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AL [FDA) [EMA] o)
ey R £ 4 — & & RBERIT=308E- R ABH AEDHE ROEE BRA—
i (%FZH) (%2 H)
_a [AVRLYORATHILE mg . . Y ey 2019/11/5 N
R8-03 A HIEI16 mg AYRLF /A RELCLZEREZOHESFE 2026/6/19 CERREEL) L 77

X TERFER T —MRBITRREZ (- 28E- DR ITERRBEE. REELTHEOR R LGS BOBRELZHL TS,




ELES W% & - & & gms | O |PMFE| O
R1-01 SEER(F AR
E ') R§g0.5mg
A §1mg KFRS K
ER&ZER @ $E2mg EhftE BRAXR
2020/1/23 JAN (E%£) INN AREBEZITI=30EE - R
ERNH5EH
Dotinurad dotinurad AR, = REEIAE
2020/5/25
e EKBEZT=5hEE - HR
BHE=E FDA (% EINARO VIR - HE)
2026/7/31 Drug Name (8R554) Active Ingredients (%4 )
ERBDHE
(&ERH)
L
ABIFEHRURL
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES

HCPH A K%

ARSEHL - BN EER

ARSEHE - BN EH

ARSEHL - EURDEEE

EEEEER IT1ER
({22 {AIURL)

TR ~ BAThR A
XEICHITHREMH
TEERDLE

E)

EMA

ABEZTT=38E - HR
CX...ERARDLZEE - $IR)

2026/8/4

Name (BR354)

Active substance (% %)

RABDHE
(FERH)

mL

AERIEHMURL

AARDORMPIZIFZVRMPLEDEELRHE S NIz XY

EEDYRI~DRE

BRSERIE - EUREER

BRSERIE - ERDER

BRFEAIE - EUIRDMEE

FR DI ~ BAThR A
XEICHITHREMH
TEERDLE

e




BLES R % & - ® 4 gas | O |®MEE| O
R1-02 SEERIF HHI&EE
ALY FLEEOS % FLILF=T
ERAZEH FftE REXR
2020/1/23 JAN (&%) INN DT ZITT-3hEE - R
ERFE5TH
Delgocitinib delgocitinib 7 FE—HERE K
2020/6/24
= 4 5 ABEZIT=3hEE - DR
el e K. ERRROE VHEE - HR)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4) MXHAFAANLFARTOA RADRIEH
= T+aTh-ot=mE. FIENAaL
ﬁ(amg)ﬁ% FARTOA FOFERIHEI LA
(F:RH) ANZUPGO DELGOCITINIB L BRAIZBIT5HhEENLEEDIE
2025/7/23 Py
GRIFGHEE LY £Fi8% (CHE)
A RIEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2025/2191550rig1s000TOC.html
REMS D *f & REMSTHAMDRMPIZ(FHLVRE LDBE HCPH A K%
L =L L

ARSEAIE - EUREER

ARSEHE - EURDER ARSEHIE - EURDBE

L L L
E%Eigﬁé{ﬁﬁ https://www.anzupgohcp.com/
AR ~ BRI |5026/6/30 Warnings and Precautions|= HEOJAKIEEHIC & 548 & . BRASE TOENE L ORIZEEASA ST
XEIZBITA2REM %1 PBRENS
HRDRE " -°
XBERENEL D, AFITEARTIE, 0.25%. 0.5%HENTNZTN2 HLULL16 BRBED/PMES L UBRADT FE—MHERE
ROBEFELLTREBESINATLS,
£ - BARBLUFNORAXEICERE SN TOLEVEBIEL LT, XKETRUTOLSIZEHIATWNS, TXFZDIAK
PEEFF TR AGREMEFEHBT I EFHBESALGL] TRKETOLERBIIC. RSFOFHERHA FS1Y
12V, RELFHERE FREBIVIFUEED) 2T E5S)
. RABEZ =2 - DR
BRBER EMA (% ERRBROL I - HR)
2026/8/4 Name (BR5E4) Active substance (Fi% %) XAEALFARTOA BRI
RADHE LW, FREEATELRLMSELU LD S
(ziiiilg Anzupgo delgocitinib ig?\bifﬁd)’k'fi%ﬂ@ (CHE) @
GRETGAEELY)
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/anzupgo

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

7L

ARSEHIE - EIRTEER

ARZEE - EURDIER ARSEHIE - EUR DR

B =L L
HREBEE ~ BT
XEICBT2Re [FL
ERDBE
NERE - WMENRLE D, BATIE, 0.25%KEMN NET FE—HEEE&R]  (2020/1/237%&ED) . 0.5%HEN TAS
KWNR7 FE—HREER] (2021/3/23%:R) DEEEL LT, EUTIF20 mg/gy ) — LA TEMFES) DEEELEL
e TEER,

EMARRRHFERICE T 5 FERBERENAERMPOERLEER Y RV ITHEE. PMDAXERESNERQEEN" X
JIZHEE, EBLLERKDIERAEFICE VD TARENTESNEVE LTHRES .
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ELES R E A - & 4 gs | O [FMEE] O
R1-03 N BRI+ HHI&EE
T IEd42.5mg
B  #5mg LyuRLFEH U b
ERAZEH [ &10mg FftE RBKR
2020/1/23 JAN (E%£) INN DT ZITT-3hEE - R
ERFE5TH
Lemborexant lemborexant TERAE
2020/7/6
. RAEZ =2 - DR
BREER FDA (% ERRBROL I - HE)
2022/7/20 XREET Drug Name (BR5E4) Active Ingredients (F%4)
ROFE :
- FHRAE
Gx&ER) DAYVIGO LEMBOREXANT
2019/12/20
AEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/2120280rig1s000TOC.html
REMS®D 3t % REMSTHAMRMPIZ[EA LVRE EDBES HCP# 1 K%
L L BL
HRSEARLE - [EURIEHR BRSEAHLE - [EURDEH BRSEHLE - EUROBRE
L L L
E%gigﬁégﬁiﬁ https://www.dayvigohcp.com/
R~ REHFA [BMNRE
XEIZBITAREMH (2020/8/25 TEFRHEMEIV] (CHESIN=Z LDEM
HRDRE 2022/3/11 WK DHDCYPFEEH - BAEH] - /B K 2 EMBEEIERZIER
&% EHRFIMEE, ELAOBNELNHD L L THRFEIMERIZEYEDONI-LDTHD., I~VOSEREHY . INFRELEEL,
. RABEZ =2 - DR
BRBER EMA (% ERRBROL I - HR)
2026/8/4 Name (BR5E4) Active substance (F{4342)
AADEE
(F&ERA)
L
A RIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

HRZEIE - EIRIER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-]
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ELES R E A - & 4 gs | O [FMEE] O
R1-05 SR I+ O |##H%ER
EILT 7Y S§8E250 mg ELESILEY
ERAZEH FftE O RBKR
2020/3/25 JAN (E%£) INN DT ZITT-3hEE - R
ERzEE THVUERF Y EVTITk Y RER
) ) BERCRA AT 4 VBIEFORENHE
Viltolarsen viltolarsen FANTNE T2 U REGOR k
2020/5/20 O074—
. AEBEZIT=308E - DR
BHHRER FDA . EREBORE A - HE)
2022/7/20 XFAEFET Drug Name (8R5E4) Active Ingredients (% 4) THYUBIRE E LAk Y e
AADEE BERPR FO T 4 VBIEFORENHE
(ﬁgﬂa) V|LTEPSO V|LTOLARSEN Eﬁéhrb‘é?l:/l \ngl_lﬁ’ﬁ:/‘x |‘
2020/8/12 EES
AEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/2121540rig1s000TOC.html
REMS®D 3t % REMSTHAMRMPIZ[EA LVRE EDBES HCP# 1 K%
L =L HL

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

L

L

L

ERHMEEER F1ER
(f=ZAIURL)

https://www.viltepso.com/hcp

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

EHIEE :

2021/3/10 BEHMDEE T, RE2 v/ OBIEXICET 5BERZEM.

]

ESMHEICOVTIE. BROGRMAXETEH INAGHEMN)

2504y mJY UEm) AEESh TS,

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(K:2R)

L
F—=27)

viltolarsen

AEIHFERURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

HRZEIE - EIRIER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
1ERDLE

-]

2020/6/4I<A— 7 7 ViE%E,
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BLES

S
t
X
I
=)
X

gas | O |®MEE| O

R1-06 SEERIF FEBIRER

RNLF* T ILEE80 mg FSINF=TJERIE
EREZA ST E REER

2020/3/25 JAN (F#£) INN ARBEZT=38E - HR

ER#TH

Tirabrutinib Hydrochloride tirabrutinib AEX SHAEOPRBERARY >

IN[E
2020/5/20

= o RRERTT I -
BHE=E FDA (% EINARO VIR - HE)

2026/7/31 Drug Name (BR5%4) Active Ingredients (%4 )

ARDOFE
(R5EH)

mL

AERIEHMURL

REMS D x5 REMSTHADRMPIZ[FHWRE EDBE HCP#H A F&%

ARSEHL - BN EER ARSEHE - BN EH ARSEHL - EURDEEE

EEEEER IT1ER
({22 {AIURL)

TR ~ BAThR A
XEICHITHREMH
TEERDLE

E)

= op RRER T -
BHH=E EMA (% EINABOL VIR - HE)

2026/8/4 Name (BR354) Active substance (R{%4)

RABDHE
(FERH)

HL
AGRHEHRURL
AARDORMPIZIFZVRMPLEDEELRHE S NIz XY EEDYRI~DRE

BRSERIE - EUREER BRSEAIE - EURDEH BRFEAIE - EUIRDMEE

FR DI ~ BAThR A
XEICHITHREMH
TEERDLE

e
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ELES W% & - & 4 gs | O [FMEE] O
R1-07 %EE (T O |®#E=ER
ROy & Ny A .
ATFHRO /,.}\:ﬁg%}IL/\ v 4°9000 K077 52 (108)
ERRZE mglstbm R RARR
2020/3/25 JAN (%) INN RBEZ(T-28E - HE
EnR%EHE O e e _ -
Borofalan (10B) borofalan (10B) éﬁ;?jﬁ‘ G RPTELTR 3R AR DR
=10k
2020/5/20
R ARBEZIT=308E - SR
B#AER FDA (... ERRBOLELEE - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
RIBDHE
(&FER)
7L
A EBIEIRURL
REMSD x5 REMSTHA®MRMPIZIZH NRE LD ES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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ELES W% & - & 4 g | O |FNER
R1-08 SeBRIT H5AIRER
T n— SEEEA100 mg bx‘y’_‘?jﬁﬁ’;ﬁf"_’ix"’” Ghfz
EREZE HiRA gtz | O |maxz
2020/3/25 JAN (&%) INN DT ZITT-3hEE - R
ENREE 2R § B HER2IS M O E M FREX I3
Trastuzumab Deruxtecan (Genetical BRIE (RENARIE#TIBSICR
Recombination) trastuzumab deruxtecan 3) . MAJLEEEECHE L HER2IBE
2020/5/25 DRBUIBRTRELEIT - BROBRE
R ABEZIT=3hEE - DR
BR#BER ok % ERKBO K B - BR)
2022/8/4 XEAESE T Drug Name (8R5E4) Active Ingredients (F%4) EBETTRA TN DRHER2 A — R DARE 2 (1=,
IR A E - R IETB HE OHERIB LA A
AADEE HEBEREL S A > - ()7 D28 FARPEL(E
= FAM-TRASTUZUMAB DERUXTECAN- |&a## T#6hALRNIESK)
(RE2H) ENHERTU NXKI FSRYXI TR—ZDARER (1. BIFETHE:
2019/12/20 ERMEOHERGHE BN A F (X B REESTRNA
AEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/7611390rig1s000TOC.html
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%
L L L
HRSEARLE - [EURIEHR HRSEARLE - [EURDEH HRSEARLE - [EURDEE
L L L
EREEERITFER .
(S 2EURL) https://www.enhertuhcp.com/en/
REBRE ~ R HTIRRA [2021/1/15 BHRALERISMDY . EEEADRBENAEI L2, MEEMBEOEDERERZTORERL TLT
XEIZBITAReMN NCRBESINDKLSITH o1, IAMNATIEE, BMNATI9E,
TBERDBE 2022/05/04 DTG HHE,
LAMIEDLADHDBEIGE > 1=h. AEDELZLZBNANMbh =2 &Ik, AEEARBIER I LICHFTRESO
= 5&5I2Ho1z,
" ANADBEGEHEN 2FDEBEOVNTNADEENHDZ LICEDHLNT=,
Boxed warning© TfiE - f8IRBM] N2 IFoh TS, BAORMPTIXEELEEM ) X V&L,
e ABEZIT=3hEE - DR
BHEER EMA . EREROR L - HE)
2026/8/4 Name (BR5E4) Active substance (F53%) T g e AR ORTRE - AEE
= HER2IBHE DT BE S £ UBREESH (CE) 18
ﬁﬁ%g)ﬁ% HERZEE%Z;{E’SET& HFHEIENER
GRERH) Enhertu trastuzumab deruxtecan (NSCLC) _ ‘ .
2021/1/18 P53 A & 1FEL £ B (- IR B 7= (KSR RS HERIE
(RHTER) R F 1 FHER2BIE SIS
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/enhertu
HADRMPIZIZH VRMPEOEEZELRFESINIZUR Y ERDY R ~DxE
)R &/IMETEE : FAXEICKL HFEMRE
EDEHEEREE (Left Ventricular Dysfunction) E=ERHE (LVEF) ETFTDE=4" >4 (Section4.4) .

RAERAEOHA 4R (Section 4.2)

BREAE - [EURIEER BRSEAHLE - EURDEH BRSEAHLE - EURDORE
B =L L
FREBRE ~ TR AT [2025/3/31 BISHEKRIZL Y. SmPCEET,
XEZHITBLEM |Adverse reactions|Z TR IMEKEAME Common#iE (21/100~<1/10) | Z3EN,
THEHROBE 2026/6/25 @ISh K (REMTO 77 A ILIZERELL)
2025/3/31 N5 i A E 1L E 2 (T - U1 TR & 1z (FEBMEHER2{EFK IR & 1 (FHER2BIE R IR EIEA~ DBEISHL K
BEGHESAELZYRIELTIE, BAERU K MEMEMANEE, LOEHEREE. BAORMPTIXEELHEEMNY R EL,
2022/811 ERAEHE LTO M2FEL EORTAR) A TMIBLE] (CERMESnht,
li-E=3 2022/8/25 H & - IBMHDPFIED =6, 2~3BDEERICK ZFLELKRD SNtz

2022/12/12 HER2[S DT BRES L VB RIERAE (GEJ) IREOBKAEE O RAFENOBEISIE K,
2023/11/29 HERZEZF IS KR AT 2ETHIFNMIEME (NSCLC) T, 73 FF AL 2AKRE (REFEZOHAOERIEOLLLL) OHEBED
BFIFEANOBESIA
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ELES W% & - & 4 gs | O [FMEE] O
R2-02 BRI+ HHI&EE
F Y e mg FFOF1REY b
ERERH FHFE RBKR
2020/6/29 JAN (E%£) INN DT ZITT-3hEE - R
ERFE5TH
Daprodustat daprodustat BHAm
2020/8/26
. RAEZ =2 - DR
BREER FDA (% ERRBROL I - HE)
2023/5/26 %A E5E T Drug Name (8R5E4) Active Ingredients (% 4) EREZERT IO LkEBILES
EOHE (HIF PH) FHE#IT. BfZ4H AL
(F:RH) ESDUVR DAPRODUSTAT E2ZFTVSRADEEBIERICK S
2023/2/1 TESPRYROS oo AMOBRR
AEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2169510rig1s000TOC.cfm
REMS®D 3t % REMSTHAMRMPIZ[EA LVRE EDBES HCP# 1 K%
L L BL

ARSEAIE - EUREER

ARSEHE - EURDER ARSEHIE - EURDBE

L

L L

ERHMEEER F1ER
(f=ZAIURL)

https://www.jesduvroqg.com/

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

]

ATEFAERICERRBINT-C ERURNXERBRROAAFAELZRKRETHoIzC b, SEHL-HTHBINEEIT-
=

RERER

ABEZIT=308E - HR

EMA (% ERAROLE I - HE)

2024/7/18

Name (BR5E4) Active substance (F{4342)

RBDHE
(K:2R)

2023/7 /112
(FAEEE T ()

Jesduvroq daprodustat

AEIHFERURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

HRZEIE - EIRIER

ARZEE - EURDIER ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-]

2023/7 B #ZIHTTVWEVEBICHNT IREUFINRATIT—EANT+2THS I LZ2EAIC TEMPOEBHEBETEE
] ISBELTERRBEIN:-=-OBRFEZMY Tz, AFIIFDATEEELME AR+ (MACE) QDYRIMNERTH &
NERHoNzz. T4MALULDOBENEERREL TVIBRANEEEREBOBMAEE] L LTERRESIATWS, BRIZH
WTHEBHOBEEICEL S TEEBRBESEISHES. MACEZRMPIZEWTEELBEMNY X7,
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ELES W% & - & 4 gs | O [FMEE] O
- ER(+ IR R
25500 FFELSHARN TLILERE | . .. N il
_ = |([1YFhTo—ILEBE EARJ VD
&l WARD TEILFHAE S ILRVEET R Tl
EREZE A BARNTELERE Kt T GpfE RAKD
2020/6/29 JAN (E#£) INN AREZTT-208 - DR
EmsxE SEXBE (RARTOA REIRUE
Indacaterol A'(::etate, Mometasone indacaterol and mometasone BREE AR ARRIBF DAL RE
uroate RS
2020/8/26 CR
R ARBEZIT=308E - SR
B#EER FDA (... ERRBOLELEE - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
EOHE
(&FEH)
Tl
A RIEHRURL
REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDBES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

ERHMEEER F1ER
(f=ZAIURL)

R EREF ~ AR
XEIZBITHREMH
FHROBE
e
— RRBEZIT=308E - DR
BRBER EMA (% ERRBROL I - HR)
2022/7/22 XAEFET Name (BR5E4) Active substance (F{4342)
REORR BAILFIART AL FHIEZVRA
e 2T ; EERRERRR2EBE CHEYICEERET
(%&2H) Atectura Breezhaler l\lﬂr;(::gfatzg: :zif;?e FEVHEOMREE
2020/5/30
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/atectura-breezhaler

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

HRZEIE - EIRIER

ARZEE - EURDIER

ARSEHIE - EUR DR

TL

7L

7L

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-]
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ELES W% & - & 4 gs | O [FMEE] O
R2-06 N . 3 SEERIF IR
TFSTEARD TRLHRE AUFATO—)LEBRIE ) aER=
= wﬁmﬁjtwﬁgz YLBRIEM EALVUTITUALRY
EREZE SR BIXTIL it REXR
2020/6/29 JAN (E%£) INN DT ZITT-3hEE - R
EXNZEA [EXHE (RARXRTOA RHE, R
Indacaterol Acetate. Glycopyrronium |indacaterol, glycopyrronium bromide and |84 FE 14 3% A 2R8I & U R B /E A
Bromide. Mometasone Furoate mometasone HRAHD ) RIOHBSBELS
2020/8/26 2)
o e ABEZITI=508E - DR
B#HAEA FDA (.. EREROL LI - BE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AEDHE
(%:RH)
L
ARERIEIRURL
REMS D3t % REMSTHAMRMPIZ[EA LVRE EDBES HCPH A K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

ERHMEEER F1ER
(f=ZAIURL)

AR~ RAThRAT
XEICEIT5ReH
FHROBE
e
e ERER T8 - HE
BHHAER EMA % ENRRO L BEE - )
2022/7/22 XREET Name (BR5E4%) Active substance (F%4) REFRMERZB2/FEIZE L . ATEIC1ELL
i LOWBHBERRL-EARORA
iﬁa.r.\g)?ﬁ,m indacaterol JLFARTAA FHRIOMHIFEEDOHE
(%&2H) Enerzair Breezhaler glycopyrronium bromide HEHLETIHRELICEETEL LIRS
2020/7/3 mometasone DHERFRE
A EBIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/enerzair-breezhaler

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

HRZEIE - EIRIER

ARZEE - EURDIER

ARSEHIE - EUR DR

TL

7L

7L

FRERIE ~ TR AR AT
XEICBTHREM
1ERDLE

-]
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ELES W% & - & 4 gs | O [FMEE] O
R2-07 SEERIF IR
Vtﬂbtgggommg TJANITF=TILA VEE
ENEZR = 9 B RAKR
2020/9/25 JAN (&%) INN DT ZITT-3hEE - R
HRETEA B AR THRT+ALGEE) V< F
. . AR THRTR+59 78
Filgotinib maleate filgotinib (B DS MIBE DML 2 51))
2020/11/18
= e ABEZITI=508E - DR
B#HAEA FDA (.. EREROL LI - BE)
2024/7/18 Drug Name (BR5E4) Active Ingredients (% 4)
ABOEE
(% H)
2020/12/15
B IE
AREHRURL
REMS D3t % REMSTHA®DRMPIZ[EAENRE E DB HCPH A K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

ERHMEEER F1ER

(£ FAEURL)
FREBRF ~ ERETAR AT
XECHITEREM
1EIRDBE
20205128 FYT FRIFXKETORFRRIZEKIBZBERABRVDETHL M RETORBELZHZ LI,
-2 https://www.gilead.com/news-and-press/press-room/press-releases/2020/12/gilead-and-galapagos-announce-new-
commercialization-and-development-agreement-for-jyseleca-filgotinib
o e ERER T8 - HE
B EMA % EIRABDELIEE - $HE)
2022/7/22 XREFET Name (fR7E4) Active substance (R2434) 1L EERORBERIER ) 27 F E~ORGIEAT
RADE R +ATHAIDELRFRIED, HEEH > BEDFHHER
DA # HY T
(K:2R) Jyseleca Filgotinib maleate KEEE DRRS AN TRV PFED > BEOEHIERME
2020/9/24 A
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/jyseleca

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

HRZEIE - EIRIER

ARZEE - EURDIER

ARSEHIE - EUR DR

mL L mL
KR BARET l2o211116 MEUHYF RA) ISRBIEAMS (UC) OREAMD o110, RUPLRALUCEEES (FTRET 54
BEDTORSM |5 msy 22 E, UCITRRNLGELM EOBRIZELA, RREOREFEEEM.,
DR E
s BEAREEALYAS G TBMRERE & (HREB5] T. LThEBAORMPIZEREATINS,

2021/11/121Z5EEN B 14 KB 2 DB RS HYE AN,
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ELES W% & - & 4 gs | O [FMEE] O
R2-08 SEER (T 1 BIREE
I8 YY5IL5% VYIERZ=ZDLERIEY
ERAZEH FftE REXR
2020/9/25 JAN (&%) INN DT ZITT-3hEE - R
EmNF5EE
Sofpironium Bromide sofpironium bromide RHEMRESTIE
2020/11/26
o gne AREZ =208 - DR
B#HAEA FDA (.. EREROL LI - BE)
2024/11MXFERT Drug Name (8R5E4) Active Ingredients (% 4)
ROFE BAB L VIFULDNRIZEIT D EFE
(REH) SOFDRA SOFPIRONIUM BROMIDE ERE S TEDARR
2024/6/18

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

REMSD & REMSTHAMDRMPIZ[Z4 W\RE EDBEE HCP#H A K%
7L 7L TL
ARSEAIE - EUREER ARSEFIE - ERDIEH ARSEFRIE - EURDOBE
L L TL

ERHMEEER F1ER

(f28|URL) https://www.sofdra.com/#isi

FRERIE ~ TR AR AT
XEIZBTEREME (GL
IERDYE

AVEATHAHY IEOZDLRIEYMORAENBATIESWICHH L. 1245% TERESNA TS (1B1EEEZREICER
TEHREEIRAL) , [EMMBEERICLVEERZEMS BRSNS H L0, i) VELOHFRITRTS I L]
£ [CYP2D6% & NICIHE T 2EAKI L DFRAITETE L) LEHEHIMN. BADOFMXEICITENMEEEAICET 58
ZHEOBABIFHEL, F-. BRORMPIZIEH I TULEWMERE LT, [BEFLEFERCENMNVRETTOLEGNGH
FERRISEEL. COLSHKRTTHFLAELMEEILSOFDRADERZ# (TS L] LDEHEHY .

e RRE T T-MEE - R
BRHAZER EMA (%... EREROE VA - MR)

2026/8/4 Name (BR5E4) Active substance (F{4342)

RBDHE
(K:2R)

Tl

AEIHFERURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY ERDYRI~DRE

HRZEIE - EIRIER ARZEE - EURDIER ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-]
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ELES W% & - & 4 gs | O [FMEE] O
R2-09 SEERIT H5AIRER
Id’ﬁl:l 4§2mmg IFOF1RAY bk
ENEZE R owesmg EY o RAKR
2020/9/25 JAN (E%£) INN DT ZITT-3hEE - R
ERFE5TH
Enarodustat enarodustat MM
2020/12/8
. RAEZ =2 - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AADEE
(F:RH)
L
A RIEHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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BLES

- & &

)
ct
i

R BARR| o

O |Twe
R2-10 SEERIT O H5AIRER
FH Ly Y R EEHE250 mg t”*y7igﬁ2%;§f**”°A
EREER Lok stE| O |maxz
2020/9/25 JAN (E%£) INN DT ZITT-3hEE - R
EIpIREH Cetuximab Sarotal Sodi YU BT ETXIIBAIBEHRDEE
etuximab Sarotalocan Sodium ) R BETL BT ST =P 2]
(Genetical Recombination) cetuximab sarotalocan HEE
2021/1/1
. AEBEZIT=308E - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
REDHE
(F&EH)
L
A RIEHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4) Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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ELES W% & - & 4 gs | O [FMEE] O
R2-11 BRI+ HHI&EE
I KJL= XE50 mg TFHELY VIGEEIE
ERAZEH FftE REXR
2021/1/22 JAN (E%£) INN ARBEZITI=308E - SR
ERERH THROEHEZICESTINABRE
Anamorelin Hydrochloride anamorelin SNMERATE. EE. B, KIS
2021/4/21
. AEBEZIT=308E - DR
B#HAEA FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
REDHE
(F&EH)
L
AREHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%
HRSEARLE - [EURIEHR HRSEARLE - [EURDEH HRSEARLE - [EURDEE
EREEERITFER
(£ ZEAIURL)
R EREF ~ AR
XEIZBITHREMH
TBERDBE
e
. AKEEZIT=%08E - DR
B#HAEA EMA (% ERRBROL I - HR)
2026/8/4 Name (BR5E4) Active substance (F{4342)
fﬁ%g)’ﬁ%
(iiia) Adlumiz anamorelin hydrochloride
(2017/11/16)
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/adlumiz
HADRMPIZIZH VRMPEOEEZELRFESINIZUR Y ERDY R ~DxE
BREAE - [EURIEER BRSEAHLE - EURDEH BRSEAHLE - EURDORE
R ~ AR
XEIZBITHREMN
HIRD W E

EERELLUVBBTIROBEEL LTHESIALZDS. BREBAEOHTHEHDNFIHRENRENzOA T, BEQOL
DELFFRETVAENEEMAIZHIET S W=, BMIK20DBFICHEISERDZEHRH LGN o1,

£33 EHIC, REET—HIR—RADA VT TADAIZLENERHIN, COFFETHEFEHRABRTRESNZOAOET A A
VMEFEHOVTFIIVETMET S LIFTELRNESA, kSN,

(2017/9/14) ,
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ELES W% & - & 4 gs | O [FMEE] O
R2-12 SFER (T I &R
7*{;'/‘1%25““9 EYF1REY RFRUSL
ER&EEA ST E BREER
2021/1/22 JAN (%) INN RBEZ (=288 - DR
ERNF5EH
Molidustat Sodium molidustat EHE M
2021/4/22
R ARBEZIT=308E - SR
B#EER FDA (.. BNEBOLLHEE - B
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
RIBDHE
(F&ERA)
Tl
A RIEHRURL
REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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ELES R E A - & 4 gs | O [FMEE] O
R2-15 SEERIF IR
34 5 LEEHES0 mg ybujld_glﬁ;'}f?)"u VBT b
ERAZEH FftE REXR
2021/3/23 JAN (E%£) INN ARBEZITI=308E - SR
ERHTH
Diclofenac Etalhyaluronate Sodium diclofenac etalhyaluronate EREREETAE (RRBAET. RREIEN)
2021/5/19
o e ABEZITI=508E - DR
B#HAEA FDA (.. EREROL LI - BE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AEDHE
(F&ERA)
L
AREHRURL
REMS D3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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ELES R E A - & 4 g | O |FNER
R2-16 SEER 1T O | #HxR
£ X h— = REHER0 g NREFTRT TFLT7 (EEFHEE
EREZA Z) Farya, RAKE
2021/3/23 JAN (%) INN RBEZ (=288 - DR
ERSEE , ,
Pabln;?:opm,t:if:a(t%ir;etlcal pabinafusp alfa L BHEEIR
2021/5/19
R ARBEZIT=308E - SR
B#EER FDA (.. BNEBOLLHEE - B
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
RIBDHE
(F&ERA)
Tl
A RIEHRURL
REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&

26




B RER

BLES W% & - #® & gms | O |®AF
- BRI+ 51 ER
R a0+ 94 J)LR (SARS-CoV-2) P4 F s i ©
NREREITYTHE Y (BEFHEBAYILTT/ 24 ILAR
ERAZEH J3—) FHFE RBKR
2021/5/21 JAN (%) INN RBEZ (=288 - DR
ERNF5EH
SARS-CoV-2IZ & % B FED I
2021/8/16
R ARBEZIT=308E - SR
B#EER FDA (... ERRBOLELEE - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
EOHE
(&FEH)
2022/11/10
ittt
A EBIEIRURL
REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDBES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARFEHIE

- EROBE

ERHMEEER F1ER

(£ FAEURL)
R EREF ~ AR
XEICEITHReH
BEIRDBE
KETIERAREZA., WHOIE2021/210I2BBEAREL TS,
https://apps.who.int/iris/handle/10665/339477
o 2022/11/10 AstraZenecatt HABLARE ZHi& L1z & FEK. hitps://www.astrazeneca.com/content/dam/az/PDF/2022/Q3/Year-to-
= date_and_Q3_2022_results_announcement.pdf (p.34)
2024/5/7 AstraZenecatt L FAB A E#HAICHRMNIZCOVIDT Y FLORE L HBETLEERR, BRNTONRFRET ) 7OIRFEREE
WY FIFf=,
omen RRBEZIT=308E - DR
BEHEH EMA K. ERKRO B - HE)
2023/2127%FAEET Name (BR5E4) Active substance (9%)
RADHE SARS-CoV-2Ic &> TH|ER I SN d
(&2A) Vaxzevria (previously COVID-19 Vaccine ChAdOX1-SARS-COV-2 COVID-19D F[h

2021/1/29 (FAHTRER)
2022/10/31 (GE®KER)

AstraZeneca)

AEIHFERURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

S /MR AME & & O /MR EE
¥5 2 - NL—fEIRE

)R &AMETES) : FMTXEIC & B EBMIE

BREAE - [EURIEER BRSEAHLE - EURDEH BRSEAHLE - EURDORE
B L wl
EBINER :
. N 2021/3/29 7 LILF—RIG
REWRAIREN 021521 MMBEBDEEE S Mgk, FHSCEN
= ;iﬁwa&% 2021/6/18 EHME BHAEER
A 2021/714  ¥5 2/ L—iEEE
2021/11/22  I/MRIEAME Z 440 75 Ui M E FR ARG A2 AE
/MR AE % 44 5 IS fEF1E B 50 AHN2EE & Y SHEEICRET 5, RRBE18HLLL,
Bz 2022/10/20 [7H+ 74 5% >—) 2BBLHEESINEY RIS HIBR,
2022/10/31 BHERRIHIT.

2]




ELES W% & - & 4 gs | O [FMEE] O
R3-04 SeBRIT H5AIRER
St I AT VRIS LIS
ERAZEH FftE REXR
2021/6/23 JAN (E%£) INN ARBEZITI=308E - SR
En%%A . ot B kR
Upacicalcet Sodium Hydrate upacicalcet ﬁ'&ﬁ*ﬁTw_mﬁmlEﬁ&ﬁ%ﬁ“nL
2021/8/20
R HREDEZITT-3hEE - R
B#HAEA FDA (.. EREROL LI - BE)
2026/7/31 Drug Name (BR5E4) Active Ingredients (% 4)
REDHE
(F&ERA)
L
A RIEHRURL
REMS D3t % REMSTHAMDRMPIZ[EHE RS DB HCPH A K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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BLES

)
ct
i

- & &

sy | O |EMER o

L
R3-05 BRI+ HHI&EE
YA =—4%'§g500 mg A A5) 2 UIERIE
ERAZEH FftE REXR
2021/6/23 JAN (E%£) INN ARBEZITI=308E - SR
ERFE5TH
Imeglimin Hydrochloride imeglimin 2BVHER IR
2021/9/16
. RAEZ =2 - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AADEE
(F&EH)
L
AREHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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ELES R %A - # % gmn | O |FPEEl A
R3-06 BRI+ HHI&EE
N YR A EE10 mg YT/ XE Y b
ERERH FHFE RBKR
2021/6/23 JAN (E%£) INN ARBEZITI=308E - SR
EnTH BERRILHAEORATHEIA MR >
Tucidinostat tucidinostat INfE
2021/10/20 BREXIITHAMOREETHEEY >/ &
. AEBEZIT=308E - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AADEE
(F&ERA)
L
A RIEHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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B RER

BLES R % £ — fi& & HRS O 2L O
R3-08 BRI+ HHI&EE
R =nao
“t"ftﬁj”%x';()fo/’ SI735R R
EREZE i St E RRARR
2021/9/27 JAN (E%£) INN ARBEZITI=308E - SR
ERFE5TH
Difamilast difamilast 7 rE—HERBER
2022/6/1
o e ABEZIT=38E - DR
BHHRER FDA . EREBORE A - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
205 BENMPEEOT FE—HEREXE
REDH M BT BHABEU2BUEDNREEIC
(ZZA) ADQUEY DIFAMILAST WY % BT AR
2026/2/12
AEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2026/2194740rig1s000TOC.html
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%
L =L L

ARSEAIE - EUREER

ARSEHE - EURDER ARSEHIE - EURDBE

Bl Tl Bl
EEEEER IT1ER
(£ FAEURL) RO
FREBES ~ BT
XEICBT2ReM [GL
1RO E
HNEEHHIEL D,
BA THA. 5835 AU E2BRBOUNRS & V2L EOND | KE THAS & U2 LDNEEE)
e BATIK. RERICERNBERABIAIERESNBEGHEKRICE 1=, KETIXE®RIy AUL2ERBEDIANRERNRE LXK
ENTOBRRKRBRNITREESH L G- TS,
REIEEERTIE0.3% E1%D2FEE., KETIE1%DH,
o e ARBEZ=28E - DR
BR#BER Bl % ERARDOE BEE - R
2026/8/4 Name (BR5E4) Active substance (F{4342)
AEDHE
(F&ERA)
Tl
A EREHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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ELES W% & - & 4 g | O |FNER
R3-12 SEERIF HHI&EE O
Y E 17T ¢ HiE#E&RS500 mg Y rREY D GEEEFHEIRR)
ERAZEH FftE REXR
2021/9/27 JAN (&%) INN DT ZITT-3hEE - R
ERFE5TH
Sotrovimab (Genetical Recombination) sotrovimab SARS-CoV-2 |Z & B BEEAE
2021/9/29
. ABEZITI=508E - DR
B#HAEA FDA (.. EREROL LI - BE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
T E AROETGE, EEDCOVID-19(Z#
BOHR 793R BENEEN DRSS
GKERH) SOTROVIMAB SOTROVIMAB

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

EDER

AEIHFERURL

REMSD &

REMSTHAMDRMPIZ[Z4 W\RE EDBEE HCPH 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER ARSEHIE - EURDBE

TL L L
EFEEER T1ER ) -
(S 2EURL) https://www.sotrovimab.com/
AR~ RAThRAT
XEICEIT2ReH |-
BEIRDBE
2024/12/13 EUA%%H
AFERZHMINEBR L Lo B THEANSHFASAGLCLEY, EVAICE EDVWTEES L URTNENZ2O0Y FOFHHRIAE
=2 & & RI(F. 2024/11/22I12GSK#LIFFDAIZEUADER Y iE L 3R & . FDAIXZEUAKRZIERTE, https://www.fda.gov/emergency-
5% preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization-archived-information
Warning®—"2I1Z HERDEE] NEFEL TS,
2022/4/51=, A2 O UBA2KDFITICHENPF TERLE LT, 2K TOEVAZEL,
— RRBEZIT=308E - DR
B#HAEA EMA (. EREROL LI - BE)
2022/7/25 XAEFET Name (BR5E4) Active substance (FK%>4) .
POER BRmEELELES . EEOCOVID-
REDEM 10ITETT 50 RO DAEVEEIST
(F&ERA) Xevudy sotrovimab %COVID-190 A%
2021/12/17
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/xevudy

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

HRZEIE - EIRIER

ARZEE - EURDIER ARSEHIE - EUR DR

TL 7L 7L
FRERIE ~ TR AR AT
XEIZHITDREME |BL
FERDBE
FEEARESNLIRIBLITBENYRY  EL, BADRMPTHE L TLWHBHBERLS > 71— a3 VRIS TEE
-5 THL] EABLTLVD, HRIFAE4AOkgLL ED12ELLE,

2022/5/61=. #4 =4/ O UBA2E#HEZEADIn vitroRHENTEE > TS EDER. BRMERETHE LTS,
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ELES W% & - # % gan | O |FREE
R3-13 SFER(F FHBI AR @)
5471 FHh T+)L200 mg ELXESEL
ERNEZRE ST E RoRR
2021/12/24 JAN (E#£) INN ARBEZIT=308E - DR
ERN#5EH
Molnupiravir molnupiravir SARS-CoV-2IZ & % B4
2021/12/24
e RBEZTI-3EE - DR
i e Ok ERRRO 5 LAEE - )
2026/7/31 Drug Name (BR5E4) Active Ingredients (F% %) AREBEEA Y. EBEDCOVID-1912
ABDHE ETTBHURINEL, thOFRRBEh
(E:EH) CRFENFIATER L, BEANSH
05111213 LAGEVRIO MOLNUPIRAVIR g 2 )i
(EUA)
ADEWMURL | —
REMS D *f £ REMSTHAMRMPIZIEHEWVRE EDES HCPH A K%

BR5EHAE - EREER

BRSEHUE - EURDIER BRSEHIE - EUROBE

Tl

7L 7L

EEMEEER ITER
(% AIURL)

https://www.fda.gov/media/155101/download

FREBIF ~ R R AT
XEITE T REM
TEIRDBE

HYRBTHREEUNRINATEY ., BRATHEIREAORSFREZ. RETHEZISAAGVS, EREEECLDIHA - ABRLY—RASURTOT S LADSMEEZHICHT S
N5 %C EhFact sheetlTREN TN D,

2023/7/17 EUADEIER & LT, HIEBRREE. B, RERRE. B8E. 777, 5%FV—. MERE. RESSCETHHERE, A8, T5HE. 5. SRS ERMIXEIR
#H EECERERETH) .

&%
2024/6/18 Fact SheetE#
BHOBELREVRESEN DL LN AMITEET 2L SERTILENHD (XMHOBEFERER L REDRSENL4BH) , B (VA RN, =2a—S—FVF,
A—RESUT) ZBVTLBEMHOINAMOBEAHEEh TS,
. RBEZIT=%08E - DR
= gk = Z
oo EMA Ok EREROLLHEE - MR
2026/8/4 Name (BR3%4) Active substance (F%%)
ARDER
(&2 H) —
2021/11/19 Lagevrio molnupiravir
(RRER
2023/6/21
CREAZEHFEORT
ﬂ%’%*ﬁURL https://www.ema.europa.eu/documents/referral/lagevrio-also-known-molnupiravir-mk-4482-covid-19-article-53-procedure-conditions-use-conditions_en.pdf

BADRMPIZ[EAZLRMPEDEZELGFE SN Y R D

ERDYRI~DRE

BRSEHE - EREER

BRSEHUE - EURDIEER BR5EHIE - EUROBE

FR DI ~ BRAThR AR AT
XEIZB [T REM
H|ROBE

{E]

2021/10/25I=Rolling reviewZBta L. 2021/11/19EX %S - ARIZKI > T, EUMBREICRIBOEREHREL
f=

2023/2/23 ARENZ & BEEERMEAR T v FOBEMN S, CHMPAKRBEICODWTEEMLREE TR L. 22412 A
NEBRLITZTS>ESERHALL:,

BEEFRICETE. BETERMEL T4 2023/6/2112%3R
BT THERLH)

BEOMTF&fTofz, (BRFERICEHL TEIZESH
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ELES W% & - & 4 gs | O [FMEE] O
R3-15 SEERIT H5AIRER
EJZ vy miEssE®150 mg AP E % B0l M s FN
ERERH FHFE RBKR
2022/1/20 JAN (E%£) INN DT ZITT-3hEE - R
EnTH REIARIE IS & B < & 8T H T D
Clazosentan Sodium clazosentan MESHE. RUCAIZES REERY
2022/4/20 i % I 5 1K 0D S i H 6
o e RAEZ =2 - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AEDHE
(F&ERA)
L
A RIEHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

ERHMEEER F1ER

(£ ZEAIURL)
AR~ RAThRAT
XEICEITHReH
FHROBE
"5
— RRBEZIT=308E - DR
BRBER EMA (% ERRBROL I - HR)
2026/8/4 Name (BR5E4) Active substance (F{4342)
AKADHE 5-methyl-pyridine-2-sulfonic acid{6-(2-
(F&ERA) hydroxy-ethoxy)-5-(2-methoxy-phenoxy)-2-[2-
N (1H-tetrazol-5-yl)-pyridin-4-yl]-pyrimidin-4-yl}-
L amide sodium salt
AIEIRURL https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu303182

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&

2003/12/12I=F—7 7 U85,
2023/9/25I1=4 — 7 7 UIEEW T I,
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BLES

)
ct
i

- & &

sy | O |EMER o

L
R3-17 BRI+ HHI&EE
1) 7 X 7§45 mg F—IO7EXY U NI T UERE
ERERH FHFE RBKR
2022/1/20 JAN (E%£) INN DT ZITT-3hEE - R
ERFE5TH
Gefapixant Citrate gefapixant BTN MEZMR
2022/4/21
. RAEZ =2 - DR
BHHRER FDA . EREBORE A - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
ROEE
(F:RH)
L
A RIEHRURL
REMS®D 3t % REMSTHAMRMPIZ[EA LVRE EDBES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

ERHMEEER F1ER
(f=ZAIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

]

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2023/M1M/M5XREET

Name (BR5E4)

Active substance (F7%)

RBDHE
(K:2R)

2023/9/15

Lyfnua

gefapixant

AEF = FRETFEA D8

AEIHFERURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

HRZEIE - EIRIER

ARZEE - EURDIER

ARSEHIE - EUR DR

TL

7L

7L

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-]

2023/9/15 &2, RMPTEZA/FESNIURIFEL,
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ELES R E A - & 4 gs | O [FMEE] O
R3-19 SEERIT H5AIRER
$ 0745 S§120 mg HAFYTSREAFIL
ERAZEH FftE RBKR
2022/3/28 JAN (E%£) INN DT ZITT-3hEE - R
ERFExH PEEDESERER -T2/ 5
Carotegrast Methyl carotegrast FIVERHA|C & BB THRES 2%
2022/5/30 BEISRS)
o e AREZ =208 - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AEDHE
(F&ERA)
L
ARERIEIRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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ELES W% & - & 4 gs | O [FMEE] O
R3-21 SEER T I &R
&5 3
FLIXREHERS mg FLATE Y BT AFIF FY L
ENEZE AR 9 EY o RAKR
2022/3/28 JAN (%) INN ABEZ(T1-2h8E - DR
HRSER L—THREZEDMDFIRETHRET
. — FRIRE RETHER
Tolvaptan Sodium Phosphate tolvaptan A RILRRIZ 8 2 KRES
2022/5/30
R HREDEZITT-3hEE - R
B#EER FDA (.. BNEBOLLHEE - B
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
REDHE
(F&ERA)
Tl
A RIEHRURL
REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4) Active substance (F7%)

RBDHE
(R&2H)

7L

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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% - & % gas | O |®MEE| O

B
ct

BLES

R4-02 SEER (T IR

FILET R miHEEEA135mg LYFLTy
EREZEE StftE REKE

2022/6/20 JAN (%E#&) INN ARRBEZT=58E - HR

ER#5TH

Darinaparsin darinaparsin BHREXIITEAMTORMEMETHER Y >/ \E
2022/8/22

e RRE T T-MEE - B
BHHAZER FDA (%.. . EREROE VA - MR

2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)

RBDHE
(R&2H)

mL

AFRIEHRURL

REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDES HCP# 1 K%

ARSEAIE - EUREER ARSEHE - EURDER ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

e RRE 2T T-MEE - R
BRHAZER EMA (%... EREROE VA - MR)

2026/8/4 Name (BR5E4) Active substance (F{4342)

REOER
GREEH) darinaparsin

L
F—=27)

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY ERDYRI~DRE

ARSEHIE - EIRTEER ARZEE - EURDIER ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

BE 2011/41151=4— 7 7 V5.
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BLES

)
ct
i

sy | O |EMER o

L
R4-03 BRI+ HHI&EE
S 14 $#40mg ESF7RED
ERERH FHFE RBKR
2022/6/20 JAN (E%£) INN DT ZITT-3hEE - R
ERFE5TH A O AT S b e
leltesplb plmltesplb HEJ/U%“:—F;§I£1£I- B s L,t/iélﬂ: =} Fﬂﬁg
2022/8/30
. RAEZ =2 - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AADEE
(F&ERA)
L
A RIEHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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BLES B x4 - B % was | O |BNER
R4-04 SEEE I #HER| O
senemzess  |PRVGED) METEED o
ER&ZE sk St E RAKD
2022/8/30 JAN (%4£) INN RRBEZITI-28E - HR
EREH Tixagevimab (Genetical _ s
Recombination). Cilgavimab (Genetical tixagevimab and cilgavimab ?_/-;EE;J-COV-ZLJ: PRRERUVTOR
2022/8/31 Recombination) =
o~ ABEZIT=308E - R
A AL FDA (.. ERREOL VI - HE)
2026/7/31 Drug Name (BR5E42) Active Ingredients (F{5%) SARS-CoV-2ICBR L TH LT, BEE & DREDEME
HEVTFROFICH 2 BEORBFI T
ERDER 1) BEE~EEORETLICEY 79 F L OPRISMHT
(FEH) TIXAGEVIMAB CO-PACKAGED WITH &%

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

EVUSHELD 2) ERGERBEOHFEEY DTHFUBRENTE

0

CILGAVIMAB

ERIEHRURL -
REMSD%&. REMSTHAMDRMPIZ[ZHENRE EDBES HCP# 4 K%
HL Tl Tl

FRSEARAE - EIURIER

ARZEAAE - EURDIEER ARFEALE - EUROBE

HL Tl Tl
ERMESEEM (T1ER .
(2 EURL) https://www.evusheld.com/en/hcp
KB ~ BFMR
XEICHITHREME [HL
BHROBE
2024/12/13 EUA%%H
AHEERZUMMNBR LG o220, FFEVThoEBTHLEANFITSAT, Fol EVAICL LTV TRES I URTN SIS
Oy crOENHIRNBET-C & %32+, 2024/11/21(1ZAstraZenecatt [FFDAIZEUADER Y 8 L 23R & . FDAIXEUAKRZN %R TE,
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization-
g& archived-information
EIRARIZIE TSARS-CoV-2I12 & BEE | DBEEAEFENDN. EUVAOXRIE TRBFTFIHI OH,
2023/1/26 AR ERBRZHEMRDOBIELNE NS BIFEUAZ—BELET S LNtz BEL. BIFERRBICAFICE >THRMSIN D ERK
NRITTBHEEICHEAT, EREECERERICEVTARZR/FLTECILEZHELTWLS,
o e DT B (1208 - DR
BHAEH EMA % ERERROE VB - P
2022/12/3 XBWEXT Name (fR3E4) Active substance (B%4) COVID-19DBRERTF 5
RBOHE BRBRREEVELETEEILLDY
(Z2H) tixagevimab AU DBEWEEIZH(FHCOVID-19D A
STETEE cilgavimab &
2022/3/25 g
AERIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/evusheld

BARDRMPIZIFHZEVRMPLOEELRFESNIZ RS

ERDY R ~DRE

BRSEAAE - EURTFEER

BREAIE - EURDEEH BRsEHAE - EIROBE

L L L
R ~BIISE ||
X=E$g§gﬁﬁ CAROESAE, B BME A, ZOREETOT 7 A LIEFHEOBRRTE DN L0 E R
BELBESNURSE (BL] . BAORMPTEFBNS [7F 71545 —SOERABEE] (CONTIL. B
= HRICBVWTEELEEERZARESATLVAENC EE£2H 5T, TLELOBSFEICEHEHHVEEBMUICHIBHEIAT

W5,
2022/9/16 AEIZEET @i £ R,
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ELES % - ® & s | O |BOFE[ O

B
ct

R4-05 SR+ FEBIRER

T/ IVSKRTFEIOMgLY oo FVSVART GEETFHEZR)
EREZEE EHfrE BREURR

2022/9/26 JAN (%E#&) INN ARRBEZT=58E - HR

ER#5TH

Ozoralizumab (Genetical Recombination) ozoralizumab B AR CHRS I GEH) V3 F
2022/12/1

e RRE T T-MEE - B
BHHAZER FDA (%.. . EREROE VA - MR

2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)

RBDHE
(R&2H)

mL

AFRIEHRURL

REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDES HCP# 1 K%

ARSEAIE - EUREER ARSEHE - EURDER ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

e RRE 2T T-MEE - R
BRHAZER EMA (%... EREROE VA - MR)

2026/8/4 Name (BR5E4) Active substance (F{4342)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY ERDYRI~DRE

ARSEHIE - EIRTEER ARZEE - EURDIER ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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BLES B & £ - B A& HEs o) 552%?% o
R4-06 SeBRIT HEAIRER
ARE T Ri##E450 mg ARY YR T (EEFHEEZ)
ERAZEH FHFE RERR
2022/9/26 JAN (ZE%) INN REDEZ T =5h8E - HE
ERH%7TE
Spesolimab (Genetical Recombination) spesolimab IRAMEICS T2 MEROHE
2022/11/16
e RBEZITI8E - DR
xI&FAER FDA C%.. . BEINEZDLEEE - $1R)
2022/11/24 XRERT Drug Name (BR5E4) Active Ingredients (F&%4)
RORR 422 —04 %2-36 ZRKEHE
%ﬁ% 4 T. BAIZB B ARERALEED
A#BH SPEVIGO SPESOLIMAB-SBZO A
2022/9/1
A RIEEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7612440rig1s000TOC.html
REMSDxt% REMST HAMDRMPIZ[Z4WVEE DB HCP# 1 K%
L L ZL

ARSEAUE - EREER

ARSEHE - EURDER ARSEHIE - EURDBE

L L L
ERMEEERITER ; g ) . )
(- 2AURL) https://pro.boehringer-ingelheim.com/us/products/spevigo/
R ~ AR
XEICHITEREMH |[BL
HERDBE
REFOEENEEINS-O, FHMEREZBEADRS(TEHERE CR) F-EEE (H) LshnThY. BEED
&% .‘
FIvyEhd,
R ABEZIT=3hEE - DR
=EFER EMA CX...EREBDLGLEE - SE)
2026/8/4 Name (BR554) Active substance (F%%) (NEHIFEEE LT, 128U EORARRIRA
= = MRz (GPP) ORMAEKRDAE (450mg
(%{»g‘g‘yﬁ RATL) BLU
2 , . X128 EDRARLRAMLEE (GPP)
2022/12/9 Spevige spesolimab DREERDFN (150mgT L7 1L K
(FHATETR) yoo)
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/spevigo

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY)RI~DXE

HRZEIE - EIRIER

AR5EIE - EURODIER ARSEHIE - EUR OB

L L L
REIRTIREL 1202410025 ¢ BRAEA (R21TOT 7 A VIEEFL)
E%ﬁwm% 2025/6/16 : FFERBHRBRE & OTREATICESTHETHORMER L L TBEUEAEM
2022/129IZANIZH 1T D THRAIZH T2 EHHESOAEE] & L TEMAICEHAFRE S NI-K. 2024/9/2512 TRRE%E
= (=388 - SR OWMOBEYBHEAEKR S h, FRIBAEME hiz,

RMPOEZELFESNYRIE 1L . BRI TEELGREE] [EETBBE 2F¥FTND,
2025/6/16 : S EBBUKIGARMP ERGBEMNI R Mo EELGHESAEYRY ] ~BHE
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ELES W% & - & 4 gs | O [FMEE] O
R4-08 SEERIT H5AIRER
I&é]bsTg;SOOOn:ng INLARRE Y B RYILERE
ENEZE = 9 EY o RAKR
2022/9/26 JAN (E%£) INN DT ZITT-3hEE - R
ERFE5TH " .
Valemetostat Tosilate valemetostat ﬁ%ili%’é,u MDA AR S M ) >~
2022/12/20
. AEBEZIT=308E - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AADEE
(F&ERA)
L
A RIEHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

=L

valemetostat tosilate

AFRIEHRURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&

2022/2/24|1=A4—7 7 B,
2026/3/30I=A—7 7 VIEEW T IF,
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BLES R % 4 - B & HHR 5 'e) ﬁg%sﬂ 0o
R4-09 BRI IR
Vv a—/\$§£125mg I Y MLILEILT TILERE
E RN & FHfE BR2ER

R4.11.22 (BRRER)

R6.35 GRMEE) JAN (FE4£) INN RBEZITI-508E - R
ERN#5TH
Ensitrelvir Fumaric Acid ensitrelvir SARS-CoV-2IZ & % BEEE
2022/11/23
o gos ABEZITI=%08E - B
A AL FDA (.. ERREOL VI - HE)
2026/7/31 Drug Name (BR5E42) Active Ingredients (F{5%)
RKADHE BRABLV1R2BRULD/NRIZE TS
(&R2EA) COVID-19D B ER Fh
00615729 XOCOVA ENSITRELVIR
(—BBENEED )
A RIEERURL https://www.accessdata.fda.gov/drugsatfda_docs/NDA/2026/2204420rig1s000TOC.html
REMSMD* % REMSTHAMDRMPIZIEH NVERE LDFES HCPH A K%
HL Tl Tl

FRSEARAE - EIURIER

ARZEAAE - EURDIEER ARFEHLE - EUROBE

L Tl Bl
EREEERITIER .
(2 EURL) https://www.xocovahcp.com/
R~ RFRRAT
XEICHBITEREM |FL
EHRDBE
- XKETOHEGE TCOVID-19DREHR T DH. FHRITBAS L T12RLULED/NET, BRTOHE - $hEElE
[SARS-CoOV-2IZ & 2 REFEDABEUVZTDFMHI T, MERIE, BENS TRARUEULDNR] | FHL TRAS LU
12U EDINR
o FAE] MBI ELRSBBE LTIE, FDABEREE(C THEEE. COVIDMGARELLTOIVY FLILELE
" SHE L 1=2 0 DERRABROEMET—42 %, SEOYWENDATIHRE LGN o1z, Thik, H%T—42 TIXCOVID-19;4%
BIGIZET ANDAZEFF T BICIEF+ A THAAREEABTNE VWS BFEOMEEZ(T-1-0THD, | LEHEDHY.
- RKEOFMXEICE DARPE S URKRES BRI EZRETRETH D, | LEBBINTWLD, BARTIE MEE
LEWIENEFELLY EEMNTVED, REBRSEINSIRIABHAETOHBICOLTOREEITAL,
o sos ABEZITI=%08E - R
Bim=a EMA . ENRRO LGOI - 91B)
2026/8/4 Name (BR5E4) Active substance (Ei%4)
RKEDH R
(x=2R) Zokovea ensitrelvir fumaric acid
L
A RIEERURL https://www.ema.europa.eu/en/medicines/human/EPAR/zokovea

HADRMPIZ[EAVWRMPEDEELHES NI XY

EED' R ~DXE

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER ARFEALE - EUROBEE

SR ~ BT R
XEIIEITHREN
THROBE

w5

2026/7/23 CHMP & Y Positive Opinion,
ARBRAHDEGE THAS L T12@UALED/NEIZE 1+ HCOVID-19DEER T
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ELES W% & - & 4 gs | O [FMEE] O
R4-10 BRI+ HHI&EE
7Y K®/8yF27.5mg s p0 83
= e FrRI)L

ERAEA " /3vF55mg EphitE RRER
2022/12/23 JAN (E%£) INN DT ZITT-3hEE - R
ERERH TILYINA X—ERIBRYEICE 1 B ER50

. . 2 —RIRMEICH B
Donepezil donepezil L

2023/4/14

. RAEZ =2 - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)

AADEE

(F&EH)

L

AREHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

RBEZ(TT-208E - R
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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ELES R E A ® A gs | O [FMEE] O
R4-14 BECEHOBEAR, UI7U7 FEUAF, B | JCRT xR
. g s BELFVA R, FELRUF 9 LRI~3E
J—EvykEEETI I LD . . A EI ) < B
ENEZE c(:;?g;ig)é{; UINLIUYEbREA ) THE Py BaEE
2023/3/27 JAN (&%) INN ABEZIT=MEE - R
EmsxE HREEE, SUFUT. WSA. 2%
- - REBXREVS VIV oFELEIZ L
2023/6/21 DREEDFH
R HREDEZITT-3hEE - R
BieAER FDA (%, EREROELHEE - BR)
2026/7/31 Drug Name (BR5E4) Active Ingredients (% 4)
RIBDHE
(F&ERA)
Tl
A RIEHRURL
REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE
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BLES R 5E 4 - B & H5H O 2L O
R5-02 SEERIT H5AIRER
A FOFEE DILUASY
ERERH FHFE RBKR
2023/8/2 JAN (E%£) INN ARBEZITI=308E - SR
ERFE5TH
Ufrenmeran ufrenmeran SARS-CoV-2IZ & 2 BRLIED T
2023/12/1
o e RAEZ =2 - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AADEE
(F:RH)
L
A RIEHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

RBEZ(TT-208E - R
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE
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ELES R %A - # % gmn | O [EMEE| O
R5-04 EERECIRlr BRI+ HHI&EE
SIFYTREYA R
42 by ZKEREESR WIEA FF YA R
ER%RE FFILR Y A9 1 JLR1~35(Sabinkk) SlftE BRARD
WIEE RF VA FHEEA U IL T UTEbE S8
2023/9/26 JAN (%) INN ABEZ(T1-2h8E - DR
EmR5TH HREEE, SUFUT. WSA. 2%
REBXRVS VIV HELRIZ &
2024/3/14 LREEED T
R HREDEZITT-3hEE - R
BieAER FDA (% EREROLELHEE - BE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
RIBDHE
(F&ERA)
Tl
A RIEHRURL
REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
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ELES W% A - & & wms | O |[PMEE| o
R5-05 SEA RS RLYRIT GEETFRBR) SEER (T HHIAR
®®j IZF?ES‘ZJ%:FF%'\IGA F5RYZTT giﬁ«;%ﬂgﬂ -
EREEE G =) P ALe7Zro=F—€ 7L77 GEEFHIEZ) Eift=E BR&mEn
2023/9/27 JAN (ZEA) INN HEBEZ(TTI=3EE - DR
. Pertuzumab (Genetical
En#zTH Recombination). Trastuzumab ertuzumab. trastuzumab. and HER2IGHEDEE. MALERERIICHE
(Genetical Recombination). P vorhvaluronidase alfa E LI-HER2IGHEDABUIBRTEEG &
2023/11/22 Vorhyaluronidase Alfa (Genetical Y 11 - BREOKE - ElRE
Recombination)
= s REZIT-%EE - SR
HRFEER FDA %..BNRZEDLZ VL - HR)
2026/7/31 Drug Name (BR5E4) Active Ingredients (%4) FEROABED = OHER2 NS B IRE
REDHE RWYRRTERSAYRART, BLUT
GREER) YR AVE—ETHIETILA=SE—
EOEEH]
EEFEEDOHA  ()EHEEICHT B
LINARL A VDO—EE LT, HER2[S
4. BFFETE. REE. FRERHE
(EFE2ecmU EF=(E) U/ \EEBEE) O
PERTUZUMAB, TRASTUZUMAB, AND = PORE il
2020/6/29 PHESGO HYALURONIDASE-ZZXE BEICHTEIRAT a1\ MEE. 2B

(—EPhEEDH)

%) 29 OB VHER2G M RHFLEERE DM
3L 53

Fe52 %)L DA : i HER2 ik E -
[FEBMERBISHT HIEPREERTS
EDBEWEEITE T H HER2 SIS MR

&

ARERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/7611700rig1s000TOC.html
REMS D xt& REMSTHAMDRMPIZ[ZHWRE LDES HCPH A K%
L L B

ARZERIE - EURIER

HRZEHIE - EURDIER BRZEHIE - EUROBEE

B BL L
EEEEE M T1ER .
(#2EURL) https://www.phesgo.com/
R~ R AR AR AT
XEICHITEREMH |[BL
TRIRDBE
"5 KRETORBIFIANADH, BARTIKEDAICNA THERE - BEEASALEG,
o s REZIT-%EE - SR
=EAER EMA X .BRERDEZVRIEE - 1R)
2026/8/4 Name (BR5E4) Active substance (F4>4) A
ABDHE -BHY R OEVHER2BGHEO BATETHE
(%&2H) LR, REMIE. RHILEN18RULD
BEICHT BRF T2y MEE
-BREY R OB WMBEULDOHERGHR
HREBE KT DR EEEE
Phesgo pertuzumab EBMENA
2020/12/21 trastuzumab EBMARRBICK L TIRHER2BGE F - (3E%

(—EPRNEEDH)

BEEZF2EDEL, 1 8F/ULD
HER2G DRI F 1= IXBATE R UIRT A
ANADBEICEITS. FE2FEILED
Eidib- 83

AFRIERURL

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

BADRMPIZIEHLRMPEOEELREE S NI=U R Y

ERDYRI~DRE

7L

ARFTAAE - EURIE#R

ARSEAAE - EYRDIEER ARSEFAE - ERDBE

B L L
FREBEE ~ AR
XEICHBITAREMH |[BL
EHRDBE
2024/07/251-FER SR LR EEALRROSGRBIERICEDETRKFRNEF SNI-, HE. Commission Decision
#b,
KE LR, BEGIEELHSADH,
o EELHRESINELURSELT MEE5EERE  (Administration-related reactions) | &% %A, HAMRMPTIE lnfusion
i

reaction] ERIEEINTULD,

2025/6/26 : BRARASMROBRERIBERICEL LDE, BAENRRCHILSARICERBRSUN DGR (BEH) TRAZKREY
SIEENBHMRIS/T 74 3F—ICEHL TOEESEEEM
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BLES R % 4 — & & HRs @) zﬁ’;’i%’ﬂ o
R5-06 SeBRIT IR ER
7+ EARJLEES mg #3FRE TFI87 LiERE
ERAZEH FftE REXR
2023/9/28 JAN (&%) INN DT ZITT-3hEE - R
EMRERE BENPOERHERFEECES TS5
; =4 RBFICE =
Tenapanor Hydrochloride tenapanor oMk E
2024/2/20
= e ABEZITI=508E - DR
BHEER FDA k.. BNRBO R IEE - R
2024/T18XREZT Drug Name (BR5E4) Active Ingredients (% 4)
BAERFTODRADBERRAICHNT, | B
RADHE BHOBRAT+AEHE, Fr(F) L BERAHORS
- SR b RIS DB S B
(RER) XPHOZAH TENAPANOR HYDROCHLORIDE  [miismes oo ook ssnnomen o
2023/10/17
AREHRURL
REMS®D »t % REMSTHAMDRMPIZ[ZHELVRE ELDBEE HCPH A K%
L HL BL

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

L

L

L

ERHMEEER F1ER
(f=ZAIURL)

https://xphozah-hcp.com/

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

]

2021F7RIC THRMPDESFHE) & LTEHNT SN, TOREMT—L2Z2EHTERFETL. SERRBLL -

1=
FEBBRTELDOR—DIEREH,

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/4

Name (BR5E4)

Active substance (F7%)

RBDHE
(K:2R)

Tl

AEIHFERURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

HRZEIE - EIRIER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
1ERDLE

-]
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BLES R x4 - B % wms | O |BMER o
R5-08 SERIF HHIRR
IFXVURTHE4mg fh1iR#E I7a)4< 7 GEEFHEBRR)
ERN&EZEA FftE RAXR
2023/9/30 JAN (E4) INN RBEZ(T=%h8E - R
ERF5EH BRXULHELOXMRLBERY >/ (U
Epcoritamab (Genetical Recombination) epcoritamab éf%gf%;ﬂ%‘%}?ﬁ%fﬁ%%iﬂﬁ Y
2023/11/22 B . BRXITHEAMOEEE) /@
o s RABERITI-%0EE - R
BRAEH — 0% ERKBO K VHEE - HEB)
2024/5/14%AERT Drug Name (BR5t4) Active Ingredients (F534%) BRELLEAEOUE AMAMRLBER Y L (O
= ISHES ML, BBEEY B> RE LBEE
g‘“ﬂgﬁm a8) HLUBEMLEBER ) >/ET, 254 VLD
(&ERH) EPKINLY EPCORITAMAB-BYSP E%ﬁ&@ﬁiﬁ%%@iﬁﬁl:ﬁﬁu 51 %CD20% U'CD3E]
2023/5/19 MR,
A ERIEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/7613240rig1s000TOC.html
REMS D x5 REMSTHAMDRMPIZIEH NVERE LDFES HCPH A K%
L mL L

FRSEARAE - EIURIER

ARZEAAE - EURDIEER ARFEALE - EUROBE

Tl L 7L
ERMESEM T1ER : g
(2 EURL) https://www.epkinly.com/
FREBEE ~ IR AT
XEICHBITERREM |BL
TEFRDRTE
e L
Semen RBEZITI-2hEE - R
BHAEH EMA 0% ERRROE VB - P
2026/8/5 Name (BR5T#) Active substance (F%4) (NEFIFEE LT, 251 v ULDL SR
RORR EREOBRFELTHEAEORAVFAEKX
gz;(‘g’)’ﬂ;‘ fHRaEIBHERE ) o/ ED AR,
L5 . ] QEFIFELE LT, 251 VULEDEHHE
2023/9/22 Tepkinly epcoritamab EROBRE - LHAED R AR >
(FHT&RR) INEDBR,
AERIEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/tepkinly

BARDRMPIZIFHEVORMPLOEELRFES NI RS

ERD R ~DRE

7L

BRSEAIE - EIURTEER

ARZEAAE - EURDIEER ARFEALE - EUROBEE

Tl Tl Tl
R~ B 2024/8/16 #FHf-RBWGEMNBMESNI=-M., TOREETO I 7 M LIFVFTAMERMEEBHA) /\FEDARE & R
AR DTIRAT 20060 MBABLEY >/ HHEE (HLH) OBIfEREN
S R 2026/2/6 {EH <4 AT Y 2 IEORIEREM
A 2026/7/2 WEISHEA (REKTOT7AIVIZEELL)
ERAtE ) VREDORE L U A Ik, BAAM0.16mg—0.8mg—48mg—48mgD2EfETH DD I<xt L. EUIL0.16mg—0.8mg—3mg—48mg
DIBEERBL TS, BESRTHEYA M HA VIRHEBRBCRS)DRERS S UZOEREEN, 2BHEY L SRETHEIZE
WERABONEBRRBROSRL Y, BERT a1 —LERELLL,
SRR EQEERBIEEL CTHEBET AARES AT HEETIL, EH T LISk dmass effectiz & Y, AEHECEHELD Y XS 1
e BEEIARMAH D, EUTHHICEELRHZMNIIE T IEEILFEEZSY LY - SN HSE LSMPCISRBHEN TS

Y., BEERABREMDTLIEREINATVS, BATIKER 7 L7 XZ0tOBHEREL,

2026/1/9 : SMPCHBWET SN EIMERICMEKRERME ) >/ SHBERE (HLH) AEmEhiz,

2026/2/6 : SMPC# & UPLAKET S, BHERICEH </ 0Ty vlnfEABINShiz,

2026/7/2 : BATIEREAZOEIGE [LFY FS FELUTYYFRITITLOARKEL LT, RAOBRELITHAMEDIERME ) >/ 0E
DA MEMER S,
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ELES W% & - & 4 g | O |FNER
R5-09 BRI+ IR
ARFARNFER HFRAS Y
ERERH FHFE RBKR
2023/11/28 JAN (E%£) INN ARBEZITI=308E - SR
ERFE5TH
Zapomeran zapomeran SARS-CoV-2IZ & 2 BRLIED T
. RAEZ =2 - DR
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
AADEE
(%:RH)
L
A RIEHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%
BR5ERAE - [EURTESR BRSEAHLE - [EURDEH BRSEHLE - EUROBRE
EREEERITFER
(£ ZEAIURL)
R EREF ~ AR
XEIZBITA2REM
HRDRE
e
. RABEZ =2 - DR
BRBER EMA (% ERRBROL I - HR)
2025/5/30%HEZT Name (BR5E4) Active substance (F%4)
RIBDDHE 187% LL E M SARS-CoV-2(Z & 5COVID-
(RZH) Kostaive zapomeran 192 FBH T B 1= DEBHI L FIHIERE
2025/2/12
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/kostaive
HADRMPIZIZH VRMPEOEEZELRFESINIZUR Y EED R ~ADREK
L B
BREAE - [EURIEER BR5ERAE - [EUIRDIEH BR5ERAE - EIRDHE
B =L L
R ~ AR
XEICBT2Re [FL
HIRD W E
FONRMPO EEMBEMY RV 12, MBRERAAY A H D, BKRERTE. MREREREESEELHSEANGEH
e 3R INTz, BAREERH28BLURNICHE SN 1266ONRERERO S 5. 64N HEBRET. 6H4LKNEE (T3
AR T5%. ChAdOx-1ST1##) THE SNz, HBRED2H. HBED1HIAREERICEET S L@ N,
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ELES W% & - & 4 gs | O [FMEE] O
R5-12 SFER (T I &R
%/ >IEJ9 XﬁﬁggSmmg ERF S BHKIY
ERRZE : 9 R RARR
2024/3/26 JAN (E#£) INN AAERT-3R - DR
ERNF5EH
Zinc Histidine Hydrate {EER SR M fiE
R ARBEZIT=308E - SR
B#EER FDA (.. BNEBOLLHEE - B
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
RIBDHE
(&FER)
Tl
A EBIEIRURL
REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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ELES R E A - & 4 gs | O [FMEE] O
R5-14 SeBR(F IR ER
7t/ RJLERKEES00 mg T/ ATV
ERAZEH FftE REXR
R6.3.26 JAN (&%) INN DT ZITT-3hEE - R
HRSER BRYZEREESRME I FNF—I
. . . . i = IEME A /NF—IC
Aceneuramic acid aceneuramic acid 51428 HIET DTS
=omen HREDEZITT-3hEE - R
BREER FDA (% ERRBROL I - HE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
REDHE
(F&ERA)
L
A RIEHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

sialic acid (also known as aceneuramic

acid)

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&

2015/10116 #—77 UiE%E
2018/6 A —7 7 UEEWM T F
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ELES R E A - & 4 gs | O [FMEE] O
R5-15 SeBRIT H5AIRER
YL <) IR AR50 pg HIVTSERF L GEFHEZ)
ERAZEH FftE REXR
R6.3.26 JAN (&%) INN DT ZITT-3hEE - R
ERFE5TH . )
Sarg:mostln_w (Genetical sargramostim BEfEMMEEBE
ecombination)
. ABEZITI=508E - DR
B#HAEA FDA (.. EREROL LI - BE)
2026/7/31 Drug Name (8R5E4) Active Ingredients (% 4)
ABOEE
(F&EH)
L
AREHRURL
REMS D3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

L
F—=27)

sargramostim

AFRIEHRURL

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

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&

2024/6/28 77— 7 ViEE
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(1) 2022/5/23
(2) 2024/12/12

VTAMA TAPINAROF

ELES R % & - & & gms | O |BAEE| O
R6-01 SEER(F HEfBI &R
TAER—=9)—L1% 2E+D07
ER%:E B EHfFE BREKR
2024/6/24 JAN (4) INN RDEZ T2 - HE
EmFEH
Tapinarof tapinarof 7 rE—HERER., SEUEE
—one RBERITT-308E - IR
RHRFAER FDA CX...ERREDOZ VI - HIR)
2025/2/T%RERT Drug Name (BR3E4) Active Ingredients (Bfi5>#) TRIZBH3BFABED-HDESK
(%2A) (RAIZE % BE e

QBABFV2RULDNREIZEITS
T hE—MHRER

AEBIERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/2152720rig1s000TOC.html
REMSDxt% REMSTHAMDRMPIZ[Z7EWVRE EDBES HCP# 1 K%
L TL Bl

ARSEAUE - EREER

ARSEHE - EURDER

ARSEHIE - EURDBE

7L

7L

7L

EEREER IT1ER
(&= %fAIURL)

https://vtamahcp.com/

B~ BFIRAN |BMNEE ) )
XECHITHREM [ <2024/12/12> BIEIERITHEV2BRUEEXRF E L7 FE—HRBEROBRABRERNEM SNz, BATIEREDL
1ERDBTE WEIERE LTESERSE (12%) TRERE (5%) WE (2%) E&HBEE 2%) mEE (2%) 258,
E 2024/12/12 BEISEK
A C 7 FE—HMRERICEVT, BAMNM2ELLEICH LT, RETIE2HULE & YERS.,
R DT ZITT-3hEE - R
=IZAER EMA C%...BREZBDOLZLIIEE - DIFR)
2026/8/5 Name (BR554%) Active substance (Fi%%)
RIBDDHE
(&FEH)
L
A RIEHRURL

BADRMPIZIZHELRMPEDEELBESNEURY

ERDY) R ~DXE

ARSEHIE - EIRTEER

AR5EIE - EURODIER

ARSEHIE - EUR OB

A GBI ~ R
XEITBTHREM
IEERDBE

"%&
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ELES W% & - & 4 gs | O [FMEE] O
R6-02 TO4OUEILYIREYTF SEBR 1T IR
4R 3008 i {A>2Yy 4377
EREER Gl EILYIRAYTF (BETFABRZ) SpEftE BRa R
#RET00E AL
2024/6/24 JAN (&%) INN DT ZITT-3hEE - R
EmNF5EE
Insulin Icodec (Genetical Recombination) insulin icodec A DR ) UEGEDEG & 1L B KRR

ABEZITT=38E - HR

BHEER FDA k.. BNRBO R IEE - R
2026/7/31 Drug Name (BR5E4) Active Ingredients (% 4)

ABOEE PEBRAORAREIHT HNMA S FO— N ERET
(KEEH) AWIQLI INSULIN ICODEC BLOORERES L CEBREOMHY

2026/3/26

(—ERZNEEDFH)

A RIEHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2026/7613260rig2s000TOC.html

REMSD 5t % REMSTHAMDRMPIZ[ZHWRE EDBES HCP# 1 K%

L =L L

ARSEAIE - EUREER ARSEHE - EURDER ARSEHIE - EURDBE

mL "L TL

ERHMEEER F1ER

(- 2AURL) https://www.awigli.com/

FRERIE ~ TR AR AT
XEIZBFEREME (GL
IERDYE

TR R (2026/4/14) THRRBERF LOHR—JKR0H

KRETORBII2BEERFIDH, BARFIB2B L HITEELH 5.

. FDAZEICHWTIE, 1BHERREEENRE LEERERFINRRBROKBREZT T, FHEHEBELLEVNSIART v |+
" R TIXHELFED )R ERETIENTERGL (RRT4y PIJRINTURDFE LA EHETSh, 1BHER
RAEICHR L TIERRBINGEA oz, BRTIERMAXESTHEDIEREN L SIN-ETERRESIA TS,

R ILAARTIE300E i1 & 700 L D2fEFH, KETIX7008 iz, 10508 {1, 21008 L D3FELE,

REHER EMA (Xﬁﬁﬁ§5§ﬁ§ﬁﬁzﬁ>
2024/8/1%HEE T Name (BR5E4) Active substance (F{4342)
AADEE BAICEITZ ] BERBS LU I EEE
GKGEH) Awigli insulin icodec FRm O ER
2024/5/17

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

BADORMPIZ XA LVRMPLEOEELEFES NI RS EiED ) R ~DXIE
Tl L
BResch it - EURIEER R - EIROES R - EROBE
L L Bl
KD ~ B IR
XEI-HFHRRME (L
HEHROEE

-]
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BLES

)
ct
i

- & &

sy | O |EMER o

L
R6-03 SFER (T I &R
aJ3—-XFE ez a0+ 94 LR (SARS-CoV-2)
ERAZE A G A BRAR S E BAKE
2024/6/24 JAN (E#£) INN AAERT-3R - DR
ERNF5EH
SARS-CoV-2IZ & % B fE D F 5
R ARBEZIT=308E - SR
B#AER FDA (... ERRBOLELEE - HE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
RIBDHE
(&FER)
Tl
A EBIEIRURL
REMSD x5 REMSTHA®MRMPIZIZH NRE LD ES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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EIRR

BLES R 5% £ — fi& & B O Bl O
R6-04 BRI+ HHI&EE
N A =2 550 mg J30VF = TR
ERAZEH FftE REXR
2024/6/24 JAN (E%£) INN ARBEZITI=308E - SR
Er#5EH METEEFII VY 4RFYELTE
Gumarontinib Hydrate gumarontinib EISMOVIBRTRELEST - BEOE/N
B Ra i
o e ABEZIT=38E - DR
BREER FDA (% ERRBROL I - HE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
AADEE
(F&EH)
L
AREHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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BLES

)
ct
i

- & &

sy | O |EMER o

L
R6-06 SR+ FEBIRER
AR 74 d8E35mg RRANWTSF=TaNnyeiE
ER%:EE B EHfTE BRARR
2024/9/24 JAN (&4£) INN AREZIT=-38E - DR
HRSER - . - PALEERZICIEE LI-FGFR2RL &
Tasurgratinib Succinate tasurgratinib BIETIRNE O A TS R EE 7 ARSI
BREH AR O BAREO LG B
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
RBOHE
(%FZH)
L
FRERIEIRURL
REMS D%t % REMSTHAMDRMPIZ [ L RE EDBER HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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BLES

)
ct
i

- & &

sy | O |EMER o

L
R6-07 SFER (T I &R
- . BEEMLAVMILABIKREUVBEE
S—ILEYYIRTER N
ERAZE BLA™D AL AR J16H S E BAKE
2024/9/24 JAN (E#£) INN RBEZ (=288 - DR
ERNF5EH
HLARUVELADT
R ARBEZIT=308E - SR
B#AER FDA (... ERRBOLELEE - HE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
RIBDHE
(&FER)
Tl
A EBIEIRURL
REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDES HCP# 1 K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

EREEERITFER
(&= %AIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
IERDYE

-t

RERER

EMA

ABEZIT=308E - HR
.. ENEZEDLLBIEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

Tl

AFRIEHRURL

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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ELES % & - & & gms | O |BAEE| O
R6-09 SeBRIT HEAIRER
7 yHE&ELE IRF hO—LKMY FEREL/ >

ERAZEH FftE REER
2024/9/24 JAN (ZE%) INN REDEZ T =5h8E - HE

ERNF5EH

Estetrol Hydrate. Drospirenone estetrol and drospirenone R E#AE

e RBEZIT-308E - R

xI&FAER FDA CX...ERRBDOLELEE - SR
2026/8/3 Drug Name (BR5E4) Active Ingredients (A5 %)

RADE E;%Tiu_i‘t; I~.D7\§t I'f/ VB
(% H) &FIT. EEATREG LN EIRE T
SR— NEXTSTELLIS DROSPIRENONE; ESTETROL |4 2 1= th (& O BHE X,

GREIGAEELY)

AERIERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/2141540rig1s000TOC.html
REMSDxt% REMSTHAMDRMPIZ[ZHEWVRE EDBES HCP# 1 K%
L Tl L

ARSEAIE - EREER

ARSEHUE - EURDER ARSEHIE - EUROBE

B L L
E%giﬁﬁégﬁﬁ https://nextstellishcp.com/
R~ RFARFM |BMEE i ) . s .
XEICBITHREM [<2022/429> HREREIZLKYEIANADRE) RV NALINEL 2 ORI XENRET SNz, RAEISAICEEL
HRDRTE TWb., FEIFEBEICHANAIZBELIZCERHILXEADERITZERIZIEE. WarningsIZEAAMBMS Mz,
KEBIGEN RS, AFIIEPMDATIEAREMEDAEEL LTERBIATLS,
BATIE3BHMULTI1E15RLU EBYEG ZBER TR EZEZITHIH. KETIEARMCEH 59 35RULOREE~DE
xS TH5,
i REQFAXEIC[E EEEBESE VTS o) BEU TFH OREY RS IIONTEEREOREAH S, AK
DFRFXEORERBEE ICIFREHAE L, £z, BVEAL L TR MEENRESIN TSSO, KETEELROLES
BIEd &L 5ICLBEINATLS,
. AKEEZIT=%08E - DR
=EFER EMA CX...EREBDOLZLEE - SE)
2026/8/5 Name (BR5E4) Active substance (R{%4)
RADHE PEHT
(&2H) Lydisilka estetrol monohydrate HERBIER
2021/5/19 ¥ drospirenone
GEIGEZ L)
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/lydisilka

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHIE - EIRTEER

AR5EE - EURDIEER ARSEHIE - EUR DR

L L 7L
AR~ BATHAT |amgg -
K=F§g§§@ﬁ 20252126 HBBEMERICES FMABESE. THARERE. NREHICETIRLMEROLN (ReHT0
A TFAILIZEEFEL)
MEENRL S, ARITAATEAEESE, EUTHEOBMIES LTRRSATIND,
HAORMPTI [MigfE) . EUTIE MEIRMAELE (VIE) | TBIRMEESE ATE) | AZhFhEBLBES
li-E=3 Nz )RV ELTHRESNTLS, BERORMPO R TIEMNVIED ) RV ([ZDEMND E DRI H S, ATEICDNT

[FEEHEL . BRRARTIIATEZRREIBR SN GA o245 thOROABMIETHLHARMZED ) RV AERSh TS &
N5, FENZKDABPICATEZRARET HAREMEEETEL L E LT, EUTHRMPIZERES iz,

62




B RER

BLES R % £ — fi& & B O 2L O
R6-11 ) BRI+ HHI&EE
A—%44 05 F+)L40 mg LRrLYF=T
ERAZEH FftE RoRR
2024/9/24 JAN (E4£) INN ARBEZITI=308E - SR
ERERH ROS1BLE B FIBED VIR T RE 4
. - AR FB R RET
Repotrectinib repotrectinib 7 - BROIIINEEIE
o o AKEBEZIT=308E - DR
BREER FDA (.. ERRBROL I - HE)
2024/11/1%EAEE T Drug Name (BR5E4) Active Ingredients (F%4) \
POER *F—EHEEAFT, RAICBITEER
(;Tr;'ﬂ g ) HEITH F - (FEBEDOROS1 &M IE /N
B AUGTYRO REPOTRECTINIB Bl (NSCLC) 0,
2023/11/15
AEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2182130rig1s000TOC.html
REMS®D 3t % REMSTHAMRMPIZ[EA LVRE EDBES HCP# 1 K%
L L L

ARSEAIE - EREER

ARSEHE - EURDER ARSEHIE - EUROBE

L

Tl L

ERHMEEER F1ER
(f=ZAIURL)

https://www.augtyrohcp.com/

R ~ AR
XEICBFiReM [BL
HERDBE
AFNIUTOEKISEMERZS I SRS T AIEEENH S & L TFDARIXETRRERNKAEETH L T D,
- RSt - RS - SRERMIE - B
. Ffe. ARIFEFHED YR IDRBHENTIVS, FDATIEFBAARTORERMKICMA T, RERABITOEERF T v Y. i
" IRDATEEMED H D EMD/IA— b F—ZHOEHBEFICH L. FFICK 2BEDS LURKESH4DABITENGEEITET
SESBETAHESEHLTLS, BEABICKHLTH, FFICLDEEDS L URKRIESZ10BBITIRIAZHLETE LS
BETAHLEEHIATINS,
omen RRBEZIT=308E - R
ot EMA (K. ERRBOBE LI - HE)
2026/8/5 Name (lﬂﬁ,:l'_bd%) Active substance (’ﬁ.ﬁ\%) (1)188E LA E DROS B D3 17 JE /MR R FihisE
RADER (NSCLC) M )
ettt X(2)128 L E ONTRKIBE RO BTAREN 55 .
GRGEH) 1 ENTRKIEEHDRTARE 7 < NTRK &80
Augtyro repotrectinib & LG VARATIRERRMA RSN RENE(EE
2025/1/13 FIMEAERS B, - NTRKEEA BETF £ RE L
(FAFER TV ETERED AR
A REEHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/augtyro

BADORMPIZIZHELRMPEDEELEES AU RY

ERDY) R ~DXE

B

J R BAMEES) - TMIXEIC K B IFHIRM. KIZE=S Y
V. BERITEREMRE

HRZEIE - EIRIER

ARZEE - EURDIER ARSEHIE - EUR OB

B =L L
FRERES ~ B
XEIH RS L
EHROHE
R EQONTRKES BETFBIEOERER AR TERBE AT, F-. ARTRBEATLIS40 mgh TEILISNA . BAT
(£160mgh FELLERRBEN TS,
ARIEEAE AL SRS SN T B, AAORIXECE, TOBORER GRE15%ELE) & LT IALT - ASTHIN) & LT
Bz REEHHHN. FEMICHTIRERFRBFERIFRESATOAL, BNEKRELREKRIC, EVILEVEZECHBEREZERT 4L

DEGMAREFHESAERHLTLS,

CERRRBICENTHMEE DR VERANEBE LB bR, Fo. AMERSINNRBETERARELY LBHEE TR
BREESATIE (BHEOESATRESAZE0. &l - MMECEYRELLEDOEE) . BATIHEETHAOEMERE LTRIHXE
CRBERTEY. MRISEERB ST,
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ELES R E A - & 4 gs | O [FMEE] O
R6-13 SEER (T IR
H ES A ILiESKR300 mg DIRENL b GEEFHEBZ)
ERAZEH FftE REXR
2024.12.27 JAN (E%£) INN ARBEZITI=308E - SR
ERHTH
Sipavibart (Genetical Recombination) sipavibart SARS-CoV-2IZ & % B O FAE I
o e ABEZITI=508E - DR
B#HAEA FDA (.. EREROL LI - BE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
AEDHE
(F&ERA)
L
AREHRURL
REMS D3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EUREER

ARSEHE - EURDER

ARSEHIE - EURDBE

ERHMEEER F1ER

(£ FAEURL)
R EREF ~ AR
XEIZBITA2REM
HRDRE
e
o e ARREZIT=38E - DR
BRBER EMA (% ERRBROL I - HR)
2025/11/13%RAEZET Name (BR5E4) Active substance (F7%) REAOKgLL E D12 EDBET. @
RIADHE SHODEREBFE(FRENFAENRRA
(RZA) Kavigale sipavibart THREAMETFTLTWREFIZEITS
2025/1/20 COVID 19D R ERTF B
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/kavigale

BADORMPIZIFZEVRMPEDEELRHESNI=Y XY

ERDYRI~DRE

7L

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

7L

7L

7L

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

"%&
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BLES

R x& 4

- & &

sy | O |EMER o

L
U 3
R7-02 FRZAT2E Mg \ 58I+ BRI
- M $E5mg AL/ LIH 2 MK .
EREZEE B $10mg EHfFE BREXR
2025.8.25 JAN (%4) INN RRBEZIT=308E - R
ERFE5TH
Vornorexant Hydrate vornorexant TERGE
=omen RRBEZIT=308E - DR
B#HAEA FDA (. ERRROL LI - BE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
ABDHE
(F&EH)
Tl
AR EHRURL
REMS D33 % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EREER

ARSEHE - EURDER

ARSEHIE - EUROBE

EREEER TER
(&= %fAIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
1ERDYE

"%E

RERER

EMA

ABEZIT=308E - HR
... ENEZEDLLZEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

mL

AFRIEHRURL

BADORMPIZIFZEVORMPEDEELRHESNI= XY

ERDYRI~DORE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-t
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ELES W% & - & 4 gs | O [FMEE] O
R7-03 - SEERIF IR
+ 4 A RARKR0.002 % tRE2T7AX b+
ERAZEH FftE RBKR
2025.8.25 JAN (E4£) INN HREDEZITT-3hEE - R
ERHTH
Sepetaprost sepetaprost HNE, SRERE
o e AAEZ =2 - DR
BREER FDA (.. ERRBROL I - HE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
AEDHE
(F&ERA)
L
AR EHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EREER

ARSEHE - EURDER

ARSEHIE - EUROBE

EREEER TER
(&= %fAIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
1ERDYE

"%E

RERER

EMA

ABEZIT=308E - HR
... ENEZEDLLZEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

mL

AFRIEHRURL

BADORMPIZIFZEVORMPEDEELRHESNI= XY

ERDYRI~DORE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-t
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ELES W% & - & 4 gs | O [FMEE] O
R7-04 R ) ) BRI+ IR
~NILER T > F 28860 mg JUTNF=T
ERAZEH FftE RoRR
2025.9.19 JAN (E4£) INN ARBEZITI=308E - SR
EmR5TH W AALEFERITISE L fzHER2
Zongertinib zongertinib (ERBB2) BEIZFEEBEDUIRTEE
ST - BRO /DR
o e ABEZIT=38E - R
BREER FDA (.. ERRBROL I - HE)
2025/11/13%AEET Drug Name (BR554) Active Ingredients (Fk%%) IR YRR AL & 1= (L3RR 1 D IR F b i e/ apain]
FORE # (NSCLC) T. [EfIcHER2 (ERBB2) FO o
ﬁa..;\e DR F—H R A UERIEERABD SN (FDAK
(KR R) HERNEXEOS ZONGERTINIB RRECLYRE) . Hho2EREOHAREEH
2025/8/8 TEIRABEDR
GREAER)
AEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2025/2190420rig1s000TOC.html
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%
L =L HL

ARSEAIE - EREER

ARSEHE - EURDER

ARSEHIE - EUROBE

HL L L
ERUEEEAER | A ]
(f2EURL) https://pro.boehringer-ingelheim.com/us/products/hernexeos/hcp-resources
AR ~ RAThRAT
XEICRIT2REM |4
BERDBE
- BRTR., EXNICEAECEDL5T181E120mgDEARETHSH, RETIIAREICE > THRSEAES (90kgkRiE : 120mg.
90kgA L : 180mg)
= - RETREVCYPSAFEE L HARE, LTER/LZVGEIARERNTHEZEE, BATIE., FFAZFELLTULSH., HAEEOH
i EXENOEAEREE FREEHK T L.
- REITIXAEBBRTICIEIRERE 2R, ARDS L URKESR2EMOEE, AEDE L URKRIEEZ2EMTZEIERT 5L 5H
Ko BARITREICHABEAEHEMNEL . RALEROLHAMOEHLT L.
— ABEZIT=38E - DR
B EMA % EIRABDELIEE - HE)
2026/8/5 Name (BR5E4) Active substance (FK%34)
RRDER
(&R AH)
Tl
FRERIEIRURL

BADORMPIZIFZEVORMPEDEELRHESNI= XY

ERDYRI~DORE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-t
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ELES R - & % s | O [®MER| O
R7-05 R 3 SeBRIF FHBI R R
Y AXA H 7430 mg AZ/8Y
EmxEER FEHftE RBER
2025/12/22 JAN (%4) INN ARBEZITI-8E - R
ERNFTAH
Zuranolone zuranolone 32%F - S DKE
= = RBEZIT-308E - R
=KRAER FDA C%...EREZBDOEUVEIEE - 1R)
2026/8/3 Drug Name (BR5E4) Active Ingredients (F%>4)
RRBEDHE XBAIZEITHERDS D (PPD) @
G EAZD ZURZUVAE ZURANOLONE AR
2023/8/4
GRS E L))
AR IEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2173690rig2s000TOC.html
REMS D xt & REMSTHAMDRMPIZ[ZHWLWRE EDEE HCPAH A F%
%L L B

BRZEAAE - ERIER

BRZEAUE - ERDIER BRZEAPAE - ERDEEE

%L mL mL
E%giﬁﬁé{ﬁiﬁ https://www.zurzuvaehcp.com/
R ~ RHThR R AT B "
XECHIFTHREMH [2026/4/20 T VR ZEAVRE - RFERBOFERERL (REMETOT7AILICEERZL)
EERDBE
XBIGEMES. BA: 52/ - 5K . KE : THAICHBTHEHRS D (PPD) DA
FDABEICHEWTIEKRS DFEMEEE (MDD) [T 2AMEERTIIETUANTEL TS SN (MDDEEEMRE LB EIERRTEETMEERS
AKE) . PDDICHT BBEHEOANERBEINT-. BARATEMDDEEERE L LE-ERBIEHABRINHIHE - RS h, KHD TS5 RICHT SEMEHN
REnf,
& « BATIZ30mgH T DA, KETIZ20mg. 25mg. 30mgHh 7+ /L D3FEEA KR,
- AEAEMNES, BX: 30mgz1B1EM4BM S BHICEORSE) . KE : [50mgZ1B1E14BMY AICEH2ECRA L —RHITROKSE ] BADRM
XEICIK, TEEW-Bh0) —RERRICHERRORS L&, ZRIBFICERTCmax, AUCIKZNZN4.09f5, 2.33FIcEmL izl LRBIhTNS,
- CYPSAIEER /FHELOHAISONT, RKETIE. 3BULCYPIAIAT RS ARII30 molSHEH & UCYPIMBEBELOGAITE TS &, LHRESH
TW3, BRRZALCDEEEADIRERHSA. EARNLRE - EREEDOHTZLL.
—— RBEZIT-308E - R
Br#ER ks Ok ERRKBOL VB - B
2026/8/5 Name (BR5E4) Active substance (F%'%)
ABDFA T XHERDOBANZEITHERS OB
= sy
(REEH) Zurzuvae zuranolone (PPD) 0iafk
2025/7/24
GEISAEZ M)
A BIEERURL https://www.ema.europa.eu/en/medicines/human/EPAR/zurzuvae

BARDRMPIZ[EZLRMPEDEELGFESNIZY R Y

EEDY R ~DXE

BRZEAAE - ERIER

BRZEHUE - ERDIER BRSEAAE - ERDEE

7L 7L 7L
REREF ~ RS
XEICHITEREM B L
RO BE
MEGENES, BA: (525 - 5K . BM . THAICEH2ERS D (PPD) DAR)
EMAAI(EPDDIZ L TO®EIG TOHEBRGE, BATIIMDDEZEERR L LI-ENEIRRBRAH2ICHE - RESh. FFHO TS ERICSHT BT
Eht=,
+ BRTIEI0MgH TEILDAHTHHDISH L. BRINTIF20mg. 25mg. 30mgh F&/LD3FEEAR.
H& - FEAEMNES, BA: 30mgx1B1EM14BMS B&ICEORSE ] . B . [50mgZ1B1E14BRMS AR 2E8CRRE—HITROBSE ] BADRM

XEICK, [EEMF - 50U —REREICHEEROKE LI-L &, ZEEFICIEXTCmax, AUCIRZNZTN4.00f%, 2.33fFICMLTz) LRBSh TS,
- CYPSA4MAEZE /FHIEL OFAISONT, BN TIE, 3UOCYPSAE AR IZ0 mglsBBHE KU, CYPSAFRRE L OGAFEITHC & EHREINT
W3, BRRZhSOHRERRADERERH DN, ERMNLEE - E@ELEORRL L, Ffz. BNTREITL—TIL—YRRITEETZ LS5 FBRESATL
%o
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B RER

BLES R % £ — fi& & B O Bl O
R7-07 IFSF Y —FTE100 mge v N \ SEER T I &R
_ o s TREXYT GEEFHEZ)
ERREA R RTFE100mgs ) > e RBXD
2025/12/22 JAN (E4£) INN ARBEZITI=308E - SR
o HREXME (BRFEAEIZL>TLHA
EIR%EH Depemokimab (Genetical ERE Y FO—LTEENBERE
P Recombination) depemokimab BOEEICIRD)
oBREFMESBMBIRER BIFAET
MBR+D1EBEICRD)
o e ABEZIT=38E - R
BREER FDA (.. ERRBROL I - HE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
REORR BABEV12EBULED/NRIZE T4
(:T;?EEI) BEMEI T/ 44 TEHHMETIER
B EXDENSUR DEPEMOKIMAB-ULAA I 0D AN 5 R
2025/12/16
(—EBSHRED H+)
AEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2026/7614580rig1s000TOC.html
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%
L =L L
HRSEARLE - [EURIEHR BR5ERIE - EURDEH BR5ERIE - BEURDEE
L L L
EREEER TER .
(f2EURL) https://exdensurhcp.com/
R ~ AR
XEICBF2ReM [GL
HRDRTE
- RKETIH TEEZESBUHRIEFEX] ~OBEISIEA L, FDABZETIX. CRSWNPEZ(Zx L THRETMIZHRE AN HYEE
RHUIZERZNH IR T4y b 2L FT LEETTHABAIMIET VANMRESA TRV L HIFT S A,
e EBELENZHEEORGICONT, KETE TRAZENGEEIE. TEALEFRES5TEIL, TORIE, Bhit:
BEZERLE-BZ2EEL LT, 6NACEDIHAT P2 —LEZBRELTERT S, | LHRBIATLS, BRTIEE
Lo
o e ABEZIT=38E - DR
BRBER EMA (% ERRBROL I - HE)
2026/8/5 Name (BR5E4%) Active substance (F5 %) mﬁf?ﬁ\ézfi;%ifgiﬁﬁ%;;;i;gﬁ
EQMNRIZEIT S, Mt BRSNS T H2R %
ABOEE FEEES BEMEISNT B EMERIA
(XEEH) . 2HHRT 04 FESEU FLRFR & HBRTE
Exdensur depemokimab SHEFEHI Y FO—LAE SN VERECRSWNP (BEZE
5 EREISHY ORABEICSTS, SHEARTA
2026/2/12 1 FREOHREL e
AEBIERURL https://www.ema.europa.eu/en/medicines/human/EPAR/exdensur
BADORMPIZIZEVRMPLEDBEEREE Sz XY EEDY R ~DXEE
L L

ARSEHIE - EUREER

ARSEHE - EURDER ARSEHIE - EURDBE

L

"L "L

AR ~ R AT
XEICHEITREM
IEERDBE

"5

69



ELES W% & - & 4 gs | O [FMEE] O
R7-08 N X BRI BHIER
TN T NEBERRKOS EYENFLT
ERAZEH FftE RoRR
2025/12/22 JAN (&%) INN HREDEZITT-3hEE - R
ERFE5TH
Motugivatrep motugivatrep K474
[ HREDEZITT-3hEE - R
BREER FDA (.. ERRBROL I - HE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
ABDHE
(F&EH)
Tl
AR EHRURL
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EREER

ARSEHE - EURDER

ARSEHIE - EUROBE

EREEER TER
(&= %fAIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
1ERDYE

"%E

RERER

EMA

ABEZIT=308E - HR
... ENEZEDLLZEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

mL

AFRIEHRURL

BADORMPIZIFZEVORMPEDEELRHESNI= XY

ERDYRI~DORE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-t

10




ELES W% & - & 4 gs | O [FMEE] O
R7-09 . o \ 585 1S BHIRR
1 FEVVEREER FSEYY/4RT +TENLKNY
ERAZEH FftE RoRR
2026.3.6 JAN (&%) INN HREDEZITT-3hEE - R
Em#xH
Doravirine. Islatravir Hydrate doravirine and islatravir HIV-1 &S5
2026.4.15
= e ABEZIT=3hEE - DR
B#HAEA FDA (. ERRROL LI - BE)
2026/8/3 Drug Name (BR554) Active Ingredients (5 4) YA NREREBOBRA L, HL FAYALR
RBORR FEEIZ& Y oA LRPHIHIH (HIV-1 RNARASE0
"""‘E copies/mLKi#) AELATEY. FSEY VIZH
GKEEH) IDVYNSO DORAVIRINE; ISLATRAVIR T BT EEREH 5 O AHV 1 BLE B
2026/4/20 239 2800 B2 AR
AEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2026/216964s000TOC .html
REMS D33 % REMSTHAMDRMPIZ[EHE RS DB HCPH A K%
L =L L

ARSEAIE - EREER

ARSEHE - EURDER

ARSEHIE - EUROBE

HL TL L
ERAMESEE R H1ER ) ,
(f2EURL) https://www.merckconnect.com/idvynso/
FREBRF ~ ERETR AT
XEICBITEREM |GL
1EIRDBE
- BATRPERURIEE THIV-IRRAE] T, EXFIHRICEESTFBEE LT, TREF, VM LAZHEROBBRLALC. OYE
ZHI3H AR LD A LRI (HIV-1 RNAZAS0copies/mLKi) BNELNTHEY. FTEYURIEARF bT ENLICHRT Bt
. HERREFLT. FXE~OUYVBANENTHS EHH SN SRHIVERCARRABEICERAT S L, | OEHESHY.
i CKEORRXEICF TRF4—TUR - D3 vy VEGRE (SIS) /HHEURKRERMAE (TEN) O, FEBBREMELHEREFS
#% (DRESS) 2BV EEEBIMESIN TV S, EEESOHMBRERCERLN RO oM -HAIFE. EHIZIDVYNSODHKRESEZHIES S
Lo | ORBAH DA, BAORAXECFRBEL.
omEs ABEZIT=38E - DR
BHEAER EMA O ERKROELHEE - HR)
2026/8/5 Name (BR5E4) Active substance (F%%)
AROHE
(%2 H)
Tl
FRERIEIRURL

BADORMPIZIFZEVORMPEDEELRHESNI= XY

ERDYRI~DORE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-t

A



BLEE R % 4 - & & R4 'e) rﬁ’g%".’, o
R7-10 PaTrUriE10mg X FEBIF HHIRER
[&] ££30 mg L=y JY UG
P =| [a #€70 mg FHftE RBRR
2026.3.23 JAN (ZE#) INN FREBEZ(TI=3EE - DR
ERF5EH
Leniolisib Phosphate leniolisib SEME AL PISKOAE 15 EE
= one REZIT-3EE - SR
=EAER FDA %..ENRZEDL VL - $R)
2026/8/3 Drug Name (BR5E4) Active Ingredients (%4)
RROBM RN & B128 5L E DINRIZ 51 B EHEEPISKS
CGk&EH) JOENJA LENIOLISIB PHOSPHATE HIRE (APSD) DA
2023/3/24
RIEFRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2177590rig1s000TOC. .html
REMSD & REMSTHAMDRMPIZIEA VRS EDE HCP#AA K%
L L B

ARZERIE - EURIER

HRZEHIE - EURDIER BRZEHIE - EUROBEE

B BL L
ERMEEE M TI1ER .
(#2EURL) https://joenja-hcp.com/
2025/5/281HBM (AARDRMXEFICHRBOMLLVERLL)
BER 1747453 — L EDBRBERMS] TAEHEM)
fHE{EA TBCRP., OATP1B1RUOATBIBINEE L L5 EFIDHRAERTS ]
- o . EIRADEE MERT v FMIBORE LGS, AFOBEREBEEEDOHNSEDOREECHERICHBEREMES S VAERE
R~ BAHR | fezmin o)
XBEBTOREE |ms i 0T (AN v HEORS LEBE, FROLTE~OBINED SN, FANBRORT BT 5
. BE. £ FOBARABITT SARMNSBNEEZOND]
BEAIUEYDIER (D0 FUER: DO FUERBEZTAHIICAFZRAL TVWR I LEEEMRSBEICIEADLSE
HITHT] [7F 7453 0—LEDBRERS : EELT7 LILXF—REOERSBELNIHEE. AFORMBEHLELE
LIZRBTHLSBEICER]
SNEREMNEL D, BA M4FELLE] KE M2 L]
KETOHRDBE. PMDABZEICTE DV TIRULE1TBRUTOAPDSEE MR L LE-ERARBIMERBNFENRICEEN. BARTIIRA
= BEUIBULD/NRBEEERFRE LTRRB SNz, RFABERICEDEFDAICEGILAABESINIA, BREHT I —THBREED
& ETICKYBENMET T ZAREENER S NBERILKIERE STz, PMDAEETIY. Y%EHDOBREEOERICIEBENHD LD
D, BEEOETHERKRMICHBEL GIAREFENLE T 2RFEDOHBIC—EDOEBINRSI N,
FREIEEARTIE10mg. 30mg. 70mgD3FEFE. KE TIE70mgDH .
o gps REZIT-3EE - DR
RIRAER EMA (%..ENRZEDLZ VL - HR)
2026/8/5 Name (BR5E4) Active substance (F4>4)
= = AREASKGULED12BEULD/NEE LU
ﬁ(mgﬁ BAIZE T 5 EMELPIBKSE R B
GREER) Joenja leniolisib phosphate (APSD) A&
2026/5/21
RIEFRURL https://www.ema.europa.eu/en/medicines/human/EPAR/joenja

BADRMPIZIZHLRMPEOEZLARE SN XY

ERDYRI~DRE

7L

ARFTAAE - EURIE#R

ARSEAAE - EYRDIEER ARSEFAE - ERDBE

B L L
KBS ~ B
XEI- k1T 5B L
[ERDBE
2020/10/19 A —27 7 VBT
- HREBHNBATIE TRARVARLEDNR | EUTIE TAB45kgl E D128 EQMERUMAL . EMAICHRH
e REBHERICE, 4B ETRUTFOAPDSEE 231 & L EREFAFIMELEI HROBRABENLA T2,

-EMAORMPTREELGRESNIZ YRV FHEL L. BEEQEANYR I LSz 0OD55, EELGTH KE%.
EREGHEN. k. BLVEEESE. BATOEREGHESALYRY, EEGEENY RVOVThIZbE#RAL,

12




BLES R % % - B % gas | O |®MEE| O
VLRXIVEX FRmEZ mL
R7-11 - BEL Y 58T HARR
& BEs ) oosmL . _.
_ R HEY T b5 oK
ERREA B sy ITsmL EE RERE
[E] x> o10ml
2026.3.23 JAN (%4) INN RRBEZIT=308E - R
Em#xH BMEEBI U E1—42—WBREICH
11 % FiEiE
Gadoquatrane Hydrate gadoquatrane B - BBAmE
SREPED - UARIE R
e ARBEZTT-308E - R
BEAER FDA O ERKROELBEE - HR)
== . ) THEHEREZEC I RBEORNEB-HLC.
2026/8/3 Drug Name (BR5E4) Active Ingredients (FL53%) J;J'F;l‘;ﬂgﬁ(:ﬁ(iéiﬁﬁj;m%ﬁ;ﬁé1¥—jy‘ﬁ%i&ﬁ.
RBDE = H - AT 2 OOBSRBERE (MR) A
i LT:
GxERR) AMBELVIST GADOQUATRANE CPRER (B W & UM
2026/6/12 - PAREERUND SR (BEEAR. MR, AEAT.
BRESLUHERR)
AEBIEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2026/2196270rig1s000TOC.html
REMS D>t %& REMSTHAMRMPIZ[EH LVRE LDBES HCPH A K&
L =L L

ARSEAIE - EREER

ARSEHE - EURDER

ARSEHIE - EUROBE

L

"L

"L

EREEER TER
(&= %fAIURL)

https://www.radiologysolutions.bayer.com/products/contrast-agents/ambelvist-injection

FRERIE ~ TR AR AT
XEIZBIT2REME [
FERDBE

"%E

RERER

EMA

ABEZIT=308E - HR
... ENEZEDLLZEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

mL

AFRIEHRURL

BADORMPIZIFZEVORMPEDEELRHESNI= XY

ERDYRI~DORE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-t
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ELES W% & - & 4 gs | O [FMEE] O
R7-12 \ SEER 1T IR ER
NAYIFT U810 mg YN ST A D LEEEKFIY
EREZEE S E BRoRR
2026.3.23 JAN (%4) INN RRBEZIT=308E - R
ERERH NALEEERICEEE L /-PIK3CAEIE
. . . . - FRARICIEE fl SRy
Risovalisib Mesilate Hydrate risovalisib FEEEET 2L EEE
=omen RRBEZIT=308E - DR
B#HAEA FDA (. ERRROL LI - BE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
RADHE
(F&EH)
Tl
AR EHRURL
REMS D33 % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EREER

ARSEHE - EURDER

ARSEHIE - EUROBE

EREEER TER
(&= %fAIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
1ERDYE

"%E

RERER

EMA

ABEZIT=308E - HR
... ENEZEDLLZEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

mL

AFRIEHRURL

BADORMPIZIFZEVORMPEDEELRHESNI= XY

ERDYRI~DORE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-t
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BLES

ct

R %

- & &

sy | O |EMER o

L
TEIMCATIAILL (AT K—C ;

R8-01 SLYy R ETEA B . BEELVTIRIALR (R1T| EBT HAXE
ERAZE 4385%)}§§$?L“74”1 S E BAKS
2026.5.11 JAN (E#£) INN AAERT-3R - DR
ERSEE i

HLA., BEALLNMERVELADT
%3]
[ ARBEZITI=308E - SR
B#EER FDA (k... ERRBOLELEE - HE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
RIBDHE
(&FER)
Tl
AEBIEIRURL
REMSD x5 REMSTHAMDRMPIZ[ZHWRE EDES HCP# 1 K%

ARSEAIE - EREER

ARSEHE - EURDER

ARSEHIE - EUROBE

EREEER TER
(&= %fAIURL)

FRERIE ~ TR AR AT
XEICBETHREMN
1ERDYE

"%E

RERER

EMA

ABEZIT=308E - HR
... ENEZEDLLZEE - 21R)

2026/8/5

Name (BR5E4)

Active substance (F7%)

RBDHE
(R&2H)

mL

AFRIEHRURL

BADORMPIZIFZEVORMPEDEELRHESNI= XY

ERDYRI~DORE

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE

-t

15




ELES W% & - & 4 gs | O [FMEE] O
R8-02 ) 5B IT BHIRR
I ~H<EE75 mg AZIEXLS VR
ERAZEH FftE RoRR
2026.6.19 JAN (&%) INN HREDEZITT-3hEE - R
ERREH R AR IZESRTBEFEENFHER
. . SNEEBETHROONELVRILEY
Camizestrant camizestrant SRS M A DHER2IEHE O FHi R EE X
IFEFEILE
o o ABEZIT=3hEE - DR
B#HAEA FDA (.. ERRBROL I - HE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
ABDHE
(F&EH)
L
AR EHRURL
REMS D33 % REMSTHAMRMPIZ[ZHLRE LB HCPH A K%

ARSEAIE - EREER

ARSEHE - EURDER

ARSEHIE - EUROBE

ERHMEEER F1ER

(£ ZAIURL)
R ~ AR
XEICBIT5ReH
HRDRTE
e
. RAEZ =2 - DR
B#HAEA EMA (% ERRBROL I - HE)
2026/8/5 Name (BR5E4) Active substance (F{%4) CDK4/6IBZER| (VSRS H YT, YRS HY T,
= FRETATIV YD) EOBAIZEVNT, — XA
REDHM RONABFEDP CESRIBETF ERAHR S W&
(&2 H) Etcamah camizestrant BIETHERD 54 OERBHEA DHERIEHED B
2026/7/20 FrEfTE - LGB HEIISA DR AR ED AR
AIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/etcamah

BADORMPIZIFZEVORMPEDEELRHESNI= XY

ERDYRI~DORE

7L

ARSEHIE - EIRTEER

ARZEE - EURDIER

ARSEHIE - EUR DR

B =L L
KRB ~ B
XEICHHHREME L
EROHE
EMADEM KB TIHEARERE B> THY CARTS & CRERSRIBMMEAE TS ETHE, | LEHSA
s T3, BACHE HBILELNC EAZE LI EBANTNAA, BEESENSBABHECOBMEI L CORN

Fiz,
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ELES W% & - & 4 gs | O [FMEE] O
R8-03 4V Ly RHFEILEmg . . SeBR (T H5AIRER
- Gl HhF&IL16 mg TVRLFIAY _
ERERH FHFE RBKR
2026.6.19 JAN (E4£) INN ARBEZITI=308E - SR
ERHTH
Isotretinoin isotretinoin AELEFEZOMEFE
o= ghe RBEZIT-508E - DR
BREER FDA (.. ERRBROL I - HE)
2026/8/3 Drug Name (8R5E4) Active Ingredients (% 4)
= H1I2BMULDIFRL TOVGWVWEEICHIT2ER
REDHR SmmLLE O SRR S 8 S BiEADREALE
(RERH) ABSORICA LD ISOTRETINOIN DRI EHOBER
2019/11/5
ﬁ E“l\i' E]’EL\)
AEIRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/2119130rig1s000TOC.html
REMS®D 3t % REMSTHAMRMPIZ[ZHLRE LB HCP# 1 K%
HY TL Bl

ARSEAIE - EREER

ARSEHE - EURDER ARSEHIE - EUROBE

L L Bl
EREEER TER . .
(f2EURL) https://www.absoricald-hcp.com/
AT TTIEE |0237i8 BtERIC TRMAEOMD, BEMR) EEM
= %iﬁ@&é 2026/6/12 REMSERET (2026/2/9. IERHREBZHORAILLE) #ZTTHRET (XE&M TR I 7 ILIZEFLL)
KEGENRLE D, BATEYEXEHEDS TRECFEEZOWEFIE] T, AZERUVAZE. TUTOAE (RIXENXRES
B) #182E. 14AFEERROKRS L. TORV4BBEARET S5, ChEI1HAIILELTEREERYERT, | AEFAKE (KE12kgk
B FOBE) FEARRAE (KE12kgULLDFE) [2& 5. KB TIE M2BLULEDIEIRL TOEVWEFICHITHERESmMmE L0 RIEHE
= EHESHES EENDHAMOBEMESEDRR] . AARUAZIE T104~08mgkg/BZ182EIZHTT. BEOHEITHIDL
F15~20BMRO%KE] .
- REMSO EMIZ, THRESHEDNYRXVER] T. BAORMPOEELHESNIZYRYIC MESHE L#bY.
o e RAEZ =2 - DR
BR#BER Bl % ERKBO K VB - BR)
2026/8/5 Name (BR5E4) Active substance (F{4342)
AROHE
(%:RH)
L
A RIEHRURL

BADORMPIZIFZEVORMPEDEELRHESNI= XY

ERDYRI~DORE

ARSEHIE - EIRTEER

ARZEE - EURDIER ARSEHIE - EUR DR

FRERIE ~ TR AR AT
XEICBTHREM
FERDBE
-t BISE (SHEBERE) . BEFRHORLLIEAREFIRESATNS
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