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Sb: 3434 /QLD-MP Ha Néi, ngay 14 thang 10 ndam 2024
V/v dinh chi luu hanh, thuhdi va
tiéu hity my pham khong dat ti€u chuén
chat lugng

Kinh gui:
- SO Y té cac tinh, thanh phé truc thudc Trung uwong;
- Cong ty TNHH MTV san xuét dugc - my pham GAMMA;
(Tén cii: Doanh nghiép tu nhin san xut héa my pham GAM MA)

(Dia chi: S6 nha 18, dwong Neuyén Hau, phieong Téan Thanh, qudn Téan Phi, TP. Ho Chi Minh)

- Chi nhanh cong ty TNHH MTV san xuét dugc - my phdm GAMMA.
(Pia chi: 201/21 Nguyén Thi Né, dp Phii Hiép, xd Phii Hoa Péng, huyén Cii Chi, TP. Ho Chi Minh)
(Tén va dia chi cii: Chi nhanh DNTN san xuat hoa my pham GAM MA; T6 1, 4p Phit Hiép, xa

Pht Hoa Pong, huyén Ct Chi, TP. H6 Chi Minh)

Can ct Piéu 70 Nghij dinh sd 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 cir Diéu 2 Nghi dinh s6 124/2021/ND-CP ngay 28/12/2021 cta Chinh pha
stra d6i, bo sung mot s6 diéu ctia Nghi dinh sé 115/2018/ND-CP ngay 04/9/2018 cla
Chinh pht quy dinh xir phat vi pham hanh chinh vé an toan thyc pham va Nghi dinh s6
117/2020/ND-CP ngay 28/9/2020 ctua Chinh phu quy dinh xtr 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 cta Bo
Y té quy dinh vé quan Iy my pham;

Can ctr Cong van sd 44/BC-TTKN dé ngay 23/9/2024 cia Trung tim Kiém
nghiém thudc, my pham, thuc pham - S& An toan thyc pham TP. Ho Chi Minh giri kém
Phiéu kiém nghiém s6 1255-0924/TTKN ngay 23/9/2024 va hd so lién quan béo céo 16
san pham Cerina (nhin haing GAM MA) - Hop 1 tuyp 50g, trén nhan ghi S6 16:
CKTT010624; NSX: 08/06/2024; HSD: 08/06/2027; S6 cong bd: 001966/21/CBMP-
HCM; San xuat va chiu trach nhiém dua san phém ra thi trudng: DNTN san xuét hoa my
phdm GAM MA (Dia chi Van phong: 18 Nguyen Hau, phuong Tan Thanh, quan Tan
Pha, TP. H6 Chi Minh; Dia chi nha may: T 1, &p Pht Hiép, xa Phit Hoa Dong, huyén
Cu Chi, TP. H6 Chi Minh).

Mau m§y pham trén do Trung tam Klem nghiém thudc, m§ pham, thuc pham So
An toan thyc pham TP. Ho Chi Minh 1ay mau tai Cong ty TNHH MTV san xuét dugc - my
phim GAM MA (Pia chi: 18 Nguyén Hau, phuong Tan Thanh, quan Tan Pha, TP. H6
Chi Minh) dé kiém tra chét luong. Mau thir khong dat tiéu chuén chat luong do c6 chua
thanh phan 2-phenoxyethanol - Khong c6 trong thanh phan cong thirc ké khai trén Phiéu
cong bd san pham my pham.

Ngay 11/6/2021, S6 Y t& TP. H6 Chi Minh di cap lai gidy chimg nhan du diéu
kién san xuit my pham s6 29/HCM-DKSXMP cho Co s& san xuat: Chi nhanh cong ty
TNHH MTV san xuat duoc — m§ pham GAMMA, dia chi: 201/21 Nguyén Thi Né, 4p Phu
Hiép, xa Phu Hoa Bong, huyén Cu Chi, TP. H6 Chi Minh (Tén cti: Chi nhanh DNTN séan Xudt
héa m§ pham GAM MA, dia diém san xuat khong thay d6i). Tuy nhién, trén nhén 16 san
pham Cerina san xuét ngay 08/6/2024 khong ghi tén, dia chi hién nay cua T6 chtc chiu
trach nhiém dua san pham ra thi truong, Co so san xuat.



Cuc Quan ly Dugc thong bio:

1. Dinh chi lvu hanh, thu hoi trén toan qudc 16 san pham Cerina (nhin hang GAM
MA) - Hop 1 tuyp 50g, trén nhan ghi S6 16: CKTT010624; NSX: 08/06/2024; HSD:
08/06/2027; S6 cong bo: 001966/21/CBMP-HCM; San xuat va chiu trach nhi¢ém dua san
phém ra thi truong: DNTN san xudt hda my pham GAM MA (Dia chi Van phong: 18
Nguyen Hau, phuong Tan Thanh, quan Tan Pha, TP. HO Chi Minh; Dia chi nha may:
T6 1, 4p Phu Hiép, xa Phu Hoa Pong, huyén Cu Chi, TP. H Chi Mmh)

Ly do thu h6i: MAu kiém nghiém khong dat tiéu chuan chat lugng do c6 chua
thanh phan 2-phenoxyethanol - Khong c¢6 trong thanh phan cong thirc ké khai trén Phiéu
cong bd san pham my pham; Thong tin tén, dia chi T6 chirc chiu trach nhiém dua san
pham ra thi trudng va san xuat ghi trén nhan khong chinh xac.

2. Dé nghi SO Y té cac tinh, thanh phd truc thudc Trung wong:

- Thong bao cho cac co sd kinh doanh, sir dung my pham trén dia ban ngung
ngay viéc kinh doanh, sir dung 16 san pham Cerina (nhan hang GAM MA) - Hop 1 tuyp
50g néu trén va tra lai co s& cung tng san pham;

- Tién hanh thu ho6i 16 va tiéu hity 16 san pham vi pham néu trén; kiém tra, giam sat cac
don vi thyc hién thong bao nay; xur Iy cac don vi vi pham theo quy dinh hi¢n hanh.

3. Cong ty TNHHMTV san xuat duoc - my pham GAMMA, Chi nhanh cong ty TNHH
MTV san xuit dugc — my pham GAMMA phai:

- Gtri thong bao thu hoi téi nhitng noi phén phoi, str dung 16 san pham Cerina (nhin
hang GAM MA) - Hop 1 tuyp 50g néu trén; Tiép nhan san pham tra lai tir cac co so kinh
doanh va tién hanh thu hdi, tiéu huy toan bd 16 san pham khong dap tng quy dinh.

- Gui bao céo thu h6i va tiéu huy 16 san pham Cerina (nhan haing GAM MA) -
Hop 1 tuyp 50g néu trén vé Cuc Quan Iy Dugc trude ngay 08/11/2024.

4. Pé nghi SO Y té TP. H6 Chi Minh:

- Thu hdi s6 tiép nhan Phiéu céng bd san pham my pham 001966/21/CBMP-HCM
theo quy dinh tai diém b, diém m Piéu 46 Thong tu s6 06/2011/TT-BYT.

- Kiém tra Cong ty TNHH MTV san xuét dugc - my pham GAMMA, Chi nhanh cong
ty TNHH MTYV san xuat dugc — my pham GAMMA trong viéc chap hanh cac quy dinh cua
phap luit vé quan Iy my pham trong hoat dong san xuat, kinh doanh m¥y pham, ghi tén,
dia chi T4 chuc chiu trach nhiém ra thi truong va san xuét trén nhén san phém my phém;
Xu ly, xur phat vi pham theo quy dinh hién hanh.

- Giam sat Cong ty TNHH MTV san xuét dugc - my phaim GAMMA, Chi nhanh cong
ty TNHH MTV san xuit duoc — my phdm GAMMA trong viéc thuc hién thu héi va tiéu hity
16 san pham Cerina (nhan hang GAM MA) - Hop 1 tuyp 50g khong dap tmg quy dinh.

- Bao cao két qua kiém tra, giam sat vé Cuc Quan 1y Duoc trudc ngiy
22/11/2024./.

Cuc Quan Iy Dugc thong bao dé cac SO Y té, Cong ty biét va trién khai thuc hién./.
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