BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: 599 /QD-QLD Ha N¢i, ngdy 44 thdng g ndm 2014
QUYET PINH

Vé viéc rit s6 dang ky luu hanh thudc ra khéi danh muc cac thuéc
dugc cip so dang ky tai Viét Nam

CUC TRUGNG CUC QUAN LY DUGC

Cin ctt Luat Duge ngay 14 thang 6 nam 20035;

Can ¢t Nghi dinh s& 63/2012/ND-CP ngay 31/8/2012 cia Chinh pha quy dinh
chitc ning, nhiém vu, quyén han va co céu t8 chic cia Bo Y t£;

Cin ¢ Nghi dinh s6 176/2013/ND-CP ngay 14/11/2013 cia Chinh phu quy
dinh x1r phat vi pham hanh chinh trong linh vuc y t€;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cta B truong BO Y t€
quy dinh chifc nang, nhiém vu, quyén han va cd cfu t8 chic cia Cuc Quan 1y duge
thutc Bo Y t€;

Can cif Théng tu s6 22/2009/TT-BYT ngay 24/11/2009 cia B¢ Y t€ quy dinh
viéc dang ky thudc;

Can cit c6ng van s6 2824/CV-LS-HPH ngay 17/9/2014 cha Cuc Lanh sy - B
Ngoai giao Viét Nam vé€ viéc hop phép héa gidy t& ciia cong ty Helix Pharmaceuticals
Inc., Canada,

Xét dé nghi cia Truong phong Dang ky thudce - Cuc Quan 1y duge,

QUYET PINH:

Piéu 1. Rit s6 ding ky cla c4c thu6c trong Danh muc ban hanh kém theo
Quyét dinh nay ra khoi Danh muc céc thu6e dugc cép s6 diang ky luu hanh tai Viét
Nam.

* Ly do: cung c4p hé so dit liéu théng tin chia thudc khong ding véi thuc t€ sén
Xudt.

Diéu 2. Ngiing ti€p nhan hé so dang ky 14n dau, h6 so dang ky lai va khéng cip
s6 ding k¢ luu hanh thudc d6i v6i cdc hé so di ndp do Cong ty C8 phan VN Pharma
dang ky va/hodc do cong ty Helix Pharmaceuticals Inc., Canada sin xuét.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay k¥ ban hanh.

Piéu 4. Gidm d6c S& Y t€ céc tinh, thanh ph6 truc thudc Trung wong, Gidm d6c
cédc don vi kinh doanh thu6c, Gidm d6c co s& dang ky va/hodc nha sin xudt céc thude
néu tai Diéu 1 va 2 chiu trach nhiém thi hanh Quyét dinh nay.
Noi nhén:

- Nhu Diéu 4;

- BT. Nguyén Thi Kim Tién (d€ b/c);

- Cuc Quan Y - Bo Qudc phong, Cuc Y t& - B Cong an;
- Cuc Y 1€ Giao thong van tai - Bd Giao thong vén tai;

- Téng cuc Hai quan - Bo Tai chinh, Bio hiém X& hoi Viet Nam§ /&, 7.

- Vu Phép ché, Cuc Quan 1y Y, Dugc cé truyén, Cuc Quén 1y Rhém;. 7 f:
chita bénh, Thanh tra B6 Y &, Vién KN thu6c TW, Vién KN Yade o= ¥
TP. HCM; \
- Téng Céng ty Duge Viét Nam, Céc Cong ty XNK Dugc phdm;

- Céc Benh vién & Vién cé giudmg benh tnuc thude Bo Y 1€; »
- Website Cuc QLD, Tap chi Dugc & My phdm-Cyc QLD; »

- Lau: VP, QLKDD, QLCLT, TTrD-MP, DXT(12). Truong Quoc Cuodng




CONG HOA XA HOI CHU NGHIA YIET NaM

BOY TE ’
Poc lap - Tu do - Hanh phuc

CUC QUAN LY DUGC

DANH MUC CAC THUOC BI RUT S0 PANG KYDO
CONG TY CO PHAN VN PHARMA PUNG TEN DANG KY

(Ban hanh k&m theo Quyét dinh s8 5.2.7 /QD-QLD ngay 49 thing ¢ nam 2014;

dang ky: Cong ty Cé phin VN Pharma (d/c: 66611013, dwong 3/2,

1. Cong ty

Phuong 14, Qudn 10, TP. Hé Chi Minh).
1.1. Nha san xudt: Helix Pharmaceuticals Inc. (d/c: 392 Wilson Ave., Toronto,
Ontario, Canada M3H1S9, Canada).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
H2K Ciprofloxacin | Ciprofloxacin Dung dich tiém ; .
b 1200 200mg/100ml truyén tinh mach VN-17877-14
, | H2K Ciprofloxacin | Ciprofloxacin Dung djch tiém
400 400mg/200m! wruyén tinh mach | YN-17878-14
H2K Levofloxacin | Levofloxacin Dung dich truyén
3 gdic yén
250 | 250mg/100ml finh mach VN-17879-14
4 | H2K Levofloxacin | Levofloxacin D i 3
1 ung djch truyén i
500 500mg/100m! tinh mach VN-17880-14
5 | H2K Levofloxacin | Levofloxacin Dung djch truyén
750 750mg/100mi- tinh mach VN-17881-14
6 . .
: Ciprofloxacin Dung dich tié
H-Cipox 200 P ung dich ticm
200mg/100ml truyén tinh mach VN-17882-14
7 :
Levofloxacin Dung dich &
H-Levo 500 ung dich truyén e
500mg/100ml tinh mach VN-17883-14

Truong Quéc Cudng




