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QCVN 20-1:2024/BYT

QUY CHUAN KY THUAT QUOC GIA
DOI VO'I GIO1 HAN CAC CHAT O NHIEM
TRONG THU'C PHAM BAO VE SU’C KHOE
National technical regulation on the limits of contaminants
for health supplements/ dietary supplements

l. QUY PINH CHUNG
1. Pham vi diéu chinh

Quy chuén ky thuat nay quy dinh gi¢i han tbi da cac chat & nhiém (kim loai
nang va vi sinh vat); ldy mau va phwong phap thtr; yéu cau quan ly; trach nhiém
cda td chirc, ca nhan san xuét, kinh doanh thwc phdm bao vé strc khde.

Quy chuén ky thuat nay khéng ap dung dbi véi san phdm rwou bd duoc
cong bb 1a thwe phdm bao vé strc khde.

2. P6i twong ap dung

Quy chuén ky thuat nay ap dung ddi v&i té chirc, ca nhan san xuét, kinh
doanh thwc phdm bao vé sirc khde trén 1anh thé Viét Nam va cac té chire, ca
nhan khac co lién quan.

3. Giai thich tir ngir va chir viét tat
Trong Quy chudn ky thuat nay céac tlr ngir va ky hiéu viét tt dwéi day dwoc
hiéu nhw sau:

3.1. Thwc phdm bado vé strc khde la san phdm dwoc quy dinh tai Khoan 1
Diéu 3 Nghi dinh s6 15/2018/ND-CP ngay 02/02/2018 clGa Chinh phi quy dinh
chi tiét thi hanh mot sb diéu cta Luat an toan thwc pham.

3.2. San phdm da thanh phan 1a san phadm thuwc phdm bao vé sic khde
chra hén hop cla hai hodc nhiéu loai thanh phan, bao gém:

a) Vitamin, khoang chét, acid amin, acid béo, enzyme, probiotic va chéat co
hoat tinh sinh hoc khac;

b) Chét cé ngudn gbc tw nhién, bao gdbm ddng vat, khoang vat va thuc vat
dwéi dang chiét xuat, phan lap, c6 dac va chuyén hoa;

c) Cac ngudn téng hop cla nhirng thanh phan dé cap tai diém a va diém b
trén day.

3.3. AOAC (Association of Official Analytical Collaboration): Hiép hdi cac
nha phan tich chinh théng.

3.4. ML (Maximum Limit): Gi&i han téi da.
3.5. TSVSVHK: Tdng s vi sinh vat hiéu khi.

3.6. TSNMNM: Téng s nAm men, nAm méc.
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Il. QUY PINH VE KY THUAT
1. Quy dinh vé kim loai ning

Gi¢i han téi da kim loai nang trong thwc phdm bao vé strc khde duoc
quy dinh nhw trong Bang 1.

Bang 1. Quy dinh gi&i han téi da kim loai nang

ML
TT Chi tiéu (mg/kg hoéc Ghi chu
mg/L)
5.0 As tong s6
L A A As vb co
rsen (As) e Chi giam sat As v6 co khi ham
’ lwong As tdng sé l&n hon 1,5
mg/kg hoac mg/L
3.0 Chwra thanh phan tir rong bién
’ hodc tr nhuyén thé hai manh vé
2 | Cadmi (Cd) Khéng chra thanh phan ti rong
1,0 bién hodc tlr nhuyén thé hai
manh vo
3 | Chi(Pb) 10,0
4 | Thay ngan (Hg) 0,5

2. Quy dinh vé vi sinh vat

Gi&i han téi da vi sinh vat trong thwc phdm bao vé sirc khde dwoc quy dinh
nhw trong Bang 2.



Bang 2. Quy dinh gi&i han téi da vi sinh vat
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TT

NhGm Nhém san pham (¥) Chi tiéu ML DPon vi Ghi chu
1 Thuc phdm bao vé CFU/g hoac - Quy dinh & nhém nay cling ap dung voi
X . . TSVSVHK 107 . X 2 . A
strc khoe chwra thanh SVS °>x 10 CFU/mL cac san pham da thanh phan nhwng
phan tir thuc vat, phai ] CFU/g hosc khéng chira cac thanh phan tlr ddng vat
dwoc x& ly bang TSNMNM 5x10 CEU/mL va/hoac khoang vat thuéc Nhom 3.
nwéc sbi (ngam nuwédc =
sdi, nhing nwéc | Escherichia coli 1x103 CElIJ:/S/;OLaC
sczl...) ’theo. ,hu10’ng Khong dwoc
dan trwde khi sty dung Sal I o6 195 o hodic /25 mL.
(Vi du: tra thao moc). aimonetia spp. g hoac m
2 Thuc phdm bao vé CFU/g hoac - Quy dinh & nhém nay cling ap dung voi
X . . 7| TSVSVHK 10% R . | x
strc khoe chwra thanh SVS °>x 10 CFU/mL cac san pham da thanh phan nhwng
phan t thye vat. , CFU/g hoac khong chira cac thanh phan tlr dong vat
TSNMNM 5x10 CEU/ML valhodc khoang vat thusc Nhém 3.
Enterobacteriaceae CEU/a hosic - Tru_Jo’r_1g hop san phdm nhém nay chira
(Vi khudn Gram am 1 x 102 CFS/mL. probiotic:
dung nap mat) + Néu san phdm cha probiotic thudc
- Khong duoc ] nhom vi khuén khéng sinh bao t&: quy
Escherichia coll o6 /1ghoac/1mL | ginh thém chi tiéu Vi khuan khéng sinh
acid lactic theo gi¢i han tai Nhém 6.1
Khé bang nay va khéng quy dinh chi tiéu
Salmonella spp. ongédu’o’c 125 g hoac /25 mL | TgySVHK.

+ Néu san pham chra probiotic thudc
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TT

Nhom | Nhém san pham (*) Chi tiéu ML Pon vj Ghi cha
nhém vi khuan sinh bao t&: khéng quy
dinh chi tiéu TSVSVHK.
+ Néu san phdm chira probiotic thuéc
nhém ndm men: khéng quy dinh chi tiéu
TSNMNM. Chi tiéu TSVSVHK theo gioi
han téi da tai nhém nay khéng bao gbm
ching ndm men la thanh phan san
pham.
3 Thyc pham bao vé CFU/g hoac - Quy dinh & nhém nay cling ap dung vé&i
strc khoe chtra thanh | 1>V > K 2 x10° CFU/mL cac san pham da thanh phan.
phan tlr dong vat CFU/g hoac - Trwérng hop sdn phdm nhém nay chiva
hosc khoang vat hogc | TSNMNM 2x10° CFUML probioti(i R ’
hon hop cua hai hodc | enterohacteriaceae 5 + Néu san pham cha probiotic thudc
nhieu thanh phan t¥ | /i khyan Gram am 1 x 102 CFU/g hogc nhém vi khudn khéng sinh bao t&r: quy
dong vat, khoang vat | 4no nan mat) CFU/mL dinh thém chi tidu Vi khuan khong sinh
va thurc vat. Khong duoc acid lactic theo gii han tai Nhom 6.1
Escherichia coli o6 ' /1 g hoac /1 mL bang nay va khéng quy dinh chi tiéu
- TSVSVHK.

Salmonella spp. Khongéduo’c /10 ghoac/10mL |+ Néu san phdm chia probiotic thudc
nhém vi khudn sinh bao t&: khéng quy
dinh chi tiéu TSVSVHK.

Staphylococcus Khéngldu’o’c /1 g hodc /1 mL + Néu san phdm chira probiotic thudc

aureus co '

nhém ndm men: khdéng quy dinh chi tiéu
TSNMNM. Chi tiéu TSVSVHK theo gioi
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TT

NhGm Nhém san pham (¥) Chi tiéu ML DPon vi Ghi chu
han téi da tai nhém nay khéng bao gém
ching ndm men la thanh phan san
pham.
4 Thuc phdm bao vé CFU/g hoac - Quy dinh & nhém nay cling ap dung voi
- . ~ | TSVSVHK 2 x 102 . » 2 . 5 n
swc khoe chira mét SVS x10 CFU/mL cac san pham da thanh phan khoéng
ho&c nhiéu loai thanh . CFU/g hoac chi¥a cac thanh phan thuéc nhom 1, 2, 3.
han: vitamin, khoang | TSNMNM 2x10 - Truwe 3 A Sm né '
phan. vi , g CFU/mL Trwong hgp san pham nhém nay chwa
chat, acid amin, acid probiotic:
beo, enzyme, chat CC;’ + Néu san pham chira probiotic thudc
hoat tinh sinh hoc da nhom vi khuén khéng sinh bao t&: quy
Xac dinh vé mat hoa dinh thém chi tiéu Vi khudn khong sinh
hoc va khong thuoc acid lactic theo gioi han tai Nhém 6.1
nhom 1,2 va 3 & trén. bang nay va khéng quy dinh chi tiéu
Dang chra nuwoc TSVSVHK.
(nwée la thanh phan Khén Al oA x . Lt A
. : g duoc . + Néu san pham chia probiotic thudc
cong thirc cda san | Escherichia col co /1ghoac/1mL nhém vi khuan sinh bao ti: khéng quy

phdm) (Vi du: dung
dich nwéc, siro, hén
dich, nhi dich,
thach...).

dinh chi tiéu TSVSVHK.

+ Néu sdn phdm chira probiotic thuéc
nhém ndm men: khéng quy dinh chi tiéu
TSNMNM. Chi tiéu TSVSVHK theo gioi
han téi da tai nhém nay khéng bao gbm
ching ndm men la thanh phan san
pham.
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TT
, Nhém san pham (¥) Chi tiéu ML Pon vi Ghi chu
Nhom
5 Thuc phdm bao vé CFU/g hoac - Quy dinh & nhém nay cling ap dung voi
R , .. | TSVSVHK 2x10° . > 2 . 2 N
swc khoe chira moét SVS x10 CFU/mL cac san pham da thanh phan khéng
hodc nhiéu loai thanh 5 chira cac thanh phan thuéc nhém 1, 2, 3.
Hae vitamin. khoang | TSNMNM 2 x 102 CFU/g hoac ‘ TR
phan: vitamin, khoang CFU/mL - Trwdng hop san pham nhdm nay chwra
chat, acid amin, acid probiotic:
béo, enzyme, chat CCE + Néu san pham chwra probiotic thudc
hoat tinh sinh hoc da nhom vi khudn khong sinh bao t&r: quy
xac dinh ve mat hoa dinh thém chi tiéu Vi khuan khong sinh
hot; va khqngjhgoc acid lactic theo gi¢i han tai Nhém 6.1
nhém 1,2 va 3 & trén. bang nay va khong quy dinh chi tiéu
Dang khdéng chua TSVSVHK.
nté’C (nbzé’C lfhéng ,|é + Néu san pham chtra probiotic thudc
th,anh,phanxcong t,hU’C_ o | Khéng duoc ] nhém vi khuan sinh bao t&: khéng quy
cua san pham) (Vi du: | Escherichia coli 6 /1 g hodc/1mL | ginh chi tiéu TSVSVHK.

vien nén (vién nén
thwong, vién nén sui,
vien nén bao film),
vién nang mém, vién
nang cwng, dang
cém, dang bét, dang

film, vién keo déo
gummy, dung dich
dau ...).

+ Néu san phadm chira probiotic thudc
nhém ndm men: khéng quy dinh chi tiéu
TSNMNM. Chi tiéu TSVSVHK theo gioi
han téi da tai nhém nay khéng bao gbm
ching ndm men la thanh phan san
pham.
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TT 2
Nh6m Nhém san pham (%) Chi tiéu ML Pon vj Ghi chu
6 Thwe phdm bao vé strc khde chi chira cac probiotic
6.1 |San phérp chi chra Vi khuan khéng sinh 5« 10° CFU/g hoac - Trwdng hop san phdm ch®a cac
thanh phan probiotic acid lactic X CFU/mL probiotic thuéc nhém 6.1 va 6.2: chi quy
thuéc nhém khong 5 dinh chi tiéu TSNMNM, E. coli va
sinh bao tir TSNMNM 1 x 102 CFU/g hoze . .
CFU/mL Salmonella spp. theo gi¢i han t6i da tai
L Khong dwoc 3 nhom 6.1. i
Escherichia coli o6 /10 g hoac /10 mL | _ Trudng hop san phdm chira cac
Khong dwoc v probiotic thuéc nhém,6.1 va 6.3: chi quy
Salmonella spp. o6 /10 ghoac/10mL | ginh chi tiu vi khudn khéng sinh acid
2 2 . = lactic, E. coli va Salmonella spp. theo
6.2 | San pham chi chwra 5 CFU/g hoac . e
thanh phan probiotic TSNMNM 1x10 CFU/mL gioi han toi da tai nhom 6.1. o
thudc nhém sinh bao o _ Khong duoc _ - Trwodng hgp san pham chwa cac
o Escherichia coli 6 /10 g hoac /10 mL | probiotic thuéc nhém 6.2 va 6.3 hoac
Khona duoc thudéc nhém 6.1, 6.2 va 6.3: chi quy dinh
Salmonella spp. g() ' /10 g hoac /10 mL | chi tiéu E. coli va Salmonella spp. theo
- i&i han tbi da tai nhom 6.2.
6.3 |Sanphdmchichta | TSVSVHK  (khong CFUa hose glothan fol da tai nhom
thanh phan probiotic | bao gdm chiing ndm 1x 103 CFS/mL.
thudc nhém ndm men | men dwoc bd sung)
Escherichia coli Khongédu’o’c /10 g hoac /10 mL
Salmonella spp. Khongéduo’c /10 g hoac /10 mL

(*) Viéc phan nhom san pham quy dinh tai bang nay dwa vao thanh phan san pham nhung khong bao gom cac thanh phan la phuy
gia thwc pham, ta dwoc, vé nang.
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I1l. LAY MAU VA PHUONG PHAP THU’

1. LAy mau

L4y mau san phadm thuwc phdm bao vé sirc khde dwoc thwe hién theo
hwéng dan tai Théng tw sb 01/2024/TT-BKHCN ngay 18/01/2024 clha Bo
trwdng B6 Khoa hoc va Céng nghé quy dinh kiém tra nha nwéc vé chat lwong
hang hoéa lwu thong trén thi triwdng va cac quy dinh khac cua phap luat cé lién
quan.

2. Phwong phap thir

Cac yéu cau ky thuat trong Quy chuan ky thuat nay dwoc thwe hién theo
cac phuwong phap thr quy dinh dudi day:

2.1. Phwong phap xac dinh cac chi tiéu kim loai nang

2.1.1. Phwong phap xac dinh ham lwong arsen

2.1.1.1. Phuwong phap xac dinh ham lwong arsen téng s

- TCVN 10912:2015 (EN 15763:2009). Thwc phdm - Xac dinh cac nguyén
t6 vét - xac dinh asen, cadimi, thiy ngan va chi bang do phd khdi lwong
plasma cdm &ng cao tan (ICP-MS) sau khi phan hay bang ap luwc®.

- TCVN 9521:2012 (EN 14627:2005). Thwc phdm - Xac dinh cac nguyén
td vét. Xac dinh ham lwong asen tdng sé va ham lwong selen bang phwong
phap phd hap thu nguyén tlr hydrua héa (HGAAS) sau khi phan hdy bang ap
[wre.

- TCVN 8427:2010 (EN 14546:2005). Thwc phdm - Xac dinh nguyén tb
vét. Xac dinh asen tdng sb bang phuwong phap do phd hap thu nguyén t&r giai
phong hydrua (HGAAS) sau khi tro hoa.

- AOAC 2015.01. Kim loai nang trong thuwc phdm. Phwong phap phé khbi
lwong plasma cam &ng cao tan (ICP-MS) (AOAC 2015.01. Heavy Metals in
Food. Inductively Coupled Plasma — Mass Spectrometry).

- AOAC 986.15. Arsen, cadmi, chi, selen va kém trong thtrc an cho ngu i
va vat nuéi. Phuong phap phan tich da nguyén t6 (AOAC 986.15. Arsenic,
Cadmium, Lead, Selenium, and Zinc in Human and Pet Foods. Multielement
Method).

2.1.1.2. Phuwong phap xac dinh ham lwgng arsen vo co

- TCVN 12346:2018 (EN 16802:2016). Thwc phadm - Xac dinh cac nguyén
td va cac hop chat héa hoc cta ching - Xac dinh asen vé co trong thyc phdm
c6 ngudn gdc thue vat va dong vat bién bang HPLC-ICP-MS trao dbi anion®.

2.1.2. Phwong phap xac dinh ham lwgng cadmi, chi

- TCVN 10912:2015 (EN 15763:2009). Thwc phdm - Xac dinh cac nguyén
t6 vét - xac dinh asen, cadimi, thdly ngan va chi bang do phd khéi lwong
plasma cdm &ng cao tan (ICP-MS) sau khi phan hady bang ap luc®.
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- TCVN 10643:2014 (AOAC 999.11). Thwc phdm - Xac dinh ham lwong
chi, cadimi, déng, sat va k&m - Phwong phap do phd hap thu nguyén t&r sau
khi tro hdéa kho;

- TCVN 8126: 2009. Thuc phém - Xac dinh ham lwgng chi, cadmi, kém,
ddng va sat - Phwong phap quang phé hap thu nguyén ti sau khi da phan hay
bang vi séng.

- TCVN 7929:2008 (EN 14083:2003). Thwc phadm - Xac dinh cac nguyén
td vét - Xac dinh chi, cadimi, crom, molypden bang do phé hap thu nguyén to
dung 16 graphit (GF-AAS) sau khi phan huy bang ap lwc.

- AOAC 2015.01. Kim loai nang trong thuwc phdm. Phwong phap phé khbi
lwong plasma cam &ng cao tan (ICP-MS) (AOAC 2015.01. Heavy Metals in
Food. Inductively Coupled Plasma — Mass Spectrometry).

- EN 14082:2003. Thuc phdm — Xac dinh cac nguyén td vét — Xac dinh
chi, cadmi, kém, déng, sat va crom bang phwong phap quang phé hap thuy
nguyén t&r (AAS) sau khi tro hdéa khé (EN 14082:2003. Foodstuffs -
Determination of trace elements — Determination of lead, cadmium, zinc,
copper, iron and chromium by atomic absorption spectrometry (AAS) after dry
ashing).

- EN 14084:2003. Thwc phdm — Xac dinh cac nguyén td vét— Xac dinh
chi, cadmi, k&m, ddng va sat bang phwong phap quang phd hap thu nguyén
ttr (AAS) sau khi phan hiy bang 16 vi song (EN 14084:2003 Foodstuffs -
Determination of trace elements — Determination of lead, cadmium, zinc,
copper and iron by atomic absorption spectrometry (AAS) after microwave
digestion).

2.1.3. Phuong phap xac dinh ham lwgng thdy ngan

- TCVN 10912:2015 (EN 15763:2009). Thwc phdm - Xac dinh cac nguyén
td vét - xac dinh asen, cadimi, thdly ngan va chi bang do phé khéi lwong
plasma cdm &ng cao tan (ICP-MS) sau khi phan hady bang ap luwc®.

- TCVN 7993:2009 (EN 13806:2002). Thwc phdm - Xac dinh cac nguyén
td vét - Xac dinh thiy ngan bang do phd hap thu nguyén t& héa hoi lanh (CV-
AAS) sau khi phan hiy bang ap luec.

- TCVN 7604: 2007. Thwc phdm - Xac dinh ham lwong thuy ngan bang
phuwong phap quang phd hap thu nguyén t&r khdng ngon Itra.

- AOAC 2015.01. Kim loai nang trong thwc phdm. Phuong phap phd khdi
lwong plasma cam &ng cao tan (ICP-MS) (AOAC 2015.01. Heavy Metals in
Food. Inductively Coupled Plasma — Mass Spectrometry).

2.2. Phwong phap thitr xac dinh vi sinh vat

2.2.1. Phwong phap xac dinh chi tiéu Téng sb vi sinh vat hiéu khi

11
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- Duoc dién My nam 2023 <2021>, Kiém tra vi sinh déi véi san phdm
khéng vé trung: Dinh lwong vi khuan trong thwe phdm bd sung dinh dwéng va
thwc phdm dung cho ché do &n dac biét (United States Pharmacopeia and
National Formulary 2023 <2021> Microbiological Examination of Non-Sterile
Products: Microbial Enumeration Tests for Nutritional and Dietary
Supplements)®.

- TCVN 4884-1:2015 (ISO 4833-1:2013). Vi sinh véat trong chudi thwc
phdm — Phuong phap dinh lwong vi sinh vat — Phan 1: Dém khuan lac & 30°C
bang ky thuat dé dia.

- TCVN 4884-2:2015 (ISO 4833-2:2013 dinh chinh ky thuat 1:2014). Vi
sinh vat trong chubi thwc phdm — Phuwong phap dinh lwong vi sinh vat — Phan
2: Dém khuén lac & 30°C bang ky thuat cay bé mat.

- Dwoc dién Viét Nam V ndm 2017, Phu luc 13.6, Muc 1. Xac dinh téng
sb vi sinh vat.

- Dwoc dién Anh ndm 2024, tap V, phu luc XVI, muc F. Kiém tra vi sinh
dbéi v&i cac sadn phdm thudc thdo dwoc dung qua dwéng udng va cac chat
chiét xuat dwoc str dung dé bao ché ching (The British pharmacopoeia 2024,
volume V, Appendix XVI, item F. Microbiological examination of herbal
medicinal products for oral use and extracts used in their preparation).

- 1SO 4833-1:2013/Amd 1:2022. Vi sinh vat trong chudi thwc phdm —
Phwong phap dinh lwong vi sinh vat — Phan 1: Dém khuén lac & 30°C bang kj
thuat dd dia — Stra ddi 1an 1: Lam rd pham vi ép dung (ISO 4833-1:2013/Amd
1:2022. Microbiology of the food chain - Horizontal method for the enumeration
of microorganisms - Part 1: Colony count at 30°C by the pour plate technique -
Amendment 1: Clarification of scope).

- 1SO 4833-2:2013/Amd 1:2022. Vi sinh vat trong chudi thwc phadm —
Phwong phéap dinh lwong vi sinh vat — Phan 2: Dém khuén lac & 30°C bang k§j
thuat cdy bé mat — Stra dbi lan 1: Lam rd pham vi ap dung (ISO 4833-
2:2013/Amd 1:2022. Microbiology of the food chain - Horizontal method for the
enumeration of microorganisms - Part 2: Colony count at 30°C by the surface
plating technique - Amendment 1: Clarification of scope).

2.2.2. Phwong phap xac dinh chi tiéu Téng s6 nAm men, nAm méc

- Dwoc dién My nam 2023 <2021>, Kiém tra vi sinh dbi véi san pham
khéng vé trung: Dinh lwong vi khuan trong thwe phdm b sung dinh duéng va
thwe phdm dung cho ché do &n d&c biét (United States Pharmacopeia and
National Formulary 2023 <2021> Microbiological Examination of Non-Sterile
Products: Microbial Enumeration Tests for Nutritional and Dietary
Supplements)®.
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- TCVN 8275-1:2010 (ISO 21527-1:2008). Vi sinh vat trong thwc phdm va
thirc &n chan nudi - Phwong phap dinh lwong nAm men va ndm méc. Phan 1:
Ky thuat dém khudan lac trong cac sa&n phadm c6 hoat d6 nwéc In hon 0,95.

- TCVN 8275-2:2010 (ISO 21527-2:2008). Vi sinh vat trong thuwc phém va
thirc &n chan nudi - Phwong phap dinh lwong nAm men va nAm méc. Phan 2:
Ky thuat dém khuan lac trong cac sadn phdm co hoat dd nwéc nhd hon hodc
bang 0,95.

- Dwoc dién Viét Nam V ndm 2017, Phu luc 13.6, Muc 1. Xac dinh téng
s vi sinh vat.

- Dwoc dién Anh nam 2024, tap V, phu luc XVI, muc F. Kiém tra vi sinh
déi v&i cac san pham thubc thdo dwoc dung qua dwdng udng va cac chét
chiét xuat dwoc str dung dé bao ché ching (The British pharmacopoeia 2024,
volume V, Appendix XVI, item F. Microbiological examination of herbal
medicinal products for oral use and extracts used in their preparation).

2.2.3. Phwong phap xac dinh chi tiéu Escherichia coli: Phuwong phap dinh
tinh

- Duoc dién My nam 2023 <2022>, Kiém tra vi sinh déi véi san phadm
khéng vé trung: Dinh lwong vi khuan trong thwe phdm bd sung dinh dwéng va
thwe phdm dung cho ché do &n dic biét (United States Pharmacopeia and
National Formulary 2023 <2022> Microbiological Examination of Non-Sterile
Products: Microbial Enumeration Tests for Nutritional and Dietary
Supplements)®.

- TCVN 6846:2007 (ISO 7251:2005). Vi sinh vat trong thic phdm va thirc
an chan nudi - Phwong phap phat hién va dinh lwgng Escherichia coli gia dinh
— Ky thuat dém sb c6 xac suat Ion nhat.

- Dwoc dién Viéet Nam V nam 2017, Phu luc 13.6, Muc 2. Xac dinh vi sinh
vat gay bénh.

- Duwoc dién Anh 2024, tap V, phu luc XVI, muc B. Kiém tra vi sinh déi v&i
san phadm khéng vo trung (The British pharmacopoeia 2024, volume V,
Appendix XVI, item B. Microbiological Examination of Non-sterile Products).

- 1SO 7251:2005/Amd 1:2023. Vi sinh vat trong thwc phdm va thirc &n
chan nudi - Phuwong phap phat hién va dinh lwong Escherichia coli gia dinh —
Ky thuat dém sb c6 xac suét Ion nhat - Stra dbi 1an 1: Bao gdm kiém tra hiéu
ndng cta méi trwéng nudi cly va thudc thlr (ISO 7251:2005/Amd 1:2023.
Microbiology of food and animal feeding stuffs — Horizontal method for the
detection and enumeration of presumptive Escherichia coli — Most probable
number technigue — Amendment 1. Inclusion of performance testing of
culture media and reagents).
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2.2.4. Phwong phap xac dinh chi tiéu Escherichia coli: Phuwong phap dinh
lwong

- Dwoc dién Anh nam 2024, tap V, phu luc XVI, muc F. Kiém tra vi sinh
déi v&i cac sadn phdm thudc thao dwoc dung qua dwéng udng va cac chat
chiét xuat dwoc str dung dé bao ché ching (The British pharmacopoeia 2024,
volume V, Appendix XVI, item F. Microbiological examination of herbal
medicinal products for oral use and extracts used in their preparation)®,

- TCVN 7924-2:2008 (ISO 16649-2:2001): Vi sinh vat trong thwc phdm va
thirc an chan nubi - Phwong phap dinh lwgng Escherichia coli dwong tinh -
Glucuronidase - Phan 2: Ky thuat dém khuan lac & 44°C st¥ dung 5-bromo-4-
clo-3-indolyl B-D-Glucuronid.

- TCVN 9975:2013. Thwc phdm — Dinh lwong coliform va Escherichia coli
bang phwong phap st dung dia dém Petrifilm.

2.2.5. Phwong phap xac dinh chi tiéu Staphylococcus aureus

- Duoc dién My nam 2023 <2022>. Quy trinh xac dinh sy vang mat cta
vi sinh vat cu thé trong thwc phdm bd sung dinh dwdng va thwe phdm ding
cho ché d6 &n dac biét (United States Pharmacopeia and National Formulary
2023 <2022>. Microbiological procedures for the absence of specified
microorganisms in nutritional and dietary supplements)®,

- Dwoc dién Viét Nam V ndm 2017, Phu luc 13.6, Muc 2. Xac dinh vi sinh
vat gay bénh.

- Duwoc dién Anh 2024, tap V, phu luc XVI, muc B. Kiém tra vi sinh déi v&i
san phadm khéng vo trung (The British pharmacopoeia 2024, volume V,
Appendix XVI, item B. Microbiological Examination of Non-sterile Products).

2.2.6. Phuong phap xac dinh chi tiéu Salmonella spp.

- Dwoc dién My nam 2023 <2022>. Quy trinh xac dinh sy vang mat cta
vi sinh vat cu thé trong thwc phdm bd sung dinh dwdng va thwe phdm ding
cho ché d6 an dac biét (United States Pharmacopeia and National Formulary
2023 <2022>. Microbiological procedures for the absence of specified
microorganisms in nutritional and dietary supplements)®,

- TCVN 10780-1:2017 (ISO 6579-1:2017): Vi sinh vat trong chudi thwc
phdm - Phwong phap phat hién, dinh lwong va xac dinh typ huyét thanh cta
Salmonella — Phan 1: Phwong phap phat hién Salmonella spp.

- Dwoc dién Viet Nam V nam 2017, Phu luc 13.6, Muc 2. Xac dinh vi sinh
vat gay bénh.

- Duwoc dién Anh 2024, tap V, phu luc XVI, muc B. Kiém tra vi sinh d6i v&i
san phadm khéng vo trung (The British pharmacopoeia 2024, volume V,
Appendix XVI, item B. Microbiological Examination of Non-sterile Products).
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- 1ISO 6579-1:2017/Amd 1:2020: Vi sinh vat trong chudi thuc phém -
Phwong phap phat hién, dinh lwong va xac dinh typ huyét thanh cla
Salmonella — Phan 1: Phwong phap phat hién Salmonella spp. - Stra dbi lan 1:
Pham vi nhiét do G rdng hon, stra dbi trang thai ctia Phu luc D va diéu chinh
thanh phan ctia MSRV va SC (ISO 6579-1:2017/Amd 1:2020: Microbiology of
the food chain — Horizontal method for the detection, enumeration and
serotyping of Salmonella — Part 1: Detection of Salmonella spp. —
Amendment 1. Broader range of incubation temperatures, amendment to the
status of Annex D, and correction of the composition of MSRV and SC).

2.2.7. Phwong phap xac dinh chi tiéu Enterobacteriaceae (Vi khudn Gram
am dung nap mat)

- I1SO 21528-2:2017. Vi sinh vat trong chudi thwc phdm - Phuwong phap
phat hién, dinh lwong Enterobacteriaceae — Phan 2: Ky thuat dém khuan lac
(ISO 21528-2:2017. Microbiology of the food chain — Horizontal method for
the detection and enumeration of Enterobacteriaceae — Part 2: Colony-count
technique)®,

- TCVN 5518-2:2007 (ISO 21528-2:2004). Vi sinh vat trong thwc phdm va
thire an chan nudi - Phwong phap phat hién, dinh lwgong Enterobacteriaceae —
Phan 2: Ky thuat dém khuan lac.

2.2.8. Phwong phap xac dinh chi tiéu Téng sé vi sinh vat hiéu khi
(TSVSVHK) (khéng bao gém chiing nAm men 1a thanh phan san pham) trong
san pham chira thanh phan probiotic thudc nhém ndm men.

- Dwoc dién Chau Au ban bd sung 9.7 nam 2019, phu luc 2.6.36. Kiém
tra vi sinh vat ctia cac san pham sinh hoc diéu tri séng: thir nghiém dinh lwong
®d nhiém vi sinh vat (European pharmacopoeia 9.7. Appendix 2.6.36.

Microbiological examination of live biotherapeutic products: Tests for
enumeration of Microbial contaminants)®,

2.2.9. Phwong phap xac dinh chi tiéu Vi khuan khang sinh acid lactic

- Dwoc dién Chau Au ban bd sung 9.7 nam 2019, phu luc 2.6.36. Kiém
tra vi sinh vat cGia cac san pham sinh hoc diéu tri séng: th&r nghiém dinh lwong
d nhiém vi sinh vat (European pharmacopoeia 9.7. Appendix 2.6.36.
Microbiological examination of live biotherapeutic products: Tests for
enumeration of microbial contaminants)®,

Ghi chu:
(1) Phurong phéap duoc st dung trong hoat dong kiém nghiém thuc phdm phuc
vu quan ly nha nuworc.
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IV. YEU CAU QUAN LY

1. Viéc ghi nhan thuwc phdm bao vé sirc khde thwc hién theo quy dinh
tai Nghi dinh sb 43/2017/ND-CP ngay 14/4/2017 cGa Chinh pht vé nhan
hang ho&; Nghi dinh sé 111/2021/ND-CP ngay 09/12/2021 cta Chinh phu
stra d6i, bd sung modt sd diéu Nghi dinh sé 43/2017/ND-CP ngay 14 thang 4
ndm 2017 cGa Chinh phd vé& nhan hang hdéa va cac quy dinh cta phap luat
kh&c co lién quan.

2. Cac san phdm thwc phdm bao vé sirc khde phai dwoc td chirc, ca
nhan dang ky ban céng bd san phadm dwa trén két qua kiém nghiém cua
phong kiém nghiém dwoc chi dinh hoac dwoc céng nhan phu hop tiéu
chuén 1SO 17025 theo quy dinh tai Diéu 7 Nghi dinh sé 15/2018/ND-CP
ngay 02/02/2018 ctia Chinh phu quy dinh chi tiét thi hanh mét sé diéu cla
Luat an toan thwc phdm. Hb so, trinh tw d&ng ky ban céng bé san pham
theo quy dinh tai Diéu 7, Diéu 8 Nghi dinh sb 15/2018/ND-CP ngay
02/02/2018 cta Chinh phl quy dinh chi tiét thi hanh mét sb diéu cta Luat
an toan thuc pham.

V. TRACH NHIEM CUA TO CHUC, CA NHAN

T chirc, ca nhan san xuét, kinh doanh thwc phdm bao vé strc khde chiu
trach nhiém vé san phdm, ddm bao san pham thwc pham bao vé sirc khée do
minh san xuét, kinh doanh phu hop véi cac yéu cau tai Quy chuan ky thuat
nay va cac quy dinh cua phap luat co lién quan.

VI. TO CHU’C THU'C HIEN

1. Giao Cuc An toan thwc pham cha tri, phéi hop véi cac co quan chirc
nang cé lién quan huwéng dan trién khai va té chirc viéc thwe hién Quy chuan
ky thuat nay.

2. Can clr vao yéu cau quan ly, Cuc An toan thwc phdm cdé trach nhiém ra
soat, tdng hop, bao cao va kién nghi Bo Y té stra dbi Quy chuan k¥ thuat nay.

3. Trwdng hop cac quy dinh cia phéap luat va céc tai liéu vién dan trong
Quy chuén k¥ thuat nay duoc stra dbi hodc thay thé thi ap dung theo van ban
maoi.
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