BOY TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DuOC Poc 1ap - Tu do - Hanh phac

S6. Ti2h  /QUD-BK Ha Noi, ngay 4% thang QAnam 2019
V/Iv tam ngirng nhap khau

KHAN Kinh gti: - Global Pharma Healthcare Pvt., Ltd;
Biachi: 10, VaradharajapetRoad, Kodambakham, Chenal 600094, India
- PT. Vitabiotics Healthcare.
Dia ch. JI. Demuda nu. 44 Jakarta ThuU 13220, Induitesla

Cue Quan ly Duoc nhan dugc thong tin lién quan dén danh muc thu6c phoi
hop bi cdm lvu hanh tai An B0.

Can c¢r Luat Duoc s6 105/2016/QIT-13 ngay 06/4/2016; Nghi dinh s
54/2017/ND-CP ngay 08/5/2017 cta Chinh Phi va Nghi dinh s6 155/2018/NB-CP
ngay 12/11/2018 cua Chinh pha,

Trong thoi gian xac dinh thém thong tin vé an toan hiéu qud cla thuéc, Cuc
Quan ly Duwoc théng bao nhu sau:

1 Tam nglrng nhap khau ké tir ngay ky céng van nay doi voi 02 thudc:

- Coffnil, s6 dang ky VN MO05I1 11 do Global Pharma Healthcare Pvt, Ltd
(India) sdn xuat (da dwoc duy tri hiéu lwc sb6 dang ky theo cbng van so
3313/QLD-DK ngay 13/02/2018 cla Cuc Quan ly Dugc).

- Jointace Tablet, s6 dang ky VN-9983-10 do Meyer Organics Pvt. Ltd
(India) san xuét (da dwgc duy tri hiéu luc s6 dang ky theo cbéng van so
13503/QLD-bK ngay 16/7/2018 clia Cuc Quan ly Duoc).

2. Cue Quan ly Duuc yéu cau cac cong ty phoi hop véi nha sau xual bao
cao Ve tinh trang luvu hanh thuéc tai nuéc s¢ tai bao gom:

- Cong ty phai khang dinh thu6c c6 con dwgc phép san xudt va lvu hanh
tai nwéc san xudt hodc tham chiéu hay khong (tinh den thoi diém bao cdo); cac
thuoc da san xudt c6 dwoc phép st dung, lvu hanh tai nwkrc san xuét hodc nuwéc
tham chiéu hay khéng, neu dwgc thi dwoc phcp Iwvu hanh den khi nao.

- B4o cao veé viéc nhap khau cac thu6c vao Viét Nam véi cac thong tin cu
thé sau. nam 2016, 2017, 2018 thudc c6 nhap khau vao Viét Nam hay khang; sé
luvong nhap khau cac nam; Tén cac co s& nhap khau cua Viét. Nam.

Bao cdo gii vé Cuc Quan ly Duoc trwéc ngay 25/01/2019. Sau ngay
25/01/2019, néu cong ty khéng bao cdo dbi vai thudc néu tron Cue Quan ly Duoc sé
xem xét thu hoi gidy phép lwvu hanh va thu héi thuéc. da nhap khau vao Viét Nam.

3. Céac thudc cla cac nha san xudt néu trén chi duogc ti€p tuc nhap khau sau
khi cé cong van dong y clia Cuc Quan ly Duoc.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién./.

Noi nhan: 2
" Nhv trén: KT. CUC TRUONG
- Bo trwvdng Nguyén Thi Kim Tién (d€ bao céo);

- Th trwdng Trueong Quéc Cuong (dé bao cao);

- Cuc tredng Vi Tuén Cuwong (dé bao cao);

- B05 - B Cong An (dé phdi hop);

- Téng Cuc Hai Quan (dé phoi hop);

- Global Pharma Healthcare Pvt., Ltd va Meyer

Organics Pvt. Ltd (dé t/h);

-Website Cuc QLD;

- Lwu: VT, KD, BK, GT (Ho).





