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S6: 588 /QLD-MP Ha Néi, ngay 23 thang 02 ndam 2024
V/v dinh chi luu hanh, thu hdi va tiéu hiry
my pham
Kinh guri:

-S6'Y té cac tinh, thanh phd truc thudc Trung vong;

- Cong ty c¢b phan cong nghé sinh hoc Bitechpharm:;

(Pia chi tru s¢ chinh: 184 Ti Xwong, t6 14, khu phé I, phwong Hiép
Ph, Tp. Thii Pire, Tp. H6 Chi Minh; Dia chi san xudt: S6 488 Hodng
Hiwu Nam, phwong Long Binh, Tp. Thii Pirc, Tp. Ho Chi Minh)

Can ctr Nghi dinh 93/2016/ND-CP ngay 01/7/2016 cua Chinh phu quy dinh
vé diéu kién san xuat my pham;

Can c Khoan 2 Diéu 70 Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020 cta
Chinh phu quy dinh xtr phat vi pham hanh chinh trong linh vuc y té;

Can ctr Khoan 20 Piéu 2 Nghi dinh s6 124/2021/ND-CP ngay 28/12/2021 ctia
Chinh phu stra d6i, bo sung mot s6 diéu cua Nghi dinh s6 115/2018/ND-CP ngay
04/9/2018 ctia Chinh phu quy dinh xt phat vi pham hanh chinh vé an toan thyc 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 vuc y té;

Can ctr Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 ctia BO Y té quy dinh
vé quan Iy my pham;

Can ¢t cong van sd 68/TTrB-P3 ngay 19/01/2024 ciia Thanh tra Bo Y té vé viéc
chuyén thng tin xa 1y vi pham hanh chinh, giri kém Quyét dinh s6 2/QB-XPHC ngay
15/01/2024 ciia Thanh tra Bo Y té vé xur phat vi pham hanh chinh Céng ty ¢4 phan
céng nghé sinh hoc Bitechpharm (Dia chi try so chinh: 18A Ta Xuong, t6 14, khu
phé 1, phudng Hiép Pha, Tp. Thi Birc, Tp. H6 Chi Minh) vé hanh vi vi pham hanh
chinh: San xuat san pham my pham c6 cong thizc khdng ding nhu hd so cong b san
pham my pham (Trong hé so 16 san xuat sir dung nguyén liéu MC-Salicare cé thanh
phan Dextrin va Nicacinamide khdng cé trong hd so cong bd san pham my pham) dbi
v6i 16 san pham Peeling acne serum (S6 16: 010623; NSX: 01/06/23; HSD:
01/06/2026; S phiéu cong bd: 2192/22/CBMP-HCM); T chitc chiu trach nhiém dua
san pham ra thi trudng, san xuat: Chi nhanh 2 Cong ty c6 phan cong nghé sinh hoc
Bitechpharm (Pia chi: S6 488 Hoang Hitu Nam, phuong Long Binh, Tp. Thu Prc,
Tp. H6 Chi Minh).

Cuc Quan 1y Dugc thong bao:

1. Pinh chi luu hanh, thu hoi trén toan qudc 16 san pham Peeling acne serum
(S6 16: 010623; NSX: 01/06/23; HSD: 01/06/2026; S6 phiéu cong bb:
2192/22/CBMP-HCM); T6 chirc chiu trach nhiém dua san pham ra thi trudng, san
xuat: Chi nhanh 2 Cong ty c6 phan cong nghé sinh hoc Bitechpharm, dia chi: S6 488
Hoang Hiru Nam, phudng Long Binh, Tp. Tha Puc, Tp. H6 Chi Minh.



Ly do dinh chi lvu hanh, thu hdi: San pham cé cong thire khong ding nhu hd
so cong bd san pham my pham.

2. Bé nghi SO Y té cac tinh, thanh phd tryc thudc Trung wong:

- Thong bao cho cac co sd kinh doanh, st dung my pham trén dia ban ngimg
ngay viéc kinh doanh, st dung 16 san pham Peeling acne serum néu trén va tra lai co
sO cung ung san pham;

- Tién hanh thu hoi 16 va tiéu hay 16 san phdm vi pham néu trén; kiém tra,
gidm sét cac don vi thue hién thong bao nay; xtr Iy cac don vi vi pham theo quy dinh
hién hanh.

3. Cong ty c6 phan cong nghé sinh hoc Bitechpharm phai:

- Gtri thong bao thu héi t6i nhitng noi phan phdi, st dung 16 san pham Peeling
acne serum néu trén; Tiép nhan san pham tra lai tir cac co s& kinh doanh va tién hanh
thu hoi, tiéu huy toan bo 16 san pham khong dap tng quy dinh.

- Giri bao c4o thu hoi va tiéu hay 16 san pham Peeling acne serum néu trén vé
Cuc Quan ly Duoc trude ngay 31/3/2024.

4. Bé nghi S0 Y té Tp. H6 Chi Minh:

- Tién hanh thu hoi s0 tiép nhan Phiéu cong bé san pham my pham
2192/22/CBMP-HCM theo quy dinh tai Bieu 46 Thong tu s6 06/2011/TT-BYT.

- Giam sat cac cong ty thuc hién thu hdi va tiéu hay 16 san pham Peeling acne
serum khéng dap tmg quy dinh; Béo céo két qua vé Cuc Quan 1y Dugc trude ngay
15/4/2024.].
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