BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Déc 1dp - Tw do - Hanh phice

S6: 2348 /QD-BYT Ha Noi, ngay Qb thang 4 nam 2018

QUYET PINH
Vé viée cong bé thii tuc hanh chinh méi ban hanh/ bj bai bé linh vye an toan
thwe pham va dinh dudng thude pham vi chire niing quan ly ciia B§ Y té

BQ TRUONG BQ Y TE

Can cur Nghi dinh s 75/2017/ND-CP ngay 20 thidng 6 nam 2017 cua Chinh phu
quy dinh chirc nang, nhiém vu, quyén han va co céu td chirc cia BO Y té;

Can ctr Nghi dinh s6 63/2010/ND-CP ngay 08 thang 6 ndam 2010 cua Chinh phu
vé kiém so4t thu tuc hanh chinh; Nghj dinh s6 48/2013/ND-CP ngdy 14 théng 5 ndm
2013 cuia Chinh phu vé sira ddi, bd sung mét sé diéu ctia cdc Nghi dinh lién quan dén
kiém so4t thu tuc hanh chinh va Nghi dinh s6 92/2017/ND-CP ngay 07 thang 8 nam
2017 cua Chinh phu stra ddi, bd sung mét sé diéu cia céc nghi dinh lién quan dén
kiém sodt thu tuc hanh chinh;

Theo dé nghi ciia Cyc truéng Cuc An toan thyc phém,

QUYET DINH:

bidu 1. Cong bd kém theo Quyét dinh nay 10 thu tyc hanh chinh méi ban hanh
tai Nghi dinh s6 15/2018/ND-CP ngay 02 thang 02 ndm 2018 cua Chinh phu quy dinh
chi tiét thi hanh mot sé diéu cua Luat an toan thuc pham thudc pham vi chirc nang
quan Iy ctia Bo Y té trong linh vuc an toan thuc phdm va dinh dudng.

Piéu 2. Bai bo 28 thu tuc hanh chinh dugc ban hanh tai Nghl dinh s6
38/2012/ND-CP ngay 25 thang 4 ndm 2012 cua Chinh phi quy dinh chi tiét thi hanh
mot s diéu cua Luat an toan thue phédm; Thong tu s6 09/2015/TT-BYT ngay 25 théng
5 nam 2015 cua B) truong B Y té quy dinh vé x4c nhan ndi dung quang cdo ddi voi
san pham, hang héa, dich vu dac biét thudc linh vuc quéan ly cia BY Y té va cac Thong
tu huéng dan lién quan.

Pidu 3. Quyét dinh nay c6 hiéu luc thi hanh ké tir ngay ky.

Piéu 4. Cac Ong, Ba: Chanh Vin phong Bo, Thu truéng cac Vu, Cuc, Thanh
tra Bo, Tong cuc va Thu truong céc don vi ¢6 lién quan chiu trach nhi¢m thi hanh
Quyeét dinh nay.
KT. BQ TRUONG o
= PH TRUONG

Noi nhidn:

- Nhu Diéu 4;

- B6 trudmg (dé bao céo):

- Cyc Kiém soat TTHC, VPCP;

- Cong Thong tin dién tir - BO Y té;
- Luu: VT, ATTP.




THU TUC HANH CHINH MO1 BAN HANH/B] BAI BO LINH VUC AN TOAN THUC
PHAM VA DINH DUONG THUQC PHAM VI CHUC NANG QUAN LY CUA BQ Y TE

(Ban hanh kem theo Quyét dinh 56 of 348/0D-BYT ngay0bthing 4nam 2018
cua Bg tricong Bo Y té)

PHAN L. DANH MUC THU TUC HANH CHINH
1. Danh myc thi tyc hanh chinh m6i ban hanh thuge pham vi chirc ning quén Iy ciia B) Y té

STT

Tén thu tuc hanh chinh

Linh vue

i Co quan thye hién

A. Th

u tuc hanh chinh cip Trung wong

bang ky ban cdng bo san pham nhap
khdu ddi véi thuc phiam bao vé sirc
khoe, Phy gia thuyc phdm hdn hop co
cong dung mdi, phy gia thuc phim
khong thuge trong danh myc phy gia
dugc phép su dung trong thuc pham
hoac khéng ding ddi tugng sir dung
do BY Y 1€ quy dinh

An toan thyc phim
va dinh dudng

| Cuc An toan thyc pham

Déng ky ban cong bd san pham san
xudt trong nude ddi voi thue phim
béo vé sirc khoe, Phy gia thuc phdm
hdn hop c¢6 cong dung mai, phu gia
thuc phdm khong thudc trong danh
muc phuy gia duoc phép sir dung trong
thuc phim hoic khong ding déi twong
str dung do BO Y té quy dinh san xuat
trong nudc

An toan thyc phdam
va dinh dudng

Cuyc An toan thuc pham

Xac nhan ni dung quang céo ddi voi
thue pham bao vé sirc khoe

An toan thyc phdm
va dinh dudng

Cuyc An toan thyc pham

Cap, Cap lai Gidy chimg nhan co so
di diéu kién an toan thyc phdm dat
yéu cdu Thyc hanh san xuét tbt (GMP)
thuc phdm bao vé sirc khoe

An toan thuc pham
va dinh dudng

Thii tyc hanh chinh cép tinh

Cuc An toan thyc pham

Dang ky ban cong bo san pham nhap
khau déi voi thuc phdm dinh dudng y
hoc, thuc phdm dung cho ché d) an
dic biét, sain phim dinh dudng ding
cho tré dén 36 thang tudi

An toan thyc pham
va dinh dudng

Co quan chirc nang do Uy ban
nhén dan cap tinh chi dinh

Pang ky ban cong bo san phdm san
xudt trong nudc dbi voi thue pham
dinh dudng y hoc, thuc phim ding
cho ché d6 an dac biét, san pham dinh
dudng diing cho tré dén 36 thang tudi

An toan thyc pham
va dinh dudng

Co quan chirc nang do Uy ban
nhan déan cép tinh chi dinh

Xac nhan nodi dung quang céo ddi voi
san pham dinh dudng y hoc, thuc
pham dung cho ché do an dac biét, san
pham dinh dudng dung cho tré dén 36
thang tudi

Ki{ém tra nha nudc vé‘ an toan thyc
pham doi v&i thuc pham nhdp khau

An toan thyc pham
va dinh dudng

Co quan chirc nang do Uy ban
nhan dén cap tinh chi dinh

An toan thyc pham
va dinh dudng

Co quan Hai quan




[ theo phuong thire kiém tra giam

thuong

Kiém tra nha nuéc vé an toan thyc
pham dbi voi thuc phdm nhap khau
theo phuong thac kiém tra thong

An toan thuc pham
va dinh dudng

|

Co quan kiém tra nha nude

10.

Kiém tra nha nuéc vé an toan thyc
phdm d6i v6i thyc phim nhap khau
theo phuung thirc kiém tra chat

An toan thyc phdm
va dinh dudng

1

Co quan kiém tra nha nudc

2. Danh myc thi tuc hanh chinh bj bii bé thude pham vi chirc niing quan 1y ciia B§ Y té

| Tén VBQPPL quy c
'STT| S6hdso TTHC" | Tén thi tyc hanh chinh | dinh viée bi bé thi | Linh vge | -° d"a0
_. tuc hanh chinh? thye hign |
' Cép lai gidy xac nhan noi| Nghi dinh s& Antoan | Cuc An toan
dung quang cdo sira va san| 15/2018/ND-CP thyc pham | thuc phadm ‘
pham dinh dudng dung cho| ngay 2/2/2018 cua va dinh '
1 B-BYT-286663-TT | tre trong truong hop hét hiéu| Chinh phu quy dinh | dudng
| Clyc tai Khoan 2 Diéu 21| chi tiét thi hanh mt |
I Théng tu sb 09/2015/TT-| sé diéu cua Luat An ‘
: BYT | toan thuc phdm
Cap lai gidy xac nhan noi| Nghi dinh s6 Antoan | Cuc Antoan
dung quang céo thyc pham| 15/2018/ND-CP thyc pham | thyc pham |
chirc nang, thyc phdm ting| ngay 2/2/2018 clia va dinh
cudng vi ché} dinh dudng,| Chinh phu quy dinh | dudng !
stra va san pham dinh dudng| chi tiet thi hanh mét !
3 PrBXT-c80000-T dung cho tré khi c6 thay ddi| sb diéu cia Ludt An
i vé tén, dia chi cua td chirc,| toan thuc pham
; ca nhén chiu trach nhiém va
I khéng thay dbi ndi dung
5 quang céo _
Cap lai gidy xac nhan ndi| Nghi dinh so Antoan | Cuc Antoan
dung quang céo thyc pham| 15/2018/NP-CP thyc pham | thyc pham
chiic néng, thuc phédm tang| ngay 2/2/2018 cua va dinh i
3 B-BYT-286659-TT | cudng vi ché_t dinh dudng,| Chinh phu quy dinh | dudng !
| sira va san pham dinh dudng| chi tiét thi hanh mét
" dung cho tré trong truong| sé diéu cua Ludt An
hop bi mat hodc hu hong toan thuc phim
Nghi dinh s6 Antoan | Cuc Antoan
15/2018/ND-CP thyc pham | thyc pham
| Cép giay xac nhan ndi dung| ngay 2/2/2018 cua va dinh
4 [B-BYT-286662-TT | quang céo sita va san pham| Chinh phu quy dinh dudng ‘
| dinh dudng dung cho tré chi tiét thi hanh mét
i s6 diéu cua Lut An
i toan thuc phim
. Cong bd phii hgp quy dinh| Nghi dinh so Antoan | Cuc An toan
| an toan thuc pham ddéi v6i| 15/2018/ND-CP thyc pham | thyc pham ||
: san phdm nhap khau (trir| ngay 2/2/2018 cua va dinh .
_ thuc pham chic nang) chi| Chinh phu quy dinh | dudng
| 5 P-BYT-220890-TT | 0 P “ich it dung| ohi it thi hanh mdt
i trong ndi bd co s¢ san xudt,| sé diéu cuia Ludt An
‘ siéu thi, khach san bén sao| toan thyc phim ‘
' tro lén i
' Cap gidy xac nhan ban cong| Nghi dinh so Antoan | Cyc Antoan
| 6 [B-BYT-229842-TT | <%0\ hiop quy dinh an toan| 15/2018/ND-CP | thyc phém | thyc phdm |




vi chét dinh dudng

chi tiét thi hanh mot.

s6 diéu cua Luat An

thuc pham ddi v&i san pham| ngay 2/2/2018 clia va dinh
chua ¢6 qui chuan ky thudt| Chinh phi quy dinh | dudng ‘
san xudt trong nudc (trir| chi tiét thi hanh mot :
thyc pham chiic ning va| sé diéu cua Ludt An
thuc phdm tang cuong vi| toan thuc pham
chat dinh duéng) thugc tham | '
quyén cia Bo Y ' ‘
Cong bd hop quy ddi voi san| Nghi dinh 6 An toadn Cuc An toan|
pham c6 quy chudn ky thudt| 15/2018/ND-CP thuc phém | thuc phdm |
dua trén két qua tu danh gid| ngay 2/2/2018 cia va dinh |
7 [B-BYT-229772-TT | ciia td chtc, ca nhan san| Chinh phi quy dinh | dudng
xuét, kinh doanh thyc phdm| chi tiét thi hanh mot
(bén thu nhat) thuoe tham| sé diéu cua Ludt An
- quyen cua Bo Y té toan thyc pham
Cap gidy tiép nhan ban cong| Nghj dinh s6 An toan Cuc An toan
bl hop quy doi véi san| 15/2018/Nb-CP thuc pham | thuc pham
pham di ¢o qui chuan ky| ngay 2/2/2018 cua va dinh
thuat dua trén két qua chimg| Chinh phu quy dinh | dudng
i PeSE nhan hgp quy cia td chirc| chi tiét thi hanh mot
chimg nhan hop quy dugc| s didu ctia Ludt An
chi dinh (bén thir ba) thude| toan thuce pham
tham quyen cua B Y té
' T —— Nghi dinh sd Antoan | Cuc An toan
: % .| 15/2018/NDB-CP thuc pham | thuc pham
phi hgp quy dinh an toan 2 ; .
thye phim 461 vei thye| "EAY 2/2/2018cla | vadinh
o [B-BYT-229886-TT 2 : " | Chinh phu quy dinh | dudng
. phdm chirc nang va thuce hi tiét thi hanh mot
| pham tang cudng vi chat (f.rl .lf: . e
* dinh dudng nhap khau DGIdE LA
; toan thuc pham
Cong bd phu hop quy dinh| Nghi dinh s6 Antoan | Cuc An toan |
an toan thuc pham déi véi| 15/2018/ND-CP thuc phim | thuc pham
san pham chua c6 qui chuan| ngay 2/2/2018 cia | va dinh
10 B-BYT-229776-TT | k¥ thudt nhép khéu (trir thuce Chinh phu quy dinh | dudng
pham chirc nang va thuc| chi tiét thi hanh mét
' pham tang cuong vi chat| sb diéu cua Luat An
dinh dudng) | toan thuc phﬁm
Cép gidy xac nhan ban cong | Nghi dinh ) Antoan | Cuyc An toan
bd phi hop quy dinh an toan | 15/2018/ND-CP thuc pham | thuc pham
thuc pham ddi vdi thue ngay 2/2/2018 cua va dinh
11 B-BYT-229888-TT phe_lm chirc néng va thyc Chinh phu quy dinh | dudng
pham ting cudng vi chat chi tiét thi hanh mot
dinh dudng san xudt trong | sd diéu ctia Luat An
nuoc toan thyc phim
o m— B Wt Nghi dinh sd An todn Cuc An toan
Cap li glay ticpnin bin | 1 55 g/Np.CP thyc pham | thuc phim |
cong b h‘-"’ﬁ”y,"ﬁ BlAY XA | oay 2/2/2018 cia | va dinh |
2 [B-BYT-229892-TT | Pan €ong b0 phit 'GP GUY | Chinh phi quy dinh | dudng ;!
inh an toan thuc pham £ S A
thudc thim quyén cia Bo Y o e i i
@ ; sO di€u cua Luat An I
toan thyc pham |
5 = Nghi dinh s6 Antoan | Cuc Anqtoémj!
Cép gidy xac nhén ndi dung| 15/2018/ND-CP thuc phdm | thuc pham |
. quang cao thyc pham chic| ngay 2/2/2018 ciia | va dinh |
| 12 el nang, thyc pham tang cuong Cghiflh phu quy dinh | dudng ‘




toan thuc pham

Cép lai giay xdc nhan noi

—

: : ;| Nghi dinh s6 An toan Cuc An toan
‘ dung quang céo thyc pham| | 50018 \p. cp thuc phdm | thyc phim
| chirc nang, thuc pham ting v 2/2/2018 ciia s dinh !
‘ o cudng vi chét dinh dudng| heoy ~</<PiCCu !
| 14 B-BY'1-286660-TT 5 5, 1.:a-| Chinh pht quy dinh | dudng |
| trong. (ruomg hgp, het hiGw! oo 68 thi hinh mbt "
| luc tai Khoan 2 Diéu 21| 2z .x . 5 :
- | ot z ; so diéu cua Ludt An
- Théng tu s6 09/2015/TT- toan thyc pham l
BYT : \I
| Cap lai gidy xac nhan ndi| Nghi dinh sb Antoan | ChiCuc An
dung quang cdo ddi véi hinh| 15/2018/ND-CP thuc pham | toan vé sinh
thic quang cdo thong qua| ngdy 2/2/2018 cia va dinh thuc pham |
hdi nghi. hoi thao, sy kig¢n| Chinh pht quy dinh | dudng '
i . . gigi thigu thuc pham, phu| chi tiet thi hanh mot
5 B-BYTERROROTT | oo Wige Blidm ki o0 Biay| s fidis cta L ult An
| doi vé tén, dia chi cua 6| toan thuc pham -
chirc, c& nhan chiu trach [
nhiém va khong thay ddi noi -
dung quang céo ‘
Cap lai gidy xdc nhdn ndi| Nghi dinh s Antoan | Chi Cuc An \.
dung quang cdo doi vdi hinh| 15/2018/NDb-CP thuc pham | toan vé sinh |
thic quang cao thoéng qua| ngay 2/2/2018 cua va dinh thuc pham
‘- hdi nghi, hoi thdo, su kién| Chinh phu quy dinh | dudng
16 B-BYT-286685-TT | giti thidu thyc phim. phy| chitiét thi hanh mot
' gia thyc pham trong trudng| sb diéu cua Luat An
hop hét hiéu lyc tai Khoan 2| toan thuc pham
biéu 21 Théng tr sb
09/2015/TT-BYT |
Cap lai gidy xdc nhan ndi| Nghi dinh sd Antoan | ChiCuyc An |
dung quéang cdo déi voi hinh| 15/2018/ND-CP thuc pham | toan vé sinh
| thirc quang cdo thong qua| ngay 2/2/2018 cua | va dinh thuc pham |
' 17 FBYT-286684-TT hdi nghi. hdi thao, su kién| Chinh pha quy dinh | dudng |
| | gi6i thiéu thyc pham, phu| chi tiét thi hanh mot '
' gia thyc phim trong truomg| sé diéu cua Ludt An
hgp bi mat hofic hu hong toan thyc phim ,
Cép gidy xac nhan ndi dung| Nghi dinh s8 | Antoan | ChiCuc An ||
quang céo dbi voi hinh thie| 15/2018/ND-CP | thyc phém | toan vé sinh |
quang cdo thong qua hoi| ngay 2/2/2018 cua va dinh thyc pham
nghi, hoi thao, su kién gidi| Chinh phu quy dinh | dudng
18 B-BYT-286683-TT | thi¢u thyc pham, phu gia| chi tiét thi hanh mét
thyc pham quy dinh tai| sé diéu cia Luat An
Khoan 3 Diéu | Théng tu sb| toan thuc phdm
09/2014/TT-BYT trén dia
ban tinh
Céap lai gidy xac nhan ndi| Nghi dinh sd Antoan | ChiCuc An
dung quang cdo nudc| 15/2018/ND-CP thuc phdm | toan vé sinh |
khodng thién nhién, nudc| ngay 2/2/2018 cua va dinh thuc pham
uégg dong cha;i, phu gia thyc| Chinh phu quy dinh | dudng
hédm, chat ho trg ché bien| chi tiét thi hanh mot
19 |B-BYPR00e0-1T Fhuc pham khi ¢6 thay dbi vé| sb diéu ciia Luat An
tén, dia chi cua t6 chuc, cé| toan thuc phém
nhén chiu trach nhiém va
khong thay doi ndi dung
quang cdo
. Cap lai gidy xac nhén noi| Nghi dinh sd Antoan | ChiCuc An
20 e sdaslTT duril)g qiérfg cdo  nudc IS%QOISKND-CP Jthl,l’C phdm | toan vé sinh




kiém tra thong thuomg

| chi tiét thi hanh mot

' khodng thién nhién, nudc| ngay 2/2/2018 cua va dinh thyc pham
- uong dong chai, phu gia thyc| Chinh phu quy dinh | dudng |
' phdm, chat hd trg ché bién| chi tiét thi hanh mot |
| thyc phdm trong trudng hop| sé diéu cua Luat An
' hét higu lyc tai Khoan 2| toan thyc phdm
Didu 21 Thong tr sb |
09/2015/TT-BYT |
| Cap lai giay xac nhan noi| Nghj dinh s6 Antoan | ChiCuc An |
dung quang cdo nudc| 15/2018/ND-CP thuc phim | toan vé sinh ‘
khoang thién nhién, nudc| ngay 2/2/2018 cua va dinh thyc pham |
21 B-BYT-286680-TT | udng déng, chai, phu gia thyc| Chinh phu quy dinh | dudng
- phdm, chit hd tro ché bién| chi tiét thi hanh mot
thuc phdm trong truong hop| sé diéu cua Ludt An
bi mat hoac hu hong toan thuc phdm '
Cap gidy xdc nhdn ndi dung| Nghj dinh s Antoan | ChiCuc An |
quang cdo nudc khoang| 15/2018/ND-CP thye pham | toan v¢ sinh |
thién nhién, nuéc uéng doéng| ngay 2/2/2018 cua va dinh thye pham |
' | chai, phy gia thuc pham,| Chinh phu quy dinh | dudng '
3 [EEO Ledstn ik || chét h[(}) lrﬂrg ché blenp thuc| chi tiét thi hanh mot
phdm (khong bao gom hinh| s6 diéu cua Luft An
thire hoi nghi, hoi thao, t6| toan thyc phdm
chure su kig¢n)
B ol wili tilisnihn En Nghi dinh s6 Antan | ChiCuc An
| cc“)rlljg o fop’ s L giky xdo| |5/2018/ND-CP thyc pham | toan vé sinh
| nhin cong bg Yhﬁ hop quy| "€y 222018 cia | vadinh | thye phim
|23 B-BYT-229906-TT | Gost € 0 PR P LS | Chinh phi quy dinh | dudng
s (W PRAT chi tiét thi hanh mot
' thuge tham quyen cua So Y - didu ci A
té tinh/thanh phé 55 diwals Lagnn
toan thuc pham
Cﬁp gidly tiép nhan ban cong| Nghj dinh s6 Antoan | ChiCuc An
bd hop quy ddi véi san| 15/2018/ND-CP thyc pham | toan v¢ sinh
phdm da c6 quy chudn ky| ngay 2/2/2018 cla va dinh thyc pham
thuét dua trén két qua ching| Chinh phu quy dinh | dudng ;
| 28 BBV | nhan hop quy cua to chirc| chi tiét thi hanh mot
' chimg nhdn hgp quy dugc| sb diéu cua Luat An
chi dinh (bén thir ba) thudc| toan thyc pham
thim quyén clia S Y té =
| Cép gidy tiép nhan ban cong| Nghi dinh s6 Antoan | ChiCuc An |
bé hop quy dya trén két qua| 15/2018/ND-CP thyc phdam | todn v¢ sinh |
ty danh gia cfla td chirc, ca| ngay 2/2/2018 cua va dinh thyc pham |
25 [B-BYT-229898-TT | nhan san xuat, kinh doanh Chinh phu quy dinh | dudng ‘
thyc pham (bén thir nhat)| chi tiét thi hanh mét
thuge thdm quyén cua S& Y| sb diéu cua Luat An |
té toan thyc phim |
B-BYT-286706-TT Théng béo két qua xac nhan Nghi dinh s& An toén; C'cz quan ‘
thuc phim dat hodc khong 15{2018;’ND-CP‘ th‘l,rctpham kiém
dat yéu cau nhap khdu déi| neay 2/2/2018 cua va Eimh tra/Cyc An
26 véi mat hang thudc dién Chmh phl:l quy d1n!1 dudng toan thuc
kiém tra giam cl‘n tiet thi hanh mot pham
sO diéu cua Luat An |
| toan thyc phim |
B-BYT-286707-TT ‘ Thong béo két qua xac nhan| Nghj dinh s6 Antoan | Co quan ‘
thuc pham dat hodc khong 15/2018/ND-CP thuc pham | kiém tra
| 27 dat yéu chu nhap khau déi| ngay 2/2/2018 cia va dinh
' vdi miat hang thudc dién| Chinh pha quy dinh | dudng




sO diéu cla Ludt An

toan thyc phim
B-BYT-286708-TT | Thong bdo két qua xdc nhin| Nghj dinh s Antoan | Co quan
thyc pham dat hodc khong| 15/2018/ND-CP thyc phdm | kiém tra
- dat yéu cdu nhdp khdu ddi| ngay 2/2/2018 cua va dinh
28 . voi miat hang thudc dién| Chinh phu quy dinh | dudng

kiém tra chat

chi tiél thi hanh mét
sO diéu ciia Luét An
toan thyc phim




PHAN IL. NQI DUNG CU THE CUA TUNG THU TUC HANH CHINH
I/ Thi tuc hanh chinh cip trung wong

1- Thii tuc ang Ky ban cong bd san pham nhip khiu ddi véi thwe phim bio vé sire
khoe, Phy gia thye phdim hdn hop ¢6 cong dung méi, phy gia thye pham

hong thudc trong danh muc phy gia duge phep str dung trong thuc
phiam hoiic Khong ding doi tugng sir dung do By Y té quy dinh

Trinh tu thye hién
lBmﬁ't: 1:

1. Té chirc, ca nhéan san xudt, kinh doanh thyc pham nop hé so dang ky ban
cong bd san pham qua hé thong dich vu coOng truc tuyen hodc dudng buu dién
hoac ndp truc tiép dén Cuc an toan thuc phim theo quy dinh sau day:

Trong truomg hop té chirc, cé nhan san xuat nhiéu loai thye pham thuge tham
quyén tiép nhan hd so dang ky ban cong b san pham cua ca BoY té va co
iquan quan ly nha nudce ¢6 tham quyén do Uy ban nhan dén cap tinh chi dinh
thi to chire, ca nhén co quyén lua chon nop hé so dén B4 Y té hoic san pham
thudce tham quyen tiép nhan hd so ding ky cuia co quan nao thi ndp hd so ding
ky dén co quan tiép nhan do.

Trong truo*ng hop td chiic, ¢é nhan c6 tr 02 (hai) co s¢ san Xudt tré 1én cing
san xuat mot san pham thi td chire, ¢ nhén chi lam thu tuc déng ky ban cong
b6 san pham tai mét co quan quan ly nha nudc & dia phuong ¢ co so san xuét
do t6 chirc, c nhan lya chon (trir nhirng san pham déing ky tai BO Y té). Khi
da lya chon co quan quan |y nha nudc dé dang ky thi cac 1an dang ky tiép theo
phai dang ky tai co quan da lya chon.

Bwrde 2:

Trong thoi han 07 (bay) ngay lam vige ké tir khi nhdn du hd so dang ky ban
cong bd san phdm ddi voi phu gia thuc phdm hén hop ¢6 cong dung mai, phy
ﬁla thyc pham chua co trong danh muc phy gia dugc phép sir dung hogc

hong ding ddi tugng sir dung trong thyc pham do B9 truong Bo Y té quy
dinh va 21 ngay lam viéc ddi voi thyc pham bao v¢ suc khoe, Cyc an toan
thuc pham ¢6 trach nhi¢m tham dinh hé so theo quy dinh. Thoi gian thdm
dinh hé so tinh tir thoi diém hd so dugce ndp trén hé thdng dich vu cong truc
tuyén hodc theo dau dén cua co quan tiép I'lhqll'l (trong trudng hop ndp ho so
qua dudng buu dién hodc ndp hd so truc tiép).

Bwoc 3:

Trong truong hgp khdng dong y voi hd so cong bd san pham clia t chirc, ca
nhan hodc yéu cau sira doi, bd sung, Cuc An toan thuc phdm phai c6 van ban

néu rd ly do va can c phép ly cla viéc yéu cdu. Chi duge yéu céu sira ddi, bd
sung 01 lan.

Trong thoi han 07 (bay) ngay lam vige ké tir khi nhan hd so stra dbi, bd sung,
(Cuc an toan thyc phdm tham dinh hd so va ¢6 van ban tra 10i. Sau 90 ngy lam
vidc ké tir khi c6 cong van yéu cdu sira ddi, bd sung néu té chire, ca nhan
khong stra ddi, bd sung thi hd so khong con gia tri.

Truong hop san phdm c6 sy thay doi vé tén san ph&m Xuat xir, thanh phan
cau tao thi to chire, ca nhén phai cong b lai san pham. Cac truong hop c6 su
thay ddi khac, t& chirc, ca nhan thong béo bing van ban vé ndi dung thay doi




én co quan tiép nhan hd so quy dinh tai khoan 1 Dicu 8 Nghj dinh sb
15/2018/ND-CP va dugc san xuat, kinh doanh san pham ngay sau khi gui
thong béo.

Co quan tiép nhan hd so dang ky ban cong bd san pham c6 trach nhi¢m thong
béo cong khai tén, san phdm cua td chirc, ca nhan da dugc tiép nhan dang ky
ban cong bd san phim trén trang thong tin dién tir (website) ctia minh va co so
dir liéu vé an toan thuc phim

|Cach thirc thue hién

Qua hé thong dich vu cong tryc tuyén hogc duomg buu dién hoac nop tryc tiép
kén co quan tiép nhan hd so

Thinh phin, s6 lugng hd so

4. Thanh phin hé so:

1. Ban cong bé san phim duge quy dinh tai Mau s 02 Phy lyc I ban hanh
keém theo Nghi dinh sb 15/2018/ND-CP.

R, Gidy chu‘ng nhan luu hanh tu do (Certificate of Free Sale) hodc Glay chimg
nhan xuat khau (Certificate of Exportation) hogic G:ay chu’ng nhén y {e (Health
(Certificate) clia co quan c6 thAm quyén cia nude xuat xi/xuat khau cdp cé noi
dung bao dam an toan cho ngudi sir dyng hodc duge ban ty do tai thi trudong
clia nudc san xuat/xuét khéu (hop phap héa lanh sy).

3, Phiéu két qua kiém nghlg:m an toan thuc pham cua san phdm trong thai han
12 thang tinh dén ngay nop hd so dugc cap boi phong kiém nghiém duge chi
dinh hodc phong kiém nghiém dugc cdng nhén phu hop ISO 17025 gom céc
ichi tiéu an toan do Bo Y té ban hanh theo nguyén tic quan ly rii ro phu hop
vai quy dinh cua quoc, t& hodc cdc chi tiéu an toan theo cac quy chuan, tiéu
chudn twong ung do té chirc, ca nhan cong bd trong trudmg hop chua c6 quy
dinh cua BO Y té (ban chinh hodc ban sao chimng thyc).

4. Bang chimg khoa hoc chimg minh céng dung cua san phdm hoic cuia thanh
p4h§n tao nén cong dung da cong bd (ban chinh hodc ban sao c6 xac nhan cuia
tO chirc, ca nhan). Khi sir dung bing chimg khoa hoc vé cong dung thanh phén
clia san phdm dé lam cong dung cho san pham thi liéu sir dung hang ngay cua
san pham t6i thiéu phai 16n hon hogc bing 15% lugng sir dyng thanh phan do6
da néu trong tai liéu

5. Gidy chimg nhan co s& du diéu kién an toan thuc pham dat yéu cau Thyc
hanh san xudt t5t (GMP) hogc chimg nhéan tuvong duong trong trudng hop san
pham nhap khéu la thye phdm bao v¢ sirc khoe ap dung tir ngay 01 théng 7
nam 2019 (ban c6 xéc nhén cua to chirc, ca nhan).

Céc tai liéu trong hd so dang ky ban cong bd sém pham phai dugc thé hién
béng tiéng Viét; truong hop co tai ligu bing tiéng nudc ngoai thi phai duge
dich sang tleng Viét va dugc cong chimg. Tai li¢u phai con hi¢u lyc tai thoi
diém ndp hd so ding ky ban cong b san pham.

B. 86 lirgng ho so: 01 b)

Thoi han giai

uyét

07 ngay d6i voi phu gia thye pham hdn hop c6 cong dung mdi, phu gia thyc
pham chua ¢6 trong danh muc phu gia dugc phép su dung hodc khdng dung
doi tuong str dung trong thuc phim do B9 truong BJ Y t€ quy dinh va 21 ngay
lam viéc ddi voi thue phdm bao vé sirc khoe




Di twgng thye hién thii tyc hanh chinh

TS chirc, ¢4 nhan

Co quan thuc

hi¢én thu tuc hanh chinh

Cuc An toan thuc pham

Két qua thwe hién thi tuc hanh chinh

Gidy tiép nhan dang ky ban cong bd san pham

IPhi, 1¢ phi

Phi: 1.500.000d6ng/1 san phim
L¢ phi: khong c6

(Theo Thong tu 279/TT-BTC ngay 14/11/2016 quy dinh mie thu, ché do thu,
op, quan Iy va su dung phi trong céng tdc an toan vé sinh thuc phdam)

Tén miu don

lMéu s6 02 Phy lyc I: Ban cong bd san pham.

Yéu ciu, Diéu kién thu tuc hanh chinh

1. C6 Gidy chimg nhén luu hanh tr do (Certificate of Iree Salc) hogic Giay
chimg nhén xuat khau (Certificate of Exportanon) hodc Glay chimg nhén y té
(Hea]th Certificate) ciia co quan c6 thdm quyén ciia nude xudt xa/xuit khau
Cap c6 ndi dung bao dam an toan cho ngudi sir dung hodc duge béan tu do tai
thi trudng clia nudce san xudt/xudt khiu (hop phap hoa lanh sy).

2. Co Phiéu két qua kiém nghiém an toan thuc phdm cua san pham trong thoi
han 12 thang tinh dén ngay nop hé so dugc cip boi phong kiém nghiém dugce
ichi dinh hoac phong kiém nghiém dugc cong nhdn phi hop ISO 17025 gom
cac chi tiéu an toan do By Y tc ban hanh theo nguyén tic quan 1y rui ro phu
hop véi quy dinh caa quoc té hodc céc chi tiéu an toan theo céc quy chuan,
tiéu chuén twong ung do t6 chirc, ¢4 nhén cong bd trong trudng hop chua co
quy dinh ctia B§ Y té (ban chinh hodc ban sao chimg thuc).

4. Co Bﬁng chimg khoa hoc chimg minh cong dung ctia san pham hojic cia
thanh phan tao nén cong dung da cong bd (ban chinh hodc ban sao c6 xic
nhéan cua t6 chire, cé nhén). Khi sir dung bing chimg khoa hoc vé cong dung
thanh phén cua san pham dé lam céng dung cho san pham thi lidu sir dung
hang ngay cua san pham t6i thiéu phai 16n hon hodc bing 15% lugng sir dung
thanh phan d6 da néu trong tai ligu

5. C6 Gidy chimg nhan co s& du diéu kién an toan thyc pham dat yéu cau
Thue hanh san xudt t6t (GMP) hodc chirg nhan tuong duong trong truong
hop san pham nhép khau la thyc pham bao vé sirc khoe ap dung tir ngay 01
thiang 7 nam 2019 (ban c6 x4c nhén cua td chirc, c4 nhan).

Cian cir phap

ly cua thi tuc hanh chinh

1. Ludt An toan thyc phém s6 55/2010/QH 12 ngay 17/6/2010 cua Quéce hoi.

2. Nghi dinh 5O 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi
Tlet thi hanh mgt s6 Diéu cua Luat An toan thuc pham.

3. Thong tr 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ché do thu, ndp,
quan ly va sur dung phi trong cong téc an toan v¢ sinh thyc pham




Mau 56 02 Phy luc |

(Ban hanh kém theo Nghi dinh s 15/2018/ND-CP ngay 2/2/2018 ciia Chinh phii quy dinh chi tiét thi
hanh m¢t so diéu cua Ludt an toan thwe pham)

CONG HOA XA HOI CHU NGHIA VIET NAM

L. Thong tin vé t6 chirc, c4 nhin cong bd san phim

TEN 10 ChIC, CA NNAN: «....oovveeeeeoeceeoesceeseeese e e s s seese s ee s ese s sssessseessee s
50T O SO 1 e - ot NS 157 | SO
BN RBEY ot s ia i Fax: ...ccoovnn.

E-mail ceainamnas

5L ST R N | I ——
Sé Gidy chimg nhan co s& du didu kién ATTP: ..oovvvvvvvveeennn... Ngay cap/Noi cip: .........

.............................................................................................................................................

(ddi véi co s thude ddi twong phai cép Gidy chimg nhan co s di diéu kién an toan thuc phim theo
quy dinh)

1. Thong tin vé san phim
Lo TER SR BRBING iocuivssiisirossesnensssenssssitonsetssnsiontonssmssistiorsammmoanses mesamsssssinsmmasesnssmensresessost
R —

3. Chi tiéu chét lugng chi yéu tao nén cong dung cua san pham (ddi véi thuc phdm bao vé strc
khoe):

4. Thod hign st dung s&n PRAIMS: ..o

5. Quy cédch dong g6i va chit [i8U BAO DI cov..veveeveceeeeereeeeeee e eeeeresseeereneenns

6. Tén va dia chi co s¢ san xuét san pham: RRR———————

II1. MAu nhén sin phdm (dink kém mau nhan san phdm hodc mdu nhan san pham di kién)
IV. Yéu ciu vé an toan thue phim

T chirc, c4 nhan san xuat, kinh doanh thyc phim dat yéu cau an toan thyc pham theo:

- Quy chuén ky thudt Quc gia sb....; hodc




- Thong tu cua céc bd, nganh; hodc
- Quy chudn k¥ thuat dia phuong; hoic

- Tiéu chudn Quée gia (trong truong hop chua ¢é cac quy chudn ky thuat qudc gia, Théng tu cua céc
B§ nganh, Quy chuén ky thuét dia phuong); hoic

- Tiéu chuédn cia Uy ban tiéu chudn thuc pham quoc té (Codex), Tieu chuén khu vuc, Tiéu chudn
nudc ngodi (trong truong hop chua cd quy chuan ky thuat quéc gia, Thong tu cua céc bo nganh, Quy
chuén k¥ thuat dia phuong, Tiéu chudn qudc gia): hogc

- Tiéu chudn nha san xuét dinh kém (trong truong hop chua co quy chuén ky thuat quoc gia, Thong
tu cua cac b nganh, Quy chuan ky thudt dia phuong, Tiéu chuén quéc gia, Tiéu chudn cua Uy ban
tiéu chuan thyc pham quéc té (Codex), Tiéu chuin khu vy, Tiéu chuan nude ngoai).

Chiing toi xin cam két thyue hign day du cic quy dinh cua phap luat vé an toan thyc pham va hoan
toan chiu trach nhiém vé tinh phap ly cua hd so cong bo va chit lugng, an toan thuc pham dOI voi
san pham da cong bd va chi dua san phdm véao san xuit, kinh doanh khi da dugc cap Gidy tiép nhan
dang ky ban céng bo san pham./.

, hgay.... thang.... nam...

DAI DIEN TO CHUC CA NHAN
(Ky tén, dong ddu)

2- Thu tue dng ky bin cong bd san pham san xuit trong nwée dbi voi thwe pham

bao v¢ sirc khée, Phy gia thuwe pham hdn hop c6 cong dung méi, phu gia
hwe pham khong thugc trong danh myc phu gia dwgc phép sir dung
rong thyc phadm hoiic khdng ding dbi tuwgng sir dung do B) Y té quy
inh

Trinh tu thue hién

lBlré'c 1:

I. T4 chirc, ca nhan san xudt, kinh doanh thuc phdm nop hd so dang ky ban
cong bd san pham qua hé théng dich vu cong tryc tuyén hogc duong buu dién
hogc ndp tryc tiép dén Cuc an toan thuc phém theo quy dinh sau day:

Trong trudng hcfp td chirc, ¢4 nhan san xuét nhiéu loai thye pham thuoc tham
quyén tiép nhan hod so ding ky ban cong bé san pham cua ca BoY té va co

uan quan ly nha nudc co tham quyén do Uy ban nhan dan cap tinh chi dinh
thi td chirc, ca nhan co quyen lyra chon ndp hd so dén B3 Y té hodic san pham
lhuqc thdm quyen tiép nhan ho so dang ky cua co quan nao thi ndp hd so dang
ky dén co quan tiép nhén do.

Trong trudng hop t6 chire, ca nhén ¢6 tir 02 (hai) co so san Xudt tros 1én (,ung,
san xuat mot san pham thi t6 chirc, ca nhan chi lam thu tuc dang ky ban cdng
b san pham tai mdt co quan quan ly nha nudc o dia phuong c6 co s& san xudt
o t6 chire, ca nhan lya chon (trir nhimg san pham dang Ky tai BO Y té). Khi
da lya chon co quan quén 1y nha nudce dé dang ky thi céc lan dang Ky tiép theo
phai dang ky tai co quan da lya chon.

[Bude 2:

Trong thoi han 07 (bay) ngay lam viéc ké tir khi nhan du ho so dang ky ban




ia thuc pham chua co trong danh muyc phu gia dugc phép sir dung hodc

hong dung dbi tugng sir dung trong thuc phim do Bo trudng B Y té quy
dinh va 21 ngay lam viéc ddi véi thuc pham bao vé st khoe, Cuc an toan
thuc phém ¢6 trach nhi¢m thdm dinh hd so theo quy dinh. Thoi gian thim
d;nh hd so tinh tir thoi diém hd so dugc ndp trén h¢ thong dich vu cong truc
tuyén hoic theo ddu dén cua co quan tiép nhan (trong trudong hop ndp hé so
qua dudng buu dién hodc ndp hd so truc tiép).

Eﬁng bo san pham doi voi phu gia thue pham hon hgp c6 cong dung méi, phu

Budc 3:

Trong trudng hop khong dong ¥ v6i hé so cong bd san pham cua td chirc, ca

nhéan hodc yéu cdu stra dbi, bd sung, Cuc An toan thuc phém phai c6 van ban

néu rd ly do va can ¢ phép |y clia viéc yéu cau. Chi dugc yéu cau sira ddi, bd
sung 01 1an.

Trong thoi han 07 (bay) ngay lam vige ké tir khi nhén hd so stra d6i, bd sung,
uc an toan thyc phdm tham dlnh hd so va ¢é vin ban tra 16i. Sau 90 ngay lam
viéc ké tir khi ¢6 cOng vén yéu clu sira dbi, bd sung néu td chire, ¢4 nhan
khong stra ddi, bd sung thi hd so khéng con gid tri.

Trudng ht;rp san pham ¢o su thay doi vé tén san pham xudt xi, thanh phéan
cau tao thi td chirc, ca nhan phai cong b lai san pham. Céc trudng hop c6 sy
thay dbi khac, 10 chirc, cé nhén thong bdo béng van ban vé ndi dung thay dbi
dén co quan tiép nhan hé so quy dinh tai khoan 1 Diéu 8 Nghi dinh sé
15/2018/ND-CP va duge san xuat, kinh doanh san pham ngay sau khi guri
thong bao.

Co quan tiép nhan hé so déng ky ban cong bd san pham c6 trach nhi¢m thong
bao cong khai tén, san pham cua td chire, ¢a nhan da duoc tiép nhan dang ky
ban cong. bé san pham trén trang thong tin dién tr (website) ciia minh va co s
dir ligu vé an toan thyc pham

Ciach thirc thuce hién

Qua hé lhong d;ch vu cong truc tuyén hodc duong buu dién hodc ndp tryc tiép
dén co quan tiép nhan ho so

Thanh phin, s6 lwgng hd so

A. Thanh phén hé so:

1. Ban cong bd san pham duge quy dinh tai Mau s 02 Phy lyc | ban hanh
kém theo Nghi dinh s6 15/2018/ND-CP.

. Phiéu két qua kiém nghiém an toan lhu,rc pham cuia san pham trong thoi han
12 thang tinh dén ngay nop hé so dugce cap boi phong kiém nghiém dugc chi
inh hogc phong kiém nghi¢m dugc cong nhan phu hop ISO 17025 gom cdc
hi tiéu an toan do B3 Y te ban hanh theo nguyén tac quan ly rui ro phu hop
6i quy dinh cua quoc té hodc céc chi tiéu an toan theo cac quy chun, tiéu
huén tuong g do t0 chire, cé nhén cong bd trong truomg hop chua ¢ quy
inh cia By Y té (ban chinh hogc ban sao chimg thuc).

3. Bang chimg khoa hoc chimg minh cong dung cua san pham hodc cua thanh
han tao nén cong dung da cong bd (ban chinh hoac ban sao c6 xac nhin cua
6 chire, ca nhén). Khi sir dung bing chimg khoa hoc vé cong dung thanh phan
ua san pham dé lam cong dung cho san pham thi liéu sir dung hang ngay cua
an pham t4i thiéu phai I6n hon hoic bing 15% luong sir dung thanh phan d6




da néu trong tai li¢u

4. Giay chirmg nhén co s¢ du dléu Ki¢n an toan thuc phém trong truong hop co
50 thude doi twong phai cdp gidy chimg nhén co s du diéu kién an toan thuc
pham theo quy dinh (ban sao ¢6 xac nhin cua to chirc, c nhan);

5. Gidy chung nhén co so du diéu kién an toan thuc pham dat yéu ciu Thuc
hanh san xudt tét (GMP) hogc chimg nhén tuong duong trong truong hop san
phdm nhap khéu Ia thyc phim bao ve sirc khoe ap dung tir ngay 01 thang 7
nam 2019 (ban ¢6 xé4c nhén cia td chire, ca nhan).

ICidc tai lleu trong hd so dang ky ban cong ) san phiam phai dugc thé hién
béng tiéng Viét: trudng hop ¢6 tai li¢u bang tiéng nudc ngoai thi phai dugc
dich sang neng Viét va duge cong chung Tai liéu phai con hi¢u luc tai thoi
diém nop hd so ding ky ban cong bo san pham

B. S6 lwogng hé so: 01 bd

Thoi han giai quyéf

07 (bay) ngay lam vige ké tir khi nhdn du hd so dang ky ban cong bd san phim
ddi véi phu gia thuc pham hdn hop co cong dung mdi, phu gia thyc pham
ichura 6 trong danh muyc phy gla dugce phép sir dung hoac khong ding doi
tuong sir dung trong thye pham do BO truong BO Y té quy dinh, thye pham
dinh dudng y hoc, thyc phdm dung cho ché d¢ 4n dac b1¢t san phdm dinh
dudng dung cho tré dén 36 thang tudi va 21 ngay lam viéc déi véi thue pham
bao vé stric khoe

0i twgng thye hign thi tuc hanh chinh

T6 chirc, ¢4 nhan

Co quan thwe hién tha tuc hanh chinh

Cuc An toan thuc phim

Két qua thye hién thi tuc hanh chinh

idy tiép nhan dang ky ban cong bd san phim

[Phi, 1¢ phi

Phi: 1.500.000ddng/1 san pham
1€ phi: khéng cd

(Theo Thong tw 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, chgf do thu,
p10p, quan ly va sie dung phi trong céng tdc an toan vé sinh thuc pham)

Tén mau don

JMEu s 02 Phy lyc I: Ban cong bd san phim,

Yéu ciu, Diéu kién thil tuc hanh chinh

E(’) ban cong bd san pl}ém dugc quy dinh tai Mau s6 02 Phy luc I ban hanh
em theo Nghi dinh so 15/2018/ND-CP cua Chinh phu;

IC6 phiéu két qua kiém nghiém an toan thyc phdm ciia san pham trong thoi han
12 thang tinh dén ngay ndp hé so duge cap bai phong kiém nghiém dugc chi
dinh hodc phong kiém nghu:m dugc cong nhén phu hop ISO 17025 gbm céc
chi tiéu an toan do Bo Y té ban hanh theo nguyén tic quan ly rii ro phu hop
vGi quy dinh cia qudc té hodc cac chi tiéu an toan theo cic quy chuan, tiéu




huan tuong {mg do t6 chirc, c4 nhan cong bd trong trudng hop chua c6 quy
inh cia BJ Y t€ (ban chinh ho#c ban sao chimg thyc);

6 béng chimg khoa hoc chimg minh cong dung cua san pham hojc cuia thanh
hﬁn tao nén cong dung da cong bd (ban chinh hoic ban sao c6 xéc nhan cua

6 chirc, ca nhan). Khi sur dung bang chimg khoa hoc vé cong dung thanh phan
Ua san pham dé lam cong dung cho san pham thi liéu sir dung hang ngay cua
an pham t5i thiéu phai 16n hon hodc bing 15% lugng sir dung thanh phan d6

a néu trong tai liéu;

6 gidy chimg nhén co s& du dleu kién an toan thyc phim trong trudng hop
20 s& thude doi twong phai cép gidy chimg nhan co so du diéu kién an toan
huc phdm theo quy dinh (ban sao ¢6 xdc nhén cua td chire, ca nhan);

6 gidy chimg nhén co s¢ du diéu kién an toan thyc pham dat yéu cau Thyc
anh san xuét tét (GMP) trong truong hop san pham san xudt trong nuée 1
hyc pham bao vé sirc khoe dp dung tir ngay 01 thang 7 nam 2019 (ban sao c6
dc nhdn cua td chirc, ca nhan).

|Céin cir phap ly ctia thi tuc hanh chinh
1. Ludt An toan thye phdm sé 55/2010/QH 12 ngay 17/6/2010 ctia Quéc hoi.

2. Nghi dinh s6 [5/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi
Tiét thi hanh mét s Diéu ciia Ludt An toan thuc pham.

B. Thong tu 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ché d6 thu, ndp,
quan ly va sir dung phi trong cong téc an toan v¢ sinh thuc phém

Mau s6 02 Phu luc |

(Ban hanh kém theo Nghi dinh sé | 5/2018/ND-CP ngay 2/2/2018 cua Chinh phi quy dinh chi tiét thi
hanh mét s6 diéu cua Ludt an toan thiec phdam)

CONG HOA XA HQI CHU NGHIA VIET NAM
Djc ldp - Ty do - Hanh phic

m———————————

I. Thong tin vé td chirc, ¢4 nhan cong bd sin phim

TEN 10 ChITC, C& NMNAN: ..ottt eses s es e se s es s ssaesseseenenaos

2 e s
PIRORI: ovvrniunsannnmissisaaaig e

..................................................................................................................................

M2 S8 dOANN NZRIEP: ...vevevevieieeeeeeeeee et es et s s e ee e ee et ee s eeneeseee e es e eene
S6 Gidy chimg nhén co s& du diéu kién ATTP: ................. ... Ngay cip/Noi cép: .........




(déi véi co s thude ddi twong phai cap Gidy chimg nhin co so di diéu kién an toan thyc pham theo
quy dinh)

11. Thong tin vé san phim
DTN SAN PRAM: ...coovoieeeeeeeeeee et ee e ee e eese et ee e ee s seeeeeeeseeeee s seaeseeenees

2. Thanh phén: ..............

3. Chi tiéu chat lugng chu yéu tao nén cong dung cua san pham (déi v6i thuc pham bao vé sic
khoe):

4. Thoi han Sir dung SAN PRAM: .....cvuevvvruorrriieees oo sssssessssssesssesessssssssessssssesssseessereseees

5. Quy céich dOng gOi VA ChAL 11U BAO BI: vovevevveeeevereeeeeeseesee e see e

6. Tén va dia chi o SO SaN XUAL SAN PRAM: ......oovveveeeerer oo

I11. MAu nhin san phidm (@inh kém médu nhan san phdm hodc mau nhan san phdm due kién)
IV. Yéu ciu vé an toan thyc phim

T chire, ¢4 nhan san xuét, kinh doanh thuc phim dat yéu cAu an toan thue phim theo:

- Quy chuan ky thuat Quéc gia sé....: hodc

- Thong tu cua cac b, nganh; hoic

- Quy chuan ky thudt dja phuong; hodc

- Tiéu chudn Quéc gia (trong truong hop chua c6 cée quy chudn ky thuat quéc gia, Thdng tu cua céc
B& nganh, Quy chuén ky thuét dia phuong); hoac

- Tiéu chudn cua Uy ban tiéu chuin thyc pham quoc té (Codex), Tiéu chuén khu vye, Tiéu chun
nude ngoai (trong truong hop chua co quy chudn ky thuat quéc gia, Thong tu cia cac bd nganh, Quy
chuan ky thudt dia phuong, Tiéu chudn quéc gia); hodc

- Tiéu chuan nha san xudt dinh kem (trong trudmg hop chua c6 quy chuan k¥ thuat quoc gia, Thong
tu cia cde bo nganh, Quy chuan ky thudt dia phuong, Tiéu chuén quoc gia, Tiéu chuan cua Uy ban
tiéu chuén thuc pham qude té (Codex), Tiéu chuén khu vue. Tiéu chudn nude ngoai).

Chung tdi xin cam két thue hi¢n day du cac quy dinh cua phap luat vé an toan thuc pham va hoan
toan chiu trach nhigm vé tinh phép Iy cia hd so cong bo va chét lugng, an toan thl,rc pham d0| voi
san phim da cong bd va chi dua san pham vao san xudt, kinh doanh khi da dugc cap Gidy tiép nhan

dang ky ban cong b san pham./.

, ngay.... thang.... ndm...
DAI DIEN TO CHUC, CA NHAN
(Ky tén, dong dau)




3- Thu tuc lDﬁng ky ndi dung quéng cio dbi vi thie phim bio vé sirc khoe

[Trinh ty thye hién
‘Bm.‘rc 1:

T6 chirc, ¢4 nhin c6 san phim quang cao guri hd so dang ky xac nhan ndi dung
quang cdo dén Cuc An toan thuc pham (B9 Y )

woce 2:

Trong thoi han 10 ngay lam vige, ké tir ngay nhan du hd so hop 1€, Cuc an
toan thyc pham ¢6 tréch nhi¢m xem xét ho so va tra két qua theo Mau s 11
Phu luc | ban hanh kém theo Nghi dinh 15/2018/ND-CP. Thoi han nay duoc
tinh tr ngay hd so hoan chinh duge tiép nhén trén hé théng dich vu cong tryc

tuyén.

Trong trm‘mg hop khong déng y voi ndi dung quang cdo cua td chirc, ca nhan
hodc yéu cau stra doi, bo sung, Cuc an toan thuc pham phai ¢6 vén ban néu rd
ly do va can cir phap Iy cua viée yéu cau. Chi duyc yéu cau sira ddi, bd sung
01 lan.

Trong thoi han 10 ngay lam vige ké tir khi nhan hd so stra déi, bd sung, cyc an
toan thyc pham thdm dinh h6 SO va ¢0 van ban tra 10i. Sau 90 ngay lam viéc
rke tir khi c6 cong vén yéu céu stra dbi, bd sung néu t6 chirc, c4 nhan khong
stra d6i, bd sung thi hd so khong con gid tri

[Bude 3:

(Cuc an toan thyc pham ¢6 trach nhi¢m thong béo cong khai tén, san pham cua
t6 chirc, ca nhan da dugc cép Gidy xac nhan noi dung quang cdo san pham
thuc pham trén trang thong tin dién tir (website) ciia minh va co so dir ligu vé
lan toan thuc phdm

Cach thire thue hién
Qua hé thong dich vy cong tryc tuyén ciia Cyuc An toan thyc phim

Thanh phin, s6 lwgng hd so
A. Thanh phin hé so:

I. Don dang ky xdc nhan ndi dung quang cdo theo Mau s6 10 Phu lyc | ban
hanh kém theo Nghj dinh s0 15/2018/ND-CP ngay 2/2/2018 ctia Chinh phu
quy dinh chi tiét thi hanh mot s6 diéu cua Ludt an toan thuc phim;

R.Gidy tiép nhéan dé’mg ky ban cong bb san pham va Ban cong bd san pham da
duge co quan ¢6 thim quycn xdc nhén hodc Gidy tiép nhan ban cong bb hop
quy/Gidy xac nhan cong bo phi hgp quy dinh an toan thyc pham con hiéu luc
(ban sao c6 x4c nhén cua td chirc, c4 nhan):

3. Mau nhén san pham (ban c6 x4c nhan cua to chic, ¢ nhén);
4. DGi voi quang cdo trén bao néi, bao hinh thi phai ¢o kich ban du kién

quang cdo va ndi dung du kién quang cdo ghi trong dia hinh, dia am thanh; doi
vGi quang céo trén cac phuong tién khéc thi phai c6 ma két (mau ni dung) du




[kién quang cdo (ban c6 xdc nhan cua to chirc, ca nhan);

5. DO voi ndi dung quang cdo ngoai cong dung, tinh néng clia san pham ghi
trong ban cong bo san pham thi phai ¢6 tai li¢u khoa hoc chimg minh (ban sao
icO Xédc nhdn cuaa to chire, ca nhén);

Cac tai li¢u trong hd so dang ky xac nhan noi .dung quang cdo phai dugc thé
hién bing tiéng Vlet trudmg hop c6 tai ligu bing tiéng nudc ngoai thi phai
duoc dich sang tiéng Viét va duoc cong chimg.

B. S6 lwgng hé so: 01 bd

Thoi han gidi quyét

10 ngay lam vigc

ID6i twong thyc hién thii tue hanh chinh

[T'6 chire, ca nhan

0 quan thye hién thi tuc hanh chinh

Cuc An toan thyc phim

Két qua thye hién thi tuc hanh chinh

Gidy xéc nhén ndi dung quéang cdo (Mau s6 11 Phu luc | ban hanh kém theo
Nghi dinh s6 15/2018/ND-CP)

Phi, I¢ phi

Phi: 1.200.000 /1an/1 san phim

Lé phi: khong ¢c6

(Theo Thong t 279/TT-BIC ngay 14/11/2016 quy dinh mirc thu, ché ds thu,
1op, quan y va sir dung phi trong cong tde an toan vé sinh thiee phdm)

Tén mau don

(Don ding ky xac nhén ndi dung quang céo (Mau s6 10 Phu lyc I ban hanh
kém theo Nghi dinh s6 15/2018/ND-CP)

Yéu ciu, Diéu kién thii tuc hanh chinh

iéu 27 Nghl dinh s6 l‘ir’ZOlB!ND CP ngay 2/2/2018 ciia Chinh phu quy
dinh chi tiét thi hanh mét sé diéu cia Luét an toan thyc pham

- La thyc pham bao vé sirc khoe
- C6 Gidy tiép nhan ban dang ky cong bd san phdm theo quy dinh hién hanh.

- NOi dung quéng céo phai phu hop vdi cong dung, tac dung ctia san pham da
dugc cong bd trong ban cong bd san phdm hodc Gidy tiép nhan ban cong bd
hop quy/Gidy xac nhéan cong bd phii hop quy dinh an toan thyc pham con higu
luc. Khong sur dung hinh anh, thiét bi, trang phuc, t€n, thu tin cua céc don vi,
cO SOy t€, bac sy, duge sy, nhéan vién y te, thu cam on cua ngudi bénh, bai
viét cuia béc sy, dugc sy, nhan vién y té dé quang céo thyc pham.

- Phai co khuyen céo "Thyc phdm nay khong phai 12 thude va khong co tic
dung thay thé thudc chira bénh"; chir viét phai rd rang, ¢c6 mau tuong phan voi

mau nen

- Quang cdo trén bdo néi, bdo hinh phai doc rd khuyén cdo "Thuc pham nay




[khong phai 14 thude va khéng c6 tac dung thay thé thude chira bénh";

- Vige quang céo trén bdo hinh, bdo no6i vai thoi lugng ngén dudi 15 gidy thi
fkhdng phai doc "Thyc pham nay khdng phai la thudc va khdng co tac dung
thay thé thubc chira bénh", nhung phai thé hién khuyén cdo trong quang co.

dn cir phap ly cia thi tue hanh chinh
I. Ludt An toan thyc pham s 55/2010/QH 12 ngay 17/6/2010 ctia Qudc hoi.

2. Ludt quang cdo 56 16/2012/QH13 ngay 21/6/2012 cia Qudc hoi.

3. Nghi dinh 56 !%K'JOISK’ND CP ngay 2/2/2018 cua Chinh phu quy dinh chi
Tiét thi hanh mot s Diéu cua Luat An toan thyc pham.

4. 'Nghi dinh ) ISI! 2013/ND-CP ngay 14 thang 11 nam 2013, quy dinh chi
tiét thi hanh mdt s6 didu cua Ludt Quang céo.

5. Thong tu s0 09/2015/TT-BYT ngay 25/5/2015 vé xac nhén ndi dung quang
cao d01 véi san pham, hang héa, dich vu ddc biét thude linh vyc quan ly caa
BOY té.

6. Thong tw 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ché do thu, ngp.
quan ly va sir dung phi trong cong tdc an toan vé sinh thyc pham:;

Mdu s6 10 Phu lyc |

(Ban hanh kém theo Nghi dinh so 1 5/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi tiét thi
hénh mét s6 diéu cua Lugt an toan thuc phdm)

TEN PON VI CONG HOA XA HQI CHU NGHIA VIET NAM
memmes Pée lip - Tu do - Hanh phiic

DT ——

Sé: /Ky hiéu tén don vi ciri o, ngay.... thang.... nam 20....

PON PANG KY

Xdc nhén ndi dung quang cio

1. Tén don vi dang ky xéac nhan: ..........
2. D18 ChI I SO 1oriivivorseeeeens s ssssss e s

............................................................................................................................................

Piln thoal: o uinaaiinsiimmrmsrime o o N . S

Dé nghi dang ky xdc nhan ndi dung quang céo ddi voi:




~ A - s - A . ~ - . A A ’
STT | Teén sin ph:“:im S0, ky hiéu cua Flay ntlép nhiin ding ky | Ngay tl?p nPan d?ng ky
ban cong sin phim ban ¢ong bo
Phuong tin QUANE CAO: .....cviiiiiiircciiesss e tss s s st ebe s te s saeresessesessrnseens
HO 50 bao gOm CAC ZiAY 10, T TEUS .....veveerereereeeerseseeeecoeesesessoesssee s seesseseeeeses oo

Toi xin cam doan cac thong tin va hd so néu trén la ding su that va cam két thuc hién quang cdo san

phim thuc phdm theo ding néi dung khi da dugc xédc nhén.

Kinh d& nghi Quy co quan xem xét va cp gidy xac nhan ndi dung quang céo./.

Giam dbc hodc dai dién hop phap ciia don
vi
Ky tén (Ghi ho tén ddy di, chirc danh)
Dong dau

" Dja danh

* Co quan tiép nhan hd so: Co quan ¢ thim quyén quy dinh tai Didu 37 va Diéu 40 cta Nghi dinh

nay.

* Ghi theo dja chi trén gidy chimg nhan dang ky kinh doanh

Mau sd 11 Phuy luc |

(Ban hanh kém theo Nghi dinh s6 15/2018/NP-CP ngay 2/2/2018 cia Chinh phu quy dinh chi tiét thi

hanh mét s6 diéu cia Ludt an toan thue pham)

TEN CO QUAN CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM

TEN CO QUAN TIEP NHAN Poc lap - Ty do - Hanh phic
DPANG KY NQI DUNG QURNG | b, s
CAO
Sé: /XNQC-..."... Tén tinh/thanh phé, ngay... thang.... nam 20...

GIAY XAC NHAN NOI DUNG QUANG CAO

TN T, GRAIRI. s s i R S R e

IV cviaunsnnesnmuononcnsasanmomssononposoniuaauesiin ds sw e L oss Suos i s N e oSSR S TR oA RS S

DN thoal: ot e e




STT | Tén sin phim S6, ky higu ciia Gify tiép nhin diing ky bin cong bd

Phuong ti§¢n quang céo:

.............................................................................................................................................

.............................................................................................................................................

C6 ndi dung quing cdo (dinh kém) da dugc duyét phi hgp véi quy dinh hién hanh.

Yéu cau td chirc, cé nhan ¢6 trach nhiém quang céo ding ndi dung da dugc xéc nhan.

Co quan xac nhén
(Ky ghi ré ho tén va dong ddu)

' Ky hiéu viét tit ciia co quan xéc nhan ndi dung




4- Thii tuc 4 |Cép, cip lai gidy chirng nhin co‘ s& dii diéu kién an toan thyre phﬁm dat
éu cAu Thue hanh sin xut tot (GMP) thue phim béo v¢ sirc khoe

Trinh tu thuc hién
Burde 1:

ICo s& 1ap hd so theo quy dinh tai khoan 1 Diéu 29 Nghi dinh s6 15/2018/ND-
(CP ngay 2/2/2018 cua Chinh phu va ndp qua h¢ thdng dich vy cong truc tuyén
hodc ndp qua dudng buu dién hoic tryc tiép dén Cuc An toan thyc pham;

(Bude 2:

Trong thoi han 15 ngay lam viée ké tir khi nhan du hé so hcrp &, co quan tiép
nhan ho 50 ¢0 trach nhi¢m thanh 13p doan thim dinh va tién hanh danh gia
thuc té tai co so va 1ap Bién ban tham dinh theo Mau s6 13 Phu luc I ban hanh
kém theo Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 ctua Chinh phu

woc 3:

rong truong hop két qua thdm dinh dat yéu cdu, co quan tiép nhén hé so cap
sidy chimng nh@n co so du diéu kién an toan thyc pham dat yéu céu Thye hanh
an xuat tot (GMP) thuc pham bao vé sirc khoe theo Mau sd 14 Phu lyc I ban
anh kem theo Nghi dinh s0 15/2018/ND-CP ngay 2/2/2018 ctia Chinh phu.
hm gian cap Giay chu'ng phén co s¢ da dleu kién an toan thyc pham dat yéu
&u Thuc hanh san xudt tot (GMP) thuc phim bao vé stic khoe khong qua 30
gay lam viéc ké tir ngay nhéin du hd so hop 16;

udc 4:

rong trudng hO’]:) két qua tham dinh tai co so khong dat yéu céu, Doan tham
inh ghi rd ndi dung khong dat yéu cu trong bién ban tham dinh dé co s¢
hac phyc. Sau khi khéc phyc, co s¢ giri thong bao két qua khéc phuc bang
&n ban dén Poan thim dinh. Trong thoi han 07 (bay) ngay lam viéc ké tir
gay nhan dugc van ban thdng bao két qua khéic phyc, doan thdm dinh ¢6
rach nhiém xem xét dé trmh B Y té cap Gidy chung nhdn co s¢ du diéu kién
n toan thyc pham dat yéu ciu Thyc hanh san xuét t5t (GMP) thuc pham bao
¢ stc khoe. Qua thoi han 03 (ba) thang ké tir ngay két thic thim dinh, néu co
50 khong hoan thanh vige khic phu» theo yéu cdu va thong béo két qua khac
huc téi Doan thim dinh thi hd so cép Gidy chtmg nhén co s& du diéu kién an
oan thyc phédm dat yéu cdu Thyc hanh san xudt tot (GMP) thyc phdm bao vé
jsirc khoe khdng con gid tri.

Cich thirc thyuc hién

Qua hé thong dich vu cong truc tuyén hodc dudong buu dién dén Cuc an toan
thuc pham

Thanh phin, s6 lugng hé so
4. Thanh phin ho so:

1. Don dé nghi cp Gidy chung nhén co s du diéu kién an toan thuc pham dat
yéu cdu Thuc hanh san xuét tdt (GMP) thue pham bao vé sirc khoe theo Mau
50 12 Phu luc | ban hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay
2/2/2018 cua Chinh phu;

. S0 dd céc khu vuc san xudt va ddy chuyén san xuét (c6 xéc nhén ctia td




ichurc, cd nhén);

3. Danh muyc céc thiét bi chinh duge sir dung tai co s& (¢ x4c nhén cia 6
chirc, ca nhan).

. 86 lwgng hd so: 01 bd

Thoi han gidi quyét

30 ngdy lam vige ké tir khi nhén du hd so hop 1é

ID6i twong thye hién thi tuc hanh chinh

TG chirc, ca nhan

Co quan thyce hién thi tuc hanh chinh

Cuc An toan thuc phdm

Két qua thye hién thii tuc hanh chinh

Gidy chimg nhén co so du diéu kién an toan thuc phdm dat yéu cau thyc hanh
san xudt tot (GMP) thuc phim bao vé sirc khoe

Phi, I¢ phi

Phi: 22.500.000d /lin/1 co so

(Theo Thong i 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, che do thu,
p1op, quan Iy va sur dung phi trong cong tdc an toan vé sinh thiec pham)

Tén méiu don

Mau s6 12 Phu lyc I Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 cta Chinh
hu: Bon dé nghi cp Glay chimg nhén co s& du diéu kién an toan thyc phim
at yéu cdu Thyc hanh san xudt tot (GMP) thuc pham bao vé stic khoe

4u s6 14 Phy luc I Nghi dinh sb 15/2018/ND-CP ngay 2/2/2018 cua Chinh
phu: Gidy chimg nhan co s¢ du diéu kién an toan thyc phiam dat yéu ciu Thyc
anh san xuat tot (GMP) thyc pham bao vé sirc khoe

'Yéu céu, Diéu kién thi tuc hanh chinh

IBleu 28 Ngh; dinh s6 15/2018/ND-CP ngay 2/2/2018 ciia Chinh phii quy
dinh chi tiét thi hanh mgt s diéu cia Ludt an toan thye phim

. Co s¢ san xudt thye pham bao v¢ sirc khoe phai dap img diéu kién chung vé
bao dam an toan thyc pham dugce quy dinh tai khoan 1 Diéu 19, khoan | Diéu
20, khoan | Diéu 21 Ludt an toan thuc phdm va nhimng quy dinh sau day:

a) Phai thiét lap va duy tri hé thﬁng quan ly chiit lugng dé kiém soat qua trinh
san xudt va luu thong phan phéi nhim bao dam moi san pham do co so san
xudt dat chét lugng theo tiéu chuén da cng bd va an toan dbi voi ngudi sir
dung cho dén hét han sir dung;

b) Du nhan vién ¢6 trinh dd chuyén mén pha hop voi vi tri cong viée dugc
lgiao va duge huén luyén dao tao kién thirc co ban vé GMP, vé an toan thyc
phdm va kién thire chuyén mén lién quan. Trudng bo phan san xudt va trudng
bd phén kiém soat chat lurgng phai la nhan su chinh thire, lam viéc toan thoi
Flan cho co s va dc 1ap voi nhau, Ngudi phy trach chuyén mon cua co so

hai ¢é trinh d6 tir dai hoc tro 1€n thudc mot trong cac chuyen nganh Y, Dugc,
Dinh dudng, An toan thuc pham, Céng ngh¢ thuc pham va phai ¢¢ it nhat 3




dm kinh nghiém lam viéc tai linh vuc chuyén nganh c¢o6 lién quan;

) Hé théng nha xuong, thiét bj va tién ich phu trg dugc thiét ké, \cay dung, lép
at pha hop voi muyc dich sir dung, theo nguyén tac mot chiéu, d& lam vé sinh,
gan ngua, giam thiéu nguy co nham Idn, tranh tich ty bui ban, 6 nhiém va cac
¢u t anh hudng bét loi dén san phim va thuc hién duy tri hoat déng vé sinh

ang ngay:

) Thyc hién va luu ddy di hd so. tai liéu vé san xudt, kiém soat chét lugng,
luu thong phan phéi dé truy xuat duge lich st moi 16 san phdm va ho so ghi
hép toan bd cac hoat dong khac da dugc thuc hién tai co so;

) Moi thao tac san xudt phai thyc hién theo quy trinh, hudng dan. Ap dung
ac bién phap kiém tra, glam sat trong qua trinh san xuat dé phong, tranh nguy
o nhdm lan, 6 nhiém, nhim chéo. Ghi chép két qua ngay khi thuc hién thao
ac hoic ngay sau khi hoan thanh cong doan san xuat vao hd su:

) C6 bo phan kiém soat chét lugng dé bao dam san pham dugc san xuit theo
ac dlcu kién, quy trinh phu hop va dap (mg tiéu chudn da thiét lap; céc phép
hir can thiét da dugc thyc hién; nguyén vt ligu khong dugc duyét xuat dé sur
ung, san pham khong duge duyét xuat ban khi chua dugc danh gia dat chit
lugng theo yéu cdu; san phdm phai duge theo ddi d én dinh;

g) Trong truomg hop kiém nghiém hodc san xuat theo hop dong thi bén nhan
hop dong phai c6 du nha xudng, trang thiét bi va nhén sy dap (mg yéu cdu bén
ia0 va tuan thu quy dinh cua co quan quan ly c6 thdm quyén vé diéu kién
iém nghiém hogc san xudt thuc phdm bao vé sirc khoe;

h) C6 quy trinh quy dinh giai quyét khiéu nai, thu hdi san pham, hoat dong
kiém tra; thuc hién theo quy trinh va ghi chép, luu gitr diy di hd so ddi voi
cac hoat dong nay.

2.B0Y té huéng dan Tht,rc hanh san xuét tdt (GMP) thuc pham bao vé sirc
oe dé céc co so san xuat thuc pham bao vé strc khoe trién khai ap dung.

. K& tir ngay 01 thang 07 nam 2019, C4c co O san Xuit thyc phdm bao vé sirc
khoe phai ap dt,mg Thye hanh san xudt t6t (GMP) thuc phdm bao vé strc khoe
heo huéng din cia Bo Y té.

Ciin cir phap ly ciia thi tuc hanh chinh
1. Luat An toan thyc pham s6 55/2010/QH12 ngay 17/6/2010 cua Qudc hoi.

D. P*Ighl dinh s6 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi
Tiét thi hanh mot s6 Piéu cua Luat An toan thyc pham.

3. Thong tu 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu,Qché do thu, ngp,
quan ly va sur dung phi trong cdng téc an toan v¢ sinh thuc pham




Mau sd 12 Phu luc I

(Ban hanh kém theo Nghij dinh so 15/2018/ND-CP ngay 2/2/2018 cua Chinh phi quy dinh chi tiét thi
hanh mét 56 diéu cia Ludt an toan thue phdm)

CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc 1ap - Ty do - Hanh phic

PON PE NGHI

Cip Gidy chirng nhén co sé di diéu ki¢n an toan thyc phim dat yéu ciu Thyc hanh sin xuit
t6t (GMP) thyce phim bio vé sirc khoe

KInhighli....iunmanmmcninninse
Tén t6 chirc, cd nhan: ......
BB ShE: cisissimisnibiiiin i saasns
M2 S8 dOANN NZRIED: «..vvvovvveveerevesieeeeeesee s seeseseesesssesesssssessssesesessssseeesessesssrsesesssesees

TOn, B Chl GO SR . cvnsiivimiisionisii i G issaiss it memmstitsbormrmeermmmmer

pé ‘nghi dugc cép Gidy chtrng nhan co s& du diéu kién an toan thuc phim dat yéu ciu Thuc hanh san
xuét tét (GMP) thuc pham bao vé sirc khae./.

. ngay... rhdng.;. . tam 20....
CHU CO SO
(Ky tén, dong dau)

Mau s6 13 Phy lyc |

(Ban hanh kém theo Nghi dinh so 1 5/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi tiét thi
hanh mét s6 diéu cuia Ludt an toan thiee pham)

TEN CO QUAN CHU QUAN CONG HOA XA HQI CHU NGHIA VIET
TEN CO QUAN CO THAM NAM
QUYEN DPoc ldp - Tw do - Hanh phuc
] HO oy NEAY.... thdng.... ndm... ... ...

BIEN BAN THAM PINH

Diéu ki¢n an toan thye phim ddi véi co sir dat yéu chu Thuc hanh sin xuit tot (GMP) thye
phim bdo vé sirc khée

Thye hién Quyét dinh s, ngay.... thang... NAM.... CUA......evvverrereeennnns




Hom nay, ngay.... thang.... nam....., Doan thim dinh gdm c¢:

1. Trudng doan (ho tén, chirc Vi, O qUAN/AON VI): wov.ceeeeeeeeeeecrececeeeeeeeeseses e es e sesesnns
2. Thu ky doan (ho tén, chirc vu, CO QUAN/AON Vi) wvveeeveceieeeeressecrcistsssssseseressssessssssssssssns
3. Thanh vién (ho tén, chirc vy, CO QUAN/AON VI): c.vovuiriveeiseeecnes st

Tién hanh thim dinh diéu kién an toan thyc phim déi véi co s dp dung Thyc hanh san xudt tét
(GMP) thyc phdm bao vé sirc khoe tai ....................

Dai dién td chirc, ca nhin:

............................................................................................................................................

THONG TIN CHUNG
1. Thong tin vé co s& dé nghij cap Gidy chimg nhan:
= Ten, dja Chi 00 SO SAN XUAL: ...c.coovuiviniiviomismiinimsmeeessassssosmeassesssesessasessesmsesessossonssossasens
- MESS doanh MEhiBp: ..
- Ngudi dai dién theo phép ludt: .........cceinnnee

2. Théng tin vé dot thim dinh:

= Thori @Ian thAM QNN c....cveeeeeeceeeeeee s esseesssees e es s esse e eesesess e s eesseessesesee
< TH& EIa A G B BN BRBE st o

- Hinh thirc thim dinh: Nghe bdo cédo, xem xét thyc té va kiém tra ddi chjéu hé so dé danh gia muc
do tuan tha theo céc nguyén tac, quy dinh GMP ban hanh kém theo Quyét dinh s6 ...... /Qb-BYT
-1 (R i, 3 L

- Pham vi thdm dinh: Theo hd so d& nghi cua (1én co sé) ngdy ...... | ——

KET QUA THAM DINH
L. Ghi nhén thyec té
LGOS VAR VB B W OE wonncnibumbiorssiniamisisiis oo
2. Diéu kién vé sinh va kiém soat tinh trang vé& SiNh: .........ccovvvevereeecicsinsssssssssnssssseneons
3. Nguyén li¢u, phu gia thyc pham, chit hd trg ché bién: ......ccoevveevierireereereeees e,

4. Hoat dong kiém nghiém, kiém sodt chat lugng nguyén liéu, ban thanh phdm, thanh phim va cic
loai phép thir co s& du nang lyc thye hién.

5. HO SO, AT HEU vt eees s e e eeeee s e seesssssesesessssessesessesseessssesesessessassesessssaeessssssasasens




IL Ton tai va phan loai ton tai
I11. Két ludn

IV. Y kién ciia co' s¢ dwge thim dinh

.............................................................................................................................................

.............................................................................................................................................

Bién ban dugc cac bén thong nhét thong qua va lam thanh 03 (ba) ban giéng nhau, co s dugc thim
dinh gitr 01 ban, doan thdm dinh giir 01 ban, co quan c6 thim quyén gir 01 ban.

Poan thim dinh Pai dlén co' so
(Ky, ghi ré ho tén) (Ky, dong ddu va ghi ré ho tén)

1. Trudng doan:
2. Thu ky doan:

3. Thanh vién:

Mau s6 14 Phu lyc |

(Ban hanh kém theo Nghij dinh s6 | 5/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi tiét thi
hanh mét s6 diéu ciia Ludt an toan thiee pham)

TEN CO QUAN CHU QUAN CONG HOA XA HQI CHU NGHIA VIET
TEN CO QUAN CO THAM NAM
QUYEN Poc lap - T;r do - Hanh phuc
SE: e,
_ GIAY CHUNG NHAN ,
CO SO DU PIEU KIEN AN TOAN THY'C PHAM
TEN CO SO
DJA CHi

PAT YEU CAU THU'C HANH SAN XUAT TOT (GMP)
THU'C PHAM BAO VE SUC KHOE

POI VOI CAC DANG SAN PHAM SAU:

.................................................................................................




GIAY CHUNG NHAN NAY CO GIA TR] 3 NAM KE TU NGAY KY

...... , ngay... thang... nam...
Pl di¢n cu quan cép
(Ky tén, dong dau)




II/Thii tuc hanh chinh cip tinh

1- Thu tuc

dng ky ban cong b san pham nhip khiu di véi thyue pham dinh dudng
hoc, thyue pham dung cho ché d9 dn dic bigt, sin phim dinh dudng
iing cho tré dén 36 thang tudi

Trinh ty thue hién

Bude 1:

1. T4 chire, ¢4 nhén san xuét, kinh doanh thuc pham nop hé so dang ky ban
cong bo san pham qua h¢ théng dich vy cong tryc tuycn hode dudng buu dién
hoiic ndp truc tiép dén co quan tiép nhan hé so theo quy dinh sau day:

Nop dén co quan quan ly nha nude ¢ thim quyén do Uy ban nhén dén cép
r.inh chi dinh

Trong truftmg hop t6 chirc, ca nhén san xuat nhiéu loal thuc pham thude tham
quyén tiép nhan ho so dang ky ban cong b6 san pham cua ca BOY té va co
quan quan ly nha nudc co thdm quyén do Uy ban nhén dan cap tinh chi dinh
thi to chirc, ca nhin ¢6 quyén lya chon ndp hé so dén B3 Y té hodc san phim
thudc thém quyen tiép nhan hé so dang ky cta co quan nao thi ndp hé so ding

y dén co quan tiép nhén do.

Trong trudng hop té chirc, ca nhan ¢ tir 02 (hai) co so san Xudt trg lén cling
san xudt mot san phdm thi t6 chire, ¢4 nhén chi lam thu tyc dang ky ban cong.
d san pham tai mot co quan quan ly nha nude ¢ dja phuong ¢ co so san Xut
o tb chirc, ca nhén lua chon (trir nhirg san pham dang ky tai BOY té). Khi
4 lwa chon co quan quan ly nha nude dé dang ky thi cac lan dang ky tiép theo
hai dang ky tai co quan da lua chon,

wéc 2:

Trong thoi han 07 (bay) ngay lam viée ké tir khi nhén du hd so dang ky co
Kuan tiép nhén quy dinh tai khoan | Diéu 8 Nghi dinh s& 15/2018/ND-CP ¢6
trach nhiém tham dinh hd so va cap Gidy tiép nhén dang ky ban cong bd san
phim theo MAu sb 03 Phy lyc I ban hanh kém theo Nghi dinh.

Thoi gian tham dinh hd so tinh tir thoi diém ho so dugc nop trén hé thong dich
vy cong truc tuy én hodc theo ddu dén cua co quan IICP nhén (trong truong hgp
nop ho so qua dudng buu dién hodc nop hé so truc tiép)

[Bwaoc 3:

Trong trudng hop khong dong y voi hd so cong bd san pham cua t chire, cé
nhan hodic yéu cau stra dbi, bd sung, co quan tiep nhén ho so phal ¢6 vin ban
Inéu rd 1y do va can cir phap ly cta vige yéu cau. Chi duge yéu cdu stra ddi, bd

Fung 01 lan.

Trong thén han 07 (bay) ngay lam viéc ké tir khi nhan hd so stra ddi, bd sung,
CO' quan tlep nhén hd so tham dinh héo so va ¢ van ban tra 10i. Sau 90 ngay
lam viéc ké tir khi c6 cong van yéu cAu sira ddi, bd sung néu td chirc, ca nhan
khong sira doi, bd sung thi hé so khong con gia tri.

Truong hgp san pham co sy thay doi vé tén san pham, xuét xr, thanh phén cau
tao thi t chirc, cé nhan phai cong b lai san pham. Cac trudmg hop c6 su thay




0i khac, t6 chirc, ca nhan thong bdo bang van ban vé ndi dung thay ddi dén
co quan tiép nhan ho so quy dinh tai khoan 1 Didu ndy va dugc san xudt, kinh
doanh san phim ngay sau khi giri thong béo.

Co quan tiép nhan hé so déing ky ban cong bé san phém cé trdch nhi¢m thong
bao cong khai tén, san pham cua té chirc, ca nhan da dugc tiép nhan dang ky
ban cong bd san pham trén trang thong tin dién tir (website) ctia minh va co s
dit liéu vé an toan thuc pham.

dch thire thue hién

Qua hé théng (;ich vu cc‘)‘ng truc tuyén hodc dudong buu dién hodc np truc tiép
dén co quan tiép nhan hd so

Thanh phin, s6 lugng hd so

4. Thanh phin hé so:

1. Ban cong b san pham duge quy dinh tai MAu s6 02 Phu lyc [ ban hanh
[kém theo Nghi dinh s6 15/2018/ND-CP.

D. Gidy chu'ng nhén lwu hanh ty do (Certificate of Free Sale) hodc Gla\ chimg
nhan xuat khau (Certificate of Exponatlon) hoéc Gla;, ching nhén y tc (Health
Certificate) cta co quan ¢ thim quyen ctia nude xuat xa/xudt khau cap co ndi
dung bao dam an toan cho ngudi sir dung hode dugce ban ty do tai thi truong
Cia nudc san xuat/xuat khau (hgp phéap hoa lanh sy).

3. Phiéu két qua kiém nghi¢m an toan thuc phim ciia sin pham trong thdi han
12 thang tinh dén ngay nop hé so dugce cap bai phong kiém nghiém duqc chi
dinh hogc phong kiem nghi¢m dugc cong nhan phu hop 1ISO 17025 gdm céc
chi tiéu an toan do B{ Y t€ ban hanh theo nguyén tic quan ly rui ro phu hop
VOl quy dinh cua qu(‘)c té hodc cic chi tiéu an toan theo cde quy chuan, tiéu
chuén tuong tng do 16 chire, cd nhan cong bé trong trudng hop chua cé quy
dinh cua B Y té (ban chinh hoéc ban sao chimg thuc).

. B’Q’mg chirng khoa hoc chirng minh ¢ong dung cua san phdm hoac cua thanh
phan tao nén cong dung da cong bé (ban chinh hodc ban sao ¢6 xac nhén cua
t6 chure, ¢4 nhan). Khi sir dung bing chimg khoa hoc vé cong dung thanh phan
cua san ph&m dé lam cong dung cho san pham thi liéu sir dung hang ngay cua
san pham t4i thiéu phai 16n hon hojc bang 15% lugng sir dung thanh phan d6
dd néu trong tai li¢u

(Céc tai liéu trong hd so dang ky ban cong bd san pham phai dugc thé hién
bing tiéng Vlet truong hop co tai liéu bang tiéng nude ngoai thi phai dugce
dich sang tleng Viét va dugc cong chimg. Tai ligu phai con hi¢u lyc tai thoi
diém nop hd so diing ky ban cong bd san phim

B. S6 legng ho so: 01 bd

Thoi han giai quyét

7 ngay

iD6i twong thue hién thi tuc hanh chinh

T6 chic, ca nhan

Co quan thye hi¢n thu tyc hianh chinh

(Co quan chirc néing do Uy ban nhan dan tinh chi dinh

Két qua thye hién thi tuc hanh chinh




|Giéy tiép nhan dang ky ban cong bd san pham

Phi, ¢ phi

Phi: 1.500.000d5ng/1 san phim
Lé phi: khong cé

(Theo Théng ne 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ché do thu,
nop, quan ly va sie dung phi trong cong tdac an toan vé sinh thiec pham)

Tén mau don

[Mu s6 02 Phy lye I: Ban cong b san phim.

'Yéu ciu, Diéu kién thii tuc hanh chinh

C6 Ban cong bd san pham theo quy dinh

ICo Gidy chirng nhén luu hanh tu do (Certificate of Free Sale) hoic Gidy
ichirng nhén xuét khau (Certificate of Exportation) hodc Glay chimg nhan y té
(Health Certificate) cua co quan ¢d tham quyen ctia nude xudt xir/xudt khau
cap ¢6 ndi dung bao dam an toan cho ngudi sir dung hodc dugce ban tu do tai
rhi trudng cua nude san xudt/xuat khiu (hop phap héa lanh su);

IC6 Phiéu két qua kiém nghiém an toan thyc pham cua san pham trong thoi
han 12 thang tinh dén ngay nop hd so duge cép boi phong kiém nghiém dugc
chi dinh hoac phong kiém nghiém dugc cong nhén phu hop 1SO 17025 gbm
cac chi Li€éu an toan do Bo Y te ban hanh theo nguyén tic quan ly rii ro phu
hop voi quy dinh cua quoc té hodc céc chi tiéu an toan theo cc quy chuan,
tiéu chudn tuong (ng do td chirc, ca nhan cong bé trong trudng hop chua co
quy dinh cua BJ Y t€ (ban chinh hodc ban sao chimg thyc);

Cin cir phap

Iy cuia thi tuc hanh chinh

I. Lut An toan thuc phdm sb 55/2010/QH 12 ngay 17/6/2010 ctia Qudc hoi.

2. Nghi dinh 56 IS!ZOISE’ND CP ngay 2/2/2018 cua Chinh phu quy dinh chi
Tiét thi hanh mot s& Diéu cia Luat An toan thyc pham.

3. Thong tu 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ché d thu, ndp.
uan ly va sir dung phi trong cong tdc an toan v¢ sinh thyuc phdm

(Ban hanh kém theo Nghi dinh s6 1 5/2018/ND-CP ngay 2/2/2018 cua Chinh phii quy dinh chi tiét thi

I. Théng tin

Tén t6 chire,

Mau s6 02 Phuy lyc |

hanh mét s6 diéu cia Ludt an toan thiee pham)
CONG HOA XA HQI CHU NGHIA VIET NAM
Poc ldp - Tw do - Hanh phic

-------------

BAN CONG BO SAN PHAM
Y SRR
vé td chirc, ci nhin cong b sin phim

o I 1111 1 O P Ly P




P Bl mmnniinisinim s v

PN NOBE .vvonipiissmimsibiusesmsvivisiobes Baks soaenssin

BB ccucipaiunaessmayiynsnai s ey o i c0s 39 SO B 9 4 RO S 3o Ay ol e b s GS
Ma s doanh BEIIEET wiiiiiamummmmisiusnensasionihaissssmiossirvascsssbias s s s s A as R RS DO TR RO RO AAASS
S6 Gidy chimg nhan co s du diéu kién ATTP: ...oooovvveeeeennnn.. Ngay cap/Noi cip: .........

.............................................................................................................................................

(ddi vai co s¢ thude dbi twgng phai cdp Gidy chimg nhan co s& du diéu kién an toan thyc pham theo
quy dinh)

IL Thong tin vé sin phim
| TERERR BRARE i s T R T R R S A
2. Thanh phén: ..

3. Chi tiéu chét lugng chu yéu tao nén cong dung cta san phdm (ddi véi thuc phim bao vé sirc
khoe):

&, THYI T ST AUND SAPRBIE ..o ccuiumions ostvasssiiss iias s o oisssssssss s s sss e mapiosssdes e

5. Quy cach dong goi va chat ligu bao bi: ......covverrerienreeceninens

6. Tén va dia chi co so san xuét san pham: .

IT1. Méu nhén san phdm (@inh kém mdu nhan sén phdm hodic méu nhan san phdm die kién)
IV. Yéu ciu vé an toan thye phim

Té chirc, ¢4 nhan san xuét, kinh doanh thyc pham dat yéu céu an toan thyc pham theo:

- Quy chuén k¥ thudt Quéc gia sé....; hode

- Thong tu cia cac bg, nganh; hodc

- Quy chuén k¥ thudt dia phuong; hodc

- Tiéu chuin Quéc gia (trong truong hop chua ¢6 cac quy chuan ky thudt qudc gia, Thong tu cua céc
Bo nganh, Quy chuan k¥ thudt dja phuong); hodc

- Tiéu chudn cua Uy ban tiéu chuan thyc phdm quoc té (Codex) Tiéu chuin khu vyc, Tiéu chuan
nwrée ngodi (trong trudng hop chua cé quy | chudn k¥ thuat quoc gia, Thong tu cla cac b nganh, Quy
chuén k¥ thudt dia phuong, Tiéu chuén qudc gia); hoic

- Tiéu chudn nha san xuét dinh kém (trong trudng hop chua ¢ quy chuan k¥ thudt quoc gia, Thong
tw cua céc b nganh, Quy chudn ky thuat dia phuong, Tiéu chuén quoc gia, Tiéu chudn cua Uy ban
tiéu chuén thuc pham quéc té (Codex), Tiéu chuén khu vye, Tiéu chuin nude ngoai).

Ching t5i xin cam két thye hign day du cic quy dinh cua phép lut vé an toan thyc pham va hoan
toan chiu trach nhiém v& tinh phap ly cta hd so cong bd va chét lugng, an toan thyc pham déi voi




san pham da cong bd va chi dua san phim vao san xudt, kinh doanh khi da dugc cép Gidy tiép nhan
dang ky ban cong bd san pham./.

, Ngay.... thang.... nam....... ...
'PAI DIEN TO CHUT, CA NHAN
(Ky tén, dong ddu)

2- Tha tue ing ky ban cong bd sin pham sin xuit trong nude doi voi thye pham
inh dwdng y hoc, thue phﬁm dung cho ché d¢ an dic biét, san phim dinh
wong dung cho tré dén 36 thang tudi

Trinh ty thye hién
IBmfrc 1:

1. T6 chirc, cé nhén san xuét, kinh doanh thyc pham ndp hd so ding ky ban
cong bd san pham qua h¢ théng dich vy cong tryc tuyen hodc dudng buu dién
hodc ndp truc tiép dén co quan tiép nhin ho so theo quy dinh sau day:

Nop dén co quan quan ly nha nuéc c6 thim quyén do Uy ban nhéan dan cap
tinh chi dinh

Trong truong hop t& chire, ¢4 nhan san xuét nhiéu loai thyc pham thudce tham
lquyén tiép nhan hd so dang ky ban cﬁng bd san pham cua ca BoY té va co
quan quan ly nha nuéc co lham quyén do Uy ban nhén dan cap tinh chi dinh
thi td chirc, ca nhan co quyén lua chon ndp hd so dén BO Y té hogic san pham
thudc thim quy en tiép nhéan hd so dang ky cua co quan nao thi ngp hé so ding
ky dén co quan tiép nhan dé.

Trong trudmg hop t6 chie, Lé nhan ¢6 tir 02 (hai) co s& san xudt trd 1én cling
san xudt mot san pham thi t6 chirc, c nhan chi lam tha tyc dang ky ban cong.
b san phdm tai modt co quan quan 1y nha nude & dia phuong c6 co sé san Xuit
do td chire, cé nhan lua chon (trir nhirg san phdm dang ky tai B Y te) Khi
44 lua chon co quan quén 1y nha nude dé dang ky thi céc lan dang ky tiép theo
phai dang ky tai co quan da lya chon.

Buwde 2:

Trong thoi han 07 (bay) ngay lam viéc ké tir khi nhan du hd so dang ky co
quan tiép nhan quy dinh tai khoan 1 biéu 8 Nghl dinh s6 15/2018/ND-CP c6
trach nhiém thdm dinh hd so va cap Gidy tiép nhan dang ky ban cong bd san
phidm theo Méu s6 03 Phu luc I ban hanh kém theo Nghi dinh.

Thoi gian thim dinh hd so tinh tir thoi diém hd so duge nop trén h¢ théng dich
vy cong truc tuyén hoac theo dau dén cua co quan nep nhan (trong trudng hgp
nop hd so qua dudmg buu dién hodc ndp hd so tryc tiep)

Burée 3:

Trong trudng hgp khong dong y v&i hé so cong bd san pham cua t chire, cd
nhan hodic yéu cau sira doi, bo sung, co quan tu.p nhén ho so phai ¢ vén ban
néu ro |y do va can cur phéap ly cua vige yéu cdu. Chi dugc yéu cau stra doi, bd
sung 01 lan.

h'rong thoi han 07 (bay) ngay lam viéc ké tir khi nhan hd so sira d6i, bo sung,




o quan tlep nhdn ho so tham dinh ho SO va ¢0 van ban tra 101, Sau 90 ngay
am viéc ké tir khi c6 cong van yéu cdu sira ddi, bd sung néu to chirc, ca nhan
hong stra ddi, bd sung thi hd so khong con gia tri.

ruong hop san phdm c6 su thay ddi vé tén san pham Xuét xir, thanh phan ciu
a0 thi to chire, ca nhan phai cong bd lai san pham. Céc trudng hop c6 sy thay

6i khéc, to chirc, ¢4 nhdn thong béo bing van ban vé ndi dung thay déi dén

o quan tiép nhén hd so quy dinh tai khoan 1 Diéu nay va dugc san xut, kinh

oanh san phdm ngay sau khi guri thong béo.

o quan tiép nhén hd so dang ky ban cong b san pham c6 trach nhi¢m thong

béo cong khai tén, san phdm cua td chire, ca nhan da dugc tiép nhan dang ky
an cong bd san pham trén trang thong tin dién tir (website) cla minh va co s&
i ligu vé an toan thyc phém

Cach thire thue hién

Qua hé thong dich vu cong tryc tuyén hogc duong buu dién hodc ndp tryc tiép
dén co quan tiép nhan ho so

Thanh phin, s lrgng hd so
4. Thanh phin hé so:

1. Ban cong bd san phiam theo quy dinh

D. Phiéu két qua kiém nghi¢ém an toan thyuc phdm cua san pham trong thoi han
12 thang tinh dén ngay ngp hd so duge cap boi phong kiém nghiém dugc chi
dinh hogc phong kiém nghiém dugc cong nhén phu hop ISO 17025 gém céc
chi tiéu an toan do B Y t€ ban hanh theo nguyén tic quan ly rii ro phu hop
vOi quy dinh cua qudc té hodc céc chi tiéu an toan theo cac quy chuan, tiéu
chuan tuong (g do 5 chire, ca nhan cong bd trong trudong hgp chua cé quy
dinh ciia BO Y té (ban chinh hogic ban sao chimg thuc).

3. Bang chirmg khoa hoc chirng minh cong dung cua san pham hodc cua thanh
phan tao nén cong dung da cong bd (ban chinh hogc ban sao c6 xdc nhéan cia
to chirc, ca nhan). Khi sir dung bang chimg khoa hoc vé cong dung thanh phén
cuia san pham dé lam cong dung cho san phdm thi liéu sir dung hang nga?« cua
san pham (5i thiéu phai 16n hon hodc bing 15% lugng sir dung thanh phan doé
dd néu trong tai li¢u

Cac tai lieu trong hd so dang ky ban cong bd san pham phai dugc thé hién
bing tiéng Vigt; trudng hop co tai ligu bang tiéng nudc ngoai thi phai dugc
dich sang neng Vigt va duge cong chung Tai liéu phai con higu luc tai thoi
diém ndp hd so ding ky ban cong bd san pham

B. 86 lgng hé so: 01 bd
Thoi han gidi quyét

07 ngay lam vigc

iD6i twgng thue hi¢n thi tuc hanh chinh

T4 chirc, ca nhén

Co quan thue hién thi tuc hanh chinh

Co quan chire nang do Uy ban nhén dén cap tinh chi dinh

Két qua thwe hién thi tuc hanh chinh




'Giéy tiép nhan déing ky ban cong bd san pham

IPhi, 1 phi

Phi: 1.500.000ddng/1 san phim
Lé phi: khong ¢6

(Theo Thong tw 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ch‘é' do thu,
nop, quan ly va sie dung phi trong cong tdc an toan vé sinh thyiec phdam)

Tén mau don

Mau s6 02 Phu lyc I: Ban cdng bd san pham.
Yéu ciu, Diéu kién thi tuc hanh chinh

Cin cir phap ly ciia thi tuc hanh chinh
1. Luat An toan thuc phdm sé 55/2010/QH12 ngay 17/6/2010 cia Qudc hi.

2. Nghi dinh 56 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi
Tiet thi hanh mot s6 Diéu cua Ludt An toan thyc pham.

3. Thong tu 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu,oché d¢ thu, ngp,
quan 1y va sir dung phi trong cong tdc an toan v¢ sinh thuc pham

Mau s6 02 Phy luc I

(Ban hanh kém theo Nghi dinh so 15 '2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi tiét thi
hanh mot s6 diéu cua Ludt an toan thiec pham)

CONG HOA XA HOI CHU NGHIA VIET NAM
Pic ldp - Ty do - Hanh phic

-------------

I. Thong tin vé tb chirc, ca nhin cong bd san phim

TaN G COUC, CHBBBING <xiuisvantiess s i AT 5o AR ST AT R SSRGS 4
1| R DR U I NS SR
PIRERIRAOAI cvvnisnvmmmmmvamsmsawermommansimsms BRI oy enmsnsnnssmaasmmusommnsarnsnsasnasymsabirbinsnan bR 58
E-mail ...........

AR SO ORI TIEIIBI? 1o 100nsosnrssisisssssissss 4385505705401 o S A RS

S& Gidy chimg nhén co s& di diéu kién ATTP: ....ovvvveeiinninnnns Ngay cap/Noi ¢ap: ........

.............................................................................................................................................

(dbi voi co so thude dbi tugng phai cip Gidy chimg nhan co so dii diéu kién an toan thye pham theo
quy dinh)




I1. Thong tin vé sin phdm
. Tén san pham: .
2. ThANK PRAN: covcveeceercvecisssececsessisssnssssssssessssssesssssessssssssssessessamsmnss s sasssasssssssssesssssasssasin

3. Chi tiéu chét lugng chu yéu tao nén cong dung cua san phim (ddi vi thuc phim bao vé sirc
khoe):

4. Thodi hah i QRnE SEn PRETAS cusssarnimisssimissmmisiamisismmssssimi s v

5. Quy cdch dong g6i va chat lidU B0 Bi: wuvivvveeivsiescieees s sses s sessenes

6. Tén va dia chi co SO SAN XUAL SAN PRAM: ......cueeververieeeeeeensesien et ssessessesees

I11. MAu nhén sén phdm (@inh kém mdu nhan san phdam hodic mau nhan san pham dy kién)
IV. Yéu céu vé an toan thyc phim

T chirc, cé nhan san xudt, kinh doanh thyc phdm dat yéu ciu an toan thyuc phim theo:

- Quy chuén k¥ thuét Quéc gia s6....; hodc

- Théng tu cuia cac by, nganh: hodc

- Quy chuén k¥ thuat dia phuong; hodc

- Tiéu chuin Qudc gia (trong truomg hop chua c6 céc quy chuén k¥ thuat quic gia, Thong tu clia céc
Bd nganh, Quy chuan ky thuat dja phuong); hodc

- Tiéu chuén cua Uy ban tiéu chudn thyc phdm quéc té (Codex), Tiéu chudn khu vue, Tiéu chuén
nude ngoai (trong trudmg hop chua ¢ quy chuén k§ thuat quéc gia, Thong tu cua cac by nganh, Quy
chuan ky thudt dia phuong, Tiéu chudn quoc gia): hodc

- Tiéu chudn nha san xuat dinh kém (trong truong hop chua co quy c,huan k¥ thuat quoc gia, Thong
tu cua céc bd nganh, Quy chuan k¥ thuat dia phuong, Tiéu chuan quoc gia, Tiéu chuén ctia Uy ban
tiéu chuén thuc pham quéc té (Codex), Tiéu chudn khu vuc, Tiéu chuéin nudc ngoai).

Chuing toi xin cam két thyc hi¢n day du cac quy dinh cua phap luat vé an toan thyc pham va hoan
toan chju trach nhi¢m ve tinh phap ly cua hé so cong bo va chit lugng, an toan thyc pham doi voi
san phdm da cong bd va chi dua san pham vao san xut, kinh doanh khi da dugc cdp Gidy tiép nhan
dang ky ban cong bd san pham./.

, ngay.... thang.... nam...... ...
DAI DIEN TO CHUC, CA NHAN
(Ky tén, dong ddu)




|Ba‘ing ky ndi dung quing cdo ddi véi san phim dinh dudng y hoc, thye

4- Thu tuc I I
phim ding cho ché dj in dic biét, sin phim dinh dudng dung cho tré
dén 36 thang tudi.

Trinh tu thue hién
Budc 1:

T6 chire, ca nhén ¢ san phdm quang cdo guri hd so dang ky xdc nhan ndi dung
quang cao dén co quan chirc nang do Uy ban nhédn dan chi dinh;

Bude 2:

Trong thoi han 10 ngay lam viéc, ké tir ngay nhan du hé so hgp 1€, co quan
tiép nhan hd so ¢6 trach nhiém xem xét ho so va tra két qua theo Mau s6 11
Phu luc I ban hanh kém theo Nghi dinh 15/2018/ND-CP. Thoi han nay dugc
tinh tir ngay dong dau dén cua co quan tiép nhan hé so néu hd so duge guri qua
dudmg buu dién hodc ngay hé so hoan chinh dugc tiép nhan trén hé lhéng dich
vu cong tryuc tuyén.

[Bwrde 3:

Trong trudng hop khong dong y véi noi dung quang céo cua td chire, c nhan
hodc yéu cau sira doi, bo sung, co quan tiép nhdn ho so phai ¢6 van ban néu rd
Iy do va can cir phap ly cua viée yéu cdu. Co quan tiép nhan ho so chi duge
yéu cau stra doi, bd sung 01 lan.

Trong thoi han 10 ngay lam viéc ké tir khi nhan hd so sira ddi, bo sung, co
quan tiép nhan ho so tham dinh ho so va c6 van ban tra 1oi. Sau 90 ngay lam
viéc ké tir khi c6 cong van yéu cdu sira ddi, bo sung néu t6 chre, ca nhan
khong sira ddi, bd sung thi hé so khong con gid tri

Ciach thirc th

¢ hién

Qua hé_théng dich vy cong truc tuyén hodc duong buu dién dén co quan tiép
nhédn ho so.

Thanh phén,

s6 lwrong hd so

A. Thanh phén hd so:

1. Don dang ky xéc nhin ndi dung quang céo theo Mau s6 10 Phy lyc I ban
hanh kém theo Nghi dinh 50 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu
quy dinh chi tiét thi hanh mét s6 diéu cua Ludt an toan thyc pham

D.Gidy tiép nhan ding ky ban cong bd san phdm va Ban cong b6 san pham da
duoc co quan ¢ thim quyén xac nhin hodc Gidy tiép nhén ban cong bo hop
quy/Gidy xéc nhan cong bd phi hgp quy dinh an toan thuc phm con hi¢u lyc
(ban sao c6 xac nhan cua t6 chirc, ¢ nhan);

3. Mau nhiin san pham (ban ¢6 xdc nhan cua to chic, cd nhan);
4. D6i voi quang cdo trén bdo ndi, bao hinh thi phai cé kich ban dy kién

quang cdo va ndi dung du kién quang cdo ghi trong dia hinh, dfa am thanh; doi
&i quang céo trén céc phuong tign khéc thi phai 6 ma két (mau ndi dung) du




ién quang c4o (ban c6 xac nhan cua to chirc, ca nhén);

5. Doi vai noi dung quang céo ngoai cong dung, tinh nang cua san phém ghi
trong ban cOng bo san pham thi phai ¢6 tai ligu khoa hoc chirng minh (ban sao
icO xdc nhén cua to chire, ¢4 nhan);

(Céc tai ligu trong hd so ding ky xac nhan ndi (dung quang cdo phél duge thé
hién bang tiéng Viét; trudng hop ¢o tai ligu bing tiéng nudc ngoai thi phai
dugc dich sang tiéng Viét va dugc cong chimg.

B. SO lugng hd so: 01 bd

Thoi han giai

uyét

10 ngay lam viéc

D6i twgng thye hién thii tye hanh chinh

e 4 ’ A
TO chire, ca nhin

Co quan thye

hién thi tuc hanh chinh

Co quan chirc ndng do Uy ban nhén dén chi dinh

Két qua thye hién thi tuc hanh chinh
idy x4c nhdn ndi dung quang cdo
hi, 1€ phi

Phi: 1.200.000 /1dn/1 san phém
L¢ phi: khong c6
(Theo Thong tw 279/TT-BTC ngay 14/11/2016 quy dinh mirc thuy, ché do thu,
hiop, quan ly va sie dung phi trong cong tdc an toan vé sinh thuee pham)

Tén miu don

Au s6 10 Phy lyc I: Pon déng ky x4c nhan ndi dung quang cdo

Méu s6 11 Phy lyc I: Gidy xéc nhan ni dung quang céo.

Yéu cau, Diéu kién thu tuc hanh chinh

Theo cac quy dinh ctia phap lut vé quang céo:

L Phai du diéu kién quang cdo quy dinh tai Piém d Khoan 4 Bleu 20 cta Luat
quang cdo va co giay tiep nhan ban cong b hop quy hodc glay xac nhén cong
b phd hop quy dinh an toan thuc pham (d0| VoI nhﬁ'ng san pham chua c6 quy
chudn k§ thudt) cia co quan nha nude ¢6 tham quyén cdp.

- Diéu 27 Nghi dinh s0 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy
dinh chi tiét thi hanh mdt sé diéu cua Ludt an toan thyc pham.

Vige ding ky ndi dung quang céo thye phdm ngoai viéc phai tuén thu céc quy
dinh cua phép ludt vé quang céo con phai tuén thu cdc quy dinh sau:

. Trude khi quang cdo, 16 chire, c¢a nhén co san pham quang cdo phai dang ky
ndi dung quang cdo voi co quan cap Gidy tiép nhan ban dang ky cong b6 san
pham theo quy dinh hi¢n hanh.

. Noi dung quang cdo phai phii hop véi cong dung, tac dung cua san pham da




lduge cong bd trong ban cong b6 san pham Khong sir dyng hinh anh, thiét bi,
trang phuc, tén, thu tin cta céc don vl, co s y té, bac s¥, duoe sy, nhan vien y
té, thu cam on cua ngudi bénh, bai viét ctia bac sy, duogc sy, nhan vién y té dé
quang cao thyuc pham.

- Noi dung quang cdo phai theo ding quy dinh tai Diéu 8 Nghi dinh s
181/2013/ND-CP va Khoan 2 Diéu 6 Nghi dinh s6 100/2014/ND-CP ngay 06
thang 11 nam 2014 cua Chinh phu quy dinh vé kinh doanh va sir dung san
phdm dinh dudng diing cho tré nhé, binh bi va vii ngdm nhén tao.

|Ciin cir phap Iy cia thu tuc hanh chinh
1. Ludt An toan thyc pham sé 55/2010/QH12 ngay 17/6/2010 ctia Québc hi.

D. Ludt quang cdo s 16/2012/QH 13 ngay 21/6/2012 ctia Qudc hdi.

3. Nghi dinh s6 15/2018/NB-CP ngay 2/2/2018 ciia Chinh phu quy dinh chi
Tiét thi hanh mot sd Diéu clia Luat An toan thuc phim.

. Nghi dinh s6 181/ 2013/ND-CP ngay 14 thang 11 nam 2013, quy dinh chi
tiét thi hanh mot s diéu cua Luat Quang céo.

5. Thong tu s6 09/2015/TT-BYT ngay 25/5/2015 vé xéc nhan ni dung quang
cdo doi véi san pham, hang héa, dich vy déc biét thuge linh vyc quan ly cua
Bo Y té.

6. Nghi dinh s6 100/2014/ND-CP ngay 06 thang 11 ndm 2014 cia Chinh phu
quy dinh vé kinh doanh va sir dung san phdm dinh dudng dung cho tré nho,
binh bu va v ngdm nhén tao;

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

Mau s6 10 Phy luc 1

(Ban hanh kém theo Nghi dinh so 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi tiét thi
hanh mét s6 diéu cia Ludt an toan thie pham)

TEN PON VI CONG HOA XA HQI CHU NGHIA VIET NAM
------- Pic ldp - Ty do - Hanh phic
Sé: /K¥ hiéu tén don vi ot ngay..... thang.... nam 20....
PON PANG KY

Xdc nhén ndi dung quing cio
Bl @ s snommmsnmssnmissiaissisnissisinnssmsmasam s
|, Tén don vi dang Ky X4C NRENT ..o s
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............................................................................................................................................

Pién thoai
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Dé nghi dang ky xac nhan ndi dung quang céo ddi véi:

STT | Tén sin phim S0, ky hi¢u ciia AGiéy_tiép nhin ding ky | Ngay ti§p nhiin diing ky
ban cong sin pham bin cong bo

PRI IO DURONE ICRT cioiiwsonsioiensisss b s b s AR A VSRS O RSSO S s
Ho so bao gOm C4c idy to, 1Al HEU: wuvvveeirereirereeie e sss st sesssaessens

T6i xin cam doan céc théng tin va hé so néu trén la dung sy that va cam két thyc hién quang cdo san
phdm thyc phdm theo ding ndi dung khi da duoc xac nhan.

Kinh dé nghi Quy co quan xem xét va cdp gidy xac nhan ni dung quang céo./.

Giam dbc hodc dai dién hgp phdp cia don
vi
Ky tén (Ghi ho tén day du, chicc danh)
Dong dau

' Dia danh

2 Co quan tiép nhan hd so: Co quan c6 tham quyén quy dinh tai Diéu 37 va Dicu 40 cua Nghi dinh
nay.

3 Ghi theo dia chi trén gidy chimg nhan ding ky kinh doanh

Mau s 11 Phu luc |

(Ban hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 cuia Chinh phu quy dinh chi tiét thi
hanh mét so diéu cua Ludt an toan thuc pham)

TEN CO QUAN CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM

TEN CO QUAN TIEP NHAN Djc 1ap - Ty do - Hanh phiic
PANG KY NOI DUNG QUANG e
CAO
S6: IXNQC-...1 . Tén tinh/thanh pho, ngay... thang.... nam 20...

GIAY XAC NHAN NOI DUNG QUANG CAO
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B Bhl: s e i e R R A T AR e

BHENthoal! suvimarsmaimds st s s FaX: saonnwammnnsvaniiam

STT | Tén sin phim S6, ky hiu ciia Gidy tiép nhiin ding ky bin cong bd

Phuong ti¢n quang cdo:

.............................................................................................................................................

Cé ndi dung quang cao (dinh kém) da duge duyét phit hop voi quy dinh hign hanh.

Yéu cau t6 chirc, ¢é nhan co trach nhiém quang cdo ding ndi dung da dugc xéc nhén.

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

' Ky hiéu viét tit cua co quan xac nhan ndi dung

4- Thii tuc Ll(iém tra nha nwée vé an toan thye phim di véi thye phim nhdp khiu
heo phwong thirc kiém tra giam

Trinh tu thue hién

woce 1:

Khi lam thu tyc hai quan, chi hang c6 trach nhiém ndp hd so theo quy dinh
tai khoan 1 Diéu 18 Nghj dinh s6 15/2018/ND-CP cua Chinh phu;

[Bude 2:

Co quan hai 6 tréch nhi¢m chon ngau nhién tdi da 5% trén tong s6 16 hang
nhap khéu thude dién kiém tra giam trong vong 01 (mdt) ndm dé kiém tra hd
so theo quy dinh.

Trong thdi han 03 (ba) ngdy lam viée, ké tir ngay nhan hd so, co quan hai
quan ¢6 trach nhi¢m kiém tra hd so va thong quan hang héa. Trudng hop yéu
cau bd sung hd so thi phai néu rd ly do va cin cir phap ly cua vige yéu cau.

Cich thire thye hién

Thanh phin, sb lugng hé so

A. Thanh phin hé so:




1. Ban ty cong bo san pham theo quy dinh:

2. 03 (ba) Thong béo két qua xéc nhén thyc pham dat yéu ciu nhdp khau lién
ticp theo phuong thire kiém tra thong thudng hodc ban sao ching thyc hodc
ban chinh hgp phéap héa lanh sy mét trong cac Giay chimg nhian GMP,
HACCP, 1SO 22000, IFS, BRC, FSSC 22000 hoac tuong duong con hiéu luc
tai thoi diém nop;

3. Trong trudng hop san phém co nf,uf)n gbc thiy san va ddng vat trén can, trir
cac san pham da qua ché bién, bao g0i sdn, thi phai c6 gidy ching nhén dap

Lrng cac quy dinh vé an toan thyc pham do co quan c6 tham quyén cuia nudce
uat khéu c.'lp (ban chinh).

B. S6 lwong hé so: 01 bd

Thoi han gidi quyét

03 ngay

D6i twgng thye hién thi tuc hanh chinh

T4 chire, ca nhan

o quan thue hién thi tuc hanh chinh

Co quan Hai quan

[Két qua thue hién thi tuc hanh chinh

[Thong quan hang hoa

IPhi, 1& phi

1.500.000 ddng/I6 hang + (sé mat hang x 100.000 nghin ddng), ti da
10.000.000 ddng/16 hang

Tén mau don

Yéu ciu, Diéu kién thi tuc hanh chinh

Diéu 17. Ap dung phwong thirc kiém tra

1. Kiém tra giam ap dung déi v6i 16 hang, mat hang thugc mdt trong cac
truong hop sau day:

a) Da duge xac nhén dat yéu céu vé an toan thue phim bai co quan, to chirc ¢
thdm quyén cua nudc da ky két Diéu udc quée té thira nhan |an nhau trong
hoat dong kiém tra an toan thyc pham ma Vi¢t Nam | thanh vién; c6 két qua
kiém tra cuia co quan ¢6 thdm quyén nude xuat khau doi vai 16 hang, mit hang
phu hop va&i quy dinh cha phéap ludt Viét Nam;

b) D ¢6 03 (ba) lan lién tiép trong vong 12 théng dat yéu cau nhip khau theo
phuong thire ki€ém tra thong thudng;

) Pugc san xuét trong cde co so ap dung mot trong cc hé théng quan ly chét
luong GMP, HACCP, 1SO 22000, IFS, BRC, FSSC 22000 hogc tuong duong

Ciin cir phap ly caa thu tue hanh chinh

I. Nghi dinh s6 lS!20|8f’ND CP ngay 2/2/2018 ctia Chinh phu quy dinh chi
Tiét thi hanh mdt s Diéu cuia Lut An toan thuc phém.




S- Tha tue k(iém tra nha nuwéce v§ an toan thwe phdm ddi voi thye phim nhip khiu
heo phuong thirc kiém tra thong thuémg

Trinh ty thuc hién

woe 1:

Trudce hodc khi hang vé dén cira khau, chu hang ndp hd so dang ky kiém tra
theo quy dinh tai khoan 2 Piéu 18 Nghi dijnh s 15/2018/ND-CP ctia Chinh
phu dén co quan kiém tra nha nuée hoge Cf'm'g thong tin mot cira qudc gia
phan hé B Y t€, B§ Nong nghiép va Phat trién nong thon, B§ Céng Thuong
(néu da ap dung);

Buwoc 2:

Trong thoi han 03 (ba) ngay lam viéc, ké tir ngay nhén hd so, co quan kiém
tra nha nude c6 trach nhiém kiém tra hd so va ra thong bao thuc pham dat
hodc khong dat yéu céu nhap khéu theo Miu s6 05 Phy lyc I ban hanh kém
theo Nghj dinh s6 15/2018/NB-CP ctia Chinh phu. Truong hgp yéu clu bd
sung ho so thi phai néu rd 1y do va cén ¢t phap ly cua viéc yéu cdu;

iBtré'c 3:

Chi hang c6 trach nhiém nop Théng béo két qua xéc nhdn thuc pham dat yéu
cau nhap khau cho co quan hai quan dé thong quan hang hoa.

Trudng hop ra Thong bao két qua xac nhan thue phdm khong dat yéu ciu
nhép khau theo quy dinh tai diém b khoan 2, diém b khoan 3 Diéu 19 Nghi
dinh s& 15/2018/ND-CP, co quan kiém tra nha nudc quvel dinh cac bi¢n phép
XU 1y theo céc hinh thirc quy dinh tai khoan 3 Diéu 55 Ludt an toan thyc phim
va béo cao két qua xur ly thyc pham khong dat yéu cau nhap khau véi BO quan
ly chuyén nganh

Cich thire thwe hién

p hd so dén co quan kiém tra nha nude hogic Cbng thong tin mdt cira qubc
ia

Thanh phin, s6 lugng ho so

A. Thanh phan hé so:

1. Gidy ding ky kiém tra thuc phim nhép khau theo quy dinh tai Mau s6 04
Phu lyc | ban hanh kém theo Nghi dinh s6 15/2018/ND-CP cua Chinh phu;

D. Ban ty cong bd san pham theo quy dinh;

3. 03 (ba) Thong bao két qua xac nhan thyc pham dat yéu cau nhap khau lién
tiép theo ?huong thire kiém tra chat déi voi cac 16 hang, mét hang dugc
Chuyén ddi phuong thire tir kiém tra chit sang kiém tra thong thudng (ban
ichinh);

4. Ban sao Danh muc hang héa (Packing list);

5. Trong trudong hop san pham quy dinh tai Bleu 14 Nghi dinh sb
15/2018/ND-CP cua Chinh phu thi phai ¢6 glay chimg nhan dap img céac quy
dinh vé an toan thuc phim do co quan ¢6 thdm quyén clia nude xuat khéu cap
(ban chinh), trir trudng hop thiy san do tau ca nudc ngodi thuc hi¢n danh bat,




ché bién trén bién ban tryc tiép cho Viét Nam.

B. S0 lwgng ho so: 01 b)

Théi han gidi quyét

03 ngay

iD6i twgng thye hién thi tuc hanh chinh

T6 chirc, ca nhan

|Co quan thye hién thu tuc hanh chinh

Co quan kiém tra

[Két qué thwre hién thi tuc hanh chinh

Thong bo thye pham dat hodc khong dat yéu céu nhap khau

hi, 1¢ phi

1.500.000 ddng/Id6 hang + (s mit hang x 100.000 nghin ddng), t6i da
10.000.000 ddng/I6 hang

Tén mau don

idy dang ky kiém tra thyc phim nhip khau
Yéu ciu, Piéu kién thi tuc hanh chinh
iéu 17. Ap dung phuong thirc kiém tra

Kiém tra thong thudng ap dung dbi véi tat ca mit hang cua 16 hang nhép
hau trir trudmg hop ép dung phuong thire klem tra giam va phuong thirc
iém tra chit va khoan 4 Diéu 17 Nghij dinh s6 15/2018/ND-CP cua Chinh
hu

Cin cir phap Iy cia thi tuc hanh chinh

1. Nghi dinh 56 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi
iét thi hanh mot s6 Diéu cua Ludt An toan thyc pham.

Mau s6 05 Phu luc |

(Ban héanh kém theo nghi dinh s6 15/2018/NP-CP ngay 02 thdang 02 nam 2018 cua Chinh phu)

Co quan kiém tra nha nwoc  CONG HOA XA HQI CHU NGHIA VIET NAM
S Pjc 1dp - Ty do - Hanh phuc

THONG BAO KET QUA XAC NHAN THUC PHAM DAT/
KHONG PAT YEU CAU NHAP KHAU

1. Tén, dia chi, dién thoai clia Chll RANE: .....oveveeriiiiniie

2. Tén, dia chi, dién thoai ctia thuong nhén chiu trach nhiém vé chét lugng hang héa: .....




3. Tén, dia chi, dién thoai clia thuong nhan XAt KRAU: .......ccevveevereereerceeseessesseeeninsssssssesens

OO | O, ¥ . 8 S SO

5. CUA KRAU Q02 oovoveeeeeeeeeeeee e es s cesesesessssssssstae s eneeaseseessaess s sssesesesememeessenses s sesssassesersensen

6. CUA KRAU GEN: 1o e e e e e e sessesesmsseesessaseessseneaeneses e seasaemseseassesenesans

T THOVZIAN KICHIAPEY +.ouorssruusssassnctomentosnssnsesatsroissnssisnsaninsrsosnssasssessuespssssnass AT sesmIssnanssssy

B D B IR A080. ... ovesnessins it nssiveon sttt e hear i ane smsesnd (TR s AN A RSO

9. Thong tin chi tiét 16 hang:

Tén | Nhém |Tén va dia |Phwong | Xic nhn Ly do Cac bién phap xur ly
TT | mit | sin [chinhasin| thic |dat/khongdat| af: dat | Mt hing khong dat
hang | phim xudt  |kiém tra| yéu ciu gae yéu cilu
Ml @ 3) 4 &) (6) @) 8)
Ngay.... thang... nam...
Noi nhin: Co quan kiém tra nha nuéc
-Chuhang:.....ccoocvvnnind (Ky tén dong dau)

- Hai quan ctra khéu: ........ccovnineens




6- Thii tuc  [Kiém tra nha nuée v'é an toan thyc phim dbi véi thye phim nhap khiu
theo phwong thirc kiém tra chit
Trinh ty thye hién

Bude 1:

Thyc hién quy dinh tai diém a khoan 2 Diéu 18 Nghi dinh s6 15/2018/ND-
CP;

Buwde 2:

Trong thoi han 07 (bay) ngay lam vu:c ké tir ngay nhéan hd S50, €0 quan kiém
tra nha nude ¢ trach nhiém kiém tra hd 50, tién hanh 1dy mau, kiém ‘nghiém
cac chi tiéu an toan thuc pham theo yéu cau va ra thong bio thyc pham dat
hogc khong dat yéu cau nhép khéu theo Mau sb 05 Phy luc [ ban hanh kem
theo Nghi dinh 56 15/2018/ND-CP cuia Chinh phu. Truong hop yéu cau bd
sung ho so thi phai néu 1o |y do va can ¢t phép ly cua vige yéu cau;

Bude 3:

hu hang ¢6 trach nhi¢m ndp Thong béo két qua xdc nhan thuc phdm dat yéu
4u nhap khau cho co quan hai quan dé thong quan hang héa

ruong hgp ra Thong bao két qua xac nhén thuc phim khong dal yéu cau

hap khau theo quy dinh tai diém b khoan 2, diém b khoan 3 Piéu 19 Nghi

inh s6 15/2018/NB-CP, co quan kiém tra nha nudc quyét dinh céc bién phéap

ir Iy theo céc hinh thirc quy dinh tai khoan 3 Diéu 55 Lugt an toan Ihl,l’L phém
va bdo cdo két qua xir ly thyc pham khong dat yéu cdu nhip khau véi Bo quan
Iy chuyén nganh

Cich thire thue hién

INOp hé so dén co quan kiém tra nha nudc hodc Céng théng tin mét cua quéc
ia

Thanh phﬁn, sb lwong ho so

4. Thanh phin ho so:

1. Gidy dang ky kiém tra thyc phdm nhép khu theo quy dinh tai Méu s6 04
Phu luc I ban hanh kém theo Nghi dinh so 15/2018/ND-CP cua Chinh phu;

D. Ban ty cong bd san pham theo quy dinh;

3. 03 (ba) Thong bao két qua xac nhan thuc pham dat yéu cau nhap khiu lién
tiép theo phuong thire kiém tra chat d6i vai cc 16 hang, mat hang dugc
Chuyén doi phuong thire tir kiém tra chat sang kiém tra thong thudng (ban
chinh);

4. Ban sao Danh muc hang hoa (Packing list);

5. Trong truong hop san pham quy dinh tai D:eu 14 Nghi dinh s6
15/2018/ND-CP cua Chinh phu thi phai ¢6 g1ay chimg nhén dap tmg céc quy
dinh vé an toan thyc pham do co quan ¢6 thim quyén cua nudc xuat khau cap
(ban chinh), trir trudng hop thuy san do tau cé nude ngoai thyc hién dénh bit,
ché bién trén bién ban tryc tiép cho Viét Nam.




|B. $6 luwgng ho so: 01 bd

Thoi han giai uyét

07 ngay

ID6i twgng thye hién thii tyc hanh chinh

5 chire, ca nhan

o quan thyuc hién thi tuc hanh chinh

Co quan kiém tra

Két qua thuwe hién tha tuc hanh chinh

hong béo thyc pham dat hoic khong dat yéu ciu nhap khéu

Phi, I¢ phi

1.500.000 dong/I6 hang + (s6 mat hang x 100.000 nghin ddng), t6i da
10.000.000 dong/16 hang

Tén miu don

Gidy dang ky kiém tra thyc phm nhap khau

Yéu ciu, Diéu kién thii tuc hanh chinh

IDiéu 17. Ap dung phwong thirc kiém tra

Kiém tra chit 4p dung ddi v6i 16 hang, mat hang nhap khau thuge mot trong
icac trudmg hop sau day:

fa) L6 hang, mat hang khong dat yéu cdu nhap khau tai lan kiém tra trude do:

b) L6 hang, mat hang khong dat yéu cu trong céc 1an thanh tra, kiém tra (néu
co);

c) C6 canh bao cua B Y té, Bo NOng nghi¢p va Phat trién ndng thon, B
Cong I"hucrng, Uy ban nhan dan cap tinh hofic cua co quan ¢6 thim quyen tai
udc ngoai hofdic cua nha san Xudt,

Cin eir phap Iy cia thi tuc hanh chinh

1. Nghij dinh 50 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi
iét thi hanh mot s& Diéu cua Luat An toan thuc pham.

Mau s6 05 Phuy luc |

(Ban hanh kém theo nghi dinh s6 15/2018/NP-CP
ngay 02 thang 02 nam 2018 cua Chinh phi)

Co quan kiém tra nha nu6c  CONG HOA XA HQI CHU NGHIA VIET NAM
— Djc ldp - Ty do - Hanh phuc

THONG BAO KET QUA XAC NHAN THUC PHAM DAT/
KHONG PAT YEU CAU NHAP KHAU

SO vunene 20...../,TBNK




L. T€n; diachi, 3i8a thogl COABRMERANES. ... i ssvimsonisisiassississssvisoruvsimmisivssimmicmsinn

2. Tén, dia chi, dién thoai cta thuong nhan chju trach nhiém vé chét lugng hang hoa: .....

......................................................... e R T T P TR

3. Tén, dia chi, dién thoai clia thuong nhan Xuat KhAU: .....o...cceveeveeveeerereeseeeeeesiseees e

4. SO to khai hai: c.veevreereennee.

AT T AN, TR0 T Y

R G U I i I, SR (o e LR ] | e SR

7. ThOi ZIAN KIEIM IA: «....vecvereresrcseteesessssssses s sessesssessesasssssesssssssssessssssssssssssaessesssssessenses
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9. Thong tin chi tiét 16 hang:

Tén | Nhém |Tén va dia |[Phuwong | Xdc nhén Ly do Cac bién phap xur ly

TT | mit sian [chi nha sin| thirc |dat/khong dat kh'y mdit hang khong dat
! X R ong dat S

hang | phim xudt  |kiém tra yéu cau yéu cau

M| @ €)] (4) G3) (6) )] &)
Ngay.... thang... nam...

Noi nhin: Co quan kiém tra nha nuéc
-Chiihang:.........cc.ue. ; (Ky tén dong dau)

- Hai quan cira khiu: ........cccveeene.




