B6 Y TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC Déc lap - Tu do mifanh phc
S6: | /Qb-QLD Ha Noi, ngay thangj2Jiam 2018
QUYET PINH

vé viéc rat s6 dang ky lvu hanh thuéc ra khdi danh muc cac thuéc duoc
cap so dang ky lwu hanh tai Viét Nam, dinh chi lvu hanh va thu héi thu6c
dang Ivu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY buQC

Can ct Luat Dugc ngay 06 thang 4 nam 2016;

Can ctr Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cta Chinh pha quy
dinh chirc nang, nhiém vu, quyén han va co cau to chirc clia BO Y t€;

Can ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cla Bo trwéng Bo
Y té€ quy dinh chirc nang, nhiém vu, quyén han va co cdu to chirc clia Cuc Quan
ly dugc thudc BO Y t€;

Can cir Théng tw s6 44/2014/TT-BYT ngay 25/11/2014 cla Bo Y té quy
dinh viéc dang ky thudc;

Trén cu s& béo céo cla cac cong ly vé viéc Co quan quan ly Duoc An Do
thong bao rat gidy phép lvu hanh thudc;

Xét dé nghi cua Trudng phong Bang ky thudc - Cuc Quéan ly Duorc,

QUYET DINII:

Diéu 1. Rt s6 dang ky Iwu hanh, dinh chi lvu hanh trén toan quéc va thu
hoi toan bd cac thudc co tén trong Danh muc céac thube rat s6 dang ky, dinh chi
Ivu hanh va thu héi ban hanh kém theo Quyét dinh nay.

Ly do: Co quan quan ly duvoc An Do da c6 quyét dinh rit gidy phép luu
hanh va thu hoi thudc.

Piéu 2. Giao cong ty dang ky phdi hop véi nha san xuét, nha nhap khau,
nha phan phdi thu6c thic hién thu hoi, hiy toan bo thubc va bao cao két qua vé
Cuc Quan ly Duoc theo dang gquy dinh tai Luat Dwgc nam 2016.

S6 Y té cac tinh, thanh phé truc thudc Trung wong cé trach nhiém chi dao
giam sat viéc thuc hién cong tac thu hoi va hly cac thudc néu trén.

Pigu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.



Diéu 4. Giam doc S¢ Y té cac tinh, thanh ph6 truc thuéc Trung uong,
Giam ddc cac don vi kinh doanh thu6c, Giam déc co s¢ dang ky va/hoac nha san
xudt cac thudc néu tai Biéu 1chiu tiacli nhiém thi hanh Quyét dinh nay.

Noi nhén:

- Nhv Diéu 4;

- TT. Truong Quéc Cuong (dé b/c);

- CT. Vii Tuan Cuwong (dé blc);

- Cuc Quan Y - B Qudc phong, Cuc Y I, B05 (B6 Cong an),
- Cuc Y té Giao thong van tai - Bo Giao thdng van tai;

- Téng cuc Hai quan - Bd Tai chinh, Bao hiém X& hoi Viét
Nam;

- Vu Phép ché, Cuc Quan ly Y, Duwoc co truyén, Cuc Quan ly
Kham, chita bénh, Thanh tra B0 Y t€, Vién KN thuéc TW,
Vién KN thudc TP. 1ICM,

- Téng Cong ty Duwoc Viét Nam, Cac Cong ty XNK Duoc
pham;

- Cac Bénh vién & Vién c6 giwong bénh tryc thudc Bo Y t€;

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

- Lwu: VT, Céc Phong thudc Cuc QLD, DKT(02).
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BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DuoOcC Poéc lap - Tw do - Hanh phac

DANH MUC
Cac thudc rat s6 dang ky lvu hanh, dinh chi lvu hanh trén toan quéc va thu hoi
toan bo cac thudc da duoc clp gidy dang ky Ivu hanh tai Viét Nam

(Ban hanh kem theo Quyét dinh s6: %k-"/QD-QLD ngay ygthangy¢rpam 2018)

1 CGo* su dang ky thuoc: Panacea Biotec Limited (d/c: Malpur, Baddi, Tehsil-
Nalagarh, Dist. Solan - 172205, Himachal Pradesh, India ).

1.1 Go* su san xuat thudc: Panacea Biotec Ltd. (d/c: B-IExtn./G3, Mohan Co-
operative Indi.Estate, Mathura Road, New Delhi-110 004, India).

STT Tén thudc Hoat chat, Ham lwong  Dang bao ché S6 dang ky

Paracetamol 500mg:
Dextromethophan HBr
1. ToffPlus Capsules 15mg; Chlorpheniramin  Vién nang cung VN2-118-13
maleat 2mg;
Phenylephrin HCI 10mg

2. Cu s¢ dang ky thudc: Cong ty c¢6 phan dwuc pham Tenamyd (d/c: L6 Y01-02A-
KCN/KCX Tan Thuan, Phuong Tan Thuan Bong, Quan 7, TP. H6 Chi Minh).

2.1. Cu s0 san xuat thuéc: Medopharm (d/c: 34B-Industrial Area, Maiur-563 130,
Karnataka, India).

STT Tén thudc Hoat chat, Ham lvung  Dang bao ché S6 dang ky
Acetaminophen 500mg;
Rhumenol Flu 500 Loratadin 5mg; Vién nén bao i i
2 NK Dextromethorphan HBr phim VN-18444-14
15mg

7. Cu st dang ky thu6c: Coéng ty TNHH thwung mai Thanh Danh (d/c: Toa nha
Taasah, phong 3, tang 2, s6 749/14/4 Huynh Tan Phat, phuvong Phu Thuan, quan 7,
TP. H6 ChiMinh).r

3.1. Cu su san xuat thubc: Cachet Pharmaceuticals Pvt., Ltd. (d/c: Village Thane,
Baddi, Teh, Nalagarh Dist., Solan (Himachal Pradesh) 173 205, India).

STT Tén thubc Hoat chat, Ham lwgng  Dang bao ché S6 dang ky
Cetirizin HCI,
Dextromethorphan HBr,
3. Pamagin C Acetaminophen, Sir6 VN-10851-10

Phenylephrine HCI, Kém
777777777777 Glucpnate, Menthol
Danh muc gém 01 trang 03 thudc./









