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o " BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dgc 1ap — Tu do — Hanh phiic
Sé6: 1 /QDP-QLD Ha Néi, ngay 03 thdng 01 ndm 2024
QUYET PINH

V& viéc thu hdi gidy ding ky lwu hanh thudc tai Viét Nam déi véi thude da
dworc cap giay dang ky lwu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Durge s6 105/2016/QH13 ngay 06/04/2016;

Can cu Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mot sé diéu vé bién phap thi hanh Ludt dwoc;

Can cit Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sia
doi mot sé quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi qudn
Iy nha nwée cia Bo Y té;

Can cur Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cua Chinh phii quy
dinh churc nang, nhiém vu, quyen han va co cdau t6 chirc ciia Bg Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cua B¢ truong B Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Qudn 1y
duwoc thudc BY Y té;

~ Can cir Thong tu 6 08/2022/TT-BYT ngay 05/9/2022 cuia Bo truong Bo Y
té quy dinh viéc dang ky luwu hanh thuoc, nguyén liéu lam thuoc;
Can cir don dé nghi thu héi gidy dang ky luu hanh thudc tai Viét Nam ciia
cdc co so dang ky thuoc,
Theo dé nghi ciia Truéng phong Phong Dang ky thuoc - Cuc Qudn 1y Dugrc.

QUYET PINH:
Piéu 1. Thu hdi gidy dang ky luu hanh thudc tai Viét Nam d6i v6i 02 thude
tai phu luc dinh kém Quyét dinh nay.

Ly do: Céac co s& ding ky thude dé nghi tw nguyén thu hdi gidy ding ky
luu hanh thudc tai Viét Nam.

Piéu 2. Thudc nudc ngoai da nhap khau vao Viét Nam trudc ngay Quyét
dinh nay c6 hiéu luc duge phép luu hanh dén hét han dung cua thude. Co s dang
ky thudc, san xuat thudc phai c6 trach nhiém theo doi va chiu trach nhiém vé chat
lwong, an toan, hiéu qua cta thudc trong qua trinh luu hanh.

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



Piéu 4. Giam doc SO Y té cac tinh, thanh phd tryc thude Trung wong, C4c
co so kinh doanh dugc va Giam déc co s¢ dang ky, co so san xuat c6 thude néu
tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn: KT. CUC TRUONG

- Nhu biéu 4,

- B truong Pao Hong Lan (dé b/c);

- Thi truong DS Xuan Tuyén (dé b/c);

- Cuc truong Vii Tuan Cuong (dé b/c)

-Cuc Quan Y - B6 Quéc phong; Cuc Y té - Bo Cong an;
Cuc Y té Giao thong van tai - B6 Giao thong van tai;

- Téng cuc Hai quan - Bo Tai chinh;

- Béo hlém Xa hoi Viét Nam;

- B0 Y t&:Vy Phap ché, Cuc Quan ly YDCT, Cyc QLKCB,
Thanh tra Bo; Trung tim mua sdm tap trung thude Qudc gia;
- C4¢ Vién: KN thudc TW, KN thudc TP. HCM;

- Téng Cong ty Dugc Viét Nam — Cong ty ¢d phﬁn;

-/Céc Bénh vién & Vién c6 givong bénh tryc thudc BJ;

= Cac phong Cuc QLD: QLKDD, QLCLT, QLGT, Website
Cuc QLD;

- Luu: VT, BKT (Trg) (2b).




Phu luc
DANH MUC 02 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyét dinh so 1 |QD-QLD ngay 03 / 01 /2024ciia Cuc Quan Iy Duoc)

STT Tén thudc Hoat chat, ham hrong Dang bao ché S6 ding ky

1. Co sé dang ky: Aristopharma Ltd. (Pia chi: 26/A (New 7) Purana Paltan Line,
Dhaka-1000, Bangladesh)

Co sé san xuat: Aristopharma Ltd. (Pia chi: Plot No. 21, Road No. 11 Shampur -
Kadamtali I/A Dhaka - 1204, Bangladesh)

1 Bronast Tablet Esomeprazole (dudi dang | Vién bao tan trong | VN-17242-13

Esomeprazole magnesi rudt

dihydrate) 20mg

2. Co sé dang ky: Sanofi-Aventis Singapore Pte.Ltd (Pia chi: 38 Beach Road #18-
11, South Beach Tower, Singapore (189767), Singapore)

Co sé san xuat: Sanofi S.p.A. (Pia chi: Via Valcanello, 4 - 03012 Anagni (FR),

Italy)
2 Targosid Teicoplanin 400mg Bot dong kho pha | VN-19906-16
tiém
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