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Trastuzumab deruxtecan trastuzumab deruxtecan BIZR D) . NALEZEEZRICEEL:
2020/5/25 HERZB’;'IE@;IEI\@U]B%Z:ﬁE@ﬁ’T? " ﬁ%
DEE
o o ABEZ =3 - R
BR#ER FDA (% BRKBO R VI - BR)
2022/8/4 XHEET Drug Name (BR554) Active Ingredients (f%5>4) EBHET TR ThADRHER A — R DARER (1=,
_ IR A E - R IETBHE OHERIB LA A
EADEE HEBEREL S A - ()7 D28 FARPE(E
= FAM-TRASTUZUMAB DERUXTECAN- [&f#T#6ehALUNIZESR)
GR2H) ENHERTU NXKI FSRYRY TR—RDARER =, BFEEE L
2019/12/20 EBHEOHERBIE BAA £ 113 B REESHRA A
A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2019/7611390rig1s000TOC.cfm
REMSD 5% REMSTHAMRMPIZ[ZHEWNEE EDES HCP# 1 K%
L L L

BRSEHRIE - EYRIER

BRSEELE - EURDEH FRSEHIE - EUROBE

7L

TL 7L

ERUEEERITIFR
({2 AIURL)

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

2021/1/15 EBEAALNERIZMDHY . BEEEADERNREC EICHdh . BEEMXPEDEREBETOREHRL T TN

R ~ REThRR (T X ’ L
EZIB TR MER|ICEBEINDI LS (CHE oz, EAATIGE. BHATI9E,
DHE 2022/05/04 HIMEIEDFIHIREGHHEE,
LIS ADHDEISE >z, AEDEGLZBNANMb -7z L&Y, BEERAWMBLEL LIS ITTRESND
£IITHE o1,
il A A DA 2 BOARO VT hADEBRAH S S & D SR,
Boxed warningT THE - BRIRS ] DTS TS, BADRMPTIZEELBEM Y XV RLY,
= gh o ABEZIT=38E - DR
BRBER EMA (% ERRBROL I - HE)
2023/7/18 Name (BR5E4) Active substance (R{%4) HHER2AR— 2 O BH % 1FE L 2 (+F=
RADEE VIR REF 1= (FERFBMHER2IGEELA A
(&ZER) HER2IGEDETIEBNAB L UBRE
0211118 Enhertu Trastuzumab deruxtecan A (GEJ) I8htA
(R %ER)
A RIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/enhertu

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

EDEHEEREE (Left Ventricular Dysfunction)

YR MEEE - RAXEICLDEFERE
E=ERHE (LVEF) EFDE=4" >4 (Section4.4) . A
BN A4 F R (Section 4.2)

ARSEHE - BN EER

ARSEHE - RO EHR ARSEHIE - EURDBE

mL mL %L
HERES ~ BT 3X
EIThITrREMER|GL
DHGE
BEGHEESNEZURIELTIE. BALRU K MEMMANEE, EOERERSIE. ARAORMPTIXEERLBAMN ) R
I/,
£ 2022/8/1 EFREHEL LTH MNEELLOREAE] A TMEUL] ISEMSIHhT,

2022/8/25 & - IRHEDFFIED =6, 2~3FEDEERICL ZFNEHI RO Sh iz,
2022/12/12 HER2IGHEDETHEBNAS L U BREEES (GE)) BNADBABREDEEIFEE~DBEEILEK.
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ELES W% 4 - ® % gms | O |EER
R2-01 S s SER (T He 5 R ER
1T eA S0 Mg NEF1RE Y b
ERKZER R 9 G E RAKR
2020/6/29 JAN (&%) INN ADEZTT-208 - DR
ERNF5EH
Vadadustat vadadustat EHE M
2020/8/26
= = RBEZIT=308E - DR
&I&AER FDA C%...EREZBDLZLIEE - DIFR)
2023/7/18 Drug Name (BR554) Active Ingredients (f%5>4)
AKIBDHE
(&EEH)
=L
A RIFEFHRURL
REMSD %% REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

FREREE ~ BT X
ECHBTERLMER
DHE
-2

= e ARBEZT=28E - DR

BRBER EMA (% ERRBROL I - HE)
2023/8/14 Name (BR5E4) Active substance (R4 )

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

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

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

"L

7L

"L

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

EEGRESNVRIEFEL,
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ELES W% & - & & s | O [PIEE| O
R2-02 T Oy SER (T He 5 R ER
F Y e mg FTOF1REY b
ER&EA FHfFE BRAXR
2020/6/29 JAN (&%) INN DT ZITT-3hEE - R
ERF5*EH
Daprodustat daprodustat MM
2020/8/26
- RBEZIT-308E - DR
xIHEER FDA CX...EREBDLGLEE - HE)
2023/5/26%AEET Drug Name (BR5E4) Active Ingredients (A5 %) EREFERTFIOY LkBILES
RRDER (HIF PH) [BEHIT, Bi£4nALLE
(&EEH) JESDUVROQ DAPRODUSTAT ifz;:éﬁkko)'k'r&%mﬁ':&éﬁm
2023/2/1 AR
A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2169510rig1s000TOC.cfm
REMS D3t %& REMSTHAMDRMPIZ[ZHWVRE EDBES HCP# 1 K%
gl L HL

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

7L

7L

7L

EEEEER IT1ER
(=2 {AIURL)

https://www.jesduvrog.com/

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

AIEEAERICEIARB SN ERUVFAXERBOAAFARLGRKETH 22 enb. SEGHLHTHERIREEIT-

Bo

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/8/17

Name (BR5E4)

Active substance (R4 )

EEDEE
(GKEH)
202377712
(FREEER T 1)

Jesduvroq

daprodustat

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES W% 4 - ® % gms | O |EMERE| O
R2-05 T;T—JEWAﬁﬁjJ j’t’)bﬁ.}zﬁ% LB NTFO—LEBIE AR VT SBR[+ A
& WARA T2 HAE S ALRUBTR T
En%EA A BABRNTLLERE K ’ 7 e RAKR
2020/6/29 JAN (Z4£) INN AREZIT=38E - DR
EmRTE . SEXWE RARTOA FHIRUER
Indacaterol aceftate and mometasone indacaterol acetate and mometasone S PO A 2RSS 00 B4 R AL E 1
uroate furoate a A
2020/8/26 Be)
e RBEZT=08E - DR
=KAER FDA CX...ERNEBDLG LR - HR)
2023/7/18 Drug Name (BR5E4) Active Ingredients (F&%4)
ARDHE
(F&EEH)
L
ABIFEHRURL
REMSD 3t % REMSTHZADMRMPIZ 4 LVRE EDER HCPA A K%
BR5EeE - EURIEHR BRFERLE - BEURDEH HRSEHAE - EURDEE
ERESE R TER
(3 AIURL)
RGBT~ RITARAR(T X
ElTB TR EMER
DHE
wE
omes ABEZIT=38E - DR
BKAEE EMA % EIRABOE A - $HE)

2022/7/22 XREFET

Name (BR5E4)

Active substance (R4 )

RAIILFIARTAA RHE EVRAE

Bl r .
%%’(‘—QE) ksl sesEe BEEARB2EEIE CEYICEETE
=8 Atectura Breezhaler O TG U\ B D# R
2020/5/30
AREHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/atectura-breezhaler

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

L

L

L

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

"5
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B REE

BLES - - & & ws | O |®AT o
R2-06 S = AVEATO—LEEE -V )IEQ=Z | %Ei+ 491K R
ER&ER " SR BIRTIL EifE RAKR
2020/6/29 JAN (&%) INN RRBEZITT=308E - R
EnxzxA SEXME RARTOL RH. REE
Indacaterol acetate, glycopyrronium indacaterol acetate, glycopyrronium ; f Yy
bromide and mometasone furoate bromide and mometasone furoate e I%l&)kﬁsﬂﬁll,%ﬁlj&lfﬁﬂ%@tﬁf tt
2020/8/26 JAHA Y VEIOGHANBELES)
- RBEZIT-308E - DR
xIHEER FDA %, .EREZOELEE - R)
2023/7/18 Drug Name (BR5E4) Active Ingredients (F&%4)
ARDHE
(&FRH)
L
ABIFEHRURL
REMS®Dxt % REMST HAMDRMPIZ[Z74 VR E DB HCP# 1 K%
BRFELE - EURIESR BR5Edh ik - EURDIER BRSEAHLE - EUR DR E
ERREER IT1ER
(=2 {AIURL)
AR ~ BRAThRAT XX
EITBTERLMIFR
DHE
w&
Y RRBEZIT=308E - R
BiHER EMA (% ERRBROL I - HE)

2022/7/22 XREFET

Name (BR5E4)

Active substance (R4 )

REFRMERZIB2/FEIZE L . ATEICIELL
EOmBBEEERBRL-SAENORAD

Bl = = g N
%(%;gg = Indacaterol ILFIARTOA REIOHRREDEAES
B Enerzair Breezhaler glycopyrronium bromide HiETILEYICEEBETEHEE DM
2020/7/3 mometasone ik
A RIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/enerzair-breezhaler

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

L

L

L

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

"5

16



ELES W% 4 - ® % gms | O |EMERE| O
R2-07 s SER (T He 5 R ER
/tﬁl/tﬁﬂﬁzg(éommg JANTFIITLA VB
ERKZER . 9 G E RAKR
2020/9/25 JAN (%) INN ADEZTT-208 - DR
ERERA BEABRCHRRI+ALEE ) V< F
. - X . F/a7 =% N 73 75 E B
Filgotinib maleate filgotinib (DS IBE DML 2 51))
2020/11/18
= = REIDEZIT=5h8E - HE
&I&AER FDA C%...EREZBDLZLIEE - DIFR)
2023/7/18 Drug Name (BR5E4) Active Ingredients (F&%4)
AKIBDHE
(&EEH)
=L
AERIEIRURL
REMSD %% REMSTHAMDRMPIZ[FH NRE EDBES HCP#H 1 K%
BR5Ed ik - EURIEER BRSEFIE - [EURDER BR5EHLE - ERDOBME
EEEEE R (T1ER
(&2 AIURL)
KGRI ~ BRFTAR AR AT X
EICB T HREMFER
DUGE
-
= gh o DT ZITT-3hEE - R
B®EER EMA (.. BNEBOLLIEE - HER)
2022/7/22 XRERT Name (FR5E%) Active substance (F734) 1D E - FEHOEBEMER Y 9 FEAQ R
RAOEE BAT+HTHENEFRAMED, PEENSE
s EOEMIEME Y HF
GKEEH) Jyseleca Filgotinib maleate O RN N TEVNEHED > EEOEDE
2020/9/24 RBIERE 5
A RIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/jyseleca
BADRMPIZ[ZHZLRMPLOEELGHFES AU RS ERDY R ~DRE
L L
BR5Ee L - EURIERR BR5EIE - BEURDEH BR5EHIE - EURDEE
AL B ZL
R~ BHRAIX o02111/16 BEYUHYF RA) ISABEABS (UC) DBEGAMDOL10. RMPLRALUCEEES (HTRIET 5%
=" a)&tﬁ BT S 12528 A Y 22 E, UCICEREMAREM EOBRITH A, AR EOBREHIE B,
e BELGHESNEZYRYIE TEHMRREEE) & FRES] ©. WIhI BARORMPIZEEH I TLVS,
B 202111121 EEN A B KRR 2 D BISHY B,
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ELES W% 4 - ® % gms | O |EMERE| O
R2-08 SEBR 1T IR
I78Y945IL5% VI7EOZOLRILY
ER&EA EhftE BRAXR
2020/9/25 JAN (E%£) INN DT ZITT-3hEE - R
ERNFETH
Sofpironium bromide sofpironium bromide RHRMRESTIE
2020/11/26
= ghs RBEZIT=308E - DR
&I&AER FDA C%...EREZBDLZLIEE - DIFR)
2023/7/18 Drug Name (BR554) Active Ingredients (f%5>4)
AKIBDHE
(&FRH)
=L
ABIFEHRURL
REMSD %% REMSTHAMRMPIZIZHEWNREE EDES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

18




ELES W% 4 - ® % gms | O |EMERE| O
R2-09 s SER (T He 5 R ER
Id’ﬁl:l 'fﬁgﬁnmg IFOF1RA Yk
ERKZER Rl desmg G E RAKD
2020/9/25 JAN (E#£) INN ADEZTT-208 - DR
ERNF5EH
Enarodustat enarodustat EHE M
2020/12/8
= = RBEZIT=308E - DR
&I&AER FDA C%...EREZBDLZLIEE - DIFR)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
AKIBDHE
(&EEH)
=L
A RIFEFHRURL
REMSD & REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5EHIE -

ER DR

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

BRFEHIE

- ERDEH

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES W% 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 - R
ERsXR - i - e Bets BT f BEL
Cetuximab sarotalocgn spdlum (genetical cetuximab sarotalocan i]l%ﬂ‘ B RFETRIIEERDESR
recombination) i
2021/1/1
= ghs RBEZIT=308E - DR
xIHEER FDA %, .EREZOELEE - R)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
RRBDHE
(&FRH)
L
ABIFEHRURL
REMSD %% REMSTHAMRMPIZIZHEWNREE EDES HCP# 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

20




BLES

iR

ct

%

- ® 4

gms | O |®MER| o

L
R2-11 \ SEER (T IR
I FJLS X450 mg THEL VIERIE
ER&EA FHfFE BRAXR
2021/1/22 JAN (&%) INN DT ZITT-3hEE - R
HRERH TROEHEZICESTHINABRE
Anamorelin hydrochloride anamorelin SNMERATE. EE. . KIS
2021/4/21
e RBEZIT-308E - DR
BRHBEA FDA (% ERARO LB - R
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
RRBDHE
(&FRH)
L
ABIFEHRURL
REMS®D 5% REMSTHAMRMPIZIZHEWNREE EDES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4)

Active substance (R4 )

AROHE
(RzEH)

3L
GEIT)

Adlumiz

Anamorelin hydrochloride

ARIEHRURL

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

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

BEERES L UVEBRTROAREL LTRESAED, REFREOOT A EHIMFIZRATENOAT, BEHEQOLD
ALEFRETOWELEEMAIZEHIBT S Wiz, BMIK20DBEICEG K LLBO LG, oT=,

EBIT, REMT—ER—RDAVTJ Y T4 DFZLEUNERH SN, COFETRABRRARTHRESNDOESRY
FEHFEEDLTFILEFRT S EETERNE SN, EiEENT,

(2017/9/14)
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ELES W% 4 - ® % gms | O |EMERE| O
R2-12 L K& SER (T I &R
vxmbigﬁsmg EYF2REY R RYIL -
ERAZH P BARR
2021/1/22 JAN (E#£) INN ARBEZIT=28E - DR
ERF5EH
Molidustat sodium molidustat EHE M
2021/4/22
= s AREEZ =8 - DR
RRAER FDA (%...EREEDZVBEE - 1R)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
REDHE
(%ERA)
Tl
ABIFEHRURL
REMSD & REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

(X...BREZED

ARERITI-MEE - TR

BB - BB

2023/7/18

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES moE A - & & gas | O |PIRE
R2-14 A0F A IILREHVY D URNAT Y F | hEmi+ 5| & 2R e)
ASFT14HE > (SARS-CoV-2)
ER&EA (BMER%E : bOFATY) EhftE BRAXR
2021/2/14 JAN (E%£) INN RBEZITI=308E - SR
ERNH5EH
Tozinameran tozinameran SARS-CoV-2IZ & % B AED T B
2021/2/16
= 9k = unuém[-}'f’ : J_)J%
BHHER FDA (meWﬂwwaum LY
2022/8/4 XHFEET Drug Name (BR554) Active Ingredients (f%5>4)
AKIBDHE SARS-CoV-2Ic&k YB|EEZhd
GEER) Comirnaty COVID-19 Vaccine, mRNA COVID-19DF B
2020/12/11 (EUA)
2021/8/23 (EX&R)

AERIEIRURL https://www.fda.gov/vaccines-blood-biologics/comirnaty
REMSD»t % REMSTHAMRMPIZ[ZHEWNEE EDES HCP# 1 K%
L L hvirus-disease-2019-

BRSEHRIE - EYRIER

BRSEELE - EURDEH FRSEHIE - EUROBE

L L el
ERREEATER | ) .
(- 2EURL) http://labeling.pfizer.com/ShowLabeling.aspx?id=14471
RGBT~ RITARAR(T X
EICHBTBREMER|GL
DHE
2022/5/17 HET—R 8 —#EEE5~11E~IERT HEUA,
= 2022/6/17 3ED TS 43— —X$EEE6D A ~4m~ KT HEUA,
2022/7/18 12~15m~NEBMARR, ChICkY . 12RULEICDOVWTITEERR LG o1,
= 4 = ARBEZITT=308E - 7]%
BHH=H EMA (% ERRBOB LI - HB)
2023/8/15 Name (BR5E4) Active substance (BZ5 %)
%;o@ﬁ% Single-stranded, 5'-capped messenger RNA SARS-CoV-2I2& > TEIEREZ SN D
(&ZEH Comirnat produced using a cell-free in vitro transcription from [COVID-190) F [h
2020/12/21 omirnaty the corresponding DNA templates, encoding the viral
(A& ER) spike (S) protein of SARS-CoV-2
A RIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR ARSEHIE - EURDBE

mL mL %L
EBMIER :
2021/3/4 T, WM 2021/3/29 ERELBHMOBELEN  2021/414 KRBT LILF—RIS

ARG ~ RFThRAT3L[2021/5/11 EOEN 20217714 DEF#. DIES (FEA)
Z(TBIT 2R E$R(2021/916 £FE. BF. BRFE. BHESLUCHEER  2021/11/18 SR (FH)

DHE 20211127 LR EDEXDHEEE TR M5 [VeryRare (1/10000) 1 I
2022/113  TOYV YT BHEH] ZHIRL, MERE - BREHK (TH) ZEMN
2023/1112  THFELV] %8
EELRECMIZIAIETT I4 7 xv—ROUBE - DIRRCHAERC,
2022/2/281<, IHROBIABLERATELLABARE SN, BRI TEBEMABKRMEE LS EHHSNDISEICOHER] TBIAOBKER TS
LERETIIE] BELSATVS,

= 2022/9/11=Omicron BA.1. [9/12(= BA.4-5% 5 21BN,

2022/10/10 BHRBIZHT.

2022/10/20 3ug/E %4 %645 AN SERATE S & 5 (BB K,

2022/11/10 PRACIZ & YBZ ARDEIRGEZERT 51-0. EREBEF(CHEBEOAREECET 2EMNFRELHELTLS,
2023/1/12 PRACORDIZE Y Teha N Zietn| f- 43, BAQEM Y E |- LR
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ELES W% & - & & s | O [PIEE| O
R2-15 s . BRI I &R
244 LBERE30 mg FORTEFIIONETNALET “
ER&EA EhftE BRAXR
2021/3/23 JAN (E%£) INN DT ZITT-3hEE - R
ERNFETH
Diclofenac etalhyaluronate sodium diclofenac etalhyaluronate ERvERETAE (RRBAET. RREIEN)
2021/5/19
. RBEZIT=308E - DR
BRHBEA FDA (% ERARO LB - R
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
AKIBDHE
(&FRH)
=L
ABIFEHRURL
REMSD 5% REMSTHAMRMPIZIZHEWNREE EDES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES W% 4 - ® % gms | O |EER

R2-16 A R R0 mg REFTRT FAT7 GaETam | FET | O | AR
EREZE A) St REKE
2021/3/23 JAN (#4) INN AREZ =208 - DR
ERF5EH , .

Pabinafusp a_lfa (lgenetlcal pabinafusp alfa L BHEEIR
recombination)

2021/5/19

o uns ABEZF1-208E - DR
RRAER FDA (%...EREEDZVBEE - 1R)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)

REDHE

(%ERH)

Tl

AEBIFERURL
REMSD %% REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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BLES R % & - m % gms | O |FER
R3-01 ARFIAILREHTY D URNAT Y F | sEmir IR 'e)
RI DI\ RERE > (SARS-CoV-2)
EAREZEA (A% D%E : TSYASY) EHHE RERR
2021/5/21 JAN (E%£) INN RBEZITI=308E - SR
ERNF5EH
Elasomeran : elasomeran SARS-CoV-2I= & B B D T
proposed INN)
2021/5/24
s REIDEZIT=5h8E - HE
BRAEHE FDA (% ERRRDO LB - PR
2022/8/4 XHFEET Drug Name (BR554) Active Ingredients (f%5>4)
AKIBDHE SARS-CoV-2Ic & YBlERRISh
(F&ERH) COVID-19D F 5

2020/12/18 (EUA)
2022/1/31 (EEXFEER)

SPIKEVAX COVID-19 Vaccine, mRNA

AERIEIRURL https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/moderna-covid-19-vaccine
REMSD»t % REMSTHAMRMPIZ[ZHEWNEE EDES HCP# 1 K%
L L onavirus-disease-20)

BRSEHRIE - EYRIER

BRSEELE - EURDEH FRSEHIE - EUROBE

7L

TL 7L

ERUEEERITIFR
({2 AIURL)

https://www.modernatx.com/covid19vaccine-eua/providers/

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

2022/1/31I2IERXFRKER. HRFE 18R L,

% 65 B~ 178~ EFEUATH G,

Y RRBEZIT=308E - R
BiHER EMA (. EREROL LI - BE)
2023/8/15 Name (BR5E4) Active substance (R%4%)
%E@@ﬁ% Soik CX-024414 (single-stranded, 5'-capped messenger RNA SARS_COV_Z'%:K;: 2T gl %E’ = é h é

(&&EH) pikevax (mRNA) produced usi II-free in vitro iption f COVID-19m

25(3(21/1 6 (previously CO\/|D_1 g Vaccine Moderna) ::e correp;go:zigu;wi tae;eplaz: ::clor(?in;aln:ecr\ll[i)r;nspif:

- (S) protein of SARS-CoV-2)
(AR
AREHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax-previously-covid-19-vaccine-moderna

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR ARSEHIE - EURDBE

mL mL %L
BMIER :
TREDME ~ B 2|2021/5/11  FHi (1/100-1/10) 2021/7114  DEI% RETRB) . DER GEETRB)
(B R REMIER|2021/11/11 SHAIBE GEETH) 20211217 L% &0 R D % Very Rare (1/10000) (<
DBE 2022/4/29 EMERHAERE 2022/1110 ERFS
2022/12/2 ZEDA#EM
2022/3/7 BEHFHFES NI RV IZOHK - DERABRMN, BATHEEEH.
2022/10/3 BEARIHT,
e 2022/10/20 % #%64 AN LEATE 2 & 5 ISEBILK.

2022/11/10 EFRB DB,
2022/12/2 £ &0 AEIMDEM,
2023/7/20 CHMPAY@E D IFERER B O R, 50T,
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ELES moE A - & & gas | O |PIRE
R3-02 a0FJ4J)LAR (SARS-CoV-2) TV F | e+ B R R @)
NXRETY 7HE Y (BEFHRBAYILT T/ JA4ILAAN
ER&EA 78—) EhftE BRAXR
2021/5/21 JAN (E%£) INN DT ZITT-3hEE - R
ERNH5EH
Vaxzevria SARS-CoV-2IZ & 3 BRLIED T
2021/8/16
= s AREEZ =8 - DR
&I&AER FDA C%...EREZBDLZLIEE - DIFR)
2023/7/20 Drug Name (BR5E4) Active Ingredients (F&%4)
EABDHE
(&EEH)
L
AERIEHRURL
REMS®Dxt % REMSTHAMRMPIZ[ZHEWNEE EDES HCP# 1 K%

BRSEHRIE - EYRIER

BR5ERIE - ERDER

FRSEHIE - EUROBE

ERUEEERITIFR
({2 AIURL)

DI ~ R FThR AT X
EIXBTHREMIER
DHE
o KETIERERBLA. WHOIF2021/2/10ICR2FERARE L TL S,
A

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

AEBEZIT=38E - HR

RAEA =ik Cx. EREAROEVHEE - HR)
2023/2/27T%AET T Name (BR5E4) Active substance (K% %)
REDE = SARS-CoV-2[C & > TEIEREZ N D
(&=28) Vaxzevria (previously COVID-19 Vaccine ChAJOX1-SARS-COV-2 COVID-19D F A

2021/1/29 (FiHFTRER)
2022/10/31 (E#AEER)

AstraZeneca)

AERIEERURL

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

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

S /MR AME & & O /MR IE

352 - NL—ERE

2RI &IMETES

MIXEIC & BEEHE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

mL mL mL
BINER :
) s 2021/3/29 7 LIL¥—RIS
ifi;?ﬁ%@ﬁ%zmway IMRRADE £ S IighE . BB OB
= 0)&21 AX12021/6/18 40w i fie 5 B¢
2 2021/7114 X5 U\ L—ERE
2021/11/22  M/INRIBAMEE % #4048 U VIR I 5 B8 A R M A2 4
M/ REAME Z 4 5 MAREF1RI B RS0 AHI2EE & YSHEEICHKET S, AKEBF18FLL,
= 2022/10/20 73745 F>—1 ZEELGHFEINEY R D SHIER,

2022/10/31 BEERIZHAT.
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ELES W% 4 - ® % gms | O |EMERE| O
R3-04 03, A E55s TS SEBR 1T IR
E S et Al B T A R IR )
ER&EA EhftE BRAXR
2021/6/23 JAN (E%£) INN DT ZITT-3hEE - R
ERNFETH
Upacicalcet sodium hydrate upacicalcet I i&FEHT T O RIEE P IRERERETTERE

2021/8/20

= ghs RBEZIT=308E - DR
&I&AER FDA C%...EREZBDLZLIEE - DIFR)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)

RRBDHE

(&FRH)

=L

ABIFEHRURL
REMSD %% REMSTHAMRMPIZIZHEWNREE EDES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4) Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES W% 4 - ® % gms | O |EMERE| O
R3-05 X . SEEE I IR R
YA =—4%'§g500 mg A A7) 2 UIERIE
EREEA EHitE REED
2021/6/23 JAN (#4) INN AREZ =208 - DR
ERNFETH
Imeglimin hydrochloride imeglimin 2BVHER IR
2021/9/16
= h= RBEZIT-308E - DR
xIHEER FDA %, .EREZOELEE - R)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
RRBDHE
(&FRH)
L
ABIFEHRURL
REMSD & REMSTHAMRMPIZ[EE L\EE EDFES HCPA A K&

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES W% & - & & gms | O |BIRE A
R3-06 . SEEEIT IR
NA ¥ XA EE10 mg YOO/ RE Yk
ERAZH P BARR
2021/6/23 JAN (E#£) INN AREZ =208 - DR
EmFEE BERXEHAEORATMABE DR >
Tucidinostat tucidinostat INE
2021/10/20 BREXIITIHAMOREETHEEY /&
= s ABEZF1-208E - DR
RRAER FDA (%...EREEDZVBEE - 1R)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
REDHE
(%ERA)
Tl
ABIFEHRURL
REMSD %% REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES moE A - & & gas | O |PIRE
R3-07 OFFU—JEERELY k300 [HLUERT GEETEHR) . 1 L7 | BET wAER| O
. A AEHEIL 3T GRAR TR 2
EAKZEA B miEEREE Y F1332 EYJ GEGEFHETZ) P BaRE
2021/7/19 JAN (&%) INN DT ZITT-3hEE - R
ERF5*EH
Casirivimab (genetical recombination) casirivimab and imdevimab SARS-CoV-2(Z & % RREER VT DFHIE
and imdevimab (genetical recombination) EIE]
2021/7/22
= e RRBEZTT-308E - SR
=KAER FDA X . BNRBOLGEE - $18)
2023/7/20 Drug Name (BR5E4) Active Ingredients (F&%4)
5 = ARPELTAE., EEDCOVID-19IZ3#
%%QE) TTBIVRIDNENEEDARR
URELA) REGEN-COV CASIRIVIMAB AND IMDEVIMAB | REB#% %5
(EUA)
ABIFEHRURL -
REMSD 3t % REMSTHZADMRMPIZ 4 LVRE EDER HCP#H 1 K%

BRSEHRIE - EYRIER

BR5ERIE - ERDER

FRSEHIE - EUROBE

7L

7L

7L

ERUEEERITIFR
({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=IcRBE

&% DFEETHHRMNEME Nz, 2022/1/2412, 3V O VKRORITER (T, REGEN-COVOFEZEZITIZ WERKDRITH
1IZBR > THIFAT % & 5 Fact sheeth’'dfsh 5h f=,
o 4o AEBEZIT=38E - HR
BREER EMA O ERRBOELIEE - HE)
2022/7/25 XREET Name (8R5E4) Active substance (F% %) BERLENREL#F. BEDOCOVID-
AN E VITETTHVRINFVEERICET
GxEER) Ronapreve Casirivimab and imdevimab (z;)OC\SI)gl?; 9$F§?§
2021/11/12 ke
A ERFEIHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/ronapreve

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

L

L

L

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

"5

BEOBTEINLVRIBLIVBENYRY 2L, BAORMPTHE L TLWIBBIERLS > T7a—YavRibE TEET
TN ELTLS, BEDORRIFAFLOKgLLET12mELLE,
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ELES W% 4 - ® % gms | O |EMERE| O
R3-08 > =030 SER (T He 5 R ER
“t"ftl%"h%x';()fo/’ $I73I5R b
ER&ER " i EpftE RaED
2021/9/27 JAN (%) INN AREZ =208 - DR
ERNF5EH
Difamilast difamilast 7 rE—HERE%
2022/6/1
= ghs RBEZIT=308E - DR
&I&AER FDA C%...EREZBDLZLIEE - DIFR)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
AKIBDHE
(&EEH)
=L
A RIFEFHRURL
REMSD & REMSTHAMRMPIZ[EE L\EE EDFES HCPA A K&

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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BLES R Ok 4 -8 % gms | O |FER
R3-12 L o _ SEEEIT IR O
¥ E 2T ¢ R ER500 mg YV rOEY D GEGFMER)
ERNEZEHE ES BRo&R
2021/9/27 JAN (%4) INN RRBEZITT=308E - R
ERF5*EH
Sotrovimab (genetical recombination) sotrovimab SARS-CoV-2 [T & & BEEAE
2021/9/29
= gns RBEZIT-308E - DR
BHAER A k. ERKBOLLHEE - HB)
2023/7/20 Drug Name (BR5E4) Active Ingredients (F&%4)
ADHE ABRPFRTHE, EEDCOVID-19[ZH#
%%‘0’)’5) TIBVRIDNBVERENPFERE
pics SOTROVIMAB SOTROVIMAB Dk
2021/5/26
(EUA)
ABIFEHRURL -
REMS D x5 REMST HAMDRMPIZ[Z74 VR E DB HCPA A K%

BRSEHRIE - EYRIER

BR5ERIE - ERDER

FRSEHIE - EUROBE

7L

7L

7L

ERUEEERITIFR
({2 AIURL)

https://www.sotrovimab.com/

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

Warning®—"2IZ TERDIEE] NEFEFN TS,

% 2022/4/51=, # 34 0 UBAMDRITISHEMNHTEALE LT, 2K TOEVAZHEL,
o ehe ABEZIT=38E - DR
BHEER EMA % EREBOE L - HE)
2022/7/25 XEREFET Name (8R5E4) Active substance (Rt534) X

REDEE BFRmEELELES . EEOCOVID-
Ee 19[TEATT 5 U RIBENEEITEF
(F&ZH) Xevudy Sotrovimab %COVID-190 A%

2021/12/17

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

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

AL B ZL
HREREF ~ RITARARAT X
EITHTEREMER|FL
DHE
BEOBTEINELVRIBLIVBENYRY 2L, BAORMPTHE L TLWABBIEPLS > T7a—Ya vRibE TEET
- BN EFHELTLNDS, MRIEAFI0kgUL ED12FELLE,

2022/5/61<, A =49 A UBA2E#ZEADIN vitro RIS FEE > TLVDEDIER. BRRMNERIEITHE LTV S,
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BLES RO 4 - B % gms | O |BNEE
R3-13 N . SeBRIT H5AIRER O
5457 1)*HhT€IL200 mg ELXESEL
ERAZEH it E REXR
2021/12/24 JAN (E4£) INN ARRBEZT=38E - DR
ERFE5TH
Molnupiravir molnupiravir SARS-CoV-2IZ & % R4
2021/12/24
o s RBEZIT=%08E - R
BHHBEH 2 (k. ERRRO LI - HE)
2023/7/20 Drug Name (BR5E4) Active Ingredients (Bfi5>#) ABOTEER L. BEOCOVID-19121
REDHE T35V RINEL. OERRBInTz
(F&:RA) AEESFIATELRL, BEMSDE
kAl LAGEVRIO MOLNUPIRAVIR o 0 sl e
(EUA)
ZIEE|URL -
REMS D »i% REMSTHAMDRMPIZ[FERE EDBE HCP# 1 K%

ARSEAIE - EREER

ARSEHE - BN EH ARSEHIE - EURDBE

B L L
E%giﬁﬁég%ﬁ https://www.fda.gov/media/155101/download
RGBT~ RETARARAT
XEICBETHREM |—
EERDBE
PYEBRTHREEENTEINTE Y., BATEHERFAOREFIER, KETLHEISIAVDS, EREEFICLHH
= B-ABEY—ARAS0RTATSLADEMEEEFHITHAEN S5 5 EAFact sheetlTRENTLVS,
" 2023/7/17 EUAROEIMER E LT, HILBREE, B, REREE, BBYE. 77 745F 20—, NEERE. RESLV
RTHBEE. 3. £ 5EE. #P. ERPERIXEICEE EECEARBRETH) .
e R LT T INEE - DR
XREHER EMA CX...ERNEBDOELIEE - IR
2023/8/14 Name (BR5E4) Active substance (F¢% %)
ABORE
(%FH)
2021/11/19 Lagevrio Molnupiravir
(R2ER)
2023/6/21
CBERERFEOMT
AEBIERURL https://www.ema.europa.eu/documents/referral/lagevrio-also-known-molnupiravir-mk-4482-covid-19-article-53-procedure-conditions-use-conditions_en.pdf

BADORMPIZIFZEVORMPEDEELRHESNIZY XY

ERDYRI~DORE

ARSEHIE - EUREER

ARSEHE - RO ER ARSEHIE - EURDBE

A GBI ~ AR AT
XEITBTHREM
IEERDBE

"%&

2021/10/25I=Rolling reviewZ fish L. 2021/11/19IE XA BIEE - AFRITEIL > T, EUMBZEICRIROEAEHEEL -,
2023/2/23 KHEIZ L BERIRHIGEART 4 v FOBEMN S, CHUPAKRBEICOVWTEEMLERMEZRL. B2241cEAN
BBRLITETOIBETERALL,

BETBRICESE, BETZEML TV =AY 2023/6/21(2KR
THEH)

FOMT &Iz, (BRERAICEL TREEHN
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ELES W% 4 - ® % gms | O |EMERE| O
R3-14 S, ; g~ SEBR 1T IR
TRAIxSET A Mg VA7 Oy GRETFEST) -
ENEZR B ’ 9 ST E REKR
2022/1/20 JAN (&%) INN DT ZITT-3hEE - R
ERNFETH - S e e e
Somatrogon (genetical recombination) somatrogon ;gﬁfg?ggb FLRRAILE i
2022/4/27
o~ RBEZIT=308E - DR
xIHEER FDA %, .EREZOELEE - R)
2023/8/14 Drug Name (BR5E4) Active Ingredients (F&%4)
S NEERRFRILE D ORBTLIZR DMK
REOTR EBELET 3RULONEEEEE
(&EH) NGENLA SOMATROGON-GHLA T BHE CERKRILEC 7O HE
2023/6/27
A RIFEFHRURL
REMS®Dxt % REMSTHAMRMPIZ[ZHEWNEE EDES HCP# 1 K%

BRSEHRIE - EYRIER

BR5ERIE - ERDER

FRSEHIE - EUROBE

ERUEEERITIFR
({2 AIURL)

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

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

2022/1/211ZFDAAYComplete Response Letter (CRL)ZFH L. FRBLLE > EMETIEA SN TS,

% 2023/6/27 FHB. FEEEETEEHA— SKEN,
= gh o ABEZIT=38E - DR
BHEER EMA % EREBOE L - HE)
2022/7/25 XAEFTT Name (BR5E4) Active substance (R{%4)
%(E’S\_G;)]ﬁﬁﬂ BRERILE DDA EHESRIE
AR H Ngenla Somatrogon
2022/2/14
A RIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/ngenla

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

L

L

L

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

"5

FIURZIZHEER TS,

BEADRMPIZE T, BEELFESAEZYRI EEShTWVD

MERBEE ) (&, EMATIE M2 88 R%m1 & L TEELER
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ELES W% & - & & s | O [PIEE| O
R3-15 N ) SEEEIT IR
E 3 v mi##iER150 mg BS54V 8UF RS L
ER&EZE SfEftE RaER
2022/1/20 JAN (&%) INN ABEZIT=MEE - SR
EmFEE TRERARIEI & B < 4 & Hi I 7 % O B I
Clazosentan sodium clazosentan e BRUCNICES RIEER UVMNE
2022/4/20 nfE RO FEAEHNHI
. REIDEZIT=5h8E - HE
BHHAER FDA (% ERRBOL HEE - HR)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
AKIBDHE
(&EEH)
=L
A RIFEFHRURL
REMS®D 5% REMSTHAMRMPIZ[EE L\EE EDFES HCPA A K&

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/18

Name (BR5E4) Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

36




ELES B oE & - 1 % gs | O |l o
R3-16 N e s = SR+ L
f ¢ 7 — b FEE400 g ITHALFXE I;ﬁ;))b77 (GEfzF#
EAREZEA EHHE RAaXR
2022/1/20 JAN (E#£) INN ABEZITT=-%8E - R
ErR5EH . . LEREHEH\/AERT AL RHIXIE
O bt efgartigimod alfa 7 B4 FRILUS OREMFFIA 5312
2022/5/9 =% Lﬁh‘i’?ﬁé‘liﬂﬁé)
= s EBE (- IEE - B
BHHAER FDA (% ERRBOLLHEE - HE)

2022/7/21 XEREX T

Drug Name (BR5E4) Active Ingredients (F&%4)

ARDHE M7 EFILIY) ORERRAGE )
GRER) VYVGART EFGARTIGIMOD ALFA DRABEDE S EBEHRNE
2021/12/17
A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7611950rig1s000TOC.cfm
REMS®D x5 REMST HAMDRMPIZ[Z74 VR E DB HCPA A K%
HL L %L

BRSEHRIE - EYRIER

BR5ERIE - ERDER

FRSEHIE - EUROBE

7L

TL

7L

ERUEEERITIFR
({2 AIURL)

https://www.vyvgarthcp.com/

R ~ REThRR (T X
EIThITrREMER|EL
DBE
- F) Ma7tEFLaY oRERREREGE] (FERTEHESICA>TLEL,
o DT ZITT-3hEE - R
BiHER EMA (% ERRBROL I - HE)
2023/8/16 Name (BR5E4) Active substance (R4 )
RABDHE e
= BEREMENE
GxEER) Vyvgart Efgartigimod alfa
2022/8/10
A RIFHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/vyvgart
ERDY R ~DRE

BHADRMPIZIZHELRMPEDEELEESNEURY

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

mL mL %L
FKERES ~ BT X
EIHT2REMER|FL
DHE
e 20181321124 — 7 7 LB
: BERRE SN RS EAEL,
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ELES W% 4 - ® % gms | O |EMERE| O
R3-17 . . SERIF IR
1) 7 X 7§45 mg T—IO7EXYU NI UMIE
EAREZEA EhftE RERR
2022/1/20 JAN (E%£) INN RBEZITI=308E - SR
ERNF5EH
Gefapixant citrate gefapixant AT DIE MR
2022/4/21
= = RBEZIT=308E - DR
&I&AER FDA C%...EREZBDLZLIEE - DIFR)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
AKIBDHE
(&EEH)
=L
A RIFEFHRURL
REMSD %% REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5EHIE -

ER DR

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/20

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

AR5EHL -

[E4R DI ER

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

38




2021/12/22 (EUA)
2023/5/25 (EERXFEER)

ELES W% 4 - ® % gms | O |EER
R3-18 . . . SEEE I #HERR2| O
NE¥OEyY F/Rvy ZILR FLILENY FFEL
ERNEZEHE FHfFE BRo&R
2022/2/10 JAN (&%) INN RRBEZITT=308E - R
ERF5*EH
Nirmatrelvir and ritonavir nirmatrelvir and ritonavir SARS-CoV-2IZ & % B E

2022/2/14
[y RBEZIT-308E - DR
xIHEER FDA %, .EREZOELEE - R)

2023/6/26%FAEET Drug Name (BR5E4) Active Ingredients (A5 %)

RAOER ARPELTAE., EEDCOVID-19IZ3#

e AFBVRIDNEVBENSPEESRE

[ PAXLOVID NIRMATRELVIR AND RITONAVIR

D3

A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2171880rig1s000TOC.cfm
REMS®D x5 REMSTHAMDRMPIZ[ZHWVRE EDBES HCPA A K%
L L mL

BRSEHRIE - EUREER

BRSEELE - EURDEH FRSEHIE - EUROBE

7L

7L 7L

EEEEER IT1ER
(=2 {AIURL)

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

R ~ REThRR (T X i ‘
F(2B T BREMIER(2023/525 EXKR. FDME. Boxed Warningl=. EUADEIZIE A > =EYHEERADTESEA MO S =,
DBE
12 L EMDIREA0kgLL EDBEN KR, EMEEERADT-H., VY75 RA%ECYP3AIZKE KKF L. BREARZIGEBIZ DA DEMIEH
AR, #BIZ. CYPAM U Ta—Y—DFERAEEZDOEEL R, BADRIIEICEH, SHOHAZEE - HRATEEMNAUR FShTWS,
Bz 2022/7/6|ZFEHIEHIZ & DU AMHFAT STz,
2023/2IZ, SARS-CoV-27 4 JLAREDEHTITH BRI,
2023/5/25|EXRKRB SN, EWHEEERICET HBoxed Wamingh B S hf=,
o ehe AKEBEZIT=%08E - SR
BiHER EMA (% ERRBROL I - HE)
2023/8/17 Name (BR5E4) Active substance (R{%4)
: — BEHHRELELES. EEDOCOVID-
=7 (1R,2S,5S)-N-((1S)-1-C -2-((3S)-2- lidin-3- e g — N
%"'Dgﬁ# yl)ethyl)-3-((25)-3,3-dimyee;tl:(y)l-z-(2,2,2-1;;35rygrailelg1mido) 1OIEFTTHURIBAEVEFICSIT
R 8) Paxlovid butanoyl)-6,6-dimethyl-3-azabicyclo[3.1.0]hexane-2- ACOVID-190 588
2022/1/28 carboxamide -
(%ﬁ'ﬁ"ﬁ(gﬁ) ritonavir
AFRIEIRURL https://www.ema.europa.eu/en/medicines/human/EPAR/paxlovid

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR ARSEHIE - EURDBE

R~ R RT|2022/7/6 EOX T HLEHBEZRN OB,
E(IH TR ER|2023/4126 HRENFIFEOFHRAICET 2LEEEEH L. EIR~OEKEOTREINEERE L.
DBE 2023/6/23 mMMED ' R Y #BEE.
BADRER, BEEGHEINZY R IEAEL,
BATEHEQXF D HLEIHBAEZRDOEE,
EE 2023/1/27 CHMP & Y @R R ZDENE

2023/2/24 BEER.
2023/6/23 MREREICLYBMEDN ) R £/ A XEITERL. RMPTIIHBOSLER L & L1,

39




ELES W% 4 - ® % gms | O |EMERE| O
R3-19 . . SEEEIT IR
A 0% 355120 mg HOFHTSRRAFIL
ER&EZE SfEftE RaER
2022/3/28 JAN (¥4) INN ABEZIT=MEE - SR
ER#TH hEEDEEERERX -7/ HUF
Carotegrast methyl carotegrast ILVEBRERIC L 2B THRT+HHIGE
2022/5/30 [=R%)
= = RBEZIT=308E - DR
&I&AER FDA C%...EREZBDLZLIEE - DIFR)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
AKIBDHE
(&EEH)
=L
A RIFEFHRURL
REMSD %% REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/20

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES W% & - & & gas | O |PIRE
R3-21 g SEER (T 457K R
FLIXREHERS mg FLATE U VBT RFF b UL -
ERKZER AR 9 G E RAKR
2022/3/28 JAN (F4£) INN ABEZITI=508E - DR
HRERH L—THREZEDMDOFIRETHRET+
. _ R R THER
Tolvaptan sodium phosphate tolvaptan DRI 84 2 KRS
2022/5/30
= gps RBEZIT8E - DR
RRAER FDA X% .BEINEZEOL LS - $HE)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
EABDHE
(%ERA)
L
AEBIFERURL
REMS®D 5% REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR

2023/8/17

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

L

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

41
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ELES W% 4 - ® % gms | O |EMERE| O
R3-23 . . L SEER (T IR
SF—HAETEFRAOMg>) oo FEVXTT (EEFHER)
ERNEZEHE FHfFE BRo&R
2022/3/28 JAN (&%) INN DT ZITT-3hEE - R
ERF5*EH . s 2= -
Nemolizumab (genetical recombination) nemolizumab ;;;;;ﬁffﬁggﬁﬁégf (BEFF 6
2022/8/8 ’
- RBEZIT-308E - DR
xIHEER FDA %, .EREZOELEE - R)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
RRBDHE
(F&EEH)
L
AEBIFERURL
REMSD %% REMSTHAMRMPIZIZHEWNREE EDES HCP# 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/20

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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B REE

BLES B % 4 — & & RS @] 2L @]
R4-02 o . SEER (T IR
FILET X 1 iEFER135mg HYFLTy
ERAZH SHfHE BARR
2022/6/20 JAN (E#£) INN AREZ =208 - DR
ERNH5EH
Darinaparsin darinaparsin BREXITHAMORMEETHEE) > /08
2022/8/22
= gps AREEZ =8 - DR
BHHAER FDA (% ERRBOL HEE - HR)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
EABDHE
(%ERA)
Tl
ABIFEHRURL
REMS®D 5% REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/20

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

7L
F—=27v)

Darinaparsin

RIEMTHREY L/ (REEIE. 0t
DOESME. B - BE)

ARIEHRURL

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

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

2011/4/1512A4—27 7 VB8R,
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ELES W% 4 - ® % gms | O |EMERE| O
R4-03 SEBR 1T IR
Tz t1)§F40mg EXFRED
ERNEZRE SHfHE REER
2022/6/20 JAN (#4) INN ABEZITI=508E - DR
EW%%B A shERi A (T EE S| A
leltesplb plmltesplb %/u“:—?;§1£1£|- = Jrind L,t/iélﬂ: Eﬁﬁgﬂi
2022/8/30
o uns RBEZIT8E - DR
RRAER FDA X% .BEINEZEOL LS - $HE)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
EABDHE
(%ERA)
L
AEBIFERURL
REMSD %% REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/20

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES m % 4 - # % gmn | O |FMER
R4-04 TSI FEEy FRYFERT GEEFARR) . v | FET mpxe) O
Em&ZE AEXT GREFARR) apHE RAEKE
2022/8/30 JAN (&%) INN AREZIT=38E - DR
EMRFE5EH ~
Tixagevimab (genetical recombination) SARS-CoV-2(Z & % RREER VT DFHIE
and cilgavimab (genetical recombination) i
2022/8/31
o e ABEZF1-208E - DR
xIHEER FDA %, .EREZOELEE - R)
2023/7/20 Drug Name (BR%54) Active Ingredients (Fi%4) SARS-CoV-2I=BR L THLT. BREEDRAD
BMELLVTEOEFCS T 2REOBRZNTH
RBDHE 1) PEE~BEOREFLICEYTIFUONR
GRZB) EVUSHELD TIXAGEVIMAB CO-PACKAGED WITH  [#sgic sy
2021/12/8 CILGAVIMAB 2) ERGEMEREREO-OFERY DTV F &%
(EUA) EMRTELN
AERIERURL -
REMSD 5t % REMSTHAMDRMPIZ[FH NRE EDBES HCPA 1 K%

BRSEHRIE - EYRIER

BRSEELE - EURDEH FRSEHIE - EUROBE

7L

7L 7L

ERUEEERITIFR
({2 AIURL)

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

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMEZIZIE TSARS-CoV-2I2 & 2R DHBEIEAEENDA, EUADRRIE MRZHTFE DH.

- 2023/1/26 AFIEBBHHOEIEAZ NS> BIFEUAZ—BBIT 2o & & She, BL. BAFILERMIZAFIC & > THA
SNAZLERBARTT 2 EAITHAT. ERSECEELE ISV TARERELTH CEEHELTING,
e KDL 2 -8 - DR
BHHAER EMA (%... EREROE VA - MR)

2022/12/3 XREFET

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

COVID-19D R ERT T B

Bl = .
s BEREREELE L ¢ FEELD Y X
= Evusheld Tixagevimab and cilgavimab I AEWNEEICHEITBHCOVID-19DEE
2022/3/25
AREHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/evusheld

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR ARSEHIE - EURDBE

AL B ZL
R~ BRI 1
E“*Zﬁéfﬁhﬁ ABROEBAEN DEME A, ZOREMTOT 7 A LETHORBRTE DN L0 LG
EEABESNEURSE (L] . BAORMPTEFSNS (737455 —SQEHABEE] 2oL TIE, BEERE
e BI-h TR AEERAHE SN TGN EEED T, Be L OBAFEICEE 0400 S HEMI- I S h T

%o
2022/9/16 FARIZBE T % &S & BiS.
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ELES W% 4 - ® % gms | O |EMERE| O
R4-05 ) . . o SEEEIT IR
+/IVSETFEIOMgT ) oo VS )RXTT GEEFHEBR)
ERNEZRE SHfHE BARR
2022/9/26 JAN (E#£) INN AREZ =208 - DR
ERNH5EH
Ozoralizumab BEABRCHRTI+ALEE ) V< F
2022/12/1
= s ABEZF1-208E - DR
RRAER FDA (%...EREEDZVBEE - 1R)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
EABDHE
(%ERA)
Tl
ABIFEHRURL
REMSD & REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5EHIE -

ER DR

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/20

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

AR5EHL -

[E4R DI ER

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES W% & - & & s | O [PIEE| O
R4-06 . . SEER (T IR
ZRE I Ri#E#E450 mg Z2ARY Y3 T (EEFREZ)
ERNEZEHE FHfFE BRo&R
2022/9/26 JAN (&%) INN DT ZITT-3hEE - R
EMRFE5EH
Spesolimab spesolimab IRAMEICS T2 MEROHE
2022/11/16
=3 =h - Shab . 7

BrEER FDA ARBEZIT=308E - DR

CX...EREEDIZ VI - IR)

2022/11/24 XREZT

Drug Name (BR5E4)

Active Ingredients (F&%4)

ERBDAR £ 8 —04%2-36 BEEERET,
= 7 = £ 3] =8 re: S
2022/9/1
A RIFEFHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7612440rig1s000TOC.cfm
REMS D3t %& REMST HAMDRMPIZ[Z74 VR E DB HCPA A K%
L TL L

BRSEHRIE - EYRIER

BR5ERIE - ERDER

FRSEHIE - EUROBE

7L

TL

7L

ERUEEERITIFR
({2 AIURL)

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

DI ~ R FThR AT X
EIBIFHREMEER|GL
DHE
= RPEDQBESEESNS -0, FBERRBE~OBREFEHE X) FLEER (B) LshThY. BEELF Y

DENnB,

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/20

Name (BR5E4)

Active substance (R4 )

AROHE
(% H)

2022/12/9
(EHERER)

Spevigo

Spesolimab

fREMEE (GPP) MORMREICHT
3 BEIFUA

AERIEERURL

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

BHADRMPIZIZHELRMPEDEELEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

"L

mL

"L

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

"5

RMPOEBLBEENF YRS IE (L] , BAE [EEERRE]

TEHRMBHMIEI 2EIFTND,




BLES

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

mL
R4-08 LS T SER (T He 5 R ER
I*ﬁ%‘“@iﬂ%‘)omg LA RS b b OLEE
ENEZR R ST E REKR
2022/9/26 JAN (E%£) INN RBEZITI=308E - SR
ERNH5EH
Valemetostat Tosilate BRXIITEAMORATHEEM0E) »
INFE
2022/12/20
o g ABEZ =3 - R
RRAER FDA X% .BEINEZEOL LS - $HE)
2023/7/20 Drug Name (BR5E4) Active Ingredients (f%5>4)
EABDHE
(F&ERH)
L
ABIFEHRURL
REMS®Dxt % REMSTHAMRMPIZIZHEWNREE EDES HCP# 1 K%
AR5k - [EURTELR BRSEAIE - EURDIEH BR5EAHLLE - EUIRORE
EEEEE R (T1ER
(3 AIURL)
R ~ REThRR (T X
ECHBTERLMER
DHE
-
= e RAEZ =20 - DR
BRBER EMA (% ERRBROL I - HE)
2023/7/20 Name (BR5E4) Active substance (R{%4)
EBDHE " e
- REMETHIRR Y >/ \[E
CGREEH) Valemetostat tosilate
TL
(=2 7)
AFRIEIRURL https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-22-2572

BADRMPIZIZHELRMPEDEELBEESNEURY EED R ~DFREK

ARSEHE - BN EER

ARSEHE - RO EHR ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

2022/2/241A4—7 7 B,
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ELES W% 4 - ® % gms | O |EMERE| O
R4-09 ) . . SEER (T IR
vV a—/\$£125mg IVYRLILELTRIVESE
ERNEZRE SHfHE REER @]
2022/11/22 JAN (E#£) INN ABEZITI=508E - DR
ERNH5EH
Ensitrelvir Fumaric Acid SARS-CoV-2IZ & % B
2022/11/23
=g ABEZF1-208E - DR
RRAER FDA (%...EREEDZVBEE - 1R)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)
EABDHE
(%ERA)
Tl
ABIFEHRURL
REMSD & REMSTHAMRMPIZ[EE L\EE EDFES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR
.. ENEZEDLZIEE - 21R)

2023/7/20

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE
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ELES W% 4 - ® % gms | O |EER

R4-10 T SER (T He 5 R ER
ERKZER : 7 9 G E RAKR
2022/12/23 JAN (#4) INN ABEZITI=508E - DR
ERERA TILYINA I —BIZBEGEIZH T % FRENAE

. . YA T —RIZBENGE 2 H 1 B REE
Donepezil donepezil SRk DR AT I

2023/4/14

s RBEZIT8E - DR
RRAER FDA X% .BEINEZEOL LS - $HE)
2023/7/20 Drug Name (BR554) Active Ingredients (f%5>4)

AEDHE

(%ERH)

L

AEBIFERURL
REMSD %% REMSTHAMRMPIZIZHEWNREE EDES HCP#H 1 K%

BRSEHRIE - EUREER

BR5ERIE - ERDER

FRSEHIE - EUROBE

EEEEER IT1ER
(=2 {AIURL)

AR GBI ~ SR hR A 3L
EIXBTHREMIER
DHE

EMA

AEBEZIT=38E - HR

2023/7/20

Name (BR5E4)

Active substance (R4 )

AROHE
(R:EH)

mL

ARIEHRURL

BADRMPIZIZHELRMPEDEELBEESNEURY

ERDY) R ~DXE

ARSEHE - BN EER

ARSEHE - RO EHR

ARSEHIE - EURDBE

FRGREF ~ SR hR A 3L
EIXBTHREMIER
DHE

50
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