BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPéc 1ap — Tu do — Hanh phiic
S6: 140 /QP-QLD Ha Néi, ngay 04 thang 03 nam 2024
QUYET PINH

Vé viéc cong bdé Danh muc thudc biét duge goc Pot 2 - Niim 2024

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc sé6 105/2016/QH13 ngay 06 thang 4 nam 2016;

Can cir Nghi dinh 56 95/2022/ND-CP ngay 15 thang 11 niam 2022 ciia Chinh
phii quy dinh chive ndng, nhiém vu, quyén han va co cdu té chive ciia Bg Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 ciia Bo
truecng B Y té quy dinh viéc dang ky lwu hanh thudc, nguyén liéu lam thudc;

Can cir Quyét dinh sé 1969/0D-BYT ngay 26 thing 4 nam 2023 cia BY
truéng Bo Y té quy dinh chirc néing, nhiém vu, quyén han va co cdu t6 chirc ciia
Cuc Quan ly Dugc thuéc Bo Y té;

Can cir két ludgn cia Héi dong tw vin cdp gidy dang ky lwu hanh thuéc,
nguyén liéu lam thuéc - Bé Y té tai Céng van sé 08/HPTV-VPHP ngay
23/01/2024 va Céng van sé 10/HPTV-VPHP ngay 26/01/2024 ciia Vin phong
Hoi dong tw van cap GPKLH thudc, nguyén liéu lam thudc vé viéc bién ban hop
Hji dong héa dwoc nuéc ngodai Dot 118 hop ngay 29/12/2023 va ngay
04/01/2024;

Theo dé nghi ciia Trieong phong Dang ky thubc - Cuc Qudn Iy Duroc.

QUYET PINH:

Pidu 1. Cong b6 Danh muc 15 thude Biét duoc géc Dot 2 - Nam 2024 tai
Phu luc kém theo Quyét dinh nay.

Piéu 2. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam doc SO Y té cac tinh, thanh phd truc thudc Trung wong va
Giam dbc co so san xuat va co sd ding ky ¢ thude tai Piéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.
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Phu luc

DANH MUC 15 THUOC BIET DUQC GOC DQT 2 - NAM 2024
(Kem theo Quyet dinh s6140 /OD-QLD ngay 04 03 /2024 cua Cuc Quan ly Dwoc)

Hoat chit;

Dang bao ché;

Dia chi co sé san xuit/

STT Tén thude Ham lwong/ Nong d6 | Quy cach déng géi 50 ding ky Coso'san xuat Nuwde san xuat
1 | Calquence Acalabrutinib 100mg Vién nang cling; 730110017023 |AstraZeneca AB Gartunavagen,  Sodertalje
Hop 10 vi x 6 vién 152 57, Sweden
2 | Cellcept Mycophenolate mofetil | Vién nang cung, 800114432423 |- Co s& san xuat va doéng|- Dia chi co s& san xuét va
250mg Hop 10 vi x 10 vién goi: dong goi:
Delphe}rm . Mi}ano S.r.llvia Carnevale, 1, 20054,
- Co s xuat xuong: Segrate (MI), Italy
F. Hoffmann —La Roche AG|. pja chi co s¢ xuit xuéng:
Grenzacherstrasse 124, 4058
Basel, Switzerland
3 | Concerta Methylphenidat Vién nén phong VN-21035-18 |- Co s6 san xuit: - Pia chi co s san xuit:

hydroclorid 18mg

thich kéo dai; Chai
chtra 30 vién

Janssen
Manufacturing LLC

- Co s¢ dong goi:

Cilag

AndersonBrecon Inc.

- Coso kiém tra chétrluc_mg
de xuat xudng 16 thudc:
Janssen Ortho LLC

State Road 933 KM 0.1,
Mamey Ward, Gurabo,
Puerto Rico, USA

- Pia chi co s& dong goi:
4545  Assembly  Drive,
Rockford, IL, 61109, USA

- bia chi co s& kiém tra chét
luong dé xuat xuong 16
thudc:

State Road 933 KM 0.1,
Mamey Ward, Gurabo,
Puerto Rico, USA




o P Hoat chit; Dang bao ché; £ g , 2 P Dia chi co s¢ san xuét/
STT| Tonthud¢ | Ham lwgng/ Nong dp | Quy cich dénggsi | 0 "8 Corsd san xuit Nuge sén xuit
4 | Concerta Methylphenidat Vién nén phong 001112408923 |- Co s san xuat: - bia chi co s6 san xuat:
hydrochlorid 27mg thich kéo dai; Chai | (VN-20783-17) |Janssen Cilag|State Road 933 KM 0.1,
chira 30 vién Manufacturing LLC Mamey Ward, Gurabo,
- Co s dong goi: Puerto Rico, USA
AndersonBrecon Inc. - Dia chi co s¢ dong goi:
- Co s6 kiém tra chit lugng|4545  Assembly  Drive,
dé xut xuéng 16 thude: Rockford, IL, 61109, USA
Janssen Ortho LLC - Dla Chi 90’ Sé”klém tra Chét
luong dé xuat xuong 16
thuoc:
State Road 933 KM 0.1,
Mamey Ward, Gurabo,
Puerto Rico, USA
5 | Concerta Methylphenidat Vién nén phong VN-21036-18 |- Co so san xuit: - Pia chi co s6 san xuat:
hydroclorid 36mg thich kéo dai; Chai Janssen Cilag|State Road 933 KM 0.1,
chira 30 vién Manufacturing LLC Mamey Ward, Gurabo,

- Co s¢ dong goi:
AndersonBrecon Inc.

- Co s6 kiém tra chat luong
de xuat xudng 16 thudc:
Janssen Ortho LLC

Puerto Rico, USA

- bia chi co s¢ dong goi:
4545  Assembly  Drive,
Rockford, IL, 61109, USA

- bia chi co sérkiém tra chat
luong dé xuat xuong 16
thudc:

State Road 933 KM 0.1,
Mamey Ward, Gurabo,
Puerto Rico, USA




Hoat chét;

Dang bao ché;

Pia chi co sé san xuat/

STT Ten thube Ham lwong/ Nong d6 | Quy cach déng géi S0 dang ky Coso'san xuat Nuwée san xuét
6 | Glivec 100mg | Imatinib (dudi dang Vién nén bao phim; | 400114187023 |- Co s& san xuit: - bia chi Co s6 san xut:
Imatinib mesylat H(:)P 6 vi X 10 Vié‘TAE Novartis Pharma|Oeflingerstrasse 44, 79664
119,5mg) 100mg Hop 12 vi x 10 vién Produktions GmbH Wehr, Germany
- Co so dong goi va xuét|- Dia chi Co s¢ dong goi va
Xuong: xuat xuong:
Lek d.d., PE Proizvodnja|Trimlini 2D, Lendava, 9220,
Lendava Slovenia
7 | Inlyta Smg Axitinib Smg Vién nén bao phim; | 400110018223 |Pfizer Manufacturing|Betriebsstitte Freiburg
Hop 2 vi x 14 vién Deutschland GmbH Mooswaldallee 1, 79090
Freiburg, Germany
8 | Lenvima 10mg | Lenvatinib (duéi dang | Vién nang cling 754110196223 |- Co sO san xuét: - Pia chi co s san xuat:
lenvatinib mesilate) (VN3-260-20) |patheon Inc. 2100 Syntex Court
10mg - Co s dong goi: Mississauga, Ontario, L5N
Eisai Co., Ltd. Kawashima 7K9, Canada
Plant - Dia chi co s¢ dong goi:
1, Kawashimatakehaya-
machi, Kakamigahara-shi,
Gifu-ken, Japan
9 | Lenvima4mg | Lenvatinib (dudi dang | Vién nang cling 754110196323 |- Co s6 san xut: - Pia chi co s san xuit:
lenvatinib mesilate) (VN3-261-20) |patheon Inc. 2100 Syntex Court

4mg

- Co so dong goi:
Eisai Co., Ltd. Kawashima
Plant

Mississauga, Ontario, L5N
7K9, Canada

- Pia chi co s& dong goi:

1, Kawashimatakehaya-

machi, Kakamigahara-shi,
Gifu-ken, Japan




Hoat chét;

Dang bao ché;

Pia chi co sé san xuat/

STT Tén thuoe Ham lwong/ Nong d6 | Quy cich dong géi S0 dang ky Coso'san xuat Nuwée san xuét
10 | Lusefi 2.5 mg | Luseogliflozin 2,5mg | Vién nén bao phim | 499110439123 |Taisho Pharmaceutical Co., {403, Yoshino-cho 1-chome,
film-coated (dudi dang Ltd. Omiya Factory Kita-ku, Saitama-shi,
tablet luseogliflozin hydrate) Saitama, 331-9520, Japan
11 | Lusefi 5 mg Luseogliflozin Smg Vién nén bao phim | 499110439223 |Taisho Pharmaceutical Co.,|403, Yoshino-cho 1-chome,
film-coated (dudi dang Ltd. Omiya Factory Kita-ku, Saitama-shi,
tablet luseogliflozin hydrate) Saitama, 331-9520, Japan
12 | Ribomustin Bendamustine Bot dong kho pha VN2-569-17 - Co s6 san xut: - bia chi co s6 san xuat:
hydrochloride (tuong dgng dich d@ﬁ_l dac Oncotec Pharma|Am Pharmapark, Dessau,
duong 22,7 mg dé pha dung dich Produktion GmbH Roblau, 06861, Germany
Bendamustine) 25,0 truyén tinh mach - Co s6 dan nhan dong goéi|- DPia chi co O dan nhan
meg thir cap va xuat xuong: dong goi thar cip va xuét
Janssen Pharmaceutica NV |[xuong:
Turnhoutseweg 30, Beerse,
B-2340, Belgium
13 | Ribomustin Bendamustine Bot dong kho pha | VN2-570-17 |- Co s& san xuét: - Dia chi co s6 sdn xuat:
hydrochloride (tuong d‘jng dich d@m dac Oncotec Pharma|Am Pharmapark, Dessau,
duong 90,8‘mg de P{la (iung dich Produktion GmbH Roblau, 06861, Germany
Bendamustine) 100,0 | truyén tinh mach - Co s¢ dan nhan, dong gbi|- Dia chi co s¢ dan nhan,
mg thir cAp va xudt xuong: dong gbi thtr cap va xuat
Janssen Pharmaceutica NV |[xuong:
Turnhoutseweg 30, Beerse,
B-2340, Belgium
14 | Vemlidy Tenofovir alafenamide | Vién nén bao phim; | 539110018823 |Gilead Sciences Ireland UC|IDA Business and
(duédi dang Tenofovir | Hop 1 1o x 30 vién (VN3-249-19) Technology Park,
alafenamide fumarate) Carrigtohill, Co.  Cork,
25mg Ireland




Hoat chét;

Dang bao ché;

Pia chi co sé san xuat/

STT Tén thuoe Ham lwong/ Nong d6 | Quy cich dong géi S0 dang ky Coso'san xuat Nuwée san xuét
15 | Zytiga Abiraterone acetate Vién nén bao phim; | 300114134124 |- Co s& san xuit: - bia chi co s6 san xuat:
500mg Hop 5 vi x 12 vién (VN3-303-21)  |patheon France 40 Boulevard de Champaret,

- Co sé dong goi, xuit
xuong:
Janssen Cilag S.p.A.

Bourgoin Jallieu, 38300,

France

-Pia chi co s& dong goi, xuat
xuong:

Via C. Janssen (loc. Borgo S.
Michele) - 04100 Latina
(LT), Italy




