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ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e

2020/6/412F—2 7 UHEE.
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ELES "% 4 - ® & gas | O |[PRFEL O
R1-06 % BRI+ # & R
ANLFJILEES0 mg FSINF=TJIGRE
EREEE St E RAKR
2020/3/25 JAN (E4£) INN RBEZIT=38E - HE
ER#kE o .
Tirabrutinib hydrochloride tirabrutinib ﬁ%xgﬁmm@$mmﬁ%ﬁ%)“
2020/5/20
e RBEZ(TI=%8E - R
BHAEH FDA (% EPRRED L VEE - THE)
2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)
AREDHE
(F&EEA)
TL
AIEIRURL
REMSD X% REMSTHAMDRMPIZ[ZHZVWERLE LDBER

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e

11




ELES R - ® & gas | O |[PRFEL O
R1-07 SEER 1+ O |#®#m=xR
TAROZ U RiEFREAN YT R -
ATRA = RiERES Y 59000 KO 7735 (10B)
ERAZEE mg/300 mL SpfrE REKR
2020/3/25 JAN (E4£) INN RABDEZ =308 - HE
ERFEE e pe e ) .
Borofalan (10B) borofalan (10B) mjﬁj?};?j“ S RATETRIERABRORE
zHapig
2020/5/20
o ohs RBEZ(TI=%8E - R
L LR AR Ok ERABO K VI - HE)
2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)
AREDHE
(F&EEA)
TL
AIEIRURL
REMS D% & REMSTHAMDRMPIZ[FHWNERE EDES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e

12




BLES R % 4 - B % gas | O |BNER
R1-08 SEERIT FFBIAER
T n— SRS EA100 mg "7XVX77#;£'_7)XTﬁ/ Gtz
EREZER MIRA gz | O |Bax:
2020/3/25 JAN (%&48) INN EBEZ (=208 - DR
ERNFETH L2 EERED HHHER2BBM D F i FEeX 1%
BHEIE BEMNLGEENEHELTBESICRE
Trastuzumab deruxtecan trastuzumab deruxtecan 2) . B AL | £ HER2IS A
2020/5/25 OABRBYBRTEELLT  BEOBE
o o RBEZIT-308E - HE
BaimEs — (... ERRBED I - T8
2022/8/4 X FHESET Drug Name (ER5E4) Active Ingredients (R4 %) EBIET TR T DHHER2A— X DARE B =
— YIRRTRE % 1= [ZEERB I DHERIBHEELA A
RBDHE HEBMBEL D4 Y - (3 4)7 D28y FARDER(E
2 FAM-TRASTUZUMAB DERUXTECAN- [&##&T#6%ALRIZER)
GREEH) ENHERTU NXKI FSRYXITR—RDEEERIT-. BEETHEEIE
2019/12/20 GBI OHER2IBIE BA A E1- (L E B EE AR A
AR IEFRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/7611390rig1s000TOC.cfm
REMSDxt % REMSTHAMRMPIZ[ZHENEE EDBES HCPA 1 K&
&L L AL

ARSEPIE - EIREHR

AR5EAHIE - BIURDER ARSEAHIE - BEURDOBEE

mL

mL mL

EEREEERITER
(S %AIURL)

https://www.enhertuhcp.com/en/

SRk~ BIERRAT [20201/1/15 BAANERICILY . EEEADOERNEES LITahh, BEERECELDERERETORERELTNE
XEIZBITE2RELME |WTRBEShBIELSICHE 1=, ELANATIEE, BHAATINE,
BIFRDBE 2022/05/04 HItZFED T[S HHEE,
LAFENADHDEIGTE 1=, AEDELDENANIDh =2 &IckY ., AEEARIBERCEIZHITTRESND
ﬁu:% J:a':fd:of:o
" ANADBEISEHEN 2BDAEBEONT A ORENH D LICEDONT=,
Boxed warningT THE - BRIREM ] NEFSh TS, BADRMPTIIEELEEM X7 &L,
e ABEZ T35 - R
S EMA (% BRERO LB - HE)
RKEDHE PR BEE = [(LEEFBEHER2IGEZL A A
(&ERH) HER2IGHEDEITEENAS L UBEBE
50211118 Enhertu Trastuzumab deruxtecan seam (GEJ) BEASA
(EHATER)

AIETFRURL

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

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

EDEHEEEE (Left Ventricular Dysfunction)

RO &IMEES  FEXEIC& BFEMRIE
E=ERHE (LVEF) EFTDE=4"') >4 (Section4.4) .
AEAZOHA 5 >R (Section 4.2)

ARSEPIE - EUREHR

BRSEPIE - EIURODIEHH BRSEFIE - EURDOBE

L L L
A ERRE ~ RFThRAR AT
XEIZHITRREMH [GL
IEERDHE
FERHEEINLURIELTIE, BREB UK HEMMANERE, ZOEHERESIE. BAORMPTIIEEL BTN
RN,
e 2022/8/1 ERAEH L LTH MELEORTAK] A MNFELE] [TEMEhT-,

2022/8/25 H & - IBEH DFLED =8, 2~3BOEERIZLZBUENRD ST,
2022/12/12 HER2[GHEDETHEBNAB LUV BBEESE (GE)) IRAADANESE QEEEEADBESIEKR,
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ELES R - ® & gas | O |[PRFEL O
R2-01 S BRI IR
/\7H‘iz7J'§310500 mg NEFARE Yk
EREZEH S mg ST E REKE
2020/6/29 JAN (E4£) INN EAEZT-28E - DR
ERNFH5EH
Vadadustat vadadustat g m
2020/8/26
o ohs RBEZ(TI=%8E - R
AL FDA (.. ERERO BB - DE)
2024/2/6 Drug Name (BR5E4) Active Ingredients (F%%)
AREDHE
(F&EEA)
TL
AR IEFRURL
REMS D% & REMSTHAMDRMPIZ[FHWNERE EDES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2023/8/14%REXET

Name (BR5E4) Active substance (F%%)

AEDHE
(&2 H)

2023/4/24

Vafseo vadadustat

BHHFENEZTTOIHAEED
SRR ICEET SEREAMDE
-3

AIETFRURL

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

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

TL

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

7L

mL mL
AR ~ B TR
XEIZBITdReMH [TL
IR D BE
e BEEGRESNYRVIFEL,
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ELES R - ® & gas | O |[PRFEL O
R2-02 S BRI+ IR R
F Ty LMo FIaF2RE Y b
ER&AZEH FHftE RaRRE
2020/6/29 JAN (¥4) INN RBEZIT=%h8E - R
ERNF5EH
Daprodustat daprodustat EMHEMm
2020/8/26
= HREBEZ(TT-%hEE - TR
BRA=E FDA (%, ENRBED LG LVHEE - TE)
2023/5/26 % AEET Drug Name (BR5%4) Active Ingredients (% 4) EREFEET IO VKBRS
KRBORE (HIF PH) BEERIT. EME4NALLE
(%:&H) JESDUVROQ DAPRODUSTAT ilf:ﬁ‘uéﬁkxo)'r%?i%ﬂ@ﬁl:ot 58
2023/2/1 DIBFR
AR IEFRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2169510rig1s000TOC.cfm
REMS®D xt & REMSTHAMDRMPIZ[FHENVRE EDFEE HCPA 1 K&
L L L

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

mL

mL

mL

ERtEaMIT1ER
(2 EMAURL)

https://www.jesduvrog.com/

FRGRIE ~ BRAThR A AT
XEIZBITdReMH (4L
HEEFRDBE
. AIERERICIFRB SN ERVFAXEEBROAAFARLGRETH -2 enb. SESHLOTHERNEZIT-

T=o

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(%EIDE )

2023/7712
(FEEER T ()

Jesduvroq

daprodustat

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES R - ® & gas | O |[PRFEL O
R2-05 _ _ - SEEKIT I AR
77?17&)&%737"12)1/1&%;2 LB AT O—LERE EA R ST
[ WARDTEILGHEE S AR UEETZTIL
ER&ZE A RARNTELSAE et T G E RAKR
2020/6/29 JAN (&%) INN RBEZIT=%h8E - R
R H Indacaterol acetate and mometasone indacaterol acetate and mometasone REXNES RARTOA FHRUE
; B E R R ABRIEF D AN E
uroate furoate Frig o
2020/8/26 F5a)
= s RREZIT=38E - HR
AL g2 (% BREROLOHE - BE)
2024/2/6 Drug Name (BR5E4) Active Ingredients (F%%)
RBDHE
(%EID\E)
ZL
AFRIEERURL
REMS®D xt & REMSTHAMDRMPIZ[FHENVRE EDFEE HCP#H A F%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

EREEEMITIER
(S %AIURL)

R ERHE ~ RIFTRAR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2022/7/22 XAEET

Name (BR7E4) Active substance (Fi%4)

IWATIILFIRTOA REIS S TIRA

AKIBDHE e : oy :
p E R EEREB2MEENETEICEET
(&EER) Atectura Breezhaler égﬁgiggﬂea:j?;fe TR DR
2020/5/30
AR EHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/atectura-breezhaler

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

fd:

#

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

TL

mL

mL

AR ~ B TR
XEIZBITHREM
IR D BE

e
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BLES R % 4 - B % gas | O |BMER| o
R2-06 R N . SEEKIT A AR ER
TFETFRARS TR AV hTa—LEBIE ) aER=
= wﬂﬁtjtwﬁgz VLRI EABIUITSUALKRY
ERRZH B IR BIXTIL SpEftE RBER
2020/6/29 JAN (¥4) INN RBEZ (T8 - DR
ERNFETH SEXWME RAXTAA FEl, B
Indacaterol acetate, glycopyrronium indacaterol acetate, glycopyrronium  |fE14E B0k A B2%I | & U KiEE/E A
bromide and mometasone furoate bromide and mometasone furoate HRARD Y UEIOFRNBRELS
2020/8/26 2)
= ABEZ =38 - R
LA FDA Ok EIREROE B - HR)
2024/2/6 Drug Name (BR3%4) Active Ingredients (R4 %)
RKBDHE
(%EID\E)
L
AR IEFRURL
REMS®D xt & REMSTHAMDRMPIZ[FHENVRE EDFEE HCPA 1 K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

EREEEMITIER
(S %AIURL)

SREE ~ R AR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2022/7/22 XAEET

Name (BR7E4)

Active substance (FX94)

REFFEEREB2EBR L. AIFIC1ELU

- LOMBBEERBRL-EAEORA
(%_ i Indacaterol JUFIARTAA FERIOHFREDHE
i Enerzair Breezhaler glycopyrronium bromide HEDLETEEYICERTETLAVGRR
20201713 mometasone DR
ADEHURL  [https:/mww.ema.europa.eu/en/medicines/human/EPAR/enerzair-breezhaler

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

7L

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

TL

mL

mL

AR ~ B TR
XEIZBITHREM

ERD W E

e
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BLES R % 4 - B % gas | O |BMER| o
R2-07 58RI+ IR R
o+t L AEE100 mg N
i TANTFZTI LA UERE
ERRER "l 8200 mg St RRAD
2020/9/25 JAN (¥4) INN RBEZ (T8 - DR
HMERH BREAERTCHES+HGEE) V< F
o L FRBECTHRR+ALEHY O
Filgotinib maleate filgotinib (BE RS MIBEDML £5T)
2020/11/18
= s RREZIT=38E - HR
LA FDA Ok EIREROE B - HR)
2024/2/6 Drug Name (BR3%4) Active Ingredients (R4 %)
RBDHE
(%EID\E)
ZL
AR IEFRURL
REMSDxt % REMSTHAMRMPIZ[ZHENEE EDBES HCPA 1 K&
HRFERIE - BEUREER BR5EHAE - BURDIEEH BRERAE - EURDBE
EEREEMITIHER
(EEMAURL)
FREF ~ SRR
XEIZBTBREM
1EIFRDHETE
e
e ABEZITT-308E - R
AR EMA Ok EIRRROE B - HB)
2022/7/22 XREFET Name (BR5E4) Active substance (Bi5 %) 1D E - FEHMDEEEMER Y 9T FEADRS
RIOER BAT+HT oM EEREED, DEEHMSE
o EOEBMEEE H7F
(REH) Jyseleca Filgotinib maleate KEFORBO B THEVNPEED S EEDTHIE
2020/9/24 BRIERE %
AR IERURL https://www.ema.europa.eu/en/medicines/human/EPAR/jyseleca
BADRMPIZIZHZWVRMPEDEELBHES A=Y RS ERDYRIADRE
S %L
BRFEAHAE - EURIESR BR5EHIE - BEURDER BRFEHIE - BEURDBE
mL mL mL
RENCBAIRAN 20211116 BB YTF (RA) [SRBEABE (UC) OBRAMD 16, RUPLRALUCEBEA T TRET 5 &
E'T%%EGDE&E SICERHEAY ELEE, UCITHENLREM EOBIUEA LA, RIBZOEEMEZEM,
e BEEGBESNEVRYIE TEMRREEAE] & THRESD] T, WINELBAORMPICEEH SN TS,
A 2021/11/121Z5EEN BB 1 KRS & OIS AV BN,
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ELES "% 4 - ® & gas | O |[PRFEL O
R2-08 S BRI IR
Iyavy4IL5% YI7ERZDLRIEY
ERNERE EHHE REKR
2020/9/25 JAN (¥4) INN RBEZ (T8 - DR
ERNF5EH
Sofpironium bromide sofpironium bromide [RF MR E 2 7 TFAE
2020/11/26
= s RREZIT=38E - HR
L LR AR Ok ERABO K VI - HE)
2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)
RBDHE
(&FER)
ZL
AFRIEERURL
REMS®D xt & REMSTHAMDRMPIZ[FHENVRE EDFEE

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES R - ® & gas | O |[PRFEL O
R2-09 SEER 1+ # & R
Iﬂ-ﬁl:lszgzmmg IFOF224y k
EREZEH Al s mg ST E REKE
2020/9/25 JAN (E4£) INN RABDEZ =308 - HE
ERNFH5EH
Enarodustat enarodustat g m
2020/12/8
o ohs RBEZ(TI=%8E - R
L LR AR Ok ERABO K VI - HE)
2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)
AREDHE
(F&EEA)
TL
AR IEFRURL
REMS D% & REMSTHAMDRMPIZ[FHWNERE EDES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES "% 4 - ® & gas | O |[PRFEL O
R2-10 SEER (T O AR
T4 )Ly 4 R S ERE250 mg t”*’7iiﬁiég?f**UﬁA
EREZEH BT MERA itz | O |RaEXR
2020/9/25 JAN (¥4) INN RBEZIT=%h8E - R
ERNFETH _ _ c PP _ -
Cetuxma_b sarotalocz_;m s_odlum cetuximab sarotalocan _JJi%’I: B BT ETXXIIBMERDEE
(genetical recombination) TR
2021/1/1
o o ARBEZIT=-30HE - HHE
BHREAEE HRAA (% ERRRD IR - HE)
2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)
RABDEE
(&ERH)
L
AFRIEERURL
REMS®D xt & REMSTHAMDRMPIZ[FHENVRE EDFEE HCPA 1 K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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BLES

)
ct
iy

- B % gas | O |BMER| o

R2-11 SBR (T FEGI AR

I KJL 3 X§50 mg THELY ViEEE
ERAZRE it BREaKD

2021/1/22 JAN (%&48) INN EBEZ (=208 - DR

ER#TH

£ Ty HE P 4, BB 5
Anamorelin hydrochloride anamorelin TROBMEEBI-S AL BAEH

B/ hilRammiE. BRE. BiE. Kk
2021/4/21

s RREZ - IAE - IR
LA FDA Ok EIREROE B - HR)

2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)

AEDHE
(X H)

mL

REREHRURL

REMSD X% REMSTHAMDRMPIZ[ZHZVWERLE LDBER HCPA A K%

ARSEPIE - EIREHR AR5EAHIE - BIURDER ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

o REER TR IR
S EMA (% BRERO LB - HE)

2024/2/6 Name (BR7E4) Active substance (Fi%4)

AEDHE
(%% H)

T Adlumiz Anamorelin hydrochloride
(2017/9/14)

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

HADRMPIZIZALRMPEDEELREE SN R Y ERRDRI~DREK

ARSEPIE - EUREHR BRSEPIE - EIURODIEHH BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

BERESLUEBMTIRDAEEL LTHAEINEN. BREBAREOHTHZFDIMFHNRENRIAIZOAT, EEFEQOL
DELIZTFEETWEWNEEMAIZEIB S N-, BMIK20DEFIZHELEZRLZELBHONEMNoT=,

-5 BT, BERT—EAR—RDA VT I ) T4 DFELENEFEIA., COFETCEHIERABRTHEIAZOOEARNY
FEHFEHEDLTFILESEMT A EFTERNE SN, BifShT=,

(2017/9/14)
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ELES R - ® & gas | O |[PRFEL O
R2-12 S BRI IR
TR LS mo EUFIREY RF UYL
EREEH EHfE RaRKA
2021/1/22 JAN (¥4) INN RBEZ (T8 - DR
ERNF5EH
Molidustat sodium molidustat ZEA
2021/4/22
= s RREZIT=38E - HR
L LR AR Ok ERABO K VI - HE)
2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)
RBDHE
(&FER)
L
AR IFEIHRURL
REMSDxt % REMSTHAMRMPIZ[ZHENEE EDBES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES B E & - & & gas | O |®MEE| O
R2-15 SEERIT FFBIAER
$ 34 5 LBEES0 mg yanjzfaﬁﬂZET»nyﬂfh
ERNERE EHHE REKR
2021/3/23 JAN (¥4) INN AREZITI508E - R
ERNFETEE
Diclofenac etalhyaluronate sodium diclofenac etalhyaluronate TR (RRBIEN. ARESED
2021/5/19
o ons ARBDEZIT=8E - DR
BRA=E A (% ENKRDE B - )
2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)
EEBDHE
(ZEBA)
Bl
AR IFEIHRURL
REMSDxt % REMSTHAMRMPIZ[ZHENEE EDBES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES "% 4 - ® & gas | O |PREE
R2-16 S BRI O |#mxR
£ X h— = EEHE 10 mg NEFITRT 7&77(@h%ﬁm
EREZER % R E BRaKR
2021/3/23 JAN (¥4) INN RBEZ (T8 - DR
HARERH Pabinafusp alfa (genetical
apinarusp alra (genetical . gk 71l
recombination) pabinafusp alfa LS REENR
2021/5/19
o ohs RREZIT=38E - HR
L LR AR Ok ERABO K VI - HE)
2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)
RBDHE
(&FER)
ZL
AR IFEIHRURL
REMSDxt % REMSTHAMRMPIZ[ZHENEE EDBES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e

25




ELES R - ® & gas | O |PREE
R3-02 S BEIF IR
20494 LR (SARS-CoV-2) 75 F ©
NXRETY 7HERE Y BIEFHEBEATILT T/ D9A4ILAN
ER&AZEH J53—) EHtE BRAKE
2021/5/21 JAN (E4£) INN RABDEZ =308 - HE
ERNFH5EH
Vaxzevria SARS-CoV-2I1Z & B BEEFED F 5
2021/8/16
e RBEZ(TI=%8E - R
BHAEH FDA (% EPRRED L VEE - THE)
2024/2/6 Drug Name (BR5E4) Active Ingredients (F%%)
AREDHE
(%EIDE)
2022711710
BRZE G IE
AIEIRURL
REMSD X% REMSTHAMDRMPIZ[ZHZVWERLE LDBER HCPA A K%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

EEREEERITER
(S %AIURL)

2021/1/29 (F#HA+HER)
2022/10/31 GBH &)

AstraZeneca) ChAdOx1-SARS-COV-2

SR ~ BT AT
XEIZHITEHRLHE
BERDBE
KETIEERAELH. WHOIE2021/2/10IcB2FEAKZB L T 5,
https://apps.who.int/iris’lhandle/10665/339477
&z 2022/11/10 AstraZenecatt ABLARGEZ WS L1z £ KK,
https://www.astrazeneca.com/content/dam/az/PDF/2022/Q3/Year-to-date_and_Q3_2022_results_announcement.pdf
(p.34)
o ARBE RT3 - R
LS EMA (% BRERO LB - HE)
2023/2/27X%FAEE T Name (BR5E4) Active substance (%4)
AREODHE SARS-CoV-2[2k > TElERIshD
(ZZ2H) Vaxzevria (previously COVID-19 Vaccine COVID-190F 5

AIETFRURL

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

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

X5 - INL—EIRRE

Szt M/MRRAME £ & O M/MRBAE

) RY &IMEES - RAXEIC L SHEEBRE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

2022/10/31 @HE AT

TL mL mL
BNIEH :
_ o . 2021/3/29 T LIL¥X—KE
RENSRAIRAN 021521 mUMRHAEE > it SRS OmA
g waﬁz; 2021/6/18 EMIE TR AEIRE
. 2021/7114 X5 UNL—EIERE
2021/11/22 d/PARGEAME Z 440 75 U I B B4R GR ML 42 AiE
M/NRBAME 2% 5 MiEIXIEI B IR 50 AH2EE &L VY EHEEICRET S5, REB(F18SHEU L,
e 2022/10/20 T7+ 274 5F%>—1 #EZLHHBEINEZY X7 SHIER.
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ELES R - ® & gas | O |[PRFEL O

R3-04 SEER (T H I &R
TNYIRERMAR MG ZT | ks b U LK

EWxERE St E REKR
2021/6/23 JAN (¥4) INN RBEZ (T8 - DR
ERFETH . — e ] B e B

Upacicalcet sodium hydrate upacicalcet ﬁ,&'ﬁ*ﬂ‘@_«kl Bl RBREAETLE

2021/8/20

= ARBEZ(T=%0EE - R

L LR AR Ok ERABO K VI - HE)
2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)

RRBDEE

(%EEA)
L

AR IFEIHRURL

REMSDxt % REMSTHAMRMPIZ[ZHENEE EDBES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES "% 4 - ® & gas | O |[PRFEL O
R3-05 BRI IR
YA = —7% 500 mg A A1) 2 UIEERE
ER&EZRE EHEftE REED
2021/6/23 JAN (&%) INN ABEZ(T=508E - R
ERNFETH
Imeglimin hydrochloride imeglimin 2BIRER IR
2021/9/16
o ohs HREBEZ(TT-%hEE - TR
BHAEH FDA (%, EIRABRDE OEEE - THE)
2024/2/6 Drug Name (BR5E4) Active Ingredients (F%%)
RABDEE
(&ERH)
L
AFRIEERURL
REMS®D xt & REMSTHAMDRMPIZ[FHENVRE EDFEE

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES T L - gas | O |[PREEL A
R3-06 SEER 1+ IR R
N XY RZEE10 mg V) REY b+
ERNEZEE EHfFE RaRR
2021/6/23 JAN (E4£) INN RABDEZ =308 - HE
EmsxA BREXTHEAEORATEBRENE ) >
Tucidinostat tucidinostat INE
2021/10/20 BREXIIIEHATEORBEHETHEY) V/\[E
e RBEZ(TI=%8E - R
it FDA 0% ERRRO BV - BB
2024/2/6 Drug Name (BR3%4) Active Ingredients (F%%> %)
AREDHE
(F&EEA)
TL
AR IEFRURL
REMS D% & REMSTHAMDRMPIZ[FHWNERE EDES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/6

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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BLES R % 4 o gas | O |BNER
R3-07 SeBRIT IR O
AF 7)) —JRiEEEtE Y ~300 ALYV ERT (EEFHEBRZ) . /LT
= Sl - > P _
Wﬁ(?ﬂ =] [ lﬁ\lﬁﬁ$11t v 1332 ExJ (E{K%%ﬁ@l) ST E BR & R
2021/7/19 JAN (%&48) INN EBEZ (=208 - DR
ERHEE s . _
2D Casmwma'b (geqetlcal recomblnatlon) o . . SARS-COV-21= & B Bess B (N2 ) Sesie
and imdevimab (genetical casirivimab and imdevimab )

2021/7/22 recombination)
= g ARBEZIT-%08E - R
LA FDA Ok EIREROE B - HR)
2024/2/6 Drug Name (BR3%4) Active Ingredients (R4 %)

EOER ABRPRTLE, EEDOCOVID-19IH#
REOT® 7951 R BB BEDAR

it - ==
020/ 1121 REGEN-COV CASIRIVIMAB AND IMDEVIMAB 2EE®RF
(EUA)
ABIFEHRURL -
REMSD & REMSTHAODRMPIZ[ZHNRE EDBEE HCPH 4 K%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

TL

mL

mL

EREEEMITIER
(S %AIURL)

https://www.regencov.com/hcp

SREE ~ R AR AT
XEICHBITRREHE |—

IHERDKTE

FHE~PHED AR E E S LCOVID-19AHE L LT, 2020/11211ITEVAKR Shiz, Z0#%2021/8/101, Hif-ISRE#®
£33 DREFHREIBMES =, 2022/1/24I1Z, 2/ O HKDHRITER (T, REGEN-COVDEEFZZ T WEERKDORIT
g 2[R > THIAT % & 5 Fact sheeth\théh 1=,
2R A =5 — ShEE . 7
=IRHAER EMA RBEZT=-%h8E - HE

. .EREZEDLZLIEE - R)

2022/7/25 XEAEFET

Name (BR7E4)

Active substance (FX94)

BREHRZELELET. EEDCOVID-

RBDEE ITETT R YRIBEVESICEIT
(BB Ronapreve Casirivimab and imdevimab HCOVID-1903a 4
2021/11/12 COVID-19DF [f
AIETFRURL https://www.ema.europa.eu/en/medicines/human/EPAR/ronapreve

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

#

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

Tl mL mL
AR ~ B TR
XEITEITHREM |HL
IR D BE
= EEGRESNEVRIBLIVBEMIRY : HL, BAORMPTHEL TOHBHBENS v T71—2 3 VRISE TEE

THLY] ELTWS, BEOXRIEAFIOkgEL ETI25E L L,
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ELES R - ® & gas | O |[PRFEL O
R3-08 SEER 1+ # & R
7 = 0,
¥4$$F%;;if $I735R b
EREZRA " HL EHEftE BRAKE
2021/9/27 JAN (E4£) INN RBEZIT=38E - HE
ERNFH5EH
Difamilast difamilast 7 hE—HEEE %
2022/6/1
o ohs RBEZ(TI=%8E - R
BHAEH FDA (% EPRRED L VEE - THE)
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%> %)
AREDHE
(F&EEA)
TL
AIEIRURL
REMSD X% REMSTHAMDRMPIZ[ZHZVWERLE LDBER HCPA A K%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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BLES R - B % gas | O |BNER
R3-12 SeBRIF IR O
Y E 1T ¢ 2iFEE#K500 mg VhOER T GEEFHEEEZ)
EWxERE St E RRER
2021/9/27 JAN (&%) INN ARRBEZIT-308E - R
Em55EH
Sotrovimab (genetical recombination) sotrovimab SARS-CoV-2 (2 & % B AE
2021/9/29
= ns ARBEZIT-%08E - R
LA FDA Ok EIREROE B - HR)
2024/2/8 Drug Name (BR3%4) Active Ingredients (R4 %)
RROER ABPRTGE, EEODCOVID-1917:#
(%_ EI) TTHIVRIDEVNEENSPHFESR
L SOTROVIMAB SOTROVIMAB EDBIE
2021/5/26
(EUA)
AR IFEIHRURL -
REMS®Dxi & REMSTHAMRMPIZ (X L\RE DB HCPA A K%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER ARSEAHIE - BEURDOBEE

TL

mL mL

EREEEMITIER
(S %AIURL)

https://www.sotrovimab.com/

SR ~ B FThRAR (T
XECBIT3ZEMHE |—
53R D W E
. Warning®—2IZ MEKRDEE] AEFNL TS,
B 2022/4/51=, 24 O VBA2KDRITICHRENBEHTELANE LT, £XKTHDEUAZELE,
2R A =5 — ShEE . 7
=IRHAER EMA RBEZT=-%h8E - HE

. .EREZEDLZLIEE - R)

2022/7/25 XEAEFET

Name (BR7E4) Active substance (Fi%4)

BEHRELEESET. EEDCOVID-

BNEE ikl .
ﬁ("jﬁﬁé”ﬁ;“ 19IZETT BRI DABVEEITEST
= HEIEY Sotrovimab %COVID-190 4%
2021/12/17
FREREHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/xevudy

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

fd:

ARSEPIE - EUREHR

BRSEPIE - EIURODIEHH BRSEFIE - EURDOBE

7L 7L HL
R EBHE ~ REFTARAR T
XEIZHITERREMH |[GL
1EERDLTE
BEEUEBESAEYVRIBIUEENYRY L, BAORMPTHEL TLWABHBENLA > I7a—CaVRibE TBEE
-5 THEW] EHTELTND, THRIFIAEFAOkgU LD 12FLLE,

2022/5/61Z, #3245 O 2VBA2EKZEADIN vitroRIGHEMNTFEE > TLVEEDEBE, BRIUERFZTHE LTINS,
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B RER

BLES B E A - & % wms | O |PLT
R3-13 SEER (+ H I A ER @)
>4 714 Hh F+IL200 mg EILXESEL
ER&FER FHHE REERR
2021/12/24 JAN (FE#£) INN EBEZIT=3hEE - SR
ERNF5EH
Molnupiravir molnupiravir SARS-CoV-2IZ & % B4
2021/12/24
= HRin % 2 TT=%h8E - R
BRAZH Ao (% ERRR DRI - )
2024/2/8 Drug Name (HR5E#) Active Ingredients (F% %) AP E . BEDCOVID-191-#
ARDER TTBURIHEC . ORKBShi=
(&EEH) AEENMATERL., BEMSDE
511223 LAGEVRIO MOLNUPIRAVIR i (AR
(EUA)
ARIFEURL -
REMS®D % &R REMSTHZAMRMPIZ[ZHNVRE EDFES HCP#H A K%
BR5EARE - [EURTEER AR5 AL - ERDEH BR5EHE - BEUIROBEE
L L Tl
<2 al 1+ 1& .
E%giﬁlﬁ?ﬂﬁﬁ https://www.fda.gov/media/155101/download
A FREF ~ S EThR AR AT
XEIZETHREMHE |—
BERDBE
EMERTHRESENTREINTEY .. BATIHIEFEEADEEFER, KETHHREIIA GV, EERBEICL D5
. B-RELY—RASURTOAT S LADSMELEEHICHT SN S 5 2 L HFact sheetlTTREN TS,
" 2023/7/17 EUARDEIMER E LT, HILFRRIEE, B, REREE, B8UE. 7574 7% >— NEEZRE. KEELU
ETHBEE., I3, Z5FE. #P. ERPEHMTXEIIRE GEECERBEREITH) .
e RBEZ(T=38E - R
BfAEH = % ERABOL L - HR)
2024/2/8 Name (BR554) Active substance (F5 %)
AEBDHE
(&R H)
2021/11/19 Lagevrio Molnupiravir
(BREFER)
2023/6/21
GEEABHBEOMT
A EEHRURL https://www.ema.europa.eu/documents/referral/lagevrio-also-known-molnupiravir-mk-4482-covid-19-article-53-procedure-conditions-use-conditions_en.pdf

BADRMPIZIEZELRMP LD EELRHESNIZ YRS

ERDYYRI ~DRE

ARFEARIE - EURTEHR

ARFEAHIE - EURDIEH ARFEAHIE - EIRDE

FERHE ~ B FT AR A AT
XECHITEHEEMH
THERDHE
2021/10/251=Rolling review# F#a L. 2021/11/191E K A7 EFE - AFRICHEIL > T, EUMBEEICRABOFERAZHE L=,
2023/2/23 AFNZ L BEERMGART 4 v FOBEND, CHUPAKBFBIZODWTEEN LG REEZRL., R224IZRZEAM
&%= BEBALITEITSEEERAL:,

HEEBERICEDE, BEEFERL TULVA, 2023/6/21I2&R
THEF)

EOMTHETof, (RRGEACHEL TREEHE
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ELES "% 4 - ® & gas | O |PREE] O
R3-15 % BRI+ IR
E3 vy miEesiEik150 mg VA NE S DVl LN
ERN&EZE ST E REER
2022/1/20 JAN (E4£) INN RABDEZ =308 - HE
EmsxA REIARIEIZ & B < I8 H 4% i
Clazosentan sodium clazosentan MmEEHE, RUCNITHESIKEERY
e RBEZ(TI=%8E - R
it FDA 0% ERRRO BV - BB
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%> %)
AREDHE
(F&EEA)
TL
AIEIRURL
REMSD X% REMSTHAMDRMPIZ[FHWNERE EDES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

EREEERT1ER

({22 BIURL)
FREF ~ SRR
XEIZHITEHRLHE
BIFRDBE
e
o gn e RBEZIT-308E - SR
S EMA (% BRERO LB - HE)
2024/2/8 Name (BR3%E#) Active substance (Fi%4)
AIANDHE 5-Methyl-pyridine-2-sulfonic acid{6-(2-hydroxy-
(B H) ethoxy)-5-(2-methoxy-phenoxy)-2-[2-(1H-
r tetrazol-5-yl)-pyridin-4-yl]-pyrimidin-4-yl}-amide
L sodium salt
AR EHRURL https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu303182

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e

2003/12/12[=A—2T 7 VIEE.,
2023/9/25|2A — 7 7 VEREWRT I,
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ELES "% 4 - ® & gas | O |[PRFEL O
R3-17 % BRI+ # & R
1) 2 X 7§45 mg F—27EXYr T UBRE
EREEE St E REXR
2022/1/20 JAN (E4£) INN RKBEZ =208 - R
ERNFETH
Gefapixant citrate gefapixant AT DB
2022/4/21
o ohs RBEZ(TI=%8E - R
SRAER FDA (% ERRRDL VEE - R
2024/2/8 Drug Name (BR5E4) Active Ingredients (F%%)
AREDHE
(F&EEA)
TL
AR IEFRURL
REMS D% & REMSTHAMDRMPIZ[FHWNERE EDES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2023/11/15%HAEET

Name (BR5E4) Active substance (F%%)

AEDHE
(&2 H)

2023/9/15

Lyfnua gefapixant

IR F - XREATEAD IS B

AIETFRURL

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

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

mL

TL

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

7L

TL TL
GBI ~ BT AT
XEITBITAREM [FL
EEHDBE
Bz 2023/9/15 3B, RMPTEZGRE SN RV FE L,
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ELES "% 4 - ® & gas | O |[PRFEL O
R3-19 BRI IR
H B4 58120 mg AOTFHSREAFIL
ER&EZRE EHEftE REED
2022/3/28 JAN (&%) INN RBEZIT=%h8E - R
EMETH DEEQEBUARL G-FI/HUTF
Carotegrast methyl carotegrast ILEHEHFIZ & HAETURR 7145
2022/5/30 AIZR2D)
= HREBEZ(TT-%hEE - TR
L LR AR Ok ERABO K VI - HE)
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%> %)
RABDEE
(&ERH)
L
AFRIEERURL
REMS®D xt & REMSTHAMDRMPIZ[FHENVRE EDFEE HCP#H A F%
BRFEHIE - EIURIESR BR5EHAE - BURDIEEH BRERAE - EURDBE
EEEEERIT1ER
(S %AIURL)
TR AR ~ B FThR AT
XEZHBITRREMN
1EIFRDHETE
e
SR R EZIT=38E - R
S EMA (% BRERO LB - HE)
2024/2/8 Name (BR5E4) Active substance (Fi52 %)
RABDEHE
(&FEH)
7L
AR IERURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BRSEIE -

EURDIER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES R - ® & gas | O |[PRFEL O
R3-21 SEBR 1T H I &R
53 3
FLSRRBIIEAS Mo SEZOUD, £ S I DEIR
EREZEH B RIERT 9 FHfTE RBER
2022/3/28 JAN (¥4) INN RBEZ (T8 - DR
HERERH W—TRREZEDMOFRIRETHRR
i - IS KETH N
Tolvaptan sodium phosphate tolvaptan O
2022/5/30
S ABEZIT=28E - R
it FDA 0% ERRRO BV - BB
2024/2/8 Drug Name (BR3%4) Active Ingredients (R4 %)
EOFF 3
(%EIDE)
mL
AFRIEERURL
REMS®D xt & REMSTHAMDRMPIZ[FHENVRE EDFEE

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

mL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES B E & - & & gas | O |®MEE| O
R3-23 SeBR IR
SF—HERTFFERO0OmMgI Yoo FEYRIT GEEFHEER)
EREFEE EHTE REERR
2022/3/28 JAN (&%) INN AREZITI508E - R
MR 7 hE—MHRERICHESZTSE BIE
i ; P ; —HERERIZHFIZIE £
Nemolizumab (genetical recombination) nemolizumab AR TMBRR+ DB A IS D)
2022/8/8
= yns ABEZITT-308E - R
BAAEE HEI Ok ERRRDE LA - HE)
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%> %)
REDHE
(KR H)
L
AR IFEIHRURL
REMSDxt % REMSTHAMRMPIZ (X L\RE DB HCPAH 4 K%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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BLES

)
ct
iy

- & & gas | O |BMEE| O

R4-02

SR (T FEGI AR

ERNEERR

FIVET R mi#EEsEAHL135mg FYFLsy
it BREaKD

2022/6/20

JAN (%) INN RRER -2 - R

ER#TH

2022/8/22

Darinaparsin darinaparsin BREXITHAMEORMBETHERE /38

=I&AEH

EDA ARRBEZITI-28E - DR
. .EREZEDL LR - R)

2024/2/8

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

AEDHE
(X H)

L

AIEIRURL

REMSD X &

REMSTHAMDRMPIZ[ZHZVWERLE LDBER HCPA A K%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

REET D - DR
EMA (% ERRBD L LVEE - BE)

2024/2/8

Name (BR5E4) Active substance (F%%)

AEDHE
(%EIDE )

7L
(F—27)

Darinaparsin

AIETFRURL

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

HADRMPIZIZALRMPEDEELREE SN R Y ERRDRI~DREK

ARSEPIE - EUREHR

BRSEPIE - EIURODIEHH BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e

2011/4/1512F—27 7 V8 E.
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ELES "% 4 - ® & gas | O |[PRFEL O
R4-03 S BRI IR
2 x4 1) §840mg EXTRED
ERN&ZRE FftE RaER
2022/6/20 JAN (¥4) INN RBEZ (T8 - DR
En5%EE AL 1 | BT o5
N S - -3 )=
P|m|tesp|b plmltesplb h 21t%;§zﬁ1ﬁ‘s SEL _/E“:EFEﬁﬁ
&%
2022/8/30
= s RREZIT=38E - HR
it FDA 0% ERRRO BV - BB
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%> %)
RBDHE
(&FER)
ZL
AR IFEIHRURL
REMSDxt % REMSTHAMRMPIZ[ZHENEE EDBES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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BLES R - gas | O |BNER
R4-04 SEER (T FFBIAER O
IR RSy 9‘#")"7: t\\‘? 7 (E@?:‘ﬁﬁ?ﬁﬁ.) .Yl
ERERA AETT CERFARR) SpitE RRAD
2022/8/30 JAN (%&48) INN EBEZ (=208 - DR
ERH5EH ) R
Tixagevimab (genetical recombination) SARS-CoV-2IZ & % BEIE R U T DHIE
and cilgavimab (genetical recombination) N
2022/8/31
o ons RBEZ(T-208E - DR
LA FDA Ok EIREROE B - HR)
2024/2/8 Drug Name (BR3E43) Active Ingredients (F%%) SARS-CoV-21=@# LTH 5T, B & QBT DEME
_ LHEVTFROEI S 2 BLOBRBFH
REDHE D) PEE~BEOREFRLICLYTYFLONBLSGET
& TIXAGEVIMAB CO-PACKAGED WITH &%y
(2?2;7125; EVUSHELD CILGAVIMAB 2) EEHBEREEO:HFTEY 0T F L REMTE
AR
(EUA) -
AREIRURL —
REMSDxt % REMSTHAMRMPIZ (X L\RE DB HCPAH 4 K%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER ARSEAHIE - BEURDOBEE

TL

mL mL

EEREEERITER
(S %AIURL)

https://www.evusheld.com/en/hcp

SREE ~ R AR AT
XEIZHBITAREN |—
IHERDKTE
ERNAEICIX TSARS-CoV-2I2 & 2R OBERNEENDN., EUADOXRIE TEZRITHI OH,
& 2023/1/26 AEIFERZHEKRDEENE NS BIZEUAZ—BEILTH L EEnt, BL. BUFIXEFEMICEAFIZL > THM
SNALEERNRITITHGRICHAT. EEEECEREZEICEVTEFIZERELTECILEEFHELTWS,
HEE%gEHEE EMA ﬁéﬂé%‘*f:;}]ﬁg - ;:)]%

. .EREZEDLZLIEE - R)

2022/12/3 XFAEET

Name (BR5E4) Active substance (F%%)

COVID-19DEERTF [h

ABDHE BRRBREEIEVLELETEELDY
(REH) Evusheld Tixagevimab and cilgavimab %’]b\%b\%%(:BITéCOVID-lgw;‘a
2022/3/25
AFRIEERURL https://www.ema.europa.eu/en/medicines/human/EPAR/evusheld

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

mL

ARSEPIE - EUREHR

BRSEPIE - EIURODIEHH BRSEFIE - EURDOBE

TL

mL mL

AR ~ B TR
XEIZBITHREM
IR D BE

TL
CEEROBEGNENCEBMENTA, TOREETOT7AIILEFHDERTHRLON-H O LFK)

e

BEEABEINEURYIE ML) . BAORMPTEIFOoND [7FH 745X —S5NEELBEUE] 12DV T, BEEK
HRICPVWTEEAEEEZIRESNTOVRNIEEZE T, B2 LOBEFEICEEOHAVERBHICHBEIATL
60

2022/9/16 AT @IS = G,
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ELES "% 4 - ® & gas | O |[PRFEL O
R4-05 SEER 1+ IR R
F/ VSR TE3IOMgIY oD FIS5UXTT (EiFHBRZ)
ER&AZEA EHftE REKR
2022/9/26 JAN (E4£) INN RABDEZ =308 - HE
ERNFH5EH
Ozoralizumab BEABRCHRES L GEEH) D F
2022/12/1
e RBEZ(TI=%8E - R
BHAEH FDA (% EPRRED L VEE - THE)
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%> %)
AREDHE
(F&EEA)
TL
AIEIRURL
REMSD X% REMSTHAMDRMPIZ[FHWNERE EDES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES B E & - & & gas | O |BMEE| O
R4-06 SEEKIT FFBIAER
AR E JREF#E450 mg ARY YT T GEEFHEEREZ)
ERNERE EHHE REKR
2022/9/26 JAN (&%) INN RRBERITI-508E - R
ERH5EH
Spesolimab spesolimab IBAEMREICES TS EROHE
2022/11/16
S ABEZIT=28E - R
LTS g2 (% BREROLOHE - BE)
2022/11/24 XREET Drug Name (BR3%4) Active Ingredients (F%%)
EBOER A r8—04 %236 FRFERET,
2022/9/1
AR IEFRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7612440rig1s000TOC.cfm
REMS®Dxi & REMSTHAMRMPIZ (X L\RE DB HCPAH 4 K%
7L mL Bl
BR5EAE - EIURIEER BR5EHIE - EIRDIEH BRFEHIE - ERDBE
L L TL
EEEEER ITER

(- 2EURL) https://pro.boehringer-ingelheim.com/us/products/spevigo/

SRR ~ B FTAR AR AT
XEICHITRREHE |EL
IHERDKTE
= BREFEDHEENEESNS O, FERERBEE~DREITIEHE CK) FEFER () ¢shThY. BEERLF Y
" X (N
e RBEZIT-308E - SR
S EMA (% BRERO LB - HE)
2024/2/8 Name (BR7E4) Active substance (Fi%4)
ABOER [EAE2E (GPP) MAEMREICHT
(xEEH) Spevigo Spesolimab 2 HAIRE
2022/12/9
(EHAEER)
HREREIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/spevigo
BADORMPIZIZZLRMPEDEEREE SN XY ERDYRI~DREK
L L
BRSEH AL - EREER BRSEHIE - ERDIE BRSEHIE - EIRDOE
L L L
R ~ IR AT
XEIZHITRREMH [GL
IFERD K TE
5= RMPOEELGHESINEURSIE THLI . BARIF TEELGREE] TEEMABE] 2FIFTLS,
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ELES B OE & - & % gas | O |BMER| o
R4-08 SEER 1+ # & R
Iﬁ$57§i%w NLARZREY bk ULEE
EREZEH = aeldimg ST E REKE
2022/9/26 JAN (%&48) INN EBEZ (=208 - DR
En#xE e )
Valemetostat Tosilate ﬁgili;ﬁmﬁ@ﬁkk‘r’ﬂﬂﬁa "y
2022/12/20
e RBEZ(TI=%8E - R
BRAEH FDA (% EPRRED L VEE - THE)
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%> %)
AREDHE
(F&EEA)
TL
AR EHRURL
REMS D% & REMSTHAMDRMPIZ[FHWNERE EDES

HCPA A K&

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(%EIDE )

7L
(F—27)

Valemetostat tosilate

REMETHR ) /N[

AIETFRURL

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

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e

20221212412 —T 7 UHEE.
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9 K

ELES S —- & % gas | O |®AFE| O
R4-09 % BRI+ IR
v a—/\§£125mg IV RLIVELTTILEEE

ERN&EZE ST E gaixa| O
2022/11/22 JAN (E4£) INN EAEZT-28E - DR
ERNFH5EH

Ensitrelvir Fumaric Acid SARS-CoV-2IZ & % BifE

2022/11/23

o ohs RBEZ(TI=%8E - R
HRAEHE FDA (% ERRRDL VEE - R

2024/2/8 Drug Name (BR5E4) Active Ingredients (F%%)

AREDHE

(F&EEA)

TL

AIEIRURL
REMSD X% REMSTHAMDRMPIZ[FHWNERE EDES HCPA A K%

ARSEPIE - EIREHR

ARSEHIE -

B4R DR

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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9 K

BLES B & % — B % 5 @) Bl @)
R4-10 SEER (+ &R
7 _I~ */\J F27.5mg RSl

EREZE Rl /N> F55mg Sl RaED
2022/12/23 JAN (E4£) INN RABDEZ =308 - HE
HARERH TILYINA I —BIZBHGEIZE 1T HR5N

. . VAN _:Il-_gnf.\ JIE 6 E’l}\
Donepezil donepezil S R D 45 4D

2023/4/14

o ons EAAEZ =208 - DR
BHAEH FDA (% EPRRED L VEE - THE)

2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%> %)

EEDHE

(&ZEH)

L

AR IEFRURL
REMS D% & REMSTHAMDRMPIZ[FHWNERE EDES HCPA A K%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

TL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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BLEE A - B % gas | O |BMER| O
R4-13 . . . SEERIT FFBIAER
D7 > R— i 5EE$E300mg
i Q@R E T:E100mgt-Myy 155 SYXXYT GEGFHER)
Em&EE A @R E TFE100mgs ) o Sl RaRKA
2023/3/27 JAN (%&48) INN EBEZ (=208 - DR
EmFETH Db b BEORBEABAOTREASE (BEFA
. L BRTHRT+HLTIEEICR D)
Mirikizumab mirikizumab QOBFEN > EEOABIEABLOUSIE FHEAR
THETHHATBEIRS)
o sz RREZTT- DR - DR
LA FDA Ok EIREROE B - HR)
2024/2/8%FAEET Drug Name (BR5E4) Active Ingredients (% 4) ]
REORE BABEODEEI SEEDFEMED
(%;("’EI) EEUEREXOABEICAVNLNES Y
B OMVOH Mirikizumab-mrkz A —O4 %23k
2023/10/26
AR IEFRURL https:/iwww.accessdata.fda.gov/drugsatfda_docs/nda/2023/7612790rig1s000TOC.cfm
REMSDxt % REMSTHAMRMPIZ[ZHENEE EDBES HCPAH 4 K%
mL TL 7wl

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

mL

mL

mL

ERtEaMIT1ER
(2 EMAURL)

https://www.omvoh.com/

AR ~ B FThR AT
XEZHBITRREMN
1EERD L TE
&5 FEABATELEOR—ORERH,
o g ARBEZT-%EE - HR
BRAEH EMA (% EIRARED 1 OEHEE - THE)
2023/8/14%AEXET Name (BR5E4) Active substance (FX% %) hEENSEEDFHDBEBIEKE X
ST T, HERDAGEE AW BF &
(%f(‘gnaa"‘ LEBTHOLMRNEONGEA S, &
5 Omvoh Mirikizumab FIEBRNEEK LTz, HEWEFMEDRK
2023/5/26 ANEBEDRE,
AR IERURL https://Mww.ema.europa.eu/en/medicines/human/EPAR/omvoh

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

L L L
R ~ IR AT
XEIZHITRREMH [GL
IEERDHE
HBE 2023/03/30 CHMP & V) Positive Opinion,




BLES R F & - B % gas | O |BMER| o
R4-14 HECEHOBMER, UIFUT hEUA R, | ol b
N A BT S 3 & BRMEFVAF, REERYA DAL R1~3E
J—EvoKEgEES) D . . ORI —H
ERREZE o g TN T TERANIR | gt RERE
2023/3/27 JAN (%&48) INN EBEZ (=208 - DR
EPRsEH FREE, STTY7. RSA. 8
[REBARVA VI T UHEDbRIC&
B REEED T
o ohs HREBEZ(TT-%hEE - TR
RitaH FDA (. ERRRO LV - BE)
2024/2/8 Drug Name (BR5t4) Active Ingredients (R4 %)
RBDHE
(&ERH)
ZL
AR IEFRURL
REMS®D xt & REMSTHAMDRMPIZ[FHENVRE EDFEE HCP#H A F%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

mL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES - - % % gms | O |BMEE| o
R5-02 SEER 1+ IR R
54 FOFEE o Lorss
ERNEZEE EHfFE RaRR
2023/8/2 JAN (E4£) INN RKBEZ =208 - R
ERNFH5EH
Ufrenmeran ufrenmeran SARS-CoV-2(Z & B ELFED TR
o ohs RBEZ(TI=%8E - R
BAAEE HEI Ok ERRRDE LA - HE)
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%> %)
AREDHE
(F&EEA)
TL
AR IEFRURL
REMS D% & REMSTHAMDRMPIZ[FHWNERE EDES HCPA A K%

ARSEPIE - EIREHR

ARSEHIE -

B4R DR

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

mL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BRSEIE -

EURDIER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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ELES BRO% & - B % gas | O |PMER| o
R5-03 SEER 1+ IR R
7 LEET:E15 mg 384 AVYXTT GRETFMEMZ)
ER&AZEA EHftE REKR
2023/9/25 JAN (E4£) INN RBEZIT=38E - HE
e hERERVIETF R EEXEFCHT
Concizumab 514 VEER—%4RETHERMEMR
REBEEIZH TS H MmER DI
e RBEZ(TI=%8E - R
BRAEH FDA (% EPRRED L VEE - THE)
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%> %)
AREDHE
(F&EEA)
TL
AR EHRURL
REMSD X% REMSTHAMDRMPIZ[ZHZVWERLE LDBER HCPA A K%
BR5edhit - EUIEER BR5ErhIE - EYRDIEH BR5ErhIE - EUROE
EREEE R IHER
(& ZAJURL)
SR ~ B FThRAR (T
XEZBIFTALEH
TEHRDBE
£
Semes HREBEZ(TT-%hEE - TR
AR EMA Ok EIRRROE B - HB)
2024/2/8 Name (BR7E4) Active substance (Fi%4)
REDHE
(%EIDE)
L
AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR BRSEPIE - EIURODIEHH

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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BLES R % 4 - gas | O |PMER| o
R5-04 BAE EHOKEHE SEER I I AR
STFUTRFEYAR
T4 by Y KERBREES R WA FEYA R
EREZEE FEALA Y A5 1 )L R 1~3B(Sabink) Sp = 82 E
BISE ¥V 4 FEES 2 7 ILI U FEbE S
2023/9/26 JAN (%&48) INN EBEZ (=208 - DR
ER%E7TE HREE, CTFUT. BISA. Ak
REBEXERUVA VT oHFHEbRZ &
B REEED T
o ohs RREZIT=38E - HR
AL FDA (. ERKEDE VI - HE)
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%%&)
REDHE
(&FER)
ZL
AFRIEERURL
REMSDxt % REMSTHAMRMPIZ[ZHENEE EDBES HCPAH 4 K%

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

ERtEaMIT1ER
(2 EMAURL)

AR ~ B FThR AT
XEZBIFTALEH
IHERDKTE

e

=RIEHER

EMA

ARRERITI-28E - DR
. .EREZEDLZLIEE - R)

2024/2/8

Name (BR7E4)

Active substance (FX94)

AEDHE
(&:2H)

mL

AIETFRURL

HADRMPIZIZALRMPEDEELREE SN R Y

EERDYRI~DXE

ARSEPIE - EUREHR

BR5EHIE - BEURDER

BRSEFIE - EURDOBE

AR ~ B TR
XEIZBITHREM
IR D BE

e
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3 B
BLES R % 4 - gas | O |PMER| o
R5-05 SEERIT FFBIAER
e AL . RVYRART GEEFHRBRZ)
723 BES g-F;iMA hSRYRTT GRETEST)
ER&RE @ RE&SETIN KLEZLO=§—€ P77 GREFESZ) | ZHEz BaKD
2023/9/27 JAN (%4) INN REZITT1=308E - R
HARERH ertuzumab, trastuzumab, and HER2ISIEDEL R, AiALFERUREIH
P hyaluronidusoza & L f-HER2IB1E A UIRR T B2 i
17 - BROKE - ElRE
o ons RBEZ(T-208E - DR
BaimEs AR (% EIRARD R B - TR)
2024/2/8 Drug Name (BR3%4) Active Ingredients (F%%%&) EPREEOHR - LEBMIBIHT RLWAMLTA S O—BE LT, HERZBIE,
RFETE 5:!2& ?T:Ei%l)iﬂﬁ (ER2cmBlEF(FY) v/ HEBBE) DBEIC
AREDHE s % B S O TR S
(&ZZEA) PHESGO PERTUZUMAB;TRASTUZUMAB;HYALU ;7 seveonm, ki ass aevasei sermucasce
202076729 ()_ FRNERE | RONIDASE-ZZXF i bprelserhii et
DH
AR IEFRURL https:/iwww.accessdata.fda.gov/drugsatfda_docs/nda/2020/7611700rig1s000TOC.cfm
REMSDxt % REMSTHAMRMPIZ[ZHENEE EDBES HCPAH 4 K%
Tl

ARSEPIE - EIREHR

AR5EAHIE - BIURDER

ARSEAHIE - BEURDOBEE

Bl L L
E%gig{%gﬁﬁ https://www.phesgo.com/
FREREF ~ B AThRAR AT
XEIZEITR2REME |GL
1EIFRDHETE
e KETORRBIIINPADH, BARTIEEAILAIZINZ THERE - EELA DB,

BEEER EMA ABEZITT-308E - R
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