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EXEmMHISHE

BREAKDOWN OF THE WORLD PHARMACEUTICAL MARKET - 2020 SALES BREAKDOWN OF THE WORLD PHARMACEUTICAL MARKET - 2021 SALES

North America % North America
(USA, Canada) ; . A (USA, Canada)

49.0% . | 49.1%

Latin Aad b Latin
America =5 America Africa, Asia*
3.5% . 3.7% & Australia
8.4%

*Excluding China & Japan *Excluding China & Japan

2021 Estimated market: 1,256 billion
2025 Estimated market: 1,700 billion
(CPRD = 1.8%)
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GEOGRAPHICAL BREAKDOWN (BY MAIN MARKETS) OF SALES OF NEW MEDICINES PHARMACEUTICAL R&D EXPENDITURE IN EUROPE, USA, JAPAN ANI
LAUNCHED DURING THE PERIOD 2016-2021 (MILLION OF NATIONAL CURRENCY UNITS*), 1990-2020
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1990 2000 2010
* Note: € million; USA: $ million; Japan: ¥ million x 100; China : Yuan million (**2001 year) o Q e
Source: EFPIA member associations, PhARMA, JPMA, China Statistical Yearbook .
Europe USA Japan China
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(Small Molecules) (Biologicals)
DFE < 1000 e A
. FIERTER AT EEHEEE
Siesd FEHEERIE (RO AT SR
e 5 | ‘ SRS FReEAT
2 R S, RGBS IKERImEe PERR
(MR AHSEREAER, Ermg o RVESEIE L SREaRIE,
RT
AR RIRZEEY HEE THEsDNAEABR#T
BaR FIFBEA RIS (B AISISE)
e S AR RN PRI (BPCIA)

*2020FFDARGHEEYT, #8201 53 TREY)PH 40 iERBIR/ND FEY), HER 13 EAEYRE.
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DA ($fiZEERES) 21CFR§355(b)(1)
Fer—Z =HARPREIEE (phase |- EIRRHRR, FFBEEZE L.
ANDA (f§ 3 FhEEERES of SRR EEEEE) 21CFR$355()

CAGR pr=/RANY =B 00
CAGR *g'—g %ﬁﬁ%gﬁigé

90% 85% 84% 84% 81% . *Z BB TR R
]

U.S. UK Australia China Germany India Japan Europe Spain Belgium France Italy
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Food and Drug Administration
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HEEFRELN FEEREH S5EELL
JRRIZET 2 [RRlEE hfERE,. ERACE ~30%
PSRRI T D FEREBESRR) ~50%
EMRB T EYEEG. [MREE, EERESR
WL - FEHMET — - e e
FREEHRIE T 5 EnrgE, R LE,; PIEEYEEEE
7,000 -
6,011
6,000 5,597
1875 5,148
g 5,000 - 4.700 ' 2,055
4,215 1,944
4,008 1,706
4,“{]“ T 3’59“ 3,313 1,550 1,525
3,000 4 2960 ‘ 1,924
5000 . 1092 Lies 1232 4330 1415
2012 2013 2014 2016 2017 2019 2020
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Revlimid® (B%{82E)/Lenalidomide (3RAPEIR)

0O O H
M
N‘{i):o C13H13N303
MW: 259.3
NH,,

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

] ] O]

BK SHEERS Sl =
IR REFER TS

s ams 2022F2027

ZES M e E{:E:%ﬁ
(multiple myeloma, MM) =

14



Revlimid ®gHbEk =

Bristol Myers Squibb

o -

EhF(Lotus)/3LREBF(Alvogen) T T Sun Pharmaceutical
2017 PAREE v. (SHEREA v. IPR 2018 ANMSHE v. (BHEREA
2019 A%, BUSISHE, BUSECREEE 2021 FfR, BSISHE

2023.03 [RESHE 2023.03 [RESHE

2026.01.31 H[EEHE 2026.01.31 HREHE

Dr. Reddy’s Laboratories Natco

2020.09 FOfFRE 2015.12 Ffi#
2023.03 REHE o ° FY/SF DABES

2026.01.31 R EHE 2023.03 [REHE

i @ 2026.01.31 R E=IHE
2022 2023 ‘ 2026 2027
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m Key words and Synonyms

INN Name

Tradename
Brand

IUPAC

=Y. Lenalidomide

28 BINER, FAMER, ZRAPER
SRS KAPER

HX: LT7ZXR,LFIURSER

Revlimid

Celgene - Novartis

E3vg

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-o0x0-2-(2,6-dioxopiperidi-3-)-5-aminoisoindoline

g
P \HE'

3-(4-FE-1-BIEE-1,3- —5-El5|R-2-B)-IRIE-2,6- —ff
3-(4-FE-1-FiE-1,3- —F-E06|R-2-E)-ItIE-2,6- R
3-(4-F&E-1-FiE-1,3- —5-2B|4-2-8)-IkEE-2,6- —fF
pEEE:

3-(7-1&-3-FL-1H-B5|r-2-E) IRIE-2,6-
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“TRER(F(E: (@amino* AND oxo* AND *piperidi* AND *isoindol*)@CL AND (celgene)@PA

=fIPC PRI P C

A61K B2[. FRlIAEmAARZBcEMm

A61P {YEA S al BR LRI ~ =R

CO7D:FIRL S

GO1N:
EENRSHIEM R (2R E RLAR
alak iRt

C12Q:

B3, ZEBEENE O AIESmER A

CO7K:IRZE
AL2N: Y EES, HAASY)

A61K31/00:31/00
ABG1K31/33: HIZ S

A61P35/00: 1 jEE5E

C07D401/00:

MIRUEY), SEmENESEME, LA
RIRHFREBRIMRERT, 205
RRESE—ARRTFZ7\E

mRAdRAER, EHASIA

EHPEAFLE S EEERTT, TN
(PROteolysis-Targeting Chimera,
PROTAC)

N FHEH, FHIN
RN FEED, TN
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((oxo*) AND ((amino*) OR (*amino)) AND ((piperidi*) OR (*piperidi)) AND ((isoindol*) OR 172
(*isoindol)))@CL AND (celgene) @PA
(((@amino* [-5,5] oxo*) OR (piperidi* [-5,5] oxo*) OR (isoindol* [-5,5] oxo*) OR (piperidi* [-5,5] 2672

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

(((@amino* [-5,5] oxo*) AND (piperidi* [-5,5] oxo*) AND (isoindol* [-5,5] oxo*) AND (piperidi* [-5,5] /8
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%)

(((oxo OR *ox0) AND (*piperidin OR piperidine) AND (amino* OR amino) AND (*isoindoline OR 2410
isoindol))@TI,AB,CL) AND (IC=A61K-031* OR IC=C07D-401* OR IC= A61P-035%)

(((oxo OR *oxo OR —#fil) AND (*piperidin OR piperidine OR *I) AND (amino* OR amino 4493
OR ZE OR & &) AND (*isoindoline OR isoindol OR *[5|1%))@TI,AB,CL) AND (IC=A61K-

031* OR IC=C07D-401* OR IC= A61P-035%)

((LENALIDOMIDE OR *8ER& OR L+ 1) R* OR L 75 = R)@CL, AB, TI) AND (IC=A61K- 3933
031* OR IC=C07D-401* OR IC=A61P-035%)

20
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= US
" CN
" EP
=P
= KR
= TW
= PCT

HF  EIX NS ELf
PCT 130 18%

1 Us 232 32%
2 CN 131 18%
3 EP 08 14%
4 JP 80 11%
5 KR 30 4%
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1 CELGENE CORP 215 60%
2 DANAFARBER CANCER INSTITUTE 23 6%
3  SAMYANG CORP 20 5%
4  FERSCEEYMHEEEEGENREERAE 20 5%
5 SYNTHONBYV 17 5%
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1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021
ECELGENESAHEE  WDANAZRIHFEE  =SAMYANGEAHGGEH - mrEmstEEYHEREERARRERAT SYNTHON BV
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RESEARCH INSTITUTE INC

1 CELGENE CORP 24 42%
2 DANAFARBER CANCER INSTITUTE 8 14%
3 SAMYANG CORP 6 11%
4  SYNTHONBYV 5 9%
5 HLEE MOFFITT CANCER CENTER AND 3 5%

25
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| /I 10—

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 OSYNTHON B V OH LEE MOFFITT CANCER CENTER
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HEF BB Ebfl FEHE

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 7% SAMYANG CORP (6)

HETERO RESEARCH FOUNDATION (2)
3 IN 6% AVRA LABORATORIES PVT LTD (2)
DR REDDY'S LAB (2)

4 NL 5% SYNTHONBYV (5)

A LEIERESE (1)
A DEBAEEEE (1)

5 CN 4% BE#HERNAEERER (1)
BEMNTE SRR ARAE (1)
BERTREARERAE (1)

1 US 31%

27
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HE=
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CELGENE CORP
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H LEE MOFFITT CANCER CENTER AND
RESEARCH INSTITUTE INC...

MORPHOSYS AG

SYNTHON B V

JANSSEN CORP

ONYX THERAPEUTICS INC

TELIK INC

NATCO PHARMA LTD

O | o0 N[O O] |l W

STARTON THERAPEUTICS IN

10

TEVA PHARMACEUTICALS

W w w01 O
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HE=
1

B—i
CELGENE CORP

il

N
[y

SYNTHON B V

DANA FARBER CANCER INSTITUTE

ABBVIE BIOTHERAPEUTICS INC

SANOFI

GRINDEKS A JOINT STOCK CO

JANSSEN CORP

KRKA D D NOVO MESTO

(Co 2 I e o T I N I B @ > I I & 2 I B S (R U6 IR I \ O

SCHMIDT-WOLF INGO

=
o

TELIK INC

NIDNININ N WSO Oo
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CELGENE CORP

DANA FARBER CANCER INSTITUTE

JANSSEN CORP

REEERI KSR

TR EEAIRAT
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HERE SE—HhEE =
1  FERFCEEYEEEERERAREERAE 6
2 SANOFI 2
3 oEREEE(EB)BRAE 2
4 NOVARTIS AG 1
5  SIGNAL PHARMACEUTICALS LLC 1
6 TAKEDA PHARMACEUTICAL CO LTD 1
7 TELIKINC 1
8  THE REGENTS OF THE UNIV OF CALIFORNIA 1
9 BEMERNDBIRAE 1
10  AMILBEEERNMDBRAE 1
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CELGENE-EFI#ER

= US
u PCT
= CN
= EP
= JP
= KR
" TW

Product No. Strength  Approved
001-002 5 10mg  12/27/2005
003-004 15,25 mg 06/29/2006
005 2.5 mg 12/21/2011
006 20 mg 06/05/2013

250

200

150

100

50
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CELGENERYERFEATRES

Patent No. Expiration
4-8 9101622 2023-05-15
4-9 9393238 2023-05-15
Family 5 5-1 7465800 2026-04-22
USP 60/499,723
PCT/US04/028736 5.5 7855217 2024-11-24
W02005023192A2
Family 6
PCT/US07/017343 6-1 8741929 2028-03-08
WO2008019065A1
Family 7 7-1 8404717 2023-04-11
PCT/US11/035822
WO2011143147A1 7-2 9056120 2023-04-11

Patent No. Expiration
Family 1 1-1 5635517 2019-10-04
: 2-1 6315720 2020-10-23
Family 2
PCT/US00/029303 2-2 6561977 2020-10-2
WO2002035440A 2-3 6755784 2020-11-26
Family 3
PCT/US03/011323 3-1 7189740 2023-04-11
W02004035064A1
4-1 7968569 2023-10-07
4-2 746836 2023-10-23
Family 4 4-3 8492406 2024-12-11
USP 60/424,600 i e
PCT/US03/035544 4-4 8648095 2023-05-15
W02004043377A 4-5 8530498 2023-05-15
4-6 9155730 2023-05-15
4-7 9101621 2023-05-15

CELGENEZ5RERS /X R EHRICIR R 1 61455 #aY
8315886. 862653 11likFy{EFERE!!!
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CELGENERIE It MRl

CELGENE B SE B
FRAERT 32% 18% 14% 11% 4% 3%
L\CELGENESEF|HE 53% 9% 10% 10% 4% 3%
et 451 0.60 2.00 1.40 1.10 1.00 1.00
ElfmEES

CELGENEL/MYEREE AIBINSEEILASNSFIREEHE, MEED PR BaEB Rt A PR

hiGEE
B2 *ﬂﬁﬁﬁiﬁlﬁﬂc ELGENEEXEEHFEITENERBILANGRER . (EFCELGENEXIE R BEREI TERRHE
Eﬁ'g zﬂz}ﬁﬁ —xEEI’JﬁéiFIJ CELGEN EEJEJ&%@WZEMT%? )E_tﬂuﬁﬂg 38



ANDARGEE ZEFHIRB o

\[o} Applicant Holder PCT Total Earli?iTitnzatent Litlig;teion I,:Al[)a?rlz)i\r/ljll
1 A201452 NATCO/Arrow/Teva 2 9 2010/03/08  2010/10/08 2021/05/21
2 A209348 Dr Reddy’s Laboratories 2 6 2009/03/11 2016/10/20 2022/08/30
3 A210154 Zydus Pharma/Cadila Healthcare 0 0 - 2017/04/12 2022/09/12
4  A210435 CIPLA 0 0 - 2017/08/15 2022/09/06
5 A210480 Lotus Pharma/Alvogen 0 0 - 2017/09/06 2022/08/31
6 A211022 Apotex 0 0 - 2018/01/11 2022/08/30
7 A213885 Eugia Pharma/Aurobindo 0 0 - 2020/01/08 NA
8 A213912 Mylan Pharma/Generic UK 3 3 2009/11/0 2020/01/03 2022/08/30

0 0

Sun Pharma

2018/07/03

39



Timeline Summary

Dec '05 Dec’11 . . . . ‘
Jun ‘06 Jun ‘13 Oct 19 Apr/Oct 23 Nov 24 Apr ‘26 Mar ‘28
HIR | | | | | | | | .
Revlimid . ! | . . i i —
Revlimid Revlimid ‘517 ‘740 217 ‘800 ‘929
5,10 mg; 2.5;20mg General MOT for MS with solid form with  Crystalline form MOT for mantle
15,25 mg compounds and 5-50mg per day more than 80% of Lenalidomide cell ymphoma
MOU thereof ‘569 & ‘363 series Lenallldomlde hemihydrate which is relapsed
) hemihydrate and refractory to
MOT for various cancers conventional
MOT of in combination thera
Mar/Nov ‘09 with dexamethasone Py
Mar ‘10
ANDA holder  prReddy/Mylan Jan/jul "18
patent filing NACTO Apotex/sun
| | 1 | | | .
P4 11 1 | | >
Liticati Oct ‘10 Oct 16 Jan’20
Itigation NACTO Dr Reddy Mylan/Eugia
Apr/Aug/Sep '17
Zydus/CIPLA/Lotus
Mar 22
NACTO (US) Feb 26
Sep 21 Sep '22 sale limitation
Dr Reddy (CA) Dr Reddy/ removed
Feb 22 Lotus/Zydus/
Lotus/Sandoz CIPLA/Apotex

/Stada (EU)

(Us)
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