BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic

86t 5/ /QP-QLD Ha Noi, ngdy ;0 thing 3 ndm 2014
QUYET PINH

Vé viéc rit sé dang kj luu hanh thudc ra khoi danh muc céc thude
duge cip s6 dang k¥ tai Viét Nam

CUC TRUONG CUC QUAN LY DUGC

Cain ot Lust Duoc ngly 14 thing 6 nim 2005

Cin ¢t Nghj dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phi quy
dinh chifc ning, nhiém vu, quyén han v co ciiu t6 chic cia BO Y t&;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia B trudng Bo Y
t€ quy dinh chiic ning, nhiém vu, quyén han va co cfiu td chic clia Cuc Quan 1y
duge thude BS Y t€;

Can cf Thong tr s8 22/2009/TT-BYT ngay 24/11/2009 cha B Y t€ quy
dinh viéc dang ki thudc;

Can cif cong van s6 1039/VKNTTW-KH ngay 26/11/2013 ciia Vien Kiém
nghiém thudc Trung wong kém theo k&t qua kiém nghiém 01 16 thuéc Penfixil
100, bot pha hdn dich uéng, SDK: VN-11393-10, khong dat titu chudn chét
lugng midc do 2 theo quy dinh vé quin 1§ chat lugng thudc cia Bo Y t&;

Can cif cong van s6 417/VENT-KHTH ngay 25/12/2013 cia Vién Kiém
nghiém thudéc TP. H Chi Minh k2m theo k&t qud kiém nghiém 07 16 thudc
Umecorn, bit pha tiém, SPK: VN-16110-13, khong dat titu chudn chét luong vé
chi tiéu tifu phan nhin thiy bing méit thuémg;

Xét dé nghi clia Trudng phong Pang k¥ thudc - Cuc Quan 1§ dugc,

QUYET PINH:

Piéu 1. Rit 58 ding ky cla cdc thubc sau ra khoi danh muc cdc thube
duroe cdp s8 dang k¢ luu hanh tai Viét Nam:

1. Thude Penfixil 100, bot pha hén dich uéng, SPK: VN-11393-10:

- Cong ty dang ky: Vista Labs, dja chi: 4535 Sahara Ave, Las Vegas, NV,
USA.

- Nha sén xudt: Penta Labs Pvt. Ltd., dia chi: Ekkery Gardens, Kallekkad,
Shoranur Main Road, Palakkad 678 (015, Kerala, India.

* Ly do: Thudc khong dat titéu chudn chit lwong mifc do 2 theo quy dinh
vé quan 1§ chét lugng thude cia B Y &,

2. Thudc Umecorn, bit pha tiém, SPK: VN-16110-13:

- Cong ty ding ky¥: Amoli Enterprises Ltd., dia chi: Room 1101,
Paramount Bld., 12 Ka Yip Str., Chaiwan, Hong Kong.

- Nha san xudt: Umedica Laboratories Pvt. Ltd., dia chi: Plot No. 221,
G.LD.C., Vapi 396195 Gujarat, India.

* Ly do: khong dat tiéu chudn chét lugng vé chi tiéu tiéu phan nhin thiy
béng mét thudmg,









