BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
s ;37 /QP-QLD Ha Ngi, ngay £ thdng 3 ndm2014
QUYET PINH

Vé viéc ban hanh danh muc 04 thuéc nude ngoai
(thuéc cé hoat chat 1an dau, dang bao ché lan dau dang ky tai Viét Nam -
s0 dang ky ¢6 hiéu luc 02 nam)
dugc cap so6 dang ky lua hanh tai Viét Nam - Dot 85

CUC TRUGNG CUC QUAN LY DUGC

Can ctt, Luat Duge ngay 14/6/2005;

Can cf Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cha Chinh phi quy
dinh chic ning, nhiém vu, quyén han va co cfu td chife cha BO Y t&;

Can ¢ Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua Bo trudng B6 Y
1€ quy dinh chiic nang, nhiém vy, quyén han va co c4u t6 chic cia Cuc Quan 1y
Dugc thude Bo Y 1€

Cin ¢ Thong tu s¢ 22/2009/TT-BYT ngay 24/11/2009 ciia Bo Y t&€ quy
dinh viéc déng ky thudc;

Cin cif § kién ctia Hoi déng tir van cdp s6 dang ky huu hanh thuéc - B6 Y
1€;

Xét dé nghi cua Trudng phong Pang ky thudc - Cuc Quan 1y Dugc,

QUYET PINH:

Piéu 1. Ban hanh k&m theo Quyét dinh ndy danh muc 04 thuSc nudc
ngoai (thudc c6 hoat chat 1an dau, dang bao ch€ 1an ddu dang ky tai Viét Nam -
s diang k¥ c6 hiéu luc 02 nim) duge cap s6 dang ky Iuu hanh tai Viét Nam - Dot
85.

biéu 2. Nha san xudt va cong ty dang ky thudc ¢6 trdéch nhiém cung cép
thudc vao Viét Nam theo diing cdc hé so tai liéu da diang ky v6i Bo Y t€. S8 dang
ky duoc Bo Y t€ Viét Nam c4p phai dugc in 1&n nhan thudc. S§ dang ky ¢6 ky
higu VN2-...-14 ¢6 gid tri 02 nam ké tr ngay ky Quyét dinh.

Diéu 3. Trong quéi trinh liu hanh, cong ty ding k¥ thudc, nha san xuit
phai phdi hop v6i cdc co s& diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thu6c ké don (d6i v6i thudc ké don) va theo déi hiéu lyc, do an toan, tac
dung khong mong muén cta thudc trén ngudi Viét Nam. Cong ty dang ky ¢é
trach nhiém téng hop céc bdo cdo clia cdc don vi trén vé Cuc Quan 1y Duge theo
diing quy dinh hién hanh méi 06 thing mot 1an.



Diéu 4. Nha san xuit va cong ty dang k¥ thuSc phai chip hanh ddy du
phéap luat cha nudc CHXHCN Viét Nam va céc quy dinh cia B6 Y t& vé nhap
khau thu6c va luu hanh thube tai Viét Nam; néu cé bat ¢ thay déi gi trong qué
trinh lun hanh thu6c & nudce s6 tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Duge - BO Y t€ Viét Nam.

Diéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay k¥ ban hanh.

Piéu 6. Gidm d6c S& Y t&€ cac tinh, thanh phé truc thudc trung uong, gidm
déc nha san xuit va cong ty ding ky ¢é thude tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

/
CUC TRUGNG

Noi nhdn:

- Nhu Piéu 6;

- Bo trudmg Nguyén Thi Kim Ti€n (dé b/c);

- Cuc Quan Y - B6 Qudc Phong, Cuc Y t€ - B¢ Cong An;
- Cuc Y t€ Giao thong véan tai - B6 Giao thong vén tai;

- Téng cuc Hai quan - BY Tai chinh;

- Bdo hiém X4 hoi Viet Nam; A ‘
- Vu Phép ché, Cuc Khoa hoc cong nghé va Dao tao, Cuc Qign <~ ==+
IyKhém chita bénh - B6 Y t€, Thanh tra B Y t€; B
-~ Vién KN thude TW, Vién KN thude TP. HCM; s .

- Térig Corig ty Direc VN Truong Qudic Cuong
- C4c cong ty XNK Duge phim;

- Cdc Bénh vién va Vién cé giudng bénh true thudc Bo Y té;

- Website ciia Cuc QL.D, Tap chi Dugc vd MP - Cuc QLD;

- Lwu: VP, KDD, BKT(10).




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Djc lp - Ty do - Hanh phiic

DANH MUC 04 THUOC CO HOAT CHAT LAN DAU, DANG BAO CHE LAN DAU DANG KY
TAI VIET NAM BUGC CAP SO BANG KY LUU HANH HIEU LUC 02 NAM - BJT 85

Ban hanh kém theo quyét dinh s6:/377QD-QLD, ngay 4./, /.44y

1. Cong ty ding ky: Fresenius Kabi Deutschland GmbH. (D/c: D-61346 Bad Homburg v.d.H. -

Germany)
1.1 Nha san xuiit: Fresenius Kabi Austria GmbH. (P/c: Hafnerstrasse 36, AT-8055, Graz -
Austria)
” £ : Hoat chét chinh - | Dang bao Tubi| Tiéu Quy cich _— ;
STT e s Ham lwong ché | tho |chuin| domggsi | -0 oane R
1 |Dipeptiven - - |L-alanyl-L-glutamin [Dung dich 24 INSX |Hop10lox VN2-223-14
e20% - dém déc pha |thang S0ml; hép 10 Io
tiém truyén x 100ml
tinh mach

2. Cong ty ding ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -
Switzerland)

2.1 Nha san xvit: LTS Lohmann Therapie-Systeme AG (D/c: Lohmannstrasse 2, 56626
Andernach - Germany)

, £ Hoat chét chinh - | Dang bao Tudi| Titu Quy cich % ’
L FEH Hhti Ham lwong ot | 'the |chubn| aonggsi | SOdE0El
2 |Exelon Patch (Co s& Rivastigmine Miéng dén 24 |NSX [Hdp 30 miéng VN2-225-14
déng géi thir cép: 9mg/Sem? hip thu qua |théng dan
Novartis Pharma Stein da
AG, dic:
Schafthauserstrasse,
4332 Stein, Switzerland)
3 |Exelon Patch (Co so Rivastigmine Miéng dan 24 [NSX [Hép 30 miéng VN2-224-14
déng géi thir cap: 18mg/10cm? hip thu qua |théng dan
Novartis Pharma Stein da
AG, d/c:
Schaffhauserstrasse,
4332 Stein, Switzerland)

Trang 1




3. Cong ty dang ky: Pfizer (Thailand) Ltd. (P/c: Floor 36, 37, 38 and 42 United Center Building,
323 Silom Road, Silom, Bangrak, Bangkok 10500 - Thailand)

3.1 Nha san xuit;: Wyeth Lederle S.r.l. (D/c: Via Franco Gorgone Z.I., 95100 Catania (CT) -

Italy)
5 P Hoat chét chinh - | Dang bao [Tubil Tiéu | Quy cach Sé d .
- . 5
aET Temthue Ham lrong ché | the [chudn|  déng gsi OdAug by
4 |Tygacil Tigecyelin 50mg/lo Bt d6ng 24 INSX |Hoép10lg VN2-226-14
kho pha tiém|thiang

Truong Qube Cwong
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