BERH ol AR BB R R ERP P FE M L hayihEE

(BEBIRZELT - =B FDA =XE 2 EMA it/ ErhRIFhEE
New drugs that meet the conditions for use by local healthcare institutions and for drug registration in Macao
(New drugs approved by NMPA, USFDA and EMA)

. - AEERMEE AR MBI :
idecabtagene pat-ppi . Celgene Corporation
1. Abecma . . To Treat relapsed/refractory multiple myeloma . .
vicleucel Injection (Bristol Myers Squibb)
(RRMM)
Niraparib: o BB A BRCAL/2 REMNER XS M RIS RE
2. Akeega abirateroFr)me acletate TabTet Treatment of metastatic castration-resistant Janssen Pharmaceuticals
prostate cancer with BRCA1/2 mutations in adults
R A 8K B EMEBAERERIAM R % 5
G i
3. Alhemo concizumab .Egijj = . . : Novo Nordisk Inc.
Injection For routine prophylaxis to prevent bleeding
episodes in hemophilia A and B
) ek Vtaer;zai:?:)‘:r RE | RmmEMset Vertex Pharmaceuticals
i y deutivaca ft(I)r Tablet To treat cystic fibrosis Incorporated
AR AEEREBRINAREE :
5. Agamree vamorolone : Santhera Pharmaceuticals
Solution To treat Duchenne muscular dystrophy
Sy AREBEENRNEEQERIIERNZS B KRS
6. Amvuttra vutrisiran Ir;'ection To treat polyneuropathy of hereditary Alnylam Pharms Inc.
) transthyretin-mediated amyloidosis
St 59 AR EE M M E KB
7. Andembry garadacimab Ir;'ect?on Prevention of recurrent attacks of hereditary CSL Behring GmbH
) angioedema (HAE)
: : paoppic o I 2 e
8. Anktiva nogapendekin alfa et To treat bladder cancer Altor BioScience, LLC
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NSR-EYs
/EE Efri %“U

AEES kR C i

adenocarcinoma

J Aqneursa levacetylleucine Suspension | To treat Niemann-Pick disease type C IntraBio Inc.
ABEFAOINBNE NS EZRERRREEANT
. RE BRyRK RS . .
10. A ;B . . . B Bio Ph , Inc.
0 ttruby; Beyonttra acoramidis Tablet To treat cardiomyopathy of wild-type or variant feeja e Bl
transthyretin-mediated amyloidosis
obecabtagene St 9 AFER MM B-AER RSN EAR B MR
11. Aucatzyl autoleugel Ir;'ect?on Treatment of relapsed or refractory B-cell Autolus GmbH
J precursor acute lymphoblastic leukaemia
B R AEMEEZAEEIREN KRAS REE ZHMHERA
1 Avmapki Fakzynja avutometinib; Ejésuleé SR MO E e G
i Co-Pack defactinib TF;bIet To treat KRAS-mutated recurrent low-grade 9y
serous ovarian cancer after prior systemic therapy
Awiqli; FEFNHER; k1T L paat-ppil AN 2 BUHEFRSE .
13 BREZREHR insulinicodec Injection To treat type 2 diabetes mellitus Novo Nordisk A/5
14 Beqves fidanacogene past-npil AE B EMAR Pfizer Inc
i 9 elaparvovec Injection Treatment of hemophilia B '
ABRESEBARICENRA D EE IR REm
15 Bimzelx bimekizumab pat-ppil To treat moderate to severe plaque psoriasis in UCB. Inc
' Injection adults who are candidates for systemic therapy or T
phototherapy
St B A BEIE /) VA e i e A PR PR T2
16. Bizengri zenocutuzumab Ir;jection To treat non-small cell lung cancer and pancreatic Merus N.V.
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17.

Blujepa

gepotidacin

REl

REFEE R PR R

GlaxoSmithKline

Tablet To treat uncomplicated urinary tract infections
o W& 2 BUHEARSE A B E R MR
18. Brenzavvy bexagliflozin To improve glycemic control in adults with type 2 Theracos Inc.
Tablet . :
diabetes mellitus
AEE MR AR SR :
. lisocabtagene pat-ppil REILEL BTN B AR O Juno Therapeutics
19. Breyanzi | | Inecti Treatment of relapsed or refractory (r/r) large B- Bristol M Squibb
maraleuce njection cell lymphoma (LBCL) (Bristol Myers Squibb)
pasoppi AEMABEMSEH ) :
20. Briumvi ublituximab .IET.ﬁJ =P t$y§ BT ne . : TG Therapeutics, Inc.
Injection To treat relapsing forms of multiple sclerosis
SAEE R M A M M S U ) .
. ciltacabtagene paa=npil ARSI R A S S B . Legend Biotech Corporation;
21. Carvykti . To Treat relapsed/refractory multiple myeloma .
autoleucel Injection Janssen Biotech, Inc.
(RRMM)
exagamglogene pa-ppic Tr.eatment Sy BRI TE| QeSCl ) Eel i SO Vertex Pharmaceuticals
22. Casgevy N Iniection disease (Ireland) Limited
autotemce jectio FRFSAER- i o8 5 1 R 38 D BYAT IR B fs eland) Himite
23 Cobenf xanomeline; B& A EEIE A8 ) ZUE Bristol-Myers Squibb
' 4 trospium chloride Capsule To treat schizophrenia Company
EEZER/ A fhE (ES-SCLC) MEtH/MIEEE A
XN MBEBRARZIAER - IREXAREL
5 | EER B BRI HI AV 3R AR
S B To decrease the incidence of chemotherapy-
24, Cosela trilaciclib Ir;jection induced myelosuppression in adult patients when G1 Therapeutics, Inc.

administered prior to a platinum/etoposide-
containing regimen or topotecan containing
regimen for extensive-stage small cell lung cancer
(ES-SCLC)
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REREEST R ERRIBAESE

25. Crenessity crinecerfont Capsule; . . . Neurocrine Biosciences, Inc.
- To treat classic congenital adrenal hyperplasia
Solution

RRESBAD W AERACEBEATIREER 4
M5 - HER2 IR HRZLARE

%6 Datroway datopotamab pa-ppic To treat unresectable or metastatic, HR-positive, SeTaiSerae e

' deruxtecan Injection HER2-negative breast cancer who have received T
prior endocrine-based therapy and chemotherapy
for unresectable or metastatic disease
AEEAGENAN/HEEN ESRENPEEREEEE
: : . . AL
27. Daxxify daxibotulinumtoxin /'I%ﬁi?ﬂ To treat moderate-to-severe glabellar lines Revance Therapeutics Inc.
A Injection . .
associated with corrugator and/or procerus
muscle activity
N7 R == o A

28. Daybue trofinetide Sflﬁi%ﬁoun To;tgrea?é:t?syndrome Acadia Pharmaceuticals Inc.
RREEBRBA P OFIKEERESRBIIRETNEIN
AERIBRFERENEEMAIMIRRKRARER

29 Defencath taurolidine ESTE To reduce the incidence of catheter-related CorMedix Inc

: heparin Injection bloodstream infections (CRBSI) in adults with :
kidney failure receiving chronic hemodialysis
through a central venous catheter
- R A% 6 mBL AN RN SR AR Italfarmaco S.A;
30. Duvyzat givinostat . To treat Duchenne muscular dystrophy in '
Suspension | i gividuals aged 6 years and older ITF Therapeutics, LLC
- EHTE AEPEEEEEUMRERX -
31 Ebglyss lebrikizumab Injection To treat moderate-to-severe atopic dermatitis Eli Lilly and Company
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AEMERDERB—EaEER S EA 1 EBY
Fﬁfiﬁ’ﬁy’fﬁé,’ﬂi&imbﬁtéﬁfﬁﬁﬂﬁﬁ&l«uz%gﬂﬁi
ANEE

ety Treatment of adult and pediatric patients 2 years . :
32. Ebvallo tabelecleucel s of age and older with relapsed or refractory Pierre Fabre Medicament
Epstein-Barr virus positive post-transplant
lymphoproliferative disease (EBV+ PTLD) who
have received at least one prior therapy
s N FRBENEEZRREFEEMERNAARSE
33. Elfabrio pegunigalsidase /.E% f:'” Enzyme replacement therapy in adult patients Protalix BioTherapeutics Inc.
alfa Injection with a confirmed diagnosis of Fabry disease
: pa-ppic AEER AR MBI :
e Hrreifie slnzi el Injection To treat relapsed or refractory multiple myeloma Plbeetr I
R MRI BREFRERAPEBRERFNSRENFE
gy | DERE
35. Elucirem gadopiclenol . To detect and visualize lesions, together with MR], Guerbet
Injection with abnormal vascularity in the central nervous
system and the body
AETAERZBEEEREERS c-Met ERBRIEN
[5 BB Rk HA SX $5 A8 14 rY 3 F /)N Al e i veg
36 Emrelis telisotuzumab past-npiil To treat locally advanced or metastatic, non- AbbVie Inc
’ vedotin Injection squamous non-small cell lung cancer (NSCLC) :
with high c-Met protein overexpression after prior
systemic therapy
B ER KRR ETFRESMESRATEH LA
HEASE—ERRFENER N FREER
37. Enflonsia® clesrovimab 3%\ ’.g'ﬁu fo prevent respirafcory sypcytial virus (RSV.) lower Merck Sharp & Dohme LLC
Injection respiratory tract disease in neonates and infants

who are born during or entering their first RSV
season
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HAA R E R A I3 R A0H MR

: _ Pt gLl To decrease the need for red blood cell : : :
38. Enjaymo sutimlimab . . . - Bioverativ Therapeutics Inc.
Injection transfusion due to hemolysis in cold agglutinin
disease
: fepime; EFTE A M PR B R .
39. Exblifep cerepime /.EETEJ AR ZE{.L - . . Orchid Pharma
enmetazobactam Injection To treat complicated urinary tract infections
: R AEEEE .
40. Exxua gepirone Tablet To treat major depressive disorder Mission Pharmacal Company
B#E - RE | AEeSHsER1E Sorinaworks Therapeutics
41. Ezmekly mirdametinib Capsule - Treatment of plexiform neurofibromas in patients pring jerap
. . . Ireland Limited
Tablet with neurofibromatosis type 1
WORBBRBUEREIKRED A BREAERREE
o BRI AEBENEAR Ligand Pharmaceuticals Inc. ;
42. Filspari sparsentan T bT " To reduce proteinuria in adults with primary Travere Therapeutics Inc. ;
apie immunoglobulin A nephropathy at risk of rapid Bristol Myers Squibb
disease progression
S RAREERBEEGHRE 7B KEEENEO
43. Filsuvez birch triterpenes IG T To treat wounds associated with dystrophic and Lichtenheldt GmbH
© junctional epidermolysis bullosa
St B ) AENERES ENEETREBASE
44, Gohibic vilobelimab | 2 i To treat acute respiratory distress syndrome Almac Pharma Services Ltd
UECHON | (ARDS) caused by SARS-CoV-2
RRAERAE 1 Bl R B RBER SRS
BE RBRE | KRagEEEIUIRNES SorinaWorks Therapeutics
45. Gomekli mirdametinib Capsule » To treat neurofibromatosis type 1 (NF1) who have Pring Inc P '
Suspension | symptomatic plexiform neurofibromas (PN) not '

amenable to complete resection
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BRENEMEER  FREERNSMEMEBREN
EEHLR  ARFBARMBARBMREHEIREE
EIREIE

et : o . .
46, el treosulfan &%}ﬂ For use in comk?lnatlon with fluda_rablne asa Medac GmbH
Injection preparative regimen for allogeneic hematopoietic
stem cell transplantation (alloHSCT) for acute
myeloid leukemia (AML) and myelodysplastic
syndrome (MDS)
33 Bt | 8 B AY p .
47. Hemgenix etranacogene /.EgijJ A% B I A . CSL Behring LLC
dezaparvovec Injection Treatment of hemophilia B
: . A S AEEEUEENES .
48. Imaavy nipocalimab . . : : Janssen Biotech, Inc.
Injection To treat generalized myasthenia gravis
patoppi S8 PR HA/ )\ 2 e i ye2
49. Imdelltra tarlatamab /.EEEJ SRIRA) Hﬂﬂ;ﬁﬂir Amgen Inc.
Injection To treat extensive stage small cell lung cancer
s RE AB = I8 .
>0 Inpefa sotagliflozin Tablet To treat heart failure SO AETmS (1
51 lomery Srmebrol paa=ppil FRYE I S AR 3S 2T Bracco Diagnostic Inc,
' omervi Omepro Injection For use as a radiographic contrast agent BIPSO GmbH
_ BERREAEERAN A REREMETHEEX : .
. : RE . . .. . Ipsen Biopharmaceuticals,
52. Igirvo elafibranor To treat primary biliary cholangitis (PBC) in
Tablet o . o Inc.
combination with ursodeoxycholic acid
‘ ‘ N ) ABEFE G A BRI R '
53. ltovebi inavolisib Tablet To treat locally advanced or metastatic breast Genentech USA, Inc.
apie cancer
: chikungunya paa=ppil %EEHWAE}L'%?E% . :
54. Ixchiq . : .. Prevention of disease caused by chikungunya Valneva Austria GmbH
vaccine (live) Injection

virus (CHIKV) in individuals 18 years and older
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A= DURE S| SRyt B R Z 4R

EEH - i
55. |zervay avacincaptad pegol In'ie%cj;?(jn To treat geographic atrophy secondary to age- IVERIC bio, Inc.
) related macular degeneration
RRARCERBE IMEEZHAE (85 BTK A1
B HUE ) FIALARYTE M E A M E A I R
56. Jaypirca pirtobrutinib Tablet To treat relapsed or refractory mantle cell Loxo Oncology Inc.; Eli Lilly
lymphoma in adults who have had at least two
lines of systemic therapy, including a BTK inhibitor
RaREERZVINEBETRAAEEBERSIHE
R ME s
>/ Jesduvrog daprodustat Tablet To treat anemia caused by chronic kidney disease GlaxoSmithKline
for adults on dialysis for at least four months
_ AERCHEEANEE 3-3188 & 4RaiE :
| = .
58. Joenja leniolisib Ak To treat activated phosphoinositide 3-kinase delta Pharming GrO.Up NV
Tablet sordlame Novartis
59 Journavx cuzetridine RE AEPIEESMUER Vertex Pharmaceuticals
' 9 Tablet To treat moderate to severe acute pain Incorporated
RARBAR 12 mEl EEVFEIESHERERER
. o pa-ppic ROFR [ 2%
€0. FEVEEIG SPEVTISETi Injection Pre-exposure prophylaxis of COVID-19 in adults Astrazeneca AB
and adolescents 12 years of age and older
S B ABEATYRNERLEEERERE
61. Kimmtrak tebentafusp Ir;'ect?on To treat unresectable or metastatic uveal Immunocore Ltd
) melanoma
. TSI 78 R PO B S B BARE -
62. Kisunla donanemab Injection To treat Alzheimer’s disease Eli Lilly and Company
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AEEMERERNTEREERE

pas- g . . :
63. Korsuva ; Kapruvia difelikefalin .Egijj To treat moderate-to-severe pruritus associated Cara Therapeutics
Injection . L .
with chronic kidney disease
. TR AR s 5 Bk S :
). N 7| .
64. Kostaive zapomeran | .Ig];m To prevent COVID-19 caused by SARS-CoV-2 in Arcturus Ther; ;\D/eutlcs Europe
njection individuals 18 years of age and older o
RRRCERBEV—EEZERENMA KRAS
G12C REWFE0RE IR R4 IE/ AR AR =
7| _
65. Krazati adagrasib i To treat K.RAS G12C-mutated locally aglvanced or Mirati Therapeutics Inc.
Tablet metastatic non-small cell lung cancer in adults
who have received at least one prior systemic
therapy
AEERMEE A SN EARB R - B34
ST AM A B Al ME
66. Kymriah tisagenlecleucel | - tfq Treatment of relapsed or refractory (r/r) acute Novartis
njection lymphocytic leukemia (ALL) or relapsed or
refractory (r/r) large B-cell lymphoma (LBCL)
som L STEE | s
A S | emommmEnEE o g
67. Lamzede velmanase alfa Powder - . Chiesi Farmaceutici SPA
S Treatment of alpha-mannosidosis
Injection
- RE AEEIE /) Al e P e :

08, Lazcluze lazertinib Tablet To treat non-small cell lung cancer (NSCLC) Janssen Biotech Inc.
69 Leaselvi deuruxolitinib R AEEENR Sun Pharmaceutical
: gselvi uruxoftini Tablet To treat severe alopecia areata Industries, Inc.

B AL == £ EREE ’%
letibotulinumtoxin SESIE HIESE HRM P EEEEHEM
70. Letybo A Infecti To temporarily improve the appearance of Hugel, Inc.
njection moderate-to-severe glabellar lines
. . BE AEFRMRTHIRER : .
71. Livdelzi seladelpar Capsule To treat primary biliary cholangitis (PBC) Gilead Sciences, Inc.

9/37



REBEENEMRRES (CMV) B

7
72. Livtencity maribavir THbff.‘Jt To treat post-transplant cytomegalovirus (CMV) Takeda Pharmaceuticals USA
apie infection
AN > \ % L ET;(HEE A \ )
73 Loargys egzilarginase AAH %mo}ﬁjalfﬁfg/{i fro%nf/]; eﬁajrasﬁé;jﬂalﬁe with Immedica Pharma AB
' 9 pegziiarg Injection peopie y 9 Unimedic AB
hyperargininemia
R IEFERE R P M Rl SRR 2 B & PRI S IR 5 52
gallium Ga 68 A S ﬁﬂ%h}%%ﬁ%& e : Novartis Pharmaceuticals UK
74. Locametz : L Detection of prostate-specific membrane antigen -
gozetotide Injection " . . . o Limited
(PSMA)-positive lesions with positron emission
tomography (PET) in patients with prostate cancer
NP TER Y BG EI R p A R = 4B 48
. o EETH C : :
75. Lumisight pegulicianine _— To use as an optical imaging agent for the Lumicell, Inc.
Injection . ;
detection of cancerous tissue
. : B ABEREEBE R _ :
76. Lupkynis voclosporin Cepail o et a0 mEghtE Aurinia Pharmaceuticals Inc.
S B ) AEERM R AR MBI
77. Lynozyfic linvoseltamab | g : Treatment of patients with relapsed and refractory Regeneron Ireland DAC
rjection multiple myeloma
AEZARARARERRFXEE 2 (FGFR2) EER
) BHEMEFNHAESRE
78. Lytgobi futibatinib - bT N To treat intrahepatic cholangiocarcinoma Taiho Oncology
apie harboring fibroblast growth factor receptor 2
(FGFR2) gene fusions or other rearrangements
IRRAR e e I s e L
79, Miebo perfluoro- Ophthalmic /.:.}?EZEEEE’JEHK . Novaliq GmbH
hexyloctane colution To treat signs and symptoms of dry eye disease
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: : B AEESIteEmRm C &Y
80. Miplyffa arimoclomol Capsule To treat Niemann-Pick disease type C AR Bl ST
Faks 60 mAU EABFRMNIRE S mES R NI
Respiratory N K 78 = JR
81. mResvia Syncytial Virus | ‘?E%j'.qJ Prevention of lower respiratory tract disease Moderna Biotech Spain, S.L.
mRNA njection (LRTD) caused by Respiratory Syncytial Virus in
adults 60 years of age and older
. : past- gl ARG ED .
82. Nemluvio nemolizumab feades To treat prurigo nodularis Galderma Laboratories, L.P.
S EBRENRES D2 B EWE SR &SN
83. NexoBrid anacaulase ’ T To remove eschar in adults with deep partial Mediwound, Ltd
thickness or full thickness thermal burns
Ge hick full thickness thermal b
Y N E=VAN SE Y HE = 7
84. Ngenla somatrogon Iniecti Management of a growth disorder due to growth Pfizer |
njection | hormone deficiency lzerinc.
N aEEUREYInE R
paa-ppu - : :
85. Niktimvo axatilimab | ,Egijj To treat chronic graft-versus-host disease Incyte Corporation
njection (CGVHD)
AUE - ESTHE] | BRME A BUSRER FEAZE (MoCD ) BEMET AR
86. Nulibry fosdenopterin Powder - To reduce the risk of mortality in molybdenum Sentynl Therapeutics, Inc.
Injection cofactor deficiency Type A
WEEEREE SOVEE B4 2 | i 2fE B8 Y 4F EB
. . R ARRREAZSARNEREREERMAERZ SpringWorks Therapeutics,
87. Ogsiveo nirogacestat Tabl To treat adults with progressing desmoid tumors |
ablet who require systemic treatment ne.
- o . Day One Biopharmaceuticals,
REOBME | AmER A SRR / b
88. Ojemda tovorafenib Tablet » To treat relapsed or refractory pediatric low-grade . ’
) . Quotient Sciences —
Suspension | glioma

Philadelphia LLC
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IRFA R

[RERARSCIRYSREERENRE
To reduce elevated intraocular pressure in patients

Santen Pharmaceutical Co.,,

89. Omlonti omidenepag Ophthglmlc with open-angle glaucoma or ocular Ltd
solution hypertension
pat-ppi AR A K -
90. Omvoh mirikizumab _E%Tg] St G nﬂﬁ.k o Eli Lilly
Injection To treat ulcerative colitis
nivolumab ; paat-ppil ABEATIRSER M EERE . .
oL Opdualag relatlimab Injection To treat unresectable or metastatic melanoma Bristol Myers Squibb
S 5 AFEREMEMEEIREMEA B AEKER
92. Ordspono odronextamab Ir;'ect?on To treat follicular lymphoma or diffuse large B-cell Regeneron Ireland DAC
) lymphoma (DLBCL)
sulopenem . e b s B -
93. Orlynvah etzadroxil, PR ATROFER r&&&%@* . . . Iterum Therapeutics
orobenecid Tablet To treat uncomplicated urinary tract infections
St B ) AEE RS M AR M AL &S B PR AE
94. Piasky crovalimab Ir;'ect?on Treatment of paroxysmal nocturnal Roche Pharma (Schweiz) AG
) hemoglobinuria (PNH)
. . ; ] ”Tﬁl 51)\\’\‘}2‘?': é, ! =) y . .
95. Pombiliti cipaglucosidase .Egj'.qJ AR S LR S . Amicus Therapeutics Inc.
alfa Injection Treatment of late-onset Pompe disease
K AN A tR = AERYA MM B M
96. Pyrukynd mitapivat TabTet To treat hemolytic anemia in pyruvate kinase Agios Pharmaceuticals Inc.
deficiency
N AEEA SOD1 ERAREMMANZMRERARELIE . : _
ST . . lonis Pharmaceuticals Inc. ;
97. Qalsody tofersen Iniection To treat amyotrophic lateral sclerosis in adults Biogen Inc
) who have a SOD1 gene mutation 9 '
St 597 R A 8k B B A %m A LU 5008 /) H M4
98. Qfitlia fitusiran Ir;jection To prevent or reduce the frequency of bleeding Genzyme Corporation

episodes in hemophilia A or B
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i N=Fi=d : :
99. Quvivig daridorexant P .:.%95&5 . Actelion Ltd ; Idorsia Ltd
Tablet To treat insomnia
BA|BEAsy REAAN S It BE S L - AINEEIER
MIFRIEHERERARE ; BEARAREZBHN
HEEAE R P ERE—BEMTANaENER 4IFE
: - EHEEREMAZE
Penpulimab ; 5/& paa=ppil In combination with either cisplatin or carboplatin
100. | o ; IREEHFEE penpulimab e L platir P Akeso Biopharma Co., Ltd.
P Injection and gemcitabine, to treat adults with recurrent or
' metastatic non-keratinizing nasopharyngeal
carcinoma (NPC), or as a single agent while on or
after platinum-based chemotherapy and at least
one other prior line of therapy
101 Rapiblvk landiolol paazppil AEE FMOERR AOP Orphan Pharmaceuticals
' Py Injection To treat supraventricular tachycardia GmbH
sodium o e . "
Pk AR ZERAIREL :
102. Relyvrio phenylbutyrate;taur - EJ ey Eﬂ:.ﬁ : Amylyx Pharmaceuticals
ursodiol Suspension | To treat amyotrophic lateral sclerosis (ALS)
: . R AEERMEE A=A :
103. Revuforj revumenib Tablet To treat relapsed or refractory acute leukemia Syndax Pharmaceuticals, Inc.
- RE AEREER -
104. Reyvow lasmiditan Tablet Treatment of migraine Eli Lilly
B A A A\ FEEHS 14 B W 1 B SR AN SR e BART A 4 b Madrigal Pharmaceuticals,
105. Rezdiffra resmetirom TabTet To treat noncirrhotic non-alcoholic steatohepatitis Inc;

(NASH) with moderate to advanced liver scarring

UPM Pharmaceuticals
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AERARBSRFEERRSME-1 (IDH1) RE/
15’55%’@32%, EdsLEdEN=TilIbES

2F . :
106. Rezlidhia olutasidenib . To treat adults with relapsed or refractory acute Rigel Pharms Inc.
Capsule : . .
myeloid leukemia with a susceptible isocitrate
dehydrogenase-1 (IDH1) mutation
| EEE | ARSKEMERERM SR Cidara Therapeutics Inc
107. Rezzayo rezafungin — . e Seachaid Pharmaceuticals
Injection To treat candidemia and invasive candidiasis Inc
BB 13 mAL ERERMAE R ERINZD I ERE
108 Riulv tegomil fumarate i TI:F NEUEPGEETiL
' y g Capsule Treatment of adults and children from 13 years of Pharmaceuticals, S.L.
age with relapsing remitting multiple sclerosis
RREE 9 mAU EREMAA 1 BREMESERIR
v %\ L =i NP )
. . paa=ppil AE(PHL)E %Eﬁﬁ(gﬁﬂ($ . . Novo Nordisk Ing;
109. Rivfloza nedosiran _— To lower urinary oxalate levels in patients 9 years . .
Injection . . . Pyramid Laboratories
and older with primary hyperoxaluria type 1 and
relatively preserved kidney function
pasoppi AE A BMK . : :
110. Roctavian el EREREENG 22l iz (4 ZEND . BioMarin Pharmaceutical Inc.
roxaparvovec Injection Treatment of Hemophilia A
fREESERIHNEEYNIFF AR ERERE A
B YE M4 ch MR A R Rl EAR R RO R SR BE A R
- To decrease the incidence of infection in patients
: pa-ppil . : . : . :
111. Rolvedon eflapegrastim Iniection with non-myeloid malignancies receiving Spectrum Pharmaceuticals
) myelosuppressive anti-cancer drugs associated
with clinically significant incidence of febrile
neutropenia
112 Romvimza vimseltinib B RAEBAERE B FIUIROIGEEEREEMNT) | Deciphera Pharmaceuticals,
i Capsule A P2 5 Bl e R A TR E Y B 5 B A4 e JeR LLC
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To treat symptomatic tenosynovial giant cell
tumor (TGCT) for which surgical resection will
potentially cause worsening functional limitation
or severe morbidity

patoppi AEEEUERENE .
113. Rystiggo rozanolixizumab £ ARESHERIEAL R . . UCB Pharmaceuticals
Injection Treatment of generalized myasthenia gravis
. AEBRARERESS-1 ARNEHBIEEREHRSIE Geron Corporation;
114. Rytelo imetelstat Ir;'ect?on To treat low- to intermediate-1-risk Catalent Indiana, LLC;
) myelodysplastic syndromes (MDS) Patheon lItalia, S.p.A
115 Rvzneuta efbemalenograstim ST 78 BRI op MR A e L /e Evive Biotechnology
' Y alfa Injection To treat neutropenia Singapore Pte. Ltd.
07 AERARRERAERAESIENS XN MIE PTC Therapeutics
116. Sephience sepiapterin ? Treatment of hyperphenylalaninemia in adults and Jerapeut
Powder . : . International Limited
children with phenylketonuria (PKU)
. RRZEEZ D IR Serum Life Science Europe
-6, S . : .
117. Siiltibcy r:ICEFSFf\_'I'lg In'ie%c];?an To detect infection and disease caused by GmbH
) Mycobacterium tuberculosis Bilthoven Biologicals B.V.
o3 AEREMREZST :
118. Sofdra sofpironium i =0l &.H&'Ejy ¥ﬁ . . Botanix SB Inc.
Gel To treat primary axillary hyperhidrosis
WORBRBETHEBCHARBEBARIOMANRERN
- a2t : .
EE Ean =]
1109. Sohonos palovarotene Cj;;%ile To reduce the volume of new heterotopic Ipsen Blopf}erl]rcmaceutlcals,

ossification in adults and pediatric patients with
fibrodysplasia ossificans progressiva (FOP)
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AERME - AR ZEERBMAIAEMIRA
Ei?‘j',fﬁ’l BMZEY HIV /mERR

120 Sunlenca lenacapavir paa=ppil Treatment of multi-drug resistant HIV in people Gilead Sciences. Inc
' P Injection with HIV who have limited treatment options due T
to safety, intolerance, and resistance
considerations
B AEBRBRABHLERR :
121. Skyclarys omaveloxolone Capsule To treat Friedrich's ataxia Reata Pharmaceuticals Inc.
S B 7 % Y XM '
122. Talvey talquetamab ’.Imj st B S S el : Janssen Biotech, Inc.
Injection To treat relapsed or refractory multiple myeloma
AEERMEE AN EARB R - B34
AMEARNEE :
brexucabtagene past-npiil SATEEAIE A Kite
123. Tecartus . Treatment of relapsed or refractory (r/r) acute . .
autoleucel Injection . : (Gilead Sciences Inc.)
lymphocytic leukemia (ALL) or relapsed or
refractory (r/r) mantle cell ymphoma (MCL)
afamitresaene St B ABE A AT ER S 8 S 1415 e
124, Tecelra 9 S Treatment of adults with unresectable or Adaptimmune, LLC
autoleucel Injection . :
metastatic synovial sarcoma
A% IDH1 SRERS M RAM B Ms - IDH1 SREZHE
. . RE B . .
125. Tibsovo ivosidenib Tablet To treat IDH1-mutated AML - IDH1-mutated Laboratoires Servier
cholangiocarcinoma
126 Tryngolza olezarsen B ot TSl S e lonis Pharmaceuticals Inc
’ yng Injection To treat familial chylomicronemia syndrome ’
IRRAR ABEZ AR AR IR K AEAR
127. Tryptyr acoltremon ophthalmic | To treat the signs and symptoms of dry eye Alcon Inc.
solution disease
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178 Trwio: Jeravao S —— RE A /A Idorsia Pharmaceuticals US
’ yvio, AS) P Tablet To treat hypertension Inc.
; past-ppi AEB B .
129. Tymlos; abaloparatide .Egij kit - Radius Health Inc.
Eladynos Injection Treatment of osteoporosis
: : pa-ppic SE4ESS 3 HA 1 BUMEFRIGRY M . :
130. Tzield teplizumab s To delay the onset of stage 3 type 1 diabetes Provention Bio Inc.
o pat- gl Ja B R [ R A e e . :
131. Unloxcyt cosibelimab Injection To treat cutaneous squamous cell carcinoma Checkpoint Therapeutics, Inc.
RE AEEUERERER ZEM : .
132. Vafseo vadadustat Tablet To treat anemia due to chronic kidney disease Akebia Therapeutics, Inc.
1 g AESMREARA LA
133. Vanflyta quizartinib T bT Treatment for newly diagnosed acute myeloid Daiichi Sankyo, Inc.
ablet leukemia
AREERFEEREEREREBERBUREIKE
EX &
: RE H ABRRANERR . Novartis Pharmaceuticals
134. Vanrafia atrasentan Tabl To reduce proteinuria in adults with primary c .
sloliet immunoglobulin A nephropathy at risk of rapid O BOIEIIE
disease progression
A& 1 m AL EERERN CDSS5 RZ EBEX B
St B9 (CHAPLE f=®) :
135. Veopoz pozelimab .I%jf:d To treat patients 1 year old and older with CD55- Regeneron Pharmaceuticals,
Injection deficient protein-losing enteropathy (PLE), also Inc.
known as CHAPLE disease
- AEEFEHSIENPEEEEHE
| - ;
136. Veozah fezolinetant R To treat moderate to severe hot flashes caused by OIBIEEE S
Tablet Astellas Pharma Inc.

menopause
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R IEAERMINZEESIRERRVVOREEELE
BN MR RVVC 8RR

137. Vivjoa oteseconazole C z’%l To reduce the incidence of recurrent vulvovaginal Mycovia Pharmaceuticals
apsule candidiasis (RVVC) in females with a history of
RVVC who are not of reproductive potential
AEMNMWENRAPESSBRE A SR
S— AisE(E
BE . . : . .
138. Vonjo pacritinib To treat intermediate or high-risk primary or CTI BioPharma
Capsule . . :
secondary myelofibrosis in adults with low
platelets
) AEEEMREMASEAKRERENLIEINEMD
139. Voydeya danicopan - bT ; To treat extravascular hemolysis with paroxysmal Alexion Europe SAS
apie nocturnal hemoglobinuria
AE A EDESRANER B :
140. Vtama tapinarof - Sz R o Dermavant Sciences
Cream To treat plaque psoriasis
AEBAEEAARURMMRENEERNA VI 2
BT~ BB | BRal $##(COLTA)ERREN B EMNEO .
. beremagene : . . . : Krystal Biotech Netherlands
141. Vyjuvek Suspension, | Treatment of wounds in patients with dystrophic BY
geperpavec Gel epidermolysis bullosa (DEB) with mutation(s) in
the collagen type VIl alpha 1 chain (COL7A1) gene
St B ) AEBNEEERAERE
142. Vyloy zolbetuximab | 2 : To treat gastric or gastroesophageal junction Astellas Pharma US, Inc.
rjection adenocarcinoma
- paoppic AR B M EREMNES]
143. Vyvaart efgartigimod alfa Injection To treat generalized myasthenia gravis Argenx BY
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AEEBMEFREREANTENBRNRZESZRH

144 Wainua: Wainzua S S — Pyl %EF,%%F AstraZeneca Pharmaceuticals
' ’ P Injection To treat polyneuropathy of hereditary LP
transthyretin-mediated amyloidosis
ABEAMS AT E-BEMKI5E SR s D BR SR
B8 s 1 15 M A 0 1A i 318 0 S R 425 A 0 A4 i A i 36
145 Xacduro sulbactam; Pt gl To treat hospital-acquired bacterial pneumonia Entasis Therapeutics
' durlobactam Injection and ventilator-associated bacterial pneumonia Holdings Inc.
caused by susceptible isolates of Acinetobacter
baumannii-calcoaceticus complex
: hyperpolarized Xe- PN 8 B 5 A B 20 B e i 2 A 48
146. HEREHEL 129 Inhalation | To evaluate pulmonary function and imaging Polarean Inc.
, Pt gl oo B 1 B Bk P e TR 2 JiE .
147. Xenpozyme olipudase alfa Injection To treat acid sphingomyelinase deficiency Sanofi S.A.
;33: / Z;\-‘A H
148. Xolremdi mavorixafor Caﬂgs%ile Tmo;tgr:g’:—l\}vmllt/liyndrome X4 Pharmaceuticals, Inc.
149 Vorvioath palopegteriparatid S S AR FARARINEER ME Ascendis Pharma Bone
: P e Injection To treat hypoparathyroidism Diseases A/S
: : RE aEr=HE .
150. Yselty linzagolix Tablet T B A Theramex Ireland Limited
=g AEIRIATE ,
151. Zavzpret zavegepant Seray To trem;t migraine Pfizer Inc.
: : b3 AR ERM R
152. Zelsuvmi berdazimer Gel To treat molluscum contagiosum EPIH SPV, LLC
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Ziihera ; BffZ ; J*

Pt npii

RARBREERIBAEN HER2 SREN AR ER
A ERERERESE

Jazz Pharmaceuticals Ireland
Limited ;

153. S E R E T S zanidatamab Injection Treatment of adults with previously treated, e (BN ) EMREE
unresectable locally advanced or metastatic A=
AR BRAT]
HER2-positive biliary tract cancer
AENOBERZRENEGENRAZENEEUE
St B ) REANEE S
154, Zilbrysq zilucoplan Ir;'ect?on To treat generalized myasthenia gravis in adults UCB, Inc.
J who are anti-acetylcholine receptor (AChR)
antibody positive
mE AERRR-EHERERASIE
155. Zokinvy lonafarnib Caﬂiﬁle Treatment of Hutchinson-Gilford progeria Eiger Biopharmaceuticals
P syndrome
ABEARBRESRELAEEER 5 RZERVERR
156 Ztalm anaxolone Pl 1E Marinus Pharmceuticals Inc;
' y 9 Suspension | To treat seizures in cyclin-dependent kinase-like 5 | Purdue Neuroscience Corp
deficiency disorder
BE AEERIEE ,
157. Zurzuvae zuranolone . Biogen Inc.
Capsule To treat postpartum depression
AEEMA B AMRMER (DLBCL)KS#AKAI B Al
loncastuximab pE-pi HEMERE (HGBL) .
158. A7ileliiE tesirine Injection To treat diffuse large B-cell ymphoma (DLBCL) AP sl jpre s b
and high-grade B-cell lymphoma (HGBCL)
AEERMEERM BRI E AR E .
159. Zynyz retifanlimab — To treat metastatic or recurrent locally advanced
Injection , Inc.
Merkel cell carcinoma
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AR 12 mARUESDEMAA | B I B EE R

160 XRNE ; TR veloe| s B paoppic ENRIABENLSE EBERK ( B8 ) EMREA
i =1l 9 Injection Treatment of adolescents aged 12 and above and NG
adults with type | and type Il Gaucher disease.
2F VAT HR A T s
161 | iEFERE dimdazenil T Bk o T SRR O AIRAT
Capsule Short-term treatment of insomnia
o AEE R M E A REMEMEBMARE
162. | RAfths ; MERER linperlisib TabTet Treatment of adults with relapsed or refractory PEBREZXFRAT
follicular lymphoma
G IR RER AR EEZ 2 AR
KM BAREZBEEIKRET GENERIBER U =Z5E
BERE
SCEEHS ; BERBIANK o B#E In combination with injectable carelizumab for e T B 2 LA o [/
163 BEB®E famitinib malate Capsule patients with recurrent or metastatic cervical THRERRRRNBRAT
cancer who have failed platinum-containing
chemotherapy but have not received
bevacizumab treatment
EEFIRENER L - BtTHEEY) StEHAMTIR
BYRECRIEREMSHZ  ARESDPSSLIE
Bt TRy e EzEREEEREQRER
(LDL-CO)BENREMSEERMEMESHMEESR
N s e . R ARE ;| BEARIGFRGEMSERREMEMES
; AR g .. BT o e - I _
164, | OF IR recaticimab Injiei?fn RMERENAASE - UREETEEEAREE | ERERERERAD

(LDL-C) - #EEIE2(TC) ~ #ASER B (ApoB)K¥FE
On the basis of dietary control, in combination
with statins or other lipid lowering therapy for the
treatment of adult patients with primary
hypercholesterolemia and mixed dyslipidemia,
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who fail to achieve low-density lipoprotein
cholesterol (LDL-C) goals after receiving moderate
or higher doses of statins treatment;
Monotherapy for adult patients with non-familial
hypercholesterolemia and mixed dyslipidemia to
reduce low-density lipoprotein cholesterol (LDL-
C), total cholesterol (TC), and apolipoprotein B
(ApoB) levels

RARH—1E 2 TNF IHIEEAE AR A0S
FBEMBERAARE

aromatase inhibitors as initial endocrine therapy.
In combination with fulvestrant, particularly in
patients who have progressed on prior endocrine
therapy.

- T . I .
165. %g%ﬁ)ﬁ% e |varm;th|n|b THbT”t Treatment of adult patients with active ankylosing A ERBERNBRAT
=Ie suftate avle spondylitis who have poor efficacy or intolerance
to one or more TNF inhibitor
RAREDERB—ERAMAERN KRAS G12C =&
B EAFE/ AR B (NSCLO) A & &
" N RE Treatment of adult patients with non-small cell B NEBERERNAR
Lee, | Sl | SRR gesieL Tablet | lung cancer (NSCLC) harboring KRAS G12C AS
mutations who have received at least one prior
systemic therapy
RRHEZREGYE  ARKRERRFZE 2 BHEE
e ERER A MR IR A A R E | ESE (RN HIT B
BERESBARD AR ; E—iﬁiﬁjﬁﬂkﬁ/\ﬁﬁﬁ’\ﬂ%
TEIANDWEEERERERNEE
167 REE ; BRRZER lerociclib R Treatment of advanced or metastatic HR-positive, Genor Biopharma(USA), Inc
’ AR hydrochloride Tablet HER2-negative breast cancer. In combination with P (R
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PEE ; WEADVE

R

AR ERER 12 A LB D FERM A E AR
HNJERRBENGE - AEEFEMREHER 5
ESARNEE

i i S 3| =7 NG

168. R suraxavir marboxil Tablet Treatment of influenza A and B in individuals aged AR A=
12 and above. However, it is not indicated for
patients at high risk of flu-related complications.
BRIl S - AREEX B ARG

o AEXUNR RS ARERE

169. REEREM R vorolanib TabTet In combination with everolimus, for patients with BiEZZERKMNABRAT
advanced renal cell carcinoma who have failed
prior treatment with a tyrosine kinase inhibitor

FoaMR ; : I _ . .
. ' ritonavir;simnotrelv R SAEATE A R S
E++ —:t:h. | == I. ) ) = é?:/\ /\E
17 ) o E%Ei‘/ﬂﬁ%’% ir Tablet Treatment of COVID-19 infection o s Rl
LR ; . R AET _fEEES e AR 2 R A =

171 ZRAIMENAS A A anaprazole sodium Tablet Treatment of duodenal ulcer HIEMNERORRAT
AR AS A B B M A ED TR RN D AR B SR R R ALK R4
R 55 B Rtk HA =X BB A8 14 JE /)N AR AR At 2

172 LIRS ; MBRRIKE envonalkib B Treatment of anaplastic lymphoma kinase (ALK)- EAXRBEEEERNABRA

' foseiB 2 Capsule positive patients with locally advanced or g
metastatic non-small cell lung cancer (NSCLC)
who have not been treated with ALK inhibitors
SR EE S R R 1B 31 AN/ S B8 A8 M BR SR BT A AT
N N M
[wan] N -H-EH 1ES ) ) 3 T | . .
173. ;t%:l::i;;:gﬂﬁﬁ finotonlimab Injie%cj;?cjn Treatment of recurrent and/or metastatic head BN AR TR BRA T

and neck squamous cell carcinoma in
combination with platinum-based chemotherapy
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RAREEEERBED—BEHEENMA KRAS
G12C RERF/ERREHASLERMIF/ AN ib =

e : R To treat KRAS G12C-mutated locally advanced or | EBIEAXRBEERLFERES
[wan] = [S=ke=x
1768 2200, R B R CEIBCIEE2 Tablet metastatic non-small cell lung cancer in adults RAE]
who have received at least one prior systemic
therapy
AR T R BEICEN D E 2 S E R IR B m
e . RARE
ZER K E . S : : e s .
175, | =7 N 9533‘5:; e vunakizumab /.I%ijj Treatment of adult patients with moderate to BB EYBESRAT
R Injection T .
severe plaque psoriasis who are candidates for
systemic therapy or phototherapy
_ RARMABAMRERRKEREN SR
| = iﬂz = | 3| /\
176. | Z&R ; BHABNER onradivir ijTét Treatment of adult patients with simple influenza ik L EgngmﬂﬁﬁﬁﬁA
A
AEERBARED 2BAAMARESRZNERNEAN
TN ~ N ZEMBRERERARE v et DU
IR EBTRIRE . EHIE = A . . HEBREMRERNBRA
177. =<fR aponermin Injection Treatment of adult patients with relapsed or =
A refractory multiple myeloma after two or more
systemic therapies
. RE SABERHT R B R . -
. f1 55 o = d . ‘ == 8 INT
178 HEIER azvidine Tablet | Treatment of COVID-19 infection ARRAEIREERAS
33 B e/ NARR = e (e T g o LA _
179. | MBEREME®E | adebrelimab IR | AR R TR EREEROARAT
Injection Treatment of small cell lung cancer
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180.

HEE | 0RiREE
EEER

bevifibatide citrate

EGTE

Injection

RRETEE BRI AT ( BEETERENIKA
SREAM ) NEUBIRGRSESRE - MUEES MR
£ - XRAM#E - BERMNEMRZERER For
patients with acute coronary syndrome
undergoing percutaneous coronary intervention
(including coronary stent implantation) to reduce
the risk of acute occlusion, in-stent thrombosis,
no-reflow, and slow flow

BREFREVNRERNBRAT

181.

BmEEBABE

bozitinib

B&

Capsule

AEEAEE- ERE(EEF (MET) 9MNEEF 14 BkE
E’JEEBH%,HHJZE;%& MR/ NARE R B
To treat patients with MET exon 14 skipping non-
small cell lung cancer (NSCLC)

BB YR R BIRE
AT

182.

BEE, SXmaE
LR

ongericimab

EGTE

Injection

EEFIRENER £ BtTHREY)  StELAMTR
EYMARITEMBMSRE  AREERDPEHEND
FHISMU Mt THEY S E - NEIEIERBEERE
AiEERE (LDL-C ) BENREMSEREREMAE ( 3k
RiGt ) MESEMEEEORARE

Based on dietary control, in combination with
statins or statins and ezetimibe for the treatment
of adult patients with primary
hypercholesterolemia (non-familial) and mixed
dyslipidemia, who fail to achieve low-density
lipoprotein cholesterol (LDL-C) goals after
receiving moderate or higher doses of statins
treatment

EEEBEEYEBEMEKRNE
[RAE]
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183.

REZE77 ;
ORI ETEETR

ivonescimab

EETE

Injection

BEIREMENFR  ARKCERRERRFRERRA
BRI HI B e R ERA EGFR ERRE G MRS
E0 A% HA K SRS M SR AR IF /) A e i e

Combined with pemetrexed and carboplatin
chemotherapy in treating EGFR mutation in locally
advanced positive non-squamous non-small cell
lung cancer (NSCLC) patients who have
progressed after treatment of EGFR tyrosine
kinase inhibitor

184.

encofosbuvir

R
Tablet

HRRIBSIZEREHA - ARVAIKTERAE
MERL-2- 3 6B AEBHEREMLREERHA -
o SHEASHAELITEL

In combination with netanasvir phosphate
capsules to treat chronic hepatitis C virus (HCV)
infection in adults with genotypes 1, 2, 3, and 6
who are treatment-naive or have been treated
with interferon, with or without compensated
cirrhosis

BERBHETHEERGAR
A9

185.

netanasvir
phosphate

B&

Capsule

RRBEXEBHMEREA  AEVIASKTEREE
MERL-2- 3 6B ANEHRENREERA -
o e A S HAESITEL

In combination with yigibuvir tablets to treat
chronic hepatitis C virus (HCV) infection in adults
with genotypes 1, 2, 3, and 6 who are treatment-
naive or have been treated with interferon, with or
without compensated cirrhosis

BRRGIEXRNBRAT
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ARBREZVERB 2 Ba4aE (HPE
Bt H IR A B PR ER ) AR /E BN HAEL
BREE=EEIREMASRE

D 1R

186 K ; ERDEIR sacituzumab paa=ppil Treatment of adult patients with unresectable M)l BHREREY B ER DB
' BIESR tirumotecan Injection locally advanced or metastatic triple-negative BRAT]
breast cancer (TNBC) who have received at least 2
prior systemic therapies, including at least 1 in the
advanced or metastatic setting
ABEE S RAABEICEN T E 2 EE R IRBEm
SuF ; BUSESR o 597 mARS o EESHERENRERD
187. xeligekimab . Treatment of adult patients with moderate to N
EFR Injection C . BRAT]
severe plaque psoriasis who are candidates for
systemic therapy or phototherapy
- » crisugabalin B& S IR PR o M ) A A SR M R e R BE T A
188. Gl %%HDF‘SMH besilate Capsule To treat peripheral neuropathic pain SR S
_ . R AERE F BN ZE P EXRE
== 2 . o ‘/"*‘; ) 5 | . .
189. | L ;t}_ﬁﬁ%ﬁ + anrikefon i Treatment of mild to moderate pain following BRRNBEEEKNHARAT
5& Injection .
abdominal surgery
FARRRHA 7 M OPER T - #4002 ok R 2 1 A e e Ak
ABEE—RSHCEERTETERII D EREN
R AE
IKEFE ; EANEAIE : 25 ' i i ET—— _
190. & i AIEA R sl B Malntenancg treatment of adult patients with ' R IRAS
5 Capsule advanced epithelial high-grade ovarian, fallopian

tube, or primary peritoneal cancer who achieved a
complete or partial response after the completion
of first-line platinum-based chemotherapy
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AR EER R AR EERAMAE S ER M
SRE R ERSE

101 B ; BXNER tagitanlimab paa=pyil Treatment of patients with recurrent or metastatic | H)IIRMgBREMBER DS
' EHTR 9 Injection nasopharyngeal cancer (NPC) who have BRAE]
previously failed second-line or higher
chemotherapy
Treatment of advanced melanoma carrying
neuroblastoma ras viral oncogene homolog
MEY  ZNXEBE . B& (NRAS) mutations who have previously e e =
192. . tunlametinib Rl idEEEne PEAE-I e EBRMEMHEARAT
AEE RS PD-1/PD-L1 Ja%& K NRAS RE MR HA
FERBRE
A BEATF YIRS F iR o sEE B B E TN BEIE
. . . NEEMEBERARE
) ; AER paatoppi : L s
193. FUE N WF?&EE narlumosbart .I%ijj Treatment for adult patients with giant cell tumor | EBZER/FENRFEBIRAT
LR Injection . :
of bone that is unresectable or where surgical
resection is likely to result in severe morbidity
_ _ =354 Uit R 7 7 2 Y [ 422
[T KPEERE | fotagliptin pm | SERAZERRERIMMMENL e e A
194. . To improve glycemic control in patients with type | FRINSIIZREERHBRAS
TR benzoate Tablet : :
2 diabetes mellitus
FI% ; [N _BERAR . BE RARRREREX Y e BB =
195. NI+ ReE R linaprazan glurate Capsule Treatment of gastroesophageal reflux disease DRERERRRARAE
- NN . AEDPERE BAEMARMERSE
ST RIKATE SESHE - : . e g
196. =3 N EZELﬂ celiEeogens /.Egijj Treatment of adult patients with moderate to LEERNBERNTARAT
EFR ponparvovec Injection o
severe hemophilia B
197 BE@=,; BTEKTE mazdutide pat-npil RREEHREMIBNE I EEER FHRAREN | BEEMRE (#MN) BRA
' EIbc Injection REREEES - #WeieEs8 (BMI) & : BMI=28 Gl
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kg/m? ( BER¥ ); 31 BMI=24 kg/m? ( #BE ) TiftA
2H—1EREHEENSHE (ANSMmE - SMmE -

MAEERE - IEMAT - FHEMERTFREFEFRSES )
As an adjunct to a reduced-calorie diet and
increased physical activity for chronic weight
management in adult patients with an initial Body
Mass Index (BMI) of BMI=28 kg/m? (obesity) or
BMI=24 kg/m? (overweight) in the presence of at
least one weight-related comorbid condition (e.g.,
hyperglycemia, hypertension, dyslipidemia, fatty
liver, or obstructive sleep apnea syndrome and
etc.)

108 BANR ormutivimab ST ABEARRRE R EIHEEENENRFRS
' MARNEZEN Injection Treatment of rabies virus infection [REEAT
PRESFEM R MEEREEER A 55 H
I A AR E R B BB D I M U R ZE ) R RS DL Bk Bt
chMERL A AR R ME SR IR AV RN B8 £ R
199 M ; HIBIFEI= telpegfilgrastim bt gl To reduce the incidence of infections manifesting | EFSEEY TEKRHBERA
’ EHR Injection as febrile neutropenia in patients with non- g
myeloid malignancies receiving myelosuppressive
anticancer drugs that predispose to febrile
neutropenia.
o ESZ%’EZA 2 ﬂ%@ﬁﬁ%%ﬁ’\]ﬂﬂﬁ}%ﬂ _
200. | BRY¥; ZRITH cofrogliptin Tablet To improve glycemic control in patients with type | BRREBEEBRHERAS
2 diabetes mellitus
812 ; keverprazan F BET_EBES  RAMBREX Tk o T e e _
201 B ENER hydrocphloride Tablet Treatment of duodenal ulcer, reflux esophagitis AR FERRNBIRAS
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AR ZERBEACCREAMCERDIRERER - HEE
EAREZ A ARZEIHE BB M S SER T
AISBREE A B E

Treatment of adult patients with metastatic

S 4hon . = A& AL lrad ==
202. | 2W;t$,h;;,—?§ﬂ;z deuenzalutamide C Hﬁ/%l castration-resistant prostate cancer (nCRPC) who BRIEEROHBIRAS
AR apsuie have disease progression after receiving
abiraterone acetate and chemotherapy, and who
have not previously received novel androgen
receptor inhibitors
RREEBE- ERE(EEFINEF 14 BRER SRR
=17 4 =
i s . pE | PEEBEIERIE EETETRERES
203. | B=miB,; 8=8ER glumetinib Tablet Treatment of patients with locally advanced or 1A
avle metastatic non-small cell lung cancer with MET N
exon 14 skipping mutation METex14
MEEVEZB—RR2FEEENE R EANINE
T AR EEy&
T TwaE . i AE e To treat relapsed/refractory peripheral T-Cell N
204. i ’;;*UE = golidocitinib i lymphoma (r/r PTCL) in patients whose disease G ) ?%Hﬂﬂﬁﬁﬁz’\
EE Lelpsl has advanced following a minimum of one g
previous systemic therapy or who were refractory
to this
RRAERZRGYE  AREERREFZIE 2 2 HA0M
s ERMARERARSE ; BRES2F S AREL
TEINDWEERLIRERERNEZSE ; BEAR
2 | BL B PR Er i iR i R E 3 e BN —18
205. | EIRZE ; WEAF A bireociclib Tablet EREHIRERERNES HMEYREKROHBRAT

For patients with HR+/HER2- breast cancer: in
combination with fulvestrant for patients whose
disease has progressed after previous endocrine
therapy, and as monotherapy for patients who
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have progressed after receiving two or more
endocrine therapies and one chemotherapy in the
metastatic stage

BEMA 2 B RS R E Y M AR

206 BEEM ; B ARSI cetagliptin R Tolimprovelglycemic controlinipatients with bype EHER LY BEERIN (#F
Tk phosphate Tablet 2 diabetes mellitus M) BRHABERAS
MEESB=REEAREERERIETUEEA
M 52 A9 B &2 MM BB AEE (ALK ) BRI S EBRE HASK
ER IR AR ( NSCLC ) BERAE
S F Treatment of patients with anaplastic lymphoma o _
)= 4 . = S == Py INTG
207..| BRRE]; RS ruplinalkib Tablet kinase (ALK)-positive locally advanced or ABRRERAS
metastatic non-small cell lung cancer (NSCLC)
who have progressed after prior treatment with
crizotinib or who are intolerant to crizotinib
St B AEEMBRSIENEN
208. BEIDROESR pegmolesatide | - i Treatment of anemia due to chronic kidney IHEREZEFFRAT
njection disease
209 RiRE ; HEEHFEN stapokibart paat-ppil AEPEEEEEUMRER RERAETEMBER AR
‘ EER P Injection Treatment of moderate to severe atopic dermatitis NG
BEaEo AER — PEIMSERANEHA 2 B
BIEF ; BaBmE o RE PR 2 & B9 [ #E 22 s
’ == 1 TAD7AN
210. BE R henaglifiozin Tablet Monotherapy or as add-on therapy to metformin ISR

to improve glycemic control
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211.

taletrectinib

BE
Capsule

R4 ROS1-TKI JAEE#E R ROS1 B4 5 Bl itk 2A
SR M IR/ AR E ( NSCLC ) A RE
Treatment of adult patients with locally advanced
or metastatic ROS1-positive non-small cell lung
cancer (NSCLC) who have been previously treated
with ROS1 TKls

BITEVBERR (M) B
fRAE]

212.

XL FREBRR

sunvozertinib

R
Tablet

AETARNERRAFSEINGET 20 BARELH
E“BE%,HHIHEﬁB IR N R A B
Treatment of adult patients with locally advanced
or metastatic non-small cell lung cancer (NSCLC)
with epidermal growth factor receptor (EGFR)
exon 20 insertion mutations

BT (J1E ) BEROHBRA
=

213.

e
KRB R

ainuovirine;
lamivudine;
tenofovir disoproxil
fumarate

F
Tablet

SAEARESIEAEN HIV-1 R AERE
Treatment of treatment-naive adults with HIV-1
infection

LR E

BEXRMDABRAE

214.

BXE  0RERRKE
il

fovinaciclib citrate

B&

Capsule

Bammali  ERARMEESADWEERLIRE
RERNARZEGY - ARRERETF 2 BHUHWE
BNERMREIREERE

Treatment of hormone receptor (HR) positive,
human epidermal growth factor receptor 2 (HER2)
negative relapsed or metastatic adult breast
cancer patients with disease progression after
previous endocrine therapy, in combination with
fulvestrant

RNEIREEBIREME AT

215.

E1hE ;
BERHENEFR

pucotenlimab

EETE

Injection

8% MSI-H 2 dUMMR E5278 ; EBXE
Treatment of MSI-H or dMMR SO|Id tumors;
melanoma

SEEYRERNBIRAT
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216 ERE dorzagliatin RE A 2 BUNEPRA ERBEERIN (LB ) ARA
' ZIRIIIT R Tablet Treatment of Type 2 diabetes g
FBE ; . paat=ppil AEE SRR N
217 TEENEN TH R cadonilimab Injection To treat cervical cancer RLRRAERRS
BaSHCBEIGE RN AENRZEEY - AR
RERRFZIE-2 BMY - KRN0 WEEERSERN
[53 B1 Rtk HA BX B A8 14 2L AR 22
- - In combination with aromatase inhibitors, for = i
218. ?Em“ entinostat R patients with hormone receptor (HR)-positive, FARRRERERROFRA
RESMA lelellet human epidermal growth factor receptor 2 =
(HER2)-negative advanced breast cancer who
have relapsed or progressed after endocrine
therapy
RRMEAREEREFER U AEENEIE AR R
AEBLIRERER - HEWAERFE EGFR
) T790M R[5 14 1Y 5 B RS HA B 82 A5 14 IR/ )\ A e b 422
219. | B=H; MEBER limertinib Tablet Treatment for patients with locally advanced or ABREBREZARAT
metastatic/recurrent non-small cell lung cancer
(NSCLC) with confirmed EGFR T790M mutation
who progressed on or after EGFR TKI therapy
sap - B AEEEIINZRERABEIER (VVC) eVENUS Pharmaceutical
220. SR oteseconazole Capsule To treat vulvovaginal candidiasis (VVC) Laboratories Inc.
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BIERE , RETEN
AHR

ebdarokimab

paat-ppil
Injection

AEMAPEZREERENIRER
Treatment of moderate-to-severe plaque psoriasis
in adult

HErA ; PREEE
BER

B

pradefovir mesylate

kil
Tablet

BB BN R
Treatment of adult patients with chronic hepatitis
B infection

MEX; FIRELE

siltartoxatug

EETE

Injection

ARG R ZE =R
Emergency prevention of post-traumatic tetanus

prusogliptin

kil
Tablet

FARIERA 2 BUNE AR5 & & B0 [ HE 2l
To improve glycemic control in patients with type
2 diabetes mellitus

TUESTR
ZEF ; BERIT
s
IMINE |

PlaRinDEER R

rezivertinib

B

Capsule

RRBEARREEREFR IS QM ARG E 55
REraBERHIRERER  THEERAIEREE
EGFR T790M &[54 EE0 A% HAsk B84 IF/ AR AR
FifiEE

Treatment for patients with locally advanced or
metastatic/recurrent non-small cell lung cancer
(NSCLC) with confirmed EGFR T790M mutation
who progressed on or after EGFR TKI therapy

IniBE ; X5 FBIEE
AIVCIBIRE A8

fosrclonazepam

palonosetron

AT

Injection

RRTEB A S BB MBS | EERY S AN IR 35 14 0
10N 52 Ml it

prevention of acute and delayed nausea and
vomiting caused by highly emetogenic
chemotherapy (HEC) in adults

PUELEY

AL ESEMEREFRAT

ZRMHBIRA

EERBEEARAT

MEZEFXFRAT




FRZERA 2 B R & & R MR E ]

o .
227. | W8I T _BEMR retagllpt|.n, s To improve glycemic control in patients with type WIREEEBEFRAT
metformin Tablet . .
2 diabetes mellitus
AR EERA R ER A ESURERISIRE
o (mMHSPQO)&&
228. ImHEER A rezvilutamide Treatment of patients with metastatic hormone- I EEmBERMHABRAT
Tablet . L
sensitive prostate cancer (mHSPC) with high
tumor burden
AR FEAREERRAFRERAEAEHGIE S
SaraBERLIRERER - WHKRARREFT
EGFR T790M &[5 r0 B B0 ik RS 88 A% 14 3F /) Al e
By ; PEMEIRIT o RE ipes)
Z INS
229 BEhR filertinib mesylate Tablet Treatment for patients with locally advanced or RREARRR O AR E
metastatic/recurrent non-small cell lung cancer
(NSCLC) with confirmed EGFR T790M mutation
who progressed on or after EGFR TKI therapy
AERAEBURENXFmESRE ER1E 28 -3
B : RE cit SGEi )] D e A 4 /A =
230. BEimER alfosbuvir Tablet To treat chronic HCV infection in adults I BRI
(genotypes 1,2, 3,6)
SAEENIE/ NARRE NS - B M IREAR IR/l e B
= . [ HA S B
231 BRI | serplulimab i ﬁeatﬁifri f)fs uamous non-small cell lun LERREREI MR
| mEREREER P Injection 5 J IRAT]

cancer; metastatic non-squamous non-small cell
lung cancer; advanced solid tumors
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RAREEFRELEETEEREEER R S5 M
R KT AR e R E RO B BB DI M LB EE R BT - [
LA BE 20t ch R AR R D RE B IR AV B B AR R
to decrease the incidence of infection, as
manifested by febrile neutropenia, in adult AHREEMBEARAT
patients with non-myeloid malignancies receiving
myelosuppressive anti-cancer drugs associated
with a clinically significant incidence of febrile
neutropenia
REE 14 ml DBEBRERETNHRGERN
MR EYINETR
BiA4 ; JOKEBIEE . paa=ppil Treatment of patients over 14 years old with acute | $A%GESHEYRIFE (bR ) B
. amimestrocel . . . . —
EHTR Injection graft-versus-host disease with predominant PRAE]
gastrointestinal involvement who have failed
hormone therapy
AR reREeEEdtcaRRETSREHEE®L
BEHAAMEIEZREAE R M B R C KR 3 M/ \We
BN M B AR IR A RS
EEY; BEERE gecacitinib RE Treatment of intermediate- and high-risk BFINEIRED
BEhR hydrochloride Tablet myelofibrosis, including primary myelofibrosis
(PMF), post-polycythemia vera myelofibrosis
(PPV-MF), and post-essential thrombocythemia
myelofibrosis (PET-MF)
N e . RARBEAREERREFX52 (EGFR ) 19 SRIMEF TR
IR ; BERERE | zorifertinib AT | orsgET 21 (L8SSR) BIAEE - MAAPENE | THERBENEERAD

BA hydrochloride Tablet | 24 (CNS ) MR BB BB T BN

BRIE ; SEFTRMAS EGTE

232. S=0 albipagrastim alfa ealor

233.

ERMHBRA

234.

ull

235.
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( NSCLC ) A EE

Treatment of adult patients with locally advanced
or metastatic non-small cell lung cancer (NSCLC)
harboring EGFR exon 19 deletion or exon 21
L858R substitution mutations and central nervous
system (CNS) metastases

8% EGFR T790M REZGHVERB I/ AR Ab =

4y - PIEBEE 2F . . = 3 B ) ki
236. %x'%l');;’iﬁﬁm befotertinib C: ile Treatment of EGFR T790M mutation-positive Himﬂzﬁéjﬁ: )RS
S P metastatic non-small cell lung cancer )
VAN -~3 XM T OS2 ZX |E1E‘§‘E7J
®I5E, BXERA | zevorcabtagene ST ARESESIAES SRR RIEEMBE ( £58 ) BRA
237. . autoleucel Iniection To Treat relapsed/refractory multiple myeloma 3
e : (RRMM)
738 ey R iy -] carenoprazan Hﬁ_?_ ;biifﬁﬁﬂ AET _ERES - RAREX TS TR R (A (R AS]
S| R EEEIENER hydrochloride Injaect?oln Treatment of duodenal ulcer, reflux esophagitis HRRRS R ESRRER A

B mBENFE/EI

Commercial names are listed in alphabetical/strokes order

#EITEBIREES - =B FDA siEEE EMA #E EhaoHT %

Latest new drug approved for marketing by NMPA, USFDA and EMA

EREZE : 6/2025
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