Bd YTE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUOQC Poc lap - Tv do - Hanh phuc
$6. 1Qb-QLD Ha Noi, ngay 03 thangAO niam 2018
QUYET BINH

VE viéc ban hanh danh muc 04 sinh phdm duoc cip s6 dang ky luu hanh tai
Viét Nam - Dot 36 (S6 dang ky c6 hiéu luvc 03 nam)

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Duoc ngay 06 thang 4 nam 2016;

Can c¢r Nghi dinh s6 75/2017/NB-CP ngay 20 thang 6 nam 2017 cla
Chinh phl quy dinh chitc nang, nhiém vu, quyén han va co cdu to chirc clia BO
Y t€;

Can cr Quyét dinh s6 3861/2013/QD-BYT ngay 30/9/2013 cla B6 trudng
B Y té quy dinh chirc ndng, nhiém vu, quyén han va co cau to chirc ctia Cuc
Quan ly Dugc thudc BO Y t€;

Can cir Thong tw s6 44/2014/TT-BYT ngay 25/11/2014 cua Bb trwdng Bo
Y té quy dinh viéc dang ky thudc;

Can ctr y kién clia Hoi dong tu van cap gidy dang ky lwu hanh thudc,
nguyén liéu lam thudc;

Xét dé nghi ctia Trwdng phong Bang ky thudc - Cuc Quan ly Dugrc,

QUYET BINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 04 sinh phdm duoc
cap s6 dang ky luu hanh tai Viét Nam - Dot 36 (S6 dang ky cé hiéu luc 03 nam).

Diéu 2. Cac co s dana ky va san xuét co sinh pham dwoc phép luu hanh
tai Viét Nam qui dinh tai Diéu 1 phai in s6 dang ky dwgc BO Y t€ Viét Nam céap
Ién nhan va phai chdp hanh ding cac quy dinh clia phap luat Viét Nam vé san
xuat va kinh doanh thuéc, s6 dang ky c6 ky hiéu QLSP-H03-...-18 c6 gia tri 03
nam ké ttr ngay cap.

Diéu 3. Trong qua trinh lvu hanh, co s¢ dang ky, nha san xuéat phai phoi
hop voi co s& diéu tri dé thuc hién theo ding cac quy dinh hién hanh vé thudc ké
don va theo ddi hiéu luc, do 6n dinh, an toan, tac dung khéng mong mudn cua
thudc trén nguoi Viét Nam. Co s¢ dang ky thubc cd trach nhiém téng hop va
béo cdo cac ndi dung néu trén moi 06 thang mot 1an vé Cuc Quan Iy Duoc theo
dang quy dinh hién hanh.

Diéu 4. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.



biéu 5. Giam doc So Y té cac tinh, thanh phd tric thudc Trung wong va
Giam dbc cac co s& dang ky va san xuat c6 sinh phdm néu tai Biéu 1 chiu trach
nhiém thi hanh quyét dinh nay./.

Noi nhan: CUC TRUONG
- Nhw diéu 5;

- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Trwong Quoc Cuong (dé b/c);

-Vu Phép ché, Cuc Y té dy phong, Cuc Quan ly

chita bénh, Thanh tra B0 Y t&, Cuc KHCN&DPT;

- Vién Veé sinh dich t& trung wong, Vién Kiém dinh

gia V&c xin va sinh pham y té;

- Téng Cuc Hai quan - Bo Tai chinh; . .

- Website clia Cuc QLD, Tap chi Duo'c va My pham- Tuan Cuong
Cuc QLD;

- Lwu: VT, QLKDD, QLCL, BKT (8 ban).



BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Poc 1ap - Ty do - Hanh phuc

DANH MUC 04 SINH PHAM PUQC CAP s6 BDANG KY Luru HANH TAI VIET NAM
HIEU Lvc 3NAM - BOT 36

Ban hanh kém theo quyét dinh sb: ...6.ac?.../QB-QLD, ngay

1. Cong ty dang ky: Boehringer Ingelheim International GmbH (B/c: Binger Strasse 173, 55216
Ingelheim am Rhein - Germany)

1.1 Nha san xuat: Boehringer Ingelheim Pharma GmbH & Co. KG (BP/c: Birkendorfer Str. 65
88397 Biberach a.d.R. - Germany)

STT Tén thudc Hoat chat chinh - Dang bao Tudl Tiéu Quy céach

. . < ; .. 6 dang ky
Ham luong ché tho chuén dong goi S0 dang ky
1 Praxbind Idarucizumab Dung dich 36 TCCS HO6p21lp50 m QLSP-H03-1133
2500mg/50ml tiém truyén thang -18

2. Cbng ty dang ky: F. Hoffmann - La Roche Ltd. (B/c: GrenzacherStrasse 124, CH-4070 Basel
- Switzerland)

2.1 Nha san xuat: Roche Diagnostics GmbH (B/c: Sandhofer Strasse, 116, 68305 Mannheim -

Germany). Co s6’dong goi: F. Hoffmann - La Roche Ltd. (B/c: Wurmisweg, 4303 Kaiseraugst -
Switzerland)

. . Hoat chat chinh - Dang bao Tudi Tiéu  Quy cach X ax Lo
STT Ten thucc Ham Iwong ché tho chudn  dong gdi S0 dang ky
2 Gazyva Obinutuzumab Dung dich 36 NSX HoOp 1lox QLSP-H03-1134
1000mg/40ml dam dac dé thang 40ml -18
pha dung
dich tiém
truyén

2.2 Nha san xuat: ROCHE DIAGNOSTICS GMBH (b/c: Sandhofer 116 68305 Mannheim -
Plc). Co s6’dong géi va xuadt xwong: F. Hoffmann - La Roche Ltd. (B/c: Wurmisweg, 4303
Kaiseraugst - Switzerland)

Hoat chét chinh - Dangbao Tubi Tieu  Quy cach

STT Ten thudc Ham luong ché tho chudn  dong goi S0 dang ky
3 Tecentriq Atezolizumab Dung dich 24 NSX Hop 01 lox QLSP-H03-1135
1200mg/20ml dam dac dé thang 20ml -18
pha dung
dich tiém
truyén

Trang 1/2



3. Cong ty dang ky: Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. (B/c: 21 Biopolis
Road#04-01/12 Nucleos, Singapore 128567 - Singapore)

3.1 Nha s&n xuét: BSP Pharmaceuticals S.p.A. (B/c: Via Appia Km 65,561, Latina Scalo (LT)
04013 - Italy). Co’sd’dong goi va xuat xuéng: Takeda Austria GmbH (BJ/c: St. Peter Strasse 25,

4020 Linz - Austria)

STT Tén thudc

4  Adcetris

Hoat chat chinh - Dang bao Tubi Tiéu

Quy céach S5 dana kv
Ham lwong ché tho chudn  dong goi 9 ky
Brentuximab Bot pha 48 NSX Hop llo

QLSP-H03-1136

Vedotin 50mg -18

dung dich  thang
tiém truyén

CUC TRUONG
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