BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lap - Ty do - Hanh phiic
Sé: #47QP-QLD Ha Ngi, ngay »pthdng /2 ndm 2013
QUYET DINH

V& viéc ban hanh danh muc 01 thuoc san xuat trong nwéc (thude chira hoat chat
khang vi rit (‘lang ky lan dau - s6 ding ky ¢6 hiéu luc 02 nim)
dwoc cip s6 ding ky luu hanh tai Viét Nam - Dot 143

CUC TRUONG CUC QUAN LY DUQC

Can ctr Ludt Duge ngay 14 thang 6 ndm 2005,

Can ctr Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc ndng, nhiém vy, quyen han va co cdu td chirc cia B6 Y té;

Cin ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua B truong B ¥
té vé viéc quy dinh chic néng, nhiém vy, quyén han va co cAu td chirc ctia Cuc
Quan 1y Dugc thugc B8 Y té;

Can cir Thong tu s 22/2009/TT-BYT ngdy 24/11/2009 ctia Bo Y té quy
dinh viéc ding ky thudc;

Cin ctt ¥ kién ctia Héi ddng tu vén clp sb dang ky luu hanh thude B Y té;

Xét dé nghj cia Trudng phong Pang ky thude - Cuc Quan ly Duogc;

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 01 thuoc sdn xuét
trong nudc (thudc chira hoat chét khang vi rut dang ky lan dau - sb ding ky co
hiéu luc 02 ndm) duge cip sé dang ky luu hinh tai Viét Nam - Dot 143.

Piéu 2. Cong ty san Xuit va cdng ty déng ky ¢ thuéc Ivu hanh phai in s6
diang ky dugc B§ Y te cap 1én nhan thudce va phai chip hanh ding céc quy ché c6
lién quan dén san xuit va hru hanh thudc. S6 ding ky c¢6 ky hiéu QLDB-...-13 ¢
gi tri 02 nam ké tir ngay ky Quyét dinh.

})leu 3. Trong qué trinh luu hanh, nha san xut phai ket hop véi céc co s¢
diéu tri dé thuc hién theo ding cac quy dinh hién hanh vé thuoc ké don va theo doi
higu lyc, d6 an toan, tic dung khong mong muén ctia thudc trén ngudi Viét Nam.
Cong ty dang ky c6 trach nhiém tong hop céc béo cdo cua cac don vi trén vé Cuc
Quén Iy Dugc theo dung quy dinh hién hanh mi 06 thang mot lan.
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Pidu 4. Quyét dinh ndy ¢4 hiéu lyc ké tir ngay ky ban hanh.

Piéu 5. Giam ddc S&'Y té cAc tinh, thanh phd tryc thudc trung wong va gidm
dbc cong ty san xuét va cong ty ding ky c6 thubc tai Piéu 1 chiu trich nhiém thi
hanh Quyét dinh nay./.

Noi nhin:
- Nhu Biéu 5;
- BT. Nguyén Thi Kim Tién (dé blc);
-Cue Quan g - - Bd Quoc phong, CucY té -Bb CA;
- Cuc Y té giao théng vin tai- B6 GTVT;
- Téng Cuc Hai Quan- B§ Tai Chinh;
- Bao hiém xa hoi Viét Nam;
- Vu Phép ché, Cuc Quan Iy Kham, chita bénh - B Y té; Thanh
traBo Y té;
- Vién KN thudc TU vi VKN thuéc TP.HCM;
- Téng Cong ty Duge VN;
- Cac bénh vién, Vién c6 giudng bénh truc thuéc BYT;
- Website ctia Cuc QLD, Tap chi Duge My phim - Cuc QLD;
- Luvu: VP, KDD, DKT (2b).

Tru'o*ng Québc Cirirng
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Pic lap - Tw do - Hanh phiic

DANH MUC 01 :rHUO(; SAN XUAT TRONG NUGC BUGC CAP SQ Df&NG KY
HIEU LUC 02 NAM (THUOC CHUA HOAT CHAT KHANG VIRUT PANG KY LAN PAU) - DT 143

Ban hanh kém theo quyét dinh s6: 4197QD-QLD, ngaysli#../L..~u] )

1. Céng ty ding ky: Céng ty cb phin dwge phdm SAVI (Savipharm J.8.C). (B/e: L6

Z201-02-03a KCN/KCX Tdn Thudn, pheong Tdn Thudn Péng, Qudn 7, Tp. HCM - Viét Nam) 5
e » u * [
1.1 Nha san xuit: Cong ty co phin dwge pham SAVI (Savipharm J.8.C). (P/c: L6 Z01-02-03a 5
- KCN/KCX Tdan Thudn, phuong Tdn Thudn Déng, Qudn 7, Tp. HCM - Viét Nam) f:f
e
-
A ok Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cch PRI
BT e thsR Ham lwgng ché tho |chuin| d6ng poi SU:0ng ky 3
1 |SaVi Abacavir 300 Abacavir (dang Viénnén dai| 36 [TCCS |Hop3vix10 | QLBEB-414-1
sulfat) 300 mg bao phim  |thang vién
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