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£

ESMHEICOVTIE. BROKMAXETEH INAGHEM]

2o/ o4s 7Y UEm) AEESh TS,

RI&AER

EMA

- SR
HR)

ABDEZT=3h8E
C%...ERARD L ZINEE -

2024/7/18

Name (BR5E4) Active substance (Fi%4)

AEDHE
(K H)

Viltolarsen

mL
F—=272)

ADIFERURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

£

2020/6/4I<A— 7 7 VIE%E,

10



BHVEGE

BLES R - & & was | O |®AT o
R1-06 SBR[+ IR
RLFS T ILEESO mg FIILF=JIEEE
EREZEH FHfFE BRoER
2020/3/25 JAN (&4£) INN RBEZIT=308E - DR
EmsEa e -
Tirabrutinib hydrochloride tirabrutinib Eﬁﬂli;ﬁ'u QR ERRS ) /1
2020/5/20
T RRBEZIT=308E - DR
BiHER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
ARDHE
(FERH)
L
AGBIFHRURL
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCPH A K%

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e

11




ELES m % 4 - ® 4% gms | O |EMERE| O
R1-07 %ERIF O |#m=z:=
FRO= Y EEE A Y o=
27RO /,.}‘Fﬁ%z/u’]gooo 0775 2(108)
ERRZEA mg/300 mL. SpitE RAKD
2020/3/25 JAN (%) INN AREZTT-208E - HE
ERREE e e 7 R (4 -
Borofalan (10B) borofalan (10B) ié;@*ﬁb G RFEITR S RATERDBRR
AP7EE
2020/5/20
= gk RBEZITI=308E - SR
B®EER FDA (k... ERRBOLELEE - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RBDHE
(&ERH)
L
ARIERURL
REMS D5t REMSTHAMDRMPIZIEA VRE EDES HCPAH A K%

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e

12




BLES Rk % -8 % wms | O |FNER
R1-08 SEEEIT AR
T oN—YRiEFEA100 mg F52AVA= 7;%57_@{';{7) ATHo (EiR
EREZEH " EHfFE @] RAER
2020/3/25 JAN (&%) INN BEZITI=30EE - DR
ERFER LR FURED B HHER2BIE O FHI TR IE
BRIE (ZEMTAEINESLISSICR
Trastuzumab deruxtecan trastuzumab deruxtecan 2) . BAALEEE S EE Lt HER2MSH
2020/5/25 DABIBRTRLLET - BROBE
ome RRBEZIT=308E - DR
BKAEE FDA (. EREROL LI - BE)
2022/8/4 XRAEET Drug Name (8R554) Active Ingredients (% %4) EBIE T TR TADRHER2ZA— R AR ER (e,
YIRRTREE 1< R IR P DHERIBIEEL A A
EADEE HRBEREL DAY - (R 7 D2y FARBERE
£ FAM-TRASTUZUMAB DERUXTECAN- [&%#&T %65 AUNI=ER)
(%&H) ENHERTU NXKI FSAYXYIA—RDABER -, BIEFIEERE
2019/12/20 EBMOHERISIE BAA £ 1= B R EEE MR A
AREHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/7611390rig1s000TOC.cfm
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCP# A F&
L L L

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

AL B ZL
EREEE R (T1ER .
(S ZEURL) https://www.enhertuhcp.com/en/
R~ B ERRM|2021/1115 BRADERICINHY . EEERAORBRNAEI LICHM N, HEEMECELDEREBRETORERLEZTLTH
ZzB TR eMER|ICRB NS LS (CTHE -z, ELAATI6HE. BHATINE,
DBTE 2022/05/04 LD TR G HHELE,
ZHEELADHDBEISIZ>1=h, AEDORGIENANMb o= LIk Y. EEERABMLBIE S LIZH T TRESN D
K3 I2HE o1z,
W= DA DB 2 MOABD LT LA DERAH S & (TEDH SR,
Boxed warning© TfiE - f8IRFM] N2 IFoh TS, BAORMPTIXFEELEEM ) X T &L,
= ghs RBEZIT-308E - R
=EAER EMA %, .EREZEOZLEE - DR)
2024/7/18 Name (fR5c4) Active substance (Ft%4) HHER2A— 2 DA 1HLL LB - RS 1= (40555
= HEHER2IS 1 3L5E
RBDHR HEROE DR 1 B £ GHAEREH (GEL) M
(KEEH) Enhertu Trastuzumab deruxtecan HEROEETFISEREHRT 5. EATHIN RN
2021/1/18 (NSCLC)
(%R
AERIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/enhertu

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

EDEMEEREE (Left Ventricular Dysfunction)

YA &IMETES)

MIXEIC & BEEME

E=ERHE (LVEF) ETDE=4"') >4 (Section4.4) . A
BHREBDH A4S R (Section 4.2)

BRSEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

mL L L
KRB~ BIR X
BB SR MEREH| L
D% E
BEGHESINEZYRIELTIE, BRER U K HBEMMENEE, ZOERERETE. BRAORMPTIIEELEEMNY XKL,
2022/8/1 ERAEH L LTO 2L EORTAR) A TMIELLE] TSIz,
ﬁ%% 2022/8/25 & - IBHDFFLED =8, 2~3FBOEERICK DRLEBEIRD SNz,

2022/12/12 HER2IG DT BRES L VB RIEERAE (GEJ) IREOEAEBEOBAFENDBEISHK,
2023/11/29 HER2BEFICER BT 2 &I/ EMMME (NSCLC) T, IS5 FFHAICLDARE (RERZOFRAOEEITEOLLAL) OHIBEDE

FIFUE~ DGR

13




ELES W% A - & & s | O [PIEE| O
R2-02 SBR[+ IR
F Ry S m FIOF125 Y b
ER&ZER EhftE BRoER
2020/6/29 JAN (&%) INN REDEZIT=5hEE - HE
ERFETH
Daprodustat daprodustat A m
2020/8/26
Cmes RRBEZIT=308E - DR
BiHER FDA (.. ERRBOL I - HE)
2023/5/26%RET T Drug Name (BR5E4) Active Ingredients (FX%>4) ERESEET IO L KELES
EADEE (HIF PH) FAEHIT, EMZ4NALL
(ﬁ(%ﬁﬂ) JESDUVROQ DAPRODUSTAT %EZ;?;%JEQ)\G)TETE%HE%I:J:EJQM
2023/2/1 TR
AREHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2169510rig1s000TOC.cfm
REMSDxt & REMSTHAMDRMPIZ (X LVRE EDBEE HCPH A K&
L L mL

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

L

L

L

EREEERITIER
(E%{AIURL)

https://www.jesduvrog.com/

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

£

BIEFAERICIERB SN ERUVRAXEBRDAAFARELGRETH 22 eb,. SEBHLHTHERREZIT>

Zo

RI&AER

EMA

RERIT-3EE
C%...ERARD L ZINEE -

- SR
HR)

2024/7/18

Name

(BR5E4)

Active substance (Fi%4)

AEDHE
(K& H)

2023/7/12
(FAEEE T )

Jesduvroq

daprodustat

ADIFERURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

£

2023/7 B EZHTVWEVEBICHT IREUFINATIT—EANT+2THS I LZ2EAIC TEMPOEBHEBETEE
] ISBELTERRBEIN:-=-OBFEZMY T, AFIIFDATEEELME AR+ (MACE) QDYRIMNERT D &
TANALLEDERZRBEL TOIRABHEBRBBAOEMARE] L LTEARBIATLS, BARIZEL
TIXEROFEICEHL L TEMEERFEEICHELS. MACEIZRMPIZEWTEELEEMNY X7k,

NERHENIzt=&.
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ELES m % 4 - ® 4% gms | O |EMERE| O
R2-05 R - SERIF IR
TTXATRARNTLMERE | gy oo ummE EAs YLD
=] WARA TEILFAE S ALKRUBETRTIL
ERERE B WARNTELERE K T SpritE RRER
2020/6/29 JAN (&4£) INN RBEZIT=308E - DR
ERREA Indacaterol acetate and mometasone indacaterol acetate and mometasone SEXME (RAZTOA FHRURE
P FEE AR A B2RIBEI D G AN E A
uroate furoate 5 .A
2020/8/26 &8)
T RRBEZIT=308E - DR
BREER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
ARDHE
[©4=))
L
ARIFHURL
REMSDxt & REMSTHAMDRMPIZ[ZH VRE EDBE HCPH A K%

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

£

RI&AER

EMA

- SR
HR)

ABDEZT=3h8E
C%...ERARD L ZINEE -

2022/7/22 XEREX T

Name (BR5E4)

Active substance (Fi%4)

RAIIILFIARTAA RHELUVRARE

ERDHE B F E el i S
p FHEERER2EBETHEYICEETE
GKEEH) Atectura Breezhaler n'::::g:::::ﬁj if:e L B D EE
2020/5/30
AERFEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/atectura-breezhaler

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

7L

7L

7L

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

&

£
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IR

BLES - - & & was | O |®AT o
R2-06 . N . SEBR IS IR
T SPEAR D TR A EhTFO—LE#E 7 )IEQ= -
i wlmhjtwﬁgz YLRM S EARTUTSUALRY
ER&ZEE TR BIZTIL EpftE RAKR
2020/6/29 JAN (&4£) INN RBEZIT=308E - DR
ERREA Indacaterol acetate, glycopyrronium indacaterol acetate, glycopyrronium SEXME (RAZTOA FH, SEH
bromide and mom;a?a)s/on‘()ayfuroate bromide and mom’e?a)s/onzyfuroate 1’E}Eﬁ'r$%t]\[32§l]5%iﬁlj}}zQEE#F&VEFHT&
2020/8/26 WA VEIOGHRSBELISEE)
= gk RRBEZIT=308E - DR
BREER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
ARDHE
[©4=))
L
ARIERURL
REMSDxt & REMSTHAMDRMPIZ[ZH VRE EDBE HCPH A K%

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

£

RI&AER

EMA

RBERITT-308E - DR
CX...EREEDZ VI - IR)

2022/7/22 XEREX T

Name (BR5E4)

Active substance (Fi%4)

REFRMEREB2/EEIZE L. AIFIS1ELL
EOmBBEEERRL-SAEDORAD

AR Indacaterol LFIARTOA FAORRTEDEH &
s Enerzair Breezhaler glycopyrronium bromide HETILEYCEEBETEH SR OHEE
2020/7/3 mometasone Bk
AERFEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/enerzair-breezhaler

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

7L

7L

7L

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

&

£
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ELES m % 4 - ® 4% gms | O |EMERE| O
R2-07 SEEEIT AR
’tﬁ"ﬁ,ﬁg)%ommg JALTFTTLA VB
EmRER = 9 SpftE RAKR
2020/9/25 JAN (&%) INN RBEZIT=308E - DR
ERERE BEAETHRT+HLEE) V< F
I L AR THRR+ 25 HEEH
Filgotinib maleate filgotinib (S DB BB DML 2 81)
2020/11/18
= gpem ABEZITI=508E - DR
BKAEE FDA % EIRABOE I - $HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
ARDHE
(& AH)
2020/12/15
BHFE L
ARIFHURL
REMSDxt & REMSTHAMDRMPIZ[ZH VRE EDBE HCP# A F&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER

(& EIURL)
FREBRF ~ BRFTAR AT X
EITE T 2R EMER
DHE
202012 ¥ U7 FRIFRETORFRBICEIKIBLERRBBIDETHLEALKETOREEMZ L=,
H& 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
=3 A =4 — Zhab . 7
BeEER EMA AR ZIT=-308E - DR

CX...EREEDZ VI - IR)

2022/7/22 XEREX T

Name (BR5E4)

Active substance (Fi%4)

1D FRFEROKRBEMHMER Y VI FEAORSHELT+

RAOBR ATHENEITEED. BEEH > BED TR
ﬂ'b\- 7 I) lj??'—
(K H) Jyseleca Filgotinib maleate KB DRRS AN TRV PFED > BEOEHIERMYE
K%
2020/9/24
AERIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/jyseleca

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

2021/11/121Z5EEN B 14 KB % DB RS HYE AN,

L B L
FRis BEEAI 0211116 BIY YT (RA) ISABIEAMS (UC) OBRAMD 1120, RMPLRALUCEEES FTRIET 5 &
EISBT OREURR 5 RNy 2ZE. UCHRNGRSH FOBREGUA, KREOHENLEEN.

e FEGHESNLYRS G TBMRBRE] & (HREB] T, LVThs BRAORMPILEESA TS,
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ELES R % & - ® 4% gms | O |EMERE| O
R2-08 SBR[+ IR
I78Y945IL5% YIERZDLRIEY
ER&ZER EhftE BRAXR
2020/9/25 JAN (%4&) INN RRBEZTT-308E - R
ERN%EH
Sofpironium bromide sofpironium bromide FERERELTE
2020/11/26
= e AREZ =208 - DR
BHAEA ALl % ENRROE VBEE - R
2024/8/1 Drug Name (BR5E4) Active Ingredients (%% )
AN E BABLVImMULD/NRIZE T BESH
GREH) SOFDRA SOFPIRONIUM BROMIDE B S TEDBRE
2024/6/18
AFRIEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2024/2173470rig1s000TOC.cfm
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&
Tl TL L

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

mL Bl sl
Eﬁgiﬁﬁéﬂ%ﬁ https://www.sofdra.com/#isi
AR~ RFThR AT XX
ZICH T EREMIER|TL
DHE
BEYHESTHZY 7EOZYLRIEYOBEENBERTIHE®IZH L, 1245% TERBEEA TS (IR1EBESERECEHT
HRAEERL) o MEMMBEEERICIYEMERZEMSELAEEENH SO, o) VELOHAIFEITE L]
BE [CYP2D6% & NICPHET HEXI L DHATEITH L] LRBEHDIN. BAORTXEICIENHEERICET TR
FHEOBRIFIEL, £, BRAORMPIZHEHE ENWTLWVAMERE LT, BEFLEFECELVRET TOEIMERT
FRITEEL, CO&LSHKRRTTHRTFLEVGEIISOFDRADERZEITH L] LDEHEHY
- RBEZIT-308E - R
=EAER EMA CX...ERNEBDLG LR - HR)
2024/7/18 Name (BR5E4) Active substance (Fi%4)
ABDHE
(&EEH)
L
AEBIERURL

BADORMPIZIZZEVRMPEDEELRES A=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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BHVEGE

BLES R % £ - & A& HFEH (@) BL O
R2-09 SBR[+ IR
Iﬂ'ﬁﬂ*{ﬁ-?imeg THOF2RAY b
EREZER Rl dEs Mg S E RAKR
2020/9/25 JAN (&%) INN REDEZIT=5hEE - HE
ERFETH
Enarodustat enarodustat EHEIm
2020/12/8
. ABEZ =2k - DR
BREER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RABDHE
(%ZA)
7L
AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e

19




BHVEGE

BLES iR 5% £ — & & HFHS @] BL O
R2-10 BRI @] IR
7% %)l y 5 R REEE250 mg t‘y*"?j(@ﬁ;%;g)’f b9 L
EREZRE sl gHE| O |RaxRR
2020/9/25 JAN (&%) INN RBEZIT=308E - DR
ERNF5EH . ) . . st o _ -
Cetuximab sarotalocgn spdlum (genetical cetuximab sarotalocan ;Z].IZ%Z: RELRATETXILBMEROESE
recombination) EiigE
2021/1/1
T ABEZIT=3h8E - DR
BKAEE FDA % EIRABOE I - $HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
ARDHE
(% H)
TL
AERIEERURL
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCP# A F&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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ELES R % & - ® 4% gms | O |EMERE| O
R2-11 SEEEIT AR
I KJL= X§E50 mg TFHELY VGG
EREZEE EHfTE REX
2021/1/22 JAN (%4&) INN RBEZ(TI-28E - DR
EInRRH TEROBMERICS TEINABRE
: ’ : REDEMEERICHS VAR
Anamorelin hydrochloride anamorelin JENMERE. S, BE. KIS
2021/4/21
e ARRBEZIT=-38E - DR
BKAEE FDA % EIRABOE I - $HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
REDHE
(% H)
TL
AERIEERURL
REMS®Dxt % REMSTHAMDRMPIZ[ZHEWNRE EDBEE HCP#H A K%

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

ABDEZT=3h8E
CX...EREEDZ VI - IR)

- SR

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(& H)

H'F
(2017/9/14)

Adlumiz

Anamorelin hydrochloride

AERIEHMURL

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

BADORMPIZIZZEVRMPEDEELRES A=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e

EERELLUVBHBTIROABEEL LTHESAEZDA., BREHAEOHTHEEDINFINRENRTEINIZOA T, BEQOLD
A EIERETOEWEEMAIZEIET S -, BMIK20DEZICER 25 &1 BHohiaho1=,

T2,

FEFEMDOLTFIVERET S LRTERVE SN, EESAT,

(2017/9/14) ,

REUT—EIR—ADA T ) T4 OFRZEUMS/EHSN, COFETRARKARTREESAZOOES Y
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BHVEGE

BLES B % 4 — & £ RS (@) 2L O
R2-12 SBR[+ IR
77‘&‘/‘1;':;25"‘9 EUFAREY bFRUSL
ER&ZER EhftE BRAXR
2021/1/22 JAN (E£) INN REDEZIT=5hEE - HE
ERF5EH
Molidustat sodium molidustat EHEIm
2021/4/22
= ke AREZ =208 - DR
BiHER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
AEDHE
(&ERH)
7L
AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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BHVEGE

BLES R & & — & & HAS @] L O
R2-15 SR IR R
34 4 JLBAERIES0 mg v’]uj:f’]luarj)ll\twbuyﬁﬁﬂ-h
EREZEE EhftE RAER
2021/3/23 JAN (&4£) INN RBEZIT=308E - DR
ERNF5EH
Diclofenac etalhyaluronate sodium diclofenac etalhyaluronate EREREETE (BREBET. ARBEN)
2021/5/19
Cmes ARRBEZIT=-38E - DR
BKAEA FDA O EREROELHEE - DR)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
ARDHE
(% H)
TL
ARFEIRURL
REMS®Dxt % REMSTHAMRMPIZ[EH LVRE LDBES HCP# A F&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e

23




BHVEGE

BLES R & & - & £ RS O L
R2-16 SEBR 1T O 1 5IREE
£ X h— = REHER0 g REFIRT 7_)|;77 GEfzFHEiR
ENEZR & SpfTE RRKR
2021/3/23 JAN (&%) INN REDEZIT=5hEE - HE
ERERE Pabinafusp alfa (genetical
apbinarusp alra (genetical . s E
recombination) pabinafusp alfa L SIEEIR
2021/5/19
= e AREZ =208 - DR
BiHER FDA (. EREROL LI - BE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
REDHE
(&ERH)
L
AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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ELES R x4 - & & gms | O |EER
- BRI 3 B
= a0+ 24 J)LA (SARS-CoV-2) 74U F R il ©
NEZREITY TERE Y (BEFHRBAYILT T/ 94ILAR
ER&ZER 78—) FHfFE BRAXR
2021/5/21 JAN (&%) INN REDEZIT=5hEE - HE
ERN%EH
Vaxzevria SARS-CoV-2IZ & 2B EED T
2021/8/16
= e ABEZITI=508E - DR
BiHER FDA (. EREROL LI - BE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RABDHE
(% A)
2022/11/10
BHFE L
ABIHEHRURL
REMS® 3t REMSTHAMDRMPIZ (X LVRE EDBEE HCPH A K&
BRSEep Ak - [EURTESR BRSEep ik - EURDIEH BR5ERAE - EURDBE

EREEERITIER

(f£%{AIURL)
AR~ RFThR AT XX
EITB T 2R LMEER
DHE
KETIERARLEA. WHOIE2021/2101c BAFEAKBL TS,
https://apps.who.int/iris/handle/10665/339477
s 2022/11/10 AstraZenecatt HABLARE ZH& L1z & FEK. hitps://www.astrazeneca.com/content/dam/az/PDF/2022/Q3/Year-to-
i date_and_Q3_2022_results_announcement.pdf (p.34)
2024/5/7 AstraZenecatt (L FAB A #HAICHRMNICCOVIDT Y FLORE L HBETIEERR, BRNTONRFRET ) 7 DIRFEREE
WY FIFf=,
e REZ I - DR
xIHER EMA %, .EREZEOZLEE - DR)
2023/2/2T%AEET Name (BR5E4) Active substance (Fi%4)
RRBDHE SARS-CoV-2I2 &> TH|ER I SN d
(&=2AR) Vaxzevria (previously COVID-19 Vaccine ChAdOX1-SARS-COV-2 COVID-19DFBh
20217129 (FEHREER) AstraZeneca)
2022/10/31 GEEEER)
RIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
HADRMPIZIZZLRMPLOEELRFESNIZURY ERD)RI~DxE

S M/MRBAME Z & O MM DE

®5% . NL—iiEE )R &IMETEED - R XEIC & BIERRIEE

BRSEHRIE - ERIER BREAAE - EURDIEH ARSEHIE - EUR OB

7L 7L 7L

BANIEE :
. R 2021/3/29 7 LILF—RIE
R 021521 UMRBDE £ 4 > s, FHBCIN
EIc -{Daf"" AW(0021/6/118 EMERHIERE
&3 2021/7114 X5 2N\ L—IERE
2021/11/22  f/MREAME Z 340 745 Ui I B 58 AR M 42 5

M/NMRBAME & 4 5 MARFEIF 1R B IR EDAHN2EE & YSHEICRES 5, KBIF18RLUL,
e 2022/10/20 17+ 274 5% —) 2EELRHFES NI RIH LHIER,
2022/10/31 BEEFRIZFEIT,
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ELES m % 4 - ® 4% gms | O |EMERE| O
R3-04 SEEEIT IR R
VAYEIREBMARVOLI LT unit b by Aok
EREZEH FHfFE BRoER
2021/6/23 JAN (&4£) INN RBEZIT=308E - DR
ERF5EH
Upacicalcet sodium hydrate upacicalcet IRFEH T O REE B RSB TTERE
2021/8/20
. ABEZTT-308E - R
BKAEA FDA % EIRABOE I - $HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RRDEHE
(FERH)
L
ARFEIRURL
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCP# A F&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4) Active substance (F54)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e

26




BHVEGE

BLES R % 4 — & & HFHS @] BL O
R3-05 SEEEIT AR
YA 2 —%§500 mg A4 A5) 2 UIERIE
EREZEH FHfFE BRoER
2021/6/23 JAN (&%) INN RBEZIT=308E - DR
ERNF5EH
Imeglimin hydrochloride imeglimin 274 EIRIR
2021/9/16
= gpem ABEZIT=3h8E - DR
BKAEE FDA % EIRABOE I - $HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
ARDHE
(% H)
L
AERIEERURL
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCP# A F&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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ELES W% A - & & gms | O |BIEE A
R3-06 SBR[+ IR
N YR A EE10 mg YD) REY R
ER&ZER EhftE BRAXR
2021/6/23 JAN (&%) INN REDEZIT=5hEE - HE
EmzsA BRXIHARORATEBAENE >
Tucidinostat tucidinostat INE
2021/10/20 BREXITHAMORMEMETHEE > /308
. ABEZITI=508E - DR
BREER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RABDHE
(FERH)
7L
AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e

28




ELES moE A - & & gas | O |PIRE
R3-07 SERIF #HERR| O
A 7 —J miE#iEt v 300 ALVERT \(iﬁﬁ?%ﬁ?ﬁi)  ALT
EAKZE B miEENEE Y R332 Ev 7 GEEFHEZ) sprigE AR
2021/7/19 JAN (&4£) INN RBEZIT=308E - DR
ERF5EH ; A
Casirivimab (genetical recombination) casirivimab and imdevimab SARS-CoV-2IZ & 5 REIER % DFRAE
and imdevimab (genetical recombination) i
2021/7/22
. RBEZ(T1-2hEE - HE
BKAEA FDA O EREROELHEE - DR)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
TOER ABRPRTGE, EEDCOVID-19IZ#E
RBOTR FTBYURIBBEVEEDH
OK&EH) REGEN-COV CASIRIVIVAB AND IMDEVIMAB  |R&# %15
2020/11/21
(EUA)
ARIEIRURL -
REMSDxt & REMSTHAMDRMPIZ[ZH VRE EDBE HCP# A F&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

L L 5L
Eﬁgiﬁﬁéﬂﬁﬁ https://www.regencov.com/hcp
B~ RATARURT X
EICBITEREMIER—
DBE
BE~PEEDARZEZESGZLCOVID-19AEE L LT, 2020/11/211CEUAKRB S Wiz, £0D%2021/8/101=, #H=IcRBE#%
£ DOFETFHHRIEME NIz, 2022/1/241Z, Y O VBKDRITEZ T, REGEN-COVOEE#Z (T2 WEEKOFITH
BIZBR > THIAT % & 5Fact sheeth’thsh > 1=,
s — Zhab . 7
RRAER EMA RBERITT-308E - DR

CX...EREEDZ VI - IR)

2022/7/25 XERES T

Name (BR5E4)

Active substance (Fi%4)

BEMKELEL LS. EEDCOVID-

RRBDHE 19IZETT RV RIPEVNEEIZET
GxEER) Ronapreve Casirivimab and imdevimab é’g\?gl?éggéﬁ
2021/11/12 :
AERFEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/ronapreve

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

7L

7L

7L

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

£

FEEARESNLIVRIBLITBENYRY L, BADORMPTHE L TLWABBERS > T7a—YavRBE TEET
B ELTWS, BREDORRIFIAELIOkGLL ETI12®LE,
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BHVEGE

BLES R % £ - & A& HFEH (@) L O
R3-08 SBR[+ IR
%'ftﬁj"’ @f%of;“ ST7I5Z b
ER&ZER s EhftE BRAXR
2021/9/27 JAN (&%) INN REDEZIT=5hEE - HE
ERN%EH
Difamilast difamilast 7 FE—HEEE &
2022/6/1
. ABEZ =2k - DR
BREER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RABDHE
(%ZA)
L
AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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IR

BLES B E 4 - & & RS O BL
R3-12 SERIF #hER| O
Y E 2T ¢ miEFHEKR500 mg vV hOEYT GEEFHEER)
EREZEH FHfFE BRoER
2021/9/27 JAN (&4£) INN RBEZIT=308E - DR
ERNF5EH
Sotrovimab (genetical recombination) sotrovimab SARS-CoV-2 12 & % BEZAE
2021/9/29
= gpem ABEZTT-308E - R
BKAEA FDA O EREROELHEE - DR)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
AROEE ABRPRTGE, EEDCOVID-19I<#E
(gg,, gy T2 RINENEREDN S PEEERE
L& SOTROVIMAB SOTROVIMAB DEE
2021/5/26
(EUA)
ARIFHURL -
REMSDxt & REMSTHAMDRMPIZ[ZH VRE EDBE HCP# A F&

ARSEHL - BN EER

ARSEHE - EURDER ARFEHIE - EURDBE

"L

"L

mL

EREEERITIER
(E%{AIURL)

https://www.sotrovimab.com/

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

£

Warning®— 212 HERDEE] NEFEFL TS,
2022/4/51=, A=Y O UBA2KEDRATICHRMNEFTELLE LT, 2K TOEUAZZL,

RI&AER

- SR
HR)

ABDEZT=3h8E

EMA (... ENRZD I LNHEE -

2022/7/25 XERES T

Name (BR5E4) Active substance (Fi%4)

BERERELELET. EENCOVID-

AR 1915175 5 ) R 5 HBLBEIZ BT
Lz Xevudy Sotrovimab ACOVID-190) 8%

2021/12/17

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEHRIE - ERDER ARSEHIE - EUR OB

AL L el
KRB~ BIR X
BB R MEREH|% L
D% E
BELHESNL YR BEURENY RS - 5L, BAORMPTHE LT HBEER( V72— 3 VRGIE [BET
e B EHFELTLND, HRIFAEIOGUL ED 125 L,

2022/5/61=. #4 =4/ O UBA2E#HFZEADIn vitroRHENTEE > TS E DB, BRMERETHE LTS,
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ELES W%k & - # % gasn | O |FLEE
R3-13 SEER 1T 151K O
5457 1)AHhT+IL200 mg ELXESEL
ER&ZEE SHitE BAXR
2021/12/24 JAN (E4£) INN ARRBEZT=38E - HR
Er#5tH
Molnupiravir molnupiravir SARS-CoV-2IZ & % &4
2021/12/24
o gns RREZ(T-208E - BB
B 2k Ok EPRRO 1L AEE - HB)
2024/8/1 Drug Name (BR554) Active Ingredients (Fi%4) AR & . BEOCOVID-19Z#
RBOHE TFBVRINEL, OERRBS T
(F&:RA) BEENSFIATELRL, BEMSHE
e LAGEVRIO MOLNUPIRAVIR 8 0 g
(EUA)
AR IEHRMURL -
REMSD*& REMSTHAMRMPIZ (X WEE LD HCP# 1 K%
BRSEARAE - EURTEER BR5EeRAE - EURDER BRFEARIE - EURDBE
B L L

B 4 £3
E%giﬁﬁégﬁﬁ https://www.fda.gov/media/155101/download

RGBT ~ RATARARAT
XEICBTHREM |—
IEERDBE
HYRBTHESUNRENTEY ., BATEERE~AORERFER. RETHHREFSNAGVN, EREFHICL IR - ABLY—R(S50RT0TS5LAOSMEEZHEIC
HAEh 3% EhFact sheetlTREN TN S,
2023/717 EUAROBEIMERA E LT, HILBRIES. B, RERESE. B8E. 7770 5F>— NEFE. RESLUVETHMES, A8, T5FE. 5. ERSEHRIXE
ICEE#E CEECERERETH) .
]
2024/6/18 Fact SheetE #i
BHOBELREOREAN SPLC LEEINAMBEIET 2L 5EETILENH D (XEOBERFAFRLALREOREANS4AM)  E (P oHAR—L, =2—C—5F
VR AR SUT) BV THL B0 AMOBENEES A TS,
. ARBEZIT=-208E - R
=R & =
BR#EER Hok O ENEROE VB - $E)
2024/7/18 Name (BR5E4) Active substance (R%4)
AKRDER
(k&2 H) _
2021/11/19 Lagevrio Molnupiravir
(R2ER)
2023/6/21
CBERERFEOMT
AEBIERURL https://www.ema.europa.eu/documents/referral/lagevrio-also-known-molnupiravir-mk-4482-covid-19-article-53-procedure-conditions-use-conditions_en.pdf
BADRMPIZ[EZAVRMPLOEELGHFE SN Y RY ERBD) R ~DxE
ARSEFRIE - ERIER ARFEFIE - ERDEH ARSEFRIE - EURDOBE

A GBI ~ AR AT
XEIZEIFoREM |~
IEERDBE

2021/10/25I=Rolling reviewZ fish L. 2021/11/19IE XA BIEE - AFITHKIL > T, EUMBZEICRIROEAEHEEL -,
2023/2/23 RHEZ L BERIRHIGEART 4 v FOBEMN S, CHUPAKRBEICOVWTEEMERMBEEZRL. B2241c AN

] BBERLITETOBETERALL,
BEBFERICEIDE, BEEFEHEL TULVH. 2023/6/21IZKBHRFOMTIF£T o1z, (BAFAICE L TIXEEHIER
THEH)
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ELES m % 4 - ® 4% gms | O |EMERE| O
R3-15 SBR[+ IR
EJ S v Y miE#iER150 mg BS54V aUF RS L
ER&ZER EhftE BRAXR
2022/1/20 JAN (&%) INN REDEZIT=5hEE - HE
ERFETH PNENARTE I & B < & IR H M7 # oD B o
Clazosentan sodium clazosentan FEiE, RUIHNITHES MEER CINE
2022/4/20 ME K 0 FEAE N
= gk RKEBEZIT=308E - DR
BiHER FDA (. EREROL LI - BE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RABDHE
(FERH)
L
AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER

(& EIURL)
FREBRF ~ BRFTAR AT X
EITE T 2R EMER
DHE
&%
o g RBEZT=8E - DR
=EAER EMA CX...ERNEBDLG LR - HR)
2024/7/18 Name (fR5E4) Active substance (F%34)
HKIBEDHE 5-Methyl-pyridine-2-sulfonic acid{6-(2-hydroxy-
(&Z2H) ethoxy)-5-(2-methoxy-phenoxy)-2-[2-(1H-
N tetrazol-5-yl)-pyridin-4-yl]-pyrimidin-4-yl}-amide
Tl sodium salt
A RIFEFHRURL https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu303182

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

T EREE ~ BRFThRA A1 XX
EZTHITEHREMEFER
DHFE
= 2003/12/12I=F—7 7 U187,
f 2023/9/251=4 — 7 7 LIEEETF .
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ELES R % & - ® 4% gms | O |EMERE| O
R3-17 SEEEIT AR
1) 7 X 7§45 mg F—27EXY U MO T UBRE
ER&ZER EhftE BRoER
2022/1/20 JAN (&%) INN REDEZIT=5hEE - HE
ERF5EH
Gefapixant citrate gefapixant A OISR
2022/4/21
. AREZ =208 - DR
BKAEE FDA % EIRABOE I - $HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
REDHE
(%ERH)
L
ABIERURL
REMSDxt & REMSTHAMDRMPIZ (X LVRE EDBEE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

£

RI&AER

EMA

RERIT-3EE
C%...ERARD L ZINEE -

- SR
HR)

2023/1115%ERAEET

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

2023/9/15

Lyfnua

gefapixant

Bt F 1= (ZRE A DR R

ADIFERURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

7L

7L

7L

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

o

£

2023/9/15 &2, RMPTEZA/FESNIURIFE L,
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BHVEGE

BLES R % 4 — & & HES @] BL O
R3-19 SEEEIT AR
$0458120 mg AOFHTSRRAFIL
EREZEH FHfFE BRoER
2022/3/28 JAN (&%) INN RBEZIT=308E - DR
ERRTH PEEDEBIERBHL (5-7I/HUTF
Carotegrast methyl carotegrast ILBRAICLDEAETHRT T2 LTEE
2022/5/30 <iR%)
= gpem ABEZITI=508E - DR
BKAEE FDA % EIRABOE I - $HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
ARDHE
(% H)
L
AERIEERURL
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCP# A F&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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BHVEGE

BLES iR 5% £ — & & HFHS @] BL O
R3-21 SBR[+ IR
&3 S
#L‘H@ X;‘:gi’gﬁ?fgng FLATRUY BRI ZTILF kU S L
EREZER R RRIR 9 SpftE RAKR
2022/3/28 JAN (&%) INN REDEZIT=5hEE - HE
ERERH IL—THREZEDMDFIRETHRESR+
. — pR 22 RETH <
Tolvaptan sodium phosphate tolvaptan SRR 842 K EES
2022/5/30
= gpem ABEZIT=3h8E - DR
BiHER FDA (. EREROL LI - BE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
ARDHE
(FERH)
7L
AGBIFHRURL
REMSDxt & REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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ELES R % & - ® 4% gms | O |EMERE| O
R3-23 SR IR R
SF—HETEAOmMg> ) oo FEYRAYT (EEFHEEBRZR)
EREZEE EHfTE REX
2022/3/28 JAN (&4£) INN RBEZ=8E - DR
@W%%E o | P 3 s
Nemolizumab (genetical recombination) nemolizumab éggéﬁfﬁggﬁﬁégf (i
2022/8/8
e RRBEZT=58E - DR
BKAEA FDA O EREROELHEE - DR)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
REDHE
(% H)
HL
ARFEIRURL
REMSDxt % REMSTHAMDRMPIZ[ZHEWNRE EDBEE HCP#H A K%

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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BHVEGE

BLES iR 5% £ — & & HES @] BL O
R4-02 SBR[+ IR
FILET R mikEREA135mg BYFLTy
ER&ZER EhftE BRoER
2022/6/20 JAN (&%) INN REDEZIT=5hEE - HE
ERFETH
Darinaparsin darinaparsin BHREXITEAMEORMEMETH Y >/ \E
2022/8/22
= gpem ABEZITI=508E - DR
BiHER FDA (. EREROL LI - BE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
ARDHE
(%ZA)
7L
AERIEERURL
REMSDxt & REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4) Active substance (F54)

AEDHE
(K H)

mL
F—=272)

Darinaparsin

AERIEHMURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e

2011/41151= A — T 7 V1%,

38




BHVEGE

BLES R % 4 - & A& HES (@) BL O
R4-03 SBR[+ IR
S 14 $#40mg EIFRED
ER&ZER EhftE BRAXR
2022/6/20 JAN (&%) INN REDEZIT=5hEE - HE
ERNF5EH N Bhpe st i [~ {EEE SHIEE
Pimitespib pimitespib %/uﬂ:—?—%i,z’&fﬁk 2ELI-HLERERE
2022/8/30
. ABEZITI=508E - DR
BiHER FDA (. EREROL LI - BE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RABDHE
(FERH)
7L
AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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ELES moE A - & & gas | O |PIRE
R4-04 SEBR 1T IR @]
TRz R b T RETARL
ER&ER sl EHftE RAKD
2022/8/30 JAN (&%) INN REDEZIT=5hEE - HE
ERF5EH . .
Tixagevimab (genetical recombination) SARS-CoV-2IZ & 5 REIER % DFRAE
and cilgavimab (genetical recombination) i
2022/8/31
. ABEZITI=508E - DR
BHAEA ALl % ENRROE VBEE - R
2024/7/18 Drug Name (BR5E4) Active Ingredients (% %4) SARS-COV-2I B LTH LY. BRE & DREDEME
LHEONTROE S 2BEROBRBITS
RKANDHE 1) PEE~BEORERLISLY T F U ONENYHT
(k&2 8) EVUSHELD TIXAGEVIMAB CO-PACKAGED WITH [&#u1 )
) BEREHERBEOLOFEEY ODHF U RENTE
2021/12/8 CILGAVIMAB 2 B OEHFEEYDTHTF <
(EUA)
ABIERURL -
REMSDxt & REMSTHAMDRMPIZ (X LVRE EDBEE HCPH A K&
L Tl Tl

ARSEHL - BN EER

ARSEHE - EURDER ARFEHIE - EURDBE

mL mL sl
Eﬁgiﬁﬁéﬂﬁﬁ https://www.evusheld.com/en/hcp
AR~ RFThR AT XX
EIBIFEREMFR|GL
DHE
ERNARIZIE TSARS-CoV-2I2 £ 5| DBELHEENDA. EUADORRIE TRB|RIFEI OH,
e 2023/1/26 AFIFEBZHKRDEENT VS BIFEUAZ—BEILT S L& antz, BL. BFFIXFRMIZAHFIZ L > THhM
SNBHEEMRARITT AEEICHEAT. EREECERERCSVTAFZRIFLTECILEZHELTLS,
=51 _ ShEE . 75
i%.‘ﬁ%EJ%]EEI EMA ARRBEZIT=38E - IR

CX...EREEDZ VI - IR)

2022/12/3 XEREX T

Name (BR5E4) Active substance (Fi%4)

COVID-19D R ZRTF B

s BERERLELE LT EELD
Bl Evusheld Tixagevimab and cilgavimab HARBNEE(ZHITBCOVID-190 85
2022/3/25
AERFEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/evusheld

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEELE - EIRDEH ARSEHIE - EUR OB

L L L
R~ BRI 1
E“b%géfﬁﬁﬁ(%ﬁwﬁﬁﬁ%ﬁ%ﬁMéhtﬁs%wf%ﬁjn774»@%M®%ﬁfﬁéhttwtﬁﬁ)

EELBESNEURSE THL] . BAORMPTEFSNS 7+ 7455 —SQBEEABEIE] 120 TIL. B

e BI-h N CEEAAEERAEE SN TGN LS5 L T, B2 LOBABEICE S0 L EHIBI- I S AT

%,
2022/9/16 ;AEIE T S B,
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ELES R % & - ® 4% gms | O |EMERE| O
R4-05 SBR[+ IR
F+/IVSETFEIOMgI ) oo FVSVRTT GEEFHER)
ER&ZER EhftE BRAXR
2022/9/26 JAN (&%) INN REDEZIT=5hEE - HE
ERN%EH
Ozoralizumab BEABECHRA+ALEEH) V< F
2022/12/1
= e ABEZITI=508E - DR
BiHER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
EBDHE
(&ERH)
L
AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

ABDEZT=3h8E
CX...EREEDZ VI - IR)

- SR

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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ELES R E A - & & s | O [PIEE| O
R4-06 SEEEIT AR
ZRE I E#E#E450 mg Z2ARY Y3 T (EEFREZ)

ER&ZER FHfFE BRoER
2022/9/26 JAN (&%) INN REDEZIT=5hEE - HE
ERF5EH

Spesolimab spesolimab fEAMEEIcs T2 atERO%E
2022/11/16

=% o T - hEE - %

BeEER FDA RBEZITT-308E - DR

.. . ENEZEDLLBIEE - 21R)

2022/11/24 XAEET

Drug Name (BR5E4) Active Ingredients (%% )

EADH E 4B —04 %2-36 REERET.
= — s N o S
(ﬂiﬁa) SPEVIGO SPESOLIMAB-SBZO F‘i)\'-%(félﬂ%'l’iﬂlﬁ@'l’iﬁi%@/ﬁﬁ
2022/9/1
AREHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7612440rig1s000TOC.cfm
REMS® 3t REMSTHAMDRMPIZ (X LVRE EDBEE HCPH A K&
ZL L L

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

Tl

L

Tl

EREEERITIER
(E%{AIURL)

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

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

£

2Ens,

RBEOIBENEE SIS0, FHEBEREE~DORSITFHE (R) FLEER (B) £ShTHY. BEELF v

RI&AER

EMA

RBERITT-308E - DR
CX...EREEDZ VI - IR)

2024/7/18

Name (BR5E4) Active substance (Fi%4)

AEDHE
(K H)

Spevigo Spesolimab

2022/12/9
(3 &ER)

IR R (GPP) ORMERIEITH S
DEFIRE

ADIFERURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

7L

7L

7L

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

£

RMPOEZELRFESNIYRVIE ML BRIF TEEGRPAE]

IEHEGBEE Z2EFTVD,

42




ELES m % 4 - ® 4% gms | O |EMERE| O
R4-08 SBR[+ IR
IH)L I 7H50mg . .
s NULARREY b MUILERE
EREEE "l 8£100mg EphfrE RERD
2022/9/26 JAN (&%) INN REDEZIT=5hEE - HE
ERFETH . A oy -
Valemetostat Tosilate ﬁ%ﬂli;ﬁ'u EORATHRIARME Y ~
2022/12/20
= gk RKEBEZIT=308E - DR
BREER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RABDHE
(FERH)
7L
AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&
BRFEARIE - EURIEHR BRSEARE - EURDEH BR5ERIE - EURDEE
EREEE R (T1ER
(f£%{AIURL)
A REF ~ TR AT XX
EIB T HREMFR
DHE
HE
= ks RBEZIT=308E - DR
xIHER EMA CX...EREBDLZLEE - HE)
2024/7/18 Name (BR5E4) Active substance (Fi%4)
pECES RASIETHI Y >/ 1B
GEER) Valemetostat tosilate
&L
(F—27V)
AERFEHRURL https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-22-2572
HADRMPIZIZH VRMPLEOEEZELRFESNIZUR Y EED R ~ADREK

BRSEHRE - EUREER

BRSEELE - EIRDEH ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e

2022/2/24|1A— 7 7 VIE%E,
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BLEE R % % -8 % gms | O |FMEERl o
R4-09 SER (T Hef5I &R
vV a—/\$£125mg IV RLILELTRILVESE
EREZE SHfE REER
INN ABEZ =38 - R

(RB&KE) R6.3.5 (&

JAN (Z4)

ERFETH
Ensitrelvir Fumaric Acid SARS-CoV-2(Z & % B E

2022/11/23
. ABEZ =2k - DR
BiHER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )

RABDHE

(%ZA)

7L

AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

ABDEZ(TT-208E - R

RI&AER

EMA

CX...EREEDZ VI - IR)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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BLES

iR

ct

%

- | &

wms | O |BMER| o

HL
R4-10 SER (T Hef5I &R
1) K2\

EREZEE 9 EpfTE RaKE
2022/12/23 JAN (%) INN EBEZIT-MEE - SR
ERH5EH . .

Donepezil donepezil TILY A T —BIZBENEIZ 1T 5 FRENE
SE R D AEFTHIH

2023/4/14

= gk RBEZITI=308E - SR
BRAER FDA (k... ERRBOLELEE - HE)

2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )

RBDHE

(EEEA)

L

ARIERURL
REMSD % REMSTHAMDRMPIZIEA VRE EDES HCPAH A K%

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

=L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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ELES R % & - ® 4% gms | O |EMERE| O
R4-14 BREEHOBMAR, UIFUT FEUA R, B | JoRi RERR
N PN BRLFVAF, REERYAIMIVR1~3E
d—EvoKktEgREE ) VD . . A 1) —h
ERAEE e T T EOEA VTR SpfE REKED
2023/3/27 JAN (#E£) INN EREZ PR - DR
ERRE5TE BAEE, U7FU7. BERA. AR
- - BEERVA VI UHEDRIZL S
2023/6/21 BREDTH
= gk RBEZITI=308E - SR
BRAER FDA (k... ERRBOLELEE - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RBDHE
(EEEA)
L
ARIERURL
REMSD 3% REMSTHAMRMPIZ [ RS F DB HCP# A K%

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

ABDEZT=3h8E
CX...EREEDZ VI - IR)

- SR

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

7L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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ELES R % & - ® 4% gms | O || o
R5-02 SER (T Hef5I &R
A4 FOFERE DILUASY
ER&ZE SfEftE RaER
2023/8/2 JAN (¥4£) INN ABEZ =38 - R
ERH5EH
Ufrenmeran ufrenmeran SARS-CoV-2|Z &k B RELIED T
2023/12/1
= gk RBEZITI=308E - SR
BRAER FDA (k... ERRBOLELEE - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RBDHE
(EEEA)
L
ARIERURL
REMS D5t REMSTHAMDRMPIZIEA VRE EDES HCPAH A K%

ARSEHL - BN EER

AR5EHL -

E4R DR

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

7L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BR5EHIL -

ER DR

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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ELES R % & - ® 4% gms | O || o
R5-03 SBR[+ IR
7 LERTE15 mg 13354 aVY XY T (EiEEFHEERR)
ER&ZER EhftE BRAXR
2023/9/25 JAN (&%) INN REDEZIT=5hEE - HE
EmTE mEFEEVIEFXEEXAF<HT
Concizumab 54 EES—ERATIHIEARELRR
2024/2/16 BEIZHIT 5 HMIERO I
= e ABEZ =2k - DR
BREER FDA (.. ERRBOL I - HE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
EBDHE
(%ZA)
L
AGBIFHRURL
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

7L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e

2017/11/110 #—7 7 V8%
2022/1214 #—2 7 BT IF
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BHVEGE

ELES A - & % gan | O (PRl O
R5-04 HE¢ EHEOHERER SEBR 1T IR
SIFYT REYA R
42 by YKEREESR WA F YA R
BEREZER FELRY F 94 )L R1~35(Sabink) ZhftE ER&mEn
WIGA RF VA FHEEA VI T UTEbE S8
2023/9/26 JAN (#%) INN ERDEZ(T1-208E - DR
EmTE HBEEZE., UT7FU7. WIER. AR
BEERVA VI UHEDRIZL S
2024/3/14 BREDFH
= gk DT ZITT-3hEE - R
B®EER FDA (... BNEBOLLIEE - BB
2024/7/18 Drug Name (BR5E4) Active Ingredients (%% )
RBDHE
(&ERH)
L
ARIFHURL
REMS® 3t REMSTHAMDRMPIZ [ EE2 EDBES HCPH A K&

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

EREEERITIER
(E%{AIURL)

FRERIF ~ BT T XX
EITB T HREMIFR
DYFE

e

RI&AER

EMA

FRER T - DR
Ok ERKRO LM - HB)

2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

7L

AERIEHMURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

e
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ELES m % 4 - ® 4% gms | O || o
R5-05 RILYZTT GEETFERZ) SEEEIT AR
D7 T AITERERTEMA FSRYZXTT GEETFHEEZ)
A RA T * —s—t EETH .
EW%E@B ® HEEDB‘ZTE'N ;;Lt?}bn H—+ 777 GEEGFHER SphitE R &K
2023/9/27 JAN (&%) INN REZIT=%EE - R
EmssEA ertuzumaD. trastuzumab, and HER2IBIE DI, MA PRI
P hyaluronidasesty & L 1-HER2MB 1 D AM IR F At
= gk RRBEZIT=308E - DR
BiHER FDA (. EREROL LI - BE)
2024/7/18 Drug Name (8R5E4) Active Ingredients (F%42) (k£ DGR 1 RIIBIZNT SREWAML DA DM E LT, HERIBIE,
_ :Zﬁ;:{g?ﬁﬁ’i\ T;;«%Mﬁ% LLEFELIF) L ABEBEE) OBE(C
%Eﬁa)ﬁ# 2. 530 27 OBLHERZE R RM DR
(ﬂ%ﬁ E ) PHESGO PERTUZUMAB’TRASTUZUMAB,HYALU ;Lt\;i‘t:::;g(z?R;{égEﬁ;; EEBERBICHT DILPMEERT1-C L O
202076720 (— FBE RONIDASE-ZZXF
DH)
AFRIEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/7611700rig1s000TOC.cfm
REMS® 3t REMSTHAMDRMPIZ(FHLVRE ELDBE HCPH A K&
Tl

ARSEHL - BN EER

ARSEHE - EURDER

ARFEHIE - EURDBE

mL Bl sl
EREEE R (T1ER .
(S ZEURL) https://www.phesgo.com/
A REF ~ TR AT XX
EITETEREMRER| T L
DBTE
&% RETORBIZANADH, BATEHIANAICNZ TR - BEENA LB,
. RBEZIT=308E - DR
BHARA EMA % ERKBO R VI - BR)
2024/7/18 Name (FR5E4) Active substance (F% %) s
= /Ry 7(:70)?L‘HE;RZFG";{V)E;FF£G";{§L§‘ HEEAE. RHILEORABE ST
ﬂaﬁ?%% -%jggzi;/7lﬂl):§/trH’EfZFG";{?HEiLEV)E)\ﬁ:%\iﬁ?‘é“ﬁ{ﬁﬁ’lﬁiﬁ
GKERH) Phesgo pertuzumab / trastuzumab AR THHER M ez £,
2020/12/21 - ERAERIRTAASAORABEIHS 5, K28 FeL & OHRRE
(—ERSNBED )
AERFEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/phesgo

BADORMPIZIZZEVRMPEDEELRES A=Y XY

ERDYRI~DORE

BRSEHRE - EUREER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

L L HL
RIS ~ BT 3
EITETEREMRER| T L
DRE
KE LR, BIGIFEHSADH,
= FELHBEINEYRS ELT MEEEERKE  (Administration-related reactions) 1 A& 5H. BADRMPTIE linfusion

reaction] ERFEINTLVD,
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ELES R % & - ® 4% gms | O || o
R5-06 SEBR 1T IR
7+ ERILEES mg Hh3FRE T80 ViEERE
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2024/7/18

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(K H)

7L

ADIFERURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DORE

BRSEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHIE - EUR OB

FRERIE ~ BT T X
EITB T HREMIFR
DYFE

£

51




ELES R % & - ® 4% gms | O || o
R5-08 SBR[+ IR
IFXDYETFE4mg fh1iHiE IFay4<T GEEFHEBRZ)
EREZEH EHfFE REXZ
2023/9/30 JAN (&%) INN REDEZIT=5hEE - HE
o BREXTE A XERIBME ) >/
EnE7xH B (CEAMKMBIEBIER /08,
Epcoritamab Epcoritamab SEMEBH ) »/\ERURFK MR
2023/11/22 KipaZiBMRa ) > /\fE) . BH
XIFE# AN ERME ) 2/ \E
e DT ZITT-3hEE - R
BiHER FDA (. EREROL LI - BE)
2024/5/14%AESET Drug Name (BR5E4) Active Ingredients (%% ) R M AR At I S (Rl
READEE BEIAGON, EEMHEY VBN LRELLIEEES
W=;: ) BLUBEMEBMRY VBT, 254 VUEDES
(E&BH) EPKINLY EPCORITAMAB-BYSP giifﬁwmt)zﬁaoiéﬁtzﬁﬁL\n‘onécozo&u‘cmﬁim
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— Ebglyss Lebrikizumab EENSEENDT F E—ERERDAR
2023/11/16
AERFEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/ebglyss
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A REF ~ TR AT XX
EITB T 2R EMER|T
DBTE
BATEAFOERICH- > THREFHIRITH TSN TSN, EHOFIRIELE L, —A,. KETRHEREES S UEEEHE
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