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Quy dinh v& cc"mg bd hop quy va cdng bb phil hep quy dinh d6i véi thubc 14

N
'{?-*

Thong tw s6 49/2015/TT-BYT ngay 11 thang 12 nim 2015 ciia B6 trudng

Bo Yxte quy dinh vé céng bd hop quy va cong bd phi hop quy dinh déi v

&i

thut;é 14 ¢6 hiéu Iuc thi hanh ké tir ngay 25 thang 1 nim 2016 duoc sira 6, bd

»sung boi:

_?%
\'?0
thue pham c6 hiéu luc thi hanh ké tir ngdy 9 thang 11 nim 2023

Cén cir Ludt Phong, chdng téc hai ciia thude lg ngay 18 thdng 6 ndm 2012;

:§' Théng.tw s6 17 /2023/TT-BYT ngay.-25 thang. 9 ndm.2023.ctia. B truéng
£ B Y té sira dbi, bd sung hoiic bii bo cac vin ban quy pham phép luat vé an toan

‘Céin cir Lugt Chdt lirong san pham, hang héa ngay 21 thang 11 ndm 2007 va
Nghi dinh 56 132/2008/ND-CP ngay 31 thang 12 nim 2008 cia Chinh phii quy dinh

chi tiét thi hanh mpt 56 diéu ciia Ludt chét hrong san phc’fm, hang hoa;

Cdn cir Lugt Tiéu chudn va quy chuén ky thudgt ngay 29 thang 6 ndm 2006 va
Nghi dinh 56 127/2007/NB-CP ngay 01 théng 8 ndam 2007 ciia Chinh phit vé viéc quy

dinh chi tiét thi hémh mét s6 diéu ctia Ludit tidu chudn va quy chudn ky thudt;

Cdn cir Nghi dinh 56 63/2012/ND-CP ngay 31 thdng 8 ndm 2012 cia Chinh

phii quy dinh chirc ndng, nhi¢gm vi, quyén han va co cdu t6 chire cua B Y té;
Theo dé nghi ciia Cuc truong Cuc An toan thic phcfm, Cuc trucng Cuc Qudn
Moi treomg y 8,

by

B truomg BG Y té ban hanh Thong tir quy dinh vé céng bé hop quy va céng b

phit hop quy dinh d6i véi thube 16.°

' Noi dung nay duge sira dbi, bd sung theo quy dinh tai khodan 1 Didu 6 Théng tr sb
/2023/'1"]" BYT c6 higu lyc thi hanh ké tir ngay 9 thang 11 nam 2023

17.

'I‘hong tu 58 17/2023/TT-BYT ngay 25 thang 9 ndm 2023 coa B) trudng BY Y t€ sira d6i,

bd sung hodic bii bd cic vin ban quy pham phap luat vé& an toan thyc pham c¢6 ciin cir b
hanh nhur sau:

an

Can cir Ludt ban hanh van bdn quy pham phdp lugt 56 80/2015/QH13 ngay 22 thdng 6 ndm

2015 va Lugt siea dsi, b6 sung mgt s6 dibu ciia Lugt ban hanh vén ban guy pham phdp ludt
63/2020/QHi 4 ngay 18 thang 6 nam 2020;
Can cir Lugt an toan thuce phim s6 55/2010/QH10 ngay 17 théng 6 ndm 2010;

30

Can cir Nghj dinh 56 15/2018/ND-CP ngay 02 thdng 02 nam 2018 cia Chinh phi quy dinh chi

tiét thi hanh mt sé diéu cria Lugt an todan thuc phim;

Cdn cir Nghj djnh 56 95/2022/ND-CP ngay 15 thdng 11 ndm 2022 ciia Chinh phu quy di
chire ndng, nhiém vy, quyén han va co cbu t6 chire ciia B3 Y té;

Theo dé nghj cia Cuc truimg Cuc An todn thyc phim,

nh

@/
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o Chuong 1
Qe QUY DBINH CHUNG ﬂ
Pidu 1. Phgm vi diéu chinh Sran e e
Théng tu“‘ﬁay quy dinh trinh tu, hd so cong bd hop quy va cong bd phu
hop quy dmgﬁm v&i thubc 14; trach nhiém cia co quan tiép nhan ding ky ban
cbng bd hggp’ quy va cong bd phi hep quy dinh (sau ddy goi tit 1a co quan tiép
nhan dé@% ky) va td chirc, c4 nhan cong bb san phim (sau diy goi tat 1a td chire,
ca nhaﬁﬁ kiém tra sau cong bd san phim.
%“‘ Piéu 2. Giai thich tir ngir
;f\’-‘ Trong Théng tu ndy, cic tir ngit dudi diy duge hidu nhu sau:
& 1. Ddnh gid s phit hop cua thude 16 13 vige xéc dinh thudc 14 phis hop véi

S
&
o
%

~ d4c-tinh k¥ thudt va yéu cau quan ly quy dinh trong quy chudn k¥ thust qubc gia
d6i véi thudce 13 didu (sau ddy goi tit 12 quy chuén k¥ thuat qudc gia) hodc cic |
quy dinh cta Viét Nam trong trudng hop san phim d6 chua cé quy chuin k¥
thuat qudc gia hodic phii hop voi quy dinh cia quoc té trong truomg hop Viét
Nam chua ¢6 quy dinh.

2. Bdn théng tin chi tiét vé thudc Id 13 ban yéu cdu k¥ thuat vé thubc 14 (c6
chung tén san phérn, nhan hiéu, tiéu chuén chit lugng) do td chirc, ca nhan cng
b6 phi hop vai quy chudn k¥ thust qude gia hodc phu hop véi cac quy dinh ciza |
Viét Nam trong truomg hop san phdm d6 chua ¢é quy chuln k§ thuat quéc gia
hogc phi hep véi quy dinh ciia quéc té trong truong hep Viét Nam chua c6 quy |
dinh.

Piéu 3. Noi dung d4nh gid sy-phi-hop cia thude la— -

1. Trudng hop ¢6 quy chuin k¥ thuit qudc gia tuong tmg: Pénh gia su
phi hop ciia thubce 14 v6i quy chudn k¥ thudt d6 (sau ddy goi tét Ja danh gid hop
quy) theo ndi dung danh gi4 hop quy duge quy dinh tai quy chuin k¥ thut quc
gia tuong ung.

2. Trudmg hop chua cé quy chuin k§ thuit quéc gia tuong tng: Panh gia
sy pht hop clia thudc 14 (sau dy goi tit 1a ddnh gia phit hop quy dinh) dva trén
cac yéu cu sau day:

a) Cac quy dinh cia Viét Nam hodc quy dinh ctia quéc té trong iru(‘mg

hop Viét Nam chua c6 quy dinh;
L

B trucmg Bg Y 1é ban hanh Théng tw sica doi, b6 sung va bai b6 mot s6 van ban quy phgm
phdp lugdt vé an todn thec phdm do B trieomg BS Y 1€ ban himh
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b) Ghi nhin, in canh bao sirc khoe trén bao bi thudc 14 thuc hién theo quy
dinh tai Théng tu lleﬁ tich s6 05/2013/TTLT-BYT-BCT ngay 08 thang 02 nim
2013 cia Bo tmgné Bo Y té, BS trudéng Bo Cong Thuong huéng din viéc ghi
nhin, in canh béb strc khde trén bao bi thube 14;

c) Hé ﬁl?)ng sd sach ghi chép va hé thong t6 chirc kiém soat qua trinh san
Xuit, zl*“%

&
§' Chuong I1
HO SO' TRINH TU CONG BO HQP QUY VA CONG BO PHU HQP QUY
é‘ PINH POI VOI THUOC LA

Picu 4. Hé,sa,ftrinh-_tl,r-c6ng=b6-hg’p;quy_dt_ra trén.két.qua.chimg nhan
hop quy ciia tb chire chirng nhfn hep quy duwge chi dinh (bén thir ba)

1. H) so cong b hop quy
H& so cdng bd hop quy bao gdm:

a) Ban cong bd hop quy, thuc hién theo quy dinh tai M3u sb 01 ban hanh
kém theo Théng tur nay;

b) Ban thong tin chi tiét vé thubc 14 kém thiét k& nhan c6 di ndi dung ghi
nhin bét budc, thuc hién theo quy dinh tai MAu s6 02 ban hanh kém theo Thong
tu nay;

¢) Chimg chi chimg nhin sur phi hop cia bén thir ba kém két qua kiém
nghiém (ban gdc hodc ban sao chimg thuc hodc ban chup c6 kém theo ban chinh
dé dbi chiéu);

d) Gidy chimg nhin ding ky doanh nghiép:

2. Trinh tu céng bd hop quy

a) Budc 1: Danh gia hop quy
T chirc, ca nhén thuc hién danh gia hop quy thong qua t6 chire chimg nhan hop
quy do B4 Y té chi dinh.

b)’ Budc 2: Ding ky ban cong bb hop quy

Té chirc, ca nhan cong b hop quy lap hd so cdng b theo quy dinh tai
Khoan 1 Piéu nay va nép hé so truc tuyén téi co quan tiép nhin ding ky theo
quy dinh tai Biéu 7 Thdng tu ndy.

T4 chire, ca nhan truy cap vio trang thong tin dién t&r ca Cuc Quan ly
méi truémg Y té - Bo Y té (https://vihema.gov.vn) dugc gin link lién két véi

* Pidm nay duge sira ddi, b sung theo quy dinh tai khoan 2 Biéu 6 Thong tu s 17 /2023/TT V

BYT, ¢6 hiéu luc thi hanh ké tir ngay 9 thang 11 ndm 2023
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Cbéng thong tin dién tu,gua B& Y té (https://moh.gov.vn) dé thurc hién viéc cong
b truc tuyén. @“*“

Piéu 5. HQ:S;, trinh ty cong bé hop quy dwa trén két qua tyr danh gia
ciia t5 chirc, ca;hhan sin xust, kinh doanh thudc I4 (bén thi nhit)

1. H6 s% cong bd hop quy
H6 so cong”‘ho hop quy bao gdm:

a)"‘Ban cong b hop quy, thuc hién theo quy dinh tai M&u s6 01 ban hanh
kem tﬁéo Théng tu nay;

&y " b) Ban thong tin chi tiét vé thube 14 kém thiét ké nhan ¢6 du ndi dung ghi

ﬁhan bt budc, thue hién theo quy dinh tai MAu s6 02 ban hanh kém theo Théng

c) Két qua kiém nghiém thuc 14 trong thoi han 12 théng cta phong kiém
nghiém dugc chi dinh hodc duge céng nhin, gdm céc chi tiéu theo yéu ciu cua
quy chuén k¥ thuat qubc gia (ban gbc hoiic ban sao c6 chimg thuc hodc duoc
hop phip hda 1anh sy hodic ban chup c6 kém theo ban chinh d& dbi chiéu);

d) Ké hoach gidm sat dinh ky, thuc hién theo quy dinh tai M3u s6 03 ban
hanh kém theo Thong tu nay;

d) Bdo cao danh gia hop quy, thyuce hién theo quy dinh tai M3u sb 04 ban
hanh kém theo Thong tu nay;

e) Gidy chimg nhin dang ky doanh nghiép.

2. Trinh tu céng bd hop quy

a) Budc 1: Danh gid hop quy |

-Té chire, ¢4 nhan tu dénh gia hop-quy-theo phuong thire danh gia su phi.
hop duge quy dinh tai quy chuén k§ thut.

b)* Budc 2: Ding ky ban cong bé hop quy

T6 chirc, ca nhan cong bb hop quy 1ap hd so cong bé theo quy dinh tai
Khoan 1 Piéu nay va ndp hd so truc tuyén t6i co quan tiép nhén dang ky theo
quy dinh tai Diéu 7 Thong tu nay.

T4 chic, ¢4 nhan truy cép vao trang théng tin dién tr ciia Cuc Quan ly
mdi trudmg Y té - Bo Y té (https://vihema.gov.vn) duge gén link lién két véi
Cong théng tin dién tir clia B§ Y té (https:/moh.gov.vn) dé thuc hién viéc céng
bd truc tuyén.

Diéu 6. Ho so, trinh ty cong bé phit hep quy dinh

* Piém nay duogc sira dbi, bd sung theo quy dinh tai khoan 2 Piéu 6 Thong trr b 17/2023/TT-
BYT, ¢6 higu Iuc thi hanh k& tir ngay 9 thang 11 nim 2023 @/
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1. Hb so cong boAphu hqp quy dinh

Hé so cong bofphu hop quy dinh bao gbm:

a) Ban cong%o phit hop quy dinh, thyc hién theo quy dinh tai Mau s 05
ban hanh kém thgo Thong tu nay,

b) Ban‘thong tin chi tiét vé thudc 14 kém thiét ké nhin c¢6 du néi dung ghi
nhén bit bLTQc thuc hién theo quy dinh tai MAu s6 02 ban hanh kém theo Théng
tu nay, :?

‘é\c) Két qua kiém nghiém thudc 14 trong thai han 12 thang cia phong kiém
n@?ém dugc chi dinh hodic dugce cong nhin, gdm cac chi tiéu theo yéu cdu tai
-Cz'i'c quy dinh ctia Viét Nam hodc quy dinh cia qudc té trong trudong hop Viét

§‘ Nam chua c6_quy dinh (bin gbc hodc ban sao ¢o chimg thuc hoic duge hep
$  phép héa lanh su hoic ban chup cé kém theo ban chinh d& déi chidu);

d) Ké hoach giam sat dinh ky, thuc hién theo quy dinh tai MAu s 03 ban
hanh keém theo Théng tu nay;

d) Gidy chimg nhan dang ky doanh nghiép.

2. Trinh ty cdng bd phi hop quy dinh

a) Budc 1: Panh gia pha hop quy dinh

Td chirc, ca nhin thuc hién kidm nghiém san phdm tai phong kiém
nghiém dugc chi dinh hodc dugc cong nhén; danh gia phi hop quy dinh dua trén
két qua kiém nghiém va thuc hién theo cic ndi dung quy dinh tai Khoan 2 Didu
3 Théng tir nay.

b)’ Budc 2: Ping ky ban céng bd phii hgp quy dinh

Té chirc, ¢4 nhan cong bd phi hop quy dinh 14p hd so.cong b theo.quy
dinh tai Khoan 1 Biéu nay va ndp hd so truc tuyén téi co quan tiép nhén dang ky
theo quy dinh tai Diéu 7 Théng tu nay.

Té chirc, c4 nhin truy cdp vio trang théng tin dién tir coa Cuc Quén ly
méi truong Y té - Bd Y té (https://vihema.gov.vn) duoc gin link lién két véi
Cong théng tin dién tir cia B6 Y té (https //moh.gov.vn) dé thuc hién viéc cong
bé truc tuyén.

Pitu 7. Thim quyén tiép nhin ding ky va cdp Gily tiép nhan ban

cong bd hgp quy va Gidy x4c nhan céng bo phi hop quy dinh
1°. Cuc Quan Iy méi truémg y té - B§ Y té thuc hién viéc tiép nhan hd so
dang ky ban cdéng bb hop quy, ban cong bd phit hop quy dinh; cip Gidy tiép

* Piém nay dugc sira dbi, bb sung theo quy dinh tai khoan 3 Piéu 6 Théng tu sb 17/2023/TT-
BYT, ¢6 hiéu lyc thi hanh ké tir ngdy 9 thang 11 nim 2023
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nhan ban cong b hop quy (sau day goi tit 13 Gidy Tiép nhan), Gidy x4c nhan
cong bb phu hop quy c‘hnh (sau day goi tit 1a Gidy Xac nhan) déi vdi thude 1a
nhép khiu va thuoc\la san XuAt trong nude.
2.7 Trong thm han 07 (bay) ngay lam viéc, k& tir khi nhan du hd so hop 1§,
Cuc Quan lykmm truorng y té - B4 Y té c6 trach nhiém cdp Gidy Tiép nhén theo
quy dinh tai i MAu s8 06 ban hanh kém theo Thong tu ndy. Trudng hop khéng cip
Gidy Tiep nhan Cyc Quén Iy méi truomg y té - Bd Y t€ phai tra 101 bing vin ban
va 1'161”;;x ;o ly do.
{N»,, >* 3%, Trong thoi han 15 (mudi [8m) ngay lam viéc, ké tir khi nhan du hd so
Hiop 1€ theo diu vin ban dén, Cuc Quéan ly moi trudng y té - Bd Y t8 ¢6 trach
'ﬁrnhiém cip Gidy Xéc nhan theo .quy dinh tai M3u s 07 ban hanh_kém_theo
&  Théng tu ndy. Trudng hop khéng cdp Gidy Xac nhin, Cuc Quan ly mdi trudng y

&

%f{

té - B Y & phai tra 151 bang van ban va néu 15 Iy do.

4. Trong thoéi han 60 (séu muai) ngay lam viée, ké tir ngdy nhéan duge vin
ban théng bio ly do khong cip Gidy Tiép nhan hoiic Gidy Xac nhan cta co quan
tiép nhén ding ky, nu 4 chirc, ¢4 nhan cong bd san phdm khéng bd sung, hoan
chinh hé so theo yéu cdu thi co quan tiép nhan dang ky s& hity hd so cong bd.

Piéu 8. Cip lai Gidy Tiép nhan hodic Gidy X4c nhin

1. Trudng hop khong ¢6 sur thay d6i hodc c6 sur thay d6i vé quy trinh san
xudt, ché bién nhung khéng 1am anh hudng dén céc chi tiéu chét lugng san
pham va khdng vi pham c4c mirc gi6i han an toan so véi cdng bb, td chire, c4
nhan san xuit, kinh doanh thudc 14 phai dinh ky thue hién dang ky lai ban cong
b6 hop quy hoiic cong.bd phthop_quy dinh:

a) 05 (nam) ndm ddi véi co s& san xudt ¢é chimg chi vé hé théng quan ly
chat lugng;

b) 03 (ba) nam dbi véi co s& san xudt khong ¢6 chimg chi vé hé théng
quan Iy chét lugng. |

¢ Khoan ndy duge sira dbi, bd sung theo quy dinh tai khoan 4 Didu 6 Thong tu sb 17
/2023fTT -BYT, ¢6 hidu lyc thi hanh ké tir ngay 9 thang 11 nim 2023
7 Khoan ndy duge sira dbi, bd sung theo quy dinh tai khoan 4 Diéu 6 Théng tu sé 17
/2023/TT-BYT, c6 hiéu lyrc thi hanh ké tir ngdy 9 thang 11 nim 2023 |
¥ Khoan ndy duge sira ddi, bd sung theo quy dinh tai khoan 4 Didu 6 Théng tr s6
17/2023/TT-BYT, ¢6 hiéu lyc thi hanh ké tir ngiy 9 thang 11 nim 2023
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2.? Viée ding kyclal ban cong bd horp quy hoic cong bo phi hop quy dinh
dugce thyc hién tai Cuc Quan Iy moi trudmg y té - Bo Y t.

3.Hb so de~ngh1 cap lai Gidy Tiép nhdn va Gidy X4c nhén, bao gom:

a) Pon de nghl cap lai Gidy Tiép nhén hodc Gidy Xéc nhédn theo quy dinh
tai Miu sb 08 ban hanh kém theo Thong tu nay (c6 x&c nhéin cua td chirc ca
nhan); gﬁ*‘“‘g

b)‘Glay Tiép nhan hodc Gidy Xéc nhan lan gan nhét (ban sao);

r ~l’:(h:) Két qua kiém nghiém vé thudc 14 dinh ky do phong kiém nghiém duge

c@%mh hoiic duge cong nhén (ban gbc hodc ban sao chimg thuc hodc duge hop

v

2phéap hoa lanh sy hodc ban chup ¢6 kém theo ban chinh dé dbi chiéu).

4." Trong thdi han 07 (bay) ngay Jam viée, ké tir ngdy nhén dugc:da.h.
sa 4 nghi theo déu van ban dén, Cuc Quéan Iy méi trudmg y té - BO Y té c6 trich
nhiém cép lai Gidy Tiép nhén theo quy dinh tai MAu s 09 ban hanh kém theo
Thong tu ndy hodc Gidy Xac nhédn theo quy dinh tai MAu s6 10 ban hanh kém
theo Thong tu nay. Trudng hop khong cip lai phai tra 15i bing van ban va néu
ro ly do.

5. Khi c6 bét ky sy thay ddi néo trong qua trinh san xuét, ché bién lam
&anh hudng dén céc chi tiéu chat lugng va vi pham céc mirc gidi han an todn so
véi cbng bd, tb chirc, c4 nhén san xudt, kinh doanh thudc 14 phai thuc hién lai
viéc cong bd hop quy hoic céng bd phi hop quy dinh theo quy dinh tai cac Diéu
4, 5, 6 Thong tu nay.

Chuong I
TRACH NHIEM CUA COQUAN TIEP NHANDANG KY VA-TO:CHUC; CA NHAN
CONG BO SAN PHAM

Pidu 9. Trich nhiém ciia Cuc Quan Iy méi trrongy té - B Y té !

Cuyc Quan Iy méi trudng y té - BO Y té 6 trach nhiém sau day:

1. Td chirc tiép nhan hd so cong b hop quy hoic cong bd phu hop quy
dinh d6i véi thubc 14

2. Cép, cip lai va thu hdi hiéu luc Gidy Tiép nhin, Gidy X4c nhan;

® Khoan ndy dugc sira dbi, bb sung theo quy dinh tai khoan 4 Pidu 6 Théng tr s 17
2023/TT-BYT, ¢é hi¢u ll,rc thi hanh ké tir ngdy 9 thang 11 n#im 2023

¥ Khoan nay dugc sira ddi, bd sung theo quy dinh tai khoan 4 Piéu 6 Théng tr sb 17
/2023/TT-BYT, ¢6 hiéu luc thi hanh ké tir ngdy 9 thang 11 ndm 2023

' Biéu nay duge sira adi, b() sung theo quy dinh tai khoan 4 Piéu 6 Thong tu sb 17 /2023/TT-
BYT, c6 hiéu lyc thi hanh ké tir ngay 9 thang 11 nim 2023
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3.2 Trong thoi 4{mn 07 (bay) ngay lam vidc, ké tir ngdy cip Gidy Tiép
nhin hoic Gidy Xac nhan co quan tiép nhan ding ky théng bdo cong khai san
phim thubc 14 da. duorc cép Gidy Tiép nhén hodc Gidy Xac nhén trén trang thong {
tin dién tr cua Cuc Quan ly mdi trudng y té - B4 Y t€ vihem.gov.vn; ’

4.Th chuc viéc quén Iy va st dung phi, 1¢ phi cap Gidy Tiép nhén va Gidy |
Xac nhan théo quy dinh ciia phap Iuat.

D;éu 10. Trach nhiém caa t6 chire, cd nhan san xuat Kinh doanh

thuoc la - ’
" Ngodi trach nhiém ciia td chirc, ¢4 nhan cdng bb hop quy duoc quy dinh

@}' Biéu 16 ctia Théng tu s6 28/2012/TT-BKHCN ngéy 12 thang 12 nam 2012
§ ctia BO truong B Khoa hoc.va Cong nghé quy.dinh vé cdng bd hop chuin, cong
5 bd hop quy va phuong thirc danh gi4 sy pht hop véi tiéu chun, quy chuin ky
thuét thi t6 chirc, ¢ nhan san xuét, kinh doanh thuéc 14 phai thyc hién cac trach

nhiém sau day: [

1. Céng bd hop quy hodc céng b phit hop quy dinh dbi véi thube 14 theo
quy dinh tai Thong fu nay. ’

2. Ghi nhén, in canh béo sirc khée trén bao bi thudc 14 theo quy dinh tai ?
Théng tu lién tich sb6 05/2013/TTLT-BYT-BCT ngay 08 thang 02 ndm 2013 cua f
B¢ truémg Bo Y té vi B§ truéng Bd Cong Thuong hudng din viéc ghi nhin, in !
canh bao sitc khoe trén bao bi thude 14.

3. Trudng hop chi thay dbi cic ndi dung trong Ban thdng tin chi tiét vé .
thudc 14 dbi véi hinh thirc nhin, quy cach bao géi, thiét ké bao bi, dia chi tru s& }
ciia t6 chirc, c4_nhan_hay noi san-xudt, tén té chirc, ca nhén (trong truong hep '
thay déi Gidy chimg nhén dang ky doanh nghiép) thi t chirc, c4 nhan giri vin
ban thong bdo ndi dung thay dbi kém theo miu san phim cia td chirc, c4 nhan ’
chiu trach nhiém vé san phim dé dugc tiép tuc sir dung Gidy Tiép nhan hodc
Gidy Xac nhan da duoc cip. [

4. Nop phi va Ié phi cip, cdp lai Gidy Tiép nhan va Gidy X4c nhan theo’
quy dinh cta phap luit.

Chuwong IV ’
KIEM TRA SAU CONG BO SAN PHAM ’

|

2 Khoan ndy duge stra dbi, bd sung theo quy dinh tai khoan 6 Didu 6 Théng tr sb 17/
/2023/TT-BYT, ¢6 hiéu luc thi hanh ké tir ngay 9 thang 11 nam 2023




Didu 11. Kiém tra sau cong bd **

Cuc Quan ly m01 truorng yt6-BoY té ¢ thim quyen td chirc kiém tra
viée thuc hién cac quy- dlnh cta phap ludt, ché d6 kiém nghiém dinh ky dbi vai
san phim thudc la da cong bb.

Picu 12. Lay miu kiém nghiém thube 14 dinh ky

1" Vleo lay mau thudce 14 kiém nghiém dinh ky do t6 chirc, ca nhan chu
dong thuc h1en

2, ;l‘ an suit kiém nghiém dinh ky:

a) 01 (mot) lAn/nim doi véi co s& san xudt cé chimg chi v& hé théng quan
ly Hat luong;

f‘ b) 01 (mot) 14n/06 (sdu) thang dbi véi co s& san xuat khong co chimg chi
. $§vé hé théng quén 1y chét lugng.

3. Céc chi tiéu d& kiém nghiém thudc 14 dinh ky 1 cac chi tiéu chi diém
chét luvgng, an toan d4 cong bd trong Ban thong tin chi tiét vé thube 14.

4. Két qua kiém nghiém thubc 14 cia céc doan thanh tra, kiém tra, két qua
kiém tra nha nudc ddi véi thube 14 nhép khéu dugc td chirc, ca nhin st dung
1am két qua kiém nghiém thudc 14 dinh k¥ néu dap g céc chi tiéu quy dinh tai
Khoan 3 Diéu nay.

Chuong V
PIEU KHOAN THI HANH"
Diéu 13. Hiéu lye thi hanh
Théng tu ndy ¢6 hiéu luc thi hanh ké tir ngay 25 thang 01 nim 2016.

13 Pidu nay dugc sira ddi, bd sung theo _quy dinh tai khoan 4, khoan 5 Piéu 6 Théng tur sb
17/2023/TT-BYT, c6 hiéu lyc thi hanh ké tir ngay 9 thang 11 ndm 2023
14 Khoan nay dugc sira déi, bd sung theo quy dinh tai khoan 6 Pidu 6 Thong tu sb6 17
/2023/TT-BYT, ¢6 hiéu lyc thi hanh. ke tir ngay 9 thang 11 nam 2023
'S Pidu 9, Didu 10, Didu 11 Thong tu s617/2023/TT-BYT, c6 hiéu luc ké tir ngay 9 thang 11
nam 2023 quy dinh nhu sau: : q\

Diéu 9. Piéu khodn tham clueu L - '\

Trong trtrorng hap cdc van ban quy pham phap ludt diwge dén chiéu dé dp dung 1ai
Thong tu nay duwge sira do: bo sung hodc thay thé thi dp dung theo vén ban sita doi, bé sung
hodc thay thé do. . \‘*j’

Didu 10. Higu luc thi hanh .+’

Thong tu nay c6 hiéu luc thi hanh tie ngay 9 thang 11 ndm 2023.

Diéu 11. Trdch nhigm thi hanh

Chdnh Van phong Bg; Cuc tridng Cuc An lodn thuc phdm; Chdnh Thanh tra B§; Thu
truomg dom vi thugc va triec thuge Bg; Gidm déc So Y 1€ cdc tinh, thanh pho Thu truong Co
quan quén ly an toan thuc pham thugc Uy ban nhdn ddn cdc tinh, thanh pho tric thuje Trung
wong; Thu trudmg co quan Y té cdc Bo, nganh va cdc co quan, 16 chirc, cé nhén cé lién quan
chiu trdach nhi¢m thi hanh Thong tw nay./.
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Pidu 14. Quy dinh chuyén tiép ,
Gidy chimng nhan tiéu chuén san phim d3 dugc cip theo Quyet dinh 56 |
42/2005/QD-BYT ngay '8 thang 12 ndm 2005 cioa B truong B6 Y té vé quy ché
cong bd ticu chuan sﬁn phim thuc phdm c6 gia tri dén hét théi han hiéu lyc du’orc i
ghi trong Giéy chung nhan tiéu chuén san pham.
Pidu IS‘Bleu khoan tham chiéu
Tru'(mg hO‘p cic van ban dan chiéu trong Thong tr ndy dugc stra ddi, bd
sung hoa(; “thay thé thi 4p dung theo vin ban da duoc sita d4i, bd sung hoic thay
thé dof
\~“~” Pidu 16. TH chire thue hién
& * 1. Co quan, td chirc, cd nhan c6 lién quan chiu trich nhiém thi hanh

%.S?Th

o

ng tu nay.

S

&

&Y

2.1 Cuc Quan 1y méi trudong y t6-BoY té chiu trach nhiém td chirc trién |
khai, hudéng dan va kiém tra viéc thyc hién Thong tu ndy trong pham vi todn
qubc. Pinh ky 06 (sau) thang, Cyc Quan ly mdi truong y té béo cdo Bd trudng
B Y & vé cong tac chp Gidy Tiép nhan va Gidy Xac nhan. |

Trong qua trinh thuc hién néu c6 khé khan, vuéng méc dé nghi céc co
quan, td chirc, ca nhan phan anh vé B§ Y t& (Cuc Quan 1y mdi truomg y &) dé:
xem Xét, giai quyét./,

BO Y TE XAC THUC VAN BAN HQP NHAT
s6: Ad /VBHN-BYT Hé Néi, ngdy Ol thang fAndm 2023

o N U TRUGNG

- Vin phong Chinh phii (Cong béo, Céng TTDT
Chinh phn);
- B6 Tu phap (Cuc kiém tra VBQPPL);
- B trudng (d€ béo cao);
- Céc ddng chi Thir trudng;

- Cng thong tin dién tr B Y t&;
- Luu: VT, PC, ATTP (02 ban).

16 Khoan nay dugc sira ddi, bd sung theo quy dinh tai khoan 4 Didu 6 Théng tu s& 17
/2023/TT-BYT, ¢6 hiéu luc thi hanh ké tir ngay 9 thang 11 nam 2023




1

,Q Miu s6 01
(Ban hanh kém Tihong m 'sé 49/2015/TT-BYT ngdy 11 thang 12 ndm 2015 ctta Bg truomg Bg Y
. n._\ te)
é.‘f
S CONG HOA XA HQI CHU NGHIA VIET NAM
S ~ Dgclap - Ty do - Hanh phiic
& rmrnmnnmnnn e
cs‘.t.
&5 BAN CONG BO HQP QUY
<
& T, SO
&
Ten £ ChiITC, CANNAN: .. evvvuuueiiieeeeerrnrintnreeeeieeeeaesesesaaeesrssann s esaecennanns
-c;?Dia [ 1| L ST PP
&
£° Dnthogi: .eevueuiiinniiiniiciinnaaiaan T > <O
L Y| TR RO UTPUPPRURUPY
CONG BO:
SAN PRAME L.oviiniie e ettt e eee e er e e e e eeene s

Xuét xir: tén va dja chi, dién thoai, fax, email clia nha sin xuét (46i v6i san phdm nhép
khéu phai ¢6 tén nuéc xufit xir) .. PP
Phil hop v6i quy chuén k§ thudt (5o hiéu, ky hiéu, tén goi)...............
Phuong thirc d4nh gid sy phd hgPi...iivverriiiierreiireeeeeenenens '
Ching toi xin cam két thuc hién ché d6 kiém tra va kiém nghiém dinh ky theo quy dinh
hién hanh va hoan toan chiu tréch nhiém vé tinh pht hop clia san phim 4% céng bb.

, ngay ..... thdng ....ndm .......

BAI DIF;N TO CHUC, CA NHAN
(Ky tén, déng ddu)
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Miu sb 02
(,"s...
(Ban hanh kém Théngrz 56 49 /2015/TT-BYT ngay 11 thang 12 niim 2015 ciia By tnrang B3
,,Z Yt

o 4
BAN THONG TIN} CHI TIET VE THUOC LA
TEN CO QUAN CHU!T&n sin pham T T
QUAN &
Tén t6 chu'c ¢4 nhén

1. Yeu cau k¥ thuét:
L1, Cé.c chi tiéu cam quan:

- H’ircng
;- Vl
& - B néng: -

&
L

%  -D0chéy:

- Miu séc soi:

1.2. Cac chi tiéu vé an toan

TT [Tén chi tiéu Pon vi tinh Mirc cong bo

1 Ham hrong Tar

2 Ham hrgng Nicotin
2. Thanh phin cau tao (1iét ké tit c& nguyén liéu va phu gia dugc sit dung trong san xult thube
14 theo thir ty gidm din vé khéi hrgng),

3. Quy c4ch bao gbi.

4. Thuyét minh Quy trinh ché bién (mé ta so d v& quy trinh san xuit thudc 14 va thuyét minh |
cOng nghé ché bién, bao gdm chi tiét cac cong nghé ché bién timg thanh phin cAu tao va cong
nghé phéi ché, bao géi): Dua vio phin phy lyc ciia Ban Thong tin chi tiét vé& san phim.

_ 5. Céc bién phdp_phén biét that, gia (néu c6). .

6. N§i dung ghi nhin (hosc nhan dang luu hanh) phai phil hop véi quy dinh ciia phap lust vé
ghi nhan hang héa va quy dinh vé ghi nhan, in canh bdo.

7. Xuét xir va thuong nhén chiu trich nhiém v chét luong hang héa:

a) Dbi v6i thubc 14 nhap khdu:

- Xuat xtr: tén nha san xudt va nude xult xi.

- Tén va dia chi cita t& chirc, c4 nhan céng b, nhap khiu, phan phdi doc quyén.

b) Bdi v6i san phim trong nurde:

- Tén va dia chi cia td chirc, c4 nhan cdng bé, san xudt, phan phéi doc quyén.

aeevereny HZAY ... thang ..... ndm .....
PAI DIEN TO CHUC, CA NHAN
(KY tén, déng ddiu)




i3

5 Méu s6 03
(Ban hénh kém Thong fE 3 49/2015/TT-BYT ngéy 11 thing 12 ndm 2015 ctia BY truémg B6 ¥
N
Fu, te) .
Q(‘\/
Tén B chire, ¢ BHAD: «....c.ovoneererereeeeirenrenin
Qp‘
Dia chi: ...... R
ol
& KE HOACH GIAM SAT PINH KY
R0
& S&N PhAM: L..oovcviiicnie e
Lo
&'TAnsufitkifm | Chi tiéu kidm nghi¢m | Ponvilbymiu | Don vi kiém
nghiém nghiém
,ngay ..... thdng ...... ndm .......

DAI DIEN TO CHUC CA NHAN
(Ky tén, dong ddu)
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- Miiu 56 04
(Ban hinh kém Thong f 6' 49/2015/TT-BYT ngay 11 thang 12 ndm 2015 cua B¢ truong Bo Y
. 1é
”\:’ ?
TEN CO QUAN CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM
(neu co) Doe lip - T do - Hanh phiic
TEN TO € S.‘HU' C, CA NHAN —_—
s T
2% 800 e ver ees ae eney HEAY ... thdng ... ndm
;"25" |
&\,@q y BAO CAO PANH GIA HQP QUY
%f 1..Ngay.danh gia: ........... e vraen s aane weresa v s aaene reverrae e a s e oes
£ 2.Dia diém d4nh L4 b PO PP PPPPTPTN
3. TEN SAN PHAIN: ..eevveeeeeie e e e e e e e et e
4.86 quy ChuAn K§ thuit 8D dUNZ: «.vveviieeereiriteeeerrineeieereneeerveesersnenns
5. Tén td chirc thir nghiém san phAm: ........cccoveeiiiiiiriiiiiieeee e,
6. Pénh gia vé két qua thir nghiém theo quy chuin k¥ thuit 4p dung va hiéu hrc
viéc dp dung, thuc hién quy trinh séan > <1 1 A
7. Cac ndi dung Khac (81 COY: ...vvvnriiiiieeieieieeiie e e ee s
8. Két lugn:

£ San phdm phi hop quy chuén k¥ thuit.
£ San phAm khong phit hop quy chudn k¥ thut.

Ngudi danh gia Xdc nhén ciia td chu’c, ¢4 nhéin
(ky va ghi ré ho tén) (ky tén, déng dau)
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5 MAu s6 05
o,
(Ban hanh kém Thong tir'sé 49/2015/TT-BYT ngay 11 thdng 12 ndm 2015 cia B¢ truéng B¢ Y
te)

Q»‘
CONG HOA XA HOQI CHU NGHIA VIET NAM

s; Péc lap - Twdo - Hanh phic
&
éf
S BAN CONG BO PHU HQP QUY PINH
= 86 ceeiereriieeaenn,
N v'ilﬁ"c-;-,n to chlre, CAMhAN: ..o

‘ Sg Blachi: ..o e e e
< Diénthoai: ..........cooeviinin, FaX: oiiiiiiiiiei e

E-mail

CONG BO
SANPhAM: ...

Xuat xtr: tén va dia chi, dién thoai, fax, email ciia nha san xuét (d6i véi sin
phém nhép kbiu phai c6 tén nudc xuit

Phu hop véi quy dinh (56 hiéu, kp hiéu, tén goi)... e

Chiing t6i xin cam két thuc hién ché d6 kiém tra va kiém nghlem dinh ky
theo quy dinh hién hanh va hoan toan chiu trach nhiém vé tinh phii hop cia
san phim di cong bd.

e eeeen, NEAY ... thdng ..... ndM ......
PAI DIEN TO CHUC, CA
NHAN

(K9 tén, dong ddu)




& Cuc Quan Iy méi trudng y té x4c nhén d nhan Ban cong bé hop quy cua:

rvveeeeerenen Email .............. cho san phim: ................ o veovuveennnn.. (tén
dia chi noi sdn xudt va nuwdc XuGt Xit) ................. san xudt, phi hgp quy
chuin k§ thudt (56 hidu quy chudn kP thudt) ........oecovvveeeeeeeeeeenenn,

16

- F 4
Miu sb 6V

i

&y

(Ban hinh kém Thong ti¢'s6 49/2015/TT-BYT ngéy 11 thing 12 ndm 2015 ctia B trucmg B§ ¥

e

P 1)
BOYTE CONGHOA XA HQI CHUNGHIA VIET NAM
CUC QUAN LY MOI Déc ldp - Ty do - Hanh phiic
TRUONG Y TE
{‘:’5\“"_’_-— T —
$6:4......MT-TNCB | Hi Ngi, ngay ... thdng ... ndm ...
< GIAY TIEP NHAN BAN CONG BO HQOP QUY

cevevnese (1€n_cua-16 -chirc; cd-nhdn)-dia—chi ..... dién.thoai, ......... Fax.

Ban thong bo nay chi ghi nhan su cam két cia doanh nghiép, khong ¢é
gi4 trj chimg nhén cho sin phim phi hop véi quy chuén k§ thuat tuong img.
Doanh nghiép phai hoan toan chiu trach nhiém vé tinh phu hop ciia san phim d3
cbng bb. |
Dinh ky 03 nim t4 chitc, c4 nhan phai thuc hién lai viée ding ky ban cong
b6 hop quy.

DAI DIEN CO THAM QUYEN
Noi nhgn: | CUA CO QUAN CAP GIAY
- TS chtrc, c4nhén; (Ky tén, déng diu)

- Lau trit. ' |

" MAu nay dugc sira ddi, b sung theo quy dinh tai khoan 7 Didu 6 Thong tw sé 17 /2023/TT-
BYT, ¢6 hi¢u lyc thi hanh ké tir ngdy 9 théng 11 niim 2023
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" Méu sb 07"
fa)
&
(Ban himh kém Thong (iF's6 49/2015/TT-BYT ngdy 11 thing 12 niim 2015 ciia B truimg Bj Y
K ‘
i te)
BO Y-TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY MOI ' Péc lap - Ty do - Hanh phic
TRUONG Y TE _ eeeeeeeeee
& .
2 X . .
So0%....../MT-XNCB Ha Ngi, ngay ... thdng ... ndm ...
-,
,b H
L . . .
Y XAC NHAN CONG BO PHU HQP QUY PINH
b .
Qq‘;‘\? ‘Cuc: Quan-Iy-mbi-triromg y-t& ‘x4c_nh4n-d3:nhan Ban cong:bd:hop:quy:cia:-
o (tén cua t6 chirc, cd nhan) ......... dia chi ..... dién thoai, ......... Fax
.............. Email ..............cho san phim: ................ dO ................ (té1
dia chi noi sdn xudt va meGe xudt Xig) ................. san xut, phi hop quy dinh.

" T chirc, c4 nhin cb trach nhiém thuc hién ché d6 kiém tra va kiém
nghiém dinh ky theo quy dinh hién hanh va phai hoan toan chiu trich nhiém vé
tinh phi hop cita san phdm d3 cong bb.

Dinh ky 03 nim t6 chirc, c4 nhan phai thye hi¢n lai viéc ding ky ban céng

b phts hop quy dinh.

. DAIDIEN CO THAM QUYEN
Noi nhin: ' CUA CO QUAN XAC NHAN
- T4 chixc, c4 nhan; (Ky tén, déng ddu)
- Laru trtr.

*® Miu ndy duge sira d6i, b6 sung theo quy dinh tai khoin 7 Diéu 6 Thong tir sé 17/2023/TT-
BYT, c6 hi¢u lyrc thi hanh ké tir ngdy 9 théng 11 niim 2023




18

K 19
Miu 56 08
P

"
-\\,

(Ban hanh kém Théng tirso 49/2015/TT-BYT ngay 11 thang 12 ndm 2015 cia B¢ truomg B¢ Y
R 7
o 1)
N
\‘_\? r A - - L3 L~
TEN TO CHI’J*Q, CANHAN  CONG HOA XA HOI CHU NGHIA VIET NAM
Pic lap - Tr do - Hanh phic

Kinh giri: Cuc Quéan Iy méi truomg y té
. “Tén t6 chirc, c4 nhdn” .... dd duoc cép Gidy Tiép nhan ban cong bb
hgp quy hodc Gidy Xdc nhén cong bd phi hop quy dinh s ........... , NEAY ...
thing .....n&m.......... do Cyc Quin 1y mdi trudng y t& - B6 Y té cép.

Nay, chiing ti lam don nay dé nghi quy co quan cAp lai Gidy Tiép nhén
ban céng b hop quy hoic Gidy X4c nhan cong bd phit hgp quy dinh.

HOb so dé nghi cp lai gdbm:

1. Pon @ nghj cép lai Gidy Tiép nhin ban cng bd hop quy hoic Gidy
X4c nhan céng bd phit hop quy dinh.

2. Phiéu két qua xét nghiém dinh ky dbi véi thude 14.

3. Gidy X4c nhan cong bd phu hop quy dinh an toan thyc phdm hoic Glay
Tiép nhan ban cdng bd hop quy da dugce cép lan trude.

Ching ti 1am don nay kinh d& nghi quy co quan c4p lai Gidy Xéc nhin |
cong b phit hgp quy dinh hoic Gidy Tiép nhén ban cong bd hop quy.
Ching t6i cam két bao d&m tinh phit hop cia thudc 14 nhw d3 cong bé.

oo veey NGAY ... thing eeee RO ..
PAI DIEN TO CHUC, CA NHAN
(KY tén, dong ddu)

¥ Méu nay dugc stra ddi, bd sung theo quy dinh tai khoan 7 Didu 6 Thong tu s6 17/2023/TT-
BYT, c6 hiéu luc thi hanh ké tir ngdy 9 théng 11 nim 2023
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o Miu sb 092
(Ban hénh kém Thong \tg?“?sé 49/2015/TT-BYT ng&y 11 thang 12 ndm 2015 ciia Bé truéng Bo Y
ﬁ,:’\' 1é)
&
BOYIE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY MO1 Pée ldp - Ty do - Hanh phac
TRUGNG Y TE —
&
O
&
S
QZS’ GIAY TIEP NHAN BAN CONG BO HQP QUY
<
&L 86: ../MT-TNCB
:\329 Capldn =dé‘u5rr?gdy.~. :thang:..ndm....
g Cdp lai lan thir: ngdy ...thdng...ndm...

Cuc Quin Iy méi trudmg y t€ x4c nhan d4 nhan Ban cdng b hop quy cia:
............... (tén cia 16 chirc, cd nhan) dia chi ................ dién thoai,
........... Fax .............. Email ............. cho sin phim: ....... do .........
(tén, dia chi noi sén xudt va mede xudt i) .......... san xuit, phi hop quy chuin

Ban thong béo ndy chi ghi nhan sw cam két ciia doanh nghiép, khéng ¢6
gid tri chimg nhan cho sn phdm phd hop véi quy chudn ky thuat tuong {mng.
Doanh nghiép phéi hoan toan chiju trdch nhiém v& tinh phi hop ctia san phim da
cong bd. '

Pinh ky ... nam t3 chirc, c4 nhan phéi thuc hién lai viéc ding ky ban cong
bd.hop quy. '

PAI DIEN CO THAM QUYEN
Nuoi nhin: ~ CUA CO QUAN CAP GIAY
- T8 chirc, c4 nhén; (Ky tén, déng ddu)

- L triy.

* My ndy dugc sira 46i, b sung theo quy dinh tai khoan 7 Didu 6 Théng tr s§ 17 /2023/TT-
BYT, ¢6 hi¢u Iyc thi hinh ké tr ngdy 9 thang 11 nam 2023
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. Miu sé 10*
e
T
(Ban himh kém Thong i 's6 49/2015/TT-BYT ngay 11 thdng 12 niim 2015 ciia B tricbng B¢ ¥
o 1)
S

o
R

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CyC QUAN LY MOI Péc lap - Ty do - Hanh phic
TRUONG Y TE.

(3 e |

S XAC NHAN CONG BO PHU HQP QUY PINH
o S6: ../MT-XNCB

NG " Cdp ldn-ddu=ngay.théng..ndm-..

Cdp lai ldn thik...: ngdy ...thdng...ndm...

Cyc Quén ly méi trudmg y té xac nhan cdng bd phi hop quy dinh cia:
......... (tén ctia 6 chitc, ¢d nhdn) .........dia chi ..... dién thoai, ......... Fax
.............. Email .............. cho san phdm: .......cveveee 40 cvvneeennnn.. (tén
dia chi noi san xudt va nuedc xudt b 7 RO san xudt, phil hgp quy dinh.

T chirc, ci nhan ¢6 trach nhiém thuc hién ché d6 kidm tra va kiém
nghiém dinh ky theo quy dinh hién hanh va phai hoan toan chiju trich nhiém vé
tinh phit hop ciia san phim d3 cdng bé.

Dinh ky ... nim t§ chitc, c4 nhan phai thyc hién lai viée ding ky ban
cong bd phit hop quy dinh.

PAI DIEN CO THAM QUYEN
Noi nhin: CUA CO QUAN XAC NHAN
- T4 chire, c4 nhén; (Ky tén, dong ddu)

- Luu trif.

* Méu ndy dugc sira i, bd sung theo quy dinh tai khoan 7 Diéu 6 Théng tu sb 17/2023/TT-
BYT, c6 hi¢u lyc thi hinh ké tir ngay 9 thing 11 nim 2023
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