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List of new drugs approved for marketing by
Pharmaceutical Administration Bureau (ISAF)
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lymphoma (SLL) and Waldenstrom
macroglobulinemia (WM)

[EIRE=Y FRD i . :
_ _ 4 FEE Firm for Import, Export and
I#EH | Commercial Active Dosage - '
) Indication(s) Wholesale of Pharmaceutical
Name Ingredient(s) Form
Products
8k 60 s AL E ABRRIEIRE & MEmE S [ RERY IR
- BER _
, BT , . , MZETARAE
1. Arexvy RSVPreF3 antigen o Prevention of lower respiratory tract disease caused o ,
Injection . o S Agéncia Lei Va Hong Lda.
by respiratory syncytial virus (RSV) in individuals 60
years of age and older
ZETARAE
. . . . Firma Chun Cheong -
. L AEARENEEEANESHALMBKIEZERNRA RS o
) ropeginterferon E S _ ) Produtos Farmacéuticos,
2. Besremi o To treat polycythemia vera in adults who do not o
alfa-2b Injection Limitada
have symptoms of an enlarged spleen 51
Firma Wuzhou
AEEMBEMER - EMMEMEB ME// N E A
MEERERXERERME
_ o B To treat mantle cell ymphoma (MCL), chronic BEHERRAT
3. Brukinsa zanubrutinib ) i . . .
Capsule | lymphocytic leukemia (CLL)/ small lymphocytic The Glory Medicina Limitada
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ABEAR OB B E (NYHA)-I ARFEAR AR FE AR 2 Y
LR "
B , REHNFEARAT
4. Camzyos mavacamten Treatment of symptomatic (New York Heart o o
Capsule o ) The Glory Medicina Limitada
Association, NYHA, class II-11l) obstructive
hypertrophic cardiomyopathy (HCM)
AERAR 12 ZU B VPFNPEZREEREZ(ENY
_ KB 3K e s
» - R ) | S EHEERAT
5. Cibinqo abrocitinib To treat adults and children 12 years of age and .
Tablet . . The Glory Medicina Limitada
older with moderate-to-severe eczema (atopic
dermatitis)
Comirnaty BEARAT
COVID-19 . S FaRL R e Rl Four Star Companhia Lda.
6. tozinameran . . : : s [ s
MRNA Injection | Prevention of COVID-19 infection LSS
Vaccine Pharmason Medicina
Comirnaty
COVID-19 " R BiEBRAE
: N R 12 m R E AR S R 55 158 S G e o :
mMRNA tozinameran, past-npil . L Four Star Companhia Lda.
7. : . o Booster dose for immunization to prevent COVID- e e i
Vaccine famtozinameran Ijection 19 infection in individuals 12 years of age and older B
(Original/Omi Y 9 Pharmason Medicina
cron BA.4-5)
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Comirnat . s
ey AR 12 BRI _EA BT B RS R R IR R
COVID-19 578
. zZ sz
RNA pas-pi : : : SRS
8. m . raxtozinameran .Egjfzd Prevention of COVID-19 infection and booster dose EEEE .
Vaccine Injection . o : . Pharmason Medicina
for immunization to prevent COVID-19 infection in
(OMICRON individuals 12 years of age and older
XBB.1.5) y -
REE 1 md ERE R AR SIS E R R BT
_ past-npiil Treatment of X-linked Hypophosphatemia(XLH), in BiEBRAE
9. Crysvita burosumab o . . .
Injection | children and adolescents aged 1 to 17 years, and in Four Star Companhia Lda.
adults
EA R AR - B AR S SE R E 1 BB AT /18
B SEaEEARE
, pastzpiil Combination with granulocyte-macrophage MZETHRAT
10. Danyelza naxitamab . , , N
Injection | colony-stimulating factor (GM-CSF) for the Agéncia Lei Va Hong Lda.
treatment of relapsed or refractory high-risk
neuroblastoma
, RE AR REXHEARAT
11. Dayvigo lemborexant , , e
Tablet To treat insomnia The Glory Medicina Limitada
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AEGERNMMEAREREF(VEGF)EE - IFRRE
REF82(EGFR) & ENER 4 4E15E
. B oI ) o REARAT
12. 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
AEBERAMEI L _E HER2 B2 - BEAEATIR
_ S ER M HER2 (B 1H4FLE
trastuzumab 59 ” | RIEARAT
13. Enhertu o Treatment of unresectable or metastatic HER2- ,
deruxtecan Injection o ) Four Star Companhia Lda.
positive breast cancer who have received two or
more prior anti-HER2-based regimens
A& AQP4-1gG BB MR Z R A A BER
_ past-ng il To treat neuromyelitis optica spectrum disorder METARAT
14. Enspryng satralizumab . , : N
Injection | (NMOSD) in adults who are aquaporin-4 (AQP4) Agéncia Lei Va Hong Lda.
antibody positive
R 2 BRAAREL ERNERE - AEEAKRZENS SMA L
N .28 . 3R FA 1-4 EEF WA TEE-2 &8 _
| o AR e - RETARAT
15. Evrysdi risdiplam . (SMN-2)89 5q B & B8 14 A =48 E L
Solution Agéncia Lei Va Hong Lda.

Treatment of 5q spinal muscular atrophy (SMA) in
patients 2 months of age and older, with a clinical
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diagnosis of SMA Type 1, Type 2 or Type 3 or with
one to four SMN2 copies
RARMAK 12 e L5V ERHEREREARN
B HE ; AEREREREEERAMEATHNMSE
IR A K 12 mE Ll ERFEmeERRE

& Evusheld tixagevimab, S To prevent COVID-19 in adults and adolescents BEBARAT

: vushe
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
AEGERISEEBERRIENERLERR FRIE5H
A 20 I AREE FER G EA s BB M IE /A e Al g2
- . 2E7ERAT
_ Treatment of patients with locally advanced or _
- . B _ . Firma Chun Cheong -
17. Exkivity mobocertinib metastatic non-small cell lung cancer (NSCLC) with o
Capsule Produtos Farmacéuticos,

epidermal growth factor receptor (EGFR) exon 20
insertion mutations, whose disease has progressed
on or after platinum-based chemotherapy

Limitada
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18.

Imjudo

tremelimumab

P L

Injection

B4 durvalumab B¢ S - JAE R AR CITIERAY AT AT AR
& ; Bl durvalumab RSHHBICEZEBSEA - JAEA
BEERNERRFREREBEMMEREMIBERSE
SRR IR/ Al e A

In combination with durvalumab, for the treatment
of adult patients with unresectable hepatocellular
carcinoma (UHCQ); 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

REBRAE

Four Star Companhia Lda.

19.

Jemperli

dostarlimab

A
Injection

AEES IR CEE SERBS ZRELERERN
ERcBERfE/ MEESEAREMRVE R MM E
= AR

Treatment of patients with mismatch repair
deficient (dMMR)/microsatellite instability-high
(MSI-H) recurrent or advanced endometrial cancer
(EC) that has progressed on or following prior

NZETBRAT
Agéncia Lei Va Hong Lda.
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treatment with a platinum-containing regimen
AERAF _RKFEHENGFBEEAEAKRNELS
| | pE | B RIEBIRAT
20. Kerendia finerenone o , )
Tablet Treatment of chronic kidney disease (with Four Star Companhia Lda.
albuminuria) associated with type 2 diabetes
A3 EEU ERAES 1 MMKdEERstraERE
FiTHEA IRV R AP AT
o B To treat pediatric patients 3 years of age and older BiZEBARAT
21 Koselugo selumetinib . .
Capsule | who have neurofibromatosis type 1 (NF1) and Four Star Companhia Lda.
symptomatic, inoperable plexiform neurofibromas
(PN)
AERBMSEERENE (BR#ES FREUMIEXE
M) RREEMMAEER
| inclisi AHIR e | REARAT
22. Leqvio inclisiran Treatment of primary hypercholesterolemia
Injection Four Star Companhia Lda.

(heterozygous familial and non-familial) or mixed
dyslipidemia

7/17




224 2 fn B A O R HE 32 R 5%

[ELEEY FAn i fid . :
, , YN Firm for Import, Export and
IHEH | Commercial Active Dosage - _
i Indication(s) Wholesale of Pharmaceutical
Name Ingredient(s) Form
Products
AESERAE D —RICFEST PD-1 2EFEE -
H7E KRAS G12C RE 7 5 BB BAs 88 14 3F /A AR
P2
, F Treatment of patients with KRAS G12C-mutated METARAT
23. 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
ARV EBBRZEMY IgA Bim B BERREERE RN
_ RERANERR -
: BE L : : E3=
24, Nefecon budesonide To reduce proteinuria in adults with primary .
Capsule | . , Firma Welfare
immunoglobulin A nephropathy (IgAN) who are at
high risk of disease progression
O e | BFATIRRIIEZ 2 RBBNVRAZS
_ Orally Treatment of migraine with/without aura in adults REXEARAT
25. Nurtec rimegepant

disintegrating
tablet

FaRH AL A BB 34 14 (R ER TR
Preventive treatment of episodic migraine in adults

The Glory Medicina Limitada
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AERAERIYNEHRRIERAZ EMIF(CIE _
_ pastzpiil _ NZETARAT
26. Ocrevus ocrelizumab To treat relapsing or early primary progressive L
Injection , _ Agéncia Lei Va Hong Lda.
multiple sclerosis
AECERNAREMZZEE - BEAEE- EFE(E
EF(MET)SMNEEF 14 BREE RV 14 3R/ )\ Al e i vz
o o Treatment of metastatic NSCLC with MET exon 14- REEBRAT
27. Orpathys savolitinib o ] . .
Tablet skipping alterations in patients who have Four Star Companhia Lda.
progressed after or who are unable to tolerate
platinum-based chemotherapy
AECHEER R REEFAN PD-1(2k PD-L1)HI
I 5 B &5 8 ek BR S B AS MW R R7 YR _
T | 2 EFARAD
Treatment of locally advanced or metastatic ,
enfortumab EGH _ ) _ Firma Chun Cheong -
28. Padcev . urothelial cancer who have previously received a o
vedotin Injection ) o Produtos Farmacéuticos,
platinum-containing chemotherapy and a Limitad
imitada
programmed death receptor 1 or programmed
death ligand 1 inhibitor
AEREEPERSHENAREMBRENLENRS
, nirmatrelvir, R - ~ N = ” REAEFRAT
29. Paxlovid ) , RO PR 12 5% (240kg) 3L ERIEE . o
ritonavir Tablet 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
A S ER B imatinib, sunitinib 1 regorafenib &
3 &k BB e A it B B P i R B
N Treatment of patients with advanced "
. S R _ . BEBARAT
30. 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
AERERRAENNARNSEBEREERRSE - BA
8= AR AL AT £ A e R I B A E RV B [ MK 58
MEMERE ; AESER- M EEMENRMIKBEME
o mEZ .,
past-ngil _ o RENFEARAT
31 Reblozyl luspatercept o To treat myelodysplastic syndromes with ring L
Injection The Glory Medicina Limitada

sideroblasts (MDS-RS) who need regular red blood
cell (RBC) transfusions and have not responded well
to or cannot receive erythropoiesis stimulating
agent (ESA); To treat B-thalassemia who need
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regular RBC transfusions
AETARNEERAFZEINES 20 HEARZEIFIMG
HIE/ AR A RE - (FASHRIEEREEER
g ek
_ pastzpiil Treatment of adult patients with advanced non- BEZERRAE
32. 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
ABECESIZERZND EETEUARRENRA
BE
, pastzupiil , , BiZEBARAT
33. Saphnelo anifrolumab o Treatment of adult patients with moderate to
Injection . Four Star Companhia Lda.
severe systemic lupus erythematosus (SLE), who are
receiving standard therapy
_ , _ £ 51 AEERM AN TR E I BEZEARAT
34. Sarclisa isatuximab )
Injection | To treat relapsed/refractory multiple myeloma Four Star Companhia Lda.
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ARSI ESEED 2 BB AEIINEEaERE
RigHERNER BB MMM B IME(Ph+CML-
CPHIFERE ; /AEES T3151 RER Ph+CML-CP
IR F B E
, o R To treat adults patients with Philadelphia PEEBRAT
35. Scemblix asciminib o ) ) .
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
Spikevax AR 12 m R E AR S R 55 58 R a H e
P | elasomeran, 4 ’ e - REHEARAT
36. | (Original/Omi o Booster dose for immunization to prevent COVID- . o
davesomeran Injection _ o The Glory Medicina Limitada
cron BA.4-5) 19 infection in individuals 12 years of age and older
. : 0E RN KEER RELZARAT
37. Staquis crisaborole _ , . .
Ointment | Treatment of atopic dermatitis The Glory Medicina Limitada
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RAREZFMUIRNEE RS B 14 - EREAFFINAE
- DMERIF(GL ~ G2)RY MR NR A3 F R AR 21 R 1Y 18 48
PARA
. ORBE | RHEAIRAT
38. Sulanda surufatinib Treatment of unresectable locally advanced or _
Capsule _ ] o Four Star Companhia Lda.
metastatic, progressive non-functioning, well-
differentiated (G1 or G2) pancreatic or extra-
pancreatic neuroendocrine tumors
29 < , naldemedine RE A ARES R REEY) S [RE 7 B/ RELZARAET
: mproic
ymp tosylate Tablet To treat constipation caused by opioid medication The Glory Medicina Limitada
FETARAT
i FaRs 12 el FiEE M E M KEREN R B F : - )
G _ ) Firma Chun Cheong -
40. Takhzyro lanadelumab o Prevention of recurrent attacks of hereditary o
Injection , ) , Produtos Farmacéuticos,
angioedema in patients aged 12 years and older o
Limitada
BEATESTEUIBRIEHRNRAR 16 m EEBEZHNE
41 Tazverik tazemetostat RE B EEEI FRRRE  SEREEIMEEZEY BZEBARAT
' Tablet aEBEEBARAS EZH2 REBMRE S E A Four Star Companhia Lda.

REMMNEREE | AR RAESBENAENER ML
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AR aENERERE

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 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

42.

Tepmetko

tepotinib

o
Tablet

AETABE CREBERFINES-14 BREETNRERR
HAER B RS M 7 JE/ )\ Al e i 22

Treatment of patients with locally advanced or
metastatic non-small cell lung cancer (NSCLC)
harboring mesenchymal-epithelial transition (MET)
exon 14 skipping alterations

REXHFEARAT
The Glory Medicina Limitada

43.

Trodelvy

sacituzumab

govitecan

pas- gLl

Injection

ABELHBESMERU EESHaRENESRED
—REARARER M ERR) 2 B AR S A0k Hi =k =
Bt =P e

Treatment of patients with unresectable locally

advanced or metastatic triple-negative breast

BEBARAT
Four Star Companhia Lda.
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cancer (InNTNBC) who have received at least two
prior systemic therapies, including at least one prior
therapy for locally advanced or metastatic disease
1 trastuzumab X capecitabine R S E /DM
Ret¥ HER2 $ERARVE ARV A T BRI BR SR 8275 14
HER2 BG4 % %
o F In combination with trastuzumab and capecitabine MZETHRAT
44, Tukysa tucatinib ) , . o ,
Tablet for the treatment of patients with HER2-positive Agéncia Lei Va Hong Lda.
locally advanced or metastatic breast cancer who
have received at least 2 prior anti-HER2 treatment
regimens
FRAREENEMER(CRY) FRBERA U SMENRER
SR FERE ; BRARKRARREKRRSHEKERS|I2
. past-ng il RIR B S METARAT
45, Vabysmo faricimab o ) o .
Injection | To treat adults with neovascular (wet) age-related Agéncia Lei Va Hong Lda.
macular degeneration (AMD) and diabetic macular
edema (DME)
46. Veklury remdesivir past-ag il AR A K 12 e _E (B2 E240kg) I w55 RU BEZERRAE
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Injection | To treat adults and children 12 years of age and Four Star Companhia Lda.
older and weighing at least 40 kg with COVID-19
infection
AFELMRESEHIR NMEEEEARIBERIEMBEZFK
ESHABERER MO RIS B E
o R Treatment of symptomatic chronic heart failure in MEBRAE
47. Verquvo vericiguat : : N .
Tablet adult patients with reduced ejection fraction who Four Star Companhia Lda.
are stabilized after a recent decompensation event
requiring IV therapy
AR EEE PR E A A K IERES % A
_ o REl To treat excessive daytime sleepiness (EDS) or FMZETHBRAT
48. Wakix pitolisant L
Tablet sudden onset of weak or paralyzed muscles Agéncia Lei Va Hong Lda.
(cataplexy) due to narcolepsy
_ AFEEREEHAMZ BB wr
: . R . REXHEARAT
49, Xpovio selinexor To treat relapsed refractory multiple myeloma L
Tablet The Glory Medicina Limitada
(RRMM)
, _ £ 51 AEIGER I CENERRENER M) A fhE B R
50. Zepzelca lurbinectedin , ,
Injection | Treatment of metastatic small cell lung cancer Saude Magicure
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(SCLC) that has progressed on or after prior
platinum-containing therapy
AEAHBESIEMERE - IR/ ARENmE - FARE -
SENMEEAEERERE  BREHRARERESINE
BEZ ; BE L To treat classical Hodgkin lymphoma (cHL), non- o
el 81 JHnymp _ REEEARAT
51. MIRE TS tislelizumab o small cell lung cancer, hepatocellular carcinoma o o
L Injection ) o - ] ) The Glory Medicina Limitada
AT (HCC), microsatellite instability-high solid cancer
(MSI-H), esophageal squamous cell carcinoma
(ESCC) and nasopharyngeal cancer (NPC)
- ZeglE ; PofE axicabtagene past-ng il A B Al R BEREE
' mETHR ciloleucel Injection | To treat B-cell Lymphoma Pharmason Medicina
e — AR ERESHAEMMN X RS AR K EME B
JESTE
A AP E SRS
N . Injection - , . , . REARAT
53. | BEFBRE/F omadacycline N To treat community-acquired bacterial pneumonia .
_— . RE S , Four Star Companhia Lda.
RiEfE R FIR Tablet (CABP) and acute bacterial skin and skin structure
able
=hR infection (ABSSSI)

“HEmBAENFR/EEEF

Commercial names are listed in alphabetical/strokes order
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