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XTTD_;)f—}iéﬁig%ri/\J’]QOOO £0775(108)
ERERE 9 EpTE RAKD
2020/3/25 JAN (%) INN RBEZ =M - HE
ERKEE O e e _ -
Borofalan (10B) borofalan (10B) iﬁsﬁﬁ‘ G RPTEITR S RATAEROBR
AP7s
2020/5/20
= h= REDEZIT=3hEE - $HE
BHAER FDA (% ERAEDL LVBEE - HE)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AKBDHE
(&EEH)
7L
A RIFEFHRURL
REMS®D x5 REMSTHAMRMPIZ[EHE L\EE EDFES HCPA A K&

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/7

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

-12-




BLES R Ok 4 -8 % gms | O |FER
R1-08 Sxvyred = =4, aem| KB IR
T n— EERERI100 mg 35X Jxvj%%ﬁv;éb_’])ZTh/ (&=
EREEB HERA e O |R2ERR
2020/3/25 JAN (%4) INN ARREZIT=38E - DR
ERFER L2 BGEED H HHER2BED FHI FEER &
BREIE (BENTABRIEHLSESICR
Trastuzumab deruxtecan trastuzumab deruxtecan 3) . DAL B 1 HER2MB
2020/5/25 DBRBYIBRTRELHEST - BROBE
= o= RBEZIT-208E - DR
BAEA P % ERRRDE VHEE - BR)
2022/8/4 XREET Drug Name (BR554) Active Ingredients (f%5>4) EBHT TR ThADRHERA — R DARER (.
- YIRTRES 1= IR OHER2IB I FLATA
RADHE HEBEREL DAY - (1) 7 D28y MARREEE
= FAM-TRASTUZUMAB DERUXTECAN- [&##&T#%6H ALRIZESR)
GREEH) ENHERTU NXKI F5RYR TA—ROARERH =, BIETIEEIE
2019/12/20 B OHERIBM BAA F 1< (£ B RSB E A WIRA A
A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/7611390rig1s000TOC.cfm
REMS D3t & REMSTHAMDRMPIZ[Z7WVRE EDBES HCPA A K%
L L L

BRFEHRIE - ERIER

BRSEELE - EIRDEH ARSEHUE - EUROBE

7L

7L 7L

ERUEERITIFR
({2 AIURL)

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

FREBRE ~ BT AR AT 3|2021/1/15 BAANEGICIDY . BEEAOERASRES LIToh. BMBEEMECELDEREREEORERL TN TN
EZZB TR MIER|ICEBEINDILS(THE oz, EAATIGE. BHATI9E,
DHE 2022/05/04 HIMEIEDFIHIREGHHEE,
LIS ADHDEISE >z, AEDEGLBNANMb 7z LIckY . BEEERAWMBLEL LIS ITTRESND
£IITHE o1,
il A A DEEAH 2 BOARO VT hADERAH S = & D SR,
Boxed warningT THE - BRIRSE Ml DTS TS, BAODRMPTIEZEELBEM Y X VKLY,
R ARBEZIT=38E - DR
BRBER EMA (% ERRBROL I - HE)
2023/11/7 Name (BR5E4) Active substance (R{%4) HHER2AR— 2 O BH % 15E L 2 (+F=
RADEE VIR REF 1= (IR MEHER2IG £ LA A
(&EEA) HER2IGMHEDETHEBNAS LUV BERE
0211118 Enhertu Trastuzumab deruxtecan HAE (GEJ) I9htA
(R %ER)
A RIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/enhertu

BADORMPIZIZHELRMPEDEELEES AU RY

ERDY) R ~DXE

EDEHEERES (Left Ventricular Dysfunction)

YR MEEE - RAXEICLHEFERE
E=ERHE (LVEF) EFDE=4" >4 (Section4.4) . A
BN A F R (Section 4.2)

ARSEHAE - BN EER

ARSEHL - BN EH ARSEHIE - EUROBE

mL mL %L
RIS ~ BT 3X
EIThITRREMER|EL
DHE
BEGHEESNEZURYELTIE. BAERU K BMEMMANERE, EOERERSIE. BRAORMPTIXEERRBAEMN ) R
I/,
£ 2022/8/1 EREHEL LTH NEELLOREAE] A TMEUL] ISEMSIHhT,

2022/8/25 & - IRHEDFFIED =8, 2~3FEDEERICL ZFNEHI RO Sz,
2022/12/12 HER2IGHEDETHEBNAS L U BREEEE (GEJ) BPADBABREDEEIFEE~NDBEEILEK.
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ELES m % 4 - ® 4% gms | O |EMERE| O
R2-01 S s SER (T Hef5I &R
1T eA 0 mg NEF2RE Y b
EREZER R 9 G E RAKR
2020/6/29 JAN (&%) INN AREZTT-208 - DR
ERF5EH
Vadadustat vadadustat A M
2020/8/26
= = EKBEZIT=308E - DR
&I&AER FDA C%...BREZBDOLZLIIE - DIFR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AKBDHE
(&EEH)
=L
A RIFEFHRURL
REMSD %% REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

RIS ~ BT X
ECHBTERLMER
DHE
-2
= e ARBEZT=28E - DR
BRBER EMA (% ERRBROL I - HE)
2023/8/14%AERET Name (BR5E4) Active substance (F%4)

EBDHE BHEFENERITTVAIRAREDE
(F&ERH) Vafseo vadadustat IR ICEET SERER MO A
2023/4/24

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

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

"L

7L

"L

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

EEGRESNVRIEFEL,
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BLES R % & - 8 % gms | O |FMEERl o
R2-02 T Oy SER (T Hef5I &R
% é” g;@ mg FFOF1R8 Y
ER&ZER FHfFE BRAXR
2020/6/29 JAN (&%) INN DT ZITT-3hEE - HE
ERF5*EH
Daprodustat daprodustat BHAm
2020/8/26
= e ABEZITI8E - DR
BARER P %, ERARDE LHEE - BB
2023/5/26%FAEFET Drug Name (BR554) Active Ingredients (F&%4) EREEUET IO S KEILES
RRDER (HIF PH) [BEHIT, Bi£4nALL
(&EEH) JESDUVROQ DAPRODUSTAT ZITTWSHEADEREEEKICLSEM
PN
2023/2/1 RECEES
A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2169510rig1s000TOC.cfm
REMS D5t REMSTHAMDRMPIZ[Z7WVRE EDBES HCP# 1 K%
gl L HL

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

7L

7L

7L

EEEEER IT1ER
({22 {AIURL)

https://www.jesduvrog.com/

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

AIEEAERICEIARB SN ERUVFAXERBOAAFARLGRAETH 22 enb. SEGHLHTHERIREET-

=

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/7

Name (BR5E4)

Active substance (R4 )

EEDEE
GKRH)
2023/7712
(FREEER T 1)

Jesduvroq

daprodustat

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE
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ELES m % 4 - ® 4% gms | O |EMERE| O
R2-05 TTRASWABATLNERE | (o gpsn mmis x5V | FET FrBIRER
& BRARATEILbAE S ALRUBTR T
En&EA A BABRNTLLERE 7 ’ 7 e RAKR
2020/6/29 JAN (&4£) INN ARREZIT=38E - DR
EmRTE . SEXWE RARTOA FHIRUER
Indacaterol aceftate and mometasone indacaterol acetate and mometasone S PO A 2RSS 00 B¢ R AL A
uroate furoate a A
2020/8/26 5e)
e RBEZT=8E - DR
=EAER FDA CX...ERNEBDLG LR - HR)
2023/11/6 Drug Name (BR5E4) Active Ingredients (F&%4)
ARDHE
(&EEH)
L
AEBIFERURL
REMSD 3% REMSTHZAMRMPIZ 4 LVRE EDER HCP#H 1 K%
BR5EeE - EURIEHR BR5EeE - EURDEH HR5THAE - EURDEE
ERESE R TFER
(3 AIURL)
HREBEF ~ RITARAR(T XX
ElTB TR EMER
DHE
wE
omes ARBEZIT=38E - DR
BKAEA EMA % EIRABOEHEE - $HE)

2022/7/22 XREFET

Name (BR5E4)

Active substance (R4 )

RAIILFIARTAA RHE EVRAE

| ™ .
%%’(‘—QE) ki sesEe BEEARB2EEIE CEYIICEETE
=8 Atectura Breezhaler O e 17U\ B D# R
2020/5/30
AREHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/atectura-breezhaler

BADORMPIZIZHELRMPEDEELEES AU RY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

Tl

L

Tl

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

"5
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IR R

BLES - - & & ws | O |®AT o
R2-06 S = AVEATO—LEEE -V )IEQZ | %Ei+ 491K R
ER&ER " IR BIRTIL EifE RAKR
2020/6/29 JAN (&%) INN RRBEZIT=308E - DR
EnxzxA SEXME RARTOL FH. REE
Indacaterol acetate, glycopyrronium indacaterol acetate, glycopyrronium ; f Yy
bromide and mometasone furoate bromide and mometasone furoate e f%l&)k[\ﬂﬁll,%ﬁl]&lf%%ﬂ%@{;ﬁf tt
2020/8/26 JAHA Y VEIOGANBELES)
- RBEZIT-208E - DR
xHAER FDA %, .EREZOELEE - DR)
2023/11/6 Drug Name (BR5E4) Active Ingredients (F&%4)
ARDHE
(&FRH)
L
ABIFEHRURL
REMS®Dxt % REMST HAMDRMPIZ[Z4 VR E DB HCP# 1 K%
BRFELE - EURIESR BR5Edh ik - EURDIER BRSEAHLE - EURDORE
EREEER ITER
({22 {AIURL)
AR ~ BRI XX
EITBTERLMEFR
DHE
wE
Y RRBEZIT=308E - R
BiAER EMA (% ERRBROL I - HE)

2022/7/22 XREFET

Name (BR5E4)

Active substance (R4 )

REFRMERZIB2/FEIZE L . ATEIC1ELL
EOmBBEEERBRL-SAENRAD

| ™ = S N
%(%;gg = Indacaterol ILFARTOA REIOHZREDEAS
B Enerzair Breezhaler glycopyrronium bromide HiE TILEYCEEBETEHLEE DM
2020/7/3 mometasone ik
A RIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/enerzair-breezhaler

BADORMPIZIZHELRMPEDEELEES AU RY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

Tl

L

Tl

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

"5
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ELES m % 4 - ® 4% gms | O |EMERE| O
R2-07 s SEBR 1T IR
/tﬂbtgg%ommg T4LIF=TILA UEkE
EREZER = 9 G E RAKR
2020/9/25 JAN (%) INN RBEZ(T1-3h8E - DR
HRERH B AR CHRS I GEH) V3 F
. - X - F/a7 =% N 73 75 E B
Filgotinib maleate filgotinib (B DS E DML 2 51)
2020/11/18
= ghs EKBEZIT=308E - DR
&I&AER FDA C%...BREZBDOLZLIIE - DIFR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
RRBDHE
(&EEH)
=L
A RIFEFHRURL
REMSD %% REMSTHAMRMPIZ[ZHEWNEE EDES HCP#H 1 K%
BR5Edh ik - EURIESR BRSEFIE - [EURDER BR5EHLE - ERDOBME
EEEEE R (T1ER
({22 {AIURL)
R ~ REThRAR (X
EITB T HREMFER
DBE
=
R HREDEZITT-3hEE - R
B®EER EMA (.. BNEBOLLIEE - B
2022/7/22 XEREFRT Name (FR5E%) Active substance (F734) 1D E - FEHOEBEMIER Y 9 FEAO K
REOER BAR+HTHENELEREED, DEENSE
s EOEMIEML Y H3F
GKEEH) Jyseleca Filgotinib maleate SO RN N TEEHED > EEOEDE
2020/9/24 BBIEXE 5
A RIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/jyseleca
HADRMPIZ[ZAZWVRMPLOEELGFES AU RS ERDY R ~DRE
L %L
BR5E L - EURIER BR5EIE - BEURDEH BR5ERIE - EURDEE
L B ZL
R BHRAIX 0211116 BEUHYF RA) ISABEABS (UC) DBEAMDOL10. RMPLRALUCEEES (HTRIET 54
=" a)&tﬁ AT S 12528 A Y 22 E, UCICEREMAREM EOBRITH LA, RBEOBRBRHIE BN,
o BEGRESALYRYIE THMRREE] & HREZS] T. WINLBEAORMPIZE&EH STV,
B 2021/11/1 21BN BB M K B 2 D B RG HYE AN,

-18-




ELES m % 4 - ® 4% gms | O |EMERE| O
R2-08 SEBR 1T IR
I78Y945IL5% YIEOZOLRILY
ER&ZER EhftE BRAXR
2020/9/25 JAN (E%£) INN DT ZITT-3hEE - HE
ERNFETH
Sofpironium bromide sofpironium bromide RHEMRESTIE
2020/11/26
= ghs EKBEZIT=308E - DR
&I&AER FDA C%...BREZBDOLZLIIE - DIFR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AKBDHE
(&FRH)
=L
ABIFEHRURL
REMSD %% REMSTHAMRMPIZ[ZHEWNEE EDES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/7

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE
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ELES m % 4 - ® 4% gms | O |EMERE| O
R2-09 s SER (T Hef5I &R
ITFJIII 'fﬁEmeg IFOF1RE Yk
EREZER Rl desmg G E RAKD
2020/9/25 JAN (E#£) INN AREZTT-208 - DR
ERF5EH
Enarodustat enarodustat A M
2020/12/8
= = EKBEZIT=308E - DR
&I&AER FDA C%...BREZBDOLZLIIE - DIFR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AKBDHE
(&EEH)
=L
A RIFEFHRURL
REMSD & REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BR5EHIL -

ER DR

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/7

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARFEHIE

- ERDEH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE
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ELES m % 4 - ® 4% gms | O |EMERE| O
R2-10 RYFIN ; . SEBR IS @] IR
FH Ly Y R EEHE250 mg t’*/7zgﬁ$;;§;**”@A
ERREHE Ll e | O | Baxz
2020/9/25 JAN (E%£) INN DT ZITT-3hEE - HE
En%EA , , , O _ -
Cetuximab sarotalocgn spdlum (genetical cetuximab sarotalocan i]‘l};%zzﬁz ERFETXIERATBEROESR
recombination) i
2021/1/1
= ghs EKBEZIT=308E - DR
xHAER FDA %, .EREZOELEE - DR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
RRBDHE
(&FRH)
L
ABIFEHRURL
REMSD %% REMSTHAMRMPIZ[ZHEWNEE EDES HCP# 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/7

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE
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BLES

iR

ct

%

- ® 4

gms | O |®MER| o

L
R2-11 \ SBR[+ IR
I FJLS X850 mg THEL VIERIE
ER&ZER FHfFE BRAXR
2021/1/22 JAN (&%) INN DT ZITT-3hEE - HE
HRERH TROEHEZICESTHINABRE
Anamorelin hydrochloride anamorelin SNMERATE. EE. . KIS
2021/4/21
e RBEZIT-208E - DR
BRHBEA FDA (% ERERO LB - R
2023/11/6 Drug Name (BR554) Active Ingredients (Fi%4)
RRBDHE
(&FRH)
L
ABIFEHRURL
REMS®D x5 REMSTHAMRMPIZ[ZHEWNEE EDES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

HRFEARIE - ERDBEE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

L
GEIT)

Adlumiz

Anamorelin hydrochloride

ARIEHRURL

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

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

EERESLUVEBRTROAREL LTRESAEDS, REFREOOT A EHIMFIZHRATEN-OAT, BEHEQOLD
ALEFRETOWELEEMAIZEHIBT S Wiz, BMIK20DBEICEG KD LLBO LM o1=,

EBIT, REMT—ER—RDAVTJ Y T4 DFZEEMNERH SN, COFETRAEBGRARTHRESNDOESNRY
FEHBEDLTFIILEFRT S EETERNE SN, EiEENT,

(2017/9/14)
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ELES m % 4 - ® 4% gms | O |EMERE| O
R2-12 —Lw K& SER (T Hef5I &R
77‘{&‘%%@5”“9 EYF2REY FFRYSL
EREEA EEfTE V-
2021/1/22 JAN (&%) INN ABEZIT=MEE - R
ERF5EH
Molidustat sodium molidustat A M
2021/4/22
= = EKBEZIT=308E - DR
&I&AER FDA C%...BREZBDOLZLIIE - DIFR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AKBDHE
(&EEH)
=L
A RIFEFHRURL
REMSD %% REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

... BREZED

ARERITI-MEE - TR

BV - BB

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE
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ELES W% A - & & s | O [PIEE| O
R2-15 S . SEBRIF IR
34 7 LBHRES0 mg FORTEFIIONETMALET _
ER&ZER EhftE BRAXR
2021/3/23 JAN (E%£) INN DT ZITT-3hEE - HE
ERNH5EH
Diclofenac etalhyaluronate sodium diclofenac etalhyaluronate EREREETAE (RRBAET. RREIEN)
2021/5/19
= ohe ABEZITI8E - DR
RIRAER FDA X% .BINAZEOL L ShEE - $HE)
2023/11/6 Drug Name (BR5E4) Active Ingredients (Fk4>4)
EARBDHE
(%ERH)
L
AEBIFERURL
REMSD 5t % REMSTHAMDRMPIZ[Z7WVRE EDBES HCP# 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE
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ELES moE A - & & gas | O |PIRE
R2-16 E i SER (T @] A5l ARG
£ X h— = REHER0 mg REFI2RT 7_)|)177 (Ef=FH ©
En&RE & ELITE BARE
2021/3/23 JAN (E%£) INN DT ZITT-3hEE - HE
ERNFETH ) .
Pabinafusp a_lfa (lgenetlcal pabinafusp alfa L BHEEIR
recombination)
2021/5/19
o g RBEZIT-208E - DR
xHAER FDA CX...EREBDOLGLEE - SE)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
EBDHE
(F&ERH)
L
ABIFEHRURL
REMSD %% REMSTHAMRMPIZ[ZHEWNEE EDES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

-25-




ELES moE A - & & gas | O |PIRE
R3-02 a0FJ4J)LAR (SARS-CoV-2) TV F | e+ B R R @)
NXRETY 7HE Y (BEFHRBAYILT T/ J4ILAAN
ER&ZER EED EhftE BRAXR
2021/5/21 JAN (E%£) INN DT ZITT-3hEE - HE
ERNH5EH
Vaxzevria SARS-CoV-2IZ & 3 BRLIED T
2021/8/16
= s ARBEZ =8 - DR
&I&AER FDA C%...BREZBDOLZLIIE - DIFR)
2023/11/6 Drug Name (BR5E4) Active Ingredients (F&%4)
EARBDHE
(&EEH)
L
AERIEHRURL
REMS®Dxt % REMSTHAMRMPIZ[ZHEWNEE EDES HCP# 1 K%

BRFEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

ERUEERITIFR
({2 AIURL)

FRERIRE ~ IR FThR AT X
EIXBTHREMIER
DHE
o KETIFRERBLZA. WHOIF2021/2/10ICR2FERAFRE L TS,
A

https://apps.who.int/iris/handle/10665/339477

ABEZITT=38E - HR

BAEA =ik Cx.. ERAROEVHEE - HR)
2023/2/27T%HET T Name (BR5E4) Active substance (K% %)
REDE = SARS-CoV-2[C &> TEIEEZ SN D
(&28) Vaxzevria (previously COVID-19 Vaccine ChAJOX1-SARS-COV-2 COVID-19DF [h

2021/1/29 (FiHFTEER)
2022/10/31 (E#EER)

AstraZeneca)

AERIEERURL

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

BADORMPIZIZHELRMPEDEELEES AU RY

ERDY) R ~DXE

S /MR AME & & O /MR EE

352 - NL—ERE

)R &IMETES

MIXEIC & BEEHE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

L B ZL
BINER :
) s 2021/3/29 7 LIL¥—RIS
ifi;?ﬁ%@ﬁ%zmway MR £ S IighE . BB OB
il= 0)&21 RX12021/6/18 40w H fie 5 8¢
2 2021/7114 X5 U\ L—ElREE
2021/11/22  M/INRIBAMEE % #4048 U VIR I 5 B8 A R M A2 4
M/NREAME Z 44 5 MAREF 1R B RS0 AH2EE &K YSHEEICHKET S, AKEBT18FLLL,
e 2022/10/20 73745 F>—1 ZEELGHFEINE) R D SHIER,

2022/10/31 BEERIZHAT.
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ELES W% A - & & s | O [PIEE| O
R3-04 03, /g £y 008,88 SEER I+ I ARER
Bl Al I A R IR & )
ER&ZER EhftE BRAXR
2021/6/23 JAN (E%£) INN RBEZITI=308E - SR
ERF5EH
Upacicalcet sodium hydrate upacicalcet I i&FEHT T O RIEE P IRERIERETTERE

2021/8/20

. EKBEZIT=308E - DR
BRHBEA FDA (% ERERO LB - R
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)

AKBDHE

(&EEH)

=L

ABIFEHRURL
REMS®D x5 REMSTHAMRMPIZ[ZHEWNEE EDES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4) Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

27-




ELES m % 4 - ® 4% gms | O |EMERE| O
R3-05 . . SEEEIT AR
YA 2 —%§500 mg A A5) 2 UIERIE
EREEA ShiftE REED
2021/6/23 JAN (¥4) INN RBEZ(T1-3h8E - BB
EMRFE5EH
Imeglimin hydrochloride imeglimin 28 ¥ERIR
2021/9/16
o uns ABEZT-208E - DR
RILAER FDA (X...ERNEEDLELEEE - $hR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AEDHE
(%ERH)
L
AEBIFERURL
REMSD %% REMSTHAMRMPIZ[ZHEWNEE EDES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

-28-




ELES W% A - & & gms | O |BIEE A
R3-06 SER (T Hef5I &R
N YR A 810 mg YD REY R
ERAZH P BARR
2021/6/23 JAN (E#£) INN ARBEZ =208 - DR
EmFEE BERXEHAEORATMAEE DR >
Tucidinostat tucidinostat INE
2021/10/20 BREXIITIHAMOREETHEE Y >/ &
= s ABEZT-208E - DR
RRAER FDA (%...EREEDZVIEE - 1R)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AEDHE
(%ERA)
Tl
ABIFEHRURL
REMSD %% REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

-29-




ELES moE A - & & gas | O |PIRE
R3-07 OFFU—JEERELY 300 [HLUERT GEETMER) . (L7 | BET wAER| O
EREEE (] miEEREE Y F1332 EYJ GEGFHETZ) P BaRE
2021/7/19 JAN (&%) INN DT ZITT-3hEE - HE
ERF5*EH
Casirivimab (genetical recombination) casirivimab and imdevimab SARS-CoV-2(Z & % RREER VT DFHIE
and imdevimab (genetical recombination) 0
2021/7/22
= e RRBEZT-308E - R
=EAER FDA X .BNRBOLGEE - $18)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
= = AP/ E., EEDCOVID-19IZ3#
%%QE) TTBIVRIDNENEEDAR
URELA) REGEN-COV CASIRIVIMAB AND IMDEVIMAB | REB#% %15
(EUA)
ABIFEHRURL -
REMSD 3% REMSTHZAMRMPIZ 4 LVRE EDER HCP#H 1 K%

BRFEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

7L

7L

7L

ERUEERITIFR
({2 AIURL)

https://www.regencov.com/hcp

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

BE~PEEDAREZESLLCOVID-19AEE L LT, 2020/11/21CEUARB S iz, TD%2021/8/101=, #Ht=IcRHBE

&% DFEETHHRMNEM S Wiz, 2022/1/2412, 3V OVKORITER (T, REGEN-COVOFZEZEZITIZ LWERKDRITH
IR > TRIAT % & 5Fact sheeth’disd 5hf=,
o 4o ABEZITT=38E - HR
BREER EMA O ERRBOELIEE - HE)
2022/7/25 XREET Name (8R5E4) Active substance (f% %) BERLENEL#F. BEDOCOVID-
AN E VITETT BV RINFVEERICET
GEAZY Ronapreve Casirivimab and imdevimab é’oc\sl)g“?; 92F§?§
2021/11/12 ke
A ERFIHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/ronapreve

BADORMPIZIZHELRMPEDEELEES AU RY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

Tl

L

Tl

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

"5

BEOBTEINLVRIBLIVBENYRY 2L, BAORMPTHE L TLWABBIERLS > T7a—YavRibE TEET
TN ELTLS, BEDORRIFAF40kgLLET12mELLE,
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ELES m % 4 - ® 4% gms | O |EMERE| O
R3-08 > 20130 SER (T Hef5I &R
%«rtl%lf Wéx;oisv/o S9725% k
ER&:ER " s EpftE RaED
2021/9/27 JAN (E#£) INN ARBEZ =208 - DR
ERF5EH
Difamilast difamilast 7 rE—HERE%
2022/6/1
= s ARBEZ =8 - DR
RRAER FDA (%...EREEDZVIEE - 1R)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AEDHE
(ZERH)
Tl
ABIFEHRURL
REMSD & REMSTHAMRMPIZ[EHE L\EE EDFES HCPA A K&

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE
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BLES Rk % -8 % gms | O |FER
R3-12 L o _ SEEEIT IR O
Y E 2T 1 RiEEHER500 mg YV rOETD GEGFMER)
ER&EH EHfTE BRoER
2021/9/27 JAN (%4) INN RRBEZIT=308E - DR
ERF5*EH
Sotrovimab (genetical recombination) sotrovimab SARS-CoV-2 [T & & BREAE
2021/9/29
=S RBEZT=8E - DR
=EAER FDA %, .EREZOELEE - DR)
2023/11/6 Drug Name (BR5E4) Active Ingredients (F&%4)
IDEE ABRPRLTH E, EEDCOVID-19[ZH#
%%g’)’a) TTH2VRIDBNEENSPEFEEE
pics SOTROVIMAB SOTROVIMAB [} =%
2021/5/26
(EUA)
AEBIFERURL -
REMS D5t REMST HAMDRMPIZ[Z4 VR E DB HCPA A K%

BRFEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

7L

7L

7L

ERUEERITIFR
({2 AIURL)

https://www.sotrovimab.com/

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

Warning®—"2IZ TERDIEE] NEFEN TS,

Lk 2022/4/51=, # 34 0 UBAMDRITISHEMNHTEALE LT, 2K TOEVAZHEL,
. ARBEZIT=38E - DR
BHEER EMA . EREBOE A - HE)
2022/7/25 XEREFE T Name (8R5E4) Active substance (Rt534) X
REDEE BRMRZELELES. EEOCOVID-
e 19[TEATT 5 U RI BB NEEITE T
(F&ZH) Xevudy Sotrovimab %COVID-19M A5
2021/12/17
A RIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/xevudy

BADORMPIZIZHELRMPEDEELEES AU RY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

L B ZL
RIS ~ BT 3X
EIThITrREMER|EL
DHE
EEUERESNEYRIBLVBENYRY  BL, BAORMPTHEL TLWABHEYLS > 721—YavRbE TEET
- BN EHFHELTLND, MRIEAEFI0kgL ED12FELE,

2022/5/61<, # =49 A UBA2E#ZEADIN vitro RIS FEE > TLVDEDIER, BRMNERIEITHE LTV S,
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BLES R % 4 - B % gms | O |®EE
R3-13 N . SeBRIT H5AIRER O
54571 A HhT€IL200 mg ELXESEL
ERAZEH FftE RERR
2021/12/24 JAN (E4£) INN ARRBEZT=38E - HR
ERFE5TH
Molnupiravir molnupiravir SARS-CoV-2IZ & % R4
2021/12/24
o s RBEZIT=%08E - R
BHBEH 2k (. ERRRO LI - HE)
2023/11/6 Drug Name (BR5E4) Active Ingredients (F534) ABOTEEA L. BEEOCOVID-19121
RADHE T35V RINEL. OERRBI N
(F&:RA) AEESFIATELRD., BEMSDE
kAl LAGEVRIO MOLNUPIRAVIR o 0 s e
(EUA)
ZIEE|URL -
REMS D »i% REMSTHAMDRMPIZ[FHELRE EDBE HCP# 1 K%

ARSEAIE - EREER

ARSEHE - ERDER ARSEHIE - EURDBE

B L L
E%giﬁﬁég%ﬁ https://www.fda.gov/media/155101/download
RGBT~ RETARARAT
XEICBTHREMN |—
EERDBE
PYEBRTHRESENTEINTE Y., BRATEHERFAOREFER, KETLHEFSIAVDS, EREEFICLDHH
= B-ABEY—ARASURTATSLADEMEEEFHIHAEN S5 5 EAFact sheetlTREN TV,
" 2023/7/17 EUAROERIMER E LT, HILBRREE, B, REREE, BBYE. 77 745F>—, NEERE. RESLV
RTHBEE. 3. £ 5HEE. RP. ERPERIXEICRE EECARBRETH) .
e R LT T INEE - DR
XREAER EMA CX.. .ERNEBOELIEE - SIR)
2023/11/9 Name (BR5E4) Active substance (F¢% %)
ABORE
(% H)
2021/11/19 Lagevrio Molnupiravir
(R2ER)
2023/6/21
CBEREHFEOMT
AERIEFRURL https://www.ema.europa.eu/documents/referral/lagevrio-also-known-molnupiravir-mk-4482-covid-19-article-53-procedure-conditions-use-conditions_en.pdf

BADORMPIZIZZEVRMPEDEELGRES A=Y XY

ERDYRI~DORE

ARSEAIE - EREER

ARSEHE - RO ER ARSEHIE - EURDBE

A GBI ~ RAThR AT
XEICBTHREM
IEERDBE

-t

2021/10/25I=Rolling reviewZ fish L. 2021/11/19IE XA BIEE - AFITHKIL > T, EUMBZEICRIBOEAEHEEL -,
2023/2/23 RHEINZ L BERRHIGEART 4 v FOBEMN S, CHUPAKRBEICOVWTEEMEREEZRL. B2241cBEAN
BBERLITETOBETERALL,

BEEFRICEDE. BEEEEEL TLMA. 2023/6/21(2KER
THEH)

FOMT &2z, (BRERICEL TREEEHE
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ELES W% A - & & s | O [PIEE| O
R3-14 SIS ; ¢s SBR[+ AR
X /|=1I v5 gzgiiﬁn:m/’\\j VL7 FOTY GEEFHEERZ)
ER&ZA B ’ 9 SpeiTE RREKR
2022/1/20 JAN (&%) INN RRBEZIT=308E - DR
ERERA BinfREAE T DL VBRRILE DD
. S B Ui K ] 3 & T~ Vb
Somatrogon (genetical recombination) somatrogon FeWESERE
2022/4/27
= s RBEZIT-208E - DR
=EAER FDA X .BNRBOLGEE - $18)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
RRORE HEMERRFILESDFBTRIZE DM
(%"’EI) REEZEIH3BULEO/NREEZE
2 NGENLA SOMATROGON-GHLA BETHE NRERILECTFOSEEH
2023/6/27
A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/7611840rig1s000TOC.cfm
REMS D3t & REMST HAMDRMPIZ[Z4 VR E DB HCPA A K%
L L mL

BRFEHRIE - ERIER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

7L

7L

7L

ERUEERITIFR
({2 AIURL)

https://www.pfizer.com/products/product-detail/ngenla-injection

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

-t

2023/6/27 &R, BIEFAEAKATELHR—CREEHTHo =, SEAE (11/6) THR.

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2022/7/25 XREFET

Name (BR5E4)

Active substance (R4 )

=0 %
%ggg = BERTILE D BT LEESRE
B Ngenla Somatrogon
2022/2/14
ARIFEHURL https://www.ema.europa.eu/en/medicines/human/EPAR/ngenla

BADORMPIZIZHELRMPEDEELEES AU RY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

Tl

L

Tl

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

"5

FIURZIZHEEh TS,

BEADRMPIZHEWT, BEELFESAEZYRI EEATVD

MERBEE ) (&, EMATIE 288 Rm1 & L TEELER
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ELES W% A - & & s | O [PIEE| O
R3-15 N X SEEEIT AR
EJ 3 v Y miE#iER150 mg BS54 8 UF RS L
ER&EZE SfEftE RaER
2022/1/20 JAN (&%) INN ABEZIT=MEE - R
EmFEE TREAARIE I & B < 4 & Hi I 7 % O B
Clazosentan sodium clazosentan saE BRUCNIZES RIEERURMNE
2022/4/20 M fER D FEAEHNH
. REDEZIT=3hEE - $HE
&I&AER FDA C%...BREZBDOLZLIIE - DIFR)
2023/11/6 Drug Name (BR554) Active Ingredients (Fi%4)
AKBDHE
(&EEH)
=L
A RIFEFHRURL
REMS®D x5 REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

HRFEARIE - ERDBEE

EEEEER IT1ER
({22 {AIURL)

HREBEF ~ RITARAR(T XX
ElTB TR EMER
DHE
5%
e ARBEZIT=38E - DR
BKAEE EMA % EIRABOEHEE - $HE)
2023/11/15 Name (BR5E4) Active substance (F{%4)
RADAE 5-Methyl-pyridine-2-sulfonic acid{6-(2-hydroxy-
(&ERH) ethoxy)-5-(2-methoxy-phenoxy)-2-[2-(1H-
7L tetrazol-5-yl)-pyridin-4-yl]-pyrimidin-4-yl}-amide
(=27 >) sodium salt

ARIEHRURL

https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu303182

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

2003/12/12I=F—7 7 U8,
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ELES m % 4 - ® 4% gms | O |EMERE| O
R3-17 . . SERIF IR
1) 7 X7 §&45 mg T—IO7EXYU NI UMIE
ER&ZER EhftE BRAXR
2022/1/20 JAN (E%£) INN RBEZITI=308E - SR
ERF5EH
Gefapixant citrate gefapixant AT DS MR
2022/4/21
= ghs EKBEZIT=308E - DR
&I&AER FDA C%...BREZBDOLZLIIE - DIFR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AKBDHE
(&EEH)
=L
ABIFEHRURL
REMSD %% REMSTHAMRMPIZ[ZHEWNEE EDES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/15

Name (BR5E4)

Active substance (R4 )

AROHE
(K5EH)

2023/9/15

Lyfnua

gefapixant

AR FEIEXREATHOE R

ARIEHRURL

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

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

"L

7L

"L

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE
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2021/12/22 (EUA)
2023/5/25 (EERXFEER)

D3

ELES moE A - & & gas | O |PIRE
R3-18 . . . SR #HERR2| O
NE¥OEY FRvy ZILR FLILENY FFEL
ERNEZEH FHfFE BRoER
2022/2/10 JAN (&%) INN RRBEZIT=308E - DR
ERF5*EH
Nirmatrelvir and ritonavir nirmatrelvir and ritonavir SARS-CoV-2IZ & % B EE

2022/2/14
= s RBEZIT-208E - DR
xHAER FDA %, .EREZOELEE - DR)

2023/6/26%AEET Drug Name (BR5E4) Active Ingredients (A5 %)
RAOER AP/ E., EEDCOVID-19IZ3#
e AT BVRIDNEVBRENSPEESRE
[ PAXLOVID NIRMATRELVIR AND RITONAVIR

A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2171880rig1s000TOC.cfm
REMS®Dxt % REMSTHAMDRMPIZ[Z7WVRE EDBES HCPA A K%
L mL mL

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

7L

7L

7L

EEEEER IT1ER
({22 {AIURL)

https://www.fda.gov/media/15507 1/download

R ~ REThRAR (X i \
F(2E T BRELMIER(2023/525 EXKR. FDME. Boxed Warningl=. EUADEIZIZHA > =-EYHEERADTESEA MO S 1=,
DBE
12 L EMDIREA0kgLL ED BEN KR, EMEEERADT-H, VY75 R%ECYP3AICKE KKEF L. BREARZGEBIZ DL DI H
%S, #IZ. CYPAM U Ta—Y—DFEAEEDOEEL R, BADRIIEICEH, SHOHAZEE - HRATEEMNSUR FShTWS,
Bz 2022/7/6|ZFEHIEHIZ & U AMHFAT STz,
2023/2IZ, SARS-CoV-27 4 JLAKREDEHTITH BRI NI,
2023/5/25|ICEXRRB SN, EWHEEERICET HBoxed Wamingh B S hf=,
R AEBEZIT=308E - DR
BRBER EMA (% ERRBROL I - HE)
2023/11/15 Name (BR5E4) Active substance (R4 )
: — BEHRELELES. EEDOCOVID-
=3 (1R,2S,5S)-N-((15)-1-Cyano-2-((35)-2- lidin-3- il R T
%"'bgﬁ# y|)ethy|)-3-((25)-3,3-dimye?:;-z-(z,2,2-1::;:35rygzletg1mido) 1OIZEFTTIURIBEVEFICSIT
(%&H) Paxlovid butanoyl)-6,6-dimethyl-3-azabicyclo[3.1.0]hexane-2- ACOVID-19M A5
2022/1/28 carboxamide -
(%1‘*‘1‘]’%5@) ritonavir
AFRIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/paxlovid

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

2023/2/24 BHE AR

mL B %L
R ~ BRI [|2022/7/6 EOX T LEHBEZRLN KRN,
Z(TB T 3REMER|2023/4/26 RENMFIFIEOHAICET I ELEHH L. EMAR~OBEBLOTREINEZR L1
DHE 2023/6/23 BMMED ') R #iBEL.
BADKR, BEBEGHESINFURTIFHEL,
BATCEEOX D HLIIHAERDEE,
e 2023/1/27 CHMP & Y B@EEZBDENE

2023/6/23 MREREICLYBMEDN ) R £/ A XEITERL. RMPTIIHBOSLERZ L & L1,
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ELES m % 4 - ® 4% gms | O |EMERE| O
R3-19 . . SEEEIT AR
A 0% 355120 mg HOFTSREAFIL
ER&EZE SfEftE RaER
2022/3/28 JAN (¥4) INN ABEZIT=MEE - R
EmstA PEEQRGEABL G-TI/HUF
Carotegrast methyl carotegrast IVEBRERIC L 2B TURT+H LGS
2022/5/30 2R %)
= = EKBEZIT=308E - DR
&I&AER FDA C%...BREZBDOLZLIIE - DIFR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AKBDHE
(&EEH)
=L
A RIFEFHRURL
REMSD %% REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

-38-




BLEE R % & - B % gms | O |FER
R3-21 e SER (T HEBI K R
ﬁj“gj Xﬁgi'gg%”;g RMLSTR Y ST RTILF YL -
EREZER BT 9 G E RAKR
2022/3/28 JAN (¥4) INN ABEZITI=508E - DR
HRERH L—THREZEDMDFIRETHRET+
. _ R R THER
Tolvaptan sodium phosphate tolvaptan SHDRLIZ 84 2 KRS
2022/5/30
= gns ABEZITI8E - DR
RIRAER FDA X% .BINAZEOL L ShEE - $HE)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
EARBDHE
(%ERA)
L
ABIFEHRURL
REMS®D x5 REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

L

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

-39-

. ENEZEDLLBIEE - 21R)




ELES m % 4 - ® 4% gms | O |EMERE| O
R3-23 . . L SBR[+ IR
SF—HAKRTERAOMgI ) oo FEVXTT (EiaFHER)
ERNEZEH FHfFE BRoER
2022/3/28 JAN (&%) INN DT ZITT-3hEE - HE
ERNFETH o S-S 2 Sy N
Nemolizumab (genetical recombination) nemolizumab ;;;;;ﬁfﬁggﬁﬁé;% (BEFF 6
2022/8/8 ’
- RBEZIT-208E - DR
xHAER FDA %, .EREZOELEE - DR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
RRBDHE
(&EEH)
L
AEBIFERURL
REMSD %% REMSTHAMRMPIZ[ZHEWNEE EDES HCP# 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

-40-




ELES W% A - & & s | O [PIEE| O
R4-02 R . SBR[+ IR
FILET X 1 iEEER135mg FYFRLTy
ERAZH SHftE BARR
2022/6/20 JAN (¥4) INN ARBEZ =208 - DR
EMRFE5EH
Darinaparsin darinaparsin BHREXITEAMTORMEMETHERR Y >/ \E
2022/8/22
= gns ABEZT-208E - DR
RRAER FDA (%...EREEDZVIEE - 1R)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AEDHE
(%ERH)
Tl
AEBIFERURL
REMS®D x5 REMSTHAMRMPIZ[ZHEWNEE EDES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/15

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

7L
F—=27)

Darinaparsin

ARIEHRURL

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

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

2011/4/1512A4—27 7 V$E%.
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ELES m % 4 - ® 4% gms | O |EMERE| O
R4-03 SER (T Hef5I &R
Tzt ) §£40mg EXFRED
ERNEZRE SHftE REER
2022/6/20 JAN (E#£) INN ABEZITI=508E - DR
EW%%B A shERit A (TS EE P ]
Pimitespib pimitespib %/uﬂ:—?—}?/iif&l_ SELIHLEMERE

2022/8/30

= s ABEZ =3 - R
RIRAER FDA X% .BINAZEOL L ShEE - $HE)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)

EARBDHE

(%ERA)

L

ABIFEHRURL
REMSD & REMSTHAMRMPIZ[EHE L\EE EDFES HCPA A K&

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

-42-




ELES % & - & & gms | O |EER
AR ARSI FER Y FEHFEYT GEEFARR) . o | FET Rzl O
EWAEZE AEX T REFHRA) Py RAKED
2022/8/30 JAN (&%) INN DT ZITT-3hEE - HE
ERF5*EH ‘
Tixagevimab (genetical recombination) SARS-CoV-2(Z & % RREER VT DFHIE
and cilgavimab (genetical recombination) 0
2022/8/31
o s ABEZITI8E - DR
=EAER FDA (X...EREZEDVIEE - IR)
2023/11/6 Drug Name (BR5E4) Active Ingredients (F&%4) SARS-COV-2I=B LTH S Y., BRE & OREDEME
_ L HENTFROEIC S EROBEIT I
EADE = 1) PEE~EEORBEFRIEY T F L ONRAMET
2 TIXAGEVIMAB CO-PACKAGED WITH |7y
;?2:;“12; EVUSHELD CILGAVIMAB 2 BESIERBREOLOTERY DTS F S REHTE
B
(EUA)
ABIFEHRURL -
REMSD 3t % REMSTHZAMRMPIZ 4 LVRE EDER HCPA A K%

BRFEHRIE - ERIER

BRSEELE - EIRDEH ARSEHUE - EUROBE

7L

7L 7L

ERUEERITIFR
({2 AIURL)

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

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMEZIZIE TSARS-CoV-212 & 2R DBEIEAEENDA, EUADRRIT MRT|HTFE OH.

(CE) 2023/1/26 AFIFEZEROBAHNENSBIFEVAZ—BELET S L& ENf-, BL. BRFIEERMICASICE > THA
ENZEBRMMNRITTABRICHAT. ERBECERERICSVTARERFLTE S LEHELTL S,
RERAER EMA ADBERITI-MEE - HR

. ENEZEDLLBIEE - 21R)

2022/12/3 XREFET

Name (BR5E4) Active substance (R{%4)

COVID-19DRERT T B

| = 2
%;2?9 BEAAIEEVDEL LT EELOY R
= Evusheld Tixagevimab and cilgavimab A EWNEEICHEITBHCOVID-19DEE
2022/3/25
AREHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/evusheld

BADORMPIZIZHELRMPEDEELEES AU RY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH ARSEHIE - EUROBE

L B ZL
R~ BRI 1
E“*Zﬁéfﬁhﬁ AROESAEN DEME A, ZOREMTOT 7 A LEFHORBRTE DN LD LG
EEABESNEURSE (L] . BAORMPTEFSNS (737455 L —SQEHABRUE] 2oL TIE, BEERE
e BI-h N CER A AEERAHE SN TGN EEED T, B L OBAFEIC[EE 0400 S HEII- I S h T

%o
2022/9/16 FARIZBE T 5 &S & BiF.
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ELES m % 4 - ® 4% gms | O |EMERE| O
R4-05 X ) . L SEEEIT AR
F+/IVSETFFEIOMgT ) oo FVISVRTT GEEFHEBR)
ERNEZRE SHftE BARR
2022/9/26 JAN (E#£) INN ABEZITI=508E - DR
ERNH5EH
Ozoralizumab BEABRCHRTFI+ALEE ) V< F
2022/12/1
= s ABEZT-208E - DR
RIRAER FDA (%...EREEDZVIEE - 1R)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
EARBDHE
(%ERA)
Tl
ABIFEHRURL
REMSD & REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BR5EHIL -

ER DR

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

AR5EHL -

[E4R DR

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

-44-




BLES R x4 - 8 % gms | O |FMEERl o
R4-06 . . SBR[+ IR
ARE JRi#EFHE450 mg ARY )T T GEGFHEBR)

ERNEZEH EHfTE BRoER
2022/9/26 JAN (%4) INN RRBEZIT=308E - DR

ERF5*EH

Spesolimab spesolimab BAEMREICS T 22 MERONE

2022/11/16

= k5 RBEZIT-208E - DR

BARER P k. ERKBOLLHEE - HB)

2022/11/24 XFAERT Drug Name (BR554) Active Ingredients (F&%4)

RROARE A28 —04 %36 BERABHET,
(%E@E) SPEVIGO SPESOLIMAB-SBZO ﬁkkl:a’ﬁlf%ﬂ%ﬁﬂa#ﬁﬁﬁﬂﬁd);’ﬁﬁ
2022/9/1

A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7612440rig1s000TOC.cfm
REMS D5t REMST HAMDRMPIZ[Z4 VR E DB HCPA A K%
L L L

BRFEHRIE - ERIER BRSEAAE - EURDIEH ARSEHUE - EUROBE

7L

7L

7L

ERUEERITIFR
({2 AIURL)

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

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

-t

BRPEQBESEESNS -0, FBHERBRBZE~OBREFIEHE K FLEER (B) LshThY. BEELF Y

AL (%

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(%R H)

2022/12/9
(M RER)

Spevigo

Spesolimab

fREMEE (GPP) MORMREICHT
3 BEIFUA

AERIEERURL

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

BADORMPIZIZHELRMPEDEELEES AU RY

ERDY) R ~DXE

SRFEeh Ik - BRI BFEeh Lk - EINO e BRI - EIROEE
mL mL %L
FKERES ~ BT X
EITH T EREMER|FL
DHE
s RMPOEELHES AU RS (E (L) . BAR (BECBRE [EETBRE 225 T0\5,
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BLES

B oE & - 1 % wms | O |BMER| o

mL
R4-08 LS T h SER (T Hef5I &R
I**li]"* 7§§5000mg LA RRS Y b b LBE
ENEZR R ST E REKR
2022/9/26 JAN (E%£) INN DT ZITT-3hEE - HE
ERNFETH
Valemetostat Tosilate BHREXIITEATORATHEE0E) ~
INFE
2022/12/20
o g EKBEZIT=308E - DR
xHAER FDA CX...EREBDOLGLEE - SE)
2023/11/6 Drug Name (BR5E4) Active Ingredients (Fk4>4)
EBDHE
(F&ERH)
L
ABIFEHRURL
REMS®Dxt % REMSTHAMRMPIZ[ZHEWNEE EDES HCP# 1 K%
BR5EeE - EURIEHR BRSEIE - EURDEH BR5EHLE - ERDOBME
EEEEE R (T1ER
(3 AIURL)
R ~ REThRAR (X
EITB T HREMFER
DBE
=
. AEBEZIT=308E - DR
BRBER EMA (% ERRBROL I - HE)
2023/11/9 Name (BR5E4) Active substance (R4 )
RABDHE " e
- REMETHIRR Y >/ N8
GREEH) Valemetostat tosilate
Tl
(F—27V)
AFRIEIRURL https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-22-2572

BADORMPIZIZHELRMPEDEELEESNEURY EZED )R ~DFRE

ARSEHAE - BN EER

ARSEHL - BN EH ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

2022/2/241A4—7 7 B,
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ELES W% A - & & s | O [PIEE| O
R4-09 ) . . SBR[+ IR
v a—/\$£125mg IVYRLILELTTIVESE
ERNEZRE SHftE REER @]
2022/11/22 JAN (E#£) INN ABEZITI=508E - DR
ERNH5EH
Ensitrelvir Fumaric Acid SARS-CoV-2IZ & % B fE
2022/11/23
=g ABEZT-208E - DR
RIRAER FDA X% .BINAZEOL L ShEE - $HE)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
EARBDHE
(%ERA)
L
ABIFEHRURL
REMS®D x5 REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE
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BLEE R % & - B % gms | O |FER

R4-10 T SER (T Hef5I &R
EREZER 9 G E RAKD
2022/12/23 JAN (E#£) INN ABEZITI=508E - DR
ERERA TILYINA I —BIBEGEIZH 1T % FRENAE

. . YA T —RIZBENGEZ H 1+ B REE
Donepezil donepezil SR DR AT I

2023/4/14

=g ABEZT-208E - DR
BHAER FDA (% EREBOE HEE - HR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)

EARBDHE

(%ERA)

L

ABIFEHRURL
REMS®D x5 REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR

2023/11/9

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)

mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

-48-

. ENEZEDLLBIEE - 21R)




ELES m % 4 - ® 4% gms | O |EMERE| O
R4-13 @O 2R — R iE#F$E300mg o FERIF IR
QR T:E100mgt-Mvy 154 SYFXTT (EEFHEEZR)
E3[p =] GRETE100mg> 1) ¥ St E RRERR
2023/3/27 JAN (&%) INN DT ZITT-3hEE - HE
ERNFETH D%fEs > BEOABEABAOEREASE (HEA
P s BTHRF+AHIHEEITRD)
Mirikizumab mirikizumab @OEEN 5> EEDRBIEABAOURRE EBEAR
THREF+HGIBEICRDS)
= e ABEZITI8E - DR
RIRAER FDA X% .BINAZEOL L ShEE - $HE)
2023/11/14 Drug Name (BR5E4) Active Ingredients (Fi%4)
FEOER BABEODEENSEEDTEMEDE
(R@mA) BHRBROARICANSND S V82—
= OMVOH Mirikizumab-mrkz O 3% -23f
2023/10/26
FRIEHRURL
REMS®Dxt % REMSTHAMRMPIZ[ZHEWNEE EDES HCP# 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

HRFEARIE - ERDBEE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

REARRTEEOR—IURER,

ABEZITT=38E - HR

BHHRER EMA . EREBOE A - HE)
2023/8/14%AERET Name (BR5E4) Active substance (F%4) hEENSBEQFHEDEBERBAT.
T FERDBIAE T (S5 WLEWBAN L 558
("'r"%n ) THRLEMELNBOING,L > FEHR
AiEH Omvoh Mirikizumab BEHE LT, HBVIEFHEORABEDHA
2023/5/26 -
AFRIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/omvoh

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

"L

7L

"L

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

2023/03/30 CHMP & Y Positive Opinion,
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ELES W% A - & & s | O [PIEE| O
BREEEHOHERR CITUTREVYAFER, B =
R4-14 By KRS L |BREEVAE REERUI LRI~ BT FrBIRER
- 7 LGt (Sabin#k) . 4 27 ILT L FELEA 1) - -
EW%EEE CRM197§& &k EHftE RAaXR
2023/3/27 JAN (E#£) INN AREZTT-208 - DR
EmFEE HAEE, SUTUT. WA, AR
- - BEARVA U IIILI UHFEDRIZEL D
RELIE DT
s EKBEZIT=308E - DR
BHAER FDA (% EREBOE HEE - HR)
2023/11/6 Drug Name (BR554) Active Ingredients (F&%4)
AKBDHE
(&EEH)
=L
A RIFEFHRURL
REMS®D x5 REMSTHAMRMPIZ[EHE L\EE EDFES HCP#H 1 K%

BRSERE - EUREER

BRSEHRIE - ERDER

ARSEHUE - EUROBE

EEEEER IT1ER
({22 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

ABEZITT=38E - HR
. ENEZEDLLBIEE - 21R)

2023/11/7

Name (BR5E4)

Active substance (R4 )

AROHE
(R5EH)
mL

ARIEHRURL

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH

ARSEHIE - EUROBE

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE
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ELES m % 4 - ® 4% gms | O |®MEE| o
R5-01 SBR[+ IR
1)y b 7—0HFEI/IL50 mg JRLYFZT R VLB
ERNEZEH FHfFE BRAXR
R5.6.26 JAN (&%) INN DT ZITT-3hEE - HE
HRERH MAMBEERE (F-fZL. BRESLA LR
. SBIRERE (=2 L. BRBERRIANLER
Ritlecitinib tosylate IZRAHABDISEEICRD)
= e RBEZIT-208E - DR
=EAER FDA CX...EREBDOLGLEE - SE)
2023/11/14 Drug Name (BR5E4) Active Ingredients (EZ%4)
RROER PHRULLEDOBEAS L VEEIZE TS5
(%"‘EI) ERABREEDERICELEET 5+
55 LITFULO RITLECITINIB TOSYLATE F—CIR=FH,
2023/6/23
A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2158300rig1s000TOC.cfm
REMS®Dxt % REMSTHAMDRMPIZ[Z7WVRE EDBES HCPA A K%
L mL mL

BRSERE - EUREER

BRSEELE - EIRDEH HRFEARIE - ERDBEE

7L

7L 7L

EEEEER IT1ER
({22 {AIURL)

https://www.litfulo.com/

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

HAOHIR : thDJAKIEEH. £MFHRERDH. >0 AR UELIFMOBALREDNFF L OFRTHRES L
(A

ABEZITT=38E - HR

BiHER EMA (. ERRROL LI - BE)
2023/11/15 Name (BR5E4) Active substance (F{%4)
RKEEDHE R2BULOBABS L UVREHICETIEE
(%&2H) Litfulo ritlecitinib DRBBEEDER
2023/9/15
AFRIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/litfulo

BADORMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHAE - BN EER

ARSEHL - BN EH ARSEHIE - EUROBE

"L

7L "L

AR GBI ~ SR hR A 3L
EIXB T HREMIER
DHE

EEGRESNL) RV IETHERBBOAT. BRADRMPIZHLEEN TS,

-51-




ELES m % 4 - ® 4% gms | O |®MEE| o
R5-02 : e s SER (T HEBI K R
FAFOFEE HILVASY -
ER&:ER P RaED
2023/8/2 JAN (#4%) INN ABEZ =208 - R
ERF5EH
Ufrenmeran ufrenmeran SARS-CoV-2IZ & % B D FBh
= = EKBEZIT=308E - DR
&I&AER FDA C%...BREZBDOLZLIIE - DIFR)
2023/11/7 Drug Name (BR554) Active Ingredients (F&%4)
AKBDHE
(&EEH)
=L
A RIFEFHRURL
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