BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6 4§23 /Qb-QLD Ha Noi, ngay g9 thing 5 ndam 2015
QUYET DINH

V& vige ban hanh danh muc 05 thudc diing ngoai san xuét trong nwéc
dwoc cap ) dang Ky lwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC -
Can ctr Ludt Dugc ngay 14/6/2005;
Cén cir Nghi dinh so 63/2012/ND CP ngay 31/08/2012 cua Chinh phu quy
dinh chirc nang, nhiém vy, quyen han va co cdu té chirc cia B§ Y té;
Cin ¢t Quyét dinh s6 3861/Qb-BYT ngay 30/9/2013 cua B truéng BO Y té
quy dinh chirc ndng, nhi¢m vu, quyen han va co c4u t6 chire ctia Cuc Quan 1y Duogc
thudc Bo Y té;

Cén ctt Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctiia B§ Y té qui dinh
viéc ding ky thudc;

Can cur cong van s6 48/SYT-QLD ngay 13/1/2015 cua S6'Y té Quang Binh;
cdng vin sb 5987/SYT—QLD ngay 10/10/2014 ctia S& Y té TP. H6 Chi Minh vé
vige d& nghi cip sb dang ky cho céc thudc dung ngoai thudc phu luc V - Thong tu
s6 44/2014/TT-BYT;

Xét @& nghi ctia Trudng phong Piang ky thube - Cuc Quan ly Dugc,

QUYET PINH

Diéu 1. Ban hanh kem theo Quyét dinh nay danh muc 05 thuoc san xuét
trong nuée duge cip sd ding ky luu hanh tai Viét Nam.

Pidu 2. Céng ty phai in s6 ding ky dugc BY Y té cdp 1én nhén thudc va phai
chap hanh ding cac quy ché c6 lién quan t6i san xuit va luu hanh thudc. Sé dang
ky c6 ky hiéu VS-...-15 c6 gi4 tri 05 ndm ké tir ngay ky quyét dinh.

Piéu 3. Quyét dinh nay c6 higu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S¢ Y té céc tinh, thanh phd truc thude trung wong va gidm
déc don vi c6 thube tai didu 1 chiu trach nhiém thi hanh Quyét dinh nay.
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - T do - Hanh phiic

DANH MUC 05 THUOC SAN XUAT TRONG NUGC PUQC CAP SO PANG KY
HIEU LUC 05 NAM

Ban hanh kém theo quyét dinh sé: 283/QD-QLD, ngay 29/..2./2015.

1. Cong ty ding ky: Cong ty 6 phan dwge phim Quiang Binh (P/c: 46 Puong Hiru Nghi - TP.
Dong Hoi - Quang Binh - Viét Nam)

1.1 Nha sin xuét: Cong ty c6 phin dwge phim Quing Binh (B/c: 46 Puong Hitu Nghi - TP.
Dong Hoi - Quang Binh - Viét Nam)

: 5 £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ o ;
4 4 - Sod

STT Tea finoe Ham lugng ché tho |chuin| déng géi e

1 |Con sét tring 70% Ethanol Dung dich 24 |TCCS |Hop 1210 x 50 | VS-4899-15
N R E———— dingngodi [thing  jml | _____ |

2 |DEP 50% Diethyl phtalat Dung dich 36 [TCCS |Hop 1219 x20 | VS-4900-15
N — fdugngoal jhng AN gl 1 L

3 |Nudc OXY gia 3% Hydrogen peroxid . |Dung dich 24 |TCCS |Hop 2019 x 30 | VS-4901-15

‘|dung ngoai |thdng ml

2. Cong ty diing ky: Cong ty TNHH dwgc phdm Vinh Xuén (D/c: 178/4/104 Phan Déng Luu,
phirong 3, qudn Phii Nhugn, TP. Ho Chi Minh - Viét Nam)

2.1 Nha sin xuit: Cong ty cb phan Dwgc phim 3/2 (B/c: 56 930 C2, Pucng C, KCN Cdt Ldi, P.
Thanh My Loi, Q2, TP. Hé Chi Minh - Viét Nam)

N Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quyedch | o5 4xio Ly
ATT) » Tontiuce Ham luwgng ché tho [chuin| dong goi s L
4 |Gyfor M&i 60 ml chira: Dung dich 36 [TCCS [Hop 1 chai 60 VS-4902-15
Tinh dau tram tra rira phu khoa|thang ml; hop 1 chai
0,24¢g 100 ml; hép 1
chai 250 ml
5 |Gynoformine MObi 60 ml chira: Dung dich 36 |TCCS |[Chai 60 ml; VS-4903-15
' Pong sulfat 0,15g  |rira phy khoa|thang chai 180 ml
257 auC TRUGNG
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