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QUY CHUAN KY THUAT QUOC GIA
POI VOI GIOI HAN CAC CHAT O NHIEM
TRONG THU'C PHAM BAO VE SUC KHOE

National technical regulation for maximum level of contaminants
in health supplements

I. QUY PINH CHUNG
1. Pham vi diéu chinh

Quy chuan ky thuat quéc gia nay (sau day goi tat 1a Quy chuan) quy dinh gioi
han cac chat 6 nhlem phuong phép thir, yéu cau quan 1y va trach nhiém cua t6 chie,
c4 nhan san xudt, kinh doanh thuc phdm bao vé sirc khoe.

2. Déi twong ap dung

Quy chuén nay ap dung ddi véi to chirc, ca nhan san xuét, kinh doanh thyc phadm
bao vé surc khoe va cac td chire, ca nhan khac co lién quan.

3. Giai thich tir ngir va chir viét tit
Trong Quy chudn nay céc tir ngir va ky hiéu viét tat dudi day duoc hiéu nhu sau:

3.1. AOAC (Association of Official Analytical Chemists): Hi€p hoi cac nha hoa
phan tich chinh thong.

3.2. CFU (Colony Forming Unit): Bon vi hinh thanh khuan lac; 1a mot tham sd
dung dé dinh luwgng vi sinh vat con song trong mau ki€ém nghi¢m nhat dinh.

3.3. ISO (International Organization for Standardization): T6 churc tiéu chudn hoa
quoc té.

3.4. ML (Maximum Level): Mtic gi¢i han ti da

3.5. Thuc pham béao vé sizc khoe (Health Supplement, Dietary Supplement): La
mot nhom thyc pham theo Khoan 1, Biéu 3, Nghi dinh s6 15/2018/ND-CP ngay 02
thang 2 nam 2018 ctia Chinh phu quy dinh chi tiét thi hanh mot s6 diéu cia Luat an
toan thuc pham.

3.6. Thanh pham (Finished products): La san pham da qua tat ca cac cong doan
cua qua trinh san xuat, dugc dong goi vao bao bi cudi cung va dan nhan san pham.

3.7. TCVN: Tiéu chuin Viét Nam.
3.8. VSV: Vi sinh vat

II. YEU CAU KY THUAT
1. Quy dinh vé kim loai niing:

Mirc gidi han cac chi tiéu kim loai ning trong thuc pham bao vé sirc khoe
dugc quy dinh nhu trong Bang 1.
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Bang 1. Quy dinh mirc gidi han tbi da ddi voi 6 nhiém kim loai niang

TT Chi tiéu LD
1 Arsenic (As) 5
2 Cadmium (Cd) 0,3
3 | chi(Pb) 10
4 Thuy ngan (Hg) 0,5

2. Quy dinh vé vi sinh vat

2.1. Béi vé6i cac san pham thyc phdm bao vé strc khoe khong cé thanh phan 1a
cac lg1 khuan (probiotics).

Mirc giéi han toi da ddi voi vi sinh vat trong thue phim bao vé sitc khoe khong

chtra thanh phan 1a céc loi khuan (probiotics) duoc quy dinh nhu trong Bdng 2.

Bang 2. Quy dinh mirc gidi han tbi da d6i voi 6 nhiém vi sinh vat

TT Loai sin pham Chi tiéu Mikc giéi han toi da (ML)
1 | San pham thyc phim | Tong s6 VSV hiéu khi <5x 10" CFU/g
bao v¢ suc khoe co (CFU/mL)
thAanh ,phanl tu’, thirc Tong s6 ndm méc, men <5x 10° CFU/g
vat, co thé c6 phu
o \ A (CFU/mL)
liu, dung dé ngam
hogc sac bang nudc | gscherichia coli <1x 10° CFU/g
s0i trude khi st dung (CFU/mL)
(vi du tra thao méc)
Salmonella Khong dugc ¢ trong 25 g
(mL)
o | San pham thyc pham | Tong s6 VSV hiéu khi < 5x 10" CFU/g
bao v¢ suc khoe co (CFU/mL)
thanh phan tr thuc g, 6 14m méc, men < 5x 10% CFU/g
vat, ¢6 thé c6é phu
o 1 1k (CFU/mL)
liéu, dugc xur Iy bang
cac phuong phdp nhu | vj khuin Gram 4m < 1x10? CFU/g
chiét xuat hoac xu ly dung nap mat (CFU/mL)
trude lam giam mirc 6
nhiém VSV. Escherichia coli Khong dugc co trong 1 g
(mL)
Salmonella Khéng dugc co trong 25 g
(mL)
3 San pham thyc pham | Tong s6 VSV hiéu khi < 5x10° CFU/g
bao vé stic khoe co (CFU/mL)

2
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TT Loai sin pham

Chi tiéu

Mikc giéi han toi da (ML)

thanh phan tir thuc
vat, c¢6 thé c6 phu
liu, duoc xtr 1y bang
con thép do hoac

Tong s6 nam moc, men

< 5x 10* CFU/g
(CFU/mL)

Vi khuan Gram am

< 1x 10" CFU/g

nuéc noéng (khong | dung nap mat (CFU/mL)
Sl Escherichia coli Khéng duoc co trong 1 g
(mL)
Salmonella Khéng dugc co trong 25 g
(mL)
4 | San pham thuc phdm | Tong sé VSV hiéu khi < 2x 10" CFU/g
bao vé strc khoe chira (CFU/mL)
nglAlyen 11(;3u s nh,len Téng $6 nAm moc, men < 2x10° CFU/g
(dong vat, khoang (CFU/ML)

vdt) hodc hon hgp cla
2 hodc 3 thanh phan
tor dong vat, khoang
vat va thuc vat.

Vi khuan Gram 4m
dung nap mat

< 1x10° CFU/g
(CFU/mL)

Escherichia coli

Khong dugc c6 trong 1g
(mL)

Salmonella

Khong duogc cé trong 10 g
(mL)

Staphylococcus aureus

Khong dugc c6 trong 1g
(mL)

5 | San phim thuyc pham
bao vé suc khode co
chtta nuéc (nuoc la
thanh phan céng thirc
cia sdn phdm) VA
khong thuoc nhém 1,
2,3 va4 o trén.

Tong s6 VSV hiéu khi

< 2x10° CFU/g
(CFU/mL)

Tong sO nam moc, men

< 2x 10 CFU/g (CFU/mL)

Escherichia coli

Khong dugc co trong 1 g
(mL)

6 | San phim thyc pham
bao vé suc khoe
khong chtra nudc
(muee la thanh phan
cong thic cua san
phdm) va khong thudc
nhéom 1, 2, 3 va 4 &
trén.

Tong s6 VSV hiéu khi

< 2x 10° CFU/g

Tong s6 ndim moc, men

< 2x 10° CFU/g

Escherichia coli

Khong duoc co trong 1 g
(mL)

2.2. Bdi vé6i cac san pham thuc pham bao vé stic khoe co chira thanh phan 1a

cac loi khuén (probiotics).
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Cac san pham thyc pham bao vé stc khoe c6 chira thanh phan 1a cac loi
khuan s€ &p dung muc gidi han vi sinh vat theo quy dinh tai Bang 2 trur cac chi ti€u
vi sinh vat khong quy dinh twong trng véi tirng loai san pham nhu trong Bang 3.

Bdng 3. Quy dinh céc chi tiéu vi sinh vat khong kiém soat

TT Loai sin pham Chi ti¢u khong kiém soat

1 |San phém thuc phim bao vé suc khoe co q , ,
thanh phan chira cac lgi khuan thuoc nhom vi Tong s0 VSV hicu khi
khuan hiéu khi (vi du: Bacillus spp.,.).

2 | San pham thuc phdm bao vé stc khoe c6
thanh phan chura céc lgi khuan thugc nhom | Tong s6 nam men, nam moc
nam men (vi du: Saccharomyces spp., V.V.).

3 | San phém thuc phdm bao vé suc khoe co
thanh phan chtra cac loi khuan thuoc nhom ky

khi va ky khi tay nghi (vi du: Bifidobacterium Khéng ¢o
spp., Lactobacillus  spp,  Streptococcus
spp)....).

I1l. LAY MAU VA PHUONG PHAP THU

1.,Lz"1y~m5u : \ >

Lay méli san pham thuc phém bao v€ strc khde dé ki€ém nghiém duogc thuc hién
theo hudéng dan tai Thong tu so 26/2012/TT-BKHCN ngay 12/12/2012 cua Bo trudng
B¢ Khoa hoc va Cong ngh¢ quy dinh viéc kiém tra nha nude ve chat lugng hang hoa
luu thong trén thi truong, Thong tu s6 12/2017/TT-BKHCN ngay 28/9/2017 cua B
tr}r(”mg B6 Khoa hoc va Cong nghé vé viéc stra doi, bo sung mdt s6 di€u cua Thong tu
s0 26/2012/TT-BKHCN ngay 12/12/2012 cua B¢ truong BO Khoa hoc va Cong
nghé quy dinh viéc kiém tra nha nudc veé chat lwong hang hoa luu thong trén thi truong
va cac quy dinh khac cta phap luat co lién quan.

2. Phuong phap thw

Cac yéu cau ky thuat trong Quy chuin ky thuit ndy duoc thuc hién theo cac
phuong phéap thtr quy dinh dudi day:

2.1. Xac dinh céc chi tiéu kim loai nang

Theo phuong phép cua: TCVN 10912 : 2015 (EN 15763 : 2009). Thyc pl}ém’—
Xac dinh cac nguyén t6 vét - xac dinh asen, cadimi, thily ngan va chi bang do pho khoi
lugng plasma cam ung cao tan (ICP-MS) sau khi phan huy bang 4p luc; hodc phuong
phap cuia AOAC 2015.01. Determination of Heavy Metals in Food by Inductively
Coupled Plasma — Mass Spectrometry.

2.2. Xéc dinh chi tiéu Tong s6 VSV hiéu khi

7 Theo phuong phép cia: Dugc dién Viét Nam V, Phu luc 13.6, Muc 1. Xac dinh
tong so vi sinh vat.

-4-
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2.3. Xéc dinh chi tiéu Tong s6 nAm mdc, nAm men
q Theo phuong phép cua: Dugc dién Viét Nam V, Phu luc 13.6, Muc 1. Xac dinh
tong sO vi sinh vat.
2.4. Xac dinh chi tiéu Escherichia coli

Theo phuong phap cua: TCVN 7924-2:2008 (1ISO 16649-2 : 2001). Vi sinh vat
trong thuc phidm va thirc an chin nudi - Phuong phap dinh lwong Escherichia coli
dwong tinh £ - glucuronidaza - Phan 2: K§ thuit dém khudn lac & 44°C st dung 5-
bromo-4-clo-3-indolyl g - D-glucuronid; va phuong phap dinh tinh Escherichia coli
ctia Dugc dién Viét Nam V, Phu luc 13.6, Muc 2. X4c dinh vi sinh vat gay bénh.

2.5. Xac dinh chi tiéu Staphylococcus aureus

Theo phuong phap cua: Dugc dién Viét Nam V, Phu luc 13.6, Muc 2. Xac dinh
vi sinh vat gay bénh.

2.6. Xac dinh chi tiéu Salmonella

Theo phuong phap cua: Dugc dién Viét Nam V, Phu luc 13.6, Muc 2. Xac dinh
vi sinh vat gdy bénh.

2.7. Xac dinh chi tiéu Vi khuan gram 4m dung nap mat

Theo phuong phap cua: Dugc dién Viét Nam V, Phu luc 13.6, Muc 2. Xac dinh
vi sinh vat gay bénh.

C6 thé ap dung cac phuong phap thir nghiém da dugc sira d6i, bo sung, thay thé
hoac phuong pha:tp thir nghiém khac duoc B Y t€ chi dinh hoac dugc cong nhan phu
hop véi ti€u chuan ISO 17025.

IV. YEU CAU QUAN LY

1. Cac san pham thuc phdm béo vé stic khoe phai duoc td chirc, c nhan ding ky
ban cong bd san pham theo quy dinh tai Khoan 1 Pidu 6 Nghi dinh s6 15/2018/ND-CP
ngay 2 thang 2 nim 2018 ctia Chinh phi Nghi dinh quy dinh chi tiét thi hanh mot s6
diéu ctia Luat an toan thyc pham.

3. Két qua kiém nghiém an toan thuc pham cta san pham dugc cip boi phong
kiém nghiém dugec BO Y té chi dinh hodc dugc cong nhan phu hop tiéu chuin 1SO
17025 ddi voi cac chi tiéu kiém nghiém trén nén mau thuc pham bao vé sirc khoe theo
quy dinh tai Piém ¢ Khoan 1, Piém b Khoan 2 Diéu 7 Nghi dinh sé 15/2018/ND-CP
ngay 2 thang 2 nim 2018 cta Chinh phu Nghi dinh quy dinh chi tiét thi hanh mot sb
diéu cta Luat an toan thyc pham.

V. TRACH NHIEM CUA TO CHUC, CA NHAN

Tb chire, ca nhan san xuét, kinh doanh thuc phém phai chiu trach nhiém vé an
toan ddi v6i thuc pham do minh san xuét, kinh doanh va bao dam san pham thyc pham
bao vé strc khoe phai phu hop véi cac yéu cau k¥ thuét tai Quy chuan k§y thuat nay va
cac quy dinh cua phap luat c6 lién quan.
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VL. TO CHUC THU'C HIEN
1. Giao Cuyc An toan thuc phzflm chu tri, phdi hop véi cac co quan chirc nang co
lién quan hudng dan trién khai va to chirc viéc thuc hién Quy chuan k¥ thuat nay.
2. Can ct vao yéu cau quan 1y, Cuc An toan thu:cqphém ¢O trach nhiém ra soat,
tong hop, bao cao va kién nghi Bo Y té stra d6i Quy chuan k¥ thuat nay.
3. Truong hop cac quy dinh cua phap luét vién dan trong Quy chuan k¥ thuat nay
dugc sira d6i hodc thay thé thi 4p dung theo vin ban méi.



