UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM

TINH THUA THIEN HUE Djc lip - Ty do - Hanh phic
$é: 858G /QP-UBND Thita Thién Hué, ngayP4thdng 4 nam 2018
QUYET PINH

Vé viéc cong bo Danh muc thii tuc hanh chinh méi ban hanh Danh muyc thu
tuc hanh chinh bj bai bé trong linh vure An toan thu'c pham va Dinh dmg

cowe e meﬁ@ﬁm vi chirc niing quan ly cia S& Y té tinh Thira Thién Hué

DEN 325;%?5‘_'_::_‘];‘,‘_‘;‘_ CHU TICH UY BAN NHAN DAN TiNH

Chuyen

e e

TS chire chinh quyén dia phuong ngay 19 thang 6 nam 2015;

Can cur Nghj dinh s6 63/2010/ND-CP ngdy 08 thang 6 nim 2010 cia Chinh
pha vé kiém soat tha tuc hanh chinh; Nghi dinh sb 92/2017/ND-CP ngay 7 thang 8
n&m 2017 ciia Chinh phi quy dinh sira d6i, bd sung mot s6 Diéu cia cic Nghi dinh
lién quan dén kiém soét tha tuc hanh chinh;

Cin cit Théng tu sb 02/2017/TT-VPCP ngay 31 thang 10 nam 2017 cia Vin
phong Chinh phii hudng dan vé nghiép vu kiém soét thii tuc hanh chinh;

Xét d& nghi cia Giam doc So Y té,

QUYET DINH:

Pié¢u 1. Cong bd kém theo Quyét dinh ndy Danh muc thi tuc hanh chinh méi
ban hanh; Danh muc thua tuc hanh chinh bi badi bo trong linh vuc An toan thyc

phim va Dinh dudng thudc pham vi chic ning quan ly cia S& Y té tinh Thira
Thién Hué.

Diéu 2. SO Y té c6 trach nhu;rn cép nhit cdc thu tuc hanh chinh dugc cong b
tai Quyét dinh nay vao Hé thong thong tin thd tyc hanh chinh tinh Thira Thién Hué
theo diing quy dinh; céng bé cong khai thi tyc hanh chinh nay tai tru s co quan va
trén Trang Thong tin dién tr coa don vi; thyc hién giai quyét céc tha tuc hanh
chinh thugc thdm quyén theo huéng dén tai Phu luc kém theo Quyét dinh nay.

Vin phong Uy ban nhan dén tinh cé trach nhiém cap nhét c4c thu tuc hanh chinh
dugc cong b tai Quyét dinh nay vao co s& dir lidu quéc gia vé tha tuc hanh chinh.

Piéu 3. Quyét dinh nay co hiéu luc thi hanh ké tir ngay ky.
Piéu 4. Chanh Vin phong Uy ban nhén dén tinh, Giam déc S& Y té, Tha
truong cac co quan chuyén mén thugc UBND tinh; Chu tich UBND céc huyén, thi

x4, thanh pho Hué va cac té chirc, c4 nhan lién quan chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhén: KT CHU TICH
- Nhu Diéu 4; -

- Cyc Kiém sodt TTHC - VPCP (g qua mang); :
- CT va cdc PCT UBND tinh;

- VPUB: CVP, cac PCVP;

- Lwu: VT, KSVX, HCC. _



https://tailieuluat.com/quyet-dinh-880-qd-ubnd-ubnd-tinh-thua-thien-hue-vb2263.html

quan Iy ciia S¢' Y té tinh Thira Thién Hué.
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Phu luc I

PHANL ,
DANH MUC THU TUC HANH CHINH

c IHU TYC HANH CHINH MOI BAN HANH; DANH MUC THU
ANH CHINSI B] BAI BO TRONG LINH VU'C AN TOAN THY'C PHAM
N‘Hﬁv‘(ms THUQC PHAM VI CHUC NANG QUANLY CUASO Y TE
: ét dinh 56 880 /Qb-UBND ngay24thdng 4-ndam 2018
- / ctia Chii tich Uy ban nhan dan tinh)

1. Danh myc thi tuc hanh chmh méi ban hanh thugc pham vi chirc niing

S Thoi . b8 P ,
T Tén TTHC han gidi Pija diém Phi, I¢ phi | Cin cit phip
T quybt thye hién (néu co) ly
Diang ky ban cong bo san
phdm nhép khéu dbi véi
thuc phdm dinh dudng y Phi:
1 hoc, thyc pham dung cho | 07 ngay 1.500.000
"| ché d an dac biét, san | lam viéc dbng/01 san
phdm dinh dudng dung pham
cho tré dén 36 thang tubi
Ding ky ban cong bo san
phdm san xuét trong nudc Trung tdm o
d6i v6i thuc phidm dinh Hanh o {"5% f;ﬂ/ﬁ;o
b z chinh cdng ; -
, | Guome ¥ hoe, (e PRI 07 ngay |inh, 01 Le| 1:500.000 | CP ngay 02
| dung cho che dO an AC | 1am vige | Lai, TP | 90n&/01san | thang 02 nim
biét, san phém dlr}h Hué pham 2018 cua
dudng dung cho tré dén Chinh phu
36 thang tubi
Piang ky ndi dung quang
céo dbi véi san phim dinh
dudng y hoc, thuc phim Phi:
dung cho ché d an dic | 10 ngay 1.200.000
55 | oconas , 2 . 5 dbng/13n/01
biét, san phAdm dinh | Jam viéc ogng/ :
dudng dung cho tré dén AT oA
36 thang tudi

M ~a



2. Danh muc thi tuc hanh chinh bi bii bé thugc pham vi chirc niing quén ly
ciia S¢' Y té Thira Thién Hué.

chit hd trg ché bién thuc pham trong trudmg hop bj mat
hodc hu héng

Cép gidy xac nhén ndi dung quang céo nuéc khoang thién
nhién, nuérc ubng dong chai, phu gia thyc phim, chét hd
tro ché bién thuc pham (khoéng bao gém hinh thirc hoi
ngh1 th thao, td chirc su klen)

Cép glay tiép nhan ban cong bd hop quy d6i v6i san pham
da cé quy chuan ky thuat dya trén két qué ching nhan

- hop quy cia td chirc ching nhén hop quy dugc chi dinh

(bén thu ba) thudc thim quyén cia S¢ Y té

Cp gidy tiép nhan ban cong bd hop quy dya trén két qual
tv danh gi4 cua td chirc, c4 nhin san xuat kinh doanh

Tén
ST VBQPPL quy| Quyét
T Tén thi tuc hanh chinh dinh viéc bai |dinh cong
bé thii tuc bo
hanh chinh
Cép lai gidy xac nhan ni dung quing c4o d6i v6i hinh
thirc quang céo thong qua hoi nghi, hdi thao, sy kién gioi
1. thiéu thuc phim, phu gia thuc phdm khi c¢6 thay déi v
tén, dia chi cia td chic, ca nhén chiu trach nhiém vj
khong thay d6i ndi dung quing cdo
Cép lai gidy x4c nhin ndi dung quang cdo d6i v6i hinh
thirc quang cdo thong qua hdi nghj, hoi thao, su ki¢n gidi
5 thiéu thuc phém, phu gia thye phém trong truong hop hét
hiéu lwc tai Khoan 2 Piéu 21 Thong tu sé 09/2015/TT+
BYT
Cép lai gidy x4c nhdn ndi dung quang cdo d6i v6i hinh
thirc quang céo thong qua hoi nghj, hoi thao, sy ki¢n gidi
3. thiéu thyc phdm, phu gia thyc phdm trong trudng hop bi
m::lt hoé;'ic hu hong Nghj dinhsé | Cac
Cap gidy xac nhan ndi dung quang céo ddi véi hinh thic| 15/2018/NP- [TTHC nay
quang cao thong qua héi nghl héi thao, su ki¢n gidi thiéu  Cp ngay duqc cong
4. fthyc phém, phu gia thuc phim quy dinh tai Khoan 3 biéu 02/02/2018 | b tai
1 Thong tu s6 09/2014/TT-BYT trén dja ban tinh ctia Chinh phu Quyet
Cap lai gidy xéac nhﬁn ndi dung quang céo nudc khoéng quy dinh chi | dinh s
thién nhién, nuéc udng dong chai, phu gia thuc pham tiét thi hanh |1534/QD-
5. kchét hd tro ché bién thuc phim troqg truong hop hét hiéu mat sé didu | UBND
luc tai Khoan 2 Diéu 21 Thong tu 56 09/201S/TT-BYT _ | cija Luat An | ngay 07
Cép lai gidy xéc nhan ndi dung quéng céo nu6c khoang toanthyc | thang7
thién nhién, nudc uong dong chai, phu gia thuc pham phém nim 2017

thuc phdm (bén thir nhét) thudc thim quyén cia S& Y té




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

1. Thii tuc Ping ky ban cdng bd sin phdm nhip khiu ddi véi thye
phim dinh dwéng y hoc, thire phdm diing cho ché d 3n dic biét, sin phim
dinh dwdmng ding cho tré dén 36 thang tudi

Trinh ty thyc hién:

Buéece 1: Té chire, ca nhén san ’xuét, kinh doanh thuc phzfam ndp héd so ding
ky ban cdng bo san pham qua h¢ thong dich vu cong truc tuyen hodc dudng buu
dién hogc ndp truc ti€p dén co quan tiép nhan hd so theo quy dinh sau diy:

N6p dén co quan quan 1y nha nuéc c6 thim quyén do Uy ban nhan dén cip
tinh chi dinh

Trong trudng hop t6 chic, c4 nhan san xuit nhidu loai thuc phim thude
thdm quyén tiép nhan hd so ding ky ban céng bd san phim cia ca B Y t va co
quan quan 1y nha nuéc cé thim quyén do Uy ban nhén dan c4p tinh chi dinh thi t
chirc, cé nhan cé quyén lya chon nép hd so dén By Y t& hoic san pham thuéc
thim quyén tiép nhan hé so ding ky cua co quan nio thi nop hd so ding ky dén
co quan tiép nhén dé.

Trong trudng hop t6 chirc, cé nhan ¢6 tir 02 (hai) co s& san xuét trés 1én cun
sin xuat mot san phém thi t3 chirc, c4 nhan chi 1am thi tuc ding ky ban cong b6
san phém tai mét co quan quan ly nha nuéc ¢ dia phuong ¢é co s& san xuit do té
chire, cd nhan lya chon (trir nhimg san pham dang ky tai Bo Y t8). Khi di lua
chon co quan quan ly nha nuéc d&é dang ky thi céc lan dang ky tiép theo phai dang
ky tai co quan d3 lya chon.

Buéc 2: Trong thoi han 07 (bay) ngiy 1am viéc ké tir khi nhan da hd so
ding ky co quan tiép nhan quy dinh tai khoan 1 Didu 8 Nghi dinh sb
15/2018/ND-CP c6 trach nhiém tham dinh h so va clp Gidy tiép nhan ding ky
ban cng b6 san pham theo Mu s6 03 Phy Iyc I ban hanh kém theo Nghi dinh.

Thoi gian thim dinh hé so tinh tir thoi diém hd so dugc ndp trén hé théng
dich vu cdng truc tuyeén hojc theo dau dén clia co quan tiép nhan (trong truong
hop nép ho so qua dudmg buu dién hodic nép hd so truc tiép)

Budc 3: Trong trudng hop khong ddng y véi hd so cong bd san phim cua tb
chirc, c4 nhan hoic yéu ciu sira dbi, bd sung, co quan tiép nhan hd so phai co van
ban néu rd ly do va cin ¢t phap ly cua viée yéu cau. Chi dugc yéu cau sura doi, bo
sung 01 lan.

Trong thoi han 07 (bdy) ngay lam viéc ké tir khi nhan hé so stra déi, bd
sung, co quan ti€p nhan ho so thAm dinh h6 so va ¢6 vin ban tra 10i. Sau 90 ngay
lam viéc ké tir khi c6 cong vin yéu ciu sira ddi, bd sung néu td chirc, c4 nhin
khong sira dbi, bd sung thi hd so khéng con gia tri.

Trudng hop san pham c6 sy thay déi vé tén san phém, xuit x\, thanh phin
céu tao thi t6 chirc, c nhan phai cong b6 lai san pham. Céc trudng hgp cé su thay
doi khdc, t6 chirc, c4 nhan thong bio bang van ban vé noi dung thay dbi dén co
quan tiép nhn hé so quy dinh tai khoan 1 Pidu nay va duoc san xut, kinh doanh
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san pham ngay sau khi giri théng béo.

Co quan tiép nhan hd so dang ky ban cong bd san phdm c6 trach nhiém
thong béo cdng khai tén, san phdm cia t6 chirc, ca nhan da duoc tiép nhan dang
ky ban cong bd san pham trén trang thong tin dién tr (website) ctia minh va co s&
dit liéu vé an toan thuc phdm.

Cach thirc thye hién:

Nop hd so truc tuyén trén cén,g dich vu cong tryc tuyén hosc ndp qua giich
vu Buu chinh céng hoéc np tryc tiép tai Trung tdm Hanh chinh céng tinh, sé 01
Lé Lai - thanh phé Hué.

Thoi gian tiép nhan hé so

Séang: Tir 07 gi&r 30 phit dén 11 gidr 00 phit.
Chiéu: Tir 14 git 00 phit dén 16 gior 30 phat,
Thanh phin, s lrgng hd so:

Thanh phin hé so:

1. Ban cdng bd san phim dugc quy dinh tai M3u sé 02 Phy luc I ban hanh
kém theo Nghi dinh s6 15/2018/ND-CP;

2. Gidy chimg nhan luu hanh ty do (Certificate of Free Sale) hodc Gidy
chimg nhan xuét khiu (Certificate of Exportation) hoac Giéy chimg nhan y té
(Health Certificate) cia co quan c6 thAm quyén cua nude xuét xi/xuat khéu cép
¢6 ndi dung bdo dam an toan cho ngudi st dung hoic dugce ban tu do tai thi
trudng ciia nude san xuat/xuat khéu (hop phap héa lanh sy);

3. Phiéu két qua kiém nghiém an toan thyc phém cta san phim trong thoi
han 12 thang tinh dén ngay ndp ho so duge cAp boi phong kidm nghiém duge chi
dinh ho3c phong kiém nghiém dugc cong nhan pha hop ISO 17025 goém céc chi
tiéu an toan do By Y t€ ban hanh theo nguyén tic quan 1y rii ro phi hop véi quy
dinh cta qudc té holic cac chi tiéu an toan theo céc quy chudn, tiéu chun twon
tmg do 0 chirc, ca nhan céng b trong truong hop chua ¢6 quy dinh cia B§ Y té
(ban chinh hodc ban sao chimg thyc);

4. Bang chimg khoa hoc chimg minh céng dung cta san phim hodc cia
thanh phan tao nén cdng dung da cng bd (ban chinh hodc ban sao ¢6 xé4c nhan
cua o chirc, ca nhan). Khi sir dung bang chimg khoa hoc vé cong dung thanh
phan cia san phdm dé lam cong dung cho san pham thi lidu st dung hang ngay
ctia san pham t6i thiéu phai 16n hon holic bing 15% lugng sir dung thanh phin do
da néu trong tai liéu;

Céc tai ligu trong hé so dang ky ban cong bé san phdm phai duge thé hién
bang tiéng Viét; trudmg hop c6 tai lidu bing tidng nuée ngoai thi phai dugc dich
sang tiéng Viét va dugc cong chimg. Tai liéu phai con hidu luc tai thei diém ndp
hé so dang ky ban céng bd san phim;

84 lieong hé so: 01 bd



Thoi han gidi quyét:
07 ngay lam viéc
Poi twgng thue hién thi tuc hanh chinh:
T chuc, ca nhan
Co quan thwe hién thiu tuc hanh chinh:
Chi cuc An toan vé sinh thuc phém
Két qua thwe hién thi tuc hanh chinh:
Gidy tiép nhan ding ky ban cong b san phdm
Phi, 1€ phi:
Phi: 1.500.000d6ng/01 san phim
L¢ phi: khong c6
(Theo Thong tw 279/TT-BTC ngay 14/11/2016 quy dinh mitc thu, ché dé thu,
nop, quan ly va sw dung phi trong cong tdac an toan vé sinh thuc pham)
Tén miu don:
MAu sb 02 Phu luc I: Ban céng b san pham.
Yéu cau, Diéu Kkién thi tuc hanh chinh:
C6 Bén cong bd san pham theo quy dinh;

Cé Gidy chung nhén luu hanh ty do (Certificate of Free Sale) hoac Gléy
chimg nhan xuét khiu (Certificate of Exportatlon) hoic Gii ching nhén y te
(Health Certificate) ciia co quan c6 thdm quyén ciia nude xuét xi/xuat khiu cap
cé ndi dung bao dam an toan cho nguoi sir dung hodc duge ban ty do tai thj
truong ciia nudc san xudt/xuit khau (hop phap héa lanh sy);

C6 Phiéu két qua kiém nghiém an toan thue pham clia san phim trong thoi
han 12 thang tinh dén ngay ndp hd so duge cap boi phong kiém nghi¢m duoc chi
dinh hodc phong kiém ‘nghiém dugc cong nhan phu hep ISO 17025 gom céc chi
tiuantoan do Bo Y té ban hanh theo nguyén tic quan ly rai ro phu hop véi quy
dinh cia quoc té hodc cac chi tiéu an toan theo cac quy chudn, tiéu chuin turong
tmg do tb chirc, c4 nhan céng bé trong trudng hop chua c6 quy dinh ctia Bo Y té
(ban chinh hodc ban sao chimg thuc).

Can cit phap ly ciia thi tuc hanh chinh:
1. Luat An toan thyc pham s6 55/2010/QH12 ngay 17/6/2010 ctia Quéc
hgi.
2. Nghi dinh so 15/2018/ND-CP ngay 2/2/2018 cta Chinh phi quy dinh chi
Tiét thi hanh mot s6 Diéu ciia Luat An toan thyc phém.

3. Théng tu 279/TT-BTC ngay 14/11/2016 quy dinh muc thu, ché do thu,
ndp, quan 1y va sir dung phi trong céng tac an toan vé sinh thyc phim.




Miu s6 02 Phy luc I

(Ban hanh kém theo Nghj dinh sé 15/201 8/ND-CP ngay 2/2/2018 cia Chinh phit quy
dinh chi tiét thi hanh m@t s6 diéu ciia Lugit an toan thue phim)

CONG HOA XA HQI CHU NGHIA VIET NAM
Pc lap - Tu do - Hanh phiic

A . A LA , - " Iy R _» A
I. Thong tin veé to chirc, ¢4 nhan cong bo san pham
A 1 r r ”~
TEN 10 ChTC, O DNBNG cousom s iimsssisimissss s iR s s b sa s saerss
IR OIS vscinsnmsinssumsnis s sis ciamss is RS EEs Tikmesbmas e snmasmens RS S SA AR RAR S SRR AT SO ALAR ORI AP EPARIRRSERS O USP SRR ESSS

Di€n thoai: ....ovvviiiniiiiiiii e eaeann FaX: .ot re e cerae e

L T R A —
S6 Gidy ching nhéan co s& da diéu kién ATTP: .....ovvvvvevnneeee, Ngay cap/Noi cip:

(déi v6i co sé thude ddi twong phai cép Gidy ching nhan co sé dii diéu kién an toan thuc
pham theo quy dinh)

IL Théng tin vé san phim
1. TEN SAN PRAM: ..vcvoeete sttt ettt st e sa st st st st sasbe st en s sens et
2. ThANN PRAN: ..ot ss s ss s ses s se et seessaeees

3, Chi tiéu chét lugng chit yéu tao nén cong dung cita san phim (déi véi thue phdm bao
v¢ strc khoe):

4. Thoi han st dUNE SAN PRAINT ....vvvoeeer e eesse e seesssessesses e esenesesaessesesseeens
5. Quy céach dong g6i VA cht 1idu DA0 DIt w........vvieeeeeeeeeeee e sses e
6. Tén va dia chi co s& SAN XuAt SAN PhAML: ....coo.vvvveiriereeeeseosee e esees s seesenene
1L Mau nhiin sdn phidm (dinh kém mdu nhan san phém hodc mdu nhdn san phdm du
kién)

IV. Yéu ciu vé an toan thyc phim

T chirc, ca nhan san xuat, kinh doanh thyc pham dat yéu cau an toan thyc phim theo:
- Quy chuan k¥ thuat Qudc gia sb....; hodc

- Théng tir clia cac b, nganh; hoac

- Quy chuén k¥ thuat dia phuong; hoac

- Tiéu chuén Qubc gia (trong trudng hop chwra ¢6 cac quy chuén k¥ thudt quéc gia, Thong
tu clia cac B6 nganh, Quy chuén k¥ thuat dja phirong); hoic

- Tiéu chuén ciia Uy ban tiéu chudn thyc phém qubc té (Codex), Tiéu chuan khu vuc,
Tiéu chuan nuéc ngodi (trong trudmg hop chua c6 quy chuédn k§ thuét quéc gia, Thong tu
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cia cdc by nganh, Quy chuén ky thuat dia phuong, Tiéu chuén qudc gia); hoac

- Tiéu chuén nha san xuét dinh kém (trong trudng hop chua c6 quy chuén ky thugt quoc
gia, Thong tu cla cac bd nganh, Quy chuén ky thuat dia phuong, Tiéu chuén quéc gia,
Tiéu chuédn caa Uy ban tiéu chudn thuc phim quéc té (Codex), Tiéu chuén khu vire, Tiéu

chuin nudc ngoai).

Chuing t6i xin cam két thuc hién day du cic quy dinh cia phép luéit vé an toan thyurc phdm
va hoan toan chju trach nhiém veé tinh phap ly cua hd so cong bd va chét lugng, an toan
thuc phim d6i voi san pham da cong bd va chi dua san phidm vao san xuét, kinh doanh
khi da dugc cép Gidy tiép nhan ding ky ban cong bd san phim./.

, hgay.... thang.... ndm... ......
BAI DIEN TO CHUC CA NHAN
(Ky tén, dong ddu)




2. Tha tuc: Piang ky ban cong b6 sin pham san xuat trong nuwdc doi véi
thu’c phim dinh dudng y hoc, thu'c phim ding cho ché d% in dic biét, sin
pham dinh dwdng ding cho tré dén 36 thiang tuoi

Trinh ty thue hign:

Budce 1:Té chirc, ¢4 nhan san xuét, kinh doanh thuc pham nop hd so ding
ky ban cong bd san pham qua hé thong dich vy cong tryc tuyén hodic dudng buu
dién hodc nop truc tiép dén co quan tiép nhan hd so theo quy dinh sau day:

Nop dén co quan quan ly nha nudc cé thim quyén do Uy ban nhan dan cap
tinh chi dinh

Trong truong hop té chuc, c4 nhan san xuat nhiéu loai thuc pham thude
thdm quyén tiép nhan hd so dang ky ban cong b6 san phadm cua caBO Y té va co
quan quan ly nha nuéc c6 thim quyen do Uy ban nhén dan cép tinh chi dinh thi tb
chirc, ca nhan c6 quyen lva chon ndp hd so dén Bé Y té hodc san phim thudc
thim quyen tiép nhan hé so ding ky ctia co quan nao thi ndp hd so ding ky dén
co quan tiép nhan do.

Trong truong hop td chire, ca nhan 6 tir 02 (hai) co s& sén Xuét tré 1én cung
san xuat mot san phdm thi td chirc, c4 nhn chi lam thi tuc dang ky béan cong bo
san pham tai mét co quan quan Iy nha nuéc & dia phuong c6 co s san xuat do tb
chirc, c4 nhén lya chon (trir nhimg san phdm dang ky tai B6 Y t&). Khi d3 lua
chon co quan quan ly nha nudc dé dang ky thi cac lan dang ky tiép theo phai ding
ky tai co quan da lua chon.

Budc 2: Trong thoi han 07 (bay) ngay lam viéc ké tir khi nhan du hd s0
ding ky co quan tiép nhin quy dinh tai khoan 1 Piéu 8 Nghi dinh s6
15/2018/ND-CP c6 trach nhiém tham dinh hd so va cp Giay tiép nhan ding ky
ban cong bd san phim theo MAu s6 03 Phu luc I ban hanh kém theo Nghi dinh.

Thoi gian thim dinh hé so tinh tir thoi diém hé so duoc ndp trén hé théng
dich vu cong truc tuyén hodc theo diu dén cia co quan tlep nhan (trong trudng
hop ndp hd so qua dudng buu dién hodc ndp hé so truc tiép)

Bugc 3: Trong trudong hop khong dong ¥ voi hd so cOng b6 san pham cua té
chirc, ca nhan ho#c yéu ciu sira ddi, bd sung, co quan tiép nhan hd so phai cé van
ban néu 15 ly do va cin ¢t phép ly ciia viéc yéu cau. Chi dugc yéu cau sira ddi, bd
sung 01 lan.

Trong thoi han 07 (bay) ngay 1am vige ké tir khi nhan hd so sira dbi, bd
sung, co' quan tiép nhan ho so thim dinh hd so va ¢ van ban tra 101. Sau 90 ngay
lam viéc ké tir khi c6 cong vin yéu ciu sira dbi, bd sung néu td chirc, c4 nhén
khéng sira d6i, b6 sung thi ho so khéng con gia tri.

Truo*ng hop san pham cé sy thay dox vé tén san pham, xult x, thanh phin
céu tao thi t6 chure, cé nhan phéi cong b6 lai san pham Céc trudng hop co su thay
doi khac, td chirc, c4 nhan thong bao bang van ban vé ndi dung thay ddi dén co
quan t1ep nhan hd so quy dinh tai khoan 1 Piéu ndy va dugc san xuét, kinh doanh
san phdm ngay sau khi giri thong bao.
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Co quan tiép nhan hé so déng ky ban cong b6 san pham c6 trach nhiém
théng bdo cong khai tén, san phém ctia t6 chirc, ca nhan d3 dugc tiép nhén dang
ky ban cong bo san phim trén trang thong tin dién tir (website) cia minh va co s&
dr liéu vé an toan thyc phdm

Cach thirc thue hién:

Nop hé so tryc tuyén trén cong dich vu cong truc tuyén hoZc ndp qua d;ch
vy Buu chinh céng ich hodc nép truc tiép tai Trung tdm Hanh chinh céng tinh, sb
01 Lé Lai - thanh phé Hué.

Thoi gian tiép nhan hd so:

Sang: Tir 07 gid 30 phut dén 11 gio 00 phut.

Chiéu: Tir 14 gio 00 phit dén 16 gio 30 phut.

Thanh phén, s6 lrgng hd so:

Thanh phin hé so:

1. Ban c6ng b san phdm theo quy dinh;

2. Phiéu két qua kiém nghiém an toan thyc phim cia san pham trong thoi
han 12 thang tinh dén ngay ndp hd so dugc cip boi phong kiém nghlgm dugc chi
dinh hoic phong kiém ‘nghiém dugc cong nhén phu hop ISO 17025 gom cac chi
tiéu an toan do Bo Y té ban hanh theo nguyén tic quéan ly rii ro phu hop voi quy
dinh cua quoc té hogic cac chi tiéu an toan theo cac quy chuin, tidu chuin tuo'ng

g do t6 chitc, c4 nhén céng bb trong trudng hop chua ¢6 quy dinh cia Bo Y té
(ban chinh hodc ban sao ching thuc);

3. Bang chung khoa hoc chimg minh céng dung ciia san phdm hoic cia
thanh phan tao nén cong dung da cong b6 (ban chinh hoac ban sao c6 xac nhén
ciia td churc, ca nhén). Khi sir dyng bang chimg khoa hoc vé cong dung thinh
phin ciia san pham dé lam céng dung cho san pham thi liéu sir dung hang ngay
cia san phdm t6i thiéu phai 16n hon hoac bing 15% lugng sir dung thanh phin dé
da néu trong tai liéu;

Cac tai liu trong hé so dang ky ban cong b6 san pham phai duge thé hién
bing tleng Viét; truomg hop c6 tai liéu bang tiéng nudc ngoai thi phai dugc dich
sang tleng Viét va dugc cong chung Tai liéu phai con hiéu lyuc tai thoi diém ndp
hé so dang ky ban cong bd san phim.

S0 legng ho so: 01 bd
Thoi han gidi quyét:
07 ngay lam viéc
Poi twgng thyc hién thi tuc hanh chinh:
Tb chuire, ca nhan
Co quan thye hién thi tuc hanh chinh;
Chi cyc An toan vé sinh thuc phdm
10




Két qua thyc hién thi tuc hanh chinh:

Giy tiép nhan dang ky ban cong bd san pham

Phi, 1¢ phi:

Phi: 1.500.000d5ng/01 san phém

Lé phi: Khong c6

(Theo Théng tu 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ché dj thu,
nép, quan Iy va si dung phi trong céng tdc an toan vé sinh thuc phdm)

Tén mau don:

Mau sé 02 Phu luc I: Ban cbng b6 san pham.

Yéu cdu, Diéu kién thi tuc hanh chinh:

Khong

Cin cir phap ly cia tha tuc hanh chinh:

1. Luat An toan thuc phim sé 55/2010/QH12 ngay 17/6/2010 ciia Quéc héi.

2. Nghi dinh so 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy dinh chi
Tiét thi hanh mét sé Diéu ctia Luat An toan thyuc pham

3. Théng tu 279/TT-BTC ngay 14/11/2016 quy dinh mic thu, ché d6 thu,
n6p, quan ly va str dung phi trong céng tac an toan v¢ sinh thye phém.
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Méu s6 02 Phyu luc 1
(Ban hanh kém theo Ngh} dinh so 15/2018/ND-CP ngay 2/2/2018 cua Cht’nh phi quy
dinh chi tiét thi hanh mpt s6 diéu ciia Ludt an toan thuc phim)

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc ldp - Tw do - Hanh phic

BAN CONG BO SAN PHAM
SO e

I. Thong tin vé td chirc, c4 nhén cong b6 séan phim
TEN 1 CHUC, C& NNANT ....vvvvieeeirrreee e reerescacaercsaersart s s sbsbabsassss s seas i bbb sa e b st sn s
DA CHI: ...vveevirriareetensesseresncsossssaessresssessnsssasassssssssssssssasasassistas strsssssatanstssensstatsnsnsississasssssenss
Didnthoai: ....ooovviereerirnniiirracineeienaisennes FaX: coooeveiirreeeeennraceennnennss
| S 1 11| USROS PP RP PSP PTOPE RSSO IOS
M3 56 dOANh NERIEP: ....vovveverrersernerrissssrareies bbb s s
Sé Gidy chimg nhan co s& da diéu kién ATTP: ......oovveeiennn. Ngay cip/Noi cip:

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

(i v6i co s thudc doi tugng phai cip Gidy chimg nhan co s& dii diéu kién an toan thyc
pham theo quy dinh)

A . A = R
I1. Thong tin vé sin pham
1. TN SAN PRAML oottt et b e s b sttt
2. ThANK PHAN: coovieiienccicct st es s b s bt s

3. Chi tiéu chit luong chii yéu tao nén cong dung ciia san pham (ddi véi thyc phim bao
v€ sirc khoe):

4. Thoi han st dung sAn PhAM: .....cuererieireeermercriirinre s sesssnsesesrsass s iassansses

5. Quy cach dong goi va CHAL [8U DA D ..vcvreessaessossonsibinsasesiisiissinssssunsssissabsss s sasssssspasss

6. Tén va dia chi co s& san XUAL SAN PHAM .....o.oevveeriiieceeceeniscrressas s sressssaose

};H'. M4u nhén sin phﬁm (dinh kém mdu nhén san phcfm hodc méu nhin san phd'm du
ién)

IV. Yéu ciu vé an toan thyc phdm

T4 chirc, ca nhan san xuft, kinh doanh thyc phim dat yéu ciu an toan thyc pham theo:
- Quy chufn k¥ thuat Quéc gia so....; hodic

- Thong tu cua cac by, nganh; hodc

- Quy chuén k¥ thuat dja phuong; hodic

- Tiéu chuén Quéc gia (trong truong hop chua c6 cac quy chuén k¥ thuit qudc gia, Thong
tu cua céc B nganh, Quy chuan k§ thuat dia phuong); hoic

- Tiéu chuén cia Uy ban tiéu chuln thuc phim qudc té (Codex) Tiéu chuﬁn khu wire,
Tiéu chuén nudc ngodi (trong trudong hgp chua c6 quy chuan k¥ thuét qudc gia, Thong tu
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clia cac bd nganh, Quy chuén ky thuét dia phuong, Tiéu chudn quéc gia); hodc

- Tiéu chuén nha san xuét dinh kém (trong trwong hop chua ¢ quy chuén ky thugt quoc
gia, Thong tu cua cc by nganh, Quy chuin k¥ thuét dia phuong, Tiéu chuin quéc gia,
Tiéu chuén cia Uy ban tiéu chudn thic phim qudc té (Codex), Tiéu chuén khu vye, Tiéu
chudn nuéc ngoai).

Chiing t6i xin cam két thyc hién day du cac quy dinh cia phap luét vé an toan thyc phdm
va hoan toan chiu trach nhiém vé tinh phép ly cia hé so cong bb va chat lugng, an toan
thyc pham dox véi san phém da cong b va chi dua san pham vao sin xuat, kinh doanh
khi da duoc cdp Gidy tiép nhan ding ky ban cong b6 san phim./.

., ngay.... thang.... nam....... ...
DAI DIEN TO CHUTC, CA NHAN
(Ky tén, dong déu)
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3. Thi tuc: Pang ky ndi dung quaing cao doi VO’l san pham dinh dudngy
hoc, thlrc pham dung cho ché d6 iin dic biét, san phim dinh dwéng ding cho
tré dén 36 thang tudi.

Trinh tr thyc hién:

Buéc 1: Té chirc, ca nhan c6 san phim quéng céo gui ho so ding ky xac
nhan néi dung quang céo dén co quan chirc nang do Uy ban nhén dén chi dinh.

Budc 2: Trong thoi han 10 ngay lam viée, ké tir ngay nhan di ho so hop lt;,
co quan tiép nhan hé so c¢6 trach nhiém xem xét hd so va tra két qua theo MAu sb
11 Phy lyc I ban hanh kém theo Nghi dinh 15/2018/ND-CP. Thoi han nay duoc
tinh tir ngay déng dau dén clia co quan tiép nhan ho so néu hd so duoc giri qua
dudng buu dién hodc ngay hd so hoan chinh dugc tiép nhan trén hé théng dich vu
cong truc tuyen

Budc 3: Trong trudong hop khéng dong y véi ndi dung quang cao ctia tb
chirc, ca nhan hodc yéu ciu stra ddi, bd sung, co quan tiép nhan ho so phai c¢6 vin
ban néu 16 ly do va can ctr phép ly cua viéc yéu cau. Co quan tiép nhén hd so chi
duoc yéu cau sira dbi, bd sung 01 lan.

Trong thoi han 10 ngay lam viéc ké tir khi nhan hd so stra dbi, bb sung, co
quan tiép nhan hd so thim dinh h6 so va cé van ban tra loi. Sau 90 ngay lam viéc
ké tir khi c6 cdng van yéu cu sira d6i, bd sung néu td chirc, c4 nhan khong sira
dbi, bd sung thi hd so khdng con gia tri.

Caéch thirc thwe hién:

Nop hd so truc tuyén trén céng dich vu cong truc tuyén hodc nép qua dich
vy Buu chinh céng ich hodc ndp truc tiép tai Trung tdm Hanh chinh cong tinh, s6
01 L& Lai - thanh phd Hué.

Théi gian tiép nhén ho so

Sang: Tir 07 gio 30 phut dén 11 gid 00 phut.
Chiéu: Tir 14 gid 00 phit dén 16 gio 30 phut.
Thanh phan, s6 lirgng hd so:

Thanh phan hé so:

1. Pon ding ky xac nhén ndi dung quéang cao theo Mau s6 10 Phu luc I ban
hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay 2/2/2018 cta Chinh phu quy
dinh chi tiét thi hanh mét s di€u ctia Luét an toan thuc pham;

2. Giay tiép nhan dang ky ban cong bd san pham va Ban cong bb san pham
da duqc €O quan cé thim quyen xac nh4n hodc Gidy tiép nhan ban cong bo hop
quy/Gidy xé4c nhén cbng bo phu horp quy dinh an toan thuc phim con hidu lyc
(ban sao ¢6 xac nhan ciia t6 chirc, ca nhén);

3. MAu nhan san phdm (ban c6 xac nhén cta td chirc, ca nhan);

4. Pbi v6i quang céo trén bao n6i, bao hinh thi phai c6 kich ban dy kié’n
quang cao va ndi dung du kién quang cdo ghi trong dia hinh, dia 4m thanh; doi
14
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v6i quang cdo trén cac phuong ti¢n khéc thi phai c6 ma keét (mau ndi dung) dur
kién quang c4o (ban c6 xac nhén cla td chirc, c4 nhan);

5. D61 vai ndi dung quéng cdo ngoai cong dung, tinh nang clia san phim ghi
trong ban cong b6 san pham thi phai c6 tai liéu khoa hgc chimg minh (ban sao ¢
xac nhan cta to chirc, ca nhan);

Cac tai ligu trong hé so ding ky xéac nhén ndi dung quang c4o phai dugc thé
hién bang tleng Viét; truorng hop c6 tai liéu bang tiéng nude ngoai thi phai duge
dich sang tiéng Viét va dugc cong chimg.

S lwgng hé so: 01 bd

Th&i han giai quyét:

10 ngay lam viéc

Poi twgng thyce hién thi tuc hanh chinh:
Té chirc, ca nhan

Co quan thwe hién thi tuc hanh chinh:
Co quan chirc ning do Uy ban nhéan dan chi dinh
Két qua thue hién thi tuc hanh chinh:
Gidy x4c nhén ndi dung quang co

Phi, I¢ phi:

Phi: 1.200.000d6ng/14n/01 san phim

Lé phi: Khong cé

(Theo Thong tw 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ché d6 thu,
ngp, quan ly va sur dung phi trong cong tdc an toan vé sinh thuc phdm)

Tén mau don:

M2u s6 10 Phu luc I: Pon dang ky x4c nhén ndi dung quang céo
M2u s6 11 Phuy luc I: Gidy x4c nhén ndi dung quang cdo.

Yéu ciu, Piéu kién thii tuc hanh chinh:

Theo cac quy dinh ciia phap luit vé quang c4o:

- Phai du diéu kién ‘quang cao quy dinh tai Dlem d Khoan 4 Dleu 20 cua
Luat quang cao va co glay tiép nhan ban cong b hqp quy hodc glay xac nhén
cong bd ‘phu hop quy dinh an toan thuc phim (dox véi nhﬁ‘ng sadn pham chua cé
quy chuén k¥ thuat) cia co quan nha nuéce cb thdm quyén cAp;

- Dleu 27 Nghi dinh so 15/2018/ND-CP ngay 2/2/2018 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 didu caa Luét an toan thyrc pham.

Vigc dang ky ndi dung quang céo thuc phim ngoai viéc phai tuan thu cac
quy dinh ctia phép luat vé quang cdo con phai tuén thu cac quy dinh sau:

1. Trudce khi quang cdo, td chirc, ca nhan ¢ san phim quang céo phai ding
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ky n(f)i dung quang cédo vai co quan cip Gidy tiép nhan ban ding ky cong b san
phim theo quy dinh hién hanh.

2. Néi dung quang cao phai phu hop voi cdng dung, tdc dung cla san pham
da dugc cong bd trong ban cong b san pham. Khdng sir dung hinh 4nh, thiét bi,
trang phuc, tén, thir tin cua cac don vi, cO SOy té, bac sy, duge sy, nhan viény té,
thur cdm on ciia nguoi bénh, bai viét ciia bac sy, duge s¥, nhan vién y té dé quang
céo thuc phim.

- Noi dung quang céo phai theo ding quy dmh tai Pidu 8 Nghj dinh sb
181/2013/ND-CP va Khoan 2 Diéu 6 Nghj dinh s6 100/2014/ND-CP ngay 06
thang 11 ndm 2014 cua Chinh phu quy dinh vé kinh doanh va str dung san phim
dinh dudng dung cho tré nhé, binh b va vii ngdm nhan tao.

Cin cir phap ly cia thi tyc hanh chinh:
1. Luat An toan thyc phim sé 55/2010/QH12 ngay 17/6/2010 ciia Quéc
hoi.
2. Luét quang cao sb 16/2012/QH13 ngay 21/6/2012 cua Quédc hdi.
3. Nghi dinh so 15/2018/ND-CP ngay 2/2/2018 ciia Chinh phi quy dinh chi
Tiét thi hanh mét sé Diéu ciia Luat An toan thuc pham.

4. Nghj dinh ; s6 181/ 2013/ND-CP ngay 14 thang 11 ndm 2013, quy dinh chi
tiét thi hanh mot sb diéu cia Luét Quang cdo.

5. Théng tu s& 09/2015/TT-BYT ngay 25/5/2015 vé xac nhan ndi dung
quang céo don véi san pham, hang héa, dich vu dic biét thuge linh vire quan ly
cia B§ Y té.

6. Nghi dinh s& 100/2014/ND-CP ngay 06 thang 11 nidm 2014 cia Chinh
phti quy dinh vé kinh doanh va sir dung san phédm dinh dudng dung cho tré nho,
binh bt va vii ngam nhén tao.

7. Théng tu s6 279/TT-BTC ngay 14/11/2016 quy dinh mirc thu, ché d§ thu,
ndp, quan ly va sir dung phi trong c6ng tac an toan vé sinh thyc pham.
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Mbéu s6 10 Phu luc 1

(Ban hanh kem theo Nghl dinh sé 15/201 8/ND-CP ngay 2/2/2018 cia Chinh phu quy
dinh chi tiét thi hanh mpt sb diéu cia Ludt an toan thyc phim)

TEN PON VI CONG HOA XA HOQI CHU NGHIA VIET
SO NAM
Poc lip - Tu do - Hanh phiic

Sé: /Ky hiéu tén don vi ot ngay..... thdng.... ndm 20....

PON PANG KY
Xac nhin ndi dung quing cdo
Rl il ® sy s v soevilioms s s i A 883
1. Tén don vi dang Ky XAC NhEN: .....ccvviiiiiiiimi e
o T R e o) 1 T OO T —
5711 (o | O PERES .. cocessrersrmmsomemansssnmmmsmmnarka s iae s
Dé nghj ding ky x4c nhén ndi dung quang cdo déi véi:

S6, ky hi¢u ciia Gidy tiép nhin |Ngay tiép nhan ding ky
diing ky bin céng sin phim bin céng bd

STT | Tén sédn phim

PhUuong ti€n QUANE CAO: .....cvvvieeecriinernretiessnssens s s s sasar s sesia s et srsasas e s b b snas s s sns
B aopinois gl I8 BEE smmssmmmmrmmmmemmpsmss oo
T6i xin cam doan cac thong tin va hd so néu trén 12 ding su thit va cam két thuc hién
quang c4o san pham thyc pham theo ding ndi dung khi da dugc xéc nhén.

Kinh dé nghj Quy co quan xem xét va cp gidly x4c nhan ndi dung quang cdo./.

Giam dbc hoidc dai dién hop phép ciia
don vi
Ky tén (Ghi ho tén day du, chitc danh)
Péng ddu

! Dia danh

2 Co quan tiép nhan hd so: Co quan ¢6 thim quyén quy dinh tai Diéu 37 va Diéu 40 cua
Nghi dinh nay.

3 Ghi theo dja chi trén gidy ching nhéan ding ky kinh doanh
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Mau s6 11 Phu luc I

(Ban hanh kém theo Nghj dinh s6 1 5/2'018‘AVB-CP ngay 2/2/2018 cia Chinh phiu quy
dinh chi tiét thi hanh mdt sé diéu ciia Ludt an toan thyc pham)

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

TEN CO QUAN TIEP NHAN NAM
DPANG KY NQI DUNG Pjc lap - Tw do - Hanh phiic
QUANG CAO
Sé: /XNQC-..."... Tén tinh/thanh pho, ngay... thang.... niam 20...

GIAY XAC NHAN NOI DUNG QUANG CAO
TEO A8 CHUC, 68 TRANT oxevanmsessmvmmassssaesanssnsessmssnsonsassnssssnssansd s TAH5 4383444 L8 488153 SEm SR IPERTHIT3
I ETEIES covmunpuvivunnnssvisnrasssonvansss o FaRTR S EaTY R oo Ve v oHY PR S S ¥ S A P SRR AT SRS AR ARSI SAIRISR0S

PHEATNOBIL ... cnpocamsarmmmnsansennnnsnisi SFETEE TR SRS S RTG | 311 G N—————————

STT [Tén sian phim S6, ky hiéu ciia Gidy tiép nhan ding ky bin cong bd

Phuong tién quang céo:
Co ndi dung quang cdo (dinh kém) da dugce duyét phu hop véi quy dinh hign hanh.

Yéu ciu tb chirc, ¢4 nhén c6 trach nhiém quéng cdo ding ndi dung dd duge xac nhén.

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

'Ky hiéu viét tit ciia co quan xac nhan noi dung
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