Chuwong 111- NGHI PINH 15/2018/ND-CP

Chuong 111

THU TUC PANG KY BAN CONG BO SAN PHAM
Picu 6. Piang ky ban cong bo san pham

T6 chure, cd nhan san xuat, kinh doanh thuc pham phai dang ky ban cong
b0 san pham do61 voi cac san pham sau day:

1. Thuc phérp bao vé suc khoe, thuc phém dinh dudng y hoc, thuc phrflm
dung cho ché d§ an dac biét.

2. San pham dinh dudng dung cho tré dén 36 thang tudi.

3. Phu gia thuc pham hdon hop c6 cong dung moi, phu gia thuc pham
khong thudc trong danh muc phu gia duoc phép st dung trong thuc
pham hoic khong dung d6i tuong st dung do B Y té quy dinh.

Picu 7. Ho so ding ky ban cong bo sin pham

L. Ho so ding ky ban cong bd san pham d6i voi san pham nhap khau
gom:

a) Ban cong bd san pham duoc quy dinh tai Mau s6 02 Phu luc I ban
hanh kem theo Nghi dinh nay;

b) Gidy chung nhan luu hanh ty do (Certificate of Free Sale) hoac Gidy
chimg nhan xuat khau (Certificate of Exportation) hoac Gidy ching
nhan y té (Health Certificate) cua co quan co tham quyén cta nudc xuit
xt/xuat khau cip c6 ndi dung bao dam an toan cho nguoi su dung hodc
duoc ban tu do tai thi truong ciia nudce san xut/xuit khau (hop phap hoa
lanh su);

c) Phiéu két qua kiém nghiém an toan thyc pham cua san pham trong
tho1 han 12 thang tinh dén ngay ndp ho so duogc cap bdi phong kiém



nghiém dugc chi dinh hodc phong kiém nghiém dugc cong nhan phu
hop ISO 17025 gdm cac chi tiéu an toan do Bo Y te ban hanh theo
nguyén tic quan 1y rai ro phu hop vo1 quy dinh cua quéc té hodc cac chi
tiéu an toan theo cac quy chuan, tiéu chuan twong tng do to chuc, ca
nhén cdng bd trong trudng hop chua ¢ quy dinh ciia B Y té (ban chinh
hodac ban sao ching thuc);

d) Bang chtng khoa hoc chimg minh céng dung ctia san pham hoic cta
thanh phan tao nén coéng dung di cong bd (ban chinh hoic ban sao cé
x4c nhan cia t6 chirc, ca nhan). Khi stt dung bang chimg khoa hoc vé
cong dung thanh phan cua san pham dé 1am cong dung cho san pham thi
lidu str dung hang ngdy cua san pham tdi thiéu phai 16n hon hodc bang
15% lugng st dung thanh phan d6 da néu trong tai lidu;

d) Giéy chimg nhan co s¢ du diéu kién an toan thue phém dat yéu cau
Thuc hanh san xuédt t6t (GMP) hodc chimg nhan twong duong trong
truong hop san pham nhap khau 1 thyc pham bao vé sirc khoe ap dung
tir ngdy 01 thang 7 nam 2019 (ban c6 xac nhan cua to chic, ca nhén).

2. HO so dang ky ban cong bo san pham do1 véi sdn pham san xuat trong
nudc gom:

a) Ban cong bd san pham duoc quy dinh tai Mau s6 02 Phu luc I ban
hanh kem theo Nghi dinh nay;

b) Phiéu két qua kiém nghiém an toan thyc pham cua san pham trong
thoi han 12 thang tinh dén ngay ndp hd so duoc cip boi phong kiém
nghiém duogc chi dinh hoac phong kiém nghiém dugc cong nhan phu
hop ISO 17025 gdm céc chi tiéu an toan do Bo Y té ban hanh theo
nguyén tic quan 1y rii ro phu hop vo1 quy dinh cua quoc té hodc cac chi
tiéu an toan theo cic quy chuén, tiéu chuan tuong mg do to chtrc, ca
nhan cong bd trong trudng hop chua cé quy dinh ctiia B Y té (ban chinh
hoac ban sao ching thuc);

c) Bing ching khoa hoc ching minh coéng dung cua san pham hoic cta
thanh phan tao nén cong dung da cong bo (ban chinh hoac ban sao cé



xac nhan cua to chire, ca nhan). Khi st dung bang chimg khoa hoc vé
cong dung thanh phan cta san pham dé lam cong dung cho san pham thi
liu str dung hang ngay cua san pham toi thiéu phai 16n hon hoidc bang
15% lugng str dung thanh phan d6 da néu trong tai liéu;

d) Gidy chimg nhén co sé du dleu kién an toan thuc pham trong truong
hop co s& thude ddi twong phai cap gidy chimg nhan co s du diéu kién
an toan thuc pham theo quy dinh (ban sao c6 xac nhan cua t6 chire, ca
nhéan);

d) Gidy chimg nhéan co so du diéu kién an toan thyc pham dat yéu cau
Thuc hanh san xuét tot (GMP) trong truong hop san pham san xuat
trong nudc 1a thyc pham bao vé stc khoe ap dung tir ngay 01 thang 7
nam 2019 (ban sao c6 xac nhan cia to chirc, ca nhan).

3. Cac tai liéu trong ho so ding ky ban cong bd san pham phai dugc thé
hién bang tiéng Viét; truong hop co tai ligu bang tiéng nudc ngoai thi
phai duoc dich sang tiéng Viét va duoc cong chimg. Tai liéu phai con
hiéu lyc tai thoi diém ndp hod so dang ky ban cong bod san pham.

Piéu 8. Trinh ty ding ky ban cong bo san pham

1. T6 chuc, ca nhan san xuét, kinh doanh thyc pham ndp hf) so dang ky
ban cong bd san pham qua h¢ thong dich vu cong truc tuyén hodc dudng
buu dién hodc ndp truc tiép dén co quan tiép nhan ho so theo quy dinh
sau day:

a) NOop dén BOY té ddi vai thuc phém bao v¢ suc khoe, phu gia thuc
pham hdn hop c6 cong dung méi, phu gia thuc pham chua c6 trong danh
muc phu gia duoc phép sir dung trong thyc pham do Bo truong Bo Y té
quy dinh;

b) Nop dén co quan quan 1y nha nudc c6 tham quyén do Uy ban nhan
dan cap tinh chi dinh doi v&i thyc pham dinh dudng y hoc, thuc pham
dung cho ché do an dic biét, san phém dinh dudng dung cho tré dén 36
thang tuoi;



c¢) Trong truong hop t6 chic, ca4 nhan san xudt nhiéu loai thuc pham
thudc tham quyén tiép nhan hd so dang ky ban cong bo san pham cua ca
BoY te va co quan quan ly nha nudc co tham quyen do Uy ban nhan
dan cap tinh chi dinh thi t6 churc, ca nhan ¢ quyén lya chon ndp hd so
dén BO Y té hodc san pham thudc tham quyen tiép nhan hé so dang ky
clia co quan nao thi ndp ho so dang ky dén co quan tiép nhan do.

Trong truong hop t6 churc, ca nhan c6 tu 02 (hai) co 8¢ san xuat tré 1én
cling san xuat mot san pham thi to chire, c4 nhan chi lam thua tuc ding ky
ban céng bd san pham tai mdt co quan quan 1y nha nudc & dia phuong
co co sO san xuit do td chirc, ca nhan lya chon (trir nhitng san phém
dang ky tai Bo Y té). Khi da lua chon co quan quan 1y nha nudc dé dang
ky thi cac 1an dang ky tiép theo phai ding ky tai co quan da lya chon.

2. Trong thdi han 07 (bay) ngay lam viéc ké tir khi nhan d ho so ding
ky ban cong bd san pham d6i véi phu gia thyc pham hdn hop co cong
dung méi, phu gia thuc phim chua c6 trong danh muc phu gia duoc
phép str dung hoic khong dung ddi tuong sir dung trong thuc pham do
Bo truong Bo Y té quy dinh, thuc phém dinh dudng y hoc, thuc phém
dung cho ché d6 an dic biét, san phém dinh dudng dung cho tre dén 36
thang tu01 va 21 ngay lam viéc d6i véi thuc pham bao vé sic khoe, co
quan tlep nhan quy dlnh tai khoan 1 Diéu nay co trach nhiém tham dlnh

ho so va cap Giay tiép nhan dang ky ban cong bd san pham theo Mau sd
03 Phu luc I ban hanh kém theo Nghi dinh nay.

Thoi gian tham dinh ho so tinh tir thoi diém ho so dugc ndp trén hé
théng dich vu cong truc tuyen hodc theo d4u dén ctia co quan t1ep nhan
(trong truong hop nop hé so qua dudng buu dién hodc ndp hd so truc

tiép).

3. Trong truong hop khong dong y voi hé so cong bd san pham cua t6
chirc, c4 nhan hodc yéu cau stra doi, bo sung, co quan tiép nhan ho so
phai c¢6 van ban néu 16 ly do va can cu phap ly cua viéc yéu cau. Co
quan tiép nhan ho so chi dugc yéu cau stra d6i, bo sung 01 lan.



Trong thoi han 07 (bay) ngay lam viéc ké tir khi nhan ho so stra doi, bd
sung, co quan tiép nhan ho so tham dinh hd so va cé vin ban tra 10i. Sau
90 ngay lam viéc ké tir khi c6 cong van yéu cau stra doi, bo sung néu to
chirc, c4 nhan khong sira d6i, bo sung thi ho so khong con gid tri.

4. Trudng hop san pham co su thay d6i vé tén san pham, xuét xu, thanh
phan ciu tao thi to chirc, ca nhan phai cong bd lai san pham. Cac trudng
hop c¢o6 su thay doi khéc, to churc, ca nhan thong bao béng van ban vé noi
dung thay d6i dén co quan tiép nhan ho so quy dinh tai khoan 1 Diéu
nay va dugc san xuat, kinh doanh san pham ngay sau khi gui thong bao.

5. Co quan tiép nhan ho so ding ky ban cong bd san pham cé trach
nhiém thong bdo cong khai tén, san phﬁm clia to chtrc, c4 nhan di duoc
tiép nhan ding ky ban cong bd san pham trén trang thong tin dién tir
(website) cua minh va co sé dir liéu vé an toan thuc pham.

6. To chuc, ca nhan san xuat, kinh doanh san phém co trach nhi€ém nop
phi thim dinh h6 so ddng ky ban cong bo sdn pham theo quy dinh cua
phap luat vé phi va I¢ phi.



