BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phic
S6: 2908 /QLD-MP Ha Noi, ngay 15 thdng 04 ndm 2022
V/v dinh chi Iyu hanh, thu hoi m§ pham
khong dat tiéu chuan chat luong

Kinh gui:
- S6 Y té cac tinh, thanh phé truc thudc Trung wong;
- Cong ty 96 phan dugc VP - Pharm;
(Pia chi: O 213 L6 C5, Khu do thi mdi Dai Kim- Dinh Cong, P. Dai Kim,
Q. Hoang Mai, Tp. Ha N¢i)
- Cong ty TNHH lién doanh dugc my pham Ivypharma
(Pia chi: §6 6 Lo 8, thon Ha Thai, xd Duyén Thai, H. Thwong Tin, Tp. Ha Noi)

Can cua Piém b Khoan 1 Diéu 45 cua Thong tuw sd 06/2011/TT-BYT ngay
25/01/2011 ctia Bo Y té quy dinh vé quan ly my pham;

Can ctr Cong van s6 51/TTKN ngay 10/3/2022 cta Trung tam kiém nghiém
Thudc, M§ pham, Thye phdm Ha Tinh, Phiéu kiém nghiém s 096 ngay 08/3/2022 va
hd so lién quan béao céo két qua kiém nghiém san pham Kem chong né dudng am Hame
soft 10g (sb 16: 011020; ngay san xuét: 27/10/20; han dung: 27/10/23; trén nhan ghi
SCB: 7939/20/CBMP-HN, san pham cia Cong ty cd phan dugc VP - Pharm, Cong ty
TNHH lién doanh dugc m§ pham Ivypharma san xuét.

Mau my pham trén do Trung tdm kiém nghiém Thudc, My pham, Thuc pham
Ha Tinh 1dy mau tai Nha thubc Bao Han (Pia chi: 185 dudng Chinh Hiru, Tp. Ha Tinh,
tinh Ha Tinh) dé kiém tra chét luong. Mau thir khong dap ung yéu cau chat luong vé
gi¢i han vi sinh vt trong my pham (vé chi tiéu tong s vi sinh vat dém dugc) theo quy
dinh tai Thong tw s6 06/2011/TT-BYT ngay 25/01/2011 va Quy dinh hoa hop m§ pham
ASEAN (Téng s6 vi khuan dém dugc: 1,4.10°CFU/g).

Cuc Quan ly Duoc thong bao:

1. Pinh chi lvu hanh, thu hoi trén toan qudc 16 san phdm my pham Kem chong
né dudng 4m Hame soft 10g (s6 16: 011020; ngay san xuat: 27/10/20; han dung:
27/10/23; trén nhan ghi SCB: 7939/20/CBMP-HN, san pham ciia Cong ty ¢6 phan dugc
VP - Pharm, do Cong ty TNHH lién doanh dwgc my pham Ivypharma san xuét.

Ly do thu hdi: San phdm my pham khong dap mg yéu cau chét lugng vé gidi
han vi sinh vat trong my pham (chi tiéu tong sb vi sinh vat dém dugc) theo quy dinh
tai Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cia Bo Y té quy dinh vé quan ly
my pham va Hiép dinh my pham ASEAN.

2. Cong ty c6 phan dugc VP - Pharm, Cong ty TNHH lién doanh duoc my pham
Ivypharma phai:

- Giri thong bao thu hdi téi nhimg noi phan phéi, sir dung 16 san pham my pham
Kem chéng né dudng 4&m Hame soft 10g néu trén; tién hanh thu hoi toan bo 16 my pham
khong dap umg quy dinh.



- Giri bao c4o thu hoi 16 my pham khong dap tmg quy dinh vé Cuc Quan 1y Duoc
trude ngay 15/5/2022.

3. Pénghi S& Y té Tp. Ha Noi:

- Kiém tra Cong ty c¢6 phan dugc VP - Pharm, Cong ty TNHH lién doanh dugc
my pham Ivypharma trong viéc chdp hanh cac quy dinh ciia phap luat vé quan Iy my
pham trong hoat dong san xuét, kinh doanh my pham.

- Giam sat viéc thu hdi 16 my pham khong dap tmg quy dinh; Xt ly, xtr phat vi
pham theo quy dinh hién hanh va bao cao két qua vé Cuc Quan ly Dugc trude ngay
31/5/2022.

4. S& Y té cac tinh, thanh phé truc thudc Trung wong thong bao cho cac co s&
kinh doanh, sir dung my pham trén dia ban tién hanh thu héi 16 san phdam my pham vi
pham néu trén,; kiém tra, giam sat cac don vi thuc hién thong bao nay; xir ly cac don vi
vi pham theo quy dinh hién hanh./.
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