SO Y TE KIEN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM

TRUNG TAM Y TE KIEN HAI Poc lap - Tw do - Hanh phiic
S6: 04 /TTYT-KHNV&DD Kién Hai, ngay 07 thang 01 nam 2025

V/v dinh chi luu hanh, thu hoi va tiéu
huy m§ pham khong dat tiéu chuén
chat lugng
Kinh gui:
- Céc Tram Y té x4 truc thudc Trung tdm Y té Kién Hai;
- Céc co s6 kinh doanh, str dung m§ phdm trén dia ban huyén.
(Sau day goi tat la cac don vi)

Thyc hién cong van s6: 34/SYT-NVD ngay 06 thang 01 nam 2025 cua
S6'Y t€ tinh Kién Giang, v€ viéc dinh chi luu hanh, thu héi va tiéu huy my pham
khong dat ti€éu chuan chat lugng (dinh kém).

Trung tam Y té huyén Kién Hai thong bao dén céac don vi thuc hién noi
dung nhu sau:

1. Tién hanh ra soat, ngimg ngay viéc luu thong, kinh doanh sir dung 16
san pham “Obagi-CFx C-Clariflying Séum” —Hop 1 chai 30ml theo tinh than
Cong van s6 4201/QLD-MP ngay 30/12/2024 néu trén va tra lai co s& cung ing
san pham.

2. Lanh dao cac Tram Y té x4 truc thudc; trién khai thuc hién noi dung
thong bao nay dén cac bd phan truc thudc; dé nghi phéi hop Uy ban Nhan dan
céc x4 trién khai noi dung théng bao nay dén céc co sd kinh doanh, sir dung m§
pham thudc dia ban quan ly dugc biét, thuc hién thu hdi san pham vi pham néu
trén bao két qua thu hdi vé Phong Ké hoach Nghiép vu va & Diéu dudng Trung
tam Y té huyén.

Nhan dugc cong vin yéu cau lanh dao cac Tram Y té x4, phéi hop véi Uy
ban Nhan Dan cic x; Céc co s kinh doanh, sir dung my pham trén dia ban
huyén nghiém ttc trién khai thuc hién. Moi thong tin Chi tiét xin lién hé Ds B3
thi Thom Phé Phong ké hoach Nghiép vu & Piéu dudng, DT: 0916713008./. (ke

Noi nhin:

- Nhur trén;

- Trang TTDT-TTYT;

- Luu P.KHNV&DD-TTYT, Ds Thom.




UBND TiNH KIEN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Poc lap - Tw do - Hanh phic

S6:34 /SYT-NVD Kién Giang, ngay 06 thang 01 ndm 2025
V/v dinh chi luu hanh, thu hdi va
tiéu huy my. pham khong dat
tiéu chudn chat lugong

Kinh gui: .

- Céc co quan, don vi thudce va truc thugc S¢ Y té;

- Céc co s¢ kinh doanh, sir dung m¥ phﬁm trén dia ban tinh.
(Sau ddy goi tdt la cdc don vi)

Thyc hién Cong van s6 4201/QLD-MP ngay 30/12/2024 cia Cuc Quan ly Dugc
—BJ Y té v€ viéc dinh chi luu hanh, thu hoi va tiéu hiy my pham khéng dat tiéu chuén
chat lugng (dinh kem),

S&'Y té dé nghi cac don vi thuc hién ndi dung sau:

1. Tién hanh ra soat, nglmg ngay viéc kinh doanh, sir dung 16 san p,hém “Obagi-
C Fx C-Clariflying Serum” — Hop 01 chai 30ml theo tinh than Cong van so 4201/QLD-
MP ngay 30/12/2024 néu trén va tra lai co s& cung trng san pham.

2. Bé nghi Thu trudng cac don vi trién khai ndi dung cong vin nay dén cac bd
phén c6 lién quan; phdi hop v6i UBND céc huyén, thanh phé trién khai dén cic co s¢
kinh doanh, str dung my pham thudc dia ban quan ly dugc blet thuc hién viéc thu hdi
san phdm néu trén, dong thoi béo céo két qua thu hdi vé S&' Y té.

3. Giao Thanh tra S6' Y té chu tri, phdi hop cung co quan, don vi ¢6 lién quan
tién hanh kiém tra, gidm séat viéc thuc hién; xr ly don vi vi pham theo quy dinh hién
hanh.

S&'Y té thong bao dén cac don vi duge biét, thue hién./. -~ . :

Noi nhin:
- Nhu trén;
- UBND huyén, thanh ph (dé phdi hop);
- Phong Y t€ Phti Qudc (dé phdi hop);
- Trang TTDT SYT;
- Trang VPDT SYT;
-NVD;

- Luu: VT, ntqtram.

H Vin Diing
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y boi: CUC QUAN

 #6UC QUAN LY DUQC Poc 1ap - Tw do - Hanh phic
S6: 4201 /QLD-MP Ha No¢i, ngay 30 thdng 12 nam 2024
V/v dinh chi luu hanh, thu hoi va
tiéu huy my pham khong dat

tiéu chuan chat lugng

Kinh gui: ; 3
- S& Y té cac tinh, thanh pho truc thudc Trung wong;
.- Cong ty TNHH mt thanh vién thuong mai xuit nhap khiu Obagi Viét Nam
(Dia chi: Tang 2, Ha D6 Airport Building, S6 2 Hong Ha, Phuong 2, Qudn Tan Binh,
TP. Ho Chi Minh)
Cin ctr Diéu 71 Nghi 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 te;

Can ctr Piéu 2 Nghl dinh s6 124/2021/ND-CP ngay 28/12/2021 ctia Chinh phu
sira ddi, bd sung mot sd diéu ciia Nghi dinh s6 1 15/2018/ND-CP ngay 04/9/2018 cua
Chinh phu quy dinh xu phat vi pham hanh chinh vé an toan thuc pham va Nghi dinh
s6 117/2020/ND-CP ngay 28/9/2020 ctia Chinh phu quy dinh xir phat vi pham hanh
chinh trong linh vucy té;

Céan cur Diéu 45 Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cia Bo Y té
quy dinh v& quan ly my pham

Cén ctr Cong van s6 1369/VKNT-KHTH de ngay 24/12/2024 cua Vién Kiém
nghiém thuéc TP. H6 Chi Minh giri kém Phiéu kiém nghlem s6 0198A/VKN-
KTMP2024 ngay 24/12/2024 va hd so lién quan béo cdo 10 san pham Obagi-C Fx C-
Clarifying Serum - Hop 01 chai 30 ml. Trén nhén ghi S 16: 81262; NSX: 17/3/2023;
HSD: 17/3/2026; Cong ty san Xuét: Swiss-American CDMO LLC (Pia chi: 2055
Luna Road # 126 Carrollton, TX 75006, USA) T6 chic chiu trach nhi¢ém dua san
pham ra thi truong: Cong ty TNHH mot thanh vién thuong mai xuét nhap khau Obagi
Viét Nam, dia chi: 12-12A Nui Thanh, Phuong 13, Quéan Téan Binh, TP. Ho6 Chi Minh
(Pia chi hxen nay: Tang 2, Ha Do Airport Building, S6 2 Hong Ha, Phudng 2, Quan
Tén Binh, TP. H6 Chi Mmh)

Mau my pham trén do Vién Kiém nghlem thuoc T8 Ho Chi Minh 1y mAu tai
kho Cong ty TNHH mdt thanh vién thuong mai xuat nhap khau Obagi Viét Nam (Dia
chi: Lo II, SA dudong CN 13 cum III, nhém CN II, KCN Tén Binh, phuong Tay
Thanh, TP Ho Chi Minh) dé kiém tra chat luong. Ket qua kiém nghiém c6 phat hién
Hydroquinone v&i ham luong 0,027%.

Theo Phiéu cong b6 so 202941/23/CBMP-QLD da dugc Cuc Quan ly Dugc
cap sb tiép nhan cho san pham Obagi-C Fx C-Clarifying Serum, Cong ty san Xuat:
Swiss-American CDMO LLC (Dia chi: 2055 Luna Road # 126, Carrollton, TX
75006, USA) T6 chirc chiu trach nhi¢ém dua san pham ra thi trudng: Cong ty TNHH
mot thanh vién thuong mai xuat nhap khau Obagi Viét Nam, trong thanh phédn cong
thirc san pham ké khai trén Phiéu cong bd khong c6 thanh phan hydroquinone, nhung
c6 thanh phan c6 arbutin.

Theo céc tai liéu khoa hoc vé Arbutin (Tén khoa hoc (INCI name): 4-
Hydroxyphenyl-B-D- glucopyran051de tén khac: Beta arbutin; s6 CAS 497-76-7) khi
hoa tan trong nude c6 thé bi thiy phan tao ra mot luong rat nho hydroquinone.

Theo béo céo tai Cong vin sd 010- 2024-OBGVN dé ngay 18/12/2024 cua

Cong ty TNHH m6t thanh vién thuong mai xuit nhap khau Obagi Viét Nam, trong
mot sb diéu kién nhat dinh (vi du nhu tiép xuc 1au dai véi nhiét do hogic anh sang),




thanh phin beta arbutin trong san phdm c6 thé bi thity phén, giai phong ra mot lugng
rat nho hydroqulnone tu do.

Pé bao dam an toan cho nguorl st dung, Cuc Quan ly Dugc thong bdo:

1. Pinh chi luvu hanh, thu héi trén toan qubc 16 san phidm Obagi-C Fx C-
Clarifying Serum - Hop 01 chai 30 ml. Trén nhan ghi S6 16: 81262; NSX: 17/3/2023;
HSD: 17/3/2026; Cong ty san xuat: Swiss- American CDMO LLC (Dia chi: 2055
Luna Road # 126, Carrollton, TX 75006, USA) T chirc chiu trach nhi€ém dua san
pham ra thi truong: Cong ty TNHH mét thanh vién thuong mai xuat nhap khau Obagi
Viét Nam (Pia chi: 12-12A Nui Thanh, Phuong 13, Quan Tan Binh, TP. H6 Chi
Minh).

Ly do thu hoi: Mau kiém nghiém khéng dat tiéu chudn chét Tuong (c6 phat
hién hydroquinone v4i ham lugng 0,027%).

2. Dé nghi S Y té cac tinh, thanh phd truc thudc Trung wong:

- Thong bdo cho céac co s¢ kinh doanh, sir dung my pham trén dia ban ngimg
ngay viéc kinh doanh, sir dung 16 san phim Obagl -C Fx C-Clarifying Serum - Hop
01 chai 30 ml néu trén va tra lai co s& cung Ung san pham;

- Tién hanh thu hoi 16 va tiéu huy 16 san phdm vi pham néu trén; kiém tra, gidm
sat cac don vi thuc hién thong bdo nay; xtr ly cac don vi vi pham theo quy dinh hién
hanh.

3. Cong ty TNHH mét thanh vién thuwong mai xuit nhap khau Obagi Viét Nam
phai:

- Gtri thong bao thu hdi toi nhitng noi phan phéi, sir dung 16 san pham Obagi-
C Fx C- Clarlfymg Serum - Hop 01 chai 30 ml néu trén; Tiép nhan san pham tra lai
tir cac co s& kinh doanh va tién hanh thu héi, tiéu hity toan bd 16 san phdm khong
dap tmg quy dinh.

- Gri bdo céo thu hdi va tiéu huy 16 san pham Obagi-C Fx C-Clarifying Serum
- Hop 01 chai 30 ml néu trén vé Cuc Quan ly Dugc truée ngay 10/01/2025.

4. Pé nghi S6 Y té TP. H6 Chi Minh:

- Giam sat Cong ty TNHH mdt thanh vién thuong mai xuat nhap khéu Obagi
Viét Nam trong viéc thuc hién thu hdi va tiéu huy 16 san phim Obagi-C Fx C-
Clarifying Serum - Hop 01 chai 30 ml khong dap ing quy dinh.

- Kiém tra Cong ty TNHH m¢t thanh vién thuong mai xuét nhap khau Obagi
Viét Nam trong vige chap hanh cac quy dinh cua phap luat vé quan ly my pham trong
hoat dong sin xuat, kinh doanh m§ pham; Xir ly, xtr phat vi pham theo quy dinh hién

hanh.

- Bdo cdo két qua kiém tra, gidm sat v& Cuc Quan Iy Dugc truée ngay
10/02/2025.

Cuc Quan ly Duogc thong bao dé cac S& Y té, Cong ty biét va trién khai thuc
hién./.

Noi nhin: KT. CUC TRUONG
- Nhu trén;

- Cuc trudng (dé b/céo); o 5 Q_Q\CUC TRUONG
- VKNT TW, VKNT TP. HCM (dé biét); Sy BN\ A

- Trang TTDT Cuc QLD; : 4

- Luu: VT, MP (XH).



