CEEZYEBEEE/AE EHAVHEEBE
List of new drugs approved for marketing by
Pharmaceutical Administration Bureau (ISAF)
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AR 24 £ 36 BRIZF BB RS R & TR L
4% 6 ARNEZRREITIRE S HERE5IEN NEREE
5
FaR 60 m KL E A BRI IR E S M s 51 #ERY T 10K
s
fSHStbdionels ;F?rf\zfntion of lower respiratory tract disease caused
' ST g , L . REAEARAE
1. Abrysvo Pref antigen, =] by respiratory syncytial virus (RSV) in infants from AL SO

RSV subgroup B Injection
PreF antigen

SN T
birth through 6 months of age following maternal i Gliery lizeliging (it

immunization during pregnancy between 24 and
36 weeks of gestation

Prevention of lower respiratory tract disease caused
by respiratory syncytial virus (RSV) in individuals 60
years of age and older

BHR A BMERERERRLG - TR RZES L
[MA]Fio = HARY L [ &= 3E
Use in patient with hemophilia A for routine

efanesoctocog E S . , REZEARAT
2. Altuviiio alfa Injection prophylaxis to reduce the frequency of bleeding Four Star Companhia Lda.

episodes, on-demand treatment & control of
bleeding episodes and perioperative management
of bleeding
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BEENAREERNARFHEER RS AREa
FSNEMP - ARZRMESRERENIRERMER
MBSt E
: : pastzpiil In combination with granulocyte colony-stimulating FM
> Aphexda motixafortide Injection | factor (G-CSF) to mobilize hematopoietic stem cells Firma Wuzhou
to the peripheral blood for collection and
subsequent autologous transplantation in patients
with multiple myeloma
RARBRIRERZFEREADR 4 REOMAREZ LR
" Aquipta atogepant RE ZFERE REHEARAT
Tablet Prophylaxis of migraine in adults who have atleast | The Glory Medicina Limitada
4 migraine days per month
¥aRh 60 mE KA B ARFAINFIRE & i fm5s 51 EERY T 1T 0K
| e | | ABAAEIRAT
5. Arexvy RSVPreF3 antigen Tieaton Prevention of lower respiratory tract disease caused A L Ve Mo Ldes
by respiratory syncytial virus (RSV) in individuals 60
years of age and older
aERA ROSL F5 MR B a0k HA Sk B2 78 14 IR/ )\ Al e i 722
6. Augtyro repotrectinib B Treatment of patients with locally advanced or BiZEBARAT
Capsule | metastatic ROS1-positive non-small cell lung Four Star Companhia Lda.
cancer (NSCLC)
7. Besremi ropeginterferon past-ag il AEARERERBEANESALMIKIEZENRA RS ZETARAE

2/29




224 2 fn B A O R AL 34 P 5%

In combination with binimetinib for the treatment
of unresectable or metastatic melanoma with a
BRAF V600 mutation
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alfa-2b Injection | To treat polycythemia vera in adults who do not Firma Chun Cheong -
have symptoms of an enlarged spleen Produtos Farmacéuticos,
Limitada
FM
Firma Wuzhou
FARH IEEEE A S5 — B IRE & i 5 = 80 s B A R9FT
TREBENES _EFRESHRESTEFHNSE
REENKRESHASFERN 24 EH LN 205 H R
ST IR B 5 w52 2 B A0 N I IR 38 B fm
# L pastznpiil Prevention of respiratory syncytial virus (RSV) lower BEBRAE
8. Beyfortus nirsevimab . . : : : .
Injection | respiratory tract disease in neonates and infants Four Star Companhia Lda.
born during or entering their first RSV season and
children up to 24 months of age who remain
vulnerable to severe RSV disease through their
second RSV season
B2 binimetinib B &1 - Ja% A BRAF V600 K&
BEAIRSEBMNEERE
B2 cetuximab BtS A - Ja&ET A BRAF V600OE =& e
. . P L AN - RZETARAT
9. Braftovi encorafenib HEEZZESUEZINERUEEGE A
Capsule Agéncia Lei Va Hong Lda.
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In combination with cetuximab, for the treatment of
metastatic colorectal cancer with a BRAF V600E
mutation, who have received prior systemic therapy
BEEARMER - EEHEARE ME//NHE AR
MEEMEKEIXKERMAE
: - B To treat mantle cell ymphoma (MCL), chronic REHNEARRAT
10. Brukinsa zanubrutinib i . . . o
Capsule | lymphocytic leukemia (CLL)/ small lymphocytic The Glory Medicina Limitada
lymphoma (SLL) and Waldenstrom
macroglobulinemia (WM)
BEAAXOHEHE(NYHA)I - AREAR R IR 2
OALIE s
BE | . FEGEARAT
11. Camzyos mavacamten Capsule Treatment of symptomatic (New York Heart The Glorv Medicina Limitada
P Association, NYHA, class II-1ll) obstructive y
hypertrophic cardiomyopathy (HCM)
BERAR 12U EEVENGEREEZZ(EUt
_ R IE% e
12 Cibingo abrocitinib FE To tr;)t adults and children 12 years of age and R AR A
' g Tablet y 9 The Glory Medicina Limitada

older with moderate-to-severe eczema (atopic
dermatitis)
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R aEERZSE M2 B AMRMERE - 5K
BMRYZRE S EEEBEBEEMERESIEERNA B
- AR SR .
| | 5 - | RETARA)
13. Columvi glofitamab . To treat relapsed or refractory diffuse large B-cell N
Injection . Agéncia Lei Va Hong Lda.
lymphoma, or large B-cell lymphoma arising from
follicular lymphoma after two or more lines of
systemic therapy
Comirnaty BEZEBRAT
14 COVID-19 tozinameran pastznpiil FARLF R m a R Four Star Companhia Lda.
' mRNA Injection | Prevention of COVID-19 infection ST
Vaccine Pharmason Medicina
Comirnaty
COVID-19 " N JEBR AT
. e | R 12 BRU ARG ERE RS EETE PEARLE
MmRNA tozinameran, ST . S Four Star Companhia Lda.
15. . . . Booster dose for immunization to prevent COVID- s o s
Vaccine famtozinameran Injection 19 infection in individuals 12 years of age and older e s
(Original/Omi Y 9 Pharmason Medicina
cron BA4-5)
Comirnat " s
CoviD1e R 12 R EABNBEBH BRE AR ISR
- g o o s
J N | . . . & R
16. mRNA raxtozinameran .Egjf:d Prevention of COVID-19 infection and booster dose HERE .
Vaccine Injection . o . . Pharmason Medicina
. for immunization to prevent COVID-19 infection in
(Omicron individuals 12 years of age and older
XBB.L.5) / J
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Comirnaty
COVID-19 AR 12 m AL EAR#FaB BB B ik B P 5 | E A B
17 mRNA bretovameran £ 51 e B
' Vaccine Injection | Prevention of COVID-19 infection in individuals 12 Pharmason Medicina
(Omicron years of age and older
JN.1)
RaE 1 md B R E KA AR M B IS B A1 L BE e BEZEARAT
: pastznpiil Treatment of X-linked Hypophosphatemia(XLH), in Four Star Companhia Lda.
18. C t b b . . : et s
rysvita Hrosuma Injection | children and adolescents aged 1 to 17 years, and in REHZEARAT
adults The Glory Medicina Limitada
BRI AT BE- B B AN R S S5 RUA - e S a1 /18
S SN
: pastzpiil Combination with granulocyte-macrophage MZETHRAT
19. Danyelza naxitamab . . : A
Injection | colony-stimulating factor (GM-CSF) for the Agéncia Lei Va Hong Lda.
treatment of relapsed or refractory high-risk
neuroblastoma
20 Davvido lemborexant RE AR REHXEBRAT
' V9 Tablet To treat insomnia The Glory Medicina Limitada
: : _ R aERTESE 1 £ 3 @25 HAEN FRo% "
t b EE i 5 r=mor . o N . ><£_E':Z::_/\ NS
21. |  Elahere irverama AR smmamme e rEs - sREmLERY SEBIRAS
soravtansine Injection The Glory Medicina Limitada

RERR s
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Treatment of patients with FRa positive, platinum-
resistant epithelial ovarian, fallopian tube, or
primary peritoneal cancer, who have received one
to three prior systemic treatment regimens
AEGERNMNEAREREF(VEGF)EE - ERKEE
REF=ES(EGFR)GEN BB M 415 ,
_— B IR(ECTRIAIRIT RS o RIEBRAT
22. Elunate fruquintinib Treatment of metastatic colorectal cancer including :
Capsule . . . Four Star Companhia Lda.
those who have previously received anti-VEGF
therapy and/or anti-EGFR therapy
RARERRERBZEREADR 4 RAAZRE LA
73 Emaalit alcanezumab pastzpiil ImEETE NZETARAT
' galty 9 Injection | Prophylaxis of migraine in adults who have at least Agéncia Lei Va Hong Lda.
4 migraine days per month
AEEESEmES L L HER2 &2 - BEHEATIR
i S ERZ M HER2 (B3 .
trastuzumab im0 . | RIEBRAT
24. Enhertu . Treatment of unresectable or metastatic HER2- :
deruxtecan Injection . . Four Star Companhia Lda.
positive breast cancer who have received two or
more prior anti-HER2-based regimens
aE AQP4-19G B4R Z AR 1B AL E BiE 3%
. past-ng il To treat neuromyelitis optica spectrum disorder METARAT
25. Enspryng satralizumab .. . : Al .
Injection | (NMOSD) in adults who are aquaporin-4 (AQP4) Agéncia Lei Va Hong Lda.

antibody positive
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B e B B Z2Y) 65 F/aE P 2 HARI B S RECAE
%6 Eaufina <afinamide RE As adjunctive treatment to levodopa or other REHNEARRAT
' a Tablet medicines in patients with mid- to late-stage The Glory Medicina Limitada
Parkinson’s disease
AR 2 AR ENEE - SBEEKRZES SMA L
1. 28 - 3R FA 1-4 EEE @A TFE-2 £
. SMN-2)8 5q B & BE 14 I Z= 4 iE s
. . N e e il | AIEFBRAT
27. Evrysdi risdiplam , Treatment of 5q spinal muscular atrophy (SMA) in N
Solution . : - Agéncia Lei Va Hong Lda.
patients 2 months of age and older, with a clinical
diagnosis of SMA Type 1, Type 2 or Type 3 or with
one to four SMN2 copies
RARBAK 12 e L5V FERHEREREAN
R HE ; aEREREREEEAREATHIMSE
A K 12 mE bl ERFEmERRE
28 Evusheld tixagevimab, paa-npi To prevent COVID-19 in adults and adolescents BEBRAT
' cilgavimab Injection | from 12 years of age; To treat COVID-19 infection in Four Star Companhia Lda.
adults and adolescents from 12 years of age who
do not require supplemental oxygen and who are
at increased risk of the disease becoming severe
o e S MR S AT R ARAE .
29 Fabhalta iptacopan i TErleatment of parox sr:aftnocturnal hemoglobinuria e,
' P P Capsule paroxy 9 Four Star Companhia Lda.

(PNH)
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. AEBEY AR B e B E ARV AR RE .
| | w5 T BEHEARAT
30. Fetcroja cefiderocol . Treatment of bacterial infections that are .
Injection . - . The Glory Medicina Limitada

susceptible and have limited treatment options
B2 durvalumab B¢ S 1EH - JAE R AR CITIERAO AT AT AR
& ; B durvalumab XS AM(CEEBS A - A
BEERNERRFREREBEMMEREMIBERSE
BREBMIE/ AN
In combination with durvalumab, for the treatment

31 imiudo tremelimumab pastzpiil of adult patients with unresectable hepatocellular BEZERRAE

' J Injection | carcinoma (UHCC); In combination with durvalumab |  Four Star Companhia Lda.

and platinum-based chemotherapy for the
treatment of metastatic non-small cell lung cancer
(NSCLC) with no sensitizing epidermal growth
factor receptor (EGFR) mutation or anaplastic
lymphoma kinase (ALK) genomic tumor aberrations
AERES PR SEBN 7 RES ERERN
ERcB B/ MEESE AR EMRVE R MM E
= AR

39 Jemperli dostarlimab past-ngil Treatment of patients with mismatch repair METARAT

' P Injection | deficient (dMMR)/microsatellite instability-high Agéncia Lei Va Hong Lda.

(MSI-H) recurrent or advanced endometrial cancer
(EC) that has progressed on or following prior
treatment with a platinum-containing regimen
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AERARE _RKBEEENFBEEREAKNIESLS
33 Kerendia finerenone il s e
' Tablet Treatment of chronic kidney disease (with Four Star Companhia Lda.
albuminuria) associated with type 2 diabetes
AE IR LEERES 1 MKamERatFaEAE
FiTHEAIRAV R AP A T
. B To treat pediatric patients 3 years of age and older BEBRAE
34. Koselugo selumetinib : : :
Capsule | who have neurofibromatosis type 1 (NF1) and Four Star Companhia Lda.
symptomatic, inoperable plexiform neurofibromas
(PN)
AERBRMSEEREIE ( BE#ES FREEMIERE
e M) RREEMMAEER .
| o rmm | ) RRallE | REARAT
35. Leqvio inclisiran . Treatment of primary hypercholesterolemia :
Injection . . . Four Star Companhia Lda.
(heterozygous familial and non-familial) or mixed
dyslipidemia
aE 12 mUl EFVERMANEENRS e s
o, — B L BN IR FELEARAT
36. Litfulo ritlecitinib Treatment of severe alopecia areata in adults and L
Capsule The Glory Medicina Limitada
adolescents 12 years of age and older
AEGEZBED—RIMIEESNT PD-1 REFEE
: R Em% KRAS G12C =& 7 5 E ik #isk i 5t Ik /Al el NZETARAT
37. Lumakras sotorasib N
Tablet i Agéncia Lei Va Hong Lda.

Treatment of patients with KRAS G12C-mutated
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locally advanced or metastatic non-small cell lung
cancer (NSCLC), who have experienced progression
after prior treatment with platinum-based
chemotherapy and/or anti-PD-1 immunotherapy
AEBATEES A E2ESMRANE RIS
BURE MBI A R .
| BT RREREROAAGE RIZETERAT
38. Lunsumio mosunetuzumab Treatment of adult patients with relapsed or A
Injection . Agéncia Lei Va Hong Lda.
refractory follicular lymphoma (FL) who have
received at least two prior systemic therapies
B encorafenib BtS M - /A& 7A BRAF V600 =&
N B EAYIBRE RS fﬁﬁ@@%ﬁé .
. o R S N FETERAS)
39. Mektovi binimetinib In combination with encorafenib is indicated for the N
Tablet . Agéncia Lei Va Hong Lda.
treatment of unresectable or metastatic melanoma
with a BRAF V600 mutation
RRE>EBBERZEE IgA Bim HARERREEREMRL
s RERANER K =
40. Nefecon budesonide To reduce proteinuria in adults with primary o
Capsule | . . Firma Welfare
immunoglobulin A nephropathy (IgAN) who are at
high risk of disease progression
N oS BIEH REAM S EMTEEEY) - ARFES _
G| ||3E 7 NG
41. | Nilemdo | bempedoic acid PE | 2 e e R MBS EEINEE LDL-C K81 TEOBEAS
Tablet Agéncia Lei Va Hong Lda.

B M O MERRNAARE
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As adjuncts to diet and maximally tolerated statin
therapy for the treatment of adults with
heterozygous familial hypercholesterolemia or
established atherosclerotic cardiovascular disease
who require additional lowering of LDL-C
OfkEE#E R | SBEASSERIZSERBERBIKAZRE
42 Nurtec fimegepant Orally Treatment of migiaine with/without aura in adults REHNFERRAT
disintegrating | YABH AL A P& 38t (R BB T8 The Glory Medicina Limitada
tablet Preventive treatment of episodic migraine in adults
SR BES REAMSH St THREEY) - HRFES
FRIGM S IEE R AL FEERIMEE LDL-C A9EN Ak
SRIB(EM O MEERIIMARE
43, Nustendi bempedoic acid, RE As adjuncts to diet and maximally tolerated statin MZETHRAT
ezetimibe Tablet therapy for the treatment of adults with Agéncia Lei Va Hong Lda.
heterozygous familial hypercholesterolemia or
established atherosclerotic cardiovascular disease
who require additional lowering of LDL-C
. AEBAERUNRHRZERIIZ M .
44, Ocrevus ocrelizumab AT To{ieatﬁjjpsmjéior?jrléy priarjirggi{sg\:e HETARAE
Injection Agéncia Lei Va Hong Lda.

multiple sclerosis
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AECERNAEMZZHEE  BAREB- KRB
EF(MET)5NEF 14 Bk s 14 IR/ )\ 4l e i 2
45 Orpathvs <avolitinib RE Treatment of metastatic NSCLC with MET exon 14- BEZEARAT
' pathy Tablet skipping alterations in patients who have Four Star Companhia Lda.
progressed after or who are unable to tolerate
platinum-based chemotherapy
AEBHNRZEEGY  ARNKERRFRE 2 BY -
_ ESR1 ZE&£AN R HA o) 8 R JEE .
R FEMIIABB AR RIZETARAT
46. Orserdu elacestrant To treat estrogen receptor-positive, human A
Tablet . . Agéncia Lei Va Hong Lda.
epidermal growth factor receptor 2-negative, ESR1-
mutated, advanced or metastatic breast cancer
AEITRI D ER 2 IAREEFAM PD-1(3k PD-L1)#1
|75 79 /2 B0 Rk HR S B2 AB 1400 R - K788 _
I B9 =5 BT Rk BR Sl B AR 14 R = K798 | 2 EARAT
- Treatment of locally advanced or metastatic :
enfortumab past-upiil . : . Firma Chun Cheong -
47. Padcev : . urothelial cancer who have previously received a A L
vedotin Injection . . Produtos Farmacéuticos,
platinum-containing chemotherapy and a -
Limitada
programmed death receptor 1 or programmed
death ligand 1 inhibitor
AEEEEPERSHEHBREMBRENEE KBS
48 Paxlovid nirmatrelvir, RE RO PR 12 5% (240kg) 3L ERIEE RELZARAET
’ ritonavir Tablet Treatment of mild-to-moderate COVID-19 in adults | The Glory Medicina Limitada

and pediatric patients (12 years of age and older
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weighing at least 40 kg) who are at high risk for
progression to severe COVID-19

49.

Pemazyre

pemigatinib

o
Tablet

ARgERBEEMaEEERBL - EEEA
FGFR2 RS EHBFH S BRI HASL BB MR E AU AL A
BE

Treatment of adults with previously treated,
unresectable locally advanced or metastatic
cholangiocarcinoma with a fibroblast growth factor
receptor 2 (FGFR2) fusion or other rearrangement

XEEBRAT
Companhia de Great Life
Limitada

50.

Pluvicto

lutetium (*”’Lu)
vipivotide
tetraxetan

pas- gLl
Injection

BMARFERZBSER - ARaE R ESEAER
2 e B HNE R EZA2 I B EE R S IR S U RRR S
MER T EBRAMAISIRENRARE

In combination with androgen deprivation therapy
(ADT) with or without androgen receptor (AR)
pathway inhibition for the treatment of adult
patients with progressive prostate-specific
membrane antigen (PSMA)-positive metastatic
castration-resistant prostate cancer (mCRPC) who
have been treated with AR pathway inhibition and
taxane-based chemotherapy

BZEBARAT
Four Star Companhia Lda.
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A S ES B imatinib, sunitinib 1 regorafenib &
3 e EAEs s B e ER G SR EE E
‘ - ) Treatment of patients with advanced BEAIRAS
51. Qinlock ripretinib gastrointestinal stromal tumors (GIST) who have :
Tablet . . . . Four Star Companhia Lda.
received prior treatment with 3 or more kinase
inhibitors, including imatinib, sunitinib and
regorafenib
AEEARAENNARNEREEEERRSE - BA
8 = 158 F sl MR AT AR AR A AY 3205 R s B AN E= RV B [ (188
MEMFZE ; AFEBRAR- M EE MAERN R MKENEE
MmERE
S To treat myelodysplastic syndromes with ring RENFEARAT
52. Reblozyl I t t
eviozy vspatercep Injection | sideroblasts (MDS-RS) who need regular red blood | The Glory Medicina Limitada

cell (RBC) transfusions and have not responded well
to or cannot receive erythropoiesis stimulating
agent (ESA); To treat B-thalassemia who need
regular RBC transfusions
AT #3 RET #0HIEIRY RET RS 5 M RVRRH .

53 Retsevmo selpercatinib i 32/?25;@;; o T e MEOARAE

' P Capsule N Agéncia Lei Va Hong Lda.

BB A 1ES sorafenib & (2k)lenvatinib B9 RET &
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S5 4RV IR HA B A BR 22
A RET RE BN AR AN AR BE B V2
Treatment of advanced RET fusion-positive non-
small cell lung cancer (NSCLC) not previously
treated with a RET inhibitor
Treatment of advanced RET fusion-positive thyroid
cancer who are radioactive iodine-refractory
Treatment of advanced RET-mutant medullary
thyroid cancer (MTC)
AR 12mE k- BEZEOMEETEHaEERN
MigUBENNEEREE
: RE Treatment of adult and pediatric patients 12 years BEBRAE
54. Rezurock belumosudil . : . :
Tablet and older with chronic graft-versus-host disease Four Star Companhia Lda.
(chronic GVHD) after failure of at least two prior
lines of systemic therapy
S RARaE 12 mARU EFVERRARNEEEREE .
o o HE . : . : FM
55. Ruxolitinib Ruxolitinib To treat vitiligo with facial involvement in adults and :
Cream Firma Wuzhou

adolescents from 12 years
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AETARNERREAFZIEINEF 20 HMARZ AR
HFE/ AR ARE - (FASRBREERIAER
Mgz a%E
56 Rvbrevant amivantamab past-np il Treatment of adult patients with advanced non- BiEBRAE
’ 4 Injection | small cell lung cancer (NSCLC) with epidermal Four Star Companhia Lda.
growth factor receptor (EGFR) exon 20 insertion
mutations whose disease has progressed on or
after platinum-based chemotherapy
ARCEIZEREZND EEZSHARENMKA
BE
: pastzpii . : VEZEARAE
57. Saphnelo anifrolumab . %ijj Treatment of adult patients with moderate to PIESIE L\j.
Injection . Four Star Companhia Lda.
severe systemic lupus erythematosus (SLE), who are
receiving standard therapy
: : : pastzupiil AEER AT RN S BiZEBARAT
58. Sarclisa isatuximab . : :
Injection | To treat relapsed/refractory multiple myeloma Four Star Companhia Lda.
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AESHEESEER/D 2 ERAEAIEHIGEeEEE
RIEMENE R EREGH MR R MPEPh+CML-
CPHIERE ; /AT 13151 XEH Ph+CML-CP
IR ERE
. N RE To treat adults patients with Philadelphia BEARAT
59. Scemblix asciminib . : . : :
Tablet chromosome—positive chronic myeloid leukemia Four Star Companhia Lda.
(Ph+ CML) in chronic phase (CP), previously treated
with 2 or more tyrosine kinase inhibitors (TKls); To
treat adults patients with Ph+ CML in CP with the
T315I mutation
60 Spevido <pesolimab past-ag il AR SARAE MR MZETHRAT
' Pevi9 P Injection | Treatment of generalized pustular psoriasis (GPP) Agéncia Lei Va Hong Lda.
61 Sotvkty deucravacitinib RE AEPEEEE AR IRER RELZARAET
' Y Tablet To treat moderate-to-severe plaque psoriasis The Glory Medicina Limitada
Spik N S 12 AR EANEBER RS & e .
pirevax elasomeran, pas- gl i AR %\ﬁﬁ’]ﬁmfﬁ%ﬂﬂﬁﬁﬁ i REXNZEARLE
62. | (Original/Omi davesomeran Iniection Booster dose for immunization to prevent COVID- The Glorv Medicina Limitada
cron BA.4-5) J 19 infection in individuals 12 years of age and older y
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63 Staquis crisaborole 0E AEEUMREER RBEXHFARAT
' d Ointment | Treatment of atopic dermatitis The Glory Medicina Limitada
RREEZFMUIRNE A RS B 14 - EREAFFINAE
M MERF(GL ~ G2)RIRRIR AT IR AR AR AL
PARA
25 NEES INTS
64. Sulanda surufatinib PR Treatment of unresectable locally advanced or PRSI L\j.
Capsule . . . Four Star Companhia Lda.
metastatic, progressive non-functioning, well-
differentiated (G1 or G2) pancreatic or extra-
pancreatic neuroendocrine tumors
65 SvmDroic naldemedine RE AEMARLS R BREEY) 5 2 E/ REXHFEARAT
' ymp tosylate Tablet To treat constipation caused by opioid medication The Glory Medicina Limitada
AE® A MET SMEF 14 BkEE TV REN BB IR/ Al
RE IR A TS BEZEARAT
66. Tabrecta capmatinib 8 Treatment of adult patients with metastatic non- ) .
Tablet Four Star Companhia Lda.

small cell lung cancer (NSCLC) whose tumors have a
mutation that leads to MET exon 14-skipping
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- . EETHRAT
| TERH 12 RSl A I KB R E B R TR
pastzpiil : . Firma Chun Cheong -
67. Takhzyro lanadelumab . Prevention of recurrent attacks of hereditary . L
Injection ) . . Produtos Farmacéuticos,
angioedema in patients aged 12 years and older -
Limitada
BEARETEVIREGFIOMAR 16 mIU EEZNE
BHSEE G FEERE  BEREEOmEE S Y
AEHEBEBAWAS EZH2 REBMURIE RS E A
BEMMERERE ; AT EESENESR M
R eEMNERERE
Treatment of adults and patients aged 16 years and
: RE older with metastatic or locally advanced BiZEBARAT
68. Tazverik tazemetostat e . :
Tablet epithelioid sarcoma not eligible for complete Four Star Companhia Lda.
resection; Treatment of adult patients with relapsed
or refractory (R/R) follicular ymphoma (FL) whose
tumors are positive for an EZH2 mutation and who
have received at least 2 prior systemic therapies;
Treatment of adult patients with R/R FL who have
no satisfactory alternative treatment options
;A\/\ 7 ﬁﬁ,‘%ﬂ/l\: ;A\/\ =) I \QED""“FW N .
| | T I Rl o REARAT
69. Tecvayli teclistamab O —iEE AR HIHIE K —iEH CD38 Bk AR) B HIR :
Injection Four Star Companhia Lda.

FRBERER M E AN Z RS RER
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Treatment of patients with relapsed and
refractory multiple myeloma, who have received at
least three prior therapies, including an
immunomodulatory agent, a proteasome inhibitor,
and an anti-CD38 antibody and have demonstrated
disease progression on the last therapy
aFEmAEEE ERE(EAFINEF-14 BBV RENKR
,H\sziiiﬁy M7 B/ N Al e i g2
70, Tepmetko tepotinib RE Treatment of patients with locally advanced or RENFERRAT
Tablet metastatic non-small cell lung cancer (NSCLC) The Glory Medicina Limitada
harboring mesenchymal-epithelial transition (MET)
exon 14 skipping alterations
BR&FAEWSESRA MY KL B BE R K E MR
ZYIhEER N IEHIRENREE R EE
21 Tezspire tezepelumab past-ng il Maintenance trgatment of patients with severe BiEBRAE
Injection | asthma who are inadequately controlled despite Four Star Companhia Lda.
high dose inhaled corticosteroids plus another
medicinal product
AEECERAESCEE IR ERR(ERE 3 e Es
: . M =5a%k N —
72. Tivdak tlsotumab ;,E%g” Treatment of patients with recurrent or metastatic ><$%@$EFF‘</A§ :
vedotin Injection The Glory Medicina Limitada

cervical cancer with disease progression on or after
chemotherapy
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AESREESMEN I F2EHEEENEHPED
—RERRaRER M ER) 2 AR BRI HA = E
B =M E
23 Trodelv sacituzumab pastzpiil Treatment of patients with unresectable locally REZERRAE
' Y govitecan Injection | advanced or metastatic triple-negative breast Four Star Companhia Lda.
cancer (mTNBC) who have received at least two
prior systemic therapies, including at least one prior
therapy for locally advanced or metastatic disease
B fulvestrant Bt S - JBEAMEREREGH - ARK
FTRAFZEEMEZDEA—1E PIK3CA » AKTL 5
PTEN EX&FZVRE A ER 4 F iR
_ In combination with fulvestrant for the treatment of X
. A emon mELEY i, RIEARAT
74. Trugap capivasertib adult patients with hormone receptor (HR)-positive, :
Tablet . Four Star Companhia Lda.
human epidermal growth factor receptor 2 (HER2)-
negative, locally advanced or metastatic breast
cancer with one or more PIK3CA/AKT1/PTEN-
alterations
4 trastuzumab & capecitabine ff AR EEZ 2 /DM
N Rt HER2 sERARIBOAR A TR IG 2R e i8R 14 s
75 Tukysa tucatinib i HER2 G4 %72 9 ikl
' Y Tablet ? N Agéncia Lei Va Hong Lda.

In combination with trastuzumab and capecitabine
for the treatment of patients with HER2-positive
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locally advanced or metastatic breast cancer who
have received at least 2 prior anti-HER2 treatment
regimens
o ey | AR EZARIE AR R ELE AR .
76 Tyrvaya varenicline = AR Treatment of the signs and symptoms of dry eye K
’ yrvy Nasal Spray | . 9 s Y& Firma Wuzhou
disease
AEPBE MR B MALRARAE ~ FFEELA MM FRSMEIE
7 EHSENEN KRB ERER
. : pastzpiil Treatment of paroxysmal nocturnal hemoglobinuria REHNFERRAT
77. Ultomiris ravulizumab . . . . .
Injection | (PNH), atypical hemolytic uremic syndrome (aHUS), | The Glory Medicina Limitada

generalized myasthenia gravis (gMG) and
neuromyelitis optica spectrum disorder (NMOSD)
AEEHMRERG  ERERERX
AR MR R
AE ALK - BIFE IR 25 AHEA A3k
JAFRER At o] RS AR RA S % (L B oA {a] /R AR RE Y

-8 Vaborem meropenem, pas- gl B [MAE METARAT

' vaborbactam Injection | AEHEEY AR B aFEEESRWAARRRE Agéncia Lei Va Hong Lda.

Treatment of complicated urinary tract infection
(cUTI), including pyelonephritis.

Treatment of complicated intra-abdominal
infections (clAl)
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Treatment of hospital-acquired pneumonia (HAP),
including ventilator associated pneumonia (VAP).
Treatment of patients with bacteremia that occurs
in association with, or is suspected to be associated
with, any of the infections listed above.
Treatment of bacterial infections that are
susceptible and have limited treatment options
B AR EMAER RN Fi HE M = AR ERR
PROMERE ; BHREARERERE=DIEKESI2
. paat-npidl 45 5 P Bk NZETARAT
79. Vabysmo faricimab L : N
Injection | To treat adults with neovascular (wet) age-related Agéncia Lei Va Hong Lda.
macular degeneration (AMD) and diabetic macular
edema (DME)
AEMA K 12 L E (B2 E240kg) HIHT i fm 55 B 2
- pastznpiil To treat adults and children 12 years of age and BEBRAT
80. Veklury remdesivir . i . :
Injection | older and weighing at least 40 kg with COVID-19 Four Star Companhia Lda.
infection
5 ) AEPEEBRE RSB EAER =5
81. Velsipity etrasimod TabTet To "tr'eat moderately-to-severely active ulcerative UmaE—S;ude
colitis
82 Verauvo vericiauat RE AFELMESEHIR NMEEEEARIBERIEMBEZFK BEBARAT
' . 9 Tablet | SEEHABRER MO EEIRMA BE Four Star Companhia Lda.
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Treatment of symptomatic chronic heart failure in
adult patients with reduced ejection fraction who
are stabilized after a recent decompensation event
requiring IV therapy
: : paat-npidl R B A TR R 88 R REZEARAT
83. Vyepti eptinezumab . . L :
Injection | For preventive treatment of migraine in adults Four Star Companhia Lda.
A IR EEE PR E A A K IERES A
: - RE To treat excessive daytime sleepiness (EDS) or NZETHARAT
84. Wakix pitolisant A
Tablet sudden onset of weak or paralyzed muscles Agéncia Lei Va Hong Lda.
(cataplexy) due to narcolepsy
BEER FLT3 RENEZMEE eSS EEAM e =
\ FETARAT
N BRI A RE :
e RE : Firma Chun Cheong -
85. Xospata gilteritinib Treatment of adult patients who have relapsed or -
Tablet . . . Produtos Farmacéuticos,
refractory acute myeloid leukemia (AML) with a .
. Limitada
FLT3 mutation
_ AEERINEHAMZ R B N
. . R S BEHEARAT
86. Xpovio selinexor To treat relapsed refractory multiple myeloma L
Tablet The Glory Medicina Limitada
(RRMM)
AEIGERSCENERRENER M) A fhE
: . pastzpiil Treatment of metastatic small cell lung cancer B R
87. Zepzelca lurbinectedin . . :
Injection | (SCLC) that has progressed on or after prior Saude Magicure

platinum-containing therapy
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88.

XFEW ; Bim
\ #
BREBER

furmonertinib
mesilate

R
Tablet

AEEANERNRERRATFZE(EGFR)IMEF 19 tRK
(Ex19del)sk oM EEF 21 (L858R) B R &M [5 BB itk A EK
BRI IR AR AR A A R E

AEBEA EGFR B Rl Al I HI B e B S B E L
RERER - I B&RAIERFE EGFR T790M K&
R BB HA SR BB M IR/ Al B e A A R
Treatment of adult patients with locally advanced or
metastatic non-small cell lung cancer (NSCLC) with
epidermal growth factor receptor (EGFR) exon 19
deletion (Ex19del) or exon 21 (L858R) substitution
mutations

Treatment of adult patients with locally advanced or
metastatic NSCLC who experienced disease
progression during or after prior treatment with
EGFR tyrosine kinase inhibitors and who were
tested positive for the EGFR T790M mutation

Eg 2ht

egtal
Firma Promise

89.

Zine ;| EH
ZEIESR

zuberitamab

pat 1L

Injection

EAIZAE CHOP {EE 58 % CD 20 B4R R 1478
2K B Al EE R

In combination with standard CHOP chemotherapy
for the treatment of CD20-positive diffuse large B-
cell ymphoma, not otherwise specified (DLBCL,
NOS)

M
Firma Wuzhou
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AEAHEBMESZEMNERE - I/ AMRME - FFARE -
SEMBEASENERRE EEfiNREXESIRE
E;Ef jé?-? o Sy To treat classical Hodgkin Iymphoma (cHIT), non- B IRAS)
90. | AIREHUEH tislelizumab small cell lung cancer, hepatocellular carcinoma L
- Injection . o e . The Glory Medicina Limitada
R (HCC), microsatellite instability-high solid cancer

(MSI-H), esophageal squamous cell carcinoma
(ESCC) and nasopharyngeal cancer (NPC)

o1 ZrgllE ; P& axicabtagene past-ag il A B AN BEREXE

' mETHR ciloleucel Injection | To treat B-cell Lymphoma Pharmason Medicina
A B 55— R 58 AU RS = e A Bl 1D Tl T e 282 K% /=5
1 52 A 12 M4 3 4l e 3 [ 12 1 A
R IR BB IS M EE - &2ER A T315I
RENIE M AN B MR IE 4 HASLINZR A Treatment of
it EE N ) patlent§ with chronic.myeloid leukemia resista.nt to B
92. olverembatinib and/or intolerant of first- and second-generation .
BER Tablet S . Saude Magicure

tyrosine kinase inhibitors (TKI)
Treatment of patients with TKI-resistant chronic-
phase chronic myeloid leukemia (CP-CML) or
accelerated-phase CML (AP-CML) harboring the
T315I mutation

93 Rz ; BUX envafolimab past-upiil RARACIREEREMEESE AR ENELEBESR T

| AEFUEHR Injection | RGAPEELHIRE ERE RS Firma Wuzhou
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Treatment of patients with unresectable or
metastatic microsatellite instability-high/ mismatch
repair deficient (MSI-H/dMMR) advanced solid
tumors
e aEdRESMARMMX R AR BN KB
e A
e | Injection | . . . | REARAT
94. | BERBIRER/F omadacycline ) To treat community-acquired bacterial pneumonia Four Star Companhia Lda
AafhEBEEBIR TabTet (CABP) and acute bacterial skin and skin structure P '
=hR infection (ABSSSI)
= s o AR AE B E A B A= MM E AT AR .
BRImEE ; AE | inaticabtagene EETH Dgﬁx}\fg? PULRIE B AR IR AR AL FM
95. HYCEN sutoleucel Iniection Treatment in adult patients with relapsed/refractory Firma Wuzhou
T J B-cell acute lymphoblastic leukemia (r/r B-cell ALL)
RAREUBRESIENEN - SEENRIFENEE
96 Bing ; 4 roxadustat B Treatment of anemia of chronic kidney disease in BiEBARAT
' St Capsule | both non-dialysis-dependent and dialysis- Four Star Companhia Lda.
dependent patients
AEAAHBESEMERE - IR/ AREmE - HARE -
BEEBRENBRERERFERE - =
Z(aEr ; 58 . past-upiil To treat classical Hodgkin lymphoma (cHL), non- ﬂEEBEAa :
97. o sintilimab L . Companhia de Great Life
AMEEFIR Injection | small cell lung cancer, hepatocellular carcinoma Limitada

(HCC), esophageal cancer (EC) and adenocarcinoma
of esophagogastric junction (EGJA)
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08 MER ; AIHE leritrelyir R AERGEMUER RS E/FE1T
' 2R Tablet Treatment of mild-to-moderate COVID-19 infection

Agéncia Mei Hong

“HEmBEN TR/ EEPF

Commercial names are listed in alphabetical/strokes order

#EITEEYEE SR E E AT
Latest new drug approved for marketing by ISAF

EREZE  11/2024
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