Thi tuc diing ki thwc pham chire ning

1. Quy dinh chung vé thwe pham chirc ning

Quy dinh cu thé tai: Diéu 10,14, Khoan 2 Diéu 38, Khoan 2 Piéu 44 Luat an toan vé sinh
thuc phém, v61 ndi dung chung nhu sau:

- B0 Y té quan Iy thuc phdm chic ning, nén moi gidy phép, ching nhin dé kinh doanh véi
thuc pham chtc ning s& duoc cip phép boi bo y té

- Pép tmg quy chuén k¥ thuit twong Gmg, tuan thu quy dinh vé& gii han vi sinh vat giy
bénh, du lugng thudc bao vé thue vat, du lugng thude tha y, kim loai ndng, tac nhan gay 6
nhiém va cac chat khac trong thue pham co thé giy hai dén sirc khoe, tinh mang con ngudi.
- Pap ung mot hodc mot s6 quy dinh sau day:

+ Quy dinh veé str dung phu gia thuc phém, chit hd trg ché bién trong san xuét, kinh doanh
thie pham;

+ Quy dinh vé bao goi va ghi nhan thuc pham;

+ Quy dinh vé bao quan thuc pham.

- C6 thong tin, tai li¢u khoa hoc chirng minh vé tac dung cua thanh phén tao nén chuc nang
d3 cong b.

- Thyc pham chitc ning lan dau tién dua ra luu thong trén thi trudng phai cé bao cdo thir
nghiém hiéu qua vé cong dung ctia san pham.

- Thyc pham chirc nang nhap khau va san xuét trong nudc da co6 quy chuan ky thuat phai
dugc cong bd hop quy va dang ky ban cong bd hop quy tai Bo Y té (Cuc An toan thuc
pham) trude khi dua ra Iuu thong trén thi trudng.

- Thuc pham chirc ning nhap khau va san xuat trong nudc chua c6 quy chuan ki thuat phai
duoc cong bd phi hop quy dinh an toan thuc pham va dang ky ban cong bd phu hop quy
dinh an toan thuc phrflm tai BO Y té (Cuc An toan thuc phém) trudc khi dua ra luu thong
trén thi truong.

2. H6 so cong bd hop quy ddi véi thuc pham chic nang nhap khau, Quy dinh tai khoan 3
Diéu 6 Nghi dinh 38/2012/ND-CP

HO so gom :



a) Ban cong bd phu hop quy dinh an toan thyc pham, duoc quy dinh tai Mau s6 02 ban
hanh kém theo Nghi dinh nay;

b) Ban théng tin chi tiét vé san phim dugc quy dinh tai Miu s6 03b ban hanh kém theo
Nghi dinh nay (c6 déng diu giap lai cua t6 chirc, ca nhan);

¢) Gidy chimg nhan luu hanh tr do (Certificate Of Free Sale) hodc ching nhin y té
(Health Certificate) hoic gidy ching nhan twong dwong do co quan nha nudc cd tham
quyén cta nudc xudt xir cip trong d6 c6 ndi dung thé hién san phdm an toan véi strc khoe
ngudi tiéu dung va phit hop véi phap ludt vé thuc pham (ban gbe hodc ban sao cong chimng
hodc hop phép hoéa lanh su);

d) Két qua kiém nghiém san pham trong vong 12 thang- Gidy chimg nhan phan tich thanh
phan (Certificate Of Analysis —CA), gdm cac chi tiéu chat lugng chu yéu, chi tiéu an toan,
do cac dbi tugng sau cip: Phong kiém nghiém duoc co quan nha nudc cé tham quyén chi
dinh hodc phong kiém nghi¢m doc 1ap dugc cong nhan (ban géc hodc ban sao c6 cong
chtng); hoic Phong kiém nghiém cuia nudce xuat xir duoc co quan cd tham quyén tai Viét
Nam thira nhan (ban gdc hodc ban sao c¢6 cong chirng hodc hop phap hoa lanh sy);

d) Ké hoach giam sat dinh ky (c6 x4c nhan ciia to chirc, ca nhéan);

e) Nhén san pham luu hanh tai nuéc xuat xtr va nhin phy bang tiéng Viét (c6 x4c nhan cua
t6 chirc, ca nhan);

g) Mau san pham hoan chinh dé d6i chiéu khi nop ho so;

h) Giay dang ky kinh doanh c6 nganh nghé kinh doanh thuc pham hodc ching nhan phap
nhén dbi véi t6 chirc, ca nhan nhap khau thuc phém (ban sao c¢6 xac nhan cua t6 chuc, ca
nhan);

i) Gidy ching nhan co sé da diéu kién an toan thyc pham d6i v6i co s¢ nhap khau thudc
dbi turong phai cdp gidy ching nhan co s¢ du diéu kién an toan thuc phim theo quy dinh
(ban sao c6 xac nhén cua to chirc, ca nhan);

k) Chirng chi phut hop tiéu chuan HACCP hodc ISO 22000 hoic twong duong trong truong
hop t6 chirc, ca nhan san xudt san phim c6 hé thdng quan 1y chét luong dugc chimg nhan
pht hop tiéu chuan HACCP hodc ISO 22000 hoic twong duong (ban sao c6 cong chimg

hodc ban sao c6 xuat trinh ban chinh dé doi chiéu);



1) Thong tin, tai liéu khoa hoc ching minh vé tic dung ctia mdi thanh phan tao nén chirc
ning di cong bd (ban sao ¢ xac nhan cua td chirc, ca nhan).

5, Ho so’ cong bo hop quy véi thue phdm chire ning sin xudt trong nuwde

a) Ban cong bd phu hop quy dinh an toan thyc pham, duoc quy dinh tai Mau s 02 ban
hanh kém theo Nghi dinh 38/2012/ND-CP;

b) Ban thong tin chi tiét vé san pham, dugc quy dinh tai Mau s6 03b ban hanh kém theo
Nghj dinh nay (c6 déng dau giap lai cua td chirc, ca nhan);

¢) Két qua kiém nghiém san pham trong vong 12 thang, gdm cac chi tiéu chat lugng chi
yéu, chi tiéu an toan do phong kiém nghiém duoc co quan nha nudc c6 thaim quyén chi
dinh hodc phong kiém nghiém doc lap duoc cong nhan cip (ban gdc hodc ban sao co cong
chung);

d) Mau nhan san pham (cé x4c nhan cia to chirc, c nhan);

d) Mau san pham hoan chinh dé d6i chiéu khi nop hd so;

e) Gidy dang ky kinh doanh c¢6 nganh nghé kinh doanh thuc pham hodc chtng nhan phap
nhéan ddi vai to chire, ca nhan (ban sao co6 xac nhan cua td chirc, ca nhan);

g) Gidy chtng nhéan co so du diéu kién an toan thuc pham ddi voi co so thudc doi tuong
phai cap gidy ching nhén co s¢ di diéu kién an toan thuc pham theo quy dinh (ban sao c6
x4c nhén cua to chirc, ca nhan);

h) Chtng chi phi hop tiéu chuan HACCP hoic 1SO 22000 hoic twong duong trong truong
hop 6 chirc, ca nhan san xuit san pham c6 hé thdng quan 1y chat luong dugc chimg nhan
phu hop tiéu chuan HACCP hoic 1SO 22000 hoic twong duong (ban sao ¢ cong ching
hodc ban sao c¢o xuét trinh ban chinh dé dbi chiéu);

i) Thong tin, tai liéu khoa hoc chimg minh vé tac dung cia mdi thanh phan tao nén chic
ning da cong bd (ban sao ¢ xac nhan cua to chirc, ca nhan);

K) Béo cao thir nghiém hiéu qua vé cong dung ctia san pham thyc pham dbi voi san pham
mo&i 1an dau tién dua ra luu thong trén thi trudong (ban sao co cong ching hodc ban sao co
xudt trinh ban chinh dé d6i chiéu);

) Ké hoach kiém soat chat luong dugc xay dung va ap dung theo mau duoc quy dinh tai

Mau s6 04 ban hanh kém theo Nghi dinh ndy (c6 x4c nhan cia to chirc, ca nhén);



m) K¢é hoach giam sat dinh ky (c6 xac nhdn cua to chtic, ca nhan).

6. Trinh tw thii tuc cdp gidy chieng nhin céng bé hop quy

Hb so cong bd hop quy hodc cong bd phu hop quy dinh an toan thuc pham dugc dong
quyén nhu sau:

a) Ho so phap 1y chung, duoc 1ap thanh 01 quyén, bao gom:

- Gidy dang ky kinh doanh c6 nganh nghé kinh doanh thuc phdm hodc chimg nhan phap
nhéan ddi vai to chire, ca nhan (ban sao co6 xac nhan cua td chirc, ca nhan);

- Giéy chirng nhan co s¢ du diéu kién an toan thuc phém ddi vai cac co so thude dbi tuong
phai co gidy ching nhan co sé dil diéu kién an toan thuc pham theo quy dinh (ban sao c6
x4c nhan cua t6 chire, ca nhan);

- Ching chi phu hop tiéu chuan HACCP hoic 1SO 22000 hoic twong duong trong trudng
hop t6 chirc, ca nhan c6 hé thdng quéan 1y chat luong duoc chirng nhan phi hop tidu chuan
HACCP hoic ISO 22000 hoic twong duong (ban sao c6 céng chimg hodc ban sao c6 xuat
trinh ban chinh dé ddi chiéu).

b) Ho so cong bd hop quy hodc cong bd phut hop quy dinh an toan thyc pham con lai ddi
v6i san pham duoc 1ap thanh 02 quyén

T6 chirc, ca nhan san xuat, kinh doanh san pham ndp truc tiép hd so cong bb hop quy hoic
cong bd phu hop quy dinh an toan thuc pham cho co quan nha nudc c6 thim quyén ciua Bo
Y té va S Y té hodc ndp ho so theo dudng buu dién.

Dbi véi t6 chirc, ca nhan san xuét, kinh doanh san pham tién hanh cong bd hop quy hoic
cong bd phu hop quy dinh an toan thuc pham tir san pham tht hai trd 1én chi phai nop 01
bd hd so phép 1y chung.

, Tham quyén cap:

B0 y té cap véi thue pham chire nang; phu gia thuc pham; chat hd tro ché bién thuc pham;
cac san pham nhéap khau 13 thyc pham da qua ché bién bao goéi san, dung cu, vat liéu bao
g6i, chira dyng thyc pham.

Thoi han giai quyét :

30 ngay lam viéc ké tir khi nhan du ho so hop 18 véi thuc pham chirc nang

15 ngay lam viéc ké tir khi nhan d ho so hop 18 v6i thue pham, phu gia khac



Péi voi san pham thwe phidm chire ning nhip khéu

Poi v6i san pham thwe pham chire ning san xuit trong nuwéc

- Gidy dang ky kinh doanh hoic Gidy phép thanh 1ap van phong dai dién ctia cong ty san
xuét nude ngoai

- Gidy chimg nhén co s¢ du diéu kién vé sinh an toan thuc pham(02 ban sao cong ching)
- Phiéu két qua kiém nghiém san pham (vé chi tiéu chét luong chu yéu, chi tiéu chi diém
chat lugng va cac chi tiéu vé sinh lién quan).

- Nhan san pham

- Riéng d6i voi thuc pham chiéu xa, thuc pham bién ddi gen, san pham cong nghé moi
hodc trong thanh phan c6 chira nguyén liéu c6 ngudn gdc bién dbi gen, chiéu xa trong hd
so cong bd phai c¢6 ban sao gidy chirg nhan an toan sinh hoc, an toan chiéu xa va thuyét
minh quy trinh san xuat.

- Mau san pham.

Trinh ty déing Ky hru hanh thue phdm chirc ning

Buwéc 1: Co s giri hd so vé Cuc An toan vé sinh thuc pham (ATVSTP).

Buéc 2 : Cuc An toan vé sinh thue phadm nhan ho so, tra gidy bién nhan cho duong su
Bwéc 3: Co quan tiép nhan kiém tra hd so. Néu ho so chwa hop 16 thi sau 07 ngay 1am viéc
¢ cong van yéu cau ca nhan,doanh nghiép bo sung va hoan thién ho so theo quy dinh. Ho
s0 bo sung c6 dau van thu ghi ngay nhan ho so bo sung.

Bwéc 4: T6 chirc tham xét sau 10 ngay lam viée ké tir ngdy tiép nhan du ho so hop 18 va
1ap phiéu tham xét theo qui dinh trinh cdp c6 tham quyén phé duyét

Buwéc 5: Tra két qua cho co sé va luu hd so



