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Sé: 483 /QLD-MP Ha Néi, ngay 13 thang 02 ndm 2025

V/v dinh chi luu hanh, thu hoi my
pham luu thong c6 nhan khong
dap img quy dinh

Kinh guri: ) )
- S0 Y té cac tinh, thanh pho truc thudc Trung vong;
- Cong ty TNHH Thuy Duong Aesthetically Yours.

(Pia chi: 95/54 Ap 5, xa Xuan Thoi Thweong, huyén Hoc Mon, TP. Ho Chi Minh;
SDT: 0767726772)

Cin ctr Diéu 2 Nghi dinh sé 126/2021/ND-CP ngay 28/12/2021 ciia Chinh
phu stra doi, bd sung mot s6 diéu cua Nghi dinh sé 119/2017/ND-CP ngay
30/12/2021 ciia Chinh phu sira d6i, bé sung mét sb diéu cua cac nghi dinh quy dinh
xir phat vi pham hanh chinh trong linh vuc s& hitu cong nghiép; tiéu chuan, do luong
va chét luong san pham, hang hoa; hoat dong khoa hoc va cong nghé, chuyén giao
cong ngh¢; nang lwgng nguyen tur;

Can cir Piéu 45 Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 caa B Y té
quy dinh vé quan Iy m§ pham;

Cin cir Cong van s6 815/SYT-TTra dé ngay 23/01/2025 ctia S§ Y té TP Ho Chi
Minh vé viéc kiém tra, xir Iy vi pham hanh chinh Céng ty TNHH Thity Duong
Aesthetically Yours, diachi: 95/5A ﬁ\p 5, x4 Xuan Thoéi Thuong, huyén Hoc Mon, TP.
Ho Chi Minh kém Quyét dinh s6 21/QD-XPHC ngay 14/01/2025 cta Thanh tra S& Y
té TP. H6 Chi Minh xtr phat vé hanh vi vi pham hanh chinh: Nhan phy san pham chira
cac ndi dung nhu thudc chira bénh, gay hiéu nham cho nguoi sur dung; Nhan géc
san pham ghi khong diing thanh phan cong thirc nhu ho so cong bod san pham my
phim ddi véi san phiam Profiderm Azelaic Gel, sé tiép nhan Phiéu cong bd
233458/24/CBMP-QLD:; T4 chirc chiu trach nhiém dura san pham ra thi truong: Cong
ty TNHH Thuy Duong Aesthetically Yours (Dia chi: 95/5A Ap 5, xa Xuan Théi
Thuong, huyén Hoc Mon, TP. Ho Chi Minh); Nha séan xuét: Lidera Trading Ltd OOD,
Bungari.

Cuc Quan ly Dugc thong bao:

1. Dinh chi lwu hanh, thu hdi trén toan qudc san pham Profiderm Azelaic Gel,
sO tiép nhan Phiéu cong bd 233458/24/CBMP-QLD; Té chic chiu trach nhiém dua
san pham ra thi truong: Cong ty TNHH Thily Duong Aesthetically Yours (Dia chi:
95/5A Ap 5, xa Xuan Thdi Thuong, huyén Hoc Mén, TP. H6 Chi Minh); Nha san xuat:
Lidera Trading Ltd OOD, Bungari.

Ly do thu hdi: Nhin phu san phf‘im chira cac ndi dung nhu thudc chira bénh,
gay hiéu nham cho nguoi sir dung; Nhan gdc san pham ghi khong dting thanh phan
cong thirc nhu ho so cong b6 san pham my pham.



2. Bé nghi S6'Y té cac tinh, thanh phé truc thudc Trung wong:

- Thong bao cho cac co sé kinh doanh, sir dung my pham trén dia ban ngimg
ngay viéc kinh doanh, sir dung san pham Profiderm Azelaic Gel néu trén va tra lai
cO sO cung ung san pham;

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

3. Cong ty TNHH Thuy Duong Aesthetically Yours phai:

- Giri thong bao thu hdi téi nhirng noi phan phéi, sir dung san pham Profiderm
Azelaic Gel néu trén; Tiép nhan san pham tra lai tir cac co s& kinh doanh va tién
hanh thu hdi toan bd san pham khong dap tmg quy dinh. Trudng hop khong loai bo
yéu té vi pham (khong thé tich rdi nhin hang hoa vi pham ra khoi hang hoa) thi
budc ti€u huy san phém Profiderm Azelaic Gel néu trén theo quy dinh tai khoan 54
Piéu 2 Nghi dinh s6 126/2021/ND-CP.

- Gri béo cao thu hdi san pham Profiderm Azelaic Gel néu trén vé Cuc Quan ly
Duogc trudc ngay 10/3/2025.

4. D¢ nghi S¢'Y t& TP. HO Chi Minh: Gidm sat Cong ty TNHH Thily Duong
Aesthetically Yours trong viéc thuc hién thu hoi san pham Profiderm Azelaic Gel
khong dap img quy dinh; Bao cao két qua giam sat vé Cuc Quan ly Dugc trudc ngay

25/3/2025.
Cuc Quan ly Duogc thong bao dé cac So' Y té, Cong ty biét va trién khai thuc
hi¢n./.
Noi nhn: KT. CUC TRUONG
-Nhutrén; __PHO CUC TRUONG
- Cuc truong (dé b/cédo); P f\\ -

- VKNT TW, VKNT TP. HCM (dé biét);
- Trang TTDT Cuc QLD;
- Luu: VT, MP (XH).

"?Ta Manh Hung

UBND TINH PHU YEN SAO Y BAN CHiNH

SOY TE
Sé 19 /SY-SYT Phu Yén, ngay 14 thang 02 nam 2025
Noi nhdn: TL.GIAM POC
- UBND céac huyén/tx/tp (p/hop); L5 "\ ANH VAN PHONG
- Cac co so kinh doanh dugc (t/hién); ( NANH VAN PHONG

- Thanh tra S& (p/hop);
- Trang TTDT SYT;
- Luu: VT, NVD(L)

Tran Thi Hién Vwong
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