B e ,
g ey BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

== "CyC QUAN LY DUQC Dgc 1ap - Ty do - Hanh phic

S6: 2264 /QLD-MP Ha Ngi, ngay 04 thang8  ndm 2025

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

Kinh guri:

- S& Y té céc tinh, thanh phé truc thudc Trung uwong;

- Cong ty ¢b phan tap doan duoc pham Starmed (Pja chi: C12, TT6
khu do thi Van Quadn — Yén Phuc, phuong Phuc La, qudn Ha Poéng, TP. Ha Noi nay
la C12, TT6 khu do thi Van Quan — Yén Phuic, phuwong Duong Noi, TP. Ha Néi; SDT:
0904882856);

- Cong ty c¢b phan duoc phdm coéng nghé cao Starmed (Pia chi:
Thon Xuan Pao, xa Xuan Duc, thi xa My Hao, tinh Hung Yén nay la Thon Xudn Dao,
phuong Puong Hao, tinh Hung Yén,; SPT: 0904882856).

Cin ci Piéu 70 Nghi dinh sd 117/2020/ND-CP ngay 28/9/2020 ciia Chinh
phu quy dinh xtr phat vi pham hanh chinh trong linh vuc y té;

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

Can ctr Diéu 45, Diéu 46 Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 caa
B3 Y té quy dinh vé quan 1y my pham,;

Can cir Cong van s 1114/KNTMPTP-KHTCKT dé ngay 18/7/2025 cua
Trung tdm kiém nghiém thudc, my pham, thuc pham - So Y té TP. Ha Noi giri kém
Phiéu kiém nghiém sé 27/KNM-25 ngay 18/7/2025 va hd so lién quan bao cao 16 san
pham Gel Promed — Hop 1 tuyp 30g, s6 tiép nhan PCB 52/22/CBMP-HY, S6 16 SX:
010124, NSX: 08/01/2024; HSD: 08/01/2027; T6 chirc chiu trach nhiém dua san
pham ra thi trudng: Cong ty cd phan tap doan dugc pham Starmed (Pia chi: C12,
TT6 khu d6 thi Van Quan — Yén Phuc, phuong Phic La, quan Ha Bong, TP. Ha N6i),
Cong ty ¢ phan duoc pham cong nghé cao Starmed (Pia chi: Thon Xuan Pao, xa
Xuan Duc, thi xa My Hao, tinh Hung Yén) san XUuat.

Mau my pham trén do Trung tam kiém nghiém thubc, my pham, thyc pham —
S¢ Y té TP. Ha Noi lay mAu tai Nha thuéec An Khanh (Pia chi: s6 nha 3, ngd 51, phd
Tran Dién, phuong Pinh Cong, quan Hoang Mai, TP. Ha Ni) dé kiém tra chat luong.
Két qua kiém nghiém cho thidy mau thtr chira Methylparaben khong cé trong thanh
phan cong thic san pham da duoc cap sb tiép nhan Phiéu cong bd san pham my
pham; ham lugng Phenoxyethanol trong mau thir 13 1,08%, vuot qué gidi han cho
phép 1a 1,0% theo quy dinh tai Tham chiéu s 29, Phu luyc VI (Annexes VI) Hiép



dinh my pham ASEAN: Nhin, huéng dan st dung c6 céc ndi dung khdng phu hop
véi Phiéu cong bd va Thong tu sé 06/2011/TT-BYT.

Cuc Quan ly Dugc thong bao:

1. Binh chi lvu hanh, thu héi trén toan qudc 16 san pham Gel Promed — Hop 1
tuyp 30g, sb tiép nhan PCB 52/22/CBMP-HY, S 16 SX: 010124, NSX: 08/01/2024;
HSD: 08/01/2027; T6 chirc chiu trach nhiém dua san pham ra thi trudng: Cong ty cd
phﬁn tap doan duoc phém Starmed (Pia chi: C12, TT6 khu d6 thi Van Quan — Yén
Phiic, phudng Phiic La, quan Ha Pong, TP. Ha Noi), Cong ty cd phan dugc pham
cong ngh¢ cao Starmed (Pia chi: Thon Xuan Dao, xa Xuan Duc, thi xa My Hao, tinh
Hung Yén) san xuat.

Ly do thu hoi:

- MAu kiém nghiém chira Methylparaben khong c6 trong thanh phan cong thic
san pham da dugc cap so tiép nhan Phiéu cong bd san pham my pham.

- Két qua kiém nghiém cho thiy ham luong Phenoxyethanol trong mau tht Ia
1,08%, vuot qua gidi han cho phép 1a 1,0% theo quy dinh tai Tham chicu sb 29, Phu
luc VI (Annexes V1) Hiép dinh my pham ASEAN;

- Nhan, huéng dan st dung ciia san pham cé cac noi dung khdng phi hop véi
Phiéu cong bb va Thong tu s6 06/2011/TT-BYT: chira cum tir khéng phu hop voi
san pham my pham nhu “ngira seo”, “Tai tao té bao da mai, mau lanh vét thuong”,
“Pdi tuong str dung: Cac bénh ngoai da do nhidm virus: tay chan miéng, hepes, thuy
dau (trai da, phong da), zona, sai; Vét thuong nho & bé mat da, vét cat, vét rach da
nho it chay mau, phong rop, chay xudc; Vét bong nhe dén vira; Mun triing ca; Viém
da, viém 15 chan 18ng, 1¢ loét, mun nudc; Vét con trung can, mudi dot”.

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

- Thong béo cho cac co sé kinh doanh, st dung my pham trén dia ban ngimg
ngay viéc kinh doanh, str dung 16 san pham Gel Promed — Hop 1 tuyp 30g néu trén
va tra lai co s& cung ing san pham;

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

3. Cong ty co phan tap doan dugc pham Starmed, Cong ty c¢6 phan dugc pham
cong nghé cao Starmed phai:

- GUi thong bao thu hoi téi nhitng noi phan phdi, str dung 16 san pham Gel
Promed — HOp 1 tuyp 30g néu trén; Ti€p nhan san pham tra lai tir cac co so kinh
doanh va tién hanh thu hoi, tiéu huy 16 san pham khong dap tmg quy dinh.

- Giri bao cao thu hdi 16 san pham Gel Promed — Hop 1 tuyp 30g néu trén vé
Cuc Quan ly Dugc trudc ngay 29/8/2025.

- Ra sodt viéc san xudt va ghi nhin nhan, hudng dan st dung d6i véi céac 16
khéc da san xuat ctia san pham vi pham, truong hop c6 16i tuong tu nhu 16 san pham
vi pham néu trén, Cong ty phai khan truong thong bao thu hoi dén cac co so phan



phdi, str dung va giri bao cdo viéc ra soét, thu hdi san pham vé Cuc Quan 1y Dugc
truedc ngay 14/8/2025. Cong ty chiu hoan toan trach nhiém trudc phap luat néu bao
cao khong trung thuc.

4. Pé nghi SO Y té TP. Ha Noi, SO Y té tinh Hung Yén:

- Giam st Cong ty co phan tap doan duoc pham Starmed, Cong ty ¢6 phan dugc
pham cong nghé cao Starmed trong viéc thyc hién thu hoi, tiéu huy 16 san pham Gel
Promed — Hop 1 tuyp 30g khong dap timg quy dinh.

- Thu hdi sé tiép nhan Phiéu cong bb san pham my pham 52/22/CBMP-HY
theo quy dinh tai diém b, d khoan 1 Diéu 46 Thong tu s6 06/2011/TT-BYT.

- Kiém tra Cong ty co phan tip doan duoc pham Starmed, Cong ty cd phan
duoc pham cong nghé cao Starmed trong viéc chap hanh cac quy dinh cua phap luat
v€ quan ly my pham trong hoat dong san xuat, kinh doanh my pham; Xu ly, xtr phat
vi pham theo quy dinh hi¢n hanh.

- Bao cdo két qua kiém tra, giam sat vé Cuc Quan ly Duogc trudc ngay
14/9/2025.

Cuc Quan 1y Dugc théng béo dé cac So' Y té, Cong ty biét va trién khai thuc hién./.
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