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:)EID:)‘VEE10 mg Tl P iR B A AR AL L : el 2N\ A O
R7-10| R &30 mg L=AUITUUERIE ELEALPISK O BRI EMRE NRET DM HHRA TR ER S 9026.3.23 9023/3/24 L 7
& £970 m [(FAOEFREEML]
" 5 g
TLR)LE RRERT2 mL HMREEIVE1—4—WEBHRZICHS TS T iRE
_ &l x5 mL R, - RS . .
R7-11 B EEoUSS75 mL HRIT RS2 KF SR A ET - PO R s B 2026.3.23 Izl 1zl 72
& FEEoo10mL ESEE-NRETIFEIR DS EEESR
MNALEERRZICIEEL-PIKICAB R FEEFH I SN EBAMAREENRE - R
R7-12 |I\AYITF L8100 mg )Y T A LERIE K FNY LT OBV NEEERER 2026.3.23 L L 73

(FERAERM]

X TERZEH T — A& ITRBEZ =08 - DR ITEREH 1E, RAIELTHRAEORRELGST-BROERETLZHL TV,




ELES W% 4 - B 4 gms | O |EMEE| O
R1-01 SeBRIT I AR
1) X$£0.5mg
[ #£1mg FFX3 K
ER&EE Bl $i2mg FpftE FAKD
2020/1/23 JAN (E4£) INN HREBEZTI=%hEE - IR
EMNF5EH
Dotinurad dotinurad fERE. = PRERIAE
2020/5/25
o g RBERIT-308E - SR
BREER FDA O ENEROEVHEE - HR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
RADHE
(&EFER)
L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e




ELES L - @ & gmn | O |BMERl O
R1-02 FEER I+ 455 AR ER
LY FLEEOS % FILITF=T
ERAEEH EHfMAE RaRR
2020/1/23 JAN (E4) INN REBHEZITT-%hRE - THER
ERNF5EH
Delgocitinib delgocitinib 7 FE—ERE R
2020/6/24
= 4o RBDEZTT=38E - DR
BEAER FDA (% EREROLE LA - BR)
2026/4/13 Drug Name (BR5E4) Active Ingredients (Ei%>4) ¥AHILFARTAEA FADOREN
= = Tt+HTho1HE. FENAaL
1?52%2_03155) FaORTOA FOERALHERING
B ANZUPGO DELGOCITINIB L. RAICBITE2FEENCEEDE
202577123 HFES (CHE)
(EWEEL\) ne1z
A ERIEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2025/2191550rig1s000TOC.html
REMSD 3t & REMSTHAMRMPIZ [ VRE LD HCPH 1 K%
TL TL TL

AR5EAHIE - ERIEHR

ARSEHIE - EIRDEHR ARSEHIE - BEURDBE

TL TL 7L
E%Eiﬁﬁéﬂﬁﬁ https://www.anzupgohcp.com/
TR ~ TR AT
XEICBITDRLMH L
EIRDBE
KEISENRE D, REIFBERTIEL. 0.25%. 0.5%MENETNEN2 HMLLL16 MRBDPES I UBADT b E—HEKE
KROBEELLTERRBEINTLS,
= F BABLUHMNOREGXECITREHESINATOVEVWEEL LT, XKETIEUTOLSIZEHEHIATWS, [KFElEH#HD
JAKIEFRIFE TR NG AEIMFEF EGAT L EIFHERES AL TXFTORBRFERIIC. ZFOFHEESALS
A VITHEWN, BRELGFIHERE (FRAEBIDIFUEEL) 2T TEE 5]
SomET REZIT-2h8E - DR
BAER EMA ... EREBO VI - $E)
2026/4/14 Name (BR3E#) Active substance (F%34) SHEILFIRTOA KB
EBDAE W, FRRERATELGMBRU LD S
(F&RH) s EENCEEDEEFES (CHE) O
02419710 Anzupgo delgocitinib s
(EREEEZLY)

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/anzupgo

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAE - EURIEER

ARSEAIE - EURDER ARSEAIE - EURDBEE

L 7L L
FEREF ~ S HThRR AT
XEIZHITHREMHE |[GL
EHRDBE
XBEIE - AENELA D, BARTIE, 0.25%FEN VMNET7 FE—HREX] (2020/1/235%KF2) . 0.5%HEN THHAH
FUWNRT7 FE—ERER] (2021/3/23%FR) DAEBEL LT, EUTIX20 mg/gy ) —LH TEXEFES] DBEEELL
e THEER.

EMARREFERICEITHRBERENAZRMPOEERLEAEMN RV ITHEE. PMDAXEMESNERGZBERN ) X
DIHEE. EL01XFIDERBFICEVTHRENEESNENE LTRE ST,




ELES L - @ & gas | O |BMER| O
R1-03 s SERIT IR
TIEdJ82.5mg
m  £E5mg LyRL¥FHy b
ERERE B $10mg St REED
2020/1/23 JAN (E4) INN REBHEZITT-%hRE - THER
ERNF5EH
Lemborexant lemborexant RERSE
2020/7/6
o e AREBEZITI=%hEE - HE
BEAER FDA (% BREROLL\IEE - SR
2022/7/20 XFEEET Drug Name (BR5%4) Active Ingredients (X% 4)
B 4
il DAYVIGO LEMBOREXANT
2019/12/20
A ERIEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/2120280rig1s000TOC.html
REMS®D 5t & REMSTHAMDRMPIZ [ W\EE EDBES HCPH 1 K%
AL %L wL

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

mL

mL

L

ERMEER THER
(EFAIURL)

https://www.dayvigohcp.com/

FREDRF ~ BRATR AT
XEICBITH%eH
HFERDBE

BANIER
2020/8/25
2022/3/11

DEMRHEMEIV] [CHESh=C EDEmM
W< OMDCYPHEEA - FBEH - REICL 2 EMHAEIERZIELRE

"%

ERRFNEL. SLAOBNENHDE L TRAMEEICIYEDON-LDTH S, I~VOSEREHY . INKRHLEL,

RIEAER

EMA

RERITE=3EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH

ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e

10




ELES R % & - B 4 sms | O |EMEE| O
R1-05 SEER 1T (@) el &R
ELT 7Y AiEEE250 mg ELrSLEY

ERAEEH EHfMAE O RaRR
2020/3/25 JAN (E#£) INN HREBEZTI=%hEE - IR
ERRTH IV UE3RF Y ELTITL Y BEA

. . BEASR FOT 4 VIBIZFDRENTE

Viltolarsen viltolarsen DANTNET1o T UREGIR R
2020/5/20 07—

0 A (- BHEE . 7

%.‘ﬁ%?ﬁ]ﬁﬂ FDA mu%XH-T_)‘j]ﬁb )‘j]%

CX...EREZEDLZ G - HR)

2022/7/20 XREKT

Drug Name (BR5E4)

Active Ingredients (F54)

IHYUS3RF Y EVTITL YA

=B HASR AT 1 VBEBEFOREHLEE
(% H) VILTEPSO VILTOLARSEN fghf“élelyxﬂ%’ZF
2020/8/12 g
AR IEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/2121540rig1s000TOC.html
REMS D #f% REMSTHAMRMPIZ[ZHE W&EE EDBE HCP7i 4 k%
AL %L wL

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

mL

mL

L

ERMEER THER
(EFAIURL)

https://www.viltepso.com/hcp

KB ~BIEM |ammg -
X%(:B(*éfé'l‘i EX=E 3 ~ o 3 2 - [ =] N
e 2021/3/10 BE=HOEET. RE2 V/\7 QAIEEICET 2BERA%EM,
g BEHICONTIE. BRADOBMXETEH INAGEEM] 235/ 050 T UiEm) MNEESh TS,
e AEREZTT=38E - IR
BREER EMA (%...EREBEDLZLIEE - BR)
2026/4/14 Name (BR5t4) Active substance (%'%)
RROHRE
OGREEH) viltolarsen
2L
(=27 >)

AERIREURL

https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu3202282

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH

ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e

2020/6/41=A—T 7 VHEE,

11




=

ct

X
I

BELES i 4 HHS O rﬁiﬁff o)

R1-06 SEBR (7 FEfBI AR

RLFL TILEESO mg FSINF=JiEEIE
EAN&ZER FHFE RERR

2020/3/25 JAN (&) INN ARBEZITI=-308E - R

ERHTH
BEXSHEEODRAERERE >

Tirabrutinib Hydrochloride tirabrutinib B
2020/5/20

e P .
RRAEH FDA % ERRBRD L OB - SR

2026/4/13 Drug Name (BR5E4) Active Ingredients (54)

ARDHE
(K& H)

7L

AERIEHRURL

REMSD5t&. REMSTHAMDRMPIZ [ \EE EDBES HCPH A K%

ARSTAUE - EYRIEER ARSEHILE - BEIYRDE R ARSEHILE - BEURDOBEE

EREEE R T 1EHR
(= ZAURL)

FR GBI ~ B TR A A
XEIZBIToREMH
HFER DB E

e

e RREE T - MR
e S Ok EIRKED L R - HR)

2026/4/14 Name (BR5t4) Active substance (FX9'4)

AEDHE
(%= H)

mL

AERIEHURL

BADRMPIZIZZAWLRMPLEOEELEFES NI RS ERBDY R ~DRE

AR5EAUE - EYRIEER ARSEHILE - BIRDE R ARSEHILE - BEURDOBEE

FRERRF ~ BRATR AT
XEICBITH%EMH
FHDLE

e

12




BLES R

ot

% - B 4 sms | O |EMEE| O

R1-07 SR (+ (@) Hefpl &R

S RO = SR/ 5 . _
ATHRAZ Y miEEEE/ Y 79000 K075 (10B)
EREZA mg/300 mL Sl = RAKD

it

2020/3/25 JAN (%) INN ABEZRITE=EE - R

ERNFETH

<4k B AR HE 1o = T
Borofalan (10B) borofalan (10B) SR TRES BFTE(TR IS RATAE R OR

SEERRE
2020/5/20

= e RBEZF-2EE - PR
B®AER FDA (%.. ERRZRDEUIEE - BR)

2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)

AADEHE
(&R H)

mL

FREREHRURL

REMS D3t & REMSTHAMRMPIZ XA NRE EDER HCPH A K&

AR5EAHIE - ERIEHR ARSEHIE - EIRDEHR ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

o e RBEZF-2EE - DR
B®AER EMA (%.. ERRZRDEUIEE - R)

2026/4/14 Name (BR5t4) Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS EREDY R ~DRE

ARSEAUE - ERIEER ARSEAIE - EURDER ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e

13



BELES R & 4 — B % gas | O |ENEE
R1-08 SERIT IR
I oN—"Ri#EEEA100 mg F7Z\JZ77¥%H7_*£;/J)XTﬁ/ GEfn
ERAxEEH b ETE O BaKR
2020/3/25 JAN (E4) INN AEREZITT=-38E - IR
ERNFER b3 EEED H HHER2BHED FHFEER 1
Trastuzumab Deruxtecan (Genetical BRIE (BENGRRNRBTESIZR
Recombination) trastuzumab deruxtecan %) . BAILERERICHE L-HER2G
2020/5/25 DABYRTFEERET - BREOEE
= s AEREZITT=38E - IR
BiBaH FDA O%.. ERABOL DA - HE)
2022/8/4 XAERT Drug Name (FR5E42) Active Ingredients (F434) BB TTRANTIA OHHER2R— R DARER -,
YIRAREE 1= (LB OHER2IBI LA A
EAOF=E::3 HEBHRELSA Y - (3 A) 7 D28y MARBE [
= K - |ameTren AumicER)
(#:EH) ENHERTU il TRASTUZUNM?K? DIEREDAECN FSRYRYITR—RADEEEZ T, BIETHE:E
2019/1 2/20 B DHER2GE B A A 1z [E B BEES RN A

FREREHRURL

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/7611390rig1s000TOC.html

REMS D3t & REMSTHAMRMPIZ XA NRE EDER HCPH A K&
TL L Tl

AR5EAHIE - ERIEHR

ARSEHIE - EIRDEHR ARSEHIE - BEURDBE

TL L 7L
EREEE R T1HR :
(£ 2EURL) https://www.enhertuhcp.com/en/
A~ BHRRM (2021115 BAALEGITMOY . BEERAOERARES LI2ahh, MERMECEDERERTORERLETLE
XEIZETEReM (MIEEENE LS o=, HAHATICE, BHATINE,
EIRDBE 2022/05/04 HIMEDFRHESHHEE,
LHFASADHDBEISTE S 1=A. REDERLDIENALS MO =Z&IckY ., BEEARMGEIL CLICHFTRESH
- 5&5ICHoT=,
. DA DBEISEHN 2BDEEONT A DERNH D Z EICBOHONT,
Boxed warningT TfE - fRIREME ] NEF S TLVS, BAORMPTIEXEELEBAEM ) X 7KLY,
SomET ABEZ(TT-26E - SR
BHEEH EMA K. ERKED L LHEE - HB)
2026/4/14 Name (lﬂﬁ%%) Active substance (ﬁk}ﬁ%) E:Eigﬁ;;ggfﬁﬁi1*§Ul§l7f:ﬂ]lﬁ$ﬁ‘éi7‘:li§ig
£ HER2[EM DT BRZE S VB RIEEAHE (GEJ) IRE
(g“i),;g;ﬂ HER2i§{£-‘)‘(:T’£§§ﬁTé\ HEATIESEIMER R I
o (NSCLC)
2021/1/18 Enhertu trastuzumab deruxtecan WA & 1T L E B 1T 7 Y1 B & 1= (X ER RS 1 HER2IE
(S &R HIWFE - ITHER2BIEHKIRILIE

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/enhertu

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

EDEH#EEEE (Left Ventricular Dysfunction)

R w&/IMEES) - A XEICL HFEBRE
EEERHE (LVEF) ETDE=41 >4 (Section4.4) .
BAEHREBDODHAF 2R (Section 4.2)

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH ARSEAIE - EURDBEE

L 7L L
SRRk~ B R R . -
K;ﬁﬁﬁﬁﬁgg 2025/3/31 FIHILEKRIZ& Y. SmPCEET,
E'l'%i&@ﬂﬂl; Adverse reactions(Z TAIMEREAE CommonsiE (21/100~<1/10) 1 Z:3&MM,
2025/3/31M 7> FE T 1B LR (T - UIBRTRE F - (FEB MHERIEFH IR F 7= (FHER2BIERBRILEA DBEISHEKX
EEGRESNFLVRVELTE, BRERLCKHEMMAMNER, ZOEHEERESE. BAORMPTREELEEMN Y X VKL,
2022/8/1 EREMH L LTO N2 EORARI A TMELLLE) ICEfshi-,
e 2022/8/25 & - IR DRFLED =, 2~3BOEERICLIFLEN RO iz,

2022/12/12 HER2IGIE DETHEELE L UEREESE (GEJ) REDHRABEQEFFENDEGIHEK.
2023/11/29 HER2ZEEFICEREH T HETIHEI/NERENME (NSCLC) T, TS5 FFHAICL ZAERE (RERIOHADHEICHADLLAL) OHDHE
E D BEIFEADBISHEK

14




ELES W% 4 - B 4 gms | O |EMEE| O
R2-02 SEBR 1T IR
5“%“‘;%@ mg FIOF2REY -
ERAxEEH FHFE RERR
2020/6/29 JAN (E#£) INN AEREZITT=-38E - IR
ERNFER
Daprodustat daprodustat EMEm
2020/8/26
. HREBEZITI=%hEE - IR
BRAER FDA k. EREROLEUHEE - HE)
2023/5/26 % AEE T Drug Name (BR5E4) Active Ingredients (F54) EREZEEF IO KBRS
RBDH E (HIF PH) BAEHIT. B Z4H AU
(EZH) EZHTOEIRADESHBRRKIZL S
p——" JESDUVROQ DAPRODUSTAT L

FREREHRURL

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2169510rig1s000TOC.cfm

REMS D *& REMSTHAMRMPIZ XA NRE EDER HCPH A K&
TL L mL

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

mL

mL

mL

ERMEER THER
(EFAIURL)

https://www.jesduvrog.com/

FREDRF ~ BRATR AT
XEICBITH%eH
HFERDBE

"%

T=o

RIEFRERICEERB SN ERUVBRAXEFRROAAFARGRETH > b, SEHLEOHTHERINEET-

RIEAER

EMA

RERITE=3EE - R
CX...EREZEDLZRIEE - SHR)

2024/7/18

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

2023/7/12
(REEIRTIF)

Jesduvroq

daprodustat

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/jesduvroq

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH

ARSEAIE - EURDBEE

ERRBO L=,

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE
2023/7 BHEZFTTVWEVWEBEICHT 2REMZIMAT EIT BT +0THSHZ L EAIC TBNPADERETTEE
= EICRELTERRBEN-F-OBFELRY Tiff=. AFIIFDATELEELMEA N2 b (MACE) DU RIMERTSHC

TAMNALUEDENZEREL TVWIREAEETRFBOEMAREE] L LTREIATNS, BARIC
BOWTIHEROBEIZHADL LT EEHBTEBEEEIZER. MACEIXZRMPIZEWTEEGBAEN X V1&LY,

15




BLES R x4 — 8 % gas | O |PHER] O
R2-05 - % SEAMH T LERE FeBR (T IR
F i R B - Ve T DAE
ERAZE B BARAJELERE FYANRABIATI SpfE RERE
2020/6/29 JAN (E4) INN REBHEZITT-%hRE - THER
ERRETH Indacaterol Acetate, Mometasone [EXME (RARTOA FRIRUE
Furoat;e indacaterol and mometasone B R VE FR M IR A BRI FI D G AL E
2020/8/26 T5E)
—omEn ARREZT=3EE - DR
BRHAZE FDA (% ERRBDOR B - HE)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
AREDHE
(&ERH)
HL
ARIEFRURL
REMS D xt & REMSTHAMDRMPIZ X W& EDEE HCPA A K%
BR5EHIE - EURTEER BR5EHIE - EURDIEH BR5EHIE - EURDEE
EREEER TFR
(=% AIURL)
TR D ~ B TR A
XEZHITEHREMHE
1HEHRDHE
-
EE_%EHEE EMA EE%%'TT:;&J‘EE - §:j]%
X 1< o/

CX...EREZEDLZRIEE - SHR)

2022/7/22 %FWEFET

Name (BR7E4)

Active substance (F{%4)

RROEE .
(KEEH) Atectura Breezhaler I\I/Irlndr:g?;:;or:ea:uert::e
2020/5/30

SRR RO ERE

IRAILFIRTAA FHIELUVRA
EREMERAR2EEECTEYICEET

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/atectura-breezhaler

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

mL

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH

ARSEAIE - EURDBEE

L

7L

TL

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e
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BLES R % 4 - B % gas | O |PMERl O
R2-06 4 hT O LEEE 5 1 O = SERIT el &R
s = ~ TH— m —
TIOTRARD TR LIRR  |vnsim T A5 IS5 Ry
ERERH ) = BMIXTIL ELAE RAKA
2020/6/29 JAN (E#£) INN AEREZITT=-38E - IR
ERNFER SEXRE (RARXRTOA FH, RKE
Indacaterol Acetate, Glycopyrronium | indacaterol, glycopyrronium bromide and |84 B0 A B2 HI & U & B 45 A
Bromide. Mometasone Furoate mometasone HRAID ) HOGRANBELE
2020/8/26 2)
— e REBEZ(TTI-3hEE - R
Lt Aol % EARBOE I - HR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
EBDHE
(FERH)
7L
AFRIEIRURL
REMS®D & REMSTHARDRMPIZIZHNWERE EDES HCPAH A K%
HRFER AL - EURIESR HRFEHLE - EURDIEH HRFEHLE - EUIROBE
EEMNSBER IT1ER
(22 HIURL)
A GBI ~ B FThR AT
XEICHITEREHE
TBRDBE
-k
=0 £ 2+ F-AhEE . 3
%.’ﬁ%%ﬁ]ﬁﬂ EMA nnb\éx'ff-)djﬁb )‘j]%

CX...EREZEDLZRIEE - SHR)

2022/7/22 %FWEFET

Name (BR7E4)

Active substance (F{%4)

73??&275 = indacaterol
OREEH) Enerzair Breezhaler glycopyrronium bromide
2020/7/3 mometasone

REFEMEREB2EEIE L. RIFIC1[E
UEDHRBBEEZERL-ERAENR
AJNUFARTOA FEIDEREED
HAEHE TIHRBEYICEETER R
BO#FRE

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/enerzair-breezhaler

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH

ARSEAIE - EURDBEE

L

7L

TL

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e

17



ELES L - @ & gas | O |BMER| O
R2-07 SeER 1T I AR
y?*ﬂgﬁ?ﬁg T4ILITF=TILA VERE
EREZA = 9 Rt E RRKR
2020/9/25 JAN (E#£) INN AEREZITT=-38E - IR
ARETEA BEABETHRS A GEH) o< F
o e FAECY NT 7778 E BN
Filgotinib maleate filgotinib (B DM SR E DL 25 1))
2020/11/18
o e BEZ(T-EE - R
BRAER FDA % EREBOLEEE - 218
2024/7/18 Drug Name (BR5E4) Active Ingredients (F%4)
BOFE
(&EFER)
2020/12/15
BAFHIE

FREREHRURL

REMS®D x5

g

REMSTHAMRMPIZ[FHENREL EDBER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

EREEER TER

(& ZIURL)
TR ~ TR AT
XEICET5REH
EIRDBE
2020128 FV) 7 FHIZRETORFIRZRICEKIBEEEREZERVVETHLIZENSRETOREZME L=,
e https://www.gilead.com/news-and-press/press-room/press-releases/2020/12/gilead-and-galapagos-announce-new-
commercialization-and-development-agreement-for-jyseleca-filgotinib
. RER T2 - %
BwEER EMA ABEZITT=308E - 1R

CX...EREZEDLZRIEE - SHR)

2022/7/22 %FWEFET

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

Jyseleca

2020/9/24

Filgotinib maleate

1D FEIERDOEBIELMER ) VI FEADRGENT+
NTHEIDELIEFMED, PEEHL S EEDFEHMERIE
Yyo<F
KEFOARBRIENTHVPEEL > EEOEHEESE
Kig#

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/jyseleca

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH

ARSEAIE - EURDBEE

L

7L

TL

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

2021/11/16 PBEETY < F (RA) ITEEMEXREL (UC) OEEAMH o=z, RMPERALUCEEE S ITTREET S
ESICREAYELTE, UCIZHREMNLAREM EOBRTLELA, AEHOBTHEZEEM,

e

FELEFEESAFZYRYIE THRMRZELE] & FHRKAES] T, WIhE BARAORMPIZEHEH SN TS,
2021111212 ;B EN BB 1 K G 2 D RS HYE AN

18



ELES W% 4 - B 4 sms | O |EMEE| O
R2-08 FEER I+ AR
IHAYITILEY% YIERZ=YLRIEY
ErnxEER FHfE RAER
2020/9/25 JAN (E4£) INN HREBEZTI=%hEE - IR
EMNF5EH
Sofpironium Bromide sofpironium bromide [RRMERE S TFiE
2020/11/26
o g RBERIT-308E - SR
BREER FDA ... EREBO VI - $B)
2024/11/19%FAEE T Drug Name (BR5E4) Active Ingredients (F%%)
RADHE BABEVIFULEDNRIZE T2 R
(e SOFDRA SOFPIRONIUM BROMIDE B TRRE <
2024/6/18

FREREHRURL

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2024/2173470rig1s000TOC.html

REMS D *& REMSTHAMRMPIZ XA NRE EDER HCPH A K&
TL L Tl

AR5EAHIE - ERIEHR

ARSEHIE - EIRDEHR ARSEHIE - BEURDBE

TL L L
E%Eiﬁﬁéﬂﬁiﬁ https://www.sofdra.com/#isi
TR D ~ B TR A
XEIZETEREMH |BL
EERDLTE
BIRATHDY IEAZD LRIEYMORAENBARTIES%IZK L, 1245% THRESNTLNS (1B1EEEEXHEICZER
THRERERL) . [HEMMEEERICEYEMERZEMS S50 EEENH D0, o) VELOHAIZEITEZ &)
= [CYP2D6Z R AICFHET 2EF L DHRATETSI L] LEHEHDH. BRORMXEICITEYMHEERICET 5iE
EBEOREREIE L, £F-. BAORMPIZHEBEH SN TULEWMERE LT, EEAFEIIFEEICENMNVRETTOLEEME
HEFTRITEEL. COLSIBKRRETTHFLELVESIESOFDRADERZ#ITHZ L] LDEEH Y,
o BEZ(TT-EE - TR
REAER EMA (% BREROLLMEE - SR
2026/4/14 Name (BR5t4) Active substance (F{%4)
AEBDHE
(&&RH)
mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e
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ELES W% 4 - B 4 gms | O |EMEE| O

R2-09 SEER I+ IR

Id‘lﬁll:lffﬁ;iﬁfmmg IFAF1RAY b
ERXZE HES Mg G E RAKR
2020/9/25 JAN (E4) INN REBHEZITT-%hRE - THER
ERNF5EH
Enarodustat enarodustat RS =gl

2020/12/8
= s RABEZ(TT=-308E - SR
BEAER FDA (% EREROLE LA - BR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
ARBDHE
(&FEH)

HL

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES R % & - B 4 gms | O |EMEE| O
R2-10 SEER 1T (@) Hefpl &R
X vl vy R EEEE250 mg t"*‘/?j(g;f;%;gff kUL
ER&EZE BinTn x| O |mazz
2020/9/25 JAN (Z4£) INN ABEEZ (=08 - DR
ERRETH Cetuximab Sarotal Sodi YVIBRTREL B ETXIEEFBRDE
etuxima arotalocan sodium . RABE/R B RATETT = P 58
(Genetical Recombination) cetuximab sarotalocan HHERE
2021/1/1
. AEREZITT=38E - IR
BAER FDA (%...EREBEDZLIE - BR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
REBDEHE
(&FEH)
TL
ARIEFRURL
REMS D3t % REMSTHAMRMPIZ[EHENRE DB HCPH A K
RS IE - [EIRIEER BR5Erh Ik - ERDIEH ARSIt - EIRDBEE
EREEER TFR
(& 3AIURL)
AR ~ TR
XEIZEITAREMH
IHEHRD K E
&E
e REZIT=3EE - IR
BEAER EMA (%...EREBEDLZLIEE - BR)
2026/4/14 Name (BR5t4) Active substance (FX%%)
AEBDHE
(ZFEH)
TL
ARIEFRURL
AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS EREDY R ~DRE
BRSeehit - EURIERR BR5EFIE - [EIRDEH BRSEHIE - [EROBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e
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ELES R % & - B 4 sms | O |EMEE| O
R2-11 S BRIF AR
I KJL 3 XEE50 mg THEL IEHKIE
EnxEER Elft=E RRRR
2021/1/22 JAN (&E4£) INN ABEZ(TT-28E - TR
EMETEH THROERERICESTANAEBRKRE
, . . REDOEMESZIZE NAEIRE
Anamorelin Hydrochloride anamorelin SENMER . D . K
2021/4/21
e ABrXITT=308E - 2R
BREER FDA O ENEROEVHEE - HR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
KBDHE
(ZRH)
L
ABIFHRURL
REMSDxt & REMSTHADRMPIZ[F A WEE EDBE HCP#H A K%
HRZEHIE - EIUREER HRZEHIE - BEIURDER HRZEAIE - BEIURORE
EREEE R T1HR
(E£XAIURL)
GBI ~ BRBTAR AT
XEITHITHREMH
EIRDBE
®E
e REZIT=38E - HR
BREER EMA O ENEROEVEE - HR)
2026/4/14 Name (BR5E4) Active substance (Fi% %)
EROHE
(iﬁﬁf) Adlumiz anamorelin hydrochloride

(2017/11/16)

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/adlumiz

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e

EERES LUBRTROABEREL LTRSS, REWFAEOHLT M EEIIFHHRESTSN-OAT, BEHQOL
DOEEIFRETLVENEEMAIZHIET SN, BMIK20DBEICEIGEZKAHZ LLBOHoELI ST,
REMT—EIR—ZADA VT T ) T4 DFZEEMERHEN, COFTETHAERARTHESAZDMOES A
VRERBRDVTFILEFRET A LFTERNE SR, B ESNT,
(2017/9/14)

Th(z,
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ELES W% 4 - B 4 gms | O |EMEE| O
R2-12 SeBRIT I AR
VZTmVZ;ﬁﬁWQ EYF1RBY M RYSL
ErnxEER FHfE RAER
2021/1/22 JAN (E4£) INN HREBEZTI=%hEE - IR
ERF5ER
Molidustat Sodium molidustat Eam
2021/4/22
o g RBERIT-308E - SR
BREER FDA O ENEROEVHEE - HR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
ABOHE
(&EFER)
L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES R % & - B 4 gms | O |EMEE| O

R2-15 SeBRIT LIPS

34 4 LEAERE30 mg yanjzﬂ-allﬁéit?»n VBT b
ErnxEER Elft=E RAER
2021/3/23 JAN (E4£) INN HREBEZTI=%hEE - IR
EMNF5EH
Diclofenac Etalhyaluronate Sodium diclofenac etalhyaluronate TR HREETE (BRBIET. AREED

2021/5/19
o g ABEZTT=38E - R
BREER FDA O ENEROEVHEE - HR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
RADHE
(& H)

L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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BLES S - & 4 gas | O |ENEE
R2-16 FEER I+ O |#HER
£ X h—=F A0 mg NREFTRT F7LT77 (EEFHEE
ER&EE A) St REKE
2021/3/23 JAN (E#£) INN HREBEZTI=%hEE - IR
ERN#ETH . o Gonei
Pabln;?::milire]\a(tioir;etlcal pabinafusp alfa L SHERENE
2021/5/19
= s REBEZ(TTI-3hEE - R
BRAER FDA k. EREROLEUHEE - HE)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
EBDHE
(FERH)
7L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES W% 4 - B 4 gas | O |ENER
R3-02 FER (T #HERE| O
a0+ %4 LR (SARS-CoV-2) 74 F
NEXRETY 7HEE Y (BEFEBAYLT T/ 94ILAR
EM&ZEE HH—) EhitE RBER
2021/5/21 JAN (HE#) INN ABEZIT-MEE - HE
ERNFER
SARS-CoV-2IZ & 5 BEEAED F B
2021/8/16
 vm REZ A - DE
BRREER FDA (% EREROLE LA - BR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
EHOL-F: ]
(&ERH)
2022/11/10
BAR L

FREREHRURL

REMS®D x5

REMSTHA®MRMPIZ X V2L EDBER HCPH 1 K%

AR5EAHIE - ERIEHR

ARSEHIE - EIRDEHR ARSEHIE - BEURDBE

EREEER TER

(=2 HIURL)
TR ~ TR AT
XEICET5REH
BEHRDBRE
KETIERAZELZHA, WHOIL2021/2/101RBREBFERARZE L TS,
https://apps.who.int/iris/handle/10665/339477
e 2022/11/10 AstraZenecatt WBLARGE #Mi& L1- L &K, https://www.astrazeneca.com/content/dam/az/PDF/2022/Q3/Year-to-
£ date_and_Q3_2022_results_announcement.pdf (p.34)
2024/5/7 AstraZenecatt |3 FH#EH L #EAICHRMICCOVIDT I FUORBELHBEPILEZRR, M TONFIETY 7ORTER
Y FIFl=,
o g ABEZ(TT-26E - SR
BRAEH 2k % ENRBOE LI - HE)
2023/2/27%FAEE T Name (BR5E4) Active substance (Fi% %)
RADHE SARS-CoV-2I2& > TEIEEI SN D
(&2 H) Vaxzevria (previously COVID-19 Vaccine COVID-19DF 15

2021/1/29 (FHfHH&R
2022/10/31 (GRERR

AstraZeneca) ChAdOx1-SARS-COV-2

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

S I/MRBAME & 2 T /MR AME

X352 - NL—EER

)R &IMETES) : RAAXEICK DB

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH ARSEAIE - EURDBEE

L L sk
EBAIER :
; . 2021/3/29 7 LIL¥F—RIG
RERCBAIRAN 2020521 MMREBDEEMS MitE. SRS OEA
E#ﬁ@&; 2021/6/18 EHBE R HIEIEE
A 2021/7114 X35 2NL—fERE
2021/11/22  d/MREEAME 2 4340 75 UM 0 B B AR R A2 JiE
MM/MRGEAME 7+ S5 MAREF 1R BRSO AMN2EE & YUSHEEICRET D, REIT18HELL,
= 2022/10/20 7+ 274 5F>—) ZFEEGHEFEINTZY XU D LHIER,

2022/10/31 BERRIZFKT,
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ELES W% 4 - B 4 gms | O |EMEE| O

R3-04 FEER I+ AR

TN SRR A voz ) 22 SRS A A R T R Y LK
EnxEER St E REER
2021/6/23 JAN (E4£) INN HREBEZTI=%hEE - IR
ERN#ETH s — i B -
Upacicalcet Sodium Hydrate upacicalcet E'ﬁﬁjfﬁ?@_ﬁﬁﬁﬁﬂﬂ%%ﬁbnj‘

2021/8/20
. RBEZ (T8 - SR
BAER FDA ... EREBO VI - $B)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
ABDHE

(ZRH)

L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES R % & - B 4 gms | O |EMEE| O

R3-05 BT AR

WA = —4$#500 mg A A5 2 UIERE
ErnxEER Elft=E RRRR
2021/6/23 JAN (E4£) INN AT ZT1=38 - DR
EMNF5EH
Imeglimin Hydrochloride imeglimin 2B ¥EPR IR

2021/9/16
. ABEZTT=38E - R
BREER FDA O ENEROEVHEE - HR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
RRBDHE
(& H)

TL

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES R % 4 - ® & gs | O |PVEE| A

R3-06 SEER I+ IR

N Y RZ2EE10 mg YT/ RA Y bk
ERAEEH EHfMAE RaRR
2021/6/23 JAN (E4) INN REBHEZITT-%hRE - THER
EmFEH BRXEHAMEORATHIE MR
Tucidinostat tucidinostat INIE

2021/10/20 BREXIIHEHAMEOREETHER v/ \E
o 4o ARREZT=3EE - DR
BEAER FDA (% EREROLE LA - BR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
AREDHE

(&FEH)

mL

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES L - @ & gas | O |BMER| O
R3-08 SERIT IR
7 = 0,
*’”Zﬁj[’ "Eg;%ofo/" SIFIS5R b
ER&ZER R SHftE REKR
2021/9/27 JAN (E4) INN REBHEZITT-%hRE - THER
ERNF5EH
Difamilast difamilast 7 FE—HEE%
2022/6/1
= 4o RBDEZTT=38E - DR
BEAER FDA (% BREROLL\IEE - SR
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)
T BEMPEENDT FE—MHREXE
REOE® BT DHRAB & U2BL EDNREEIC
2 ADQUEY DIFAMILAST w3 B AT AR
2026/2/12
A ERIEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2026/2194740rig1s000TOC.html
REMSD 3t & REMSTHAMDRMPIZ [ W\EE EDBES HCPH 1 K%
TL TL TL

AR5EAHIE - ERIEHR

ARSEHIE - EIRDEHR ARSEHIE - BEURDBE

TL L TL
EEMEEER T1EHR
(BEEURD | 2W
AR ~ TR
XEIZHITAREH |GL
IEERDHE
NREBMNEL D,
BAR TA, £#%37 AULE2BREODIANRE L V2HRULED /PR KE THRAS V2B LED/NEEE]
&= BATIK., ARZICENEREBNAERINEICIEXRIZE>T-, XETIEE®HIF AL LE2BRREDIAMNBEERNRE LXK
EANTORKABLATMBREESH LT ->TLVS,
RBIZEERTIZ0.3% E1% D258, KETIZ1%DH,
e REZITE=3EE - DR
RIAEH EMA (% EREEO LR - BE)
2026/4/14 Name (BR5t4) Active substance (%'%)
RIBDHE
(%E28)
TL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e
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ELES W% 4 - B 4 gas | O |ENER
R3-12 SeBRIT I AR @)
TE 21T« RiHEFHTR500 mg YV hREXT (GEEEFHEBZ)
ErnxEER Elft=E RBAR
2021/9/27 JAN (E4£) INN HREBEZTI=%hEE - IR
EMNF5EH
Sotrovimab (Genetical Recombination) sotrovimab SARS-CoV-2 IZ & % Bt

2021/9/29
= 4o REZITI-3hEE - R
BREER FDA O ENEROEVHEE - HR)
2026/4/13 Drug Name (BR5E42) Active Ingredients (F54)

== = ARPERTLE., EEDCOVID-19IZ5
e T30 RS BENRED 5 HEES

2021/5/26 (EUAFTT)
2024/12/13 (EUA%%)

SOTROVIMAB SOTROVIMAB

EDBE

FREREHRURL

REMS®D x5

REMSTHA®MRMPIZ X V2L EDBER HCPA A K&

AR5EAHIE - ERIEHR

ARSEHIE - EIRDEHR ARSEHIE - BEURDBE

Tl TL Tl
ERMEER T1EHR : ;
(£ 2EURL) https://www.sotrovimab.com/
TR ~ TR AT
XEITEFTHREN |-
BEHRDBRE
2024712773 EUAZERD
ARIFEERZUERNEBE L G- THEANFATINALECAY, EUAICH L DVWTHESLURENSNI-20Y FDE
RN BEE-Z & E 21T, 2024/11/22|ZGSK#tIEZFDAIZEUADER Y ;8 L 3R & . FDAIZEUALZIZRTE,
& https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-
authorization-archived-information
Warning®—2[Z TEkpiEzE )| WEF N TINE
. BEZ 28 - %
%%EEJEE EMA % j&x _J- )d]ﬁb )‘j]%

CX...EREZEDLZRIEE - SHR)

2022/7/25 XHEERT

Name (BR7E4) Active substance (FX94)

RADHE
(&R H)

BREHREVELET. EEDOCOVID-
19[CHETT B U RINENEFICE T

Xevudy sotrovimab

2021/12/17

5COVID-19D A%

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/xevudy

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

mL

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH ARSEAIE - EURDBEE

L L sk
RIS ~ B HThR A
XEZIZETEReH |BL
1EERDLTE
FEELRBRTEINFEYRIBEVBEMYURY L, BAORMPTHEE L TLWABHBENLS V71— a v RiblE TEE
-2 TR EHELTLS, RHRIFAFA0kgUL ED12FLLE,

2022/5/61=, 7 =4 A VBA2HE¥RFEADIN vitroRSHEMNTEE > TS EDIBIE. BERMNEZRIEITHE LTS,
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ELES % A K gan | O |PREE
R3-13 STBE(T el O
S5 7Y A4 HT+EIL200 mg ELXESEL
ERARH St E REERR
2021/12/24 JAN (&%) INN RBEZ(TI=3EE - R
ERNF5EH
Molnupiravir molnupiravir SARS-CoV-21Z & % REfE
2021/12/24
= gk AR EZ(TI=%hEE - SR
BRBER Fo (% ERRROREHEE - HR)
B = g H AN N
2026/4/14 Drug Name (BR554) Active Ingredients (F54) AEOTEHE . BEOCOVID-19(=
REBDHE EITTBIRIMNEL., tDRBSH
(%R H) fREENMATEGL, BELLH
LAGEVRIO MOLNUPIRAVIR
2021/12/23 ZEREDRE
(EUA)
ARIFRMURL -
REMS® 5t % REMSTHAMRMPIZ[XHWEE EDBEE HCP#H A K&
BRFEe Lt - [EIRIESR BR5EHLE - EURDIEH BRFEH L - EURDOEEE
L L L
EREEERT1ER i :
(2 EURL) https://www.fda.gov/media/155101/download
R ~ R kR AT
XEITHITALEM |—
RERDBE
BYERTHESEATIATE Y, BATRERE~ORSEER, KETLHRESSAEVA, ERRFECLIRS - ABLY—~(5VRTOISLOEMEEEHI
HAEh S5 %I EMFactsheeticREh TN S,
2023717 EUASOBIER L LT, BILBREE. B, REREE. BRE. 77755 — NE3H. REHLCRTHGRE. M8, 758E. %5, SREEHETX
BIRH GEECREERETH) .
wZE
2024/6/18 Fact Sheet® #
BHOBELBREORSENSDEC LEINBMEBBET 5L 5 HETARENSHS (KUOBEEERERALBEORSEN 4B/ . B (LU HK—L, Z2—U—5
VR A—RFSUT) LEVTHEEON AROREARES AT,
ey AR EZITI=2h8E - SR
BHAER EMA % ERRBRDH VEEE - TR
2026/4/14 Name (BR5E4) Active substance (F%'%)
AKBOFRE
(&28) _
(BR&fEA) Lagevrio molnupiravir
2023/6/21
(iﬁﬁ%%ﬁ’: BEOBMT

ﬂéﬁ'rﬁiﬁum https://www.ema.europa.eu/documents/referral/lagevrio-also-known-molnupiravir-mk-4482-covid-19-article-53-procedure-conditions-use-conditions_en.pdf
BADRMPIZIZHEWLRMPLEDEELREESNIZY RS ERDYRI~DRE

ARFEHIE - EUREER

ARFEHIE - EURDIER ARFEHIE - EURDOHE

FRERIF ~ BREThR AR AT
XEIZBITHREM

ERDBE
2021/10/251ZRolling review# Ba L. 2021/11/19IEX 4 BEE - AFRICKIL> T, EUMBEEICRIFOEREHEL

T:o
. 2023/2/23 AHNZ K BEERMERR T 4 v bOBEAN DS, CHUPHAERBEIZCODWTAEMLZREETRL., R224I21%

BIAERBRLITETOESERAL:,
BEEBERICEDSE, BETZERL TV A, 2023/6/21ICKBHBFONTIFETo1z, (BRFERAICEAL TEEZEH
B THEE )

32



ELES R % & - B 4 gms | O |EMEE| O
R3-15 FEER I+ IR R
EJ S v miEEeEiR150 mg AW SV Bl L NN
ErnxEER EHftE REKR
2022/1/20 JAN (E#£) INN HREBEZTI=%hEE - IR
Elebils RBARIE 1= & B < & TS H 7 44 0D A
Clazosentan Sodium clazosentan mEEHE. RUINIZHES RNEERY
. AT ZT=35E - DR
BRAER FDA k. EREROLEUHEE - HE)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
BOFE
(&EFER)
mL
AFRIEIRURL
REMS®D 1% REMSTHARDRMPIZIZHNWERE EDES HCPH A F%
BR5E ALk - EURTEER BR5T AL - EURDEEE BR5THh AL - EURDBLE
EREEER TFER
(£ & AIURL)
A GBI ~ B FThR AT
XEIZRIT5REM
RERDLRE
-k
e BEZITT-208E - R
BRHAER EMA K. EREROEHE - HE)
2026/4/14 Name (BR5E4) Active substance (FR%4)
EIBDFE 5-methyl-pyridine-2-sulfonic acid{6-(2-hydroxy-
(%:2R8) ethoxy)-5-(2-methoxy-phenoxy)-2-[2-(1H-
2L tetrazol-5-yl)-pyridin-4-yl]-pyrimidin-4-yl}-amide
AN

sodium salt

AERIREURL

https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu303182

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

HRDBE

SR ~ SEThR A
XEITBITHREMH

e

2003/12/121=2A4— 27 7 V6%,
2023/9/2512 A — T 7 VIEER T IT,
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ELES R % & - B 4 gas | O |ENER
R3-17 SeER 1T I AR
1) 7 X 7§45 mg T—27EXY U M T URIE
ErnxEER FHfE RAER
2022/1/20 JAN (E4£) INN HREBEZTI=%hEE - IR
ERN#ETH
Gefapixant Citrate gefapixant AT DI IR
2022/4/21
= 4o EBEZ(TTI=3h8E - TR
BAER FDA ... EREBO VI - $B)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
EBDHE
(& H)
L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

FREDRF ~ BRATR AT
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

RERITE=3EE - R

2023/11/15%EAEZE T

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

2023/9/15

Lyfnua

gefapixant

A F - (XREATEAD B MR

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/lyfnua

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

mL

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH

ARSEAIE - EURDBEE

L

7L

TL

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e

2023/9/15 &8, RMPTEZELRESNI=U RV FHE L,
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ELES R % & - B 4 gms | O |EMEE| O
R3-19 BT AR
#0845 38120 mg AOTFITSRARAFIL
ErnxEER FHfE RAER
2022/3/28 JAN (E4£) INN HREBEZTI=%hEE - IR
Sletiial hEEDEBUEABE (57 3/ 4
Carotegrast Methyl carotegrast FIVERHFIC L 5B THRF 2%
2022/5/30 BEISRS)
o gnem RBERIT-308E - SR
BREER FDA O ENEROEVHEE - HR)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
ABOHE
(&EFER)
L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES L - @ & gas | O |BMER| O
R3-21 SeBRIT I AR
&3 3
**Aﬂs’ nggziifgfsnr‘ng MLATA S BT AT IF kYo L
ER&AZEE B RUPIRE 9 Rt E RRKR
2022/3/28 JAN (E#£) INN HREBEZTI=%hEE - IR
ERzERE W—THREZEDMDFIRETHRS
. — K 2% K& TH 5
Tolvaptan Sodium Phosphate tolvaptan S L
2022/5/30
= s REBEZ(TTI-3hEE - R
BAER FDA ... EREBO VI - $B)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
RBDEE
(& H)
L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

7L

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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BLES

Sy
t
X
I

B % gas | O |BMER| O

R4-02

FBR 1T FRBIAEE

ERN&EER

FIVET R AiFERsER135mg AYFRL
EhftE REKZ

2022/6/20

JAN (%#) INN ABEZRITE=EE - R

ERNFETH

2022/8/22

Darinaparsin darinaparsin BREXITH AT ORMMETHEY >/ &

RIAER

FDA ABEZITE=3EE - R
CX...EREZEDLZ G - HR)

2026/4/14

Drug Name (BR5E42) Active Ingredients (F54)

AADEHE
(&R H)

mL

FREREHRURL

REMS®D x5

REMSTHA®MRMPIZ X V2L EDBER HCPA A K&

AR5EAHIE - ERIEHR

ARSEHIE - EIRDEHR ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

FREDRF ~ BRATR AT
XEICBITH%eH
HFERDBE

"%

RIEAER

BES I - DR
EMA (% EREEOE LEE - HE)

2026/4/14

Name (BR7E4) Active substance (FX94)

RADHE
(&R H)

L
(A—=T 7 )

darinaparsin

AERIREURL

https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-11-850

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e

2011/4151=A4—2 7 UHE7E,
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ELES R % & - B 4 gms | O |EMEE| O
R4-03 FEER I+ IR R
x4 §F40mg FXITRED
ErnxEER FHfE RAER
2022/6/20 JAN (E#£) INN HREBEZTI=%hEE - IR
ER#EE “ e "
N R e o 24— e 2
Pimitespib pimitespib %%ﬂ:%ﬁ&%&k RELHELERE
2022/8/30
. AT ZT=35E - DR
BAER FDA k. EREROLEUHEE - HE)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
ABDHE
(&EFER)
L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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BLES R x4 - 8 % wan | O |EPEE
R4-04 S BRIF LIPS O
mrvenrmress [THZETS METERD o
EREZRE R Sl E RAKR
2022/8/30 JAN (%4£) INN ABEZ(TT-28E - TR
ERRER Tixagevi -
gevimab (Genetical — & s, .
Recombination). Cilgavimab (Genetical tixagevimab and cilgavimab ?QE%_COV_ZI“; SRRERUT DR
2022/8/31 Recombination) =
= s REZIT=38E - SR
BREER FDA ... EREBO VI - $B)
2026/4/14 Drug Name (BR5E4) Active Ingredients (F%%) SARS-COV-2IB# LTH LT, B & OREDIEME
HHNTFROEIZE T 2 BROBEI T
FBDHE 1) PEE~BEEORBEFLICLYTIFUOHRNGHET
(%EH) TIXAGEVIMAB CO-PACKAGED WITH [z#&W

EVUSHELD

2021/12/8 (EUAFTT)
2024/12/13 (EUA%%)

CILGAVIMAB

2) ERGEMERBED-OFEBYNDT Y FURENTE
T

FREREHRURL

REMS D *& REMSTHAMRMPIZ XA NRE EDER HCPH A K&
TL L Tl

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

Tl TL Tl
ERMEER T1EHR :
(£ 2EURL) https://www.evusheld.com/en/hcp
TR ~ TR AT
XEICBITDRLMH L
BEHRDBRE
2024712773 EUAZERD
AFFEEZERNMBZ LG o220, AFIETWThOMBTEFERANFAT ST, £z, EUVAICHEEDVWTEES L UX
TNEhf=-20v FOEDHRIEE-Z & 23+, 2024/11/211ZAstraZenecatt [IFDAIZEUADE Y iE L 23K & . FDAIL
& EUAKXZRE, https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization-archived-information
ERNAR(Z(E TSARS-CoV-2|- kDS )| QEEMNE LS, FUADXIE (S TIRERTFRE | DH,
3 £ S (- ShEE « 73
%.’ﬁ%%ﬁ]ﬁﬂ EMA %nnué'_x‘"d- -)djﬁb )‘j]%

CX...EREZEDLZRIEE - SHR)

2022/12/3 X PAEET

Name (BR7E4)

Active substance (F{%4)

COVID-19D IR ERIFBh

RADHE
(&R H)

Evusheld

2022/3/25

tixagevimab
cilgavimab

BRMRRLZZLELETEELD
R HEWEEITE T HCOVID-190DE
=

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/evusheld

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

AN

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH

ARSEAIE - EURDBEE

L L sk
RRH~ B |17
FELBTOZEN | Camommaian SEMSNA, TORLIETAT 7 4 LEFHOARTR SN HD EFH)
BELRESNELURSE (L] . BAORMPTEFBNS [7F 74 5% —S0BREBRE] (COLTIE. BE
s RRICA L TEELASERABE SN TUOENS L5 >T, B2 LOBABEIZEE 0SB HE AT

L\éo
2022/9/16 F&EICET %3#ES & i,
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ELES R % & - B 4 gms | O |EMEE| O
R4-05 BT AR
F/IVSETEIOMgI Y oD VS VRXTT GEEFHIEZ)
ErnxEER Elft=E RAER
2022/9/26 JAN (E4£) INN HREBEZTI=%hEE - IR
EMNF5EH
Ozoralizumab (Genetical Recombination) ozoralizumab BEARTHRT+AGEEH) o< F
2022/12/1
o g ABEZTT=38E - R
BREER FDA O ENEROEVHEE - HR)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
RADHE
(& H)
TL

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES R % 4 - ® & gms | O [PAFE| O
R4-06 STER 1T HFIARER
ARE JEEE 450 mg ARY YT T (EizFHERZ)
ER&EER FHE RERE
2022/9/26 JAN (%E%) INN AREBEZ(TT-3h8E - R
ENFETEE
Spesolimab (Genetical Recombination) spesolimab BAEMERICSIT22EEROHE
2022/11/16
=3 =4 — ZShEE « 7
E%%%EHEE FDA %mm’&xﬁtxﬂﬁb )‘)J%

.. ERERBDZEE - HFR)

2022/11/24 XAEZET

Drug Name (BR5E4)

Active Ingredients (F%4)

AR —0A F2-36 ZTREBERE

ABOHE
(%32 8)

2022/9/1

SPEVIGO

SPESOLIMAB-SBZO

T. RAIZE T HRARMEERREEZED
AR

AEBIEERURL

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7612440rig1s000TOC.html

REMSD*t & REMSTHZAMRMPIZ [ NEE EDBES HCP#H A K%
sl L L

ARFEHIE - EURIEER

AR5 IE - EURDEH

ARFTHIE - EUROBE

L HL Bl
EEEEEN ITIER ; - g : g
(2 @URL) https://pro.boehringer-ingelheim.com/us/products/spevigo/
AR ~ REFARR T
XEIZEITHREMH |BL
EERD B E
. BEFEOBENIEINS 6., FHHEEREE~DRSITEHE K FLEFEZER (B) LshThY., BEED
" FryyEhb,
o s ARBEZ(H=-%RE - DR
=IERAER EMA (%.. . ERAZBOLEUEhEE - $1R)
2026/4/14 Name (BR5E4) Active substance (F{%4) (NEFIEEE LT, 128U EDRFREE
= = B (GPP) ORMERDARE
%%gﬁf (450mg/iA T IL) B&T
o i . K2R EDAFKB B E IR
2022/12/9 Spevigo spesolimab (GPP) OAMERDFF (150mgT L
(EHHER) Tq4ILEDY D)
A EHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/spevigo

BADRMPIZIZZZ LVRMPEDEELGHESNIZY R Y

EED) R ~DREK

Tl

HR5EARIE - EIYRIER

AR IE - EIURDEH

BRFEHIE - EUROBE

L L L
R BIMBE 20200025 smistiA (22T A LISEERAEL)
ET%%&G)B&; 2025/6/16 : FERHEHERBRA L UTREABTICE SZHERHDINIER & L TREEHEM
2022/1291ZFAIZE 1T D TRAIZE T HHEEHESOAREE] & L TEMAICEHEMAFERRE INT-E. 2024/9/251 TEER
EZT1=-20RE - DRI OWMOBYBEEHINIERS N, FHRIBNEBHEINE,
- RMPOEELHEEINF-UYRIIE THLI , BRIF TEELARRE] EELBEE] 22 FT5,

2025/6/16 : £ M BBRISHARMP TEELEEMI RV id EZGRHESNAEIYRYI ] ~ABHE
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BLES R x4 — 8 % gas | O |PMERl O
R4-08 SERIT IR
I*’“li]"57§5000%9 AUA RS Y b bOLBE
ERXZE = 9 e RAKR
2022/9/26 JAN (E#£) INN HREBEZTI=%hEE - IR
ERNF5EH . ] T
Valemetostat Tosilate valemetostat ﬁ%ili;ﬁ'n EORATHIE 0 >
2022/12/20
—omen HREBEZITI=%hEE - IR
BEAER FDA (% BREROLL\IEE - SR
2026/4/14 Drug Name (BR5E4) Active Ingredients (F%%)
AEBDHE
(&ERH)
mL
ARIEFRURL
REMSD* & REMSTHAMDRMPIZ X W& EDEE HCPA A K%
BRSEERAE - EURERR BRSEHRAE - EURDEH BRSERAE - EUROHEE
EREEER TFR
({3 AIURL)
TR D ~ B TR A
XEZHITEHREMHE
1HEHRDHE
-
e BEZ(TT-EE - TR
REAER EMA (% BREROLLMEE - SR
2026/4/14 Name (BR5t4) Active substance (F{%4)
AEBDHE . e
K& H) valemetostat tosilate ARIETHRRY ~ /T
Tl
(A—=D7>)

AERIREURL

https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-22-2572

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e

2022/2/241=A— T 7 U&7,
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ELES R x4 - & % gas | O |PHER] O
R4-09 SR (+ L=2ipd

Y a—/\§g125mg IV RLILELTRILERE
ER&ERA it E BRAKR

R4.11.22 (BRE2&R)

R6.3.5 GEMREE) JAN (%) INN RBEZ(TT=-308E - SR
ERH5ER
Ensitrelvir Fumaric Acid ensitrelvir SARS-CoV-2IZ & 2 4E
2022/11/23
o g0 en RBDEZTT=38E - DR
BEAER FDA (% BREROLL\IEE - SR
2026/4/14 Drug Name (BR554) Active Ingredients (F¢7>4)
AADEE
(&FEH)
BL
ARIEFRURL
REMS®Dxt& REMSTHA®MRMPIZ X V2L EDBER HCPH 1 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

FREDRF ~ BRATR AT
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

RERTT M - DR
O ERRBOR I - HE)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e
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i)

BLES R 5T & - & & RS @) Bl O
R4-10 SeBRIT I AR
7o BRIy T s KRR
ER&AZEE : 9 Rt E RRKR
2022/12/23 JAN (E#£) INN HREBEZTI=%hEE - IR
ERN#ETH . .
D . . TILYNA T —BIBHEIC & 1T HEREN
onepezil donepezil TR D1 5 D

2023/4/14
o 4o REBEZ(TTI-3hEE - R
BAER FDA ... EREBO VI - $B)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
RBDEE

(& H)

L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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BLES S - & 4 gas | O |BIER O
R4-14 BEESHOBERE, SIFUT b EUCE, | Rl A
T BRI S 1) 8, BWSA FE VA K, FELKUA YA LR1~3E
. S-bu v KEREES Y LY (Sabin#k) . 4 27 ILT A ELEA 1) T )
EW%E@E CRM1974E &1k EHfMAE RERR
2023/3/27 JAN (E4£) INN HREBEZTI=%hEE - IR
ERN#ETH BHEE, OPITUT. BER. 2%
- - RESRXEUVA U IILITUYEbREIC &

2023/6/21 ZRRBED T
= s AT ZT=35E - DR
Lt Aol k... ERAROE LHEE - R
2026/4/14 Drug Name (BR5E4) Active Ingredients (F%%)
ABDHE

(&EFER)

L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

FREDRF ~ BRATR AT
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

RERTT M - DR
O ERRBOR I - HE)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e
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ELES R % 4 - ® & gms | O |[PAEEl O
R5-02 SEER I+ IR
4 FOFFE oLV ASY

ERAEEH EHfMAE RaRR

2023/8/2 JAN (E4) INN REBHEZITT-%hRE - THER
ERNF5EH

Ufrenmeran ufrenmeran SARS-CoV-2(Z & B BEZED T h

2023/12/1
= s RABEZ(TT=-308E - SR
BEAER FDA (% EREROLE LA - BR)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
ARBDHE

(&FEH)

BL

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES R % 4 - ® & gms | O |[PAEEl O
R5-04 Bt EHOBHIAR FEER I+ IR R
SIFYT REVLE
40 bRy Y KERE TS WGE VA K
ERN&EER FEALRY 7494 JL R 1~35 (Sabinkk) SpftE ERE K
WIER XV A FEEA VIV T OV EbR L
2023/9/26 JAN (E4£) INN HREBEZTI=%hEE - IR
Skl HFAEE, UUTUT. BER. Ak
REBEXRUVA VI OHEbRIZ &
2024/3/14 2RLE DT
= s AT ZT=35E - DR
BAER FDA k. EREROLEUHEE - HE)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
ABDHE
(&EFER)
L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

FREDRF ~ BRATR AT
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

RERTT M - DR
O ERRBOR I - HE)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e
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BLES R % A - B % gas | O |®MER| O
R5-05 PN > RLYXTT GREFHBER) FEER (F LEb
Ors 7‘_:' EEZ BZ—FfIMA o RYXTT (RETFART)
ENEZE @ B B &K TEIN RILEFZILAZSE—E 7T 7 GEEFHRIEZ) S E ER & 2R
2023/9/27 JAN (ZE4) INN ARBEZITI=3hEE - TR
- Pertuzumab (Genetical
EMFETH Recombination). Trastuzumab ertuzumab. trastuzumab. and HER2IGMHEDELE. NALEEERIC
(Genetical Recombination). P vorh aI;Jronidase alfa, EE L -HER2GMH O BB UIBRAFEEL
2023/11/22 Vorhyaluronidase Alfa (Genetical ¥ EIT - BREOKER - ERE
Recombination)
= AEBEZITI=3h8E - IR
BARER ek %, ERKBOLE VHEE - HE)
= f i VAN
2026/4/14 Drug Name (BR5E4) Active Ingredients (F%%) 5 AR - 8 DOHERIneU B Z i i
ABDHE ERLYRXITELTIRYRT T, B&U
(A2 H) IVRSYavF—ETHBHETILAZ
H—HEDEEH
EEEELE DA ()VREHIEIINT 55
SHEARBLIOADO—EE LT, HER2MG
Y. BRTETHE. REYE. FRERHEE
2020/6/29 HYALURONIDASE-ZZXF il i

(—EBBNBEDH)

BRURIOEVHER2BHRHIEERE

DM RN

P2t/ ED6A : i HER2 |iEFE 1=
(FEBEERBICHT HILEREERTC
EDBRWEEITE TS HER2 BB 1EEL
&

A& RIEEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/7611700rig1s000TOC.html
REMS D *f & REMSTHAMRMPIZ[EHENREL EDBE HCPA A K%
L L L

ARSEALE - EURTEEHR

ARFEHIE - [EURDIEH

ARFTHIE - EURDEEE

7L

mL

mL

ERESERA TIER
(EZEAURL)

https://www.phesgo.com/

SR ~ BRI AT
XEICETHREM |[HL
IEERDWE
e KETORDBIIENADHA, BARTIHEANAIZNZ THEB - EEHNA L EIG,

APBERIT=308E - DR

BiHEHE EMA (k. ERKBOR LA - )

2026/4/14 Name (BR5E4) Active substance (Fi%4)
R

REDHR -BRYR9 OB VHERGMHD BT

C&4=)) e, REMIE. BHILENI1SEULD
BEICHTEIRAT O\ MEE
-BRURIDOE ML LEDOHER2G R
HE R E (IR T DT R MEEE

Phesdo pertuzumab ERMHILNA
2020/12/21 9 trastuzumab MR AICH L TIHER2E R F 1= 1&1k

(—ERZNRED )

FREZRIEIEOHL, 1 8HBULD
HER2IGE DI ME FE - (IR BREIRT
BANADBEICEITS., FE2xtiLeE
Dt REE

AR IEHRURL

https://www.ema.europa.eu/en/medicines/human/EPAR/phesgo

BADRMPIZIZZALRMPEDEELEESNEYRY

EEDY R ~DRE

L

mL

ARSEALE - EURTEEHR

ARFEHIE - [EURDIEH

ARFTHIE - EURDOBEE

7L

mL

mL

FREDRF ~ BREThR A

KE &R, BEIFEALBADH,

XEIZBITHREM [HL
IEEHRDRE
202410712512 3E 5 Fi&
Decisionf¥ 5,
kS

BEREEINEVRS ELT MEE5EERG
lNnfusion reaction] &RFETIN TS,

2025/6/26 ; BEEEEES DB E -3 L S%
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ELES R - % % gms | O |PMEE] O
R5-06 SEER I+ IR
7+ EAJLEES myg fib3FRE T8/ LIEERE
ErnxEER FHfE RAER
2023/9/28 JAN (E4£) INN AT ZT1=38 - DR
ARETEA ENHOEEERBEEICETLS5Y
, ; {4 RBEIZBTA5!
Tenapanor Hydrochloride tenapanor < mEDHE
2024/2/20
. AT ZT=35E - DR
BRREER FDA % EREBOLEEE - 218
2024/7/18%EAET T Drug Name (BR554) Active Ingredients (F¢7>4)
- BITEZHTOZRAOBIEBRAICHET, U EBIEH
EAOY=F::3 BHOHRLNT+HHIBE. T3 D BEREHIORS
(F&32A8) IS A MG WNESDEBMERESE L TOME) Y DETIS
B XPHOZAH TENAPANOR HYDROCHLORIDE ALBNBF b LKEXBREAEHA
2023/10/17

FREREHRURL

REMS D *& REMSTHAMRMPIZ XA NRE EDER HCPH A K&
TL L Tl

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

mL

mL

L

ERMEER THER
(EFAIURL)

https://xphozah-hcp.com/

FREDRF ~ BRATR AT
XEICBITH%eH
HFERDBE

L

"%

T=o

FEERRTEEOR—DIFIRER,

2021F7RIC THRADESKFBHB] ELT—BEHTENA, TOREMT—L2ZEHTERFEZTL., SEKE LG

RIEAER

EMA

RERITE=3EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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K =3
ELES R - ® & gms | O PR O
R5-08 SeBEIT AR
IJXYRTEImg 155 IJay4a<J GEEFHE#ER)
ERN&ER ST E RERR
2023/9/30 JAN (E4£) INN REZIT=%8E - MR
ENFETE BREXSHAEOAMIBEBMENRY L/ E (UF
. . L . AtEXRERAZIBHIRE Y /B, BEMEEBMR Y 2
Epcoritamab (Genetical Recombination) epcoritamab /ﬁﬂﬁﬁlﬁlﬁ%'rﬁ‘fﬁ‘tlﬁ%j&ﬁ/ﬁ%ﬁm’;ﬁa 0 > <0E) . -
2023/11/22 BREXSHEAEOERE) /8
= 4k = RRBE2(T=28E - DR
=EFER FDA (X...EREAZEDLZEE - 1R)
X EA A= g = . q > /N
2024/5MAX A T Drug Name (RR7e4) Al Ingreetems (REeeE) BREFEHALOUFAAMBLBMRY >/ B (5
= ISR SN, EEEEY o/ B0 > RELBE
ﬁéggg;ﬂ £5T) zs;zﬁ%%ﬁgsﬁmns'fw\“uit 251 VL
o : DEEFEEORABEDRRIZAL SN SHCD20RY
prv—— EPKINLY EPCORITAMAB-BYSP e e

ARIEHRURL

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/7613240rig1s000TOC.html

REMS® xt &

REMSTHZAMORMPIZ[F A WNRE EDBER HCPA A K%

L

TL

L

ARFEHIE - EURIEER

AR5 IE - EURDEH ARFTHIE - EUROBE

mL L Bl
EEREEE RN ITFER . -
(2 @URL) https://www.epkinly.com/
R ~ IR AT
XEIZBITHREM [HL
EHR DB TE
-k mL
omaE ABEZIT=208E - DR
R#EAER EMA C%...BREZBOZLEE - DIR)
2026/4/14 Name (BR5E4) Active substance (F% %) ()EFIEEE LT, 254 VU EDL BE
= e ZROBRFLTHAEORATFAMEXR
REOER ‘@rRBEN ) 0B,
aits . . QEHIEEE LT, 251 ULELDEEE
202319122 Tepkinly epcoritamab 1 DI E e TEA D AL AR )
(FHFEER) INEEDAE,
AFREHRURL https://www.ema.europa.eu/en/medicines/fhuman/EPAR/tepkinly

BADRMPIZIZZZ LVRMPEDEELGHESNIZY R Y

EED) R ~DREK

7:_;

%

ARFTHIE - EURIEER

AR IE - EURDEH ARFTHIE - EUROBE

mL L Tl
RES S RTIREL 2024816 HmEBESEME LA, TORSUTOT 7 A LRUFAMERBREBEIY >/ STEOHA & FIH
SSDTOXEE 00261006 EH LTS AT Y U MEDEIEREMN
B D HE

TR L EORE LS A Uk, BAAD.16mg—0.8mg—48mg—48mgM2EERE T $H 2 DI=%t L. EUIZ0.16mg—
0.8mg—3mg—48mgD3EMERE L TS, BEFRTHAT A b h A VIHERF(CRS)DELERS LU T DEEE
M. 2BREE YL SR THBICELRENGONERABROERSY ., BERT Sa—LER#L LT,

e SEGEQBERBISEE L THETIRREHEET 2BETHE, BHTL7ICS dmass effecti= & Y . AHECE

EEDYRIDNEELHAREMELSH D, EUTITRICEEZGHEEZHMLICEFIBEILTRRE=S) Y - Fichd
RELSMPCIZERBESATHY .. EERABREMPTLIBERESIIATWNS, BATRESR 7 L7 ZZDMHORI1ERARK
LY,

2026/2/6 : SMPCE L UPLAEHF Eh, BIMERICEA <TI0 T VIlfEAEMS ht=,
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BLES R 5T £ — & & ) O 2L
R5-09 BT AR
JRS A NEhER HYRAS Y
ErnxEER FHfE RAER
2023/11/28 JAN (E4£) INN HREBEZTI=%hEE - IR
EMNF5EH
Zapomeran zapomeran SARS-CoV-2(Z & % EZEAED F B
o g RBERIT-308E - SR
BREER FDA O ENEROEVHEE - HR)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
RADHE
(&EFER)
L
AR IEIHRURL
REMS®D 5t & REMSTHAMRMPIZ[ZHE LVRE EDFEE HCPH A F%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

EREEER TER

({3 AIURL)
BB ~ RFThR AT
XEZHITEHREMHE
1HEHRDHE
&E
. AREBEZITI=%hEE - HE
BRHAER EMA % ERREDE I - HE)
2025/5/30%ABERT Name (BR7E4) Active substance (F{9*4)
REBDHE 18i% LL_E DSARS-CoV-2IZ & 5COVID-
(&3R) Kostaive zapomeran 19%FH9 D= DB T RHIEFE
2025/2/12

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/kostaive

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

L 7L L
FREF ~ S HThRRAT
XEIZHITHREMHE |[GL
EHRDBE
FRMRMPOEELZBENY R VI, MBERARY D H D, BRARTIE. MRERBRZESEELGFEERANGEH
= RSNz, FRBREEEFER2BUANIZHES AL 12BOMREREZD S 5. 6HNHERET, 64ITBRE (T3

TR T5#. ChAdOX-1ST1#H) THESNT-, BEBRED2H, HBREDIHIEREREICEEY 5 LFE S,
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ELES W% 4 - B 4 gms | O |EMEE| O
R5-12 SeBRIT I AR
%/ >IEJ/5‘ Zﬁﬁigsmmg ERXF T UESRKINY
EREZA ‘ g e RBKD
2024/3/26 JAN (E4£) INN HREBEZTI=%hEE - IR
EMNF5EH
Zinc Histidine Hydrate {E 55 $h M fF
o g RBERIT-308E - SR
BREER FDA O ENEROEVHEE - HR)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
RADHE
(&EFER)
L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES W% 4 - B 4 gms | O |EMEE| O
R5-14 SEER (T HI &R
7t/ RILIEHEES00 mg T/ A5V
ERAxEEH ETE BaKR
R6.3.26 JAN (E#£) INN HREBEZTI=%hEE - IR
EnSERH BRYEREESEME I A/NF—I(
. . . . i y _ + jii lLL L E /€ - :
Aceneuramic acid aceneuramic acid 51+ 2 5 HIE T ORETHE
. HREBEZITI=%hEE - IR
BEAER FDA (% EREROLE LA - BR)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
AEBDHE
(&ERH)
mL
ARIEFRURL
REMSD* & REMSTHAMDRMPIZ X W& EDEE HCPA A K%
BRSEERAE - EURERR BRSEHRAE - EURDEH BRSERAE - EUROHEE
EREEER TFR
({3 AIURL)
TR D ~ B TR A
XEZHITEHREMHE
1HEHRDHE
-
e BEZ(TT-EE - TR
REAER EMA (% BREROLLMEE - SR
2026/4/14 Name (BR5t4) Active substance (F{%4)
AEBDHE
(% H) sialic acid (also known as aceneuramic
L acid)

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e

2015/10/16 #—7 7 UE%E
2018/6 AF— 27 7 VIEEBMTIT
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BLES

Sy
t
X

- & &

o) Vi) W o)

ik 5 iy

R5-15

ERN&EER

HILT <) IR AR50 ug

YILTSERFL (GEIEFHEEZ)

FBR 1T FRBIAEE

e REXZ

R6.3.26

JAN (%#)

INN

ARBEZIT=38E - DR

ERNFETH

Sargramostim (Genetical Recombination)

sargramostim

BEfEEMEEDE

RIAER

ABEZITE=3EE - R
CX...EREZEDLZ G - HR)

2026/4/14

Drug Name (BR5E4)

Active Ingredients (F54)

AADEHE
(&R H)

mL

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

FREDRF ~ BRATR AT
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

RERTT M - DR
O ERRBOR I - HE)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

L
(A—=T 7 )

sargramostim

AERIREURL

https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-24-2928

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e

2024/6/28 +— 7 7 VIEE
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ELES R % 4 - ® & gmn | O |BRAEEl O
R6-1 STER 1T HFIARER
T48I—=9)—L1% 2E+Oo
ER&EER FHE RERE
2024/6/24 JAN (%E%) INN AREBEZ(TT-3h8E - R
ERNF5EH
Tapinarof tapinarof T rE—HREX. SEMHE
o ARBEZIT=208E - DR
=RFAER FDA C%...BRAZBOZLEE - DIR)
202512/ % AEET Drug Name (BR5E4) Active Ingredients (F%4) FTRIZBTIRFABEN-HDESK
RADHE RIEKFEZRIEK (AhR) 1EEHIE
(Z&RAH) (MEANIZHBITE2EMHEE

(1) 2022/5/23
(2) 2024/12/12

VTAMA

TAPINAROF

QA & V2B EDNRIZE T2
7 b E—ER R

AR EHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/2152720rig1s000TOC.htm
REMS®D 3t % REMSTHAMDRMPIZ (X VR EDEE HCPH A K%
TL gL L

ARSEALE - EURER

ARSEHIE - BEURDER

ARFEAIE - EURDHE

Tl

7L

Tl

ERESEE M (TIHR
({EZAIURL)

https://vtamahcp.com/

KGR B ~ BRI AT
XEICETHREMH

EMIER
<2024/12M12>WISHERICHE V2R LULEEZXMR E LET7 FE—HREXOBERARFERMNEMES N, BRTIEIHRED

TEERDRE HOEMERE LTLESERSE (12%) TSERE (5%) BE (2%) HEEEE (2%) MEEE 2%) #24.
e 2024/12/12 @3k X
i 7 FE—MEBRICENT, BRAN2EULEICH LT, XETE2HUL K YES,
e ARREZITE=28E - DR
RRFAER EMA (% EREEDOR HEE - HE)
2026/4/14 Name (BR5E4) Active substance (F{%4)
REBDHE
(F&&2H)
7L
ASRIERURL

BADRMPIZIZZZ LVRMPEDEELGHESNIZY R Y

EEDY R ~DRE

HRZEARIE - EIYRIERR

AR IE - EURDEH

ARFTHIE - EUROBE

FRED R ~ AR
XEIB T HZEM
HFHRDBE

&%
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ELES L - @ & gas | O |BMER| O
R6-2 TIOA4OUETILYIREYTF SEBR I+ IR
#E3008 11 A>2Y>Y 4277
EREEE £ b= l/o‘y IR YT (EfnFHEBA) Skt = B R
2700811
2024/6/24 JAN (E#£) INN HREBEZTI=%hEE - IR
ERN#ETH
Insulin lcodec (Genetical Recombination) insulin icodec A DR ) UBENEG & 1D HERR
. AT ZT=35E - DR
BRAER FDA k. EREROLEUHEE - HE)
2026/4/14 Drug Name (BR5E4) Active Ingredients (F%%)
FBDHE 2@%@%0)&)\%%‘[:;5!16101%:‘/ FO—LERET D
(F&32A8) AWIQLI INSULIN ICODEC FOOBEEES L VEBREDHE
2026/3/26
(—ERNBED H+)
AR IEHRURL b /N
REMS®D & REMSTHAMRMPIZ[ZHE LVRE EDFEE HCPH A F%
Tl mL TL
BR5E ALk - EURTEER BR5T AL - EURDEEE BR5THh AL - EURDBLE
Tl TL Tl
BR a] [ T1F -
E%Eiﬁgﬁ:{ﬁ#ﬁ https://www.awigli.com/
T EREF ~ R HThR R AT
XEIZBITEREM [FL
RERDLRE
AERFS (2026/4/14) THRRFERFELOHR—IRLH
KETORBIF2EERFDH, BARFI1E2E L 3 ITHEICHH D,
. FDABEIZEWLWTIE. 12ERFREEZXNRE LE-ERERFEINHEGZROBREZZIT T, EFEHEBELLEVSRART v b
" I TIHELED )RV EZHFRITHIENTELGL (REXT4y FJRINRTURDBFELCAEL) LTS, 18HER
FARICH L TEHARBIN G, STz, BRRTIRFMNEETHEROIERENGINZLTRBIATWS,
FARITBARTIXI00E AL £ 70081 D2FEFE, KETIX700E (I, 105084, 2100ELID3FELE,
e BEZITT-208E - R
BRHAER EMA K. EREROEHE - HE)
2024/8/1% /BT T Name (BR5E4) Active substance (F%>4)
EADHE BANICHEITE I BERRS L O IR
= S
(&EEH) Awiqli insulin icodec RIAD B8R
2024/5/17

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/awiqli

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

BRSEFIE - EIRDIEH

ARSEAIE - EURDBEE

L

7L

TL

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES W% 4 - B 4 sms | O |EMEE| O
R6-3 SEER 1T Hefpl &R
33— iz 30494 LA (SARS-CoV-2)
ER&RE AN T A BEHEHR S = BERE
2024/6/24 JAN (&%) INN AAEZ -5 - DR
EAH5EH
SARS-CoV-2(Z & B BEZED T h
. REBEZITI-%hRE - THE
BAER FDA (%...EREBEDZLIE - BR)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
REBDEHE
(%E28)
TL

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

RDEE - - DE
EMA (% EREEOE LEE - HE)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES W% 4 - B 4 gms | O |EMEE| O
R6-4 SeBRIT I AR
N A =5 /550 mg g=arF=JKNm
ErnxEER FHfE RAER
2024/6/24 JAN (E4£) INN HREBEZTI=%hEE - IR
EmzxxA METBEFIY VU 14RFVELTE
Gumarontinib Hydrate gumarontinib EGEDOUIRTREGET - BREDIE/ND
HRRa =
o g RBERIT-308E - SR
BREER FDA O ENEROEVHEE - HR)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
RADHE
(%ZBH)
L

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e

58



ELES R % & - B 4 gms | O |EMEE| O
R6-6 BT AR
827 4 3535 mg BZNGTSF=TaNns Bk
EnxEER Elft=E RRRR
2024/9/24 JAN (&E4£) INN ABEZ(TT-28E - TR
ARETEA NALEREZICIEE L-FGFR2RE&
.. . . A ?‘r\;’ f < (=158 Z ﬁ] =]
Tasurgratinib Succinate tasurgratinib BIE T IR O A A I TR AL 75 B
e ABrXITT=308E - 2R
BREER FDA ... EREBO VI - $B)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
KBDHE
(ZRH)
Tl
ABIFHRURL
REMSDxt & REMSTHAMDRMPIZ[FHEWNEE LDBEE HCP#H A K%
HRZEHIE - EIUREER HRZEHIE - BEIURDER HRZEAIE - BEIURORE
EREEE R T1HR
(E£XAIURL)
B~ BTk AR AT
XEITHITHREMH
EIRDBE
®E
e ABEZITT=308E - 1R
BREER EMA ... EREBO VI - $E)
2026/4/14 Name (BR5E4) Active substance (F5%)
EBDAE
(&2 H)
mL
FREREHURL
BADRMPIZIZAVRMPEDEELRBHE SN RS ERD)RI~ADXEK
ARFEARLE - EURTER HRSEALE - EURDER HRSEA L - EURDOEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES R % & - B 4 gms | O |EMEE| O

R6-7 SeBRIT LIPS

= > ‘EE==
ErnxEER ! Elft=E RAER
2024/9/24 JAN (E4£) INN HREBEZTI=%hEE - IR
EMNF5EH
ELARUVELADFH

o g RBERIT-308E - SR
BREER FDA O ENEROEVHEE - HR)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
RADHE
(%ZBH)

TL

FREREHRURL

REMS®D x5

REMSTHAMRMPIZ XA NRE EDER

HCP# 4 K%

AR5EAHIE - ERIEHR

AR5 IE - BIRDIER

ARSEHIE - BEURDBE

ERMEER THER
(EFAIURL)

SRR ~ S AThR A
XEICBITH%eH
HFERDBE

"%

RIEAER

EMA

ABEZRIT2EE - R
CX...EREZEDLZRIEE - SHR)

2026/4/14

Name (BR7E4)

Active substance (F{%4)

RADHE
(&R H)

mL

AERIREURL

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

SR ~ SEThR A
XEITBITHREMH
FERDBE

e
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ELES W% 4 - B 4 sms | O |EMEE| O
R6-9 FEER I+ IR R
7 yYREdE IRT hAO—LKEY/ FOREL/ >

ErnxEER Elft=E RRRR
2024/9/24 JAN (%4£) INN AT ZT1=38 - DR
EMNF5EH

Estetrol Hydrate. Drospirenone estetrol and drospirenone AR E

= s RBEZ (T8 - SR

BAER FDA k. EREROLEUHEE - HE)
2026/4/14 Drug Name (BR5E4) Active Ingredients (F%%)

RDOER XIZ?FD—&-FD%ED/)E
GREER) BHFIT, HEEARER LN ITRE T
202:'/4/15 NEXTSTELLIS DROSPIRENONE; ESTETROL 4 51-ONDFORITE,

GEGIEELY)

AR IEHRURL

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/2141540rig1s000TOC.html

REMS®Dxt &

REMSTHAMRMPIZ [ NRE EDER HCPH A K%

7L

L L

ARSEAUE - ERIEER

ARSEAIE - EURDEHR ARSEAIE - ERDOBEE

7L

L L

ERREBER TE®R
({E%AIURL)

https://nextstellishcp.com/

P~ S HHRS [ENEE ) ) ) o )

NEIZBITAREMH |<2022/429>HIREFAEICK VEINADEREY RIODNEALMN E L > --ORMTIXENRETE N, BEILSAIZTEELT
BERDLE W3, FEIFBEICEAIPAVICEELEZZEDAHILEADFERIZIERICIEE. WarningsIZEAAMEIN S =,

MEISEMNERT S, RFIIPMDATIEIEREAMEDABEEELE LTEREINTILS,
AARTIEISHMULETI1A15ARL LEIEG ZEER(FIREZETTHHH . KETIEARMICEHL 53 35mULOBEZ~DE
BFEZTHD,

% KEORGXEICIE TIRBEESIUBEAS - LU THH OREVRVITOVWTEREREOZHENAHZH. B
DHRNXEDFNERERICIEEH G L, £=. BMERAE LTAARMEEFENRESIN TS0, KETILERDLMEA
BETA&LSICERBHINTINS,

= =g %Eﬂ%%ﬁf:fwﬁﬁ - ;‘:j]%
BHAEA EMA % EINKRD 5 LOBEE - )
2026/4/14 Name (BR5E4) Active substance (FE%9%)
AKIBDEE —
(F&Z2H) Lvdisi estetrol monohydrate e L BT RE
= ydisilka .
2021/5/19 drospirenone
GREFGEELY)
A EBIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/lydisilka
BADRMPIZIZHZLRMPLEDEELEE SN RS ERD R ~DOXER
7L L

BR5EH AL - EURTEER BRFEhit - EURDEH BRFEehit - EUROEEE

L A A

Eﬁﬁ“‘%%ﬁh‘ﬁﬁﬁ JE)]EIEE .

X%(:BH’%?@T& = = + - 3 Lb = B EX Lb = B =] =T ] =33 N fom] i
e [20252126 HBSHEERICED CFREBEEE. BREMEEE, NRERCHTSRLMEHROEM (B2 TN
BERDLE o N

T7AIIZERIEGZL)
XEENRL D, RFIEZARTIIAREH#E. EUTIEBOBTEL LTEREIATWS,
BADORMPTI( MMigfE) . EUTIE ME2ARMiEEIRE (VTE) | T#IRMIEERE (ATE) | DETATIhEELEESIN

e VRO ELTERESNTLNS, BAORMPO S TMREMNVIED Y AT (ZDHND EDERIEH B, ATEIZDWLTIE

SR L, BRAB TIIATERRIIBERIN G, o124, OROMITETHLEIRMED ) RILERIA TSI &L
5. KRB K BDABBEPICATEZERLIRET HAEEMZBRETELRLE LT, EUTIEIRMPIZERE S t=,
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A S

BLES R & £ — & 4 RS @) L - O
R6-11 SeER I+ AR
A—4248HhT+E)L40 mg LRbLOF=T
ERN&EH EFE BREAR
2024/9/24 JAN (%4) INN RBEZ(T-38E - R
MR ROS1RE&BIZ T IB1E D SR T AE i
.. . E Dﬁi %" 7R \ﬁb d:L
Repotrectinib repotrectinib 1T - BROIE/NERE
= 4k BER(T=%hEE - IR
=AER FDA CX...EIRARRDLELEIEE - 1R)
2024/11/1%AEET Drug Name (BR5E4) Active Ingredients (Fi% %)
ERROERE FF—FHEEHRT. KAITBIT5HHR
(";ﬁ"“gﬁ g ) T F 2 (T ERFE EDROS 1S IE /I
B AUGTYRO REPOTRECTINIB HIEaRhE (NSCLC) D&,
2023/11/15
AR IEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2182130rig1s000TOC.html
REMS® »t & REMSTHAMDRMPIZ [ WVEE ELDES HCP#H 4 K%
mL L mL
BR5Erh ik - [EURIEER BR5E AL - EURDEH BR5Erh ik - EURDHEE
L L L
EEEEERITER

(2 /IURL) https://www.augtyrohcp.com/

FREBIRF ~ BT R A
XEITEITdREM |BL
FEHRDAE

AEEUTOEKRSEMERAZSISE I AIREENH S & L TFDARMXETRIRENKAEZLHL TS,
- BFE - HARE - SREBIME - B
. Fo. FAFETHEED Y RIDPBOHLNTINS, FDATIFEAARTHOZEXERITMA T, HERBRIOREIERF T v .
e EIRDFIREME D H A RMED/NN— b F—ZHOBEMBEHICH L. FHICKDBERDE L UVRRERERID ARIIHER L&
BETIDEIOMET DL OBHL TS, BERICHLTE, FHICXDBEPE L URRZERI0BETZRILZH
LFEE5MFTHERLBEINTNS,

Somes RABEZIT=%h8E - SR
A EMA (. ERRRO LI - HE)
== . .
2026/4/14 Name (Eﬁﬂ!%) Active substance (ﬁiﬁ:‘%) (1)188% L £ DROS1 BB 0 147 JE /1N 4l e i
= P (NSCLC) Mia#E
gz”'“‘g;ﬁs‘“ ¥(2) 12 U LDONTRKIBE R DRTABRENH S .
AR H #1- (ANTRKIEHI DR AME 15 < NTRK %18
Auagtyro repotrectinib HE LaLVARETIRERRNE AT RENE -
2025/1/13 9y P [ H R AR 5 h 13 - F-NTRKEAA BET £
(St RER) HERL TS EFEREDAR

AR IEHRURL https://www.ema.europa.eu/en/medicines/numan/EPAR/augtyro

BADRMPIZ[ZZLRMPLEOEELFEINIZY RS EEZDY R ~DXE

BiF R BIMEEE : RAXEICL HERIEMH. KizE=4%
7 s BERITIEREMIEM
BR5Ed b - [EIRIEER BR5Edh ik - [EIRDIEH BR5Ed Ik - EUIRDE

Tl L L
AR ~ R FThRR AT
XEIZHITRREH |HL

EERDHBTE

- ERSEQ)ONTRKEE S ST OEREEARTERRIATOAL, £, BATRRESA T340 mgh FILIZE . FUNT
[£160mgh TEILHEBEIN TS,
- AFEERFREFSENRE SN TNS, BAORAXEICIE. ZOMOBIER GEE15%LE) & LT FALT - ASTHEM) &L T
o HHITH D, FEMEICHT I2REFEBBTIBEIATUOAL, FUNTREEREIS, EYILEVEEOHBERELEERT 2L
k2 DEHMAERERESFETH LTS,

- BRRBRICEBVTHMEEEDLEVEIANNEEECRAD SN, F1-, FEIEBRESN-NREETHRABRE LY LSHEETER
AHBEINTIND (BEOMEATERINDGLD, &E - MEITEYRELELOEE) , BATIHEETHOBMERE L TRTXE
CRHIATEY., DRIZIGES ShTOEL,
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Vi) W

BLES R & A& - & £ RS @) 2L O
R6-13 BT AR
H ES A JLiESHKR300 mg IRENL b GElEFHERZ)
ErnxEER FHfE RAER
2024.12.27 JAN (E4£) INN HREBEZTI=%hEE - IR
ERN#ETH
Sipavibart (Genetical Recombination) sipavibart SARS-CoV-21Z & % & D FAEHN I
o g ABEZTT=38E - R
BREER FDA ... EREBO VI - $B)
2026/4/14 Drug Name (BR5E42) Active Ingredients (F54)
EBDHE
(& H)
L
AR IEIHRURL
REMS®D 5t & REMSTHAMRMPIZ[ZHE LVRE EDFEE HCPH A F%
HR5Ee At - EURIEER BR5Ee it - EURDEH HR5EHE - EURDRE
ERMEER T1EHR
(22 AIURL)
T EREF ~ R HThR R AT
XEICHBITEREMH
BEHRDBRE
-
o g REZ(T-%EE - R
BREER EMA ... EREBO VI - $E)
2025/11/13%ABET Name (BR5E4) Active substance (F5%) KE4AOKgLL L D12E U EDBET.
RKADHE LhDFEEBFIFRENHEENSRE
(RZB) Kavi Lo TRENDMETLTWSEEZITEITS
gale sipavibart it
2025/1/20 COVID 19D RERTF B

AERIREURL

https://www.ema.europa.eu/en/medicines/human/EPAR/kavigale

AADRMPIZ[ZHWLRMPLEDEELGEHESINEY RS

EREDY R ~DRE

ARSEAUE - ERIEER

ARSEAIE - EURDER

ARSEAIE - EURDBEE

L

TL

TL

FREBRF ~ BRABTR AT
XEITBITHREMH
FERDBE

e
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ELES - - % 4% gmn | O |EMEE| O
R7-02 AL AATE25 Mg ‘ 58 KB
- [ $85 mg RIL/ LEY D LK -
ERAEHE B $810 mg EFE BREAR
2025.8.25 JAN (%£4£) INN REBEZ(TI=308E - DR
EWF5EH
Vornorexant Hydrate vornorexant RERAE
=g REBEZITI308E - DR
B#AER FDA . ENERDZE NIHEE - B
2026/4/14 Drug Name (ER5t4) Active Ingredients (F%%)
REBDHE
(&% H)
L
ARIFEHURL
REMS® »t & REMSTHAMDRMPIZ [ WVEE ELDES HCPA A K%

ARFEHAE - EIURIEEHR

ARFEHAE - BN D

ARFEHAE - EURDME

ERMEERTIER
(= ZAIURL)

FREBIRF ~ BT R A
XEITETHTEM
TEERD B E

E

=IEFHER

EMA

AR ER TR - DR
Gk ERARO L REE - HR)

2026/4/14

Name (BR5E4)

Active substance (B9 %)

ABDHE
(%&H)

7L

A ETRURL

BADRMPIZIEZZWRMPEDEELRFE SN R Y

ERDY R ~DRE

ARFEHAE - EURIEHR

ARFEHAE - BN D

ARFEHIE - EURDE

FRERIE ~ B TR A
XEIZBITHREMN
TEHRDABE

"%
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BLES

R %

t

- & &

sms | O |BEMER| o

L
R7-03 SEERIF Y AR
% 3 F S2HR%0.002 % tRE2TOR K
3= FHftE REERR
2025.8.25 JAN (%4) INN RBEZ(T-38E - R
ER$5EH
Sepetaprost sepetaprost #MIE, SERELE
e AEBHZ T =38k - R
BRRBER FDA % ERRBO L N - HEB)
2026/4/14 Drug Name (ER5t4) Active Ingredients (F%%)
AKEEDHE
(Z&RH)
L
AR FEHRURL
REMS® »t & REMSTHAMDRMPIZ [ WVEE ELDES HCP#H 4 K%

ARFEHAE - EIURIEEHR

ARFEHAE - BN D

ARFEHAE - EURDME

ERMEERTIER
(= ZAIURL)

FREBIRF ~ BT R A
XEITETHTEM
TEERD B E

E

=IEFHER

EMA

AR ER TR - DR
Gk ERARO L REE - HR)

2026/4/14

Name (BR5E4)

Active substance (B9 %)

ABDHE
(%&H)

7L

A ETRURL

BADRMPIZIEZZWRMPEDEELRFE SN R Y

ERDY R ~DRE

ARFEHAE - EURIEHR

ARFEHAE - BN D

ARFEHIE - EURDE

FRERIE ~ B TR A
XEIZBITHREMN
TEHRDABE

"%
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ELES R - 8 % gs | O [PIEE| O
R7-04 ‘ SR IT IR
NIV T A 28860 mg VUL F=D
ERN&EH EFE BREAR
2025.9.19 JAN (%4) INN RBEZ(T-38E - R
EARTH A AALSERBA R B E L F-HER2
Zongertinib zongertinib (ERBB2) E=FEEEGEDOUIRT
BT - BHROIE/DHRRTRE
= s ABDEZIT=308E - R
=AER FDA CX...EIRARRDLELEIEE - 1R)
2025/11/13%EREET Drug Name (BR5E48) Active Ingredients (R4 ) AU BEE 1= (828 1 D IE S T b 2 /MRS
RBDE ffif& (NSCLC) T. fE&ISHER2 (ERBB2) F0O
uut.\sq i3 DUFF—E AL VEHEEENRDON
(%&8) HERNEXEOS ZONGERTINIB (FOARBREIC &L YRHE) . N DORBFEOH
2025/8/8 BAEEZETOIRABREDER
GRERAER)
AR IEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2025/2190420rig1s000TOC.html
REMSD % REMSTHADMRMPIZ[F7HE LNRE EDBE HCPA A K%
TmL L mL
BR5Erh ik - [EURIEER BR5E AL - EURDEH BR5Erh ik - EURDHEE
mL 7L L
EEEEERITER , . , .
(2 BIURL) https://pro.boehringer-ingelheim.com/us/products/hernexeos/hcp-resources
FRBF ~ BRI AT
XEICBTEREMH |FL
TBEFRDBE
- BATR. EXMICEAZEICEADLST1B1E120mgDEOR S TH LD, KETIHIAREICL > THREEHIES (90kgKi#H : 120mg.
90kgLlE : 180mg)
Bz - KEITIFRVCYPIAZEELHAEE, LT E/LEVESEIAERNCTHEZEE, BATE. ##FAEEL LTV A, AR CH
" EZFEORKMERBEITER L L.
- RKETIXABRRABATICHEREZER. AERPTS X URKIRSZ2ABOBE., AEFE L URERESZ2,EMITIZEERT 5 & 58
To BARIETREICHEANBEVESHEIE . BEEBOBORE L L,
Cmes BEZ(T=%hEE - IR
AL EMA (. ERRRO LI - HE)
2026/4/14 Name (HR5E4) Active substance (f%>4)
RBDOHE
(&2 H)
L
AR EIHURL
HADRMPIZIZALRMPEDEELEHESI NI R Y ERED R ~DE
BRSEARAE - [EURIESR BR5E AL - EURDE BR5Erh ik - EURDBE

FRERIE ~ B TR A
XEIZBITHREMN
TEHRDABE

"%
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ELES W FE A - & wms | O |EMEE| O
R7-05 N SEBR (4 FBI &R
2~ A 5730 mg zX5/8y
ER&ER FftE BREER
2025/12/22 JAN (%4) INN ARBEZITI-308E - DR
ERNH5EH
Zuranolone zuranolone 520 + S DIREE
=em AREZIT=38E - $HE
Ll A k... ERRRD G O - HE)
2026/4/14 Drug Name (BR5E4) Active Ingredients (K %4)
REBOHE KEAIZHIT2ERSD® (PPD) @
(REH) ZURZUVAE ZURANOLONE A
2023/8/4
GREIGIEELY)
ARIFEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2173690rig2s000TOC.html
REMS®D %% REMSTHAMDRMPIZIEHWERE EDBRE HCPAH A K%
mL TL L

BRZErE - EURIEER

ARSEAIE - EURDIEH ARFEAIE - EURDHEE

L

mL L

EREEER TI1ER
({EZ%AURL)

https://www.zurzuvaehcp.com/

AR~ FTARR T
XECHITHREME [ L
BERD B E
XEIGENED. BER: T52F - 5DKEI . KB : THAICHEITSE%RS DfF (PPD) DAE]
FDAEZEICEWTIEIKRS DFEMEEE (MDD) 2T H2AMMEERITIETUVANFTRL TS SN (MDDEEZXNRE LB/ ENEHBTEETME
BARE) . PDDIZH T 2BEHDHAMNEKESNTz, BATIIMDDEEZNRE LEERENERBRAFHICHE - RESh. 2FDO TS RISHT HER
ARSI,
e - BATIX30mgh FEILDH. KETIX20mg. 25mg. 30mgHh T+ I)LDIFELEA KR,
R - ZEBEMNES, BA . 30mgZ1B1EM14BMY BRICEROKRS] . XE: 50mgZ1B1EM14BMY AICEHEECRBRE—HICROKRE) BADG
MXECIK, TEEH-H0)—BERRICHERFZEOERS LIz T, ZERKICEERXTCmax, AUCIZZNZEN4.09(E, 2.33F (ML) LEHINAT
Wb,
- CYP3AA[EE "FEELOHMAICOVNT, KETIE, ROCYPIAAAETEGABFIL30 myllBES S UCYPIAFEEL DOHATEITLH I L. LHRS
NTWb, BRIEIZNALCOHEEADEEEH SN, BEARNLGREE - BEEEDOHTEZ L,
oo RDEZ(T=%h8E - R
=IRAEHE EMA C%...ENAZEDEVEEE - $hR)
2026/4/14 Name (H8R554) Active substance (FR%4)
= (DA E XHEEBRORANZETIERS DK
5 N
(REH) Zurzuvae zuranolone (PPD) Miafk
2025/7/24
GEGAEELY)
AERIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/zurzuvae

BADRMPIZIEZE LRMPLEOEELEFE SN Y RS

ERDY R ~DRE

#

ARSEARE - EURER

ARSEAHIE - EURDIEH ARFEAHILE - EURDBE

L

TL L

FREBE ~ B AR AT

XECHBITHREME [ L
1EERDE

KHEIGENES . BA: 5D - 5 D4KEEL . B . TRAICEITSE%R S D% (PPD) MDAE
EMAANIZPDDIZ® L TOEH TOHEBHE, AARATIIMDDEEZNR L LE-ERFEINERKBRNHIZICEHE - RESh. RFO TS5 2RICHT EBEN
RNt
- BATIXIOMgH TEILDHTHZSDIZH L. BN TIZ20mg. 25mg. 30mgHh T )L D3FEFEAEE.

e -FEAENES, BA: B0mg#1B1EM14BAM Y B%ICROKRSE] . BN - T50mgZ#1R1EIM4AMY AIClEHhZaC B E—HICROKRE] BADRK

H MXEICK., BEH-E8H0)—BEREICHEERORE LEE. ZERBICIENTCmax, AUCIZZNZTH4.095. 2.33FICEML1z) LEHIAT
Wa,

- CYPSABER "FHEELOHAICONT, BNTIE, BUOCYPSAEEMAIEIII0 mgItHEL LU, CYPAFTERLOHRITHITES L LA SN
TW, BREIZNLOBEEFADERETH LN, ERNGRE - BREEOBERELE L, £, BNTEIL—TIL—VERFETEI LS TERESL
T,

6/



KR

BLES R & £ — & £ RS @) 2L O
R7-07 TH ST H—FTE100 mg v SEBE IS BHIRE
_ “ \g o TREXTT (BEEFHER)
ER&RR R RTFE100mg Y v P REKE
2025/12/22 JAN (%4) INN RBEZ(T-38E - R
. oREXME (BAFAEICK-THME
PR H Depemokimab (Genetical RIERE Y PO—LTEHNEER
P Recombination) depemokimab [FEADEZEIZRD)
cBEFFIBURISEX BIFAE
THRT+RGREICRSD)
= s ARRBEZT=38E - DR
BRRBER FDA % ERKRDO R VI - HR)
2026/4/14 Drug Name (BR5E48) Active Ingredients (FB%4)
T RAS & V12 EDMNRIZE T B
i WEHMET T 2 TERBMET HE
B EXDENSUR DEPEMOKIMAB-ULAA FENE B DB AN A
2025/12/16
(—EEEEDH)
A REERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2026/7614580rig1s000TOC.html
REMS®D %% REMSTHADRMPIZIZHWNWEE EDFES HCPH A F%
Tl L L

ARFEHAE - EURIEHR

ARFEHAE - [EIURDIEH ARFEHAE - EURDME

mL Tl L
EEKEEERITER )
(2 EURL) https://exdensurhcp.com/
AR~ = HTAR AT
XEIZHITEHREHE | L
THEERDWTE
- KETIE TEFZESEHRIZEX] ~DOEK(EX%E L, FDABEETIL, CRSWNPEE(Zx L THEHIZHRE L H
YEBERMIZEZL DI NR T4V b L 0T CEERITTNBENEIET VAN RBEIA TV I ST,
k5 BRELENESEAEOXIGIZCONT, KETIE THIRAZENT-EEIE. TELLETREET LI L, Z0RIE. BN
FREEEHBRLE-EZEELLT, 6hAZEDEHAT D1 —ILEBRELTERT S, | LHRESIATLS, BR
TIXE&ELZ L,
e RABEZIT=%h8E - SR
=IRFAER EMA (X%.. . BREZEDOEZEEE - R)
N " EHRERARTOA FEEBOMEIY FO—5—%
2026/4/14 Name (BR5E4) Active substance (Fi%4) HALTHETAITIYE n—;msmjn HAS & 512
_ BUEQNRIZHF S, Mo FBEAEMEREE TS
REBEDHE 2R RHEEES BEWEAICHT B BMM AL
(F&ZH) . CREMRTOAM FESLUV/ ELEFMICKDBET
il Exdensur depemokimab +oHFE Y FO—LAE SN NERECRSWNP (8
HEHSEMERRYS) ORAREICETS. REER
2026/2/12 i;n? K& OBt BRE
A FRIEFRURL https://www.ema.europa.eu/en/medicines/human/EPAR/exdensur

BADRMPIZIEZZWRMPEDEELRFE SN R Y

ERDY R ~DRE

1

ARFEHAE - EURIEHR

ARFEHAE - BN D ARFEHIE - EURDE

L

TL L

0B ~ BREThR A AT
XEIZBITHREMN
TEERDBE

"%

68



ELES - - % 4% gmn | O |EMEE| O
R7-08 SEBE 1T 1 5IRER
7L T EREBERRKRO0.3 EYXNEFLT
ERN&ZRA SpftE RERR
2025/12/22 JAN (%£4£) INN REBEZ(TI=308E - DR
ERNFER
Motugivatrep motugivatrep oA T7A
e AREZ (T8 - HE
AR FDA (. ERARO L IEE - HE)
2026/4/14 Drug Name (ER5t4) Active Ingredients (F%%)
ARDEE
(Z&RH)
L
AREIRURL
REMS D %% REMSTHAMDRMPIZ (X B WLVRE LDFEE HCPA A K%

ARFEHAE - EIURIEEHR

ARFEHAE - BN D

ARFEHAE - EURDME

ERMEERTIER
(= ZAIURL)

FREBIRF ~ BT R A
XEITETHTEM
TEERD B E

E

=IEFHER

EMA

ABERTT-

CX...ERARDELNEE -

MEE - MR
MR)

2026/4/14

Name (BR5E4)

Active substance (B9 %)

ABDHE
(%&H)

7L

A ETRURL

BADRMPIZIEZZWRMPEDEELRFE SN R Y

ERDY R ~DRE

ARFEHAE - EURIEHR

ARFEHAE - BN D

ARFEHIE - EURDE

FRERIE ~ B TR A
XEIZBITHREMN
TEHRDABE

"%

69




BLES

%

t

R

- & &

A S 0O

g | O |PET

R7-09

EREZEAR

14 FEVYVEREE

FSEYY/4RZ FZEILKIIY

SEERIT FHBIREE

EHE

2026.3.6

JAN (&4)

INN

ARBEZITI-%08E -

ER#TH

2026.4.15

Doravirine. Islatravir Hydrate

doravirine and islatravir

HIV-1 2%

=EFHER

MR
HR)

ARBERTT-38E -
(K. .EREEDZEE -

2026/4/14

Drug Name (ER5t4)

Active Ingredients (FB%4)

AREDHE
(%&8)

Tl

AFBIFHRURL

REMS®D &

REMSTHA®MRMPIZ(ZHEWRE EDES

HCP# 1 K%

ARFEHAE - EIURIEEHR

ARFEHAE - BN D

ARFEHAE - EURDME

ERMEERTIER
(= ZAIURL)

FREBIRF ~ BT R A
XEITETHTEM
TEERD B E

E

=IEFHER

EMA

MR
MR)

ARBERTT-38E -
CX...ERARDELNEE -

2026/4/14

Name (BR5E4)

Active substance (B9 %)

ABDHE
(%&H)

7L

A ETRURL

BADRMPIZIEZZWRMPEDEELRFE SN R Y

ERDY R ~DRE

ARFEHAE - EURIEHR

ARFEHAE - BN D

ARFEHIE - EURDE

FRERIE ~ B TR A
XEIZBITHREMN
TEHRDABE

"%

10




ALES R OE & - B % gas | O |®MER| O
R7-10 YaT T riEI0mg ‘ SEBE IS B
&l 30 mg L=#1 T VR
EREZEHE [A #70 mg it E RARER
2026.3.23 JAN (ZE4) INN ARBEZ(T=%08E - R
ERNHFETH
Leniolisib Phosphate leniolisib FETEAEPI3KOAE 1% B
= gk RABEZ T8 - R
=EFAER FDA k.. BRRZEDOLZLE - DIR)
2026/4/14 Drug Name (BR554) Active Ingredients (F434)
REBDHM® A & U128 EDINE(Z 85 1 B TEHEAEPIBKS
(&=EH) JOENJA LENIOLISIB PHOSPHATE fEf%E (APSD) M&H
2023/3/24
A REIHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2177590rig1s000TOC.html
REMS®D %t % REMSTHAMDRMPIZ[FZHWNRE EDES HCP#H A K%
mL L mL
BRsE ik - EURIESR sk - EIURDIER BR5EHIE - EURDE
L L .

EREEE R TER
(EFAIURL)

https://joenja-hcp.com/

2025/5/281E BB (AARDRGXEFIZEEH DL LMEREZL)

BMER T7F745F —HBEDBBUERE] TAEEM

#HE/EA TBCRP., OATP1B1RUNOATBIB3MEE L L2 EXIDHAZE TS ]

FERAOEE MERS v MIBOKRS L2568, AFOBRKEBEEDHNSEOREE THARICHEREES K UKREER

AR~ BB |8 558 >t )
XELBTOZEE im0 NBAMS v FCEORSE LEBA, FFOITBAOBIHES bhic, BHAHHOLIBABTT
556, E FOBIDABRITTSHAEENEVEEZOND]
BEADUEYVTER (DO FUER: DO FUEREZTHICAFZRALTVWS I LZERREEITIEAD LS
BEICHETR] (7724 5F0—REDBBERI : EELT UL —RISOERISRON-IGEEIE. KEIORAZ$IE
LELICZET 5L 5EEHITIER]
WREHMMAEL D, BAR M40 KE M2 L)
KETOERRER. PMDAREIZEVWT4RLUETTRUTOAPDSEE R L LE-EREARSIERBINTFENIRIZEEN. BATIERK
- ABEIBULEDPNREEZEZRNRE L TERB SN, FRBERICEDEFDAICHEGIEAMNEE SN, REEHT I —TIXESE
& ENQETICEYENENMET T IAaEEN RS MBENILKIZRZE SN, PMDAZEE T, LZ%EMA0BREEDHERICIIERLH S L
DD, BESDETHEERMICAREE LD AEERITIENE T L2HFEDOHRBPIZ—EDEZN RTINS,
HIZEARTIE10mg. 30mg. 70mgD3i&#E, KETIX70mgDH,
o g0 en ABEZ(T=-208E - DR
BHAEH EMA (% ERRBO R HEE - HR)
2026/4/14 Name (BR3E4) Active substance (FR% %)
ERBOHRE
(K&EH) Joenja leniolisib phosphate
7L
AZRIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/joenja

BADRMPIZIZZZWLRMPEDEELRFE SN XD

ERDY R ~DORE

ARSEFIE - [EIRIER

ARSEHIE - ERDIEH BRSEFIE - EURDOBE

FRED R ~ BT AT
XEIZBITSREM
TEHR DB E

2]

2020/10/19 #—2J 7 VIBE
2026/3/26 CHMP & Y Positive Opinion
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ELES R - 8 % gs | O [PIEE| O
TLRNILEX FERE2 mL
R7-11 _ s S8R IT IR
=] BiEoyrosmL R .
5 T 1) S 7 5 mL ARO7 bS5 ki
- = ; . L REKE
ERN&ZRA o 5301~ 510 mL SpftE REK
2026.3.23 JAN (¥%) INN RBEZITI=308E - R
ERHER BMRERIVEL1—42—HEREICE
115 TFiEESE
Gadoquatrane Hydrate gadoquatrane B - BRI ES
BRERET - MR ES
e AREZ (T8 - HE
BRAEH FDA % ERABRD L VIEE - TR)
2026/4/14 Drug Name (ER5t4) Active Ingredients (F%%)
ARDEE
(Z&RH)
L
AFBIERURL
REMS®D 5t % REMSTHAMDRMPIZ[FHEWWEE EDFES

HCP# 1 K%

ARFEHAE - EIURIEEHR

ARFEHAE - BN D

ARFEHAE - EURDME

ERMEERTIER

(= ZAIURL)

FREBIRF ~ BT R A
XEITETHTEM
TEERD B E

E

=IEFHER

2026/4/14

EMA

Name (BR5E4)

AR ER TR - DR
Gk ERARO L REE - HR)

ABDHE

Active substance (B9 %)

(%&H)
7L

A ETRURL

BADRMPIZIEZZWRMPEDEELRFE SN R Y

ERDY R ~DRE

ARFEHAE - EURIEHR

ARFEHAE - BN D

ARFEHIE - EURDE

FRERIE ~ B TR A
XEIZBITHREMN
TEHRDABE

"%

12



ELES - - % 4% gmn | O |EMEE| O
R7-12 SEER (T IR
NAYIXTUEE10mg 1N 2T AL LERIE KN
EREER B EFE BREAR
2026.3.23 JAN (%£4£) INN REBEZ(TI=308E - DR
HARERER NAEEERRRICIEE L f-PIK3CAE
. .. . . . . \ FERIARICIES Z 1=
Risovalisib Mesilate Hydrate risovalisib EIEEAET 20 EBEME
= s RBEZIT-208E - R
=AER FDA CX.. . EREZBDLG L \EIEE - $1R)
2026/4/14 Drug Name (ER5t4) Active Ingredients (F%%)
RBOHE
(&s28)
L
AFBIERURL
REMS® »t & REMSTHAMDRMPIZ [ WVEE ELDES HCPA A K%
BRSEARAE - [EURIESR BRSEHAE - EURDEH BRSEHAE - EURDHEE
EEEEERITER
(=% HIURL)
AR~ R FThR AT
XEIZHITHREH
TBEFRDBE
&%
Cmes RBEZIT-308E - R
wEFHER EMA CX.. . EREZBDLELEEE - 1R)
2026/4/14 Name (BR35E48) Active substance (B9 %)
RBDOHE
(&528)
L
ARIFHURL

BADRMPIZIEZZWRMPEDEELRFE SN R Y

ERDY R ~DRE

ARFEHAE - EURIEHR

ARFEHAE - BN D

ARFEHIE - EURDE

FRERIE ~ B TR A
XEIZBITHREMN
TEHRDABE

"%
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