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EE BOVYTE CONG HOA XA HOI CHU NGHIA VIET NAM

"CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phtc

S6: 1477 IQLD-MP Ha Ngi, ngay 21  thdng 05 ndm 2024
VIV dinh chi luu hanh, thu hoi va tiéu
hiy my pham lgh(”)ng dat tiéu chuan
chat lugng
Kinh gitr:
- S& Y té céc tinh, thanh phé truc thudc Trung uwong;

- Cong ty TNHH MTV san xuat dugc — my pham GAMMA
(Tén cii: Doanh nghiép tu nhan san xudt héa my pham GAM MA)
Pia chi: 18 dwong Nguyén Hau, phwong Tan Thanh, qudn Tan
Pha, 7p. Ho6 Chi Minh

Can ctr quy dinh tai Diéu 70 Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020
ctia Chinh phii quy dinh x phat vi pham hanh chinh trong linh vuc y té;

Cin ctr Piéu 2 Nghi dinh s6 124/2021/ND-CP ngay 28/12/2021 ctia Chinh
phu stra doi, bé sung mot sé diéu cua Nghi dinh sé 115/2018/ND-CP ngay
04/9/2018 ctia Chinh phu quy dinh xir 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
XU phat vi pham hanh chinh trong linh vyc y té;

Can ctr Diu 45 cta Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cta Bo
Y té quy dinh vé quan ly my pham,;

Can ctr Cong vin sd 19/BC-TTKN dé ngay 07/5/2024 caa Trung tam Kiém
nghiém Thubc, My pham, Thuc pham tinh Yén Béi giri kém Phiéu kiém nghiém s
241 -025MP ngay 06/5/2024 va ho so lién quan béo cao 16 san pham Gammaphil -
Chai 125ml; Trén nhén ghi: S6 16: GMDKO010124; NSX: 02/01/2024; HSD:
02/01/2027; S6 cong bd: 000669/21/CBMP-HCM; San xuét va chiu trach nhiém dua
san pham ra thi truong: DNTN san xuat héa my pham GAM MA, dia chi vin phong:
18 duong Nguyén Hau, phuong Tan Thanh, quan Tan Phu, Tp. Hb Chi Minh, dia
chi co s& san xuét: to 1, ap Phua Hiép, xa Phit Hoa Pong, huyén Cu Chi, Tp. Ho Chi
Minh.

Mau my pham trén do Trung tdm Kiém nghiém Thudc, My pham, Thuc
pham tinh Yén Baéi lay mau tai Cong ty TNHH duoc pham Son Thay (Pia chi: S6
509, duong Yén Ninh, t6 8, phuong Yén Ninh, Tp. Yén Bai, tinh Yén Béi) dé kiém
tra chat lwong. Mau thir khong dat tiéu chuan chét luong do chira thanh phan chat
bao quan Methyl paraben va Propyl paraben khong c6 trong thanh phan cong thirc
san pham da duoc cap sb tiép nhan Phiéu cong bd san pham m§ pham.

Cuc Quan ly Dugc thong bao:

1. Pinh chi luu hanh, thu héi trén toan quéc 16 san pham Gammaphil - Chai
125ml; Trén nhan ghi: S6 16: GMDKO010124; NSX: 02/01/2024; HSD: 02/01/2027;



S6 cong bd: 000669/21/CBMP-HCM:; San xuit va chiu trach nhiém dua san phdm ra
thi truong: DNTN san xuat hoa my pham GAM MA, dia chi van phong: 18 duong
Nguyén Hau, phudng Tan Thanh, quan Tan Phua, Tp. H6 Chi Minh, dia chi co s&
san xuat: to 1, ap Pha Hiép, xa Phu Hoa Pong, huyén Cua Chi, Tp. H6 Chi Minh.

Ly do thu hdi: Mau kiém nghiém khong dat tiéu chudn chat luong do chua
chira thanh phan chat bao quan Methyl paraben va Propyl paraben khong c6 trong
thanh phan cong thic sdn pham da duoc cap soé tiép nhan Phiéu cong bod san pham
my pham.

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

- Thong bao cho céac co sd kinh doanh, str dung my pham trén dia ban ngimg
ngay viéc kinh doanh, sir dung 16 san pham Gammaphil - Chai 125ml néu trén va
tra lai co so cung ing san pham;

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

3. Cong ty TNHH MTV san xuét duoc — my pham GAMMA phai:

- Gui thong bao thu hdi t6i nhimg noi phan phdi, st dung 16 san pham
Gammaphil - Chai 125ml néu trén; Tiép nhan san pham tra lai tir cac co sé kinh
doanh va tién hanh thu hoi, tiéu huy toan b 16 san pham khong dap ting quy dinh.

- Gri bao céo thu hoi 16 san pham Gammaphil - Chai 125ml néu trén vé Cuc
Quan ly Dugc trude ngay 20/6/2024.

4. Pé nghi S6'Y té Tp. HO6 Chi Minh:

- Kiém tra Cong ty TNHH MTYV san xuit dugc — my pham GAMMA trong
viéc chap hanh cac quy dinh cua phap ludt vé quan ly my pham trong hoat dong san
xuét, kinh doanh my pham.

- Giam sat cac cong ty thyc hién thu hoi va tiéu huy 16 san pham Gammaphil
- Chai 125ml khong dap tmg quy dinh.

- X1r Iy, xtr phat vi pham theo quy dinh hién hanh va bao cao két qua vé Cuc
Quan 1y Duoc trude ngay 05/7/2024./.

Noi nhén: KT. CUC TRUONG
-Nhwtrén; _PHO CUC TRUONG
- Cuc trudng (dé b/cao); o SIAHC N -

- VKNT TW, VKNT Tp. HCM (dé biét); ooy Nal

- Trang TTDT Cuc QLD; Ic XA\ 1

- Luu: VT, MP (XH).
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