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BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic
S6:1613 /QD-BYT Ha Néi, ngayl I1thang 6 nam 2024
QUYET PINH

Vé viéc sira doi, bo sung mot s6 ndi dung tai cac Quyét dinh ciia Bd Y té vé
viéc cong b6 thii tuc hanh chinh linh vuec An toan thuc pham va dinh dudng

BQ TRUONG BQ Y TE

Cdn cir Nghi dinh s6 95/2022/ND-CP ngay 15 thdng 11 nam 2022 quy
dinh chiecc nang, nhiém vu, quyén han va co cdu té chike ciia BS Y té;

Cén cir Nghi dinh sé 63/2010/ND-CP ngay 08 thdng 6 ndm 2010 cia
Chinh phii vé kiém sodt thii tuc hanh chinh va Nghi dinh s6 48/2013/ND-CP
ngay 14/5/2013 cua Chinh phu vé sira ddi, bé sung mét s6 Piéu cia cdc Nghi
dinh lién quan d@én kiém sodt thii tuc hanh chinh;

Nghi dinh s6 181/2013/NP-CP ngay 14 thang 11 nam 2013 ciua Chinh
phu quy dinh chi tiét thi hanh mét sé diéu cua Ludt Quang cdo;

Nghi dinh s6 15/2018/ND-CP ngay 2 thdng 2 nam 2018 cua Chinh phu
quy dinh chi tiét thi hanh mét sé diéu ciia Ludt an toan thiec pham;

Théng tw sé 10/2013/TT-BVHTTDL ngay 6 thang 12 nam 2013 cua Bo
Vin héa, Thé thao va Du lich quy dinh chi tiét va huong dan thuc hién mot 56
diéu cua Ludt quang cdo va Nghi dinh s6 181/2013/ND-CP ngay 14 thang 11
nim 2013 cia Chinh phit quy dinh chi tiét thi hanh mgt s6 diéu ciia Ludt quang
cao;

Théng tw s6 09/2015/TT-BYT ngay 25 thang 5 nam 2015 cia B Y té quy
dinh vé xdc nhan ngi dung quang cdo doi voi san phdm, hang héa, dich vu déc
biét thudc linh vue quan 1y ciia BS Y té;

Theo dé nghi cua Cuc truong Cuc An toan thuc phcfm, B Y té.

QUYET PINH:

Pidu 1. Sira ddi, bd sung mdt sé ndi dung tai cac Quyét dinh ctia By Y té
ve viéc cong bd thi tuc hanh chinh linh vuc An toan thuc phérn va dinh dudng
nhu sau:

1. Stra ddi mot sé nodi dung tai Quyét dinh 2318/QD-BYT ngay 6/4/2018

nhu sau: V



a. Stra ddi thanh phan ho so sb6 5 cta thu tuc hanh chinh: “DPang ky ban
cong b san pham san Xuét trong nudc déi véi thue pham bao vé stc khoe, phu
gia thuc pham hdn hop c6 cong dung moi, phu gia thuc pham khoéng thudc trong
danh muc phu gia dugc phép st dung trong thuc pham hozc khong dung doi
tuong st dung do Bo 'Y té quy dinh” nhu sau:

“Gidy chimg nhdn co s¢ du diéu kién an toan thuc pham dat yéu cau
Thuee hanh san xuat tot (GMP) trong truong hop san phdm san xudt trong nwéc
la thure pham bao vé siec khde dp dung tir ngay 01 thang 7 nam 2019 (ban co xdc
nhdn cua 16 chike, cd nhan.”

b. Stra doi tén va nodi dung cu thé cta thi tuc hanh chinh: “Xé4c nhéan noi
dung quang céo déi véi thuc phim bao vé stc khoe” (Chi tiét tai Phu luc dinh kém).

c. Stra ddi tén va ndi dung cu thé cua thu tuc hanh chinh: “Xéc nhan ndi
dung quang cdo d6i v6i san pham dinh dudng y hoc, thuc pham dung cho ché do
an dac biét, san phim dinh dudng dung cho tré dén 36 thang tudi” (Chi tiét tai
Phu luc dinh kem).

2. Sira d6i mot sé ndi dung tai Quyét dinh s6 4630/QD-BYT ngay
24/7/2018 nhu sau:

Stra doi tén va ndi dung cu thé cua thu tuc hanh chinh “X4c nhén ndi dung
quang cao thuc phém dinh dudng y hoc, thuc phém danh cho ché do an dic biét,
san phim dinh dudng ding cho tré dén 36 thang tudi (trong truong hop to
chirc/c4 nhan lua chon ndp hd so ding ky ban cong bd san pham téi Bo Y té
theo quy dinh tai Khoan 1 Diu 27 Nghj dinh s& 15/2018/ND-CP” (Chi tiét tai
Phu luc dinh kem).

3. Ap dung muc thu phi tai Théng tu sb 67/2021/TT-BTC ngay
5/8/2021cua Bo Tai chinh quy dinh muc thu, ché do thu, ndp, quan ly va st
dung phi trong cong tac an toan thuc pham (thay thé Thong tu s6 279/TT-BTC
ngay 14/11/2016 cta Bo Tai chinh quy dinh muc thu, ché do thu, nop, quan ly
va st dung phi trong cong tac an toan vé sinh thuc pham) dbi véi cac thu tuc
hanh chinh ¢6 thu phi dugc cong bd tai Quyét dinh sé 805/QD-BYT ngay
09/3/2016; Quyét dinh sé 2318/QD-BYT ngdy 6/4/2018; Quyét dinh so
4630/QD-BYT ngay 24/7/2018; Quyét dinh sé 135/QD-BYT ngay 15/01/2019
va Quyét dinh sé 1181/QD-BYT ngay 29/3/2019 cia B Y t.

4. Stra ddi bd sung phén cach thtrc thuce hién cua céac thu tuc hanh chinh
duogc cong bo tai Quyét dinh sb 805/QD-BYT ngay 09/3/2016; Quyét dinh )
2318/QD-BYT ngay 6/4/2018; Quyét dinh sé 4630/QD-BYT ngay 24/7/2018;



Quyét dinh sb 135/QD-BYT ngay 15/01/2019 va Quyét dinh s6 1181/QD-BYT
ngay 29/3/2019 cutaBo Y té nhu sau:

“Cach thuece thuc hién:

- Truc tié'p,'

- Truec tuyén;

- Qua buu chinh cong ich.”

Pidu 2. Quyét dinh nay c¢6 hidu luc thi hanh ké tir ngdy ky ban hanh.

Piéu 3. Cac Ong, Ba: Chanh Van phong Bo, Thu truéng cac Vu, Cuc,
Thanh tra B3, Tdng cuc, S& Y té cac tinh, thanh phé truc thude Trung wong va
Thu trudng cac don vi ¢d lién quan chiu trach nhiém thi hanh Quyét dinh nay. o

KT BO TRUONG

Noi nhan:

- Nhu Diéu 3;

- Bo trudng (dé bao cao);

- Cuc Kiém soat tha tuc hanh chinh -VPCP;
- UBND; S¢' Y té tinh, TP truc thuoc TU'

- Céng Thong tin diéntir- B Y té;

- Phong KSTTHC, VPB;

- Luu: VT, ATTP (2b).




Phu luc
(Ban hanh kém theo Quyét dinh s6'1613’QD,-B YT ngayl Ithang 6 ndm 2024 cua
Bo Yté)

1. Sira dbi, bd sung thd tuc hanh chinh tai Quyét dinh sb 2318/QD-BYT nhu
sau.

Thi tuc hanh chinh clp trung wong:

3. Thii tuc  |Ping ky ngi dung quéng cdo doi véi thuc phém bédo vé sikc khde

Trinh tw thwe hién

Bwoéc 1:

T chirc, ca nhén c6 san phim quang cao gui h@g so dang ky xé4c nhén ndi dung
quang céo dén Cuc An toan thuc pham (B0 Y t€)

Buéc 2:

Trong thoi han 10 ngay lam viée, ké tir ngay nhén du hé so hop 1€, co quan
tiép nhan ho so co6 trach nhiém xem xét hd so va tra két qua theo Mau so 11
Phu luc I ban hanh kem theo Nghi dinh 15/2018/ND-CP. Thoi han nay duoc|
tinh tir ngay hd so hoan chinh duoc tiép nhan trén hé thong dich vy cong truc
tuyén. :

Budc 3:

Trong trudng hop khong dong ¥ véi ndi dung quéng céo cua to chiic, ca nhan
hodc yéu clu stra doi, bo sung, co quan tiép nhén ho so phai c6 van ban néu 18

ly do va can cit phap ly cla viéc yéu cAu. Co quan ti€p nhén ho so chi dugc
yéu cau stra d6i, bd sung 01 lan.

Trong thoi han 10 ngay lam viée ké tir khi nhan hd so stra dbi, bd sung, co
quan tiep nhan ho so thdm dinh ho so va c6 van ban trd 10i. Sau 90 ngay lam|

vide ké tir khi c6 cong van yéu clu sia dbi, bd sung néu to chuc, cd nhén
khong sira d6i, bo sung thi ho so khong con gia tri

Céach thirc thwe hién

- Truc tiép;
- Truc tuyén;
- Qua buu chinh cong ich

Thanh phin, sé lrgng hd so

A. Thanh phin hé so:

1. Pon dang ky x4c nhan ndi dung quang cdo theo MAu s 10 Phu Iuc I ban
hanh kém theo Nghi dinh s 1’5/2918/ND—CP ngay 2/2/2018 cua Chinh phul
quy dinh chi tiét thi hanh mot sb didu ctia Luat an toan thyc pham;

0.Gidy tiép nhan dang ky ban cong bd san phém, va Ban cong b6 san phé’m dsd
dugc co quan co thdm quyen xac nhan hogc Gidy tiép nhén ban cong bd hop
quy/Gidy xac nhén cong bo phu hop quy dinh an toan thyc pham con hiéu luc
(ban sao c6 xac nhén cta t0 chrc, ¢4 nhén);

3. M3u nhin san phim (ban c6 xéc nhan cia t chic, c nhan);

4. Di v6i quang céo trén bao néi, bao hinh thi phai c6 kich ban dy kién quang
40 va noi dung du kién quang cdo ghi trong dia hinh, dia &4m thanh; doi véi
quang cdo trén cac phuong tién khéc thi phai c6 ma két (mau ndi dung) dy
‘kién quéang céo (ban c6 xac nhén cua to churc, ca nhén);

5. D6i v6i ndi dung quang cdo ngoai cong dung, tinh ndng cla san phim ghi




trong ban cong bd san pham thi phai c6 tai liéu khoa hoc chung minh (ban sao
c6 x4c nhén clua td chire, ca nhan);

Cac tai li¢u trong hd so ding ky xac nhan ndi dung quang c4o phai dugc thé
hién bang tiéng Viét; truong hop ¢6 tai liéu bang tiéng nudc ngoai thi phai
duogc dich sang tiéng Viét va dugc cong ching.

6.Tai lidu chimg minh cho thong tin quang cdo c6 st dung hinh anh, 16i néi,
chit viét ctia c4 nhén;

7. Truong hop qudng cdo cé sir dung cdc tr ngit “nhat”, “duy nhdt”, “tof
whdt”, “s6 mot” hodc tr ngik ¢ y nghia twong tu thi phdi b6 sung tdi liéu
chitng minh cho théng tin qudng cdo cé s dung cdc tue ngit “nhat”, “duy
Whdt”, “tét nhdt”, “so6 mot” hodc tir ngit c6 y nghia tuwong tw quy dinh tqi
khoan 1 Diéu 2 Thong tw s6 10/2013/TT-BNHTTDL.

B. S6 lwong ho so: 01 bd

Théi han gidi quyét

10 ngay lam viéc

5i twong thue hién thi tuc hanh chinh

0 chirc, ca nhan

Co quan thuc hién thi tuc hanh chinh

Cuc An toan thuc phérn

&t qua thuc hién thi tuc hanh chinh

Gidy xéac nhan nodi dung quang cao (Mau s6 11 Phu luc I ban hanh kém theo
ghi dinh s0 15/2018/ND-CP)

Phi, 1¢ phi

Phi: 1.100.000 /14n/1 san phdm
¢ phi: khong co

(Theo Thong tw 67/2021/TT-BTC quy dinh mikc thu, ché dé thu, ndp, quan Iy
va stk dung phi trong cong tdc an toan thuc phdm)

Tén miu don

on dang ky x4c nhén ndi dung quang céo (Méu s6 10 Phuy luc I ban hanh
ém theo Nghi dinh s0 15/2018/ND-CP)

Yéu ciu, Didu kién thii tuc hanh chinh

1/Theo cdc quy dinh ciia phdp ludt vé quing cdo:

- Co gidy ‘tié'p nhdn ddng ky bén cong bo san pham cua co quan nha nudc c6
tham quyén cap.

. Quadng cdo c6 stk dung hinh dnh, 101 ndi, chit viét ciia cd nhdn phdi cd tai
lisu chitng minh dwoc cd nhdn do dong y hodc dwoc phdp ludt cho phép;

- Qudng cdo ¢6 si dung cdc tir ngik “nhét”, “duy nhdt”, “tét nhdt”, “s6 mot”’
hodic tir ngit ¢6 y nghia twong fw phdi 6 tai liéu hop phdp chitng minh theo
quy dinh tai Diéu 2 cua Théng tu s0 1 0/2013/TT-B V!—ITTDL ngay 06/12/2013,
quy dinh chi tiét va hudéng dan thwe hién mot s6 diéu cua Ludt qudng cdo vai
Nghi dinh 50 181/201 3/ND - CP ngay 14/11/2013 cua Chinh phi quy dinh chi
tiét thi hanh mot s6 diéu cia Ludt Quang Cdo.

- Quang cdo c6 str dyng logo, thuong hi¢u, nhan hiéu, cdc thong tin vé bdo hd
doc quyén sang ché phdi cé tai liéu, van béing bdo hd, chimg nhdn ... chitng
minh cho théng tin qudng cdo theo phdp ludt s¢ hitu tri tué.




INGi dung bt bujc phii cé trong quéng cdo (Nghi dinh s6 181/2013/ND-
CP):
- Tén thuc phdm;
- Tdc dung chinh, cdc tac dung phu (néu co)
- Tén va dia chi cua 16 chire/ ¢ nhdn chiu trach nhiém vé thuc phcfm,'
INGi dung khong dwoc phép co trong quang cdo:
- Khong vi pham cac hanh vi cam trong quang cdo quy dinh tai Diéu 8 Ludl
Quang cao 16/2012/QH13;
- Khong quang cdo thuc phdm chite nang gdy hiéu nham san pham do 1d
thuoc
2/ Theo quy dinh tai Diéu 27 Nghi dinh so 1 5/201 8/ND-CP ngay 2/2/2018
ciia Chinh phii quy dinh chi tiét thi hanh mpt so diéu ciia Ludt an toan thuc
phim
- Thuc phdm bdo vé sikc khoe phai ding ky ndi dung trude khi quang cdo
- San pham dang ky noi dung quang cdo phai co Gidy tzep nhdn ban dang ky
cong bo san pham Ban cong bé san pham, Nhin san phdam da dwoc co quan
c6 tham quyén xdc nhan.
- Noi dung quang cdo phai phii hop voi cong dung, tdc dung cua san phdam da
diegc cong bo trong ban cong bo san pham.
Khong su dung hinh anh, thiét bi, trang phuc, tén, thu tin cua cdac don vi, co
50 y 16, bdc sy, duoc sy, nhdn vién y té, thu cam on ciia nguoi bénh, bai viél
cia bdc sy, dwoc sy, nhan vién y té dé quang cdo thuc pham.
. Phai ¢6 khuyén cdo "Thuc pham nay khong phdi la thuéc va khong c6 téc
dung thay thé thudc chita bénh": chit viét phdi ré rang, c6 mau twong phan
Voi mau nén;

- Quang cdo trén bdo noi, bdo hinh phai doc ro khuyen cdo "Thuwc phdam na
khong phai la thuéc va khong cé tac dung thay thé thuéc chira bénh";
- Viéc quang cdo trén bdo hinh, bdo ndi vdi thoi luong ngdn dudi 15 gidy thi
khong phai doc "Thuc phdam nay khong phai la thubc va khong cé tac dung
thay thé thuoc chita bénh", nhung phdi thé hién khuyén cdo trong quang cdo.
- Doi véi quang cdo trén bdo néi, bdo hinh thi phai cé kich ban du kién quang
cdo va ni dung du kién quang cdo ghi trong dia hinh, dia am thanh;
- doi v6i quang cdo trén cdc phuwong tién khdc thi phdi ¢6 ma két (madu noi
dung) du kién quang cdo (ban cé xdc nhén cia 16 chike, cd nhan);
- Doi voi nji dung quang cdo ngoai cong dung, tinh ndang cua san phdam ghi
trong ban cong bo san pham thi phai c6 tai liéu khoa hoc chitng minh (ban
sao ¢6 xdc nhan ciia t6 chike, c¢d nhan);
- Cdc tai liéu trong ho so dang ky xdc nhan ngi dung quang cdo phai dugc the

hién bang tiéng Viét; truong hop c6 tai liéu bdng tiéng nwdéc ngodi thi phai
duoc dich sang tiéng Viét va dioc cong chitng.

Can cir phap ly cta thi tuc hanh chinh

1. Luét An toan thuc pham s6 55/2010/QH12 ngay 17/6/2010 cua Quoc hoi.

2. Luat quang cao s6 16/2012/QH13 ngay 21/6/2012 ciia Quc hoi.

3. Nghi dinh sé 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi
Tiét thi hanh mot s6 Diéu cua Luat An toan thuc phém.

4. Nghi dinh s6 181/ 2013/ND-CP ngay 14 thang 11 nam 2013, quy dinh chi
tiét thi hanh mot sé didu ciia Luat Quang cdo.

5. Thong tu sb 09/2015/TT-BYT ngay 25/5/2015 vé x4c nhan ndi dung quang
cao dc‘)i’ v6i san pham, hang hoa, dich vu dic biét thudc linh vuc quan ly cua
B Y te.




6. Thong tu s6 10/2013/TT- BVHTTDL ngay 06/12/2013, quy dinh chi tiét va)
huéng dan thyc hién mot s didu cua Luat quang cao va Nghi dinh sb
181/2013/ND — CP cua Chinh phtt quy dinh chi tiét thi hanh mot sé diéu cua
Luat Quang Cao;

7. Thong tw s6 67/2021/TT-BTC ngay 05/8/2021 quy dinh mikc thu, ché do thu,
ndp, quan Iy va sit dung phi trong cong tdc an toan thuc pham.

Thi tuc hanh

chinh cip tinh:

4- Thi tuc

Diéng ky ndi dung quang cao d6i v6i san phdm dinh dudng y hoc, thuc phim
ding cho ché d6 an dic biét, san pham dinh dudng ding cho tré dén 36 thang
tudi.

Trinh tw thwe

hién

Bwoe 1:

Té chirc, c4 nhén c¢6 san phdm quang céo giri hd so ding ky xac nhan ndi
dung quéang céo dén co quan chirc ning do Uy ban nhén dan chi dinh;

Buwée 2:

Trong thoi han 10 ngay lam viéc, ké tir ngay nhén da hd so hop 18, co quan
tiép nhan hd so co trach nhiém xem xét hé 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 déu dén ciia co quan tiép nhan hd SO néu hd so duoc gui
qua dudng buu dién hodc ngay hd so hoan chinh duoc tiép nhan trén hé théng
dich vu cong truc tuyén.

Buwoe 3:

Trong truong hop khong ddng ¥ véi ndi dung quang cdo cla t chirc, c4 nhan
hoic yéu cau sira ddi, bd sung, co quan tlep nhan hd sO phai c6 van ban néu o
ly do va cén ctr phap ly cua viéc yéu cau. Co quan tiép nhan hd so chi duoc
yéu cau stra dbi, bd sung 01 1an.

Trong thoi han 10 ngay lam viéc k& tr khi nhan hd so sira dbi, bd sung, co
quan t1ep nhan hd so thdm dinh ho so va c6 van ban tra 101. Sau 90 ngay lam
viéc ké tir khi c¢6 cong vin yéu cdu sira ddi, bd sung néu td chic, ca nhan
khong stra ddi, bd sung thi hd so khong con gid tri

Cach thirc thue hién

- Truc tiép;
- Truc tuyén;
- Qua buu chinh cong ich.

Thanh phin, s6 lwgng hé so

A. Thanh phin hé so:

1. Pon déng ky x4c nhén ndi dung quéang céo theo Mau s6 10 Phu luc I ban
hanh kém theo Nghi dinh sb 15/2018/ND-CP ngay 2/2/2018 ctia Chinh phu
quy dinh chi tiét thi hanh mot s6 didu clia Luat an toan thuc phim;

2.Gidy tiép nhan déng ky ban cong b6 san pham va Ban cong b6 san pham da
dwoc co quan c6 thdm quyen xé4c nhan hoic Gidy tiép nhan ban cong b6 hop
quy/Gidy x4c nhan cong bo phtt hop quy dinh an toan thuc phdm con hidu luc
(ban sao c6 x4c nhén cua td chirc, ca nhan);

3. MAau nhén san pham (ban c6 xac nhén cua to chirc, cé nhan);

4. Dbi véi quang c4o trén bdo ndi, bao hinh thi phai c6 kich ban du kién
quang cao va ndi dung du kién quang céo ghi trong dia hinh, dfa &m thanh;

d6i v6i quang cdo trén cac phuong tién khéc thi phai ¢ ma két (mAu nodi




‘dung) du kién quang céo (ban co x4c nhan cua to churc, ca nhén);

5. Pbi voi ndi dung quang céo ngoai cong dung, tinh ning clia san pham ghi
trong ban cdng bo san pham thi phai c6 tai liéu khoa hoc chtimg minh (ban sao
¢6 x4c nhan cia to chirc, cd nhan);

Céc tai liéu trong hd so ding ky xac nhan ndi dung quang c4o phai dugc thé
hién béng tiéng Viét; trudng hop co tai liéu bang tiéng nudc ngoai thi phai
duoc dich sang tieng Viét va duge cong chung.

6.Tai liéu ching minh cho thdng tin quang c40 c6 st dung hinh anh, 161 n6i,
chit viét cua ca nhén;

7. Truong hop quang cdo ¢ sir dung cdc tir ngit “nhét”, “duy nhdt”, “tot
nhdt”, “s6 mot” hodc tir ngit c¢6 y nghia twong tw thi phdi bo sung tai liéu
chitng minh cho thong tin quang cdo c6 st dung cdc tix ngit “nhat”, “duy
nhdt” “t6t nhdt”, “s6 mdt” hodc tir ngit co y nghia twong ty quy dinh tai
Khodn 1 Piéu 2 Thong tw s6 10/2013/TT-BNHTTDL.

B. S6 luong hd so: 01 bd

Thoi han gidi quyét

10 ngay lam viéc

Péi twgng thue hi¢n thi tuc hanh chinh

To chure, ca nhan

Co quan thwc hién thi tuc hanh chinh

Co quan chirc ndng do Uy ban nhan dén chi dinh

Két qua thue hién thi tuc hanh chinh

Gidy x4c nhén ndi dung quang cao

Phi, 1¢ phi

Phi: 1.100.000 /1an/1 san phim

Lé phi: khong co;

(Theo Thong tu 67/2021/TT-BTC quy dinh mitc thu, ché dé thu, ndp, quan Iy
va st dung phi trong cong tdc an toan thuc phdm)

Tén mau don

M&u s6 10 Phu luc I: Pon dang ky xéc nhén ndi dung quang cao

Yéu ciu, Pitu kién thi tuc hanh chinh

1/Theo cdc quy dinh ciia phdp ludt vé quang cdo:

-Co gidy ‘tie"p nhdn dang ky ban cong bé san phdm ciia co quan nha nudce co
tham quyén cdp.

- Qudng cdo c6 st dung hinh anh, loi ndi, chir viét ciia cd nhdn phdi c6 tai
liéu chirng minh dwoc cd nhdn do dong y hodic duoc phdp ludt cho phép;

- Quang cdo cé si dung cdc tie ngit “whét”, “duy nhat”, “tt nhdt”, “sé mot”
hodc ti ngit ¢d y nghia tuong ty phdi ¢ tai liéu hop phdp chitng minh theo
quy dinh tai Diéu 2 cia Théng tw 56 1 0/2013/TT-B VHITDL ngay 06/12/2013,
quy dinh chi tiét va hudng ddn thuc hién mot so diéu cua Ludt qudang cdo va
Nghi dinh s6 181/201 3/ND — CP ngay 14/11/2013 ctia Chinh phii quy dinh chi
1t thi hamh mot sé diéu cua Ludt Qudng Cdo.

- Quang cdo c6 sir dung logo, thurong hiéu, nhan hiéu, cdc thong tin vé bdo ho
doc quyén sdng ché phdi cd tai liéu, van bing bdo hd, chitng nhdn ... chitng
minh cho thong tin quang cdo theo phdp ludt s6 hitu tri tué.

Ngi dung bét budc phdi cd trong qudng cdo (Nghi dinh s6 181/2013/ND-CP):




- Tén thuc p’hcfm;

- Tdc dung chinh va cdc tac dung phu (néu c6)

- Tén va dia chi cua 16 chire/ ¢ nhdn chiu trdch nhiém vé thuc phcfm;

Néi dung khéng duwoc phép co trong quang cdo:

- Khoéng vi pham cdc hanh vi cdm trong qudng cdo quy dinh tqi Diéu 8 Ludt
Quang cdo 16/2012/QH1 3;

- Khong qudng cdo thwc phdm chikc ndng gdy hiéu nhdam san phdm d6 1o
thuoc;

2/ Theo quy dinh tai Diéu 27 Nghi dinh s6 15/201 8/ND-CP ngay 2/2/2018 cua
Chinh phu quy dinh chi tiét thi hanh mét sé diéu ctia Ludt an toan thuc pham

- Khong thudc san phdm cdm quang cdo quy dinh tai Diéu 7 Ludt Qudng cdo

- T6 chikc, cd nhdn co san pham quang cdo phdi dang ky ndi dung quang cdo
Vv6i co quan cdp Gidy tiép nhdn ban déing ky cong bé san phdm theo quy dinh
hién hanh.

- San pham dadng ky noi dung quang cdo phdi c6 Gidy tzep nhdn ban dang ky
cong bé san pham Ban céng bé san phém, Nhdn san phdm dd duoc co quan
6 thdm quyén xdc nhdn.

- Noi dung quang cdo phdi phii hop voi cong dung, tdc dung cua san phdm da
duwoc cong bé trong ban cong b6 san pham.

Khong st dung hinh anh, thiét bi, trang phuc, tén, thu tin cua cde don vi, co
séy té, bdc sy, duoc sy, nhdn vién y 1é, thu cam om ciia nguoi bénh, bai viét
ciia bdc sy, dwgc s9, nhdn vién y té dé qudng cdo thuc phdm.

- Péi véi qudng cdo frén bdo ndi, bdo hinh thi phdi co kich ban dy kién quang
cdo va ndi dung du kién qudng cdo ghi trong dia hinh, dia dm thanh;

- doi véi qudng cdo trén cdc phuong tién khdc thi phai c6 ma két (mdu noi
dung) du kién quang cdo (ban cé xdc nhdn ciia 16 chike, cd nhdn);

- Poi v6i néi dung quang cdo ngodi cong dyng, tinh ndng cia san phdm ghi
trong ban céng bo san pham thi phdi c6 tai liéu khoa hoc chitng minh (bdn
sao ¢6 xdc nhdn ciia té chike, cd nhdn);

- Cdc tai liéu trong ho so ddng ky xdc nhdn ndi dung quang cao phal duge thé
hién bang tiéng Viét; truong hop co tai liéu bdng tiéng nudc ngodi thi phdi
duoc dich sang tiéng Viét va duoc cong chimg.

3/ Theo quy dinh tai Nghi dinh s6 100/2014/ND-CP ciia Chinh phii: Quy dinh
vé kinh doanh va sit dung san phdm dinh dudng dimg cho tré nhd, binh bii va
vl ngam nhdn tao:

- cam quang cdo san phdm sita thay thé sita me diing cho tré duci 24 thang
tudi; thitc dn bo sung dimg cho tré dudi 06 thdng tuoi;

- cdm quang cdo binh b va vii ngdm nhdn tao dudi moi hinh thicc; si dung
hinh anh bao thai hodic tré nho trong qudng cdo sita diung cho phu nit mang
thai.

- Cdm c6 ndi dung sau ddy:

+ Tranh anh, 16i vin hodc cdc hinh thirc khdc nhém khuyén khich viée cho tré dn
san phdm sika thay thé sita me, cho tré bii béng binh hodic khong khuyén khich viéc
nudi tré bang sita me;

+ So sdnh san phdm siva thay thé sita me Ia tuong dwong hodc 1ot hon sita me;

+ Tén hodc biéu tuwong ciia san phdm sita thay thé sita me.

- Qudng cdo thikc dn bo sung dimg cho tré dudi 24 thang tudi phdi bao dam yéu cdu
sau ddy:

+ Phdn dau cua quang cdo phdi ¢ ndi dung: "Sita me la thirc dn 16t nhdt cho




stzc khde va sy phat trién toan dién cua tré nho";

+ Néi dung qudang cdo phdi néu ro “San phdm nay la thikc an bé sung va duwgc dn
thém cimg véi sita me dimg cho tré trén 06 thdng tudi”; phi hop vdi quy dinh

tai Diéu 4, Piéu 5 Nghi dinh 11 00/2014/ND-CP va quy dinh khdc cua phdp ludt vé
qudng cdo va an todan thyc pham.

Ciin ot phép ly cia thi tuc hanh chinh

1. Ludt An toan thyc phim sé 55/2010/QH12 ngay 17/6/2010 cua Qubc hoi.
2. Luét quang céo sb 16/2012/QH13 ngay 21/6/2012 ctia Qudc hoi.

3. Nghi dinh sb 15/201 S/ND-CP ngay 2/2/2018 cua phinh phu quy dinh chi
Tiét thi hanh mdt s Piéu cua Luat An toan thyc pham.

4. Nghi dinh sb 181/ 2013/ND-CP ngay 14 thang 11 ndm 2013, quy dinh chi
tiét thi hanh mot so diéu cta Luat Quéang cao.

5. Thong tu s6 09/2015/TT-BYT ngay 25/5/2015 vé x4c nhan ndi dung quang
céo d(‘)i’ v6i san phdm, hang hoa, dich vy déc biét thudc linh vyc quan ly cia
BO Y te.

6. Thong tu 56 10/201 3/TT-BVHTTDL ngay 06/12/2013, quy dinh chirtié’t va
huéng dan thuc hién mot s6 diéu cua Ludt quang qdo va Nghi c‘z’_inh,so‘ .
181/2013/ND — CP ciia Chinh phil quy dinh chi tiét thi hanh mot so diéu cua
Ludt Quang Cdo,

7. Nghi dinh s6 100/2014/ND-CP ngay 06 thang 11 nam 2014 cta Chinh phu
quy dinh vé kinh doanh va st dung san pham dinh dudng dung cho tré nho,
binh bt va vl ngdm nhan tao.

8. Théng tw 56 67/2021/TT-BTC quy dinh mic thu, ché dg thu, ndp, quan Iy va
stk dung phi trong cong tdc an toan thuc pham.

2. Sira ddi, bd sung thii tuc hanh chinh tai Quyét dinh s6 4630/QD-BYT nhu
sau.

3- Thi tuc Pang ky ndi dung quang céo thuc phdm dinh dudng y hoc, thuc phdm danh
cho ché db an dic biét, san pham dinh dudng dung cho tré dén 36 thang tudi
(trong truong hop t8 chirc / c4 nhén lya chon ndp hd so dang ky ban cong bd
san pham t6i B3 Y 1é theo quy dinh tai khoan 1 Diéu 27 Nghj dinh s&
15/2018/ND-CP)

Trinh ty thwe hién

Budce 1:

Té chirc, c4 nhan c6 san phim quang cdo giri hd so diang ky xéac nhan ndi
dung quéang céo dén co quan chirc néng do Uy ban nhin dén chi dinh;

Buéec 2:

Trong thoi han 10 ngay lam viéc, ké tir ngdy nhan du hd so hop 1€, co quan
tiép nhan ho so c6 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 duge
tinh tir ngay déng dau dén cia co quan tiép nhan hd so néu hd so duge gui
qua dudng buu dién hogc ngdy ho so hoan chinh duge tiép nhén trén hé thong
dich vu cbng truc tuyén.

Buwéce 3:

Trong trudng hop khong dong ¥ véi ndi dung quang cdo cia td chirc, c4 nhan
hoic yéu ciu sira d6i, bd sung, co quan tiep nhén hd so phai cé vén ban néu 10




ly do va cén cir phap ly clia viéc yéu cau. Co quan tiép nhan ho so chi duoc
yéu cau stra dbi, b sung 01 1an.

Trong thOl han 10 ngay lam viéc ké tir khi nhan hd so stra dbi, bd sung, co
quan tlep nhan hd so thim dinh ho S0 va ¢6 vin ban tra 16i. Sau 90 ngdy lam
viée ké tir khi ¢ cong vin yéu cdu sira dbi, bd sung néu t6 chirc, c4 nhan
khong stra d6i, bd sung thi hd so khong con gid tri

Cach thire thu

rc hi€n

- Tryc tiép;
- Truc tuyeén;
- Qua buu chinh cong ich.

Thanh phén, s6 lwong hd so

A. Thanh phan hé so:

1. Don dang ky xéac nhén ndi dung quang cdo theo M3u sb 10 Phu luc I ban
hanh kem theo Nghi dinh s& 15/2018/ND-CP ngay 2/2/2018 ctia Chinh pht
quy dinh chi tiét thi hanh mot s6 didu ctia Luat an toan thyuc phim;

2.Gidy tiép nhén dang ky ban cong bb san pham va Ban cong bé séan pham da
duogc co quan c6 thdm quyen x4c nhan hodc Gidy tiép nhan ban céng bd hop
quy/Gidy xé4c nhan cong bo phi hop quy dinh an toan thuc phdm con hidu lwc
(ban sao ¢ x4c nhén cia td chire, ¢4 nhan);

3. MAu nhén san phim (ban ¢ xac nhén cta t chirc, c4 nhan);

4. Béi véi quang céo trén bao noi, bao hinh thi phai ¢ kich ban du kién
quang cao va ndi dung du kién quang c4o ghi trong dia hinh, dia &m thanh;

d6i voi quang céo trén cac phuong tién khéc thi phai ¢6 ma két (mAu nodi
dung) du kién quang co (ban c6 x4c nhan ciia to chirc, c4 nhan);

5. Pbi véi ndi dung quang cdo ngoai cong dung, tinh nang cia san phim ghi
trong ban cong bo san pham thi phai c6 tai liéu khoa hoc chimg minh (ban sao
c6 xéac nhén cia to chire, ¢4 nhan);

Cac tai liéu trong hé so ding ky xac nhan noi .dung quang cao phal duoc thé
hién bang tiéng Viét; truong hop co tai liéu bang tiéng nudc ngoai thi phai
duogce dich sang tiéng Viét va dugc cong chimg.

6.Tai l@éu chitng minh cho théng tin quang céo c6 st dung hinh anh, 161 néi,
chit viét cuia cd nhan;

7. Truong hgp quang cdo co sir dung cdc tir ngi¥ “nhdt”, “duy nhdt”, “tot
nhdt”, “sé mét” hodc tir ngit cé y nghza twong ty thi phaz bo sung tai liéu
chtmg minh cho thong tin quang cdo co s dung cdc tie ngit “nhat”, “duy

nhdt”, “tot‘nhat”, 's0 mot” hodc tir ngir co y nghia twong tu quy c?‘;nh tqi
khoan 1 Diéu 2 Thong tw s6 10/2013/TT-BNHTTDL.

B. S6 lugng hd so: 01 bd

Thoi han gidi

quyét

10 ngay lam yiéc

P6i twong thye hién thi tuc hanh chinh

To6 chtre, ca nhan

Co quan thue

hién thi tuc hanh chinh

Cuc An toan thyc phdm

Két qua thwe hién thi tuc hanh chinh

Giay xac nhén ndi dung quang céo

Phi, 18 phi




Phi: 1.100.000 /1an/1 san phdm

Lé phi: khong co;

(Theo Théng tu 6 7/2021/TT-BTC quy dinh mikc thu, ché do thu, ndp, quan ly
va str dung phi trong cong tdc an toan thuc pham)

Tén mau don

Mau s6 10 Phu luc I: Don déng ky xéc nhan ndi dung quang céo

Yéu cau, Dieu

kién thi tuc hanh chinh

1/Theo cdc quy dinh cua phdp ludt vé quang cdo:

-Co gidy giép nhan dang ky ban cong b san phdm cua co quan nha nwoc co
tham quyén cap.

- Quang cdo cé st dung hinh anh, loi noi, chit viét ciia ca nhan phai cé tai
licu chitng minh dugc cd nhdn dé dong y hodc dwoc phdp ludt cho phép;

- Quadng cdo ¢4 st dung cdc tir ngit “nhat”, “duy nhét”, “tot nhat”, “s6 mot”
hodc tir ngit ¢6 y nghia tuong tw phai c6 tai liéu hop phap chirng minh theo
quy dinh tai Diéu 2 cua Thong tu 56 10/2013/TT-BVHTTDL ngay 06/12/2013,
quy dinh chi tiet va hudng dan thuc hién mot so diéu cua Ludt quang cdo va
Nghi dinh s6 181/2013/ND — CP ngay 14/11/2013 ctia Chinh phu quy dinh chi
tiét thi hanh mot sé dieu cua Ludt Quang Cdo.

- Quang cdo c6 sur dung logo, thwong hiéu, nhan hiéu, cac thong tin vé bao hé
déc quyén sang ché phai cd tai liéu, van béng bao ho, ching nhdn ... chirng
minh cho thong tin quang cdo theo phdp ludt so hitu tri tué.

Néi dung bat bugc phdi cé trong qudng cdo (Nghi dinh s6 181/2013/ND-CP):
- Tén thuc phcfm;

- Tdc dung chinh va cdc tdc dung phu (néu co)

- Tén va dia chi cua t6 chire/ cd nhdn chiu trach nhiém vé thuc phcfm,'

Noi dung khong duoc phép co trong quang cdo:

- Khong vi pham cdc hanh vi cam trong quang cdo quy dinh tai Piéu 8 Ludt
Quang cdo 16/2012/QH13;

- Khong quang cdo thuc pham chitc nang gay hiéu nham san phcfm do la
thuoc,

2/ Theo quy dinh tai Diéu 27 Nghi dinh s0 15/201 8/ND-CP ngay 2/2/2018 cua
Chinh phii quy dinh chi tiét thi hanh mjt so diéu cua Ludt an toan thuc pham
- Khong thudc san pham cdm quang cdo quy dinh tai Diéu 7 Ludt Quang cdo
- T6 chire, cd nhan co san phdm quang cdo phai dang ky noi dung quang cdo
véi co quan cdp Gidy tiep nhdn ban dang ky cong bé san pham theo quy dinh
hién hanh.

- San p@dm dang ky noi dung quang cdo phai co Gidy tié'g nhdn ban dang ky
cong bo san pham, Ban cong bo san pham, Nhan san pham da duwoc co quan
c6 tham quyén xdc nhan.

- N§i dung quang cdo phai phit hgp voi cong dung, tdc dung cua san pham da
duge cong bo trong ban cong bo san pham.

Khéng st dung hinh anh, thiét bi, trang phuc, tén, thu tin cua cdc don vi, co

s6'y té, bdc s, dugc sy, nhdn vién y te, thi cam on cua nguoi bénh, bai viét
ciia bdc s, dwoc sy, nhdn vién y té dé quang cdo thue pham.

- Déi véi quang cdo trén bdo néi, bdo hinh thi phdi ¢6 kich ban du kién quang
cdo va néi dung du kién quang cdo ghi trong dia hinh, dia am thanh;

- dbi véi quang cdo trén cdc phuong tién khac thi phai c6 ma két (mau nji
dung) du kién quang cdo (ban co xdc nhdn cua to chikc, cd nhadn),




- Béi vé6i ndi dung qudng cdo ngodi cong dung, tinh ndng cua san pham ghi
trong bdn cong bo san pham thi phdi c6 tai ligu khoa hoc chitng minh (ban
sao c6 xdc nhdn ciia té chike, cd nhdn);

- Cdc tai liéu trong hé so ddng ky xdc nhdn nji dung quang cdo phai dwoc thé
hién bdng tiéng vigt; truong hop ¢6 tai liéu bdng tiéng mebce ngodi thi phdi
duoc dich sang tiéng Viét va dugc cong ching.

3/ Theo quy dinh tai Nghi dinh 56 100/2014/ND-CP cuia Chinh phu. Quy dinh
vé kinh doanh vé sir dung san phdm dinh dudng ding cho tré nhd, binh bii va
i ngam nhdn tgo:

- cam quang cdo san phdm sita thay thé sita me ding cho tré dudi 24 thang
tudi; thirc dn bo sung dimg cho tré dwdi 06 thang tudi;

- cdm qudng cdo binh bii va vii ngdm nhdn tqo dudi moi hinh thirc; sir dung
hinh énh bao thai hodc tré nhé trong qudng cdo sita ding cho phu nit mang
thai.

- Cdm c6 ndi dung sau ddy:

+ Tranh dnh, 10i van hodc cdc hinh thitc khdc nhdm khuyén khich viéc cho
tré an san phdm sita thay thé sita me, cho tré bii bang binh hodc khong
khuyén khich viéc nudi tré bing sita me;

+ So sdnh san phdm sita thay thé sita me 1o tuong dwong hodc 10t hon sita
me;

+ Tén hodc biéu twong ciia san pham sita thay thé sita me.

- Qudng cdo thikc dn bo sung ding cho tré dudi 24 thang tudi phai
bdo dam yéu cau sau ddy:

+ Phdn ddu cia qudng cdo phdi ¢6 noi dung: "Sita me la thirc dn 16t nhdt
cho sikc khde va su phdt trién toan dién ciia tré nho";

+ Néi dung qudng cdo phdi néu ré “San phdm nay 1o thikc an b6 sung va
duoc dn thém cung voi sita me dimg cho tré trén 06 thang tudi”; phii hop voi
quy dinh tai Diéu 4, Piéu 5 Nghi dinh 100/2014/ND-CP va quy dznh khac cua
phdp ludt vé qudng cdo va an toan thuc phdm,

Cin cit phip ly cia thi tuc hanh chinh

1. Luat An toan thuc phdm sé 55/2010/QH12 ngay 17/6/2010 ciia Qudc hoi.
2. Luat quang cdo sé 16/2012/QH13 ngay 21/6/2012 ciia Qudc hdi.

3. Nghi dinh sb 15/2018/Nb-CP ngay 2/2/2018 ctia Chinh pht quy dinh chi
Tiét thi hanh mot sb Diéu ctia Luat An toan thyc pham.

4. Nghi dinh sb 181/2013/ND-CP ngay 14 thang 11 nam 2013, quy dinh chi
tiét thi hanh mot sb didu ctia Luat Quang céo.

5. Thong tu sb 09/2015/TT-BYT ngay 25/5/2015 vé x4c nhan ndi dung quang
cao d01 v6i san phdm, hang héa, dich vu déc biét thudc linh vuc quan 1y cta
Bo Y té.

6. Thong tu s6 10/2013/TT- BVHTTDL ngay 06/12/2013, quy dinh chi, tiét va
huéng dén thuc hién mot 6 diéu ciia Ludt qudng cdo va Nghi dinh so
181/2013/NP — CP ciia Chinh phii quy dinh chi tiét thi hamh mét s6 diéu cia
Ludt Quang Cao;

7. Nghi dinh s6 100/2014/ND-CP ngay 06 thang 11 nam 2014 ctia Chinh phu
quy dinh vé kinh doanh va sir dung san phim dinh dudng dung cho tré nho,
binh bu va vl ngdm nhan tao.

8. Théng tu 56 67/2021/TT-BTC quy dinh mitc thu, ché do thu, ngp, quan Iy va




| str dung phi trong cong tac an toan thuc pham.
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