UBND THANH PHO HUE CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Doc lap - Tw do - Hanh phuc

S6:3245 /SYT-ATTP Hué, ngay 2] thang 7 nam 2025

V/v tra 101 phan anh ctia cong dan trén
HueS (ma phan anh: 150725046)

Kinh giri: Trung tdm Giam sat diéu hanh d6 thj thong minh

Ngay 15 thang 7 nam 2025, S6' Y té nhan dugc thong tin phan anh trén hé théng
Trung tdm Giam sat di€u hanh D6 thi thong minh, mé phan anh s6 150725046, voi
Tiéu de: “Hoi vé thu tuc va dia chi dang ky cong bo san phdm”, ¢6 no1 dung phan
anh: “Cho t6i hoi muon dang ky cong bo san pham loc nuwdc dong chai thi can nhitng
ho so nao va dang ky o dau”.

Vé van dé nay, SO Y té tra 10i nhu sau:

Cin cir Diéu 5 Nghj dinh s6 15/2018/ND-CP ngay 02 thang 02 nam 2018 ciia
Chinh phu quy dinh chi ti€t thi hanh mét s6 di€u cua Luat An toan thuc pham;

Cin cu Diéu 3 Nghi dinh sO 155/2018/ND-CP ngay 12 thang 11 nam 2018 cua

Chinh phu stra d6i, bd sung mot sé quy dinh lién ‘quan dén diéu kién dau tu kinh
doanh thudc pham vi quan 1y nha nuéc ciia BO Y té.

Theo d6: Ho so, trinh tu tu cong bd san phdm bao gdm:
1. H6 so tu cong bd san pham bao gdm:

a) Ban tu cong b6 san phém theo Mau s6 01 Phu luc I ban hanh kém theo Nghi
dinh s6 15/2018/ND-CP;

b) Phiéu két qua kiém nghiém an toan thyc pham ctia san pham trong thoi han
12 thang tinh dén ngay nop hd so dugc cip bdi phong kiém nghiém dugc chi dinh
hoic phong kiém nghiém dugc cong nhan phu hop ISO 17025 goém céc chi tiéu an
toan do BO Y té ban hanh theo nguyén tic quan 1y rai ro pht hop véi quy dinh cia
qudc té hodc cac chi tiéu an toan theo cic quy chuan, tiéu chuan twong tmg do to
chtic, ca nhan cong bé trong trudng hop chua cé quy dinh caa Bo Y té (ban chinh
hodc ban sao chung thuc).

2. Viéc tu cong bd san pham duoc thyc hién theo trinh ty nhu sau:

a) T6 chirc, c4 nhan tu céng bd san pham trén phuong tién thong tin dai ching
hoic trang thong tin dién tir ciia minh hodc niém yét cong khai tal tru sO cua t6 chirc,
c4 nhan va cong bd trén He thong thong tin dir li¢u cap nhat Ve an toan thuc pham
(Trong trudng hop chua co He thong thong tin dit liéu cap nhat Ve an toan thyc pham
thi t6 chtrc, c4 nhan ndp 01 ban qua duong buu dién hodc tryc tlep dén co quan quan
Iy nha nudc c6 tham quyén do Uy ban nhan dan tinh, thanh phé tryc thudc trung
wong chi dinh dé luu trit hd so va dang tai tén t6 chirc, ca nhan va tén cac san pham
tur cong bd trén trang thong tin dién tir cia co quan tiép nhén, trudng hop to chic, ca
nhan c6 tr 02 co s¢ san xuat trd 1én cling san xuat mot san pham thi t6 chirc, ca nhan
chi ndp hd so tai mot co quan quan Iy nha nudc & dia phuong co co so san xuat do
td chirc, c4 nhan lua chon. Khi di lya chon co quan quan ly nha nudc dé nop hd so
thi cac 1an tw cong b tiép theo phai ndp ho so tai co quan di liwa chon trude d6).
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b) Ngay sau khi tu cong bd san pham, to chtc, ca nhan dugc quyén san xuat,
kinh doanh san pham va chiu trach nhiém hoan toan v€ an toan cta san pham do;

¢) Co quan quan Iy nha nude c6 thim quyén tiép nhan ban ty cong b cua to
chtrc, cd nhan dé luu trir ho so va dang tai tén td churc, ¢4 nhan va tén cac sdn pham
tu cong bo trén trang thong tin dién tr cua co quan ti€ép nhan.

3. Céc tai lidu trong ho so tu cong bd phai duoc thé hién bang tiéng Viét; truong
hop c¢6 tai liéu bang tiéng nudc ngoai thi phai dugce dich sang tiéng Viét va duogc
cong chung. Tai li€u phai con hi¢u luc tai thoi diém ty cong bo.

4. Truong hop san pham c6 su thay d6i vé tén san pham, xuat xt, thanh phan
céu tao thi to chtrc, ca nhan phai tu cong b6 lai san pham Cac truong hop co su thay
d6i khac, t0 chirc, c4 nhan thong bao bang van ban vé ndi dung thay d6i dén co quan
quan 1y nha nudc c6 thim quyén va dugc san xuat, kinh doanh san pham ngay sau
khi guri thong béo.

Nudc udng dong chai trén dia ban thanh phd Hué thudc co quan quan 1y nha
nudc c6 thim quyén do Uy ban nhan dan thanh phé Hué chi dinh 1a S& Y t€ thanh
pho Hué tiép nhan tu cong bo sdn pham. Vi vay, td chirc, ca nhan ty cong bo san
pham theo diing quy dinh néu trén va ndop 01 ban qua duong buu dién hodc truc ti€p
dén S¢' Y t€ thanh pho Hué (Tang 4, Toa nha 6 tang Khu hanh chinh tip trung thanh
pho, duong Vo Nguyén Gidp, phuong V§ Da, thanh pho Hug).

Trén déy 1a nodi dung tra 101 thong tin phan anh ctia céng dan, SO Y té phuc dap
Trung tdm Gidm sat diéu hanh d6 thi thong minh./.

Noi nhgn: TL GIAM DOC
- Nhu trén;

- Ban Giam déc S& (bao céo);
- Luu: VT, ATTP, VP.

Thai Vin Tuén
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