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S6: 4200 /QLD-MP Ha Ngi, ngay3o thang 12 nam 2024
V/v dinh chi Iuu hanh, thu hdi va
tiéu huy my pham khong dat
tiéu chuan chét lugng

Kinh gui: ) )
- S& Y té céc tinh, thanh phd truc thudc Trung wong;
- Cong ty TNHH mdt thanh vién thuong mai Xuat nhap khau Obagi Viét Nam
(Pia chi: Tang 2, Ha Dé Airport Building, S6 2 Hong Ha, Phirong 2, Qudn Tan Binh,
TP. Hé Chi Minh)

Can ct Diéu 71 Nghi dinh s 117/2020/ND-CP ngay 28/9/2020 ctia Chinh pht
quy dinh xir phat vi pham hanh chinh trong linh vuc y té;

Can ctr Piéu 2 Nghi dinh s 124/2021/ND-CP ngay 28/12/2021 ctia Chinh phu
stra d6i, bd sung mot s6 diéu ctia Nghi dinh s6 115/2018/ND-CP ngay 04/9/2018 cia
Chinh pht quy dinh xtr phat vi pham hanh chinh vé an toan thuc pham va Nghj dinh
s6 117/2020/ND-CP ngay 28/9/2020 cua Chinh phii quy dinh xtr phat vi pham hanh
chinh trong linh vuc y té;

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

Can ctr Cong vin s6 1369/VKNT-KHTH dé ngay 24/12/2024 cua Vién Kiém
nghiém thuéc TP. H6 Chi Minh gui kém Phiéu kiém nghiém sé 0197/VKN-
KTMP2024 ngay 20/12/2024 va ho so lién quan bao cao 16 san pham Obagi Nu-
Derm Blend Fx - Chai 57g. Trén nhan ghi S6 16: 88011; HSD: 12/9/2026; Cong ty
san xuat: G.S. Cosmeceutical USA, Inc (Pia chi: 131 Pullman Street, Livermore, CA
94551, USA); T6 chitc chiu trach nhiém dua san pham ra thi truong: Cong ty TNHH
mét thanh vién thwong mai xuat nhap khau Obagi Viét Nam, dia chi: 12-12A N
Thanh, Phuong 13, Quan Tan Binh, TP. H6 Chi Minh (Pia chi hién nay: Tang 2, Ha
Do Airport Building, S6 2 Hong Ha, Phuong 2, Quan Tan Binh, TP. Ho Chi Minh).

Mau my pham trén do Vién Kiém nghiém thudc TP. H6 Chi Minh iy mau tai
kho Céng ty TNHH mot thanh vién thuong mai xuat nhap khau Obagi Viét Nam (Dia
chi: Lo II, 5SA duong CN 13 cum III, nhém CN II, KCN Tan Binh, phuong Tay
Thanh, TP. H6 Chi Minh) dé kiém tra chét lugng. Két qua kiém nghiém c6 phat hién
Hydroquinone v4i ham lugng 0,019%.

Theo Phiéu cong bd sé 202985/23/CBMP-QLD di dugc Cuc Quan 1y Duogc
cap cho san pham Obagi Nu-Derm Blend Fx, Cong ty san xuat: G.S. Cosmeceutical
USA, Inc (Pia chi: 131 Pullman Street, Livermore, CA 94551, USA); T chiic chiu
trach nhiém dua san pham ra thi truong: Cong ty TNHH mot thanh vién thuong mai
xuat nhap khau Obagi Viét Nam, trong thanh phan cong thiic san pham ké khai trén
Phiéu cong bb khdng c6 thanh phan hydroquinone, nhung c¢6 thanh phan cé arbutin.

Theo cac tai liéu khoa hoc vé Arbutin (Tén khoa hoc (INCI name): 4-
Hydroxyphenyl-B-D-glucopyranoside; t€n khéc: Beta arbutin; s6 CAS 497-76-7) khi
hoa tan trong nudc c6 thé bi thay phan tao ra mot luong rat nhé hydroquinone.

Theo béo céo tai Cong van sd 010- -2024-OBGVN dé ngay 18/12/2024 cua
Cong ty TNHH m¢t thanh vién thuong mai xuat nhdp khau Obagi Viét Nam, trong



mot sd diéu kién nhét dinh (vi du nhu tiép xtc 1au dai v6i nhiét d6 hodc anh sang),
thanh phan beta arbutin trong san pham c6 thé b thity phan, giai phong ra mot luong
rat nho hydroquinone tu do.

Pé bao dam an toan cho ngudi sir dung, Cuc Quan 1y Dugc thong bao:

1. Pinh chi luu hanh, thu hdi trén toan qudc 16 san phdm Obagi Nu-Derm
Blend Fx - Chai 57g. Trén nhan ghi S6 16: 88011; HSD: 12/9/2026; Cong ty san xuat:
G.S. Cosmeceutical USA, Inc (Pia chi: 131 Pullman Street, Livermore, CA 94551,
USA); T6 chtic chiu trach nhiém dwa san pham ra thi truong: Cong ty TNHH mot
thanh vién thuong mai xuat nhap khau Obagi Viét Nam (Pia chi: 12-12A NUGi Thanh,
Phuong 13, Quan Tan Binh, TP. H56 Chi Minh).

Ly do thu hdi: Mau kiém nghiém khéng dat tiéu chuin chat luong (c6 phat
hién hydroquinone véi ham lugng 0,019%).

2.Pé nghi SO'Y té cAc tinh, thanh phé truc thudc Trung wong:

- Thdng béo cho cac co sé kinh doanh, sir dung my pham trén dia ban nging
ngay viéc kinh doanh, sir dung 16 san pham Obagi Nu-Derm Blend Fx - Chai 579
néu trén va tra lai co s¢ cung tng san pham;

- Tién hanh thu hoi 16 va tiéu huy 16 san pham vi pham néu trén; kiém tra, giam sat
cac don vi thuc hién thong bao nay; xir Iy cadc don vi vi pham theo quy dinh hién hanh.

3. Cong ty TNHH mot thanh vién thuong mai xuat nhap khau Obagi Viét Nam
phai:

- Giri thong bao thu hdi téi nhitng noi phan phdi, sir dung 16 san pham Obagi
Nu-Derm Blend Fx - Chai 57g néu trén; Tiép nhan san pham tra lai tir cac co s¢ kinh
doanh va tién hanh thu héi, tiéu huy toan bd 16 san pham khong dap tng quy dinh.

- Gtri bao céo thu hoi va tiéu huy 16 san pham Obagi Nu-Derm Blend Fx - Chai
579 néu trén vé Cuc Quan Iy Dugc trude ngay 10/01/2025.

4. Pé nghi S¢'Y té TP. H6 Chi Minh:

- Gidm sat Cong ty TNHH mét thanh vién thuong mai xuat nhap khau Obagi
Viét Nam trong viéc thuc hién thu hoi va tiéu hity 16 san pham Obagi Nu-Derm Blend
Fx - Chai 57g khong dap ung quy dinh.

- Kiém tra Cong ty TNHH mot thanh vién thuong mai xuat nhap khau Obagi
Viét Nam trong viéc chip hanh céc quy dinh ctia phéap luat vé quan Iy my pham trong
hoat dong san xuat, kinh doanh my pham; Xir 1y, xir phat vi pham theo quy dinh hién
hanh.

- Ba0o cao két qua kiém tra, giam sat vé Cuc Quéan 1y Duoc truéc ngay
10/02/2025.

Cuc Quan 1y Duoc théng bao dé cac S&' Y té, Cong ty biét va trién khai thuc
hién./.
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