BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

S6: 1644 /QD-BYT Ha No¢i, ngay08 thing 6 nam 2026

QUYET PINH
Cong bd thii tuc hanh chinh sira d6i, bd sung trong linh vue an toan thue pham
quy dinh tai Nghi quyét s6 21/2026/NQ-CP ngay 29/4/2026 ciia Chinh phii
thudc thim quyén quan Iy ciia Bo Y té

BO TRUONG BQ Y TE

Can cit Nghi dinh s6 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh phu
quy dinh chirc ndng, nhiém vu, quyén han va co cdu t6 chirc ciia B6 Y té;

Can cir Nghi dinh s6 63/2010/NP-CP ngay 08 thing 6 nam 2010 ciia Chinh
phii vé kiém sodt thii tuc hanh chinh; Nghi dinh so 48/2013/NP-CP ngay 14 thang 5
nam 2013 ciia Chinh phii vé sira doi, b6 sung mét sé diéu cia cdc nghi dinh lién
quan dén kiém sodt thi tuc hanh chinh va Nghi dinh sé 92/2017/ND-CP ngay 07
thang 08 nam 2017 ciia Chinh phii vé sira doi, b6 sung mét sé diéu ciia cdc nghi dinh
lién quan dén kiém sodt thii tuc hanh chinh;

Can cir Nghi quyét so 2112026/NQ-CP ngay 29 thang 4 nam 2026 cia Chinh

phu cat giam, don gian hoa diéu kién kinh doanh, thii tuc hanh chinh va phan cdp
tham quyén thwc hién thii tuc hanh chinh trong linh viee y té.

Can cir Thong tu 0 02/2021/TT-VPCP ngay 31/10/2017 cua Van phong Chinh
phu huong dan vé nghiép vu kiém soat thu tuc hanh chinh;

Theo dé nghi cua Cuc truong Cuc An toan thuc phcfm.

QUYET PINH:

Piéu 1. Cong bd kém theo Quyet dinh nay: Ba (03) thu tuc hanh chinh sira doi,
bd sung trong linh vyc an toan thuc pham thudc pham vi chirc ning quan Iy ctia Bo Y té
duoc quy dlnh tai Nghi quyét sd 21/2026/NQ CP ngay 29 thang 4 nam 2026 cua
Chinh phu cat giam, don gian héa diéu kién kinh doanh, thu tuc hanh chinh va phan
cap thdm quyén thuc hién tha tuc hanh chinh trong linh vuc y té.

Piéu 2. Hiéu luc thi hanh

1. Mot (01) thu tuc hanh chinh (M& TTHC: 1.006.424) duoc sira ddi, b sung
tai diém a, Khoan 1, Bi€u 2 Nghi quyet s6 21/2026/NQ-CP ngay 29/4/2026 cua Chinh
phu vé cat giam, don gian hoa diéu kién kinh doanh, thu tuc hanh chinh va phan cap

thAm quyén thuc hién thl tuc hanh chinh trong linh vuc y té ¢6 hiéu luc thi hanh tur
ké ngay 01/7/2026.
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2. Hai (02) tha tuc hanh chinh (M& TTHC: 1.001422 va 1.001411) duoc stra
d6i, bod sung tai diém a, Khoan 1, Piéu 4 Nghi quyét sé 21/2026/NQ-CP ngay
29/4/2026 cua Chinh phu vé cit gidm, don gian hoa diéu kién kinh doanh, thu tuc
hanh chinh va phan cap thAm quyén thuc hién thi tuc hanh chinh trong linh vuc y té
c6 hiéu luc thi hanh'ké tir ngay 01/07/2027.

Piéu 3. Cic 6ng, ba: Chanh Van phong Bo; Vu truong Vu Phap ché; Cuc
truong Cuc An toan thuc pham va Thu truéng cac don vi, ca nhan lién quan chiu
trach nhiémthi hanh Quyét dinh nay./.

Noi nhan: KT. BO TRUONG
- Nhubiéu 3;

- Bé.truong (dé bao céo); :
- Cac d/c Thir truong BO Y té;

S Cuc Kiém so4t thu tuc hanh chinh-VPCP;

- Cong thong tin dién tir ciia Bo Y té;

- Phong KSTTHC,VPB;

- Trang thong tin dién tir Cuc An toan thyc phém;
- Luu: VT, ATTP.

“P5 Xuin Tuyén
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THU TUC HANH CHINH SUA POI, BO SUNG TRONG LINH VUC AN TOAN THUC
PHAM QUY PINH TAI NGHI QUYET SO 21/2026/NQ-CP NGAY 29/4/2026 CUA CHINH
PHU THUQC THAM QUYEN CUA BO Y TE
(Ban hanh kém theo Quyér dinh sé 1644QD-BYT ngay 08§.. thAng6 ndm 2026 ciia B4 Y té)

PHAN I. DANH MUC THU TUC HANH CHINH
1. Danh muc thi tuc hanh chinh sira d6i, bé sung thudc pham vi chitc ning quan Iy

cia By Y té

Tén VBQPPL quy
S6-hoso | Tén thi tuc dinh ndi dung sira Co quan thuc
TT - PR, Linh o
S TTHC hanh chinh doi, bo sung, thay fnh v hién
thé
A.Thi tuc hanh chinh cap trung wong
ba ky ba .
cong bs sin | Nghi  quét s | AN O
xg A 2 an auy .| thuc Cuc An toan
1| 1.001411 | Pham nhap khau | 21/2026/ND-CP ngay | L e pham- Bo
o déi  voi  thuc | 29/4/2026 cua Chinh | P P -
2 s A R S Dinh Y té
pham bao vé sic | phu vé cat giam, don dudn
khoe gian hoa didu kien g
kinh doanh, thu tuc
Pang kY ban hzfmh (Ehlnh va phan | An toan \
cong bd san | €ap tham quyeén thyc | thyc Cuc An toan
2. 1.001422 | phim san xuét | hién tha tuc hanh|phim va|thyc pham- B
trong nudc doi | chinh trong linh vuc y | Dinh Y té
voi thyc pham | & (diém a khoan 1 | dudng
bao v¢ suc khoe | pi3 4)
B. Tha tuc hanh chinh cap tinh
Nghi quyét sO .
21/2026/ND-CP ngay ;anui% Chuye:él
29/4/2026 ciia Chinh ey
ha vé cat giam, don | An  toan thuoc Uy ban
bang ky noéi p_}l e,a g‘?m, (fn nhan din cép
dung quang céo | 9ian hoa dieu kién | thuc inh hodc  co
3. 1.006.424 | @61 vé&i  thuc | kinh doanh, thu tuc | pham va .h X
phim bao vé strc | hanh chinh va phan | Dinh f;fr? du’occu}gn
khoe cap tham quyén thuc | dudng ey

hién tha tuc hanh
chinh trong Iinh vuc y
té (khoan 1 Diéu 2)

ban nhan dan
cap tinh giao
nhiém vu




PHAN II.
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NQI DUNG CU THE CUA TUNG THU TUC HANH CHINH THUQC

PHAM VI CHUC NANG QUAN LY CUABQ Y TE
A. Thii tuc hanh chinh sira di, bé sung thudgc pham vi chire ning quan ly caa B Y té
I/ Thii tuc hanh chinh cép trung wong

1- Thu tuc

Ping ky ban cong bd san pham nhip khiu doi véi thue pham bio vé sirc
khée (1.001411) (bdi bé “Phu gia thuc pham hon hop c6 cdng dung méi, phu
gia thyc pham khdng thugc trong danh muc phu gia duwoc phép sir dung trong
thurc pham hodc khdng diing doi tirong sir dung do BG Y té quy dinh”)

Trinh tu thuc hién

Budc 1:

1. T6 chic, ca nhan san xuat, kinh doanh thyc pham nop ho so dang ky ban
cong bd san pham qua hé théng dich vu cong tryc tuyén hodc dudng buu
dién hoac ndp truc tlep dén Cuc an toan thuc pham theo quy dinh sau day:
Trong truong hop t6 chirc, ca nhan san xuat nhiéu loai thuc pham thudc
tham quyén tiép nhan ho so ding ky ban cong bb san pham cua ca BoY té
va co quan quan ly nha nude co tham quyén do Uy ban nhan dan cap tinh|
chi dinh thi t6 chirc, ca nhan c6 quyen lya chon ndp hd so dén Bo Y té hodc
san phém thudc thém quyén tiép nhan hé so dang ky ciia co quan nao thi
nop ho so dang ky den co quan tiép nhan do.

Trong truong hop t6 chuc, ca nhan c6 tr 02 (hai) co so san Xudt trd 1én cung
san xuat mot san pham thi t6 chirc, c4 nhan chi lam thu tuc ding ky ban
cong bd san phim tai mot co quan quan 1y nha nudce ¢ dja phuong c6 co so
san xuat do t6 chirc, ca nhan lua chon (trir nhitng san pham dang ky tai Bo
Y té). Khi di lua chon co quan quan 1y nha nudc dé dang ky thi cac lan
dang ky tiép theo phai ding ky tai co quan da lya chon.

Budc 2:

Trong thoi han 21 (hai muoi mét) ngay, Cuc an toan thuc phém cO trach|
nhiém tham dinh ho so theo quy dinh. Thoi gian tham dinh ho so tinh tur
thoi diém ho so duoc nop trén hé théng dich vu cong truc tuyén hoic theo
dau dén cua co quan tiép nhan (trong trudng hop ndp hd so qua dudng buyl
dién hodc ndp hd so truc tiép).

Budc 3:

Trong truong hop khong dong y voi ho so cong bd san pham ctia to chuc, cé
nhan hodc yéu cau stra doi, bo sung, Cuc An toan thyc pham phai ¢ van
ban néu rd 1y do va can ctr phap 1y cta viée yéu cau. Chi duoc yéu cau sira
d6i, bd sung 01 lan.

Trong thoi han 07 (bay) ngay lam viéc ké tir khi nhan hd so sira ddi, bd
sung, Cuc an toan thyc pham tham dinh ho S0 va co van ban tra 1oi. Sau 90
ngay lam viéc ké tir khi co cong van yéu cau stra ddi, bo sung néu to chiic,
ca nhan khong stra doi, bo sung thi hd so khong con gia tri.

Truong hop san pham c6 sy thay ddi vé tén san pham xuét xtr, thanh phan
c4u tao thi to chure, ca nhan phai cong b lai san pham. Céc _truong hop co
sy thay d6i khac, t6 chtrc, ca nhan thong bao bang vin ban vé ndi dung thay]

d6i dén co quan tiép nhan hd so quy dinh tai khoan 1 Piéu 8 Nghi dinh
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s6 15/2018/ND-CP va dugc san xuat, kinh doanh san pham ngay sau khi guri
thong bao.

Co quan tiép nhan hd so ding ky ban cong bb san pham c6 trach nhiém
thong bao cong khai tén, san pham ctia t6 chirc, ca nhan da duoc tiép nhan
ding ky ban cong bd san pham trén trang thong tin dién tir (website) cua
minh va co s dit liéu vé an toan thuc pham

Cach thuc thuc

hién

Qua h¢ thong dich vu cong truc tuyén hodc dudng buu dién hoic ndp truc
tlep dén co quan tiép nhan ho so

Thanh ph?m, 50 lwgng ho so

A. Thanh phan hé so:

1. Ban cong bd san pham duoc quy dinh tai Mau s6 02 Phy luc I ban hanh
kém theo Nghi dinh sé 15/2018/NP-CP.

2. Gidy ching nhan luu hanh tu do (Certificate of Free Sale) hoac Gidy
ching nhan xuat khau (Certificate of Exportation) hodc Gidy ching nhan y|
té (Health Certificate) cua co quan ¢ thAm quyén cta nudc xut x{/xuit
khau cap c6 nodi dung bao dam an toan cho nguoi s dung hodc duoc ban tuf
do tai thi truong cua nudc san xuat xuat khau (hop phap hoa lanh swr).

3. Phiéu két qua kiém nghiém an toan thyc pham cua san pham trong thot
han 12 thang tinh dén ngay nop hd so dugc cip boi phong kiém nghiém
dugc chi dinh hodc phong kiém nghiém dugc céng nhan phu hop ISO
17025 gdm céc chi tiéu an toan do BoY té ban hanh theo nguyén tic quan
Iy rui ro phu hop véi quy dinh cua quoc té hodc cac chi tiéu an toan theo cac
quy chuan, tiéu chuan tuong mg do t6 churc, ¢4 nhan cong b trong truong
hop chua co quy dinh ciia Bo Y té (ban chinh hodc ban sao chimg thuc).

4. Bang chimg khoa hoc chimg minh coéng dung ciia san pham hoic cua)
thanh phém tao nén cong dung da cong bd (ban chinh hoic ban sao c6 xac
nhan cua to chirc, ca nhan). Khi sir dung bang chtng khoa hoc vé cong dung
thanh phan cta san pham de lam cong dung cho san pham thi liéu str dung
hang ngdy cta san pham toi thiéu phai 16n hon hodc bang 15% luong su
dung thanh phan d6 di néu trong tai liéu

5. Giéy chtrng nhan co s¢ du diéu kién an toan thuc phém dat yéu cau Thuc
hanh san xuat t6t (GMP) hodc chimg nhan twong duong trong trudng hop
san pham nhap khau 1a thuc phim bao vé siic khoe 4p dung tir ngay 01
thang 7 ndm 2019 (ban c6 xac nhén cua t6 chtrc, ca nhan).

Céc tai liéu trong hd so ding ky ban cong b san pham phai dugc thé hién
bang tiéng Viét; truong hop co tai liéu bang tiéng nudc ngoai thi phai dugc
dich sang tleng Vié¢t va dugc cong chung. Tai li€u phai con hiéu luc tai thoi
diém nop hd so ding ky ban cong bd san pham.

B. S6 lwong hé so: 01 bd

Thoi han gidi quyét

|21 ngay lam viéc

P6i twong thuc hién thi tuc hanh chinh

[T chirc, c4 nhan




Co quan thuc hién thi tuc hanh chinh

|Cuc An toan thuc phélm

K&t qua thiee hién thi tuc hanh chinh

|Gifiy tiép nhan ding ky ban cong bd san pham

Phi, 1 phi

Phi:

- Tir ngay 01/7/2025 dén hét ngay 31/12/2026: 750.000 dong/hd so (a4p dung
theo Thong tu s6 64/2025/TT-BTC ngay 30 thang 6 nam 2025 cia Bo Tai
chinh quy dinh mac thu, mién mot sé khoan phi, 1& phi nham hd trg cho
doanh nghiép, nguoi dan);

- T ngay 01/1/2027: 1.500.000 dong/hd so (4p dung theo Thong tu sd
67/2021/TT-BTC ngay 05 thang 8 nam 2021 cua B Tai chinh quy dinh
muc thu, ché @6 thu, nop, quan Iy va sir dung phi trong céng tac an toan
thuc pham).

L¢ phi: khong co

Tén mau don

|M5u s6 02 Phu luc 1: Ban cong bo san pham.

'Yéu cau, Diéu

kién thi tuc hanh chinh

1. C6 Giay ching nhan luu hanh ty do (Certificate of free Sale) hodc Giay|
ching nhén xuat khau (Certificate of Exportation) hodc Gidy ching nhén
té (Health Certificate) cua co quan co thAm quyén cta nudc xudt x{r/xuat
khau cp c6 nodi dung bao dam an toan cho ‘nguoi st dung hodc dugc ban ty
do tai thi truong cua nude san xuat/xuat khau (hop phap hoa lanh su).

2. C6 Phiéu két qua kiém nghiém an toan thuc pham cua san pham trong
thoi han 12 thang tinh dén ngay ndp hd so dugc cp boi phong kiém nghiém)
dugce chi dinh hodc phong kiém nghiém dugc céng nhan phu hop ISO
17025 gdm cac chi tiéu an toan do BoY té ban hanh theo nguyén tic quan
Iy rui ro phu hop véi quy dinh cua quoc té hodc céac chi tiéu an toan theo cac
quy chuan, tiéu chuan tuong imng do t6 chirc, c4 nhin cong bd trong truong
hop chua co quy dinh ciia Bo Y té (ban chinh hodc ban sao chimg thuc).

4. C6 Bang ching khoa hoc chimg minh céng dung ciia san pham hoic cua
thanh phan tao nén cong dung di cong bd (ban chinh hodc ban sao co xac
nhan cua to chic, ca nhan). Khi str dung bang chimg khoa hoc vé cong dung
thanh phan cia san pham dé lam cong dung cho san pham thi lidu st dung
hang ngdy cta san pham tdi thiéu phai 16n hon hodc bang 15% luong su
dung thanh phan d6 da néu trong tai liéu

5. C6 Gidy chimg nhan co s& du diéu kién an toan thuc pham dat yéu cau
Thuc hanh san xuat tt (GMP) hoic chiing nhan tuong dwong trong truong
hop san phadm nhap khau 14 thuc phdm bao vé sirc khoe 4p dung tir ngay 01
thang 7 nim 2019 (ban c6 xac nhin cua t6 chiic, ¢4 nhan).

Can cir phap ly cia thi tuc hanh chinh

1. Luat An toan thyc pham s6 55/2010/QH12 ngdy 17/6/2010 ctia Quoc hdi.
2. Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 ctia Chinh phii quy dinh chi
Tict thi hanh mdt s6 Diéu cua Ludt An toan thuc pham.
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3. Thong tu sb 67/2021/TT-BTC ngay 05 thang 8 nim 2021 cua Bo Tai
chinh quy dinh mac thu, ché do thu, nop, quan ly va sir dung phi trong cong
tac an toan thuc pham

4. Thong tu sb 64/2025/TT-BTC ngay 30 thang 6 nim 2025 cua Bo Tai
chinh quy dinh mac thu, mi&n mot sé khoan phi, 1& phi nham hd trg cho
doanh nghiép, ngudi dan
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~ Maus6 01 Phy lyc 1 ,
(Ban hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi tiét
thi hanh mét so diéu cua Ludt an toan thuc pham)

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

I. Théng tin vé to chirc, ca nhan cong bd san phdm
TEN 10 CHUC, CA MNAN: .ottt e e e et e e eeeeeeeeeeseeeeesesesesesesesaes
DA ChI: e
Dien thoal: .....vee Fax: oo
B AT et
M-S0 dOANN NERIEP: ...,
S6 Glay chtng nhan co so du diéu kien ATTP:..........oo Ngay Cap/Nm CAp: .......
(d01 v6i co so thude dbi twong phai cip Gidy chimg nhan co s& du diéu kién an toan thuc
pham theo quy dinh)
II. Thong tin vé sin phim
1. TN SAN PRAML: ..ot s et
2. ThANK PRAN: <ot
3. Chi tiéu chét luong cht yéu tao nén cong dung ctia san pham (d6i voi thuc pham bao vé stic khoe):
4. Thoi han st dung SAN PRAIL ......c.vveeeeeeeeeeee e
5. Quy cach d6ng goi va chat 1idU Ba0 DIt .....ouvieeeeeeeeeeeeeee e,
6. Tén va dia chi co O san XUAt SAN PRAM: ....coovvveeveerereieeeeee e
II1. MAu nhén san pham (d@inh kém mau nhan san pham hodc mau nhén san pham du kién)
IV. Yéu ciu vé an toan thuc pham
T chtrc, ca nhan san xuét, kinh doanh thyc phém dat yéu cau an toan thuc phém theo:
- Quy chuan k¥ thuat Qudc gia sb....; hodc
- Thong tu cua cac b, nganh; hoac
- Quy chuén k¥ thuat dia phuong; hoic
- Tiéu chuin Qudc gia (trong truong hop chua 6 cac quy chuan k¥ thuat qudc gia, Thong tu cla
cac B9 nganh, Quy chuan k¥ thuat dia phuong); hoac
- Tiéu chuan cua Uy ban tiéu chuan thuc pham quoc té (Codex), ‘Tiéu chun khu vuc, Tiéu
chuan nudc ngoai (trong truong hop chua c6 quy chuan k¥ thuat quéc gia, Thong tu ciia cic bd
nganh, Quy chuan k¥ thuat dia phuong. Tiéu chuan qudc gia); hoic
- Tiéu chudn nha san xuét dinh kém (trong truong hop chua co quy chuan ky thuat quoc gia. Thong
tu cua cac b nganh, Quy chuan ky thuét dia phuong, Tiéu chuan quoc gia, Tiéu chuan cta Uy ban
tiéu chuan thuc phdm quoc té (Codex), Ticu chuan khu vue, Tiéu chuan nuoc ngoai).
Chung t6i xin cam két thuc hién day du cac quy dinh cua phap luat vé an toan thyc pham va
hoan toan chiju trach nhiém vé tinh phap 1y ctia hd so cong bd va chét luong, an toan thuc pham
dbi voi san pham d3 cong bd va chi dua san phdm vao san xuat, kinh doanh khi da duoc cap
Gidy tiép nhan ding ky ban cong bd san pham./.
......... ngay.... thang.... nam
PAI DIEN TO CHU'C, CA NHAN
(Ky tén, déng dau)
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2- Thi tuc

Ping ky ban cong bd san pham san xuit trong nuéc 'd(“')i v6i thue pham
bao vé sire khée (1.001422) (bdi bé “Phu gia thuc pham hon hep cé cong
dung mdi, phu gia thuc phdm khéng thugc trong danh muc phu gia dwoc
phép sir dung trong thyrc pham hodc khdng diing doi twong sir dung do Bg Y|
té quy dinh”)

Trinh tu thuc hién

Budrc 1:

1. T4 chirc, ca nhan san xuét, kinh doanh thyc pham nop hd so dang ky ban
cong bd san pham qua hé théng dich vu cong tryc tuyén hodc dudng buu
di€n hoac ndp truc tlep dén Cuc an toan thuc pham theo quy dinh sau day:
Trong truong hop t6 chirc, ci nhan san xuat nhiéu loai thuc pham thudg
tham quyén tiép nhan ho so ding ky ban cong bd san pham cua ca BoY té
va co quan quan 1y nha nude c6 tham quyén do Uy ban nhan dan cip tinh
chi dinh thi t6 chirc, ca nhan c6 quyén lya chon ndp hd so dén Bo Y té hodc
san pham thudc thim quyén tiép nhan ho so ding ky ciia co quan nio thi
nop ho so dang ky dén co quan tiép nhan do.

Trong truong hop t6 chtrc, ca nhan c6 tir 02 (hai) co s6 san Xudt tro 1én ciing
san xudt mot san pham thi to chitc, c4 nhan chi lam thu tuc ding ky ban
cong bd san pham tai mot co quan quan 1y nha nude ¢ dia phuong co co s
san xuét do to chirc, c4 nhan lya chon (trr nhitng san phém dang ky tai Bo
Y té). Khi di lya chon co quan quan 1y nha nudc dé dang ky thi cac lan
dang ky tiép theo phai ding ky tai co quan da lya chon.

Budc 2:

Trong thoi han 21(hai muoi mot) ngay 1am viéc, Cuc an toan thuc pham c6
trach nhiém tham dinh ho so theo quy dinh. Thoi gian tham dinh ho so tinh
tir thoi diém hod so duoc nop trén hé théng dich vu cong tryc tuyén hoic
theo ddu dén cua co quan tiép nhan (trong trudng hop ndp hd so qua dudng
buu dién hodc ndp ho so truc tiép).

Budc 3:

Trong truong hop khong dong y voi ho so cong bd san pham clia to chuc, cé
nhan hodc yéu cau stra doi, b sung. Cuc An toan thyc pham phai 6 van
ban néu rd 1y do va can ctr phap 1y cia viéc yéu cau. Chi duoc yéu cau sta
d6i, bd sung 01 lan.

Trong thoi han 07 (bay) ngay lam viéc ké tir khi nhan hd so stra do6i, bo
sung, Cuc an toan thuc phém tham dinh hd so va c6 vin ban tra 16i. Sau 90
ngay lam viéc ké tir khi c6 cong van yéu cau stra doi, bd sung néu t6 chirc,
c4 nhan khong sira doi, bo sung thi hd so khéng con gia tri.

Truong hop san pham c6 su thay doi vé tén san phém xuat xur, thanh phan
c4u tao thi to chure, ca nhan phai cong b lai san pham. Céc truong hop c6
sy thay d6i khac, t6 chtrc, ca nhan thong bao bang vin ban vé ndi dung thay]
d6i dén co quan tiép nhan hd so quy dinh tai khoan 1 Piéu 8 Nghi dinh
s0 15/2018/NB-CP va dugc san xuat, kinh doanh san pham ngay sau khi guri
thong bao.

Co quan tiép nhan ho so ding ky ban cong bd san phim c6 trach nhiém

thong bao cong khai t€n, sdn pham cuia t6 chic, ca nhan da dugc ti€p nhan|
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dang ky ban cong bd san pham trén trang thong tin dién tu (website) cua
minh va co s& dit liéu vé an toan thuyc pham

Cach thirc thue hién

Qua h¢ thong dich vu cong truc tuyén hodc duong buu dién hodc ndp truc
tlep dénco quan tiép nhan ho so

Thanh phén, s6

s0 luong ho so

A. Thanh phén hé so:

1. Ban cong bd san pham duoc quy dinh tai Mau s6 02 Phuy luc I ban hanh
kém theo Nghi dinh sé 15/2018/NP-CP.

2. Phiéu két qua kiém nghiém an toan thuc phim cua san phim trong thoi
han 12 thang tinh dén ngay nop hd so duoc cip boi phong kiém nghiém)
dugce chi dinh hodc phong kiém nghiém dugc cong nhan phu hop ISO
17025 gdm céc chi tiéu an toan do BoY té ban hanh theo nguyén tic quan
ly rui ro phu hop voi quy dinh cua quoc té hodc cac chi tiéu an toan theo cac
quy chuan, tiéu chuan tuong tng do t6 chirc, c4 nhin cong bd trong truong
hop chua co quy dinh ciia Bo Y té (ban chinh hodc ban sao chimg thuc).

3. Bang chung khoa hoc ching minh céng dung cia san pham hoic cual
thanh phan tao nén cong dung da cong bd (ban chinh hodc ban sao c6 xac
nhan cua t6 chirc, ca nhan). Khi str dung bang chimg khoa hoc vé cong dung
thanh phan cta san pham dé 1am cong dung cho san pham thi liéu sir dung
hang ngay ctia san pham tdi thiéu phai 16n hon hodc bang 15% luong st
dung thanh phan d6 da néu trong tai lidu

4. Giéy chtrng nhan co s¢ du diéu kién an toan thuc phém dat yéu cau Thuc
hanh san xuét t6t (GMP) trong trudng hop san pham nhap khau 1a thyc
pham bao vé stc khoe ap dung tir ngay 01 thang 7 ndm 2019 (ban c6 xac
nhan cua to chirc, ca nhan).

CAc tai liéu trong ho so dang ky ban cong b san pham phai dugc thé hién
bang tiéng Viét; truong hop co tai liéu bang tiéng nudc ngoai thi phai dugc
dich sang tiéng Viét va dugc cong ching. Tai liéu phai con hiéu luc tai thoi
didm nop ho so ding ky ban cong bd san pham

B. S6 lwong hé so: 01 bd

Thoi han gidai

uyét

21 ngay lam viéc

Do6i twong thuce hién thi tuc hanh chinh

T6 chirc, ca nhan

Co quan thuc hién thi tuc hanh chinh

ICuc An toan thuc pham

Két qua thwe hién thi tuc hanh chinh

|Gi€iy tiép nhan dang ky ban cong bd san pham

Phi, 1¢ phi

Phi:

- Tirngay 01/7/2025 dén hét ngay 31/12/2026: 750.000 dong/ho so (ap dung
theo Thong tu s6 64/2025/TT-BTC ngay 30 thang 6 nam 2025 cua Bo Tai
chinh quy dinh mac thu, mién mot s6 khoan phi, 1é¢ phi nham ho trg cho
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doanh nghiép, nguoi dan);

- T ngay 01/1/2027: 1.500.000 dong/hd so (ap dung theo Théng tu sd
67/2021/TT-BTC ngay 05 thang 8 nam 2021 cua Bo Tai chinh quy dinh
muc thu; ché d6 thu, nop, quan Iy va st dung phi trong cng tac an toan
thuc pham).

L& phi: khong co

Tén mau don

|M§1u s0 02 Phy lyc 1: Ban cong bo san pham.

Yéu ciu, Piéu kién thii tuc hanh chinh

C6 ban cong bd san pham duoc quy dinh tai Mau s6 02 Phy luc 1 ban hanh
kem theo Nghi dinh s6 15/2018/ND-CP cua Chinh phu;

C6 phiéu két qua kiém nghiém an toan thuc pham cua san pham trong thoi
han 12 thang tinh dén ngay nop hd so dugc cip boi phong kiém nghiém
dugce chi dinh hodc phong kiém nghiém dugc cong nhan phu hop ISO
17025 gdm céc chi tiéu an toan do BoY té ban hanh theo nguyén tic quan
Iy rui ro phu hop vo6i quy dinh cua quoc té hodc cac chi tiéu an toan theo cac
quy chuan, tiéu chuan tuong tng do t6 chirc, c4 nhin cong bd trong truong
hop chua co quy dinh ciia Bo Y té (ban chinh hodc ban sao chimg thuc);

C6 bang ching khoa hoc chiing minh cong dung cia san pham hoic cuia
thanh phan tao nén cong dung da cong bd (ban chinh hodc ban sao co xac
nhan cua to chic, ca nhan). Khi str dung bang chimg khoa hoc vé cong dung
thanh phan cta san pham dé 1am cong dung cho san pham thi liéu st dung
hang ngay cua san pham tdi thiéu phai 16n hon hodc bang 15% luong st
dung thanh phan d6 da néu trong tai liéu;

C6 gidy chimg nhan co s& da diéu kién an toan thuc pham dat yéu cdu Thuc
hanh san xuét t6t (GMP) trong trudng hop san pham san xuat trong nudc 13
thuc pham bao vé stc khoe ap dung tir ngay 01 thang 7 nam 2019 (ban sao
cO x4c nhan cua to chirc, cd nhan).

Can cir phap ly cia thi tuc hanh chinh

1. Luat An toan thyc pham s6 55/2010/QH12 ngay 17/6/2010 cua Qudc hdi.
2. Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 cta Chinh phu quy dinh chi
Tiét thi hanh mot s6 Diéu cua Luat An toan thuc phém.

3. Thong tu s6 67/2021/TT-BTC ngay 05 thang 8 nam 2021 cua Bo Tai
chinh quy dinh mic thu, ché d6 thu, nop, quan Iy va sir dung phi trong cong
tac an toan thuc pham

4. Thong tu sd 64/2025/TT-BTC ngay 30 thang 6 nim 2025 cua Bo Tai
chinh quy dinh mac thu, mién mot sé khoan phi, 1& phi nham hd trg cho
doanh nghiép, nguoi dan
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Mau s6 02 Phu luc 1
(Ban hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 cuia Chinh phii quy dinh chi tiét
thi hanth mét sé diéu cia Ludt an toan thuc phcfm)
CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phic

|. Thong tin vé td chirc, c4 nhan cong bd san phim
T8N O CRUC, CATAN .ot e s see e s,
D S I o] 1V USROS
Dienthoai: . ... Fax: oo,
B i
M3 56 d0ANN NERIEP: ....voveoveeeeeeeeeeeee e
Sb Gidy chimg nhan co s da diéu kién ATTP: .........ccooeeeinnn, Ngay Cap/Noi cap:......
(d6i voi co so thudc ddi tuong phai cip Gidy chimg nhan co so du diéu kién an toan thuc pham
theo quy dinh)
II. Thong tin vé sin phim
1. TEI SAN PRAIL .ottt es et en s en e
2. ThANN PRAN «.eoeeeeeeeeeee e
3. Chi tiéu chét lugng chu yéu tao nén cong dung cla san phém (déi voi thuc phém bao vé stc
khoe):
4. Thoi han st dung san phém ....................................................................................
5. Quy cach dong goi va chat LU DAO DI: e
6. Tén va dia chi co s& san xuat san pham ..................................................................
I11. MAu nhén san pham (dinh kém mau nhan san pham hodc mau nhan san pham dy kién)
IV. Yéu ciu vé an toan thwe phim
T4 chure, ca nhan san xuét, kinh doanh thyc pham dat yéu ciu an toan thyc pham theo:
- Quy chuén k¥ thuat Qudc gia sd....: hodc
- Thong tu cta cac by, nganh; hodc
- Quy chuan k¥ thuét dia phuong; hodc
- Tiéu chuan Qudc gia (trong truong hop chua co cac quy chuén k¥ thuat qudc gia, Thong tu cta
cac Bo nganh, Quy chudn ky thuat dia phuong); hodc
- Tiéu chuan ctia Uy ban tiéu chuan thyc pham quoc té (Codex), Tiéu chuén khu vuc, Tiéu chuan
nudc ngoai (trong truong hop chua co quy chuan ky thuat quoc gia, Thong tu ctia cac by nganh,
Quy chuan k¥ thuat dja phuong, Tiéu chuan qudc gia); hoic
- Tiéu chuén nha san xuat dinh kém (trong trudng hop chua c6 quy chuan k¥ thuat quoc gia, Thong
tu cua cac bo nganh, Quy chuan ky thuat dia phuong, Tiéu chuan quoc gia, Tiéu chuan cua Uy ban
tidu chudn thuc pham quéc té (Codex), Tiéu chuin khu vic, Tiéu chuin nudc ngoai).
Chung t6i xin cam két thye hién day du cac quy dinh caa phap luét vé an toan thuc phém va hoan
toan chiu trach nhiém vé tinh phéap 1y cia hd so cong b6 va chat luong, an toan thyuce pham d6i voi
san pham da cong bd va chi dua san phadm vao san xuat, kinh doanh khi da dugc cap Gidy tiép nhan
dang ky ban cong bd san pham./.

...... , ngay ... thang ... nam ......
DPAI DIEN TO CHUC, CA NHAN
(Ky tén, dong dau)
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3-Thi tuc

Diang ky xac nhan ndi dung quing cao ddi véi thwe pham bao vé sirc
khée (1.006.424) (sira doi bo sung co quan gidi quyét: Co quan chuyén mon
vé y té thudc Uy ban nhan dan cép tinh hoic co quan chuyén mén duoc Uy
ban nhan dan cép tinh giao nhiém vu)

Trinh tu thuc hién

Budce 1:

T chirc, ca nhan co san pham quang cao giri ho so dang ky xac nhan noi
dung quang cdo dén co quan cap tinh.

Buéce 2:

Trong thai han 10 ngay 1am viéc, ké tir ngay nhan du hd so hop 18, co quan
tiép nhan ho so co trach nhiém xem xét ho so va tra két qua theo Mau s6 11
Phu luc | ban hanh kém theo Nghi dinh nay. Thoi han nay dugc tinh tir ngay
dong dau dén cua co quan tiép nhan hd so néu hd so duoc gui qua dudng buu
dién hoic ngay hd so hoan chinh dwgc tiép nhan trén hé thdng dich vu cong
truc tuyén.

Trong truong hop khong dong ¥ v6i noi dung quang cdo cua t6 chirc, ca nhan
hodc yéu ciu stra ddi, bd sung, co quan tlep nhan ho so phai ¢6 van ban néu
15 1y do va can cu phap ly cua viée yéu cau. Co quan tiép nhan ho so chi dugc
yéu cau sira doi, bo sung 01 lan.

Trong thoi han 10 ngay 1am viéc ké tir khi nhan hd so sira d6i, bo sung, co
quan tiép nhan hd so tham dinh hd so va c6 van ban tra 16i. Sau 90 ngay lam
viéc ké tir khi c6 cong vin yéu cau stra ddi, b sung néu to chirc, c4 nhan
khong stra ddi, bo sung thi hd so khong con gia tri;

Bude 3:

Céc co quan tiép nhan ho so ding ky xac nhan noi dung quang céo co trach
nhiém théng bao cong khai tén, san pham cua to chirc, ca nhan da dwoc cap
Gidy xac nhan noi dung quang cdo san pham thyc pham trén trang thong tin
dién tir (website) ciia minh va co so dir liéu vé an toan thuc pham

Cach thire thuc hién

Qua hé théng dich vu cong truc tuyén hodc duong buu dién hoac ndp truc tiép
dén co quan ti€p nhan ho so

Thanh phén, s6 lwgng hd so

A. Thanh phan hé so:

1. Pon ding ky x4c nhan ndi dung quang cao theo Mau sé 10 Phy luc | ban
hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 cua Chinh phi
quy dinh chi tiét thi hanh mot s6 diéu ctia Luat an toan thyc pham;

2. Giay tiép nhan dang ky ban cong bd san pham va Ban cong bd san pham da
dugc co quan ¢ tham quyen x&c nhan hoac Giy tiép nhan ban cong b hop
quy/Gidy xac nhan céng bé phii hop quy dinh an toan thyc pham con hiéu lyc
(ban sao ¢ xac nhan cua té chic, ¢ nhan);

3. Mau nhan san pham (ban c6 xac nhan cua té chuc, ca nhan);

4. Bi véi quang cdo trén bao noi, bao hinh thi phai cd kich ban du kién
quang c&o va noi dung du kién quang céo ghi trong dia hinh, dia 4m thanh;
dbi véi quang céo trén cac phuong tién khac thi phai c6 ma ket (mau noi
dung) du kién quang céo (02 ban c6 x&c nhan cua to chtc, ca nhan);
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5. D6i véi noi dung quang cao ngoai cong dung, tinh ning cua san pham ghi
trong ban cong bd san pham thi phai c6 tai liéu khoa hoc chitng minh (ban cé
xac nhdn cua té chirc, ca nhan);

Cac tai li¢u trong hd so dang ky xac nhan noi dung quang cao phai dugc thé
hién bang:tiéng Viét; trudng hop cd tai liéu bang tiéng nude ngoai thi phai
duoc dich sang tiéng Viét va dugc cdng ching

B. Sé;lwong ho so: 01 bd

Thoi han giai quyét

| 10'ngay lam viéc

Poi twong thuc hién thi tuc hanh chinh

| T chiic, ca nhan

Co quan thuc hién thi tuc hanh chinh

Co quan chuyén mon vé y té thuéc Uy ban nhan dén cap tinh hodc co quan
chuyén mén dugc Uy ban nhan dan cép tinh giao nhi¢m vu

Két qua thwe hién thi tuc hanh chinh

Gidy xéc nhén ndi dung quang cao (Mau s6 11 Phy luc 1 ban hanh kém theo
Nghi dinh s0 15/2018/ND-CP)

Phi, 1¢ phi

- Phi:

+ Tir ngay 01/7/2025 dén hét ngay 31/12/2026: 550.000 ddng/hé so (4p dung theo
Thong tu s6 64/2025/TT-BTC ngay 30 thiang 6 ndm 2025 cua Bo Tai chinh);

+ T ngay 01/1/2027: 1.100.000 dong/hd so (4p dung theo Thong tu sb
67/2021/TT-BTC ngay 05 thang 8 nim 2021 cua Bo Tai chinh).

- Lé phi: Khéng

A

Tén mau don

Don déng ky xac nhén ndi dung quang cao (Mau s6 10 Phu luc | ban hanh
kém theo Nghi dinh s6 15/2018/ND-CP)

Yéu ciu, diéu kién thii tuc hanh chinh

Piéu 27 Nghj dinh s§ 15/2018/ND-CP ciia Chinh phi quy dinh chi tiét thi
hanh mot s6 diéu ciia Luit An toan thuc phim

- La thuc phém bao vé stc khoe;

- C6 Giay tiép nhan ding ky ban cong bd san pham theo quy dinh hién hanh;

- Noi dung quang cao phai phu hop véi cong dung, tadc dung cua san pham da
dugc cdng b trong ban céng b san pham. Khong st dung hinh anh, thiét bi,
trang phuc, tén, thu tin cta cac don vi, co s¢ y té, bac sy, duoc sy, nhan vién y
té, thu cam on ctia ngudi bénh, bai viét caua bac sy, duoc sy, nhan vién y té dé
quang c&o thuc pham;

- Phai c¢6 khuyén céo "Thuc pham nay khdng phai 1a thuc va khdng cé tac
dung thay thé thudc chira bénh"; chir viét phai r6 rang, c6 mau twong phan voi
mau nén;

- Quang c&o trén bao ndi, bao hinh phai doc rd khuyén céo “Thuc pham nay
khong phai I thudc va khong c6 tac dung thay thé thubc chira bénh”;

- Viéc quang céo trén bao hinh, b4o néi vai thoi luong ngin dudi 15 giay thi

khong phai doc "Thyc pham nay khong phai 1a thudc va khong co tac dung
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| thay thé thudc chira bénh", nhung phai thé hién khuyén céo trong quang céo.

Can cwr phap ly cua thu tuc hanh chinh

1. Ludt An toan thyc pham s6 55/2010/QH12 ngay 17 thang 6 nim 2010 ctia Qudc
hoi;

2. Ludt quang cdo sb 16/2012/QH13 ngay 21 thang 6 ndm 2012 cta Qudc hoi, sira
d6i boiLuat Quang cao sira doi s6 75/2025/QH15 ngay 16 thang 6 nam 2025 cta
Quéde hoi;

3.:Nghi dinh s6 15/2018/NP-CP ngay 02 thang 02 nim 2018 ctia Chinh phu
quy dinh chi tiét thi hanh mot s diéu ciia Luat An toan thyc pham;

4. Nghi dinh s6 181/2013/ND-CP ngay 14 thang 11 nam 2013 ciia Chinh phu, quy
dinh chi tiét thi hanh mét sé diéu cua Luat Quang céo;

5. Nghi dinh s6 148/2025/ND-CP ngay 12 thang 6 nam 2025 ciia Chinh phu
quy dinh vé phan quyén, phéan cap trong linh vuc y té;

6. Nghi dinh s6 45/2020/ND-CP ngay 08 thang 4 nim 2020 cta Chinh phu vé
thuc hién TTHC trén moi trudong dién ti;

7. Nghi dinh s6 118/2025/ND-CP ngay 09 thang 6 nam 2025 ctia Chinh phu
vé thuc hién thu tuc hanh chinh theo co ché mét cira, mot ctra lién thong tai
B6 phan Mot ctra va céng dich vu cong quéc gia;

8. Thong tur sb 03/2025/TT-VPCP ngay 15 thang 9 ndm 2025 ctia Bo trudng, Chu
nhiém Vin phong Chinh phii huéng dan thi hanh mot sb noi dung cta Nghi dinh
s0 118/2025/ND-CP ngay 09 thang 6 ndam 2025 ciia Chinh phi vé thyc hién tha
tuc hanh chinh theo co ché mot ctra, mdt ctra lién thong tai BO phan Mot cura va
Cong Dich vy cong qubc gia;

9. Thong tu s6 09/2015/TT-BYT ngay 25 thang 5 nam 2015 cua Bo Y té vé
xac nhan nd1 dung quang céo ddi v6i san phém, hang hoa, dich vu dac biét
thudc linh vuc quan ly cta Bo Y té;

10. Thong tu s6 03/2026/TT-BYT ngay 12 thang 2 ndm 2026 cia BY Y t€, vé
béi bo mot sO van ban quy pham phap luét;

11. Thong tu s6 10/2013/TT-BVHTTDL ngay 06 thang 12 nam 2013 cua B
\{én h(’)a, Thé thao va Du lich, quy dinh chi’ tiét va hudng dan thyc hién mot
s0 dicu cua Ludt Quang céo va Nghi dinh s6 181/2013/ND-CP ngay 14 thang
11 nam 2013 cua Chinh phu quy dinh chi tiét thi hanh mét s6 diéu cua Luat
Quang céo; )

12. Thong tu s6 67/2021/TT-BTC ngay 05 thang 8 ndm 2021 cua B Tai
chinh quy dinh muc thu, ché d thu, ndp, quan ly va st dung phi trong cong
tac an toan thuc phém;

13. Thong tu sd 64/2025/TT-BTC ngay 30 thang 06 nim 2025 cta Bo Tai
chinh quy dinh muc thu, mién mét s6 khoan phi, 1& phi nham hd tro cho
doanh nghiép, nguoi dan (ap dung tir 01/7/2025 dén hét 31/12/2026).
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~ Mauso 10 Phy lyc 1 ,
(Ban hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi tiét
thi hanh mét so diéu cua Ludt an toan thuc pham)

TEN BON VI CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

S6: /Ky hiéuténdonvi ..t ,ngay..... thang.... nam 20....

PON PANG KY
Xéac nhan ngi dung quang cao

Kinh gz ...
1o Tén don vi dang Ky XAC NhAN: .....eoiiiiiiii
2 DI CE U SO:2 ettt ettt ettt et e ettt et et ee et eneerees
biénthoai: ..................l FAX. ot

Pé nghi dang ky xac nhan ndi dung quang cao dbi vai:

STT | Tén san phim S6, ky hiéu ciia Giy tiép nhan diang| Ngay tiép nhan ding ky
ky ban cong san pham ban cong bd
Phuong tién quang cao ..........................................................................................
HO 50 bao gOM CAC GIAY 10, 1A TBU: w.v.vvvveeeceeeeeeee et

T6i xin cam doan cac thong tin va hd so néu trén 1a ding su that va cam két thuc hién quang
cao san pham thuc pham theo ding ndi dung khi da dugc xac nhan.
Kinh dé nghi Quy co quan xem xét va cap giay xac nhan noi dung quang céo./.

Giam déc hoic dai dién hop phéap cia don vi
Ky tén
(Ghi ho tén day dii, chirc danh)
Déng dau

! pia danh
2 Ghi theo dia chi trén gidy chung nhan dang ky kinh doanh
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Mau s6 11 Phy luc 1
(Ban hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi tiét
thi hanh mét so diéu cua Ludt an toan thuc pham)

TEN CO QUAN CHUQUAN  CQNG HOA XA HQI CHU NGHIA VIET NAM
TEN CO QUAN TIEP NHAN Péc lap - Tw do - Hanh phuc
PANG KY NQIDUNG s
QUANG CAO

S6: IXNQC-...n... Tén tinh/thanh phd, ngay... thang.... ndm 20...
GIAY XAC NHAN NOI DUNG QUANG CAO
TN O CHUC, CAMNAN: <. e e e e e e e e eeeseeeseseeeeeeeseeeeeeeeeseeeseeeseseseeeeeseeseeseseeesens

3 1t o 1) SRR
Piénthoal: ..., ) G

STT | Ténsan pham | S, ky hiéu cia Gidy tiép nhan ding ky ban cdng b

Phuong tién quang cao:
C6 ndi dung quang cao (dinh kem) da duoc duyét phu hop véi quy dinh hién hanh.
Yéu cau to chac, ca nhan cé trach nhiém quang cao dung ndi dung da dugc xac nhan.

Co quan xac nhan
(Ky ghi rd ho tén va dong dau)

1 Ky hiéu viét tit cia co quan xac nhan noi dung
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