BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DIfoC Doc lap - Tu do - Hanh phuc
S6: QLD HaNoi, ngay™ £ thdng ~ nam 2019
QUYET DINH

Ve viec rut so dang ky hru hanh thuoc ra khoi danh muc cac thuoc
dune cap giay dang ky luu hanh tai Viet Nam

CUC TRirdNG CUC QUAN LY DITOC
Can cu Luat Dugc ngay 06 thang 4 nam 2016;

Can cu Nghl dinh 54/2017/ND CP ngay 08/05/2017 cua Chmh phu Chmh
phu quy dinh chi tiet mot so dieu ve bien phap thi hanh Luat dugc;

Can cu Nghi dinh so 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sua
doi mot so quy dinh lien quan den dieu kien dau tu kinh doanh thuoc pham vi quan
ly nha nuac cua Bo Y te;

Can cu Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chuc nang, nhiem vu, quyen han va co cau to chuc cua Bo Y te;

Can cu Quyet dinh so 7868/QD-BYT ngay 28/12/2018 cua Bo trudng Bo Y
te quy dinh chuc nang, nhiem vu, quyen han va ca cau to chuc cua Cue Quan ly
dugc thuoc Bo Y te;

Can cu Thong tu so 44/2014/TT-BYT ngay 25/11/2014 cua Bo Y te quy
dinh viec dang ley thuoc;

Can cu don de nghi rut 50 dang ley luu hanh tai Viet Nam cua cac co so dang
ley thuoc;

Xet de nghi cua Truong phong Phong Dang ky thuoc - Cue Quan ly Dugc,
QUYET DINH:

Diéu 1. Rut so dang ky luu hanh cua cac thudc co ten trong Danh muc cac
thuoc dugc cap giay dang ley luu hanh tai Viet Nam theo danh muc ban hanh leem
theo Quyet dinh nay.

Ly do: Co so dang ley thuoc tu nguyen de nghi so giay dang ky luu hanh tai
Viet Nam.

Dieu 2. Co so dang ky thuoc, nha san xuat thuoc phai co trach nhiem theo
doi va chiu trach nhiem ve chat lugng, an toan, hieu qua cua thuoc trong qua trinh
luu hanh cho den lehi het han dung cua thuoc doi voi cac thuoc neu tai Dieu 1va
dap ung cac quy dinh nhu sau:

1. Thuoc trong nude dugc san xuat trade ngay Quyet dinh nay co hieu lire.



2. Thudc da nhap khau vao Viet Nam hoac thudc nhap khau trong trirong
hap dugc giao hang tai cang di cua nude xuat khau trade ngay Quyet dinh nay co
hieu lire, ca sd nhap khau trinh van tai don cua Id thuoc de thd hien Mng hoa dugc
xuat tu cang di cua nude xuat khau trade ngay Quyet dinh nay co hieu lire de dugc
thong quan.

3. Thuoc san xuat trong nude quy dinh tai khoan 1va thuoc nhap khau quy
dinh tai khoan 2 Bieu nay dirge phep luu hanh den het han dung cua thuoc.

Bieu 3. Quyét dinh nay co hieu lire ke tu ngay ky ban hanh.

r Bieu 4. C})iam doc Sd Y té, cac co sd kinh dognh duoc va Giam doc co sd co
thuoc neu tai Bieu 1 chiu trach nhiem thi hanh Quyet dinh nay./.

Nffinhan: KT. CUC TRUONG
- Nhu Dieu 4;
- TT. Trirong Quoc Cunng (de b/c); PHO CUC TRUONG

- CT. Vu Tuan Circmg (de bi/c);

- Cue Quan Y - Bo Quoc phong, Cue Y te - Bo Cong an;

- Cue Y te Giao thong van tai - Bo Giao thong van tai;

- Tong cue Hai quan - Bo Tai chinh, Bao hiem Xa hoi Viet
Nam;

- Vu Phap che, Cue Quan ly Y, Dugc co truyen, Cue Quan ly
KCB, Thanh tra Bo, Vien KN thuéc TW, Vien KN thuoc TP.
HCM;

- Tong Cong ty Duoc Viet Nam - Cong ty co phan, Cac Cong
ty XNK Dugc pham;

- Cac Benh vien & Vien co giudng benh true thuoc Bo;

- Website Cue QLD, Tap chi Dugc & My pham-Cuc QLD;

- Luu: VT, Cac Phong thuoc Cue QLD, DKT(12).

guyen Tat Dat



BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DuoC Doc lap - Tu*do - Hanh phuc

DANH MUC
Cac thu6c rut so dang ky liru hanh ra khoi danh muc cac thuoc
duoc cap giay dang ky luu hanh tai Viet Nam
(Ban hanh kem theo Quyet dinh so/liff SQD-QLD ngay thang J nam 2019
cua Cue trucmg Cue Quan ly Duac)

1. Co*so’dang ky thuoc: Cong ty co phan diroc pham Ha Tay (d/c: 10A Quang Trung
- Ha Dong - Ha Noi, Viet Nam ).

1.1. Co* so*san xuat thuoc: Cong ty co phan duot pham Ha Tay (d/c: To dan pho so 4
- Phuang La Khe - Quan Ha Dong - Ha Noi, Viet Nam).

STT Ten thuoc Hoat chat, Ham lirung Dang bao che So dang ky

1 Pasepan Paracetamol 325 mg Vien nen VD-22884-15

2. Co”soldang ky thuoc: Cong ty TNHH du®o’c pham Tien Giang (d/c: so 23 duang so
9, khu dan cu Nam Long, phuang Tan Thuan Dong, quan 7, thank pho Ho Chi Minh, Viet
Nam ).

2.1. Co* solsan xuat thuoc: Farma Glow (d/c: #672/18, Khandsa Road, Gurgaon
Haryana, India).

STT Ten thuoc Hoat chat, Ham luo*ng ~ Dang bao che So dang ky

Vien nen bao

VN-10928-10
tan trong raot

2. Rabsun-20 Rabeprazol Natri 20mg
3. Co* s& dang ky thuoc: Enter Pharm Co., Ltd (d/c: 51, Myeongnyun-I-ga, Jongno-
gu, Seoul, 110-521, Korea ).

3.1. Go* solsan xuat thuoc: Hanlim Pharm. Co., Ltd. (d/c: 2-27, Yeongmun-ro,

Cheoin-gu, Yongin-si, Gyeonggi-do, Korea).

STT Ten thuoc Hoat chat, Ham lutfng =~ Dang bao che So dang ky

Cefotiam (duoi dang

3. Cefopess 0,59 In;. Bot pha tiem VN-20758-17

Danh muc gom 01 trang 03 thuoc./.








