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= EMATIZS D E CAAMNADHDEG. EREGHESAIZY RV ELTIE, BAER L KMEMMAEAERE, T DOEHRE

EE(E. BRORMPTREZELEEMY R HKL,

12




B REE

BLES R % £ - & 4 SERIT | &HfAE L FBI AR
R1-09 . ) ) )
773 F3$£250 mg TRF = TIRERIE KT -
E3[ap =] ARBEZ(T=%08E - SR
2020/3/25 JAN (3E4) INN o L
METEEZFIV YV 4RFYEVTE
ERF#5EH EEHEOUBRTEEAET - BROIEN
Tepotinib hydrochloride hydrate Tepotinib HRa iz
2020/6/1
s ARBEZ(T=%08E - SR
LAY FDA Ok ERKBOR LM - R
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
i&(gggjﬁ METT S Y U14RFy TEREHT S
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B REE

BLES R % £ - & 4 SERIT | &HfAE L FBI AR
R2-01 N : o
/\%‘b?}'g;:oo mg REF1RE Yk
ER&ZER B aESimg ERERT-HEE - PR
2020/6/29 JAN (Z4£) INN
ERNF5EH EHam
Vadadustat Vadadustat
2020/8/26
= s ARBEZIT=208E - R
LAY FDA Ok ERKBOR LM - R
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
ARDHE
(&E2H)
L
AGBIFHRURL
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCP# A F%&

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARER TR - DR
k.. ERKBOL LB

S ED)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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B REE

BLES R & 4 — & & SBRIT | ST E L IR
R2-02 NI o
H T £IOFIREY b :
ERNEZEH RBEZIT-308E - R
2020/6/29 JAN (F#£) INN
ERFETH EHEm
Daprodustat Daprodustat
2020/8/26
= gns ARBEZIT=208E - R
BemEE ALl Ox. BRKBOL VB - BR)
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
ARDHE
(&E2H)
L
AGBIFHRURL
REMS D5t REMSTHAMRMPIZ[EH LVRE LDBES HCPH A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARER TR - DR
k.. ERKBOL LB

S ED)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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B REE

BLES R % £ - & 4 SERIT | &HfAE L FBI AR
R2-03 . ) o )
IVRFTYTETFEI20mg ) oD B rZURTT (BElEFHAERR) -
E3[ap =] ARBEZ(T=%08E - SR
2020/6/29 JAN (F#£) INN
ERZ=R BHBERRRARY bS5 LEE (R
5C S B A A O
Satralizumab (genetical recombination) Satralizumab REMKEEL) OBRTFH
2020/8/26
= gps RBEZIT=308E - SR
. A Ok ERKED L LB - HE)
2022/4/28 Drug Name (BR5E4) Active Ingredients (Fi%34)
%g'@gﬁ# M7 Y TR VARARBEOREEER
= ENSPRYNG SATRALIZUMAB KRN FLEEDBR
2020/8/14
ARIERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/7611490rig1s000TOC.cfm
REMSDxt & REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&
L Tl Tl

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

7L

7L

7L

EEEEER ITER
({22 {AIURL)

https://www.enspryng-hcp.com/

AR~ SRR [BMNEE
XEITHITAREM |2021/53 TRAERE] ITH1T2BEMELHEM
1EHRDUWE TAZ#EM] O TEED28%] M TEHD30%] IZEE
-
e EKBEZ T =30EE - HR
LAY 2 EMA Ok ERRBOR LM - HR)
2022/4/28 Name (BR5E4) Active substance (Fi%4)
ﬁzg’:g?g)m E[Li%EP?ET?_TTﬁ 1) >4 1gGHKIBE T
= Enspryng satralizumab HLEHREMBARY FILES
2021/6/30
A ERFIHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/enspryng

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

L L L
REBE ~ RS
XEICBIT2REH |THL
TEHRDWE
HE FELRBEEINY XL TRSE (Serious infections) | MDA T, BATHEIFOLhTWS,
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B REE

BLES R % £ - & 4 SERIT | &HfAE L FBI AR
R2-04 y s )
FILa IR0 hTTF = TR _
ER&ZER = g ERERT-HEE - PR
2020/6/29 JAN (3E4) INN o o
ME TEEFIVV 4 RFYEDY
ERF#5EH EEBHEOUIBRTREAET - BROE
Capmatinib hydrochloride hydrate Capmatinib INSRBE B
2020/8/26
s ARBEZ(T=%08E - SR
LR P Ok ERKED L LB - HE)
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
i&(gggjﬁ METEZFIV Y U 14RFIEVTE
= TABRECTA CAPMATINIB HYDROCHLORIDE [ RIB1ED I/ Rk
2020/5/6
ARIERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/2135910rig1s000TOC.cfm
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&
L Tl mL

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

7L

7L

7L

EEEEER ITER
({22 {AIURL)

https://www.hcp.novartis.com/products/tabrecta/met-exon-14-skipping-mutation-nsclc/

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

7L

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(&zERH)

2022/4/22
(Positive opinion)

Tabrecta

(RZEH)

capmatinib

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BLES R - B % sl | gt | BIKR | spise
R2-05 TTRASBARNTLNERR | pyon ummis T25Y07 °
[l WARA TEILFAE S ILRUEET R Tl -
EREZEB B BRARNTELERE Edtading T EREZ T 2EE - MR
2020/6/29 JAN (%) INN " .
SEXME RARTOA FHRUE
ERRE5THE Indacaterol acetate and mometasone Indacaterol acetate and mometasone fﬁa:EFH“IEU&JKBZ@J;%&%IJG)HFH#M\E
2020/8/26 furoate furoate e o))
= s ARBEZIT=208E - R
LR ALl k.. ERKBDOEHEE - )
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
ARDHE
(&E2H)
L
AGBIFHRURL
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCPH A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

RERE ~ RS
XEIZHBITEREMH
TEHRD W TE
-2
e EKBEZ T =30EE - HR
LAY 2 EMA Ok ERRBOR LM - HR)
2022/4/28 Name (BR5E4) Active substance (Fi%4)
B E WAILFIARTOA FHIE LVRA
(&RZEE) indacaterol acetate FERE BB BY R Tl L) - BT
Atectura Breezhaler mometasone furoate ERVERROM R
2020/6/23
A ERFIHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/atectura-breezhaler

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

7L

7L

7L

TR ~ AR A
XEICHITHREM
TEERDLE

~

e
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B REE

BLES R E 4 — & & FBRIT | M E L HEBI AR ER
R2-06 o = AU HhTO—LEEE Y aER= o
TIITRARD THNIRE | ohRten T A5 TUIS RS :
ERNXEHE i I BMIZTIL RBER -2k - R
2020/6/29 JAN (%) INN [EXME (RART AL FH, R
— FE 4 R IR A B25R 3 B UM R B il 5
ENTE Indacaterol acetate, glycopyrronium Indacaterol acetate, glycopyrronium  [{40E Ao ) UFIQOHEANNETIS
2020/8/26 bromide and mometasone furoate bromide and mometasone furoate &)
=00 AEBEZT=38E - HR
LAY FDA Ok ERKBOR LM - R
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
AROHE
(K H)
mL
AGRFEIRURL
REMS D>t REMSTHADRMPIZ[F W RE EDBE HCP#H A F&%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FREREF ~ REThRARAT
XEIZBIT2REH
1EHRDUWE
e
= e RBEZIT=308E - DR
s 20 Ok ERKED L I - HE)
2022/4/28 Name (BR5E4) Active substance (F%34)
RISMERARB2EEIZE L . BTHEIC1ELL
FIDHE EOmBEEBERBRLI-SAEORA
(%=2A) indacaterol JLFIARTOA FHRIOMFREDOHE
Enerzair Breezhaler glycopyrronium bromide HAEHLETTILEYICEBTEAVEA
mometasone DifEEEE
2020/7/3
ARIERURL https://www.ema.europa.eu/en/medicines/human/EPAR/enerzair-breezhaler

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

7L

7L

7L

TR ~ AR A
XEICHITHREM
TEERDLE

~.
i

£N

e
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B REE

BLEE R % 4 - B’ % LG R R e
R2-07 S o
/ﬁyﬂgﬁ?mg T4NTFZIILA B -
ER&ZER A aRetimg ERERT-HEE - PR
2020/9/25 JAN (Z4£) INN
EAREER BEABRTHRS A GES) V< F
Filgotinib maleate Filgotinib (FEDRERBRBOMLEET)
2020/11/18
&= gks RRBEZIT-308E - SR
BemEE ALl % BAKEO L B - BR)
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
RABDHE
(&FRAH)
L
ARIFEHURL
REMS D #% REMSTHAMRMPIZ[F74VR2 EDEE HCPH 1 K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FREBEF ~ AT AR AT
XEIZBIT2REH
1EHRDUWE
e
s RBEZIT=308E - DR
LAY 2 EMA Ok ERRBOR LM - HR)
2022/4/28 Name (BR5E4) Active substance (F%34) oy T Y
] EAORGHAF+HTHBMEIE
e RAED . PEEM S EEDEHEE
g Haoting )T F
Jyseleca filgotinib maleate KEEE O A BT C A A D
2020/9/24 EEOFHHESERBX
ARIERURL https://www.ema.europa.eu/en/medicines/human/EPAR/jyseleca

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

Tl Tl Tl
ﬁgﬁ;%fg@gg 2021/11/16 BHEFY < F (RA) IZEBEXEBR (UC) DEISAMb ==&, RMPHLRALUCEBEES 1T TRLET 5 &
e = SICRREASY EEE, UCITHEMNLREME LOBRIEH LA, KEBROBEHREEM,
fEERDHE
= BEEUHESALURYE TEMERRE] & THRAESD] T, WThEBXRORMPISEHEA TS,

2021/11121ZE B BB ERIG X DB HHEM,
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BLES

R %

ot

- & &

REG | mpps | BORR | g

L
R2-08 )
IOy Y TS VYIERZDLERIEY
ER&EH RBEZIT-308E - R
2020/9/25 JAN (F#£) INN
ERNF5EH [RFEMRE S TE
Sofpironium bromide Sofpironium bromide
2020/11/26
= k5 ARBEZIT=208E - R
LAY FDA Ok ERKBOR LM - R
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
ARDHE
(&E2H)
L
AERIEERURL
REMS D5t REMSTHAMRMPIZ [ VEE EDER HCPH A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BELES R & % - B % sl | gt | BIKR | spise
R2-09 - o
I'J'Hﬂffg-‘gifmg IFOF1RAY bk
ER&ZER B R mg ERERT-HEE - PR
2020/9/25 JAN (%4£) INN
ERH5EH EHEaMm
Enarodustat Enarodustat
2020/12/8
&= gks RRBEZIT-308E - SR
BRAEHE FDA % ERAR DG B - HE)
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
RBDHE
(&E2R)
L
ARIERURL
REMSD 3t REMSTHAMDORMPIZ[E1EWERE EDES HCP#H 1 K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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ELES W oE 4 - B % sl | gt | BIKR | spise
R2-10 WA ; . o o o
TRy s RS0 mg [ FYFYIT AN LT RUOA :
ENEZR BIRTRIRA RABER(T-MEE - MR
2020/9/25 JAN (Z4£) INN
- IR R BT ETRIEEFTEHROE
= 7l Cetuximab sarotalocan sodium Cetuxi THERIE
ical recombination) etuximab sarotalocan
2021/1/1 (genetica
&= gks RRBEZIT-308E - SR
BemEE ALl % BAKEO L B - BR)
2022/4/28 Drug Name (BR5E4) Active Ingredients (Fi%34)
RABDHE
(&FRAH)
7L
ARIFEHURL
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BLES R % & - B % sl | gt | BIKR | spise
R2-11 ) o
I KL S X$E50 mg TFHELY VIGEEIE
ER&EH ARBEZIT=208E - R
2021/1/22 JAN (3E4) INN
ERx=E THROBHERICETHNAERE
Anamorelin hydrochloride Anamorelin FovERammE. B, BHE. KRG
2021/4/21
= gns ARBEZIT=208E - R
LAY FDA Ok ERKBOR LM - R
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
ARDHE
(&E2H)
TL
AERIEERURL
REMS D5t REMSTHAMRMPIZ [ VEE EDER HCPH A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARER TR - DR
k.. ERKBOL LB

S ED)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL (E48)

Adlumiz

anamorelin hydrochloride

ARIERURL

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

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e

BERESSUVBRTROEBRES LTHESALDY, REFREOOHT A ERIIFHIZRATENOAT, BFHQOL
DRLEIFRETWENEEMAIZHIET STz, BMIK20DBFICHEG KRS ELROLIEN > T,
LI, REMT—ER—ZADA U TJ ) T4 DFEEUNERHSh. COFETEABRARTRESALOOES N
FERFBEHOLTFILEHET S LIFTER L E SN, EES T,

(2017/9/14)
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B REE

BLES R 5% & - & A& SEBRIT | EHAFE L I ARER
R2-12 L K& o
TR M EYF2ZEY R RUDL :
ERNEZRE EKBEZT=5hEE - HR
2021/1/22 JAN (Z4£) INN
ERN%EHR FEgMm
Molidustat sodium Molidustat
2021/4/22
=g EKBEZT=5hEE - HR
BEmEE ALl Ox. BRKBOL VB - BR)
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
ERBDHE
(%ERA)
L
AGBIFHRURL
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARER TR - DR
k.. ERKBOL LB

S ED)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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KR

BLES R % £ - & 4 SERIT | &HfAE L FBI AR
R2-13 N ) ) )
*S5TFF+HhTEIL150 mg A rFILRE Y MEEIE -
E3[ap =] ARBEZ(T=%08E - SR
2021/1/22 JAN (F#£) INN
EAREER BEEDEEZEO2ERIEORED
JL
Berotralstat hydrochloride Berotralstat il
2021/4/23
= gps RBEZIT=308E - SR
LR P Ok ERKED L LB - HE)
2022/4/28 Drug Name (BR554) Active Ingredients (Fi%34)
REDHE _
(?(GEEEI) BN EEZEORET
ORLADEYO BEROTRALSTAT HYDROCHLORIDE
2020/12/3
ARIERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/2140940rig1s000TOC.cfm
REMSDxt & REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&
L Tl BL

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

7L

7L

7L

EEEEER ITER
({22 {AIURL)

https://orladeyohcp.com/

DR ~ AR RS
XEITEITEREM |HL
EIRDBE
o BADORMPIZH D TQTERI [2D2WT. ChEFHT-HEERMTXEIC MB1HTEILOAEETFSH L] LREh
Wb,
= aps RBEZ(TT=%08E - SR
LAY 2 EMA Ok ERRBOR LM - HR)
2022/4/28 Name (BR5E4) Active substance (B9 %)
R BN S EOBRIERED A
= Orladeyo berotralstat dihydrochloride #5F
2021/6/1
ARIFHURL https://www.ema.europa.eu/en/medicines/human/EPAR/orladeyo

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

7L

7L

7L

TR ~ AR A
XEICHITHREM
TEERDLE

e

ARBLEAKIC, ThETROLNA TV =F—T 7 VIEEIERENT,
RMPIZEZLRFESNIZY RV AW,
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BLES R - & % sl | gt | BIKR | spise
R2-14 20F A4 ILRIEEDY) DURNAD Y F o
IS Ta/E > (SARS-CoV-2)
ERXEH (EHRAE : FOFATY) RRER -2 - DB
2021/2/14 JAN (Z4£) INN
ERH5EH SARS-CoV-2(Z &k 2 BELEDFIH
Tozinameran Tozinameran
2021/2/16
= EABEZIT=36E - SR
LR P k.. ERAROE B - HR)
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
g&(%ﬁa;g# SARS-CoV-2I2& YB|E I SN D
= Comirnaty COVID-19 Vaccine, mMRNA COVID-19DF [
2021/8/23
ARIERURL https://www.fda.gov/vaccines-blood-biologics/comirnaty
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&
Tl L hvirus-disease-2019-

BRSEHRE - EUREER

ARSEHE - ERDER ARSEHL - EURDEEE

7L

7L 7L

EEEEER ITER
({22 {AIURL)

http://labeling.pfizer.com/ShowLabeling.aspx?id=14471

FREREF ~ REThRARAT
XEITEITEREM |HL
EIRDBE
2021/8/23DIRFEARIF16MU L ERRE LTHY .. 5~15FIC DOV TIEEI EHEERAMEMHFT (EUA) THG, 12~158%
&% [F16mE L L L EHRDBENTEELL, 5~1MREFr v TOBNF LU CBETRASATEY . BECAHENELDZ LN
Fact sheetlZEE#H S TL B,
e ARBEZIT=208E - R
LAY 2 EMA Ok ERRBOR LM - HR)
2022/5/19 Name (BR5E4) Active substance (F%34)
= Single-stranded, 5’-capped messenger _
= 4 -
(%"%E) RNA produced using a cell-free in vitro SARS-CoV-2[2& o THIER-Sh D
: Comirnaty transcription from the corresponding COVID-190FF
DNA templates, encoding the viral spike
é@g;ﬁ%ﬁ ) (S) protein of SARS-CoV-2
A ERFIHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSEELE - EIRDEH BRFEAIE - EUIRDIEE

=L L L
EMEE
pe = syt [2021/3/4 T, MERE 2021/3/29 HBIELMEMOBELEN 2021414 RET LILF—RG
ﬁ;?ﬁf&ﬁ?@gg 2021/5/11 BEDMEN  2021/7114 D%, D% (CRE)
= = 2021/9/16  ZFE. BT, BRFER. BAESSCBER 20211118 SHAH (F8)
EEDHE 2021127 DF% & DEXADEES [RB) 75 [Very Rare (1/10000) | (=
2022113 TOY VYT 2MHEH) ZHIBRL. MERE - BREHK (F81) Z8m
ERGRESNEYRIBTF 74 5F—REDEHL - DEXRTARERC., RRBIF12MEL LA 2021/11/2512FRINE
o ERZES (CHMP) [F5-1MBAICHRBEHEL TS,
A

2022/2/28I<. FiRPIRFAMLERATES Z EAHRE SN, BARLE HRELNBIREE LR SN HHEEICDHE
] MRIOMBEITFLEZEREFT S &) BEESATWVS,
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BLES R % & - B % sl | gt | BIKR | spise
R2-15 S . )
a4 5 LBEERIE30 mg /7u71+’71|)9r;|1\t7»uzﬁ‘ﬁd-h
EREZH ARBEZT=38E - HR
2021/3/23 JAN (3E4) INN
EmFE5EH LR ERAEAE (BRBAER. AXBIEN)
Diclofenac etalhyaluronate sodium Diclofenac etalhyaluronate
2021/5/19
=S ARBEZIT=-3EE - HR
. A (k. EPRRO 1L AEE - )
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
REDHE
(%2 8)
HL
AERIEERURL
REMS D5t REMSTHAMRMPIZ [ VEE EDER HCP#H A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BLES B OE & - & % sl | gt | BIKR | spise
R2-16 ops e e o
£ X H— = RAEER10 mg INEFIRT 7_)1)«77 GEf=FHEHR .
ENERE & EBEZ 5k - R
2021/3/23 JAN (F#£) INN
= ) ) e || 5
ENTE Pabinafusp a!fa (genetlcal Pabinafusp alfa L2 Sl
2021/5/19 recombination)
= ghs ARBEZIT=208E - R
LR P k.. ERAROE B - HR)
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
ARDHE
(&E2H)
L
AGBIFHRURL
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCP# A F%&

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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ELES R - B % sl | gt | BIKR | spise
R3-01 a0F A ILRESHDY) OURNAT Y F °
RIN DI\ ) RERE > (SARS-CoV-2)
ERKZE (EBEAE : T5YAS) RREZIEE - DR
2021/5/21 JAN (Z4£) INN
ERFETH Elasomeran SARS-CoV-2IZ & % EEAED F B
Elasomeran
2021/5/24 (proposed INN)
= s ARBEZIT=208E - R
LAY FDA Ok ERKBOR LM - R
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
g&(%ﬁa;g# SARS-CoV-2I2 & Y3|ERBIShD
= Spikevax COVID-19 Vaccine, mRNA COVID-190F [
2022/1/31
AFRIEIRURL https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/moderna-covid-19-vaccine
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCPH A K%
Tl L

onavirus-disease-20

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

7L

7L

7L

({22 {AIURL)

ERMEEER T1ER

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

FRERRF ~ BRATAR AT
XEITEITEREM |HL
EIRDBE
e 2022/1/31CEEXFKFR, IHRFHBIF18HUL,
o BEZ T - PR
s 20 Ok ERKED L I - HE)
2022/5/19 Name (BR5E4) Active substance (F%34)
= i3 CX-024414 (single-stranded, 5'-capped _ -
%%%E) Spikevax messenger RNA (MRNA) produced using a ggRS-COV-ZL FoTHIEFR-TNS
. | COVIB 19 Vaccine Mod cell-free in vitro transcription from the VID-190F i
2021/1/20 (previously i accine Moderna) corresponding DNA templates, encoding the
(i EER) viral spike (S) protein of SARS-CoV-2)
SRIFIT G
AERIEERURL

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

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

L L L
BNIER :
KBRS ~ R ETARRAT [2021/5/11 T# (1/100-1/10)
XEICHITEZREM (2021/7/14 DEX (RBA) . DEX (REA)
EIRDBE 2021/1111 S4B (FB3)
202112/7 5% & DMER DSBE #Very Rare (1/10000) (<
wE BEELGBESNEZVRIETFI45F0—0DH, L% -

IMEREEEN TG, EKEBE6RUL,
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B REE

BLES R % 4 - B 4% KE | &HAE | UV | BERR
R3-02 aBFY4ILR (SARS-CoV-2) T4 F o
NERETY TERE Y (BEFHEBAYILT T/ 24 ILAR

ER*EH 55-) RREZIEE - DR
2021/5/21 JAN (F#£) INN

ER#%ER SARS-CoV-2I= & B BEED T
2021/8/16

BemEE ALl G BN G  T)
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)

RABDHE
(&FRAH)

L
AGBIFHRURL
REMS D% REMSTHAMRMPIZ[EA LV EE OB HCP# A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FREREF ~ REThRARAT
XECHITHRLMH
1EHRDUWE
o KETEERAZELEA, WHOIF2021/21012RAFERAKZEL TS,
= https://apps.who.int/iris/handle/10665/339477
e ARBEZIT=208E - R
LAY 2 EMA Ok ERRBOR LM - HR)
2022/4/28 Name (BR5E4) Active substance (Fi%4)
%;‘25? . . . SARS-CoV-2I2& »CEIZFHZEh B
Gt Vaxzevria (previously COVID-19 Vaccine ChAdOX1-SARS-COV-2 COVID-19D F 5
AstraZeneca)
2021/1/29
(FEHAFER)
A ERFIHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

EERESDOAHMNEE & YSHEEICRET S, KEBF18HLUL,

L Tl TL
BMIER :
snoe mscucs s [2021/329 7 LLE—RIS
ﬁ;fﬁf&ﬁﬁﬁ’igg 2021/521 MUMRBDEE S MigsE. FHS WA
s = 2021/6/18 EHETRLERE
RO BE 20217114 £5 LN L—FERER
2021/11/22  HU/MRBAE & #:4 7%5 U Vi & #ARGR AR E
s FEGEESINZYRVIE, WML EESIBEETF 74 5F—T, BRER L, M/MREAME Z 4 5 MARAE (X1
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BLES B OE & - & % sl | gt | BIKR | spise
R3-03 A1) F a2 —7REE2.5 mg o
& #&5 mg NWATT bk
E3[ap =] Gl $10 mg ARBEZ(T=%08E - SR
2021/6/23 JAN (&) INN e
=L, BELOTFEOEENTAEE
ERF#5EH = -
Vericiguat Vericiguat ZITTWAHEEICRS,
2021/9/16
s ARBEZ(T=%08E - SR
LAY FDA Ok ERKBOR LM - R
2022/4/27 Drug Name (BR5E4) Active Ingredients (Fi% %) FERMEDIBME DTS & BRH B AU5%%
EED = FBORANICEITEH. DALEICKD AR
(&FRAH) F I EREEIFIREORLEMICS| &
VERQUVO VERICIGUAT & CODMBES & CDFLI- & 5 AR
2021/1/19 DRI DR
ARIERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/2143770rig1s000TOC.cfm
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&
L Tl BL

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

7L

7L

7L

EEEEER ITER
({22 {AIURL)

https://www.merckconnect.com/verquvo/coupons-samples/?#ssi-safety

RERE ~ RS
XEIZHITEREMHE |17L
TEHRD W TE
&% MiE - fRIREME] H'Boxed warning TREN TV D, BIPEREIN S/ ONZHRICE>TE Y. BADRMPIZ(EAELY,
e EKBEZ T =30EE - HR
LAY 2 EMA Ok ERRBOR LM - HR)
2022/4/28 Name (BR5E4) Active substance (Fi%4)
KB E FIRAEVLELT HIEAEORETS
(RZA) AR MEIZRE LB EAET L
Verquvo Vericiguat =RABEOEREERELTE
2021/7/27
A ERFIHRURL https://www.ema.europa.eu/en/medicines/fhuman/EPAR/verquvo

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

7L

7L

7L

TR ~ AR A
XEICHITHREM
TEERDLE

e

BELGRBESNEVRYEAEN, BRTE MEME] OH.
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BLES B OE & - & % sl | gt | BIKR | spise
R3-04 ¢ s TS, )
VINIREBNIRNOTI LT | kot b by Lk _
E3[ap =] EKBEZT=5hEE - HR
2021/6/23 JAN (F#£) INN
ERx=E MR T O RIERI R KR AETTHE
Upacicalcet sodium hydrate Upacicalcet i
2021/8/20
s ARBEZ(T=%08E - SR
LAY FDA Ok ERKBOR LM - R
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
REDHE
(%ERH)
L
AGBIFHRURL
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BLES B OE & - & % sl | gt | BIKR | spise
R3-05 . ) )
YA 2 —4 5500 mg 4 XAJ1) 2 UIGEIE
ERNEZRE EKBEZT=5hEE - HR
2021/6/23 JAN (F#£) INN
ERN%EHR 2BV B IR IR
Imeglimin hydrochloride Imeglimin
2021/9/16
s ARBEZ(T=%08E - SR
BemEE ALl k.. ERAROE B - HR)
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
REDHE
(%ERH)
L
AGBIFHRURL
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e

34




BLES

R %

ot

- & &

BAKR | repmimen

KRR | FHE

L
R3-06 A
N Y RAEE10 mg YT/ RE Y b
ERAEHR AEBEZ(T=38E - HR
2021/6/23 JAN (F#£) INN )
BREXFHEAMORATHIEEMIE >
EMNER /\fE
Tucidinostat Tucidinostat BEREXITHAMORMEMETHE) /&
2021/10/20
= g RBEZITI-2NRE - R
LAY FDA Ok ERKBOR LM - R
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
AROHE
(K H)
mL
AERIFHURL
REMS®D xR REMSTHADRMPIZ[F W RE EDBE HCP#H A F&%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BLES R - B % sl | gt | BIKR | spise
R3-07 OFFU—JaEEEY F300  |AVUERT GEETMEEZ) . A LT °
EREZE & miEESEtE Y F1332 Ev7J (GEEFHEBZ) REEZ (-2 - HE
2021/7/19 JAN (Z4£) INN
EREER Casirivimab (genetical recombination) S[A'TS'COV'ZK‘}: DRFERVT DFAE
and imdevimab (genetical Casirivimab and imdevimab D
2021/7/22 recombination)
=4k RRBEZIT-308E - SR
BemEE ALl k.. ERAROE B - HR)
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
AN E AP (’:‘:;Efiﬂ)COVID—WIZﬁ
(RBH) BB R BENBEDAR
REGEN-COV irivimab and imdevimab =1
2020111/21 casirivimab and imdevimal REXTIH
(EUA)
AGBIFHRURL -
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCPH A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

7L

7L

7L

EEEEER ITER
({22 {AIURL)

https://www.regencov.com/hcp

RERE ~ RS
XEIZHITEREMN |—
EHRDBRE
BRE~PEEDAREZESLUCOVID-19AEEL LT, 2020/11/21ICEUAKEE Sz, T0D%2021/8/1012, FH=zICRE®
&% DHEETFHRIEBMS NIz, 2022/1/2412, A=Y OO FTITEZ(T. REGEN-COVDFEEZ(TIZ WEERKDRIT
iz 1ZBR > THIAT % & 5Fact sheeth’théd 5ht=,
e EBEZIT=36E - SR
LAY 2 EMA Ok ERRBOR LM - HR)
2022/4/28 Name (BR5E4) Active substance (Fi%4)
i BEREHELELET. EEDOCOVID-
EEE;_O;E)E 19ZHETT BV RIMNEVEREBITET
= Ronapreve casirivimab and imdevimab ACOVID-190a#
COVID-19M ¥ 5
2021/11/12
A ERFIHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/ronapreve

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

7L

7L

7L

TR ~ AR A
XEICHITHREM
TEERDLE

e

EEGRESNYRIBLVEBEMYRY : 5L, BAORMPTHEL TLWSBBIENA 71— 2a VvRIEIE TEE
THW ELTVS, BEDOHRIFAKEIOGU L T12RL L,
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BELES R & % - B % sl | gt | BIKR | spise
R3-08 > 25 o
%4$$*§;;%% SIFISRR _
En&ZE - A% RRER -2 - DR
2021/9/27 JAN (%4£) INN
ERH5EH 7 rE—HEEE%
Difamilast Difamilast
s FEREZIT-3hEE - R
LAY FDA Ok ERKBOR LM - R
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
RBDHE
(&E2R)
L
ARIERURL
REMS D %% REMSTHAMDRMPIZ[ZHNRE EDES HCPH 1 K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

mL

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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B REE

BLES R & 4 — & & SBRIT | ST E L IR
R3-09 LA L a St - o
*HAETHA LRER00mg |7 IO TNTT A= _
ER&EH " ARBEZIT=208E - R
2021/9/27 JAN (F#£) INN
EnssEA Avalglucosidase alfa (genetical Avalglucosidase alfa R~
2021/11/26 recombination)
= gns ARBEZIT=208E - R
LAY FDA Ok ERKBOR LM - R
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
REOBR® BRIERD A (1YY —LEe-T)L
= NEXVIAZYME AVALGLUCOSIDASE ALFA-NGPT |7 ¥ ¥ —EICAAIRIRIE)
2021/8/6
ARIERURL https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&varAppINo=761194
REMS D5t REMSTHAMRMPIZ [ VEE EDER HCPH A K%
Tl L L

BRSEHRE - EUREER

ARSEHE - ERDER

7

FRSEHLE - EURDOBE

7L

7L

7L

EEEEER ITER
({22 {AIURL)

https://www.nexviazyme.com/hcp/

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

7L

-t

IEZHOENEEICE T2 DMEEETRED ) X5 | HBoxed warningTREN TS, BADRMPIZ[XA LAY, it

XENEBETESEIIA TS,

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

AEDHE
(&zERH)

2021/7/23
(Positive opinion)

Nexviadyme

(FREEH)

avalglucosidase alfa

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e

38




BLES B OE & - & % sl | gt | BIKR | spise
R3-10 HA 34 > a§E50 mg N
& #£100 mg 77O F=J -
ERNEZRE & £200 mg EKBEZT=5hEE - HR
2021/9/27 JAN (F#£) INN
SBETY REIVAGIN o
S g?j BETHREF LT FE—HER
Abrocitinib Abrocitinib AR
2021/12/13
s ARBEZ(T=%08E - SR
BemEE ALl k.. ERAROE B - HR)
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
REOBR® thoe S ERUR THAKODEE
= CIBINQO ABROCITINIB BOEEDT b E—TERRH
2022/1/14
ARIERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/2138710rig1s000TOC.cfm
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&
L BL mL

BRSEHRE - EUREER

ARSEHE - ERDER ARSEHL - EURDEEE

7L

7L 7L

EEEEER ITER
({22 {AIURL)

https://cibingo.pfizerpro.com/

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

7L

Boxed warningl=. (DI EREZECLTORRICLIRTEROE DO, BHiY VI FREICETLEREZETSE.

£ Tl REICKDBEEE. ABRICEL., BE~OERMELURIEZEETHILENTIATIS, BINTIE. DOERE
REERGEBEENIRVICHEL., BETINBFZRINETEEREL TS,

s ARBEZ(T=%08E - SR

BemEE 2k k.. ERAROE B - HR)

2022/4/28 Name (BR5E4) Active substance (F%34)

e SHERRONREBDPEEN > E
= Cibingo abrocitinib ED7 b E—ERRE

2021/12/117

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

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSEELE - EIRDEH BRFEAIE - EUIRDIEE

7L 7L 7L
TR ~ AR A
XEITEIFPREME | &L
1FERDBE
e BADES, BEEGEBEEMNIRIELT, NNEBEICEGHMERAL-EENEORREEEDEE ] HNEFLIA TS,
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BLES B OE & - & % sl | gt | BIKR | spise
R3-11 \ ) )
2 TXxA XD TEIL10 mg VA=A
ERNEZRE EKBEZT=5hEE - HR
2021/9/27 JAN (F#£) INN
48 = = ¢
EAREER ifg‘gf%ﬂ’]gﬁmg*\ LRIMEXER
Avacopan Avacopan SR
= gps RBEZIT=308E - SR
. A Ok ENRRO 5 LR - HR)
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
EED = EEFPMEANCAEEME X (ZRME
(%R A) RIERFIEAE[GPAIS & VIEMEEM S
Tavneos AVACOPAN & % [MPA])
2021/10/7
ARIERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/2144870rig1s000TOC.cfm
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&
L L L
AR5k - [EURTELR BREep Ak - EURDIEH BRSEep ik - EURDBE
L L L

E’%ﬁigﬁétfﬁ https://www.tavneos.com/hcp/

RERE ~ RS
XEIZHITEREMHE |17L
TEHRD W TE
e Warning& L Tld. BARDRMPIZ % 2T HEERES &L BEERBRLEDM, EEWABIEL . HBV YA L ROEEHEILIZETS
nTuhs,
e EKBEZ T =30EE - HR
LAY 2 EMA Ok ERRBOR LM - HR)
2022/4/28 Name (BR5E4) Active substance (Fi%4)
_ DYxIvIFERLEFEVIBRRT 7 2
(E;’(»_U;)]E)m REHAEDLE T, SRMERERSF
2 Tavneos Avacopan H§Jﬁ (GPA) ?T:(iiﬁﬁﬁﬂ‘]%%ﬁﬂ‘é
% (MPA) D&}
2022/1/26
A ERFIHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/tavneos
HADRMPIZ[ZHZLRMPEOEELREFESNIZYRY EEDY R ~DxE
TL L
BRSEep Ak - [EURTESR BR5EHIE - EURDIEH BRSErIE - EIRDEE
L L L
REBE ~ RS
XEICBIT2REH |THL
TEHRDWE
HE
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BLES B OE & - & % sl | gt | BIKR | spise
R3-12 L . i °
¥ E a7« RiEaER500 mg Y hOEYD GEEFMEEZ) .
ERNEZEH RBEZIT-308E - R
2021/9/27 JAN (F#£) INN
ERFETH SARS-CoV-2 12 & 5 B IE
Sotrovimab (genetical recombination) Sotrovimab
2021/9/29
= k5 ARBEZIT=208E - R
LR P Ok ERKED L LB - HE)
2022/5/19 Drug Name (BR554) Active Ingredients (Fi%34)

AN E ARPREGEE., EEDOCOVID-19IZ#
(&E2H) T9HYRIDPBVEEL S DERES
Sotrovimab Sotrovimab oY

2021/5/26 otrovima otrovima ENBE
(EUA)
AERIEERURL -
REMS D5t REMSTHAMRMPIZ[EH LVRE LDBES HCP#H A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

7L

7L

7L

EEEEER ITER
({22 {AIURL)

https://www.sotrovimab.com/

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

Warning®—2IZ TEKRDIEE] NEFN TS,
2022/4/51=, A2 H A UBA2EDRITICHRLI B TELA L LT, 2K TOEUVAEEL,

AREZTI-308E - DR

LA B 20 (k. EPRRO 1L AEE - )
2022/5/19 Name (BR5E4) Active substance (B9 %)
EADHE BRERELRELET. EEOCOVID-
(%2\) 190#TT 5 U X9 BEVEECHIT
Xevudy sotrovimab ACOVID-190 41
2021/12/117
ARIFHURL https://www.ema.europa.eu/en/medicines/human/EPAR/xevudy

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

L L L
REBE ~ RS
XEICBIT2REH |THL
TEHRDWE
BEURESAEURIBIUBEMNIRY : L, BAORMPTHEL TWABEERS, > 72—YarRSE TEE
e T EATELTWVD, RRIEAFAOgUED 2R L,

2022/5/61<, # =¥ A UBA2EKREADIn vitroRIEHENTEE > TLVDEDBIR, MARMEREITHELTWS,
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B REE

BLES B T 4 - % & REI | RS | PUTE | BORR
R3-13 R . o
4571 FH FEI200 mg ELXESEL
ERNEZEH RBEZIT-308E - R
2021/12/24 JAN (%4£) INN
ERF5EH SARS-CoV-2(Z & 2 R fE
Molnupiravir Molnupiravir
2021/12/24
&= gks RRBEZIT-308E - SR
LAY FDA Ok ERKBOR LM - R
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34) .
- ABRPFELLE, EEDCOVID-19IZ#
%ggg? ATBURIBEL . OERRET=
ity - AEELNFIATELRL., BEMSHE
LAGEVRIO Mol a
2021/12/23 onupiravir EEEDAE
(EUA)
ARIFEHURL -
REMSD*i% REMSTHAMDORMPIZ[E1EWERE EDES HCP#H 1 K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

7L

7L

7L

EEEEER ITER
({22 {AIURL)

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

FRERRF ~ BRATAR AT
XEICBIT2R2E |-
TERDBE
= PYEBRTHRESENTEINTE Y., BRATEHERFAOREFIER, KETLHEISIAEVD, EREEFICLDHHR
E B-RABEY—RIFTURTATS LADSMEEEFHITHAEN S % T &hFact sheetiTREN TN,
= e ARBEZIT=-38E - HR
LAY 2 EMA Ok ERRBOR LM - HR)
2022/4/28 Name (BR5E4) Active substance (B9 %)
EZOHRE
TAAED Lagevrio molnupiravir
(Fz&h) P
2021/11/19
(RRER)
ﬁ(%ﬂ’f%iﬁURL https://www.ema.europa.eu/documents/referral/lagevrio-also-known-molnupiravir-mk-4482-covid-19-article-53-procedure-conditions-use-conditions_en.pdf

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

REBE ~ RS
XEIZHBITE2REMH
TEHRDWE
g IR7ERolling reviewd 1248, REBIZHI > T, RERFOFEAZHRELTWLS,
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B REE

BLES R E 4 — & & FBRIT | M E L | AR
R3-14 S1uSET ¢ °
Ix?;/zggggﬁq;/ VL7 ORIy GEEFHEER) -
ENERE : AT MY~ ERER T BEE - HR
2022/1/20 JAN (Z4£) INN . ! ,
BiniRAEEADEVRRRLEC S
EmFE5EH WA EMESRAE
Somatrogon (genetical recombination) Somatrogon

= g5 ARBEZIT=-3EE - HR
LAY FDA Ok ERKBOR LM - R
2022/4/27 Drug Name (BR554) Active Ingredients (f%5>4)

REDHE

(%2 8)

HL

AGRFEIRURL
REMS D>t REMSTHADRMPIZ[F W RE EDBE HCPH A F%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

2022/1/211=FDAh Complete Response Letter (CRL)ZHFHH L. FRZBL LS LRETHERA LN TS,

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/5117

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

2022/2/13

Ngenla

somatrogon

BERILVE VBT EHESRE

ARIERURL

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

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

7L

7L

7L

TR ~ AR A
XEICHITHREM
TEERDLE

F
c

£N

e

HEHWYRTICHESHh TN S,

BADRMPIZEWT, BEELHBFESIAZVRIESATINS

THABIEE) (X, EMATIX T2 RURKB & LTEELHE
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BLES

R %

ot

- & &

REG | mpps | BORR | g

TL
R3-15 o . o
EJ 35 v Y RiEEHER150 mg VAP A S il ULV FN
EREZH ARBEZT=38E - HR
2022/1/20 JAN (%4) INN "
IMEIARIE 1= & B < IR T H M7 & D
EMNER mESHE, REINIZHESHIEERY
Clazosentan sodium Clazosentan i 5 I K D FfiE $ 6]
2022/4/20
= gns AEBEZT=38E - HR
LAY FDA Ok ERKBOR LM - R
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
REDHE
(%2 8)
HL
AERIFHURL
REMS D>t REMSTHADRMPIZ[F W RE EDBE HCPH A F%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

L

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BLES R - & % sl | gt | BIKR | spise
R3-16 . SR e o
& ¢ 75— b A EHE400 mg 177:»9’-#%:@_7;»77 GEf=FH _
ER&ZA & EREZ -8 - MR
2022/1/20 JAN (%) INN . .
2HBFEHENERTOA FEIXIE
ERN%EHR Efgartiai : 2T 04 RHEILS O REMFFIA+S
gartigimod alfa (genetical - . R
P— recombination) Efgartigimod alfa IZEHLEWNMERICES)
e EKBEZT=5hEE - HR
LAY FDA Ok ERKBOR LM - R
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
REDE®E M7EFILaY URERREEBE
(RE2A) () ORABEDSSHEEEHEN
VYVGART EFGARTIGIMOD ALFA fiE
2021/12/17
A ERIFIHRURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7611950rig1s000TOC.cfm
REMS®Dx{ & REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&
L BL BL

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

7L

7L

7L

EEEEER ITER
({22 {AIURL)

https://www.vyvgarthcp.com/

FRERIF ~ BAThR A
XEICBITHREM 2L
1FERDBE
5% E) M7eFLal) o2EEGEEE] FERTEEGHICAS TG,

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

L

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BLES R - & % sl | gt | BIKR | spise
R3-17 . )
1) 7 X7 §E45 mg T—J7EXYU NI T UMIE
ERNEZRE EKBEZT=5hEE - HR
2022/1/20 JAN (F#£) INN
YN 4 13
EII*I%%.EI gﬁ/nJllio)'I’leliuxuﬂ
Gefapixant citrate Gefapixant
2022/4/21
= EABEZIT=36E - SR
BemEE ALl k.. ERAROE B - HR)
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
ERBDHE
(%ERA)
L
AGBIFHRURL
REMS®D 3t REMSTHAMDRMPIZ[XHZLVRE EDES

HCPH A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/4/28

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

L

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BLES R - & % sl | gt | BIKR | spise
R3-18 \ \ \ o
NE¥OEY FRvy ZILR FLILENY FFEL
ER&EH ARBEZIT=208E - R
2022/2/10 JAN (F#£) INN
ERFETH SARS-CoV-2(< & % BEfE
Nirmatrelvir and ritonavir Nirmatrelvir and ritonavir
2022/2/14
= s ARBEZIT=208E - R
BemEE ALl k.. ERAROE B - HR)
2022/4/27 Drug Name (BR554) Active Ingredients (Fi%34)
AN E ARPREGEE., EEDOCOVID-19IZ#
(&RE) 732U RO DNENBRENSPEES
PAXLOVID nirmatrelvir and ritonavir EDBE
2021/12/22
(EUA)
AGBIFHRURL -
REMSDxt & REMSTHAMRMPIZ[EH LVRE LDBES HCP# A F%&

BRSEHRE - EUREER

ARSEHE - ERDER ARSEHL - EURDEEE

7L

7L 7L

EEEEER ITER
({22 {AIURL)

https://www.fda.gov/media/155071/download

RERE ~ RS
XEICHITEREME [—
ERDHKE
12U EMDDIREAOkGU LD BELHR, EMHEMERDTIOH. 1) 77 RECYPAICKELIKFL. BRENFRLG
-2 IR DN DEMIHRER, H(Z, CYPASM U T1a—H—DOHEAERDFRELRT, BRDFNIEIZE. SHOH
AER - HAZEEYSIVR FSh TS,
Ceme EKBEZ T =30EE - HR
LAY 2 EMA Ok ERRBOR LM - HR)
2022/4/28 Name (BR5E4) Active substance (F%34)
(1R,2S,55)-N-((1S)-1-Cyano-2-((35)-2- . X
ARDHE oxopyrrolidin-3-yl)ethyl)-3-((2S)-3,3- E&%ﬁﬂf’é‘%%}% & ﬁ?ig_i\fid)c_O\\/lD-
(KEBA) baxiovid dimethyl-2-(2,2,2-trifluoroacetamido) | 19-EATT & U R ZAELBRISH
butanoyl)-6,6-dimethyl-3- »COVID-1908
2022/1/28 azabicyclo[3.1.0]hexane-2-carboxamide
(FHATEER) ritonavir
A ERFIHRURL https://www.ema.europa.eu/en/medicines/human/EPAR/paxlovid

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSEELE - EIRDEH BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e

BADRER, BEEGHESNEY RV EEL,
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BLES

R

ot

% - & &

REG | mpps | BORR | g

7L
R3-19 \ ) o
hBa4o 55120 mg AAFITIRMAFIL
ER&EH ARBEZIT=208E - R
R4.3.28 JAN (3E4) INN
hEEDESUEREGR -7/ HUTF
ERNF5EH IVEERAIIZ X DARBRTHRT 545
Carotegrast methyl Carotegrast &IZR3)
= k5 ARBEZIT=208E - R
. A Ok ERKED L LB - HE)
2022/5/9 Drug Name (BR554) Active Ingredients (Fi%34)
ARDHE
(&E2H)
TL
AERIEERURL
REMS D5t REMSTHAMRMPIZ [ VEE EDER HCPH A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/5/9

Name (BR5E4) Active substance (Fi%4)

ROHE
(&zERH)

L

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e

48




BLES R % & - B % sl | gt | BIKR | spise
R3-20 N g = o o
YT oA LamMERmg | TYTITE TLT7 RETER
ENERE & EBEZ 5k - R
R4.3.28 JAN (3E4) INN
ERNF5EH BER 74 I3 F—ERIEBE
Olipudase alfa (genetical recombination) Olipudase alfa
= s ARBEZIT=-3EE - HR
. A (k. EPRRO 1L AEE - )
2022/5/9 Drug Name (BR554) Active Ingredients (Fi%34)
ARDHE
(&E2H)
TL
AERIEERURL
REMS D5t REMSTHAMRMPIZ[EH LVRE LDBES HCP# A F%&

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/5/9

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

L

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BLES

R T 4

- & &

BAKR | repmimen

KRR | FHE

7L
R3-21 . )
FLIXRERERS mg FLATE DY BT RFILF UYL :
ER&ZER B RURERE o ARERITI-REE - DR
R4.3.28 JAN (F#£) INN
Tolvaptan sodium phosphate Tolvaptan TABDLILIZET SRR
= gns ARBEZIT=208E - R
. A Ok ERKED L LB - HE)
2022/5/9 Drug Name (BR5E4) Active Ingredients (Fi%34)
ARDHE
(&E2H)
TL
AERIEERURL
REMS D5t REMSTHAMRMPIZ [ VEE EDER HCPH A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/5/9

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

L

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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BLES B OE & - & % sl | gt | BIKR | spise
R3-22 ) ) )
INE—REHFAMRESTKR120 mg/mL IJ7UIv T (GEEFHEERZ) ;
E3[ap =] ARBEZ(T=%08E - SR
R4.3.28 JAN (F#£) INN
EHRE=H oh il T AAR R A 1 2 4 S Il 2%
Faricimab (genetical recombination) Faricimab REtE. MRARMEFE
2022/5/25
s ARBEZ(T=%08E - SR
LAY FDA Ok ERKBOR LM - R
2022/5/17 Drug Name (BR554) Active Ingredients (Fi%34)
REOBR® FAEMBEEES MEBEBEIE, WA
= VABYSMO FARICIMAB-SVOA R
2022/1/28
ARIERURL https://www.accessdata.fda.gov/drugsatfda_docs/nda/2022/7612350rig1s000TOC.cfm
REMSDxt & REMSTHAMDRMPIZ[XHZLVRE EDES HCPH A K&
L Tl Tl

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

7L

7L

7L

({22 {AIURL)

ERGERER T ER https://www.vabysmo-hcp.com/

FRERIF ~ BAThR A
TERDLE

XEICBITHREM 2L

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/5/9

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

L

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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B REE

BLES R E 4 — & & FBRIT | M E L HEBI AR ER
R3-23 “ : . o
SF—AKRTERAOMg> Y oo FEYXTT GERFHEEZ) -
ERAEHR ARBEZT=38E - HR
R4.3.28 JAN (%4) INN
Fp— 7 RE—MRERICHES T SE (BE
Nemolizumab (genetical recombination) Nemolizumab BRTHRTTATIBEICRD)
=00 AEBEZT=38E - HR
. A (k. EPRRO 1L AEE - )
2022/5/9 Drug Name (BR554) Active Ingredients (Fi%34)
AROHE
(K H)
HL
AGRFEIRURL
REMS D>t REMSTHAMRMPIZ [ VEE EDER HCP# A K%

BRSEHRE - EUREER

ARSEHE - ERDER

ARSEHL - EURDEEE

EEEEER ITER
({22 {AIURL)

FRERIF ~ BAThR A
XEICHITHREM
TERDLE

-t

RI&AER

EMA

ARBEZT=38E - HR
CX...ENARDLVZEE - 2IR)

2022/5/9

Name (BR5E4)

Active substance (Fi%4)

ROHE
(&zERH)

L

ARIERURL

AARDORMPIZIFE L RMPLEDEELRHESNIZ XY

ERD) R ~DxE

ARSEHE - BN EER

BRSERIE - EIRDER

BRFEAIE - EUIRDIEE

TR ~ AR A
XEICHITHREM
TEERDLE

e
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