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

S6: 4630 /QD-BYT Ha Ngi, ngay 24 thang F  nam 2018

QUYET PINH
V¢ viéc sira ddi, bd sung thii tuc hanh chinh méi ban hanh linh vyc an toan thyc
pham va dinh dudng thudc pham vi chirc niing quan Iy ciia B§ Y te

BO TRUONG BO Y TE

Can cir Nghj dinh sé 75/2017/ND-CP ngay 20 thang 6 nim 2017 cua Chinh phu
quy dinh chirc nang, nhiém vy, quyén han va co céu td chirc ctia Bo Y té;

Can ctr Nghij dinh sé 63/2010/ND-CP ngay 08 thang 6 nam 2010 cua Chinh phu
vé kiém soat thi tuc hanh chinh; Nghi dinh s6 48/2013/ND-CP ngay 14 thang 5 nam
2013 clia Chinh phi vé sira d6i, b6 sung mot sé diéu ctia cac Nghi dinh lién quan dén
kiém soat thi tuc hanh chinh va Nghj dinh sb 92/2017/ND-CP ngay 07 thang 8 nim
2017 cua Chinh phu stra ddi, b sung mdt s6 diéu cia céc nghi dinh lién quan dén
kiém soat thu tuc hanh chinh;

Xét dé nghj ciia Cyc truéng Cuc An toan thuc phim,

QUYET PINH:

Diéu 1. Cong b6 bd sung kém theo Quyét dinh nay 03 thu tuc hanh chinh méi
ban hanh va 02 tha tuc hanh chinh duge stra ddi tai Nghj dinh s6 15/2018/ND-CP
ngdy 02 thdng 02 nim 2018 ctia Chinh phii quy dinh chi tiét thi hanh mot s6 diéu cua
Luat an toan thyc pham thugc pham vi chirc ning quan 1y cia Bo Y té trong linh vurc
an toan thyc pham va dinh dudng

Diéu 2. Quyét dinh nay c¢6 hiéu lyc thi hanh ké tir ngay ky.

Piéu 3. Cac Ong, Ba: Chanh Vin phong B, Thu truong cac Vu, Cuc, Thanh
tra By, Tong cuc va Thua trudng cic don vi ¢6 lién quan chju trach nhi¢m thi hanh
Quyeét dinh nay./.

KT. BO TRUGNG ,
Noi nhin: _ ﬁﬁIHU’TRUUN G P
- Nhu Diéu 3; .

- B{ trudng (dé bao céo);

- Cuc Kiém soat TTHC- VPCP;

- Cong Théng tin dién tir - B Y té;
- Luu: VT, VPB6, ATTP.




THU TUC HANH CHINH MO1 BAN HANH LINH VU'C AN TOAN THUC PHAM VA
DINH DUONG THUQC PHAM VI CHUC NANG QUAN LY CUABQ Y TE

(Ban hanh kém theo Quyvér dinh 1'04630 'OD-BYT nga}z? thang q'mim 2018
cua Bo triecong Bo Y 1¢)

PIIAN I. DANH MUC THU TYC HANH CHINH
1. Danh muc thit tuc hanh chinh méi ban hanh thude pham vi chirc ning quan ly caa By Y té
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Dang ky ban cong bo M__h: dinh séL—Ml_ toan thuc ICu-.: An toan
= pan phiam nha ap khau d6i 15720 18/ND-CP cuapham va dinh  ‘thyc pham
'BYT-286962- 11 -
Vai thue pham bao vé  Chinh phu quy  dinhidudng [
1| e Khoe, Phu gia thue  chi tiét thi hanh mét s6 J

| Co quan thye |



~ E B -
ham hon hop ¢o cong
ung mai. phu gia thye

pham khong thude trong |

danh muc phu gia duge

iphép su dung trong thue
pham hodc khong dung |
161 twong su dung do B@i

’

té quy dinh

idu cua Luat an toan __’T _____

thye pham

|
|

[R%]

—_—

BYT-286963-1T

Dang ky ban ¢Ong bo

Nghi dinh s/An toan thyc

an pham san xuat trong 15/2018/ND-CP  cuiapham va dinh

wde doi vai thue pham

a0 v¢ suc khoe, Phy gia

hue pham hon hgp ¢6
:ong dung mai. phu gia

huc pham Khong thude |
. |
rong danh myc phu gia

fuoe phép su dung

hinh phu quy dinhdudng
rx:h_i tiét thi hanh mot s6
diéu cua Luat an toan
!thuc pham

uc An toan
hue pham

|
|
!
|
|
|

llmng thue pham hoge |

hong dang doi trong
. ,' su dung do BO Y 1€ quy ! ‘ |
| | linh [ | B




PHAN IL NOI DUNG CU THE CUA TUNG THU TUC HANH CHINH

1. Thu tuc hanh chinh méi ban hanh

1- Thi tue —I{)ang ky ban cong bd san pham nhap khau dbi voi thye pham dinh dudng y hoc,
thue ;mam dung cho ché df in dic biét, sian phiam dinh dudng dung cho tré dén 36
thang tudi (trong trudng hop to chire, ci nhin lya chon theo quy dinh tai Diém C
Khoin 1 Diéu 8 Nghi dinh s6 15/2018/ND-CP ngay 02/02/2018 c¢ia Chinh Phu).

(Trinh tu thye hién
Bude 1:

. TO chire. ca nhan san xuat, kinh doanh thyre phim nop hd so dang ky ban cong bo san
pham qua hé thong dich vu cOng tryc tuyén hodc duomg buu di¢n hodc nop true liLP dén
Cuc An toan thuc pham. Bo Y L.

Buwde 2:

I'rong thoi han 07 (bay) ngay lam viée ké tir khi nhan du hd so dam_ ky ban com. bé san
pham, Cuc An toan thuc ph'lm ¢6 trach nhi¢m tham dinh hd so va cap Gidy tiép nhan
dang Ky ban cong b san pham theo Mau s 03 Phu luc | ban hanh kém theo Nghi dinh
15/2018/ND-CP.

Thoi gian tham dinh hd so tinh tir thoi diém hé so duoe ndp trén hé thng dich vu cong
truc tuyén hoac theo diu dén ciia co quan tiép nhan (trong trudng hop ndp hé so qua
duomg buu dién hogc ndp hé so trye tiép)

[Bude 3:

Trong trudng hop khong dong ¥ vai hd so cong bd san pham cua 16 chie. ca nhan hodc
lyéu cau stra doi, bo sung, Cue An toan thyc pham phai ¢O van ban néu rd ly dao va can
cur phap ly cua viée yéu ciu. Chi duge yéu cau sua doi. bd sung 01 lan.

Trong thoi han 07 (bay) ngay lam viée ké tir khi nhan hd so stra ddi, bd sung, Cuc An
toan thuc pham Ihdm dinh ho so va ¢o van ban tra 10i. Sau 90 ngay lam viéc ké tir khi
cO cong viin yéu cdu sua doi, bo sung néu to chire, ca nhan khong sira doi, bd sung thi
hé so khong con gid tri.

Trudng hop san pham cé su thay ddi vé tén san pham. xuit x{r, thanh phdn cdu tao thi
10 chirc, ¢d nhan phai cong bd lai san pham Cac truong hgp ¢o sy thay doi khéc, 16
Chire, cd nhan thong bao bang van ban vé ngi dung thay doi dén co quan tiep rthdn hd so
quy dinh tai khoan 1 Dicu ndy va duge san xuét, kinh doanh san pham ngay sau khi gui
thong béo.

Co quan tiép nhin hd so ding ky ban cong bd san ;}hém ¢6 trach nhiém théng bao ¢ong
khai tén, san pham ctia 16 chire, ¢a nhan da duoc tiep nhan dang ky ban mnﬂ bé san
ph.un trén trang thong tin di¢n twr (website) cua minh va co so div liéu vé an toan thuc
pham.

Cach thire thwe hién

Qua h¢ thong dich vu cong tryc yén hogc duong buu dién hoje ndp truc tiép dén Cuyc
an toan thyc pham

Thanh phin, s6 luong ho so

A. Thanh phin ho so:

I. Ban cong bd san pham duge quy dinh tai Mdu sé 02 Phu luc | ban hanh kém theo




Nghi dinh s 15/2018/ND-CP.

2. Gld\ chimg nhin luu hanh wr do (Certificate of Free Sale) hogic Gidy chimg nhan
xudt khau (Certificate of E\cp01 tation) hogc (chl\ chimg nhan y té (Health Certificate)
cua co quan ¢6 thim quyén ciia nude xudt xir/xudt khau cap ¢6 ndi dung bao dam an
toan cho ngudi s dung hode duge ban ty do tai thi truong cua nude san xudt/xudt khau
(hop phap hoa lanh su).

3. Phiéu két qua kiém nghi¢m an todn thyc phdm clia san phdm trong thoi han 12 thang
tinh dén ngdy ndp hd so duge cap boi phong kiém nghi¢m dugc chi dinh hogc phong
kiém nghiém duoc cong nhan phit hop 1SO 17025 gdm cac chi tiéu an toan do B9 Y 1é
ban hanh theo nguyén tic quan ly rui ro pha hop vai quy dinh cua quf‘n té hogc cac chi
tiéu an toan theo cic quy chuan. tiéu chuan tuong tng do td chire, ¢ nhin cong bo
trong trudng hop chua ¢o quy dinh cua Bo Y 1€ (ban chinh hodc ban sao chimg thuc).

4. B’mL chimg khoa hoc chlimg minh cong dung cua san pham hoac cua thanh phﬁn 9o
nén cong dung da cong bd (ban chinh hojdc ban sao ¢6 xdc nhin ctia 16 chirc. ¢d nhan).
Khi sur dung bang chimg khoa hoc vé ¢cong dung thanh phdn cua san pham dé 1am cong
dung cho san pham thi lidu su dung ha.ng, ngay cua san pham 16i thiéu phai [6n hon
hodc biang 15% luong sir dung thanh phin do da néu trong tai lidu;

Cac (i ligu trong hé so dang ky ban cong bo san phdm phai dugc thé hién hiing tiéng
Viét; truong hop ¢d i ligu bang tiéng nuae ngoai thi phai dugc dich sang tiéng Viét va
duge cdng chimg. Tai liéu phai con hiéu lyc tai thoi diém ndp hd so dang ky ban c¢ong
bd san pham

B. S6 lieong ho so: 01 bo

Thoi hn gidgi quyét

07 ngay

D&i twgng thwe hién thi tue hanh chinh

1'6 chie. ¢a nhan

Co quan thwre

hién thu tuc hanh chinh

_uc an toan thyc pham

Két qui thye hién thi tue hanh chinh

Giay ti¢p nhdn dang ky ban cong bd san ph:-;zm

Phi, 1¢ phi

Phi: 1.500.000dong/1 san pham
L¢ phi: khéng ¢6

(Theo Thong e 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ché do thu, nép. quan
v va sie dung phi trong cong tac an toan v¢ smh thiee phamy

Tén mau don

Mau s6 02 Phu luc I: Ban cong bd san pham.

Yéu i::"lu, Diéu

Kién thu tuc hanh chinh

C6 Bian ¢ong bd san pham theo quy dinh

C6 Gidy chimng nhan luu hanh w do (Certificate of Free Sale) hoac Gidy chimg nhan
xuat khau (Certificate of E xportation) hojc Gla\ chimg nhan y té (Health Centificate)




ua ¢o quan ¢o tham quyén cua nude xuat xi/xuit khau cap ¢6 ndi dung bao dam an
odn cho nguoi su dung hodc duoc ban tu do tai thi trudng cua nurde san xuat/xuat kKhau
hop phap hoa lanh su);

"6 Phiéu két qua kiém nghi¢m an toan thyc pham cua san pham trong thai han 12
hang tinh dén ngay ndp hd so duge cdp bai phong kiém nghi¢ém dugc chi dinh hoiic
hong klem nghiém dugc cong nhin phu hop ISO 17025 gom cac chi tiéu an toan do

& Y té ban hanh theo nguyén tic quan ly rui ro phu hop voi quy dinh cua qude té hoac
a¢ chi tiéu an toan theo cde quy chudn, tiéu chuéin trong (g do t chire, ¢4 nhan cong
6 trong trudmng hgp chua ¢o quy dinh cua BO Y 1 (ban chinh hodc ban sao chimg
huc);

[Can cir phdp IV cuia tha tuc hanh chinh

I. Ludt An toan thye phim sé 55/:2010/QH 12 ngay 17/6/2010 cua Quéc hoi.

2. Nghi dinh s6 13/2018/ND-CP ngay 2/2/2018 cua Chinh pht quy dinh chi Tiét thi
hanh mot sé Pidu cua Ludt An toan thue pham.

3. Thong tr 279/TT-BTC ngay 14/11/2016 quy dinh muc thu, ché do thu. nop. quan ly
\A st dung phi trong cong tac an toan vé sinh thuc phim

Mau s6 02 Phy lyc |

(Ban hanh kém theo Nghi dinh so 135, 2018 ND-CP ngay 222018 cua Chinh phu quy dinh chi tiét thi
hémh mot sé diéu cua Lugt an todn thie phdani)

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1dp - Ty do - Hanh phic

BAN CONG BO SAN PHAM

L. Thong tin v& td chire, ¢ nhin ¢ong bé sin phim

ToR O ChiEe, O BN .o

L3P | ——— B e R T B R S T T e
BT 0o | PP, FO e R R
M2 50 0NN NERIEP: ...vovveeeeeee et s e s e e e eeseeeeaeesseeesees e s e es s

SO Gidy chang nhéan co so di didu kién ATTP: ooovviriieivi ) Ngay cap/Noi L‘ﬁp:

(d6i v6i co so thude ddi wwong phai cép Gidy ching nhén co so du diéu kién an toan thue phdm theo
quy dinh)

I1. Thong tin vé san pham
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3. Chi tiéu chét lugng chu yéu tao nén cong dung cua san pham (doi vai thuce pham bao vé sirc
khoe):

4. Thai han s dung SAN PRAIN: L..c.oveceeeeeeeeee et
5. Quy céich dong g6i va Chit [igU A0 Di: ...cv.eevreeeeeeeeeee e

6. Tén va dia chi co SO san XUAt SAN PAAM: _...oo..oovoiioe e

I11. Miu nhén sin phim (dinh kém mdu nhan san phdam hoae mdu nhan san pham die kién)
IV. Yéu ciu vé an toan thye phim

To chire, ¢a nhan san xudt, kinh doanh thye pham dat yéu céu an toan thyc pham theo:

- Quy chudn k§ thuat Qude gia s6....: hode

- Thdng tr cua cdc b, nganh: hoac

- Quy chudn k¥ thuat dia phuong; hodc

- Tiéu chudn Qude gia (trong truong hop chua ¢6 cac quy chuan ky thuat qudc gia, T héng tr cua cac
Bo nganh, Quy chuan ky thuat dia phuong): hoiic

- Tiéu chuan cua Uy ban tiéu chudn thuc pham quo; & (C odex). Ticu chudn khu vye. Tiéu chudn
nuoce ngoai (trong trurcmf, hop chira ¢ quy chuan ky thudt qudce gia, Thong tu cia cac bd nganh, Quy
chuan kv thudt dia phuong, Tiéu chuan quoc gia): hoac

- Ti¢u chudn nha san xudt dinh kém (trong trudmg hgp chua co quy chuan k¥ thudt quoc gia. Thong
W cua cde bo nganh, Quy chuan kY thudt dia phuong, Tiéu chuén quoc gia. Tiéu chuan cua Uy ban
tiéu chudn thue pham L|um. t& (Codex). Tiéu chudn khu vue. Tiéu chuan nudc ngoai).

Chung t6i xin cam két thyc hi¢n day du cac quy dinh cua phap lugt vé an toan thyc phidm va hoan
toan chiu trach nhi¢m vé tinh phap Iy ctia hd so cong bo va chat lugng, an toan thye pham LIUi vai
san pham da cong bd va chi dua san pham vao san xudt, kinh doanh khi da duge cap Gidy tiép nhan
dang ky ban cong bd san pham./.

L ngav.... thang.... nam.. ..
l)n\[ Dll' N TO CHUC, CA Nli \\
(Ky 1én, dong ddu)



- Thi tye lD.‘ing ky ban cong bd sin phim sin xuit trong nwée déi voi thure pham dinh
dudng v hoe, thye phiam dang cho ché do an dic biét, sin pham dinh dudng
dung cho tré dén 36 thang tudi (trong truomg hop th chire, ci nhin lya chon theo
quy dinh tai Diém C Khoin 1 Diéu 8 Nghi dinh s6 152018/ND-CP ngay
02/02/2018 ciaa Chinh Phu).

[I'rinh tw thue hién

Budc 1

. T6 ¢hire, ¢d nhin san xudt, kinh doanh thuc phiam ngp hé so dang ky ban cong bd
san pham qua h¢ thong dich vu ¢ong truc tuyén hojdc dudng buu dién hodc ndp truc
tiép dén Cuc an toan thuc pham

Bude 2:

Trong thoi han 07 (bay) ngdy lam viée ké tir khi nhin du hG so ding ky Cuc an toan
thue pham ¢0 trach nhigm tham dinh ho so va Cdp Giay tiép nhan dang kv ban cong bd
san pham theo Mau s6 03 Phu lyc | ban hanh kém theo Nghi dinh 15/2018/ND-CP.

[Thoi gian llmm dinh hé so tinh tir thoi diém hd so duge ndp trén h¢ théng dich vu
cong truc tuyén hojc theo diu dén cua co uan tiép nhan (trong truong hop ndp hd so
qua dudng buu dién hodc ndp hd so truc tiep)

Bude 3:

[1'rong truomg hop khong dong y voi hd so cong bd san pham ciia 16 chic. ¢ nhéan
hodc yéu cau stra doi. bo sung, Cuc an oan thuc pham phai ¢6 vin ban néu rd Iy do va
cdn cir phap 1y cua viée yéu cdu. Chi duge yéu cau sira doi, b sung 01 lan.

Trong thoi han 07 (bay) ngay lam viéc ké uir khi nhin ho 5o stra doi., bd sung, ¢o quan
tiép nhan ho so timm dinh ho SO va ¢O viin ban tra 101, Sau 90 ngay lam vige kd tr khi
o cong vin yéu cau stra doi. bd sung néu té chac. ¢a nhan khong stra doi. bd sung thi
hé so khdng con gia tri.

Trudmg hop san phiam co sy thay doi vé 1én san pham., xudt xir. thanh phin céu tao thi
to chire, cd nhan phai cong bo lai san pham Céc trudng hgp ¢6 sur thay doi Khac. 10
chire, ca nhén thong bao b’mg van ban ve ndi dung thay doi dén co quan tiép nhan hd
so quy dinh tai khoan 1 Diéu nay va duoc san xuat, kinh doanh san pham ngay sau khi
ouri thong bao.

Co quan Itcp nhin ho so dang ky ban cong b san pham ¢o trach nhi¢m thong bio
cOng khai tén, san pham cia 16 chice. ¢i nhan da duge Liép nhan dang ky ban ¢ong bd
san phﬁm trén trang thong tin dién tr (website) cua minh va co so di licu vé an toan
thyc pham

Ciach thie thue hi¢n

Qua h¢ thong dich vy ¢ong trye tuyén hode duong buu dign hoac nop trure tiep den
ICuc an toan thue pham

Thanh phin, sé lugng ho so

A. Thanh phan ho so:

I. Ban cong bo san pham theo quy dinh tai Mau s 02 Phy lue [ ban hanh kem theo
Nghi dinh 15/2018/ND-CP




2. Phi¢u két qua kiém nghiém an toan thye pham cua san phim trong thoi han 12
thang tinh dén ngay ndp ho so duge cp boi phong kiém nghi¢m duge chi dinh hodc
phong klun nghi¢m dugc cong nhin phu hop ISO 17025 gdm céc chi tiéu an toan do
BO Y té ban hanh theo nguyén tic quan Iy rai ro phu hop vai quy dinh cua qudc té
hodc cdc chi tiéu an toan theo céc quy chudn, tiéu chudn tuong img do td chire, ca
nhéan cdng bd trong truomg hop chua cd quy dinh cua B Y té (ban chinh hogdc ban sao
ichung thue).

3. Bang chimg khoa hoc chimg minh cong dung cia san pham hodc cua thanh phan
tao nén cong dung da cong bd (ban chinh hodc ban sao ¢d xic nhan cua to chire, ca
nhan). Khi st dung bang chimg khoa hoc vé cong dung thanh phéan cia san phdm dé
lam cong dung cho san pham thi liéu sir dung hang ngay ctia san pham ti thiéu phai
I6n hon hodic bang 15% luong st dung thanh phén do da néu trong tai liéu:

4. Gidy chimg nhin co sé du diéu kién an toan thuc pham trong trudmg hop co so
thudc doi tugng phai cap giay chirng nhin co sa du dicu kién an 1an thuc pham theo
quy dinh (ban sao ¢ xac nhan cua to chire, ¢ nhan)

Cac tai ligu trong hd so dang ky ban cong bé san pham phai duge thé hién banL. tiéng
Viét: trudong hop 6 tai liéu bang tiéng nudce ngoai thi phai dugc dich sang ticng Viét
va dugce cong chang. Tai ligu phai con hi¢u lyc tai thoi diém ndp hd so dang ky ban
cong bo san phim

B. 86 lwpng hi so: 01 b

Thoi han giai

quyét

07 ngay lam viéc

Doi twong thue hién thu tue hanh chinh

I'G chuc, ¢a nhian

Co quan thwe

hién thu tuc hanh chinh

ICuc an toan thuc pham

K&t qua thwe hién thi tuc hanh chinh

Giay tiep nhan diang ky ban c¢dng bo san pham

hi, 1€ phi

Phi: 1.500.000d6ng/1 san pham
1.¢ phi: Khong ¢

(Theo Thang tr 279/TT-BTC ngay 14/11°2016 quy dinh nute thu, ché do thu, ngp,
(quan Iy va sie dung phi trong cong tdae an toan vé sinh thire pham)

Tén mau don

Mau s0 02 Phu luc I: Ban cdng bd san pham.

Yéu ciau, Diéu

kién thu tuc hanh chinh

CO Ban cong bo san pham theo quy dinh.

C6 Phiéu két qua kiém nghiém an toan thue pham cua san phiam trong thoi han 12
thang tinh dén ngdy ndp ho so duge cip bai phong kiém nghiem dugc chi dinh hoac
phong kiém nghiém duge cong nhan phii hop 1SO 17025 gdm cée chi ti¢u an toan do
BO Y té ban hanh theo nguyén tic quan Iy rui ro phu hop vai guy dinh cua quoc &
hoac cic chi tiéu an toan theo cac quy chuan, tiéu chuin trong (g do 10 chic, ca




nhin cong bd trong truomg hop chua co quy dinh cua BO Y 1€ (ban chinh hodc ban sao
ching thyc).

C6 Bang chimg khoa hoc chimg minh ¢cong dung cua san pham hoac ctia thanh phan
tao nén cong dung da cong bd (ban chinh hodc ban sao c6 xac nhdn cua 16 chic, cé
nhan).

Co Giay chimg nhdn co so di diéu kién an toan thyc pham trong trudng hop co so

- qAc . v A “ - . Y I o ~
thudc doi tuong phai cap gidy chimg nhiin co so du dicu Kién an oan thye phiam theo
quy dinh (ban sao ¢6 xac nhéan cua (O chire, ¢d nhan)

Cin cir phip ly cia thi tue hanh chinh

I. Ludt An toan thye pham sé 55/2010/QH 12 ngay 17/6/2010 cua Qude hoi.

2. Nghj dinh s6 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi Tigt thi
hanh mgt sO Dicu cua Ludt An toan thuc pham.

3. Thong wr 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ché do thu, nGp, quan Iy
va su dung phi trong cong tic an toan vé sinh thuc pham

Mau s 02 Phy luc |

(Ban hanh kém theo Nghi dinh so 15/2018/NP-CP ngay 2/2/2018 ciia Chinh phu quy dinh chi tiét thi
hanh mot so diéu ciia Lugit an toan thiee pham)

CONG HOA XA HOI CHU NGHIA VIET NAM

Dée Iip - Ty do - Hanh phic

T A . A ga - - Y Ao A
L. Thong tin vé t6 chire, ¢ nhan cong bo sian pham
T to:Rhie: ¢ NBRRE & umiscimsiimssetonmad bttt Wi s

Di¢nthogi: ...oooooiiiiiiiiii, — BIER s cwwsvvninns onms oo pessnssom iosa s sva i e R TR ST
E-MAl ottt
NI 80 AORNHTBIISD: i ittt mmsermiinesmsbsrmansamsssasssscsansstsssaseommmsrasenant it Ehrestmmermss
Sé Gidy chimg nhan co so du didu Kien ATTP: ..oovvvveeneene... Ngay cap/Noi cip: .........

(ddi voi co 5o thude doi ugng phai cép Gidy chimg nhan ¢o sé du didu kién an toan thue phiam theo
quy dinh)

I1. Théng tin vé sin pham




[. T¢n san pham:

2. THBARBHANG ..ot mnets4itrensessiamsanssenssiiussnsmsss s thss asssuys shas e esgsssessachser s seneasabosssessapsansss

3. Chi tiéu chat lugng chu yéu tao nén cong dung cia san pham (déi véi thue pham bao vé sirc
khoe):

o Thior Rt B e SRR PIRIG s msems s s e

5. Quy céch ASng 26T VA ChAL HEU BAO Dl .u.eevreersereseceismsssinissenseassasesssssesssasessmnssssssssssassires

6. Tén va dia chi co O s8N XUAL SAN PhAM: 1o.vovvvoiriaisee e

11 MAu nhin san phadm (dink kém méu nhan san pham hodc mdu nhan san pham due kiény
IV. Yéu cdu vé an toan thye pham

To chire, ¢d nhan san xudt. kinh doanh thye pham dat yéu ciu an toan thye pham theo:

- Quy chuén k¥ thudt Qude gia s6....; hoiic

- Thong tu cua cac bg, nganh: hodc

- Quy chuén k¥ thuat dia phuong: hodc

- Ti¢u chudn Quoc gia (trong trudng hop chua ¢d cde quy chuan k¥ thudt quoc gia, Thong tur cua cac
Bd nganh, Quy chuan k¥ thuat dia phuong); hoac

- Ti€u chudn cta Uy ban tiéu chuén thyc pham quéc 1€ (Codex). Tieu chuan khu vye, Tiéu chuin
nude ngoai (trong trudng hop chua co quy chuin k¥ thudt qudc gia, Thong tu cha cac bd nganh, Quy
chuan k¥ thudt dia phuong. Tiéu chudn qudc gia): hodc

- Tiéu chudn nha san xuat dinh kém (trong truong hep chua ¢o quy Lhunm k¥ thudt qum gia. Thong
tr cua cae bd nganh, qu c,huan k¥ thudt dia phuong. Ti¢u chuan qum gia, Tiéu chuin cua U y ban
tiéu chudn thue pham qudc t& (Codex), Tiéu chuan khu virc. Tiéu chudn nude ngoai).

Chung 181 xin cam két thye hi¢n day du cée quy dinh cia phéap luat vé an toan thyc phdm va hodan
toan chiu trach nhi¢m vé tinh phap 1y ctia hd so cdng bd va chét lugng, an toan thuce pham 501 vai
san pham da cong bd va chi dua san pham vao san xudt, kinh doanh khi da dugc cap Gidy tigp nhan
dang ky ban ¢ong bd san pham./.

; . ngay.... thang.... nam... ... ...
DAl um TO CHUC CA NHAN
(Ky tén, dong ddj



3- Thu tye

Xac nhian ndi dung quing cao dbi voi cac san pham dinh dudng v hoe, thye
pham dung cho ¢hé do dn dic bi¢t, san pham dinh dudng dung cho tré dén 36
thing tudi (trong truong hep 16 chire, ¢4 nhan lya chon m,)p hé sor ding ky ban
cong bo san phiam dén B)Y té theo quy dinh tai Khoan 1 Didu 27 ciia Nghi dinh
15/2018/ND-CP).

I'rinh ty thue

hi¢n

Bude 1:

TO chire. ¢a nhn ¢o san pham quang cdo gui hd so dang ky xdc nhan noi dung
quang cdo dén Cuc an toan thuc pham:

Budce 2:

Trong thoi han 10 ngay lam viée, ké tur ngdy nhén du hé sor hop 1€, Cuc an toan thyce
phim ¢6 trach nhiém xem xét hd so va tra két qua theo Mau s6 11 Phu luc | ban
hanh kem theo Nghi dinh 1572018/ND-CP. Thoi han nay duge tinh tir ngay dong diu
;Lleﬂ cua Cuc an toan thyc plmm néu hd so duge gui qua dudng buu dién hoac ngay
ho so hoan chinh duge tiép nhan trén hé thdng dich vu cong truc tayén.

Bude 3:

I'tong truomg hop khong dong ¥ véi ndi dung quang cdo cuia 16 chire, ca nhan hoc
véu cdu stia doi, bo sung, Cuc an toan thye phdm phai ¢6 van ban néu rd ly do va can
(r phap ly cua viée yéu cau. Co quan tiép nhan hd so chi duoce yéu cau stra doi, bd
sung 01 lan.

Trong thoi han 10 ngay lam viée ké tir khi nhdn hd so stra ddi, bo sung, Cue an wan
thuc pham ho so Iham dinh hd so va ¢ van ban tra 101. Sau 90 ngay lam vi¢c ké tir
khi c6 cong viin yéu cu sira ddi. bd sung néu td chirc, ca nhan khong stra doi, bo
sung thi hd so khong con gid tri

Co quan ticp nhin hd so dang ky xac nhan noi dung quang cao ¢o trach nhiém thong
biao cong khai t€n. san pham cua 15 chic. ¢i nhan da duge ufzp Gidy xac nhan noi
dung quang céo san pham thyuc pham trén trang thdng tin di¢n wr (website) cua minh
va co sO dir lidu veé an toan thyc phfim.

Cich thire thye hign

Qua h¢ thong dich vu cong truc tuyén hode duong buu dién dén cuc an toan thyc
pham

-+ A
Thanh phin, sé luong ho so

A. Thanh phan hd so:

- Don dang ky xac nhdn ngi dung quang cdo theo Mau s6 10 Phu luc [ ban hanh
kc.'lﬂ theo Nghi dinh 56 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi
tict thi hanh mot sé diéu coa Luat an toan thue pham

2.Gifly tiép nhin dang Ky ban cong bo san phdm va Bin cong bo sian pham da duoc
o quan ¢6 thAm quyén xde nhan hoae Gidy tép nhin ban cong bd hop quy/Gidy sdc
nhin cong bo phu hop quy dinh an toan thyc plmm con hi¢u lye (ban sao ¢6 xéic
nhan cua té chirc. ca nhan): (d6i voi cac san pham da duge cap Gidy tiép nhan ban
cong bd hop quy/ Cnd\ xac nhdn cong bd phu hop quy dinh an toan thuc pham trude
ngay Nghi dinh s6 15/2018/ND-CP ctia Chinh phu co hiéu lyc)




3. Mau nhan san pham (ban ¢6 xac nhn cua 16 chire, ¢a nhan):

4. DS voi quang cao trén bao noi. bao hinh thi phai ¢o kich ban du kién quang céo
va ndi dung du Kicn quang cdo ghi trong dia hinh, dia am thanh; d6i voi quang cao
trén cac phuong tién khic thi phai ¢6 ma két (mau ndi dung) du kién quang ¢ao (ban
cd xac nhan cua 10 chic, ¢a nhan):

3. P61 voi ndi dung quang cao ngoai cong dung, tinh nang cua san pham ghi trong
ban céng bd san pham thi phai ¢6 tai li¢u khoa hoe chimg minh (bén sao ¢é xdc nhéan
cua to chire, ca nhin):

ICac tai liéu trong hd so dang ky xdc nhan ni dung quang cao phai duge thé hién
béing llt:uu Vigt: truomg hop ¢6 tai lidu bing tiéng nude ngoai thi phai duoc dich

sang tiéng Viét va duoe cong chimg.

B. SO lugng hd so: 01 bo

Thoi han gia

i quyét

10 ngay lam vigce

Do twgng thy

¢ hi¢n thu tue hanh chinh

1'0 chire, ¢d nhin

Co quan thue

hién thu tuc hanh chinh

ICuc an toan thyc pham

Két qué thuc hién thi tuc hanh chinh

Giay xdc nhdn ndi dung quang céo

Phi, 1¢ phi

Phi: 1.200.000 /lan/1 san pham
[.€ phi: khong co

(Theo Théng e 279/ TT-BTC ngay 14/11°2016 quy dinh mirc thu, ché dé thu, nop,
uan Iy va sir dung phi trong cong tac an toan vé sinh thwee pham)

Y X
I'én maun don

Mau s6 10 Phy lye I: Don dang ky xac nhan ndi dung quang cao

* A . n . ~ - 3 *
Mau s0 11 Phuy luc I: Giay xdc nhdn ndi dung quang céo.

ra A « A
Yéu ciu, Di¢u

kién thu tuc hanh chinh

I'heo cac quy dinh ctia phdp ludt vé quang cio:

- Phai du dlcu kign quang cao quy dinh i Diem d Khoan 4 Ditu 20 cia Luat quang
cdo va co gidy tiép nhan ban cong bd hop quy hodc gidy xdc nhan cong bé phi hop
quy dinh an toan thye phdm (dbi voi nhimg san pham chua ¢6 quy chuén ky thuat)
cua co quan nha nudc co tham quyén cép.

- Didu 27 Nehj dinh s& 15/2018/NP-CP ngay 2/2/2018 ctia Chinh pha quy dinh chi
tiet thi hanh maot sO dieu cua Ludt an toan thue pham.

- Khong thude trudng hop cam quang cao quy dinh tai Dicu 7 cua Ludt quang cao.

Vige ding ky noi dung quang cdo thyc pham ngoai viéc phai tudn thu cac quy dinh




cua phap ludt vé quang cio con phai tuan thu cac quy dinh sau:

I. Trude khi quang cio. 1o chire. ¢ nhan ¢o san phim quang c¢io phai dang ky ndi
dung quang cdo vai co quan cip Gidy tiép nhan ban dang ky cong bd san pham theo
quy dinh hién hanh.

2. N§i dung quang cao phai phi hop voi cong dung, tac dung cua san pham da duoc
cong bd trong ban cong bd san pham. Khong sir dung hinh anh, thiét bi, trang phuc.
tén, thu tin cua cac don vi, co so'y 1&, bac s3, duge sy, nhin vién y té. thu cam on
clia ngudi bénh. bai viét clia bac sy. duge sy. nhan vién v 1é dé quang cao thye
pham.

3. T6 chirc. ca nhan ¢ san pham quang cdo; to chire, ca nhan phat hanh quang céo
chi duge tién hanh quang céo san phim da duoc cdp Gidy xdc nhan ndi dung quang
cao va chi duoc quang cdo phu hop voi ndi dung da dugce xac nhén.

- Noi dung quang cdo phai theo ding quy dinh tai Diéu 8§ Nghi dinh sd
181/2013/ND-CP va Khoan 2 Diéu 6 T\t,hl dinh s& 100/2014/ND-CP ngiy 06 thang
L'l nam 2014 cua Chinh phu quy dinh vé kinh doanh va sir dung san pham dinh
dudmg dung cho tre nho, binh bu va vii ngdm nhan tao.

Cin cir phap ly cua tha tuce hinh chinh

I. Ludt An toan thyc phim sb 55/2010/QH 12 ngay 17/6/2010 cia Qude hoi.
R. Luat quang cdo s 16/2012/QH13 ngay 21/6/2012 ciia Quéc hoi.

3. Nghi dinh s6 15/2018/ND-CP ngdy 2/2/2018 cua Chinh phi quy dinh chi Tiét thi
hanh mat s6 Didu cua Ludt An toan thyc pham.

4. Nghi dinh s6 181/ 2013/ND- CP ngay 14 thang |1 nam 2013. quy dinh chi tiét thi
hanh mgt s6 diéu cua |Ludt Quang cio.

5. Thong tr 6 09/2015/TT-BYT ngay 25/5/2015 vé xae nhan ndi dung quang cdo
ndm vOi san phim, hang hoa, dich vu dic biét thudce linh vire quan ly cuia Bo Y té.

0. Nghi dinh s& 100720 14/ND-CP ngay 06 thang 11 ndm 2014 caa Chinh phu quy
inh ve Kinh doanh va su dung san pham dinh dudng dang cho tré nho. binh bi va
vl ngdm nhan tao:

7. Thong tr 279/TT-BTC ngay 14/11/2016 quy dinh mrc thu, ché do thu, ndp, quan
Iy va str dung phi trong cdng tac an toan v¢ sinh thue pham;

Mau s 10 Phu luc |

(Ban hanh kem theo Nghj dinh 5o 15, 2018/ND-CP ngay 2/22018 cua Chinh phu quy dinh chi tiét thi
hanh mét sé diéu cua Lugt an toan thire phéim)

TEN DON VI CONG HOA XA HOI CHU NGHIA VIET NAM
------- Déce lip - Tu do - Hanh phuce

S0 /Ky hi¢u tén don vi oo e gl thang..... nam 20....



DON DANG KY
Xie nhiin ndi dung quang cio
L e —— N A VR I
L T2 dont VL OBnE K XOE NRBRL o.oucimusinmesmvmo sy s simissonss

2 IR RINE DO S0 wovopuuvosssisnsiin G s N s S T A O S A N AR ST S S AR

Diénthoai: ...ovvvvi e, FAXT i pusivisssmmiss i issosasssns saesh i Prauass i snvivogvannns

D¢ nghi dang ky xdc nhdn ndi dung quang cao ddi voi:

S0, ky hi¢u ciia Giy tiép nhin diing ky | Ngay tiép nhin ding ky

STT | Tén san phiam ‘. - y i i %
bin cong sin phim ban cong bo

PHUTRETOn - GUEIE CADE st s i s s s
Ho soebat gom tAC gidy 0, 81 B vt nigavius S

I'6i xin cam doan cdc thong tin va ho so néu trén la dang su that va cam két thue hién quang cio san
pham thyue pham theo ding ndi dung khi da duoc xac nhin.

Kinh dé nghi Quy co quan xem xét va cap giay xac nhan ndi dung quang céo./.

Giam doc hode dai dién hop phap cia don
vi
Ky tén (Ghi ho tén day du, chire danh)
Péng dau

' Dia danh

“ Co quan ti¢p nhin hd so: Co quan ¢6 thaim quyén quy dinh tai Biéu 37 va Diéu 40 ctiia Nghj dinh
nay.

3oy . v oo A . s = A
* Ghi theo dja chi trén gidy chimg nhan dang ky kinh doanh

Mau sb 11 Phu luc 1

(Ban hanh kém theo Nghi dinh s6 15/201 SND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi tiét thi
hanh gt so diéu cua Ludt an toan thuee phdm)

TEN COQUAN CHU QUAN  CONG HOA XA HOI CHU NGHIA VIET NAM
TEN CO QUAN TIEP NHAN Doc lip - Ty do - Hanh phue




DANG KY NOI DUNG QUANG

CAO
Sé: IXNQC-..."... Ten tinhythanh ph;i nean.., thang. ndam 20,
GIAY XAC NHAN NOI DUNG QUANG CAO
T80 8 IO, C8 MBAN: ...o0ninoioncinasmmssesssssnsinmiusmsiesiinsmn simasiibaonsitandiidienssbonssbsbnsnstbssentionsos s
B A Y s T R T T R S A R L T L R e s
PV RGBS v i i R R S R B PO sanusmnennnisinnaas
STT | Tén sin phim S6, ky hi¢u cuia Gify tiép nhin ding ky ban cong b6

Phuong tién quang cao:
C06 ndi dung quang cio (dinh kemy da duge duyét phu hop vai quy dinh hién hanh.

Yeéu cau to chire, ¢a nhan ¢6 trach nhiém quang céo ding ndi dung da dugce xdc nhan.

Co quan xic nhin
(Ky ghi ré ho tén va dong dau)

| o2 Loa LA 4 . s a ns
Ky hiéu viét tit cua co quan xac nhian ndi dung




2. Danh muc thu tue hanh chinh duge sira adi

I- Tha tue

Diing ky ban cong b sin pham nhip khéiu ddi voi thye ph.un bio v¢ sud
khoe, Phy gia thuye pham hon hop ¢o cong dung mai, phy gia thue pham
khong thude trong danh muc phu gia dwge phép su dyng trong thua
yhiim hodc khong dung doi tugng su dung do Bo Y (€ quy dinh

Trinh tw thye hién

woe 1:

I. T4 chirc. ca nhan san xuat. kinh doanh thuc pham nop ho so ding ky ban
cong bd san phdm qua hg¢ thdng djch vy cong llm tuyén hodc dudomg buu dién
hodic nop truc tiép dén Cuc an toan thuc pham'.

Budce 2:

Trong thoi han 07 (bay) ngay 1am vige ké tir khi nhan da ho so ding ky ban
cong bd san pham ddi vai phu gia thue |J|ldm hdn hop ¢6 cong dung mai, phuy
gia thuc phdm chua c6 rong danh muc phuy gia dugc phép su dung hodc
khong ding di wong su dung trong thue pham do Bd truong B Y & quy
dinh va 21 ngay lam vi¢e ddi voi thyc pham bao v¢ sire Khoe, Cyc an todn
thie pham ¢6 trich nhi¢m tham dinh ho so theo quy dinh. Thoi gian tham
clinh hé so tinh tir thoi diém hd so dum ndp trén hé thdng dich vy cong truc
tuyén hoac theo ddu dén cia co quan tiép nhan (trong trudng hgp ndp hd so
qua dudng buu dién hogc ndp hd so tryc tiép).

Bude 3:

Irong truong hop kKhong déng y vai hd so cong bd san pllam ¢ua to chire, ca
nhén hodc yéu ciu sua doi, b sung, Cuc An toan thuc pham phal ¢O viin ban
néu rd 1y do va can cur phap Iy cua viée yéu cau. Chi duoce yéu ciu stra doi, bo
sung 01 1an.

Trong thoi han 07 (bay) ngay lam viéc ké tir khi nhén hd so stra doi, bd sung,
Cuc an toan thue pham tham dinh hd so va ¢o van ban tra 10i. Sau 90 ngdy lam
viée ké tir khi ¢o cong van yéu cau sta doi, bo sung néu 16 chire, ca nhan
khong sira doi, bo sung thi hd so khong con gid i,

Trutng hgp san pham ¢o sy thay dbi vé 1&n san pham, xuat x(r, thanh phén
cdu tao thitd chire, ¢d nhén phai cong bd lai san pham. C ac trudng hop ¢ su
thay doi khac, 10 chire, ¢ nhan thng bao bang van ban vé ndi dung thay doi
dén co quan tiép nhan ho so quy dinh tai khoan 1 Diéu 8 Nghi dinh sé
15/2018/ND-CP va duge san xudt, kinh doanh san pham ngay sau khi gui
thong bdo.

Co quan tiép nhan ho so déng Ky ban cOng bé san pham ¢o trach nhigm thong
bao cdng khai tén, san pham cua to chire. ¢ nhan da duge tiép nhan dang ky
ban cong b san pham trén trang thong tin dign tu (website) cua minh va co sé
kIt li¢u vé an oan thuc pham

Cach thire thue hién

Qua he thong dich vu cong truc tuyén hode dudng buu dién hoge nop true tiép

kién co quan tiép nhin ho so

Thanh phin, s6 lvgng ho so

A. Thanh phin ho so:




1. Ban ¢ong bd san pham duoe quy dinh tai Mau so 02 Phu luc | ban hanh
kem theo Nghi dinh so 15/2018/ND-CP.

0. Gidy chimg nhdn luu hanh tr do (C ertificate of Free Sale) hodc va chimng
nhan xudt khau (Certificate of E\pmlatmn} hoic (nm chirng nhéan y te (Health
Certificate) ciia co quan c6 thim quyén cua nude xudt xi/xudt khau cap ¢o noi
dung bao dam an toan cho ngudi sur dung hede duge ban wr do tai thi truong
Clia nude san Xudt/xudt khau (hgp phip haa lanh su).

3. Phiéu két qua Kiém nghiém an toan thyc pham cua san pham trong thoi han
]7 thang tinh dén ngay ngp hé so duge cap bai phong kiém nghiém dlIU'L chi
idinh hodc phong kiém nghi¢gm duge cong nhan phi hop ISO 17025 gom cac
chi ti¢u an toan do BO Y te ban hanh theo nguyén tac quan ly rui ro phu hop
voi quy dinh cua qum t¢ hode cac chi tiéu an toan theo cdc quy chudn, tidu
Chudn tuong @ ng do 1o chiic, ¢d nhian cong bd trong trudmg hop chua ¢o quy
dinh cua Ihj Y 1é (ban chinh hodc ban sao ching thue).

4. Bang chimg khoa hoc chirng minh cong dung cua san pham hodc cua thanh
phan tao nén cong dung da cong bd (ban chinh hodc ban sao ¢é xéc nhén cua
td chie, ¢a nhan). Khi st dung bang chimg khoa hoce vé cong dung thanh phan
cla san ph*‘im dé lam ¢Ong dung cho san pham thi lidu sir dung hang ngay cua
san pham 18i thiéu phai I6n hon hojic bing 15% lugng sa dung thanh phan dé
da néu trong tai li¢u

5. Gidy chung nhan co so du diéu kién an toan thuce pham dat yéu cau Thue
hanh san xudt 16t (GMP) hodc chimg nhén tuong duong trong trudong hop san
phdm nhédp khau 1a thuc pham bao vé sirc khoe dp dung tir ngay 01 thang 7
nam 2019 (ban c6 xac nhin cua 16 chice, ca nhan).

Cée i li¢u trong hé so dang ky ban cong bd san pha im phai dugc thé hién
bing tiéng Viet: ruong hop 6 i licu bing tiéng nude ngoai thi phai duoe
dich sang tiéng Viét va dugc cong chimg. Tai ligu phai con hi¢u lye tgi thoi
diém ndp ho so dang ky ban cong bd san pham.

B. S6 lwgng ho so: 01 bo

Thoi han gidgi

quyét

07 ngay dbi v&i phu gia thue pham hdn hop ¢d cong dung mai, phy gia thue
pham chua ¢ trong danh muc phu gia duge phép su dung hode khong Junn
doi tugng st dung trong thye pham do Bo trwong BO Y 1@ quy dinh va 21 ngay
lam vige ddi vai thue pham bao vé sire khoe

Déi twgng thye hién thi tyc hanh chinh

T6 chire. ¢a nhan

Co quan thue

hién thu tuc hanh chinh

Cuc An toan thyuc phﬁm

Két qua thue

hi¢n thu tuc hanh chinh

Giay ti¢p nhan dang ky ban cong b san pham

Phi, 1¢ phi

Phi-;

I'hye phim bao vé sire khoe: 1.500.000d6ng/ 1 san pham




Phy gia thuc pham hdn hop ¢6 cong dung mai. phy gia thuc pham khong

thugc trong danh muc phy gia duge phép sir dung trong thire phdm hoac
khong ding dbi trong sur dung do BO Y té quy dinh: 500, 000ddng/ | san pham

1.¢ phi: khong co

(Theo Thong ne 279,/ TT-BTC ngay 14/11/2016 quy dinh miic thu, ché dp thu,
nop, quan 1y va sie dung phi trong cong tdac an roan vé sinh thurc phdm)

Tén mau don

Mau s 02 Phu luc I: Ban cOng bo san pham.

Yéu ciu, Diéu kién thi tuc hanh chinh

~ s . A A A ; ' B X A \
I C6 ban ¢dng bd san pham duge quy dinh tai Mau s6 02 Phu luc 1 ban hanh
kém theo Nghi dinh s6 15/2018/ND-CP cua Chinh phu

D. Co Giay chimg nhdn luu hanh tr do (Certificate of Free Sale) hodic Giav
chirng nhan xuat khau (Certificate of Exportation) hogc (um chimg nhan y e
(Health Certificate) cua co quan ¢6 tham quyén cua nude xudt xivxuat khau
cap ¢o ndi dung bao dam an toan cho ngudi str dung hodic duge ban ty do tai
thi trudong cua nuoc san xudt/xudt khau (hop phap héa lanh su).

3. CO Phiéu két qua kiém nghiém an toan thyc pham cua san pham trong thoi
han 12 thang tinh dén ngay ndp hd so duoe cap boi phong kiém nghiém dugce
chi dinh hogc phong kiém nghi¢m duge cong nhin phu hop 1SO 17025 adm
cac chi tieu an toan do BO Y 1€ ban hanh theo nguycn the quan 1y rii ro pha
hop voi quy dinh cua quoc té hodic cac chi tiéu an toan theo cac quy chudn.
tiéu chuan tuong tmg do 16 chire, ¢d nhan cong bd trong truong hop chua ¢o
quy dinh cta B Y te (ban chinh hodc ban sao chimg thuyc).

L. Co Bang chimg khoa hoe chimg minh ¢ong dung cua san phdam hodc cia
thanh phan tao nén cong dung da cong bd (ban chinh hofic ban sao ¢ xac
nhan cua to chire. ¢d nhan). Khi su dung bing chimg khoa hoc vé cong dung
thanh phan cia san phiam dé lam cbng dyung cho san pham thi lidu sir dung
hang ngay cta san phim t6i thiéu phai Ién hon hode bang 15% luong sir dung
thanh phan dé da néu trong tai ligu

5. CO Gidy chimg nhan co s du diéu kién an toan thyc pham dat yéu céu
Ihye hanh san xuat tot (GMP) hogc chirng nhan wong duong trong trudng
hop san pham nhap khau la thue pham bao vé sirc khoe dp dung tirngay 01
thang 7 nam 2019 (ban ¢6 xac nhian ¢ua 10 chire, ¢ nlin).

Cin cir phap ly eua tha tue hanh chinh

1. Ludt An toan thyc pham sd 55/2010/QH12 ngay 17/6/2010 ctiia Quéc hoi.

D. Nghi dinh s& 15/2018/ND-CP ngay 2/2/2018 cua Chinh pha quy dinh chi
Fict thi hanh mot s6 Diéu cua Ludt An toan thuc pham.

3. Thong tr 279/TT-BTC ngay 14/11/2016 quy dinh muc thu, ché do thu, nop.
quan Iy va sir dung phi trong cdng tac an toan vé sinh thyre pham

Mau 56 02 Phy luc |

(Ban hanh kém theo Nghi dinh s6 132018 NH-CP ngan 2:2°2018 cua Chinh phat quy dindi chi tict thi
hanl mor sa dicu cua Ludt an toan thiee phani)



CONG HOA XA HOI CHU NGHIA VIET NAM
Djc 1ip - Tw do - Hanh phice

BAN CONG BO SAN PHAM
I. Thong tin vé t6 chire, ¢4 nhan cong bo sin phim
TEN £0 ChUC, CA MNAN coovvveoeeeceee ettt st

DIETL HOBE o iienisiim s mmnn sk sty b sdee FAXS Gocrmcmsinammmnssti fivrssis o dsvosiss
Eamgil s viiiiiiisnai i nanaideniiininst nnssendile s A Ak ST B wiien et et S e e e T o s et
NI S e TR s s e R T o A S e R A T v A

S6 Gidy chiing nhan co s& du diéu Kién ATTP: ....ooovevveeeen... Ngay cip/Noi cép: .........

(40 vai co & thude déi twgng phai cp Gidy chimg nhin co s& i diéu kién an toan thyce pham theo
quy dinh)

IL. Théng tin vé sin phim
Bt L ————
DT OIS s s e R sl

3. Chi tiéu chat luong chu yéu tao nén cong dung cua san pham (ddi voi thyce pham bao v¢é stic
khoe):

0. TR Py R T ST BRI oo o s R A A U L
B T AT [T B TR RO
6. Tén va dja chi CO ST SAN XUAL SAN PRAM o...ovooveeeeeee oo eeee e
111. Miu nhiin san pham (dinh kem mau nhan san phcim hodc mdau nhan san pham die kién)
IV. Yéu ciu vé an toan thyuc pham

T6 chire, ¢4 nhan san xuit. kinh doanh thuc phim dat yéu ciu an toan thuc phim theo:

- Quy chudn k¥ thudt Qude gia $..... hodc

- Thong tu cua cac b, nganh; hodc

- Quy chuan ky thudt dia phuong; hojc

- Tiéu chudn Qudc gia (trong truong hop chua ¢6 cac quy chudn k¥ thuat que gia. Théng tu cua cac
B nganh. Quy chudn k§ thudt dia phuong): hodce



- Tiéu chuén cua L'\ ban tiéu chuan thuc pham quac & (C ode\) Tiéu chuan khu vuc, Tiéu chuan
nude ngodi (trong trudng hop chua c6 quy chuan k¥ thugt quoc gia, Thong tu cua cde by nganh. Quy
chudn k¥ thuat dia phuong. Tiéu chuan quoa gia): hojc

- Tiéu chudn nha san xuat dinh kém (trong trirdme hop chua ¢o quy chuin k¥ thudt qum gia, Thong
tu cua cdc bo nganh. Quy uhuan ky thuat dia phuong, Tiéu chudn qudc gia, Tidu chudn cta Uy ban
tiéu chudn thuc pham quuc té (Codex). Tiéu chuan khu vire. Tiéu chuin nude ngoai).

Chiing i xin cam két thye hién day du cac quy dinh cua phédp ludt vé an an thye phdm va hoan
toan chju trach nhi¢m vé tinh phap ly cta ho so cong bu va chét lugng, an toan thye pham dm vOi
san phdm da cong bd va chi dua san pham vao san xudt, kinh doanh khi da dugc cép Gidy tiép nhan
dang ky ban cong bd san pham./.

L Hgay.. (hum: S (1517 | PR
I)Al DIEN TO CHUC, CA NHAN
(K¥ 1én, dong ddu)

2- Thii tue  [Dang ky bin cong bé san phim sin xuit trong nwde ddi voi thue pham

bio vé sire khoe, Phy gia thwe phiim hdn hop ¢o cong dung mai, phy gia
hye pham khong thuje trong danh muyc phu gia dwge phép sw dung
rong thye pham hodic khong diang dbi trong sir dung do By Y té quy
linh

(Trinh tu thue hién

Bude 1:

I. T6 ¢hirc, ¢d nhan san xudt, kinh doanh thuc pham ndp ho so ding ky ban
cOng bo san pham qua h¢ thong dich vu cong true tuyen hode duong buu dign
hodc ndp tryc tiép dén Cuc an toan thye pham”

Buoe 2:

I'rong thoi han 07 (bay) ngay lam vige ké tir khi nhan da hd so ddng ky ban
cong bd san pham dbi voi phu gia thue pham hdn hop ¢6 cong dung mai. phu
gia thue pham chua ¢o trong danh muc phuy gia duge phép st dung hoac
khong dang ddi tgng sir dung trong thue pham do Bo truong B Y € quy
dinh va 21 nEa\ lam viée ddi vai thye pham bao v¢ stic khoe. Cyc an 1oén
thure pham ¢o trach nhi¢m tham dinh ho so theo quy dinh. Thoi gian tham
dinh hd so tinh wr thoi diém hd so duge nop trén he thong dich vy cong truc
tuyén hoac theo dau dén cua co quan tiép nhan (trong trudng hop nop hé so
qua duong buu dién hodc ndp ho so true tiép).

Buwdce 3:

Trong trudong lwp khong dong v vai hd so cong bd san pham cua t6 chire, ca
nhan hofic yéu cau stra doi. bo sung. Cuc An toan thyc pham phai ¢6 van ban
néu ro |y do va can cur phap 1y cuia viée véu cau. Chi duge yvéu cau sira doi, bd
sung 01 lan.

[rong thoi han 07 (bay) ngay lam vi¢e ke tir kKhi nhén ho so stra doi. bo sung.
Cuc an toan thuc pham thim dinh hd so va ¢é vin ban tra loi. Sau 90 ngay lam
viéce ke tir khi ¢6 cong van yéu cdu stra doi, bé sung néu to chirc, ¢a nhan
khdng stra doi., bd sung thi hd so kKhdng con gia tri.




Trudng hop san pham co su thay doi vé tén san pham, xuat xtr, thanh phan
Cdu tao thi td chirc, ¢é nhan phai cong bé lai san pham. Cac truong hop ¢o su
thay doi khac. 10 chire, ¢4 nhdn thdng béo bing vén ban vé ndi dung thay doi
dén co quan tiép nhan ho so quy dinh tai khoan | Di¢u 8 Nghi dinh s6
15/2018/ND-CP va duoe san xudt. kinh doanh san phim ngay sau khi giri
thong bao.

Co quan Ucp nhédn ho so dang ky ban cOng bo san pham ¢6 triach nhiem thong
bao cong khai tén. san phdm ctia 16 chire, ¢a nhin da dugc tiép nhin dang ky
ban cong b san pham trén trang thong tin dién tir (website) cia minh va co s
dir li¢u vé an toan thyc phim

Ciach thire thye hi¢n

Qua h¢ théng dich vu cong trye tuy én hode duong buu dién hode ndp truc tiép
dén co quan tiép nhan ho so

I'hanh phiin, s lugng ho so

A, Thanh phin ho so:

I. Ban cong b san pham duge quy dinh (gi Mau sd 02 Phu luc | ban hanh
kém theo Nghi dinh s6 15722018 ND-CP.

2. Phidu két qua kiém nghi¢m an toan thue phidm cua san pham trong thoi han
I" thang tinh dén ngay nop hé so duge cip boi phong kiém nghi¢m duge chi
dinh hodic phong Kiém nghi¢m dugc cong nhan phi hop ISO 17025 gdm céc
chi tieu an toan do BO Y 1€ ban hanh theo nguyén tac quan ly rii ro phu hop
Vi quy dinh cua quoc t¢ hodc cdc chi tiéu an toan theo cic quy chuan, tiéu
chudn tuong img do 16 chirc. ca nhin ¢ong bd trong trudmg hop chua ¢d quy
dinh ciia BO Y té (ban chinh hodc ban sao chimg thyc).

3. Biing chimg khoa hge chimg minh ¢dng dung cia san pham holic cua thanh
plmn tao nén cong dung dd cong bé (ban chinh hoac ban $ao ¢oO xdc nhan cua
(0 chure, ¢d nhin). Khi su dyng bing chimg khoa hoc vé cong dung thanh phén
cua san phdm dé lam cong dung cho san phdm thi liéu su dung hang ngay cua
san pham i thié¢u phai lén hon hodc bang 15% luong sir dung thanh phan do
dd néu trong tai li¢u

K. Gidy ching nhin co so du dicu Ki¢n an toan thyc pham trong truomg hop ¢
SO thude doi tugng phai cip giay chimg nhén co so du dicu kién an toan thuc
pham theo quy dinh (ban sao ¢ xac nhin cua td chirc, ¢a nhan):

5. Giay chimg nhan co so du didu kién an toan thue pham dat yéu cau Thye
hanh san xudt 1t (GMP) hodc chirng nhidn tuong duong trong trudng hop san
phdam nhédp khau 1a thyc pham bao vé sire khae ap dung i ngay 01 thang 7
nam 2019 (ban ¢6 xic nhan cua 16 chic, ca nhan).

(Cac tai lidu trong hd so dang ky ban cong bd san phim phai duge thé hi¢n
bang tiéng Viet; trudng hop ¢o tai liéu bang tiéng nude ngodi thi phai dugc
dich sang ucng Vigt va duge cong chirg. Tai liéu phai con hi¢u luc tai thoi
diém ndp hd so dang ky ban cong bd san pham

B. S6 lwgng 7o so: 01 bod

Thoi han gidi quyét

07 {ba)') ngay lam vige ké tir khi nhan du hé so dang ky ban cong bd san pham
01 vai phu gia thue pham hdn hop ¢ cong dung mai. phy gia thye pham
Chua ¢o trong danh muc phu gia duge phép su dung hoge khong dung ddi




lm’g‘ng str dung trong thuc pham do Bo truong BO Y € quy dinh vi 21 ngay
|

i P e i . Ao N s
am vi¢e doi vai thye pham bao vé sic khoe

D6i twgng thye hién thi tue hanh chinh

TGO chire, ¢d nhén

Co quan thye

hién thu tuc hanh chinh

Cuc An toan thuc phiam

Két qua thye

hién thu tue hanh chinh

jidy tiép nhin dang ky ban cdng bd san pham

hi, 1 phi

Phi':

hue pham bao vé ste khoe: 1.500.000d6ng/1 san pham

Phy gia thye pham hon hop co cong dung méi, phu gia thure phﬁ_m khong
thugc trong danh muc phu gia duge phép sir dung trong thuc pham hoge
khong dang doi trong sur dung do BO Y ¢ quy dinh: 500.000d0ng/ | san pham

-¢ phi: Khdng ¢é

(Theo Thong tie 279/ TT-BIC ngay 14/11:2016 quy dinh niic thu, ché do thu,
prop, quan Iy va su dung phi trong cong tdc an toan v¢ sinh thiee phdn

T¢én miu don

Mau s6 02 Phy luc I: Ban cong bd san pham.

Yéu ciu, Diéu kién thu tuc hanh chinh

ICo ban cong bé san pham dugc quy dinh tai Mau s6 02 Phu lue | ban hanh
kém theo Nghi dinh s6 15/2018/ND-CP cua Chinh phu:

Co phiéu két qua kiém nghi¢m an toan thuc pham ctia san pham trong thoi han
12 thang tinh dén m?m nop hd so duoe ¢dp boi phong kiém nghi¢m dugc chi
dinh hofic phong kiém nghi¢m duoc cong nhan phi hop ISO 17025 gom cic
chi ti€u an toan do B Y te ban hanh theo nguyén tac quan Iy rui ro pha hop
vai quy dinh cua quoc 1€ hodc cac chi tiéu an toan theo cac quy chudn. ticu
chuan tuong tung do 10 chie, ¢d nhin cong bd trong trudng hop chua ¢o quy
dinh cua BO Y (€ (ban chinh hodc ban sao chimg thuce):

Co bang chimg khoa hoc chimg minh cong dung cua san pham hodc cua thanh
phdn tao nén cong dung da cong bd (ban chinh hodc ban sao ¢ xac nhin cua
to chure. ca nhan). Khi sur dung bdl'l” chimg khoa hoc vé cong dung thanh phan
cuia san pham dé lam cong dung ¢ho san pham thi li¢u sir dung hang ngay cua
san pham 5i thiéu phai lon hon hoic bang 15% lugng su dung thanh phan o
dd néu trong tai liéu:

Co giay ching nhin co so du du.u Ki¢n an toan thyc pham trong truong hop
o sor thude doi trong phai cap gidy chimg nhan co so du diéu kicn an toan
thuce pham theo quy dinh (ban sao ¢6 xde nhan cua to chire, ¢4 nhan);

ICo gidy chimg nhan co so du didu kién an toan thyce pham dat yéu cau Thure
hanh san xudt tot (GMP) trong truong hop sun phim san xudt trong nude i
thuc pham bao vé stic khae ap dung tir ngay 01 thang 7 ndim 2019 (ban sao ¢o
Ixac nhan cua to chire. ¢a nhan).




Cin et phap Iy cua tha tue hianh chinh

. Ludt An toan thye pham sé 55/:2010/QH12 ngay 17/6/2010 ctia Quédc hoi.

D. Nghij dinh s6 15/2018/ND-CP ngay 2/2/2018 cua Chinh phua quy dinh chi
['iét thi hanh mdt s0 Dicu cua Ludt An toan thyc pham.

3. Thong tu 279/TT-BTC ngay 14/11/2016 quy dinh murc lhu‘_ché do thu, nop,
quan Iy va su dung phi trong cong tic an toan vé sinh thuc pham

Mau s6 02 Phy lyc |

(Ban hanh kém theo Nghi dinh so 15/2018/ND-CP ngay 2/2/2018 ciia Chinh phit quy dinh chi 1iét thi
hanh mot so diéu cua Ludt an toan thiee pham)

CONG HOA XA HQI CHU NGHIA VIET NAM
Doe lip - Ty do - Hanh phuc

L. Thong tin vé t0 chire, ¢4 nhiin cong b sin phim
T O CHICL A TN 000060 i ik mmendi b bsstbne s as s arsepsmse A et s sommnnns
B0 v s R G TR B

E<ma wucnsnn

M SO dOANN NZRIEP: ..o vveceoveeeeee e e et
SO Gidy chimg nhén ¢o s¢ du diéu Kién ATTP: oooovvvvveerennn.. Ngay cap/Noi cip: .........

(dSi voi co so thude doi tugng phai cap Gidy chimg nhin co s& du di¢u kién an toan thuc pham theo
quy dinh)

IL. Théng tin vé siin phim

LT BN ORI e 00 e mscsse s s s

B

TR RN i e S T oo e isipas Sanni it e Bt bt s st

3. Chi tiéu chat lugng chi yéu tao nén c¢ong dung cua san pham (ddi vai thue pham béo vé stc
Khoe):

£

. Thoi han St dung SAN PRAM L..cevveececeeeeeeeee et eeese e sessserseeesassseneenes

. Quy céch dong g0i va ChAt 1i§U BAO Bl vvvvuvuereeeeeve s et essee s ssesese e sessensens

N

—

TRV A el COS0 San SUsL SN DhAM: wouvucmn i s s



111 MAu nhiin san phim (dinh kém mau nhan san pham hodc mdu nhan san phdam di kién)
IV. Yéu ciu vé an toan th we phim

T& chire, ¢d nhén san xudt, kinh doanh thuc pham dat yéu ciu an 10an thye pham theo:

- Quy chuan k¥ thuit Qubc gia s6....; hodc

- Thong tu cua cac by, nganh: hodc

- Quy chudn k¥ thuat dia phuong: hoac

- Tiéu chudn Quéc gia (trong trudng hop chua c6 cac quy chuan k¥ thudt qudc gia, Thong tr eta cac
Bo nganh, Quy chuan ky thuft dia phuong): hoiic

- Tiéu chuén cia Uy ban tiéu chuan thyc pham quéc té (Codex). Tiéu chuan khu vue, Tiéu chuan
nude ngodi (trong trudng hop chua ¢é quy | chuan k¥ thudt qudc gia, Thong tr ctia cac by nganh. Quy
chudn k¥ thudt dia phuong, Tiéu chudn qudc gia): hodc

- Tiéu chudn nha san xuat dinh kém (trong truong hop chua ¢o quy chuan k¥ thuat quo«. gia. Thong
tu cua cac by nganh, Quy L]‘Illdn k§ thudit dia phuong, Tiéu chuan qudc gia. Tiéu chuan cia Uy ban
tiéu chuan thye pham quée té (Codex), Tiéu chuan khu vue, Tidu chuin nude ngoai).

Chiing t3i xin cam két thyc hi¢n day du cic quy dinh cua phap ludt vé an tan thuce phim va hoan
toan chiu trach nhi¢m v¢ tinh phép Iy cua hd so cong bo va chit lugng. an toan thuc pham dol vOi

san phim da cdng bd va chi dua san pham vao san xudt. kinh doanh khi da duoc cap Gidy tiép nhan
dang ky ban cong bd san pham./.

, ngay.... thang.... nam... ... ..

I)Al DIEN T() (,HLT(" CA NHAN
(Ky tén, dong dduy

J B0 cum tur: “Trong trudmg hgp t6 chire, ca nhan san xudt nhn:u loai thue phiam thude tham quyén
mp nhan ho so dang ky ban cong bé san pham cuacaBoy 1€ vi co quan quan 1y nhé nuoc co tham
quyén do Uy ban nhan dan cip tinh chi dinh thi t0 chire, cé nhan ¢6 quyen lya chon nop ho sar dén
Bd Y té hodc san pham thudc tham quyén tiép nhin ho so dang ky cua co quan nao thi ndp hd so
dang ky dén co quan tiep nhin dé. Trong trudong hop to chire, ¢é nhan c6 tir 02 (hai) co sO san xudt
tré' 1én ciing san xuat mdt san pham thi t6 chire, ¢a nhan chi lam th tuc diing ky ban cong bd san
phdm tai mdt co quan quan ly nha nude O dja phuong ¢6 co so san xudt do to chire, ¢4 nhan lya chon
(trtr nhimg san pham dang ky @i Bo Y 1&). Khi da lya chon co quan quan ly nha nudc dé déing kv thi
cac lin dang ky tiép theo phai dang ky tai co quan da lya chon.”

* Phi dwoc sira doi nhu sau:

“Phi: 1.500.000d0ng/1 san pham™ thanh

“Phi: Thye pham bao v¢ sirc khoe: 1.500.000ddng/| san phim;

Phy gia thuc pham hdn hop ¢6 cdng dung mai, phu gia thue pham khong thuge trong danh muc phy
gia duge phép sur dung trong thuce pham hodc khdng dung déi twong sir dung do Bd Y 1€ quy dinh:
500.000dng/ | san pham™

' Bo cum tr: “Trong truong hop to chue, ¢d nhan san Xudt nhlcu loai thue pham thude thin guy én
lu,p nhan hd so dang ky ban cong bd san pham cua ca Bo Y é va co quan quan Iy nha nude ¢6 tham
quyén do Uy ban nhan din cap tinh chi dinh thi 16 chire, ca nhan ¢6 quyén lya chon ndp hé so dén
BOY té hodc san pham thugc thim quyen tiép nhan ho so dang ky cua co quan nao thi ndp ho so
dang ky dén co quan tiép nhan dé. Trong trudmg hop td chire. cd nhan ¢ tir 02 (hai) co so san xudt



tro 1én cling san xudat mot san pham thi to chirc. ca nhan chi lam tha tuc dang k¥ ban cong bd san
pham tai mot co quan quan ly nha nude o dia phuong ¢6 ¢o so san xudt do 16 chire, ca nhén lya chon
(trir nhirg san pham dang ky tai BO Y 1¢). Khi d lya chon co quan quan ly nha nude dé ding ky thi
cac lan dang ky tiép theo phai dang Ky tai co quan dd lya chon.”

* Phi duoe stra doi nhur sau:

“Phi: 1.500.000ddng/1 san pham™ thanh

*“Phi: Thye pham bio vé stic khoe: 1.500.000ddng/1 san phim

Phu gia thuc pham hdn hop ¢6 ¢ong dung moi, phu gia thue pham khong thude trong danh myc phu
gia dugc phép sir dung trong thyce pham hogc khong ding déi wong su dung do BO Y & quy dinh:
500.000ddng/ 1 san pham™
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