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List of new drugs approved for marketing by
Pharmaceutical Administration Bureau (ISAF)

Zey) B fn B A R AL 32 5%

Use in patient with hemophilia A for routine

SLLEL i it X .
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) Name Active Ingredient(s) Forra Indication(s) Wholesale of Pharmaceutical
Products
FREIR 24 £ 36 B2 FEB S & LAFaRREI L
T2 6 ERNEREANKESIRBESIERN FFRE K
I
¥aRH 60 B KA B AR RN IRE & M jmEs 5| EERY I Tk
e,
RSV subgroup A Per/ition of lower respiratory tract disease caused
PreF antigen, pagt-pil : P RS REHXEBRLT
1. Abrysvo . by respiratory syncytial virus (RSV) in infants from .
RSV subgroup B Injection : . The Glory Medicina Limitada
PreF antigen birth through 6 months of age following maternal
9 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
RARFBAHRZ ADAMTS13 EBEERYSTX 14 MAF M /) e =
S /I ST FETARAT
pas-npiil PRSI Firma Chun Cheong -
2. Adzynma” rADAMTS13 Iniection Treatment of ADAMTS13 deficiency in patients with Produtos Farmacauticos
J congenital thrombotic thrombocytopenic purpura . '
(TTP) Limitada
_ #RR A BMARERSERRY - FRMEKZESIL
; YA . 3 252 NG
3. Altuviiio efanesoctocog alfa ?Egj},qj MA] 317 = HARY L [ &= 38 MLEBEL\T.
Injection Four Star Companhia Lda.
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prophylaxis to reduce the frequency of bleeding
episodes, on-demand treatment & control of
bleeding episodes and perioperative management
of bleeding
YN ERE U A e AN RE R S EN R E R
BENEUFIEPHAEZE

4 Anzupgo delgocitinib HE To treat moderate to severe chronic hand eczema FM

' Cream (CHE) in adults who cannot use corticosteroids Firma Wuzhou
applied to the skin or in whom such corticosteroids
do not work well enough
BEENAREERARFESER - RSNFARE s
FSNEMF - ARZEMEERERENMRERMEBE
MBREBE
: : past-npiil In combination with granulocyte colony-stimulating FM

> Aphexda LIDIEEICIi 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
ARBRRERBRIFREADR 4 RIOOMAREZ LR

6 Aquipta atogepant R & (LR RENFEARAT

' Tablet Prophylaxis of migraine in adults who have at least | The Glory Medicina Limitada
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¥Rk 60 mE KA B ARFRINFIRE & M jm s 51 EERY I IF 0K
N ERESTS e
pa-NpL : : : | NS
7. Arexvy RSVPreF3 antigen | Eg}; : Prevention of lower respiratory tract disease caused AGE ﬂjﬁiﬁréﬁﬁﬁ\j Ld
njection by respiratory syncytial virus (RSV) in individuals 60 gencia Lel vanong Lda.
years of age and older
AEERA ROSL B4R E BRI HA S B2 14 3/ Al AR Al e
8 AUGHYTO repotrectinib B Treatment of patients with locally advanced or BEARAT
' gy P Capsule | metastatic ROS1-positive non-small cell lung Four Star Companhia Lda.
cancer (NSCLC)
EETARAT
o \ " . Firma Chun Cheong -
: - AEAREREREANEMALMIKIEZAERNMARE A
: ropeginterferon past-npiil : . Produtos Farmacéuticos,
9. Besremi . To treat polycythemia vera in adults who do not .
alfa-2b Injection Limitada
have symptoms of an enlarged spleen =3
Firma Wuzhou
FRRHIEEEE A S5 —E IR E S I s =805 B ARV
TREBENES _ETFRESHRRETEFEHNSE
. FBEREVRESHREERN 24 S AN 4R R X
- g | e NREIRAEARR 24 EFA T RIEAIRAT
10. Beyfortus nirsevimab . RWRESIEEMER NERERER :
Injection Four Star Companhia Lda.

Prevention of respiratory syncytial virus (RSV) lower
respiratory tract disease in neonates and infants
born during or entering their first RSV season and
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children up to 24 months of age who remain
vulnerable to severe RSV disease through their
second RSV season
81 binimetinib Bt SR - /A& B BRAF V600 =&
BEETIBRER TEE’J@%W
81 cetuximab Bt SR - JAES A BRAF V600E =&
E?ﬁ%’%%f@t[ﬁ&ﬁ@%& ML E G RE
. . 258 In combination with binimetinib for the treatment FMZETHRAT
11. Braftovi encorafenib . . . :
Capsule | of unresectable or metastatic melanoma with a Agéncia Lei Va Hong Lda.
BRAF V600 mutation
In combination with cetuximab, for the treatment of
metastatic colorectal cancer with a BRAF V600E
mutation, who have received prior systemic therapy
AEEMBMER - EUMEMRS ME// N ME AR
MEBAEXEIXERME
: . 25 To treat mantle cell lymphoma (MCL), chronic REHNZEARAT
12. Brukinsa zanubrutinib . . . .. .
Capsule | lymphocytic leukemia (CLL)/ small lymphocytic The Glory Medicina Limitada
lymphoma (SLL) and Waldenstréom
macroglobulinemia (WM)
AEALOHIHE (NYHA) - ARREAR 18 FH 14 AL 2 2L s
13 Camzyos mavacamten il /EHW&E pE | ) st LSl
' y Capsule The Glory Medicina Limitada

Treatment of symptomatic (New York Heart
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Association, NYHA, class IlI-Ill) obstructive
hypertrophic cardiomyopathy (HCM)
BEMAKR 12 ZUEEVENFEREEED (R
+ F2 /8 3K) .
| SEERZE NG
14. Cibinqo abrocitinib AA To treat adults and children 12 years of age and “Tﬁﬂ%,ﬁFEL\j :
Tablet : : The Glory Medicina Limitada
older with moderate-to-severe eczema (atopic
dermatitis)
ARAEERSE AT RSN A B ARMERE - s
AR ZRE S SEERBEBEEMERESIEERNAK B
A e 2 7 .
| . grm | MR . FIEAARAT
15. Columvi glofitamab . To treat relapsed or refractory diffuse large B-cell A
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 BiEBARAT
16 COVID-19 tozinameran past-npiil TR A B R S Four Star Companhia Lda.
' mMRNA Injection | Prevention of COVID-19 infection S
Vaccine Pharmason Medicina
Comirnaty
COVID-19 y e VEBRAT
| R 2 BRI AR B R BN ST i
mRNA tozinameran, past- il : . Four Star Companhia Lda.
17. : . — Booster dose for immunization to prevent COVID- e o
Vaccine famtozinameran Injection 19 infection in individuals 12 years of age and older e
(Original/Omi y 9 Pharmason Medicina
cron BA.4-5)
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Comirnat . e s
ormimaty R 12 BB A B TE 5 B RS R RS RS
COVID-19 -
N — Z o ot s
EGIH : . . BRI
18. mRNA raxtozinameran .Egijj Prevention of COVID-19 infection and booster dose HEEE .
Vaccine Injection . o . . Pharmason Medicina
. for immunization to prevent COVID-19 infection in
(Omicron individuals 12 years of age and older
XBB.L.5) / °
Comirnaty
COVID-19 AR 12 m KL EAZEFaB BT B e ik m = P 5 | REAY B
19 MRNA bretovameran past-npiil 2L s
' Vaccine Injection | Prevention of COVID-19 infection in individuals 12 Pharmason Medicina
(Omicron years of age and older
JN.1)
AREE 1w &R E R A AR M B IS (S A 154 B8 BB e BiEZEBARAT
. eyl Treatment of X-linked Hypophosphatemia(XLH), in Four Star Companhia Lda.
20. C t b b . : : et sas
rysvita Hrosuma Injection | children and adolescents aged 1 to 17 years, and in REHNZEARAT
adults The Glory Medicina Limitada
B A BE- B B AR R &S5 RUB 7 e S A 1 /18
LR eSS P
: past-npiil Combination with granulocyte-macrophage MZETHRAT
21. Danyelza naxitamab . . : A
Injection | colony-stimulating factor (GM-CSF) for the Agéncia Lei Va Hong Lda.

treatment of relapsed or refractory high-risk
neuroblastoma
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2 Dawido lemborexant R =y;-EN i REXHEARAT
' Mg Tablet To treat insomnia The Glory Medicina Limitada
RAREERTESB 1 £ 3125 M18ERN FRa%
M SR EER E 7 ONEEE - O EREER M
mirvetuximab | Esim | e o N EEHHARAT
23. Elahere . . Treatment of patients with FRa positive, platinum- .
soravtansine Injection . s . . The Glory Medicina Limitada
resistant epithelial ovarian, fallopian tube, or
primary peritoneal cancer, who have received one
to three prior systemic treatment regimens
AEBEINMMEARERREF(VEGF)EE - ERKRE
<K F =2 (EGFR)EENEB M4 5 .
- g REF=5E( ) mfﬁ’]ﬁ AT ] P ' ' REAIEAT
24. Elunate fruquintinib C | Treatment of metastatic colorectal cancer including Four Star C hia Ld
aPSUE | those who have previously received anti-VEGF our start.ompanhia tda.
therapy and/or anti-EGFR therapy
ARBRRERZRIEREADR 4 RAUMAREZLIIRL
75 Emaalit alcanezumab pasopil (EFERE NZETARAT
' H < Injection | Prophylaxis of migraine in adults who have at least Agéncia Lei Va Hong Lda.
4 migraine days per month
AEBERAmMES L I HER2 BERE - BEAEATIR
oY BE AL S M| vE
trastuzumab g | X HER2 BIEALE | MEERAT
26. 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
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AE AQP4-1gG [GHRYZ R AR E FE K
7 Ensorn <atralizumab past-npiil To treat neuromyelitis optica spectrum disorder NZETHIRAG
' SR Injection | (NMOSD) in adults who are aquaporin-4 (AQP4) Agéncia Lei Va Hong Lda.
antibody positive
ABESTRBESEIMREEM R ZER M Ea M
. W2 B AR E BRI AR s
. | wgrm | o BERHEMIOMARS FEHEBRAT
28. Epkinly epcoritamab Infecti Treatment of adult patients with relapsed or The Glorv Medicina Limitad
njection refractory diffuse large B-cell ymphoma (DLBCL) € blory Medicina timitada
after two or more lines of systemic therapy
B e B s E M 224 e 2 HARI I8 £ R ECAE
29 Equfin <afinamide RE As adjunctive treatment to levodopa or other FEHNEARAT
' E Tablet medicines in patients with mid- to late-stage The Glory Medicina Limitada
Parkinson’s disease
AR 2 AR ERNEE - BERKRZENS SMA L
.28 3B F A 1-4 [EEE A TFE-2 €8
-2)RY 5q B E BN =48 e
| o wm | OMN-2)89 5q AR =HRIE | EFARAT
30. Evrysdi risdiplam Soluti Treatment of 59 spinal muscular atrophy (SMA) in Agdncia Lei Va H L
olution patients 2 months of age and older, with a clinical gencia el vanong Lda.
diagnosis of SMA Type 1, Type 2 or Type 3 or with
one to four SMN2 copies
: : e ARMAKR 12 Bl B VA SRS REAN .
t b, ;E R N . " i _ 3| 252 NG
31. | Evusheld Felsu W e aenaaEREERAREFERIEE PEAIRES
cilgavimab Injection Four Star Companhia Lda.

BIALA K 12 BRI ER T R RRE
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To prevent COVID-19 in adults and adolescents
from 12 years of age; To treat COVID-19 infection in
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
A R R AL R R ,
| 55 o B P SX M AR B M AL = PR AE o REEIEAT
32. Fabhalta iptacopan Treatment of paroxysmal nocturnal hemoglobinuria .
Capsule (PNH) Four Star Companhia Lda.
V=Y E S B B EE SESIE S et s
| . S A E Y AR =A %LE%BEE’J M /3 e 5 e TR AT
33. Fetcroja cefiderocol Treatment of bacterial infections that are S
Injection . - : The Glory Medicina Limitada
susceptible and have limited treatment options
AR ABMARS B BMARNRAKR 12 el 5
DERE - FRERBHLUERRIUE D LM S HEER
: : past-npiil For routine prophylaxis to prevent or reduce the REHNEARAT
34, Hympavzi marstacimab . . . L
Injection | frequency of bleeding episodes in adult and The Glory Medicina Limitada
pediatric patients 12 years of age and older with
hemophilia A or hemophilia B
B2 durvalumab &2 - JAEAARDIYIERAIAT A1 AR
% ; 1 durvalumab &afEIJ’Efbﬁfm waEH - JaEA
i ! -~ N A 3 252 NS
35 | Imjudo tremelimumab | 0 | s BN 7 S e A K DR AR R PIESIRLE
Injection Four Star Companhia Lda.

= RVERZ 1 IE /) A e i 7

In combination with durvalumab, for the treatment
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of adult patients with unresectable hepatocellular
carcinoma (uHCC); In combination with durvalumab
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
AEEIFIARCEE RIRSN  BET R ERR
e IBERfa/ MEESEAREMRE R MR
=N RE
36 Jemberll dostarlimab past-npuil Treatment of patients with mismatch repair METARAT
' P Injection | deficient (dAMMR)/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
AEBRAS _RKFEHEENEBEESREARNELS
37 Kerendia finerenone il £ Reed i
' Tablet Treatment of chronic kidney disease (with Four Star Companhia Lda.
albuminuria) associated with type 2 diabetes
BAE3I R LERES 1 HMKEmBRatfaERE .
- B T S - REBRAT
38. Koselugo selumetinib FTEA TRV SR AN A 42 :
Capsule Four Star Companhia Lda.

To treat pediatric patients 3 years of age and older
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who have neurofibromatosis type 1 (NF1) and
symptomatic, inoperable plexiform neurofibromas
(PN)
YA R S B R0 R Pt 2 B 2 R P B 1) ] 7 7B R e
39 Legembi lecanemab past-npiil Treatment of Alzheimer’s disease in patients with REHZEARAT
' g Injection | mild cognitive impairment or mild dementia stage | The Glory Medicina Limitada
of disease
AERZRMSIEEREIE ( BEMEEs FREEMIFERE
N Il 7‘5/_\, l:%n‘—‘—ﬁ .
| . gm | ) ARSEIIERS . REBRAT
40. Leqvio inclisiran . Treatment of primary hypercholesterolemia _
Injection . . : Four Star Companhia Lda.
(heterozygous familial and non-familial) or mixed
dyslipidemia
aE 12 ml EED (AR ERE DT i
| o pr | 2R L2ANESDERRANRERID FEGEARAT
41. Litfulo ritlecitinib Treatment of severe alopecia areata in adults and L
Capsule The Glory Medicina Limitada
adolescents 12 years of age and older
AEGERBED—RIWICEINT PD-1 REFE
B %A KRAS G12C R& 7 FEit HAst 8884 Ik Al AR
fifi 22
: RE Treatment of patients with KRAS G12C-mutated NZETHRAT
42. Lumakras sotorasib : A
Tablet locally advanced or metastatic non-small cell lung Agéncia Lei Va Hong Lda.

cancer (NSCLC), who have experienced progression
after prior treatment with platinum-based
chemotherapy and/or anti-PD-1 immunotherapy

11/33




Zey) 2 fn B A O R HE 32 5%

3: = 37] 7TYE| 1]
Pﬁm%% Ea%s) o ¥ FEE Firm for Import, Export and
JEE | Commercial : : Dosage . :
Active Ingredient(s) Indication(s) Wholesale of Pharmaceutical
Name Form
Products
AEETEES AR E2 M RANE RIS S
. AUREMEME B A RE e
| 5 - o RETARAS
43, 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
B2 encorafenib Bt &M - /5B A BRAF V600 RE:
N BEAUIBRSEB TN EBERE e
| o A e . FIETARAT
44, Mektovi binimetinib In combination with encorafenib is indicated for the A
Tablet . Agéncia Lei Va Hong Lda.
treatment of unresectable or metastatic melanoma
with a BRAF V600 mutation
B2 |lenalidomide B &£ - JBEANESETERFHA
MRS ERYIE B el B e M K B Al SRR
BE
N AL J ‘$ NG
45. Minjuvi tafasitamab /.Egijj In combination with lenalidomide for the treatment ﬂLEBEL\j.
Injection . : : Four Star Companhia Lda.
of adult patients with relapsed or refractory diffuse
large B-cell ymphoma (DLBCL) who are not eligible
for autologous stem cell transplant (ASCT)
TERENE REEFALISMNOE BN AR - Skl B E fthifE
. PRI A EE B S LI =S B IR R A REW e
. . . e | e S e RZETARAT
46. Mounjaro tirzepatide . MmiEeEsl ; AREEET - (FAEREME RIGINESEE A
Injection Agéncia Lei Va Hong Lda.

EENRER - AR A BB EEE 258230 kg/m?
(BER)E =27 kg/m? E< 30 kg/m? GBE)EEVBA
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— B EHEER IS ME - MERT - HEYE
BRIFIRGLE ~ OMEER - ¥ERFAIAESE —BINE KR
As monotherapy or in addition to other diabetes
medications for the treatment of adults with
insufficiently controlled type 2 diabetes mellitus as
an adjunct to diet and exercise. For weight
management, as an adjunct to a reduced-calorie
diet and increased physical activity in adults with an
initial Body Mass Index (BMI) of = 30 kg/m?
(obesity) or 2 27 kg/m? to < 30 kg/m? (overweight)
in the presence of at least one weight-related
comorbid condition (e.g., hypertension,
dyslipidemia, obstructive sleep apnea,
cardiovascular disease, prediabetes, or type 2
diabetes mellitus).

47.

Nefecon

budesonide

e

Capsule

AREDBERZM IgA BREBAERREERERN
HERARNERRK

To reduce proteinuria in adults with primary
immunoglobulin A nephropathy (IgAN) who are at
high risk of disease progression

3=

Firma Welfare

13/33




Zey) 2 fn B A O R HE 32 5%

mE Cf::nfjial FR D Diie 8 FEE Firm for Import, Export and
Active Ingredient(s) Indication(s) Wholesale of Pharmaceutical
Name Form
Products
S BES REAMSH St TREEY) - HRFES
F Rk S IEEEZ A FEERIMER LDL-C F9ENAK
WIRE(EM O MEERIORARE
48, Nilemdo bempedoic acid RE As adjuncts to diet and maximally tolerated statin AMETARAT
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
ORREERE R | SBEASEES ZEHREBERIAARSE
49, Nurtec imegepant Orally Treatment of migiaine with/without aura in adults REHEBIRLT
disintegrating | YRBH A A P& 28 M4 (R BE R The Glory Medicina Limitada
tablet Preventive treatment of episodic migraine in adults
MBS REAMSH St TREEY) - HRFES
FRIEM SEERE M FRERIMNER LDL-C FEAK
WRE(EM O MEERIORARE
0. Nustendi bempedoic acid, RE As adjuncts to diet and maximally tolerated statin METARAT
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
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e AEERAERANNFHREERZ MBI e
51 Ocrevus ocrelizumab B Tuo treat relapsing or earl rimar§ rogressive ATl =
' Injection . P .g yP Y prog Agéncia Lei Va Hong Lda.
multiple sclerosis
o | FARRER AR R R R
IR A\ R&% 8 . . . _
> Ohtuvavre ensifentrin nhalation For the maintenance treatment of chronic FMZETHBRAT
' Y . obstructive pulmonary disease (COPD) in adult Agéncia Lei Va Hong Lda.
suspension .
patients
FAREAIREUBEHEL  EMAARIEZEREE
A EE M/ NMUIEZER B CHNPEEREEEM
REEFE - LURFEBEERABBENBEBEASER - BE&H
BEERE S JAK HIHIE s BEE B #= ruxolitinib /&
N Treatment of disease-related splenomeqgaly or I
53 Omijjara” momelotinib i symptoms in adult patients WitF;\ modergteyto A
' Y Tablet ymp P Agéncia Lei Va Hong Lda.

severe anemia who have primary myelofibrosis
(PMF), post polycythemia vera myelofibrosis (post
PV MF) or post essential thrombocythemia
myelofibrosis (post ET MF) and who are Janus
Kinase (JAK) inhibitor naive or have been treated
with ruxolitinib
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BRECERHASEMEZEE - BAEE- EFE(E
E-+(MET)SMNEE+F 14 BREERVEERS 14 3R/ )\ Al e i ye2
c4 Orpathvs <avolitinib RE Treatment of metastatic NSCLC with MET exon 14- BEARAT
' pathy Tablet skipping alterations in patients who have Four Star Companhia Lda.
progressed after or who are unable to tolerate
platinum-based chemotherapy
AEEARZEEY  ARKEREFZEE 2 B -
N ESR1 K&k HASKEE = _
o SrOMHAS B M R IR x5S A IR AT
55. Orserdu elacestrant To treat estrogen receptor-positive, human N
Tablet : : Agéncia Lei Va Hong Lda.
epidermal growth factor receptor 2-negative, ESR1-
mutated, advanced or metastatic breast cancer
ABEITRI D ER 2 IAREEFOAM PD-1(8k PD-L1)#D
|75 5 2 B0 e BR S B2 A% 14 B T2 _
7l 25 Y 2 0 e BR =l B AR 14 PR K7 J8 | S 2EARAT
- Treatment of locally advanced or metastatic :
enfortumab past-npil . : . Firma Chun Cheong -
56. Padcev . . urothelial cancer who have previously received a A
vedotin Injection . . Produtos Farmacéuticos,
platinum-containing chemotherapy and a .
Limitada
programmed death receptor 1 or programmed
death ligand 1 inhibitor
SOERE RN RS e p a3 A E RS -
- oo nirmatrelvir, R rf_{ ;T; ;Z& ﬁﬁiiﬁz’zﬁﬁ TR BEHEARAT
' ritonavir Tablet sh 98 - The Glory Medicina Limitada

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

58.

Pemazyre

pemigatinib

R
Tablet

AREEZBEEMEEERELL - BEEAS
FGFR2 & sl EHF S BRI HASL EE B MR E AV AL A
BRE

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

XEBRAT
Companhia de Great Life
Limitada

59.

Pluvicto

lutetium (*"’Lu)
vipivotide
tetraxetan

EETE

Injection

BERARAEREIBSER - ARARRTEIEAE
2 S BRI R = B BRI R SR S E SRR S
MER U EBRNMRISIRENRA RS

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

REZEARAT
Four Star Companhia Lda.
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A S ES B imatinib, sunitinib 1 regorafenib &
3 s b AEs s B e E M SR EE E
. - o Treatment of patients with advanced BEAIRAT
60. 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
AEEARRENNAMNSEEERBRASE - B
S MR AL A I 4 A =08 B IR IR ARV B [ 1K 38
MEMRE ; AERAR-PEE MAERHMIKELEE
Mm&E#E
past-npi To treat myelodysplastic syndromes with ring RELHFARAT
1. Reblozyl I
° eblozy uspatercept 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
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ARG ES RET #IHIEIA0 RET RS 55 14 A9 HA
JE/)NA BE it 2
BB EES sorafenib & (30)lenvatinib 89 RET &
B 5 4RI IR HA B AR BR 22
A% RET RETIN G HAFNIR BE B
. B Treatment of advanced RET fusion-positive non- AMETARAT
62. Retsevmo selpercatinib . N
Capsule | small cell lung cancer (NSCLC) not previously Agéncia Lei Va Hong Lda.
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 12wl k- BESEOMEEEMaRERN
RigMBREDNEERERE
: R Treatment of adult and pediatric patients 12 years RIEBRAE
63. 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
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o 5 ARaE 12 @R LBV ERRARNBRE B REE ]
64. Ruxolitinib Ruxolitinib e To treat vitiligo with facial involvement in adults and : '
Cream Firma Wuzhou
adolescents from 12 years
AETARNRERAFREINET 20 HAREAIAME
HSR/ AR A RE - (FASHRIEEBRIEER
R =}
: past-npiil Treatment of adult patients with advanced non- RIZEBRRAE
65. Rybrevant amivantamab . : : :
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
AECERZERZND EEZSUARRENRA
BE
: pat-ipi : : YEZEARAE
66. Saphnelo anifrolumab , %ijj Treatment of adult patients with moderate to PIESIR L\j.
Injection . Four Star Companhia Lda.
severe systemic lupus erythematosus (SLE), who are
receiving standard therapy
: : : past-npil AEERMN AU RN B BEEARAT
67. Sarclisa isatuximab . : :
Injection | To treat relapsed/refractory multiple myeloma Four Star Companhia Lda.
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AESTACERBED 2 BRaEABIHIE aEE R
RIEMERNE R R ERES MM I B M7 (Ph+CML-
CPYHRFEZE ; JAFEES T315] =&/ Ph+CML-CP
MR ERE
68 Scemblix asciminib RE To treat adults patients with Philadelphia REZEARAT
' 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
69 Spevido <pesolimab past-npi AEE SRR NZETHIRAT
' PEVi9 P Injection | Treatment of generalized pustular psoriasis (GPP) Agéncia Lei Va Hong Lda.
e R AEPEZREERMIRERE REXHFEARAT
70. Sotyktu deucravacitinib - .
Tablet To treat moderate-to-severe plaque psoriasis The Glory Medicina Limitada
ik _ R 12 mAL RS & e s s
SPIEVAX | gjasomeran, gm0 2 MED LABORERSIREARE RERHEARAT
71. | (Original/Omi davesomeran Iniection Booster dose for immunization to prevent COVID- The Glorv Medicina Limitada
cron BA4-5) J 19 infection in individuals 12 years of age and older Y
75 Staquis crisaborole 0E AEEUMREER RENEARAT
' a Ointment | Treatment of atopic dermatitis The Glory Medicina Limitada
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RAREZFMUIRNE A IR ER 4 - EREIIFFINEE
-~ DERYF(GL ~ G2)RIMRERFIFF R AR 2R AU 188 45
PANYA
28 VEARAS
73. Sulanda surufatinib . Treatment of unresectable locally advanced or il L\j.
Capsule : . . Four Star Companhia Lda.
metastatic, progressive non-functioning, well-
differentiated (G1 or G2) pancreatic or extra-
pancreatic neuroendocrine tumors
24 SUmDbroic naldemedine R AEMARL R BREEY) 5 E/M REHNEARAT
' ymp tosylate Tablet To treat constipation caused by opioid medication The Glory Medicina Limitada
AEEA MET SN+ 14 Bk RERVER 4 IR/ VA
_ e imsEAl A B E .
. pE | N | RhEAIRAT
75. Tabrecta capmatinib 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
\ - s N EETARAT
| T 12 EEUM @M E BB RE TR
E ST : . Firma Chun Cheong -
76. Takhzyro lanadelumab . Prevention of recurrent attacks of hereditary AL
Injection Produtos Farmacéuticos,

angioedema in patients aged 12 years and older

Limitada
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77.

Tazverik

tazemetostat

R
Tablet

BEAT ST EUIRIRERAAR 16 mU EBEZHE
BHEERH EREARE ; BEIBEIMEZTSH
AR B EBESAS EZH2 SREGHRIE R E A
REMMERRE ; aERAaBE N aENERRM
ARt MERERE

Treatment of adults and patients aged 16 years and
older with metastatic or locally advanced
epithelioid sarcoma not eligible for complete
resection; Treatment of adult patients with relapsed
or refractory (R/R) follicular lymphoma (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

REZEARAT
Four Star Companhia Lda.

78.

Tecvayli

teclistamab

EETE

Injection

AERERERBEE)-_EaREERE —ERERANE -
—RBERREAIHIE K —1E CD38 Efkinie) B LR
R CRE R e A 2R SRR

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

REZEARAT
Four Star Companhia Lda.
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aFEwmAEE ERE(ERFINEF-14 PRETVRENKR
,Hﬂjziii}& M7 B /)N Al B i o2
79, el e RE Treatment of patients with locally advanced or RENEARAT
Tablet metastatic non-small cell lung cancer (NSCLC) The Glory Medicina Limitada
harboring mesenchymal-epithelial transition (MET)
exon 14 skipping alterations
BRSNS H £ WA M L E LA B S & E M
aZMhE iR N IEHIRENBRER R ERE
80 Tezspire tezepelumab eyl Maintenance treatment of patients with severe BiEBRAE
' Injection | asthma who are inadequately controlled despite Four Star Companhia Lda.
high dose inhaled corticosteroids plus another
medicinal product
AEE(CEIAB SRR IR ER R E S e R
o M= i —
81. Tivdak tisotumab vedotin &gm Treatment of patients with recurrent or metastatic x%n'z"g*@ﬁ@,a ,
Injection . s . The Glory Medicina Limitada
cervical cancer with disease progression on or after
chemotherapy
AESRCESMESN L E2SHEEENEPED
— i b1
oy Trodelvy sacituzumab pa=ppil %ﬁﬁ_ﬁg};;i% R 2RI BRI REZEBRAT
govitecan Injection - Four Star Companhia Lda.

Treatment of patients with unresectable locally
advanced or metastatic triple-negative breast
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cancer (nNTNBC) who have received at least two
prior systemic therapies, including at least one prior
therapy for locally advanced or metastatic disease

83.

Trugap

capivasertib

R
Tablet

B fulvestrant iE 5 £/ - AEARZESE - ARK
FRAFZEEREEEZDHE—1& PIK3CA » AKT1 8k

In combination with fulvestrant for the treatment of
adult patients with hormone receptor (HR)-positive,
human epidermal growth factor receptor 2 (HER2)-
negative, locally advanced or metastatic breast
cancer with one or more PIK3CA/AKT1/PTEN-
alterations

REZEARAT
Four Star Companhia Lda.

84.

Tukysa

tucatinib

R
Tablet

4 trastuzumab X capecitabine AR EHESE /DM
Rt HER2 SERARI DAV ARG HAE  E2 5 M
HER2 54 %

In combination with trastuzumab and capecitabine
for the treatment of patients with HER2-positive
locally advanced or metastatic breast cancer who
have received at least 2 prior anti-HER2 treatment
regimens

NZETBRAT
Agéncia Lei Va Hong Lda.
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S Y& B EZ BRIE AU = B RE AR .
85 Tyrvaya varenicline itk Treatment of the signs and symptoms of dry eye 2
' yrvay Nasal Spray | . 9 /NP Y=y Firma Wuzhou
disease
AR R B MATRRAE ~ FFEEVA MM FRSBENRE
- ZBASENEN KRB ERER
. : pas-pl Treatment of paroxysmal nocturnal hemoglobinuria REHNFZARAT
86. Ultomiris ravulizumab . . . : e
Injection | (PNH), atypical hemolytic uremic syndrome (aHUS), | The Glory Medicina Limitada
generalized myasthenia gravis (gMG) and
neuromyelitis optica spectrum disorder (NMOSD)
AEEMMIRIEEE  BREBHREX
AR M RE R B
ABERTARBINGK - BIFE IR 28 4H BA At 3¢
JAFEER At o] RS AR RA B % 1L B oA {a] /BR AR RE Y
B MYE
N AEREY AR BaREEA R E BRI .
meropenem, amm | ’ e - RETARAS
87. Vaborem . Treatment of complicated urinary tract infection A
vaborbactam Injection Agéncia Lei Va Hong Lda.

(cUTI), including pyelonephritis.

Treatment of complicated intra-abdominal
infections (clAl)

Treatment of hospital-acquired pneumonia (HAP),
including ventilator associated pneumonia (VAP).
Treatment of patients with bacteremia that occurs
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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
BARNAEMENER (R FREBEAM=MEERER
BHOMERE  BARKARERB=MEBKEMSIE
. FESTE BY 1R B PRt MZEITBRAT
88. Vabysmo faricimab . . N
Injection | To treat adults with neovascular (wet) age-related Agéncia Lei Va Hong Lda.
macular degeneration (AMD) and diabetic macular
edema (DME)
AERA KR 12 mE P _E(BEE240kg) I w55 RO
- S To treat adults and children 12 years of age and MEBR AT
89. Veklury remdesivir . . . .
Injection | older and weighing at least 40 kg with COVID-19 Four Star Companhia Lda.
infection
_ AEPEERREFRE M BB MAER e
90 Velsipit etrasimod AR To treat moderately-to-severely active ulcerative =R
' Pty Tablet colitis Y y Uma-Saude
AELORESESE NREERASRER EMBESFIK
ASARBERNEMRE ORI AZE
o1 Verauvo vericiquat RE Treatment of symptomatic chronic heart failure in BEZEBARAE
' b . Tablet adult patients with reduced ejection fraction who Four Star Companhia Lda.

are stabilized after a recent decompensation event
requiring IV therapy
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92 VveDti " b pastzpil R AR R 52 REZEARAT
' yept eptinezima Injection | For preventive treatment of migraine in adults Four Star Companhia Lda.
AR PR E A A K IERES %A
03 Waki tolisant gl To treat excessive daytime sleepiness (EDS) or FMZETHBRAT
: Al el Tablet sudden onset of weak or paralyzed muscles Agéncia Lei Va Hong Lda.
(cataplexy) due to narcolepsy
BEEMEIRSBAESEMSER - ARt REEH
BINAERRE DA |-l AR ENIRS BRI ARE - L
. g =B B e s
o gy | EOLDED | AEFARAT
94. Winrevair sotatercept Iniecti In combination with other pulmonary arterial Agéncia Lei Va H L
njection hypertension (PAH) therapies, for the treatment of gencia Leiva Hong Lda.
PAH in adult patients with WHO Functional Class
(FO) Il to Ill, to improve exercise capacity
IRAB®R | . .
N o NSRS A
’ emvy otilaner op a'1 mic To treat demodex blepharitis Firma Wuzhou
solution
AEEA FLT3 REWNEZHE AU SEERI 2 BT5EAT
. BRIRLARE :
e FEl : Firma Chun Cheong -
96. Xospata gilteritinib Tabl Treatment of adult patients who have relapsed or Prod E .
ablet refractory acute myeloid leukemia (AML) with a o utos. a.rmaceutlcos,
FLT3 mutation Limitada
S b Ly SN e et J e =X e e
97 Xpovio selinexor e :I'Doig}i?:r:ef&;?riféﬁfr&guIti le myeloma SR
' P Tablet P 4 pie my The Glory Medicina Limitada

(RRMM)
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98.

Zepzelca

lurbinectedin

pastzpil
Injection

AEGER S EFENERREER M/ A fhE
Treatment of metastatic small cell lung cancer
(SCLC) that has progressed on or after prior
platinum-containing therapy

REZEARAT
Four Star Companhia Lda.

99.

b P
BAREBER

furmonertinib

mesilate

R
Tablet

AEEANRNERRFZEE(EGFR)IMNEF 19 TRk
(Ex19del)sk 9 EEF 21 (L858R) B R R[5 BB Atk BA K
R IR/ AR AR A R E

AEEEEAS EGFR BB sIEg I B A B IS Sa EE
REwiER - WHAAITER FE EGFR T790M R&
s NIEN B AR N ) N}
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

EZ it

B rhA
Firma Promise

100.

Zing ; ER
ZETER

zuberitamab

pas-n il
Injection

EZ%E CHOP {E&E R 585 CD 20 BB ERFERE @
BA B AR
In combination with standard CHOP chemotherapy

Fabl
Firma Wuzhou

29/33




Zey) 2 fn B A O R HE 32 5%

3: = 57 7TYE| ]
Pﬁm%% Ea%s) o ¥ FEE Firm for Import, Export and
JEE | Commercial : : Dosage . :
Active Ingredient(s) Indication(s) Wholesale of Pharmaceutical
Name Form
Products
for the treatment of CD20-positive diffuse large B-
cell ymphoma, not otherwise specified (DLBCL,
NOS)
AEAAHBESIEMER - IR/AIREMmE - HARE -
SEMEEANMEEEERE BN ARE K S RE
EE% ;%E'-? o Sy By To treat classical Hodgkin lymphoma (cHIT), non- EE A AT
101. | AIEREHESH tislelizumab Iniecti small cell lung cancer, hepatocellular carcinoma The Glorv Medicina Limitad
& njection (HCC), microsatellite instability-high solid cancer € Liory Viedicina Limitada
(MSI-H), esophageal squamous cell carcinoma
(ESCC) and nasopharyngeal cancer (NPC)
seimeE  EE . . . \ N
102 :ﬁz__g;é%ﬁ% zamerovimab, past-npil ARARARERBEENRBRE e
' /Zﬁﬁ;%:&# mazorelvimab Injection | Use in passive post-exposure prophylaxis of rabies Firma Mekim
103 ZeglE ; P& axicabtagene eyl A B Al MR S S
| mEARR ciloleucel Injection | To treat B-cell Lymphoma Pharmason Medicina
AR — R RS ACES RUBL AU HD I A My 22 K /sl A
M 52 A 12 1M 3 4l e 2 [ 12 14 HA
R TR 2 B A EE ST M4 - &R2En A T315I
Mmizse ; BE . RE RE IS M FEAT A 3 Mw1E M HASE MR EA Treatment of B ER
104. olverembatinib . . . . : . :
BER Tablet patients with chronic myeloid leukemia resistant to Saude Magicure

and/or intolerant of first- and second-generation
tyrosine kinase inhibitors (TKI)
Treatment of patients with TKI-resistant chronic-
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phase chronic myeloid leukemia (CP-CML) or
accelerated-phase CML (AP-CML) harboring the
T3151 mutation
++rh . Bg@e
EZ\M ' miﬁa toludesvenlafaxine R B EHEE BB R
BB, | e MU hydrochloride Tablet Treatment of depression Saude Magicure
ER P . : c
ZPTE ; fZR _ AER . I ENAERRBRENRAETE - =
Y . o . R . . . BMARATE
106. | BHZER/FFEHE | atilotrelvir, ritonavir Tablet Treatment of adult patients with mild and moderate Chena San Limitada
2k COVID-19 infection 9
RARAOIIRSER ENEESEAMEENHIIBEER
KR FEE RO R HA B B2 T
Rz, BUX ) etz np Treatment of patients with unresectable or M
107. i e envafolimab L L L . . . .
AMETEFHR Injection | metastatic microsatellite instability-high/ mismatch Firma Wuzhou
repair deficient (MSI-H/dMMR) advanced solid
tumors
s, 9] AEMRESHMARMMX NSMHE TR BN B
EH PR Lt 0 _
o B e : Injection : : , : REEBRAE
108. | MEFBIRE/F omadacycline i To treat community-acquired bacterial pneumonia Four Star Companhia Lda
AliafeEBHIR TabTet (CABP) and acute bacterial skin and skin structure P '
=zh infection (ABSSSI)
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BImE ; ME inaticabtagene past-npiil 5@[@)&)\@%?}2%&5@'& B %EH@%’&ME%M@EMﬁ T
109. P sutoleucel eaer Treatment in adult patients with relapsed/refractory Firma Wuzho
) B-cell acute lymphoblastic leukemia (r/r B-cell ALL)
AREUBRESIRENEN - SFRENTKIFENTERE
110 Bineg ; & roxadustat 2F ] Treatment of anemia of chronic kidney disease in RIEBRAE
' Tﬁﬂﬁ“ﬁ Capsule | both non-dialysis-dependent and dialysis- Four Star Companhia Lda.
dependent patients
AESHAESZENERE - IR/ AMRAE - ATARE
?Eﬁ VENRBERBERERFRERE _
ZERE ; 58 o etz np To treat classical Hodgkin lymphoma (cHL), non- ﬂ%ﬁﬁﬁ@ﬂ .
111. e e sintilimab . Companhia de Great Life
AMETEFHR Injection | small cell lung cancer, hepatocellular carcinoma Limitada
(HCC), esophageal cancer (EC) and adenocarcinoma
of esophagogastric junction (EGJA)
AERERB R —RaRBHIRERRIE(ZEMEH
B—1BE AR HIE R R E R e T B e Ea
M BBENARE
112 E|olgr ; PE equecabtagene past-npil Treatment of adult patients with relapsed or Eaye
| EmBEHR autoleucel Injection | refractory multiple myeloma who have progressed Firma Nam Kwong

after at least three lines of prior therapies
containing at least one proteasome inhibitor and
immunomodulatory agent
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113 HEE ; Xin leritrelvir Rl AER BN R AR RE R =T
' BHER Tablet Treatment of mild-to-moderate COVID-19 infection

Agéncia Mei Hong

*REmBENTE /2

Commercial names are listed in alphabetical/strokes order
#HEATEEYEESEEHE R EE

Latest new drug approved for marketing by ISAF

BREZE : 4/2025
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