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2025/8/18 Name (HR5E4) Active substance (7 %)
RKADHE
(&:RH)
7L
ARIFIRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R2-09 FEERIF FEPIARER
I"ﬁn'fgzn?g TFOFIREY b
ER&EE e g ey oE RAKE
2020/9/25 JAN (¥&4) INN RBEZIT =308 - R
ERNF5EE
Enarodustat enarodustat EtEm
2020/12/8
= gns ABEZIT-308E - R
Ri%AER FDA C%...EIRERDZLFEE - ZhE)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABDHE
(FERH)
7L
ARIFIRURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R2-10 FEERIF (@) FEPIARER
T ¥ v )by Y R AEEE250 mg t‘y:\:yv'j(“.gﬁ;%gg)’* RYDL
EREZA IR ztE | O | RARR
2020/9/25 JAN (¥&4) INN RBEZIT =308 - R
ERNF5TH _ _
Cetuximab Sarotalocan Sodium tuximab sarotalocan UIRTREL BATET X IEBFT B R DOE
(Genetical Recombination) ce TRERRE
2021/1/1
o gos RBEZIT-308E - MR
xRAEE FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
RKADHE
(&:RH)
7L
ARIFIRURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB HCP#H A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48) Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES % & - & & gmn | O |FMER| o
R2-11 FeBRIT IR EE
I KL X450 mg THELY VIERE
ER&EZEE FHfFE R2ER
2021/1/22 JAN (%) INN ARBE 238 - R
EImERH THROEUERICHTEINABRE
. . . ECDE BZITEH VA
Anamorelin Hydrochloride anamorelin SN, S, . KinE
2021/4/21
. ARBERT1-38E - HR
RFAEHE FDA CX...ENERDLEIEE - $1R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABDHE
(FFBH)
TL
ARIFIRURL
REMSD»f& REMSTHAMRMPIZ [ RE EDES HCPH 1 K%
BR5EHAE - ERIEER BR5EHAE - EURDEHR BRSEHAE - EURDBE
EREEEM (TI1ER
(=% AIURL)
GBI ~ AR ARAT
XEICBITHREM
EFRDBE
&=
= gp REZT=308E - HR
=RFAEHE EMA CX...ENERDLEIEE - $1R)
2025/8/18 Name (HR5E4) Active substance (7 %)
ROHE
GR&ER) Adlumiz anamorelin hydrochloride
T
(2017/9/14)
A RIEEFRURL https://www.ema.europa.eu/en/medicines/human/EPAR/adlumiz
HBARDORMPIZ[ZZZLRMPELOEELGFESNIZU R ERD) R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&

BEREAS S UERTROARBRESL LTHESALD, REIAEOOTHMERIMGEIHRIREN-OAT, BHQOL
DELEFRETLVEWEEMAICHIBT S Wiz, BMIK20DBEICELG KD ERHLNGEM 1=,
ELIC, REBUT—IR—ZADAUTTY T4 DFRZELENER SN, COFETHARARRTHRESALDOE SR
VMEHBEOVTFIVERHET S LIETERNE SN, FitShT-,

(2017/9/14) ,
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ELES W OE A LR g | O |[PERL O
R2-12 SEER (T 141K 2
AT s EYF2IREYRFRUDL
ERNEZRE SlitE RARE
2021/1/22 JAN (¥&4) INN RBEZIT =308 - R
ERNF5EE
Molidustat Sodium molidustat EtEm
2021/4/22
o one ABEZIT-308E - R
Ri%AER FDA C%...EIRERDZLFEE - ZhE)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ARBOHE
(FERH)
7L
ARIFIRURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX.. ERAF D LREE -

MR)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES % & - & & gmn | O |FMER| o
R2-15 SEER (T I KR
$34 4 LEEHE0 mg SIRIETTITSNETLALET b
ER%EZRE FHrftE RARE
2021/3/23 JAN (ZA) INN RBEZIT =308 - R
ERNF5EE
Diclofenac Etalhyaluronate Sodium diclofenac etalhyaluronate EREEAAE (RREEET. RREHEN)
2021/5/19
e ABEZIT-308E - R
RiAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABEDHE
(FFBH)
L
FAFRIEHRURL
REMS D %5 REMSTHAMDRMPIZIZ I NVRE DB

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ALES R OE A - & & grn | O |BERR
R2-16 FEERIF (@) FEPIARER
£ X h— = R0 mg IREFIRT TNTT (BT
EANKEE A SpiE RAKE
2021/3/23 JAN (¥&4) INN RBEZIT =308 - R
ERREE . .
Pabln;ij:g)mlﬁt\:ifsa(tiir)\etlcal pabinafusp alfa L BHEENR
2021/5/19
o one ABEZIT-308E - R
RIRAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
EBDEE
(FERH)
7L
ARIFIRURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ALES R - & & grn | O |BERR
R3-02 SEEE I #HERR| O
a8F94)LR (SARS-CoV-2) 74U F
NEZRETYTHE Y GEGEFHBAYILT T/ 94 ILANR
ERNEZEE PEED) SHfHE BREED
2021/5/21 JAN (¥&4) INN RBEZIT =308 - R
ERNF5EE
Vaxzevria SARS-CoV-2IZ & 5 BEFED T
2021/8/16
o e ABEZIT-308E - R
xRAEE FDA (X%...ENARZDEVEEE - IR)
2024/7/18 Drug Name (BR554) Active Ingredients (EZ%4)
EBDEE
(FERH)
2022/11/10
BEFE L
ABIERURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB HCP#H A K%
BR5EAIE - EIRIELR BR5EH L - BURDEH BRSEHIE - BURDBEE

ERREEEM TR

(=% AIURL)
GBI ~ AR ARAT
XEICBITHREM
HEROUE
KETIEREARLEH. WHOIZ2021/2101CBEFAKZEL TS,
https://apps.who.int/iris/handle/10665/339477
o 2022/11/10 AstraZenecatt HN"BLAFREE #Mi& L1z & FK., https://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(EFH#HF D £ EAICHFAMICCOVIDT I F o OB LW ETIEZRER, BRMNTONAFIETY 7ORFTER
ERY FIFf,
— RBERIT-%hEE - HR
xRAEE EMA CX...ENAZE DL LEE - 71R)
2023/2/27%AEE T Name (HR5E4) Active substance (Fi%4)
BORE SARS-CoV-2[2 k> TE|ZFEIEh D
(&2 H) Vaxzevria (previously COVID-19 COVID-19D FBh

2021/1/29 (FHAFTER)
2022/10/31 GEEKR)

Vaccine AstraZeneca) Chileloikene GOy

AERIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
BADRMPIZIEZZAZVDRMPEDEZELGHFESNIZY R Y EREDY R ~DXE
P S sl AFs S = s : - =
S AR L TSI s YRS BMEET ; B XIS BRI

XS5y - NL—fEERE

BRFEHIE - ERIELR BR5EHIE - ERDEH BR5EHIE - ERDOBEE
5L L sL
EBNIER :
) e |202173129 FLLE—RIE
RERRTIMEN 2021521 MMERAIEE 5 MR, FRSOMEA
E%ﬁwm% 2021/6/18 EHIE R EIRE
A 2021/7114 F35 /N L—ElER
2021/11/22  t/MRBAME % 4340 75 L Mg i B B4R R 42 5E
/MR AME 43 5 MAREF 1B B R 50A 20 B & U SEEICHKET 5, ARIE18HUL,
= 2022/10/20 [7F 7 145%>—] 2EBHBEESNIY R Y b SEIR,

2022/10/31 BEERIHET.
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ELES W% & - & & gmn | O |FMER| o
R3-04 FeBRIT IR
rb/\:/gﬁ%mﬁ*i?ﬁzépg:/u 7 VIRV M R LKFY
ER&EEH EHtE R2ER
2021/6/23 JAN (%) INN ARBE 238 - R
ERNF5TH . — b p—.
Upacicalcet Sodium Hydrate upacicalcet ﬁﬁﬁjfﬁ?@_ﬂt{ﬁﬁﬁ%ﬂ%%ﬁbn]“
2021/8/20
oo ARBERT1-38E - HR
REAEHE FDA CX...ENERDLEIEE - $1R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
EARDHE
(FFBH)
7L
FAFRIEHRURL
REMSDx& REMSTHADMRMPIZIF7 L EL EDBEE

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R3-05 SEER (T I KR
A 3 —4$#500 mg A A5 3 UERE
ER%EZRE FHrftE RARE
2021/6/23 JAN (ZA) INN ARBE 238 - R
ERNF5EE
Imeglimin Hydrochloride imeglimin 2R HERR TR
2021/9/16
o one RBEZT=2hEE - R
RiAER FDA C%...EREBOLZZHEE - $1R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABEDHE
(FFBH)
L
FAFRIEHRURL
REMS D %5 REMSTHAMDRMPIZIZ I NVRE DB

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES % & - & & gan | O |FMERL A
R3-06 BRI HHIRR
NA Y RXZ 510 mg YD) RE Yk
ER&ZE B EEftE RERZ
2021/6/23 JAN (¥&4) INN RBEZIT =308 - R
EmsERH BRXEHAEORATHERENREY >
Tucidinostat tucidinostat VAYi:d
2021/10/20 ﬁ%x‘i%ﬁ;ﬁﬁ_@x*ﬁﬁ_-rﬂﬂﬂ IJ ~//\DHE
o gos RBERITI-%EE - R
xRAEE FDA .. .BREZOLELEE - $1R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
RKADHE
(&:RH)
L
ARIFIRURL
REMSMD* %

REMSTHAMDRMPIZ[Z R L EDBER

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R3-08 FEERIF FEPIARER
2 = [
Tc'rtﬁjl’ '"Egéof‘%ﬁ ST73I5R
ER&EZE = SHfHE RRER
2021/9/27 JAN (¥&4) INN RBEZIT =308 - R
ERNF5EE
Difamilast difamilast 7 FE—HEE %
2022/6/1
o gps ABEZIT-308E - R
Ri%AER FDA C%...EIRERDZLFEE - ZhE)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
EBDEE
(FERH)
7L
ARIFIRURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB HCPH A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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BRI

BLES R & 4 - & & AL O L
R3-12 SEEE I #HERR| O
¥ E 27 1 RiEEHE&R500 mg Vv hOEYD (EEFHEERR)
ER&EEH St E RERZ
2021/9/27 JAN (%) INN RBERIT-%8E - HR
ERNF5TH
Sotrovimab (Genetical Recombination) sotrovimab SARS-CoV-2 [Z & % BEEE

2021/9/29
— ARBERT1-38E - HR
xRAEE FDA CX...BNAZE DL LEE - 71R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)

=5 ™ ABRORLELE, EEDOCOVID-19IZH#
ek 95U R Y AEUEN 5SS

SOTROVIMAB

2021/5/26 (EUA%ETT)
2024/12/13 (EUA%#®)

SOTROVIMAB

HDRE

FAFRIEHRURL

REMS D%t

REMSTHAMDRMPIZ[Z R L EDBER

HCP# A R

BR5ERAE - EIURIER

BRzEHAE - EURDIER

BR5EHIE - EUROBE

L 7L L
E%giﬁﬁéﬁ%gﬁ https://www.sotrovimab.com/
FREDEF ~ B HThR AT
XEICHEITEIREM |—
EERDYE
2024/12/13 EUAXZD
REIFERZHURMNBEB L G- B THANTFATSNAECRY, EVAICL LDV TRES L URRASI-20Y FOF
SHEARM B E - Z & 52+, 2024/11/22I1ZGSK#LIEFDAIZEUADEL Y iE L #3R& . FDAIFEUAKRZIZIRTE,
- https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-
authorization-archived-information
Warning®—21= MERDIEE | NEFh TS,
£ £ 3 (- EE . B
BREER EMA RBERIT-%hEE - HR

.. EREZDZVZIEE - $R)

2022/7/25 XEREFET

Name (HR5E48)

Active substance (Ft%34)

BMEBHRELEELES. EEDCOVID-

o 101HATS B ) 25 D BEIE
L Xevudy sotrovimab %COVID-190 45

2021112117

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

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

5L L sL
FKERES ~ B
XEIHH R [HL
EROBE
EELHESNLYRI BEURENYRY 5L, BAORMPTRE LTV 3 BEEDLS 71 —T 3 VRIS (58
s TRV EBHLTING, HREAE4OKHED128ELE,

2022/5/61<, 7 =4 0O UBA2E#MZFADIn vitroRIEHEATEE > TLVDEDIEBRE., BREKMERIITHELTWLS,
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BLES B x4 - 8 % gmp | O |BHEE
R3-13 SEBRIF #whER| O
S45J1)#4H FT+)L200 mg ELRXESEL
EnEER S E RBER
2021/12/24 JAN (ZE#) INN RBEZ(TI=3h8E - IR
ERFEH
Molnupiravir molnupiravir SARS-CoV-2IZ & % BEIE
2021/12/24
o~ RBEZIT=008 - DR
REAER FDA CX...EREZEDL I - 21R)
2025/8/18 Drug Name (8R5E4) Active Ingredients (F24) ABBRT E . BEDCOVID-19IZ#
RBDEE TIBHYRIDEL. tOERBS Iz
(&:2H) LAGEVRIO MOLNUPIRAVIR BEENHATELRL., BENOHE
2021/12/23 fEBEDAR
(EUA)
FRERURL -
REMS D %% REMSTHAMRMPIZ[ZHEVEE LDREE HCPH A K%

ARFTAAE - EURIER

ARFTALE - EURDIERER ARSEAAE - ERDOBE

L 7L TL
ERAMEEE R TR :
- https://www.fda.gov/media/155101/download
(% IURL) P g
FRERE ~ BT hR AR A 3C
2B T2 REMER| —
DHGE
HHERTHRREBENARIATHEY ., BATREREAORERIRZ, KETLHERISALGVD, ERESEICLIHT - ABLY—RASURTOTSLAOSMEEFHIZ
HAIEh 5% EhFact sheetliTREN TN D,
2023/717 EUAR ORI E LT, HILBRIEE. B, RERES. BHE. 717 5F>— OEFE. RESLUCETERES. AR, T5EE. 5. ERSEREX
BB GAECERBRETH) .
&%
2024/6/18 Fact SheetE #
BHOBELRENVKEAN LU ELINAMITEITT 2L 5B T ILENDH D (XMHOBEFEERLALHREDHRSEND4BM) . E (P UAR—L, Z2a—C—3
YR A=REFUT) EEBVTHLEMOINAHOBEAEESATNS,
—ore ABEZIT-HEE - IR
EAEE EMA X EREZBDOEVZEE - $1R)
2025/8/18 Name (BR5E4) Active substance (F%%)
RBDHE
(K:2H) —
ZOZIT T 19 . . .
(Rafm) Lagevrio molnupiravir
2023/6/21
CEERBHRFAORT
1L
RIEFRURL https://www.ema.europa.eu/documents/referral/lagevrio-also-known-molnupiravir-mk-4482-covid-19-article-53-procedure-conditions-use-conditions_en.pdf

BADRMPIZ[EHLRMPEOEELEE S N=URY

ERDYRI~DRE

ARFTAAE - EURIE#R

ARZEHE - ERDEER ARSEAAE - ERDOBE

SR~ BB hR A 3
2B T2 REMER
DBGE

&%

2021/10/251=Rolling reviewZ Bsh L. 2021/11/19E K755 - AKEBIZHIL > T, EUMBERICREROEREHR L=,
2023/2/23 AH|IZ & BEERHIGARR T 4y FOEBAMND, CHUPAKRBEICOVWTEEMWLRBETRL. R224IcZ/MN
BEALITETIBESERAL,

BREEFRICETE, BEELEHL TUV=AS 2023/6/21I12KBREBEOIRTIFET 21,
TH#kED)

(RBERICEL TREEHE
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ELES % & - & & gmn | O |FMER| o
R3-15 FER 1T L b
EJS v miEEHE®R150 mg AP E D Dl MRy FN
ERNARA EHtE REKE
2022/1/20 JAN (¥&4) INN REBEZIT=3EE - R
EmsERH BAEDARAZ 1= ok B < % BT b 0 e 0D B
Clazosentan Sodium clazosentan MELHE. RUINICHESRIEERY
o one RBEZT=2hEE - R
BRBER ek % ERKBO L VB - BR)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
DD F &
(FERH)
7L
ARIFIRURL
REMSMD* % REMSTHA®MRMPIZ[FHWNEE EDBEE HCPH A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERREEEM TR

(EFAIURL)
FREDEF ~ B HThR AT
XEICBITHREM
EERDYE
&=
e REZT=308E - HR
REAEHE EMA CX...ENERDLEIEE - $1R)
2025/8/18 Name (HR5E4) Active substance (7 %)
ZnHE 5-methyl-pyridine-2-sulfonic acid{6-(2-hydroxy-
(FERH) ethoxy)-5-(2-methoxy-phenoxy)-2-[2-(1H-
N tetrazol-5-yl)-pyridin-4-yl]-pyrimidin-4-yl}-amide
Tl sodium salt
A RIEEFRURL https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu303182

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&

2003/12/121=4— 27 7 V18R,
2023/9/2512F — 7 7 VEEW T (F,
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ELES W OE A LR g | O |[PERL O
R3-17 BRI IR EE
1) 7 X 7 8845 mg T—07EXYU NI UBIE
ERNEZEE SHfHE RERZ
2022/1/20 JAN (¥&4) INN RBEZIT =308 - R
ERNF5EE
Gefapixant Citrate gefapixant AT DB MR
2022/4/21
A RBERITI-%EE - R
RIRAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
RKADHE
(&:RH)
7L
ERIEHRURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB HCPH A K%
BR5EAIE - EIRIELR BR5EH L - BURDEH BRSEHIE - BURDBEE
ERMESEEM (T1ER
(£ ZAIURL)
R~ IR
XEITHITEREMH
IEHRDHTE
&%
o e REZITI-%hEE - R
RRAER EMA X...ERERZBDEVIEE - $R)
2023/11/15XRABEET Name (HR5E48) Active substance (Ft%34)
AEOTR A £ 12 (L RE R DI ER
AR Lyfnua gefapixant
2023/9/15
A 2IEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/lyfnua

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

7L

Tl

Tl

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&

2023/9/15 %, RMPTEELRES N RV FHL,
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ELES % & - & & gmn | O |FMER| o
R3-19 FER 1T HHIRR
H B85 58120 mg haFoSRAMAFIL
ER&EZEE EHftE REKE
2022/3/28 JAN (ZA) INN REBEZIT=3EE - R
s PEEORBIERBL (57 3/ 4
Carotegrast Methyl carotegrast FILBRAIZLDEBRTHRT 2%
2022/5/30 BaltiRy)
- RBEZ T8 - HR
RIZHAER FDA C%...EIRERDZLFEE - ZhE)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABDHE
(FERH)
L
FAFRIEHRURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R3-21 SEER 1+ IR
&3 3
FLIX RIS Mo FLATRE LY SIS R UYL
ENEZE FRIRIRT & SHEfE RAKE
2022/3/28 JAN (ZA) INN ARBE 238 - R
ERETA L—THREEDDMRETHRET
. IL— T k3 IRFETH 5
Tolvaptan Sodium Phosphate tolvaptan DR £ 1 B R
2022/5/30
e RBEZIT-308E - MR
RFAEHE FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
REBOHE
(&:RH)
L
FAFRIEHRURL
REMS D %5 REMSTHAMDRMPIZIZ I NVRE DB

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R4-02 SEER (T I KR
FILE 7 R miEERE135mg SFUYFLy
ER%EZRE FHrftE RARE
2022/6/20 JAN (ZA) INN ARBE 238 - R
ERNF5EE
Darinaparsin darinaparsin BRI AEOREMETHEEY) >/ 02
2022/8/22
o one RBEZT=2hEE - R
RiAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABEDHE
(FFBH)
L
FAFRIEHRURL
REMS D %5 REMSTHAMDRMPIZIZ I NVRE DB

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

TL
(F—=27)

darinaparsin

EBIEHRURL

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

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R4-03 SEER (T I KR
) §E40mg EXTRET
ER%EZRE FHrftE RARE
2022/6/20 JAN (ZA) INN ARBE 238 - R
ERHzE b s T | o
leltesplb p|mltesp|b b\QJ{t%Jﬁ/f&[s EEL T:/ﬁ it B Fﬂﬁg
iEEC
2022/8/30
o one ABEZIT-308E - R
RiAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABEDHE
(FFBH)
L
FAFRIEHRURL
REMS D %5 REMSTHAMDRMPIZIZ I NVRE DB

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE
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EVUSHELD

2021/12/8 (EUA%TT)
2024/12/13 (EUA%#®)

ALES R - & & grn | O |BERR
R4-04 SEEE I #HER| O
s FXYTEYT GEGTFHERZ) . VL
INTI)LREBEEY + i D e Z
EnEZA HEXT GRETHRZ) EbpE RAKE
2022/8/30 JAN (%) INN RBERIT-%8E - HR
ERNF5TH Tixagevi ;
gevimab (Genetical _ |- -~ N
Recombination). Cilgavimab (Genetical tixagevimab and cilgavimab ?‘A;E;IJ CoV-2I= & SRRMERU T DR
2022/8/31 Recombination) e
o RBERIT-%hEE - HR
xRAEE FDA CX...BNAZE DL LEE - 71R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4) SARS-CoV-2ICBR L TH LT, BEE & DREDEME
. HENTFROFICH 2 BEORBHI T
RBOH 1) BFE~BEORETLIZEY 79 F L OBRAMET
(FFBH) TIXAGEVIMAB CO-PACKAGED WITH |&#%w

CILGAVIMAB

2) ERGEMERBEDNI-OFEEY DI I FORENTE
A4

ABIERURL -
REMSD % REMSTBAMRMPIZ (£ "R 2 DS HCPA A K%
L =L Bl

BR5ERAE - EIURIER

BRzEHAE - EURDIER

BR5EHIE - EUROBE

L 7L L
E%giﬁﬁéﬁ%gﬁ https://www.evusheld.com/en/hcp
FREDEF ~ B HThR AT
XEICBTHREM [T L
EERDYE
2024/12/13 EUAXZD
REIFERZUERMNBRE LU o120, FEFVThOMBTEFEANFTINT, Fi. EVAICL LDV TRES L UE
RSN z20y FOFDERMNEE-Z &£ 52+, 2024/11/21I1ZAstraZenecatt IFDAIZEUADE Y ;E L 3R & . FDAIE
- EUAKRZNERTE, https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization-archived-information
ERARIZ[E [SARS-CoV-21= & ZEE | DBEEAEENE. EVADHRE TBEFITHI O,
£ £ 3 (- EE . B
BEAER EMA EREZ -8 - R

.. EREZDZVZIEE - $R)

2022/12/3 XEREET

Name (HR5E48)

Active substance (Ft%34)

COVID-19D IR &R F [

ROHE BRERBEEZVELETEELDY
(&=2H) tixagevimab R BEWNEEICHE T HCOVID-19D:A
Evusheld ) )
cilgavimab -3
2022/3/25
AERIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/evusheld

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

2

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

W5,
2022/9/16 AEIZEET @i £ R,

5L L sL
R ~BIISE ||
ngggggﬁﬁ CAROESAEN B BME A, ZOREETOT 7 A LEFHEOBRRTE DA L0 E R
BELBESNURSE (BL] . BAORMPTEF BN [7F 71 5% —S0OERABEE] (CONTIL. BE
= HRICBVWTEELEEERZARESATLVAENC EZ2H - T, TLELOBSFEICEHEHLVEEBMUICHIBHEIAT
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ELES W OE A LR g | O |[PERL O
R4-05 SEBR(T IR
F/VSETFEIOmMgY ) oY FTVS )3T GEGFHBRZ)
ER&EZE SHfHE RERE
2022/9/26 JAN (%) INN RBERIT-%8E - HR
ERHzE . .
Ozorsgiixi?nﬁgz;mcal ozoralizumab BEABRTHRR+HGEE ) I3 F
2022/121
- RBEZ T8 - HR
REHAER FDA CX...EREZEDLGOEE - HR)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
RBOHE
(&EH)
mL
AFDIEERURL
REMSDx& REMSTHAMDRMPIZ[E7E LVEE EDBE

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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BRI

BLES R % 4 - & & RS O BL O
R4-06 BRI HHIRR
ARE T mHFE450 mg ARY YT (EEEFHEER)
ERN&EZR FHfE BR2ER
2022/9/26 JAN (%4£) INN ARBEZIT-28E - HR
ERNF5EH
Spesolimab (Genetical Recombination) spesolimab IRAMEZEICS T2 MERORE
2022/11/16
£ — ShEt . 7
BREER FDA RBEZITI-58E - SR

% EREAZOEVIEE - $1R)

2022/11/24 %FRAESET

Drug Name (BR5E4)

Active Ingredients (% %)

A28 —04%2-36 ZREBRE

E S ; A
ﬁzg\gg) T. RAICE T 2 ARMERAEIZED
pic SPEVIGO SPESOLIMAB-SBZO BE
2022/9/1
A RIEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7612440rig1s000TOC.cfm
REMS®D#t% REMST BAMRMPIZ[F 5 WER F OBES HCPH 1 K%
7L L e

ARSEFIE - EURTEER

ARFEFIE - EURDIEHR

BRFEFIE - EURDBEE

ek L AL
ERMEEE M (T1HER . ar : :
(£ 2EURL) https://pro.boehringer-ingelheim.com/us/products/spevigo/
GBI ~ SR AT
XEICHITEREM [BL
EFRDBE
REEOEBENEESINDS O, TFHUEERBE~ORS(FTEHE CK) FLEFER (H) £shTsY., BEED
e 3
FrviEhd,
Smes RBLERZIT-308E - HR
RH¥AEE EMA C%...BRFEZBOLEEE - $1R)
2025/8/18 Name (BR5t4) Active substance (F{%%) (MMERIFEE LT, 128U O ARE A
= 5 (GPP) ORMEKDAER (450mg
%ggg? RATL) BEY
ich . ) HI2BEULOAFRRAMEE (GPP)
20221129 Spevigo spesolimab DEEROFH (150mgF L7 1 JL K
(SPATRER) U2
A EBIEEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/spevigo

BADORMPIZ[FZEVRMPLOEELGHES NIz RS

ERDYRY~DHE

ARFEFIE - EURTEER

ARFEFIE - EURDIEHR

BRFEFIE - EURDBEE

L L L
RESSBHIRA 20240025 - BRIEA (RSMTOT7 A LISEBELL)
-éiﬁwiﬂ% 2025/6/16 : FERBHERARS LS UMREAZTICEISHEETHDOEMER E L THBUEH BN
2022M120IZRANIZE T 5 THRAIZE T HHEEHMEESDABERE] & L TEMAIZEHARRBINIE. 2024/9/251C THRRE%E
ZIT-2hEE - DR OROBYBEESHAERSh, FHIFIBMES N,
= RMPOEELRFES NI YR ZIE T4 L] . BAIZ TEELGEEE] TEELBHE] 22T,

2025/6/16 : £ B M BHMRGARMP TERQBHEMIRY ] b TEBGHESAEZYRY | ~BHHE
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ELES W% & - & & gmn | O |FMER| o
R4-08 SER (T IR EE
Iﬂléjbsjﬁ‘ﬁifooor;g INLARRE Y~ MYIVERR
ER&EE : 9 ey oE RERR
2022/9/26 JAN (ZA) INN RBEZIT =308 - R
ERNF5EE . ‘ .
Valemetostat Tosilate valemetostat ﬁ%ﬂli;ﬁ,u’fi@m&)\ﬁﬁﬂiﬁﬁamvﬁ ) v
2022/12/20
e~ RBERIT-%hEE - HR
RFAEHE FDA .. .BREZOLELEE - $1R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABDHE
(FFBH)
L
ARIFIRURL
REMS D %5 REMSTHAMDRMPIZ[E7E LVEE EDBE HCP#H A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

TL
(F—=27)

valemetostat tosilate

RIEHTHRRY >/ B

EBIEHRURL

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

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE
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ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE
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ELES % & - & & gmn | O |FMER| o
R4-09 SEBRIT FEPIARER
YV a—/3$8125mg I Y MLILEILTTIVESE
ERNEZEE SHfHE RARE
(R2KR) R6.35 (F JAN (¥4) INN RBEZIT1-308E - R
ERNF5EE
Ensitrelvir Fumaric Acid ensitrelvir SARS-CoV-2(Z & % B4
2022/11/23
e RBEZT=2hEE - R
RIRAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
EBDEE
(FERH)
7L
ARIFIRURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB HCPH A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48) Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R4-10 SEER 1+ I KR
ENEZE & SHEfE RAKE
2022/12/23 JAN (ZA) INN ARBE 238 - R
En#%EA ) )
) ) TILYINA T —BIBAEICH 1 BB
Donepezil donepezil R D AT
2023/4/14
e RBEZIT-308E - MR
RiAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABEDHE
(FFBH)
L
ARIFIRURL
REMS D %5 REMSTHAMDRMPIZIZ I NVRE DB

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

7L

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE
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BLES R % 4 — & £ FH o) 5@2?5@ 0O
e BEEEHOBEAR, UoTUT rEvAE, | Rl HAxR
N s s WGE LFV A F, FEERIA 74N R1~3R
J—Ev o KEREE DD X . o
- (Sabintk) , 4 LI U EbRA ) THE-
EnxRE crtoTiaH ) FHHTE REER
2023/3/27 JAN (¥&4) INN REBEZIT=3EE - R
EnsRE HEEE. UITUT. BEE. Bt
- - REBXRVA VLI UFELEIZL
2023/6/21 SRFEDTFI
= gk RBEZIT=308E - R
=IRAEH FDA (X%...ERAZED L LEE - THE)
2025/7/29 Drug Name (BR554) Active Ingredients (EZ%4)
DD F &
(FERH)
L
ABIERURL
REMSMD* % REMSTHA®MRMPIZ[FHWNEE EDBEE

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/7/30

Name (HR5E48) Active substance (Ft%34)

ROHE
(&=2H)

Tl

EBIEHRURL
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ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE
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BLES R % 4 - B % gmn | O |FMER| o
R5-02 SEER I+ IR EE
A4 FOFHE DILIASY
ERNEZEE SHfHE BREED
2023/8/2 JAN (¥&4) INN REBEZIT=3EE - R
ERNF5EE
Ufrenmeran ufrenmeran SARS-CoV-2IZ & 5 BEFED T
2023/12/1
e EBEZIT-308E - R
RIRAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
EBDEE
(FERH)
7L
ARIFIRURL
REMSMD* %

REMSTHAMDRMPIZ[Z R L EDBER

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

Tl

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE
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BLES R % 4 — fig & FRSH (@) 552%%2 o
R5-04 R EBOHERE SEER T IR
SIFUT REULA R
J4 2 by kEREESA WA FFYUA R
EREZEA TEALAR Y A5 4 L R1~3E(Sabinkk) it EEV-E
WIGA RF VA FEEA VI TUSEbR S
2023/9/26 JAN (¥&4) INN RBEZIT =308 - R
EmsERH HEEE, UI7FUT. BEA. Ak
REBRRUA VIV OHEDRIZK
2024/3/14 SRREDTH
o ARBE 238 - R
xRAEE FDA CX...BNAZE DL LEE - 71R)
2025/7/29 Drug Name (BR554) Active Ingredients (EZ%4)
ABDHE
(FFBH)
L
ABIERURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB HCP#H A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/7/30

Name (HR5E48) Active substance (Ft%34)

ROHE
(&=2H)

Tl

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE
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ELES W% & - & & gmn | O [BHEER| o
R5-05 S RS RLYXTT GEETFHBE) FEBR I+ IR
®@§IXI=T§EEZ§:FF§I'\£A F5RYRTT <i§1§?%ﬂ;i) - . -
EREZA A =] . RLEFLO=ZF—E FLT7 GEGFHEEZ) Spft = BREEKD
2023/9/27 JAN (%) INN FREBEZ(TTI=3EE - DR
o Pertuzumab (Genetical
ERFETH Recombination), Trastuzumab HER2ISMEDEE. HAILERERICIE
ertuzumab, trastuzumab, and
(Genetical Recombination). P vorh alljronidase alfe{ & LHER2[GHE D AMUIBR T sE /i
2023/11/22 Vorhyaluronidase Alfa (Genetical Y 1T - BROR - BEiRE
Recombination)
o he RBEZIT-3EE - R
BHAEH FaL Ok ENRROE VB - R
2025/8/18 Drug Name (8R5E4) Active Ingredients (F4%4)
5 TROAED = HDHER2NeuR ARIEH
S
REOLR KLYRRTE RSAVRR T, BEUL

2020/6/29 (—&B3hEE

FI)asvad—ETchbE7LO=F—ED

EE&F

LA EDHA : (1)ERILEIHT 55

LIGABL A VO—EE LT, HER2ES

. BT, REM. FHERYEE
(Ef2cml EE 1LY V/\EERRBBE) O

BEIZHTIRAT Sy MEE. QB

PERTUZUMAB, TRASTUZUMAB, AND

PHESGO HYALURONIDASE-ZZXF

D) 51) 27 OB L HER2BH R AL EBE O
HABBRE
Fe2 ¥ DA - 3 HER2 A F 1<
IFEBMEEICHT DILREEERITI-C &
DIEVBREIZH TS HER2 GtEER LR

AREIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/7611700rig1s000TOC.cfm

REMSO R % REMSTHAMRMPIZ [FHEWRE EDES HCP# A K%

L L Tl

BRZeHAE - ERER

ARSEARAE - EYRDIEER ARSEHIE - ERDE

7L

L 7L

EREEER TIER
(% AIURL)

https://www.phesgo.com/

GBI ~ RAThRAR T 3C
EIIHIFEREMER|GL
DHE
e KETORRIFENADH, BARTITENAICMZ THE - ERS A LB,

- RBERIT=38E - R

RHHAEH ik Ok ERRBOE VI - HB)

2025/8/18 Name (BR5E4) Active substance (B9 %)

— BHzLE -
RBDHRE -ER Y R OBVHERSH O BATETHE
(%&2H) I, MEMIE. FHLBEOISEULED
BEISHT2RAT a0 MRE
-EHE)RIOEMEELUEDHER2BHR
HEEEE T HiTRMEEREL
Phesao pertuzumab EBHANA
2020/12/21 9 trastuzumab RS MEAR BT L THHER2E A F 1= 1E%
(—EPhEEDH) BEERFEIEDEL, 1 8FBULED
HER2GM DB £ - (BB RRTEE
HAAADBEIZHITE, FE2FEILLEDH
AR
AR IEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/phesgo

BADRMPIZIFZLRMPEDEZLAFES NI XY

ERDY R ~DHE

7L

7L

BRZEHAE - EREER

BRZEHIE - EURDIER BRZEAIE - EUROBE

B =L L
R ~ R EThRA T XX
EITH T EREMER|FL
DHRE
2024/07/2512 PRI EFH M-, FH7E. Commission Decision
#b,
KE LR, EGEEIADH,
"% BERBESNLYRZELT ME5EERIE (Administration-related reactions) 1 7% 2. HADRMPTIE lNnfusion

reaction] ERFEINTUL S,

2025/6/26 : EGPRERERD

B

LS DIBET (BE%) TAEIERES




BLES mE & - & % wms | O |EPER[ o
R5-06 SEER T IR
7+ EARJLEES mg fh3FRE TFX/ IEERE
ER&EEH St E RERZ
2023/9/28 JAN (%) INN RBERIT-%8E - HR
EIPERS BNPOEBEERREEICSTEEY
. = REBRICEH =
Tenapanor Hydrochloride tenapanor o REOSRE
2024/2/20
e ARBERT1-38E - HR
RFAEHE FDA CX...ENERDLEIEE - $1R)
2024/7118%FAEE T Drug Name (BR554) Active Ingredients (EZ%4)
B ERFTOSRAOREBWAIC ST, U VB
AADHE BROHELNT+SEBE, FlL) SBERAFIORS
(%ZER) ISz S ZWMEEDEMEESE LTOMmEY Y OETIS
L2 XPHOZAH TENAPANOR HYDROCHLORIDE  |mush s+ kU™ LokSssiksmmsl,
2023/10/17
ARIFIRURL
REMSDx& REMSTHAMDRMPIZ[E7E LVEE EDBE HCPH A K%
Qlk =L fL

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

7L

7L

7L

ERAEEE M I ER
(EZAURL)

https://xphozah-hcp.com/

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

2021F 7RI THRANDESTHE ELT—BEHTSNEDN, ZOREMT—22E8HTHRFEZTL. SERRELG-

Zo

HAEHBFRTEEOHR—JFRER.

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ZEEHOLF:
(&R H)

Tl

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES % & - ® % wmn | O |BIER| o
R5-08 SFERIT IR
IFXUYKRTEAmMg H1RE IFa) 47 GEETFHEERR)
ER%EE R FHtE BRRER
2023/9/30 JAN (%4£) INN ARBEZIT-28E - HR
ER#5EH BERXSHAEOX@RBMER Y /B (UEA
. . L . HRaZIBHIRE ) o/ \JE, BEMEBMY LN
Epcoritamab (Genetical Recombination) epcoritamab E;ggﬁﬁ%ﬁ%;;éﬁgiBﬂﬁ%ifﬂﬂg J fif;é
2023/11/22 XIFEAE DR 2SI
e ARBEZITT=-38E - R
ERAEBR FDA C%.. . BREBOLEUTEE - hE)
2024/5/14%AE=T Drug Name (BR3E4) Active Ingredients (B4 4) BRELGRAEOUEALAMBLBERY >/ (%
5 ISR ENELA, BB 2/ Eh bR LI BAE
g(usggﬁm 20) B4 GEBIERHEIY /. 254 B LO2
(&EBH) EPKINLY EPCORITAMAB-BYSP BRERORAEREDARIZAL 5h 5CD20% UCD34F
R BRHRIEGI,
2023/5/19
AR IEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/7613240rig1s000TOC.cfm
REMSD %t % REMSTHAMRMPIZIZHWRE EDFS HCP#H 1 K%
7L L e

ARSEFIE - EURTEER

ARFEFIE - EURDIEHR

BRFEFIE - EURDBEE

L 7L L
EREEER ITER . ;
(2 EURL) https://www.epkinly.com/
GBI ~ SR AT
XEICBITAReM (&L
TEERDYE
e L
= g0 zm RBLERZIT-308E - HR
BRAEH Bk Ok ERKED L HEE - HE)
2025/8/18 Name (HR5E4) Active substance (% %) ()EFBEE LT, 254 VU LEOLBE
BOER EROBRFLFHAMORANVEARKX
ﬁ((%;g ° ) HMpaRiBHRE Y L/ BDAR,

L ’ . (QBHIFEE LT, 2514 VULEDLEER
20230922 Tepkinly epcoritamab EROBRE - ARALOR AR ©
FHAERR INEDRE.,

AR IEFRURL https://www.ema.europa.eu/en/medicines/human/EPAR/tepkinly

BADORMPIZ[FZEVRMPLOEELGHES NIz RS

ERDYRY~DHE

BRZEIE - EURIER

BRFEFIE - EURDIEHR

BRFEFIE - EURDBEE

(AN

L L L
TR ~ BIBURT |5
Xg%gg;gﬁﬁ (202418116 Hit- REBEANBMENIA, TOREMTOT 7 A LETEARKBREBEIE Y » /B RREFH)
MERE Y L REORE LS A ViE. BAN0.16mg—0.8mg—48mg—48mgD2EEHE T $H 2 DI=xt L. EUIX0.16mg—
0.8mg—3mg—48mgN3EEFEERRB L TS, HAEBRTHEI YA bhHA URHEEBECRS)DEERLS LUV ZTDEEE
B 2BBEE Y 4 3B THBICENEENBLNERRBOBELY . BE5R7 S1—ILE BB LT,
wz SEAEOBEMBIAE L CHET AARNEE 5T HRETIE, BB L7ICE Smass effectiz & Y . AHHEDLE

FEIED YR HNEELARENENH S, EUTRBFICERLGHFFNHMICE TIESEILTIRIE=2) Y - FHlichd
NELSMPCICEEH SN TEY . EERABRREMPTLIBERESA TV S, BATIRES 7 L7 IZZ0MORIERE
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ELES % & - & & grn | O |BERR
R5-09 SEER (T IR EE
aARF A REEER HRASY
ERNEZEE SHfHE RARE
2023/11/28 JAN (¥&4) INN RBEZIT =308 - R
ERNF5TH
Zapomeran zapomeran SARS-CoV-2IZ & 5 BEFED T
o gps ABEZIT-308E - R
RIRAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
EBDEE
(FERH)
7L
ARIFIRURL
REMS D345 REMSTHAMDRMPIZ[EHENRE EDBE HCPH 1 K%

BRSEAE - EURTEER

BREAIE - EURDEER

FRFEAIE - ERDBE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
THRDBE

]

RIETHER

EMA

RRBEZITI-30EE -
CX.. . BREAFZEDLZLIZEE

MR
- R

2025/5/30% BT T

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

2025/2/12

Kostaive

zZzapomeran

18#% LLE DSARS-CoV-2[= & 5 COVID-
192 FH Y 5 1= DIEBHL FHH%E

EBIEHRURL

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

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

7L

FRSEARAE - EURIER

ARZEAAE - EURDIEER

ARZEHLE - EUROBE

AR T5#. ChAJOX-1ST14) THE S Iz, HERED2MH. HRED1EAARERBICEET S LMl

L L L
FKERES ~ B
XEICHHHR2M B L
RO UE
MANRMPO BEABIEMN Y 25 (2, MRERA RS FAHE, BRARTIE. MRERFRENS> BREAEERNEH
e ARSI, BAREEER26ELNICHE Shi- 2EOMRERFRD S 5. SHARBET. SHANEE (75

51



ELES W OE A LR g | O |[PERL O
R5-12 FER 1T HHIRR
Vo sAmEe ERXF UL BEKI
ENEZE : & SHEfE RAKE
2024/3/26 JAN (ZA) INN ARBE 238 - R
ERNF5EE
Zinc Histidine Hydrate 1B FE $n I AE
o s RBEZ T8 - HR
RIZHAER FDA C%.. . ERAR DL LIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABDHE
(FERH)
L
ARIFIRURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB HCP#H A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48) Active substance (Ft%34)

ROHE
(&=2H)

Tl

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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BRI

BLES R & & — & & RS O L O
R5-14 SEERIF HHIRR
7t/ NJLERREE500 mg T/ A58
ER&EZEB EfHtE REER
R6.3.26 JAN (%) INN RBERIT-%8E - HR
EMRF5EH " = e _
Aceneuramic acid aceneuramic acid ﬁ?ﬁ;%ﬁgzig)z%%%#/ VFo
BrEER FDA . %@Eméfa[grfdﬁ;ﬁﬁ?iﬂ%
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
EEDHE
(&EH)
7L
ARIERURL
REMSDx& REMSTHADMRMPIZIF7 L EL EDBEE HCPH A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZT=%NRE
CX.. ERAF D LREE -

- R
MR)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

Tl

sialic acid (also known as aceneuramic
acid)

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&

2015/10/16 #—277 Ui8%E
2018/6 A — 27 7 VIEEWMTIF
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ELES W% & - & & gmn | O |FMER| o
R5-15 SEER (T IR
HILT =Y VR AF250 ug YT SERF L GEEFHEER)
ER&EZE SHfHE RRKRE
R6.3.26 JAN (%) INN ARBE 238 - R
ERETA Sargramostim (Genetical .
Recombination) sargramostim B ®REMEMAESE
BHHBER FDA (. %@Eméfa[grfdﬁ;ﬁﬁ?iﬂ%
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
RBOHE
(&EH)
mL
ARIERURL
REMSDx& REMSTHAMDRMPIZ[E7E LVEE EDBE HCPH A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZTI=3EE -
CX.. ERAF D LREE -

MR
MR)

2025/8/18

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

TL
(F—=27)

sargramostim

EBIEHRURL

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

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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BELES B R A - B % gms | O |PLERI o
R6-1 FEER 1T FEPIARER
T4 8T—91)—L1% AEFOT
ERNAZRE FftE RAXR
2024/6/24 JAN (&) INN ARBEZIT-28E - HR
ERHER
Tapinarof tapinarof 7 rE—MREXR. SHMERE
- s AEBEZIT-3EE - HR
RRAER FDA ... ERRRDZVIEE - $R)
2025/2[T%FRAERET Drug Name (BR5E4) Active Ingredients (% %) FRIZEH2BFARDE-HDESE
AEDEE RIEKFZEAE (AhR) fEEHEE
(%ERH) MBAICB T2 SHE M E
R R SN
(1) 2022/5/23 VTAMA TAPINAROF g)?gfg};ﬂ;ﬁuim»u‘awé
(2) 2024/12/12 R

A REHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/2152720rig1s000TOC.cfm
REMS®D 3t % REMSTHAMRMPIZ[FAELRE EDER HCPH A K&
L L L
BRFEp Ik - [EURIETR BREAIE - BUIRDZER RS - EUROBE
L Tl L
Eﬁ(giﬁﬁéﬂﬁgﬁ https://vtamahcp.com/
AR~ BHFIRFA BMER : y
XEICHIFHELME [<2024/12M12> BHEIEKRITHVEUEERRE L7 FE—HEEROBRKREBRERNSEM SNz, BATIIREDK
EFRDBE VWEMERAE LTERERSE (12%) TRERE (6%) HE (2%) EBMEE 2%) WXE 2% 28T,
= 2024/12/12 EHEK
" -7 PE—HREXISENT, BANMEULICR LT, RETE 2FUL L YERS,
= s ABERITI-2NEE - HR
EAEBR EMA C%.. . BREBOLEUZEE - hE)
2025/7/30 Name (BR5E4) Active substance (F4%34)
EBDHE
(F&ERAH)
L
ARIEHRURL
BADRMPIZIFZVRMPLDEELGBES NIz RS ERDYRY DK
BRFE L - [EURIETR BRSEAIE - BUIRDEH RS - EUROBE

KD ~ B AR A
XEICBITHREM
HROBE

e
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BELES B % & — & £ FH o) 5@2:?:(52 0O
R6-2 TO4OVETLYORARYF SERIF 1R R
#2300 i A>2Y> 4377
ERKZH ® EILYIASYT CEETARA ) Fam RAKE
#RET00E I
2024/6/24 JAN (%) INN RRER T2 - HE
ERNF5EE
Insulin Icodec (Genetical Recombination) insulin icodec A DR VEEDEIG &3 B HERR
AR RREZT-2hEE - HE
BiHEA FDA O%.. ERRBOEDEE - HE)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
EBDEE
(FERH)
7L
ABIERURL
REMS D %5 REMSTHAMDRMPIZIZ I NVRE DB HCPH A K%

BR5ERAE - EIURIER

BRzEHAE - EURDIER

BR5EHIE - EUROBE

ERREEEM TR
(ERAIURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2024/8/1% /& T

Name (HR5E48)

Active substance (Ft%34)

ZEEHOLF:
(&R H)

2024/5/17

Awiqli

insulin icodec

BAIZEITS I RBERFS & U I EKE
FRIBD ;B

AGRIEEHURL

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

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

7L

Tl

Tl

DI ~ AR AT
XEIZB(THREH | &
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R6-3 %R+ HHIER
279 XEE iz I0F 910X (SARS-CoV-2)
EREZE AL A BHAR EfE RREE
2024/6/24 JAN (%) INN RBEZI SR - HE
ERNH5EH
SARS-CoV-2I= & 3 B DT
o s RBEZIT=308E - R
=IRAEH FDA (X%...ERAZED L LEE - THE)
2025/7/29 Drug Name (BR554) Active Ingredients (EZ%4)
DD F &
(&EEH)
L
ERIEHRURL
REMSO % REMSTHAMDRMPIZ[ZH VRS EDBE HCPAH 4 K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

MR
MR)

REZTI=3EE -
CX.. ERAF D LREE -

2025/7/30

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

Tl

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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BELES B % & - B £ FH o) 5@2?5@ 0O
R6-4 SEBRIT FEPIARER
INA A4 —43 2§50 mg FeOyF = IKkim
ERNEZEE SHfHE RARE
2024/6/24 JAN (ZA) INN ARBE 238 - R
EnsTE METH#EFIY Y 14RFYELTE
Gumarontinib Hydrate gumarontinib EISHOVIRTEEGET - BFEOIE/N
HRAa Az
= gns RBEZT=2hEE - R
RIRAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABEDHE
(FERH)
7L
FAFRIEHRURL
REMS D %5

REMSTHAMDRMPIZ[Z R L EDBER

HCP#H A F%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/7/30

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

Tl

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES % & - & & gmn | O |FMER| o
R6-5 SFERIT IR EE
7Y oD RiEEER350 mg Frx< J(EEFHEERR)
ER&EZEE FHfFE BREKR
2024/9/24 JAN (%) INN ARBE 238 - R
s F IS T—EIC & B BERAIR
. - LY INA T —¥RIZ RERMEE
Donanemab (Genetical Recombination) donanemab R UEREE O SR O 470
= g s RBERIT-%hEE - HR
xRAEE FDA CX...BNAZE DL LEE - 71R)
2024/10115%AEE T Drug Name (BR554) Active Ingredients (EZ%4)
ABOHE 7204 FRRART. TLYNAT—
(REEH) KISUNLA DONANEMAB-AZBT LY
2024/7/2
A 2IEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2024/7612480rig1s000TOC.cfm
REMSDx& REMSTHAMDRMPIZ[E7E LVEE EDBE HCP#H A F%
mL L mL

BR5ERAE - EIURIER

BRzEHAE - EURDIER

BR5EHIE - EUROBE

7L

7L

7L

ERREEEM TR
(ERAIURL)

https://kisunla.lilly.com/hcp

R~ IR
XEICBITRREMN &
BHRDBE
7204 FEEEZEE (ARIA) (. BATLRANEOEERS I URMPOEEZELRFESNIY RV ICRBE S TLY
o %, APOEe4 R EEERIFARIAD Y RV EFE LTRDH LN TLVSA., BATIXAERMBRIOEBEGFREICS VD THEEHN
H THRIELTLEL, —A. XEORKMNXELEERICIIAPOEEGTFREZERT SRS LEHINA TS, GH. BXHE
[ICAPOEREDT=ODRHNZMEERERKEINATEST . BEN/EMIVTOLEVWRRKRTH S,
p— ARBE 238 - R
xRAEE EMA (X%...ENARZDEVEEE - IFR)
2025/8/18 Name (HR5E48) Active substance (Ft%34)
?GEED’E“
GxsEH) Kisunla donanemab
TL
A 2IEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/kisunla

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&

2025/3/27 CHMP & Y Negative Opinion (Eli LilyttISBEE#EE
2025/7/24 BEE%#%T. CHMP & Y Positive Opinion
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ELES W OE A LR g | O |[PERL O
R6-6 SEER (T IR EE
AR 74835 mg BANTSF=TanNy e
ER&EZE SHfHE RRER
2024/9/24 JAN (ZA) INN ARBE 238 - R
EIRRRH NALEEREZICHEE L-FGFR2BE
Tasurgratinib Succinate tasurgratinib E{E%g&biﬁ#ﬁ;}%?ﬁéﬁﬁﬂﬁﬁg =
BrEER FDA (. %@Eméfa[grfdﬁ;ﬁﬁ?iﬂ%
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
RBOHE
(&EH)
mL
ARIERURL
REMS D %5 REMSTHAMDRMPIZ[E7E LVEE EDBE HCPH A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

REZIT=-HEE - DR
CX...EIREAZDEZIEE - 1R)

2025/8/18

Name (HR5E48) Active substance (Ft%34)

ROHE
(&=2H)

Tl

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R6-7 FEERIF FEPIARER
= > C =
ER%EZRE ! FHrftE RARE
2024/9/24 JAN (¥&4) INN RBEZIT =308 - R
ERNH5EH
MLARURLADF

o gps EBEZIT-308E - R
RIRAER FDA C%...EIRERDZLFEE - ZhE)
2025/7/29 Drug Name (BR554) Active Ingredients (EZ%4)
EBDEE

(FERH)

7L

ABIERURL
REMSMD* % REMSTHAMDRMPIZIZ I NVRE DB HCPH A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERAEEE M I ER
(EZAURL)

HREDIF ~ R AT
XEIZEITHREN
TEERDBE

]

RIETHER

EMA

MR
MR)

REZTI=3EE -
CX.. ERAF D LREE -

2025/7/30

Name (HR5E48)

Active substance (Ft%34)

ROHE
(&=2H)

Tl

EBIEHRURL

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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ELES W OE A LR g | O |[PERL O
R6-8 FER 1T IR
T R— = EEHE 500 mg F7aV LAY T (EBEFHEERZ)
ER&EZEE St E BRAKR
2024/9/24 JAN (ZA) INN ARBE 238 - R
ERNF5EE T be |
eprotumumab (Genetica N " |
Recombination) teprotumumab SEEYME AR RERAE
e ARBE 238 - R
xRAEE FDA CX...BNAZE DL LEE - 71R)
2024/10/15%AERT Drug Name (BR554) Active Ingredients (EZ%4)
BORE A VR UEERREF-1254E (IGF-
%ggg,a;n 1R) MBEHIT. EBHHEOHEIZED
D TEPEZZA TEPROTUMUMAB-TRBW 2 O ERAREBEE DA
2020/1/21
A ERIEFRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/7611430rig1s000TOC.cfm
REMS D %5 REMSTHAMDRMPIZIZ I NVRE DB HCP#H A K%
mL mL mL
BR5EAIE - EIRIELR BR5EHAE - EURDEHR BRFEHIE - EURDBE
mL L L
ERMESEEM (T1ER .
(42 BURL) https://www.tepezzahcp.com/
EBMIER :
AERE ~ RIARRAT | <2021/10/26> FF - frIREM. MABEERS. BFOREMBREDELL. SMIMEE
XEIZETRREM [<2022/12/6>HEFHDS. MORE, Sk
IBERDKE <2023/413>BISEE FEBECHAM IR S %4 O FRARERIE | (S2RET
<2023/71M7>#BE= ECREEEE
2023/4/13|Z@ESAEE TERARARERAE) A5 DEEMECHARICE D 5 42 VO BRIRIBAE ) ISHET, BATIEEEN MR IKIRIBED
AEEL LTERE,
&% AEISBMREBE CRESES L UVEFENROON TS, LFEAREELN H I LMEICE. NRMGETIETS LS ICEE
ISBHIE LGS TRESBEVESINTLSD, RKETEHZEES%6HAM. BATERERSESHAME. BEINBEL
HREICELH S,
p— BEZIT=-38E - MR
xRAEE EMA CX...ENAZE DL LEE - 71R)
2025/8/18 Name (HR5E48) Active substance (Ft%34)
ABDHE BANIZHITEHREEN S EEDFIKIR
(xR 8) Tepezza teprotumumab BRAE
2025/6/19
A 2IEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/tepezza

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

L =L
BRSEAIE - EIURTEER HRZEFIE - EURDEHR HRZEFIE - EURDEEE

L =L 7L
DI ~ AR AT
XEZBITHREM |GL

TEERDBE
BABLUVREDOFAXEICFRBHSNATOENEEELT, RNTREUTOLSISEEEATNS, TEEHEA LN
= TWBEHK (Bl : 7I/7UaYFR Nrvav/4 oy, BEHEAZECEFRER. L—TRRE) LXHEHAT D

BIZIE, BEREOHMMNFZEOTEENHD-OIBNLETHD] BHEEIKFTORRD., BEL. BVOETEH#
FTHESEEENEIRETH S, Fio. ARFMBITS S CARPRIMEZBCIL FA—LITRETHS
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ELES W% & - ® % gma | O |BAFR| O

R6-9 SeER I+ IR EE

7y YREiE IXT hO—LKFE# FOREL/ VY

ERN&EZR FHfE BR2ER
2024/9/24 JAN (&) INN ARBEZIT-28E - HR

ER#5EH

Estetrol Hydrate. Drospirenone estetrol and drospirenone B 2R EAE

= s RBERITI-2NEE - HR

EAER FDA C%.. . BREBOLEUTEE - hE)
2025/8/18 Drug Name (BR5E4) Active Ingredients (% %)

REORR XIRFhO—)L- KAREL/ VE
(%(_EE) EHlT. EREAREL TN IEIRE T
202:’/4/15 NEXTSTELLIS DROSPIRENONE; ESTETROL T E3-HOBOMTE,

GEFSIEZLY)

AR IHEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/2141540rig1s000TOC.cfm

REMS®Oxt & REMSTHAMDRMPIZ[ZHVRL EDBES HCPH A F%

L L TL

BREEAIE - BIRIEER BRSEAIE - BIURDEH BRSEARIE - BURDBEE

L TL L

EEEEERITER . :
(&2 EURL) https://nextstellishcp.com/
A~ BFMRRA [BNEE - ) ‘ ‘ o ‘
XEICHIFHREMH |<2022/429> HRERFEICLEYEDPADRKE )RV NEALSNE G > -OR A XENRET SNz, BEILDPAICEEL
BERDBE TWa, FEEBEICIHAAVICEBELELZI LN HI2LEADERIEERICIEE. WarningsIZELAANBMES Tz,
KBEIGEN R D, AFITPMDATIZARRHBEDABRESL LTERRESA TS,
BATII3SHEULTIHISAULBES ZEEE (SRS ETTH LA, RETREIAKICEDH S FI5HULOZEEADE
53EERTHS,

% KREOFRNXEICE TEBRESLVEAS > &Y THE] OFEYRVICOVWTEIEREDRENAH SN, BK
DFXEDORMEABERICIFREEH L L, F-. BHEAL LTAARBEENBRESA TS, KETIETEROXMEA
BMEdTSHLSICLBEBH#HINTLS,

= shm RBLEZIT-308E - HR
R¥AEE EMA C%...BREZB O EE - 1R)
2025/8/18 Name (BR5t4) Active substance (F%4)

(;T;gga) Lydisi estetrol monohydrate AR O BIER

ydisilka .
2021/5/19 drospirenone
GEIGIEELY)
A EBIEEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/lydisilka
BADRMPIZIZAWLRMPLOEELREE SNz RS ERDYRI~DRE
L L
BREAIE - BIRIEER BRSEAIE - BURDEH BREEARIE - BURDBEE
L 7L L

KB ~BIMANT |sammg -
XEIZBIT5&ReH - = - N g e EX 4l Bt 12 i =) — 4 o A 5 A

RO R 20252126 RERRKHERICED(HFHEREEE. SHEBEEE. MNIEFHICET2REMEEROEMN (ReET0
" TP IVIZERFAL)

KEIGENERG D, AFITAATEIABERE, EUTHEOBEEL LTERESA TS,
BADORMPTIE TmigfE] . EUTIE MEsARmMeERE (VIE) | TEARMEERIE (ATE) | NETAThEELHES

B NEZVRYELTEESNTLNS, BRORMPOH TIFENVIED ) R 72D E EDRERIETHEHH, ATEIZDIT

[FECHREL . BRRHABRTIATERREBE S GA oA, HOBOBIETLHIRMED Y RV AER S TS &
Mo, RENZK DABMPICATEERARE S DAREMEBETEANE LT, EUTIHRMPIZRES hiz,
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BLES R % & - & 4% wms | O |PMERl O
R6-11 ) SEERIF IR R
*—4240HhTFEIL40mg LRbLYF=T
ERNEZ B St E BR2ER
2024/9/24 JAN (E4) INN RBEZITT-508E - &R
EnEEA ROSTRARETFBIEDYIBRT B
. L = QJEZ_I 5 R ‘ﬁb ;I
Repotrectinib repotrectinib 5 - TR0 ENMEBTE
= g s RBEZIT-%08E - DR
AL R e k. ERRROE VB - HR)
2024/11/1%AERET Drug Name (BR5%4) Active Ingredients (F434)
BOBE FF—HEHEEAT. RAICEIT2HHR
Sl H AT 1= (R EEFE 1 DROS B I/
it AUGTYRO REPOTRECTINIB 4RRRE (NSCLC) O34,
2023/11/15
AZRIEERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2182130rig1s000TOC.cfm
REMS D *f % REMSTHAMDRMPIZ[EHEWEE EDBRS HCPH A K%
sl L L

ARFEHIE - EURIEER

ARSEFUE - EIRDIEH ARFEHIE - EURDEE

L mL L
E%ﬁizuﬂéﬂﬁiﬁ https://www.augtyrohcp.com/
AR ~ R
XEILHITEREM |[BL
1RO B E
AFNEUTOEKRSEMERAZEI SR T NN H D & L CFDARMXECTRTEX KA ZZREL TS,
- FFE% - HRE - SREMIE - &
. Ffz. FFEIEEFHEOVRIDNBHEN TS, FDATIEARTOREREKITMA T, BEMABIOERFT VY.

" FIROAEEEDHDIEHED/NA— b F—%HFOBHBEICH L. AFICKDABETE L URKES R4 ARITHE LT
ZIS&5BETHLSEHLTN S, BEBCHLTH, AFICEDARPE L URKRESZRI10AMITIRALEHILES
5E5METHLREEHINATLS,

= ks ARBEZIT=308E - R
BrpEH EL Ok ENERORVHEE - HR)
2025/8/18 Name (fR3t4) Active substance (Bt%4) (118 5L DROS B DRI/ R
RADHE (NSCLC) mia#&
e B (2128 L E ONTRKIBEEHI QAR REN 5 5 .
(x&ER) F 1 ENTRKIEEAIOIASEA < NTRKE 180
Augtyro repotrectinib & LBVARETIERRNAAENBENE &
2025/1/13 HRAUHED Shih > NTRKEESBEEF £ R
(FMHAFEFR) BL TR ETEBEO AR
AR IFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/augtyro

BADRMPIZ[EAZLRMPEDEZELRFE SN Y R D

EED) R ~DxE

B

YR BMEES - RAXEICL DFERRME. KEE=S
Yo, BERITEREMIRMR

ARFEHIE - EURIEER

ARSEFUE - BN DI ARFEHIE - EURDHEE

7L

L L

FR R ~ TR AT
XEILE T 2REM
TEMDYE

~N
i
c

£

£

- BRVE(2)ONTRKEA S BIEFHEOBEREIFARTIHEBIATLEL, Fiz, BATERBSN T S40mgh TEILICME, BUINT
I160mgh T L EKRBEIN TS,

C AFFEFFRUEFSUESRESA TS, BROFREXEICE, ZOMOBIER BEE15%ULE) & LT FTALT - ASTH#M] &L T
RHEEH DN, FEEICHT I2RERFRERITRESATULEL, BMEKEERZRIC, EYILEVEZEUHBERELZERTIHED
BRMARENEAZERBEL TN S,

FEREREBICEVTHMEEEDLLRVEBIRANNEBEICRD ON ., . AFEBRESN/NEBEETEIRABE LY LEHEETERN
HRESATLD (BEBOEENTBREINDELEOD., & - MEICLYRELZLDOEL) . BATIHEETHORMEAL L TREAXEICRE
HEShTHY. DEISIEEB S TULEL,
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ELES % & - & & gmn | O |FMER| o
R6-13 SEER (T I KR
HEH A ILiEETHR300 mg DIRENIL b GEEEFHREZ)
ER%EZRE FHrftE RARE
2024.12.27 JAN (ZA) INN RBEZIT =308 - R
ERNF5EE
Sipavibart (Genetical Recombination) sipavibart SARS-CoV-2(Z & % B AE D FEAE N HI
e ABEZIT-308E - R
RiAER FDA (X...EREAZDIEVIEE - $R)
2025/8/18 Drug Name (BR554) Active Ingredients (EZ%4)
ABEDHE
(FFBH)
L
FAFRIEHRURL
REMS D %5 REMSTHAMDRMPIZIZ I NVRE DB HCP#H A K%

BRSEAE - EURTEER

BRzEHAE - EURDIER

FREAIE - ERDBEE

ERREEEM TR

(=% AIURL)
GBI ~ AR ARAT
XEICHBITERREM
ERDBE
e
= gp REZ(T=EE - DR
LALERE EMA (k. ERARD G B - R
2025/8/18 Name (HR5E4) Active substance (7 %) HREA0kgLE D12 B EDEET. i
ROHE L DEEBFEFRENFARNRRA
(GR:RE) Kavigale sipavibart THRENMEFLTLOBEICETS
2025/1/20 COVID 190 R ERI T
EBIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/kavigale

BADRMPIZ[F L UVRMPEDEELRES MY XD

ERDYI R ~DRE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER

ARFEHAE - EUROBE

7L

7L

7L

DI ~ AR AT
XEIZEITHREN
TEERDBE

"%&
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BRI

BLES R % & — fig & LS O L O
R6-15 ‘ FeBRIT IR EE
7+ T T ETE200 mgR> HSFL< T GERFHEBRR)
E RN & St E BR2ER
2025.2.20 JAN (FE#A) INN RBEZIT-308E - R
ERF5EH et P = 1
Garadacimab (Genetical Recombination) Garadacimab E{ﬂim BIEFEOBMERIEORIEN
2025/4/18
e RBEZIT-3h8E - R
R¥AEH FDA CX.. . EREBDEVZIEE - $HR)
2025/8/18 Drug Name (BR3%4) Active Ingredients (F%%>4)
ARDERE FAS & U128 5 E DBIEIE N EHETEORAED
(RiEH) ANDEMBRY GARADACIMAB-GXII i
2025/6/16
RIEFRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2025/7613670rig1s000TOC.cfm
REMSD X & REMSTHAMRMPIZ % L VEL EDEE HCPH A K%
sl L L
BR5ERAE - EURIEER HRSEHIE - BURDEH HRSEHRE - EUROBIE
mL Tl L
ERMESEEM (T1ER .
(42 AURL) https://www.andembryhcp.com/
R ~ SR AT
XEZHITDRENE [GL
EFRDBE
= AATIE, RV THERBEIATVEN, RKESIUVBMTRERVEASAT (F—brA40Px048—) BSIZDYUDE4TOEDE
" RBEShTLS,
e RBEZIT-308E - R
BHEEA EMA 0% EREBOEUHEE - B
2025/8/18 Name (BR7E4R) Active substance (Ft%%)
EREDHRE 12FZULDOEEENEEFEOERT
GaBR) Andembry garadacimab B
2025/2/10
AERIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/andembry

BADORMPIZ[EZVRMPEOEELFES LU RY

EED' R ~DXE

Tl Tl
BR5EAIE - ERIELR BR5EH I - EURDEH BRSEHIE - BURDBEE
Tl L Tl
A GBI ~ TR AT
XEICHBITERREM |FL
EHRDBE

CENTIE, RUBATFITMATIO) O824 TOHFIR £ KR,
FBRBEHICHT EEREHY. [RFT1EXHEY19.3mgn 7O v EEH (16.1mg/mL) LTHY. FAl UhKRAIC
ERTHIENLEGHKRETHIE IO VIEDEEIZE ST, 7O VIFEEELIAREAH D] TRKE1AXH=Y

= 0.24mgM Y Y ILAR— F8OAEH (0.2mg/mL) EhTUWB, KU VILA— FOIET LIL¥— R % 5 =8 2w geten

H5)
CBIEFEA TITE o TERFIOARBEDRNE SN B VTSN H L1200, ARTHNIEEFREEZERT 2ONLE
LWEDEHDHY .
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ELES % & - & 4 san | O |[®HER| O
R7-01 (= e s S BRI BHIER
I—LyLy IEERERI00mg | 777 77»7#;';:}’ GREFHER
EREER St E RARRA
2025/5/19 JAN (ZE#A) INN FREBEZ(TI=3EE - DR
ERERE Belant: b Mafodotin (Genetical
elantama aroaotin enetica . s
Recombination) belantamab mafodotin BREIIIH#AEOZ R EEHE
Coner RBEZIT=50EE - HR
BHAER FDA % ENEROEEE - HE)
2025/8/18 Drug Name (BR5E4) Active Ingredients (F24)
EEDHE
(%RH)
L
ADIFRURL
REMSO %% REMSTHAMRMPIZIZHE LR E EDES HCPA A K&

BRZEHAE - EREER

ARZEAIE - EURDIEER

BRZEHIE - EUROBEE

ERMEEER (F1ER

(= EAIURL)
SRR ~ ERAThR AT
XEITHETHREM
HROWE
"5
I RBEZIT-3EE - R
BR#ER Eoky % ERREO LB - HE)
2025/8/18 Name (BR&E4) Active substance (Fi94) KDL LLABBOIAREEAL, 7OF7
V—LBEEE, RERHE. HLUHCDIBE/
ABDHE I A—FLRAEDEY 5 AN DD EH1FIS
(&=[H) . HLUTARIERIEER L. AOEADARIZSL
= Blenrep belantamab mafodotin THABEFNER SN HAS R BHED 2
2025/7/23 AUk
AR IEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/blenrep-0

BADRMPIZ[EHLRMPEOEELEE S N=URY

ERDYRI~DRE

7L

BRZEHAE - EREER

BRZEAIE - EURDIEER

BRZEHIE - EUROBEE

7L

7L

L

AR ~ SRR AR A
XEITHITHREM
TRERDBE

7L

&%

AEFZ, BERTEHGAEEE LTRBESATLSH, BN TIF2020/8/2512 EEIFE THREMTER.

Z D . DREAMM-3

HEROBREFIME L. FHOFMEARDOONT . ART v bAYRIELAL AL G2 E LT, REEHZ
Ri%% & 5 CHMPAY2023/12/14I- s #8 8, 2024/2/23 SHATRBLS

2025/7/23 ft AEEE &R

HEFCEORMP (RIEFEH) TR, EELEEMNI RV L LT, FERZBROBRICAIE IFEMH ARESATL

Zo

BN TIE THRRIRERILE L3,y ARIIRIERBITILENH D) LEAMGHRNHE S TN
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