BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Ty do - Hanh phtc
SO:JK  /QP-QLD Ha Noi, ngay 2£ thangJ2‘nam 2018
QUYET BINH

vé viéc rut s6 dang ky Ivu hanh ra khoéi danh muc cac thu6c dwoc cap so
dang ky Iwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUOC
Can ctr Luat Duoc ngay 06 thang 4 nam 2016;

Can ct Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cta Chinh phu Chinh
pha quy dinh chi tiét mot s6 diéu vé bién phap thi hanh Luat duoc;

Can ct* Nghi dinh s6 155/2018/NB-CP ngay 12/11/2018 cta Chinh pht
stra ddi mot s quy dinh lién quan dén diéu kién dau tu kinh doanh thuéc pham
vi quan ly nha nuwéc clia BO Y té€;

Can ct* 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 sd6 3861/QB-BYT ngay 30/9/2013 clia Bo trudng BO
Y té€ quy dinh chitrc nang, nhiém vu, quyén han va co cau té chirc clia Cuc Quan
ly duoc thube BO Y té;

Can cr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua Bo Y té€ quy
dinh viéc dang ky thudc;

Trén co s& bao cao cla cac cong ty vé viec Co quan quan ly Dugc An B0
Ihéng bao rul gidy phép lvu hanh thuée lwu hanh;

Xét dé nghi clia Trwdng phong Dang ky thudc - Cuc Quan ly Duoc,
QUYET DINH:

Diéu 1. Rt s6 dang ky lwu hanh ra khdi danh muc cac thuéc dwoc cap
gidy dang ky Iuu hanh tai Viét Nam ban hanh kém theo Quyét dinh nay.

Ly do: Cac thu6c trong danh muc khéng duoc tiép tuc cdp phép lvu hanh
tai An D0 hodc han ché lim hanh tai An D6.

Diéu 2. Cac co s¢ dang ky thudc, nha san xudt cac thubc néu tai Diéu 1
phai cé trach nhiém theo ddi, chiu trach nhiém vé chat lwvgng, an toan, hiéu qua
clia thudc trong qua trinh luvu hanh cho dén khi hét han dung cla thudc ddi voi
cac thudc néu tai Diéu 1da dwoc san xuat, nhap khau trwéc ngay Quyét dinh nay
¢ hiéu luc hodc thube nhap khau trong treong hop dwoc giao hang tai cang di
clia nwéc xudt khau truéc ngay Quyét dinh nay cé hiéu lwc, co s& nhap khau
trinh van tai don cla 16 thu6c dé thé hién hang hda duwoc xuat tir cang di cla
nwdc xudt khau trwée ngay Quyét dinh nay cé hiéu lwc dé duoc thdng quan.



Diéu 3. Quyét dinh nay c6 hiéu luc ké tlr ngay ky ban hanh.

Diéu 4. Giam doc S& Y té cac tinh, thanh phd truc thuéc Trung uong,
Giam ddc cac don vi kinh doanh thu6c, Giam doc co s¢ dang ky va/hodc nha san
xudt cac thubc néu tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay.

Noi nhan:

- Nhu Diéu 4;

-TT. Treong Qudc Cuong (dé b/c);

- CT. Vii Tudn Cuong (dé b/c);

- Cuc Quan Y - BO Qudc phong, Cuc Y té, B05 (B6 Cong an);
- Cuc Y té Giao thdng van tai - Bd Giao thdng van tai;

- Tdng cuc Hai quan (B9 Tai chinh), Bao hiém XHVN;

- Vu Phép ché, Cuc Quan ly Y, Duwoc co truyén, Cuc Quan ly
Kham, chi*a bénh, Thanh tra B6 Y t€, Vién KN thuéc TW,
Vién KN thudc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty c0 phan; Cac Coéng ty
XNK Duwgc pham;

- Cac Bénh vién & Vién cé givong bénh truc thudc BO Y té;

- Website Cuc QLD, Tap chi Drgc & MY pham-Cuc QLD;

- Lwu: VT, Cac Phong thudc Cuc QLD, DKT(02).

KT. CUC TRUONG
PHO CUC TRUONG

Tat bat



BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC Doc lap - Tw do - Tranh phuc

DANH MUC

Cac thudc rat so6 dang ky lvu hanh ra khéi danh muc cac thuéc duoc cap
gidy dang ky luvu hanh tai Viét Nam

(Ban hanh 'kem theo Quyét dinh s6 "Si> AQP-QLD ngay2$ thang/;”ndm 2018)

1 Co' s&’ dang ky thudc: Glenmark Pharmaceuticals Ltd. (d/c: B/2, Mahalaxmi
Chambers, 22 Bhuiabhai Desai road, Mumbai -400 026, India ).

1.1 Co s& san xuat thubc: Glenmark Pharmaceuticals Ltd. (d/c: Plot No. E-37, 39
MIDC Area Satpur, Nasik 422 007 Maharashtra., India).

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

Salbutamol 2.00mg;

1. Ascoril Bromhexin HCI 8.00mg; Vién nén VN-13132-11
Guafenesin 100.00mg
Chloramphenicol 5%
kl/tt; Beclometason

2. Candibiotic dipropionat 0,025% kl/tt;
Clotrimazole 1% kl/tt;
Lidocain HCI 2% Kl/tt

Dung dich nho

tai VN-16770-13

2. Co st dang ky thubc: Cdng ty TNHH SRS Life Sciences Viét Nam (d/c: Phong
06, téang 3B, toa nha Horison Tower, so 40 Cat Linh, phwong Cat Linh, quan Bong
Pa, Ha N 0i).

2.1. Co s¢ san xuat thudc: Maxim Pharmaceuticals Pvt. Ltd. (d/c: Plot No. 11 &
12 Kumar ind. Estate, Gat No 12M-1261Markal, Khed, Pune 412 105, India).

STT Tén thudc Hoat chét, 11am luglig ~ Dang bao ché Ddang ky

Amoxycillin 250mg
(Amoxycilline

3 Clasanvyl sachet trihydrate); acid
clavulanic 62,5mg
(clavulanate potassium)

Danh muc gém 01 trang, 03 thudc./.

B6t pha hon

dich uding VN-16098-12

KT. CUC TRUONG








