CONG HOA XA HQI CHU NGHIA VIET NAM
Doc Lip - Tw do - Hanh phiic

UBND TINH QUANG NGAI
SOY TE

$é: A620  1SYT-NVD Qudng Ngdi, ngay A3 thang 10 ndm 2014

Rt s6 dang ky luu hanh thude

Klinh gtri: ,
- Cac Doanh nghiép kinh doanh thudc trén dia ban tinh;
-~ Céc co s¢ kham, chira bénh trén dia ban tinh.

Thyc hién Quyet dinh s6 522/QP-QLD, ngay 19/09/2014, cua Cyc Quan ly
duge- BO Y t& v& viéc rat s§ dang ky luu hanh céc thude ra khoi danh muc thude duoc

cip sb ding ky tai Viét Nam:

STT Tén thudc Hoat chit Dang bio ché S6 ding ky
1 | H2K Ciprofloxacin 200 g&%ﬁg/%%ﬁ &‘;égn gﬁn:;iﬁ VN-17877-14
2 | H2K Ciprofloxacin 400 f&gﬁ;"l’(‘)ﬁ)‘;‘} — g;’;gn g,f}}: I;;i’l? VN-17878-14
3 | H2K Ciprofloxacin 250 gggglf;i‘ggzl ES;égn 3&‘5;‘:;‘ VN-17879-14
4 |H2K Ciprofloxacin 500 g‘g(‘)’;g‘/’fggﬁl 3 S;Iégn gﬁ‘ I;;Z‘; VN-17880-14
5 | H2K Ciprofloxacin 750 I;;g;g‘/’fggﬁi &’;égn fﬂf: nf;i‘;l’ VN-17881-14
B
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Ly do: Céng ty C& phén VN Pharma déng ky va/hodc do Céng ty Helix
Pharmaccuticals Inc., Canada san xuat cung cép hd so dit lidu théng tin lién quan cta
thudc khong ding véi thuc t& san xut.

- Cong ty dang ky: Cong ty C phén VN Pharma (dia chi: 666/10/3, duong 3
thang 2, phudng 14, Quén 10, thanh phd HS Chi Minh),

- Nha sén xuét: Helix Pharmaceuticals Inc. (dia chi: 392 Wilson Ave., Toronto,
Ontario, Canada M3H189, Canada).

Pé dam bio an toan cho ngudi sir dung thuoc, S& Y té Quang Ngai thong bio:
a./ Cuc Quan ly Dugc-B6 Y te da c6 Quyét dinh rit s§ ding ky céc thude néu
trén ra khéi danh muc thude duoc cip sb ding ky luu hanh tai Viét Nam.

b./ Cac Doanh nghiép kinh doanh thudc trén dia ban tinh c6 trach nhiém théng
bao cho céc dai Iy thuoe, Quiy thude ctia don vi minh bidt cac théng tin néu trén.




S& Y té thong bao cho cac don vi biét va thuc hidn nghiém tac ndi dung nhu
trén./. s

KT. GIAM POC

Noi nhin: Y2

- Nhur trén;

- Lanh dao S¢;

- Hoi Duge hoc tinh; .
- Phong NVY, T.tra S¢&, 3
- Website S& Y t& Quéng Ngai;
- Luu: VT, NVD.
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CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
86: 5,34 /Qb-QLD Ha Noi, ngdy 44 thang g ndm 2014
QUYET DINH

SOYTE QUANG NGA| ) . )
L Veviec it s6 dang ky luvu hanh thuoe ra khoi danh muc céce thuodc

ﬁEN --------------- duoc cip so dang ky tai Viet Nam
Ngay c.:za/«o/ 20,04/ . In T
ChUyD o ll o | CUC TRUONG CUC QUANLY byoc

Luiz ho 6 562, Ca.n.cfr.Luat Dugc ngay 14 thiang 6 nam 2005;

CanmcaNrhi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phi quy dinh
chitc nang, nhiém vu, quyén han va co ciu té chifc ciia Bo Y t&;

Can ¢ Nghi dinh s6 176/2013/ND-CP ngay 14/11/2013 ctia Chinh phu quy
dinh x1 phat vi pham hanh chinh trong linh wrc y t€;

Cin ¢ Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 chia B6 truong Bo Y t€
quy dinh chiic ning, nhiém vu, quyén han va co cau t6 chic cha Cuc Quan 1y duge
thudc BO Y té&;

Can ctr Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 clia B6 Y t€ quy dinh
viéc dang ky thubc;

Cén ctt cong van s& 2824/CV-LS-HPH ngay 17/9/2014 cia Cuc Linh su - Bé
Ngoai giao Viét Nam vé viéc hop phdp héa gidy to cia cong ty Helix Pharmaceuticals
Inc., Canada;

Xét dé nghj cia Truong phong Ding ky thudc - Cuc Quén ly dugc,

QUYET PINH:

Piéu 1. Rat s§ diang ky cla cdc thude trong Danh muc ban hanh kém theo
Quyét dinh nay ra khoi Danh muc cic thude duoc cp s6 dang k¥ lvu hanh tai Viét
Nam.

* Ly do: cung cép hé so dit liéu thong tin cta thudc khong ding véi thyc t€ san
Xuat.

Picu 2. Ngimg tiép nhan hé so dang ky 14n déu, hé so dang ky lai va khong cép
s6 dang k¥ luu hanh thudc d6i véi cic hé so di nop do Cong ty C6 phin VN Pharma
dang ky va/hoac do coéng ty Helix Pharmaceuticals Inc., Canada sén xuét,

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

biéu 4. Gidm d6c SG Y t€ cdc tinh, thanh phd truc thudc Trung wong, Gidm doc
céc don vi kinh doanh thu6e, Gidm déc co s6 dang ky va/hodc nha san xuit cic thude
néu tai Diéu 1 va 2 chiu trdch nhiém thi hanh Quyét dinh nay.

Noi nhdn:
- Nhu Diéu 4, R
- BT. Nguyén Thi Kim Tién (dé b/c); P
- Cuc Quan Y - Bo Quéc phong, Cuc Y 1€ - Bo Céng an; '
- Cuc Y 1€ Giao théng van tai - B6 Giao thong van ti; ,’i
- Téng cuc Hai quan - B Tai chinh, Bdo hiém X& hoi Viét
- Vu Phép ché, Cuc Quan ty Y, Dugc c6 tuyén, Cuc Qua ]y Kh&m
chita bénh, Thanh tra Bo Y 1€, Vien KN thu6e TW, Vien 'KN thude

TP. HCM; /————'
- Téng Cong ty Dugce Viér Nam, Cac Cong ty XNK Dugc pham,

- Cdc Bénh vién & Vién c6 giudng bénh truc thude Bo Y t€;
- Website Cuc QLD, Tap chi Duge & MF phdm-Cuc QLD; - .
- Luu: VP, QLKDD, QLCLT, TTyD-MP, DKT(12). Truong Quoc Cuong

. CUC TRUGKG






BOY TE
CUC QUANLY DUQC

CONG HOA XA HOICHU NGHIL 1727 M

Poc lap - Hanh phiic

Tu do -

DANHMUC CAC THUOC BI RUT SO PANG KY DO
CONG TY CO PHAN VN PHARMA DUNG TEN DANG KY

{Ban hanh keém theo Quyét dinh s6 7.7 /QD-QLD ngay 44 thing ¢ nam 2014;

1. Cong ty dang ky: Cong ty Cé phan VN Pharma (dic: 666/10/3, dudong 32,
FPhuong 14, Qudn 10, TP. H6 Chi Minh).

1.1. Nha san xuat: Helix Pharmaceuticals Inc. (d/c:

Ontario, Canada M3HI159, Canada).

392 Wilson Ave., Toronio,
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STT Tén thube Hoat chit Dang bao ché S6 dang ky
| EBK Ciproflosacin | Cipreflovacin. | (8 S | V-TST7-13
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