BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
S6: 104/QP-QLD Ha Néi, ngay 23 thang 03 ndam 2016
QUYET PINH

VE VIEC BAN HANH DANH MUC 04 THUOC NUGC NGOAI (THUOC CO HOAT CHAT
LAN DAU, PHOI HOP HOAT CHAT LAN DAU HOAC DANG BAO CHE LAN DAU DANG
KY TAI VIET NAM - SO PANG KY CO HIEU LUC 02 NAM) BUGC CAP SO PANG KY
LUU HANH TAI VIET NAM - BOT 93

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duoc ngay 14/6/2005;

Can cir Nghi dinh s6 63/2012/Nb-CP ngay 31/8/2012 cua Chinh phu quy dinh chirc
nang, nhiém vu, quyén han va co cau to chirc cua Bo Y te;

Can civ Quyét dinh s6 3861/0P-BYT ngay 30/9/2013 ciia Bé trudng Bo Y té quy dinh
chiec nang, nhiém vu, quyén han va co cau to chiec cua Cuc Quan ly duwoc thuoc Bo Y té;

~ Can cir Thong tu 6 44/2014/TT-BYT ngay 25/11/2014 cia Bé Y té quy dinh viéc dang ky
thuoc;

Can cit y kién ciia Hoi dong tie van cdp sé dang ky lwu hanh thudce - Bé Y té;
Xét dé nghi cia Trueong phong Pang ky thuoe - Cuc Qudn Iy Duoc,
QUYET PINH:

Diéu 1. Ban hanh kem theo Quyét dinh ndy danh muc 04 thudc nudc ngoai (thude co
hg)at chat lan dau, phoi hop hoat chat lgfm dg?lu hoac dang bao ché lan dau dang ky tai Viét Nam -
s0 dang ky c6 hi¢u lyc 02 nam) duogc cap s6 dang ky luu hanh tai Viét Nam - Dot 93.

Picu 2. Nha san xuét va cong ty ding ky thude co trach nhiém cung cip thudc vao Viét
Nam theo ding cac ho so tai liéu da dang ky v6i Bo Y té. S6 dang ky dugc BO Y té Viét Nam
cap phai dugc in 1én nhan thudc. S6 dang ky ¢6 ky hidu VN2-... -16 ¢6 gi tri 02 nam ké tir ngdy
ky Quyét dinh.

Piéu 3. Trong qua trinh luu hanh, cong ty dang ky thudc, nha san xudt phai phdi hop véi
cac co s diéu tri dé thuc hién theo dung cac quy dinh hién hanh vé thube ké don va theo doi
hi¢u lyc, d6 an toan, tac dung khong mong mudn cua thude trén nguoi Viét Nam va téng hop,
béo cdo theo ding quy dinh hién hanh mdi 06 thang mét 1an vé Cuc Quan 1y Duoc.



Didu 4. Nha san xuat va cong ty diang ky thudc phai chip hanh dy du phap luat cia nudc
CHXHCN Viét Nam va cac quy dinh cua Bo Y té vé nhap khau thudc va luu hanh thudc tai Viét
Nam; néu c6 bét cir thay ddi gi trong qua trinh luu hanh thudc ¢ nudc s6 tai va & Viét Nam thi
phai bao cdo ngay cho Cuc Quan Iy Duoc - B6 Y té Viét Nam.

Piéu 5. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Pidu 6. Giam ddc So Y té cac tinh, thanh phd tryc thude trung wong, giam dc nha san
xuat va cong ty dang ky co6 thuoc tai Dicu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

CUC TRUONG

Noi nhdn:

- Nhu biéu 6;

- Bo truong Nguyén Thi Kim Tién (dé b/c);

- Thtr truéng Lé Quang Cudng (dé b/c);

- Cuc Quén Y - Bo Qubc phong, Cuc Y té - Bo Cong An; X .
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai; Truong Quoc Cwong
- Tong cuc Hai quan - B9 Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- Vu Phép ché, Cuc Quan 1y Kham, chita bénh - B6 Y té, Thanh tra Bo Y té;

- Vién KN thudc TW, Vién KN thude TP. HCM;

- Téng Cong ty Dugc VN;

- Céc Cong ty XNK Dugc phim;

- Cac Bénh vién & Vién c6 giuong bénh truc thugc Bo Y té;

- Website ctia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;

- Luu: VP, KDD, PKT(10).



DANH MUC

04 THUOC CO HOAT CHAT LAN DAU, PHOI HOP HOAT CHAT LAN PAU HOAC
DANG BAO CHE LAN PAU PANG KY TAI VIET NAM PUGQC CAP SO PANG KY LUU
HANH HIEU LUC 02 NAM - BDOT 93
Ban hanh kém theo quyét dinh sé: 104/0D-QLD, ngay 23/3/2016

1. Cong ty diang ky: GlaxoSmithKline Pte., Ltd. (B/c: 150 Beach Road, # 21-00 Gateway
West, Singapore 189720 - Singapore)

1.1. Nha san xuit: Glaxo Operations UK Limited (trading as Glaxo Wellcome Operations)
(D/c: Priory Street, Ware, Hertfordshire, SGI12 ODJ - UK)

Mountain Highway,
Boronia Victoria

3155, Australia)

A £ Hoat chét chinh |Dang bao |Tudi| Tiéu | Quy cach £ s ,
STT Tén thuoc - Ham lwgng clglé tho [chuin| déng géi 50 dang ky
1 [Tykerb (Co s& dong [Lapatinib (duéi [Viénnén | 24 |NSX [Hop 1 1o 70 | VN2-467-16
g06i, xuit xuong: dang Lapatinib [bao phim [thang hoac 84 vién
GlaxoSmithKline |ditosylate
Australia Pty Ltd, |monohydrate)
dia chi: 1061 250mg

2. Cong ty dang ky: Janssen Cilag Ltd. (P/c: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad, Krabang, Bangkok 10520. - Thailand)

2.1. Nha san xuét: Janssen-Ortho LLC (P/c: State Road 933, Km 0.1, Mamey Ward, Gurabo,
00778 - Puerto Rico)

Michele, 04010,

Latina, Y)

R £ Hoat chét chinh |Dang bao |Tudi| Tiéu | Quy cach F ,
STT Tén thube - Ham lwgng clglé tho |chuin| déng géi S0 ding ky
2 [Prezista (Co s¢ dong|Darunavir (dudi [Viénnén | 36 | NSX [Hop 1 lo 120 [ VN2-468-16
261 va xudt xuong: [dang Darunavir |pao phim [thdng Vién
Janssen-Cilag S.p.A [ethanolate
- Dia chi: Via C. 325,23mgQ)
Janssen, Borgo San [300mg




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

3.1. Nha sian xuat: Hamol Limited (P/c: Thane Road, Nottingham, Nottinghamshire, NG90
2DB - United Kingdom)

A £ Hoat chét chinh|Dang bao |Tudi| Tiéu | Quy cach £ as ,
STT Tén thuoc - Ham lugng ciglé tho [chuin| déng géi 50 ding ky
3 |Oxynorm 10mg/1ml [Oxycodone (dugi[Dung dich | 36 |NSX [Hop 56ng | VN2-469-16
dang Oxycodone [tiém thang 1ml
HCI 10mg/ml)  [truyén tinh
9mg/1ml mach/tiém
dudi da
4 [Oxynorm 20mg/2ml [Oxycodone (dudi[Dung dich | 36 |NSX [Hop 5 6ng | VN2-470-16
dang Oxycodone [tiém thang 2ml
HCI 20mg/2ml) [truyén tinh
18mg/2ml mach/tiém
dudi da




