CHINH PHU CONG HOA XA HOI CHU NGHIA VIET NAM
— Doc lap - Tw do - Hanh phiic

S6: 15/2018/ND-CP Ha Ngi, ngay 02 thang 02 ndm 2018

NGHI DINH
Quy dinh chi tiét thi hanh
mot s6 diéu ciia Ludt an toan thwe phim

Céin cte Lugt t6 chitc Chinh phii ngay 19 thdng 6 ndm 2015;

Céin cik Ludt an toan thuc pham ngay 17 thdng 6 nam 2010;

Theo dé nghi ciia Bé trudng Bo Y té;

Chinh phi ban hanh Nghi dinh quy dinh chi tiét thi hanh mét sé diéu cia

Ludt an toan thuc phcfm.

Chuong I
QUY DINH CHUNG -

Piéu 1. Pham vi diéu chinh

Nghi dinh nay quy dinh chi tiét thi hanh mdt s§ diéu cua Lut an toan
thuc pham ve: .

1. Thu tuc tu cong bd san phém.

2. Thu tuc ding ky ban cong b san phim.

3. Bao dam an toan thuc phim bién dbi gen.

4. CAp Gidy chimg nhén co s¢ di diéu kién an toan thuc phim.

5. Kiém tra nha nudc vé an toan thuc phim nhap khau, xuit khiu.
6. Ghi nhén thie phim.

7. Quang cdo thuc phim.

8. Diéu kién bao dam an toan thuc pham trong san xuat thuc pham bao
vé suc khoe.

9. Piéu kién bao dam an toan thuc phém trong san xuét, kinh doanh va
stt dung phu gia thuc pham.

10. Truy xut ngudn gdc thuc phim.
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11. Phén cong trach nhiém quan Iy nha nudc vé an toan thuc phim.
Piéu 2. Poi twong ap dung

Nghi dinh nay ap dung b1 véi co quan, td chirc, ca nhan Viét Nam; td
chire, ¢4 nhan nudc ngoai tai Viét Nam tham gia san xuét, kinh doanh thuc
phim; t6 chirc, c4 nhén cé hoat dong lién quan dén an toan thuc phdm tai Viét
Nam (sau ddy goi chung 14 t chtrc, c4 nhén).

Piéu 3. Giai thich tir ngi
Trong Nghi dinh nay, cac tlr ngit sau ddy duoc hiéu nhu sau:

1. Thuc phdm bio vé sic khoe (Health Supplement, Dietary
Supplement) la nhimg san phim dugc ding dé bd sung thém vao ché do in
udng hang ngay nhim duy tri, tdng cudng, cai thién cac chire nang cua co thé
con ngudi, giam nguy co méc bénh. Thuc phdm bao v& sirc khoe chita mot
hogc nhiéu chét hoac hdn hop cac chit sau:

a) Vitamin, khoang chét, axit amin, axit béo, enzyme, probiotic va chét
¢6 hoat tinh sinh hoc khac;

b) Chit c6 nguon gbc tir nhién, bao gdm dong vét, khoang vét va thuc
vat dudi dang chiét xuét, phén lap, c6 dic va chuyén héa;

¢) Céc ngudn tdng hop cta nhimng thanh phan dé cép tai diém a va didm
b trén day.

Thue phim béo vé sirc khoe dugc trinh bay & dang ché bién nhu vién
nang, vién hoan, vién nén, ché phim dang cém, bot, long va céc dang bao ché
khéc va dugc phan liéu (dé st dung) thanh céc don vi liéu nho.

2. Thuc pham dinh dudng y hoc con goi 14 thuc phdm dinh dudng ding
cho muc dich y t& dic biét (Food for Special Medical Purposes, Medical
Food) 14 loai thuc pham c6 thé an bang dudng miéng hoic bing dng x0ng,
dugc chi dinh dé didu chinh ché d6 an cia nguoi bénh va chi duge sir dung
duéi su gidm sét ctia nhan vién y té.

3. Thuc phidm ding cho ché d6 an dic biét (Food for Special Dietary
Uses) dung cho nguoi dn kiéng, nguoi gia va cac dm tuong dac biét khac theo
quy dinh cta Uy ban tiéu chudn thuc phdm quéc t& (CODEX) 1a nhimg thyc
pham dugc che b1en hodc dugc phdi tron theo cong thirc ddc bidt nhim dép
g cac yéu ciu vé ché d6 an dic thi theo thé trang hoic theo tinh trang bénh
Iy va céc rdi loan cu thé clia ngudi sir dung. Thanh phan cia thuc phim nay
phai khac biét rd rét véi thanh phan ctia nhimg thuc phim thong thuong cling
ban chét, néu co.
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4. Bing chimg khoa hoc I3 c4c théng tin, tai liéu khoa hoc tir cdc cong
trinh nghién ctru khoa hoc dugc co quan quan ly nha nude ¢6 thim quyén vé
nghién ciru khoa hoc nghiém thu hodc dugc cdc tap chi khoa hoc trong, ngoai
nudc cong bo hodc tai 1iéu v& y hoc ¢d truyén, cdy thude, vi thube duge cong
bé trén céc 4n ban khoa hoc.

5. Chu hang 14 tb chirc, c4 nhén chiju trch nhiém vé hang héa trong cac
ho so cong bo/ty cong bd san pham hodc t6 chire, ca nhéan dugc iy quyén thuc
hién viéc nhap khau, xuat khau san pham thuc pham.

6. Mt hang xuét khéu, nhap khiu 14 c4c san phim thuc phdm cing loai,
cung tén, nhan hang hoda, co s¢ san xuat hang hoa, chat liéu bao bi.

7. L6 hang xuét khiu, nhép khau la toan b san phdm thue phdm cia mot
chuyén hang nhép khéu hoic xuét khau (cé cling s6 van don). L6 hang c6 thé
chi 6 mdt mit hang hodc nhidu mit hang,

8. Co s¢ san xuét ban dau nho 18 12 co s& trong trot, chan nudi, thu héi,
danh bat, khai thac cac nguyén liéu thuc pham ¢ quy md hd gia dinh, hd c4
thé c6 hodc khong co6 gidy chimg nhan ding ky doanh nghiép.

9. Co s& so ché nh 18 12 co s so ché thyc phdm & quy mé hé gia dinh,
ho cé thé c¢6 hodc khdng cd gidy chimg nhan déng ky doanh nghiép.

10. Co s kinh doanh thuc phim nhé 1é 13 co s& do cé nhan, nhém c4
nhén, ho gia dinh thuc hién ding ky hé kinh doanh va co s khéng duge cip
Gidy chimg nhan ding ky kinh doanh ho3c Gidy chimg nhén ding ky doanh
nghiép hodc Gidy chimg nhan diu tu theo quy dinh ctia phép lut.

] ChwongII
THU TUC TU CONG BO SAN PHAM

Piéu 4. T cong bd san pham

1. T8 chitc, ca nhin sn xuit, kinh doanh thyc phém thyue hién tw cong
bb thyc pham da qua ché bién bao géi sin, phu gia thuc phim, chat h trg ché
blen thuc phim, dung cu chira dung thyc pham vt liéu bao gdi tiép xuc truc
tiép véi thuc pham (sau ddy goi chung la san phém) trir cac san phdm quy
dinh tai khoan 2 Piéu nay va Didu 6 Nghj dinh nay.

2. Sén pham nguyén liéu san xuét, nhap khéu chi dung dé san Xuét, g1a
cOng hang xuit khiu hodc phuc vu cho viée san xuét noi b cua td chuc, ca
nhan khong tidu thu tai thj trudng trong nuéc duge mién thuc hién thd tuc tu
cbng bd san phém.

Piéu 5. H) so, trinh ty ty cong bd san phim

1. HO so tu cong bo san pham bao gom:
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a) Ban tu cong b6 san phém theo MAu s6 01 Phu luc I ban hanh kém theo
Nghi dinh nay;

b) Phiéu két qua kiém nghiém an toan thwc phdm ctia san phim trong
thoi han 12 thang tinh dén ngay ndp hd so duge cip boi phong kiém nghiém
dugc chi dinh hodc phong kiém nghiém dugc cong nhan phit hop ISO 17025
gdm cac chi tiéu an toan do BOY té ban hanh theo nguyén tic quan ly rii ro
phu hop voi quy dinh cta quéc te hodc cac chi ti€u an toan theo ciac quy
chudn, tiéu chudn twong ung do td chirc, c4 nhn cong bd trong trudng hop
chua ¢6 quy dinh ctia B4 Y t (ban chinh hoiic ban sao chimg thuc).

2. Viéc tu cong bd san phém duogc thuc hién theo trinh tur nhur sau:

a) T chirc, ca nhin tir céng bb san phdm trén phuong tién théng tin dai
chiing hogc trang thong tin dién tir ciia minh hogc niém yét cong khai tai tru so
ca td chirc, ca nhan va ndp 01 (mot) ban qua duong buu dién hodc tryc tiép dén
co quan quéan Iy nha nude cé thdm quyén do Uy ban nhan dan tinh, thanh phé
truc thudc trung wong (sau déy goi chung la Uy ban nhan dan cAp tinh) chi dinh;

b) Ngay sau khi tur cong bd san phdm, t§ chic, ca nhén dugc quyén sén
xuét, kinh doanh san phdm va chju trach nhiém hoan toan vé an toan cia san
pham do;

¢) Co quan quan ly nha nudc co thdm quyén t1ep nhan ban tr céng bd
cla td chitc, ¢4 nhan d& luu trit hd so va ding tai tén td chuc, c4 nhén va tén
c4c san phim tu cdng bd trén trang thong tin dién tir clia co quan tiép nhén.

Trong truong hop t4 chir, ca nhén co tir 02 (hai) co s& san Xuét trd 1én
cling san xudt mot san phim thi t§ chirc, c4 nhan chi ndp ho S0 tai mot co
quan quéan 1y nha nuéc & dia phuong cé co s& san xudt do td chirc, ca nhan
lva chon. Khi d3 lwa chon co quan quan 1y nha nudc dé nop hd so thi cac 1an
twr cong bb tiép theo phai ndp héd so tai co quan di lwa chon trude do.

3. Cac tai liéu trong | hd so tu cong b pha1 duoc thé hién bing tiéng Viét;
trudmg hop ¢6 tai liéu bang tiéng nude ngoai thi phai dugc dich sang t1eng
Viét va dugc cong ching. Tai li€u phai con hiéu luc tai thoi diém tu cong bb.

4. Trudng hop san phim c6 sy thay ddi vé tén san phém xuét xir, thanh
phéan céu tao thi t§ chirc, ca nhén phai ty cong b6 lai san phim. Cac tmorng
hop ¢4 su thay d6i khéc, t chitc, ca nhan thong bao bang vin ban vé ndi dung
thay di dén co quan quan ly nha nude ¢6 thdm quyén va duge san xudt, kinh
doanh san phdm ngay sau khi giri thong béo.

Chuong I1T _ )
THU TUC PANG KY BAN CONG BO SAN PHAM

Diéu 6. Ping ky ban cdng b san phim
Tb chirc, ¢4 nhan san xudt, kinh doanh thuc phdm phai ding ky ban cong
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b0 san pham do6i vai cac san pham sau day:

1. Thyc pham bao vé sirc khoe, thuc phdm dinh dudng y hoc, thuc phim
ding cho ché d6 #n dic biét.

2. San phém dinh dudng diing cho tré dén 36 thang tudi.

3. Phy gia thuc phdm hdn hop cé cong dung méi, phy gia thuc phém
khong thugc trong danh muc phy gia dugc phép sur dung trong thuc phim
hoic khong ding d6i tuong sir dung do B6 Y té quy dinh.

Piéu 7. Ho so ding ky ban cong b6 san phim
1. Ho so ding ky ban cong bb san phim dbi véi san phdm nhép khiu gdm:

a) Ban cong bd san pham dugc quy dinh tai MAu s6 02 Phu luc I ban
hanh kém theo Nghi dinh nay;

b) Gidy chimg nhén luu hanh t do (Certificate of Free Sale) hodc Glay
chimg nhan xuét khiu (Certificate of Exportation) hogc Gidy ching nhén y té
(Health Certlﬁcate) ciia co quan ¢6 thim quyén clia nude xudt xi/xuét khiu
cap co ndi dung bado dam an toan cho ngudi st dung hodc dugc ban tu do tai
thi trudng ctia nude san xuit/xuit khiu (hop phép hoéa lanh su);

c) Phiéu két qua kiém nghiém an toan thuc phim cua san phim trong
thoi han 12 thang tinh dén ngay ndp hd so dugc cip béi phong kiém nghiém
duge chi dinh hojc phong kiém nghiém dwoc cong nhan phi hop ISO 17025
gbm céc chi tidu an toan do BoY té ban hanh theo nguyén tic quan ly rii ro
pht hop v&i quy dinh cua qudc te hodc céc chi tiéu an toan theo cdc quy
chuén, tiéu chuin twong img do td chirc, c4 nhan céng bd trong trudng hop
chura ¢6 quy dinh cia B6 Y t& (ban chinh hoiic ban sao chimg thuce);

d) Bang chimg khoa hoc chimg minh céng dung cia san pham hojc ctia
thanh phan tao nén cong dung di cong bd (ban chinh hosc ban sao ¢ xdc
nhén cta td chirc, c4 nhén). Khi st dung bang chimg khoa hoc vé .cong dung
thanh phan cta san pham d& 1am cong dung cho san pham thi liéu str dung
hang ngay cia san phim téi thiu phai 16n hon hoic bang 15% luong st dung
thanh phan d6 d4 néu trong tai lidu;

d) Gidy chimg nhén co so du diéu kién an toan thuc phdm dat yéu ciu
Thuc hanh san xudt tét (GMP) hodc chimg nhén tuong dwong trong trudng
hop san pham nhép khéu 13 thuc pham bao vé suc khoe ap dung tir ngay 01
thang 7 ndm 2019 (ban c6 xac nhén cua td chic, c4 nhan).

2. H) so dang ky béan cdng bd san phdm déi véi san pham san xuat trong
nudc gom:



