o Kipceai BO Y TR CONG HOA XA HQI CHU NGHIA VIET NAM

3 | Coquan:BoY té

) 1 5EUC QUAN LY DUQC Pjc 1ap — Ty do — Hanh phiic
Sb: 602 /QD-QLD Ha Noi, ngay 20 thang 08 ndm 2024
QUYET PINH

Veé vigc thu hoi Gidy ding ky lwu hanh thudc tai Vigt Nam doi véi thude da dugc cap
giay dang ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Cdn cit Ludt Duwge sb 105/2016/QH13 ngay 06/04/2016;

Can cir Nghi dinh 54/2017/NP-CP ngay 08/05/2017 ciia Chinh phii quy dinh chi tiét
mot s6 diéu vé bién phap thi hanh Ludt duoc,

Can cir Nghi dinh 56 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira d6i mét
s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thudc pham vi quan Iy nha nuéce ciia
B¢ Y té;

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

Can cir Quyét dinh s6 1969/QD-BYT ngay 26/04/2023 ciia BY trucng B Y té quy
dinh chitc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan ly duoc thuoc Bo Y
té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trwéng Bé Y té quy
dinh viéc ding ky lwu hanh thude, nguyén liéu lam thudc;

Theo dé nghj ciia Truéng phong Phong Bang ky thuoc - Cuc Quan Iy Duorc.

QUYET PINH:
Picu 1. Thu hdi gidy dang ky luu hanh thudc tai Viét Nam ddi véi 02 thude theo
phu luc dinh kém Quyét dinh nay.

Ly do: Co so dang ky thude dé nghi tyr nguyén thu hdi gidy dang ky luu hanh thude
tai Viét Nam.

Piéu 2. Thudc duge san xuat trude ngay Quyét dinh nay cé hiéu luc duge phép luu
hanh dén hét han dung ciia thude. Co s dang ky thudce, san xuat thudc phai co trach nhiém
theo ddi va chiu trach nhiém vé chat lugng, an toan, hiéu qua cia thudc trong qué trinh luu

hanh.
Pi¢u 3. Quyét dinh nay co hiéu lyc ké tir ngay ky ban hanh.



Piéu 4. Giam dbc S6 Y té cac tinh, thanh phd truc thudc Trung wong, cic co sO
kinh doanh dugc va Giam déc co s& dang ky, san xuét c6 thude néu tai Piéu 1 chiju trach
nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT CUC TRUONG
- Nhu Diéu 4; )

- Thir truong P Xuan Tuyén (dé b/c);
- Cuc truong (dé b/c); & / ,
- Cuc Quany - Bo Quodc phong, Cuc Y té - Bo Cong el
an; Cuc Y té GTVT - By Giao thong vén tai; Tong \
Cuc Hai quan B9 Tai chinh;
- B4o hiém x4 hoi Viét Nam; Nl

-B0 Y té: Vu PC, Cuc YTDP, Cuc KHCN&DT; Cuc Nguyen Thanh Lam
QLKCB, Thanh tra By, Van phong NRA, Van phong

HDTV cap GDKLH thude, NLLT; Trung tm mua

sam QG;

- Vién KPQG VX&SPYT, Vién VSDTTW;

< Tong Cong ty Duge VN — CTCP, Cac Cong ty

XNK duoc phdm (xem Website Cuc QLD);

- Cac Bénh vién & Vién co giwong bénh tryc thudc

BYT,

- Cuc QLD: cac phong QLGT, QLKDD, QLCLT,

PC-HN, VP Cuc, Website Cuc QLD;

- Luu: VT, BKT (2b).
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Phu luc
DANH MUC 02 THUOC THU HOI GIAY PANG KY LUU HANH TAI
VIET NAM

(Kém theo Quyét dinhsé 602 /OP-QLD ngay20 /08 /2024 ciia Cuc Quan Iy Duoc)

1. Co sé dang ky: DKSH Singapore Pte. Ltd (Dia chi: 47, Jalan Buroh, #09-01,

Singapore (619491), Singapore)

1.1. Co sé san xuét: Allergan Pharmaceuticals Ireland (Pia chi: Castlebar Road,
Westport County Mayo, Ai-xo-len)

STT | Tén.| Hoat chatchinh— | Dang bao Quy Tieu | Tudi S6 ding ky
thuoc Ham lugng che cach chuan tho gia han

dong goi (théng) (S0 ding ky
da cap)

1. | Botox | Botulinum toxin Botpha | Hop 11o | NSX 36 539414110824
type A (tu vi dung dich (QLSP-998-17)
khuén tiém
Clostridium
botulinum) 50
don vi

2. | Botox | Botulinum toxin Boétpha | Hop 11o | NSX 36 539414110924
type A (tur vi dung dich (QLSP-997-17)
khuan tiém
Clostridium

botulinum) 200
don vi
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