BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Poc 1ap - Tu do - Hanh phiic
86: ,204/F/QLD-PK
V/v ngimg ti€p nhan va cip s§ Ha N¢i, ngay o)) thdng ) ndm 2013
ding k¥ luu hanh thuéc
Kinh gtr:

- Cong ty Kotra Pharma (M) Sdn Bhd;
Pia chi: No. 1, Jalan TTC 12, Cheng Industrial Estrate, 75250, Malaka,
Malaysia.

- Cobng ty Emcure Pharmaceuticals Ltd.
Pia chi: Emcure House, T-184, M.L.D.C., Bhosari, Pune 411 026,
Maharashtra State, India.

Ti€p theo cong van s6 4859/QLD-DK ngay 03/4/2013 ctia Cuc Quén ly
Duoc vé viéc gidi quyét khi€u nai d6i v6i hd so thay ddi cong ty diang ky va thay
déi tén thubc d6i véi cic thuSe Vintor 2000, s6 dang kj VIN-9651-10 va thudc
Vintor 4000 s6 dang k¥ VN-9652-10 giita cong ty Emcure Pharmaceuticals Ltd
India va cong ty Kotra Pharma (M) Sdn Bhd Malaysia; Cuc Quén 1y Dugc da
nhan dugc cic bdo cdo gidi trinh s6 02/2013/QLD ndp ngay 16/5/2013 cua
VPDD Emcure Pharmaceuticals Ltd tai Viét Nam va bdo cdo giai trinh nép ngay
15/4/2013 chiacong ty Kotra Pharma (M) Sdn Bhd Malaysia.

Sau khi xem xét, Cuc Quan 1y Dugce xdc dinh cong ty Kotra Pharma (M)
Sdn Bhd Malaysia sir dung con ddu gia, gid mao chit ky ciia cong ty Emcure
Pharmaceuticals Ltd India trong hé so thay d8i cong ty dang ky va thay déi tén
thu6c néu trén. Viéc gid mao chit ky va sit dung con d4u gia trong hé so ding ky
thu6c 12 hanh vi vi pham c6 tinh chit nghiém trong, Cuc Quan ly Dugc da
chuyén toan bo hé so lién quan dén Téng cuc Canh sit quan 1§ hanh chinh- Bo
Cong an dé xem xét xUr 1§ hanh vi vi pham.

Trong khi chd két luan clia co quan chic niang c6 thdm quyén, Cuc Quén
1y Dugc théng bdo nhu sau:

1. Ngimg tiép nhan hé so va khong c4p s6 ding ky luu hanh thuéc d6i véi
tdt ca cic hé so da nop cia cong ty Kotra Pharma (M) Sdn Bhd, Malaysia; BO Y
t€ s& xem xét nit gidy phép hoat dong ctia cong ty Kotra Pharma (M) Sdn Bhd,
Malaysia tai Viét Nam.

2. Tam ngimg ti€p nhan hé so va tam ngimg cidp s6 dang k¥ luu hanh
thuSc déi vdi tat ca céc hé so dd nop clia cong ty Emcure Pharmaceuticals Ltd,
India trong thdi gian co quan chiic nang xem xét, 1am rd trach nhiém ctia cong ty
trong viéc dé cho ngudi khong c6 thdm quyén ky va st dung con dau cla cong ty
trén hé so dang ky thudc.

Cuc Quan 1y Dugc thong bdo dé cong ty biét va thuc hién ding cic quy
dinh hién hanh ctia Viét Nam vé dang k¥ luu hanh thude./.
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