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145 IQVIA FALEE 7 > 2023 # 2 EA $ 915 V£ = o
Top 10 Countries: MAT as of Q4 2023 O

W BRAZIL
B CANADA
W CHINA
FRANCE
W GERMANY
W ITALY
B JAPAN
REST OF WORLD
W SPAIN
UK
Wus

S TN I

$714,307,041,342 49% 13%
3 CHINA $111,896,729,759 8% 1%
3 JAPAN $64,786,765,074 4% -4%
4 GERMANY £$58,304,158,614 4% 99
5 FRANCE $46,479,138,158 3% 11%
6 ITALY $40,654,063,515 3% 12%
7 UK $37,911,885,231 3% 12%
8 SPAIN $32,169,704,744 29 11%
g BRAZIL $31,684,875,974 2% 13%
10  CANADA $31,174,186,560 29 6%
11 REST OF WORLD £284,086,162,776  20% 6%

FH %R D IQVIA

EBKREACEFRML - 4B B 2023 9 BRK L 7,143 B E A0
DD HA49% & AL F 5 13%-F WA ¥ -~ P H-2023 &9 FRHAS 1,118
BE o EIE iiFS%’ﬁsVT‘if‘%‘;f;\-l%o AT HL P A HARAE 647
REL BT FHF L% EF R FL-4%-

%W$¥‘"$“%$¥ﬂ}ﬁﬁﬁ%& %ﬁ’ﬁW%% %%*ﬁ’
* % COVID-19 # 14 52%%5:}%: Fo& g A 4 > 2022 & Pﬁ}%‘ ' (health
expenditure) % 45 v %~ > #2021 & 2 K 41% - F #E R é#% AT

1
A~
1
A~
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AFERFREGDFRANGEFE SRS PRI P BR S
FFRALFW A A EFARG S W% FREFS 1 E T L
BT LAREE LS L FehE e

2R 7
d 2022 & é%‘r%_”"‘?OOQ [t ’$Q2021-&f-15 16%°
., . W A e E
g /?i#ié_#—? }5‘;\—%,;‘ éni@%i
HAT : SRR
8.000
. 7121 7000
7.000 456 500
g 6,423 2
9
# 6.000 -
3327 2027
) . 5148 | 2,268
5.000 4,700 4,875 B 2055
4215 1,706
4000 3g13 4008 1550 1625
Loe b2 P 236 103
3,000 L Lo
B L5 1692
0o bl hase 1SS0 B
- n 017 061
- 835 890
3 1 795 801 803
1000 S 82 TR
753 822 884 o040 986 L047 1106 Llo 1258 13
0

2013 2014 2015 2016 2017 2018 2019 2020 2021 2022
BRALH R aEEEG aRFEEE  BOES

FH KR AN 2023 24 H A e A3

ARWUEAFEE AL G202 4 A ¥ LT a0 2022 & WFE
AFEFEHFLIALT LB~ ’ﬁv\2021&:}« . 4.8% - W& A ¥ R pdiid 372
o K E A R iE 20,380 4 o

2018-2022 = A MW £ & F 54 i

BALT «
% 7T & 2018 2019 2020 2021 2022
BEBmUIET) 803 835 890 917 961
B EH8(EK) 358 360 375 378 372
#HEARA) 19.055 19.100 19.500 19,800 20.380
Hof(fEr) 301 310 322 333 403
Ho4fE(&T) 1.510 1.680 1.681 1,818 2,176
P84 A4 (%) 63:37 63:37 62:38 64:36 58:42
BATHE (&) 2.012 2.224 2,249 2.402 2.734

A - B A S TR 20038 -

PP B R IR R T B IS AP 2 A T A
Gl EH G LR SR N RN A MRERET RS PA S Rl
FEIANETREAT B OPEICLIECRE-BARABNERE U FEE
PRALAF S S FRLAUFOE S AL IS A I

B B BIRAEAEL AP T RRERE o8 F L EN LR
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BB EL B e ERERERBPSHEY FEFET2BHF R 1Y
FPiexz2 {g NEEgH REL B ﬂ%ipﬁ%§¥¢¢ﬂ%o

j\é?’&_g—;aﬂé‘%;grézﬂﬁ—?*ﬁH%ng‘,;;,u'rng—;ﬁgézﬁérexzﬂii‘#imgbpg:
(1) 9 Fi Lminr i

EEFS A RE- BAEI Ve ISR E R
TAFESBEAL LERERT A LA B

A. 505(b)(1) :
pL a5 71 & 47 372 (New Chemical Entity ; NCE) » ¢t 2 & 5-cnff %
RSB R R Ko - BATER BT -FDA L 0 T &
HAEEF S DAL ¢ BTk T &R 0 ATETRAF T Y 5 (Investigationa
New Drug: IND )~ §&k — ~ = ~ = #3885k > Tl & fs ehpr & B 4 (New Drug
Application-NDA )> = 5 % = #75 = B I hfesk i@k & A 47975 TR
B ZES O 2] skl o BIF 2w FDA #RATEY o - L
FDA - BATHEY i > FFTF I3 H R F2 fop L E8 - ¢
W FH FDAE € & Ry v W TRsk % 0 v F 2w FDA & 23
MR MBEZRE RS AT TR
B. 505(b)(2) :

4 T 4 s FRTERE
,g\._bj‘—r-:,\. ’ﬂ—fr'fi‘-??_"[il y,}:}_ﬂ éi@%u%?f%'i*b\ﬁjﬁﬂi“;%—?

¢ /]\E»imjﬂ);?'% o
FPRE-CLINICAL

e o

SYNTHESIS
AND PURNFCATIOMN

ACCELERATED DEWVELOPRMENT/REWVIEW

AMNIM AL o E
TESTING e m—
SHORT-TER 3

INSTITUTIONAL '5 : ]
i REVIEW BOARDS D A ‘.‘ “:
I:I mousTRY Time s A A

= Foa TME  p spamiTTED NDA SUBMITTED REVIEVS

DECISION
SPONSOR ANSWERS

ANY QUESTIONS
FROM REWVIEWS

AL kR ¢ £ W FDA %3t (U.S. Food and Drug Administration )

O SPONSORFDA MEETINGS ENCOURAGED EARLY ACCESS:

SUBPAHRT E
A aovisory commimTeEs

d 3> B05(D)(QATHE - LA AT R ATELF L EZLF DA R VARE SRR
AT RSN B o6 RS rjés%?grg—,% B RE T R E AT A T EE
FRRFR A DA P4 fr PR PR RS F RS FEd FDAS05(b)(2)
@?ﬂﬂ*'%%ﬁr’zﬁ?ﬁ%F%*Fﬂﬁﬁ BT EBEF T
(7 Fh st e BF LA S RT AR L4 RS
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EFREFOE > 3R EFRFRDLERG 2L — o

(2)

AR R E IR R

i3 Precedence Research = 7 7 452 > >3k F L &3 K- 2023
ﬁméwgﬂim’uﬁ€3¢'~5MMWwﬁﬁ2%7ﬁ%§ﬂ&M6%
FAHPHAE T XA REL %?%-%?%uw%uiﬁﬁﬁéiﬁ’
ﬂwmé6ﬁﬁ@$&ﬁ@~&ﬁ\m¢%Vf@~@ag\x1wf%§;
é_ﬁ};»f@ji%l,jﬂiy:‘uﬁurﬁ;%}%% ﬁg?;@su -3 A I

Zyp % W FDA th5 L EF &3 T4l > 2022 # ¥ B FDA % 81 05 &
ZEHcF W5 914 57 > @J%lﬁﬁﬁﬁﬁ%@ﬁﬁ’iw T
W EEMFR AN AF L EHRY | 2R $HE 0% R FFE
bR THRP AT CESTRIAERIERNELERR G { £ & DR T
ST OB IENT O BN RF BT Tl k45 2 WE L E L E (AAM)ehi

B LEA R EESGORY > S ARE YT 4080 BE A NF L
SRR AR 23 FE AR IRy St SRR LR R S A TR
SmARY o
AR EUHUBEFUAEE L ELZ L P FIERBRAPYH A E
BB jIR S PRREAFRAZE S TRS drcilded > 25
PIC/S = f B> & % » PICISGMP R4 2 B & 5 2 ik 9 Bk %
RERA Y HFX 2 RGNS BTy £1 2024 £ 50 47> 2
B34 145 33 % 1 il 48 PIC/ISGMP & 4 o
Zé%j\ﬂ\T% R# B35

ERmg iy i ~ ¢ TR A LA L ESOBRE Y

TRk SR T AR EE MY -

B

Pre-discovery BEVRIBASE
Drug Discovery / Research EE¥7RF3%
Optimization E5E1{k; Upstream |
ProcessDevelopment Formulation Development 2 /7Bf%

BUFENE
Pre-clinical Trial BEFRATERER

PIC/S GMP Pilot Plant

P Clinical Trial Phase Il 58 — HEBE A S5ER Midstream A

i e RZDEREE
l

PIC/SGMP Plant BUERERE |

Manufacture S Downstream |}

Selling #5E

P AR LEHFAGRAY RS G 8 4‘7%%‘,’5%?%;3\/%@% gz &4 %
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ARFFl B fd o R EPFFRL ¢ %Jﬁhmﬂzamég
FenigE it A A BE R AR LE SRR QEFZ 1A £
2 BERNE G IS DEL o AR BRI

DALY FAREf FRGIRAER - BEF LA 35;@2&}%51& PR
BEFEIFFV R L FARBEN AL 2 G e ¢ e 30 - PR
TEER o m R - BIFETRE RREG B AL N E &R F -
TRk kAL APFEESHAGETIE 2 - DA RR TR ES
G AR BB ARM Ok G0 ¥ = DT Rk D DA FE RaE 2
TR R G B R TRhRRAREERL Y AL E
EFE 2T gt 0 B Bk e P 5P & BREE TR E%K Y A

&

’

dFRopA 2 WELIP LIRS KBRS L LY FREMS D
-

THITHALLEFONE 2 EA A E R Pﬂ%ﬁﬁ@w’%W%gaaF
FoAACRENRAL ADEURE A ERF kAR DL AR
AP ERAIELYUG

*# # PIC/S GMP (Pharmaceutical Inspection
Convention and Pharmaceutical Inspection Co-operation Scheme ) 3.3 & & h
FRLARE TR L RS R BEF I F R

J R%@%&;iﬁé_’.h&qﬁ

ARUEEG TR RF R A AAENE ARG R ASEE L
PR e TRREEY O BAAEMETW o FEAWAEAEL GRR RF
m%mmr&€$m$if AR F R R o R W R B 5N e
FRPHEFERFRICSEY RN E T RBE DS A FPE LR DT
AR e BZER T PHEHNARDEAZ 2 2 o WL O REER TR E T S

i‘w;miolb’f’]?«‘]]l\%& B R RIS 0 3 alﬁﬁ—éﬁf”’ A &
BRI TR BRGEL LR R L F RV ERE S
$A4 AT ,};,,\ 7 '3 FIA 4 4;&[‘;\;_ =g 7 Jan: BV 4m[&]%ﬂ ;k},—& =
FEOAUBEALELE L BARE o

Yf%&rw\’:é fL%*L’aU\@ LI VS A 1 R A L 4 1 ¥
FRe g 2fd Pt Folmed it G L-HPwrd 2 HFREMTE
xe:»x),\—ré%«fﬂflf%’*ﬁ/}—r%##ié%#ﬂ#ﬂm# E- M2 BEL, R LR

Bt EE2 AR R BFRE TR BRI S A HFERY B
Poiy 2 MA 2 By X B R R & B EAB AR B s
ﬂiﬁ@%fﬁ‘*xﬁ-ﬁﬁ@ﬁm'}%

BEEA R o WP N REEROTEFENL O RET RN WEL
Sy R opd B B "”‘%“f%'%’éﬁ%i'%%“’”@i%é%ﬂpﬁ sl g R
?%Zﬁﬁ“ifﬁﬁ’f A A BIEE A deilEd 0 A Sdng i F R 02 LR NITASAE
FEM o
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M AREEE -
FroAABEXRUERLEF EARTT T Sk

(1) 2340 Fd g 3ma 2 A2 MR T TR E A A FA L
B R BEE R R R R ARRE S E L T
FE RS B RR T B2 u R UME DT o

(2) 45 & % o ok 7 AT R KR 0 A g be COVID-19 ~ SARS ~ 4 i %
Fivhs 2 AR R R B A AR TR e B A WEA T A R
e g E Y R AR RAR M B R e

Q) st A E g BApE k5  ARPAEANE MY ] g £ 52 @ Aok
BEAERDER b HFEALPFRL 77 7 R~ A5 FRF
mwawaﬁ*gwiy’u«wp¢4ﬁ§kﬁﬁww’u?®ﬁﬁﬂi

EFRwFEEA FRENLFHIZARFEEER
(@ﬁ EE A KT & d TR FEREE %Wﬁﬁﬁﬁ’%*G%Wﬁ‘

A S R A AR R LUEE R R TR KR 82T 2R
BB ism 2 aE CEBLS FFHIE Tl L 8Ed 2 i_ﬂ%mféi%f\
%o
(=) HiFz F3pw
1954 352 Hoiehk = 2 #7 7 5 B
iﬁcﬂ e mﬁniﬁfﬂ;{ VUTB (7 R4 378 o ,ﬁ%ﬂ*ﬁbﬁi@wﬁg&) 587
E R RE A B & FEATHA AT R S AT I RRE ATAER LS E
B TR ATE Pw;,\%ars. BOLESBE LIRS LG A R P
5 7 fvi_'_"E‘wmﬁﬂi";&ﬁ{gi—ﬁ-—rﬂj}g,ﬁg?:

o

c
S
-

w \}ﬁ‘; \;,ﬁ
3‘
2

A % BP0 £ B FDA 42 505 (b) (2) 2 #7%# - bedTH 1] 2 4747 > ¥
ICH LB SR B F TR TR W&—mﬁ$ Tk = ok 2 TR

FEZWEH pBFTIF o FRCFEHNER BB ERL T LR
T 27 ATRARR P dd RRENLIERRL o
BW%%ﬂ@ﬂﬁ%%%ﬁ4*w%%ﬂﬁﬂ%ﬂu%ﬁéﬁwﬁﬁﬁ’i

W

£ F-» B iR #“’415'3’ PR B AE L E
HEE A BRI ED FH AT R
R oo
BEFARYER TSP 2o LR LR YUES T2 LI E X
B AT A 5 ;‘g.l‘zﬁ’»’é’%‘ré’r.r%iﬁ@ii%%él e B2 (TAHE -
P fF 8 BT D P e
A. 5 R = # gk % - 2B jis- MPRT (Multi-Phasic Release Technology)
* ff 0 MPRT L3 & gl ffoe s 4 BB pAR R S At
2z H i (Hot melt control release technology) ~ % % /& 43+ $ 2z B jt(Osmotic
controlled-release oral delivery system) % % H L 3gk k sL#E 5 @ ﬂi;f](Multi
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Unit Pellet System,) #7 % = o
BB P O B ol A B R
L uEm R uATTmEﬁ PR EFTHE S S R oL
4i4ifr"f"i‘uﬂi— ﬂ”ﬁﬁdmﬂr%’ #F B ﬂé“f prz vk
:ﬁiﬁ#ﬁ%%? WE QI FRNE A N E RGBS @
Fpm (s ﬁw’amﬁbgﬁimﬁt
AR AIERHEE > S BERBE S A A {1
SR G BT IV T i B S s A G ] TR AR R f ’
PR FIEE G R IERFE S pHENRE 1A R ZEIRE LS
fiﬁ? PPN 24 ) pE(L R)F oskenal ¢ SRR 2 Bk o
MUPS & - 4744 f 3ol - W@ R4 7 BAHR &5 3
B R B, FMAA AR R e ARG ARSI X
PRy - BB EEE %«”ﬁ@%*’”%ﬁﬁjﬁﬁ‘i ESESLNUAEISE: |
Seend BT OR S~ R OB IRl > E ORI M ROk e e
(A i
RGPS R B ol R AR TR G B R
REFARFErBE? A FOBIBRFEFE LS S DB
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(BrESHES ™) B ERRAE - 2AREF TR A3 EF
R o T RE RS R T Y R R R gt L
F W E I

>

TR B 0 B RN R

ld
[

W

G

A

SAIB.

i x FEERBBE IR L LR R Rk &0
FARK -
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(MPRT) (Hot-Melting Technology)
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i | TREERAE YRS T AR %fﬁﬁf“xxzi’"ﬂ’?;ﬁ
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SPHREI A REFEAS ¢ 22 ERJIAE %5 ANDA # ¢

3
3

(Mint Pharma)

- JEAF S ATE LR - IR ST Rb B 2 PUNHE £ 4R
TRANT BT ERRF LM A SR I|40T
£ R A & w5 7) FrapE
3*55%%.?‘{ NDA i% & : . . e,
. ) . s e | 110ER - EEE
2018 | Zulitor (Pitavastatin) 4mg Tablets EEFATE % EDA f% ' ;
(US- Livalo) i frad
TWN ANDA % it : P
By . - 109 # & =
2018 | Vancomycin 125mg, 250mg Capsule c A L TFDA P 4 fi
(ANI PHARMACEUTICALS) e
% NDA i i : Vancomycin e
2020 | 125mg, 250mg Capsule EEFATE ﬁ? FDf%* i% TE_:i
(ANI PHARMACEUTICALS) i -
TWN ANDA i# it : P
iy . . | 111 # & = j& TFDA
2020 | Ezetimibe 10 mg Tablets rAE L o fi
(US- Zetia) T
SG ANDA :# % : .| 111 # B = jE HSA
. Froaod g L # PR
2020 Vancomycin 125mg, 250mg Capsule Fracd g e gt B
SG ANDA :# £ : .| 111 & & = j& HSA
AN R B LE PR
2020 | 1y okendi 25mg/50mg/100mg/200mg R g P B
VN ANDA i# 2 : ,
iz - & g 2 ¢
2020 Vancomycin 125mg, 250mg Capsule Ha ¥ e ¥ o
2021 US ANDA % it : PIV $+# R | 111 & & = j& US
Ezetimibe 10 mg Tablets (US- Zetia) = FDA 7.8 + 7
F B kg I8 ¢
2021 |\/|Y.ANDA\1 %waﬁp 24
Ectrin 300mg Capsule %
TW NDA :# 2 : o e er e s 111 & & = j&
. L o  APRTAR , .
2021 Pitavastatin 2mg/Ezetimibe 10mg " AH TFDA 282+ &
CAANDA % it :
2021 | Vancomycin 125mg, 250mg Capsule hE A FLE 4"
(Mint Pharma)
AU ANDA i# i : .
. - . 111 # & = & TGA
2021 | Vancomycin 125mg, 250mg Capsule iR G &
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