CHINH PHU CONG HOA XA HQI CHU NGHIA VIET NAM
-------- Poc 1ap - Tw do - Hanh phic

Sb: /2025/NDb-CP Ha Noi, ngay thang nam 2025

DU THAO 01

NGHI PINH

SUA POI, BO SUNG MQT SO PIEU CUA NGHI PINH SO 15/2018/ND-CP
NGAY 02 THANG 02 NAM 2018 CUA CHINH PHU QUY PINH CHI TIET
THI HANH MQT SO PIEU CUA LUAT AN TOAN THU'C PHAM

Can cir Luat T 6 chirc Chinh phu ngay 19 thang 6 nam 2015; Ludt sira doi, bo sung
mot so diéu cua Ludt To chue Chinh phu va Ludt To chuce chinh quyén dia phuong
ngay 22 thang 11 nam 2019;

Can cir Ludt an toan thiee pham ngay 17 thang 6 nam 2010
Theo dé nghi cua Bo truong Bo Y té;

Chinh phu ban hanh Nghi dinh sua doi, bo sung mot s6 diéu ciia Nghi dmh sO
15/2018/ND-CP ngay 02 thang 02 nam 2018 cua Chinh phu quy dinh chi tiet thi
hanh mot so diéu cua Ludt an toan thyc phdam.

Diéu 1. Sira doi, bo sung mdt so diéu ciia Nghi dinh so 15/2018/ND-CP ngay 02
thang 02 nam 2018 cia Chinh phu quy dinh chi tiét thi hanh mét so diéu caa
Luit an toan thuc pham

1. Sira d6i, b6 sung Piéu 2 nhw sau:

“Piéu 2. Poi twong ap dung

Nghi dinh nay ap dung ddi voi co quan, td Chl;l’C, ca nhan Viét Nam;q td cl}l'rc, ca
nhan nudc ngoai tai, Viét Nam tham gia san 3<uét, lginh doanh thyc pham; t6 chir,
ca nhan vién trg, ti€p nhan vién tro thuc pham nham muc dich tir thién va k,héng
dung cho myc dich kinh doanh; t6 chire, ca nhan c¢6 hoat dong lién quan dén an
toan thyc pham tai Viét Nam (sau day goi chung la t6 chuc, ¢4 nhéan).”

2. Sira d6i, bo sung mot s6 khoan ciia Piéu 3 nhwr sau:

a) Stra d6i, bo sung khoan 1 nhu sau:

“1. Thuc pham bao vé sic khoe (Health Supplement, Dietary Supplement) la
nhimg san pham dugc dung dé bo sung thém vao ché do an udng hang ngay nham
duy tri, tang cuong, cai thién cac chire nang cua co thé con nguoi, giam nguy co
mac b@nh. Thyuc pham bao v¢ strc khoe c¢6 chira mgt hodc nhiéu chat hoac hon hop
cac chat sau:



a) Vitamin, khoang chét, axit amin, axit béo, enzyme, probiotic va chét c6 hoat tinh
sinh hoc khac;

b) Chét ¢6 nguén géc tu nhién, bao gém dong vat, khoang vat, thuc vat, nam dat
tiéu chuin 1am thuc phé\m dudi dang bot, chiét xuét, phan 13p, c6 dac va chuyén
hoa;

¢) Cac ngudn tong hop ciia nhitng thanh phan dé cap tai diém a va diém b trén day.
Thue pham bao vé sitc khoe dugc trinh bay ¢ dang ché bién nhu vién nang, vién
hoan, vién nén, ché pham dang cém, bot, 1ong va cac dang bao ché khac va duoc
phan liéu (dé sir dung) thanh cac don vi liéu nho.”

b) B6 sung khoan 1a nhu sau:

“la. Thuc pham bo sung (Supplemented Food) 1a thuc pham thong thuong dugc bd
sung vi chat va cac yéu td ¢ loi cho strc khoe nhu vitamin, khoang chét, axit amin,
axit béo, enzym, probiotic, prebiotic va chat ¢ hoat tinh sinh hoc khac, dugc dung
dé bo sung thém vao ché d6 an uéng hang ngay. Thuc pham b sung chi dugc cong
b6 thanh phan bd sung, Khong duoc ghi, cong bd khuyén cao stc khoe hodc cong
dung cta thanh phan b6 sung.’

C) Stra d6i, bo sung khoan 4 nhu sau:

“4. Bang chitng khoa hoc 1a cac thong tin, tai liéu khoa hoc tir cac cong trinh
nghién ctru khoa hoc duoc co quan quan 1y nha nude ¢ tham quyén vé nghién ciru
khoa hoc nghiém thu hodc dugc cac tap chi khoa hoc trong, ngoai nudc cong bd,
dang tai trén cac tap chi khoa hoc hoac tai li¢u véy hoc ¢o truyén, cay thudc, vi
thude, tai lidu y hoc, dugc hoc, thuc pham duogc xuit ban, cong bd trén cac 4n
pham khoa hoc.”

d) B6 sung khoan 11, 12, 13, 14, 15, 16, 17, 18, 19 nhu sau:

“11. Té chirc, cd nhdn chiu trach nhiém dwa san pham ra thi truong 1a cha sO hiru
hodc co s0 san xuét hodc to chtc, ca nhan dugc chu sé hitu hodc co SO’ san xuat Gy
quyén dimg tén trén hd so cong bd san pham va chiu trach nhiém vé san pham d6
trén thi truong.

12. Thwe pham chirc nang lan dau tién dwa ra luu théng trén thi truong 1a thuc
pham chuc ning c6 chia chat méi tao nén cong dung hodc chat 1an dau duogc sir
dung lam thyc phém tai Viét Nam; thuc phém co su két hop méi cua nhiing chét
tao nén cong dung san phém da duoc luu hanh hodc da tung lam thuc phém tai
Viét Nam.

13. Hé so thong tin san pham thie phdm chire ndang (Product Information File -
PIF) 1a ho so luu giit cua to chirc, ca nhan chiu trach nhiém dua san pham ra thi
truong, gom co6 4 phan nhu sau:

a) Phan 1: Tai liéu hanh chinh va tom tit vé san pham;



b) Phan 2: Chit luong ciia nguyén lidu;
¢) Phan 3: Chat luong cua thanh pham;
d) Phan 4: Béo céo thir nghiém hiéu quéa vé cong dung cta san pham (néu co).

Noi dung ctia Hd so thong tin san pham thuc phdm quy dinh tai mau s6 15 Phu luc
ban hanh kém theo Nghi dinh nay.”

14. Co s6 kiém nghiém 13 t6 chirc c6 tu cach phap nhan thuc hién kiém nghiém cac
chi tiéu vé chat lugng, an toan thuc pham.

15. Hé thong qudn by chdt lirong co sé kiém nghiém bao gdm hé thong tai liéu quan
1y va k¥ thuat nhim dam bao chat luong, chinh xdc, minh bach két qua kiém
nghiém, toan bo hd so lién quan dén hoat dong kiém nghiém va dam bao chét
luong két qua kiém nghiém thyc hién tai co s6 voi pham vi dang ky nhu: nhan sy,
trang thiét bi, co s& vat chat, phuwong phap kiém nghiém.

16. So sanh lién phong 1a viéc t6 chirc, thuc hién va danh gia cac chi tiéu trén cliing
doi tugng hodc trén doi twong tuong tu nhau boi hai hay nhi€u phong thi nghiém
theo nhitng di€u kién dinh trudc.

17. Thur nghiém thanh thao 1a viéc ddnh gid viéc thuc hién cua cac bén tham gia
theo tiéu chi da duoc thiét 1ap thong qua so sanh lién phong.”

18. Danh gid co so kiém nghiém 13 hoat dong xem xet sy phu hop cua hé théng
quan 1y chat lugng va nang lyc phan tich dap tmg yéu cau kiém nghiém doi véi cac
chi tiéu cy thé vé chat lugng, an toan thyc pham.

19. Pham vi dang ky chi dinh bao gorp cac chi tiéu, phuong phap thur ap dung d6i
voi cac nhom thyc pham hoac san pham thuc pham theo pham vi dugc phan cong
quan ly cia B6 quan 1y nganh.”

3. Sira ddi, bo sung khoan 1 Piéu 4 nhu sau:

“l. T6 chirc, c4 nhan chiu trach nhiém dua san phém ra thi truong thuc hién tu
cong bd d6i véi thuc phém bao goi san, bao gébm: san pham, nguyén liéu thue
pham, phu gia thuc pham chét hd trg ché bién thue pham, dung cu chira dung tiép
xuc truc tiép voi thuc pham vat liéu bao goi tiép xuc truc tiép voi thuc pham (sau
day goi chung la san pham) trir cac san pham quy dinh tai khoan 2 Piéu nay va
Piéu 6 Nghi dinh nay.”

4. Swra doi, bo sung mot so khoan cia Diéu 5 nhu sau:

a) Stra doi, bo sung khoan 1 nhu sau:

“1. HO so ty cong bo san pham bao gom:



a)Ban tu cong bd san pham theo Mau s6 01 Phy lyc I ban hanh kém theo Nghi
dinh nay;

b)Phiéu két qua kiém nghiém an toan thyc pham cua san pham trong thoi han 12
thang tinh dén ngdy nop hd so dugc cip boi phong kiém nghiém dugc chi dinh
hozc phong kiém nghiém dugc cong nhan phu hop ISO 17025 gdm cac chi tiéu an
toan do BO Y té ban hanh theo nguyén tic quan 1y rii ro pht hop véi quy dinh cia
qudc té hodc cac chi tiéu an toan theo cac quy chuén, tiéu chuan twong tmg do to
chtic, ca nhan cong bd trong trudng hop chua c6 quy dinh cia B Y té (ban chinh
hodac ban sao ching thuc);

¢) Gidy iy quyén tu cong bd san pham cta co sé san xuat hodc chu sé hitu san
pham (néu c6) (theo miu s6 16 Phuy luc ban hanh kém theo Nghi dinh nay);

d) Mau nhan san pham (ban c¢6 xac nhan cua to chirc, ca nhan);,

Tiéu chuan san pham (SPEC), bao gom phuong phap kiém nghiém cac chi tiéu an
toan va chi tiéu chat lugng cua san pham cua co sé san xuat (ban chinh hodc ban
sao ¢ xac nhan cua to chirc, ca nhan).”

b) Stra d6i, b6 sung diém b, diém ¢ khoan 2 nhu sau:

“b) Ngay sau khi tir cong bd san pham, t6 chirc, ca nhan dugc quyén san xuét, kinh
doanh san phim va chiu trach nhiém hoan toan vé an toan cta san pham do. T6
chtic, ca nhan chiu trach nhiém dua san pham ra thi truong phai luu gitr Hb so
thong tin san pham (PIF) tai co sO dé phuc vu cong tac hau kiém va xudt trinh khi
co quan chire nang kiém tra, thanh tra yéu cau.

¢) Co quan quan ly nha nudc co tham quyen tiép nhan ban tu cong bo cua to chire,
c4 nhan dé luu trir ho so va dang tai ho so tu cong b trén trang thong tin dién tur
cua co quan tlep nhén trong vong 07 (bay) ngay ké tir ngay tiép nhan ho so. Viéc
dang tai chi nham cung cap thong tin hd so tu cong b clia to chiic, c4 nhan.

Trong thoi gian 03 (ba) thang sau khi dang tai trén trang thong tin dién t, co quan
nha nudc o tham quyén tiép nhan ban tu cong b c6 trach nhiém ra soat ho so sau
khi t6 chirc, ca nhan thuc hién ty cong bd (vé phan loai san pham, cong dung, ddi
tugng st dung, thanh phan), dam bao san pham dugc cong bd dung ban chit, ding
quy dinh.

Truong hop phat hién hd so khong dung quy dinh, co quan quan ly nha nudc co

tham quyén co trach nhi¢m thong bao dén t6 chirc, c4 nhan va yéu cau t6 chuc, ca
nhan thu hoi hd so tu cong bd, dong thoi g& bo thong tin hd so san pham dang tai



trén trang théng tin dién tir cta co quan quan 1y tiép nhan ho so tu cong bd va xir Iy
vi pham theo quy dinh cua phap luat (néu c6).”

¢) Stra doi, bo sung khoan 3, khoan 4 nhu sau:

“3. Cac tai liéu trong ho so tu cong bb san pham phai dugc thé hién bang tiéng
Viét; truong hop co tai licu bang tiéng nudc ngoai (trr tiéng Anh) phai duge dich
sang tleng Viét va dugc cong ching. Tai liéu phai con hiéu lyuc tai thoi diém tu
cong bb.

4. Truong hop san pham c6 su thay (101 vé to chue, ca nhén chiu trach nhiém dua
san pham ra thi truong; co so' san Xuat, Xuat xu; tén san pham; thanh phan; nong
do, ham luong, khéi lwong thanh phan san pham to churc, ca nhan phai tu cong b
lai san pham. Cac trudng hop c6 su thay d6i khéc, to chirc, ca nhan thong bao bang
van ban vé ndi dung thay doi dén co quan quan 1y nha nudc c6 tham quyén va
duoc san xudt, kinh doanh san phdm ngay sau khi gui thong béo.”

5. Sira d6i, b6 sung Piéu 6 nhw sau:

“Piéu 6. Pang ky ban cong bd san pham

T6 chuic, ca nhan chiu trach nhiém dua san pham ra thi truong phai dang ky ban
cong bd san pham doi voi cac san pham sau day:

1. Thyc pham bao vé stc khoe, thuc pham dinh dudng y hoc, thuc pham dung cho
ché d¢ an dic biét.

2. San pham dinh dudng dung cho tré dén 36 thang tudi (Bao gdm ca san pham c6
cong bd sir dung cho nhiéu lira tudi ma trong dé co lira tudi dudi 36 thang tudi).”

6. Stra doi, bo sung Pieu 7 nhw sau:

a) Stra d6i, bd sung khoan 1 nhu sau:
“]. Ho so dang ky ban cong bd san pham dbi v6i san pham nhap khau gom:

a) Ban cong bd san pham duoc quy dinh tai Mau s6 02 Phu luc I ban hanh kém
theo Nghi dinh nay;

b) Giay chimg nhén luu hanh tu do (Certificate of Free Sale) hodc Giéy ching
nhan xuit khau (Certificate of Exportation) hodc Glay chtng nhan y té (Health
Certificate) hodc gidy ching nhan khac co lién quan dbi véi thue pham xuét khau
cua co quan co tham quyén cua nudc xuat xi/xuat khau cap theo quy dinh tai
khoan 3 Piéu nay

Cac gidy to phap ly trén phai c6 bat budc t6i thiéu cac ndi dung sau: Tén cO quan,
t6 chirc cap ching nhan; Sb, ngay cap, Tén san pham, hang hoa dugc cap, Loai
hoic nhom san pham, hang hoa dugc cap; Tén va dia chi ctia co s¢ san xuat; Ho



tén, chit ky ctia nguoi ky va dau cia co quan, to6 chic cap ching nhan; c6 néi dung
bdo dam an toan cho nguoi st dung hoac dugc ban tu do tai thi trudng ctia nude
san xuat/xuat khau.

¢) Phiéu két qua kiém nghiém an toan thuc phim cta san phim trong thoi han 12
thang tinh dén ngdy ndp hd so cta phong kiém nghiém dugc chi dinh hodc phong
kiém nghi¢ém dugc cong nhan phu hop ISO 17025 hodc co s& san xuét dat Thuc
hanh san xuét tét (GMP) hoic gém cac chi tiéu an toan do B Y té ban hanh theo
nguyén tic quan 1y rai ro phu hop véi quy dinh cua qudc té hodc cac chi tiéu an
toan theo cac quy chuan, tiéu chuan tuong tmg do t6 chirc, c4 nhan cong bd trong
truong hop chua co quy dinh ctia Bo Y té. Phiéu két qua kiém nghiém phai c6 két
luét dat vé chi tiéu an toan. (ban chinh hoac ban sao chung thuc);

d) Bang chtng khoa hoc ching minh cong dung cua san pham hodc cia thanh
phan tao nén cong dung da cong bd (ban chinh hodc ban sao c6 xac nhan cia to
chtrc, ca nhan).

Khi str dung bang ching khoa hoc cac thanh phan tao cong dung cta san pham thi
lidu str dung hang ngay cua san pham hodc thanh phan tao cong dung san pham tbi
thiéu phai 16n hon hodc bang 15% lugng sir dung thanh phan d6 da néu trong tai
licu.
Bing chimg khoa hoc chimg minh cong dung dugc sir dung trén co sé trich dan
ctia bang chimg khoa hoc dé ching minh cong dung cta san pham hodc ctia thanh
phan tao nén cong dung cua san pham trong hd so cong bé (trong d6 ¢ nhitng nodi
dung lién quan dén két luan nghién ctru chimg minh c6ng dung, d6i tuong str dung
va lidu dung, luu y, canh bao vé thanh phan tao céng dung san phdm hodc san
pham, d tin cdy nghién ctru);

d) Giéy ching nhan co so du diéu kién an toan thuc pham dat yéu cau Thuc hanh
san xuat tot (GMP) hodc chung nhan tuong dwong trong truong hop san pham
nhap khau 13 thyc pham bao vé stc khoe (ban co xac nhan cia to chirc, ca nhan).

e) Glay iy quyén dang ky ban cong bd san pham ciia co so san xuat hodc chil s¢
hitu (néu c6) (theo mau sb 16 Phy luc ban hanh kém theo Nghi dinh nay);

g) Mau nhan san pham (ban c6 xac nhan cua to chirc, ca nhan);

h) Tiéu chuan san pham (SPEC), bao gom phuong phéap kiém nghiém cac chi tiéu
an toan va chi tiéu chat lugng cua san pham cua co sé san xuat; phu hop voi yéu
cau Thyc hanh san xuat tét (GMP) d6i v6i ho so dang ky ban cong b san pham
thie pham bao vé strc khoe hodc phu hop voi yéu cau vé Thuc hanh san xuat tot
(GMP), H¢ thong phan tich mdi nguy va diém kiém soat t6i han (HACCP), HE
théng quan 1y an toan thuc pham ISO 22000, Tiéu chuan thuc pham qudc té (IFS),



Tiéu chudn toan cau vé an toan thyc pham (BRC), Chimng nhan hé théng an toan
thuc phém (FSSC 22000) con hiéu luc ddi véi thue phém dinh dudng y hoc, thuc
pham dung cho ché d6 an dic biét, san phim dinh dudng dung cho tré dén 36
thang tudi (ban chinh hodc ban sao c6 xac nhan cta to chirc, c4 nhan).

i) Bao cdo thtr nghiém hiéu qua vé cong dung néu thudc truong hop thuc pham
chirc nang lan dau tién dua ra thi truong.

Viéc thtr nghiém hiéu qua vé cong dung ddi véi sirc khoe con ngudi phai thuc hién
theo nghién ctru y sinh hoc lién quan dén con nguoi theo quy dinh cia By Y t€.”

b) Stra ddi, b6 sung khoan 2 nhu sau:

“2. Hb so dang ky ban cong bb san pham d6i v6i san pham san xuét trong nudc
gom:

a) Ban cong bd san pham duoc quy dinh tai Mau s6 02 Phu luc I ban hanh kém
theo Nghi dinh nay;

b) Phiéu két qua kiém nghiém an toan thuc pham ctia san pham trong thdi han 12
thang tinh dén ngay nop ho so ciia phong kiém nghiém dugc chi dinh hodc phong
kiém nghiém dugc cong nhan phu hop ISO 17025 hoac co sé san xuét dat Thuc
hanh san xuét t6t (GMP) hodc gdm cac chi tiéu an toan doBo Y té ban hanh theo
nguyén tic quan 1y rai ro phu hop v6i quy dinh cua qudc té hodc cac chi tiéu an
toan theo cac quy chuan, tiéu chuin tuong tmg do t6 chtc, c4 nhan cong bd trong
truong hop chua c6 quy dinh ciia BO Y té. Phiéu két qua kiém nghiém phai c6 két
luét dat vé chi tiéu an toan (ban chinh hoac ban sao chung thuc);

¢) Bang chimg khoa hoc ching minh cong dyng cta san pham hoic cua thanh phan
tao nén céng dung di cong bd (ban chinh hodc ban sao c6 xac nhéan cua to chirc, ca
nhan).

Khi st dung bang chimg khoa hoc cac thanh phan tao cong dung cua san phzflm thi
lidu su dyng hang ngay cua san pham hodc thanh phén tao cong dung san pham t61
thiéu phai 16n hon hodc bang 15% lugng s dung thanh phan d6 da néu trong tai
lidu;

Bang chung khoa hoc chimg minh cong dung dugc sir dung trén co s¢ trich dan
ctia bang chimg khoa hoc dé chimg minh cong dung cua san pham hodc ctia thanh
phan tao nén cong dung cua san pham trong ho so cong bd (trong d6 c6 nhitng noi
dung lién quan dén két luan nghién ctru chimg minh cong dung, d6i twong str dung
va lidu dung, luu ¥, canh bao vé thanh phan tao cong dung san phim hodc san
pham, d6 tin ciy nghién ctru).”



d) Giay iy quyén dang ky ban cong bd san pham ciia co s& san xut hoic chi s
hitu (néu co6) (theo mau s6 16 Phu luc ban hanh kém theo Nghi dinh nay);

d) Méu nhén san pham (ban c6 x4c nhan cia to chirc, cd nhan);

e) Tiéu chuan san pham (SPEC), bao gdm Phuong phap kiém nghiém cac chi tiéu
an toan va chi tiéu chat luong cua san pham cua co s& san xuat (ban chinh hoic
ban sao ¢6 xac nhan cua to chire, ca nhan).

g) Bdo céo thir nghiém hiéu qua vé céng dung néu thudc trudng hop thuc pham
chure nang 1an dau tién dua ra thi truong.

Viéc thtr nghiém hiéu qua vé cong dung ddi véi sirc khoe con ngudi phai thuc hién
theo nghién ctru y sinh hoc lién quan dén con nguoi theo quy dinh cia Bo Y té€.”

¢) Sira ddi, bo sung khoan 3 nhu sau:

“3. Cac tai liu trong hd so dang ky ban cong bb san pham phai duoc thé hién
bang tiéng Viét. Truong hop co tai licu bang tiéng Anh, to chirc, c4 nhan dugc tu
dich sang tleng Viét va chiu trach nhiém vé tinh chinh xac cuia ndi dung dich thuat.
Truong hop c6 tai liéu bang tiéng nudc ngoai khong phai tiéng Anh, tai lidu do
phai dugc dich sang tiéng Viét va dugc cong chung. Tai liéu phai con hiéu luc tai
thoi diém ndp ho so dang ky ban cong bd san pham.

Gidy to phap 1y trong hd so ding ky ban cong bd san pham c6 thé duge chip nhan
dudi mot trong cac hinh thire sau day:

a) Ban dugc hop phap hoa lanh sy theo quy dinh (Ban chinh phai co day da chir
ky, tén ngudi ky va ddu xac nhan coa co quan c6 tham quyen cua nudce cap hoic
ban sao c6 ching thuc phai do co quan, to chirc co tham quyén cua Viét Nam
ching thuc theo quy dinh cta phap luat Viét Nam vé ching thyc ban sao tur ban
chinh. Trong truong hop can thiét phai xuét trinh ban chinh dé ddi chiéu);

b) Truong hop gidy to phap Iy dugc cap 1a ban dién tir (chap nhan ban khong c6 du
chir ky, tén nguoi ky hoac dau x4c nhan cia co quan co tham quyén ctia nudc cip
gidy to phap 1y), to chirc, ca nhan phai ndp mot trong cac gidy to sau day:

- Ban chinh hodc ban sao ching thuc cua gidy to phap 1y duoc co quan co tham
quyén nudc ngoai chung nhan va dugc hop phap hoa lanh sy theo quy dinh;

- Ket qua tu tra ciu glay to' phap 1y tu trang thong tin dién tir hodc co s dir liu
tiéng Anh cta co quan cap gidy to phap 1y hodc co quan co tham quyén cac nudc
c6 dong dau xac nhan cua co so kém theo vin ban cung cip thong tin vé dudng
dan tra ciru dén co quan tlep nhan ho so. To chire, ca nhan phai chiu trach nhiém
toan dién trudc phap ludt vé tinh hop phap, tinh chinh xac cta cac gidy to, théng
tin ndy va két qua tu tra ctru cia co s0.”



7. Sira d6i, bo sung mot s6 khoan ciia Piéu 8 nhw sau:
a) Stra doi diém a khoan 1 nhu sau:

“a) Nop dén BO Y té d6i véi thuc phém bao vé suc khoe.”
b) Stra d6i, bo sung diém ¢ khoan 1 nhu sau:

“c) Trong truong hop t6 churc, ca nhan co tir 02 (hai) co s6 san xuét tro 1én Cung
san xuat mot san pham thi t6 chirc, ca nhan chi 1am tha tuc diang ky ban cong bd
san pham tai mdt co quan quan 1y nha nudce & dia phuwong. Khi di lwa chon co quan
quan 1y nha nudc dé dang ky thi cac 1an dang ky tiép theo phai ding ky tai co quan
da lya chon.”

¢) Stra d6i, bo sung khoan 2 nhu sau:

“2. Trong thoi han 07 ngay lam viéc ké tir khi nhan du hd so ding ky ban cong bd
san pham d6i vé6i thuc pham dinh dudng y hoc, thuc phidm dung cho ché d6 an dic
biét, san pham dinh dudng dung cho tré dén 36 thang tudi va 21 ngay lam viéc ddi
v6i thuc pham bao vé stic khoe, co quan tiép nhan quy dinh tai khoan 1 DPiéu nay
c6 trach nhiém tham dinh ho so va cap Gidy tiép nhan ding ky ban cong bd san
phém theo Mau s6 03 Phu luc I ban hanh kém theo Nghi dinh nay.

Thoi gian thAm dinh ho so tinh tir thoi diém ho so duge ndp trén hé théng dich vu
cong truc tuyén hodc theo dau dén cua co quan ti€p nhan (trong truong hop ndp ho
so qua duong buu dién hoac ndp ho so truc tiép).”

d) Stra doi, bo sung khoan 3 nhu sau:

“3. Trong truong hop khong dong ¥ v6i ho so cong bb san pham cua to chirc, ca
nhan hodc yéu cau stra doi, bd sung, co quan tiép nhan hod so phai co van ban néu
r0 1y do va can cu phap 1y cua viéc yéu cau.

Trong vong 30 ngay ké tr ngay nhan duoc van ban yéu cau stra doi, bo sung cua co
quan tiép nhan hd so, t6 chirc, ca nhan hoan thién va ndp hd so stra doi, bd sung.
T4 chtrc, ca nhan chi duoc stra d6i, bo sung khong qua 03 1an.

Ho6 so s€ khong con gid tri néu sau 30 ngay ké tir khi nhan dugc cong van yéu cau
sua doi, bo sung, to chuc, ca nhan khong stra 61, bo sung.

Trong thoi han 07 (bay) ngdy lam viéc ké tir khi nhdn ho so stra doi, bo sung, co
quan tlep nhan ho so thadm dinh ho so va cap Glay tiép nhan dang ky ban cong b
san pham hodc ¢ van ban tra 10i. Co quan tiép nhan ho so chi dugc yéu cau sura
doi, bod sung 01 1an d6i voi mdi 1an td chire, ca nhan nop ho so, bao gom ho so sua
d6i, bd sung néu ho so khong dat yéu cau.”

d) Stra d6i, b6 sung khoan 4 nhu sau:
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“4. Truong hop san pham co su thay d01 vé to chtrc, cd nhan chiu trach nhi€ém dua
san pham ra thi truong; co s¢ san xudt, xut xir; tén san pham thanh phan cong
dung, dbi tuwong; liéu st dung; nong do, ham lugng, khéi luong thanh phan tao
cong dung san pham dang bao ché; chi tiéu chat lugng, an toan va phuong phap
kiém nghiém thi t6 chtrc, c4 nhan phai cong bo lai san pham Cac truong hop co sy
thay doi khac, t6 chirc, ca nhan thong bao bing vin ban vé ndi dung thay ddi dén
co quan tiép nhan hd so quy dinh tai khoan 1 Piéu nay va dugc san xuét, kinh
doanh san phim ngay sau khi gtri théng bao.”

e) B6 sung khoan 7 nhu sau:

“7. T6 chirc, ca nhan chiu trach nhiém dwa san pham ra thi truong trude khi dua

san pham ra thi truong phai luu gitr Ho so thong tin san pham (PIF) tai co so de
phuc vu cong tac hau kiém va xuat trinh khi co quan chtic nang kiém tra, thanh tra
yéu cau.”

g) B6 sung khoan 8 nhu sau:

“8. binh ky hang nam, co s& chiu trdch nhi¢m dua san pham ra thi truong cé trach
nhiém bao céo két qua san xuat dén co quan ti€ép nhan cong bo.”

8. Bo sung Piéu 8a nhu sau:

“Piéu 8a. Thu hoi Gidy tiép nhan ding ky ban cong bo sin pham va g& bé
thong tin sin pham dang taii trén trang thong tin dién tir cia co quan quén ly
tiép nhan ho so cong bo san pham

1. Co quan tiép nhan ho so thuc hién thu hdi Gidy tiép nhan ding ky ban cong bd
san pham va g& bo thong tin san pham dang tai trén trang thong tin dién tir cua co
quan quan ly tiép nhan ho so cong bod san pham doi véi mot trong cac truong hop
Sau.

a) Trong thoi han 36 thang, san pham ¢6 02 16 bi thu hoi bat budc do khong dat
chat luong;

b) San pham bi co quan c6 tham quyén ciia nudc ngoai thu hdi gidy chimg nhan
ma gidy d6 1a can cir dé B Y té cap Gidy tiép nhan dang ky ban cong bd san pham
tai Viét Nam;

¢) Giay tiép nhan ding ky ban cong bd san pham duoc cap hodc thong tin san
pham dang tai trén trang thong tin dién tr cia co quan quan 1y tiép nhan ho so
cong bd san pham dua trén hd so gia mao; ké khai khong trung thuc ndi dung trong
hé so ding ky san pham va ty cong bo san pham.

d) San pham dugc san xuat khong dung dia diém theo hd so cong bd san pham;
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d) San pham cong bd ¢o su dung chat hon hop chat duoc co quan quan 1y co tham
quyén cua Viét Nam, cac to chirc qudc té, nudc xuat xtr, xuat khau cua thuc pham
canh bao khong an toan, khong duoc phép sir dung trong thuc pham;

e) Co s& chiu trach nhiém dua san pham ra thi truong dé nghi thu hoi Gidy tiép
nhan dang ky ban cong b6 san pham tai Viét Nam hodc thu hoi thong tin sdn pham
trén trang thong tin dién tir cua co quan quan ly tiép nhan ho so cong bd san pham,;

g) San pham luu thong c6 cong thirc khong dung nhu hd so da cong bd; co nhin
ghi sai 1éch ngudn gbc, xuét xi;

h) San pham bi cac co quan nha nudc c6 tham quyén két luan 1a vi pham quyén s
hitu tri tu€ hodc mao nhan cua san pham khac da dugc phép luu hanh;

i) Hb so cong bd co sir dung tai liéu gia, con dau gia hodc chit ky gia.
k) Khong c6 hd so théng tin san pham (PIF) luu tai co sé theo quy dinh.

1) Khong cong bd lai san pham sau khi luu hanh trong truong hop thay d6i ndi
dung Gidy tiép nhan ding ky ban cong bd san pham hodc tu cong bd san pham
phai cong bd lai;

m) Truong hop phat hién san pham khong san xuat trong vong 03 (ba) nam lién
tiép ké tir khi cap Gidy tiép nhan dang ky ban cong bd san pham hoic ty cong bd
san pham.

n) San phﬁrp luu thong trén thi truong c6 thanh phan khong dap ung quy dinh tai
phan IV Mau s6 01, phan IV Mau s6 02 Phu luc I ban hanh kém theo Nghi dinh
nay.

0) Theo dé nghi cia doan thanh tra, kiém tra;

p) Theo dé nghi cua to chirc, ca nhan.

2. Tham quyén ra quyét dinh thu hdi Gidy tiép nhan dang ky ban cong bb san pham
va g6 bo thong tin san pham dang tai trén trang thong tin dién tir ciia co' quan quan
Iy tiép nhan ho so cong bd san pham:

a) Cuc An toan thyc pham - BO Y té ra quyét dinh thu hoi Gidy tiép nhan ding ky
ban cong bd san pham va g& bo thong tin san pham dang tai trén trang thong tin
dién tir ctia co quan quan 1y tiép nhan hd so cong bd san pham do Cuc An toan
thie pham cip so tiép nhén.

b) Cac co quan quan ly nha nudc co tham quyén do Uy ban nhan dan cip tinh chi
dinh ra quyet dinh thu hodi Gidy tiép nhan dang ky ban cong bd san pham do don vi
minh cap; yéu cau rat hd so tu cong bd va g0 bo thong tin san pham dang tai trén
trang thong tin dién tir ciia co quan quan 1y tiép nhan hd so cong bd san pham.”



12

9. B6 sung Piéu 8b nhw sau:

“Piéu 8b. Cac trwdng hop tam ngirng tiép nhan hd so ding ky ban cong bd
san phﬁm

1. Co quan quan ly nha nudce co thim quyén s& tam ngiing xem xet va tiép nhan hd
SO cong bd san pham, trong vong 06 thang dbi voi cac t chirc, ca nhan c6 mot
trong cac hanh vi sau:

a) San xuat, kinh doanh san phiam nhap lau, san pham gia, khong rd ngudn gbc,
Xuat x1r;

b) San xuat kinh doanh san pham chua duoc co quan quan ly nha nudce c6 tham
quyen cap Giay tlep nhan diang ky ban cong bd san pham tai Viét Nam hodc chua
tién hanh tir cong bo;

¢) Khong thuc hién thu hoi san phidm vi pham theo théng bao cua co quan nha
nude ¢ thaim quyén;

d) San xuat, kinh doanh san phém thuc pham bao vé stc khoe tai co s khong co
glay ching nhén co s6 du diéu kién an toan thyc pham dat yéu cau Thuc hanh san
Xuat tot (GMP) thuc pham bao vé sirc khoe;

d) San xuat, kinh doanh san pham c6 chira chét cam sir dung trong thuc pham bao
v¢ surc khoe;

e) Nhap khau, kinh doanh san pham hodc nguyén liéu san xuat thuc pham da bi
nudc san xuat cong bd cdm luu thong trén thi truong;

g) San xuét, kinh doanh thyc phim c6 cong thire khong dung nhu hd so cong bd;
c6 nhén ghi sai 1éch ngudn gbc, xuat x;

h) Hd so cong bd co sir dung tai liéu gia, con dau gia hodc chir ky gia.

i) Ké khai khong trung thuc cac ndi dung trong hd so cong bd, tu cong bd san
pham;

k) Khéng c6 Ho so thong tin san pham (PIF) luu tai c¢d s theo quy dinh.

1) Khong ndp bao cao két qua hoat dong san xuét kinh doanh hang nam theo quy
dinh.

2. Hét thoi han 06 thang tam ngt‘mg xem xét, tiép nhan ho so, sau khi t6 chirc, ca
nhan da khac phuc day du cac vi pham va c6 bao cao, co quan quan ly nha nudc co
tham quyén s& tiép tuc xem xét, tiép nhan ho so ding ky ban cong bd san pham.”

10. B6 sung Piéu 12a nhw sau:

“Piéu 12a. Thu hoi Gidy ching nhin co sé di diéu kién an toan thuc pham

1. Tham quyén thu hoi

Co quan cip Gidy ching nhén co s¢ du diéu kién an toan thyc pham, Gidy chimg
nhan co s& du diéu kién an toan thuc phém dat yéu ciu Thyc hanh san xuit tot
(GMP) thuc pham bao vé strc khoe (sau ddy goi chung 1a Gidy ching nhan co so



13

da diéu kién an toan thuc pham) c¢6 quyén thu hoi Gidy ching nhan co s¢ du diéu
kién an toan thuc pham di cép.

2. Cac trudng hop thu hoi

Co quan tiép nhéan hd so thuc hién thu hoi Giéy chimg nhan co s¢ du diéu kién an
toan thuc pham doi véi mot trong cac trudng hop sau:

a) Khong c6 Gidy chimg nhan dang ky kinh doanh, Gidy chimg nhan doanh nghiép
hodc Gidy chimg nhan dang ky kinh doanh, Gidy chtng nhan doanh nghiép khéng
dang ky nganh, nghé kinh doanh thyc pham phu hop;

b) Vi pham quy dinh vé diéu kién bao dam an toan thyc pham va bj xir phat vi
pham hanh chinh tir 02 (hai) lan trong thot gian 12 thang;

c¢) Theo dé nghi ctuia doan thanh tra, kiém tra;

d) Str dung chat cAm trong danh muc chit cdm str dung trong san xuat, kinh doanh
thuc pham hodc trong danh muc chat cam st dung trong san xuat, kinh doanh thuc
pham bao vé suc khoe;

d) Trong thoi gian 12 thang dé xay ra 02 (hai) vu ng6 doc thuc pham tré 1én hoic
deé xay ra tur 01 (mot) vu ngd doc thyc pham gay tir vong;

e) Ho so cip Gidy chimg nhan co sd di diéu kién an toan thuc pham c6 st dung tai
li¢u gia, con dau gid hodc chir ky gia;

g) To chirc, ca nhan khong thong bao cho co quan c6 tham quyén vé viéc khong
hoat dong san xuat, kinh doanh trong thoi gian 12 thang tai dia diém da duoc cap
Giay chiig nhan co s¢ du diéu kién an toan thuc pham;

h) Theo d€ nghi cta to chiric, cad nhan c¢6 Giay ching nhan co s du diéu kién an
toan thyc pham.”

11. Bo sung Piéu 13a nhwr sau: L
“Pieu 13a. Truwong hop thwe pham nhiap khau nham phuc vu tir thién va
khong dung cho muc dich kinh doanh

Truong hop san pham thuc pham nhap khau nham muc dich tir thién va khong
dung myc dich kinh doanh, t6 chirc, ca nhan vién trg, tiép nhén vién trg dugc mién
tu cong bd hoic mién ding ky ban cong bd san pham Sau khi dugc su dong y
bang vin ban co quan quan ly vé an toan thyc pham c6 thim quyén, to chirc, ca
nhan vién tro, tiép nhan vién trg phai c6 van ban thong bao voi co quan kiém tra
nha nudc vé an toan thyc pham nhap khau dé dugc 1y mau va kiém nghiém cac
chi tiéu an toan thuc pham va kiém tra cac ndi dung ghi nhan. Sau khi duoc cip
Thong bao két qua xac nhan thuc pham dat yéu cau nhap khau, T6 chirc, ca nhan
vién trg, tiép nhan vién trg dugc phep lam thu tuc thong quan 16 hang va phai hoan
toan chiu trach nhiém vé tinh an toan ctia san pham; hudng dan st dung, bao quan



14

san pham theo dung khuyén céo cta nha san xuét trén nhan san pham; st dung san
pham vo1 muc dich tur thién, ding doi tuong stir dung va khong dugce dé san pham
luu hanh ra thi truong.”

12. B6 sung khoan 1a Piéu 15 nhu sau
“la. Diéu kién d6i voi co quan kiém tra nha nude ddi v6i thue pham nhap khau:

a) Pa duoc cap Gidy chimg nhan ding ky hoat dong chting nhan hoic giam dinh
theo quy dinh tai Nghi dinh s6 107/2016/ND-CP ngay 01/7/2016 ctiia Chinh phu
quy dinh vé diéu kién kinh doanh dich vu danh gia su phu hop, trong d6 c6 linh
vuc chiing nhan hodc giam dinh phu hop véi pham vi quan 1y theo phan cong cua
Bo quan 1y nganh.

b) Pa duoc chi dinh 14 co s¢ kiém nghiém thuc phadm phuc vu quan 1y nha nudc;

c) Quy trinh nghi¢p vu thuc hiér} kiém tra nha nugc vé an toan thuc phém nhap
khau phu hgp vé1 phuong thirc kiém tra theo quy dinh tai Nghi dinh nay.”

13. Stra doi, b6 sung mot so khodn cia Diéu 27 nhu sau:
a) Stra doi, bo sung khoan 4 nhu sau:
“4. HO so dang ky x4ac nhan ndi dung quang cdo gom:

a) Pon ding ky xac nhan ndi dung quang céo theo Mau s6 10 Phuy luc I ban hanh
kém theo Nghi dinh nay;

b) Bdi v6i quang cdo c6 sir dung hinh anh, 4m thanh thi phai ¢6 kich ban duy kién
quang cao (ban co xac nhan ciia to chiic, ca nhan) va ndi dung dy kién quang céo
ghi trong ban ghi hinh (t¢p dinh dang mp4) va ban ghi am thanh (t€p dinh dang
mp3); d6i v6i quang cdo trén cac phuong tién khac thi phai co ma ket (mau noi
dung) du kién quang céo (ban c6 xac nhan cia to chirc, ca nhan);

¢) Dbi v6i noi dung quang cdo ngoai cong dung, tinh ning cua san pham ghi trong
ban cong bo sadn pham thi phai co6 tai licu khoa hoc ching minh (ban sao c6 xac
nhan cua to chtrc, ca nhan);

d) Glay iy quyén cua t6 chuc, c4 nhan chiu trach nhiém duva san pham ra thi truong
cho t6 chirc, ca nhan dung tén trén gidy xac nhan ndi dung quang céo (néu co);

Céc tai lidu trong ho so dang ky xac nhan ndi dung quang cio phai duoc thé hién
bang tiéng Viét; Truong hop c6 tai liéu bang tiéng Anh, t6 chirc, ca nhan duoc tu
dich sang tiéng Viét va chiu trach nhiém vé tinh chinh xac cua noi dung dich thuat.
Truong hop c6 tai liéu bang tiéng nudc ngoai khong phai tiéng Anh, tai lidu do
phai dugc dich sang tiéng Viét va dugc cong chung. Tai liéu phai con hiéu luc tai
thoi diém ndp hod so ding ky xac nhan ndi dung quang céo.”

b) Stra d6i, b6 sung diém b khoan 5 nhu sau:
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“b. Trong thoi han 10 ngay 1am viée, ké tir ngay nhan da hd so hop 18, co quan tiép
nhan ho so c6 trach nhiém xem xét hd so va tra két qua theo Mau sé 11 Phu lyc I
ban hanh kém theo Nghi dinh nay. Thoi han nay dugc tinh tir ngay dong déu den
cua co quan tlep nhan ho so néu hd 80 dugc gui qua duong buu dién, ndp truc t1ep
hozc ngay ho so hoan chinh dugc tiép nhan trén hé thdng dich vu cong truc tuyén.

Trong truong hop khong dong ¥y vo1 ndi dung quang cao cua td chirc, ca nhan hoic
yéu cau sira doi, bd sung hd so, co quan tiép nhan ho so phai c6 vin ban néu rd 1y
do va can ctr phép 1y cua vi¢c yéu cau.

Trong vong 30 (ba muoi) ngay ké tur ngay nhan dugc van ban yéu cau stra d6i, bd
sung cua co quan tiép nhan ho so, to chirc, ca nhan can hoan thién va nop h6 so sira
d6i, bd sung. T6 chirc, ca nhan chi duoc stra d6i, bo sung khong quéa 03 1an.

Sau 30 (ba muoi) ngay ké tir khi co cong van yéu cdu ctia co quan tiép nhan hd so,
néu to chure, ca nhan khong stra doi, bo sung thi ho so khong con gi tri.

Trong thoi han 10 (muoi) ngay lam viée ké tu khi nhan ho so sira d6i, bo sung, co
quan tiép nhan hé so thim dinh ho SO va cap Gidy xac nhan ndi dung quang cao
hodc c6 van ban tra 10i. Co quan tiép nhan ho so chi duogc yéu cau stra doi, bo sung

01 1an ddi voi mdi 1an td chire, cA nhan nop ho so, bao goém ho so stra d6i, bd
sung.”

¢) B6 sung khoan 7 nhu sau:

“7. Thu hoi Gidy x4c nhan ndi dung quang céo thyc pham:

a) Cac truong hop thu hdi Gidy xac nhan ndi dung quang cao thyc pham:

- San pham bi thu hdi Gidy tiép nhan dang ky ban cong bd san pham;

- Theo dé nghi cta t6 chirc, c4 nhan dimg tén trén Gidy xac nhan ndi dung quang
Cao,

- Theo dé nghi cia doan thanh tra, kiém tra.

b) Tham quyén ra quyét dinh thu hdi Gidy xac nhan ndi dung quang co thuc pham
va g0 bd thong tin trén trang thong tin dién tur cua co quan quan ly tiép nhan ho so:
Co quan cap Gidy xac nhan ndi dung quéng c40 c6 tham quyén ra quyét dinh thu
hoéi va g& bo thong tin Gidy xac nhan nodi dung quang cao da cap trén trang thong
tin dién tir (website) ciia minh va co so dit liéu vé an toan thuc pham”

14. B6 sung khoin 5 Di¢u 29 nhwr sau:

“5. To chirc, ca nhan 1ap bao cio dinh ky mdi 12 thang tinh tir ngdy duoc cap Gidy
ching nhan co s¢ du dicu kién an toan thuc pham dat yéu cau Thuc hanh san xuat
tot (GMP) thuc pham bao vé¢ stc khde theo mau quy dinh tai Mau s6 26 Phu luc I
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ban hanh theo Nghi dinh nay va gui vé B Y té (Cuc An toan thuc pham) trong
vong 15 ngay ké tir ngay cudi cua ky bao cdo.’

15. Stra ddi, bo sung khoan 2, khodn 3 Piéu 30 nhu sau:

“2. Chi duogc phél tron cac phu gia thue pham khi cac phu gia thuc phadm do thudc
danh muc céc chat phu gia dugc phep sir dung trong thuc pham do Bo Y t& quy
dinh; san pham cudi cing cia sy phdi tron khong gy ra bat cir tac hai ndo véi stc
khée con nguoi.

3. Vi€c san chia, sang chiét, nap, dong goi lai phu gia thuc pham chi duogc thuc
hién khi duogc to chirc, c4 nhan san xuét ra phu gia thuc pham dong ¥ bang vin ban
va phai dugc thyc hién tai co s& du diéu kién an toan thuc pham va ghi nhan theo
quy dinh hién hanh.”

16. Sira d6i khoan 1 Piéu 33 nhw sau:

“1. Chi dugc su dung phu gia thuc pham trong danh muc phu gia thuc pham duoc
phép str dung trong thyc pham do B9 Y té quy dinh.”

17. B6 sung Chwong XIa nhw sau:

“CHUONG Xla. KIEM NGHIEM THUC PHAM PHUC VU QUAN LY NHA
NUOC

Piéu 35a. Piéu kién 7c'lf')i VOi co s0° kiém nghiém thwe phim phuc vu quan ly
nha nwéce va co sé kiém nghiém kiém ching

1. Biéu kién ddi véi co s kiém nghiém thuc phdm phuc vu quan 1y nha nuéde:

a) Pa duoc cip Gidy ching nhan dang ky hoat dong thir nghiém theo quy dinh tai
Nghi dinh s6 107/2016/ND-CP ngay 01/7/2016 ctia Chinh pha quy dinh vé diéu
kién kinh doanh dich vu danh gia sy phu hop, trong d6 c6 linh vuc thtr nghiém phu
hop v61 pham vi dang ky chi dinh;

b) Hé théng quan 1y chat luong da dugc cong nhan theo Tiéu chuan qubc gia
TCVN ISO/IEC 17025:2017 hoac Tiéu chuan quoc té ISO/IEC 17025;

¢) Trang thiét bi, co s& vat chat phi hop véi yéu cau kiém nghiém va linh vuc ding
ky chi dinh;

d) C6 it nhat 02 (hai) kiém nghiém vién la can bd k thudt ¢6 trinh do dai hoc ph
hop vai linh vyc dang ky chi dinh dugc dao tao va co6 kinh nghi¢m thuc té vé ki€ém
nghiém trong cung linh vyc tir 03 (ba) nam tr¢ 1én;

d) Cac phuong phap thir duoc c@p nhét va xac nhén gia tri str dung, nang luc kiém
nghiém cac chi tiéu dang ky chi dinh dap ting quy dinh hoac quy chuan k¥ thuat
tuong Uimg va cac yéu cau khac co lién quan theo quy dinh cua B quéan 1y nganh;
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e) Két qua thir nghiém thanh thao hodc so sanh lién phong dat yéu cau ddi véi it
nhat 01 (mot) chi ti€u chi dinh d6i véi moi linh vuc dang ky chi dinh.

Déi voi cac chi tiéu dang ky chi dinh chua thuc hién thi nghiém thanh thao hoac
so sanh lién phong thi phai c6 day du ho so phuong phap thur, hd so xac nhan gia
trj sit dung cua phuong phap thtr va chat chuan dé kiém soat chit luong kiém
nghi¢m.

2. biéu kién d6i1 véi co soé kiém nghi¢m kiém ching:
a) La co sé ki€ém nghiém cua nha nudc;
b) Pa dugc chi dinh la co s& ki€ém nghiém thuc pham phuc vu quan 1y nha nudc;

¢) Bugc co quan co thAm quyen giai quyét tranh chap chi dinh/giao nhiém vu dé
thie hién kiém nghiém thuc pham khi c6 ndi dung tranh chap theo quy dinh tai
khoan 1 Piéu 47 Luat an toan thyc pham.

Piéu 35b. H6 so ding ky chi dinh co sé kiém nghiém thwe pham phuc vu quan
ly nha nuwde
1. H6 so dang ky chi dinh lan dau gom:

a) Pon ding ky chi dinh co so kiém nghiém theo quy dinh tai Mau s6 17 Phy lyc I
ban hanh kem theo Nghi dinh nay;

b) Tai liéu, ho so k¥ thut va cac quy trinh lién quan dén chi tiéu ding ky chi dinh
(ban sao).

¢) Ho so nang luc:

- Béo céo ning luc co s kiém nghiém theo quy dinh tai Mau s6 18 Phu luc I ban
hanh kém theo Nghi dinh nay;

- CA4c tai liéu chung minh vé bao dam chat luong kiém nghiém (béan sao): két qua
thtr nghiém thanh thao hodc so sanh lién phong; Bao cao két qua kiém tra thanh
thao tay nghé ctia ki€ém nghiém vién doi véi chi ti€u dang ky chi dinh;

- MAu Phiéu két qua kiém nghiém theo quy dinh tai Mau sé 19 Phuy luc I ban hanh
kém theo Nghi dinh nay.

2. Ho so dang ky bo sung, mo rong pham vi chi dinh gém:

a) Don dang ky bfq)’ sung, mo rong pham vi chi dinh cua co s kiém nghiém theo
quy dinh tai Mau so0 17 Phu luc I ban hanh kém theo Nghi dinh nay;

b) Tai liéu, ho so k¥ thudt va cac quy trinh d6i v6i pham vi chi dinh bo sung, mo
rong (ban sao);
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¢) Ho so nang lyc:

- Bao cdo nang luc co so kiém nghiém theo quy dinh tai Mau s6 18 Phu luc I ban
hanh kém theo Nghi dinh nay;

- Céc tai liéu chimg minh vé bao dam chat lugng kiém nghiém ddi v6i pham vi chi
dinh b6 sung, mo rong (ban sao): két qua thir nghiém thanh thao hodc so sanh lién
phong dbi véi it nhat mot chi tiéu chi dinh di v6i mdi linh vuc ding ky chi dinh
bd sung, mé rong; Bao cdo két qua kiém tra thanh thao tay nghé cua kiém nghiém
vién.

3. Ho so dang ky gia han chi dinh (khong thay d6i pham vi chi dinh so v6i Quyét
dinh chi dinh da cap) gom:

a) Pon dang ky gia han chi dinh ciia co s¢ kiém nghiém theo quy dinh tai Mau sd
17 Phy luc I ban hanh keém theo Nghi dinh nay;

b) Bao cdo két qua thuc hién cong tac kiém nghiém phyc vu quan ly nha nudc
trong thoi gian dugc chi dinh theo quy dinh tai Mau s6 20 Phu luc I ban hanh kém
theo Nghi dinh nay.

4. Trudng hop giao kiém nghiém phuc vu quan 1y nha nudc:

Pé dap ung yéu cau phat sinh trong qué trinh quan 1y nha nuéc, B6 quan Iy nganh
lya chon co s¢ kiém nghiém da dugc chi dinh phuc vu quan 1y nha nudc giao thuc
hién ki€ém nghiém cac chi tiéu theo yéu cau quan 1y.

Piéu 35c¢. Trinh ty, thi tuc chi dinh

1. Co s6 kiém nghiém nop 01 (mot) bd ho so qua hé thong dich vu cong truc tuyen
hodc duong buu dién hodc ndp truc tlep cho co quan quan Iy nha nudc co tham
quyén cta B quan 1y nganh (sau day viét tat 1a co quan chi dinh).

Déi véi truong hop dang ky gia han chi dinh, co s¢ kiém nghiém nop ho so trude
khi Quyét dinh chi dinh hét hi¢u lyc 90 (chin muoi) ngay.

2. Trong thoi han 10 (mudi) ngay ké tir ngay nhan duogc ho so, néu ho so khong
day du, hop I¢ theo quy dinh, co quan chi dinh yéu cau co s¢ kiém nghiém sira doi,
bd sung hé so bang vin ban va chi duoc yéu cau sira doi, bo sung 01 (mdt) 1an d6i
v6i mdi 1an co s6 kiém nghiém ndp ho so.

Trong thoi han 30 (ba muoi) ngay ké tir ngay nhan duogc vin ban yéu cau sira doi,
bd sung clia co quan chi dinh, co s& kiém nghiém phai hoan thién va ndp hd so sira
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doi, bo sung. Co s¢ kiém nghiém chi dugc stra doi, bo sung khong qua 03 (ba) lan.
Qua thoi han stra do1, b6 sung nay, ho so cua co sé kiém nghiém khong con gia tri.

3. Ké tir khi co quan chi dinh nhan duogc hd so ddy du, hop 1é (hd so dap ung day
du theo quy dinh tai Didu 35b va di ndp day du phi theo quy dinh cua phap luat),
trong thot han 15 (muoi lam) ngay, co quan chi dinh thanh 1ap doan danh gia dé to
chtrc danh gia nang luc thuc té tai co so kiém nghiém.

Viéc danh gia ning luc thuc té tai co s& kiém nghiém phai duoc thong bao biang
van ban cho co s& kiém nghiém di nop hd so ding ky biét. Poan danh gia co s
kiém nghiém bao gém cac thanh vién cé kién thirc chuyén mén va kinh nghiém vé
linh vuc danh gia, chi dinh. Quyét dinh thanh 14p doan danh gia phai néu rd pham
vi, ndi dung danh gia, danh sach va phan cong trach nhiém cta ting thanh vién tién
hanh danh gia tai co s& kiém nghiém. Trong thoi han 05 (ndm) ngay ké tir khi két
thic danh gia tai co so, doan danh gia phai gui Bién ban danh gia co so kiém
nghiém, Bao cao danh gia co so kiém nghiém vé co quan chi dinh (Mau Bién ban
danh gia co s kiém nghiém va Béo céo dénh gia co sé kiém nghiém theo quy dinh
tai Mau s6 21, Mau s6 22 Phuy Iyc I ban hanh kém theo Nghi dinh nay)

Truong hop co sé klem nghiém phai khac phuc cac noi dung quy dinh trong bién
ban danh gia thuc té, trong thoi han 30 (ba muoi) ngay, co so kiém nghiém phai
gui bao cao két qua hanh déng khic phuc vé co quan chi dinh theo quy dinh tai
Mau s6 23 Phy luc I ban hanh kém theo Nghi dinh nay.

4. Trong thoi han 15 (mudi 1dm) ngay ké tir ngdy nhan dugc Bién ban cua doan
danh gia, bao cao két qua hanh dong khic phuc (néu o), néu co sé kiém nghiém
dap tng yéu cau theo quy dinh, co quan chi dinh ban hanh Quyét dinh chi dinh co
so kiém nghiém theo quy dinh tai Mau s6 24 Phu lyc I ban hanh kém theo Nghi
dinh nay. Quyét dinh chi dinh co s kiém nghiém phuc vu quan 1y nha nudc cd
thoi han hiéu luc 03 (ba) nim ké tir ngay ky ban hanh.

Trong truong hop ho so khong dat yéu cau, co quan chi dinh phai thong bao 1y do
tir chdi chi dinh hodc yéu cau sira doi, bo sung bang van ban cho co s¢ kiém
nghiém.

Diéu 35d. Cap ma so co sé kiém nghiém
Co quan chi dinh ¢6 trach nhiém cap va quan ly ma so cho cac co sé kiém nghiém:

1. Ma s6 co sé kiém nghiém dugc chi dinh phuc vu quan Iy nha nudc duge ky hi¢u
nhu sau:

(s6 thr tir)/(ndm cap)/BYT-KNTP (BCT-KNTP/BNN-KNTP).
Vidu: 001/2025/BYT-KNTP

2. Ma s0 co sé¢ kiém nghi¢m kiém ching dugc ky hi¢u nhu sau:
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(sb thr tu)/(ndm cap)/BYT-KNKC (BCT-KNKC/BNN-KNKC).
Vi du: 001/2025/BYT-KNKC

Piéu 35d. Trach nhiém cia co quan chi dinh va co sé kiém nghiém thwe pham
phuc vu quan ly nha nuwéc

1. Trach nhi€m cua co quan chi dinh:

a) Thyc hién tiép nhén hd so ding ky chi dinh, gia han ding ky chi dinh, dang ky
bd sung, md rong; to chire danh gid, chi dinh co sé kiém nghiém.

b) Kiém tra, thanh tra cic co sé kiém nghiém duoc chi dinh theo quy dinh cia
phap luat.

c¢) B4o dam tinh khach quan va cong bﬁng trong hoat dong danh gid, chi dinh, kiém
tra.

d) Bao mat cac thong tin, s6 lidu lién quan dén co s kiém nghiém, co so kiém
nghiém kiém chirng.

d) Cép, dinh chi, phuc héi, thu hdi toan bd hodc mot phan Quyét dinh chi dinh.

¢) Cong bo danh séch co s¢ kiém nghiém dugc chi dinh, dinh chi, phuc hoi, thu hoi
kém theo pham vi dugc chi dinh dinh chi, phuc héi, thu hoi.

g) T6 chirc kiém tra, giai quyét khiéu nai t6 céo lién quan dén co so kiém nghiém
theo quy dinh cua phap luat.

h) Luu ho so co so kiém nghiém.

i) Thu, str dung phi danh gia, chi dinh co sé kiém nghiém thuc hién theo quy dinh
cua phap luat vé phi.

2. Trach nhiém cua co s kiém nghiém thue pham phuc vu quan 1y nha nudc:

a) Chiu trach nhiém trudc phap luat vé két qua kiém nghiém;

b) Pam bao Gidy ching nhan dang ky linh vuc hoat dong thir nghiém va Quyét
dinh/Chtng chi cong nhén nang luc phong thir nghiém dap ng yéu cau Tiéu
chuan quoc gia TCVN ISO/IEC 17025:2017 hodc Tiéu chuén quéc t& ISO/IEC
17025 con hiéu luc trong suot thoi han dugce chi dinh;

¢) Tuén thu cac yéu cau cua Hé théng quan 1y chat luong da dugc cong nhén theo
Tiéu chuan qudc gia TCVN ISO/IEC 17025:2017 hodc Tiéu chuan quéc té
ISO/IEC 17025;

d) Thong bao cho co quan chi dinh vé bt ky sy thay doi nao dbi voi hé thong quan
1y chat luong da duge cong nhan va pham vi chi dinh trong thoi han 05 (nam) ngay
ké tir ngay co thay doi;
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d) Tam dung hoat dong kiém nghiém thuc phim phuc vu quan 1y nha nudc va bao
cdo vé co quan chi dinh trong cac truong hop sau:

- Gidy chtng nhan dang ky linh vuc hoat dong thir nghiém hodc Quyét dinh/Chuing
chi cong nhan nang lyc phong thir nghiém dap ung yéu cau Tiéu chuan quoc gia

TCVN ISO/IEC 17025:2017 hodc Tiéu chuan qudc té ISO/IEC 17025 trong hd so
dang ky chi dinh hét hiéu luc;

- Khi cac t6 chirc cong nhan thyc hién danh gia giam sat, phat hién cac diém khong
phu hop_ dbi véi he thong quan 1y chét luong, cac chi tiéu thudc pham vi chi dinh
va yéu cau co s kiém nghiém phai c6 hanh dong khac phuc;

- Khi1 hoat ’d()ng kiém tra no1 bo cua co s& kiém nghiém phat hién céac diém khong
phu hop do61 v61 h¢ thong quan ly chat luong, cac chi ti€u thudc pham vi chi dinh
va phai c6 hanh dong khac phuc;

- Khi cic co quan c6 tham quyén trong qua trinh thanh tra, kiém tra, gidm sat yéu
cau co s¢ kiém nghiém dung/tam dung hoat dong.

e) Thuc hién viéc bdo cao dinh ky, dot Xuét vé co quan chi dinh:

- Bao cao dinh ky: bao cao trude ngay 30 thang 12 hang nam (theo quy dinh tai
Mau s6 20 Phu luc I ban hanh kém theo Nghi dinh nay).

- Bdo cdo dot xuat: Theo y€u cau cua co quan chi dinh.

f) Ngoai viéc thuc hién cac quy dinh trén, co s& ki€ém nghi€ém con phai thuc hién
cac ndi dung sau:

- Nop phi thim dinh co s& kiém nghiém theo quy dinh cua phap luat vé phi;

- Bam bao tinh trung thyuc, khach quan, chinh xac cua két qua kiém nghiém;

- Chiu sy kiém tra, giam sat vé hoat dong kiém nghiém khi c6 su yéu ciu cla co
quan quan ly nha nudec.

g) Thyc hién cac nghia vu khac quy dinh tai Diéu 20 Luat Chat lugng san pham
hang hoa.”

Picu 35¢. Thu hdi quyét dinh chi dinh

Co quan chi dinh xem xét, quyét dinh thu héi Quyét dinh chi dinh trong trudng
hop co sé& ki€ém nghiém vi pham mot trong cac truong hop sau:

1. Bi xtr 1y vi pham hanh chinh 02 (hai) lan trong vong 01 (mot) ndm ddi voi cac
quy dinh tai khoan 2 Bi¢u 35d ctia Nghi dinh nay;

2. Khong dam bao mdt trong cac diéu kién twong ung d6i véi co sé lgiém nghiém
thuc pham phuc vu quan ly nha nudc theo quy dinh tai khoan 1 BPi¢u 35a Nghi
dinh nay;
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3. Gia mao hodc khai man céc tai liéu trong hd so dang ky chi dinh; cip khong két
qua kiém nghiém,;
4, Téy x0a, stra chira [am sai 1éch ndi dung trén quyét dinh chi dinh duoc cép;

5. Khong thue hién khic phuc cac vi pham theo yéu cau ciia co quan thanh tra,
kiém tra.”

18. Sira d6i, b6 sung mdt s6 khoan ciia Piéu 37 nhwr sau:
a) Stra doi, bo sung khoan 5 nhu sau:

“Tb chirc tlep nhén va quan ly hé so, cap, thu hoi Glay tiép nhan dang ky ban cong
bd san pham d6i v6i thuc pham bao v¢ suc khoe, Glay chimg nhén co so du diéu
kién an toan thuc pham dat yéu cau Thuyc hanh san xuét t6t (GMP) thuc pham bao
v¢ suc khoe; Giéy x4c nhan ndi dung quang cio ddi véi thue phém bao vé suc
khoe; Gidy chiing nhan luu hanh tu do, Gidy ching nhan y té va gidy chimg nhan
khac c6 lién quan d6i v6i thuc pham bao vé sirc khoe.

Pbi vai thu tuc cap Gidy tiép nhén dang ky ban cong bd san pham, co quan tiép
nhan ho so ¢ trach nhiém cung cap phuong phap klem nghiém céc chi tiéu an toan
va chi tiéu chat lugng san pham cia co 80’ san xuat cho cac co so klem nghiém
dugc chi dinh phuc vu quan ly nha nudc vé an toan thuc pham dé trién khai 1ay
mau giam sat chat luong trén thi truong trong thoi gian 30 ngay ké tir ngdy cap
gidy tiép nhan dang ky ban cong bd san pham.”

b) Sira d6i, bd sung khoan 7 nhu sau:

7. Giao hoac chi dinh co quan kiém tra nha nudc vé an toan thyc pham nhap khau
doi véi cac san pham thude linh vuc duge phan cong quan 1y.”

¢) B6 sung khoan 8 nhu sau:

“8. Xay dung hé théng dich vu cong truc tuyen quan ly vé an toan thuc pham,
théng nhét tir trung wong dén dia phuong dé giai quyét cac thu tuc hanh chinh,
quan 1y chat lugng thyc pham.”

19. Sira doi, b6 sung mot so khoan cia Diéu 40 nhu sau:

a) Stra d0i, bo sung khoan 6 Diéu 40 Nghj dinh s6 15/2018/ND-CP va khoan 2
Piéu 3 Nghi dinh s6 155/2018/ND-CP ngay 12 thang 11 nam 2018 cua Chinh phu
sira doi, bo sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quan 1y nha nudc cia Bo Y té nhu sau:

“6. Chiu trach nhiém quan Iy an toan thuc phém trén dia ban; quan 1y diéu kién bao
dam an toan thyc pham 601 v6i co so san xuét, kinh doanh thuce pham, dung cu
chtra dung tiép xtic truc tiép voi thuc pham, vat lidu bao gbi tlep xuc truc tiép voi
thie pham, thic an duong phd, co s¢ kinh doanh dich vu an ubng, an toan thuc
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pham tai cac cho trén dja ban va cac ddi tuong theo phan cip quan ly. Té chuc cép,
thu hoi Glay ching nhan co so du didu kién an toan thyc pham dbi véi co so san
xuét nude udng dong chai, nude khoang thién nhién, nude da dung lién, nude da
dung dé ché bién thuc phém, co s& san xuat thuc phém bd sung, thuc phém dinh
dudng y hoc, thuc phim dung cho ché do an dic biét, san pham dinh dudng dung
cho tré dén 36 thang tudi, phu gia, huong liéu, chit hd tro ché bién thuc phém, cac
vi chat bd sung vao thuc phim, co sd san xuit thyc pham khac khong duoc quy
dinh tai danh myc cua B6 Cong Thuong va Bo Nong nghiép va Phét trién nong
thon, co s& kinh doanh dich vu an uéng.”

b) Sira ddi, bd sung khoan 8 nhu sau:

“8. To chuc tlep nhan va quan 1y ho so, cip, thu hoi Gidy tlep nhan dang ky ban
cong bd san pham, Glay xac nhan ndi dung quang cdo ddi véi san pham dinh
dudng y hoc, thuc pham dung cho ché d6 an dic biét, san pham dinh dudng dung
cho tré dén 36 thang tudi; Gidy chimg nhan luu hanh ty do, Gidy chiig nhan y té
va gidy chting nhan khac c6 lién quan (trir cac gidy chimg nhan c6 lién quan dén
thuc pham bao vé strc khoe) d6i véi thuc pham xuét khau trong trudng hop cé yéu
cau ctia nude nhap khau.

Pbi véi thu tuc cap Gidy tiép nhén dang ky ban cong bb san pham, co quan tiép
nhan ho so ¢ trach nhiém cung cap phuong phap klem nghiém céc chi tiéu an toan
va chi tiéu chat lugng san phim cia co so san xuat cho cac co s klem nghlem
dugc chi dinh phuc vu quan ly nha nuéc vé an toan thyc pham dé trién khai lay
mau giam sat chét luong trén thi truong trong thoi gian 30 ngay ké tir ngdy cip
gidy tiép nhan diang ky ban cong bd san pham.”

20. Sira doi M?lu’ s6 01, Mau s6 02, Mau s 10, MAu sb 11 Phy luc I ban hanh kém
theo Nghi dinh s0 15/2018/ND-CP tai Phu luc ban hanh kém theo Nghi dinh nay.

21. B0 sung Mau s6 15, Mu s6 16, Mu s6 17, Mau s6 18, Méu s6 19, Méu 6 20,
Mau s@ 21, Mau s6 22, Mau s6 23, Mau s6 24 Phu luc I ban hanh kém theo Nghi
dinh s6 15/2018/ND-CP tai Phu lyc I ban hanh kém theo Nghi dinh nay.

22. Bo sung Mau s6 25 (stra d6i, bo sung Méau s6 01 Phu lyc I Kém theo Nghi dinh
5O 155/2018/ND-CP ngay 12 thang 11 nam 2018 cta Chinh phu stra d6i, bo sung
mot sd quy dinh lién quan dén dleu kién dau tu kinh doanh thudc pham vi quéan Iy
nha nudc cua B Y té€), Mau s6 26 Phu luc I ban hanh kém theo Nghi dinh nay stra
doi, bo sung Mau s6 01 Phu luc I Kem theo Nghi dinh s0 155/2018/ND-CP ngay
12 thang 11 nam 2018 cua Chinh phu stra d6i, bd sung mot s6 quy dinh lién quan
dén diéu kién dau tu kinh doanh thudc pham vi quan 1y nha nudc caa B Y té.

Piéu 2. Bii bo mot s0 vin ban quy pham phap luit do Chinh phi ban hanh
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1. Bai bo mot sb quy dinh cua Nghj dinh sO 15/2018/ND-CP ngay 02 thang 02 nam
20}8 cua Chinh phu quy dinh chi tiét thi hanh mot s6 di€u cuia Luat an toan thuc
pham:

a) Diéu 32.
b) Khoan 5 Diéu 38.
¢) Khoan 5 Piéu 39.

2. Bii bo diém b khoan 2 Diéu 6 thudc khoan 3 Diéu 2 Nghj dinh s6 155/2018/ND-
CP ngay 12 thang 11 nam 2018 cua Chinh phu stra 461, bo sung mét s6 quy dinh
lién quan dén di€u kién dau tu kinh doanh thudc pham vi quan ly nha nude cua Bo
Y teé.

Picu 3. Hiéu lwc thi hanh
Nghi dinh ndy c6 hiéu luc thi hanh ké tir ngdy ... thang ... nim
Picu 4. Piéu khoan chuyén tiép

1. Cac ho so cong bd da ndp trudce thoi diém Nghi dinh nay c6 hiéu luc thi hanh
duoc ti€p tuc thuc hién theo quy dinh tai thoi di€ém ndp ho so, trur trudng hop to
chtrc, cd nhan tu nguyén thuc hién theo quy dinh tai Nghi dinh nay.

2. Cac hd so cong bd di duge cip gidy tiép nhan ding ky ban cong bé san phém
hodc dang tai trén trang thong thong tin dién tur cia co quan quan ly tiép nhan d01
v6i ho so tu cong bd, hd so di duge cip gidy xac nhan ndi dung quang cao, glay
chirng nhan co s¢ du diéu kién an toan thuc pham dat yéu cAu Thyc hanh san xuét
tdt (GMP), Giéy chirng nhan co sé du diéu kién an toan thuc phém trude thoi diém
Nghi dinh nay ¢6 hi¢u lyc thi hanh va hd so cong bd sén phém, hd so x4c nhan ndi
dung quang céo, ho so dé nghi co s¢ du diéu kién an toan thuc pham dat yéu cau
Thuc hanh san xuat tot (GMP), hd so dé nghi co so du diéu kién an toan thuc
pham ndp trudc thoi diém Nghi dinh nay c6 hiéu lyc thi hanh ma t6 chirc, ca nhan
khong tu nguyén thuc hi¢n theo quy dinh tai Nghi dinh nay va da dugc cap gidy
tiép nhan dang ky ban cong bo san pham hodc dang tai trén trang thong thong tin
dién tir cia co quan quan 1y tiép nhan d6i v6i hd so ty cong bd, da dugc cap gidy
xac nhan ndi dung quang cao, gidy ching nhan co so du diéu kién an toan thuc
pham dat yéu cau Thuc hanh san xuét tét (GMP), Gidy ching nhan co so du diéu
kién an toan thuc pham co s& chiu trach nhiém dua san pham ra thi truong trong
vong 02 (hai) nam keé tir khi Nghi dinh nay c6 hiéu luc thi hanh phai hoan thién hod
so dap ung theo quy dinh tai Nghi dinh nay. Néu khong hoan thién hd so thi hd so
khong con gia tri.
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Piéu 5. Trach nhiém thi hanh

Cac B¢ truong, Thu trudéng co quan ngang bo, Thu trucmg co quan thudc Chinh
phu, Cha tich Uy ban nhén dan cap tinh va cac t6 chic, c& nhan ¢ lién quan chiu

trach nhiém thi hanh Nghi dinh nay./.

Noi nhan:
- Ban Bi thu Trung vong Pang;
- Thu tudng, cac Pho Thu tuéng Chinh phu;
- Cac b, co quan ngang bd, co quan thugc Chinh phu;
- HDND, UBND cac tinh, thanh phé trgc thudc Trung wong;
- Vian phong Trung uwong va cac Ban ctuia Pang;
- Vin phong Téng Bi thu;
- Van phong Chu tich nudc;
- Hoi déng Dan tdc va cac Uy ban cua Quéc hoi;
- Vin phong Qudc hoi;
- Tda 4n nhan dan tdi cao;
- Vién kiém sat nhan déan tdi cao;
- Kiém toan nha nuéc;
- Uy ban Giam sat tai chinh Quéc gia;
- Ngan hang Chinh sach xa hoi;
- Ngan hang Phat trién Viét Nam;
- Uy ban trung uong Mt tran T quoc Viét Nam;
- Co quan trung wong cua cac doan thé;
- VPCP: BTCN, cac PCN, Tro Iy TTg, TGP Cong TTDT,
cac Vuy, Cuc, don vi truc thude, Cong bao;
- Luu: VT, KGVX (2b).vt.

TM. CHjNH 13Hl’1
KT. THU TUONG
PHO THU TUONG

Lé Thanh Long
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PHU LUC |

SUA POI, BO SUNG CAC MAU QUY PINH TAI PHUC LUC I BAN HANH KEM

THEO NGHI PINH SO 15/2018/NDP-CP
(Kem theo Nghi dinh so

[2025/ND-CP ngay  thang  nam 2025 cua Chinh phu)

Mau s6 01 Phuy luc |

Bén tu cong bo san pham

Mau s6 02 Phy luc |

Bén cong bo san pham

Mau s6 10 Phy luc I

Don dang ky xac nhan ndi dung quang cao

Mau s6 11 Phy luc I

Giay xac nhan nd1 dung quang céo

Mau sb 15 Phuy luc |

H6 so thong tin san pham (PIF)

Mau s6 16 Phy luc |

Gidy uy quyén

Mau s6 17 Phy luc I

Pon Eiéng ky chi dinh/ b(f) sung, m& rong/ gia han chi dinh co
s¢ kiém nghiém thyc pham phuc vu quan 1y nha nuéc

Mau s6 18 Phu luc I

Bao c4o nang luc co s¢ kiém nghiém

Mau s6 19 Phu luc I

Phiéu kiém nghiém

Mau s6 20 Phu luc I Bao céo két qua hoat dong co s¢ kiém nghi¢m

Mau s6 21 Phu luc I Bién ban danh gia co so kiém nghié¢m

Mau s6 22 Phu luc I Bao cdo danh gia co so kiém nghiém

Mau s6 23 Phu luc I Bao cdo két qua thyuc hién bién phap khic phuc

Mau s6 24 Phu luc I Quyét dinh vé viéc chi dinh co sé kiém nghi¢m thyuc phém

phuc vu quan 1y nha nude

Mau s6 25 Phy luc I

Pon dé nghi cip Gidy chimg nhan co s& du diéu kién an toan
thuc pham

Mau s6 26 Phuy luc I

Béo cdo két qua hoat dong cua co s san xuat thuc pham bao
vé stre khoe.
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. ] MAu s6 01 Phu luc I
CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic

BAN TU CONG BO SAN PHAM
S8t e / Tén doanh nghiép/ Nam cong bd

I. Thong tin ve to chirc, cA nhan ty cong bo san pham

TEN 10 CHUC, CA MNAN: ..ottt et e e et e e ee e e s et ettt et ee e
DA CII: e
Dién thoai: ... FaX: oo

B AT e
M O dOANN NEIIEP: ....vcvocveceereeeee et er ettt et ese st eneaneenens
So gidy chimg nhan co s du diéu kién an toan thuc pham ................... Ngay Cap/N oi
CAP e, (d01 v6i co so thude ddi twong phai cAp Gidy ching nhan co so du didu

kién an toan thuc pham theo quy dinh)

II. Thong tin vé san pham

1. TN SAN PRAM ..ottt st n et s st sn et ne st en e an e s
2. COng thirc cla SAN PRAIM: ......iiee it

- Thanh phan clia SAN PRAM: ........oienei e,
S P U oo
- Thanh phan v6 nang (néu co):

3. Thoi han st dung SAN PRAIM: ..........o.vvevieieieeee oo
4. Quy cach dong goi va chat U DA0 DIt ....ce.veeeeeeeeeeeeeeeeeeeeeeeeeeee e

5. Tén va dia chi co s& san xuat san pham (truong hop thué co s¢ sdn xuat): ..................
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I11. Yéu ciu vé an toan thuc phim

T chtrc, c4 nhan san xuét, kinh doanh thuc phém dat yéu cau vé an toan thuc ph'flm theo:
- Quy chuén k¥ thuat Quéc gia sb....; hoic

- Thong tu cua cac bg, nganh; hoac

- Quy chuén k¥ thuat dja phuong; hoic

- Tiéu chuin Qudc gia (trong truong hop chua co cac quy chuén k§ thuat qudc gia, Thong
tu cua cac B nganh, Quy chuan k¥ thuat dia phuong); hodc

- Tiéu chuan cta Uy ban tiéu chuan thuc pham qudc té (Codex), Tiéu chuan khu vuc,
Ti€u chuan nudc ngoai (trong trudong hop chua cd quy chuan ky thuat qudc gia, Thong tu
cua cac b nganh, Quy chuan k¥ thuat dia phuong, Ti€u chuan qudc gia); hodc

- Tiéu chuan nha san xuat dinh kém (trong truong hop chua c6 quy chuan ky thuat quéc
gia, Thong tu cua cac by nganh, Quy chuan k¥ thudt dia phuong, Tiéu chuan qudc gia,
Tiéu chuan cua Uy ban tiéu chuan thuc phiam qudc té (Codex), Tiéu chuan khu vuc, Tiéu
chuan nudc ngoai).

IV. Thuyét minh thanh phan ciia sin pham

Thanh phan san pham chi bao gém thanh phan tao cong dung san phidm va thanh phan
gitip 6n dinh cong thirc san phdm bao gém thanh phan chdng oxy héa, tranh twong tac,
turong ky cac thanh phan tao cong dung. T chirc, ca nhan thuyét minh thong tin vé thanh
phan ciia san pham theo bang sau:

TT | Ténthanh | Ham lugng | Ham luong | % so vai | Tai liéu | Cong Canh

phan dung/ngay | trong tai tai ligu | strdung | dung béo/
liéu/ngay kiéng ky
(néu co)
1
2

Truong hop trong thanh phan cta san pham c6 chua vitamin, khoang chat, t6 chuc, ca
nhan cung cap thuyét minh thong tin vé ngudng dung nap t6i da va muc dap tmg RNI d6i
v6i thanh phan vitamin va khoang chat (4p dung d6i véi nhom thuc pham chirc ning)
theo bang sau:
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Vitamin/ Y Tir...dén | Tir... dén | Tir... dén
. £ Nhom tuoi Zs Zs Zs
Khoang chat ... tuoi ... tuoi ... tuoi
Liéu dung /ngay

Liéu dung t6i da/ngay

Vitamin 1

Nam

RNI
N
Liéu dung /ngay

Khodng chét 2 Liéu dung toi da/ngay

Nam

RNI
Nit
Liéu dung /ngay

Liéu dung toi da/ngay

Nam
RNI

Nu

Chung t6i xin cam két thuc hién ddy du cac quy dinh cta phap luat vé an toan thuc phadm
va hoan toan chiu trach nhiém vé tinh phap 1y cta hd so cong bd va chat luong, an toan
thue pham ddi voi san pham da cong bo./.
, ngay.. thang ........
DAI DIEN TO CHUC CA NHAN
(Ky tén, déng dau)
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MAu s6 02 Phu luc |

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

BAN CONG BO SAN PHAM
SO: e
I. Thong tin vé to chirc, ca nhan cong bd san pham
TEN 10 CHUIC, CA MNAI: .ottt ettt e e e et et et et e et et et et et ee et enaeees

DA ChI: oo —————————a e e e e e e

B AT ettt benneas
M S8 dOANN NERIEP: ...

S gidy chung nhan co s¢ du diéu kién an toan thuc pham: ..................... Ngay
CAP/INOT CAP: cuvvieeeiiieeeiieeeitte e et e e ette et eeeseteeeesabeeesasaeessssaeeenssaeeassseeessssaesnsseeeanseeeennsees

(d6i v6i co so thude ddi tuong phai cap gidy ching nhan co s¢ dil diéu kién an toan thuc
pham theo quy dinh)

II. Thong tin vé san pham

1. TN SAN PRAML: ..ot er s,

- Thanh phan v6 nang (néu co):
3. Chi tiéu chat lwong ciia san pham:
4. Thoi han st dung SAN PRAM: .........o.ovieeeeieeeeeeeeeee et

5. Quy cach dong goi va cht liBU BA0 DI: ......oueeeeeeeeeeeeeeeee e
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6. Tén va dia chi co SO SAN XUAL SAN PRAIIL .......veieeeeeeeeeeeeeeeee e
II1. Yéu ciu vé an toan thuc phim

T4 chtc, ca nhan san xudt, kinh doanh thuc pham dat yéu cau an toan thuc pham theo:

- Quy chuan k¥ thuat Quéc gia s6....; hoic

- Thong tu cua cac bg, nganh; hoac

- Quy chuén k¥ thuat dia phuong; hoic

- Tiéu chuan Qudc gia (trong truong hop chua c6 cac quy chuan k¥ thuat qudc gia, Thong
tu cua cac B nganh, Quy chuan k¥ thuat dia phuong); hodc

- Tiéu chuan cia Uy ban tiéu chuan thuc pham qudc té (Codex), Tiéu chuan khu vuec,
Tiéu chuan nudc ngoai (trong truong hop chua c6 quy chuan k¥ thuat qudc gia, Thong tu
ctia cac bo nganh, Quy chuan k¥ thuét dja phuong, Tiéu chuin qudc gia); hodc

- Tiéu chuan nha san xuat dinh kém (trong truong hop chua c6 quy chuan ky thuat quéc
gia, Thong tu cua cac by nganh, Quy chuan ky thut dia phuong, Tiéu chuan qudc gia,
Tiéu chuan cua Uy ban tiéu chuan thuc phiam qudc té (Codex), Tiéu chuan khu vuc, Tiéu
chuan nudc ngoai).

IV. Thuyét minh thanh phén ciia sain pham

Thanh phan san pham chi bao gom thanh phan tao cong dung san pham va thanh phan
gitip 6n dinh cong thirc san pham bao gom thanh phan chdng oxy hoa, tranh tuong tac,
tuong ky cac thanh phan tao cong dung. T6 chirc, ca nhan thuyét minh thong tin vé thanh
phan ciia san pham theo bang sau:

TT | Ténthanh | Ham luong | Ham luong | % so vai | Tai liéu | Cong Canh

phan dung/ngay | trong tai tai ligu | strdung | dung béo/
ligu/ngay kiéng ky
(néu co)
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Truong hop trong thanh phan cua san pham c6 chira vitamin, khoang chat, to chirc, ca
nhan cung cap thuyét minh théng tin vé ngudng dung nap t6i da va murc dap ing RNI d6i
v6i thanh phan vitamin va khoang chét (ap dung d6i voi nhém thuc pham chirc ning)
theo bang sau:

Vitamin/ oz Tir...dén | Tir... dén | Tir... dén
. % Nhom tuoi z. z. z.
Khoang chat ... tuoi ... tuoi ... tuoi
Liéu dung /ngay

Liéu dung tdi da/ngay

Vitamin 1

Nam

RNI
Nir
Liéu ding /ngay

Khoang chit 2 Liéu dung toi da/ngay

Nam

RNI
Nu
Liéu dung /ngay

Liéu dung tdi da/ngay

Nam

RNI
Nt

Chung t6i xin cam két thuc hién déy du cac quy dinh cta phap luat vé an toan thuc phim
va hoan toan chiu trach nhiém vé tinh phap ly cua ho so cong bb va chat luong, an toan
thuc phim (101 VOl san pham d3 cong bd va chi dua san pham vao san xudt, kinh doanh
khi di dugc cap Gidy tiép nhan dang ky ban cong bd san pham./.

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

DAI DIEN TO CHUC CA NHAN
(Ky tén, déng dau)
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‘ Mau 56 10 — Phu luc 1
CONG HOA XA HQI CHU NGHIA VIET NAM

TEN PON VI r AL )
- Doc lap - Tw do - Hanh phuc
Sé: /Ky hicuténdonvi e L., ngay..... thang.... nam 20....
DPON DANG KY
Xac nhan n¢i dung quing cao

Kinh gl 2 .o
1. Tén don vi dang Ky X4C NhAN: .......ccooviiiiiiiiiiieeeee e
2. D18 ChI ITU SO:2 oottt sttt et ee ettt ettt
Piénthoai: ... Fax:..oooooooooeeeeec e,

Dé nghi dang ky x4ac nhan ndi dung quang cao doi voi:

STT Tén sin pham S0, ky hiéu ciia Gidy tiép nhdn | Ngay tiép nhén
dang ky ban cong san pham dang ky ban cong
bo
Ho 50 bao gOm CAC ZIAY 10, tA1 LU ....eveeeeeeeeeeeeee e

To1 xin cam doan cac thong tin va hd so néu trén la dang sy that va cam két thuc hién
quang cao san pham thyc pham theo ding nd1 dung khi da dugc xac nhan.

Kinh dé nghi Quy co quan xem xét va cap gidy xac nhan ndi dung quang cio./.

Giam doc hodc dai dién hop phap ciia don vi
Ky tén (Ghi ho tén day du, chirc danh)
Dong dau

Y Pia danh

2 Co quan tiép nhdn ho so: Co quan c6 tham quyén quy dinh tai Diéu 37 va Piéu 40 ciia Nghi

dinh nay. ’
3 Ghi theo dia chi trén giay chirng nhdn dding ky kinh doanh
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MAu s6 11-Phu luc I

TEN CO QUAN CHU QUAN CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO QUAN TIEP NHAN PANG Doc 1ap - Tu do - Hanh phiic

KY NOI DUNG QUANG CAO

Sb: /XNQC-...1... Tén tinh/thanh pho, ngay... thang.... nam 20...

GIAY XAC NHAN NOI DUNG QUANG CAO

TEN 10 CHTC, CA NNAN: ..o s s e s s s s s s s s s seseseseees
DA ChIieeeeeeeeeeee e
Piénthoai: ... Fax: oo
STT Tén san pham S6, ky hiéu ciia Gidy tiép nhan ding ky ban

cong bo

C6 ngi dung quang céo (dinh kém) da duoc duyét phu hop véi quy dinh hién hanh.

Yéu cau to chirc, ca nhan c6 trdch nhiém quang cdo dung ndi dung da dugc xac nhan.

Co quan xac nhn
(Ky ghi ro ho tén va dong dau)

LKy hiéu viét tat cia co quan xac nhan néi dung
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MAu s6 15 Phu luc I

HO SO THONG TIN SAN PHAM THU'C PHAM CHUC NANG
(PIF - Product Information File)

Hb so thong tin san phim thwe phidm chitc ndng bao gdm cac ndi dung sau:

Phan 1. Tai li¢u hanh chinh va tém tit vé sain pham

- Tai liéu hanh chinh:

+ Ban sao Gidy tiép nhan ding ky ban cong bd san pham; Ban cong bd san pham

+ Gidy uy quyén cua nha san xuat hodc chu so hitu san pham

+ Gidy chimg nhan luu hanh ty do (Certificate of Free Sale) hodc Gidy chirng nhén
xuat khau (Certificate of Exportation) hodac Giay ching nhian y té (Health
Certificate) hodic gidy chirng nhan xuit khau khac ciia co' quan cé thim quyén ciia
nwdc xuat xi/xuat khau cap (doi voi thuyc pham chirec nang nhap khau)

+ Céc tai lidu hanh chinh c6 lién quan khac (Gidy ching nhan dang ky kinh doanh hoic
Giay phép dau tu ciia co’ s¢ san xuat trong nwdc; to chuc, cd nhan chiu trach nhiém dua
sadn pham ra thi truong);

+ Céc thanh phan va ty 1& phan trim cta tit ca cac thanh phan trong cong thic.

+ Nhén va thdng tin san pham (Td hudng dan sir dung néu c6).

+ Giay chirng nhan co s¢ da diéu kién an toan thyc pham dat yéu cau Thuc
hanh sin xuat tot (GMP) hoidc chirng nhan twong dwong doi véi thuwe pham
bao vé strc khée.

+ Hé thong ghi s6 16/ ma san pham va phiéu kiém nghiém ddi véi ting 16 san pham thyc
pham trude khi luu thong trén thi truong bao gom céc chi ti€u theo hd so dang ky ban
cong bo san pham/ty cong bo san pham.

- Tém tat nhiing tac dung khong mong mudn trén nguoi (néu co).

- Tai liéu thuyét minh tinh ning, céng dung cua san phim thue phim (t6m tit): Bao céo
vé danh gi4 tinh niang, cong dung cia san pham dya theo thanh phan va két qua thu
nghiém.

Phin 2. Chit lwgng ciia nguyén liéu

Tiéu chuan chat lugng va phuong phap kiém nghiém cia nguyén liéu. Pdi véi thanh
phan huong li¢u, néu roé tén va ma so hwong li€u, tén va dia chi nha cung cap, cam
két phu hop véi hwéng din ciia Hiép hoi Hwong liéu Quoc té (IFRA).
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Phan 3. Chit lwgng ciia thainh phim

- Cong thirc ctia san pham: Ghi tén day du cc thanh phan theo danh phap qudc té va ty 16
phéan trdm cua cac thanh phan trong cong thuc. Néu rd cong dung cua tung thanh phan
nguyén liéu;

- San xuat:
+ Thong tin chi ti€t vé nha san xuat: quoc gia, tén va dia chi nha san xuat, nha dong goi;
+ Tom tat quy trinh san xuat;

+ CA&c thong tin chi tiét thém vé quy trinh san xuét, quan 1y chit luong va cac hd so lién
quan v€ san xuat, can dugc chuan bi san sang tuy theo yéu cau co quan quan ly.

- Tiéu chuén va cac phuong phap thir ciia thanh pham:
+ Céc chi tiéu sir dung kiém tra chi tiéu chat luong, chi tiéu an toan trong thanh pham;
+ Céac phuong phap thir tvong tng voi tiéu chudn chat luong dé kiém tra mac do dat;

- B4o céo tom tit vé do 6n dinh cua san pham (cho san phim c6 tudi tho dudi 30 thang):
Bao cdo va dir liéu nghién ctru do 6n dinh hodc danh gid do 6n dinh dé thuyét minh cho
han str dung cta san pham.

Phén 4. Bio cdo thir nghiém hiéu qua vé cong dung ciia san pham (néu c6)

- Panh gia tinh an toan: Bao cdo danh gia vé tinh an toan trén ngudi clia thanh pham dya
theo thanh phan trong cong thirc, cau truc hoa hoc cua thanh phan va ngudng gay hai (cé
tén va chit ky cua danh gia vién);

- So yéu 1y lich ctia danh gia vién vé tinh an toan cua san pham;

- B4o c4o m&i nhat vé tac dung phu hay tac dung khong mong mudn (néu c6), duoc cap
nhat thuong xuyén,;

- Tai liéu thuyét minh tinh ning, cong dung cua san pham coéng b trén bao bi san pham:
Bao cdo day du vé Panh gia tinh nang, cong dung ctuia san pham dua theo thanh phan va
két qua thu nghiém (co tén va chit ky cuia danh gia vién).
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MAu s6 16 Phu luc I
UY QUYEN KY TEN TREN HO SO PANG KY BAN CONG BO

Tiéu dé cua to chuc, ca nhan (tén, dia chi cta co s Uy quyén)
GIAY UY QUYEN
(0] 1101370 70 PO

(Tén va dia chi chu s¢ hitu san phém/ Co s& san xuat/Co s& chiu trach nhiém dua san
pham ra thi truong)

Bang van ban nay uy quyén cho éng/ba .......

Dai dién cua cong ty tai ............ , Viét Nam thay mit chung toi ky tén va dong dau trén
ho so cong bo san pham:

Tén san pham:
Dang bao ché/ phuong phéap ché bién, ham lugng:
Thoi han hiéu lyc cta gidy ty quyén (ghi 6 thoi gian cu thé):

Nguoi duge uy quyen ky tén trén ho so s& chiu trach nhiém trude Bo Y té (Cuc An toan
thuc pham) vé tat ca nhitng van dé ¢ lién quan dén san pham nay tai Viét Nam.

Giam doc hodc dai dién hop phap ciiabén | Giam doc hogc dai dién hep phap ciia bén
iy quyén dwgc iy quyén
Ky tén (ky truc tiép), dong dau: Ky tén (ky truc tiép), dong dau:
Ngay thdng nam Ngay thdng nam

* Quy dinh vé Gidy iiy quyén
1. Ngén ngit trinh bay la tiéng Viét, tiéng Anh hodc song ngit tiéng Viét va tiéng Anh.
2. Gidy uy quyén phdi c¢é ddy di cac ndi dung sau:

a) Tén, dia chi cua nha san xudt; trong hop bén uy quyén la chii s6 hitu san pham thi
can néu ré tén, dia chi ciia chii s6 hitu san pham va tén, dia chi cia nha san xudt;

b) Tén, dia chi ciia t6 chirc, cd nhdn dwoc 11y quyén;
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¢) Pham vi iy quyén (dirng tén cong bé va phan phéi san pham tai Viét Nam);
d) Nhin hang hodc tén san pham dwoc 11y quyén;
d) Thoi han ity quyén;

e) Cam két ciia nha san xudt hodc chii s6 hitu san phdm cung cap day dit Ho so thong tin
san pham (PIF) cho t6 chirc, ca nhan chiu trach nhiém dwa san phdam ra thi truong tai
Viet Nam,

g) Tén, chirc danh, chir ky ciia nguoi dai dién cho bén uy quyén.
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MAu s6 17 Phu luc I

CO SO KIEM NGHIEM CONG HOA XA HOI CHU NGHIA VIET NAM
-------- Poc lap - Tu do - Hanh phuic

PON DPANG KY CHI PINH/BO SUNG, MO RONG/ GIA HAN CHI PINH
CO SO KIEM NGHIEM THU'C PHAM PHUC VU QUAN LY NHA NUOC

Kinh giwri: (Co quan chi dinh)

1. Tén co so kiém nghiém:

bia chi:

bién thoai: Fax: E-mail:

2. Ho tén, chtrc danh ngudi phuy trach co s¢ kiém nghiém:
bia chi:

bién thoai: Fax: E-mail:

(0121 0

5. Hinh thirc dé nghi chi dinh

bang ky chi dinh[_] Ping ky md rong, bd suf_| bang ky gid Jan
5. Pham vi d& nghj chi dinh

TT [Linhvyc |Ténchi |Phuong phap |Gidihan phat hién cua phép  (Ghi chu
tiéu thir thir (n€u cd)/pham vi do

6. Thoi gian dé nghi bat dau danh gia: ngdy....thdng....nam...

7. Chung t61 cam két thue hién ddy du quy dinh tai Chwong XIa Nghj dinh
50..../2025/ND-CP cua Chinh phu.

Thu truwéong don vi Phu trach co sé kiém nghiém
(Ky tén va dong dau) (Ky va ghi ro ho tén)
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Méu s6 18 Phuy luc I

CO SO KIEM NGHIEM CONG HOA XA HOI CHU NGHIA VIET NAM
-------- Poc 1ap - Tw do - Hanh phic

BAO CAO
NANG LUC HOAT PONG CO SO KIEM NGHIEM

1. Tén co so kiém nghiém:

bia chi:

bién thoai: Fax: E-mail:

2. Ho tén, chtrc danh ngudi phuy trach co s¢ kiém nghiém:
bia chi:

bién thoai: Fax: E-mail:

3. Can b, nhan vién cua co s¢ ki€ém nghiém:

TT | Hovatén| Chingchi | Chingchi| Congviéc | Thdmnién | Ghichu

dao tao dao tao h¢ | duogc giao | trong linh
chuyén mon | thong quan| hién tai vuc kiém
ly nghiém

4. Trang thiét b
4.1. Trang thiét bi can kiém dinh/hiéu chuén

TT Tén Phamvido, | Chuky | Ngiykiém |Don vikiém| Ghichu

phuong | cap chinh xac| kiém dinh, | dinh, hiéu | dinh/hiéu
tién do hiéu chuan | chuan lan chuin
luong cubi

4.2. Trang thiét bi khac
TT | Ténthiétbi | Dic trung ky thuat | Ngay dua vao sir dung Ghi chu
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5. Dién tich va mo6i truong cua co s¢ kiém nghiém

5.1. So dd mat béng va dién tich cua tung bo phan cta co s¢ kiém nghi¢m

5.2. Biéu kién moi truong cac bd phan cua co sé kieém nghiém

- Di€u hoa nhiét do;

- Kha nang thong khi va thoat hoi dc;

- Cac diéu kién bao dam khac ( chdng rung, bui, on, anh sang, phong xa...).

5.3. Céc diéu kién bdo ho va an toan lao dong cho can bg va nhan vién cua co s¢ ki€ém

nghi¢m

6. Danh muc céc linh vuc va phép thur co sd kiém nghiém dé nghi chi dinh

STT

Linh
vuc

Phuong

Tén phép
” phap thir

thu

G161 han phat
hién (n€u co)

Cong suit
kiém
nghiém (s6
mau/nim)

Két qua thir
nghi¢m
thanh
thao/so sanh
lién phong

7. Két qua hoat dong co so kiém nghiém thyc hién 03 (ba) ndm gan nhét

STT

Linh vuc

Tén phép thu

Phuong phap
thir

Tong s6 mau

Ghi chu

8. Co so kiém nghiém cam két

- Thuc hién Quyét dinh chi dinh va quan 1y hoat dong co s¢ kiém nghiém;

- Pap ung cac yéu cau ctia co quan danh gia khi tién hanh danh gia co s¢ kiém nghi¢m.

Thu trwong don vi
(Ky tén va dong dau)

Phu trach co sé kiém nghiém
(Ky va ghi ré ho tén)
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MAu s6 19 Phu luc I

CO SO KIEM NGHIEM CONG HOA XA HOI CHU NGHIA VIET NAM
-------- Poc lap - Tu do - Hanh phuic

, PHIEU KIEM NGHIEM
(Ket qua kiém nghiém chi co gid tri voi mau dem thit)

1. Tén mau: (Ghi tén cua mau kiem nghiém)
2. M3 s6 mau:

3. M6 ta mau: (tinh trang mau khi nhdn, khoi hrong mau, ngay san xudt, han sir dung,
tinh trang luu mdu)

4. Thoi gian luu mau:
5. Ngay lay mau:
6. Ngay nhan mau:
7. Thoi gian kiém nghiém:
8. Noi gtri mau:
9. Tai liéu kém theo: (ghi ré ndi dung, s6, ngay, thang ndm ciia céng van hay gidy to kém
theo)
10. Két qua kiém nghiém (cac chi tiéu di dugc chi dinh cta co s kiém nghiém):
TT | Chi tiéu kiém Phwong phap | Pon vi Két qua So v6i QCVN.../
nghiém kiém nghiém TCVN.../QD...
1
2

11. Két luan:

(Can néu ré mau cé dat yéu cau hay khéng)
12. Ghi cht: (néu c6)

Thu trwong don vi Phu trach co s& kiém nghiém
(Ky tén va dong dau) (Ky va ghi ro ho tén)
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MAu 6 20 Phu luc I

CO SO KIEM NGHIEM CONG HOA XA HOI CHU NGHIA VIET NAM
-------- Poc lap - Tu do - Hanh phuic

' BAO CAO )
KET QUA HOAT DONG CQ SO KIEM NGHIEM
(HANG NAM/TRONG THOI GIAN CHI DINH)
1. Tén co so kiém nghiém:
bia chi:
bién thoai: Fax: E-mail:
Ho tén, chirc danh, nguoi phu trach co so kiém nghiém:
bién thoai: Fax: E-mail:

3. Bao tao: Nang cao trinh d§ chuyén mon cho cén bd co sé ki€ém nghiém

TT | Hovatén | Chtcvu | Khoadaotao | Thoi gian | Két qua dat| Ghi chd
tham gia duogc

4. Trang thiét b
4.1. Trang thiét bi duoc kiém dinh/hiéu chuan
TT Tén Pham vi do, | Chu ky kiém| Ngay kiém | Pon vi kiém| Ghi chi
phuong | cap chinh xac| dinh, 1}iéu diﬂnh,\hiéu ) dinh/l}iéu
tién do chuan chuan lan cuoi chuan
luong

4.2. Trang thiét bi méi duoc bo sung

TT | Ténthiétbi | Dic trung ky thuat | Neay dua vao sit dung Ghi chu

5. Linh vuc va phép thtr co s¢ kiém nghiém thuc hién

STT| Linh | Ténphép | Phwong | Cong suat kicm nghiém | Gi6ihan | Ghi chd
vuc thu phap thir | (tong s6 mau/ 6 thang | phat hién
(hoac 12 thang)) (néu co)

6. Pam bao chit luong két qua kiém nghiém (tham gia thir nghiém thanh thao/so sanh
lién phong):

STT | Ténphépthe | Phuong | Nénmiu| Ponvitd| Thoigian Két qua
phap thir chirc tham gia
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7. Két qua hoat dong co so kiém nghiém

STT

Linh vuc

Loai qthl_IC
pham

Tén phép
thir

Phuong
phép thtr

Tong so
mau

S6 mau khong dat
yéu cau

Thu trwéng don vi

(Ky tén va déng diu)

Phu trach co sé kiém nghiém
(Ky va ghi ro ho tén)
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MAu s6 21 Phu luc I

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

] ~ BIEN BAN
DPANH GIA CO SO KIEM NGHIEM
Poan danh gia co so kiém nghiém .............. dugc thanh 1ap theo Quyét dinh s6 ....

/QP-.... ngdy ... thang ... nim ... cia co quan chi dinh, gém:
(Ho, tén truong doan danh gia, thu ky, cdc thanh vién)
1. Tén co so kiém nghiém:
bia chi: Dién thoai: Fax: E-mail:
2. Két luan cua Truong doan danh gia
2.1. Cac diéu phu hop:
2.2. Céc diéu khong phu hop:

TT Céc diéu khong phu hop Mirc 1 | Mac?2 | Can cit/chudn muc

2.3. Bé nghi co quan quan 1y nha nudc cé tham quyén chi dinh (tén co sé kiém nghiém),
thuoc ........... l1a co sé kiém nghiém dugc chi dinh d6i véi cac linh vuc va phép thir sau
sau khi co so kiém nghiém hoan thanh vi¢c khac phuc toan bd cac diéu khong phu hop
néu trén:

TT Linh vyc Tén phép thir hodac | Phuong phap thir Ghi cha
loai phép thur
3. Bién ban nay duoc thong qua véi sy dong y cua ... thanh vién doan danh gia.

4.Y kién khac néu c6 (néu ro noi dung va tén nguoi co y kién khac)

5. Tai liéu khac kém theo bién ban gom: ...............ooviiiiieeiiniiini,

Pai dién co sé Kiém nghiém  Thu ky doan danh gia Trwéng doan danh gié
(Ky tén, dong dau) (Ky va ghi ro ho, tén) (Ky va ghi ro ho, tén)
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MAu s6 22 Phu luc I

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

BAO CAO
PANH GIA CO SO KIEM NGHIEM

1. Tén co s kiém nghiém dugc danh gia:

bia chi:

bién thoai: Fax: E-mail:

2. Pham vi dé nghi chi dinh: Céc linh vuc va phép thir dé nghi chi dinh.
3. boan danh gia hoac thanh vién doan danh gia: (ghi ro ho, tén)

4. Thoi gian dénh gia

5. Cac can cir dé danh gia

- Hé thdng quan 1y chat luong co so kiém nghiém;

- Céc quy trinh k¥ thuat, quy trinh tiép nhan mau va tra két qua cua co so kiém nghiém;
- Tiéu chuén, quy dinh yéu cau vé ning lyc co sé kiém nghiém.

6. NOi dung danh gia:

Sy tuén thu va phu hop cua co so kién} nghiém theo quy dinh tai Didu 35a Nghi dinh nay.
Cac diém khong phu hop cta co sé kiem nghiém.

7. Két qua danh gia
Két luan vé timg ndi dung danh gia (c6 hd so, bién ban danh gia kém theo).
8. Két luan va kién nghj cta truong doan danh gia

Trwong doan danh gia

(Ky va ghi ré ho, tén)
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MAu s6 23 Phu luc I

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

Kinh giri: (Co quan chi dinh)
) . BAO CAO ] )
KET QUA THUC HIEN BIEN PHAP KHAC PHUC

1 .Tén co s kiém nghiém dugc danh gia:

2. Ma 6 chi dinh:

3. biéu khong phu hop duoc phat hién: Muc do:

4. Nguyén nhan

5. Bién phap khic phuc

6. Nhitng thay d6i kém theo dé hoan chinh hé thong quan 1y (néu cd)

Thu trwéng don vi Nguoi bao cao
(Ky, ghi ro ho tén) (Ky, ghi r6 ho tén)

7.Y kién tham dinh cua cac thanh vién doan danh gia

......... , ngay......thang........nam
Thuw ky doan danh gia Trwéong doan danh gia

(Ky, ghi ro ho tén) (Ky, ghi ro ho tén)
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MAu s6 24 Phu luc I
BO QUAN LY CONG HOA XA HOI CHU NGHIA VIET NAM
CHUYEN NQANH Poc 1ap - Tw do - Hanh phic
COQUANCHIPINH = ceeeeeeeeeeeees
Sé: .../Qb-... Ha Noi, ngay .... thang.....nam....

‘ ] QUYET DPINH )
VE VIEC CHI PINH CO SO KIEM NGHIEM THU'C PHAM
PHUC VU QUAN LY NHA NUOC

Can cir Ludt an toan thwc phdm ngdy 17 thang 6 nam 2010;

Can cit Nghi dinh s ... /2025/ND-CP ngay  thdng ndm 2025 sita doi, bo sung
mot so dieu cua Nghi dinh s6 15/2018/ND-CP ngay 02 thang 02 nam 2018 cua Chinh
phu quy dinh chi tiét thi hanh mot so diéu cua Ludt an toan thuc phdm;

(Thu truong co quan chi dinh) .........................,

QUYET PINH:

Piéu 1. Chi dinh ........ (tén co so kiém nghiém), dia chi................... duoc chi dinh
kiém nghiém thyc pham phuc vu quan 1y nha nudc doi véi céc chi ti€u ky thudt co tén
trong danh muc chi ti€u dugc chi dinh kém theo Quyét dinh nay.

- M s6 co so kiém nghiém: ..../..../BYT-KNTP (BCT-KNTP/BNN-KNTP).
Piéu 2. Quyét dinh nay c6 hiéu lyc ba (03) nim, ké tir ngay ky.

DPiéeu 3. (Tén co sé kiém nghi¢m) ....... c6 trach nhiém thuc hién cong tac ki€ém nghiém
phuc vu quan 1y nha nudc khi ¢é yéu cau va phai tuan thu cac quy dinh va huéng dan cia
co quan quan ly nha nudc cé tham quyén.

Noi nhin: THU TRUONG CO QUAN CHI PINH
- Nhu trén; (Ky tén va dong dau)

- T6 chuc lién quan (dé biét);
- Luu: Co quan chi dinh.


https://thuvienphapluat.vn/van-ban/Thuong-mai/Luat-an-toan-thuc-pham-2010-108074.aspx

(Kém theo Quyét dinh chi dinh sé
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DANH MUC CHI TIEU PUQC CHI PINH

/OP-....... ngay.... thang... ... nam... .... cua co quan chi

TT

Tén chi tiéu duwgc chi dinh

Pham vi ap dung

Gio6i han phat
hién/Giéi han dinh
lwrgng/pham vi do
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MAu s6 25 Phu luc I

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

, ngay........ thang........ nam 20
PON PE NGHI

Cip Gidy chirng nhén co sé di diéu kién an toan thue pham

Dé nghj dugc cap Gidy chimg nhan co s du diéu kién an toan thuc pham cho san
xuat (loai thuc pham va dang san pham...):......ccccoeevvveeeiinennen.

CHU CO SO
(Ky, ghi ro ho tén)



TEN CO SO SAN XUAT
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MAu 6 26 Phu luc I

CONG HOA XA HOI CHU NGHIA VIET NAM

Poc lap - Tu do - Hanh phic

BAO CAO

KET QUA HOAT PONG SAN XUAT THUY'C PHAM BAO VE SUC KHOE
(Twngay ...../ .../ 20... dén ngay ...../ ...../ 20...)

Ky bao céo thir nhat (12 thang dau tién tinh tir ngay cap) 0

Ky bao céo tha hai (12 thang tiép theo) O

Ky bdo cdo th&r ba (12 thang ti€p theo) O
1. Tén va dia chi co s duoc cip Gidy chimg nhan GMP thyc pham bao vé sirc khoe: ...

S6 Gidy chtng nhan: ...../..../ATTP-CNGMP Cap ngdy ...../ .../ 20..
2. Nhan su va dao tao
Noi dung Thoi diém cap/ Ky bao Hién tai
4o lién trude)

Nhéan sy Kiém soat chat lugng (dam bao va
kiem nghiém)/ Tryc ticp SX/ Gian tiep khac/ | | e
Téng 86 CBNV / .../ .o / / .../ .o /
Puoc Phd bién Vkién thae ATTP/ TAp hUAN | coevvereree |
GMP co ban/ Huan luyén, dao tao chuyn mon | -.oooevvvviiiiiiins |
lién quan/ Tong s6 CBNV v v i

3. Co s& vat chét

C6 thay d6i?
[

So db va Danh muc céc thiét bi chinh Khong thay doi

- Mt bang tong thé cua co so

|
- B6 tri mat bang (cac) xudng san xuat 0 0
- B6 tri mat bang phong kiém nghiém O O
- Thiét bi san xuét \ O
- Thiét bi kiém nghiém va giam sét IPC O 0
- Thiét bi phu trg (HVAC, RO, khi nén...) O 0

3. Tinh hinh thanh tra, kiém tra ddi v&i co s&°:

1 Déi v6i nhitng thay ddi c6 tac dong dén an toélna chét luong san phém 6 murc do co so tu danh gié, thAm dinh va
kiém soat duge nhung chua t6i mire lam thay doi pham vi duge cap hoac phai duge Co quan cap phé duyét.
2 Pinh kém nhitng So d6, Danh muc c6 ndi dung thay doi va béo céo tu ddnh gid tuong tmg
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4. Két qua hoat dong san xuét thuc phém bao vé suc khoe

Noi dung S6 luogng

cong bd* (86 sanpham) | L.

Co6 san xuat® (Sé san pham/ Tong sé 16/ Tong sé
don vi san pham®)

Bi thu hoi (Tong s6 16/ Tong s6 don vi sanpham) | ... [ s

Chiu co so
(Ky, dong dau va ghi ro ho tén)

3 Ghi ) s6 lugng, tén Poan thanh, kiém tra, hinh thtc vi  pham va murc xtr phat (neu c0) trong ky bao céo.

4 Bao gom c4c san phim Co sé chiu trach nhiém coéng bd va nhitng san pham do t6 chire, ca nhan khac (dugc ty
quyén) chiu trach nhiém cong bd

5 Bao gom san xuét cho t6 chirc, ca nhan khac co Thong bao chuyén dia diém san xuat dén Co so

8 Vién, dng (16ng), hii (ban ran), lo/chai (16ng), thi/goi (bot, 10ng, ban ran), hop (bot, 10ng)...
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o PHU LUC II ‘ ‘
SUA POIL, BO SUNG PHU LUC Il BAN HANH KEM THEO
NGHI PINH SO 15/2018/ND-CP

(Kém theo Nghi dinh s6

/2025/ND-CP ngay

thang  nam 2025 cua Chinh phu)

o  PHULUCII » ‘
DANH MUC CAC SAN PHAM/NHOM SAN PHAM THUC PHAM; HANG
HOA THUOC THAM QUYEN QUAN LY CUABO Y TE

(Kém theo Nghi dinh s6

/2025/ND-CP ngay

thang  nam 2025 cua Chinh phu)

TT| Tén sin pham/nhém san pham

Ghi chd

Nuéc udng dong chai, nude khoang
thién nhién, d thuc pham (nuéc da
dung lién va nude d4 dung dé ché
bién thuc pham)

Trir nude da str dung dé bao quan, ché
bién san phérn thudc linh vuc duge phan
cong quan ly cua B Nong nghiép va
Phat trién nong thon

Thuc pham chiic ning

CAc vi chat bo sung vao thuc pham

Ph}_l gia, hu:opg liéu, chat hd trg ché
bi€n thuc pham

|:)1.1ng cu chira dung tiép xic truc
iép véi thue pham, vt liéu bao
g0i tiép xuc truc tiép voi thuc
phﬁm

Trir nhitng Dung cu chira dwng tiép xic
trwe tiép véi thwe pham, vit liéu bao
o6i tiép xuic truc tiép voi thue pham
thudc tham quyén quan 1y ciia B6 Nong
nghiép va Phat trién nong thon va Bo
Cong Thuong dugc san xuat trong cling
mot co s& va chi dé dung cho céac san
ham thuc pham ciia co sé do

Cac san pham khac khong dugce quy
dinh tai danh muc cua Bo Cong
Thuong va Bo Nong nghiép va Phat
trién nong thon




(Kém theo Nghi dinh s6
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PHU LUC II

SUA POL, BO SUNG PHU LUC IV BAN HANH KEM THEO
NGHI PINH SO 15/2018/ND-CP

/2025/ND-CP ngay
PHU LUC IV

thang

nam 2025 cua Chinh phu)

DANH MUC CAC SAN PHAM/NHOM SAN PHAM THUC PHAM; HANG HOA THUQC
THAM QUYEN QUAN LY CUA BO CONG THUONG
(Kem theo Nghi dinh so 15/2018/ND-CP ngay 02 thang 02 nam 2018 cua Chinh phu)

TT

Tén san pham/nhém sin pham

Ghi chu

Bia

Bia hoi

Bia chai

w |IN |

Bia lon

Rugu, con va do uong cé con

Khong bao gdm san phim thue
pham chirc nang do BO Y té quan
ly

1 |Rugu vang
1.1 [Ruou vang khong c6 gas
1.2 |Ruou vang c¢é gas (vang nd)
2 |Rugu trai cay
3 |[Ruou mui
4 [Ruou cao do
5 |Ruogu tréng, ruou vodka
6 [Po udng co con khac
g e ke
1 [P ubng déng hop, bao gdm nudce ép rau, qua
2 [Nudc giai khat can pha lodng trudc khi ding
5 o i it dng ey e e
o Khong bao gdm cac san pham b(x)q
IV [Sira che bien sung vi chat dinh dudng, thyc pham
chirc nang do B Y té quan 1y
1 |Sita dang 1ong (bao gdm sita dang long duoc bd sung
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huong li¢u hodc cac phu gia thuc pham khac)

11

Céc san pham duoc thanh tring bang phwong phap
Pasteur

1.2

Céc san pham dugc tiét tring béng phuong phap UHT
hodc cac phuong phap ti€t trung bang nhiét do cao
khac

Stra 1én men

2.1

Dang long

2.2

Dang dac

Stra dang bot

Stra dac

4.1

C6 bo sung dudng

4.2

Khong bo sung dudng

Kem stra

5.1

Puoc tiét tring bang phuong phap Pasteur

5.2

Puoc tiét trung bang phuong phap UHT

Stra dau nanh

Cac san pham khac tur stra

7.1

Bo

7.2

Pho mét

7.3

Cac san pham khac tur sita ché bién

<

Dau thue vat

Khong bao gdm cac san pham b(;)q
sung vi chat dinh dudng, thuc pham
chirc ndng do BO Y té quan ly

Dau hat vimg (me)

Dau cam gao

Dau diu tuong

Dau lac

Dau 0 liu

Dau co

Dau hat hudng duong

Dau cdy rum

© |00 |IN o |Oo1 [~ | I |-

Dau hat bong
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Dau dua

11

DAu hat co hodc dau co ba-ba-su

12

Dau hat cai hoac dau mu tat

13

DAau hat lanh

14

Dau thau dau

15

Céac loai dau khac

Khong bao gom cac san pham bd

VI [Bot, tinh bt sung vi chét dinh dudng, thuc pham
churc nang do B Y té quan ly
1 |BOt mi hodc bot meslin
2 |Bot ngii cde
3 [Bot khoai tay
4 [Malt: Rang hodc chua rang
5 [Tinh bdt: Mi, ngd, khoai tay, san, khac
6 [Inulin
7 |Gluten lGa mi
San phém tr bot nhao, da hoac chua lam chin:
3 spaghety, macaroni, mi soi, mi an lién, mi det, gnochi,
ravioli, cannelloni, chdo an lién, banh da, phd, bun,
mién...
San pham tir tinh bot san va san pham thay thé ché bién
9 [tr tinh bot, & dang manh, hat, bot xay, bot ray hay cac
dang tuong tu
Khong bao gém cac san phém bd
VIl (Banh, mirt, keo sung vi chat dinh dudng, thyc pham
chirc ndng do BO Y t€ quan ly
1 [Banh quy ngot, man hodc khong ngot, man
2 Banh bit cbt, banh mi nudng va cac loai banh nudng
tuong tu
3 |Banh bot nhao
4 [Banh mi gion
5 |Banh gato
6 [Cac loai keo cimg, mém c6 dudng khong chira cacao
7 [Keo cao su, da hoac chua boc duong
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Keo s6 ¢o la cac loai

Mt, thach trai cdy, bot nghién va bot nhio tir qua hodc
qua hach, thu dugc tir qua trinh dun nau, da hoac chua
pha thém duong hay chat lam ngot khac hodc rugu

10

Qua, q}lé hach va cac phép khac an dugc cua cay, da
ché bién hodc bao quan bang cach khac, da hodc chua
pha thém duong hay chat lam ngot khac hodc ruou

11

Cac san pham banh mut keo khac

Dung cu, vit liéu bao géi, chira dung thuc pham

\211 [trong qua trinh san xuat, che bién, kinh doanh thue

pham thudc linh vire dwoc phén cong quan ly.




