§ béi: CUC QUAN

& o BN BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

Ngay ky: 0:

H3UC QUAN LY DUQC Poc lap - Tw do - Hanh phtc

S6: 43 /QLD-MP Ha Ngi, ngay 08 thang o1 ndm 2026

V/v dinh chi luu hanh, thu hdi va
tiéu huy my pham vi pham

Kinh gtri: , ,
- S& Y t€ céc tinh, thanh pho;
- Cong ty TNHH dugc pham Thién Khanh.

(B/e: L6 D5A dueong sé 9, Khu cong nghiép L& Minh Xuan, x& Tan Nhut, TP. Hé Chi
Minh; SPT: 028.39571962)

Cén ctr Diéu 70 Nghj dinh s6 117/2020/ND-CP ngay 28/9/2020 ctia Chinh phu
quy dinh xur phat vi pham hanh chinh trong linh vuc y t€;

Can ct Diéu 2 Nghi dinh s6 124/2021/ND-CP ngay 28/12/2021 ctia Chinh phu
sira doi, bo sung mot s diéu ciia Nghi dinh s6 115/2018/ND-CP ngay 04/9/2018 cua
Chinh phti quy dinh xtr phat vi pham hanh chinh vé an toan thuc phdm va Nghi dinh
s& 117/2020/ND-CP ngay 28/9/2020 ctia Chinh phu quy dinh xt phat vi pham hanh
chinh trong linh vuc y té;

Can ct Piéu 45 Thong tu sd 06/2011/TT-BYT ngay 25/01/2011 ctua BO Y té
quy dinh vé quan Iy my pham;

Cian ctr Cong van sd 279/TTKN-HCTH dé ngay 23/10/2025 caa Trung tam
Kiém nghiém thuc, my pham, thuc pham - S Y té tinh Quang Ngai guri kém céc
Phiéu kiém nghiém sé 311/PKN va 313/PKN ngay 21/10/2025 va hd so lién quan béo
cao 02 16 san pham my pham Kem thoa da Tiacortisol — Hop 1 lo 8g, S6 16: C3105,
NSX: 16/9/2023, HSD: 15/9/2026 va S6 16: C3111, NSX: 08/11/2024, HSD: 07/11/2027,
S6 tiép nhan Phiéu cong bd 004937/20/CBMP-HCM, T6 chirc chiu trach nhiém dua
san pham ra thi treong va san xuat: Céng ty TNHH duoc pham Thién Khanh (bia chi:
L6 D5A duong sé 9, Khu cong nghiép Lé Minh Xuén, x& Tan Nhut, huyén Binh
Chénh, TP. H6 Chi Minh, nay 1a L6 D5A duong s6 9, Khu cong nghiép L& Minh
Xuan, xa Tan Nhut, TP. H6 Chi Minh).

MAau m¥ pham trén do Trung tam Kiém nghiém thubc, my pham, thuc pham -
S¢ Y té tinh Quang Ngai ldy mau tai Nha thuéc Long Chau 618 (Pia chi: Sb 481
Nguyén Trai, phuong Nghia L9, tinh Quang Ngai), Nha thudc Long Chéu 2255 (bia
chi: S6 386 Nguyén Nghiém, phuong Cam Thanh, tinh Quang Ngai) dé kiém tra chat
luong. Mau thir chira Propylparaben khong c6 trong thanh phan cong thirc san pham
da duoc céap sb tiép nhan Phiéu cong bd san pham my pham.

Tén san pham trén nhan san pham luu hanh ghi "TiA Cortisol" gay hiéu nham
cho ngudi tidu ding san pham do6 1a thudc.

Theo Vin thu sé6 01/CVGTr ngay 18/12/2025 cua Cong ty TNHH dugc pham
Thién Khanh kém cac tai liéu lién quan: Cng ty chi ké khai thanh phan Methylparaben,
khong ké khai thanh phan Propylparaben khi thuc hién cong bd san pham my pham
trong khi thuc té san xuat theo cong thic 4p dung cé sir dung ca Methylparaben va
Propylparaben.



Cuc Quan 1y Dugc thong bao:

1. Dinh chi luu hanh, thu hoi trén toan qudc toan bd cac 16 san pham Kem thoa
da Tiacortisol, Sé tiép nhan Phiéu cong bs 004937/20/CBMP-HCM, T6 chuc chiu
trach nhiém dua san pham ra thi truong va san xuat: Cong ty TNHH dugc pham Thién
Khanh (bia chi: L6 D5A duong sé 9, Khu céng nghiép L& Minh Xuan, xa Tan Nhut,
huyén Binh Chanh, TP. H6 Chi Minh, nay 1a L6 D5A duwong s 9, Khu céng nghiép
Lé Minh Xuan, x& Tan Nhut, TP. H6 Chi Minh).

Ly do thu hdi: M§ pham luu thong ¢ cong thirc khong dung nhu hd so d cong
bd; Nhan san pham luu hanh ghi "TiA Cortisol” gay hiéu nham cho nguoi tiéu dung
san pham d6 1a thudc.

2. Bé nghi SO Y té cac tinh, thanh phd:

- Thong bao cho cac co so kinh doanh, st dung my pham trén dia ban ngimg
ngay viéc kinh doanh, str dung san pham Kem thoa da Tiacortisol néu trén va tra lai
co sO cung ng san pham;

- Tién hanh thu hoi va tiéu hity toan bo cac 16 san pham vi pham néu trén; kiém
tra, giam sat cac don vi thuc hién thong bio nay; xtr 1y cac don vi vi pham theo quy
dinh hién hanh.

3. Cong ty TNHH duoc pham Thién Khanh phai:

- Giri thong béo thu hdi téi nhitng noi phan phdi, str dung san pham Kem thoa
da Tiacortisol néu trén; Tiép nhan san pham tra lai tir cic co sé kinh doanh va tién
hanh thu hoi, tiéu hity toan bo cac 16 san pham khong dap tng quy dinh.

- Gui bao cao thu hoi va tiéu huy toan bo cac 16 san pham Kem thoa da
Tiacortisol néu trén vé Cuc Quan 1y Dugc trude ngay 31/01/2026.

4. Pé nghi S¢' Y té TP. H6 Chi Minh:

- Giadm sé&t Cong ty TNHH dugc pham Thién Khanh trong viéc thuc hién thu
héi va tiéu hay toan bd cac 16 san pham Kem thoa da Tiacortisol khong dap tng quy
dinh.

- Kiém tra Cong ty TNHH duoc pham Thién Khanh trong viéc chap hanh cac
quy dinh cua phap luat vé quan ly my pham trong hoat dong san xuét, kinh doanh my
pham; Xir ly, xir phat vi pham theo dung tham quyén, Chuyen hd so téi co quan chuc
nang xur ly theo quy dinh néu vi pham hinh sy, San xuat, kinh doanh my pham gia.

- Béo céo két qua kiém tra, giam sat vé Cuc Quan ly Duogc trudc ngay
23/02/2026.

Cuc Quan ly Dugc thong béao dé cac SO Y té, Cong ty biét va trién khai thuc hién./.

Noi nhén: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cuc trudng (dé b/céo); .
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