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7 " CYC QUAN LY DUQC Dgc lap - Ty do - Hanh phic

S6: 483 /QLD-MP Ha Ngi, ngay 13 thang 02 ndam 2025

Vv dinh chi luu hanh, thu hdi my
pham luu thong ¢6 nhan khong
dap tng quy dinh

Kinh gtri: ) )
- S& Y té cac tinh, thanh phd truc thudc Trung wong;
_ - Cong ty TNHH Thuy Duong Aesthetically Yours.
(Dia chi: 95/54 Ap 5, xd Xuan Thoi Thuong, huyén Hoc Mon, TP. H6 Chi Minh;
SPDT: 0767726772)

Can ct Biéu 2 Nghi dinh s6 126/2021/ND-CP ngay 28/12/2021 caa Chinh
phi sta doi, bd sung mét sd diéu caa Nghi dinh sé 119/2017/NB-CP ngay
30/12/2021 cta Chinh phu sira doi, bo sung mot s6 diéu caa cac nghi dinh quy dinh
Xt phat vi pham hanh chinh trong linh vuc s& hitu céng nghiép; tiéu chuan, do luong
va chat luong san pham, hang hoa; hoat dong khoa hoc va cong nghé, chuyén giao
cong nghé; nang lwong nguyén ti;

Can ctr Diéu 45 Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cua Bo Y té
quy dinh vé quéan 1y my pham,;

Cin ctr Cong van s6 815/SYT-TTra dé ngay 23/01/2025 ciia So Y té TP Ho Chi
Minh vé viéc kiém tra, xir Iy vi pham hanh chinh Céng ty TNHH Thuy Duong
Aesthetically Yours, dia chi: 95/5A Ap 5, xd Xuan Théi Thuong, huyén Hoc Mén, TP.
H6 Chi Minh kém Quyét dinh s6 21/QD-XPHC ngay 14/01/2025 ctia Thanh tra So Y
té TP. HO Chi Minh xir phat vé hanh vi vi pham hanh chinh: Nhan phu san pham chia
cac noi dung nhu thudc chira bénh, gay hiéu nham cho nguoi sir dung; Nhan gdc
san pham ghi khong dng thanh phan cong thirc nhu ho so cong bd san pham my
pham ddi véi san pham Profiderm Azelaic Gel, s tiép nhan Phiéu cong bd
233458/24/CBMP-QLD; T chuc chiu trach nhiém dwa san pham ra thi truong: Cong
ty TNHH Thuy Duong Aesthetically Yours (Dia chi: 95/5A Ap 5, xd Xuan Théi
Thuong, huyén Hoc Mén, TP. Ho Chi Minh); Nha san xuét: Lidera Trading Ltd OOD,
Bungari.

Cuc Quan ly Dugc thong bao:

1. PBinh chi luu hanh, thu hoi trén toan qubc san pham Profiderm Azelaic Gel,
sO tiép nhan Phiéu cong bd 233458/24/CBMP-QLD; T6 chirc chiu trach nhiém dua
san pham ra thi trudng: Cong ty TNHH Thuy Duong Aesthetically Yours (Pia chi:
95/5A Ap 5, xa Xuan Théi Thuong, huyén Hoc Mon, TP. HO Chi Minh); Nha san Xuét:
Lidera Trading Ltd OOD, Bungari.

Ly do thu hoi: Nhan phu san pham chaa cac noi dung nhu thudce chita bénh,
gay hiéu nham cho ngudi sir dung; Nhan goc san pham ghi khong dung thanh phan
cong thizec nhu ho so céng bd san pham my pham.



2. Dé nghi S6' Y té cac tinh, thanh phd truc thudc Trung uong:

- Thong bao cho cac co so kinh doanh, sir dung my pham trén dja ban ngimng
ngay viéc kinh doanh, str dung san pham Profiderm Azelaic Gel néu trén va tra lai
co sO cung Ung san pham;

- Tién hanh thu hdi san phém vi pham néu trén; kiém tra, gidm sat cac don vi thuc
hién thong bao nay; xur Iy cac don vi vi pham theo quy dinh hién hanh.

3. Cong ty TNHH Thuy Duong Aesthetically Yours phai:

- Guri théng bao thu hdi t6i nhimg noi phan phdi, st dung san pham Profiderm
Azelaic Gel néu trén; Tiép nhan san pham tra lai tir cic co sé kinh doanh va tién
hanh thu hdi toan bd san pham khong dap tng quy dinh. Truong hop khéng loai bo
yéu t6 vi pham (khdng thé tach roi nhadn hang hda vi pham ra khoi hang héa) thi
budc tiéu hily san pham Profiderm Azelaic Gel néu trén theo quy dinh tai khoan 54
Piéu 2 Nghi dinh s 126/2021/ND-CP.

- Guri bao c4o thu hdi san pham Profiderm Azelaic Gel néu trén vé Cuc Quan 1y
Duoc trudc ngay 10/3/2025.

4. Pé nghi S6' Y té TP. H6 Chi Minh: Giam sat Cong ty TNHH Thuy Duong
Aesthetically Yours trong viéc thuc hién thu hdi san pham Profiderm Azelaic Gel
khong dap ing quy dinh; Bao cao két qua giam sat vé Cuc Quan ly Duoc trudc ngay
25/3/2025.

Cuc Quén Iy Dugc thong bao dé cac SO Y té, Cong ty biét va trién khai thuc
hién./.
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