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o |TERITFUH—ETIE100 mgRy — o . - NEEIZED) 2025/12/16
R R R0 mes s TAERYI GRETHERA) OB EESIEI SR FF AR THRR+HRBEIRS) BN s | 20212 0
EMRE- MR ET DBV EFERER
R7-8 |7/\L & &M mAR%K0.3% EYFNRLT ROATAEEE-IRET IHEIRNEEEER 2025/12/22 7L L 71

X TERSEH 1T — R ITRBEZ =08 - DR ITEREH 1E, RAIELTHAEORRELGST-BROERETLZHL TV,




BLES R E & K- gmn | O |[PIEER| O
R1-01 SEERIT HHIRR
') REE0.5mg
E fElmg KFXS K
ER&EZEE @ #£2mg ECE REXR
2020/1/23 JAN (ZEA) INN RBEZITI=3EE - R
ERH5EH
Dotinurad dotinurad R, =REEME
2020/5/25
= gk AR EZITT=308E - R
BRmEH FDA (%... KB B B - BiE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD %% REMSTHADRMPIZ [ WRE FDBE HCPAH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E




HLES R LR was | O [FHERl O
R1-02 SERIT HHIRR
ALY FLEEOS % FNLIAVF=T
EREEE EEfHE RAKR
2020/1/23 JAN (¥4) INN RBEZITT=-58E - DR
ERH5EH
Delgocitinib delgocitinib 7 FE—HERRE R
2020/6/24
- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34) XHAFAANFIARTAAS RADRIEHA
= = Ft+HTHoE;E. FESAaL
ﬁzggg) FARTAA FOFERALHEREING
3 ANZUPGO DELGOCITINIB L BAIZETEHEENSEEDIR
2025/7/23 4Fi8% (CHE)
GE RS EZ LY)
ARIEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2025/2191550rig1s000TOC.cfm
REMSD 3% REMSTHADRMPIZ [ WRE FDBE HCPAH A K%
L L mL

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

L L L
E#ﬁ(giﬁﬁl&ﬁ%?ﬁ https://www.anzupgohcp.com/
R~ IR
XEIZBITHAREM |BL
BHRDBE
KBEENRY D, AFIEBARTIE, 0.25%. 0.5%MBENZNTI2 B LI BRBED/DREELUHADT FE—ERE
ROEBEL LTERRSINA TV,
-t FBRBLUBMOFAXZBICERBHSATOANWEIEL LT, KETEUTOLSICEHEIA TS, TKFEHD
JAKBRERIFE 1= ($58 NG REIIRIFIE GHAT A LIEHERSI AL TARBITOARBRMETIC. RFOTFHIEREHA FS
A UIZfL, BELGFHERE (FREBIIFUEET) 2XTSE D]
= gxs RBERITT-50EE - R
=EFAEE EMA C%.. . ERNEZEDOLLIEE - HIR)
2026/2/20 Name (BR5E4) Active substance (F%4) SOETLFART OA FASHAE
RBADEE W, FEEERATEZVISRULEDOHR
C::4=) Anzupgo delgocitinib ZEENSEEDEUEFES (CHE) O
2024/9/19 AR,
GERNEZLY)
AFRIEERURL https://www.ema.europa.eu/en/medicines/human/EPAR/anzupgo

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

Tl mL BL
B ~ RFTARFAT
XEICBITRREM |BFL
TERD B TE
XEIGE - HENEL D, BATIE, 0.25%EFEN VNE7 FE—MEREX]  (2020/1/23%:R) . 0.5%HMEN [HRAH
FWNR7 FE—MEE&R] (2021/3/237%ER) MAEE L LT, EUTIZ20 mgigy ) —Lh TEEFES ) OAREELL
= THER.

EMAREHEIERICH T2 FRBERENAZRMPOEELGBEN ) XV ITIEE, PMDAGEMEENEEZLEBEN Y X
JICHE, EL0HLERFDERBFICEVTARENBESNEZNE LTHRESNE,




ELES W% & - & & wms | O |BAFR| O
R1-03 e SERIT IR
FTIEd$E2.5mg
B  #5mg LyRLFHr b
E RN &EE B ££10mg St E BREEE
2020/1/23 JAN (%4£) INN EBEZIT1-38E - HR
ERNFETH
Lemborexant lemborexant TERGE
2020/7/6
= s AR EZITT=308E - R
xRAER FDA CX...BNARDO L LIEE - 1R)
2022/7/20 XFHETT Drug Name (BR5E4) Active Ingredients (F%34)
RBDHE RIRE
G&R) DAYVIGO LEMBOREXANT
2019/12/20
ABIEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/2120280rig1s000TOC.cfm
REMSD X% REMSTHAODRMPIZ(ZH W R2 E DS HCP#H A K%
el L mL

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

7L

L

L

EFRAEEE M T 1EHR
(ERAIURL)

https://www.dayvigohcp.com/

DI ~ R A AT
XEIZEITHREN
THRDBE

EBHNIEE :
2020/8/25 TEIMBRAFMEIV] ICHEShI-C EDEM

2022/3/11 WK DHDCYPEEEH] - [HEH| - FEIC L 2EMMBEERZBR

"%

BIRRFMEL. AOBNENH S E L TRAVEERCLIYVEDONZEDTHS, I~NVOSEESHY .. INFZLEL.

REAEAH

EMA

REX(T=38E - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4) Active substance (F%4)

EEHOECE:
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

BRZERAE - EIURIFR

BRSEHIE - EURDER

ERFEFIE - EURDEE

DI ~ R AT
XEITBIT T2
1R DB E

"%E

10




ELES R % & - & & wms | O |BAFR| O
R1-05 SER (T O | #&#I&ER
EILT 7Y miEEEE250 mg ELrSLEY
ERN&ZEE St E (@) RaRR
2020/3/25 JAN (ZEA) INN ABEZIT=-28E - R
ERREE I9YUB3RF Y EVTIZ& YRR
) ) BEAECR MO T 4 VBEFORKIFE
Viltolarsen viltolarsen FANTWEFaS T UREGSR L
2020/5/20 07—
0 A (- ShEE - 3
EEE.‘@EHEEI FDA ﬁ(nuéx(‘ftx)] AE )‘JJ%

CX...ERERDREVZEE - $R)

2022/7/20 %FAEET

Drug Name (BR5E4)

Active Ingredients (F%34)

IHYUE3RFYEVTICK Y AR

RADHE BERSR FO T 4 VBIEFORENFE
e £ = 8,50 ) oSS
(RZEH) VILTEPSO VILTOLARSEN gg’ff“éTl YIVRBEDRL
2020/8/12
ARIEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/2121540rig1s000TOC.cfm
REMSD X% REMSTHAODRMPIZ(ZH W R2 E DS HCP#H A K%
el L mL

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

7L

L

L

EFRAEEE M T 1EHR
(ERAIURL)

https://www.viltepso.com/hcp

DI ~ R A AT
XEIZEITHREN
THRDBE

EBMEE :

2021/3/10 BEMHOEEHT. RE2 VY ORIEXLICET 2BEAEEM,

"%

BEMHITOVTIE. BADRMNXETEH NAGHEM]

p2zymsnJy UiEm MEEEshTL S,

REAEAH

EMA

REXITI=3IEE -
CX...ENAR DL BEE -

BIES
MR)

2026/2/20

Name (BR5E4)

Active substance (F%4)

EEHOECE:
(&:EH)

L
(F—=272)

viltolarsen

ARIERURL

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

BRZERAE - EIURIFR

BRZEHAE - EUROER

ERFEFIE - EURDEE

DI ~ R AT
XEITBIT T2
1R DB E

"%E

2020/6/41=F— 7 7 V1R,

11




=

ct

R
|

; = o EHNER
BLES i 4 HRS @) 2L O

R1-06 SeBR(F IR

RLF T ILEESO myg FSINLF=JEMIE
ER&ZEA EHfHE RAER

2020/3/25 JAN (FE4£) INN ABEZITTI=3h8E - R

ERF5EH
BRXGHAMOPREHARERERE ¥

Tirabrutinib Hydrochloride tirabrutinib IE
2020/5/20

. KREZ T - DB
RHHREA FDA (%, EREED R BB - $E)

2026/2/20 Drug Name (BR5E4) Active Ingredients (RZ54)

RBOHE
(ZER)

L

FIEFRURL

REMSD*& REMSTHADRMPIZ[F N RE EDBE HCPH A F%

ARZEHAE - EURIEHR ARSEHIE - EIURDIER HRZEHIE - EURDEE

EREEE R THER
({ERAIURL)

FREDEE ~ R AAT
XEIIBITHREH
IFRDBE

£

[ ARBEZIT1=-308E - R
xEHER EMA CX...BREAZED L BEE - 1R)

2026/2/20 Name (BR5E44) Active substance (E%4)

RROHE
(KEBH)

7L

A REIRURL

BADRMPIZIZHVLRMPEDEELRBEESINI=Y RS ERDYRI~DRE

BRZEHAE - EURIER BRSEAFAE - EURDHEER BRSEIE - ERDBE

FRGRE ~ B AR AR
XEIZHITHREH
1RERDWE

£

12




ELES W% & - & & wms | O |BAFR| O
R1-07 SEER (T O |#H#mER
7RO SRRy F . _
27RO ;W£?§?17%w A£07752(108)

ER&EE 9 it E RARR
2020/3/25 JAN (ZEA) INN ABEZIT=-28E - R
ERR%ER b re . .

Borofalan (10B) borofalan (10B) éﬁ:; R RATET X SRR B DR

2020/5/20

- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
AKBDHE

(F&ZEH)

Tl
ARIEIRURL
REMSD %% REMSTHAMRMPIZ[FH LVRE EDES HCP#H A R

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E

13




ALES CEE - & & was | O |[FHER
R1-08 SEEEIF 45l R
T n—y EEREA100 mg I~7Z“JX77;%;;§{I::SZ71:I> (&fz
ERN&ZRE " #ftE| O |R&ax2
2020/3/25 JAN (¥4) INN RBEZITT=-58E - DR
ERNFETH 2L ED H S HER2MG 14 O F i R g
Trastuzumab Deruxtecan (Genetical FEHEIE (RENABRIRELSEIC
Recombination) trastuzumab deruxtecan B3) . MAILEHESECEE LF-HER2
2020/5/25 SO AMRTREAEST - BROBRE
=R A Th — ShEE « 3§
BREER FDA AR ZIT=-208E - R

CX...ERNAZRDEVZEE - 21R)

2022/8/4 XFAEET

Drug Name (BR5542)

Active Ingredients (FR%%)

BB TTRAVT IO DRHER2ZR—RDARERIT1-,

PIRTBEF 1= (FERFB L DHER2MGHEFLA A

EADHE GEBHBEL S A Y - (A7 D2y MARREEE
B FAM-TRASTUZUMAB DERUXTECAN- |#&##T#%6hALURI<ESR)
(REER) ENHERTU NXKI FSRYRT TR—ADARERIH=, BT
2019/12/20 B OHER2IBIE B ASA % 1= 13 B REE A B A
AEREIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/7611390rig1s000TOC.cfm
REMSD %% REMSTHAMRMPIZ[FH LVRE EDES HCP#H A R
el L mL

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

L L L
EREEEM ITIER .
(2 EURL) https://www.enhertuhcp.com/en/
R~ R AA (2021/1/15 BAAMEGICDHY . AEEAORRBNFAES LICoHMN, FEEMEACELEREETORERLTAT
XEIZHTELLH |(NITEBESIhDELS(CH T, EAATI6RE. BHATINE,
THRDBE 2022/05/04 HILEDFHHREHHEE,
LAFEDADAHDERTZ>=h. ARDERGDENANMb =2 LIckY . AEERRMLER I LICHITTRESN
5&ITHEoT1=,
il A ADESEHA 2 MOARO VT M DRERAH S = £ISEH BT,
Boxed warningT % - BRIRE M) BTSN TIVS, BADRMPTIEEELREEM ) X7 HKLY,
= ks RBERITT-50EE - R
=EFAEE EMA C%.. . ERNEZEDOLLIEE - HIR)
2026/2/20 Name (BR%E4£) Active substance (FK%4) ggizzg;;g;‘éﬁz—ﬂiutﬁtv*f:mu%*‘ﬁ:if:li!ﬁé
RROER HERZBIE DB S & UBRHEEAE (GE) 1E
Y HERZEEFICEREHT 5. EITHEI/NMAMME
GxEER) Enhertu trastuzumab deruxtecan (NSCLC) o . )
2021/1/18 R A LB L 3 (- YIRR T B & 1= (R IR R EHER2IE
(ZA%ER) FBFE(FHER2BEFIRIAE
AFRIEERURL https://www.ema.europa.eu/en/medicines/human/EPAR/enhertu

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

EDEREEREE (Left Ventricular Dysfunction)

) 29 &/IMETEE)

C ARXEICK DTEBRE

EEERHE (LVEF) BTOE=41) % (Section4.4) .
FAERBOHA TR (Section 4.2)

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

wL L L
Sk~ B KA . =
’;’Z‘gf? Bﬁfgi”fgg 2025/3/31 BRHEAIZ& Y. SMPCEET,
= = Adverse reactions|Z TRLIMBKkEAME CommonsBE (=1/100~<1/10) | %:&h0,
IEHRDBTE
2025/3/31N 5 i A & 1B L L 21T - VIR T RE £ 1= (FERBBMHERIE R IR F - (THER2BIER R ELEA OBISHE K
BEGRESNZYRIELTIE, BRERLC K HBEMEMAENEE, ZOEREREIX. BAORMPTIEEELBEMN) X V&L,
2022/8/1 EAEH# L LTO MNEULORARE] A MNEULE] (CEHMSh,
-3 2022/8/25 K - BHDRFIEDT8, 2~3BOEERIC L ZRLEN KD Shtz,

2022/12/12 HER2IGHEDETHBR S S VB REESE (GE)) REOBABEQHEEFEANDBGILK,
2023/11/29 HERZEIZ FICER 2 H T HETHIE/NMMMGE (NSCLC) T, 75 FFHANICLZARE GREMLZOHAOERHEDLLLL) OHDE

& D BEIFEA~OBISTEK

14




ELES W% & - & & wms | O |BAFR| O
R2-02 SEBR 1T H5 I A& ER
A §I0F2R8y b
ERN&EZEA FHftE RERR
2020/6/29 JAN (¥4) INN EBEZIT1-38E - HR
ERNH5TH
Daprodustat daprodustat EMHEAMm
2020/8/26
e RBEZIT-308E - R
RRAER FDA %...ERRZBDOREVIEE - $1R)
MERA == 75 i i e -
2023/5/26% HESE T Drug Name (BR5E4) Active Ingredients (F%34) EREFSET IO VKBLEES
EBOHE (HIF PH) FHEHIT. SHE4hAL
(RiEH) JESDUVROQ DAPRODUSTAT éigg;;ﬁkoﬁﬁ%ﬂ@ﬁl:; %
2023/2/1 -
ARIEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2169510rig1s000TOC.cfm
REMS®D X% REMSTHAMRMPIZIZHEWNERE EDOBRE HCP#H A K%
el L #L

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

7L

L

L

ERMESEM T1ER
(% EIURL)

https://www.jesduvrog.com/

DI ~ R A AT
XEICBIT T2
THRDBE

7L

"%

=

AIEEFAERFICEERB SN S ERVRAXERROAAFAERGRRETHo =SB, SEH SO THEHRIREEZT

REAEAH

EMA

REX(T=38E - R
CX...ENEAZDLEVZEE - 21R)

2024/7/18

Name (BR5E4)

Active substance (F%4)

EEHOECE:
(&:EH)

2023/7 /12
(FREE T 1)

Jesduvroq

daprodustat

ARIERURL

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

BRZERAE - EIURIFR

ERZEFIE - EURDEHR

ERFEFIE - EURDEE

DI ~ R AT
XEITBIT T2
1R DB E

"%E

2023/7 B EZITTVWEVREIIHNT HRLMHE%E

AT BT — AT+ RTHSHZ L E2EBAIC TENPOEBEETLE

HIICRELTREBEIN-=DBHFEMY TIFtz, ABIIFDATEEELMEA N> b (MACE) OURIAERT ST

EWEHBNIzTz0.

FamALUEDERZERL TOSRABETBFOBMARE] & LTRRESATVS, BRI

BWTRBNOAEICHDL S TIBEBEFEEISES. MACERRMPIZEWTEELBEN ) R 7KL,

15




B RER

ELES mE A - #® & gas | O [P2F%l O
R2-05 o o SERIT HHIRR
TTXRASBARNTLNERE | pyon omasts T448U07
B BARATELERR SUALRUBIRT L
EREZA B BARNTELSEE ” ST E REXE
2020/6/29 JAN (ZEA) INN ABEZIT=-28E - R
EmRzA SEXWE RARTOA FERVE
Indacaterol A(;it:)t;,eMometasone indacaterol and mometasone Rl E TSR A B2RIFF DB AN B E
2020/8/26 B5E)
= gh s AR ZIT=-208E - R
=IRAEH FDA (%.. . BRRZEDEUEEE - IFR)
2026/2/20 Drug Name (BR5E4) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMS® % REMSTHAMDRMPIZIEHE RS EDFE HCP#H A K%
BRFELE - [EURTESR ARsE Lk - [EURDER BR5EHhIE - ERDOBE
EREEERT1ER
(% EIURL)
GBI ~ RFT AT
XEICHITEHREHE
BHRDBE
&%
= ks REZ(T=%hEE - HE
=IRAER EMA (%...BRRZEDEUVEEE - DIR)

2022/7/22 %FAETT

Name (BR5E4)

Active substance (F%4)

WAILFIARTEA FEIE X URA

ERDHR R RRBAEBE CEYICEET
. : 3 ETHEUICEET
(&32R) indacaterol acetate i P
Atectura Breezhaler Mometasone furoate SR VR OHFEE
2020/5/30
AFRIEERURL https://www.ema.europa.eu/en/medicines/human/EPAR/atectura-breezhaler

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

2

BRZERAE - EIURIFR

ERZEFIE - EURDEHR

ERFEFIE - EURDEE

7L

L

L

DI ~ R AT
XEITBIT T2
1R DB E

"%E
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KR

BLES R % & — & & HRS (@) 2L @]
R2-06 S I HHIRD
s = ~ TH— hm. —
I*ﬁ/?%;}fﬁﬁﬁﬁﬁj;‘étﬁ_;ﬁﬁﬁgﬂ LRI EARI TS UALKRY
EREZER : R BIRTIL YIS RAKR
2020/6/29 JAN (%4£) INN EBEZIT1-38E - HR
ERH5EH SKEXME (RAXTAA FHEl. RH
Indacaterol Acetate, Glycopyrronium |indacaterol, glycopyrronium bromide and |f&4E Bt A BRI F| & VN K ERE/E R
Bromide, Mometasone Furoate mometasone HRAHR I UHEIOFRANBELS
2020/8/26 )
p— AR ZIT=-208E - R
xRAER FDA CX...ERNEZEDLELIEE - HIR)
2026/2/20 Drug Name (BR5E4) Active Ingredients (F%34)
RADHE
(&2 H)
L
AFBIFIRURL
REMSD %% REMSTHAMRMPIZIZHEWNERE EDOBRE HCP#H A K%
BREAIE - ERIESR BR5EAIE - BIRDEH BRFELE - [EURDBIE
EREEEM ITIER
(EZFAIURL)
R~ IR
XEICHITEHREHE
BHRDBE
e
= gos REZIT=EE - HE
xAER EMA C%...BIRFRRDO L LIEE - $hR)

2022/7/22 %FAETT

Name (BR5E4)

Active substance (F%4)

EEHOECE:

REFRMERBB2MEBRE L, ATFICIE
LEDWmBIEEZRRLE-SRAEOR

¢ indacaterol AJJLFIARTAA FEIQHEREED
GKEEH) Enerzair Breezhaler glycopyrronium bromide HAEDHE TITETICEETEE S
2020/7/3 mometasone Bt

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

Tl

BRZERAE - EIURIFR

ERZEFIE - EURDEHR

ERFEFIE - EURDEE

7L

L

L

DI ~ R AT
XEITBIT T2
1R DB E

"%E
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ELES W% & - & & wms | O |BAFR| O
R2-07 SERRIF H5 I A& ER
:/tlﬁlef‘&ﬁ;)%or;ng T4 ILITF=TI LA U
ERERE : 9 e REXE
2020/9/25 JAN (¥4) INN RBEZITT=-58E - DR
=izl B AR THRR+ 2 LEEH Y 93 F
I L AR CTHRR+HHEEY I<
Filgotinib maleate filgotinib (OB ENBEOL£S5T)
2020/11/18
- AR ZIT=-208E - R
xRAER FDA (%.. . BRRZEDEUEEE - IFR)
2024/7/18 Drug Name (BR5E4) Active Ingredients (F%34)
AKBDHE
(&2 H)
2020712715
BHSEHE
AFBIFIRURL
REMS®D X% REMSTHAMRMPIZIZHEWNERE EDOBRE HCP#H A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

EFRAEEE M T 1EHR

(EAURL)
FREREE ~ AR AR AT
XEICHBITEREM
TEERDBE
2020128 ¥ 7 F#ITKRETOXRFRZBICEKIBLBERZBAIVETCHD LA LKETORBFEEHZ LT,
-3 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
=0 = — ShEb . 7
BREER EMA REZIT=%hEE - R

CX...ENEAZDLEVZEE - 21R)

2022/7/22 %FAETT

Name (BR5E4)

Active substance (F%4)

1DFEFEBORBEMMER Y VI FEAORGHEAT

= +HTHINELERMIED. HEEN > BEDEFHIER
ﬁ(aﬂ?ﬁ# HYHIF
(=2 H8) Jyseleca Filgotinib maleate KEEOARNENTENBEEN>EEOFHILEHE
ES ES
2020/9/24
ABIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/jyseleca

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

Tl

BRZERAE - EIURIFR

ERZEFIE - EURDEHR

ERFEFIE - EURDEE

2021/11/12|<EBN A B MR X OBIGH BN,

zL #L #L
R BEREN 20201016 BIUSHYF RA) [SRBIEARS (UC) OBISAMD S0, RUPHRALUCEEES 1+ TRIET 5
BEBIOREM | &5 cumsy 22, UCIRRIEREN EOBSHL LA, RRROBEFLEENM.
. BEARESN: YRS (BRRBLE] & (KBS T, WTht BRORMPILEESA TS,
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HLES W OE A LR was | O [FHERl O
R2-08 SERRIF AR
I/aY75I5% YIERZ=D LRI
ERN&EZEA St E REER
2020/9/25 JAN (%4£) INN EBEZIT1-38E - HR
ERSEH
Sofpironium Bromide sofpironium bromide [REMRE L TE
2020/11/26
= s RBEZIT-308E - R
xRAER FDA %...ERRZBDOREVIEE - $1R)
2024/1119%FHERT Drug Name (BR5E4) Active Ingredients (F%34)
EADSE BABLVIRULD/NEIZEIT DR
= o o S 3 T
G&R) SOFDRA SOFPIRONIUM BROMIDE e 2 TTIEDBRE
2024/6/18
ARIEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2024/2173470rig1s000TOC.cfm
REMSD X% REMSTHAODRMPIZ(ZH W R2 E DS HCP#H A K%
el L mL

BRZERAE - EIURIER

BRZEIE - EURDEHR BRZEFIE - EURDEE

Tl L mL
Eﬁ(gigﬁéﬁ%gﬁ https://www.sofdra.com/#isi
R~ IR
XEICHITHREM |BL
EFRDBE
AMEATHASY IEAZHLEREYDARNBATIHSBISH L. 1245% TERRSNA TS (1BIEEE £REICEH
THREEFRL) . [MEMMBEEERICKVEHERZEMIE5AEMNH S, o) VELOHAFEITE L]
e [CYP2D6%ENICPHET HEXEDHAKEITSH L] LEBLEHHD. BRORMIXEICEEMHEEERICET 55E
BEEEORLRIETE L, £z BRAORMPIZEEH SN TULVEWMERE LT, [BERFLEFECENDVMRETTOLEML
FFFRRICEREL. COLSILBRETTHTFTLAEMEEIISOFDRADERAZE (TS5 L] LDREHEH Y,
= ns BEZIT-38E - R
xAER EMA C%...BIRFRRDO L LIEE - $hR)
2026/2/20 Name (BR5E4) Active substance (F%4)
ABDHE
C::4=)
L
AFBIFIRURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

BRZERAE - EIURIFR

ERZEFIE - EURDEHR ERFEFIE - EURDEE

DI ~ R AT
XEITBIT T2
1R DB E

"%E
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ELES W% & - & & wms | O |BAFR| O
R2-09 SEERIF HHIRR
IR IFOFaIREY b
ER&EE = samg it E RARR
2020/9/25 JAN (ZEA) INN ABEZIT=-28E - R
ERH5EH
Enarodustat enarodustat EMHEAMm
2020/12/8
- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD# % REMSTHAMDRMPIZ [ LVRE EDES HCPA A K2

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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HLES R LR was | O [FHERl O
R2-10 SEERIF O |#BEER
T v )Ly Y R EREE250 mg t”*’vigﬁgggﬁf**”*A
ER&ZA sl sz O | Bax:
2020/9/25 JAN (ZEA) INN ABEZIT=-28E - R
ERRExAE C imab S I Sodi VIR e BT ISR B R DE
etuximal arotalocan Sodium . SRANRE7S BIF L‘ﬁ' Bli 88
(Genetical Recombination) cetuximab sarotalocan AN
2021/1/1
- AR EZITT=308E - R
BHFEEH FDA % ERABDE LBEE - R
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD# % REMSTHAMDRMPIZ [ LVRE EDES HCPA A K2

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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=

)

i
I

B & sms | O |BEMER| o

BLES #L

R2-11 FERIT B &R

I FJL = X450 mg TFHELY VIEEIE
ERN&EZEA St E REER

2021/1/22 JAN (ZEA) INN ABEZIT=-28E - R

ER#5TH
TREOEMEBICETEINAERE

Anamorelin Hydrochloride anamorelin MRS, S, . AR
2021/4/21

e REEE I - DR
BRAEHE FDA 0% ERRED L LBEE - R

2026/2/20 Drug Name (BR354) Active Ingredients (F%34)

ABOHE
(&:ERH)

7L

ARIEIRURL

REMS®D R REMSTHAODORMPIZ[F V&2 EDBEE HCPH A F%

BRZERAE - EIURIER BRZEIE - EURDEHR BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

-~ RBERTI-MEE - R
REAEAH EMA CX...ENEAZDLEVZEE - 21R)

2026/2/20 Name (BR5E4) Active substance (F%4)

ABOHE
(&:EH)

Adlumiz anamorelin hydrochloride

AT
(2017/11/16)

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS ERDY R ~DRE

BRZERAE - EIURIFR BREAE - EURDEH BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

BERESLIURRTIROABEEL LTHESIALD, REHAREDHLTHAFEDIIFIZRENREIN-OAT, BFHEQOL
D EERETOEWNEEMAICHIBT ST, BMIK20DEEISEGERS Z 1RO EMN 1=,
= THIC, REMT—AEAR—RDA VT ) T4 DFRLEUNERH I, COFFETEAEBRABRTHREINZDOE A N
VhERERDVIFLETET A LIEFTELRVNESh, EiESNI T,

(2017/9/14) ,
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ELES W% & - & & wms | O |BAFR| O
R2-12 SEERIT HHIRR
TR LS EYF2IREY RFRUDL
EREEE ECE REXR
2021/1/22 JAN (ZEA) INN ABEZIT=-28E - R
ERH5EH
Molidustat Sodium molidustat EMHEAMm
2021/4/22
- AR EZITT=308E - R
BHFEEH FDA % ERABDE LBEE - R
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD# % REMSTHAMDRMPIZ [ LVRE EDES HCPA A K2

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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HLES R LR was | O [FHERl O
R2-15 SERRIF AR
£ a4 % JLBAERE30 mg >7u71+7{ﬁb57»u>%+b
ERN&EZEA St E REER
2021/3/23 JAN (%4£) INN EBEZIT1-38E - HR
EMRF5EH
Diclofenac Etalhyaluronate Sodium diclofenac etalhyaluronate ERREEE (RRBIET. RREIET)
2021/5/19
e EBEZIT-%08E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(&:2A)
L
AGBEHRURL
REMS®D %% REMSTHAMRMPIZ X R WNVRE EDES HCPHA K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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ALES R x4 - & & was | O |[FHER
R2-16 SEERIT O |#mxR
£ Xh— = AFEHEAIL0 mg REFIRT Z$77(Eﬁ%ﬂm
ER&EEE K= BEKR
2021/3/23 JAN (ZEA) INN ABEZIT=-28E - R
En#%EA . ,
Pablnzgg:gr:tl)fiz:gisoir;etlcal pabinafusp alfa L BHERENE
2021/5/19
- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD 3% REMSTHADRMPIZ [ WRE FDBE HCPAH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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KR

BLES R % & — & & 5 @] 7L
R3-02 SEBR(F IR @]
30+ 94 J)LR (SARS-CoV-2) T4 F
NFREITYTHE Y GEEFHBAYILT T/ 94ILAN
ERN&ZEE 9H—) St E RaRR
2021/5/21 JAN (ZEA) INN ABEZIT=-28E - R
ERNH5TH
Vaxzevria SARS-CoV-2IZ & 2 ELEED T
2021/8/16
o ks RBERITI=-5EE - R
RRAER FDA %...ERRZBDOREVIEE - $1R)
2024/7/18 Drug Name (BR5E4) Active Ingredients (F%34)
EBOHE
(%:RH)
2022/11/10
BHSEHE
ARIEIRURL
REMS® % REMSTHAMDRMPIZIEHE RS EDFE HCP#H A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR BRZEFIE - EURDEE

EFRAEEE M T 1EHR

(EAURL)
FREREE ~ AR AR AT
XEICHBITEREM
TEERDBE
KETIERRAELH. WHOIF2021/2/10I-BAFAZZEL T3,
https://apps.who.int/iris/handle/10665/339477
= 2022/11/10 AstraZenecatt ABLAREZMi & Lz & FR, https://www.astrazeneca.com/content/dam/az/PDF/2022/Q3/Year-to-
ki date_and_Q3_2022_results_announcement.pdf (p.34)
2024/5/7 AstraZenecatt (FF A £ EHICHRMITCOVIDT I FoDRE L HiGEFIEEHR, MM TONFRET ) 7ORFTER
ERY FIFf,
- BEZT=-30EE - R
BRAEA A % EBRKBEO L VB - BEB)
202322 TX%AERT Name (BR5E4&) Active substance (% %)
RBDHE SARS-CoV-2[2& > T3IERI TN D
(%&2RA) Vaxzevria (previously COVID-19 COVID-19M F 5

2021/1/29 (Ge#{+%R)
2022/10/31 GEERER)

Vaccine AstraZeneca) GG L RO

ARIERURL

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

S m/MRBAME & & /MR A AE

X3 - INL—IEEEE

)RV &IMEES - REAXEITE HEEMRE

BRZERAE - EIURIFR

ERZEFIE - EURDEHR ERFEFIE - EURDEE

L L L
BINER -
- - X 2021/3/29 7 LIIL¥—RK&
REN BTN 12000521 MMVEBAEE S MitE. FHS RN
s w&g 2021/6/18 EMIERHEGRR
A 2021/7/14 F¥5 2N L—EIREE
2021/11/22  M/NRIEAE % £40 7 U Vi B SRR A2 i
m/MRBAE & 5 MAREFIE B 50 A 2EE & UBHEICKET b5, KEBFI8HMU L,
= 2022/10/20 724 5%>—) 2EEGRESNIZ) XD SHIER,

2022/10/31 BERRIZHIT,
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ELES W% & - & & wms | O |BAFR| O
R3-04 SEBRIF 145K
ER il I R e A LIRS
ERN&ZEE SHfHE REER
2021/6/23 JAN (¥4) INN RBEZITT=-58E - DR
ERSE5ER . — ok B EE e s
Upacicalcet Sodium Hydrate upacicalcet ﬁ'&ﬁ*ﬁ—FQ_mﬁE]q}%ﬂ%%ﬁ“nL
2021/8/20
e EBEZIT-%08E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(&:2A)
L
AFBIFIRURL
REMS D54 REMSTHAMRMPIZ[FH LVRE EDES HCP#H A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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BLES

=il
it
xR

sms | O |BEMER| o

Tl
R3-05 SEBR 1T H5 I A& ER
YA = —4 8500 mg A A5 2 UIEERIE
ERN&EZEA FHftE RERR
2021/6/23 JAN (¥4) INN RBEZITT=-58E - DR
ERNH5TH
Imeglimin Hydrochloride imeglimin 2EIMEPR IR
2021/9/16
e EBEZIT-%08E - R
BRAEHE 2L % ERARDO L BEE - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
EBOHE
(%:RH)
L
AFBIFIRURL
REMSMD* % REMSTHAMRMPIZ X R WNVRE EDES HCPHA K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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BLES

=il
it
xR

gms | O |BLER| A

Tl
R3-06 SERRIF H5 I A& ER
N YR A 510 mg YOI RB Y b
ERN&EZEA FHftE RERR
2021/6/23 JAN (¥4) INN RBEZITT=-58E - DR
ERH5EH BREITHAEORATHIEE MR
. . DINE
Tucidinostat tucidinostat B LA MO THER Y 2
2021/10/20 &
- AR ZIT=-208E - R
BRAER 2L % ERKBOL LBEE - HR)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RADHE
(&2 H)
Tl
ARIEIRURL
REMS®D %% REMSTHAMRMPIZ X R WNVRE EDES HCPHA K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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BLES

R %

t

sms | O |BEMER| o

L
R3-08 SEERIT HHIRR
%4%%*%ﬁ;i? SI7I5R R
ER&EZEE B ECE REXR
2021/9/27 JAN (ZEA) INN ABEZIT=-28E - R
ERH5EH
Difamilast difamilast 7 FE—HEREX
2022/6/1
- AR EZITT=308E - R
BHFEEH FDA % ERABDE LBEE - R
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD 3% REMSTHADRMPIZ [ WRE FDBE HCPAH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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KR

BLES R & 4 — & & 5 O 7L
R3-12 SEEE (T wEERR| O
Y E 21T« AHEFNER500 mg v hoEYT (GEEFHERR)
ERN&EZEA St E REER
2021/9/27 JAN (%4£) INN EBEZIT1-38E - HR
EMRF5EH
Sotrovimab (Genetical Recombination) sotrovimab SARS-CoOV-2 [Z & % B fiE

2021/9/29
o ks RBEZIT-308E - R
RRAER FDA %...ERRZBDOREVIEE - $1R)
2026/2/20 Drug Name (BR5E4) Active Ingredients (F%34)

= ABROEERE, BEDCOVID-19I2
%ggg? ETT DU RIBBOREN S PEE

2021/5/26 (EUA$EFT)
2024/12/13 (EUA%%h)

SOTROVIMAB

SOTROVIMAB

BEDER

ARIEIRURL

REMS D %5

REMSTHAMDRMPIZ[FH RS EDBES

HCPH A F%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

Tl TL L
ERMESEEM (T1ER : ;
(2 EURL) https://www.sotrovimab.com/
FREREE ~ AR AR AT
XEICHEITEREM [—
TEERDBE
2024/12/13 EUAXZ)
AFIERZERNBB LGS TEANFATSIAECLY, EVAICL LTV THES L URRASNI-£20Y FOF
HERAEET-Z & ERIF. 2024/11/22|2GSKHLIEFDAICEUADER Y 5H L &3R8, FDAIXEUAR$IZIRTE
-3 https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-
authorization-archived-information
Warning®—21= [ERDIEE | NEFh TS,
= = — ShEb . 7
BREER EMA REZIT=%hEE - R

CX...ENEAZDLEVZEE - 21R)

2022/7/25 XFETT

Name (BR5E4)

Active substance (F%4)

BEBHRELESES. EEDCOVID-

AEOTR =#FT B R Y HBVBEHT
== Xevudy sotrovimab %COVID-190a &

2021/12/17

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

Tl

BRZERAE - EIURIFR

ERZEFIE - EURDEHR

ERFEFIE - EURDEE

L L L
RDE ~ BFIRA
XBICHIHHREMH L
TERDBE
EEABEANEURIBLUBENYRY - 5L, BAORMPTHE L T ABHELS LT 1—Sa U RibE (8
= THL ERELTNG, HRIEAE0KgLEDI2ELE,

2022/5/61=, 7 =4 0O VBA2E#FADIn vitroREHEATEE > TLVDEDIEBI., BREKMERIITHELTWLS,
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BLES B % 4 - B & Hrs (@) ﬁ&g%%@
R3-13 SEEE I+ wHERRE| O
S45J1)#4H F+)L200 mg ELXRESEL
b =| FEfHE BRRER
2021/12/24 JAN (%4) INN RRBEZ(T-208E - R
ERF5EH
Molnupiravir molnupiravir SARS-CoV-2IZ & % B

2021/12/24

o vos ARBEZ(T=38E - DR
BHARR FDA (. ERKBOLEE - HR)
2026/2/20 Drug Name (BR3%4) Active Ingredients (FX%4) ABOTEA E . BEOCOVID-19(i#
EBADEHE 732V RINEL. thOFRBEINT

(FEER) BEENFATELL., BEM S
B LAGEVRIO MOLNUPIRAVIR s s

(EUA)

ARERIEIRURL -
REMS® %5 REMSTHAMRMPIZIZHEWREL EDES HCP# 1 K%

BRSEFPAE - EURIER

BRZEIE - EURDIER fRZEHIE - EUROBIE

18

mL Tl L
EBRMESEE M T1ER :
& https://www.fda.gov/media/155101/download
(2 EURL) p g
SR ~ B FTAR AT 3T
ZITBTRREMEER —
DBE
PNERTHREBUARSATEY . BATEERE~AOBREIER, RETHLHREFSATVAS, ERREZCLEHY - ABRLF—R(A5VRTOT S L~OSMEEEH
IZBFA &N 5 % EhFact sheetlTREN TN B,
2023/7/17 EUABDEIfEA L LT, HILRAEE, B, REREE. B8E. 777 5% 0—, METE. RESSURTABES. 48, T55E. %5, ERSEREX
BICRE GEECHERRERR) .
&%
2024/6/18 Fact SheetE #
BHOBALBEOBEANSDEC L3N AMERET 5L SEETILENHD (KHOBEFARLALCBROBEEN 4B . #E (LU AHK—L, =a—U—
FURF=REIUT) IZEVTHLBEOINAMORENER STV,
. RBER M - MR
= g
BR#EER EMA % ERKBO L B - HE)
2026/2/20 Name (BR5E4) Active substance (B434)
EROHE
(%2 H) —
UZITIITI9 . . .
(BRAFER) Lagevrio molnupiravir
2023/6/21
EEADBRBEORT

FRFEHURL

https://www.ema.europa.eu/documents/referral/lagevrio-also-known-molnupiravir-mk-4482-covid-19-article-53-procedure-conditions-use-conditions_en.pdf

BARDORMPIZ[EAZVRMPLOEELHESNI=Y R Y

ERLDYRI ~DFE

ARZEARIE - EURIER

ARZEAIE - EURDIER HRZEHIE - EUROBE

AR ~ SRR AT 3C
EITB T HREMIER
DEE

]

2021/10/25I=Rolling review# Bisa L. 2021/11/19IE X785 - FAFBITEL > T, EUNMBEEICRAROEREHE LT,
2023/2/23 AHFNZ & ZEERMEARRT 4 v FOBEN D, CHUPHARBEICOVWTEEMLZRBETRL., R224IChEAMN
BEALITETIBESTERBAL,

BEEBRICADE, BEEEFML TLVAY, 2023/6/21I12 KR
THESES)

FOMTIF 1oz, (BRAMEAICEL TISE M
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HLES R LR was | O [FHERl O
R3-15 SEERIT HHIRR
EJS v Y miEEE®R150 mg AP A D% 35 WAy NN
EREEE ECE REXR
2022/1/20 JAN (ZEA) INN ABEZIT=-28E - R
EmRzA RUBARRAEIS & B < BB 4 0D B
Clazosentan Sodium clazosentan MmESHE, RUCAITES REERD
2022/4/20 Pk A 4K 0D B
- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD# % REMSTHAMDRMPIZ [ LVRE EDES HCPA A K2

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

EFRAEEE M T 1EHR

(EAURL)
FREBEF ~ B AThR AT
XEICBIT T2
TEERDBE
"%
= gos ABEZITT-3EE - DR
REAEH EMA CX.. . ENEZEDE LR - HIR)
2026/2/20 Name (BR5E4&) Active substance (% %)
AKEDHE 5-methyl-pyridine-2-sulfonic acid{6-(2-hydroxy-
(ZEEH) ethoxy)-5-(2-methoxy-phenoxy)-2-[2-(1H-
N tetrazol-5-yl)-pyridin-4-yl]-pyrimidin-4-yl}-amide
Tl sodium salt
ABIEHRURL https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu303182

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

DI ~ R AT
XEIZBITARER
1R DB E

"%E

2003/12/12|=#—7 7 &%,

2023/9/25124 — 7 7 UAEER T I,
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BLES

=

)
i

& &

R

B RER
7z L

R3-17

E3[prS =

1) 7 X7 845 mg HF—J7EXYL Y T U

FERIT

B &R

St E

BREKE

2022/1/20

JAN (%4£) INN

RRERT-2he - HR

ER#5TH

2022/4/21

Gefapixant Citrate gefapixant

A DI MR R

RISHER

ARBEZITT-3hEE -
CX...EINAR DL LBRE -

MR
MR)

2026/2/20

Drug Name (BR5E4) Active Ingredients (F%34)

ABOHE
(&:ERH)

7L

ARIEIRURL

REMS D %5

REMSTHAMDRMPIZ[FH RS EDBES

HCPH A F%

BRZERAE - EIURIER

ARZEHE - EURDIER

BRZEFIE - EURDEE

EFRAEEE M T 1EHR
(ERAIURL)

DI ~ R A AT
XEIZEITHREN
THRDBE

"%

REAEAH

EMA

REXITI=3IEE -
CX...ENAR DL BEE -

BIES
MR)

2023/11/15% A ER T

Name (BR5E4) Active substance (F%4)

EEHOECE:
(&:EH)

2023/9/15

Lyfnua gefapixant

HAMF = FRETA DR IEBER

ARIERURL

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

Tl

BRZERAE - EIURIFR

BRZEHAE - EUROER

ERFEFIE - EURDEE

7L

L

L

DI ~ R AT
XEITBIT T2
1R DB E

"%E

2023/9/15 %&&B. RMPTEELRFESN=URIFHE L,
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HLES R LR was | O [FHERl O
R3-19 SEERIT HHIRR
$ 0% 54120 mg HAFTSRAEAFIL
EREEE ECE REXR
2022/3/28 JAN (ZEA) INN ABEZIT=-28E - R
EmRzA PEEORBUEARL 573 /9
Carotegrast Methyl carotegrast FILBERAIZL HEBETHRT 2%
2022/5/30 BEICRD)
- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD# % REMSTHAMDRMPIZ [ LVRE EDES HCPA A K2

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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BLES R E & K- gmn | O |[PIEER| O
R3-21 SEERIT HHIRR
o Rnks
*Mé xgzgigﬁ?fe“;g FLNTE DY BT RATILF UL
EREZE FRORIRT 9 it E RAKD
2022/3/28 JAN (ZEA) INN RBEZITI=3EE - R
EIRRERH L—THIRESDMOFIRETHER
: IL— T HI K3 I|RZFE T S
Tolvaptan Sodium Phosphate tolvaptan FARIOTRE (25 2 ik
2022/5/30
= gk AR EZITT=308E - R
L B4 (%... KB B B - BiE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD %% REMSTHADRMPIZ [ WRE FDBE HCPAH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

TL

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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HLES R LR was | O [FHERl O
R4-02 SeERIT IR
FILET R miEEHERAL35mg FYFLo
E RN &EE St E BR2RR
2022/6/20 JAN (¥4) INN RBEZITT=-58E - DR
ERNFETH . " 15,8
Darinaparsin darinaparsin E%X[i;’é/u'&o)sﬂﬁ'&ﬁﬂﬂﬂ@ )
2022/8/22
e AR ZIT=-208E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RADHE
(&2 H)
Tl
AFBIFIRURL
REMS®D %% REMSTHAMRMPIZ X R WNVRE EDES HCPHA K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L
(F—27V)

darinaparsin

ARIERURL

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E

2011/4/1151=A—7 7 U85,
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HLES R LR was | O [FHERl O
R4-03 SEERIT HHIRR
$ ) §40mg ESTRED
EREEE ECE REXR
2022/6/20 JAN (ZEA) INN ABEZIT=-28E - R
EW%%'E N fat e s 2 jE St gL et
N Progs - 3
leltesplb plmltesplb ;)i;\g.lﬂ:%@lffﬁ(- B 7en L T_/é”t B Fﬂﬁﬁﬁf
2022/8/30
- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD 3% REMSTHADRMPIZ [ WRE FDBE HCPAH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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KR

BLES R % & — & & RS O HL
R4-04 SEEE (T #HERR| O
IAS T REERY **&;Ezggfﬁigﬁgi*’”
ENEZA BT SpfHE REKR
2022/8/30 JAN (%4£) INN EBEZIT1-38E - HR
EmnzTE Tixagevimab (Genetical N N
Recombination). Cilgavimab (Genetical tixagevimab and cilgavimab ;_A*;;iCOV-ZLJZ SRRERUZOR
2022/8/31 Recombination) =
= s AR EZITT=308E - R
xRAER FDA CX...BNARDO L LIEE - 1R)
2026/2/20 Drug Name (BR5E4) Active Ingredients (F%34) SARS-CoV-2(SE LT 59, BEE & DBEDIEME
LEVTROFCH T DELEOBEA TN
EADHE 1) hEE~EEORETLITEY TS F U ONRLME
(&:RA) TIXAGEVIMAB CO-PACKAGED WITH [TtZ%w

2021/12/8 (EUA$EFT)
2024/12/13 (EUA%%h)

EVUSHELD

CILGAVIMAB

2) BERGEEABREQ:HFEBY DT I FURENT
EGL

ARIEIRURL -
REMSD %% REMSTHAMRMPIZIZHEWNERE EDOBRE HCP#H A K%
L L mL

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

Tl Tl L
EREEER TI1EH :
(2 EURL) https://www.evusheld.com/en/hcp
FREBEF ~ B AThR AT
XEISHITHREM |GL
TEERDBE
2024/12/13 EUAXZh
FEERZMUMABE LG o120, FERVThOMETEERMNFAENT, Ffl EVAIZRL ETVTHREBS L UR
RNENz20y FOBUMHRMNBEET-Z £ EZ(F. 2024/11/21IZAstraZenecattIZFDAICEUADER Y 34 L K&, FDA
=B [FEUAKRZIERTE, https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization-archived-information
EXRERICIE [SARS-CoV-2Ic £ BBk DBELMAEENSA. EUADRRIE TREATFI Do
50 A = (4 F-HhEE . 2
sREER EMA REZTT=-28E - R

CX...ENEAZDLEVZEE - 21R)

2022/12/3 %FERT

Name (BR5E4)

Active substance (F%4)

COVID-19D IR FERIF [

BN E BRBABLIZVELETEELDY
(%zRH) E tixagevimab 29 B EBEIZE 5 COVID-190
vusheld . . ?
cilgavimab BB
2022/3/25
AFRIEERURL https://www.ema.europa.eu/en/medicines/human/EPAR/evusheld

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

2

BRZERAE - EIURIFR

ERZEFIE - EURDEHR

ERFEFIE - EURDEE

L ' Bl
R ~BIFISE( |1
nggggg?ﬁ CAROESAE, B BME A, ZOREETOT 7 A LEFHEORRTE DN L0 E R
BELBEINURSE (HL] . BAORMPTEFBNS [7F 74 55— SO ERMBEE] (CONTIL. Bk
= HRICHBVWTEELEEEZARESATLVENI EEZ2H 5T, T2 LOBSFTEICFHEHLVEEEBMICHIBHEIAT

W3,
2022/9/16 ;A I<BE T %S & W5,
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HLES R LR was | O [FHERl O
R4-05 SEERIF HHIRR
F/VSETFE3IOMgL oD FVS)XTT (EinFHEEZ)
ER&ZA SEfHE RERR
2022/9/26 JAN (ZEA) INN ABEZIT=-28E - R
Em55xE _ _
Ozoraizumab (Gei ?g“ca' ozoralizumab BEARCHRER+ALEHY 97T
2022/12/1
- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD# % REMSTHAMDRMPIZ [ LVRE EDES HCPA A K2

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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ELES W% & - # 4 gmn | O |PHEE|l O
R4-06 SEER I+ F5HI AR
AR E O = iEFRE450 mg ARY YT GEEFHEBEZ)
b =] FltE RAXR
2022/9/26 JAN (%4&) INN RRBREZIT-508E - DR
ENF5EA
Spesolimab (Genetical Recombination) spesolimab IREMEEICH TS REKROBE
2022/11/16
o ke ABEZITI-208E - R
&EAER FDA CX.. . EREAZBOLE LR - 1R)
2022/11/24 XRESET Drug Name (BR5E4) Active Ingredients (9 4)
FOER 108 —04F2-36 REKEHE
%E%af T, BAILE T3 ARMRAELEED
2 SPEVIGO SPESOLIMAB-SBZO S
2022/9/1
ABEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7612440rig1s000TOC.cfm
REMS®D 3% REMSTHAMORMPIZ[EZ VRS EDBES HCP#H 1 K%
L L %L

ARSEHPAE - EURIEER

BRFEHIE - EIRDER

BREAIE - BURDEEE

7L

7L

L

BB AL = [ T
(% AIURL)

https://pro.boehringer-ingelheim.com/us/products/spevigo/

R ~ R
XEICBITEREH
TBHRDBE
REFEOEENEESIND-O. EFHERBRBEADOHRS(TEHRE K) FLEER (B) LshThY. BEES
"% .
FviEhd,
o gn EBEZITI=3hEE - SR
&EAER EMA CX.. . EIREZBOLELGEE - 1R)
2026/2/20 Name (HR554) Active substance (F%4) (DEFIFEE LT, 128U EORREE
= = FHE R (GPP) ORMERDAR
(%QQE) (450mg/N A 7 L) B&U
. ) X212 L DR FER RAE M E
202211219 Spevigo spesolimab (GPP) DAMERDFH (150mgFL
(G 7R TANESYTY)
AEBEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/spevigo

BARDRMPIZ[FHZUVRMPEDEEZLRFE SN RS

ERDY R ~DEK

L

L

BRZEAE - EURIEHR

BRZEFIE - EURDEH

BRZEFIE - EURDBE

Tl AL L
REE SBAIRA |o02a/0r5 : BRIEA (R21ETOT 7 A NITEBEHL)
E%iﬁw&% 2025/6/16 : FERBHERBRE L UTREABTICESSHEETHORMER & L TEBUEHEM
202211291 NIZ B 1T D TRAISEH T HFEEEES DARE] & L TEMAICEHERRB S ni=#. 2024/9/251= TH&FR
2120 - HR) OWOBYBEALK S, FHEIENBME N,
BE RMPOEELFESNF) R V1T 4L ., BAIZ TEELEBLEE)

2025/6/16 : £ HMHBHRISARMP TERQBEMI RV ] b TEEGHESAEZYRI I ~BHE

TEELBBIE] ZEFTWLS,
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BLES R E & K- gmn | O |[PIEER| O
R4-08 SEERIT HHIRR
I**lill’57§15o%“:n9 ISUARRE Y b RSB
ER&ZE = 9 it E REKR
2022/9/26 JAN (ZEA) INN RBEZITI=3EE - R
EmssEa o e
Valemetostat Tosilate valemetostat ?iéli%ﬁmﬁ@ﬁk){rﬁﬂﬂ Bl )
2022/12/20
= gk AR EZITT=308E - R
BRmEH FDA (%... KB B B - BiE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSMD#t % REMSTHADRMPIZ [ WRE FDBE HCPAH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L
(F—27V)

valemetostat tosilate

RIEMETHEIRR ) >/ 88

ARIERURL

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E

2022212414 —7 7 U8 %E.
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HLES R LR was | O [FHERl O
R4-09 SEBR 1T H5 I A& ER
Y a—/\§E125mg IV RLILELTTILEEE
ERN&EZEA FHftE RERR
(R2%F) R6.3.5 (i JAN (¥4) INN RBEZITT=-58E - DR
ERNH5TH
Ensitrelvir Fumaric Acid ensitrelvir SARS-CoV-21Z & % B 4E
2022/11/23
e EBEZIT-%08E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
EBOHE
(%:RH)
L
AFBIFIRURL
REMSMD* % REMSTHAMRMPIZ X R WNVRE EDES HCPHA K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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BLES R E & K- gmn | O |[PIEER| O
R4-10 %8B 1+ HBIRER
7 B/ F27.5mg Co oss
= e FrRoL
EnEEA ®/3vF55mg SpLftE RAKE
2022/12/23 JAN (ZEA) INN RBEZITI=3EE - R
ERNFTH \ =3 — 1 =
Donepezil donepezil ;;;Egé;%%“ﬂﬁk BIF 53
2023/4/14
= gk AR EZITT=308E - R
BRmEH FDA (%... KB B B - BiE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
7L
ARIEIRURL
REMSO® % REMSTHAMDRMPIZ X LVRE F OB HCPAH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

EKRER T
k. ERRBOL L - HE)

EE - BR

2026/2/20

Name (BR5E4) Active substance (F%4)

ABOHE
(&:EH)

L

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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BLES R x4 - 8 % gmn | O |[PIEER| O
S BECSEOBHAR, UIFUT rEUq L, | Rl il
ek R ERSE ) s |BEEFEUA R, RBEKYAYA LRI~
. BV TKEREEL VY Vs |, oo LrEbRs ) 8- )
EREZER CRM1974 &1k FHtE RRER
2023/3/27 JAN (¥4#) INN RBEZITI-208E - HR
ERRTH HREE. U7FUT. REA. Ak
REBRRUA VIV UFELEIZK
2023/6/21 LRRED T
= gk AR EZITT=308E - R
BRmEH 2L (% ERARDO LB - HE)
2026/1/30 Drug Name (BR354) Active Ingredients (F%34)
KRORR
(F&ZEH)
7L
ARIEIRURL
REMSO %% REMSTHAMRMPIZ[E4 VR4 E DB HCP#H A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/3

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

Tl

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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HLES R LR wms | O AR o
R5-02 SEBR 1T H5 I A& ER
A4 FOFEHE DILVASY
ERN&ZRE FHftE RERR
2023/8/2 JAN (¥4) INN RBEZITT=-58E - DR
ERH5EH
Ufrenmeran ufrenmeran SARS-CoV-2(Z & % B fE D T
2023/12/1
- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
AKBDHE
(F&ZEH)
Tl
AFBIFIRURL
REMSMD* % REMSTHAMDRMPIZ [T VRS EDBE HCPH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

Tl

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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ELES W% & - & & gn | O |BAFE| O
R5-04 A€ EEOBERE S BRIT BRI R
SIFUTRERYAER
DA by KRR TSR WA FEVA K
ERNEZEE TEALAR Y A5 4 LR 1~3E(Sabintk) = EEVE
BISA X VA FEEA VLI UTHLESE
2023/9/26 JAN (ZEA) INN ABEZIT=-28E - R
EmRzA HEEE, U7FU7. BERA. Ak
REBRRUA VIV UFELEIZK
2024/3/14 BHREEED T
e EBEZIT-%08E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/1/30 Drug Name (BR354) Active Ingredients (F%34)
AROHE
(%:RH)
L
ARIEIRURL
REMS D *% REMSTHAMDRMPIZ[EHEWRE EDES HCPH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

EKRER T
k. ERRBOL L - HE)

EE - BR

2026/2/3

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

Tl

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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ELES W% & - & & gas | O |BMERI o
R5-05 DRIBEMTANA [ mEnens il worRe
EREZRE @ REBEAEETEN ALEFLRZS— 777 GREFERR) prptE REKE
2023/9/27 JAN (%) INN RRBERITI=208E - R
EREER Pertuzumab (Genetical
s Recombination). Trastuzumab HER2IGMHDELE. NALERERIC
(Genetical Recombination). pertu\fgma;,utrzisit:az:?;?é and H#E LI-HER2IGHE DA B VIBR T REL
2023/11/22 Vorhyaluronidase Alfa (Genetical 4 H#IT - BROEE - ERE
Recombination)
o ne KBEZITI=5EE - R
BHHER FDA .. EREROLVIEE - HE)
2026/2/20 Drug Name (BR5E4) Active Ingredients (K% 4) . "
TEDARD = DHER2NeUZ BREH
HEOHE RVYRRTERSAYZXI T, BLUT
(%EER) YRV E—ETHIETILO=SE—

2020/6/29 (—&R%hAE

PHESGO

HYALURONIDASE-ZZXF

PERTUZUMAB, TRASTUZUMAB, AND

EDEEH

LEk s DGR ()EMAEICHT 55

LABRL DAL O—EE LT, HER2MG

. BRTETIE. KEME. FLERYAE
(BEZ2cmBlEFE =&Y v/ EiEBEH)

DEEICHT 24T 2/0 ME. (2)

BHRURIDEVHERIGHEHIESRSE

DH) DRI EE

Fes2 %)L DA : i HER2 A FE =
FEBHRBICRT DILPREER(T-C
EDRWEEIZH T D HER2 [t Eais 43l
=

A EBIEERURL https://iwww.accessdata.fda.gov/drugsatfda_docs/nda/2020/7611700rig1s000TOC.cfm

REMSDRE REMSTHAMRMPIZ[ZHLVRE EDBES HCPA A K%

L L L

BRSEALE - EURIER

BRZEHIE - EURDER

BRZEHIE - EROBE

L mL L
EFEEEEM T1ER .
(S 2RAURL) https://www.phesgo.com/
BB ~ RS
XEICE T ReM |[HL
1ERDBE
&% KRETORRBIFEDSADH, BRTIEEILAITNA TR - BN A LB,
= o ARBEZT-208E - R
BHAEA EMA 0% ERKROLLBEE - HE)
2026/2/20 Name (BR5E4) Active substance (F434)
= BHELE -
BOH R -ERYRY DOEVHERB D BT T
(&2 H) L, RAEMIE. RHILEOISHRLULD
BEICHTERAT S\ MRE
-BEREJYRIOEVISH U LEDHER2B R
HEBBE I T HMEBEEZ
Phesgo pertuzumab EBMIANA
2020/12/21 9 trastuzumab ERMEREBICH L THHER2EE =131k

(—EBZhBEDH)

FREEZT-LDEL, 1 8FULED
HER2[5 1 DR F 1< (X BB HVIBRT
BEANADBEICEITS. FEa2FELE
DB FARRE

AFBIEIRURL

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

BADRMPIZIFRLRMPEDEZAFES NI R Y

ERDYRT ~DHE

BRZeHAE - ERER

ARSEFAE - EYRDIEER

BRSEFLE - EURDOBE

L L Bl
BB ~ RIS
XEICBET2RetM |[HL
1ERDBKE

2024/071251< BEIEES EFnf-, B, Commission
Decision# 5,
KE & RER. BEIGIEESADH,

e FELGRESNEYRYELT MEEEERE  (Administration-related reactions) | A% %A%, BADRMPTIE

lnfusion reaction] &RETENTLVS,
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ELES R % & - & & gn | O |BAFE| O
R5-06 SeBRIT IR
T+ EAILEES mg fih3FRE TN/ VIEEIE
E RN &EE FHtE BREEE
2023/9/28 JAN (%4£) INN EBEZIT1-38E - HR
ERFETEH BRROEBEBRREECS TS
: = REBICH =
Tenapanor Hydrochloride tenapanor o g O%kE
2024/2/20
I RBERZITT=-5EE - DR
xRAER FDA CX...BNARDO L LIEE - 1R)
2024/7/18%HEET Drug Name (BR5E4) Active Ingredients (F%34)
FEHERFTOIRAOBERIERICH T, | UEIERE
EKADHE BROHRNT+AEBE, () VRERARDORS
(gﬁﬁa ) IS Z ShEMEEDEBMEEZE L TOMmME Y OETIS
XPHOZAH TENAPANOR HYDROCHLORIDE ALBNREF U LKRIRAEEHL,
2023/10/17
AFBIFIRURL
REMSD %% REMSTHAMRMPIZIZHEWNERE EDOBRE HCP#H A K%
el L mL

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

7L

L

L

EFRAEEE M T 1EHR
(ERAIURL)

https://xphozah-hcp.com/

DI ~ R A AT
XEIZEITHREN
THRDBE

7L

"%

2021 7RI THHRADS KT ELT—BAT SN, ZTOREBMT—22EHTERBLITL. SEKXRL

otz

REEFERTEEOR—JITRER.

REAEAH

EMA

REXITI=3IEE -
CX...ENAR DL BEE -

BIES
MR)

2026/2/20

Name (BR5E4)

Active substance (F%4)

EEHOECE:
(&:EH)

Tl

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

BRZERAE - EIURIFR

BRZEHAE - EUROER

ERFEFIE - EURDEE

DI ~ R AT
XEITBIT T2
1R DB E

"%E
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ELES mOE A - #® & gms | O |BMEEl o
R5-08 SeER(F FHBIREE
IFXVURTEAmMg fhliRE I7a9)4< 7 (GEEFHERR)
ER&EZAR St E BREKR
2023/9/30 JAN (%4&) INN RRBREZIT-508E - DR
EMRF5EA BREXLHAEOXMREBMER Y >/ E (UF
. . L . AR E B ) v/ B, BEMEEBMRY S
Epcoritamab (Genetical Recombination) epcoritamab /Wi&(ﬁﬁ%‘f&ﬁﬁﬁ%ﬁ?ﬁlﬁ\ﬂﬁmﬂﬁﬂ') < IE) . <
2023/11/22 BREXITHEAEDERRE) L/ E
= o= ABEZITT=-308E - R
=RFAEH FDA C%...EREZED L LEE - $1R)
NEF AR B = A . N
2024/5/1 8B T Drug Name (#R5E4) Active Ingredients (RL5}4%) BREEEEAOUEAEAMREBERY o8 O
= ISBEE N, EBMEY DAL LA E
%gf’%g;ﬂ B8) BEUBEBLEBER) /BT, 251 VLD
Gt _ LHFERDORABEDARIZAL 5N HCD20RUCD3
EPKINLY EPCORITAMAB-BYSP s
2023/5/19
ABEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/7613240rig1s000TOC.cfm
REMS®Dxt % REMSTHAMRMPIZ[EELVRE EDBEE HCPH A K
L L %L

FRZEHAE - EURIEER

BR5EHIE - EURDIEH ERFEFIE - EURDEE

7L

7L L

BB AL = [ T
(% AIURL)

https://www.epkinly.com/

A GBI ~ RFThR AT
XEIZHBITEREME [HFL
TEIRDBE
"% L
o e RREZ - - WE
BiHAER EMA % EREBOE A - HE)
2026/2/20 Name (BR5E4) Active substance (Fi%4) (HEFIFEE LT, 2514 VU EOLEHE
= EROBRELFEARORAVEAMEX
?E%?g%giﬂt MEaZBMRL ) /D AR,
it ) . QBEFIFEE LT, 251V ULEDE R
20039122 Tepkinly epcoritamab S OB 1= AR PO R AR | >
SHRER NEDBE.
ARIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/tepkinly

BADRMPIZIFHLVRMPEDEZEAREShIzYRY

ERDY R ~DEK

P

FRETAAE - EURIEHR

ARSEHIE - EURDEHR ARFEFIE - BEURDBEE

L Tl L
KB~ BHARAA | L . .
XECHITRREM | (2024/8/16 HFHi-IBREIBMES NN, TOREETO I 7/ LIV FAERMBEEBMER ) /R EDARELER
BHRDBTE )
B VREORS LY A VIiE, BAM0.16mg—0.8mg—48mg—48mgD2EEBETH B D I<xt L. EUIX0.16mg—
0.8mg—3mg—48mgDIEFEERAL TS5, AEBRTHLI YA b hA UMHEZRECRS)DEEELS LUV ZTDEEE
M, 2EBELY L 3EBTHECEVERENEONBRABROERLY., #E5ERTVa—ILEREELT,
e S[ERENEEMBITEEL THET IAEEBEZETHEETIE, BB I LTITL Dmasseffectick Y. EHHER
BEELDIVRINEEDLAREMENH D, EUTITHICEELMBEHZNEMLICETIEBREILTIFE=2 YT - ffilich

BZRELSMPCICEEE SN TEY . BERABEREMTTHLEERESIATVS, BATREZ I L7 IEZOMOEIER
#&,
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ALES R x4 - & & was | O |[FHER
R5-09 SEER (T H5 I A& ER
R A NFER HRAS Y
ERN&EZEA FHftE RERR
2023/11/28 JAN (¥4) INN RBEZITT=-58E - DR
ERNFETH
Zapomeran zapomeran SARS-CoV-2IZ & 2 ELEED T
- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
AKBDHE
(&2 H)
Tl
AFBIFIRURL
REMS®D %% REMSTHAMRMPIZ X R WNVRE EDES HCPHA K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2025/5/30% BT T

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

2025/2/12

Kostaive

Zapomeran

187% M £ DSARS-CoV-2(< & % COVID-
19% FHT % 1= DIRIBI L TF i HETE

ARIERURL

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

L L mL
DI ~ R AT
XEIZBTHREM |FL
1R DB E
FRMRMPDERGEER ) RV (2, MgEEA R bAH D, BRARTIE, MEERBREHSIEELCHESEALEE
Bz BHER SN, BRARERBR2BALUNICHE SN 12H0MEERERDS 5. 64 HRET, 6HNHERE (T35

TR T, ChAdOX-1ST1H) THEShT=, WERED2H, FREOIHIVAREREICEET 5 LFHEE =,
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ELES W% & - & & wms | O |BAFR| O
R5-12 SEERIF HHIRR
?§?§§§§$g EXF T BRI
ER&EE ‘ 9 it E RARR
2024/3/26 JAN (ZEA) INN ABEZIT=-28E - R
ERH5EH
Zinc Histidine Hydrate & R R M AE
- AR EZITT=308E - R
BHFEEH FDA % ERABDE LBEE - R
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD# % REMSTHAMDRMPIZ [ LVRE EDES HCPA A K2

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

EKRER T
k. ERRBOL L - HE)

EE - BR

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

Tl

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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HLES R LR was | O [FHERl O
R5-14 SERRIF IR
7t/ NILEREES00 mg T/ AU
EREZEH St E RERR
R6.3.26 JAN (%) INN RBEZ T8 - R
ENFExE e = vt foe Fl = - ) € -
Aceneuramic acid aceneuramic acid ﬁzzgﬂﬁgigzgﬁgﬁv\;_k
i FDA o BRREOGBEE - )
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
SO F:
(K& H)
7L
AGRIEHRURL
REMSD &R REMSTHAMRMPIZ[F 7 NERE EDBE HCPH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

Tl

sialic acid (also known as aceneuramic
acid)

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

DI ~ R AT
XEIZBITARER
1R DB E

"%E

2015/10/16 #—7 7 URE
2018/6 A —7 7 VIEEWMTIF
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BLES x4 - & % gmn | O |[PIEER| O
R5-15 S8R 1+ HHIRR
YL <) VIR AR250 pg YILTSERAF L GEGFHEEZ)
EHR&ZEE YIS RAKR
R6.3.26 JAN (%4£) INN RBEZIT-308E - R
EnsHE o . ‘
A sargramostim B BB TINE G
i FDA Ok BB L - 39
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RAEBDHE
(% H)
Tl
AGBEHRURL
REMSD3 % REMSTHAMDRMPIZEHWERL DB HCPH 4 K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

L
(F—27V)

sargramostim

ARIERURL

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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BLES R & % — % £ S 'e) 552:%5@ e)
R6-1 SEER I+ 4545 A B
TA43T—01)—L1% AE+FO7
ERNEER EHE RERR
2024/6/24 JAN (Z#4) INN ERBEZITI=3h8E - R
EANHFER
Tapinarof tapinarof 7 rE—MRER. SEEEE
o g RABEZIT=308E - R
=RFEH FDA C%...ERRZBOEEEE - IR)
2025/2/TKAAERT Drug Name (8R5E4) Active Ingredients (RL534) TRIZHE T ZRFARDI-HDHE B
ARDER BACKRBEN (AR) fEBIE
(&EO) DBRAIZE T2 HEMEERE
- N N ~ =N N
(1) 2022/5/23 VTAMA TAPINAROF (;)Ezé\fégéiuiwllmkbwé
(2) 2024/12/12 %

AR EHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/2152720rig1s000TOC.cfm
REMSD 3t % REMSTHAMDRMPIZ[FHENEE EDBES HCPH A K&
L L “L
BR5EA AL - ERIEER BR5EHIE - BURDEH BRSEAIE - BURDEIE
B sl B
EEESERITIER .
(2 EURL) https://vtamahcp.com/
RBE~RFARAS [EMNER ) i )
XEITHITEREM [<2024/12/12> FISITERITHEV2EUEERR E L7 FE—EEEXOBRKRABERNEMESNz, BRTEIHREDK
BROBE WEIEA L LTERERE (12%) TRERKE (5%) HE (2%) BEEEE (2%) HEE 2%) 588,
e 2024/12/12 FEIEHEK
" c 7 FE—HEBRICEVT. BASLZEULEICH LT, RETE 2 UL K YHERS.
o ks ARBEZITI-508E - SR
LT EMA Gk EREBOL LM - BE)
2026/2/20 Name (BR3554) Active substance (%% )
RRDHE
(F&EH)
L
AFRIFHRURL
BADRMPIZ[ZZEWVLRMPLEDEELFE SRS KDY R ~DRE
HRE AL - EIRIEER BR5EH UL - BURDIEH BREAIE - BURDEEE

FRER I ~ B R AR
XEICBITHREMN
1EHRDBE

&%E
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HLES W OE A LR was | O [FHERl O
R6-2 TOA4OVEILYIRE YT SEER (T HHIAR
#3008 1M1 429> 4377
ENREE [& o \// JRABYF (ELTFABA) S E B &R
HRETO0E AL
2024/6/24 JAN (%4£) INN EBEZIT1-38E - HR
ERNH5TH
Insulin Icodec (Genetical Recombination) insulin icodec A DR VEEDERG & 1B HERR
o ks RBEZIT-308E - R
RRAER FDA %...ERRZBDOREVIEE - $1R)
2026/2/20 Drug Name (BR5E4) Active Ingredients (F%34)
AROHE
(%:RH)
L
AFBIFIRURL
REMSD X% REMSTHAODRMPIZ(ZH W R2 E DS HCP#H A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

DI ~ R A AT
XEICBIT T2
THRDBE

"%

REAEAH

EMA

REX(T=38E - R
CX...ENEAZDLEVZEE - 21R)

2024/8/1XFREFTT

Name (BR5E4)

Active substance (F%4)

EEHOECE:
(&:EH)

2024/5/17

Awiqli

insulin icodec

BANIZETS T RBERFES & O IEE
FRIBDiEF

ARIERURL

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

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

Tl

BRZERAE - EIURIFR

ERZEFIE - EURDEHR

ERFEFIE - EURDEE

7L

L

L

DI ~ R AT
XEITBIT T2
1R DB E

"%E
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BELES R % 4 — B £ HHS 'e) ﬁg%i’g o)
R6-3 SEER (T &R
aJd—XHE #fZ 30591 I)LR (SARS-CoV-2)
ENEER R D 1= AERRAR RpEE RAKE
2024/6/24 JAN (ZEA) INN RBEZITI=3EE - R
ERH5EH
SARS-CoV-2IZ & 2 ELEED T
= gk AR EZITT=308E - R
BRAEHE 2L (% ERARDO LB - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
AKBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD 3% REMSTHAMRMPIZ[FH LVRE EDES HCP#H A R

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

Tl

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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BLES

R % - & &

t

gmn | O |[PIEER| O

R6-4

E3[prS =

NA 4 —%4 8§50 mg JwavF=JKuY

FERIT B &R

EhfE BREKE

2024/6/24

JAN (%4£) INN

RRERT-2he - HR

ER#5TH

Gumarontinib Hydrate gumarontinib

METEEFIIVYVURFYEVTE
EBEOUIBRTREALET - BEOIEN
HERa R

RISHER

ARBEZITI-8E - HR
CX...ERNAZRDEVZEE - 21R)

2026/2/20

Drug Name (BR354) Active Ingredients (FR%4)

ABOHE
(&:ERH)

7L

ARIEIRURL

REMSD*&.

REMSTHAMDRMPIZ[FH RS EDBES

HCP# A %

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4) Active substance (F%4)

ABOHE
(&:EH)

Tl

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

DI ~ R AT
XEIZBITARER
1R DB E

"%E
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ELES W% & - & & wms | O |BAFR| O
R6-5 SERRIF AR
7Y U5 RTEFEK350 mg Fr&< J(GEETHERR)
ERN&EZEA St E REER
2024/9/24 JAN (%4£) INN EBEZIT1-38E - HR
EIRRERH FILYinA RICk DBRERMEE
. o LY iINA T —JRIC FERAES
Donanemab (Genetical Recombination) donanemab R U EE (D SRR O £ AT
- EBEZIT-%08E - R
xRAER FDA CX...ERNEZEDLELIEE - HIR)
2024/10/15%AEZ T Drug Name (BR5E4) Active Ingredients (F%34)
EADSE T IAA FRRART. TILYNA
= —_— oy
(RiEH) KISUNLA DONANEMAB-AZBT Y—ROBER.
2024/7/2
ARIEIRURL https:/iwww.accessdata.fda.gov/drugsatfda_docs/nda/2024/7612480rig1s000TOC.cfm
REMSD X% REMSTHAMDRMPIZ[FH RS EDBES HCP#H A K%
L L L

BRZERAE - EIURIER

BRZEIE - EURDEHR BRZEFIE - EURDEE

7L

7L L

ERMESEM T1ER
(% EIURL)

https://kisunla.lilly.com/hcp

R~ IR
XEIZBITHRREM |BFL
BHRDBE
704 FEEERZREE (ARIA) . BATHLRAXEDEERE LURMPOEZEARES MY RV ICEE SN TL
oo %, APOEE4AREHEBKRIZARIAD Y RV EFE LTRHENT VDS, BATIEAERMBAIOERFREICE L THEIBH
" BHRILTOAEL, —A. XKEDORNXEEERICIIAPOEBEFREEZEMT IRELEHIATWD, BH. BX
HICAPOERED-HDHNZHEERITEBINTELT . BEMBLMTLTOLEVERTH S,
e REZ(T=MEE - R
xAER EMA ... EREBDOZVIEE - $HR)
S = ) X 7S04 FREARE SR 7 RUK |
2025/11/13%ABFT Name (BR5E4) Active substance (F%4) 585 BEeh (Apok e4) ~FOES
REBDH ARERLRB/ X v ) 7T, BRERMICE
(&FEH) : HrEnf=7ILYNAI—RKIZCKDIBRE
—— Ksunia donanemad BABES L URERNE (FHER
BFZILINAI—FEDORAEEDAE
AEREIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/kisunla

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERD) R ~DHE

L L
BR5EAIE - EIURTEER ERZEFIE - EURDEHR ERFEFIE - EURDEE
7L L L
DI ~ R AT
XEICHBITHREM |GL
1R DB E
- BRINTIE. BASAATICApOE e4 BIEFRDHIEE WAL LT, BIGIXAPOE ed4N T OEEREIZT/ X v U FIZREL
TW3., —AT. BRITEGFERICOVWTORETLEH G L,
"5 CERONIE. PUBBISUACEME. BERE. MRITERZELRERICHEL TLSA, BATIHIEREDH,

- BN TIEARFERIOMN AR E, 2, 3. 4, TEIHOEEHICMRIRFv V& EE, BATIEABRABATLEUR.
2. 4, TEIBHTICER (E B (XEMM¥IE TEER) . LEeNA &,

59



HLES R LR was | O [FHERl O
R6-6 SERRIF IR
A2 274 835 mg ARG SF=Tany g
EREZEH FHtE RRER
2024/9/24 JAN (%#£) INN RBEZITI-308E - R
ENFExE 2 AL s 1 | — B EE =h A
Tasurgratinib Succinate tasurgratinib Eéggﬁgﬁg; %JL[,:Q:EI;(;E]REZ%&:.
i FDA o BRREOGBEE - )
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
SO F:
(K& H)
7L
AGRIEHRURL
REMSD &R REMSTHAMRMPIZ[F 7 NERE EDBE HCPH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

Tl

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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HLES R LR was | O [FHERl O
R6-7 SEERIT HHIRR
EREEE it EEfHE RAKR
2024/9/24 JAN (ZEA) INN ABEZIT=-28E - R
ERH5EH
BLARUVELADTH
- AR EZITT=308E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
RBDHE
(F&ZEH)
Tl
ARIEIRURL
REMSD# % REMSTHAMDRMPIZ [ LVRE EDES HCPAH A K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

ERMESEM T1ER
(% EIURL)

FRGREF ~ RAR AT
XEIZEITHREN
RHROBE

#E

RIEHER

EMA

RBERTI-MEE - R
CX...ENEAZDLEVZEE - 21R)

2026/2/20

Name (BR5E4)

Active substance (F%4)

ABOHE
(&:EH)

Tl

ARIERURL

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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B EEE

BLES R 5% & - & & RS @] L O
R6-9 SeBR I+ FHBIREE
7Y wHRSE IXRT FD—)L?KT/D%/FEIZE L/
ER&EZAR St E BREKR
2024/9/24 JAN (%#£) INN ARBLERIT-308E - DR
ENF5EA
Estetrol Hydrate. Drospirenone estetrol and drospirenone R R
= o= ABEZITT=-308E - R
=RFAEH FDA C%...EREZED L LEE - $1R)
2026/2/20 Drug Name (BR3554) Active Ingredients (9 4)
RROBR XIXRThAO—)L- FOREL/ VER
(%'%’EI) BHFIT, £IEAREG XN EIRE T
= NEXTSTELLIS DROSPIRENONE; ESTETROL 4 21 DR 0BT,
2021/4/15
GEIGAEELY)
A EREHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/2141540rig1s000TOC.cfm
REMS®D %% REMSTHAMRMPIZ[F# LV RE EDES HCPH A K%
L L “L

BRFEAAE - EARIEHR

HRZEFPIE - EURDEHR HRZEFIE - EURDBE

B sl B
EEESERITIER . .
(2 EURL) https://nextstellishcp.com/
RBE~RFARAS [ENER . ‘ ‘ o ‘
XECHITRREM [<2022/429> HREFRAECLVIENADRE) RINHLA E LS OB XENRET S Iz, READSAICEEL
TEERDBE TWa, FLEBEICANAVICBELEZ LD HILEADEREERICIEE. WamningsIZENANEBME vz,
MBEGIEN R D, AFITPMDATIEIAREHMEDAEREL LTRRBIN TS,
BARTIE3BSHMULTIAISAU LERET ZBEF(IHREEZITHIN. KETEAKICEDLSTIBRULOREE~AD
BEEESTHD.

% KEQFMXEE (BEESBSE VIS o) B&U THH OREY R CONTEEREDREH S S5, B
AOFAXEORMERAEBICIFEH T L, F=. BEAL L TAARPMEENBESNA TS, KETITEREDX
HABIETAHLIICEEBHINATILS,

e ARBEZITI=3hEE - R
LT EMA Gk EREBOL LM - BE)
2026/2/20 Name (BR554) Active substance (%4 )
RBDHE T 3k

(FZEH) Lvdisi estetrol monohydrate HAEDRIER

ydisilka )
2021/5/19 drospirenone
GERGAEELY)
A RIEFRURL https://www.ema.europa.eu/en/medicines/human/EPAR/lydisilka

BADRMPIZIZAZLRMPLOEEREFE SN RS

ERDRY~DHE

FRETAAE - EURIEHR

ARSEFIE - EURDEHR ARFEFIE - BEURDBEE

TL

Tl L

TR ~ BR R AR
XEICBITHREMN
1EHRDBE

BMEE :
2025/2/26 HEBREMRICEDKIHERETEE. BHERBTES. NRERICET2RE&HBEROEBMN (REtETO
T7AIICEREAL)

&%

XEISENRL S, AFIEAATIELABRRHAE. EUTIEROBIEL LTREINA TS,

BADORMPTIE Tl#E | . EUTIE TEARMASERE (VTE) | TSIRMRERE (ATE) | AENFLEELETES
N RPELTEESNTLNS, BAORMPOHR THMRENVIED Y X T IZDUM S EDRRBITH B M. ATEIZD
TIFFEHRE L, BRRARCIIATEBSRIIBR S WA A%, OB OBIETLHIRMED Y RV HAERESh TS
ZEDD, AFICK DABRPICATERRIRET AR EZFTECE RV E LT, EUTIHERMPIZERE S vf=,
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BLEES R & A& — fr £ HHS 0] :ﬁg%;ﬂ 0
R6-11 SEER(F IR
*—4240HhTEIL40mg LRbLOYF=T
ERNEZ B St E RERD
2024/9/24 JAN (&%) INN RBEZIT-8E - DR
ERF5E B I -~
Repotrectinib repotrectinib ROSl";__I':_' J;‘;?)B;ﬁ%;ﬂaﬂgﬁﬁﬁb =
e RRBEZIT=308E - DR
=RAER FDA C%...BINEZBOLZTEE - IR)
2024/11/1%HAEET Drug Name (BR7E4) Active Ingredients (F%4)
= = *F—EBEEAFIT. BAICETEBER
%;ggr AT = FEBEDROSLE IR
B AUGTYRO REPOTRECTINIB MR (NSCLC) DAR.
2023/11/15
A BIEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2182130rig1s000TOC.cfm
REMS®D 3t & REMSTHAMDRMPIZIFHE RS EDFES HCPH A K%
%L s L
HRSEARAE - [EURIEHR BRSEALE - EURDEH BRSEALE - EURDRE
L Tl Tl

ERREEERITHFR

https://www.augtyrohcp.com/

({2 BIURL)
AR~ AR AT
XEICB T ReM |BL
TBIRDBE
AFTLUTOEKRISBEIERZEISE I AEMENH D L L CFDARMN X ETIEREXERAEZZREH L TS,
- FFEtE - HAE - SREERME -
o Tz, AHFEFHHED YR I BRBHENTIVS, FDATIEEATOREXEICMA T, REFBIOIFEF T v 5.
" FIROAREED H D EMED/A— b F—%2FOEUBEICH L., FFICEDEEDE L URKRIES5%R4D AREITHE L8
BETILSIMETALSRBH LTS, BEWITHLTE, FAFICKDBBETE L URKIZS5HI0BMIEIZE ZHIE
THLOIBETHLEESINATLS,
o e RBDEZ T8 - R
BRAER EMA (% EREROEUIEE - 218
2026/2/20 Name (fR3E4) Active substance (Fi%#) (1188 B4 £ DROSIEBHE i 17 3£/ NEBIBHE
< (NSCLC) Daf
RBOHM %(2)128 5L E ONTRKIBEH OB AREA 55 .
(xER) FH ENTRKIBEAIQBABE < NTRKE 119
Augtyro repotrectinib ELBVVARETREERMERMENRENE X
2025/1/13 ARMNRO ENEN > I-NTRKEEEEIEFEF
(FEHER BLTW R ETERED AR
A EFRIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/augtyro
BADRMPIZIZZWLRMPEDEELRHEE SNz XY EREDYRI~DORE

)

#r

YR RIMETES)  RAXEICE DFERIRE. KEE=%
Yo, BERITEREMIRMR

BRsEh ik - [EURTELR BR5Er i - EURDEH BR5E L - ERDOBEE
Tl Tl L
FRFREF ~ RFThR AT
XEICBIT2REMH |HL
ERDBE
- BRVEQ)ONTRKEE S BIEFHHEOBEMEIX AR THEEIATLEL, Fo. BATERRBSINATIND40mgh FTEILITIHE., BRMT
IX160mgh T I L EKBENTIVS,
F REFEFFRUEFSELSRESN TS, BRORAXEICE, ZOMOENER $8E15%LLE) & LT FTALT - ASTHEM) &L T
e RHEEH N, FHEHICHT 2REMRERITRESATUOEL, BINEKREERFZIC, EVILECEZEUHBERELZRET S2HED

BAMGREARAEERHL TS,

-ERERBERICBVTMEEHDLLEVERADREZRICRO O, o, KFEZRESNDNREETEIRAEE LY L BHEETERN
HBEShTWD BHEOBSHREEINL LD, &E - MEICIYRELEZIOEY) . BATIIHEETHORIEMR & L TREIXEICE
BEhTHY., DRIZFBES SN TV,
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HLES R LR was | O [FHERl O
R6-13 SERRIF H5 I A& ER
HES A ILiEEHKR300 mg SINENIL b GERFHERZ)
ERN&EZEA St E REER
2024.12.27 JAN (%4£) INN EBEZIT1-38E - HR
ERNH5TH
Sipavibart (Genetical Recombination) sipavibart SARS-CoV-21Z &k % B4 O FAE N
e EBEZIT-%08E - R
oo S FDA (k. ERKRBO L VI - HE)
2026/2/20 Drug Name (BR354) Active Ingredients (F%34)
EBOHE
(%:RH)
L
AGBEHRURL
REMS®D %% REMSTHAMRMPIZ X R WNVRE EDES HCPHA K%

BRZERAE - EIURIER

BRZEIE - EURDEHR

BRZEFIE - EURDEE

EFRAEEE M T 1EHR

(EAURL)
FREREE ~ AR AR AT
XEITHITEHREMH
EFRDBE
e
= s RBERITT-50EE - R
Ll A %, ERKBO K DB - BR)
2025/11/13%ABFT Name (BR5E4) Active substance (F%4) HREA0kg L D12 L DEET.
EANDEE SHDEEF - (ERENFEENRE
(x@&A) Kavigale sipavibart TREANBET Lf('\é'%%[:ﬁwé
2025/1/20 COVID 19D R TR T
AFBIFIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/kavigale

BADRMPIZIZAZ L RMPLEDEEZELGEE SNz RS

ERED YR ~DRE

BRFEAE - EURTEER

BREAE - EURDEH

BT - EURDBE

7L

L

L

B ~ RFTARFAT
XEIZBITEREHE
TERD B TE

"%E
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wINKE

BLES mE A - & A gmn | O |®EE| O
R7-02 FHA{FE25 Mg \ SR IR
- [ $E5mg RIL/ L¥Y 2 bk
ERERE B #10mg e e REKE
2025.8.25 JAN (¥4£) INN RBEZIT=3h8E - DR
ERFETH
Vornorexant Hydrate vornorexant TERAE
o oz RRBEZIT=308E - DR
Riw=s FDA (k. ERKRDE VA - HE)
2026/2/20 Drug Name (8R35t42) Active Ingredients (B4 %)
REDHE
(&FEH)
Tl
AFBIFEHRURL
REMSD X% REMSTHAMDRMPIZ[ZHLEEL EDES HCP#H A K%

BRFEAIE - EURTEER

SRSEAE - EUR DR

BRSEHIE - EUROBE

EEEEER ITI1ER
(=% AIURL)

AR ~ R FThRAR AT
XEILE T 2REM
1HFERDBE

]

HIREHER

EMA

ABERT=308E - HR
(... EREZEDZNEE - Z1FR)

2026/2/20

Name (HR35E4)

Active substance (%4 )

ABDHE
(&:ER)

L

AFRIEIRURL

HADRMPIZIEZZLRMPLDEELRFEESNI-URY

ERBDYRI ~DHE

fRFEAIE - BRI

fRFEH AL - EURDER

FRFEHIE - BURDBE

FREDIF ~ SRR A
XEICHTHREMH
1EMDLE

e
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wINKE

BLES R & & - B & s @] L O
R7-03 SEER(F IR
t % &4 S ERR0.002 % R4 7FOR +
ERNEZ B EHftE RERR
2025.8.25 JAN (%4£) INN RBEZT-8E - DR
ER#TH
Sepetaprost sepetaprost BNE, SREE
o e RBEZT-8E - DR
Riw=s FDA (k. ERKRDE VA - HE)
2026/2/20 Drug Name (8R35t42) Active Ingredients (B4 %)
RBOHE
(&R A)
TL
AFRIEEURL
REMS®D 3t & REMSTHAMDRMPIZIZHEWNERE EDBER HCPH A K%

BRFEAIE - EURTEER

SRSEAE - EUR DR

BRSEHIE - EUROBE

EEEEER ITI1ER
(=% AIURL)

AR ~ R FThRAR AT
XEILE T 2REM
1HFERDBE

]

HIREHER

EMA

ABERT=308E - HR
(... EREZEDZNEE - Z1FR)

2026/2/20

Name (HR35E4)

Active substance (%4 )

ABDHE
(&:ER)

L

AFRIEIRURL

HADRMPIZIEZZLRMPLDEELRFEESNI-URY

ERBDYRI ~DHE

fRFEAIE - BRI

fRFEH AL - EURDER

FRFEHIE - BURDBE

FREDIF ~ SRR A
XEICHTHREMH
1EMDLE

e
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ELES mE & - ® & g | O |FMEEl O
R7-04 ) ‘ %EIF BHIRE
~NILFR Y T F 25860 mg JUTSNF=T
ERAZEH EHftE RERR
2025.9.19 JAN (%4£) INN RBEZT-8E - DR
EnEFEA M AAL SRR % | HEE L F-HER2
Zongertinib zongertinib (ERBB2) EIFZEEBHEDUIRT
BE7RHEAT - BR O/ AE
o e RBEZT-8E - DR
Riw=s FDA (k. ERKRDE VA - HE)
2025/11/13%REET Drug Name (BR5E4) Active Ingredients (B 4) AR TREEE - (FEBE O IR T L &I/
= W (NSCLC) T. MEI<HER2 (ERBB2) F0O
ﬁ(aﬂg)ﬁéﬂ% SURF—H P A VERLERARO A
(&zEH) HERNEXEOS ZONGERTINIB (FOARBREICE YBH) . D DL EFEDH
2025/8/8 RREEETORABREDRR
GRIEARER)
ARIEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2025/2190420rig1s000TOC.cfm
REMS®D 3t & REMSTHAMDRMPIZIZHEWNERE EDBER HCPH A K%
L =L L

BRFEAIE - EURTEER

SRSEAE - EUR DR BRSEHIE - EUROBE

Tl L L
EEEEER TER . N ; ’
(S 2EURL) https://pro.boehringer-ingelheim.com/us/products/hernexeos/hcp-resources
AR~ AR AT
XEICHBITEREM |BGL
1EHROWE
- BATIE, EXRMICEARECELST1IALIELROMgDOBRORETH L. KETHAEICL > THSEMNES (90kgHKiE : 120mg.
90kgLAE : 180mg)
e + RKETIFRVCYPIAFEESHARE., CLE/LVVGREIAERN THEZIEE, BATHE., $HAZFELLTLSA., SHARECAS
" EEQEAMERE ERE L L,
- KETIEARBRBATITRREZRE. ARPELURKEEH2BMOBT. ARPE L UVERRESH2BMTRIAEEET 5L 5H
Ko BRIEKEICHABELELHMAE S, RILBDBOHHORHELL,
o g RBEZIT-308E - R
BHAEA == O ENKROELBEE - HR)
2026/2/20 Name (HR5E4) Active substance (%4 )
REDHE
(Z&FEH)
AL
AEBIFHRURL

HADRMPIZIEZZLRMPLDEELRFEESNI-URY

ERBDYRI ~DHE

fRFEAIE - BRI

fRFEH AL - EURDER FRFEHIE - BURDBE

FREDIF ~ SRR A
XEICHTHREMH
1EMDLE

e
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ELES W% & - & % FRs B
R7-05 R SeER I+ IR EE
P RRA H 7430 mg X3/0v
ERNEZEE EHfFE R2ER
2025/12/22 JAN (¥4) INN REBEZITI=308E - R
ENZEA B TIE. WS DfEISx L T20234%
o 8 AICKETEBINTLURE, 20255
8 A, EETHREIN. EUTKHE
Zuranolone zuranolone BERCHD. k5 OKREEE (MDD)
2% L TRB STV S E X (&ithig&
A4
p—— RBERIT-%8E - R
RFAEHE FDA CX...ENERDLEIEE - $1R)
2026/2/20 Drug Name (BR554) Active Ingredients (EZ%24)
ABDHE XANIHTLHEERD D (PPD) @
(R&EH) ZURZUVAE ZURANOLONE AR
2023/8/4
GERGAEZE LY)
AR IEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2173690rig2s000TOC.html
REMS D345 REMS T HAMDRMPIZ[ZHLVRE EDB HCP#H A K%
L L =L

BRSEAE - EURTEER

BREAFIE - EURDEEH BREAFIE - ERDBE

Tl L L
P =
Eﬁ;giﬁﬁéﬂﬁgﬁ https://www.zurzuvaehcp.com/
GBI ~ AR AT
XEICBITERREM |BL
EFRDBE
XEINENES . BA: (325 - 52MKEE) | kB : TRAICHBITHERS DF (PPD) DARKI
- BATIE30mgh T DH, KETIF20mg, 25mg. 30mgh T L DIFEEMN KR,
-FEAEMNES. BA: B30mg#1A1EM14BRY ERICEORE) | XE: T50mgZx1B1E14BM Y AICEH*ECERE—HICBROKRS] BAD
-3 REAXEICE, TEER - BH0) —REREICHEERORE Lize &, ZEFFICEETCmax, AUCIEZNZTN4.09ME, 2.33ME(CMLI-) RS
nTtua,
- CYP3AMMREE  FHELOHAICONT, KETIE, ROCYPIABEEM AL mglsHES & UCYPSMBERE L OGHAFRITI L. LHR
INTWS, BRAKZALOHREEAOIERSH L. ERNGRE - BREEOHREL L,
o 4os ERBERITI-%8E - R
BR#AER — % HRKBO L VB - BR)
2026/2/18 Name (HR5E48) Active substance (Ft%34)
= DAHE KHEBOBRANZE TZEERDS DK
E’J Sy
CEACD Zurzuvae zuranolone (PPD) Dk
2025/7/24
GERGAEZELY)
A ERIEERURL https://www.ema.europa.eu/en/medicines/human/EPAR/zurzuvae

BADRMPIZ[F L ULRMPEDEELFES Y RD

ERDY R ~DRE

Tl L
BREAHIE - ERIESR BRFEhut - [EURDER BRFEhut - [EUROBEE
L L HL
R~ RFRRAT
XEICHBITERREM |FL
1EHRDBE
XEINIENES . BER: [52F - 52KE) . XE: TRAICEFTHERS D (PPD) DAKE
- BATE30mgh T LOHTHBDIZH L. BN TIE20mg. 25mg. 30mgh 7+ /L D3FEEKE.
- FEAEAES. BA : (30mgz1B1E14BRH I ARISROBE] . B - (50mg£1B1E14BRS A2 SCRRE—#ISBOES5] BAD
EE AAXEICEK., TEEWH-&H0)—RERNRICHEAROKE LIz E, EREICHEATCmax, AUCIEZNEN4.096E. 2.33fFICEmMLz) LRBEHS
nTd,

- CYPSAPHEE  FHELOHAISONT, BUNTIE, RUOCYPIARE R ARFIE30 mglsilEH LU, CYPAFHELOHAKEITH L EHRES
hATW3, BRRZALOBEEFANEREEH SN, EANLRE - BREEOHREL L, Fz. BRNTREIL—TIL—YRREEITH & 5 FEBRIE
ENTWA,
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BILEER

BLES B 5E £ - & & RS A
R7-06 SEER (T 145 R R
A LY F 58200 mg ALILFRR T b RYIVERE
ERAZEH FHfE RRERR
2025/12/22 JAN (E4) INN ARBEZIT=308E - HE
. 2025 &£ 8 AR RIZH VT, ESR1 &
EnzxA EFEREHT S HR BiEA D HER2
Imlunestrant Tosilate imlunestrant D FMARER I
BRIBICHRI0E - DRICTEREN
ARBINTVBEXIEHIZIE L,
= g s RRBEZT-28E - DE
LA e Ok EIRRBOE VR - HE)
2026/2/20 Drug Name (8R5%548) Active Ingredients (F%%) 154 B DRSS 1 (o B
RBDHE IH#H DN F-ESRIZREHT HERIG
() INLURIYO IMLUNESTRANT TOSYLATE |2 PHERIIBIED AT/ (A8 1
2025/9/25 * e
AR BEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2025/2188810rig1s000TOC.html
REMS®D & REMSTHAMDRMPIZ[FHWLWERE EDES HCPH A K%
L L

BRZEIE - EIURTEER

BRZEE - EUROEH

BRZEHUE - EUROBEE

L L L
EREEE R IT1ER il irive [
(2 EIURL) https://inluriyo.lilly.com/hcp
R FREF ~ B FThR AT
XEICBTIREM |FL
HERDBE
BATE MBAEEFELLAL) LRBIEH LA, RETTARKRTRIBMEIRIAEZBTEIRETHH L. EANLTHRABRTE S
TWb,
w% FBRAENIEL LZBEDORIGICDONT, KETE., TRAZGHEULEGENIGEES. FLIFBHLEZEEE. ZORIKEMRAZETH
T, BAICFESABRCEREERATLILSOBFICIERT S L) LHESNA TS, ARTITHICRSELL,
o ok = AREZ(TI=3hEE - R
BRBEA Bl Ok BARBOL VB - DR
2026/2/20 Name (HR5E4) Active substance (F%>4) N R RICIEE L2, B
= = ESR1IZE%HYHIRX bOSURE
REOTR tk (ER) IBtE. HER2EEHOBATES
L2 Inluriyo imlunestrant tosilate FTEBEILNADRABEITRT
2026/1/9 5 BRI HEE
A RIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/inluriyo
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