(o] 4
=

siel ©f

iz
=

ol

O 0I5 47 (EX: FDA)

$+2610| 22| FEHF|, 2021.1.26.

Approval date  (Drug name Active Ingredients Submission Classification Company M URL (B
VERQUVO A
=2
01/19/2021 NDA #214377 VERICIGUAT = MERCK SHARP DOHME
VOCABRIA
A2
01/21/2021 NDA  #212887 CABOTEGRAVIR =2 VIV HLTHCARE
CABENUVA i
y A2E g A=
01/21/2021 NDA #212888 CABOTEGRAVIRRILPIVIRINE TEE X UFE VIV HLTHCARE
LUPKYNIS
A2
01/22/2021 NDA #213716 VOCLOSPORIN HEH AURINIA PHARMACEUTICALS, INC.
O % 3% (EXN: EMA)
Approval date Drug name Active substance Therapeutic area (MeSH) Marketing-authorisation holder A4 URL |3
CX-024414 (single-stranded, 5'-capped
messenger RNA (mRNA) produced using
06/01/2021 COVID-19 Vaccine Moderna a cell-free in vitro transcription from the |COVID-19 virus infection Moderna Biotech Spain, S.L. HHO| 22| E
corresponding DNA templates, encoding
the viral spike (S) protein of SARS-CoV-2)
07/01/2021 Xofluza Baloxavir marboxil Influenza, Human Roche Registration GmbH -
« Latanoprost « Glaucoma, Open-Angle Aerie Pharmaceuticals Ireland
07/01/2021 Roclanda « Netarsudil mesilate « Ocular Hypertension Limited
O Y& 15 (EX: PMDA)
HHEERE) (LT ESEYREB) EOHAH) YUHB(SitE) SUAHUFRE) M URL (B3
« Anhydrous Sodium Sulfate
2021.1.22 SULPREP « Potassium Sulfate S, IR It otE NIHON PHARMACEUTICAL CO,, LTD. |-~
« Magnesium Sulfate Hydrate
MUSREDO tablets 5mg
[ tablets 125mg
2021.1.22 [ tablets 25mg Molidustat Sodium {1, osat oot E Bayer Yakuhin, Ltd
[ tablets 50mg
=] tablets 75mg
Sogroya Subcutaneous Injection 5mg o S22 MA|, cHAPEEOKO). &, =0 . o
. i Qo|otm
2021.1.22 @ Subcutaneous Injection 10mg Somapacitan (Genetical Recombination) 25 EE A JAREOE) Novo Nordisk Pharma Ltd [e2el =
. . Idursulfase Beta (Genetical 222 MA, AR Sk, Bk, BCH
= = Hto| 0|2t E
2021.1.22 Hunterase Intracerebroventricular Injection 15 mg Recombination) 2x SE MMM (jARSO/OE) Clinigen KK. Lo| |oFE
Emgality® Subcutaneous Injection Autoinjectors 120mg BT, LIeY NEH, S |
. K. HHO| 2 2|9t E
2021.1.22 Subcutaneous Injection Syringe 120mg Galcanezumab oloi X=H Eli Lilly Japan KK. Fo|2olotE
(DXarelto dry syrup for pediatric 51.7mg
@ B dry syrup for pediatric 103.4mg
@ [ Tablet 15 mg
@ [ Tablet 10 mg HEOINEF, TIEY X 2H|, Ex} .
2021.1.22 ) . Ri B Yakuhin, Lt -
0 ® [ Fine-grained sub-package 15 mg varoxaban ojY x| =2H| ayer Yakuhin, Ltd
® [ Fine-grained sub-package 10 mg
@ [ OD Tablet 15 mg
Fl OD Tablet 10 mg
2021.1.22 Zymso Intravesical Solution 50% Dimethyl Sulfoxide Hl A Ol SH2 X2, S8 KYORIN Pharmaceutical Co. Ltd.
2021.1.22 Nobelzin Granules 5% Zinc acetate Q%o oot oot Nobelpharma Co, Ltd.
2021.1.22 ADLUMIZ Tablets 50mg Anamorelin Hydrochloride 1o}, meat oorE Ono Pharmaceutical Co, Ltd.
57| O|%E AR K| O|%FE, ZHZtT]
2021.1.22 ORLADEYO Capsules 150mg Berotralstat Hydrochloride a Ql‘lr%l(?a%’sgeli‘lrl%% ;E,) I OrphanPacific, Inc.
2021.1.22 CALQUENCE capsules 100mg Acalabrutinib SELH AstraZeneca
NUWIQ FOR 1.V. INJECTION 250
B FOR LV. INJECTION 500
[E  FOR LV. INJECTION 1000 Simoctocog Alfa ( Genetical
2021.1.22 B FOR LV. INJECTION 2000 Recombination ) HHHH| Fujimoto Pharmaceutical Corporation |- HIO| 22| E
[E  FOR LV. INJECTION 2500
B FOR LV. INJECTION 3000
[E  FOR LV. INJECTION 4000
2021.1.22 Lynspad for Intravenous Infusion 1000 mg alpha-1 proteinase inhibitor ERR] Grifols Therapeutics LLC
ALUNBRIG Tablets 30mg - — Takeda Pharmaceutical Company
SEUR
2021.1.22 = Tablets 90mg Brigatinib SLH Limited
Adalimumab BS Subcutaneous Injection 20mg Syringe 0.4mL [ DAIICHI SANKYO ]
2021.1.22 G| Subcutaneous Injection 40mg Syringe 0.8mL [ DAIICHI SANKYO ] Adalimumab Ho|2 SE, Hio| A2 3:/:‘;?& SANKYO COMPANY, Ho|2o|okE
Eil Subcutaneous Injection 40mg Pen 0.8mL [ DAIICHI SANKYO ]




