Bd YTE CONG HOA XA HOI CHU NGHTA VIET NAM
Pdc lap - Tw do - Hanh phuc

S6: 08 /2025/TT-BYT Ha Noi, ngay 07 thang 3 nam 2025

THONG Tuw
Quy dinh ho so, tha tuc cap gidy chirng nhan déi voi
thwc pham xuat khau thuéc pham vi quan ly cta Bo Y té

Can ct Luat ban hanh van ban quy pham phép luat ngay 22 thang 6 nam
2015 va Luat stra doi, bo sung mot so diéu clia Luat ban hanh van ban quy pham
phap luat ngay 18 thang 6 nam 2020;

Can ct Luat an toan thwc pham ngay 17 thang 6 nam 2010;

Can ct& Nghi dinh s 15/2018/NDB-CP ngay 02 thang 02 nam 2018 cua
Chinh pht quy dinh chi tiét thi hanh mot s6 diéu cta Luat an toan thuwc pham;

Can ct Nghi dinh s6 42/2025/NB-CP ngay 27 thdng 02 nam 2025 cla Chinh
phl quy dinh chirc nang, nhiém wu, quyén han va co cau té chirc ctia BO Y t€;

Theo dé nghi clia Cuc trwvdng Cuc An toan thuc pham,

BO trwdng BO Y té ban hanh Théng tu quy dinh ho so, thi tuc clp gidy
chitng nhan dai véi thuc pham xuat khau thudc pham vi quan ly ctia Bo Y té.

Piéu 1. Pham vi diéu chinh

1 Thoéng tv nay quy dinh vé tham quyén, ho so, thd tuc cap, thu hoi gidy
chitng nhan doi véi thwc pham xuat khau thudc pham vi quan ly cla Bo Y té
trong trvong hop cod yéu cau cla nwdc nhap khau (sau day goi chung la giay
chrng nhan).

2. Thong tu nay khéng ap dung doi voi cdp Gidy chirng nhan luvu hanh ty
do (CFS) cho céac thuc pham thudc pham vi quan ly clia Bo Y té.

Dbiéu 2. Bdi tvong ap dung

Thong tw nay ap dung ddi véi 16 hang xudt khau (16 hang cé thé gom mot
hodc nhiéu mat hang, mot hodc nhiéu 16 san pham) hodc co s& san xuat thuc
pham xudt khau thuéc pham vi quan ly clia Bo Y té.

Diéu 3. Gidy chirng nhan déi voi thwc pham xuat khau

1 Gidy chirng nhan (Gidy ching nhan y té hodc Gidy chirng nhan khac cé
lién quan trong trwvong hop c6 yéu cau cta nudc nhap khau) dwoc cap cho san
phdm thuc phdm, phu gia thwc phdm, chét ho tro ché bién; dung cu, vat liéu bao
g6i, chira dung thuwc pham khi t6 chic, ca nhan c6 yéu cau.

2. NOi dung trén gidy ching nhan duoc thé hién bang ngbn ngir tiéng Anh
va phai c6 t6i thiéu céac thong tin sau:
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a) Tén gidy chirng nhan (Gidy chirng nhan y té hodac Gidy ching nhan khac
co lién quan trong trirong hop cé yéu cau cta nwdc nhap khau);

b) Tén co quan cép gidy chirng nhan;

c) S6, ngay cap gidy ching nhan;

d) Tén mat hang duoc cp gidy chirng nhan hoac tén nhém san pham thuc
pham do co s& san xuat;

d) Han st dung/han str dung t6t nhat cla 16 san pham thudc mat hang xuét
khau déi véi Gidy chirng nhan y té va cac gidy chi*rng nhan khac cé lién quan
dén 16 hang xuat khau;

S6 va thoi han hiéu luc cta gidy chirng nhan co s& dd diéu kién an toan
thuc pham hodc tvong dwong doi véi gidy chirng nhan lién quan dén co s& san
xuat thuc pham;

e) Tén va dia chi cla to chirc, ca nhan xuat khau; co s& san xuat;

g) Can ct trén phiéu kiém nghiém cla 16 san phadm thuc pham xuéat khau,
xac nhan 16 san pham tuan tha quy dinh hién hanh cla Viét Nam vé an toan thuc
phadm va phu hop cho nguoi tiéu dung (“flt(s) for human consumption”™); hoac
co s& san xudt thuc phadm tuan tha quy dinh hién hanh cla Viét Nam vé an toan
thuc phdm trong treong hop gidy chirtng nhan co sé da diéu kién an toan thuc
pham hodc tvong duong con hiéu luc;

h) Chit ky, con dau cla co quan c6 tham quyén.

3. Trwong hop nwéc nhap khau yéu cau to chirc, cad nhan ndp gidy chirng

nhan theo mau do nwdc do quy dinh, thi co quan cdp dwa trén mau duoc yéu cau
dé cap gidy chirng nhan.

Diéu 4. HO so dé nghi cip gidy chirng nhan

HO so dé nghi cap gidy chirtng nhan cho 01 (mot) 16 hang xuat khau hodc
mot co s¢ san xuat thwc pham xuéat khau gom:

1 Pon dé nghi cdp gidy ching nhan theo mau quy dinh tai Phu luc ban
hanh kém theo Théng tv nay;

2. Gidy chirng nhan co s& du diéu kién an toan thuc pham hoac mét trong
cac Gidy chirng nhan: Thyc hanh san xuét tét (GMP), Hé théng phan tich méi
nguy va diém kiém soat t¢i han (HACCP), Hé thong quan ly an toan thuc pham
ISO 22000, Tiéu chuan thuc pham qudc té (IFS), Tiéu chuan toan cau vé an toan
thwc pham (BRC), Chi*ng nhan hé thong an toan thwc phdm (FSSC 22000) hodc
twong dwong con hiéu lyc (Ban sao c¢d xac nhan cla td chirc, ca nhan xuét khau),
trir truong hop quy dinh tai khoan 1BDiéu 12 Nghi dinh s6 15/2018/ND-CP ngay
02 thang 02 nam 2015 cda Chinh phu quy dinh chi tiét thi hanh mot sé diéu CIO
Luat an toan thyc pham;
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3. Phiéu két qua kiém nghiém an toan thuc phdm clia mau thir thudc 16 san
phdm thuc phdm xudt khdu (déi véi Gidy chirng nhan y té va cac gidy chiing
nhan khac co lién quan dén 16 hang xuat khau), c6 day du thong tin vé tén san
pham, 16 san pham thuc pham duwoc cap bdi phong kiém nghiém duwoc chi dinh
hodc phong kiém nghiém dugc cong nhan phu hop ISO 17025 (Ban goc hodc
ban sao ¢ chirng thuc), dat yéu cau clia Quy chuan ky thuat twong ng (d6i voi
san pham da c6 Quy chuan ky thuat); hodc dat cac chi tiéu theo quy dinh/yéu
cau ky thuat (doi voi sdn pham chwa c6 Quy chuan ky thuat) tai mot trong céc
gidy to sau:

a) Thoéng tv cla cac bd, nganh; hodc

b) Tiéu chuan Qudc gia (trong trwvdng hop chua cé cac quy chuan ky thuat
quoc gia, Thong tw clia cac Bd nganh, Quy chuan k¥ thuat dia phuong); hodc

c¢) Tiéu chuan cla Uy ban tiéu chuan thuc phdm quoc té (Codex), Tiéu
chuan khu vuc, Tiéu chuan nwdc ngoai (trong trvong hop chwa cé quy chuan ky
thuat quéc gia, Théng tw cla cac bd nganh, Quy chuan ky thuat dia phuong,
Tiéu chuan quoc gia); hoac

d) Tiéu chuan nha san xuéat dinh kem (trong trvdng hop chwa c6 quy chuén
ky thuat quéc gia, Thong tw cla cac bd nganh, Quy chuan kY thuéat dia phuong,
Tiéu chuan qudc gia, Tiéu chuan cla Uy ban tiéu chuan thuc pham quoc té
(Codex), Tiéu chuan khu vuc, Tiéu chuan nwéc ngoai);

4. Xac nhan dong phi tham dinh cdp gidy chi*rng nhan déi véi thuc pham
xuat khau.

Trwong hop nwdc nhap khiu yéu cau gidy chirng nhan theo mau do nudc
nhap khau quy dinh c6 nhirng thdng tin ngoai nhitng thong tin quy dinh tai Diéu
3 Thong tv nay, thi té chirc, ca nhan phai ndp cac gidy to lién quan phu hop dé
chirng minh cac thong tin do.

Diéu 5. Tham quyén, trinh tw, thd tuc cip gidy chirng nhan

1 T0 chirc, ca nhan san xuat, kinh doanh 16 hang xuat khau hodc co s& san
xuat thie pham xudt khau dé nghi cép gidy chirng nhan nop ho so dén Bo Y té
(Cuc An toan thuc pham) qua hé thong dich vu cong truc tuyén hodc nop truc
tiép hodc qua dwong buu dién dén B phan mot clra clia BO Y té.

2. Thoi han cap khong quéa 05 (nam) ngay lam viéc, ké tlr ngay to chic, ca
nhan ndp hé so day du, dang quy dinh. Trwdng hop khdng cap hodc yéu cau stra
doi, bd sung, thi co quan tiép nhan hé so phai cé van ban néu ré ly do va can ci
phap ly clia viéc yéu cau.

Trong thoi han 05 (ndm) ngay lam viéc, ké tir khi nhan hd so stra doi, bo
sung, thi co quan ti€p nhan ho so tham dinh ho so va cé van ban tra 1oi.
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Sau 90 ngay keé tir khi c6 cong van yéu cau stra doi, bd sung néu to chirc, ca
nhan khong stra d6i, bé sung thi ho so khdng con gia tri.

3. Thoi gian tham dinh ho so tinh tlr thoi diém hd so dwoc ndp trén hé
théng dich vu cong truc tuyén hodc theo dau dén cua co quan tiép nhan (trong
tredng hop ndp ho so truc tiép hoac ndp qua duong buu dién dén B6 phan mot
clra clia B Y té).

4. Gidy chirng nhan hodc van ban néu r6 ly do khong cép duwoc tra tuong
tng v&i hinh thic ndp ho so.

5. SO lwgng Gidy chirng nhan duwoc cap theo yéu cau cla td chirc, ca nhan
xudt khau.

6. Cac thanh phan ho so phai con hiéu lyc phap ly tai thoi diém nop ho so.
Diéu 6. Cac truong hop bi thu hoi gidy chirng nhan

1 T6 chirc, ca nhan bi phat hién cung cdp mot trong cac thanh phan ho so
gidy t0 gia mao hodc khéng ding quy dinh cla phap luat trong hé so dé nghi cap
gidy chirng nhan.

2. Gidy chirng nhan duwoc cdp cho 16 hang xuat khau ma mat hang thuc
pham thudc 16 hang dé khong phu hop véi tiéu chuan, quy chuan ky thuat da
cong b6 ap dung (néu co).

3. Gidy chitrng nhan cép cho co s& san xudt thuc pham xuét khau ma co s¢ dé bi
thu hoi Gidy chi*rng nhan co s& du diéu kién an toan thuc pham hodc twong dwong.

4. Gidy chirng nhan duoc cap khong ding tham quyén.

Diéu 7. Tham quyén, trinh tw thu hoi gidy chirng nhan

1. BO Y t€ (Cuc An toan thwc pham) ban hanh van ban thu hoi gidy chiing
nhan va gtri cho t6 chirc, ca nhan xudt khau da duoc cdp gidy ching nhan; dong
thoi dang tai thdng tin trén trang thong tin dién t&r cla Cuc va gui thong bao dén
co quan hai quan vé viéc gidy ching nhan khoéng con gia tri hiéu luc; Gidy
chirng nhan hét hiéu lwc ké tir ngay co quan c6 thdm quyén ban hanh van ban
thu hoi.

2. Trong thoi han 05 (nam) ngay lam viéc, tO chirc, ca nhan duoc cap gidy
chitng nhan phai ndp gidy chirng nhan da cap cho Bo Y té (Cuc An toan thuc pham).

Diéu 8. Quyén va nghia vu cla té chirc, cd nhan

TO chirc, ca nhan c6 quyén va nghia vu sau day:

1 Puoc co quan nha nwéc ¢d tham quyén cap gidy chirng nhan cho 16 hang

xuat khau hodc co s¢ san xudt thirc phadm xudt khau theo yéu cau clia nwdc nhap
khau.
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2. B4o dam tinh xac thuc, chiu trach nhiém toan dién truéc phap luat vé cac
thong tin da ké khai va cac tai liéu trong thanh phan ho so dé nghi cp gidy chiing
nhan.

3. Nop phi tham dinh hd so cap gidy chirng nhan theo quy dinh hién hanh.
Diéu 9. Quyén han va trach nhiém ctia B Y té (Cuc An toan thuc pham)

1 To chirc ti€p nhan hd so va cép, thu hoi gidy chirng nhan theo quy dinh
tai Diéu 5, Diéu 6 va Biéu 7 Thong tu nay.

2. T6 chirc quan ly va thu phi cdp gidy ching nhan theo quy dinh cla phéap lut.
Piéu 10. Hiéu luc thi hanh
1. Thong tw nay cd hiéu luc thi hanh ké tlr ngay 07 thang 3. nam 2025.

2. Théng tv s6 52/2015/TT-BYT ngay 21 thang 12 nam 2015 cua BO
tredng BO Y t€ quy dinh viéc kiém tra nha nudc vé an toan thwc pham doi voi
thwe pham nhédp khau va hd so, thi tuc cdp Gidy chirng nhan déi véi thuc pham
xuat khau thudc pham vi quan ly ctia B Y t€ va so thi tw 1, phan B, Phu luc 6
tai Thong tw s6 29/2020/TT-BYT ngay 31 thang 12 nam 2020 cla Bd trwdng BO
Y té€ stra doi, b0 sung va bdi bd mot s6 vdan ban quy pham phéap luat do B6
trudng BO Y t€ ban hanh, lién tich ban hanh hét hiéu luc ké tir ngay Thong tw
nay co hiéu lyc thi hanh.

3. Trong qué trinh thwc hién, néu c6 vudng mac, dé nghi phan anh vé Bo Y
t€ (Cuc An toan thuc pham) dé xem xét, giai quyét./.

Noi Ehé‘”i o1 e Oute o KT.B0 TRUONG
- 0y ban x& hdi cta Quoc hoi; > 2 &7
- Van phong Chinh pht (Phong Céng béo; HU TRUONGYip
Cong TTDT Chinh pht, Vu KGVX);

- BO Tu phap (Cuc Kiém tra VB va Quan ly XLVPHC

- B, co quan ngang b6, co quan thubc CP;

- D/c BO trwdng Bo Y t€ (dé b/c);

- Céac d/c Thi trvéng BO Y t€;

- UBND céc tinh, thanh pho trwc thudc trung wong;

- S¢ Y té cac tinh, thanh phd trwc thudc trung wong; uan Tuyén

- S& ATTP Thanh phé Ho Chi Minh;

- Ban Quan ly ATTP thanh ph6 Ba Nang;

- C&c Vu, Cuc, Van phong B9, Thanh tra B§;

-Cong TTDT B0 Y t&; Trang TTDT Cuc ATTP;

- Luu: VT, PC, ATTP (05 ban).
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PHU LUC: MAU BON PE NGHI CAP GIAY CHUNG NHAN BOI1 vOI
THUC PHAM XUAT KHAU
(Ban hanh kém theo Thong tw s0 08 /2025/TT-BYT ngay 07thang 3 nam 2025
cla BO trudng BO Y t€)
Tén td chirc, cA nhan CONG HOA XA HOI CHU NGHTA VIET NAM
Poc lap - Tw do - Hanh phuc

.............. , hgay ....thang ...nam ...
Kinh gli: Cuc An toan thic pham - BO Y té

Tén t6 chiic, ca nhan dé nghi cap gidy ching nhan (tiéng Viét va tiéng Anh):....

Dia chi (tiEng VIEt vatiBng ANN) .o

Pe dap (*ng yéu cau clia nwdc nhap khau, Cong ty chiing toi dé nghi Cuc An toan
thwc pham cép Gidy chirng nhan (tén Gidy chi*rng nhan - Gidy ching nhan y té
hodc Gidy chirng nhan khac cé lién quan trong trvong hop cé yéu cau ctia nwéc
nhap khau) véi thong tin cu thé nhu sau:

1 Tén co s& san xuat (tiEng Viet va tieng ANN) ..o,

8. Nhan san pham (dinh kem)

(N@i dung ghi trén nhan bang ngdn ngit khac tiéng Viét va tiéng Anh thi phai co
ban dich sang tiéng Viét cd xac nhan clia td chirc, ca nhan xuat khau).

9. Mat hang xuéat khau dat yéu cau vé an toan thuc pham theo: Quy chuan ky thuat
Quéc gia so....; hoac Thong tw cla cac bd, nganh; hodc Quy chuan ky thuat dia
phwong; hodc Tiéu chuan Qudc gia; hodc Tiéu chuan cla Uy ban tiéu chuan thuc
pham qudc té (Codex), Tiéu chuan khu virc, Tiéu chudn nwéc ngoai; hodc Tiéu
chuan nha san xuét dinh kém;
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10. Co s& san xudt dat yéu cau vé an toan thuc pham tai Gidy chirng nhan co s&
di diéu kién an toan thwc pham hodc twong duwong sO..., thoi han hiéu

(Ghi chi: Muc 4 dén muc 9 chi ap dung doi voi Gidy chitng nhan cho thuc pham,
phu gia thuc phdm, chét ho tro ché bién; dung cu, vat liéu bao goi, chira dung thurc
pham).

HO so kém theo:

Chung t6i/Toi xin chiu moi trach nhiém trwdc phap luat vé tinh xac thuyc cla cac
thong tin da ké khai va cla céac tai liéu trong ho so.
(Nguei dai dién theo phap luat hoac
ngudi dwoc Oy quyén cua té chirc
xudt khau ky tén, déng dau hoac ca
nhan déng dau)

//
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