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(BERBEXZES - =B FDA kEI 2R EMA #tb&E _ErhavRrzE
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)

: N ABEERME MRS :
idecabtagene past-npiil . Celgene Corporation
1 Abecma . . To Treat relapsed/refractory multiple myeloma . .
vicleucel Injection (Bristol Myers Squibb)
(RRMM)
niraparib: b ) BB A BRCAL/2 RERER MU EZMIERIZIIRE
2. Akeega abiratero?we ac,etate TabTet Treatment of metastatic castration-resistant Janssen Pharmaceuticals
prostate cancer with BRCA1/2 mutations in adults
R A Bk B BMARAERERTAR LR % & [
A i
3. Alhemo concizumab .E%EJ = : . . Novo Nordisk Inc.
Injection For routine prophylaxis to prevent bleeding
episodes in hemophilia A and B
. Atk Vtaerﬁ;ig‘;r R SR Vertex Pharmaceuticals
' y deutivaca fté)l‘ Tablet To treat cystic fibrosis Incorporated
BRE AEREBRINRNKRELE :
5. Agamree vamorolone . Santhera Pharmaceuticals
Solution To treat Duchenne muscular dystrophy
St 59 ARBEEMBRMNEREQERIIERANS MR E
6. Amvuttra vutrisiran Ir;'ection To treat polyneuropathy of hereditary Alnylam Pharms Inc.
) transthyretin-mediated amyloidosis
St 59 FaphiEE M M E KB
7. Andembry garadacimab Ir;'ect?on Prevention of recurrent attacks of hereditary CSL Behring GmbH
) angioedema (HAE)
. : ESIE aBEEE b e
8. Anktiva nogapendekin alfa e To treat bladder cancer Altor BioScience, LLC
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> Agneursa levacetylleucine Suspension | To treat Niemann-Pick disease type C IntraBio Inc.
AEMFALNENE RS RERRRERELNT
. . R BRI REY . .
10. Attruby; Beyonttra acoramidis Tablet ot ealemye el uliimeera o BridgeBio Pharma, Inc.
transthyretin-mediated amyloidosis
obecabtagene S AEE M e A B-AlE R i = M EAR IR B [ m
11. Aucatzyl” autoleu?:el Ir;'ect?on Treatment of relapsed or refractory B-cell Autolus GmbH
) precursor acute lymphoblastic leukaemia
B . B AEREERBEEAEN KRAS REE S MHERA
12 Avmapki Fakzynja avutometinib; Eaﬁsule)? RN E Verastermn Oncolo
i Co-Pack” defactinib TZbIet To treat KRAS-mutated recurrent low-grade 9
serous ovarian cancer after prior systemic therapy
Awiqli; FEFNHE; k5D L pat-ppi AEMA 2 BUER R :
13 BRERTHR insulin icodec Injection To treat type 2 diabetes mellitus Novo Nordisk A/S
14 Beqver fidanacogene past-npiil A B BUMASR Pfizer Inc
i g elaparvovec Injection Treatment of hemophilia B i
ABEBSEBARICENRAPEEIRERE RS
15 Birmzelx bimekizumab E G To treat moderate to severe plaque psoriasis in UCB. Inc
’ Injection adults who are candidates for systemic therapy or T
phototherapy
St B sa BRI/ A e i v e PR PR T2
16. Bizengri zenocutuzumab Ir;jection To treat non-small cell lung cancer and pancreatic Merus N.V.

adenocarcinoma
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17.

Blujepa

gepotidacin

R El

AR IE AR R 1 PR S RS

GlaxoSmithKline

Tablet To treat uncomplicated urinary tract infections
o W= 2 BUBEARIE AL A B E R MAEET
18. Brenzavvy bexagliflozin To improve glycemic control in adults with type 2 Theracos Inc.
Tablet . :
diabetes mellitus
aEE A il b e .
. lisocabtagene past-npil ARESILSIAIEA B AL Juno Therapeutics
19. Breyanzi | | Infecti Treatment of relapsed or refractory (r/r) large B- Bristol M Squibb
maraleuce njection cell lymphoma (LBCL) (Bristol Myers Squibb)
past-fid BB AEREZS R ) .
20. Briumvi ublituximab .E%H =ABINLE &.57% e : . TG Therapeutics, Inc.
Injection To treat relapsing forms of multiple sclerosis
NAN -3 g Vani=11] IO MESZ %] ﬁﬂ‘g\% . .
. ciltacabtagene paat-npil ARESIEREAS RSN : Legend Biotech Corporation;
21. Carvykti . To Treat relapsed/refractory multiple myeloma .
autoleucel Injection Janssen Biotech, Inc.
(RRMM)
exagamglogene pat-ppi Tr.eatment o SRR SR SE SO &2 Vertex Pharmaceuticals
22. Casgevy - I Iniecti disease (Ireland) Limited
autotemce VECUON | mposamp-tthis 8 MR DR A MBkER relang) Limite
23 Cobenf xanomeling; BE ARG ) BURE Bristol-Myers Squibb
’ y trospium chloride Capsule To treat schizophrenia Company
EEZH/ N AEfhEE (ES-SCLC) MEH/IKITRE A
ENMBEBERARZAAER - IRERAREL
B IEER B R HNHIRY BE AR
54| 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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25. Crenessity crinecerfont Capsule; . . . Neurocrine Biosciences, Inc.
Solution To treat classic congenital adrenal hyperplasia

RARESBADWEBERCEBE AR ER A
WEZREEM - HER2 RRHERIZLARE

%6 Datrowa datopotamab pat-ppi To treat unresectable or metastatic, HR-positive, Daiichi Sankvo. Inc

' y deruxtecan Injection HER2-negative breast cancer who have received Yo, Inc.
prior endocrine-based therapy and chemotherapy
for unresectable or metastatic disease
AEAGEMNAN/HEBEIEESHENTEEEEERD
: . . 1 5 E
27. Daxxify daxibotulinumtoxin AR To treat moderate-to-severe glabellar lines Revance Therapeutics Inc.
A Injection . .
associated with corrugator and/or procerus
muscle activity
o AR ABRERROE . :

28. Daybue trofinetide Solution To treat Rett syndrome Acadia Pharmaceuticals Inc.
ARBREBEBPLFKEEEZTRBMRENTNEI
AERIBRFRENESHAMRRRAZER

29 Defencath taurolidine past-npid To reduce the incidence of catheter-related CorMedix In

' efenca heparin Injection bloodstream infections (CRBSI) in adults with oriviedxinc.
kidney failure receiving chronic hemodialysis
through a central venous catheter
Y \ £ Kk \
. el A% 6 mRL LRI BRI SR ARIE . Italfarmaco S.A;
30. Duvyzat givinostat S To treat Duchenne muscular dystrophy in TETh ics LLC
uspension | i gividuals aged 6 years and older SIEpEIEs,
o patonpid AEPEREEEUMRERX -
31 Ebglyss lebrikizumab Injection To treat moderate-to-severe atopic dermatitis Eli Lilly and Company

4/37




BEREZRDVERB—EAEAERREEIA MY EBY
BB E RN EIBIE M RRRIMRE AU LR E AL
AEBE

pat-ppi Treatment of adult and pediatric patients 2 years : :
32. Ebvallo tabelecleucel e 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
= g AL RS AL E Ll
33. Elfabrio r Iniecti Enzyme replacement therapy in adult patients Protalix BioTherapeutics Inc.
aifa njection with a confirmed diagnosis of Fabry disease
: Pt gl ABERNE AT RU S .
34. Elrexfio elranatamab - . Pfizer Inc.
Injection To treat relapsed or refractory multiple myeloma
7 MRI BREFRFRAPEBERFNZENTE
ST Bt MmEwE
35. Elucirem gadopiclenol I - : To detect and visualize lesions, together with MRI, Guerbet
njection with abnormal vascularity in the central nervous
system and the body
AESCAERBEEAERERES c-Met ERBFRIEN
[55 BR RSk HR X B 14 Y FE /) AT el i 22
g telisotuzumab pat-npil To treat locally advanced or metastatic, non- :
36. Emrelis vedotin Injection squamous non-small cell lung cancer (NSCLC) Al e
with high c-Met protein overexpression after prior
systemic therapy
DR R E RS M5 FEA & MK
. - pa-npil To decrease the need for red blood cell : : :
37. Enjaymo sutimlimab . . o - Bioverativ Therapeutics Inc.
Injection transfusion due to hemolysis in cold agglutinin

disease
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38.

Ensacove

ensartinib

BE

bl Yy

Xcovery Holdings, Inc.

Capsule To treat non-small cell lung cancer
39. Exblifep cefepime; i.ﬂm 5@;?%’;%@&5%@@@2% . . . Orchid Pharma
enmetazobactam Injection To treat complicated urinary tract infections
. R AEEEIE .
40. Exxua gepirone Tablet To treat major depressive disorder Mission Pharmacal Company
B#E - RE | aEeKdsEn 1R Sori ks Th "
41. Ezmekly” mirdametinib Capsule Treatment of plexiform neurofibromas in patients PANGWOTKS 1nerapeutics
: . . Ireland Limited
Tablet with neurofibromatosis type 1
wOBBRBEREIRER A BREAERREE
RREBNEAEENEERK Ligand Pharmaceuticals Inc.;
. : R o : : .

42. Filspari sparsentan Tablet To reduce proteinuria in adults with primary Travere Therapeutics Inc.;
immunoglobulin A nephropathy at risk of rapid Bristol Myers Squibb
disease progression

5 RAREEREMRESRIRE 7 BHKEEERERE O
43, Filsuvez birch triterpenes Gel To treat wounds associated with dystrophic and Lichtenheldt GmbH
junctional epidermolysis bullosa
St 5@%%&%%@%?IEE’\.J%'TEH‘?MU&%E%%’S‘IE
44, Gohibic vilobelimab Iniecti To treat acute respiratory distress syndrome Almac Pharma Services Ltd
jection | (ARDs) caused by SARS-CoV-2
RRaERA 1 B MR H R B R LRI
28 RBH | KEEBERAEVIRNESE SorinaWorks Therapeutics
45, Gomekli mirdametinib Capsule - To treat neurofibromatosis type 1 (NF1) who have pring | P '
Suspension | symptomatic plexiform neurofibromas (PN) not ne

amenable to complete resection
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BRENEMEER (FREERSMEMIEZEN
EHEHR  ARBAESMBEARBMRNEEIEESR

BROIE
Pt gl For use in combination with fludarabine as a
46. Grafapex treosulfan Injection preparative regimen for allogeneic hematopoietic MEEEE Gl
stem cell transplantation (alloHSCT) for acute
myeloid leukemia (AML) and myelodysplastic
syndrome (MDS)
. etranacogene past-npid A& B B MA R .
47 Hemgenix dezaparvovec Injection Treatment of hemophilia B CSL Behring LLC
¥ : : ESIE AEEEUEEMNEN :
48. Imaavy nipocalimab . . . . Janssen Biotech, Inc.
Injection To treat generalized myasthenia gravis
past-pid S Rt HR /)N 2 e i ez
49, Imdelltra tarlatamab .Egjﬁj AR AR EHH;HFEF Amgen Inc.
Injection To treat extensive stage small cell lung cancer
o R AR IS .
50. Inpefa sotagliflozin Tablet To treat heart failure Lexicon Pharms Inc.
51 lomenu iomebrol past-pid FRYEM S AR IS S Bracco Diagnostic Inc;
' P Injection For use as a radiographic contrast agent BIPSO GmbH
_ BERERERRRAEREME TSRS X : .
. : RE . . . : Ipsen Biopharmaceuticals,
52. lgirvo elafibranor Tablet To treat primary biliary cholangitis (PBC) in |
anie combination with ursodeoxycholic acid ne.
g AEE ARG S E R 2L
53. [tovebi inavolisib - bT ; To treat locally advanced or metastatic breast Genentech USA, Inc.
abie cancer
chikungunya ESIE RS2
54. Ixchiq vaccine (live) Ir;ject?on Prevention of disease caused by chikungunya Valneva Austria GmbH

virus (CHIKV) in individuals 18 years and older
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55. |zervay avacincaptad pegol Ir;jie%cg;?gn To treat geographic atrophy secondary to age- IVERIC bio, Inc.
related macular degeneration
RReECERBEIMEEEAE (85 BTK I
o HIE ) RO ARVTE S e E A M EAN M E 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
RARaBESERZVPINERETRIRANEHE K5I
& ME [ s
o7 Jesduvrog daprodustat Tablet To treat anemia caused by chronic kidney disease GlaxoSmithkline
for adults on dialysis for at least four months
_ AEECHREANEE 3-8 & &KRaME .
58. Joenja leniolisib i To treat activated phosphoinositide 3-kinase delta A Grqup NV
Tablet Novartis
syndrome
59, Journavx suzetrigine R ABEPEHEESTRRE ‘ Vertex Pharmaceuticals
Tablet To treat moderate to severe acute pain Incorporated
RARBAKR 12 mEl LBV FERSHERERER
. o pat-ppi RIFRh 22
60. I Slerisy Injection Pre-exposure prophylaxis of COVID-19 in adults Astrazeneca AB
and adolescents 12 years of age and older
. 54 iéﬁxﬂtﬂﬁ,%ﬁiﬁ%%'fﬁﬁﬁﬁﬂﬁéiﬁ
61. Kimmtrak tebentafusp Injection To treat unresectable or metastatic uveal Immunocore Ltd
melanoma
3 frt 7 SO RE ] B 275 Y By
62. Kisunla donanemab Ir;jie%cj’;?oun %%?a?ATzﬁiﬁr’s disease Eli Lilly and Company
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AEEMERERNTEZEERRE

SEE . . ;
63. Korsuva ; Kapruvia difelikefalin | .Eg];ﬁj To treat moderate-to-severe pruritus associated Cara Therapeutics
njection with chronic kidney disease
N FaR A AR 5 55 Rk .
; \| IJYE| .
64. Kostaive zapomeran I .Egj;qu To prevent COVID-19 caused by SARS-CoV-2 in Arcturus Ther;s)/eutlcs Europe
njection individuals 18 years of age and older o
ReECERBE D —REEZERENMA KRAS
G12C REN SRR R4 IE/ Al B Al e
7| -
65. Krazati adagrasib s 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 At SN EARB IR - B34
66. Kymriah tisagenlecleucel I - " Treatment of relapsed or refractory (r/r) acute Novartis
njection lymphocytic leukemia (ALL) or relapsed or
refractory (r/r) large B-cell lymphoma (LBCL)
g . SEETE | s
A IR | me nmmE R . g
67. Lamzede velmanase alfa Powder - . Chiesi Farmaceutici SPA
- Treatment of alpha-mannosidosis
Injection
.. RE A IE/ Al B At e :

68. Lazcluze lazertinib Tablet To treat non-small cell lung cancer (NSCLC) Janssen Biotech, Inc.
69 Leaselvi deuruxolitinib RE BB EEDIR Sun Pharmaceutical
’ g Tablet To treat severe alopecia areata Industries, Inc.

ey = 3 =13 4
letibotulinumtoxin past-npil RS tﬁiﬁﬁqtpgiéggﬁré"i
70. Letybo A Iniecti To temporarily improve the appearance of Hugel, Inc.
njection moderate-to-severe glabellar lines
. : B®E AERE M HEIEE R . :
71. Livdelzi seladelpar Capsule To treat primary biliary cholangitis (PBC) Gilead Sciences, Inc.
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AEBEENEMERS (CMV) B

i
72. Livtencity maribavir THbTJt To treat post-transplant cytomegalovirus (CMV) Takeda Pharmaceuticals USA
apie infection
NAYS : \ % HESaE S RA ]
73 Loargys egzilarginase AT /Tmo{tg\rezatﬁjicj)&{i fro%nflj;?a\i@;f]alﬁe with Immedica Pharma AB
' 9y pegziiarg Injection peopie y 9 Unimedic AB
hyperargininemia
R IEFEE R E P YER SR E B E PR SIIR S 2
1 =BT3 (=W Y ,ﬂ%&
gallium Ga 68 past-npil MEME% B . : Novartis Pharmaceuticals UK
74. Locametz . . Detection of prostate-specific membrane antigen .
gozetotide Injection " . . . . Limited
(PSMA)-positive lesions with positron emission
tomography (PET) in patients with prostate cancer
NP TR R G R R A 4
. S Pt gl S . :
75. Lumisight pegulicianine — To use as an optical imaging agent for the Lumicell, Inc.
Injection . .
detection of cancerous tissue
: . BE AEREEBER - :
76. Lupkynis voclosporin Cepaile T ttrai s sl Aurinia Pharmaceuticals Inc.
St AEERM R AU Z R MBI
77. Lynozyfic linvoseltamab | - : Treatment of patients with relapsed and refractory Regeneron Ireland DAC
rjection multiple myeloma
AEARAGAMERRNFXEE 2 (FGFR2) EER
2 ) BEREMEFNHAEESRE
78. Lytgobi futibatinib - bT ; To treat intrahepatic cholangiocarcinoma Taiho Oncology
anie harboring fibroblast growth factor receptor 2
(FGFR2) gene fusions or other rearrangements
IRAA® s e I e L
79. Miebo perfluoro- Ophthalmic /DEEZHEEE/JE% . Novalig GmbH
hexyloctane colution To treat signs and symptoms of dry eye disease
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: : B aBEEEtwEE C i
80. Miplyfta arimoclomol Capsule To treat Niemann-Pick disease type C A2 (DRI Y
¥aRs 60 mALL EARFRIRE SRS NI
Respiratory “+ 597 R & =R
81. mResvia Syncytial Virus | - : 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
: : ESIE ABRAEHMED :
82. Nemluvio nemolizumab eaden To treat prurigo nodularis Galderma Laboratories, L.P.
1 ERBAREEN D B2 EERESRIEMm
83. NexoBrid anacaulase : T To remove eschar in adults with deep partial Mediwound, Ltd
Ge thickness or full thickness thermal burns
N ABRRERARS W AEMERRERER
; \ IJYE| = . o
84. Ngenla somatrogon '?E%ijJ Management of a growth disorder due to growth OPKC:, eElE e
Injection hormone deficiency Pfizer Inc.
St g AEEBUBEYNELTR
85. Niktimvo axatilimab e To treat chronic graft-versus-host disease Incyte Corporation
Injection
(cGVHD)
A~ ESIE | PR A BUSREER TR AE (MoCD ) B&RIETER
86. Nulibry fosdenopterin Powder - To reduce the risk of mortality in molybdenum Sentynl Therapeutics, Inc.
Injection cofactor deficiency Type A
NN 3= ENERNAY a3 i 445 of en ==}
. : F ARBREMESARERERELANEDS SpringWorks Therapeutics,
87. Ogsiveo nirogacestat Tabl To treat adults with progressing desmoid tumors |
ablet who require systemic treatment ne.
- Day One Biopharmaceuticals,
RE REE | amentsat S ERAIRER / b
88. Ojemda tovorafenib Tablet - To treat relapsed or refractory pediatric low-grade . ”.
. . Quotient Sciences —
Suspension | glioma

Philadelphia LLC
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IRAA® . : . .
39 Omlonti " Obhthalmi To reduce elevated intraocular pressure in patients | Santen Pharmaceutical Co.,
: miont omidenepag phthalmIc 1 \yith open-angle glaucoma or ocular Ltd
solution hypertension
Pt npii ARES MK -
90. Omvoh mirikizumab '?Egijj et BB Hﬁx i Eli Lilly
Injection To treat ulcerative colitis
nivolumab ; past-pid AEATIRER M EERE . .
oL Opdualag relatlimab Injection To treat unresectable or metastatic melanoma Bristol Myers Squibb
St B ARERAMMEEIREEMA B AMHERE
92. Ordspono odronextamab Ir;'ect?on To treat follicular lymphoma or diffuse large B-cell Regeneron Ireland DAC
: lymphoma (DLBCL)
sulopenem . . . 5
i AEIRERE BES :
93. Orlynvah etzadroxil, s ki &@%.}_‘ZT . . . Iterum Therapeutics
probenecid Tablet To treat uncomplicated urinary tract infections
St B AP B M AR MAT S A PR AE
94. Piasky crovalimab Ir;'ect?on Treatment of paroxysmal nocturnal Roche Pharma (Schweiz) AG
) hemoglobinuria (PNH)
[ [ pat-npid AR M B BT : :
95. Pombiliti cipaglucosidase AR AR SR R : Amicus Therapeutics Inc.
alfa Injection Treatment of late-onset Pompe disease
g AR RS R = ERYA M B
96. Pyrukynd mitapivat TabTet To treat hemolytic anemia in pyruvate kinase Agios Pharmaceuticals Inc.
deficiency
NP ABEER SOD1 ERREMAM AN ZMARELE . . .
past-pid . . lonis Pharmaceuticals Inc. ;
97. Qalsody tofersen . To treat amyotrophic lateral sclerosis in adults :
Injection Biogen Inc.

who have a SOD1 gene mutation
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Pt npii : .
98. Qfitlia fitusiran In'Ee%cj’;?cfn To prevent or reduce the frequency of bleeding Genzyme Corporation
) episodes in hemophilia A or B
i =y : .
99. Quuviviq daridorexant P DE%ES : Actelion Ltd ; Idorsia Ltd
Tablet To treat insomnia
H|EgasyFEAMS At ER S A - ARERNER
MIFRIEHERERARE ; BEEQEARER BN
BEERBZ2VERB—BHEMTAAENEREIESE
Penpulimab ; Z/E L i
; S5t . o : : : .
100. | O ; IREEFERN T penpulimab .EQT%J n comblngtlop with either C|splat|r1 or carboplatin Akeso Biopharma Co., Ltd.
st 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
. . past-npil AEE FMOEIER AOP Orphan Pharmaceuticals
101. Rapiblyk landiolol Injection To treat supraventricular tachycardia GmbH
sodium N . g
pEb i y=p=GIES e TR v :
102. Relyvrio phenylbutyrate;taur - Fq :.JEHIL%%MEJ?IEE{I:.EE : Amylyx Pharmaceuticals
ursodiol Suspension | To treat amyotrophic lateral sclerosis (ALS)
. : RE AEERMEE A SRR :
103. Revufor] revumenib Tablet To treat relapsed or refractory acute leukemia Syndax Pharmaceuticals, Inc.
- RE AERIARE -
104. Reyvow lasmiditan Tablet Treatment of migraine Eli Lilly
g A B R AIEBE S R B M I SR AN PG HA T A4 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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AERARBSRFEERRTE-1 (IDH]) REH
B EAtER MR MR

=F . :
106. Rezlidhia olutasidenib . To treat adults with relapsed or refractory acute Rigel Pharms Inc.
Capsule . o S
myeloid leukemia with a susceptible isocitrate
dehydrogenase-1 (IDH1) mutation
| EHE | AESHENENERE KSR Cidara Therapeutics Inc,
107. Rezzayo rezafungin . . . . . e Seachaid Pharmaceuticals
Injection To treat candidemia and invasive candidiasis Inc
AR 13 AU ERERMAERERINZ IS
: : B w3 Neuraxpharm
#
T Riulvy gl LU e Capsule Treatment of adults and children from 13 years of Pharmaceuticals, S.L.
age with relapsing remitting multiple sclerosis
RAREEIFEIULEEMMA 1 BRBEMSER K
) BENRERIKF .
: : S AE(PHLR %Eﬁﬁgﬁﬂk$ : : 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
Pt npii A A BMK : : .
110. Roctavian . .Egijj iz Sl .. BioMarin Pharmaceutical Inc.
roxaparvovec Injection Treatment of Hemophilia A
fREEIBBRIHNEEYNIFEARMERRE R
B2 ME M PR AR AR R D RE AR RA RO B SR B A R
N To decrease the incidence of infection in patients
. bt gl . . ) . o .
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 BE RReEBBEREBFTIMRCIGEEEREEMNI) | Deciphera Pharmaceuticals,
’ Capsule AelE B e P m OB RO R 85 B A e v 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

past-fid AEE S ERENE .
113. Rystiggo rozanolixizumab _ﬁj‘ J S L jj . : UCB Pharmaceuticals
Injection Treatment of generalized myasthenia gravis
St By AEBRAREREDSE-]1 ARNEBIEERBRSIE Geron Corporation;
114. Rytelo imetelstat Ir;'ect?on To treat low- to intermediate-1-risk Catalent Indiana, LLC;
) myelodysplastic syndromes (MDS) Patheon ltalia, S.p.A
115 Rvzneuta efbemalenograstim T HH S8R I o M A e D RE Evive Biotechnology
' Y alfa Injection To treat neutropenia Singapore Pte. Ltd.
g7 BEMARTBERANRES IENS KA MAE PTC Therapeutics
116. Sephience” sepiapterin ? Treatment of hyperphenylalaninemia in adults and yerapeut
Powder . . : International Limited
children with phenylketonuria (PKU)
- RRZE Sz TR Serum Life Science Europe
-6; EHH . : .
117. Siiltibcy r(erEEﬁTlg Ini%cj’;?cjn To detect infection and disease caused by GmbH
) Mycobacterium tuberculosis Bilthoven Biologicals B.V.
o3 ARRETREZT :
118. Sofdra sofpironium A o FRE rﬂ&ﬁy $ﬁ : : Botanix SB Inc.
Gel To treat primary axillary hyperhidrosis
WO BEETES (M EEEBARNRANTZEN
B Rt Ipsen Biopharmaceuticals
119. Sohonos palovarotene Ca;ile To reduce the volume of new heterotopic P P Inc '

ossification in adults and pediatric patients with
fibrodysplasia ossificans progressiva (FOP)
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AERME - AR ZEE R IAEM IR
F?’E&E’J BMZEEM HIV RmERE

120 Sunlenca lenacapavir past-npil 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 AEARBEFLERH ,
121. Skyclarys omaveloxolone Capsule To treat Friedrich's ataxia Reata Pharmaceuticals Inc.
3 et | MEER AU RSN .
122. Talvey talquetamab Bzt IR DB R Janssen Biotech, Inc.
Injection To treat relapsed or refractory multiple myeloma
AEERMEE A SN EARA IR - B34
=Rk =il b Nampr .
brexucabtagene past-npiil AT BT 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)
afamitresgene 54| ABERANTIYIERE ER LB I
124. Tecelra 9 - Treatment of adults with unresectable or Adaptimmune, LLC
autoleucel Injection . .
metastatic synovial sarcoma
A IDH1 SRE AU S MRIAIMN B Y% ~ IDH1 SR ZU[E
. o RE B . .
125. Tibsovo ivosidenib Tablet To treat IDH1-mutated AML - IDH1-mutated Laboratoires Servier
cholangiocarcinoma
126 Tryngolza olezarsen Ei e SIS e lonis Pharmaceuticals Inc
: yng Injection To treat familial chylomicronemia syndrome :
IRAA® AR ARAERVEIZR RAEAR
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 — R AESMER |dorsia Pharmaceuticals US
' yvio; Jerayg P Tablet To treat hypertension Inc.
Tymlos; . pat-ppi AES BRI .
129. Eladynos abaloparatide Injection Treatment of osteoporosis Radius Health Inc.
. . ESIE SE4ESE 3 BA 1 BUNEFRIEHVBEME : .
130. Tzield teplizumab eeder To delay the onset of stage 3 type 1 diabetes Provention Bio Inc.
o Pt gl 78 B K7 [ IR A e JeE . .
131. Unloxcyt cosibelimab Injection To treat cutaneous squamous cell carcinoma Checkpoint Therapeutics, Inc.
R AEEMBRARENR ZEMN : :
132. Vafseo vadadustat Tablet To treat anemia due to chronic kidney disease Akebia Therapeutics, Inc.
1 g AESMEARA MR
133. Vanflyta quizartinib - bT Treatment for newly diagnosed acute myeloid Daiichi Sankyo, Inc.
ablet leukemia
ARBREREERFEREREBEREMREIRE
EX NE
- R E H A BRRARERR L Novartis Pharmaceuticals
134. Vanrafia atrasentan Tabl To reduce proteinuria in adults with primary c .
ol immunoglobulin A nephropathy at risk of rapid olfplrEIEr
disease progression
AR 1A EEER CDSS5 RZ EBFEXMER
- (CHAPLE #®) .
; < 7| / .
135. Veopoz pozelimab .EgijJ To treat patients 1 year old and older with CD55- Regeneron Pharmaceuticals,
Injection | jeficient protein-losing enteropathy (PLE), also Inc.
known as CHAPLE disease
ABEEFHSIENTEEEEHE
7| = .
136. Veozah fezolinetant e To treat moderate to severe hot flashes caused by OIS EI B
Tablet Astellas Pharma Inc.

menopause
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[RIEAERMINEEEZIRERRVVO)REEELE
B MERY RVVC 88m=R

50 ==
137. Vivjoa oteseconazole C H%}i%l To reduce the incidence of recurrent vulvovaginal Mycovia Pharmaceuticals
apsute candidiasis (RVVC) in females with a history of
RVVC who are not of reproductive potential
AR M/NMRIRRI A B S 16 R 35 14 B0 4k 35 14 B B
B M
138. Vonjo pacritinib - To treat intermediate or high-risk primary or CTI BioPharma
Capsule . . .
secondary myelofibrosis in adults with low
platelets
) AEMEEMREMASAKRERENDEINE D
139. Voydeya danicopan Tablet To treat extravascular hemolysis with paroxysmal Alexion Europe SAS
nocturnal hemoglobinuria
140. Vtama tapinarof . et Bt S A I Dermavant Sciences
Cream To treat plaque psoriasis
AESAEEAARMARBMRENEERNS VI A
BRE - B2 | BRal #COLTANERREMEENEO .
. beremagene . . . . . Krystal Biotech Netherlands
141. Vyjuvek Suspension, | Treatment of wounds in patients with dystrophic
geperpavec Gel epidermolysis bullosa (DEB) with mutation(s) in BV
the collagen type VIl alpha 1 chain (COL7A1) gene
St AEBARBRERFAEIRE
142. Vyloy zolbetuximab Iniection To treat gastric or gastroesophageal junction Astellas Pharma US, Inc.
) adenocarcinoma
- past-pid AEEBUEENEN
143. Vyvgart efgartigimod alfa Injection To treat generalized myasthenia gravis Argenx BY
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144 Wainua: Wainzua S S past-npil RESE AstraZeneca Pharmaceuticals
' Ha N P Injection To treat polyneuropathy of hereditary LP
transthyretin-mediated amyloidosis
AEEINS AT E - E51E S RS BU D BEIRS [RERY
B2 e JE 15 14 A4 14 i K8 R0 NS R 1% AR ) AT 14 A K6
sulbactam; Pt gl To treat hospital-acquired bacterial pneumonia Entasis Therapeutics
145. Xacduro o . . . . :
durlobactam Injection and ventilator-associated bacterial pneumonia Holdings Inc.
caused by susceptible isolates of Acinetobacter
baumannii-calcoaceticus complex
: hyperpolarized Xe- R A\ S B B 51 B Th B e i 2B a5
146. HEEVIE 129 Inhalation | To evaluate pulmonary function and imaging Polarean Inc.
. Pt gl A B B B AR A TR = i -
147. Xenpozyme olipudase alfa Injection To treat acid sphingomyelinase deficiency Sanofi S.A.
BE | BB WHIM G .
148. Xolremdi mavorixafor C:Epfjle Tnthg}e\z/;/F\ll\ll\fﬂllt/l:slyIE\drome X4 Pharmaceuticals, Inc.
149 Yorvioath palopegteriparatid past-pid AREIFARIRINEER ME Ascendis Pharma Bone
: P e Injection To treat hypoparathyroidism Diseases A/S
. : F & aEf =LA o
150. Yselty linzagolix Tablet T et uiE e ek Theramex Ireland Limited
M7 AERERR :
151. Zavzpret zavegepant Seray TI:IO trem;t migraine Pfizer Inc.
. . pd AR
152. Zelsuvmi berdazimer Gel To treat molluscum contagiosum EPIH SPV, LLC
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Pt gLl

PR EBEESE
MRS B MR EE S E

A ER HER2 SRENA IR EE

Jazz Pharmaceuticals Ireland
Limited ;

153. e RE s zanidatamab Injection Treatment of adults with previously treated, N (BN ) EMRIEA
unresectable locally advanced or metastatic IN=
AR RAT
HER2-positive biliary tract cancer
AENOHBRERZENEGENMARENEZEUE
St B REAE N
154, Zilbrysq zilucoplan Ir;'ect?on To treat generalized myasthenia gravis in adults UCB, Inc.
) who are anti-acetylcholine receptor (AChR)
antibody positive
B AERRR-EHERERASE
155. Zokinvy lonafarnib Cagile Treatment of Hutchinson-Gilford progeria Eiger Biopharmaceuticals
P syndrome
ABEAMBRES KBS 5 RZIENERZ
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
B AEEERIDEE :
157. Zurzuvae zuranolone . Biogen Inc.
Capsule To treat postpartum depression
AETEM A B AlMRMEE (DLBCL) RS4RI B 4l
loncastuximab T H@/MFELF.? (HGBL) .
158. el tesirine Injection To treat diffuse large B-cell ymphoma (DLBCL) AIDIC TerElpeuies S
and high-grade B-cell lymphoma (HGBCL)
= ARERNE R FE R A e B AR .
e past-npiil aRmmBLaEs &% Bk ARK 72 i A Ao e Incyte Corp ; MacroGenics
159. Zynyz retifanlimab Infecti To treat metastatic or recurrent locally advanced |
njection Merkel cell carcinoma ne.
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EEE

AR 12 mRUAESDEMAA | B I B xR R
ENRPBECSE

18R ( B8 ) £YRREA

160. trigp” velaglucerase B Injection Treatment of adolescents aged 12 and above and PBRAT

adults with type | and type Ill Gaucher disease.
2F VAZHERA &
161 | iEmEERE dimdazenil PR | AEORMEAR o T R ATEEROARAT
Capsule Short-term treatment of insomnia
o AREERMNE SR MEERARE

162. | Eftim ; MEFZER linperlisib TabTet Treatment of adults with relapsed or refractory LB REZBIRAT]
follicular lymphoma
G LR R RIRAIRER AR EEZ 2 (EEE
KRB LET%H%M@KB’J@%‘IE@Bfi.%“&
E/L; %

XEbH ; BEREIAKR - B In combination with injectable carelizumab for T g e B -~

163 BEER®E’ famitinib malate Capsule patients with recurrent or metastatic cervical IRERRRROSRAS
cancer who have failed platinum-containing
chemotherapy but have not received
bevacizumab treatment
IR EROERE & - BthTHEY)  sStEEMTER
BZYRECRERZMSRE  ARESDPERLLE
HEMTHREY RN A ZEIEEEIREQREERE
(LDL-CO)BEMREM SEER MEMESRMEESR

. o . MR ARE ; BERRIFRGEESEREMENES
g ;AR E - EEH - SR —
164, | O EFBIEEL | aticimab THE ) mmgme SRS ISEERERSAREN | REEWERARAS
FREEH Injection

(LDL-C) - #REEIRZ(TC) ~ FHEE R B (ApoB)7KE
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

165.

ivarmacitinib
sulfate

A
Tablet

FIR¥ —1&5 25 1&E TNF #HI BB A M =2 H0E
M EMEERRARE

Treatment of adult patients with active ankylosing
spondylitis who have poor efficacy or intolerance
to one or more TNF inhibitor

I ERBERNBRAT

166.

glecirasib

A
Tablet

RARZEVERB-—BLFMIEER KRAS G12C =RE

BIpgREHAIE/ AR PR A 2 (NSCLC) B A B &
Treatment of adult patients with non-small cell
lung cancer (NSCLC) harboring KRAS G12C
mutations who have received at least one prior
systemic therapy

EBXNHBERZRNAR
/ZA\

0|

167.

RIEER ; BERERZET
FR"

lerociclib
hydrochloride

A
Tablet

RARAREZEGY - ARRERRFREE 2 BHEED
MeRAS ER M IREMARE ; BSE(CEANHIE i
’\@ﬁm’ﬁ%%}]ﬁ‘w VLR ; EE AT RIS HREL
TEIAD W EEEERERNEE

Treatment of advanced or metastatic HR-positive,
HER2-negative breast cancer. In combination with
aromatase inhibitors as initial endocrine therapy.
In combination with fulvestrant, particularly in
patients who have progressed on prior endocrine
therapy.

Genor Biopharma(USA), Inc.
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PRIE ; WHIVE

R Al

FRRBEERER 12 BRI EE D ER A EAER
HNERRBENGE - AEEFEREAEEE R
ESRRNEE

H 1 N J| =78% /\E

168, R suraxavir marboxil Tablet Treatment of influenza A and B in individuals aged LEGE - aiRoE
12 and above. However, it is not indicated for
patients at high risk of flu-related complications.
BEETIHE - AR ES BRI HIE

o AERMNRAE ARERE

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

FeEaMR : _ _ . .
. ' ritonavir;simnotrelv RE SAEME RS R R o
E++ ?:_—f:l_ | ==N I. . . = L= /\E
7. | o ﬁ%%i/ﬂ?ﬁﬁ% ir Tablet Treatment of COVID-19 infection B S
LA ; : RE AET _ERER e B 2 B A =

171 ZRAIMENAS A R anaprazole sodium Tablet Treatment of duodenal ulcer HIEURRROSIRAS
AR ASE R & M B AR H I B 5 B2 ALK B4
A 5 B Rt BR =X B AR 14 FE /) A AR it 2

179 ZENE ; g IE envonalkib BE Treatment of anaplastic lymphoma kinase (ALK)- [EAXRBEZEEERNARA

' fose B % Capsule positive patients with locally advanced or g
metastatic non-small cell lung cancer (NSCLC)
who have not been treated with ALK inhibitors
B33 SR E AR B S PR A 18 38 M /S B8 A8 14 5 SR gt AR A
—o At oo 4 N =) H@E
216 ; FEEN , : pas- g . ;
173. ;ﬂa$\’ 3Efﬂ$h finotonlimab .Egijj Treatment of recurrent and/or metastatic head M AR T2 ARAE
EHR Injection

and neck squamous cell carcinoma in
combination with platinum-based chemotherapy
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AReECESBEV—RBE2EAEMNMA KRAS
G12C RErFEIME I ERHIE/ A ib =

,H — . RE To treat KRAS G12C-mutated locally advanced or | EBIEAXRIBERERZHAES
] ==
1741 25% ; mRRES SEIEOES]D Tablet metastatic non-small cell lung cancer in adults RAE]
who have received at least one prior systemic
therapy
ABEBESRAAEICEN T EZEE IR IRE R
. o A BE
LIEE IR EE . pEa g : . e s e
175. ;tLH;’;E?I;; RS vunakizumab Inigcj’;?on Treatment of adult patients with moderate to FFNEB B EARAT
LA ) severe plaque psoriasis who are candidates for
systemic therapy or phototherapy
_ RARMABHEMRERKEBENAE
7| = T g D I\
176. | Z&H ; SHMER" onradivir ijTit Treatment of adult patients with simple influenza L Egﬁ]%%ﬂﬁﬁﬁﬁu\
A
AEERBED 2BRAAMAE S ENERNEAMN
TN e . ZERMBRERAR v e e A
W EHTRIRE . past-pid SIS PNEE . . HEBRENMHRERNBRA
177. =15 aponermin Iniection Treatment of adult patients with relapsed or =
A ) refractory multiple myeloma after two or more
systemic therapies
. R ABEHT R R . .
O Z4RE NEEE 3 N
178. M ZZRE A azvudine Tablet Treatment of COVID-19 infection THEEBEEYRIRBRAT
past-npid A/ Nl B A e o T B 2 A _
179. | FSEAEFESE | adebrelimab 5 SR TR THERBERGBRAT
Injection Treatment of small cell lung cancer
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180.

BHIEE a4
FEHK/I%]‘,&

bevifibatide citrate

A

Injection

RRETEEBSIRENIRT Al ( EEETERENIKA
XBREAM ) WEUEIASESRE - MUERES MR
£ YRRAME - |BERMIEMRZEERER 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

BEZRENRERNBRAT

181.

BmEZEBABE

bozitinib

B

Capsule

AEEABE- ERE(EEF (MET) 9MEEF 14 BhE
E’J)%E.‘BH%,HEZJZE%& IR NI ERE
To treat patients with MET exon 14 skipping non-
small cell lung cancer (NSCLC)

I 5B R MR R B RE
AT

182.

BEE, SXmmE
TUERHR

ongericimab

EEE

Injection

IR EROERE & - BthTHEY)  sStEEMTER
EMNRIFTE MBS HZE  AREERDPEHEND
FHEMU Lt THEY oK - NEIEIEREERSE
AEEEE (LDL-C) BENREZMSEREEEMAE ( 3F
RiGt ) MESHMEEENAARE

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

EEEEBEYBEMNEKNA
BRAE]
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183.

ETS
HOX T B LR

ivonescimab

past-pid
Injection

BEIEEMENFN  ARKRRERRFRERR
BB IIHI T e BB ERMN EGFR ERREG MRS
B0 R HA S B RS 14 IR B AR I/ ) A e P 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

A
Tablet

MBS EBEMA  ARVAHKETEREAE
MERL1-2-3-6BHANESURERT KBS -
ol SHEASHAEERTE(E

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

ARBEYERHREREA  AEVANKTERAE
HERL1 -2 -3 -6 BHABMREN KBS
o aHsAaHREEITEL

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

BRRGAEERDBRATE
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RAREREZVERB 2 BAGaE (EPED 17E8
Bt H IR ER PR ) AT IR S ENR 2L
BREE=_REUIREAAERSE

186 EREK ; ERDZIX sacituzumab past-npil Treatment of adult patients with unresectable M EmEREBER DA
' BIUEHR tirumotecan Injection locally advanced or metastatic triple-negative PRAT]
breast cancer (TNBC) who have received at |least 2
prior systemic therapies, including at least 1 in the
advanced or metastatic setting
TN N R AR A 2 Bt FRes 58 2 AY [ P22
TRFEES ; IRERIRIEE : past-pid . : . . o St e b 7 T/ —
187. N supaglutide Injection For glycemlc control in adults with type 2 diabetes | L/BIRFEBZETMBRAT
mellitus
ABEBSRMSAEICENTEZEE IR RE R
. & v s
SUF ; BUSER o am | AR o EERPS RENUERHE
188. N xeligekimab — Treatment of adult patients with moderate to =
EEHR Injection T . RATE
severe plaque psoriasis who are candidates for
systemic therapy or phototherapy
B crisugabalin BE | AEAREMEEE R
189. | K@z A MNEME 9 = o o - S BERNBEEERNHBERAT
= besilate Capsule To treat peripheral neuropathic pain
_ . . AR BRI F RN E P ERRE
BER  Limess) . past-gi . S . e | ~ _
190. A %tjf%ﬁ * anrikefon .E%H Treatment of mild to moderate pain following BRENEBEEERKRNHARAT
P Injection .
abdominal surgery
REFEE - AR B FAmRGHER _E A7 O &R ~ BabP S el /R 3 IS IR AL
191. | T % - senaparib Ca;ile ANBEE RS CEERTEERER I D EREN FBRIREEXBRAT

HERRE
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Maintenance treatment of adult patients with
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

RRBERZR B _ R M EERRMAESE BB
SRERENE

192 BiZRoK ; BRAER afielies FEITE Treatment of patients with recurrent or metastatic | P0)I|RH{@EZREY BEERKH
' EEHR Injection nasopharyngeal cancer (NPC) who have RAT)
previously failed second-line or higher
chemotherapy
Treatment of advanced melanoma carrying
neuroblastoma ras viral oncogene homolog
BEF ; ZHUEBE . BE (NRAS) mutations who have previousl| N _
193, ek tunlametinib Capsule | undergone PD-1/PD-LL treatﬁnent y EERMEY R RARAS
BB G PD-1/PD-L1 ja%& K NRAS SRE iR HA
EERERE
AEA T F MRS F Tt RO S B B B IhACE
. os NP NBEEMBERAZRE
194. s '\ '%mgﬁﬁﬁﬁ narlumosbart /.Egiju Treatment for adult patients with giant cell tumor | EBZEERFEYRLBRAT
S gecen of bone that is unresectable or where surgical
resection is likely to result in severe morbidity
Bi0] ; FPEERE fotagliptin R ESZ%E,U\ 2 E#Eﬁﬁ%%ﬂ@ﬂﬂﬁ%ﬂ : e e v i e S AN _
195. . To improve glycemic control in patients with type | FRINSIIZREZRNBRAE
ST R benzoate Tablet : :
2 diabetes mellitus
BU% ; K_FBABB | . B RARRRMEERX S =
196. 4R sE linaprazan glurate Capsule Treatment of gastroesophageal reflux disease S i A A
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BEPEE BRMARMERE

197. 15&';&:’ &Fﬁﬁﬂ% dalnacogene ’ﬁm Treatment of adult patients with moderate to e ENEERKARAT
THR ponparvovec Injection .
severe hemophilia B
108 SANR ormutivimab pat-ppi AEIE R R R R EEHEEBHENFTRES
' MARNEZEN Injection Treatment of rabies virus infection [REEAT
R RMEEREEER R S5 AP
I A AEDRLMAE RO B BE D SI M U R 22 e s DL BE it
oh MR AR BRIV RS AR IR A B B8 A 2R
< ; HIBFEE= , . past-npil To reduce the incidence of infections manifesting | EFBEENTIERHBREL
199. STE telpegfilgrastim Iniecti . . : . i -
- jection as febrile neutropenia in patients with non El
myeloid malignancies receiving myelosuppressive
anticancer drugs that predispose to febrile
neutropenia.
b ) WERA 2 BUHE R s & & R M AE
200. | BRY¥ ; BRIk cofrogliptin Tablet To improve glycemic control in patients with type | BERBEEBERKHBIRAT
2 diabetes mellitus
gz ; keverprazan RE BET _EBER  RTtEEX T s A T BR R LA —
201 BEREEuER hydrochloride Tablet Treatment of duodenal ulcer, reflux esophagitis AR FERRNBIRAS
RARESRERNLLSRERMCERLEIRERER - HEE
EARBEZIA ARG ER RS E MY
AIFURRE AL A B E
- BINE . SERER . . B Treatmgnt of a)dult patients with metastatic SR
. SR euenzalutamide el castration-resistant prostate cancer (mCRPC) who BRIEERMNBRAT

have disease progression after receiving
abiraterone acetate and chemotherapy, and who
have not previously received novel androgen
receptor inhibitors
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RAREERE- ERE({ERFIMNET 14 BERSE R
o HASR BRIk /) A e i e v 2 -
203. | B%IB ; AEBREAR glumetinib ij'?it Treatment of patients with locally advanced or LaBnR ggfﬁj%sﬁé Rl
metastatic non-small cell lung cancer with MET B
exon 14 skipping mutation METex14
MEZVEIB—R 2GR EENERE BN
T ARMER
SSTwiE . o maE — To treat relapsed/refractory peripheral T-Cell W (TRE ) N
apa, | B ,52]5 =lE golidocitinib . lymphoma (r/r PTCL) in patients whose disease BE (718 ) =5 BRI
BE Capsule has advanced following a minimum of one =
previous systemic therapy or who were refractory
to this
RRNAEZREGY - ARRERREFZI2 2 [2HAK
HAEyEEi% f&?LH?ﬁFﬁJZ/\$% ; RS RS FREL
FEZADWARELIRERERNEE ;| BEAR
BE SRS 1 P B i 2 B 8 R A E AR 73 e —1E
CEBLIRERERNEZE
e M ) . i For patients with HR+/HER2- breast cancer: in e LA _
205. | FHRE ; AERS bireociclib Tablet compbination with fulvestrant for patients whose HITENRRROBIRAE
disease has progressed after previous endocrine
therapy, and as monotherapy for patients who
have progressed after receiving two or more
endocrine therapies and one chemotherapy in the
metastatic stage
1)y y ek 450
g, | I BHETRIED) et R iﬁ%ﬁﬁ; f:i;ffgﬁifﬁfﬂ*ﬁﬁﬂiems withype | BERPEMEREE (5
TR phosphate Tablet 2 diabetes mellitus M) B BRAE
2 | MEEZECUEEAREEERERIETREREA
207. | BmROl; FERER iruplinalkib TabTet M52 RO MR SRS ( ALK ) BRI S ERREHAEY BEREFRAS

BRI/ ARG (NSCLC ) BERAE
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Treatment of patients with anaplastic lymphoma
kinase (ALK)-positive locally advanced or
metastatic non-small cell lung cancer (NSCLC)
who have progressed after prior treatment with
crizotinib or who are intolerant to crizotinib

AEIEMERSIENEN

Pt npii : o e e
208. BEIDROEETR pegmolesatide | .Egj;qu Treatment of anemia due to chronic kidney IHSEREXEBFRAT
fjection disease
209 RINE , ES5HFEN stapokibart past-fid AEPEERSEEENMERENR FRERER R TV B ZERR AR
' EHTR P Injection Treatment of moderate to severe atopic dermatitis AT
B Eo AR PRI S ERANEMA 2 B
HEF ; aBEME o R PR 9% & & A [ 22 s
’ =51 221 747 B AN

210 5% R Ao el Tablet Monotherapy or as add-on therapy to metformin S ENRRELD
to improve glycemic control
RARZEVERIB—RERHEMAERN KRAS G12C =&
BIRGREHAIE/ AR RR A A A B

N : RE Treatment of adult patients with advanced non- - .
=+ |\ =T = = N /\E

211 | Bk mEREAR fulzerasib Tablet small cell lung cancer (NSCLC) harboring the ERENREAIRAT
KRAS G12C mutation who have received at least
one systemic therapy
FARR#8 ROS1-TKI A E#ERERI ROS1 514 S ERRE A
SER IR/ AR AT ( NSCLC ) BAEZE

212 ERY% , C_RBthE el BE Treatment of adult patients with locally advanced | HETEMEERE () B

’ EEBSE Capsule or metastatic ROS1-positive non—-small cell lung R AT

cancer (NSCLC) who have been previously treated
with ROS1 TKils
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AEGTARNERRFREIINET 20 BAREEY
ﬁﬁﬂHﬁeﬁﬁjﬁﬁz'ﬂ’fc%d\ilﬂﬂﬁﬁﬂi};lﬂ’]&/\,b\%

e . ags . RE Treatment of adult patients with locally advanced | ## (/1& ) BERNBRA
213. | &RE ; SABER sunvozertinib Tablet or metastatic non-small cell lung cancer (NSCLC) El
with epidermal growth factor receptor (EGFR)
exon 20 insertion mutations
ainuovirine;
EE lamivudine; R ARARRZEARN HIV-1 RRAARS st
214. Spemsp e p tenofovir disonroxil Tablet Treatment of treatment-naive adults with HIV-1 L ER3BEZER M ABRAT
e proxi avie infection
fumarate
GCERMATE  BRERREEIRDWERELIRE
RERNWHARZEGY - ARREREF 2 BHUHWE
B EBM N EIIRERE
e . . Treatment of hormone receptor (HR) positive,
215. EK%’*J;E@:%%& fovinaciclib citrate C Hzﬁl human epidermal growth factor receptor 2 (HER2) | $RINERIBZEZESBRZE AT
apsule negative relapsed or metastatic adult breast
cancer patients with disease progression after
previous endocrine therapy, in combination with
fulvestrant
. . St g A% MSI-H s JMMR B2 ; EEEE
216. ﬂﬁﬁ%lj%ﬁ%%ﬁﬁ pucotenlimab Iniection Treatment of MSI-H or dMMR soI|d tumors; LELYRERHBIRAST
=T Y ) melanoma
217 EEE, dorzagliatin & A& 2 BUBEER IR ERBERI (L8 ) BARA
' ZIRINITR Tablet Treatment of Type 2 diabetes g
HIBJE ; . pat-ppi A= SaE . JAN=
218. TEENEN TR cadonilimab Injection To treat cervical cancer e Ll
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GESECHEAGEIE RN ABEARZEGHE - AR
REREF=EE-2 24 KA WAEERIERN
BERRE HASK EE R M 2L R I

In combination with aromatase inhibitors, for

SR - 7 W /22 i = 22 2 22 I A2 \
219. ifﬂﬂiﬁ entinostat ijTit patients with hormone receptor (HR)-positive, gﬁ)l”’“‘ﬂﬁ’?mgﬁﬁxhﬁmi\
mEE human epidermal growth factor receptor 2
(HER2)-negative advanced breast cancer who
have relapsed or progressed after endocrine
therapy
FAR BR AR TR 24 RN & U B BB 0 U & 8 s 2
AEELIRERER - WHKSRAEREFE EGFR
o T790M RE GRS ERRE HAS 8% 4 IR/ )\ Al e At 2
220. | B=H; MEeBER limertinib Tablet Treatment for patients with locally advanced or I HRBREZFRAT
metastatic/recurrent non-small cell lung cancer
(NSCLC) with confirmed EGFR T790M mutation
who progressed on or after EGFR TKI therapy
. - B AEBEIINZERERMABEEER (VVC) eVENUS Pharmaceutical
221 ARERER oteseconazole Capsule To treat vulvovaginal candidiasis (VVC) Laboratories Inc.
BOETE - (RESER S B AEMARE RS EHRANRE B
222. RN ebdarokimab . Treatment of moderate-to-severe plaque psoriasis | FLUEFTEMEZESIR
EER Injection :
in adult
ISP . AEMAEE OB R
223. %ﬁﬁ’ﬂézﬁjka = | pradefovir mesylate ijTeuzt Treatment of adult patients with chronic hepatitis L SEME

B infection




294 WEX  hREEE siltartoxatu ESIE RRBISEZE =8k RBRAERBERERNHBRA
' TESR 9 Injection Emergency prevention of post-traumatic tetanus |
. . . FRMEAA 2 B R m & & B0 MAE
E} \/'iuz,;-aul; .. i . . . . . -
225. | © B BREST prusogliptin A To improve glycemic control in patients with type LEEEMBEERRAT
R Tablet : :
2 diabetes mellitus
RRBERRRERRE X ESE QB AR HIH TS5
REraBERHIRERER - T HERAEREE
EGFR T790M RE[514R0 /5 BRRE 2R EL 8% 14 IF/ )\ Al iR
ImAAE ; . BE PifiE2 e e 3 sy e I
ees BFElinmEERE (Al Capsule Treatment for patients with locally advanced or LB HMERRAIRAE
metastatic/recurrent non-small cell lung cancer
(NSCLC) with confirmed EGFR T790M mutation
who progressed on or after EGFR TKI therapy
FRFE A S E BRI M EES R = A S IR
. " N K &
HIBE ; T8 AR wm | ° _
227. | =S \Egjﬁiﬁ”? fosrclonazepam .Egijj prevention of acute and delayed nausea and BEABBEESRAT
HIVTIB A& A S8 palonosetron Injection . . .
vomiting caused by highly emetogenic
chemotherapy (HEC) in adults
retagliotin: 5 ) FARER A 2 Bl R 7w EEp Mg TS
228. | WIEET _PEMRY giptn. s To improve glycemic control in patients with type IR EBEEZEARAS
metformin Tablet . .
2 diabetes mellitus
AES R A AR EB MRS R SIRE
b (MHSPC) &
229. B A rezvilutamide TabTet Treatment of patients with metastatic hormone- 1B EMBERNHABRAT

sensitive prostate cancer (mHSPC) with high
tumor burden
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ARBEERRERREFRER M ABIIRIES &

RavaBEELIRERER - WHARIERFE
EGFR T790M RE (514 S ER R HASL R 1 IE/ Al AR

Bin) ; PEEIRE G RE FifiJe2 e
230. BER rilertinib mesylate Tablet Treatment for patients with locally advanced or e
metastatic/recurrent non-small cell lung cancer
(NSCLC) with confirmed EGFR T790M mutation
who progressed on or after EGFR TKI therapy
ABERANEERE S mERR (EE1E 283
Bl . R .6 H) O 2 S R A 2 T =
231 BHHER alfosbuvir Tablet To treat chronic HCV infection in adults AR AR D BIRAE
(genotypes 1, 2, 3, 6)
ABEBHAIE/ AR - ERS A IEGAR TR/ N AT AR A
= M ERE S NN PR
232 =2 serplulimab R 'ﬁeatﬁi’f: if{sg uamous non-small cell lun oSl A S S U i
| EEREREER : Injection , s 2 IRAT)
cancer; metastatic non-squamous non-small cell
lung cancer; advanced solid tumors
RRREFETERSEEREEES A S5 EEMY
ch MR AR RER ME R B BRI R M B EE A RS - [
LA EE 20t ch KU AR BB D RE B FRIR AU B R B AR
to decrease the incidence of infection, as
BHIE ; & & . . past-fid . . N _—— .
233. Lmiﬁ;i};ﬁﬁl}m albipagrastim alfa Injie%cj;?ojn manifested by febrile neutropenia, in adult I EHRBEENBERRAT

patients with non-myeloid malignancies receiving
myelosuppressive anti-cancer drugs associated
with a clinically significant incidence of febrile
neutropenia
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234.

BIRE | JOKBITE
EFHR

amimestrocel

EEE

Injection

RREaE 14 mU DHEBERZERERAR S ERM
NEMBEInETR

Treatment of patients over 14 years old with acute
graft-versus-host disease with predominant
gastrointestinal involvement who have failed
hormone therapy

IRESBEYRIK (IER) B
BRAE]

235.

BET  BREF

#E

o
i
mt

#

I

gecacitinib
hydrochloride

o
Tablet

ARl seEEaataRmREMSREAE®L
B AT AR BRI 38 25 iE 4l 33 M 2 8 A A B R TR B3 14 I/ )\AR
BN BRI A RS

Treatment of intermediate- and high-risk
myelofibrosis, including primary myelofibrosis
(PMF), post-polycythemia vera myelofibrosis
(PPV-MF), and post-essential thrombocythemia
myelofibrosis (PET-MF)

Fil

a3

AN EZREYRERHBRLD

236.

EIIE ; BRIEAE
FER

zorifertinib
hydrochloride

A
Tablet

AREERNERREFXEE (EGFR ) 19 SEAMNEF IR
KIS 21 (L858R ) BEMAZRE - WA PR
4 (CNS ) BRW/E Dk RA s R 14 3F/ )\ Al ie frli 22
( NSCLC) A EZE

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

IBRERBENKZARAT

237.

befotertinib

B

Capsule

/A% EGFR T790M RE 514 a0 14 IF/ Al R A 2
Treatment of EGFR T790M mutation-positive
metastatic non-small cell lung cancer

mHEMRER (£8) ki
RS
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=,
B2 . BFE®a | zevorcabtagene segtm | DR RS ESRANSEILSRE RIS (15 ) ARA
238. NN . To Treat relapsed/refractory multiple myeloma _
BEHR autoleucel Injection &l
(RRMM)
239 B TS carenoprazan HHE_:J_ ;biifﬂ‘ﬁﬂ BET_IERES RAMBRERX ST ERfSE T B L JR () A R /A D)
| W ERELERIER hydrochloride Injaecteioln Treatment of duodenal ulcer, reflux esophagitis ARSI RS e

*HEmAENFE/EEEF

Commercial names are listed in alphabetical/strokes order

#EATEBIREE S - =B FDA SiERERE EMA #bE EmroHTEE

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

Eitl#E : 5/2025
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