UBND THANH PHO PANANG ~ CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Poc lap - Tu do - Hanh phic
Sb: 4768/SYT-NVD Pa Nang, ngay 27thang 8 nam 2024

VI thu hoi Gidy dang ky luu hanh thude
tai Viét Nam doi voi thude da dugce cap
giay dang ky luu hanh

Kinh gtri:
- 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 cua Viét Nam;

Thyc hién Quyet dinh s6 602/QD-QLD ngay 20/8/2024 cua Cyc Quan ly
Duoc vé viéc thu héi Gidy dang ky luu hanh thude tai Viét Nam dbi véi thude
da duoc cap gidy dang ky luu hanh.

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

1. Thu héi gidy dang ky luu hanh thudc d6i v6i 02 thude tai Phu luc dinh
kém theo Cong van nay.

Ly do: Co so dang ky thudc dé nghi tu nguyén thu hdi gidy dang ky luu
hanh thudc ta1 Viét Nam.

2. Thudc duoc san xuét trude ngay Quyét dinh nay co hiéu lue duoc phep
lwu hanh dén hét han dung cua thube. Co so dang ky thudc, san xuat thudc phai
c6 trach nhiém theo ddi va chiu trach nhiém vé chat luong, an toan, hi€u qua cua
thudc trong qué trinh luu hanh.

3. Thanh tra S¢ Y té chu tri, ph01 hop véi cac Phong Nghiép vu Duge,
Phong Nghiép vu Y, Trung tdm Kiém nghiém Da Ning kiém tra, giam sat cac

don vi thyc hién thong bio nay; xir Iy nhiing don vi vi pham theo quy dinh hién
hanh./. “lee—

Noi nhdn:

- Nhu trén;

- Ban GD S¢' Y té (dé biét);

- Cac phong: NVY, Ttra (thuc hién);

- Trung tdm Kiém nghiém (thyc hi¢n);
- Hoi dugc hoc (phdi hop);

- Website cuia SO Y té;

- Luu: VT, NVD.

Tran Thanh Thiy



PHU LUC
DANH MUC 02 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Pinh kém Céng van s64768/NVD-SYT ngay27 8 | 2024 ciia S¢ Y té thanh pho Pa Nang)
1. Co sé dang ky: DKSH Singapore Pte. Ltd (Pia chi: 47, Jalan Buroh,
#09-01, Singapore (619491), Singapore)
1.1 Co s& san xuit: Allergan Pharmaceuticals Ireland (Pja chi:
Castlebar Road, Westport County Mayo, Ai-xo-len)

n v . , = 2. S6 ding ky gia han
STT Tén |Hoat chat chinh -| Dang bao | Quy cach Tieu |Tudi tho Sé diine kv di
thuoc | Ham lwgng ché doéng goi | chuan | (thang) (S0 aI}g) yda
cap
Botulinum toxin
type A (tir vi khuan| Bt pha 539414110824
1. | Botox Clostridium dung dich | Hop 11o | NSX 36 004
botulinum) 50 don tiém (QLSP-998-17)
vi
Botulinum toxin
type A (tu vi khuan| Bot pha 539414110924
2. | Botox Clostridium dung dich | Hop 1 1o | NSX 36 007
botulinum) 200 tiém (QLSP-997-17)
don vi
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