BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lip - Tir do - Hanh phiic
Séeldd4./IQLD-CL Ha Nei, ngay AX thang 02 ndm 2014
Viv dinh chi luu hinh
thudic khing dat tiéu chufin chit hrong
Kinh giri:

- 8¢ Y té céc tinh, thinh phd tnye thufe Trung wong
- Céing ty ¢b phin Duge phim Trung wong 1 - Pharbaco

- C#n e cdc quy dinh vé quan If duge hign hinh cia Viét Nam. _

- Ciin cir cbng viin sb 58/VKNTTW-KH d& ngay 23/01/2014 cia Vién Kiém
nghiém thufic Trung wong giri kém Phifu kiém nghiém sb 441209 ngay 20/01/2014 vé
thudc bt tiém Artesunat 60 mg, S6 16: 511002, NSX: 04/11/2011, HD: 03/11/2014,
SDK: VNA-2670-04 (duge phép tiép tue sin xufit dén hét ngay 31/12/2012 theo Quyét
dinh gia han s6 13580/QLD-DK ngiy 12/10/2011 cia Cyc Quén Iy Duge), do Cong ty
cth phdn Duge phidm Trung wong 1 - Pharbaco sdn xuét. Miu thudc duge |4y tai Khoa
S0t rét ndi tiét, Trung tdm y té dy phong Hai Phong, 21 L& Dai Hanh, phuimg Hoang
Vin Thy, quén Héng Bang, Tp. Hii phong. Thubc khéng dat tidu chulin chét lugng vé
chi tiéu d{ rong ca dung dich tao thinh.

Cuc Quén I¥ Duge thong béo:
1. Dinh chi lru hanh trén todn qubc thude bt tiém Artesunat 60 mg, Lo sb: 511002,
NSX: 04/11/2011, HD: 03/11/2014, SPK: VNA-2670-04, do Cdng ty ¢0 phin Duge
phim Trung womg | - Pharbaco sin xuét,
2. Cong ty CP DP Trung wong | - Pharbaco phéi hop véi nha phén phéi, phai:

+ Giri thong bédo thu hdi téi nhimg noi phin phéi, siv dung thubc bt tiém
Artesunat 60 mg, L6 sb: 511002, NSX: 04/11/2011, HD: 03/11/2014, SPK; VNA-

2670-04, do Cong ty sén xult va tién hinh thu héi toan bd 16 thube khong dat tidu
chudn chit lugng néu trén,

+ Giri bdo cdo thu hdi, hd so thu hdi thude khéng dat tiéu chudn chit lvong theo
quy dinh Théng tu 56 09/2010/TT-BYT ngay 28/4/2010 cia B$ Y 1€ huémg diin vige
quén 1y chét lugng thudc v& Cyc Quién Iy Duge trude ngy 18/3/2014,

3. 8¢ Y 1€ edic tinh, thinh phé tryc thufe Trung womg, Y t€ céc nganh théng béo cho
céc co st kinh doanh, sir dung thufic thu hbi 16 thube khing dat tiéu chudn chét lugng
néu trén; kiém tra va gidm sét cdc don vj thyre hién théng béo ndy; xir Iy nhimg don vj
vi pham theo quy dinh hién hanh; béo cdo v& Cuc Quén Iy Duge va céc co quan chire
ning c¢6 lién quan.

4.5 Y t& Tp. Ha Npi, S& Y t& Tp. Hai Phong kiém tra, xir 1y cée dom vi vi pham theo
quy dinh hién hanh./.

Nord mhdin:

g 3o .CUC TRUONG

= VEN thude TW, VKN thufic Tp.HCM;

= Cyc Quin y - B Quic phong;

- Cyc Y tf - B) Chog an;

- Cyc Y 8 GTVT - B4 GTVT:

- Khoa 58¢ ré1 ndi tié1, Trung 14m v 1é dy phong Hai Phéng, 21 LE Dgi Ha
phutmg Hoiang Vin Thy, quin Hing Bang, Tp. Hai phing (44 thire hign);

- PDKT, P.QLKDD, P.TTra Duge-MP, P.OQLTT-QCT,
Tap chi Duge&MP - Cyc QLD;

= Website Cpc Quén 1Y dupa;




