% 5 >
R AN FACE B S R LA W B OBIGE R A PR F s 0 ARbEE BRI R AE
PR € A lenalidomide & F 4 4% 3% #7 PR ; 2016 FCELGENE% A % — K A B4 s 4 6%
ERBEAEMEEMEROFTFE RLEFTFELEAEANR TR ZMEIP &L
ABEREFHEFNFTE > L EZEH P FEEH LR
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#% 24 PCT ¥ 3 % %32 (CELGENE)

No. | Publication No. Filing Date Title

Methods for delivering a drug to a patient while avoiding the
1 W02002035440A1 | 2000-10-24 occurrence of an adverse side effect known or suspected of being

caused by the drug

Methods of using and compositions comprising
2 W02004035064A1 | 2003-04-13 immunomodulatory compounds for the treatment and

management of myelodysplastic syndromes

Methods and compositions using immunomodulatory compounds
3 W02004043377A2 | 2003-11-06

for treatment and management of cancers and other diseases

Polymorphic forms of 3-(4-amino-1-oxo-1,3 dihydro-isoindol-2-
4 WO02005023192A2 | 2004-09-03 o )

yl)-piperidine-2,6-dione

Methods and compositions for the treatment and management of
5 WO02005055929A2 | 2004-12-02

hemoglobinopathy and anemia

Methods using 3-(4-amino-1-oxo0-1,3-dihydro-isoindol-2-yl)-
6 WO02007041637A2 | 2006-10-03

piperidine-2,6-dione for treatment of certain leukemias

Use of 3-(4-amino-1-oxo0-1,3-dihydro-isoindol-2-yl)-piperidine-
7 WO2008019065A1 | 2007-08-02

2,6-dione for the treatment of mantle cell lymphomas

Methods for treating lymphomas in certain patient populations
8 WO02009020590A1 | 2008-08-05

and screening patients for said therapy

A combination of an immunomodulatory compound and an
9 WO02011084968A1 | 2011-01-05

artemisinin or a derivative thereof for treating cancer

Methods for the treatment of non-hodgkin's lymphomas using
10 | WO2011112933A1 | 2011-03-11

lenalidomide, and gene and protein biomarkers as a predictor

Methods of treating myelodysplastic syndromes with a
11 | WO2011143147A1 | 2011-05-10

combination therapy using lenalidomide and azacitidine

A combination therapy with lenalidomide and a cdk inhibitor for
12 | WO2012078492A1 | 2011-12-05

treating multiple myeloma

Methods of treating a disease or disorder associated with bruton's
13 | WO2014081709A2 | 2013-11-19

tyrosine kinase

Methods of treating a disease or disorder associated with bruton's
14 | WO2014081714A2 | 2013-11-19

tyrosine kinase

Solid forms comprising 3-(4-amino-1-oxo-1,3-dihydro-isoindol-
15 | WO2014160686A1 | 2014-03-25 2-yl)-piperidine-2,6-dione and a coformer, compositions and

methods of use thereof

Methods of treating multiple myeloma with immunomodulatory
16 | WO2016029004A1 | 2015-08-20

compounds in combination with antibodies
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Methods for treating chronic lymphocytic leukemia and the use of

17 | WO2017024019A1 | 2016-08-03 biomarkers as a predictor of clinical sensitivity to

immunomodulatory therapies

Methods for treating diffuse large b-cell lymphoma and the use of
18 | WO2017053555A1 | 2016-09-22 ) ) .

biomarkers as a predictor of responsiveness to drugs

Combination therapy for treatment of hematological cancers and
19 | WO2017058754A1 | 2016-09-27 )

solid tumors

Cycling therapy using 3-(5-amino-2-methyl-4-oxo-4h-quinazolin-
20 | W0O2017096024A1 | 2016-12-01 o .

3-yl)-piperidine-2,6-dione

Solid dispersions and cocrystals comprising 3-(4-amino-1-0xo-
21 | WO2018013693A1 | 2017-07-12 1,3-dihydro-isoindol-2-yl)-piperidine-2,6-dione compositions and

methods of use thereof
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® 25 MR EEAI AR

Family

No.

Patent No.

Expiration

Notes

Family 1

1-1

5635517

2019-10-04

General compound formula of

Lenalidomide

Family 2
PCT/US00/029303
W02002035440A1

2-1

6315720

2020-10-23

Method of avoiding the occurrence of

an adverse side effect

2-2

6561977

2020-10-23

Method for restricting
contraindicated patients’ accesses to

the drug with an approval code

6755784

2020-11-26

Method for permitting prescriptions

by receiving an approval code

Family 3
PCT/US03/011323
W02004035064A1

3-1

7189740

2023-04-11

Method of treating a myelodysplastic
syndrome with 5-50mg/day

Family 4

USP 60/424,600
PCT/US03/035544
W02004043377A2

4-1

7968569

2023-10-07

Method of treating a myelodysplastic
syndrome with 5-25mg/day for 21
consecutive days followed by 7 days
in combination with 40mg/day

dexamethasone

7468363

2023-10-23

Method of treating various cancers
(non-Hodgkin's lymphoma, ovarian
cancer, pancreatic cancer, renal
cancer, amyloidosis, cutaneous T-
Cell lymphoma, cutaneous B-Cell

lymphoma, large B-Cell lymphoma)

4-3

8492406

2024-12-11

Method of treating follicular

lymphoma

4-4

8648095

2023-05-15

Method of treating multiple myeloma

8530498

2023-05-15

Method of treating multiple myeloma
in combination with 40mg/day of

dexamethasone

4-6

9155730

2023-05-15

method of treating follicular
lymphoma in combination with

rituximab

4-7

9101621

2023-05-15

method of treating multiple myeloma
patients who has previously received

stem cell transplantation
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4-8

9101622

2023-05-15

Method of treating multiple myeloma
in combination with dexamethasone
for patient who has not received
previous treatment for multiple

myeloma

9393238

2023-05-15

Method of treating follicular
lymphoma in combination with an

anticancer agent

Family 5

USP 60/499,723
PCT/US04/028736
WO02005023192A2

5-1

7465800

2026-04-22

Crystalline form of Lenalidomide

hemihydrate

5-2

7855217

2024-11-24

A solid form of Lenalidomide with
more than  80%  crystalline

Lenalidomide hemihydrate

Family 6
PCT/US07/017343
WO2008019065A1

6-1

8741929

2028-03-08

Method of treating mantle cell
lymphoma which is relapsed,
refractory, or relapsed and refractory

to conventional therapy.

Family 7
PCT/US11/035822
WO02011143147A1

7-1

8404717

2023-04-11

Method of treating a patient having
transfusion dependent anemia due to
low to intermediate- 1-risk

myelodysplastic syndrome

7-2

9056120

2023-04-11

Method of treating myelodysplastic

syndrome

3oRPCTH 3 % » CELGENEX A9 R A £ H -
SRR P BQOE 0 9%) ~ BRIMQ1E 0 10%)

N3

H (61 > 3%) © #RICELGENEA & & £
55 S B A By i By A
HEREAGR T2 ®E -

al—» (}]

H A 1167 (53%) » B TF %k

BAQIE » 10%) ~ #E (84 » 4%) & &
Bad BERLZE X R4 s e h

s P E - B AREPCTH4E L5483 » T R.CELGENE
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= US
= PCT
= CN
= EP
= JP
= KR
n TW

B 55 &4]% % EBi4H 7 48 % (CELGENE)- H #f

Ao B A B4 45 ey B 44 Sun Pharma A& % B4 R Bk Celgene #2% & F4Z 4
H 4 > SunPharma A ABFE AR EAG K F + B 4ke) FH4R & Paragraph IV 323 »
H & £ SunPharma 93T ¥ > ARRBER L EH b BB L LT
F b > R T Celgene EFREF/XRBZILRM 16 &4 > FREHHR O -
5635517:6315720: 6561977 67557845 71897405 7465800 7855217 7968569 8315886 ;
8404717 5 8530498 5 8626531 5 8648095 ; 9056120 ; 9101621 & 9101622[40] * ¥tk
O MR Z AR AT UEHR Celgene E 7k £ B/ M BHZ IR i 16 44 F 4] ¢
8315886 ~ 8626531 kI EHEE T » BFTHEFTLLEBRREHRE - A THS
LRBTIE P S e M4 > B bR 5 8315886 ~ 8626531 A% & £ A1 4T X X
LR 0 LT BB AL > 8315886 ~ 8626531 R EFRARE 94 S 0 MR LM E
RAGRE T 63157200 Rbir THE T EA0 > L4 EBANAEZETHAIBRLER
FI LG FHER s seoh > BAIA ZFIEAA > B AR AREMTNEE A £ TR
4 8315886 ~ 8626531 48 B 484 A : KAMINSKI, JOSEPH K. » WILLIAMS, BRUCE
A I AR R Z E B3 AT A > 8315886 ~ 8626531 M4 AARMGR &
FEZHEHANNAT 2 KAAT4 RBERAAN BROEEE BREEBFLLEREE -

TR B ERENR R I ZA R TIGAT > RMEE ZARRAG R E 0 B A
Gh B LB BAET R AGRZEAN LB AALTEALES > B g s
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FIRAFHEET 25 BHAREE 8 & D8RR B B AR 2] 6 BA AT
M FRE& -

& 26 BEEEA T EZHAA
WMREEA T EZHEHEA A=
ZELDIS, JEROME B. 13
KAMINSKI, JOSEPH K.
MULLER, GEORGE W.
WILLIAMS, BRUCE A.
CHEN, ROGER SHEN-CHU
JAWORSKY, MARKIAN S.
CHEN, ROGER . -C.
STIRLING, DAVID 1.

_— = NN W W W

A~ ANDA 93552 &4 9344

WRIFFDA LN B F T E4F > B AT £ H N KL 4 % B ét ¥ Lenalidomide 42 H
ANDA ¥ 3% » & T Eugia PharmaX 9 » A TR CEBRFR& LTI o RAIVE bk
ANDAYF F EH B EHINETH A LHANAREA R L EETRNEERELSNR
ERABR S B > EA548 B ANDA S E 4] P 350k B8 38 4o F K27 ¢

% 27 Lenalidomide % £ B ANDA ¥ 3% &£ %

No. | ANDA# | Applicant Holder PCT | Total | Earliest patent FDA Final
filing Approval
1 | A201452 | NATCO/Arrow/Teva 2 9 2010/03/08 2021/05/21
2 | A209348 | Dr Reddy’s Laboratories 2 6 2009/03/11 2022/08/30
3 | A210154 | Zydus Pharma/Cadila 0 - 2022/09/12
Healthcare
4 | A210435 | CIPLA 0 0 - 2022/09/06
5 | A210480 | Lotus Pharma/Alvogen 0 0 - 2022/08/31
6 | A211022 | Apotex 0 0 - 2022/08/30
7 | A213885 | Eugia Pharma/Aurobindo 0 0 - NA
8 | A213912 | Mylan Pharma/Generic UK 3 3 2009/11/02 2022/08/30
- - Sun Pharma 0 0 - -
B EERTES
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1. NATCO%LenalidomideX & %4 & % Jix

NATCO#2021 45 A BRAFFDA R 4 £ 277 > 28 B £ 2 R B 35 B A2 ) P8 E R
W3k 0 Bl &4 Lenalidomide’® & #1£ £ 2 5 F3H L - Rt Hie PR L B A3 A&
HIBORTHE MK AL FIA EEBFFDARK LW HT » #:T RIETE 2|
ERELBEAELBRREMGE -

2. BABWHRFHEI

HRAF AT %23 Revlimid® & 5| € & ob BAFFDAA *T 85 Fa] 7] 4o > Revlimid® % 448 %
£ (5, 10, 15,20 mg)££2005-2006 F $21FFDAAZ T > 2.5 mg&20 mgh| 4 31 20114 &
2013 4F 7T 5 o 0 BRIECelegene B RN B R Z Lo B A T4 > & F
Lenalidomide4d B/t &4 2 & 41281 8 %20194F10H48 > T A HE s kwupx K
HERF] o

R E AR L B BRNATCOF £2010F10 A Br #2CelegeneF 45 T F 41373 &~
NATCO4£2010410 A B & 7% s Lenalidomide % % & % B %5 3t 3h /T ANDA %A £2 5 ok
BRI 2R B TR BB BN 2.5 mgR20 mgR BB e AR > BN RLE
IR R B T X T £ B 1202043 B ) A EE T T10F > T A ANATCO %
BRIFERZLERZERINELS -

3. HIEFAEELBREAA G A

AR AR 45 R VT 4o 0 J dbk % At Lenalidomide % % 277 7% B 45 3t % RFDA % & 42
B2 24 %Y > #ANATCO -~ Dr Reddy’s Laboratories X Mylan Pharmai& 7 7 & #|
i o BT =R B F o) FALE B B3 & 7 745 4£2009-20104F- 2 R > Henlfe
SR BA W F AL 0 KR 2 8 BB 7T AE R BRI AN RS MBS
FEATRFIFF -

BIRNBLZENATCO ~ Dr Reddy’s Laboratories & Mylan Pharma# 5 #]4% 5 =T 24
#, » NATCOADr Reddy’s LaboratoriesFt TPCTH 3% £ » % LA EANE B HIE K 4
FHFFE - RZ » Mylan PharmaZ ¥ 355 $ PCTE 2B > 12408 H EANB %
Bty e B F 35 £ - MARIEMylan Pharma#y ANDA 31 %08 - 38 i 7 BT 3 B 75 0 3k
B HE e B AR P iR R)BEA] 0 B 2 Mylan Pharmafe - 27 65 R Bh R R X B ARG &
Hh By ALIRERAR F AR EPCT W 35 8 A B RLES S0 R A B -

A BaERHEE WA 0 #DrReddy’s Laboratories A Mylan Pharma 2 % #4534
FHNATCO » Rx &I RAEAR A E FEREANDAZ LG B > TRt & L4
BT IE L E R RS
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4. FDA$ANDAY 3% % & #4278 A Bl ¢
ARIE S AT B 2 & ¥ F 4% 40 Sun Pharma $2 )R B % 2 Bk Celegene X %4 3f 345
7 2018/07/03 > B &3 sy Ao ## o ARIEIRx B #AFE A > Sun Pharma ANDA 3£ 44 B Fa] & w%
B 7% Apotex * 28 £ 4~k R, Sun Pharma /£ FDA #) ANDA ¥ 3 & ¥ o £ 84 R g
‘HT%U » Sun Pharma AKJUEEAL » TR BP0 Fo R Bk Celegene T A & AR &sk » 4P k7
# Bk %] ANDA #4 F e 8 B R 422V #> #45 Sun Pharma #o b2t 22 fg oY B AR
HHEIFERTY > THRAAZENGHTH-PERLGEHNATHBRRTENRE LT
IRE[68] MAZREBR T o A > SunPharma LB H RAE 2 2 2 By - L RBER
Sun Pharma A £ £ Bl#E X ANDA ¥3# % > A FDA HE 4 EHA LR E > Mk
iR ANDA ¥ 3% 0 & 4ofT R & ANDA # 4 Bk oi4E%E FDA SRR R A2 4
Y e T
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M~ HMA R RS

CELGENE X 2R A9 FRAA LR > 157 53 % > BT REAFZEKME 10% ~ B
K9 10%~ PEE 9% ~ R A 4% & 67589 3% ° 38 CELGENE A % £ £ B » 3] >
BERGARLEZ A Z P45 €W > LA 51E CELGENE 38204 9
ERTFEREFGHRATE > MEMN - B - B A8 PCT FAAG b4t - 7T R,
CELGENE # 23K &F6 B+ 2@ -

24 %M E? CELGENE oy R A&+ £ £H > mAEABR T3 X4 CELGENE
RS9 R BERRLERTAR SRS ER BT IHHEE -

DEMABHEELBEE  REFFEHA —ERKE B AN T ARFFH
FHFHOFS LTE 30 ARNALREFAELBR P FELL > ME 55 A& £ E3R
B A CELGENE & £ A ¥ 5 AL S B ey P 3546tk » RT H B LM & 28 Aior > T A3
RELPEAPF L LR AH FRAELR P FEF 694> B A CELGENE
EENFFERAHERGI%) FFAREFNFFIAZEZHFFRR KT EEI
HAB Ko ¥ F & o RFT A F 4] b R F]F 35 AN CELGENE b & 4]
WEBRY B R &% CELGENE R 5 £ £ B S B K X TRAEA] AT AL 588
BRI P FLp] L KA EA P F AL T HER LKA 4L CELGENE 89 ¥ 35 R &
FREZFALAECPTFR(EEZRY) REZSHAR  FHAEFFRG LR G
BT DAE A B g8 A 9 F L] E(B 30) AT R AP FRAeLLE A 2 69k k > MEX
MAIRA 148Kk BT FRAEEEE K - L4 BHHRANL TEY
BT AEAMM AR REGEHRARNG £ TR EHFEHUE XS CELGENE
TR EA P FHEHL o R ks MRS EHRRRIRAE RN LR
CERMBL S B AL EZ R HE A Bk T 4 B R AR A MM B E EHRRR
ARANGTRAFEZHNARE FREAHREANT B S > 81 CELGENE #:3i12
HKE W Regt RAE > MEBETRLFTHFAZIRNGHE o 4o £ 0530 L4
CELGENE &4 &b sy B 4T £ > BB TG (REERRE ~ 1
BHREE Rl R B BER LT > RWSRBELH2MEET 0 sboh > &R
Bl O 48 E T [37] 0 iE4b AR A M H A ey B A B — B E T G R £
B PEEBE ~ R ~ BT ~ R AF S TR~ R~ eABF mmE g S
BB RRME - NET  RBEE MERMNBEELT > TUBRAVER - &
BIEZA R ARR CERER > M EARFHBIFHIRBEE LB REERBR LT AT
W St EF B R R — AR RAIR AL 2SR T L R IR EA A B
fo TTHER &R A EAG A RFEZHF TR - A4 RERRGHKAL  FETH > T
DERBRBARLAEENEREANGL AL E HETURARTFEZLELT
BB K -
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& 28 g E A1l CELGENE & &4 % 35 A2 & B 64 ¥ 3546 L B 14

% B ¥ B B EE 5 B N
A £ AI(E 30) 32% 18% 14% 11% 4% 3%
X CELGENE %% | o
1 o 1 o 40 o
H19 3% A(H 55) 53% 9% 0% 0% % 3%
F 45 0.60 2.00 1.40 1.10 1.00 1.00

LA TG # F R E 0 Lenalidomide & AR AT 2 R854 % 5% > BpfE R4 35—
ey HE NP BB LBEZEAOR BTG R o A EHA 5L E
RFRMBFOPE > Rebsr 524 BB % ¥ CELGENE #) X B S AT R ¥ 3F
BRI Mk iR AT X Celgene #5 4 B RcEATEA M > 5 AL ERTH
A2 15 K8 # BMS(Celgene )& E14E A Revlimid: €245 P EH HEZ ¥ Cipla:
Zydus ~ Hetero * Mylan ~ Sun Pharma ~ Aurobindo * Lupin * Biocon * Alembic #= Torrent °
PR o AR o T LA 2022 F 3 AXGM R ENRIMEELRS ERER RS
4% # Lenalidomide * 2 B TH E AU AT E N KX LHHEX S 4 &
Lenalidomide &9 2L 175 AR AR F &Y > Fo B 5 0 BRAER B E A2 € B XARFEIB A > 7T
AR EF BB THEE  CTUARELERARA N ABHF L%
Lenalidomide &) 7 {8 & £ & 2 X 53 4% -

Mz BAREEHETAN B FERALIZERER  FFAT AT
BRI FHGHETEELE AREFANETELER  HERRETHRALLR » 4
EVEERARRE —BABELARAGER TR BX 2L LR EMRIKA FNESHEF
R B AL BT ol o AR ARk 0 B g B 0 B A AR B 0 UIE 55 3R 30 kA 0 K
PR AR ERIELERNLG AT AR S MERL LR A RKET -

BHCELGENE ¥ #4289 & & » 4 T lenalidomide %! ~ &4 S E| A ~ B8R %
#&lenalidomide i JEE 74 % F 7%~ % #&lenalidomide 82 B 1t 2 4 R FL B4 6F A 0 s &0 %
FHBBRNBTNTR ERERESBEHFREZBIFTEDN T E FHEQIRLE
J& Y R 424 2 LA B8 Rilenalidomide#) & 44 > 3R CELGENEA# 4 #8 £ lenalidomide sy #
BAE B E - BRASKRFEERMGERTAAENCE TR FHE LR
&) B 4 X [45] - £ F > CELGENE® 3% % ¥ 4 M lenalidomide®) £ F FF £+ > Rk
CELGENE£ A 2134 ¥ 3% £ > 128 KR Etb R TV 9EA 19 (1S4 9%) > M A
RABITH DO LE R 16F(IEERL 75%) FlE LLR AR F =K ey XRE%
KB MAERBLEAZRBEXBE LKA B RS ZVHRAOHAES S
BREATIO NN > CARFERY S FHTUERASE RS RETH -
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WRAFAG R Z F AR > BEPCT Y 3F £ A5 R 36T — B CELGENEAE BT 45 & 2%
4 ° % % » CELGENEAE20034--2004 % % lenalidomide ¥ 3% 7 &4 /% 55 76 5% 7 0% > 4%
4 T % #&lenalidomidedy & A & A : 746580054 7855217 » 3%k & Y Bp & & i #g oA M
R LBEAT Y ERZ AR LN - EFEEMNA > CELGENE:&AT A6 B > 3
A By RANFDAML 7T ¢ i JEJE > 48 R #9 » CELGENEM BRI 7 Htb % Mk ek
%89 & 4] o CELGENE ¥ 3% #{ & %1t 7T 4= » CELGENE££2004 4--20094 ~ 20114 &
013F 55 H ZREF FHHERBIE ey R o M 2B %23 Revlimid® & F & £ &b
BRAFFDAAL T B R > 4531 20054128 ~ 200656 A ~ 2011512 A A2013F6 A » Al
CELGENER BAEEEH TN REXFDAME T FHE LS > B S ETRENEA T H
Wa s B8 A BB ESAAMEAT > FDAME R FELENM > et —
BB 4T & & o4 B Rl AR A o

WO AT ZERBEAGRBS > RFTURAKM R E 2 E A6y 4] F ok
BITHOHAE BREERZLEZRMACRENEZ LN RFERBERFZM TN
B R ERAAEREEA > BREEELYEF BT R — LG fllo R
W EREEAANE BRI N RFE G 0B L BT AR $ 8 mIE— B
RARBREAHEBS  RMEKTF -

Hd o Bplme  RBERSHEEEZAEE  ATERE A FELRALLE
EAT > T B B & E o) BA2RF T AAMR ER TR H AR ERBRE  #
%297 %a > family 14 54 %% % ~ family 24 234 F % % ~ family 34 284 R % £ ~ family
AF SA4F FHe % ~ family 5A 1234 £ & % ~ family 6 A 3514 ik £ R family 78 51 ik
R B RTME R 0 B FEA H AR S 69 A family 5 0 ffamily 5S4 % B &)
* & & A E & 7465800 & 7855217 » 7465800 & 7855217t R A X B N K B %
lenalidomide# & & & 4] » Mm%k B A A E X REIB ARG S L BEATIHFHES
R FA] LT Re A B A& F B A M R K E M B fldofamily 1 {2 family 148 %
7 lenalidomidety J ¢ 4] B & & > 12 2] T 4% # ) family 63k family 769 By L 2 KA
AR IR > B b M 4eid family 52 20 42 R Bos T 3R 4 A8 E B ey B e

IR0 R AR, Rl AR AR R AR TR T B R T8 5%
2 HFHE32% BATR3OFHATIOL ¥ F A XA CEEBE EX BTk
EHENT4% > MATRRABERTFRAR LS E LR ENE L &R T
CieP @ o> B2L8BTUAMBEEOZHERRE5A » AFEHFLER R
RBRA BB B R Blhe RELK I # Mm@ EF] > M T U kie L 4 % E 2|
BHREEBRABFOBRE > Flho LEFR Lot o
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& 2OMRZEAZEH RHEEIE (RIR  Espacenet * A H R A

& 30 HEEFFZEHR

family 1 S|family 3 28|family 5 123|family 6 35
£ 3 F BR 3| FEM 2l FEX 2
R ER 1| & 71 PER 6| JtE 11
& BR 1]  3deek 1 b3k 1| 3deek 1
family 2 23 @ 1l &% 36| @@ 1
b £ 12| &KX 11  Jbex 10 ZX 8
EX 71 FEN 1 % 22 2l RE 4
IR 1| mEH 1| ZX 25| @ E M 3
Bk 3] B 2] R® 13| #E 4
e 1 FE A 3 Ek# 1
. . family 4 54 & E M 5|family 7 5
IV 44|  HER 12| EXK 3
N 8 B8 8 BX 2 2

i £ M 1

B8 1

B RAEFE (JRIR © Espacenet > A [H PR & 3E)

HEF %  |family 1 |family 2 |family 3 |family 4 |family 5 |family 6 |family 7 |483F |45 E5(%)
1 |# 3 10 4 42 21 8 88 32.2%
2 |8k 3 2 1 6 2 1 15 |5.5%
2 iﬁ g’ ¥ 3 1 1 7 1 2 15 |5.5%
4  |mEKX 1 1 1 9 2 14 151%

ki 1 2 2 1 13 14.8%
6 |&@EF 1 2 1 6 1 11 [4.0%
7 ﬁkﬂ 2 2 1 2 1 1 9 |3.3%
8§ |®mBF 1 1 5 1 8  2.9%
8 |h¥E 2 1 3 2 8  2.9%
10 |[F+4 1 5 1 7 2.6%
10 |&# 1 6 7 2.6%
10 (W&AEF 1 5 1 7 2.6%
13 KR 5 1 6 22%
14 |6% 4 1 5 |1.8%
14 |47 A 1 2 1 1 5 |1.8%
16 (&% 1 1 1 1 4 [1.5%
16 |A&7F) 1 2 1 4 [1.5%
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16 |#F & 1.5%
B & % .

16 i 1.5%
ZHNA

16 e 1.5%

21 |9 F A 1.1%

21 |FT4R3E 1.1%

2L a e 1.1%

21 |[RHA] 1.1%

B i

55 i}; = 0.7%
% B .

25 3 1 0.7%

25 @Ik 0.7%
T K

235 g 0.7%

25 | & 0.7%
2 it

25 f,; oY 0.7%

31 |RA% 0.4%

31 |4kB 0.4%
I M
E T ¥ .

31 P 0.4%
IE M %o

31 |3 B A 0.4%
28 4%,

31 |BLH# 0.4%

31 |B%E 0.4%

31 |%&A 0.4%
CER A

31 |4 MW 0.4%
B (v #r
%)

31 [4&2H 0.4%

31 | & 0.4%
BB

31 H1) 48 8% 0.4%
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MEEAREHEARRMRS A RIS RS ERAEL ERARFT
Boy@ R P AR EF R FRETRER R AR T B S0 F G ERE %
B R ATAIT AR B ERRPELERZ Y S AT HRTF  HMERETH
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CARBEAFELETERNM R E Ly AR ZR I AT R RS
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R FE > R BNIE AP L B NP -

- 7] %# CELGENE 89 ¥ 3% Rk » THIBE RIS MFE R T8 A RIEHEH A

N

MRRER FRE FH o 2F @ EE SR LA SR & At HPN
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R 24 By /AL B EA R FEBHEN FiER LR FA AR L b4 M £ 4
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LR F o RMARRLERAREEER  LELEME T ERBER
BTEAATNTRLETEFMNE 10 F20T 0 ERFUAREETLAES -
ZERUAREZHRE RO DR ERCHRE AR S SRS
i+ &5 4 % (specialty generics) T 35 35 505(b)(2)#7 4 T 37 > Ar H A @45 B E AR
B BT R b A AT BT e 3 A 4R

&1% 0 A% 1% Revlimid® (Lenalidomide)id — a5 E 4 A £ & &
HiE REAEMEFELE oW ERRE R e ZA FF > £ B3R M E
B R 52 B e B AN A L e kAR 77 Ko — O IR R R A S A By o) Rog R
B B — 7 R ERARNG R RS A TR A LR A S
& KRR BN B B R 37 BFAE A T A 8%
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