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QUYET PINH
V& vias han hanh daph muc 36 thudc nuée ngoai (thudc cé hoat chat, phoi
b g bao ché 14n dau dang ky tai Viét Nam - s dang ky co
) dugc cip s6 dang ky luu hanh tai Viét Nam - Dot 78

UC TRUGNG CUC QUAN LY DUGC

Céan ct Luat Duoc ngay 14/6/2005;

Cian ct Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 cta Chinh pht
quy dinh chic ning, nhiém vu, quyén han va co cdu té chic clia BY Y t€;

Can ¢ Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cta Bo trudng
Bo Y t&€ vé viéc quy dinh chic niang, nhiém vu, quyén han va co céu té chic caa
Cuc Quan 1y dugc thudoc Bo Y t€ va Quyét dinh s6 3106/QD-BYT ngay
29/8/2011 cta Bo trudng Bo Y t€ vé viéc slra dbi, bd sung Diéu 3 Quyét dinh s6
53/2008/Qb-BYT ngay 30/12/2008 clia Bo trudng Bo Y t€ quy dinh chic nang,
nhiém vy, quyén han va co céu td chic chia Cuc Quén 1y dugc thudc Bo Y t€;

Cin ctt Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cha Bo Y t€ quy
dinh viéc dang ky thudc;

Cin ctt y kién cia Hoi dong Xét duyet thudc - Bo Y té;
Xét dé nghi ctua Trudng phong Dang ky thude - Cuc Quan 1y dugc,

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 36 thudc nuéc
ngoai (thudc c6 hoat chat, phdi hgp hoat chat, dang bao ch€ 14n dau diang ky tai
Viét Nam - s6 dang ky c6 hiéu luc 01 ndam) dugc cdp s6 dang ky luu hanh tai
Viét Nam - Dot 78.

Diéu 2. Cong ty sén xuat va cong ty dang ky thudc c6 trdch nhiém cung
cép thudc vao Viét Nam theo ding céc ho so tai liéu da dang ky v6i Bo Y t€. S6
dang ky dugc Bo Y t€ Viét Nam cép pha1 duge in 1én nhan thuée. S6 dang ky ¢6
kg hieu VN1-...-12 c6 gi4 tri 01 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qua trinh luu hanh, nha san xu4t phai két hop véi cac co s&
diéu tri dé€ theo ddi hiéu Iic, do an toan, tic dung khong mong muén cta thudc

trén ngudi Viét Nam va téng hop, bdo c4o theo diing quy dinh hién hanh méi 06
thang mot 1an vé Cuc Quan 1y dugc,



wyét dinh1 vy al oy

ban ..anh.

Piéu 5. Gidm doc S3 Y t€ cdc tinh, thanh ph6 truc thudc trung wong, gidm
d6c cong ty san xuit va cong ty dang ky c6.thudce tai Diéu 1 chiu trdch nhiém thi

hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 5;

- BT. Nguyén Thi Kim Tién (d€ b/c);

- TT. Cao Minh Quang (dé b/c);

- Cuc Quén Y - B6 Qudc phong, Cuc Y t&€ - Bo Cong an;

- Cuc Y t€ Giao théng vén tai — Bo Giao thong van tai;

- Téng cuc Hai quan — Bo Tai chinh;

- Bao hiém X4 héi Viét Nam; .

- Vu Phdp ch€, Vu Y Duge ¢é truyén, Cuc Quén 1y Khdm chita
bénh - BO Y t&€, Thanh tra BO Y t€;

- Vién KN thusc TW, Vién KN thuée TP. HCM;

- Téng Cong ty Dugc VN;

- Céc Cong ty XNK Dugc phim;

- C4c Bénh vién & Vién c6 giudng bénh truc thudc B Y t&;

- Website ctia Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD;
- Luwu: VP, KDD, DKT(12).
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14. CONG TY PANGKY

Pfizer Thailand Litd.

United Center Building, Floor
36, 37, 38 and 42, 323 Silom
Road, Silom, Bangrak, Bangkok
10500 - Thailand

14.1 Nha san xuét
Pfizer Italia S.R.L.

Localita Marino del Tronto,
I1T-63046 Ascoli Piceno (AP) -
Italy

Sutent

Sutent

Sutent

15. CONG TY PANG KY
Probiotec Pharma Pty., Ltd.

83 Cherry Lane Laverton North
VIC 3026 - Australia

15.1 Nha san xuét
Probiotec Pharma Pty., Ltd.

83 Cherry Lane, Laverton North,
VIC 3026 - Australia

PM H-Regulator

' ,. P Hoat chit
1 STT Tén thube chinh
'2‘5 Exjade 500 Deferasirox
26iOnbrez Breezhaler 150mcg Indacaterol
maleate
27|Onbrez Breezhaler 300mcg Indacaterol
maleate

Sunitinib malate

Sunitinib malate

Sunitinib malate

Cao ¢b dic qua
Vitex agnus
castus, cao ¢d

dac hat dau

Dang thubc

Tiéu

. Quy cach | oz .. .
2 Sod

ham luwgong Tubi tho chuan| déng goi 0 dang ky
Vién phan |36 thang|NSX [Hép4 vix 7| VNI1-699-12
tdn - 500mg vién

Vién nang |18 thangiNSX [Hop3vix | VNI-700-12
cimg - 10 vién

150meg

Indacaterol

Viénnang |18 thang|NSX |Hop3vix | VNI-701-12
cung - 10 vién

300meg

Indacaterol
_____________ b
Vién nang |24 thang|NSX [Hop 1 1o 28 | VN1-702-12
cing - vién

50mg

sunitinib

Vién nang |24 thang|NSX |Hop 11028 | VN1-703-12
cing - vién

25mg

sunitinib

Vién nang |24 thang|NSX [Hop11p28 | VN1-704-12
cung - vién

12,5mg

sunitinib
————— Attt ———
Viénnang |36 thang{NSX |Chai 60 vién| VN1-705-12
cing -

20mg;

200mg

Liatg
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