e/ 332103?’ st BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phic
S6: 11489 /QLD-MP Ha N¢i,ngay 23 thang o9 nam 2021

V/v dinh chi thu hdi m§ phim
khong dat tiéu chuan chat-lugng

Kinh gui:
-86' Y t€ cac tinh, thanh phd truc thuéc Trung vong;
~Cong ty TNHH cdng nghé dugc pham GALI-USA;
(Pia chi: 107 Puong sé 40, phuong Tan Phong, Qudn 7, Tp. Hé Chi Minh)
- Cong ty CPDP Bidopharma USA - Chi nhanh Long An.
(Dia chi: Xuong K2-1, KCN Tdan Kim mo rong, thi tran Can Giugc, huyén
Can Giudc, tinh Long An)

Can ct Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cua Bo Y té quy
dinh vé quan ly my pham;

Can ct cac cong vin cua Trung tim kiém nghiém thudc, my pham, thuc
pham tinh Quang Ngai béo céo két qua kiém nghiém san pham Tinh chat gel
phu khoa FUVALCARE 150ml s6 L6 SX: 011221; NSX: 010521; HD: 010524
(SO cong bd: 0788/21/CBMP-LA cap ngay 19/4/2021) do Cong ty CPDP
Bidopharma USA - Chi nhanh Long An (Pia chi: Xudng K2-1, KCN Tan Kim
mo rong, thi tran Can Giudc, huyén Can Giudc, tinh Long An) san xuat; Cong ty
TNHH cong nghé dugc pham GALI-USA (Pia chi: 107 Pudng sb 40, phuong
Tan Phong, Quan 7, thanh phé H6 Chi Minh) chiju trach nhiém dua san pham
my pham ra thi trudng.

- Cong van sb6 264/BC-TTKN dé ngay 15/7/2021, kém theo Phiéu kiém
nghiém s6 626/PKN ngay 13/7/2021 vé mau my pham Tinh chét gel phu khoa
FUVALCARE 150ml s6 L6 SX: 011221 dugc lay tai Quay thudc Kim Thanh
(bia chi: Binh Long, huyén Binh Son, tinh Quang Ngai);

- Cong van sd 268/BC-TTKN dé ngay 20/7/2021 kém theo Phiéu kiém
nghiém sé 648/PKN ngay 19/7/2021 vé miu my pham Tinh chét gel phu khoa
FUVALCARE 150ml s6 L6 SX: 011221 duoc ldy tai Quay thudc Thu Han (Dia
chi: cho Binh My, huyén Binh Son, tinh Quang Ngii) va Phiéu kiém nghiém s6
649/PKN ngay 19/7/2021 vé miu my pham dugc 1ay tai Cong ty TNHH TM va
DV XNK DP Nguyén Thinh (Pia chi: 18/11 Chu Van An, thanh phd Quang
Ngai, tinh Quémg Ngﬁi)

Cac mau my pham trén duoc lay de kiém tra chat luong. Két qua kiém
nghiém cac mau thir khdng dap tmg yéu cau chat lugng vé tong sé vi sinh vat.

Cuc Quan 1y Dugc thong bao:

1. Binh chi luu hanh, thu hoi trén toan qudc san phadm my pham:

San pham Tinh chat gel phu khoa FUVALCARE 150ml (Sé cong bd:
0788/21/CBMP-LA cép ngay 19/4/2021) s6 L6 SX: 011221; NSX: 010521; HD:
010524 do Céng ty CPDP Bidopharma USA - Chi nhanh Long An san xuit;
Ccong ty TNHH cong nghé duoc pham GALI-USA chiu tréch nhiém dua san
pham ra thi truong.



Ly do thu hdi: San pham my pham khong dap tng yéu cau chat lugng vé
chi tiéu tong sb vi sinh vat.

2. Cong ty TNHH cdng nghé dugc pham GALI-USA va Cong ty CPDP
Bidopharma USA - Chi nhanh Long An phai:

- Gui théng béo thu héi téi nhitng noi phan phéi, sir dung san pham Tinh
chét gel phu khoa FUVALCARE 150ml s6 L6 SX: 011221; NSX: 010521; HD:
010524 (S6 cong bd: 0788/21/CBMP-LA cip ngidy 19/4/2021). Tién hanh thu
hoi toan bo 16'my pham khong dap tng quy dinh.

- Guri-béo céo thu hdi san pham trén vé Cuc Quan 1y Duoc trudc ngay
25/9/2021.

3. S¢ Y té thanh phd HO6 Chi Minh va S Y té tinh Long An kiém tra,
giam:sat viéc thu hoi my pham khong dap tng quy dinh, kiém tra viéc thyc hién
cacoquy dinh hién hanh vé san xuat, kinh doanh my pham caa Cong ty TNHH
cong nghé duoc pham GALI-USA va Céng ty CPDP Bidopharma USA - Chi
nhanh Long An; xt ly vi pham theo quy dinh va béo cao két qua vé Cuc Quan
1y Duoc.

4. S& Y té cac tinh, thanh phd truc thudc Trung wong thdng bao cho céc
co so kinh doanh, st dung my pham trén dia ban tién hanh thu hoi 16 san pham
my 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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