BQ Y TE CQNG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC - P 14p - Ty do - Hanh phiic

S6: 4/¢/QDP-QLD

Ha Néi, ngayl§ thang K_ndam 2013

QUYET PINH
V2 viéc ban hanh danh muc 05 thudc san xuét trong nwéc
(thudc didu tri ung thw diing ky lin dau- s6 ding ky c6 hiéu lyc 02 nim)
dwoc cip s6 dang ky hru hanh tai Viét Nam- Dot 143

CUC TRUONG CUC QUAN LY DUQC

Cén clr Luét Dugc ngay 14 thang 6 ndm 2005;

Cén cr Nghj dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chmh pha quy
dinh chirc nang, nhiém vy, quyen han va co cdu td chitc cia B Y té;

Can cr Quyét dinh s6 3861/QP-BYT ngay 30/9/2013 cua BQ truong Bo Y
té v& viéc quy dinh chirc né’mg, nhiém vy, quyén han va co cAu to chirc clia Cuc
Quan Iy Dugc thuéc B Y te

Can ctr Théng tu sb 22/2009/TT-BYT ngay 24/11/2009 cia Bo Y té quy
dinh viéc ding ky thudc;

Can o ¥ kién cua Hoi dong tu van cép s6 dang ky Iwu hanh thudc B6 Y té;

Xét dé nghi ciia Trudng phong Ding ky thude - Cuc Quan 1y Dugc;

QUYET PINH

Piéu 1: Ban hanh kém theo Quyét dinh niy danh muyc 05 thudc san xust
trong nudc (thudc diéu trj ung thu dang ky 1an dau — s6 dang ky higu lyc 02 nam)
duogc cap so ding ky luu hanh tai Viét Nam - Dot 143.

Piéu 2: Cong ty san xuit va cong ty déng ky c6 thudc luu hanh phai in sé
dang ky dugc B6 Y te cép 1én nhén thube va | phai chip hanh dung cac quy ché cé
lién quan dén san xudt va luu hanh thude. S6 ding ky ¢ ky hidu QLDB-...-13 ¢6
gia tri 02 ndm ké tir ngay ky Quyét dinh.

Piéu 3: Trong qua trinh luu hanh thubc, nha san xuét phai két hop v6i cac
co s& diéu trj dé thuc hién theo ding cdc quy dinh hién hanh vé thuoc ké don va
theo d&i hiéu luc, do an toan, tic dung khong mong mudn cia thudc trén ngum
Viét Nam. Cong ty dang ky c¢ trach nhiém tong hop céac bdo céo ciia cac don vi
trén vé Cuc Quan ly Dugc theo ding quy dinh hién hanh méi 06 thang mot 1an.

Diéu 4. Quyét dinh nay c6 hidu lyc ké tir ngay ky ban hanh.
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Pidu 5. Gidm dbc S& Y t& cac tinh, thanh phd truc thudc trung wong va gidm
dbc cong ty san xuat va cong ty dang ky c6 thude tai Dicu'l chiu trach nhiém thi

hanh Quyét dinh nay./.

Noi nhan:
- Nhr Biéu 5;
- BT. Nguyén Thj Kim Tién (dé b/c);
- Cuc Quan y - B Quéc phong, Cuc Y té - B CA,
- Cuc Y té giao théng vén tai- B GTVT;
- Tdng Cyc Hai Quan- B4 Tai Chinh;
- Béo hiém x4 hdi Viét Nam;

- Vu Phap ché, Cuc Quan Iy Kham, chita bénh - B§ Y té; Tha
traBO Y té; S
- Vién KN thubc TU va VKN thudc TP.HCM; Truwong Qude Ciring
- Téng Cong ty Dugc VN;

- Céc bénh vién, Vién cé giwdmg bénh truc thuge BYT;

- Website ciia Cuc QLD, Tap chi Dwge M§ phim - Cuc QLD;

- Luwru: VP, KDD, KT (2b).
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BOYTE
CUC QUAN LY DUGQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Ddc lip - Tu do - Hanh phiic

DANH MUC 05 THUOCASAN )gUAT TRONG NUGC BUQC CAP sq DANG KY HIEU LUC 02 NAM
(THUOC DIEU TRI UNG THU DANG KY LAN PAU)- DOT 143

Ban hanh kém theo quyét dinh sé: . lff %./QD-QLD, ngay $ZF/. 4. o5

L. Cong ty diing ky: Cdng ty c6 phin dugc phim trung wong VIDIPHA (B/c: 184/2 Lé Vi Sp=
Phwong 10, Q. Phii Nhudn, TP. H6 Chi Minh - Viét Nam -) =
" , =
1.1 Nh2 san xuit: Chi nhanh cong ty c6 phan dugc phiam trung wong Vidipha (P/ec: ép Tan =
Binh, xd Tan Hiép, hyén Tan Uyén, tinh Binh Duwong - Vit Nam -) =
E
o
" Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ =
5T Fen thude Ham lwgng ché | tho |chudn| dénggei | SO CinE kY £
1 |UracilSBK 500 Fluorouracil 0,5¢  {Dung dich 24 |TCCS [Hop 5 éng x QLBB#I'?«EEE
|ti€m |théng] 10ml X
1
2. Cong ty diing ky: Cong ty cd phin SPM (B/c: L6 51- Puomg s4 2- KCN Tén Tao- Q. Binh Tang
TP. HCM - Viét Nam) -
2.1 Nha sin xuat: Céng ty cd phdn SPM (B/c: L6 51- Puong sé 2- KCN Tan Tao- Q. Binh Tén- 2
TP. HCM - Viét Nam) i
=
n £ Hoat chit chinh - Dang biao Tudi| Tiéu Quy céch F . ,:
c G k
ST Ten:thuge Ham lugng ché the | chuin dong goi ) 50 ding ky ‘E
2 Condova Hydroxycarbamide |Vién nang 36 [TCCS |Hop3vix 10 QLBB-@IS«IBE
L 0mg ctng _ _ [thang  jvien 9
3 [Decapinol Capecitabin 500mg [Vién nén bao| 36 |TCCS [Hop 3 vix 10 QLDB-419-13
S T ghies | thang| _ vién PO
4 [Fisiodar Fludarabin phosphat | Vién nén bao| 36 [TCCS Hip3vix10 | QLPB-420-13
oo |lOme  |phim__ fthing  lvien |
5 |Tyracan 100 Erlotinib (dudi dang | Vién nén bao| 36 |TCCS Hop3vix10 | QLDB-421-13
erlotinib HCI) phim thang vién
100mg

Trang 1

Trwong Qubc Cudmg



	413_QD-QLD_271213_CP-dau trang 1_001.jpg
	413_QD-QLD_271213_CP-dau trang 1.pdf



