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3 Keytruda | e v MSD. 3,809 7,171 | +88.26%
4 Herceptin HER2+5" & Roche 7,128 7,138 | +0.15%
B35 A
1 0,
5 Avastin T m s o Roche 6,796 7,002 | +3.03%
6 | MabThera/Rituxan v om :fﬁa E Roche 7,508 6,903 -8.05%
vk e
7 Neulasta e Amgen 4,534 4,475 -1.30%
w O E
8 Imbruvica T M B | I&IJ/Abbvie 3,196 4,454 | +39.36%
9 Ibrance HER2 5 & Pfizer 3,126 4,118 | +31.73%
10 Zytiga W 7 “fjlffﬁ*’g J&J 2,505 3,498 | +39.64%
£+ 52,542 62,016

(5)

o
FrEERYF
‘;‘] g

2 7 Mordor Intelligence 3 % %3t > % I

%2 L RdedF L& > 2021
£ 2TRE LED B K5 36493 BE 0 BRI 2027 EH#R 3 46879 B F
& % £ F(CAGR) Y 4.27%" 5 s AR FSEfIEF s R E L%

SRR %
IEi%%co%CFxﬁ‘_&j\ P”’?]?Z]'?\EﬁﬁﬂcT”“”'& LT :—gr].%—r,@a\ﬁt

8 cphl ] # 4,

Wi d U E L ERR R E TE R LEFRERLEAL o
+%+e€}#ﬁumsiﬁﬁ%éﬂiﬁﬁ’ngﬁ*?”iégﬁg‘

AR HS A o S 1995 & B4R e 2 AR R AR 0 92.9%0
?51,%‘ AT FE IR M RIp? LR e R T AT 2018 £ S BRI
FER LML 1,632 AT RAM L L 0 MAS LF A 30% HA
%%ﬁ@ré&&ﬂﬁjﬁgézﬁ$ﬁ%*“w’ﬂ““ﬁﬁﬁ BLHELR
BEANEFF LED S ’“fﬁﬁ%%ﬁ4“%’%ﬁﬁ?éﬂmﬁg LR E
SRS F R Ry EARB MG T TRA 2019 & S B FE
2019

' GENERIC DRUGS MARKET - GROWTH, TRENDS, COVID-19 IMPACT, AND FORECASTS (2022 - 2027)
https://www.mordorintelligence.com/industry-reports/generic-drugs-market

B ARTIN Y LR G N2

2}

» %% p ¥ 108.01.28 i %% F % 1080075705 %5

http://sc-dr.tw/content-detail.php?type=3&id=3885
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Sl RN 6 REA AP 2018 E X E K 157%  H P A TR L &
o BEFH 18 REA - fEAW - ERLL 5% BT AR G5 R
FHRIPEFEIRNESFTE - Ro cBFLFR MM TEIECR Y RNERIH
4 &

FEWURT AL TR AR S REF A RESA o H P SRR A
FRH A WA PR ER E LT RY AR BE P H SR H
BRTEATH* DRG] o HBRFE LG e KN T A N R EH -
|~ FE L &8 (Prefilled Syringe) ¥ #cfd o " F WH 2 7 UrieH > 37 7
ERSBRFIRZPEEATERL RAMP > LERNEFERTEY - HHE
i B E 70% (4o 11) 0 ARBE RS FEREF B ROE IR A PR EL
o R - 'I?i””é“i”f B A ABNFEE G B A F R ETEN S R 4
ZESGEHEF RN EEL A I E LR SRR RO M ERIE -
Bl 11~ 3 RME 540 48 e b 70%7
m [nj m PO m Ophthalmic = Infusion m Other

0, 0,
4% 3% 3%

%%“r%i EEEH
% Reportlinker # 333 447 & 45 1 2019 £ 23 B L oW P BRHL 1,096
BE AT I A 2025 £:2F] 1,621 BE <0 E4F &£ 2 E F(CAGR) & 6.4%5; H

EASNEE T 5 b Y AR ¢ F 4 A3t % https://cus93.trade.gov.tw/FSC3020F/FSC3020F

? US FDA Drug Shortage Database. https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm
Accessed: Mar. 14, 2013.

* Pharmaceutical Contract Manufacturing (CMO) Market - Growth, Trends, and Forecast (2020 - 2025)
https://www.reportlinker.com/p05778451/?utm_source=GNW
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¢ 50% 1 59E oo PR A ALR| P-4 2017 £ 869 W E LA E L 2024
E182 ME A EAFASE F L 11.14% AR A1 P BEF A E 1 8 4K
42 A A F R BB AT Z A BATEL D A B UHZ S e
MER Y BEFESE AR (P RERELRISR) D~ F LA L
ﬁ%%ﬁi’ﬁﬁﬁﬂﬂlﬁ%%%ﬂﬁ
URE R ECRE FiE L LR *??
&7¥2 F (Office of Generic Drugs, OGD) » #& ! ?Iﬁf”:%‘ii&ﬁﬁ%ﬁ @%’;ﬁ}
TR TR T RN R T ,ruc_;i%ﬁiéﬁ CPRRTE L E A SR L
2015 & 51726 5 # & T] 2020 £ 1948 552 > L gD F HiE A A eiE P H b
oS LERYHA L PRABELN LIS HL L o ZRITH R
Ap 2R (B 2015 & 3 7 5 P B4~ 1%/8 Sandoz £ Zarxio (Filgrastim-sndz)
% Amgen Neuprogen é12 4+ 4p 12 3 &> 2_ {5 43+ 1% /& 34 37 Biosimilar & &%) 7
TR R S TR AN B 2 Vi
2AF v P T2 B

(N2HEEZE ¢ T2 G
AREL LA e FE BN OFRFRAE PSS PN 2P HES

: a N
AR AS FEABTIMEF A EFPREIH A HAFIELE
FREEABE S MREORE A E R KER PR LT N RER
NEEEFL O rCBREEFHER -BFZIEp i mRGEELFLE N
AYH T EM MiT gt A2 RAREFRET O RFEITIASS PR
¥ WBRALFHFE 2 RRPBEZRT R GMP 2 A2 A »
Tk i f ik ¢ RPN FER B R R R%E 3% E A
SRR T DX 2R T R TR A MR RhERY § X
2R TR E AL B Ek T ZBRFEAT L RNE R
ﬁi%ﬁ%'#”’& 2 (el 12) c EEFPHOFE  ZHAE TR

AHAEDEHFHE S G CRZR ZRBBEEE D PR EHR
BB ENAHAENT - BAKk o pad HAL AL 3G 5 L7 MAEER

a3

7> .c&jﬁ;j;}—%g:‘i;z»;ﬁ ﬁ\ﬂé ~ é_r\?‘;i’f_ , - N ?Lﬁi&r@ o

-y

** CDMO Market Trends by Contact Pharma.

https://www.contractpharma.com/issues/2019-03-01/view_features/cdmo-market-trends-169902/
> Office of Generic Drugs (OGD) 2020 Annual Report. US FDA.
https://www.fda.gov/drugs/generic-drugs/office-generic-drugs-2020-annual-report

® US FDA Biosimilar Product Information.
https://www.fda.gov/drugs/biosimilars/biosimilar-product-information
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fex 24 %% (Erythropoietin > # #£ EPO) > &~ fad THA el 7 =
4 'z (Peritubular Fibroblast) # i 2 4% 39 (Glycoprotein) ¥ i % °
AR AAE AP cnfehd & 5 e R on 2 2w See
At R e o £ Biox 3k 4 2% (Recombinant Human EPO) ﬂdﬁ
d DNA € 23 w2 4T & 4 hdid EPO - ML sfen= N o
FITHRA > e biof & P Bin R orFRNP L o EPO h* g dp g AL
PHEL e RRE o S RAETREDL S REM R L CRRBIORS F
Priold F P g AR A PR T g F o R 2 AL LRFRF
AT FIRR AT EY 2 IE P 0w EE L Gew FER Y L AR % g
BooiTE Kk EPO te2ThenE A BEE 8T | 0 9 4 BB R.en25% 0§37
A€ AT EfR L D f 3

A 1989 # Amgen 2 & % - B A i k4 2 F EF 5

B i X E 72006 F 2T A M n kA X FF L LI LT 5B
126 BE o ooo@ {2 F R AT - BEAY L DTG 0 B SRR b
T %5 54255 IMS Health 74188 5F 2010 # EPO 2 T4 8 454 106 % ~
2016 # H B HHRHEN9F 58 mE A~ (drk 8)o S e b LR LR H P
(7 EPO A2 &3 & F Epoetin Alfa (Epogen®/Amgen ; Procrit® ~ Eprex® -
Erypo®/Johnson & Johnson ; Espo®/Kirin Brewery ) £2 Epoetin Beta

( NeoRecormon®/Roche ; Epogin®/Chugai Pharmaceut) & = 2§ » = ﬁ 3
" CHO 'm¥% i » 3  chi# i d 4 F iy ip T #L6L £ 3 1 5 4-13
JpE s AT RH 24 PF H L EF 3R

Darbepoetin alfa ( Aranesp®/Amgen ; Nespo®/Dompe Biotec) &_# 3+ B
#F Ay - BERI EPO (2001 &£ BE R PP ) HERKF LA
Epoetin Alfa =+ + % { 2 B ’«‘i’rzéﬁ»‘&.'"l BYL FaprAsa Hi e L
B UHE 23T E - X TF o ¥ - & >TF| EPO & Roche
o P AT B 0 Mircera® (2006 & F 7 ) H & 42k 2 F ¥ Epoetin Beta “c
~Bo-oppiss (PEG) # X FHEE 130 FF > 7 2-4 16— =X o
2016 # IR Al n R4 & F EES H¢ > Amgen/Kirin £ Epogen®
Aranesp®% NESP®' 3,669.7 7 # % ~ 4l & %8 & 45 62.9%7 3 1&) F =
¥ Ortho Biotech #7 Procrit® ~ Eprex® ~ Erypo®4# & %5 5 972 F & # ~ » |}

.»_‘E\E

¥% 16.7%™ H ; Roche 11 Epogin® ~ Epoch® ~ NeoRecormon® ~ Mircera®4/
B4 5 1,189.1 F 8 %~ > ¢ 3 20.4%% ¥ (4&rB 13~ % 9)-
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Bl 132019 # 23 A b TR 2 X 2 B 5 | 528
Epogin®/Neo-
Recormon®,
5.1%
4.9~2019 # 2T A F w4 X F B LS 3B
T e/ i &4 N A& | ap F4 | 2019 F 4 B 47
A& R e ] %7 5] ¥ o | ERE | pe | TFaz
Aranesp@/!\lESP® A s F $w s . o . AU I
darbepoetin % R E 1 A €2 % pEF-v [Amge/ Kirin v F;fr fadea fa e 2,093.6
alfa =
Epogen®/ESPO® |z 3k 4 = % o . , , .
AR — ey e b .
Epoetin alfa XS ER | T # Amgen/ Kirin | -1 | &I 867.0
Procrit®/ Ortho Biotech
Eprex®/ I TRA A E ) . |/ Janssen- , L ER | .
TR IR | -t , e b3 :
Erypo®; XREEH | 7 PR Cilag (J&J) Eal 2 e 790.0
Epoetin alfa (% /& Amgen)
Epogin®/ TR
Epoch®/Neo- mRd N F| . |Roche , 2ivmE L
AR 3 v ; ¢ b :
Recormon®; S -P-RLE | I it (Chugai) Eal RZPo 264.2
epoetin beta T
Mircera®;
Methoxy . . . B
a4 a2 F|Re-_miteE ,
polyethylene ﬂ;,f - # ?{ ) P2 Roche IR X e 1,123.5
glycol-epo- RS 1 A L S }’i[f-‘,
etin beta
&3 5,138.3
T4 % B R AR
+ 3% (interferon > IFN) & - flwmi e ifrd > L3 i fFBE M 4d &R
i+ 4 P & FAlick Isaacs fe3 247 % 4 | Jean Lindenmann % 1957 # &

/FH;L)]%J:-

P ILd P fmie B

)?i-a—

BARBEI T AAL

® Cortellis database 5 17 % @, 2020

° Cortellis database ¥ i 1 &

¥ f 12,2020
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i PP K f#F5-L (RNAse-L) » #-fm %2 )\ o4 RNA BUR 5 = 7 i it
Fod pE o P lw e PR R S A o9 BURH 0 B drdlmie o A
& h B #m]ﬁ?a CFUEBEE SRR o
+# % a (Interferon-a > IFN-a ) 4.4 B# T sffrl 2o w32 4 » &
FBALA PR R BAFLCAIFL BRSSO o R L e
502017 4R L Y dp A 2z BAPF R CAPTF R T R E BT 3.25
BACTSBNI AT NE R P RSB R L E A TRRE F 0 Bt
F 1154 o
1986 & > 2%k % - BEEFFEZ IFN-a 2b (Intron A®) i i FDA ¥ .8 *
e f Bt B A5+ - 2001 & FDA 1% /8 Schering Plough = @ & »c |+
BEIFN- 2b 7 > BERRF RS LEZH- X o
1295 IMS Health 323+ > 2015 # IFN-q >34 835 5 8654 F H £ ~ - f
# % L2 IFN-aF IFN-a-2a~IFN-a-2b (395 %= 4 Tasf) 2 3
AL |+ E (FF- =4 T L6 ) PEG-IFN-a-2a (Pegasys®/Roche )
% PEG-IFN- @ -2b ( Peg-intron®/MSD ) > ¥ H jhi¢ * & & & Ribavirin i» % C
A o BB £ x| F 3R F BB e d] F 3 £ &2 Polyethylene Glycol
% &35 Peginterferon (Peg-intron®) > ¥ &> F 2 5d TR B &
MR FEROL R o e P FRFRETAE - BN BB R
H ik 42 o Pegasys®E F C APF X 2 B AW e e 0 2015 2
483 5 559.4 F § £ 5 Peg-intron® ¥ 3 C AP 2 i o 0 2015
DA B 182 F H £ A0 H BT I L 2] IFN-a F #( 40 % 10)-

4 10~2015 # 2Tk *F fE o F 5 3!

A E 245 it &4 ) A A g FA5 28—15_-.:&_@:\%
2 r’ff- 57w 2w Ll { R Pegx R (’Eu)fg} *
Pegasys; R - # Copegus & i
peginter- it & % 3 | Roche B0 F | v orlical |19 559.4
feron alfa- . VL d R
2a 2 N F:l s T
A e R——
Re gl e £ S
egylate U Tk : AEY A AL | e B
interferon 2 L Schering- E :-:1] o J’:%; @g, S 182.0
alfa-2b : Plough) A ek o
Intron-A®
Interferon £ 239 | Merck F © 124.0
alfa-2b
£ 865.4

0 g £ 20 g 2017

! Cortellis database ¥ 7 #5532, 2020
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il BRI N F g B AR

$p 3k 5% 1% (Granulocyte colony-stimulating factor * G-CSF) i &
e R V‘%,’ ¢ 8 2k T x (Neutropenia) °

1991 # Amgen = @ M A FIE B PEE Y S H{E AR AL A 2 S
- i# G-CSF A & Filgrastim ( Neupogen® ~ Neulasta® )’ &£ ¥ FDA {582+ 7 »
Wi L e RN PR EEY o P By - % G-CSF B
3 ¥t # (Chugai) /4 CHO !m* i& {7 % JL 9 Lenograstim ( Granocyte® ) °
2002 & >3k % - B & »%7] G-CSF & & Pegfilgrastim (Neulasta® ) ¢ Amgen
NHPFFTUEFDATIAL S > B R ARN T HE - LT H6
mge P & 2xA] G-CSF A & &7 3+ | 4 % = (90%) (4o K] 14) °

Bl 14 ~ 2019 & 2 R3pA M sfHE Tkt #F o 53

Neutrogin®/Gra
nucyte®, 2.4%

Neupogen®/Gra
n®, 7.3%

B A AT 0 2019 # 23R F AT IRE T TcE F R L e
ToRARIEL 3815 H £ ~ 08 ¢ & 2cd] G-CSF A & Neulasta®*t 2002
LB OIRI 2019 E R 0 4 BIEY 464 RE AR T34 BES N
£ 2%d] GCSF P e A Bipf i i 3R T R (Neutropenia) Z A i
sk kA A ehE E 2 (dok 11) e

=

e

32 Cortellis database % 7 #5532, 2020
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% 112019 # 2RI IR BT Nk E 2 53

~ £ 1/ T ~ o 72 & . 12019 E 4 & 3p
BEeq | wn iy 47+ o gu | ABE | e | TFaie
’ﬁﬁf"iﬁkﬂ‘%@ N ,
Neulasta®; Be - pgit , AL C R A i
’ G-CSF) % = i S :
pegfilgrastim fgﬂ] ) AR o Amgen 0 kM T R 3,446.3
Neupogen®/ | 412 ii’?‘ﬂ?ﬁ B MG g
Gran® Z(G-CSF)%2 #% | £ 230 Amgen/ Kirin | 39 F Ti M':'}‘ e b @ 278.0
filgrastim L R
Neutrogin®
(P) / A ii*“ﬂi%ﬁr g
Granucyte |Z (G-CSF)X %275 | £ 2 kv Chugai & Roche | 3+ F" T)T{ i'&‘:-}* ¢+ R 90.7
(EV); v | e
lenograstim
&3 3,815.0

<
I

BSR4 R TS B R R AR
i hpE- BAI A @R LR EF LR LR -

FF 0 FREFRAR N DB PR OEETIIARTEALS S ABC
S AR AR AL L FIF A R RS 0 Y BAIZ &
LFE LA FF > 94 R F15%20% 13552 o 2opEE § (WFH)

D gy 0 2R %op o ¢ B 2014 E 0733 F 3] 2018 o
77.4 § > 33312030 & 0 B K 4 BRI 1.2%04 £ £ S

B A BOER 2023 £ #ET] 820 § 4 0 B 2030 £ #EF] 89.0 F
Aot Bod ks B 4 #2014 #0137 § A T 2018 E £014.0
¥ A ks £312023 £ Bop A BRI AE D] 144 F 4 0 J82023
£ 32030 # 0 RFABIE LT 146 F 4 0 B R & K 85%Ni
AFREH ST Ak 295°2010-2017 23R A & € e F]F A S48 R
FE A £32017 #2760 F ~0TE3E 2027 £ F) 100 R E A EP

Pfizer 2> @ enE £ % 4 stn F|+ A& 5 BeneFix2019 # 4 £ 4 488 7 § £ ~
365 Biogen 2t # 91 Alprolix 2019 # 4 8 37 5 618.4 F § # ~% - # 1 2020
E B A B Al AR RARE T 2 3 & BT R oA 12 470

* Cortellis database ¥ I; % #7372, 2020

#An F]F #Z 3 3 34 47,China Biotechnology,2017
!Bl A pER T ES B R4, 2019

% Cortellis database o Ay ﬁ“ = 2020

3 Cortellis database Hi 3 5:@,?%” , 2020
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212~ B0 23 B Al %o A8 B £
A5 - lji:;};/ﬁ'l o AR5 A A RS FEE g P
Concizumab E;?E;;??;zritzig?way '::::;ZI;I Novo Nordisk | F9 & Xaoerrgophilia Phase Il
Fitusiran ﬁ\r;]ﬁig:lgcnrmbin . ATIII RNAi | Alnylam/Sanofi| ¥-v %‘r :ra;rgi‘i)::ii;grs Phase Il
AMT-061 Ezc‘iz:fxs:;r;’:fgzgr fhee”r:py uniQure | %% F |HaemophiliaB | Phase I/Il
F9 gene stimulator; Gene
SB-FIX tzriz:\rfsfti:iiiiroar?:s’izr ’(c;l:rr‘aepy Sangamo %9 ' |Haemophilia B Phase I/l
agonist editing)
SPK-9001 Ezcie)?lexs:z::ﬁ;:gr fheerlzpy Spark/Pfizer 9 & |Haemophilia B Phase I/l
PF-06741086 E;?Eﬁ;??:}%;i:way ’::':ii;(—)lj;l Pfizer =9 F |Haemophilia AorB | Phase ll

B. & &HE 17

(TR O e =

%
EPO & & 1% &

(EPO) % S5 57

B e 2 IR Amgen &
g1 H-r 5L 7] o Amgen ¥2 B A& Kirin &
£ ) %l EPO > ™ Espo®eif &

Gl ~ A&y
FUE > % d Sankyo (P &=
FEIESE X

2IRE R

mERY FEP A2

ke H-Pld Johnson & Johnson (J&J) Bx & > J&J #%7F Eprex® gt 4 &

&1 -

Gl B2 Roche vk B |F 2

f6x ¥ p & Chugai (7

HRE) AL

®] Boehringer Mannheim 4 %] B pF 12 2 5 B > /& %[ 12 Epogin®)4 %

Recormon®:ifs & &

Peng Bl kA & F UB-851 TR ik BN B L g T E R &

b A

AP AME FERUGHHE W 2D B

Eprex®ii s R BE T2 FH 3 o WH-UB-851 @k 2 F ~ P &~ 7

H7? H 31 & EPO A &

i A E (dok 13) ¢

z‘13 UB-851 £ 1 & EPO N
e e Y ey
L7/ ek = ¥ EFREp AL B pPA~?P R
R
Bp Al skt AR | B A R AR | AR e kD SR
T B | NPl 3R R eniEr | N 3R A FenfEr | N ke TR A A ehiE R
WA o it AF | PHEAE o LTk S F | Ak o i Thd A3

® Nat Rev Drug Discov. 2018 Aug;17(8):541-542
° Cortellis database 55 I % 2 #r38,2019
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‘El_ FlioR psk ;5 3T 108 &

by ja=a)

7% - A HWTREE%E 0 109 F£ 2 Al

70 P mEFFEF S - DA WEF RS

ii. &% -a(IFN-a)# &35 53

AP AR &L 4EE 1% PEGylation i 2 £ #
S L A N ki
P Ea A= RN NI R
S R E B By
£ G 5% ik F11 2 B {e CHO snmve
HEMY IFN-a-2a 2 IFN-@-2b (44 14)

A A2 dNERDIFN-a8 z FHEF a "
Paﬁg%ﬂﬁﬁgiﬁéﬂdﬁm?
AKII!]J.%-% 'f
2dE G EREY

4 o NI F 2

&0 T

P W TR TR AR T

St igflin e

m

= g tE LS

§ %t 8 L% (TFDA) /A7 34
FEF T TR RE Y B AR

TR

% 14~ 2 + 3 IFN-a A & Rk
= A Interferon alpha-2a Pegylated interferon Interferon alfa-2b peginterferon
alfa-2a alfa-2b
FeEL/af Roferon-A /Roche Pegasys /Roche Intron A /Merck PE/i/I_IerE?n
® {14 kLt i o @ TiE A LG ® L kmrry | @ F Hop AR
AT e B | @ AT A i 2
° t;}h‘méai;[;q ® B I ipd B 4 ® L1227 @B AL
.B"‘I’”"\I}%*k—’ﬁ ® C AT Lpa i % ® niE kT B AR %
Y OCAFUFARE | @ PRI LA FE (@ KFIRR ® CAF L4
e @ Htd LR B ® EiEmARM Ll E%
@ 2J 2 Fgd | e R F
® LT 4 £ KT R @ HlECAPFY | @ FhEg A
® i g% ® it B AL
® " lnie g
R
%;01? - g ;f )13‘40 - 559.4 124 182
iv. AIFTE STARERE IR EE 12 (G-CSF) & S s 7)

PN

RN d L
= L P4
% IND ¥ ;%—

% Cortellis database

5 3y % 5 19, 2020

UB-853 7 {1 * Jhd¥ chfk & J-v T 5 f & G-CSF

R o oe A

"% #) ¢ Neulasta®% Granocyte®f (4r# 15)° p @ ¢

A E TR RS AT
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https://en.wikipedia.org/wiki/Pegylated
https://en.wikipedia.org/wiki/Interferon

%15 3 & G-CSF 2 '* fi

41

A Filgrastim Lenograstim TBO—fr:Lgrastl Pegfilgrastim
B b/ad Eltlegurzzcgifn? Granocyte/Chugai Granix/ Neulasta/Amgen
Sicor biotech
Amgen
O g dFwmie HAEPETE Y 1Ly o shECH] | E 2R AL | E T R R
e PR & | R AR E R
® ir it B Rz 5'iii“%.’ L A 5 L iﬁ:éf%’ v ﬁﬁr%#’ﬂf?‘ﬂ%’ S
T I Mod o L | TR & H R
R o PUEHALE 4 URGHLL ML | TR L
TR
o LI iR (ERCILIE R O N2
® # R irmie kLR
2019 £ > % ¢
230 278.0 90.7 ; 3,446.3
(FHE~)
2017 & > TR 4 & 3
=R 578.8 ; ; 4,697.5
(Fgx~)
AL F‘-gb’[, A T+ (FIX) 2 -5 53
APz EeE 4 L F]F UB-854 ¢ T HAFENE & FL AR TR
Era*’*%%#wié_t‘ (4r# 16)
%16~ 2+ FIX A & k4
= A TR AE 4 Rl 73 Fcp & Ay 4 e 3
e s ap BeneFix®/ Rixubis®/ Alprolix®/
e e Pfizer Baxter Biogen
% 20-30 IU/dL % 20-30 IU/dL
¢ :25-50 1U/dL ¢ :25-50 1U/dL 4 ¢ :30-80 IU/dL
g % : 50-100 % : 50-100 % : 60-100 1U/dL
IU/dL IU/dL FORL e
R bt F T
2019 # >R 4 & 35
ERRARE 488 - 608.4
(FHE~)
2017 & >3k 4 & 38
. % 1: _ = 604 - 407.1
(FHE~)
LITIW:HF 3 5 QW: FiF- X 5 QOD:ff % - =X 5 QQW BFiF- =
! Cortellis database % 1- H#18,2020
? Cortellis database 5 17 E#r18, 2019
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-Raf jgcps e &

"BRAF-MEK-ERK | & ¥#limie 4 ~ A it 2 5= 2 £ & 4 BT -
<9 7% EEBEF NI B-Raf AFIR® o ¢ B-Raf AF]% 600 B %
A & Valine (V) % % 5 Glutamic Acid (E) ( ¥ B-Raf V60OE % % ) © #4%F
F B B-Raf iF 12500 B0 > #FFiE i wmre s 4 WK e i (Davies
H et al., Nature. (2002) ) > #]J* B-Raf s #iih 5 U B B 5 ¥ € & (s
3 ¥ > B-Raf ;ﬂ;%ﬂf TR ERA s A E R 2] e R~ P
S~ PSR bl Y 0 w A G AR b2 B-Raf A FIR®
#£3 2021 # 17 Ay o FDA S 408 4 8444} B-Raf V600E R % *13Kk
enZde 5 4 W) 5 Vemurafenib ~ Dabrafenib ~ Trametinib 2 Cobimetinib °
Vemurafenib % Plexxikon 2> # 2 F Hoffmann-La Roche = & % ¢ % &

PR B-Raf #r| & 2 4 > 2> 2011 & 4~ =X % W+ # »%,8 & * % B-Raf V60OE

REE S BECGSEBPNL AR PP LER LR P A
BRJ S o % 504k i ok o >* 3 # B-Raf V60OE % % 2 B *
Tk iRk W B (7P o {395 IMS Bcdp st o 1T 5 % - B B-Raf V60OE F#r+|
) > Vemurafenib >+ 2011 &+ % {5 > 4/ 837 5 351 7 § £ ~ > ¥ 2019 &
22218 FH %~
Dabrafenib i GlaxoSmithKline 7T % e % % B-Raf #r4| %> ¢ &2 WZ ¥
Ay B o H b€t & Trametinib 24 & & @ * A% B-Raf V60OE
2 V600K % % ~ & ;2 *» % BEMEDT I F R ) F A 2013 FF KA
R+ o TR Kﬂj\é’%—l—'ﬁoﬂ-l*f;_% AH B PFEZ d E B
PR 2 4R e R s R AR TR A
B T 0 0 ATREFERIFEY o 135 IMS Bcdp gt 0 1R R =
i® B-Raf V6OOE #r+#|#| » 2015 & ch4) 38 5 259 7 § # ~ » I 2019 #
51,338 %~ > 7 {54 8 3F ¢ AZ:E Vemurafenib > 3 5 2021 £ 4
8 35¥ £ 1,605 F 8 ¥ ~* - Vemurafenib >% 2011 & + 7 (S 4 & Fp 2 5E 3
4o @] 16 ; Dabrafenib ** 2013 & F % {Sen 23R4 B R 5 30 5 4o B 17 ©

® Cortellis database
* Cortellis database
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B 16 ~ Vemurafenib 4 & 3 5 & 338 5

Total Sales

Fiscal Year

Bl 17 ~ Dabrafenib 4 & 3 % & 3-7f 5%

Total Sales

M reported sales [l consensus Forecast

Sales [USD M)

Trametinib 5 GSK #7 ¥ 7 chR % B-Raf V60OE Fr#]#] » £ 1 2018 & i3t
CAER WP ~ P AZ FERPFEFF o Trametinib 5 MEK e & - %
% H b * &7 Dabrafenib B & * £, ;5% * % B-Raf V600E/V600K # ;%
L i A BALR S R o D HARE 4T f 2013 £ 1P kg
5156 FHF Y 112016 & 5 284 F H AT, Bt pE o
B {4 — 48 4_Cobimetinib * Roche = #*" 2015 & } # ¥ 4 » £ 3 2018
EFrt e AER WP P AZ S EPE P o Cobimetinib 2 MEK
H’#Js?' » ¥7 \lemurafenib 5 & * % » 5% R % B-Raf V600E/V600K 55 # 2.
By o 43P 4eh 2015 FAH BIE L 21 F :!T ~4%952017 # 5 609 F §
% 7 o Trametinib ** 2013 &  # {4l & 4 &2 3f &5 4- ] 18 ; Cobimetinib
2015 & B SRl & gE e ?E”é—&r’ﬁ 19 °

Thomson Reuters, 2017

Cortellis database 5 Iy % & 12 , 2019
Cortellis database 5 I; % %12, 2019
ERTALR, 2017

Cortellis database 5 37 % #32  2019
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B] 18 ~ Trametinib 4 & 35 % & #H-7f >

B Reported sates [l Consensus Forecast

Fiscal Year
B] 19 ~ Cobimetinib 4" & %f 2 & 33 >
Total Sales
B reported sates [ consensus Forecast
A
g "IIII l\'\
/
P / \
3 /
o [
A
100 __7__‘/'/

Fiscal Year

7B 3 2. B-Raf jcfis e UB-941 4%t Raf ;‘;:rﬁiiiﬁ%éf%js Fril s
Moo P EEN (Selectlwty) F (dodk 17) 32 F 2 B3 4 ”%}%%ﬁgﬁv«fﬁﬁ—
NV EF o AR TR AL LA RSk UB-941 £ rﬁ B E -
F2 v R affdifﬁiﬁm BoTEH E B (T NI B o b ¢h UB-941
R E YRR I ROERTE T2 SRR RS RS IE Y
Fimre 2 ¢ A2 3 o3 B2 fgenficst P R ﬂﬂ%ﬁ%ﬁlﬁ@ % (No
Observed Adverse Effect Level » NOAEL) 4 %] % 100mg/kg % 30mg/kg @ &) 1%

v .
3“'/') ’_‘_:1 %?th?ﬁﬁ‘lo

*% Cortellis database & 7
> Cortellis database % 3
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4017~ % B 4 & $-%F B-Raf seps frl A0 i d

NS Zelboraf/Roche Tafinlar/GlaxoSmithKline
F&EL/ad Vemurafenib/240mg/4z i+ Dabrafenib/50mg,70mg/*% %
R E B-Raf V600E B-Raf V600OE V600K
AR v JR960mg,~ B 2 = v JR 150mg,~ B 2 =
I, B~ b ofReg kAR i | B TRALR & I sk e
al F ol T sl A K Bk ey | ToBOS R TR
& 3::’ “.» 15
2019 # 234 34 221.8 1,338.0
(FHE~)
PRy
2015 - i: ﬁ{d ai 222.5 259.0
(pEE~)

(5) #oRE L &3 BARE & & R

A A 53 R AR
(JRPE I 5 o | -y FR 45 E S8 R ART

ﬁ%iﬁm@%¢i¢§& M RE o GlAc AIDS B R~ BE MRS R
LR F AL o 0 E KREie K F ¥ & (induction
chemotherapy > # * ‘v:‘x’u R & F B9 & s 0 acute myeloid
leukemia) #Tig * LA MTREF > FEGF 12 RAXIIE FEAF
FE AV Y152 P LRAANL ARG ARSI RAEEFRH
WEEH 2T oA A F BT AN FAF R gL AR
AL AT HR PR LR % g ﬁg4co
FADEFRARACHAKRACHRARL 2 5 27 BRELAKFAR % DR
F7 i 40%° 0 A ERERAR R 5 wﬂazow%“wﬁ%ﬁ@%%
Fed i F BT A5 ke @A S (echinocandins) ~ = w4 (Azoles) ~

i 47 (Polyenes) {rriiresf (Pyrimidines) » B ¢ = w47 5 & ¥ L 2 ik FR

Qﬂ

25> ¥ L= ek 54 5  Voriconazole ~ Posaconazole - Itraconazole

2 LEFR %
AR AR R (R 4 ﬁm@#“%ﬁ - SRR
Zoeh I v g R AT S8R 2 5 Voriconazole BT triazole X ZE 4 o

% Fluconazole % ° Echinocandin #f Z 4+ B 5 Caspofungin

&=

‘F_*

52
53
54
55
56
57

Z g FORLE, 2017 ; Cortellis database ¥ 37 % #7312 2020
Vos, T. et al., Lancet 2012, 380:2163-2196

http://www.gaffi.org/

Kullberg, BJ. et al., N. Eng. J. Med. 2015, 373:1445-1456.
Campoy, S. et al., Biochem. Pharmacol. 2017, 133:86-95
Pappas, P. et al., Clin. Inf. Dis. 2016, 62(4):e1-50.
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FRRAAHE € DiaRani P R ER LY S RERE B2 e e =
FEpoeFRI AR AEHBFER 6 5 £ 1100 g 2 &2
BT AR o S BRSR LY NI EEE LR SR .
FrREFR AT FHLE G 6° ATRE FE Riok D R §
FEL NRBRLEFRGA S AUBEFYHRE - %R I
L K % (pre-emptive) & > 8 % % 2)i% 16 b4 B ¥ R (MALDO-TOF) ~ PCR -
T2 MRI 3 ATHE # B { 8 ~FF { @02 %1 2 34k 2 F
B %4 ¥ ¥ * ¢ galatomannan &R © 7 & B 3§ § ¢ biomarker T 5 Fg 4
REDZRETA S 4EE S R RA LS L Dicfdp il (guideline)
MEGE - MFRREY A BB (HFRTE - 2 L L
IR 49 o

DI AE S SRR E AL 02018 £ 2K AR 2 E 5D Fe &

Pl 102 ®E ~ > 2027 ##EF] 135 BE & 0 #£4f & 2L F(CAGR) &

3.2%C ¥ Ll FR 2 FHH Lok 18

% 18~ rxfw L A PR FE &0

I~

, . Hew (FEER)
A& BB AP 13 py _ _
20187 | 20197 | 2020 | 2021 | 2022

Posanol/ Merck& Co. | Posaconazole 03/14/2014 (Inj) 26 33 37 43 58
Noxafil

Vfend Pfizer Voriconazole 11/14/2003 (Inj) 304 333 | 345 313 361
Cancidas Merck & Co. | Caspofungin 01/26/2001 (Inj) 466 491 | 511 497 583
AmBisome | Astellas Amphotericin B | 08/11/1997 (Inj) 450 496 | 500 496 576
Mycamine | Astellas Micafungin 03/16/2005 (Inj) 369 348 | 340 338 334
Eraxis Pfizer Andidulafungin | 02/17/2006 (Inj) 177 170 | 159 171 196
Diflucan Pfizer Fluconazole 12/23/1993 (Oral) 134 141 138 133 142
Cresemba | Astellas Isavuconazole 03/06/2015 24 35 42 54 84

[V

Patterson, TF. Et al., Clin. Inf. Dis. 2016, 63(4):e1-50.
? Perfect, J. Nat. Rev. Drug Discov. 2017, doi:10.1038/nrd.2017,46. Published online 12 May 2017.
0 Antifungal Drug Market Share 2019 Global Industry Analysis, Size, Trends, Top Manufacturers, Growth, Regional

Outlook & Forecast to 2027. Market Watch, Dec. 06th, 2019.
https://www.marketwatch.com/press-release/antifungal-drugs-market-share-2019-global-industry-analysis-size-tre
nds-top-manufacturers-growth-regional-outlook-forecast-to-2027-2019-12-06

EP Vantange
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i“’ukV7§% HRE LR
AR BT Rk R I]%p L S imf@;? kD
P4 B RHCE 130 BE Sk IR FE Hen 2% 14
Th4 B FEATE 10 ¥ < (4- B 20) -

Bl20 2T €& 5258 5.2 7 -4 855

2018 Sales

w bﬂﬂ @
2 I
\

ol
AN
/\E

\"'ﬁt ‘m‘:}

Icatibant e 320.1
Teriparatide S —————— 9473
Leuprolide m—————————— 276.5
Pramlintide m 49.9
Exenatide m—————————— 1,113.50
Liraglutide 4,125.50
Aliskiren m §5.3
Nafarelin 3.4
Secretin 2.5
Anidulafungin | 8.6
Enfuvirtide | 8.7
Nesiritide 11.5
Tesamorelin 32.2
Teduglutide 61.3
Bivalirudin 104.1

Hl:xtend release liquid vial

Micafungin 109.3 Oral tablet
Glucagon 334.7 Pen
Daptomycin 694.6 Pen and syrange
Letermovir | 4.1 Syrange
Oxytocin 8

Cosyntropin 9.9
Posaconazole | 14.1
Eptifibatide 42.7
Salmon calcitonin 122.2
Vasopressin 389.2
Goserelin m 44.4

Corticotropin e 59,1

0 500 1000 1500 2000 2500 3000 3500 4000 4500

Ry E b b2 2021 # 2 % 0 ST 41,222 AR HEER 0 B
B i € 5;7%-‘1{55 /e (Highly active antiretroviral therapy ; HAART ) » %
FFE R4 2 1997 £ G 5 s 7 0 k0 kAl R mgpx 2
§’<Wﬁ'é @%@%ww&% @ Fid B4R T
i%f?MO”‘%%F%(uﬂw@4g4@¢?ﬁ@

P ERATLR20FAZFRFBE A

ﬁ%?&%?ﬁ—% £ RATEAT S 50 oM FLE FYR KT - RS

2 IMS, Thomson Newport, Lonza LCM Ml
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P e F AR A] (NRTI) 5o b 9% > L KR H B 5 ke i
F13 (NNRTI) 2% 3o pefr@l 2 B L5 fopa R 5> E- &
%Fﬁaﬁﬁﬁﬁgm—fﬁa%%%#ﬂ BE o iEs RAFRLF P FIRY FHEES
FORF T A A W 0 SRR B RE DR e B D F
ERNEIRL TS /}%ﬁ)ﬁs R sedpd]  FI € BB RP w42 2 X 2R
P S B R GldodoiTde ) ;Iﬁimlj%%

TR E AL dad % & Tenofovir v Emtricitabine /4 2 % & Tenofovi

R 4 #7% 1 Gilead Science °

Emtricitabine fv Efavirenz %4 = 37% > x4 > B X5 € 2 E S8 B
Nl

Loy o

PR ERAIAREY B RFPMERADE S RRELG P FRTE
B e ~ WARfos 472 20 JWP%@%’Iiﬁé&&$%#miW%
W%mﬁﬁ% £y R iﬂ%&mwﬁm

RiIFSASHEFARE - EFA
1

z
|
—Eﬁ%’;_wﬁ$°iakmei$@& TR B 2R B
WP FEERFFEF2 D A OPENERETEG T ig—zgqgf,]g_frg;t
WA PRI AR E L ERA S ot @ FEROA A T G RS
| nd
| it

SRS R AR R R R e B p BT A S

B e o & 19 ¢
2 HRACR PR

21922 P RFEY HFARE LEZ N

2021 & | 2021 # | 2021 #
" 23R4 | FRY | mr s ) e
é_ b 3¢ :f = e /{’{:TFN 3
v Lo 847 LEF | B S
(USD M) | (USD M) | (USD M)
LERSE 2 B2 CRNAR LI 44
¢ };" IL;H,‘ 9 JEVGE 4 . TS Y =
MD19 T Ff 2 349.3 86 | 1264 yiir g s et PR
' B i A & AR T
MD20 R F 584.3 18.7 280 | AL % #7F —60~—80TC
A R LR
S5 9 e e LIS AR F e L e 4T TR
MD21 | % 7| el 84.5 81.5 03| S5 R A 50 &SRR 3
R S od ik A & WARTIEE
MD22 R AR 3 361.7 17.8 93.6 W A £AE 7 FIIE
R A S WAR T
MD27 | L4 B 42.7 27.1 29| BAFERSHES ROR
Fali:

(6) # 54  Wid i BARE & L apany

Yl B
g g B ARE (4-F) 21) o
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FEFE2 ZR AR EFRAL 2 RO b o ?#w'ﬂ"“ 220 P ey
FRAFECIAEAROP RAET 2 - EFESWUEE 2 XL JlAR kAR
R A E T L=l 1T SRR R QEUT ey

FOoRTIRABERFTERAPEIRZR > FRIRBZPHAST Iir 3
5B Ree Al HAN o B R B FREE HFAo R & R O Bk AL E R T A
ﬁﬁv%ﬁﬁ%£¥ﬁ°&ﬁiﬁiﬁﬁﬁﬁﬁmﬂ%%@fﬁﬂﬁﬁﬁg9
FARTRFAFELSL TR 2 TEHERA 2704 > BTEAET
S A ERNAL o Aot 2 T B L 2o BRI B o

SR BRI FRINEEAT R L AEERERE S b BT
%%ﬁﬁ@%ﬁ%é+’*t”ﬁ%1% hE B R FR A LR
UER LR EWE %nmeHNW“ﬁﬁempmi,@%yﬁ 8 ER
bR LB gl o R B WL B AR A SR
PIC/S GMP ~ £ Bl FDA 22 p &~ PMDA L% » A& % ¢ 41 2 W p iii@
Rl jee 822 AF FETESERAT R LA HFFPELES

3l . ﬁ\‘wéiﬁw%hﬁiﬁﬂﬁﬁ%’x@ﬁﬂ£%£*aﬂm% .
LEAR ik T n o WAL TIERR TR 1A FAEE > #5580
AR LIRP LD FoilTELPNYE S p A FENEMAE S U E
Rileoe FHEENT REFF D BMLIBLAN Y T HFHRFTEHE P
e B4R EE - A BOYILE AN E AR AR R 2023 £ B AR
AoMU A HEESFLA PELLIERELEAIDSFT o WA Z HA
Bl AP REBMTAHEBFFORN) T2 £78 > B S pM A0 1 £
ﬁﬁiaﬁ’&ﬂ’iéﬁﬁ&ﬁéiiﬁé Bgd JEFFRERYHE

~E\

A

Es
&ﬁéé%ﬁoﬁ?%@?%i’ﬁéﬁm3%ﬁiﬁ
AN

FR~pABHN SRS F’*E“l’uﬂz,__?f;l;.]_ai] BT A DT B’ﬁ"’—f%i/ﬁ%?r%ﬁﬂ
RARH AR FF2 Wit - aRAFFEY > A2 RIABFFRT T2
WA F 4 > PEREZ A HEH FAN AR E ARG - RF N
1)&73 O W Kﬁ;"] fe ORI A FE N B R ?{’fé%’#%mxkj_ 24

FIRIE o Ry RAFRINEFTE R UREFRE S TRLAE > SIIATEE

CRRET T M A PR R
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Bl 21~ & Lo Q3 BARS

[ ]
é‘ = R E TR
FIERHE TSRS -

H hER S 855 2 S8R 35 -

ﬁi
LR E IR E AT ST

WA METIS “y
RARILHERFHERABEIER
BEROZEPEARIR - mBhH
FEE TR 2 ZIRTHIBHER -

= A"
'nl BB e T\
WEANE R AE{E - 1 PR RS %Efﬁﬂﬁtﬁ%?‘ﬁ?—.—nn N
Bt iR B A - BERAERE . EERRIEXR - N ERER
YEERGT IR B - B E ST e EEE?%—%E FRAE=S
MeAFRE A - iﬂéﬁﬂﬂﬁﬁﬁiﬁgﬁ%ﬁ%@\ o

3. PLATE P PR
(1) =5 4 % 524k
N Y

=KX

5 H

P Rev TSR T S

2
2

t;;}"é.:

i Bed AT R S R 2
T S T R C S

i, Tk w# e F e

C B R

B. f137:C X hov FE 5B A

B def AT E i gt
RV mg_kgr;ﬁ. 71

=

AL PSR B R AR S B

st % (404 20) o

F 20~ T A 4 b LS

g

CE LU I

Sequence

Pomged R

=
. e BEE g 2 &+ PEG (Polyethylene Glycol * ® ¢ =
Chemical Modification N ib jéérs y ; Z , Y,L \ % 24 o \ .,
CELLTD ﬁ—ﬁr) SE - A MR ED a Ry aE i ek B D
P R
Fusion Proteins R 2G F-9 (Albumin) 2 H s Fd FHE - 42
(& v 2 ) «"liﬁﬂ'if‘—%if;ﬁ_i?’ii’\“@#f" sk B OpE R
B Y 2 5 % (Fragment Crystallizable
Altered Amino Acid Domain > FcDomain) % & f— 42> 3E B (T% 20% ~ &

Btk RN AE ] POk R PR

(N*Z#lﬁ"‘ " }I l} FI/z‘ )

3 (C-terminal ) 3 4 — F%2PK (Peptide) » M4t &
B s R R GOR R

Ho ¥t Fed FEP s s B LA § B & 2 o PEGylation L o

H

7~

( Polyethylene Glycol ) K

Degradation ) & st o ;ﬁ r1uEE Gew HE

LR SV ST

1 %?{4 T oAt z’%ﬁﬂ%‘&a = ﬁ%
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Pegasys ~ Merck 7 Peg-intron % & >z 3| 3-¢ & # 4 BN e R R fE

£ e ;“”}5 Hipgh:- Fi B g A+ R EPF AN 7 5 o3 s
B EE DS A n IR RS E PN St i Rl R

&’w#@?T%%?ﬁ*é%ﬂ*::{Eﬁ&}éﬁgiﬁﬁ”“§€

P ERIEE A R TEF SRRV ES R TR0 F

Fr2 B2 BE s REOEFEF{oT R RS T

AP R T LA Ged FEY DG 2 LAY DR ohg b v

(Fusion Protein ) $iFE S8 (7 B3 > P Hpee B L 3037 § 3o W&

%ﬁﬂ%(%%Znoiéﬁﬁﬁi;%&$%@$W%ﬂ’u%ﬁii;

PRI A& o MpREFHI O BED HWRE S cnBEPE ALY E -

# 21~ A2 P gk § -9 HFE PEGylation 2 ' R

& B B PEGylation
o fl* e dy R EFFRp 2 | 1A G FRASRS SRR
T 2Ry By o d EBFHPZERY
® i b F oLt ® it EieoLin it
@ itk %I ® Hiiv L %I

813 @ F v FTEFFEET
® L rMFEPETRG
® Ly 1 ¥itEiEd A

(-SSR NE 3 S RN SR IR R
N/A Ba gEFAHNTHR LD
T

%
i

C. #rrR &R 2 flig P o
2 APREBAE R LR E &
HTH R BRERIBA A AR A D TR A SE $RE4TE
Fr& RATH BRESY RR T Fpt - BEGEE R L L A
B élf;ffﬂ]g_ ;;m#’ii o T H-A D 2 b3

e b A D FRP AEAERRe F 32019 £
67 " BHXEFFFDA ¥ X AR > 5 DR cGMP A % 0 2020 & i i
= % B FDA 2. #-#| & &3 31 & i (FDA 704(a)(4)i# % Form 4003)° £ =< 5%
AP 2Z BB PSR EFTEL R R L ERES E RPN R
% o

A2 4 A ﬂ.&jﬁéi'é%ﬁﬁﬁ T G BE W PN L B R
Ao EXRARETHRED £t

1‘&

—

i —ﬁ ITE KT ilﬁﬂ*"‘”&%%ﬂé&%&ﬂ
AASTRERIMP  ERI0NSHAH T A G I EREEE @ 2

‘Enll
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3HA SRR 3

B EEITOER B o 5
g’“&Wm“’wﬁ%%?ua%ﬁrﬁh’;¢£wlau@a£
Fl 4ol 28807 4 g o SHH I 0 - KL R WA LS
@wmﬁﬂw‘“inW~%3fW§%ﬁywo$zsug%ﬂﬁ
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® % PIC/S GMP iu#

® 4- A~ L EHE A A F B FDA B Rk

® SLH A E P A PMDA & Bt

@ i iE;EMN TGA & R
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UB-941 ¢ 2k wiisk ~ At Z QAR F 2 Rk B¢ vE » ¥ - PRk
WP EERNS EEF F LA (FDA)Z & B FwmI A o
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111 #2867 5804 MAp ¥ 1385 o

i, rsE & (MD19)
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i, e R RFAR %5 % (MD20 & MD22)
Pt xSl ESFBE L LTREL F Y B AR 2 EF
© %109 £ A W 2R G S EL L5 (FDA)H I Y 0 MD20 ©
110 % TALPTERZE ST L8Z P 111E %2 TR 4
BAERFPIHE o MD2R2 PR MABHFLTF LI o

iv. oA 2 HopE % (MD27)

Wl ERELEANE A A M) * 850 23108 F v £ W

EEY G AREEFAREFY o CHFECI09ERE c ERA

igl_évév\ et HU LR B HE A FRH 2R S -

v. 7| 9:]1/;%#% el #Z (MD21)
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63 (Huang, W-C., et. al., J. Microbiol. Immunol. Infect., https://doi.org/10.1016/j.jmii.2020.06.010)
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4 BTT ERBER »2FFFHARF IS 2PN E S
A BT ERFEYR N 2FFF
Hiw:groMua
ER . . ) ) )

g 106 & & 107 & B 108 & B 109 £ & 110 & &
kN 167,709 249,685 212,894 136,044 145,330
BRFIRF AT 1,413,991 1,413,991 1,423,581 913,548 1,053,485
'FU?F' B [t »,

e oL 11.86% 17.66% 14.95% 14.89% 13.80%
AR (%)

B. BiT1 £ R B2 =5 2 Fjives 2 %
i Fv %’*%‘? PR3 B
ADP R FESBEHIT S0 AHEY D5 BRI FESA
ia‘%#ﬁi PESEF o Y UB-851 2 FrAp L E &K (T GMP 2 & -
4 A MER %—wi*—ﬂﬁ&é%
i, AR LA By E SR R
AR RS FESEBP I RET LA PR EL R
#p o H¥ UB-852 % UB-853 © i£{7 GMP 4 & » 4 A en# 5.i¢ % >t % - )
TRk iRk o
ii. 0 F A&
Ao PRk TAS YRR MR RR
iv. HFARE L EAE N
NO. | iak Y iR
° B"fd éE‘F_E_T‘ P é_
1 Olanzapine BEE R 4S5 % 5 LE L AR
2 Olanzapine BACE A 4510 £ 5 LELAR
3 | Olanzapine BACH Sl s 10 % 3 LA L AR
4 | Levetiracetam @ :ﬁi;f?ri)%ﬁ"ﬁﬁ‘%iii& 100 £ 5./ | ER
T
5 | Nevirapine %42 200 F v CR
6 | Norepinephrine H IR 4T 5.4 E M RS
ik
7 | Lamivudine W2 4z_150 % 5 € Hof
8 | Lamivudine Wia k42300 % 5 € Hfh
9 | Terbutaline Sulfate | Terbutaline Sulfate Injection 1 LFERE
mg/mL
10 | Desmopressin Desmopressin Acetate Injection 1512 )T\ 2o
Acetate USP 4mcg/mL 1mL Ampoule
11 | Desmopressin Desmopressin Acetate Injection | ¥ ﬁk}_);ﬁéd E
Acetate USP 4mcg/mL 1mL ~ 10mL Vial
12 | Caspofungin Caspofungin Acetate for R pﬂ)@ b
Acetate Injection 50 & 70mg
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R PHPE-P FRFLBHARELE AP ERT ﬁ#g
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5
AFARE LEFASN2REFSEF LRI RTL ESRFRE G 2 2
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VREREY GO NAE L RRA LRGP
|#7E 24 P & 5(Biobetter) & S ¢ B {5 F e ARG R R E
SPPSSRERERCE2 AP UERES P FEE -
AOPRIRTR R B E R p g RoRA] B9 6 BN G AAD S5 B E R
A R2ZEFREDEFHSFEM TR AR TIE LD Feild oo
d209 RS BfRR N R R RER Rk Ao T RIRTR A P E 2
BESHFRFWR2ATHRY FTES -
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B.

T

A
b

T HE A AR
(=) #A 45
ERE . R S

&R 109 & & 110 & &

o8 8 &5 % 2 %
R 301,396 65.74 389,165 60.40
| 157,066 34.26 255,121 39.60
& 458,462 100.00 644,286 100.00

107



(1) 35 FERAERD G5
SPRFEY 230 FTES VAT IEL -
(2) ] A FAEARD HL G5
NPREY 2L FRTE A ALY
B)HARF LEARDH LG F
ERE A& L HEEFE | PHD L F
Olanzapine BATUE X 42_5mg o 5%
Olanzapine BRATE*42_10 mg = 3 10%
Levetiracetam L= 2 ﬂ’ﬁ@:} A%k 100 s/ E X g 11%
Norepinephrine FHL IR 4T 5[4 o 9%
Desmopressin Acetate | Desmopressin Acetate Injection iR 9%
USP 4mcg/mL 1mL Ampoule
Desmopressin Acetate | Desmopressin Acetate Injection iR 7%
USP 4mcg/mL 1mL & 10mL Vial

P HAKREZ R XA E M
(1) 39 FESASD FAREZHRR L
A sz 32 &% (UB-851)
el A X F (HEPO) eh* 24p % B iL 2 BE ISR E o

,F"‘“’; S e it }%‘?‘_ﬂ. s "é‘,ﬁfﬁi:}"r‘uflii-a- %if"‘/;%«‘f/%ﬁl’;?mﬁn;:)iwj‘li ha

FRETRL

P 7fsl

B o R E ERFRFR ALY RO R 0 R
Bk FEHFY L DR AGUED o 23k EPO 0 HIE G A 2020 £ 0 iE

T 119 f@ % = ($11.9 billion) » #%_2014-2020 # FE4F & F 4

X 70%7 HH e B3 K Fo EPO Biosimilar i » % 3 Ir * b F A 2 &2

9.7% > 1%

$%4ﬁ%?msoi' UB-851 FE3 > S b 3 {8 L i R MR &
FAag 22l fhﬁ&?”rW1£%’$l?kﬂ#%9%ﬁ%°

B. £ 37E 2] i it t +% (UB-852)

U&%Zuﬁ—ﬁ‘ﬁ&iﬁu&%lé&%%‘Jﬁiiﬁﬁéé@jﬁﬁi
Qﬁﬂ%éﬁyﬁiﬁ4$%U&%b2m7ﬁ¥:@&iﬁi$%ﬁﬁg
F G 59%°T FHAELY S UB-852 4 LEWE C EBLEERL B

B 4
C-ﬁl% Iﬂ%ﬁ+ﬂﬂﬂi*1 1% (UB-853)

Eng5s

7"“1

AR T TR (AL G-CSF) A & Neulasta®*t 2002 # *

Bk 2016 £ R M%EﬁAM@%m%ﬂr@4s%ia,zﬁ@$

* Erythropoietin Drugs Market is Expected to Reach $11.9 Billion, Globally, by 2020
> Global Erythropoietin (EPO) Market with Focus on Asia: Industry Analysis & Outlook (2016-2020)

® Cortellis database, 7% Iy & %32, 2020
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£ FBE1816% BT R A GCSFA KM F ARG * e £ ZF o &2 2 4
AR RO IR E I T E UB-853 2 {1 jhiFengk & v HNT Sk
GCSFL%EH » e HPH FFTELEDE  EFX2PF - B E2 B

D. £ 24 5% 1 s ¥+ (UB-854)
2019 # 2Z ¥ 4 B FlF B R 4 B3F 10 RE 0 FF s I 2027 & #iE 15
BE Lo Aprolix® Hd 6F 2B FERAF AP URG 2 F0 FTHER
BT o @B UB84 £es{ Ru FIF T e FRA AL EEEE
T LR o
E. £1#73] + & % -a8 (UB-551)
2016 23+ F-a H N5 87 RE S~ FHF-a P W F N BIFUAC
R Rl ¥ o & R A B0t 2017 #4R 4 Y #;] Mo 23k B APFL
frCAPFRnF Ry B33 3.25 A 75% MM EL ME R P W~ 8 ke
T2As TRRLE 637 LIS BABHRER AT 22077 F20 &
LA+ 4% 11* PEGylation $4 » 2 £.41* Fusion Protein H ¥k i& {7 £]
AR FASRT X 2EF T AR T E WL A o N i
IFN-a8 5 F##-a® FHbhFar @ A2 EE-aF g w87
BFFIQA T A & 0gtE MBS fRE T B e
R FRTER FD FAKRET R SR M
B-Raf jgcfis e (UB-941)
B-Raf i &ildeeipr 2 29 2% 279 2B - BFREMY 3288
IHWBERE - RIEZ I /DT EGEF L 98% FEMSIRYEY
T EFEFR A EEMIT 16% ° 195 Datamonitor Health B3t 2 & % i 7
§4F L 7R 2015-2035 # 0 £ W2 4 F A # hRop 4 BRI T 12015-2017
& ko 4 s B 579,650 b ~ 81,510 B ~ 83,360 B 0 Rops I EAFEH L S
2% =% ¥ 2035 £ EME S A AL 4 i 117,650 'me’go B 2011 # 4= >
E3 7T RAMEFLEERFDAFLE L B > * W02 d F R ¢ B LR ISR
B - BB LB n R E P ¢ 35 Lpilimumab( Yervoy® ) Pembrolizumab
(Keytruda®) ~ % Opdivo® ( Nivolumab) > %ﬁé FEgT ok sien T £0d | ]
AR B F R PR e o m fRie Z 4 & 32 Zelboraf®( Vemurafenib )>Tafinlar®
( Dabrafenib ) ~ Cotellic ® ( Cobimetinib) ~ 2 Mekinist® ( Trametinib) > 4*¥+4F
FRAFINR g 22 d Bk o 4o B8R Y 9 B-Raf V600E % % - &

w4
“

ET s RRE S MR %"ﬁ:“f,}%ﬁi%ﬁﬂ m%fﬁ Boive fies b
o m £ 3R 4 2017
O BT AR R B B4 4T, % R 5 15,2017
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s Foe Bt B B EG FRFRELE . 2w FaE P

GlobalData #f iz 2013 #-2023 # [F » 23R 2 ¢ Z B /5% & HH#-11 155% 717 45
$E % (CAGR) B H £ » 712023 #7 a4 825|564 RE AL 227

“+ B 4 2. B-Raf jfis 34| 8 UB-941 ol 2. (5% 84| % $74| ] B-Raf 2 % #rid =&

2 e B EESB R ST o G BRaf REA ARG A s L

B B EhASAKBEARS 2 V0L BB - FF B B-Raf %

RH2ZRE S H R A 2] e R TR < S E R R

FeopwmeNFEN e iR ZF AAST B TR TS RE R

e FRPRAELREY T EREZ SR 0 RAIE R DS FRHE

B FARF LEASET FARKZHRR L

A. Olanzapine Tablet 5/10 mg & Injection 10 mg
g2 APt TEFEL AT S TR E o A AR T F R
SRR S LRI I mﬁfﬁéi’ég%&%£ﬁ££%ﬁ—
AR et TP 9T 1%L ,‘&%fi*\é%:}ﬁ_&—ﬂz ’%iifg%f&—“ﬁ%:@a&i
FHEARET 2018 # ST 151,844 A ST LA 0 P TR AN
FRREAN X BAR #0225 ey - WARTFRR Y 8E 0%
114.8 f o #A s A o BORFE G WP 7= F 0 U p BArL 2 KA
® 02015 # o BLE L AR R A ARG F 5 27% X 4 2005 £ 12016
£ d sE bt A2 AR BEor ﬂ‘:ﬁﬁiiéf}%iiﬁ 1% ° Olanzapine » %% % 3
4% BRH L (bipolar disorder) 2 ¥ ¥ iny # o 5 AT 2R AlFUEA
Fiyro Apd o BAH - FL 0 R RE - BRI R E R
Haloperidol® 4 » - B & 7 15 B ¥ * L 42 B peh® T & 4 45
(meta-analysis)’®% * > Olanzapine %7+ i 2 k2% ; i BRI (M R B
e v B] 3+ B all-cause discontinuation) B - 44 k8 ‘b B B T *
(extrapyramidal side-effect) ~ 5" 3 3 4r & (¥% 15 BE HF ° B LW
Pl R Rl iE LARE B A AR o d T Olanzapine ¢7% 2211 2 P
B %A S (s 2k 0 3] 2010 #4248 50 (R E ~ F dT - AR
F b T EEEATH AR Z v 3 aAA] o R LILLY S.A4RE E 5.2 3t 1999
EROHIT om AT 2012 ERPEFHEMMEFLS AIEETS > A H

j’g‘.)x’—ki?ﬁ{%ﬁ:‘.\.& ;FPBF,D,, 2 A Bt fﬁﬁj;ﬁ%i_,"@ﬁ;zozoﬁ

X

v
- HBE LSREE TRFERNEET LAY Y ’?ifftél;'%*%}%#d:ﬁ:]}%
L BRI R R 5 SRR

% Tollefson, G.D. Am. J. Psycharity. 1997, 154:457-465.

® |eucht, S. et al., Lancet, 2013, 382:951-962.
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B. Levetiracetam Injection 100 mg/mL
27T 6500 F 4 fe kst F R OBRIEAR 0 o8 2018 £ SRR A T
Al 1233 4 > e’ ﬁﬁfu-ff A :ué 807 A B3 - AR rE 7L ARE s
Fioo B oW RS P LES SR S A o TR E] 2025 £ 0 & & TR OVRURS
eyt € AT 90 B E & o Levetiracetam & ¥ = RATE > i FrflA LA
T en@ih s HiEr R B AIURRES R o BlTEY U g & et L
Bd o a® ARk 220 by B A EEEA SR 2
BREREF AP ERLI T > du 47';4"" TGRS ER o d

' 2+ > # > @ Levetiracetam ,T-%B ELhs

BET R PR LA £ R Al
oo iRk 2 o Levetiracetam £ R AR FF TR EF R AR
PTIREEFDNL -RPBE o AXTEZREIILSEFFEHNR ST RELE S
32014 Fier SHF S L BRI HE L REERE W E ¢ L FR(GSK) 2~
BR 5 EANLETHE G ETHLE 22020 ERFAREST TME
EiEEMEF T Y Fd, YT A I A s TP H o

C. Terbutaline Injection 1mg/mL
Po2e - RIARFr > A HQF hEFFITE kG EPrH ik
% o 1995 # WA i B #1F (Centers for Disease Control and Prevention, USA )
282013 EFRFHEFF S T73% 237G 2,2648 F F vip ko0 2011
£ RFRIAELIE T F 2 %ﬁ)%‘ FiE180F F oK AR BT A
2. £ & {4 o Terbutaline 4+ 5 vic— # % J JFvh2 &R frES > -
FERT L E beta2 £ X MATcH] > ¥ P B & f F ehT gl o
“f»lﬁi‘#ﬁ"sém)?i"‘,fﬁvﬁ‘ﬂ"&ﬂiﬁétrfiﬁ%0201 ENSE RS LHEE
12084 > 24835 5600 %~ 7 A55EiRES e 50 o 3
PR R oA 2P 2013 £ KIPF A S E K ANDA ¥3E 0 AR £4E
H#EEIRE LEFEDS - Fo 22017 ERERI L B
k2T P FMiEe L R RS

D. Norepinephrine
Norepinephrine ﬁ)@fﬁ_ AN B SRR > LY HETE RS
Btk fc? B0 5 LA PRAEVDARS SRSV FRRL T &7 F - 2018
&@%¥§$§1mgx»ﬁ%*#mﬁﬁm#%F{,%ﬁ$§%£%i
iR h KR fRLERY Fedd A AR AT E R 2017 £ ¢
LR s AL 6% L F o EjApy auEd 2 L4 > F A 2019
EAHRT B KT F o

ﬂ% e “rﬁ

B4 LT i
. &

m*m

Faw

‘_,

l{l

—
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E.€ap* &
€ 8m & 16 X A4 Lk 1% 3 (Acquired Immunodeficiency Syndrome > AIDS )
mﬁﬁ’_ oA (HIV) B & #Tildedang g o %m%%gﬂ%‘@ﬁ~

SIESERR I LS BN R SR SRR L)
i%gﬁ@ﬁ@&ﬁ’%@4%g@%*ﬁ’&éﬁﬁﬁ%%?*°ﬁ%ﬁ
BRE T 2019 & 2 1 kit S 7 39,478 AW AR R A 0 H P 18,296 £
"“’?Ifﬁ’ Fm s = ’\ﬁiwﬁ‘“*i64714 °

EEop B AT s 2 Ao e CRRER RN F LR A - 2
HeIoF M0 F A FHRY (MEF R FAFRRET 3RE AT EE ) A F
—ﬁ&—ﬁﬁ%’?ﬁ?%?; 20&%7%%3’5’}}]*5 ,ﬂ\f}?‘af% 5 &%—i‘-ﬁ

AT Mssﬂmommm05$Wf%?%%¢2msﬁiaé%@aﬁﬁ
S dT s R FR D JRTIMADER B E oM TR T A IRE )
F]pE EH %?tb,ﬁ_jﬁam%‘j *ARE TR o
W e R TR T3 »ae fLF & & & i (highly active antiretroviral
therapy,HAART) | (5 fEF R Fyfid o FIF R &% B0 % Efep 5~ B4
AR LG R RRIEY R R FEOTRE L R L F F FHES
L s AR R bAR R T2 L -3 % > 2848w T- 2 R* -
FER - ER AR R IREG N gL E L Epoalr
AT R e L B RRREFEAE AR D HF G LEE
S 25 R o
ANPRANERBELEF I ECREIBEER AT EF OB
2 RBgEM > ¢ 8¢ 7 Lamivudine ~ Nevirapine ~ Efavirenz % % 78 5 = &
FHID PR EEI R IR L - BRT SRERAE S
B 2 S HERESRPEDE G HJIRE A PR S RS TR PR
D RipRAGhzZ b ERBEG > KT 2022 £ (74 M E PR o
F. #LE F& %4 # 4 Caspofungin £ Voriconazole
Caspofungin /% echinocandin £ 1" &4 » 2 % * 2 B »cdnil FR A B > #
i & £3%F (candida) Fj#k ¢ 4% C. albicans ~ C. glabrata ~ C. parapsilosis ~ C
tropicalis ~ C. krusei ~ C. lusitaniae %353 243 s % M5 d 20 2 4 B ¥ R
HEFAEE 2N BEAREAREF R EATR N LRFIe KA 72
(Clinical Practice Guideline for the Management of Candidiasis: 2016 Update by
the Infectious Diseases Society of America) L& ¥ * » dL & 4 5 M2 VF] ES

1% 1@_1;]}%'& » 1R ;UJFI* LY e e Ti—f-‘lﬁi% v TE R NSk ;E.v%’ LY e LN

! Nett, J.E. et al., Infect. Dis. Clin. N. Am. 2016, 30:51-83
2 Pappas, P.G. et al., Clin. Infect. Dis. 2016, 62(4):e1-50.
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TZRE G AREHERF ALY &5 (acute myeloid leukemia, AML) 5 &
BREFFECF > SRR LR R B AR KRR
# % caspofungin it 59 F iR R F L RRIELKFRE F RS RIS
R % 5o gt vh o caspofungin TN R R M MEAR 27 FETY 0 AERE
2 JE F? Feaimfh 2 REAEL # ek dp3l (Practice Guidelines for the
Diagnosis and Management of Aspergillosis © 2016 Update by the Infectious
Diseases Society of America) ¥ 23 7 * SNFEF M B g 0 q g IR
LAk MTRL -
Voriconazole /7t triazole g1 &4+ » 5 ¥ * 2 B »CdRE FR 2 F 4 0 #7302
& LR A AR ¢ 4% C. albicans ~ C. glabrata ~ C. parapsilosis ~ C. tropicalis ~ C
krusei~ C. lusitaniae %357 24 indrd s % 3 B R L RHEFAR 4 (invasive
aspergillosis) & 7 4% FehifE i 4 0 L ERE % }if Fe¢hiie 2 fR
B % ie K dp 71 (Practice Guidelines for the Diagnosis and Management of
Aspergillosis : 2016 Update by the Infectious Diseases Society of America) ® >3t
BErr g RRERQFR A TP EEE > U GRp 2 EE VM
RGBSR F & 4 (disseminated cryptococcosis) ~ B Al E AR %
(dimorphic mycoses) ivf ~4kF % (Fusariumspp) % H & B FAR 4327 #E
Pk HERURFAR AL FETH BT N BIRNT R R 2R R
B BAEm BRI E Y R K i&m[&\ Ao~ BRI L A FR 2

(invasive pulmonary aspergillosis, IPA) %’

A

d ** Caspofungin ¥ Voriconazole £ 3 A& »<enE Fdipsd > 112 H 2452
2R CPF CREFEF N L LT REFAEF A o 2 2
(Caspofungin (7 & % Cancidas, Merck/MSD # 1) 2018 # 4/ £ 73 R 9+ § %
7 ;Voriconazole (7 & % Vfend, Pfizer ;) 2018 # 4 £ 3F 3 w2 + § £ ~)-
G. ¥ 1Rf2 g # . * Z Desmopressin
MHEZF D 0202052 FAEF1E A2 10 T A HE 2 Vial HA) 2 £
B ANDA %2 » ¥ ¢ 322020 v 2% 2021 §—- EA U451 2@ » ¥
EFG R 2D H P FI AT RAEASIRED 2T -
H. = 7 “Jj"\fx%'#"’#'lﬁ?'l Leuprolide
Leuprolide & & = 2_iE403 Pk » 7 4 BIefps o Twiﬂﬁt% #%
(Gonadotropin-Releasing Hormone » # # % GnRH) 1% (agonist) %ﬁd 3

3 Patterson, T.F. et al., Clin. Infect. Dis. 2016, 63(4):e1-60.
Nett, J.E. et al., Infect. Dis. Clin. N. Am. 2016, 30:51-83

> Patterson, T.F. et al., Clin. Infect. Dis. 2016, 63(4):e1-60
6 Patterson, T.F. et al., Clin. Infect. Dis. 2016, 63(4):e1-60.

113



FERPMEREFERAESERITY 5 §F % EH {5 AR 2 advanced
prostate cancer £2 breast cancer 2_in% 5 £ H A iz 4 ;E’Jijuéﬁmm/% ) %ﬁ
d Leuprolide #-88 p & Ffv k& % K2 AR R 0 F G AR E '%&’“’]’U%

it o # AbbVie (%" Abott 2> #) ** 1985 & B~{8 } 3 ¥ ¥ 2_{Z (Leupron) »

E ke A %%E‘E”ﬁiﬁﬁ?ﬁﬁ%iﬁiéﬁ o £ {3 & Z AbbVie (Leupron Depot), Tolmar
(Eligard Kit) % = 7 B 2% & »x4] Leuprolide A & > T fia4R > & 31 &
@ 12021 # K& 2ch| Leuprolide # 23k 4 B3 28 B E ~ 0 £ W
i 10 ¥ ~ ; R4>ET] Leuprolide 233 F 78+ 5 P F~ 0 F
B7? 5L 8FFE~ o paAP g ®rcd Leuprolide » % # 48 » %
HAZE 8§ %~ # o

Q) Bt t Wl FAREFRR S F L1

£ FER A EFIRGEE RS OR R2EF R e EFRML 237 5 68 <
g 12 BERGFEFIREH M 7 S4BT WERG B &
W] & A B T0%NB L B> FI AR-S A kAWl B A e il U
Fehk = 5 3 82.8%NA & gga*];;] LA A & B¢ R B R R SR
(Small Volume Parenterals, SVP){ & 7 & i 88.9%:z & » ¥ = 2016 = & I
90.4% ° * H X Ip L e E A 5 0 TR »;‘MM S = Rk EE R
AR 2 - A Bd WARBHEY DAL FHET PR AFE A B AR AREL
FFRASE AR AF SR AT RIOL G F b PR A A S
ﬁ§4ﬂ*a&ﬁJ;ﬁ*ﬁﬁi%ﬂ@l%ﬁﬁﬁﬁifi—’ ETIRSEA - S
shimPe 2 BAFFUR A 2 B 3 oxd BB PR Rk HF R Ao
S FEAPM A Eiras £ oo
oA F FETS AR F LT B AR AR R o & FAR A R
Bz php > H b /82016 % Q4iE s S HHBERUFLFFAR LT

Et

g

EiAem gl e LiBﬂANDA © 505(b)(2)FTE 2 £ K £ N EFHIT S
27 FH o p 2019 FA2 FNE P2 L 4HA T Y E £ K ANDA
BHEOHFASEFPEIATEHHBF LS AL FRBIR GRS
Eoru 2021 # L) WH - M8 ERZASTAEITSR LRI FF LY T

A ;Zf:;r-r'L'ﬁ [k &1y 1:‘_3»*}'7 | A G- > 2016 ,,‘fiif ml%aa @\QP{DE-JT o nl;.“—fl]
32018 # 17 WiBHEAAGTIIVPE SR LR R (GMP) &P BET IR A
Bl A b B RE R Wi E G A E

2P 5T A SSURE JIARE hoT

(1) Al3Tec 23 3o T8
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Ao @I * jpiFehg £ 39 (Fusion Protein) $isT & & 741374 v FE
B QL HONT R LD P et NF S ey TELR R 0 o Y G r B
WEIRE > R rA 7T SRR M AN

(2) 7K 4530 3] ) B 5 H
PR ERR A 2 e B HATE AP 2 PR o R A S F] R J’*‘?'J i
EREFRPFTELR2IRBIH AT ASS T2 AT T REREREY
o F AR o B P B & B K 3 (Quality by Design, QbD) & I £ l&:biyp']“iﬂ_
= > (API) % B&A5 4] (Excipient ) e i #1441 * 225 K 3+ ( Design of Experiment )
R4 A SiAR Sk i 1 5 58 4] 'F 2385 (Forced Degradation testing) * 3t 35 !
BAEACR 28 T REBEFRIVATHET S EUL -BFEHPEFE I E
B A kR Ao ¥ 2 TR 5%k (Stability testing) %
P A SRR o

(3) FAR&H i Pt o
ARAPAREBESFTALG RS - BRMERE FRERT A A AHT
WEFRERIR A A AP d AR A R B R D A
2T BN B o Ft - 'E;Ezpfﬁ"gi“’?u%’
i o kD P T 44 A ﬂ'J EFAE N T 2019 # 6 1 % 2 K FDA
FIXAR L THREASTZBR PSR ETEL R A LERNFE R
A BE R iR R o ﬂ\f@“#”@l@\é_ SRR 20 EREAG EFRE R
o AR R S SR A ES U oL p AL ERG R
&fi#ﬁ T4 AR e

(4) s fd s p 5 2 AR

AP ERT KE R GSK 2 FEERAREAH > RHFE GMP R ®iE

L3 REHERE G FoREeH T &S B EE IR RS
RGP T E LW B Y AR e - QWE S kg
PR R

(5) A &M 8 & F R
ARFFERA ST SRR PR LB PIC/S suE 0 AL PIC/S GMP
AP m R ARCTRB L ASS TR ARG ERwIE o ARUT R
M RS R ESEUR X5 2B CDCE AP A utwtxw. Woehgh |
T o AP EF VNPT A A > BREERE RIRE AR
B L rE- W iEE K FDA 2 B AFCr A Piend Rl F e LA ST AR A D
gg;wﬁ B3 RS e

(6) &% F2F B[} GMP B Ff

AAPEEBGRRUE S F A AR R E A S S ef s
FRLEGFLEEDE IR L G FRPCZ UG~ SFF-SFAREES
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GMP ?\ll‘é&g‘_;%}’ ﬂ{@;ﬁiﬁf“%%?}";, j\’\”7 l f@}g «J\—‘IL ‘EH]? J_FL,
2EREHEBRARTEG L GMP IR E AR M
T TS R RTINS L) $TE

(1) 7 F1%1%
® 2rfiSG TeF R R LB ARNAL W LE ST LR e o
@ MFANT ERMAG NELEETUFER L O RIHF LELLF R
@ AiRFRASApNELLD > RFIIHEHLET K
® FHFAENZEAWMFRAMMEAL F WP Obamacare 112 " F 4 AETE L

[

f%%i*$ HEFELEFRTY T RAFE - HEF LERD o

® FTA P AL MR KR F R A LA AR T REH e

® = ﬂl%@iﬁifﬂiiﬁﬁ’ R AAEDBRESLELL A NPEF -

@ > PRI IENPUERGER  BREY LY EARE LEASOREF
o

® B ENERE LB F B I
0??%%é?%&%%@&ﬁ%&ﬁ$ao
(2) # FIF1% 2 6 K v
T j\r'/?@l #

<

*@ﬁﬁ'ﬂﬂ@a@&%&ﬁﬁﬁﬁi’iwm £ 71
B

BRI m 5 FUE 3 J1F1 % 0 &0 P e

® BPHLFRPEHINAS FELLE M PEESLFF FHELSD H
WAL X2 B AR
O FEFHA AT ERSE 0 BOR BT L FD B LN R R

@ S GANREC L LI R E 2 ATA SRS P
LE: Sl VB
O flEMHREN FH P H e R EIERE P AEFELER -2
SRERSR EN PR BTN RRIIAEE -
O FELBPN R PRI HRE LT EERPEETEEE BB
® LUETHACHFANETRE IREFS HEG B AR
(C)i2AF2E8* 22 F WUER

e

RS A A -

A & iR 3R d 2 F (UB-851) 4 fr AR & R~ 4
2 % (UB-852)~ AI#7E »c A iAok 2% 5% 1% (UB-853 )

116



T %4 e ¥+ (UB-854) £1#73] F 3 %-a8 (UB-551) H if g sup >t

A & it R

Fﬂp?%/ﬁiy"L& &ﬁgﬂw}?wm?ﬂ_}i\ug E/@a] VE
Y2 R H

UB-852 | EWTmBRL Pl BEREXCREHTLR

UB-853 | *% ¥ {6 i 3f T i » i3 i §7 4w % (HSC)# 42

UB-854 |BAw %~ FIAX P A A M5 4 & F]F L orildechdin

UB-551 | B4 &% ~ "
(2) | & FATEAE R
AP A G RTER SRS § OB-Raf prFra | H(UB-941 )0 H i o LA 3T
ARG RIES R ER
UB-941 | Binfe™ 2 BIE® 7 ~ FE Yy~ 2] lmie Wl ~ T R UR ~ ¢
5 B

(3) FARE L ¥ A M

Ao b BEFEY BRE LE LT
ey | P &L | i I
&z |
Olanzapine B A 425 F 5 A
Olanzapine BEOE 24210 5 A A W
Nevirapine =4 200 E v R
Efavirenz 73 m Nk 42 600 F R RG]
Lamivudine %2 42 150 ® 5 RG]
Lamivudine %2 42 300 F 5 CREES
i 5t
Granisetronl et PRI 1B/ EH LR slde2. 7 i
Meropenen [ LT T PR | fo FER
Cefepime [ S RLE T CRE R | fo LR
Imipenem / [N ST T CRE R | o R S
Cilastatin
Cefpirome Y R kS R SRRl AR %
Granisetronl Bt BERIERLER/EH R alde2. 7 i g
Levetiracetam LG =) 3 ﬂﬁﬁ?l A% 100 5L /E D | R
Norepinephrine IR A4E LA M R o gk
Olanzapine BATHF S/ 5HF] 10 ® 5 LE Ay
Terbutaline Sulfate | Terbutaline Sulfate Injection 1 A FEREY
mg/mL
Desmopressin Desmopressin Acetate Injection v ﬁvi‘]\ o
Acetate USP 4mcg/mL 1mL Ampoule
Desmopressin Desmopressin Acetate Injection YRk R
Acetate USP 4mcg/mL 1mL ~ 10mL Vial
Caspofungin Acetate | Caspofungin Acetate for injection | #& F& %
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R P& it e
50 & 70mg

Hw
Terbinafine 10 mg/g &%rﬁ“—* ¥R A KR~ Wofe s
Adapalene 0.1 % [ APANE Wit gy ] g W ERp
Orlistat 60 mg i) RV X wWe R
g o™ !

FRENTTy | iR | AL B
& 7|
NDF-01 (4§ * ) & B | -
T
MD19 ¢ R A R EFR o8 A2
MD20 R EFB > o8 w1
MD21 ﬁ?ﬂ%&#ﬁd Sl s IR}
MD22 BAR % LN
MD27 A A PR o

2. & Wikfz

(1) 30 FTHESUBER
By FERLAWIRHFLA GMP ot B 12— Sl £ EF by T(EH)

2 iRtk (T ImE R A 0 25 A A EH A DR A 0 B T(E )2

MR A RIS (S R ‘ﬂssé%ﬂﬁ,ﬁﬁ%ﬁf%%%a}v?
Fo L 2 ﬁhlb‘ﬁf:f;’?' ]ﬁb” BB E F L o ﬁ?lﬁlﬁfr\%?“f :

40 4o B o o R R b B

#E LR RATH Y J i B4, ko

Rbw ey WY R aKRAR FH R wa IS EP 28

gL GMP & i %63

| A g A
AP A E

|3 A QiEAR

BH RSB ESUIRSERSR &SRS R R SKRRS> S K
b3 FALSERSEISERSRESVUELESKRAR S &

¥ A via B E oF T
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H3 A WiEAe

HRT |PRESREBTSIAE S &

g FR/?I‘ * /ﬁf?lﬂ] %I—;}J.%g% ﬁja% :‘Ui:ﬁ_’:_eé %

FIEH PRSP RSERSLE SR FSBERE S &

LESH |FESARSE RS LE P F>E K

(2) 18 Rls i fkm

AP AT ES R ER ? AEATT 2 AR ERRRAS G RP
B2 Rt c HA R Rp g~ 2~ LW ELRERF c TEAREN ERP T A
FrRHE|2Z MG AR 2 P2 & G05d YA R e RAED a1 & AL
PERFELPERRFERPLEREME D225 - A5 ERF AR >
FEFRAL B RsHR L o AHTh %G 2 AF LB ST REFROWE 0 BERFA%ED
B o
Iy R it
fafs: % X | Life Tech, Cytiva %4
R 7 # g Cytiva, YMC, Merck B b5
v 8 Rt Merck 2 45
B g Millipore, Pall, Asahi 7 b
H=% ¢ 44 Hyclone, Sartorius Stedium 7 43
BN Hetero, EsteveQuimica, TEVA APl % & % By 7 245
R A A Merck, Sigma Aldrich % &= % By 7 2 47
4R 5 Amcor 2 43
LEN Y Klockner 2 43
RS Millipore, Pall, Sartorius JEME O HRES
Z ¥y, Crestani, Schott THE S FREG
I35y, Crestani, Schott, Ompi, Gerresheimer THE S HRES
W& M E | West, Kaisha IWE o ERG
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(2)BT-fRE-ER? G IEWBFRFER AL I 2 22 L2 HEWNE E2HFE 0 TR AP RH R T
Lhif- ERiE- 2R ELRPAIEAZ S ) 2 R LA ﬁ¢%¢ﬁaww’m@ P H RS R 5]
B rhlair
109 & & 110 # & 111 # % - %
* FEER s PEER s s E3 2 g e
3 oy £ |EBREH T R £% BRER 2 B o8 £% @%vi'%ﬁ T
3 (%) 3 (%) % (%)
1 |Crestani S 11,197 12.99 # Croda 19,918 13.33 £ + 87 A& 9,850 36.97 £
2027 A& 8,989 1043 & |+#TF A 17,722 11.86| & . - 4 -
3 - - - - Crestani S 16,718 11.19 ] - - - -
4 |H 66,020 76.58 - A 95,037 63.62 - A 16,792 63.03 -
AR 86,206|  100.00 - EREIE 149,395 100.00 . ERER 26,642 100.00 .
HEEPRFIII0ER AP REF CPBTAFERFOR) P L 2R ATFA U 6127 H > AW A AT =W R
# R ¥ Croda i p 3 4c > 2 110 # 8 * # 2 & AP~ {F UB-612 Q’?%:é”*%ﬂx%&(EUA) W TIYTRR Y o BB 4 Croda KR o ¥ A
a8 A‘%{J}L “ﬁ i‘aétiﬁ»f%'ﬂil* T > #OF U $ Crestani S 2 KBV & 0 111 & % — ?} F1Z =~ Baxter A&t 7 48 > A2 H 4
2B - ERE- ER? RSP RIF R AL 2R LA A ARV TP AR R T
L LA
109 # B 110 # B 111 # % - %
! , et B , FEER g e s , RSAET T
B [ £%F R Qdaé LA £ 4 b o W L £% LT o W
(%) | s 5 (%) 5 (%)
1 |Vitruvias 86,576 18.88| & |mii 4 B 159,785 24.80| * =& |Vitruvias 36,069 2364 &
2 |2 AsU3n 49,605 10.82| - |Vitruvias 132,674 20.59 F Baxter 24,454 16.03 Fry
3 |[Mhah < B R 46,805 10.21| -  |Praxgen 71,069 11.03 i it AR 18,114 11.87] &
4|8 s 275,476 60.09] - |H 280,758 43.58 - Hi 73,946 48.46 -
#h A 458,462| 100.00[ - |# fEEp 644,286  100.00 h A 152,583|  100.00
BpRe R % 110 # B A2 7 ki '2 I A ERFOR) S P L % By UBGlZfTE ’ % %ﬂ'ﬁs Praxgen & & & 2 @
PIASIERPHESSE > R1I0ERHHL 2 H 2 Praxgenﬁ};ﬁ v o111 # % - ¥ F|E @ Baxter A &P (T 3
S8 RASTHE ML H A
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Brizromiur=
iite N 109 & & 110 & &

ERE 3 H i A Wt A AE A Wt A A B
V| ¥%g | 423,260, 137,768| 106,833| 320,110, 111,788 93,114
bE 3 27,800 30,278 24,336 22,410 17,573 16,640
T PR o 148,000 24,324 7,907| 148,000 5,736 1,703
& FL A i 5Y 7,610 3,436 78,686 7.160 3,782 74,793
S| i 5g 7,780 3,737 74,988 7,780 11,211 134,807
¥ & s 5,340 4,253 20,046 5,340 2,821 14,050
H - - 3,248 - - 1,909

& 2k 316,043 337,016

(F)hT-ERMHLEE

Hoix AT AR H A
HaEE e 109 # & 110 & &
T TR p TR

e e e N B S iﬁ Al
b i+ %f| 135,040 87,206 - - |108,358| 75,780| - -

S “3f| 30,251 18,196 - - 17,144) 9,451 - -
lewan 29| 24300 17867 - - 5723 5746 - -
%1 & FL 4R i 3, 2,662| 74,048 647| 25,520 2,719 75,101 441| 18,526
LA A o ¥ 86| 8,607| 3,264| 85,107 22| 2,569| 6,006(158,204
Y| A e 3,926| 22,207 - - 3,148| 17,782 - -
~|H 180| 2,554 - - 136  2,253] - -
HHFPRFR T » - 58,428 - 25,076| - 185,366 - 6,325
& f e~ - 10,515 - 14,843| - 13,099 - 69,895
A - 1,768| - 6,520 - 2,018 - 2,171
&3t 301,396 157,066 389,165 255,121

DoRERIRT S ERZBIEFAT DL o ER L A THIRIEE T L0k e

BRASF
. . s
£ R 109 & 110 # & ﬁiigém

RS 63 65 66

R EREAR 99 112 108
lk g AR 39 33 31
e - 5B A 51 54 55
& 252 264 260
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. . . B ER
+ R 109 # & 110 # & §iig3lﬂ
T 2] # # 40.7 40.91 41.26
TR B EOF () 6.81 6.8 7.02
B o1 6.75 5.68 6.15
T m oL 23.02 21.97 2231
i f © % 47.62 50 48.85
%) 3 v 21.03 20.83 21.15
58T 1.59 1.52 1.54
i DFARGAI04E30 1P pRF O PBEAEBRFR)SPEE ) TERBEFTE FHA P2
JRAEE T o

BTERZBAIEFIED L FEALARETEL 2R (cRBRF2RBEFERLS
SRR REERTIE R AL P A FE CEFEREY CEF RN E R
ARF) DB ETERARTRFL L G EFE TR B2 EEGFE R
PHEEEERE 2R

AP BITERT BT LAERE thﬁ%’ﬁmﬁtﬁﬁkﬁiﬁm#%“i’i%@
SRR B 00931-03 BokiF A a N R E KA AP ST R 2 R F 54
]’f,‘_—-,*"v"ﬂﬁgﬁﬂﬁ?\}’\r‘]{ﬁ-{bdﬁrq_q‘ /54]’7/;4? °

I CEFFMG

FRIAGTIHS 8 PR IRFIRE A F kT R F TR 2R
LR IR ke

(1) 1 img @ =41 @%ééﬁ;o
(2) 2 2 RERF T k>N
B)E1xfl: & d —E;ﬁz%ﬁ.f‘?%ﬂ °

23815 2 DAL
(n%@&ﬁiﬁ%#ﬁﬁf ATEA R 0 A TARSTRIIE P A RATERA R

RORPAZTRFT ~2TFALERP -FRBRAL~2LFERIEEAE -
(aiﬂﬁlﬁﬁw;:;g@ﬁ;ggyﬁﬁ%ﬁ%?’mﬁ%iw@ o
A F A RDASYIRBETE L EY o CABE 1 GRS ik
'Tg%gJEF%ﬁgﬁﬁU%ﬂ@%ﬂﬂ
(3) & % ?*Wﬁ PEEBG TR F R ORI FER N LA
2 ??w§“4ﬁ1k%i% SRR T TR T4 R AR

%
A
m\
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*REER ﬁ;%ﬁ@
L Jh ’ﬁﬂ:}iﬂ‘;mﬁﬁ: 2P A R N

%
B
(4) ¥

B R LA RS P EE IR 27 K TR F4EA 5 >
wha ’%*ﬂﬁﬁﬁﬁ?; BT BASER  EF LV S

freefag Ay -
3L HHR S S

¥o9 iﬁ%ﬂ’ﬁﬂ¢$ Bk RSB T &L A A éﬁﬁ”ulﬂ
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4 5 TR 210k 8 L0 | 1 5 k46 )
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SFe oA BRI ACRIFLE TN A0t o P4 AT

Feer o TR MG

(C)BFERZ BT EFIED b FFFHLEL 2 FA(CHEFIKE
@&ﬁ%iﬁ’@ﬂW&ﬁﬂﬂ~&ﬁ4%~@ﬁk%%¢‘EF%%P?‘@F
RE) ZHBEDTEART R FL 2L G EFEFRHY > mZERRE

GRS SER SN A

AP AL A "‘;‘f’}"ﬁlfﬁgﬁ"f’,(J 5 r’)?’ﬂﬁlﬁ}gl&rﬁ %\"Elﬂl;"? rﬁlﬂ?J
LA AT AR L R R PR LR R L
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AR

1 22742 TR A T2 FAX2FEMEE | > E 2B 12 B AT REr o F
PIRE R 2 AP 2 AR R FET R L X 2 ARG E L o
FAX 22 FFHEL ARFEY CEFTZ AN XEFTALFC L0 ) F
FEFRE 2 F AR RG] - RABEHEFFTRE 2EE - 2P 2 7 2P p
MEFFREFREI v EFERFFLAFEHHRL - PRI e
FRad 22 TEEE b 42 > 2 TFRIPHM L FH BT
o NEHCTL A ETERPFT o BIRFEENT IR G o
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