UBND THANH PHO PANANG ~ CQNG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Poc 1ap - Tw do - Hanh phic
$6:5306 /SYT-NVD Pa Nang, ngay 18&hang 9 nam 2024

VIV thu hdi Glay dang ky luu hanh thuoc
tai Viét Nam d6i véi thude da dugc cip
gidy dang ky luu hanh

Kinh guri:
- Cac co so kham chira bénh trén dia ban;
- Céc co s ban bubn, ban Ié, sir dung thuoc trén dia ban.

Can ctr vao cac Quy dinh vé€ quan ly dugc hién hanh cia Viét Nam;

Thyc hién Quyet dinh sé 634/QP-QLD ngay 17/9/2024 cia Cuc Quaén ly
Duogc Ve viée thu ho6i Gidy dang ky luu hanh thudc tai Viét Nam doi véi thude da
dugc cap gidy dang ky luu hanh.

Pé dam bao an toan va hiéu qua cho ngudi dung thudc, S¢ Y té thanh phd
Da Ning théng bao:

1. Thu hdi gidy dang ky luu hanh thudc ddi v6i 11 thude tai Phu luc dinh
kém theo Cong van nay.

Ly do: Co s& dang ky thuéc dé nghi tu nguyén thu hoéi gidy dang ky luu
hanh thubc tai Viét Nam.

2. Thudc duoc san xuét trude ngay Quyét dinh nay co hiéu luc dugc phep
lwu hanh dén hét han dung cua thude. Co s& dang ky thudc, san xuét thuc phai
c6 trach nhiém theo ddi va chiu trach nhiém vé chét lugng, an toan, hi€u qua cua
thudc trong qué trinh luu hanh.

3. Thanh tra S¢ Y té cha tri, phdi hop voi cac Phong Nghiép vu Duoc,
Phong Nghiép vu Y, Trung tdm Kiém nghiém Da Ning kiém tra, giam séat cac
don vi thuc hién thong bao nay; xtr Iy nhitng don vi vi pham theo quy dinh hién
hanh./. ~Lws

Noi nhén: GIAM POC
- Nhu trén;

- BGD S6'Y té (dé biét);

- Céc phong: NVY, Ttra (thyc hién);

- Trung tm Kiém nghiém (thyc hién);
- Hoi duge hoc (phdi hop);

- Website ciia SO Y té;

- Luu: VT, NVD.

Tran Thanh Thiy



PHU LUC
DANH MUC 11 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Pinh kém Cong van s6 5306/NVD-SYT ngay 1§ 9/ 2024 ciia S6' Y té thanh phé Da Néng)
1. Co sé dang ky: Cong ty TNHH Lién doanh Stellapharm (bia chi:
K63/1 Nguyen Thi Soc, ap My Hoa 2, xa Xudn Thoi Bong, huyén Hoc Mon,
thanh pho H6 Chi Minh, Viét Nam)
1.1 Co s& san xuat: Cong ty TNHH Lién doanh Stellapharm (Bia chi:
K63/1 Nguyén Thi Séc, ap My Hoa 2, xd Xudn Théi Péng, huyén Héc Mén,
thanh pho H6 Chi Minh, Viét Nam)

STT Tén thudc Hoat chit, ham lwong | Dang bao ché S6 ding ky
Albendazole ‘a . VD-25032-16
1 Stella 400 mg Albendazol 400mg Vién nhai
Diclofenac Stella Vién neg beb
2 50 mg Diclofenac natri 50mg | phim tan trong | VD-21098-14
rudt

2. Co s6¢ dang ky: Cong ty TNHH Lién doanh Stellapharm (Dia chi:
K63/1 Nguyen Thi Soc, ap My Hoa 2, xa Xuan Thoi Dong, huyén Hoc Mon,
thanh pho H6 Chi Minh, Viét Nam)

2.1 Co sé san xuat: Cong ty c6 phan Sanofi Viét Nam (Pia chi: L6 1-8-2,
Puong DS, Khu Céng nghé cao, Phuwong Long Thanh My, thanh phé Thi Pirc,
thanh pho H6 Chi Minh, Viét Nam)

STT Tén thudc Hoat chit, ham lwong | Dang bao ché S6 ding ky

Vign nén bao 893115380023
3 | Flagyl 250 mg | Metronidazol 250mg him (SPK cii: VD-
P 28322-17)

3.Co sé ding ky: Coéng ty c¢6 phin dwge phim Trung wong I —
Pharbaco (Pia chi: 160 Tén Dirc Thing, phuwong Hang Bét, qudin Péong Pa,
thanh pho Ha Noi, Viét Nam)

3.1.Co sé sian xuat: Cong ty co phan dwgc pham Trung wong | —
Pharbaco (Pia chi: Thén Thach Léi, xd Thanh Xudn, huyén Séc Son, thanh phé
Ha Ngi, Viét Nam)

STT Tén thudc Hoat chit, ham lwgng | Dang bao ché So diing ky

Esomeprazol (dudi

dang bot dong kho  [Thude bot dong

Esomeprazol natri) | kho pha tiém
40mg

4. Cong ty co phan sin xuat - thwong mai Duwgc pham Pong Nam (Pia

4 Dulcero VD-19948-13




chi: Lo 24, Puong 1A, Khu cdng nghiép Tan Tao, phuwong Tan Tao A, qudn Binh
Tan, thanh phé H6 Chi Minh, Viét Nam)
4.1.Co sé san xuit: Cong ty co phan san xuit - thwong mai Dwge phim

Pong Nam (Dia chi: Lo 24, Duong 14, Khu cong nghiép Tan Tao, phuong Tdn
Tao A, qudn Binh Tdn, thanh pho‘ Ho6 Chi Minh, Viét Nam)

STT Tén thudc Hoat chit, ham lwong | Dang bao ché S6 ding ky

5 | Dolumixib 200 | Celecoxib 200 mg |Vién nang cung| VD-20330-13

5. Co s& ding ky: Cong ty ¢6 phian dwge pham OPV (Pia chi: So 27,
Puong 34, Khu Cong Nghiép Bién Hoa II, phirong An Binh, thanh phé Bién Hoa,
tinh Bong Nai, Viét Nam)

5.1.Co s& san xuat: Cong ty co6 phan dwge pham OPV (Dja chi: S6 27,
Puong 34, Khu Cong Nghiép Bién Hoa II, phwong An Binh, thanh phé Bién Hoa,
tinh Bong Nai, Viét Nam)

STT Tén thudc Hoat chit, ham lwong | Dang bao ché S6 ding ky

MJi 5ml chira: .
0 . .
6 | Opemucol 0,3% Ambroxol HCI 15mg Siro VD-24833-16

Ambroxol hydroclorid

7 | Ambrolex 0,3% 15mg/5ml Siro VD-25739-16
8 | Ambrolex 0,6% Ambr%’é%:g%%?c'or'd Siro VD-26215-17
9 |Opeambrox 0,3%| , Vot Sml chira: Siro VD-25754-16

Ambroxol HCI 15mg

Mbi 5ml chira: :
0, - -
10 |Opeambrox 0,6%| , broxol HCI 30mg Siro VD-24243-16

6. Co s¢ ding ky: Cong ty c6 phan Pymepharco (Pia chi: 166 - 170
Nguyén Hué, thanh phé Tuy Hod, tinh Phii Yén, Viét Nam)

6.1.Co s¢ san xuat: Cong ty ¢d6 phan Pymepharco (Pia chi: 166 - 170
Nguyén Hué, thanh phé Tuy Hod, tinh Phii Yén, Viét Nam)

STT Tén thudc Hoat chit, ham lwong | Dang bao ché S6 ding ky

Ciprofloxacin (dudi Vi&n nén bao
dang Ciprofloxacin him VD-22606-15
HCI) 500mg P

Ciprofloxacin

1 500mg
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