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

TINH CA MAU Poc lap - Tw do - Hanh phiic
sé: 626 /QP-UBND C Mau, ngay A6 thing 4 nom 2018
QUYET PINH

Céng b Danh muyc thi tuc hanh chinh m0’l ban hanh va thi tuc hanh chinh
bi bi b6 trong linh vy an toan thye phim va dinh dudng thugc pham vi
chirc ning quén Iy cia S¢ Y té tinh Ca Mau

CHU TICH UY BAN NHAN DAN TiNH

Cin cir Luat TS chirc chmh quyén dia phuong ngay 19/6/2015;

Cian cr Nghi dinh s6 63/2010/ND- CP ngay 08/6/2010 cua Chinh phu vé
kiém soét thu tuc hanh chinh va Nghi dinh s6 92/2017/NP-CP ngay 07/8/2017 cua
Chinh phu stra ddi, bd sung mét sé didu cua céc Nghi dinh lién quan dén kidm soat
thu tyc hanh chinh;

Cian cir Thong t s6 02/2017/TT-VPCP ngay 31/10/2017 ctia B trudng, Chu
nhiém Van phong Chinh phu huéng dan nghiép vu vé kidm soét thi tuc hanh chinh;

Cén cr Quyet dinh s6 2318/QD-BYT ngay 06/4/2018 ctua Bo truong B6 Y
té ve viéc cong bé thi tuc hanh chinh méi ban hanh/ bi bai bé Iinh ~vuc an toan thyuc
pham va dinh dudng thudc pham vi chirc ning quan Iy cia Bo Y té;

Theo d& nghi ctia Giam dbc S§'Y té tai To trinh s6 85/TTr-SYT ngay 12/4/2018,

QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh ndy Danh muc 03 thii tuc hanh chinh méi
ban hanh va 13 thi tuc hanh chinh bi béi b trong linh vuc an toan thyc phim va dinh
dudng thudc pham vi chirc nang quan ly ciia S¢'Y té tinh Ca Mau (kém theo danh muc).

Dleu 2. Quyét dinh nay c6 hiéu luc thi hanh ké tir ngay ky va thay thé Quyet
dinh s6 1415/Qb-UBND ngay 08/10/2012; Quyét dinh s6 1457/QP- UBND ngay
16/10/2012; Quyet dinh s6 1880/QP-UBND ngay 28/10/2016; Quyét dinh sb
406/QD-UBND ngay 07/3/2017 va bai bd 03 thu tuc hanh chinh d3 dugc Chu tich
Uy ban nhan dén tinh cdng b6 tai Quyét dinh s6 550/QD-UBND ngay 27/3/2017.

Piéu 3. Chanh Van phong Uy ban nhén dan tinh; Giam dbc S¢ Y té; Giam
déc Trung tam Giai quyét thu tuc hanh chinh tinh; Chu tich Uy ban nhén dan cac
huyen thanh pho Ca Mau; Chii tich Uy ban nhan dan céc x4, phuong, thi tran va
céc td chirc, ca nhan c6 lién quan chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhgn: KT, CHU TICH
- Nhu biéu 3; :
- Cyc KSTTHC, VPCP (CSDLQGTTHC);
-TT.TU, TT.HDND tinh;

- CT, cac PCT UBND tinh;

- PVP UBND tinh Tran Vin Trung (VIC),

- Céng TTDT tinh (VIC);

- Phong CCHC (D50) (VIC),

- Luu: VT, M.AS8/4.

Tran Hong Quén



DANH MUC THU TUC HANH CHINH BI BAI BO TRONG LINH VUC
AN TOAN THUC PHAM VA DINH DUUNG THUOC PHAM VI CHU'C

NANG QUAN LY CUA SO Y TE TiNH CA MAU

% Quyét dinh s6: 646 /OD-UBND ngay A€ thang 4 nam 2018

W\rda Chii tich Uy ban nhdn dén tinh Ca Maw)

Tén thi tuc hanh chinh bi bai bé
TT ~ : ’
bai bo
A | Thi tuc hanh chinh cap tinh
I. | Quyét dinh s 1880/QP-UBND ngay 28/10/2016
T-CMU- Cép lai Gidy xac nhén ndi dung quang cao nudc khoang thién
1. 288519-TT nhién, nuéc uong dong chai, phu gia thuc phédm, cht hd tro ché
bién thuc pham trong trudng hop bi mét hogc hu hong
T-CMU- Cap lai Gidy xac nhan ndi dung quang c4o d6i véi hinh thirc quang
2. 288520-TT céo thong qua Hdi nghi, Héi théo, su kién gidi thiéu thyc phém,
phu gia thuc phém trong trudng hop bi mét hojc hu hong
IL | Quyét dinh so 406/QD-UBND ngay 07/3/2017
T-CMU- Cép Glay xac nhan ndi dung quang cdo nudc khoang thién nhién,
3. 989140-TT nudc udng dong chai, phu gia thuc phém, chit hé trg ché bién thuc
pham (kg bao gdm hinh thirc Hi nghi, Hi thao, td chirc su kién)
Cép lai Gidy xac nhin ndi dung quang cao nudc khoéng thién
4 T-CMU- | nhién, nudc uong dong chai, phu gia thuc phim, chit hd tro ché
" 1 289141-TT | bién thuc pham trong trudmg hop hét hidu luc tai khoan 2 Piéu 21
Thong tu s6 09/2015/TT-BYT
Cép lai Gidy xac nhén ndi dung quang cao nudc khoang thién
5 T-CMU- | nhién, nuéc uong dong chai, phu gia thyc pham, chat hé trg ché
* | 289142-TT | bién thyc phim khi cé thay dbi vé tén, dja chi cia t chirc, c4 nhan
chiu trach nhiém va khéng thay ddi noi dung quang cao
Cap Gidy xé4c nhén ndi dung quang cdo dbi vé6i hinh thirc quang
6 T-CMU- | cao thong qua Héi nghi, Hoi thao, sy kién gioi thiéu thuc pham
" | 289143-TT | phu gia thuc phim quy dinh tai khoan 3 Piéu 1 Théng tu sb
09/2014/TT-BYT trén dia ban tinh
Cép lai Gidy x4c nhan noi dung quéang cao ddi véi hinh thirc quing
7 T-CMU- |cao thong qua Hoi nghi, Hoi thao, sy kién gidi thiéu thyc pham
" | 289144-TT | phu gia thyc pham trong truong hop hét hiéu luc tai khoan 2 Diéu
21 Thong tu s6 09/2015/TT-BYT
Cap lai Gidy x4c nhan ndi dung quang cdo ddi véi hinh thirc quang
8 T-CMU- |cao thong qua Hoi nghi, Héi thao, sy kién gidi thidu thuc pham,
" | 289145-TT | phu gia thuc phidm khi c6 thay d6i vé tén, dia chi cia td chirc, ca

nhén chiju trach nhiém va khong thay dbi ndi dung quang céo




III.

Quyét dinh s6 550/QD-UBND ngay 27/3/2017

T-CMU-
289300-TT

Cép Gxay tiép nhan ban céng bd hop quy dbi véi san pham da cd
quy chuén k¥ thuit dua trén két qua chimg nhan hop quy ctia td
chtc chimg nhén hop quy dugc chi dinh (bén thir ba) thude thim

{ quyén ctia S& Y té

10.

T-CMU-
289301-TT

Cép lai G1ay tiép nhin ban cbéng bd hop quy va Gidy xac nhén
cong b phu hop quy dinh An toan thuc phidm thudc thim quyén
clia S¢ Y té

11.

T-CMU-
289303-TT

Cap Gidy tiép nhan ban cdng b hop quy dbi véi san pham c6 quy
chuén k§ thut dya trén két qué ty danh gia cua td chic, ca nhan
san xudt, kinh doanh thuc pham (bén thir nhat) thudc thdm quyén
clia S& Y té

Thii tuc hanh chinh cip huyén

Quyét dinh s6 1415/QD-UBND ngay 08/10/2012

T-CMU-
218002-TT

Cép gidy chimg nhin d diéu kién an toan thuc phim dbi véi co s
san xuat, kinh doanh thuc pham cé nguy ¢6 cao

Thii tuc hanh chinh cip xa

Quyét dinh s6 1457/QD-UBND ngay 16/10/2012

T-CMU-
226491-TT

Cap glay ching nhan da diéu kién an toan thuc pham dbi véi co so
san xuét, kinh doanh thuc pham ¢ nguy co cao
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=y, DPANH MUC THU TUC HANH CHiNH TRONG LINH VU'C AN TOAN THY'C PHAM
XNINH DUGNG THUQC PHAM VI CHUC NANG QUAN LY CUA SO Y TE TINH CA MAU

S6
TT

hanh chmh

Théi h:_m
glal quyet

Pja diém thyc
hién

Phl, 1§ phi
(néu c6)

Cin cir phap ly

Ghi chu

1. To chirc, ca nhan ndp hd so, thi tuc hanh chinh tryc tiép hodc giri qua dudng buu dién dén S& Y t€ qua Trung tam Giai quyet thu !
tuc hanh chinh tinh Ca Mau (Dja chi: Ta dng 1, tang 2, Toa nha Viettel, sé 298, ducng Trén Hung Pao, phuong 5, thanh phé Ca Mau,

tinh Ca Mau), sau day viét tit 12 “Trung tim Giai quyet thu tuc hanh chinh tinh Ca Mau”.
2. Hodc ndp tryc tuyen qua Dich vy cong tryrc tuyén tmh Ca Mau tai dia chi website attp:/dvctt.camau.gov.vn, néu da diéu kién va co

gia tri nhu nop tryc tiép hodc qua buu dién, sau day viét tit 1a “Truc tuyen

3. Thoi gian tiép nhin vao gio hanh chinh cic ngdy 1am viéc trong tuln (trir ngay nghi 12 theo quy dinh), cu thé nhu sau:
- Buon sang: Tir 07 gid 00 phat den 11 gi& 00 phut.
- Budi chiéu: Tir 13 gi 00 phit dén 17 gid 00 phit.

Dang ky ban cong b
san pham nhap khau
d6i véi thuc phém
dinh dudng y hoc,
thuc phim diing cho
ché dd 4n dic biét,
san phim dinh du'Gng
diing cho tré den 36
thang tudi

05 ngdy lam
viéc, ké tr
khi nhén da

hd so hop 18.

- Trung tim Giai
quyét thi tuc hanh
chinh tinh Ca Mau;
- Hogc ndp truc
tuyeén.

Phi:
1.500.000
ddng/1 san

phim

- Lujt An toan thyc pham 80 55/2010/QH12
ngay 17/6/2010 cua Quéc hoi;

- Nghi dinh s§ 15/2018/ND-CP ngay
02/02/2018 cua Chinh phu quy dinh chi
tiét thi hanh mot s8 diéu cua Lujt An toan
thyuc phim;

- Théng tr sb 279/2016/TT-BTC ngay
14/11/2016 cua B trudng Bo Tai chinh
quy dinh mic thu, ché d¢ thu, ndp, quan
ly va sir dung ghl trong cdng tac an toan
vé sinh thyc pham.

Nhimg bd phan
tao thanh con
lai cua thu tuc

hanh chinh
duoc sao y theo
Quyét dinh sé
2318/Qb-BYT

ngay 06/4/2018

ciia B trudng
Bo Y té




- Luit An toan thyc phim sé 55/2010/QH12

Ding ky ban céng bd ngay 17/6/2010 ctia Quéc hdi; Nhﬁf&%;g phin
sn pham a0 xuat - Nghi dinh s6 15/2018/ND-CP ngay | |20 SO0
trong o AB NG syl |- T8 ém Gidi | Phi: 102/02/2018 cia Chinh phu quy dinh chi| ot
d e p ;’m ' 82y "4M | quyét thi tuc hanh | 1.500.000 | tiét thi hanh mot sé didu cia Luat An toan duge s20 y theo
hu;cm%i y 0::;1 th\;lc‘ k‘gei’h lfe tdu;x chinh tinh Ca Mau; | d6ng/l san | thyc pham, nget ((l)lr):h @

am dun 0 CNne 1 R A .

}:10 3n dacgblet san | hdso h?p l¢. |- Hodc nop tryc| PhAM | Thong tr sb 279/2016/TT-BTC ngdy | 2318/QD-BYT
phém dinh dudng tuyen. 14/11/2016 cua B trudng B3 Tai chinh | noay 06/4/2018
dung cho tré den 36 quy dinh muc thu, ché d9 thu, ndp, quan | cya B trudng

thang tudi l)’: v? sir dung ghi trong cong tac an toan B Y té
vé sinh thuc pham.
- Lujt An toan thyc phim s6 55/2010/QHI12
ngay 17/6/2010 cia Québc hoi; o

Ping ky x4c nhin néi - Luat Quing céo sé 16/2012/QH13 ngay Nhfm&if;‘i’) phén
dung quing cio 461 21/6/2012 ctia Quéc hoi; P
véi sin pham dinh | o0 o1 |- Truog ém Gidl) o Phi: ). Nghj dinh s5 15/2018/ND-CP ngdy | panp chinh,
dudng y hoc, thue | " > ot | quyet thu tuc hanh | 1.200.000 | 02/02/2018 cva Chinh phu quy dinh chi | 46¢ sa0 y theo
phim duing cho ché Khi nhn di chinhtinh Ca Mau; | /lan/l san | tidy thi hanh mjt s diéu ciia Ludt An toan Quyét dinh sb
d6 &n dje biét, sin | u' (0 e |- Hofic ndp trye|  PHAM | thyc phim; 2318/QD-BYT
dphaml:""hédg"“g 3 tuyén. - Nghi dinh s6 181/2013/ND-CP ngay | ngay 06/4/2018
ung t; o tre den 14//11/2013 ctia Chinh phit quy dinh chi tiét | cua B§ truéng

éng tudi thi hanh mot s diéu ciia Luat Quang cio; BoYté

- Théng tu sé& 09/2015/TT- -BYT ngay
25/5/2015 cua B trudng Bo Y t€ quy




dinh vé x4c nhan ndi dung quang cdo ddi
vdi san phém, hang héa, dich vu dic biét
thudc linh vuc quan ly cua B Y t€;

- Nghi dinh sé 100/2014/ND-CP ngay
06/11/2014 cia Chinh phu quy dinh vé
kinh doanh va sir dung san phim dinh
dudng dung cho tré nho, binh bu va va
ngam nhan tao;

- Théng tu sé 279/2016/TT-BTC ngay
14/11/2016 cua B trudng BO Tai chinh
quy dinh mirc thu, ché d thu, ndp, quan
ly va sir dung phi trong cong tac an toan
vé sinh thuc phim.




TRICH NQI DUNG THU TUC HANH CHINH BAN HANH
KEM THEO QUYET DINH SO 2318/QD-BYT NGAY 06/4/2018
CUA BO TRUONG BO Y TE

(Lam co s6 dé sao y, thue hién cong khai va hudng dan, tiép nhdn gidi quyét thi
tuc hamh chinh cho céc nhén, 16 chikc tai Trung tam Giai quyet thu tuc hanh chinh
hodic B6 phan tiép nhdn va tré két-qué) ‘

01. Tha tuc: Pang ky ban cong bd san pham nhap khéiu d6i véi thuc
phim dinh dudng y hoc, thlrc pham dung cho ché d9 in dic biét, san pham
dinh dudng dung cho tré dén 36 thang tudi

Trinh tw thwc hién

Buée 1: Té chirc, c4 nhan san xuét, kinh doanh thuc pham ndp hd so dang
ky ban céng bd san pham qua hé thong dich vu cdng truc tuyen hodc dudng buu
dién hodc ndp truc tiép dén S Y té (qua Trung tém Gidi quyét thi tuc hanh chinh
tinh Ca Mau) noi co so d6 dit tru so.

Trong truong hop td chirc, ca nhan san xuit nhidu loai thuc pham thudc
tham quyén tiép nhan ho so dang ky ban cong bd san pham cuacaBoY tevaSoyY
té thi t6 chir, ca nhén ¢4 quyén lua chon nép hé so dén BO Y té hoac san phém
thubc thdm quyen tiép nhan hd so ding ky cia co quan nao thi nop hb so dang ky
dén co quan tiép nhén dé.

Trong truong hop td chie, cd nhén co tir 02 (hai) co s¢ san Xudt tré 1én cin
san xuit mdt san phim thi t§ chirc, c4 nhén chi lam tha tuc dang ky ban cong bod
san pham tai mdt co quan quan ly nha nuéc & dia phuong cd co s¢ san xuét do t6
chirc, ca:nhén lua chon (trir nhimg san pl:dm dang ky tai BO Y t€). Khi d3 Iua chon
co quan quan ly nha nuéc dé dang ky thi cac lan ding ky tlep theo pha1 dang ky tai
co quan d4 lua chon.

Budc 2: Trong théi han 05 (ndm) ngay lam vige ké tir khi nhén du hd so
dang ky co quan tiép nhan quy dinh tai khoan 1 Piéu 8 Nghi dinh sb 15/2018/ND-
CP ngay 02/02/2018 caa Chinh phu, c6 trach nhiém tham dinh hé so va cép Gidy
tiép nhan ding ky ban cong bb san phim theo Mau s6 03 Phu luc I ban hanh kém
theo Nghi dinh s6 15/2018/ND-CP.

Thoi gian tham dinh hd so tinh tir thoi diém hd so dugc ndp trén hé thdng
dich vu cong truc tuyén hosc theo ddu dén cia co quan tiép nhan (trong trudmg hop
ndp hd so qua dudmg buu dién hodc ndp hd so truc tiép).

Budc 3: Trong truong hop khong dbng y voi hd so cong b san phim cua tb

chtrc, c4 nhan hoic yéu ciu sira dbi, bd sung, co quan tiép nhén hd so phai c6 van
ban néu rd 1y do va can ¢ phap ly cia viéc yéu cau. Chi duorc yeu cau stra dbi, bd

sung 01 lan



Trong thoi han 05. (nam) ngay lam viée k& tir khi nhén hd so stra dbi, bd
_sung, co quan tiép nhan hé so thim dinh hd so va ¢é van ban tra 16i. Sau 90 ngay
lam viéc k& tir khi c6 cong van yéu céu sira dbi, bd sung néu td chirc, ca nhan
khéng sira ddi, bd sung thi hd so khong con gia tri.
Trudng hop san phdm c6.syr thay ddi vé tén san pham, xudt xit, thanh phan
. cau'tao thi 16 chire; ¢4nhén phai cong bo lai san phim. Cac trudng hop co sy thay
doi khéc, td-chirc, c4 nhén thong bio bing van ban vé ndi dung thay dobi dén co
quan tlep nhan hd so quy dinh:tai khoan ! Piéu nay va duoc san xudt, kinh doanh
san phdm ngay sau khi giri théng béo.
R Co quan tiép nhin hd so ding ky ban cdng bd san phim co trach nhiém
thong béo cong khai tén, san phim cua td chirc, c4 nhan da duogc tiép nhan ding ky
ban cong bd san pham trén trang thong tin dién tir (website) cla minh va co s& dit
liéu vé an toan thuc phm.

~Cach thirc thuc hién: Qua hé thono dich vu cong truc tuyén hoic dudng
- +buu dién hozc ndp truc tiép dén co quan tiép nhan hd so. '

Thanh phin ho so:

1. Ban cong bo san phim durgc quy dinh tai MAu sé 02 Phu luc I ban hanh
keém theo Nghi dinh sb 15/2018/ND-CP.

< 2. Gidy chimg nhan luu hanh tu do (Certificate of Free Sale) hodc Glay

chimg nhén xuédt khiu (Certificate of Exportation) hogc Glay ching nhén y té
(Health Certificate) cua co quan ¢ thdm quyén clia nudce xuat xi/xuat khiu cip c6
ndi dung bao ddm an toan cho ngudi sir dung hodc duge ban tu do tai thi truong
clia nude san xuit/xuit khau (hop phap héa lanh sy).

3. Phiéu két qua kiém nghiém an toan thue phdm cla san phim trong thoi
han 12 thang tinh dén ngay ndp hd so duge cip boi phong kiém nghiém dugc chi
dinh hoic phong kiém ‘nghiém dugc cong nhén phu hop ISO 17025 gom céc chi
ti€u an toan do BO Y t& ban hanh theo nguyén tic quan ly rdi ro phu hop véi quy
dinh cia quoc t& hodc cac chi tiéu an toan theo céc quy chuén, tiéu chuin tuong
img do tb chirc, ca nhin cong bd trong trudng hop chua c6 quy dinh cia BO Y 8
(ban chinh hodc ban sao chimg thuc).

4. Bang chimg khoa hoc chimg minh céng dung cta san phdm hoic cua
thanh phan tao nén cong dung d3 cdng bd (ban chinh hodc ban sao cb xéc nhin cia
td chirc, ¢4 nhén). Khi sir dung bing chimg khoa hoc vé cbng dung thanh phin cia
san pham d& 1am cbng dung cho san phim thi liéu sir dung hang ngay cua sin
phim t6i thiéu phai 16n hon hodc bing 15% lugng sir dung thanh phin d6 di néu
trong tai liéu

Cac tai lidu trong hd so dang ky ban cdng bd san pham phai duoc thé hién
bang tleng Viét; trudng hop c6 tai liéu bang tiéng nudc ngoai thi phai duge dich
sang tiéng Viét va duogc cbng chimg. Tai li€u phai con hiéu luc tai thoi diém ndp
hd so ding ky ban cong bb san phim



S6 lwgng ho so: 01 bd

Poi twong thwe hién thit tuc hanh chinh: To chirc, cé nhén.

Co quan thye hién thi tuc hanh chinh: S& Y €.

~ Két qua thue hién thi tuc hanh chinh: Gidy tiép nhin ding ky ban cong

b0 san pham. |

Tén miu don, miu t& khai: M3u s6 02 Phu luc I: Ban cong bd san phdm.

Yéu ciu, diéu kién thi tuc hanh chinh:

- C6 Ban cong bd san phim theo quy dinh.

- Co Gléy ching nhan luu hanh tu do (Certificate of Free Sale) hodc Gléy
chimg nhan xuit khiu (Certificate of Exportation) hoéc Gxay chimg, nhéan y té
(Health Certificate) ctia co quan c6 thim quyén ciia nudc xuét xir/xuét khéu cp co

ndi dung bdo dém an toan cho ngudi s dung hodc dugce ban ty do tai thi trudng
cuia nudc san xuét/xuﬁt khau (hgp phép hoéa lénh su);

- C6 Phiéu két qua kiém nghiém an toan thuc phim cia san pham trong thoi
han 12 thang tinh dén ngay ndp hé so duoc cip bsi phong kiém nghiém duoc chi
dinh hodc phong kiém nghiém dugc cong nhén phu hop ISO 17025 gém cac chi
tiéu an toan do BoY t& ban hanh theo nguyén tic quan ly rdi ro phu hop véi quy
dinh cua quoc t& hodc cac chi ti€u an toan theo cac quy chuén, tiéu chuén twong
tmg do t§ chirc, ca nhén c6ng bé trong trudng hop ¢hua ¢ quy dinh ciia B6 Y té
(ban chinh hoéc ban sao chig thuc).



Mau s6 02 Phu luc I
(Ban hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay 02/02/2018 cia Chinh phi
quy dinh chi tiét thi hanh mot s6 diéu cua Ludt an toan thyc phdam)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc Iap - Tw do - Hanh phic

A ) A A ’ , ~ K o R
I. Thong tin veé to chikc, c2 nhan cong bo san pham
Tén t6 chic, ca nhan: ........c..c........ eeeeee e iabeta —eerattssen et ettt et et esebasenraerneesrbes
DA CRI: oottt ee e e e tb s e b e e e e beae s aaaeseabeeentbeeeraseen

Diénthoai: ......c.covvevieniiiiniininn, Fax: .ooiveicreneeieseeneernssnsrsss e,

M3 SO dOanh NGRIED: ....oveuviiererreirieieteestse st be st sas e sbesbssssesass sres
So6 Giady chimg nhén co so du diéu kién ATTP: .........oooevennnn. Ngay cap/Noi
CAP! curveree coneeresteriosisscssestonesamtssistostossstessae b st e e s se s e b b she b s b e R s sRn b e bbb e e s bbb e banes
(doi vai co s& thude doi tugng phai cap Gidy chimg nhan co s¢ du diéu kién an
toan thuc pham theo quy dinh)

~ . } ? K
II. Thong tin veé san pham
1. TEN SAN PRAIN ...t et bbb ersae e
2. Thanh Phan: ......coevviiiiineree ettt st
3. Chi tiéu chat lugng chi yéu tao nén céng dung cua san pham (doi véi thuc pham
bao vé suc khoe):
4, Thot han st dung SAn Pham: ..ot essens

5. Quy cach dong gbi va chat liéu bao bi: .......iceeeeeceeviriercireiceincinrceceseee e
Tén va dia chi co sO san xuat san pham: ........cccccovvvvvininivcininninc e,

III. MAu nhén san phim (@inh kém mdu nhan san pham hodc méu nhén san
pham dy kién)

IV. Yéu ciu vé an toan thwe phim

T6 chirc, c4 nhan san xuat, kinh doanh thuc phim dat yéu ciu an toan thuc phém
theo:

- Quy chuén k¥ thuat Quéc gia sb....; hoac

- Thong tu cua cac bd, nganh; hoac



- Quy chuén k¥ thuét dia phuong; hodc

- Tiéu chudn Qubc gia (trong trudng hop chua c6 cac quy chuin k§ thuat qudc gia,
Thong tu cta cac BY nganh, Quy chuan k¥ thuét dia phuong); hoéc

- Tiéu chudn cla Uy ban tiéu chuén thuc pham quéc té (Codex), Tiéu chuin kbu
vue, Tiéu chuan nudc ngoai (trong truong hop chua c6 quy chuén k¥ thuat quoc
gia, Théng tu cta cac bd nganh, Quy chuin k¥ thujt dia phuong, Tidu chuén quéc
gia); hodc

- Tiéu chudn nha san xuét dinh kém (trong trudng hop chua c6 quy chuan ky thuat
quoc gia, Thong tu cua cac by nganh, Quy chuén k¥ thuat dia phuong, Tiéu chuén
quoc gia, Tiéu chuén cia Uy ban tiéu chuin thuc phdm qubc té (Codex), Tiéu
chuin khu vuc, Tiéu chudn nudc ngoai).

Chung t6i xin cam két thuc hién ddy du cac quy dinh cua phdp luat vé an toan thuc
- pham va hoan toan chiu trach nhiém vé tinh phap ly cia ho so cong b va chit
luorng, an toan thuc pham déi voi san pham da cong bd va chi dua san pham vao
san xuét, kinh doanh khi d4 duoc cip Gidy tiép nhan dang ky ban cong bd san
pham./.

., ngay.... thang.... ndm...... ...

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



02. Thi tuc: Ping ky ban cong b san phim san xuit trong nwée ddi véi
thye phim dinh duéng y hoc, thue phim dung cho ché d6 an dic biét, san
phim dinh dwdng diing cho tré dén 36 thang tudi

Trinh ty thwe hién

Bude 1: T chirc, ca nhan san xut, kinh doanh thuc phim ndp hd so ding
ky ban cong bd san pham qua hé thong dich vu cong truc tuyen hodc dudng buu
dién hoc ndp truc tiép dén S& Y & (qua Trung tam Gidi quyét thii tuc hanh chinh
tinh Ca Mau) noi co s& do dat tru so.

Trong trudng hop td chirc, c4 nhan san xuét nhidu loai thuc pham thude
tham quyén tiép nhén ho so dang ky ban cong bd san pham ciacaBoY tvasSoyY
té thi t§ chirc, ca nhén c6 quyén lua chon ndp hd so dén Bd Y té hoac san phim
thudce thim quyen tiép nhan ho so ding ky cha co quan nio thi ndp hd so ding ky
dén co quan tiép nhan dé.

Trong truong hop t6 chirc, ca nhén c6 tir 02 (hai) co s¢ san xuét tré 1én cung
san xudt mdt san pham thi td chirc, ca nhan chi lam thi tuc ding ky ban cong bo
san pham tai mdt co quan quan ly nha nudc & dia phuong cd co s& san xudt do td
chire, ca nhan lua chon (trir nhimg san pham dang ky tai BO Y té). Khi d4 lua chon
co quan quan 1y nha nudc dé dang ky thi cac 14n dang ky tiép theo phai dang ky tai
co quan da lya chon.

Budc 2: Trong thoi han 05 (ndm) ngay lam viéc ké tir khi nhén da hd so
dang ky co quan tiép nhan quy dinh tai khoan 1 Dleu 8 Nghi dinh s6 15/2018/ND-
CP ¢4 trach nhiém tham dinh ho so va cap Gidy tiép nhan dang ky ban cong bb san
phém theo MAu s6 03 Phu luc I ban hanh kém theo Nghj dinh.

Thoi gian tham dinh hd so tinh tir thoi diém hé so dugc ndp trén hé théng
dich vu cong truc tuyen hoic theo dau dén cua co quan tiép nhén (trong truong ho'p
ndp ho so qua dudng buu dién hodc ndp ho so truc tiép).

Bugce 3: Trong trudng hop khong dong y véi hd s0 cong bd san phim ciia t6
chirc, c4 nhan hodc yéu céu sira dbi, bd sung, co quan tiép nhén hd s0 phdi co van
ban néu 16 ly do va cidn cr phép ly cia viéc yéu cau. Chi dugc yéu cau sira dbi, bd

sung 01 lan.

Trong théi han 05 (ndm) ngay lam viéc ké tir khi nhén hd so stra ddi, bd
sung, co quan tiép nhan hd so thdm dinh hd so va ¢ van ban tra 161. Sau 90 ngay
lam viéc ké tir khi c6 cong van yéu ciu stra d6i, bd sung néu té chirc, ca nhan
khéng sira d6i, b sung thi hd so khong con gié tri.

Trudng hop san phdm c6 su thay dbi vé tén san phém, xuét xt, thanh phan
cu tao thi to chitc, ca nhan phai cong bd lai san pham Cac trudng hop c6 sy thay
dbi khac, 16 chirc, ca nhén thong bao bang van ban vé ndi dung thay dbi dén co
quan tlep nhén hd so quy dinh tai khoan 1 Piéu ndy va dugc san xudt, kinh doanh
san phdm ngay sau khi giri théng béo.



Co quan tiép nhén hd so dang ky ban cong bb san phém cO trach nhiém
thong bao cong khai tén, san phim ciia to chirc, ca nhan da dugc tiép nhan dang ky
béan cong bd san phidm trén trang thong tin dién tir (website) ciia minh va co s dir

lidu vé an toan thyuc phim.

Cich thirc thyc hién: Qua hé thong dich vu céng truc tuyén hoac duong
buu dién hoic ndp truc tiép dén co quan tiép nhan hb so.

Thanh phin hd so:
1. Ban céng bd san phdm theo quy dinh. -

2. Phiéu két qua kiém nghiém an toan thye phim cua san phim trong thoi
han 12 thang tinh dén ngay ndp hd so duoc clp boi phong kiém nghiém dugc chi
dinh hodc phong kiém nghiém dugc cong nhén phu hop ISO 17025 gém cac chi
tiéu an toan doBOY té ban hanh theo nguyén tic quan ly rai ro phu hop v6i quy
dinh cua quoc té hoac cac chi ti€u an toan theo cac quy ‘chuén, tiéu chuin tuong
ting do tb chirc, c4 nhan cong bd trong trudng hop chua co quy dinh cia B§ Y té
(ban chinh hoac ban sao chimg thuc).

3. Béng chimg khoa hoc chimng minh céng dung ciia san phdm hoic cua
thanh phan tao nén cong dung dé cong bé (ban chinh hogc ban sao c6 xac nhén cta
t6 chirc, ca nhén). Khi sir dung bang chung khoa hoc v€ cong dung thanh phén cia
san pham dé 1am cong dung cho san pham thi liéu sir dung hang ngay cua san
pham t4i thiéu phai 16n hon hodc bang 15% luong st dung thanh phan d6 di néu

trong tai liu.

Cac tai liéu trong hé so ding ky ban cong b san phdm phai dugc thé hién
bang tleng Viét; truong hop c6 tai liéu bang tiéng nudc ngoai thi phai duoc dich
sang tiéng Viét va dugc cong chimg. Tai liéu phai con hiéu lyc tai thoi diém ndp
hd so ding ky ban céng b san pham.

S6 lwong hd so: 01 bd.
Poi twgng thye hién thi tuc hanh chinh: T chic, c4 nhan.
Co quan thwc hién thi tuc hanh chinh: S¢ Y té.

Két qua thuwe hién thi tuc hanh chinh: Gidy tlep nhén ding ky ban cong
bd san phim.

Tén miu don, miu t& khai: Mau sé 02 Phu luc I: Ban cdng bé san phém.
Yéu ciu, Diéu kién thd tuc hanh chinh: Khong.



Mﬁu $6-02 Phu luc I
(Ban hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay 02/02/2018 cia Chinh phi
quy dinh chi tiét thi hanh mét so diéu cua Ludt an toan thuc pham)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

1. Théong tin vé to chirc, ca nhan cong bd san phim

TEN t& ChC, CA NNAN verveevereeeeeereereseeeeseeesesessestssesseseseeneees ertreeereeirroaas e r—————
DA CHE: oot s e eessees s seeeese s easeeseasesss s re s s ssasease e ase e tsseeenn
Piénthoai: ........cccvvvviiiiininn.. | O TR

M SO dOANN NENIBP: ..oevverceerveeectee e eee s sssss s s sessssssasssbess s sesessssasesaesens
Sé Gidy chimg nhan co so di diéu kién ATTP: ............ooee..... Ngay cip/Noi
CAP: wovereere cevererneaesassestasesesesesasentaaesestases et eaeatstose st est st sente st s e ae e e R b eb bt shene b s
(d6i véi co s& thude dbi tuong phai cép Gidy chimg nhan co s dii diéu kién an
toan thuc pham theo quy dinh)

IL. Théng tin vé sin pham

1. TN SAN PRAM: ovvvoreeceivecsssesseessessee s sessssss s s ssssecsssssecrsesssoscssseseseren .
2. THANK PRAN: oevveeei et tsees e s sss s bbb aessasss et sras b snsssssseses
3. Chi tidu chét lvong chii yéu tao nén céng dung cuia san pham (dbi véi thuc phém
bao vé suc khoe):

4. Thoi han st dung SAN PHAIM: c....veeveeeveeeeeeeeeeseeeeeessese s stsesssesssseesssessrsens e e
5. Quy cach dong g6i va chat 118U bao Di: .....uvecverrreereeerecrensse s essse e eeeaes
6. Tén va dia chi co s& San XUAt SAN PhAM: .vvvvvveecvveecvveeersseees et seens
III. Méu nhén san phim (dinh kém mdu nhin sdn phdm hodc mdu nhan sin
pham die kién)

IV. Yéu ciu vé an toan thyc pham

T4 chirc, ca nhan san xuét, kinh doanh thuc phdm dat yéu ciu an toan thuc phim
theo:

- Quy chuin k¥ thuat Quéc gia s6....; hodc

- Thong tu cua cac bg, nganh; noac



- Quy chuan k§ thuat dia phuong; hoic

- Tidu chuin Quéc gia (trong truong hop chua cé cic quy chuén ki thuét quéc gia,
Thong tu cta cic Bo nganh, Quy chuén k thuit dja phuorng)‘ hodc

- Tiéu chuén cia Uy ban tiéu chuén thuc phdm quéc té (Codex), Tiéu chuin khu
vuc, Tidu chudn nudc ngoai (trong truong hop chua co quy chuin k§ thuat quoc
gia, Thong tu ciia cac bd nganh, Quy chuan ky thuit dia phuong, Tiéu chuin quéc
gia); hoac

- Tiéu chuén nha san xuét dinh kém (trong truong hop chua c6 quy chuan k¥ thuat
quoc gia, Thong tu cta cc bd nganh, Quy chuan k¥ thuat dia phuorng, Tiéu chuin
quoc gia, Tiéu chudn cia Uy ban tidu chuin thuc phdm quéc t& (Codex), Tidu
chuin khu vuc, Tiéu chuan nudc ngoai).

Chung ti xin cam két thuc hién day da cac quy dinh cua phap luat v& an toan thuc
phdm va hoan toan chiu trach nhiém vé tinh phap 1y cia hé so cong b va chit
luong, an toan thuc phdm dbi véi san pham da cong b va chi dua san pham vao
san xut, kinh doanh khi d4 dugc cdp Gidy tiép nhan ding ky ban céng bé san
phdm./.

, hgay.... thang.... ndm...
PAI DIEN T6 CHUC, CA NHAN
(Ky tén, dong diu)



03. Thu tuc: Ding ky xac nhan noi dung quang cao ddi voi san phim
dinh dudng y hoc, thuc phim dung cho ché do an dic biét, san pham dinh
dwdng diing cho tré dén 36 thang tudi

Trinh tw thwe hién

Budc 1: T chirc, c4 nhén c6 san phdm quang cdo giri hd so dang ky xac
nhan ndi dung quang cio dén S& Y t& (qua Trung tém Gidi quyét thi tuc hanh
chinh tinh Ca Mau) noi co s& d6 dat tru so.

Buoc 2: Trong thoi han 08 ngay 1am viéc, ke tir ngay nhan du hd so hop ¢,
co quan tiép nhan ho so ¢6 trach nhiém xem xét hd so va tra két qua theo Mau sb
11 Phy luc I ban hanh kém theo Nghi dinh 15/2018/ND-CP. Thoi han nay duoc
tinh tr ngdy déng dau dén cba co quan tiép nhan ho so néu hd so duoc giri qua
duong buu dién hodc ngay hd so hoan chinh dugc tiép nhan trén hé thong dich vu
cOng truc tuyen -

Buéc 3: Trong trudng hop khong déng y véi ndi dung quang céo cua td
chirc, ca nhan hodc yéu clu stra dbi, b sung, co quan tiép nhan ho so phai ¢6 van
ban néu 16 ly do va can cir phap ly cia viée yéu cau. Co quan tiép nhan hd so chi
dwoc yéu cau stra dbi, bd sung 01 1an.

Trong thoi han 08 ngay lam viéc k& tir khi nhan h so stra dbi, b sung, co
quan tiép nhan hd so tham dinh hé so va ¢6 vén ban tra 101. Sau 90 ngay lam viéc
ké tir khi c6 cong van yéu cu stra dbi, bd sung néu td chirc, ca nhan khong sira dbi,
b sung thi hd so khong con gié tri.

Cach thirc thye hién: Qua hé théng dich vu cong truc tuyén hoac dudng
buu dién dén co quan ti€p nhéan hé so.

Thanh phin hd so: | .

1. Don dang ky xac nhan néi dung quang cao theo Mau s6 10 Phu lyc I ban

hanh kém theo Nghi dinh so 15/2018/ND-CP ngay 02/02/2018 cia Chinh phu quy
dinh chi tiét thi hanh mét s§ diéu cta Luat an toan thuc phim;

2.Gidy tiép nhan (déang ky ban cong bd san pham va Ban cong bb san pham
dd duge co quan 6 thdm quyén xac nhan hoéc Gidy tiép nhén ban céng bd hop
quy/Glay xéc nhén cong b6 phit hop quy dinh an toan thuc pham con hiéu lyc (ban
sao ¢4 xac nhan cta t chirc, ¢4 nhan);

3. Méu nhén san pham (ban c6 xdc nhédn cia to chirc, c4 nhan);

4. Doi véi quang cao trén bao nodi, bao hinh thi phai cé kich ban du kién
quang cao va ndi dung du kién quang cao ghi trong dia hinh, dia &m thanh; doi v&i
quang cdo trén cac phuong tién khac thi phai c6 ma két (mau ndi dung) du kién
quang cao (ban c6 xac nhén cia to chirc, ca nhan);

5. D6i voi ndi dung quang céo ngodi cbng dung, tinh ndng cua san phim ghi

trong ban cong bd san phadm thi phai c6 tai liéu khoa hoc chig minh (ban sao c6
x4c nhan cta td chirc, ca nhan);

10



Cac tai liéu trong hé so ding ky xac nhan noi dung quéng cao phai dugc thé
hién bang tleng Viét, trucmg hop ¢6 tai liéu bang tiéng nudc ngoai thi phai dugc
dich sang tiéng Viét va dugc cong chimg.

S6 lugng hd so: 01 bd.

Doi twong thwe hién thit tuc hanh chinh: T chirc, c4 nhan.

Co quan thyc hién thi tuc hanh chinh: S6 Y té.

Két qua thuc hién thia tuc hanh chinh: Gidy xac nhén ndi dung quang cao.

Tén miu don, miu to khai: '

- MAu s6 10 Phu luc I: Pon ding ky xac nhin ndi dung quang cao;

- M&u s6 11 Phu luc I: Gidy xac nhan nioi dung quéang céo.

Y&u ciu, Diéu kién thi tuc hanh chinh

Theo céc quy dinh cia phap luat vé quang cio:

- Phai du diéu kién quang cdo quy dinh tai Piém d Khoan 4 Piéu 20 cia
Luat quang céo vaco gidly tiép nhén ban cong bd hqp quy hodc glay xac nhén cong
bd phu hop quy dinh an toan thuc phim (d01 voi nhimg san phim chua c¢6 quy
chuén k§ thu4t) cia co quan nha nuée c6 thim quyén cap.

- Dleu 27 Nghi dinh so 15/2018/ND-CP ngay 02/02/2018 cta Chinh phu quy
dinh chi tiét thi hanh mét sb diéu ciia Lujt an toan thuc phdm.

Viéc déng ky ndi dung quang céo thuc phdm ngoai viéc phai tudn tha cac
quy dinh cia phap luit vé quang céo con phai tuan thu cac quy dinh sau:
1. Trude khi quang céo, td chuc, ca nhén c6 sén phim quang co phai dang

ky ndi dung quang cao véi co quan cip Gidy tiép nhan ban dang ky cong bd san
phim theo quy dinh hién hanh. .

2. Noi dung quéng cdo phai phu hep vdi cong dung, tac dung cia san pham
di duoc cong bd trong ban cong bd san pham Khoéng sir dung hinh anh, thiét bi,
trang phuc, tén, thu tin cia cac don vi, co s¢ y té, bac sy, duoc s¥, nhan vién y té,
thu cam on ciia ngudi bénh, bai viét chia bac s§, dugc sy, nhan vién y té dé quang
c4o thuc pham.

- N6i dung quang 4o phai_ theo ding quy dinh tai Piéu 8 Nghi dinh sb
181/2013/NBD-CP va Khoan 2 Diéu 6 Nghi dinh s6 100/2014/NDP-CP ngay 06
thang 11 nam 2014 cua Chinh pht quy dinh vé kinh doanh va sir dung san phim
dinh dudng dung cho tré nho, binh bi va v ngam nhan tao.
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Mau s6 10 Phu luc I
(Ban hanh kém theo Nghi dinh s6 15/2018/ND-CP ngay 02/02/2018 cua Chinh phu
quy dinh chi tiét thi hanh mét s6 diéu cua Ludt an toan thyc phdm)

TEN PON V] CONG HOA XA HOI CHU NGHIA VIET NAM
------- Péc 1dp - Tw do - Hanh phic
Sb: /Ky hiéu tén don vi verid i, ngay..... thing.... nam 20....
PON PANG KY

Xac nhan ndi dung quang cio

’ 7 ¢ 2
i ut:
ettt tee et et aiaeata et eatetaaetasetia e ie e e et ea s e na e rareaaras
1. Tén don vi dang ky xac nha
.
. Tén don vi AN KY XaC NNAN: .oooiiiiiiiiiiiiiniiiiiiriiic it e sesesnsreesest s oo
2. bi 1 5.3
1a cht tru so; - :
. Dl ) L heteieessisereesatienrentestsarenstisnieesasanasanrhrthrtartrattaarrersastarererenestnrenraraessrensas
.........................................................................................................................................
ea .
Dién thoai: Fax:
ienthoar: .................... 2 ), G

beé nghi dang ky xac nhén ndi dung quang céo doi véi:

S6, ky hiéu ciia Gidy tiép nh@nhjgéy tiép nhin ding

STT [Tén san pham ding ky ban cOng san pham y

y ban cong bo

Phuong ti€n QUANG CAO: ....cceevevecerecrerenenieseeseesieseenrneiseresesisesseseesssessessssteseeesensssessassans
Ho so bao g0m cac gidy to, tai LHEU: .ecvcevuiceeiiniiiiiicciein st et

T6i xin cam doan céc thong tin va hd so néu trén la diing sur thit va cam két thue
hién quéang cao san pham thuc pham theo ding ndi dung khi da duoc x4c nhén.

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

Giam ddc hodc dai dién hop phap ciia don vi
Ky tén (Ghi ho tén day di, chirc danh)

Pong dau
' Diadanh ‘ . ‘ ‘ ‘
2 Co quan tiép nhén hd so: Co quan c6 thim quyén quy dinh tai Diéu 37 va Diéu 40 ciia Nghi
dinh nay.

3 Ghi theo dia chi trén gidy chitmg nhén dang ky kinh doanh
12



Miu s6 11 Phu luc |
(Ban hanh kem theo Ng[/t.i dinh 56 1 5/20{ 8/]YD-C’P ngay 02/02/2018 cda, Chinh phu
quy dinh chi tiét thi hanh mot s6 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 - Tu do - Hanh phac
PANG KY NOIDUNG QUANG e
CcAo
86: /XNQC-..\... Tén tinh/thanh phd, ngdy... théng.... ndm 20...

GIAY XAC NHAN NOI DUNG QUANG CAO

.,
» ~ 7 .4 ”~
.
TN t0 ChUC, CAMNAN: .oeeceeeeee et e e crrar e saree b e e see s
. ”
Pia chi:
1A Gl teeiriiiineiieiisirenrtssserssassressesnearssssssssossssssssnssssnsssbonssssnsssssonssessasssssnnsnsssssnsonsene

Dién thoai: .....ooovviiiiiiiiiniiiiiiiiiiiiin, FaX: icvieeeneininienreneeneniennereesne e, |

STT T;:g;“ S8, ky higu cita Gidy tiép nhan dang ky ban cong bé

ooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Co6 ndi dung quang cao (dinh kém) da duoc duyét phu hop véi quy dinh hién
hanh.
Yéu cau to chirc, cd nhan cd trach nhiém quang cdo ding ndi dung dad duoc xéc
nhan.

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

! Ky hiéu viét tit clia co quan x4c nhan ndi dung
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