
CHINH PHU

Sd: 80/2022/ND-CP Ha Noi, ngay 13 thdng 10 ndm 2022

CONG HOA XA HQI CHU NGHIA VIET NAM 
Doc lap - Tu* do - Hanh phuc

Dieu 1. Sira doi, bo sung niQt so dieu cua Nghi dinh so 35/2016/ND-CP 
ngay 15 Chang 5 nam 2016 cua Chfnh phu quy dinh chi tiet mot so dieu cua 
Luat Thu y

1. Sua doi, bo sung diem a khoan 2 Dieu 14 nhu sau:

“a) To chuc, ca nhan gui 01 bo ho so dang ky cap Giay chung nhan GMP 
tdi Cue Thu y theo mot trong cac hinh thurc: true tuydn hoac qua dich vu buu 
chinh hoac true tiep. Trong thoi han 10 ngay ke tu ngay tiep nhan ho so dang 
ky, Cue Thu y tham dinh ho so hoac co van ban yeu cau sua doi, bo sung neu 
ho so khong dat yeu cau;”

2. Sua doi, bo sung khoan 1 Dieu 15 nhu sau:

“1. To chuc, ca nhan gui 01 bo ho so dang ky gia han Giay chung nhan 
GMP tdi Cue Thu y theo mot trong cac hinh thuc: true tuyen hoac qua dich 
vu buu chinh hoac true tiep. Ho so gdm ban chinh cac tai lieu sau:

a) Don dang ky tai kiem tra GMP;

b) Bao cao boat dong, nhung thay doi cua co sd trong 05 nam trien khai GMP; 
mo ta thdng tin co sd da cd bien phap bao ve moi trudng theo quy dinh cua 
phap luat;

c) Bao cao khac phuc cac ton tai trong kiem tra lan trudc;
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d)Bao cao ve huan luyen, dao tao cua ca so;

d) Danh muc thiet bi hien co cua co so;

e) Danh muc cac mat hang dang san xuat;

g) Danh muc cac quy trinh thao tac chuan;

h) Bien ban tu thanh tra va danh gia cua co so trong dot tu thanh tra gan 
nhdt (trong vong 03 thang) v6 tri£n khai GMP.”

3. Sua ddi, bd sung khoan 1 Dieu 16 nhu sau:
“ 1. H6 so, trinh tu, thu tuc cap lai Giiy chung nhan GMP trong truong hop 

bi mat, sai sot, hu hong; thay doi thong tin co lien quan den to chuc dang ky.

a) To chuc, ca nhan nop 01 bo ho so cdp lai Gidy chung nhan GMP toi 
Cue Thu y theo mot trong cac hinh thuc: true tuyen hoac qua dich vu buu 
chinh hoac true tidp. Hd so gom: ban chinh don dang ky cap led va ban chinh 
hoac ban sao cd chung thuc hoac ban sao cd dong dau xac nhan cua Doahh 
nghiep cac tai lieu: tai lieu chung minh ndi dung thay ddi trong truong hop 
thay doi thong tin cd lien quan den to chuc dang ky; Giay chung nhan GMP 
da duoc cap, tru truong hop bi mat;

b) Truong hop hd so khdng ddy du va hop le, trong thoi h^n 03 ngay lam 
vide ke tu ngay nhan hd so, Cue Thu y cd van ban hudng dan to chuc, ca nhan 
hoan thien hd so;

c) Trong thoi han 05 ngay lam vide ke tu ngay nhan du hd so hop Id, Cue 
Thu y cdp lai Giay chung nhan GMP hoac cd van ban tra loi va ndu ro ly do 
trong truong hop khdng cap.”

Didu 2. Bai bo, thay doi mot so diem, khoan cua Nghi dinh so 35/2016/ND-CP 
ngay 15 thang 5 nam 2016 cua Chinh phu quy dinh chi tiet mot so dieu 
cua Luat Thu y

1. Bai bo diem b, diem k khoan 1 Didu 14.

2. Thay doi cum tu “Hd so dang ky kidm tra GMP phai cd trang bia va 
muc luc, duoc sap xdp theo dung trinh tu cua muc luc, cd phan each giua cac 
phdn” thanh cum tu “Hd so gdm ban chinh tai lieu quy dinh tai cac diem a, c, 
d, d, e, g va i khoan 1 Didu nay; ban chinh hoac ban sao cd chung thuc hoac 
ban sao cd dong ddu xac nhan cua Doanh nghiep tai lieu quy dinh tai diem h 
khoan 1 Didu nay. Hd so dang ky kidm tra GMP phai cd trang bia ya mycjuc, 
duoc sap xdp theo dung trinh tu cua muc luc, cd phan each giua cac phan tai 
khoan 1 E)idu 14.

Dieu 3. Hieu luc thi hanh
Nghi dinh nay cd hidu luc thi hanh ke tir ngay ky ban hanh.
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Nffinhan:
- Ban Bi thir Trung irang DAng;
- Thu tirdng, cac Phd Thu tirdng Chinh phu;
- CAc bo, co quan ngang bp, co quan thupc Chinh phu;
- HDND; UBND cAc tinh, thanh pho true thupc trung u<
- VAn phong Trung ucmg va cAc Ban cua DAng; |
- Van phong Tong Bi thu; I
- Van phong Chu tich nude;
- Hpi ddng Dan tpc vA cAc Uy ban cua Quoc hpi;
- Van phdng Quoc hpi;
- Toa An nhan dan toi cao;
- Vien kiem sAt nhan dan t6i cao;
- Uy ban GiAm sAt tai chinh Quoc gia;
- Kiem toAn nhA nude;
- Ngan hAng Chinh sAch xa hpi;
- Ngan hang PhAt trien Viet Nam;
- Uy ban trung uong MAt tran To quoc Vipt Nam;
- Co quan trung uong cua cAc doAn the;
- VPCP: BTCN, cAc PCN, Tra ly TTg, TGD C6ng TTBT,
cac Vu, Cpc. dem vj true thupc, Cong bAo;
- Luu: VT, NN (2)^0
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TM. CHINH PHU 
THU TirdfNG

1 ' A • XDieu 4. Dieu khoan chuyen tiep
D6i vdi cac h6 so da tiip nhan tnrac ngay Nghi dinh nay co hieu luc thuc 

hien theo quy dinh cua Nghi dinh so 35/2016/ND-CP ngay 15 thang 5 nam 2016 
cua Chinh phu quy dinh chi tiet mot so dieu cua Luat Thu y.

Dieu 5. Trach nhiem thi hanh

Cac Bo tniong, Thu truong co quan ngang bo, Thu truong co quan 
thuoc Chinh phu, Chu tich Uy ban nhan dan tinh, thanh pho true thuoc 
trung uong, t6 chuc, ca nhan co quan lien quan chiu trach nhiem thi hanh 
Nghi dinh nay.
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