cl uan phat han

CUC QUAN LY DUQC

h: BoYte

CONG HOA XA HOQI CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh phuc

PHU LUC Il
DANH MUC 15 THUOC NUOC NGOAI
PUQC CAP GIAY PANG KY LUU HANH HIEU LUC 03 NAM
POQT 104 BO SUNG LAN 2

(Ban hanh kém theo Quyér dinh so: ......./OP-QLD, ngay .......... ........ cia Cuc Qudn Iy Duoc)

1. Cong ty dang ky: Astellas Pharma Singapore Pte. Ltd (H/c: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986) - Singapore)

1.1 Nha san xuit: Catalent Pharma Solutions, LLC (B/c: 2725 Scherer Drive, St. Petersburg,

FL 33716 - USA)

Co s& déng gbi so cAp: AndersonBrecon Inc. (B/c: 4545 Assembly Drive, Rockford, IL 61109,

USA)

Co s dong géi thir cAp va xuat xwéng: Astellas Pharma Europe B.V. (B/c: Hogemaat 2, 7942

JG Meppel, Ha Lan)

STT Tén thubc Hoat‘chz‘it chinh - | Dang bao Tubi Tiéu | Quy cach Sé ding ky
Ham lwgng ché tho |chuan dong goéi
1 [Xtandi 40mg Enzalutamide 40mg | Viénnang | 36 |ysx [HOp4vidang | VN3-255-20
mém thang Vi x 28 vién
2. Cong ty diing ky: Cong ty cé6 phan thudc ung thw Benovas- Chi nhanh Long An (P/c: Ap
Binh Tien 2, xa buc Hoa Ha, huyén Purc Hoa, tinh Long An - Viét Nam)
2.1 Nha san xuat: Nobilus Ent (B/c: Zegrzynska 224, 05-110 Jablonna - Poland)
. P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
4 g ] h d k
STT Tén thuoc Ham lwgng che the |chuan doéng géi 0 dang Xy
2 |Benivatib 100mg Imatinib (dudi dang [Vién nang 24 INSX [NSX VN3-256-20
imatinib mesylat)  [cung thang
100mg
3 |Benivatib 400mg Imatinib (dudi dang [Vién nang 24 INSX [Hop 1 chai 30 VN3-257-20
imatinib mesylat)  |cung thang Vvién
400mg

3. Cong ty ding ky: Cong ty TNHH Sanofi-Aventis Viét Nam (P/c: 123 Nguyén Khodi, Qudn 4,
Thanh pho Ho Chi Minh - Viét Nam)

Trang 1




3.1 Nha san xuat: Genzyme Ireland Limited (B/c: IDA Industrial Park, Old Kilmeaden Road,

Waterford - Ireland)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
] Ay 2 h diang k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy
4 |[Renvela Sevelamer carbonate|Vién nén bao| 36 |[NSX [Hop 1 lo 30 VN3-258-20
800 mg phim thang vién

4. Cong ty dang ky: Dr. Reddy's Laboratories Ltd. (P/c: 8-2-337, Road No.3, Banjara Hills,
Hyderabad-500034, Telangana - India)

4.1 Nha san xuat: Dr. Reddy's Laboratories Ltd. (B/c: FTO-IX, Plot No. Q1 to Q5, Phase-1lI,
SEZ, Duvvada, Visakhapatnam-530046, Andhra Pradesh - India)

N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
2 A 2 h diang k
STT Ten thudc Ham lwong che tho |chuan| déng géi 0 dang Xy
5 |[Eranfu Fulvestrant 250mg [Dung dich 24 INSX  |Hop 2 bom _ VN3-259-20
tiém thang tiém dong san

tiém

thudc va 02 kim

5. Cong ty dang ky: Eisai (Thailand) Marketing Co., Ltd. (b/c: No. 93/1, Unit 603-604, 6th
Floor, GPF Witthayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District,
Bangkok Metropolis - Thailand)

5.1 Nha san xut: Patheon Inc. (B/c: 2100 Syntex Court, Mississauga, Ontario, LSN 7K9 -

Canada)

Co sé dong goi: Eisai Co. Ltd. Kawashima Plant (D/c: 1, Kawashimatakehaya-machi,
Kakamigahara-shi, Gifu-ken, Japan)

A £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
] alg ! h dang k
STT Tén thuoc Ham lwgng che the |chuan doéng géi 0 dang Xy
6 |Lenvima 10mg Lenvatinib (dudi Vién nang 36 [NSX [Hop2vix10 VN3-260-20
dang Lenvatinib cung thang vién
Mesilate) 10mg
7 |Lenvima 4mg Lenvatinib (dudi Vién nang 36 [NSX [HOp2vix 10 VN3-261-20
dang Lenvatinib cing thang vién
Mesilate) 4mg
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6. Cong ty dang ky: Glenmark Pharmaceuticals Ltd. (D/c: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai-400 026 - India)

6.1 Nha san xuit: Glenmark Generics S.A (B/c: Calle 9 N° 593 (B1629MAX) Parque Industrial
Pilar, Provincia de Buenos Aires - Argentina)

. X Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach J ,
. v 2 Sod k
STT Tén thuac Ham lwgng che tho |chuan| déng géi 0 dang Xy
8 |Pemehope 100 Pemetrexed (duéi  |Bot dong 24 INSX [Hop1llo VN3-262-20
dang Pemetrexed kho pha thang
dinatri dung dich
hemipentahydrate) [tiém truyen
100mg
9 [Pemehope 500 Pemetrexed (dudi  |Bot dong 24 INSX [Hop1llo VN3-263-20
dang Pemetrexed kho pha thang
dinatri dung dich
hemipentahydrate) |truyén tinh
500 mg mach
7. Cong ty dang ky: Mi Pharma Private Limited (D/c: B-2103, Tharwani, Palm Beach Road,
sanpada, navi Mumbai-400705, Maharashtra - India)
7.1 Nha san xuit: Atra Pharmaceuticals Limited (B/c: Plot No. H19, MIDC Area, Walyj,
Aurangabad 431133, Maharashtra State - India)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch sé ds ,
2 <11 2 h d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi ¢ gang ky
10 [Refix 550mg Rifaximin 550mg  [Vién nén bao| 24 |NSX |Hop 3vix 10 VN3-264-20
phim thang vién

8. Cong ty dang ky: Mundipharma Pharmaceuticals Pte. Ltd. (b/c: 12 Marina View, #22-01
Asia Square Tower 2, Singapore 018961 - Singapore)

8.1 Nha san xuit: Helsinn Birex Pharmaceuticals Ltd. (B/c: Damastown Mulhuddart, Dublin 15

- Ireland)
N £ Hoat chat chinh - | Dang bao Tudi| Tiéu Quy céch Sé d ,
; < h dang k
STT Teén thuoc Ham lwong che tho [chuan dong géi o dang &y
11 |Akynzeo Netupitant 300mg; |Vién nang 36 [NSX [Hop1lvix1 VN3-265-20
Palonosetron (dudi [cing thang Vvién

dang palonosetron
hydroclorid) 0,5mg
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8.2 Nha san xuat: LTS Lohmann Therapie-Systeme AG (P/c: Lohmannstr 2, D-56626

Andernach - Germany)

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé d ,
2 Y] o d k
STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy
12 [Norspan 10 mcg/h MJi miéng dan Miéng dan | 24 [NSX [Hop 2 miéng VN3-266-20
chtra: Buprenorphin |tri liéu qua [thang dan
10mg da
13 [Norspan 20 mcg/h MJi miéng dan Miéng dan | 24 [NSX [Hop 2 miéng VN3-267-20
chia: Buprenorphin |tri ligu qua [thang dan
20mg da
14 [Norspan 5mcg/h MJi miéng dan Miéngdéan | 24 |NSX [HOp2gdix1 | VN3-268-20
chtra: Buprenorphin |tri li¢u qua |[thang miéng dan
5mg da

9. Cong ty dang ky: Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. (D/c: 21, Biopolis Road
#04-01/12 Nucleos Singapore 138567 - Singapore)

9.1 Nha san xuit: Takeda Pharmaceutical Company Limited, Osaka Plant (B/c: 17-85,
Juso-honmachi, 2-Chome Yodogawa-ku, Osaka, 532-8686 - Japan)

Co sé dong goi: Delpharm Novara s.r.l. (D/c: Via Crosa 86, 28065-Cerano (NO), Italy)

) . Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach £oas
£ 1 ang I h So dang k
STT Tén thuoc Ham lueng ché | the |chuin|  déng goi 0 ding ky
15 |Dexilant 30mg Dexlansoprazol Vién nang 36 INSX [Hop2vix7 VN3-269-20
30mg; phong thich |thang vién, hop 4 vi x
cham 7 vién

Trang 4
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