BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap — Tw do — Hanh phiic
S6: 634 /QP-QLD Ha Néi, ngay 17 thang 09 nam 2024
QUYET PINH

Vé viéc thu hdi Gidy ding ky lwu hanh thudc tai Viét Nam déi véi thude da
dwoc cép gidy ding ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duwoc s6 105/2016/QH13 ngay 06/04/2016;

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

Can cir Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira
doi mét sé quy dinh lién quan dén diéu kién dau tw kinh doanh thudc pham vi qudn
ly nha nwoc cua Bo Y té;

Can cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cdu t6 chirc ciia Bo Y té;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/04/2023 ciia Bé truong Bo Y
té quy dinh chikc ning, nhiém vu, quyén han va co cdu té chirc ciia Cuc Qudn Iy
dweoc thuéc Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truong Bé Y
té quy dinh viéc dang ky heu hanh thuoc, nguyén liéu lam thuoc;

Can cit don d@é nghi thu héi gidy dang ky luu hanh thuéc tai Viét Nam ciia
cdc co sé dang ky thuéc;

Theo dé nghi ciia Truéng phong Phong Dang ky thuéc - Cuc Quan 1y Duoc.
QUYET PINH:

Piéu 1. Thu hoi gidy ding ky luu hanh thudc tai Viét Nam d6i véi 11 thube
theo phu luc dinh kém Quyét dinh nay.

Ly do: Co sé dang ky thude dé nghi tu nguyén thu hoi gidy dang ky luu hanh
thudc tai Viét Nam.

Piéu 2. Thube duge san xuat trude ngdy Quyét dinh nay co hiéu luc duoc
phép luu hanh dén hét han dung cua thube. Co s dang ky thude, san xuét thude
phai ¢o trach nhiém theo ddi va chiu trach nhiém vé chat luong, an toan, hiéu qua
ctia thudc trong qué trinh lru hanh.
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Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 4. Giam doc SO Y té cac tinh, thanh phé truc thuoc Trung wong, cac
co s& kinh doanh dugc va Giam ddc co s dang ky, san xuét c6 thude néu tai Diéu
1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn. KT. CUC TRUONG
- Nhu Dicu 4; e, 5
- Bo truéng Dio Hong Lan (dé b/c); S LinQ CUC TRUONG

- TTr. D6 Xuan Tuyén (dé b/c);

- Cuc truong Vii Tuan Cuong (dé b/c);

- Cyc Quan Y - Bo Quéc phong; Cuc Y té - Bo Cong an;
Cuc Y té Giao thong vén tai - BO Giao thong van tai; Téng
cuc Hai quan - B9 Tai chinh; Y A

- Bao hiém Xa hoi Viét Nam; .

-B3'Y t&: Vu Phép ché, Cuc Quan Iy YDCT, Cuc QLKCB, Nguyén Thanh Lam
Thanh tra Bo;

- Trung tAm mua sam tap trung thudc Qudc gia;

- Cac Vién: KN thudc TW, KN thude TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty ¢ phan;

- Cac Bénh vién & Vién c6 giudong bénh truc thudc Bo;

- Cac phong Cuc QLD: BKT, QLKDD, QLCLT, PCHN,

QLG, Van phong; Website Cuc QLD;

- Luu: VT, BKT (LP).

—



Phu luc
DANH MUC 11 THUOC THU HOI GIAY PANG KY LUU HANH TAI
VIET NAM

(Kém theo Quyét dinh s6 634 /OD-QLD ngay 17 /09 /2024 ciia Cuc Qudn 1y Duwoc)

Stt Tén thudce Hoat chit, ham lwgng | Dang bao ché S6 ding ky

1. Co sé ding ky: Cong ty TNHH Lién doanh Stellapharm (Dia chi: K63/1 Nguyén
Thi Soc, ép My Hoa 2, xa Xudn Thoi Pong, huyén Hoc Mon, thanh phé Hé Chi Minh,
Viet Nam)
1.1. Co sé san xuat: Cong ty TNHH Lién doanh Stellapharm (Dja chi: K63/1 Nguyén
Thi Soc, cfp My Hoa 2, xa Xudn Thoi Pong, huyén Hoc Mon, thanh phé Hé Chi Minh,
Viét Nam)

1 | Albendazole Albendazol 400mg Vién nhai VD-25032-16
Stella 400 mg
2 | Diclofenac Diclofenac natri 50mg Vién nén bao VD-21098-14
Stella 50 mg phim tan trong
rudt

2. Co sé ding ky: Cong ty co phan Sanofi Viét Nam (Pia chi: Lé I-8-2, Puong DS,
Khu Céng nghé cao, Phwong Long Thanh My, thanh phé Thii Dirc, thanh phé Ho Chi
Minh, Viét Nam)

2.1. Co sé san xuat: Cong ty cb phin Sanofi Viét Nam (Dja chi: Lé I-8-2, Puong D8,

Khu Céng nghé cao, Phuwong Long Thanh My, thanh phé Thi Pic, thanh phé Ho Chi
Minh, Viét Nam)

3 | Flagyl 250 mg | Metronidazol 250mg Vién nén bao 893115380023
phim (SBK cii: VD-
28322-17)

3. Co sé ding ky: Cong ty c6 phan dwoc phdm Trung wong I — Pharbaco (Pia chi:
160 Tén Pirc Thing, phirong Hang Bét, qudn Pong Pa, thanh phé Ha Néi, Viét Nam)
3.1. Co s& san xuét: Cong ty c6 phin dwoc phim Trung wong I — Pharbaco (Dia chi:
Thén Thach Loi, xa Thanh Xudn, huyén Soc Son, thanh phé Ha Noi, Viet Nam)

4 | Dulcero Esomeprazol (duéi dang | Thudc bot déng VD-19948-13
bot dong kho kho pha tiém
Esomeprazol natri) 40mg
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4. Cong ty co phin san xuit - thwong mai Dwoc pham Pong Nam (Pja chi: Lé 24,

Puwong 14, Khu céng nghiép Tan Tao, phwong Tan Tao A, qudn Binh Tan, thanh phé Ho
Chi Minh, Viét Nam)

4.1. Co s& san xuét: Cong ty co phin sin xuit - thwong mai Dwec phim Pong Nam
(Dia chi: Lo 24, Puong 1A, Khu cong nghiép Tdan Tao, phuwong Tan Tao A, qudn Binh
Tan, thanh phé Hé Chi Minh, Viet Nam)

5

Dolumixib 200

Celecoxib 200 mg

Vién nang cung

VD-20330-13

5. Co s& ding ky: Cong ty c6 phin dwge pham OPV (Dja chi: S6 27, Duong 34, Khu
Céng Nghiép Bién Hoa II, phuwong An Binh, thanh phé Bién Hoa, tinh Dong Nai, Viét

Nam)

5.1. Co sé san xuét: Cong ty co6 phan dwgc phim OPV (Pia chi: S6 27, Puong 34,
Khu Céng Nghiép Bién Hoa II, phuong An Binh, thanh phé Bién Hoa, tinh Pong Nai,

Viet Nam)
6 | Opemucol 0,3% | Mdi Sml chira: Siro VD-24833-16
Ambroxol HCI 15mg
7 | Ambrolex 0,3% | Ambroxol hydroclorid Siro VD-25739-16
15mg/5ml
8 | Ambrolex 0,6% | Ambroxol hydroclorid Siro VD-26215-17
30mg/5ml
9 | Opeambrox Mbi 5ml chua: Siro VD-25754-16
0,3% Ambroxol HCI 15mg
10 | Opeambrox Mbi 5ml chua: Siro VD-24243-16
0,6% Ambroxol HCI 30mg

6. Co s& ding ky: Cong ty co6 phin Pymepharco (Pia chi: 166 - 170 Neuyén Hué,
thanh phé Tuy Hoa, tinh Phii Yén, Viét Nam)
6.1. Co sé san xuat: Cong ty ¢d6 phan Pymepharco (Pia chi: 166 - 170 Nguyén Hué,
thanh phé Tuy Hoa, tinh Phii Yén, Viét Nam)
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Ciprofloxacin
500mg

Ciprofloxacin (dudi
dang Ciprofloxacin HCI)
500mg

Vién nén bao
phim

VD-22606-15




