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QUY CHUAN rY THUIT QU6G GIA
p6r vor crot HAN cAc cHAr 0 runlErvt

TRoNG THUc PHAM BAo vE suc KHOE
National technical regulation on the limits of contaminants for health

supplemenfs

r. QUY DINH CHUNG

1. Ph4m vi cliiiu chinh

Quy chu5n kV thuQt nAy quy dinh gicri hqn t6i Oa c6c chdt 6 nhiSm (kim

loEi n{ng vdr vi sinh vit); l6y m6u vd phucrng phap thr}; yeu cAu qu6n lV; trdch
nhiem c0a t6 ch*c, c6 nhdn tham gia sdn xu6t, kinh doanh thwc phAm bdo vO

srlc kh6e

Quy chu6n kV thu?t niry khOng dp dung O6i vOi sdn ph5m rr/Eu b6 duEc
cong O6 ta thuc phAm b6o ve st?c khde.

2.DOi tuqng 6p dr,rng

Quy chuAn kV thu?t niry 5p dqng OOi vOl t6 chuc, c6 nhAn trong vd ngodi
nucyc tham gia sdn xu6t, kinh doanh thr=rc ph5m bio v0 s0c kh6e tren ISnh th6
Viet Nam vd c6c t6 ch0c, c6 nh6n kh5c c6 ti6n quan.

3. ciai thlch tu ngti'vi chir vitit tit
Trong Quy chu5n kV thu?t niry c6c tu ng0 vd k1i hieu viet tit ducri ddy

duEc hi6u nhu sau:

3.1. Thrrc phAm bdo ve suc kh6e l?r sdn phAm duEc quy dinh tai Khoin 1

Di6u 3 Nghi dlnh s6 1512018/ND-CP ngay 02t0212018 crla Chinh phfi quy dlnh
chi tiet thi hirnh mqt s6 di6u crla Lu?t an todn thwc pham.

3.2. Sdn phAm da thdnh ph6n Id sdn ph5m thwc phAm bdo v0 srlc kh6e
chr?a h6n hqp c0a hai hoic nhi6u loqi nguy6n liQu, bao g6m:

a) Vitamin, khodng ch6t, axit amin, axit b6o, enzyme, probiotic vd ch6t co

hoqt tlnh sinh hgc khdc;

b) ChAt c6 ngu6n g6c tr=r nhi6n, bao gdm dQng v?t, kho6ng vQt vd thr,rc

vQt duoi dang chi5t xu6t, phdn lfp, co dic vdr chuy6n h6a;

c) Cdc ngu6n t6ng hqp cfia nh&ng thdnh phAn d6 cqp tai di6m a vdr di6m
b tren ddy.

3.3. AOAC (Association of Official Analyticat Cottaboration): Hiep hQi C6c

nhir phin tlch chinh th6ng.

3.4. ML (Maximum Limit): Gidi han t6i 0a.
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3.5. TSVSVHK: T6ng s6 vi sinh vOt hi6u khi.

3.6. TSNMM: T6ng sO n6m men, n6m m6c.

il. YEU CAU XY rHUAr

1. Quy dlnh vC kim loqi nf ng

Mrlc gidi han c6c chi ti6u kim loai nang trong thr.rc phAm bio ve suc
kh6e duqc quy dlnh nhu trong Bing 1.

Bdng 1. Quy dinh m0c gioi hqn t6i Oa O6i vOl o nhi6m kim loai nang

2. Quy d!nh vd vi sinh vQt

Mrlc gicri han t6i da d6i vcvi vi sinh v?t trong thttc phAm bdo ve s0c kh6e

duEc quy clinh nhu trong Bing 2.

3

TT Chi ti6u
ML

(mg/kg hoic
mg/L)

Ghi ch0

1 Arsen (As)

5,0 As t6ng s6

0 5

As vO ccv (.)

Chi giam s6t As v6 co khi hdm

luqng As t6ng s6 ldn hcvn 0,5

mg/kg hoic mg/L

2 Cadmi (Cd)

3 0
ChOa thdnh phAn tir rong bi6n
hoic tir nhuy6n thd hai minh v6

1 0

KhOng ch0a thdrnh phAn tir rong

bi6n hoic tu nhuy6n th6 hai

minh v6

3 chi (Pb) 10,0

4
Th0y ngAn
(Hg)

0 5



Bing 2. Quy dlnh mr1c gi6i hqn tti: Oa AtSi vOi 6 nhi6m vi sinh vit

TT Nh6m sin phim

Gi6i hqn 6 nhi6m vi sinh v{t

Ghi chri
Chi ti6u

ML

1 Thgrc phAm bio ve srlc kh6e
chua thdrnh phAn tu th\rc vat
(khong bao g6m phg gia thr.rc
ph6m, td duEc, v6 nang), s6n
ph5m phdi qua xrl lf bdng nudc
soi theo hucrng d5n trudc khi
s& dUng (Vi dU: trd thdo m}c)

TSN

E.

iair ,

I

- QuV dinh & nhom ndy c0ng 6p dqng vcvi cdc sdn
ph5rii da thanh phAn nhung khong ch0a cdc nguy6n

v?t vd kho6ng v0t thu0c Nhom 4.

!

i
I

2 Thqrc phAm bdo ve st?c kh6e
chr?a thdnh phdn tu th\rc vat
(khong bao gdm phgr gia thr,yc

ph5m, td duEc, v6 nang). Qu6
trinh sin xu6t sdn ph5m
vd/hoic xr? !)i nguy6n liQu da
ldm gidm muc 6 nhiSm vi sinh
vat (Vi dq: qud trinh chi6t xudt
cao duqc liQu).

TSVSVHK rnhom ndy c0ng 6p dqng vcvi c6c sdn
phAn nhung khOng chfa cdc nguy6n
vi kho6ng vat thuOc Nh6m 4.

sin phAm chrla lqi khu5n
ph5m co probiotic thuOc nh6m vi khu5n

h bdo trl: Quy dinh chi ti6u Vi khuAn
h acid lactic(.) theo muc gi0i han tai
bdng ndry.

', kh6ng sin
: khong sin

Nhom 7.1
+ NOu s6n phAm c6 probiotic thuOc nh6m vi khu5n
sinh bdo t&: Khong quy dlnh chi ti6u TSVSVHK.
+ N6u sin phAm c6 probiotic thuOc nh6m n6m
men: Kh6ng quy dlnh chi ti6u TSNMM.

. ",,.i,'5--x'',1oz'""t),,.

Vi
Am du

(En
t",'ta.l, '

E. coli ' IKh6ng duqc co,.
' ;.. :!

trong 1 g (mL)

Salmonella spp Khong duEc co
trong 25 g (mL)

x1

. ,:

Kh6ng duqc,co,
, ,trong'25 g (m[)

1 x102 .
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3 ThUc ph6m bio vQ sr?c kh6e
cht?a thinh phAn tu thqrc v?t
(kh6ng bao g6m phU gia thr-rc
phAm, t6 duEc, v6 nang). Qu6
trinh sdn xudt sdn phAm

vd/hofc x& lf nguy6n liQu kh6ng
lim gidm muc 0 nhiSm vi sinh
vat d6n m0c gi6i han tai nh6m 2
(VI dLt: qud trinh chi6t xudt cao
duEc lieu bang ethanol thdp d0
hodc nwfuc kh1ng sli).

TSVSVHK 5 x 10s - Quy dinh & nh6m ndy cOng 6p dUng voi c6c sin
ph5m da thdrnh phAn nhung khong chr?a cdc nguy6n
liOu tu dOng v?t vdr khoing vOt thuOc Nhom 4.
- Trudng hqp sdn ph5m ch0a lEi khu5n:

+ N6u sin phAm c6 probiotic thuOc nh6m vi khu5n

khOng sinh bdro tr?: Quy dlnh chi ti6u Vi khuAn

kh6ng sinh acid lactic(*) theo mt?c gidi han tai

Nh6m 7.1 bdng ndry.

+ Ndu sin phAm co probiotic thuOc nh6m vi khuAn

sinh biro t[r: KhOng quy dlnh chi ti6u TSVSVHK.
+ N6u sin phAm c6 probiotic thuOc nh6m n5m
men: Kh6ng quy dinh chi ti6u TSNMM.

TSNMM 5 x 104

Vi khuAn Gram
0m dung nap mflt

(Enterobacteria)

1 x10a

E. coli KhOng duEc c6

trong 1 g (mL)

Salmonella spp. Kh6ng duEc co
trong 25 g (mL)

4 ThWc phAm bio v0 sr?c kh6e
chr?a thdrnh phAn tu dQng vat
hoac kho6ng v0t hoic h6n hEp
crja hai ho{c nhi6u thinh phAn

tu dQng vft, khodng v?t vi thgc
vat (khOng bao gdm phu gia
thWc ph6m, t5 duEc, v6 nang).

TSVSVHK 2x104 - Quy dlnh & nh6m ndy c0ng 6p dUng vdi c5c sin
phAm da thdrnh phAn.

- Trudng hEp sdn phAm chr?a lqi khuAn:
+ N6u sdn ph5m c6 probiotic thuOc nhom vi khuAn

kh6ng sinh bio tr?: Quy dinh chi ti6u Vi khuAn

khOng sinh acid lactic(*) theo mt?c gidi han tai
Nh6m 7.1 bdng niy.
+ N6u sdn ph6m c6 probiotic thuOc nh6m vi khu6n
sinh bdo tr?: Kh6ng quy tlinh chi ti6u TSVSVHK.
+ NOu sin phAm c6 probiotic thuOc nh6m n5m

men: Khong quy dlnh chi ti6u TSNMM.

TSNMM 2x102

Vi khu5n Gram
6m dung nqp mft
(Enterobacteria)

1 x102

E. coli Khong duqc c6

trong 1g (mL)

Salmonella spp. Kh6ng duEc c6
trong 10 g (mL)

S. aureus Kh0ng duEc c6

2
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trong 1g (mL)

5 Thuc ph5m bdo ve sr?c kh6e
chfa vitamin, kho6ng ch6t, axit
amin, axit b6o, enzyme, vd/hoic
c6c ch5t c6 hoat tinh sinh hec
da x5c dinh v6 mat hoa hqc
(kh6ng bao g6m phu gia thr,rc

ph5m, t6 duEc, v6 nang).

Dang chua nucyc (nu0c la
thdrnh phAn c6ng thuc cta sin
phAm) Uf dU: dung dich nuoc,
siro, h6n dich, nhfi dich,
thach ...).

TSVSVHK 2x 102 - Quy dlnh & nh6m ndy cUng 6p dung vcvi c6c sdn
ph6m da thdnh phAn kh6ng chfa c6c nguy6n liQu

thuOc nhom 1,2,3 vd 4.

- Truong hqp sdn ph6m chua lqi khuAn:
+ NOu sdn ph6m co probiotic thuOc nh6m vi khu5n

khong sinh biro tir: Quy tlinh chi ti6u Vi khu5n

kh6ng sinh acid lactic(*) theo m0c gi0i han tai
Nhom 7.1 bdng ndry.

+ N6u sdn ph5m co probiotic thuOc nh6m vi khuAn

sinh bdo tr?: Kh6ng quy dinh chi tieu TSVSVHK.
+ N6u sdn phAm co probiotic thuOc nhom n6m

men: Kh6ng quy dinh chi tir5u TSNMM.

TSNMM 2x10

E. coli Khong duEc co
trong 1 g (mL)

6 Thuc phAm b6o ve srlc kh6e
chua vitamin, kho6ng ch6t, axit
amin, axit b6o, enzyme, vdr/hoic
c6c ch6t co hoat tinh sinh hgc
da xdc dinh vd mat h6a hec
(khong bao gom phu gia thWc
phAm, te duqc, v6 nang) vd
kh6ng thuQc nhom 1,2,3 vd 4 &
tr6n.

TSVSVHK 2x103 - Quy dinh & nhom ndy cUng 5p dung vdi c6c sin
phAm da thinh ph6n kh6ng ch0a c6c nguy6n lieu

thuOc nh6m 1,2,3 vd 4.

- Trucrng hcrp sdn phAm chr?a lEi khu6n:
+ N6u sAn ph5m co probiotic thuOc nh6m vi khu6n
khOng sinh bdro trl: Quy Cflnh chi ti6u Vi khuAn

khdng sinh acid lactic(*) theo muc gicri han tai
Nhom 7.1 bdng nay.
+ NOu s6n ph5m co probiotic thuOc nhom vi khu5n

TSNMM 2x102

3
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Dang kh6ng ch&a nudc (nuoc
kh6ng ldr thinh phAn c6ng thrlc
c0a sin phAm) (Vi du: vi6n ndn
(vi6n ndn thuong, vi6n ndn sii,
vi6n ndn bao film), vi6n nang
mdm, vi6n nang cung, dang
c6m, dang bQt, dAng fitm, vi6n
keo d6o gummy, dung dich dAu

..)

E. coli Kh6ng duEc c6
trong 1 g (mL)

sinh bdo t[^r,: Khong quy dinh chi ti6u TSVSVHK.
+ N6u sin phAm c6 probiotic thu0c nh6m n6m
men: Kh6ng quy dlnh chi ti6u TSNMM.

7 Thqrc phAm bdo vO st?c kh6e chi chrla c6c probiotic.

7

1

Sdn phAm chi chua thdnh phAn

probiotic thuQc nh6m khOng sinh
bio tt}

Vi khu5n kh6ng
sinh acid lactic(.)

5 x 103 - Trudng hEp sdn phAm h6n hEp ch0a c6c
probiotic thuOc nh6m 7.1 vd7.2: Chi quy dinh chi ti€u
TSNMM, E. colivd Sa/monella spp.

- Trudng hEp sdn phAm h6n hEp chrla cAc
probiotic thuQc nh6m 7.1 vir 7.3: Chi quy dlnh chi ti€u
vi khu6n khOng sinh acid tactic (khOng bao g6m

chOng ndm men duqc b6 sung)(...), E. coli vd
Sa/monel/a spp.

- Trudng hEp sin phAm h6n hqp chr?a cAc
probiotic thuQc nh6m 7.2 vd 7.3 hoic thuOc nh6m
7.1, 7.2 vd 7.3: Chi quy cflnh chi ti6u E. coli vd
Sa/monel/a spp.

TSNMM 1 x1O2

E. coli
Kh6ng co trong

109 (ml)

Salmonella spp.
KhOng c6 trong

109 (ml)

7

2
Sin ph6m chi ch0a thdrnh phdn
probiotic thuQc nh6m sinh bdo
tfr

TSNMM 1 x102

E. coli
KhOng c6 trong

10s (ml)

Salmonella spp
Khdng c6 trong

109 (ml)

7 Sin phAm chi ch*a thirnh phin TSVSVHK (.-) 1 x 103

4
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3 probiotic thuQc nh6m n6m men (kh6ng bao gom

chring ndm men

duEc b6 sung)

E. coli
Khong c6 trong

109 (ml)

Salmonella spp.
Khong co trong

109 (ml)

5



m. LAY MAU vA PHUoNG pxAp rHu
t. l5y m5u
LAy m5u sdn ph6m thWc ph6m bdo vrp s0c kh6e duqc thuc hien theo

hudng d5n tai Th6ng tu s6 2612012/TT-BKHCN ngdy 12t1212012 cia B0

tru&ng B0 Khoa hgc vd COng nghC quy dinh viec kiSm tra nhd nudc v6 ch6t
luEng hdng hoa luu thOng tr6n thi trudng, Th6ng tu s6 1212017/TT-BKHCN
ngay 2\tgt2o17 cla BQ tru&ng B0 Khoa hgc vd COng nghe vB viOc stla d6i, b6
sung mQt s6 diSu c0a Th6ng tu s6 2612012/TT-BKHCN ngdy 12t12t2012 cia
Bg tru&ng B0 Khoa hgc vd Cong nghg quy dinh viQc ki6m tra nhd nucvc vd
ch6t luEng hdrng h6a luu thong tren th! trudng vd c6c quy dlnh kh6c crla ph6p
lu?t co li6n quan.

nguy6n tfr hydrua hoa (HG-AAS) sau khi phdn h0y bdng iip lWc.

- TCVN 8427:2010 (EN 14546:2005). Thwc phAm - X6c tllnh nguyen t6
v6t. Xac dlnh asen t6ng s6 bdng phucrng phap do ph6 hdp thu nguy6n trl giii
ph6ng hydrua (HG-AAS) sau khi tro hoa.

- AOAC 986.15. Arsenic, Cadmium, Lead, Selenium, and Zinc in Human
and Pet Foods. Multielement Method.

2.1.3. Phucrng ph6p xdc dinh hdm luqng cadmi, chi

- TCVN 10643:2014. Thr=rc phAm - X6c dlnh hirm lugng chi, cadimi, ddng,
sit va k6m - Phucrng phap do ph6 hdp thq nguydn tfr sau khi tro hoa kh6;

2. Phuong phip thir

C6c y6u cAu ky th duqc thrtc hiQn theo
c6c phucrng ph6p th

2.1. X6c din

2.1.1.

cadmi, chi,
- TCVN

t6 v6t - x6c
plasma cdm

Mass

1

2.1.2. Phuolg phqn xQg.Ojlh ham luEng
- TCVN 12346:2018 (EN l

t6 vdr c6c hEp ch6i hoa hg-c gri"a,
,}.,.,

co nguon goc tnlfPc vdt vd
asen vO ccv trong thttc ph5m

HPLC-ICP-MS trao d6i anion(2).

AOAC 2015.01. H.eavy Metals in Food.
Spectromgtry Mgthod.,.',.,;-;1,,:,,1,.,. i ;,,;,i,.,,. 

..

nang (arsen,

cdc nguy6n
kh6i luEng

Plasma -

- X6c dlnh c6c nguy6n

- TCVN 9521:201 t5 v6t. X6c dinh
hdm luEng asen t6ng s5 va phucrng phSp ph6 hdp thu
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- TCVN 8126:2009. Thr,rc phAm - X6c dlnh hdrm luEng chi, cadmi, k6m,

tl6ng vdr sit - Phuong phdp quang pn6 hdp thu nguy6n trl sau khi da phAn hiy
bing vi s6ng.

- TCVN 7929:2008 (EN 14OBi3.2003), ThUc ph5m - X6c dinh c6c nguyOn

t6 v6t - X6c dlnh chi, cadimi, crom, molypden bing do ph6 hAp thu nguy6n tt}
dtrng lo graphit (GF-AAS) sau khi phAn hu'i bing 6p h,rc.

2.1.4. Phucrng ph6p x6c dlnh him luEng thriy ngin

- TCVN 7993:2009 (EN 13806:2002). Thuc phAm - X6c dinh c6c nguy6n
t6 v6t - Xdc dlnh th0y ngdn bang do ph6 hdp thu nguy6n t& hoa hoi lanh tCV-
AAS) sau khi phAn h0y bang 5p h.r,c.

- TCVN 7604: 2007. ThUc phim - X6c dinh hAm luEng thuf ngdn bang
phuong phap quang ph6 th nggn hla

2.2. Phwcrng ph

Non-Sterile Products:
Supplements(1).

for Nutritional and Dietary

2.2.2. X6c dinh chi tieu T6ng s6 n6m men, nAm m6c

- DuEc di6n Viet Nam V, Phr,r lUc 13.6, MUc 1 . XAc dinh t6ng s6 vi sinh
v6t(s).

- DuEc di6n Anh: The British pharmacopoeia 2022, volume V, Appendix
XVl, item F (DuEc di6n Anh 2022, tap V, phU lUc XVl, mqrc F).

- TCVN 8275-1:2010 (lSO 21 527-1.2008): Vi sinh vft trong thqrc ph6m vd
thuc dn chdn nuoi - Phucrng phdp dinh luong n5m men vd n5m m6c. PhAn 1:

Ky thuEt dem khu6n lEc trong c6c sin ph6m co hoat dO nucyc lcyn hon 0,95.

2.2.1. Xdc

- TCVN chu6i thr*rc

lac & 30'Cphdm -
bing ky

TCVN chu6i thuc
phAm - Ph

bing ky

sinh

British pI? rll 3q _op o9ia JQ22, 
" 
vo I u me V

lac d 30'C

s6 vi sinh

, Appendix

vat.

- DuEc

- DuEc
XVl, item F (DuEc Anh 2022

- DuEc cti6n MV: Examination of
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- TCVN 8275-2:2010 (lSO 21527-2:2008): Vi sinh vQt trong thwc phAm vdr

thuc dn chdn nu6i - Phuong phdp dinh luqng n6m men vd ndm m6c. PhAn 2:

KV thu0t d6m khuin lAc trong c6c sdn phAm co hoAt d6 nuoc nh6 hon hoic
bing 0,95.

- DuEc CIi6n M!': USPNF 2022 <2021> Microbiological examination of
non-sterile products: Microbial enumeration tests for nutritional and dietary
supplements(1).

2.2.3. X6c dinh chi ti6u Escherichia coli: Phucrng ph6p dlnh tinh

- DuEc di6n ViOt Nam V, PhU lUc 13.6, MUc 2. Xitc dlnh vi sinh v?t gdy

bQnh(e).

- DuEc di6n Anh: The British pharmacopoeia 2022, volume V, Appendix
XVt, item B (DuEc cliSn Anh 2A22!W V-; O Ue X)/1, mqc B).

'';- ., _ :.1r:) :: _"'-.1i.- 
..t

- TCVN 6846:2007. 
"(190".7?51:2005): 

Vi sinh y?! Ir-gng thr.rc phAm vd thrlc
dn chdn nuOi - Phuong ph6p phat hien vdr dlnh lugng Escherichia coligi6 dinh

- Ky thuflt d6m s6 cO iac luAt ton nh6t. ' 
_

I \!t. .fi..j::? \......-1. '.,,,
- TCVN 7924-3:201 7 (lSO 16649-3:2015): Vi sinh vQt trong chu6i thuc

ph6m - Phucrng' phap flrnn luEn g"g"scigqic'ni.q q6i'aicrng'11nn O-gtucuronidaza
- PhAn 3: ph6t hiOn va ky thu?t tinh s6 co x6c su5t tOn nn5t sO dung S-bromo-
4-c!o.3-indotylu-o-g,tucuronid..H:-,,.*,,i.,,.'..i.|..

- DuEc di6n,:ffiy,,,1, uspNf ?o?i <2022> _Microbiological procedures for the
absence of specified miCioorganiims in nutritional anO dietary supplements(1).' "' . : ..'..',.,..:.: ,,':.

2.2.4. X6c dinh chi ti6u Escherichia coli: Phuong ph6p dinh luqng
' .":' J

- TCVN tgz4-ii.oop (ls_o tais+g-z:zQo1): Yi -rjnh V+ lfong thqrc phAm vdr

th0c 5n chin nu6i -.Ph.ygng plap $nh !,uqlg Esc"!lg^ic!,ia coliduong tinh B-
Glucuronidase - PhAn ?:.Xy thuat cl6m kh.,,y6l.lac d 44oC sir dr.rng S-bromo-4-
clo-3.indolylB-D-Glucuronid.:....,,.,,.

- TCVN 9975:2013 vA Tnqrc phdm - Dinh IuEng coliform vd Escherichia
coli bing phucrng phap sr? dung dia d6m Petrifilm.

- The British pharmacopoeia 2022, volume V, Appendix XVl, item Fl
European pharmacopoeia, Appendix 2.6.31, item 5.1.8 and 5.1.4 (DuEc di6n
Anh 2022, tap V, phU lUc XV!, mqc F)(1).

2.2.5. X6c dlnh chi tieu Staphytococcus aureus

- TCVN 4830-3:2005 (lSO 6888:2003): Vi sinh vflt trong thr,rc phAm vdr

thuc dn chin nu6i- Phucrng phap ctinh luEng Staphylococci co phin ung
duong tlnh coagulase (Staphylococcus aureus vd c6c lodri kh6c) tren dia thach
- PhAn 3: Phdt hiQn vir dung kV thuQt d6m s6 co xdc suSt ldn nfr6t INllRN) d6
d6m s6 lugng nh6.
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- Duqc di6n Viet Nam V, Phq luc 13.6, Muc 2. XAc dinh vi sinh vQt gAy

bQnh(e).

- DuEc cti6n Anh: The British pharmacopoeia 2022, volume V, Appendix
XVl, item B (Duqc diSn Anh 2022, tap V, phq lqc XVl, mgc B).

- Duqc cliSn My: USPNF 2022 <2022> Microbiological procedures for the
absence of specified microorganisms in nutritional and dietary supplements(1).

2.2.6. Xdc dinh chi tieu Sa/monel/a spp.

- TCVN 10780-1 :2017 (lSO 6579-1:2017): Vi sinh vft trong chu6i thwc
phAm - Phuong phap phat hien, dinh luqng vA x6c dlnh typ huyet thanh crla
Salmonella- PhAn 1: Phucvng phap phat hien Salmonelta spp.

- DuEc me V, Appendixu

XVl, item B (DuEc

- DuEc di6n M!
non-sterile products:
supplements(1).

)

logical examination of
for nutritional and dietary

2.2.8. Xdc dinh chi ti6u T6ng s6 vi sinh vqt hi6u khi (TSVSVHK) cria s6n
phAm co lEi khu6n.

- DuEc di6n Chdu Au: European pharmacopoeia 9.7. Appendix 2.6.36.
lMicrobiological examination of live biotherapeutic products: Tests for
enumeration of Microbial contaminants:

(") Trudng hqp sdn phdm chi c6 thirnh phAn lgi khu6n thuQc nhom khong
sinh bdo tr], chi ti6u vi khuAn kh6ng sinh lactic duEc x6c d!nh tren mOi trucrng
thach casein dQu tucyng b6 sung thrOm 5% mlu cuu. C6c dia duEc 0 & 300C

cl6n 350C trong 44-48 gicr, (tham khdo phU lUc 2.6.36 - duEc di6n Ch6u Au).

Micro

sinh vQt gAy

V, Appendix

- Duqc for the
absence of

/;1

2.2.7.

vQt*trong chu6i thLrc

Enterobacteriaceae PhAn 2: Ky

sinh vOt g6y
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(.') Trucvng hEp sdn ph5m chi co thdrnh phAn lqi khuAn thuQc nhom n6m

men, chi tir3u t6ng s6 vi sinh vat hi6u khi (TSVSVHK) duqc xdc dinh tr6n moi

truong thach casein diu tucvng b6 sung th€m O,O5% cycloheximide de uc ch6
ch0ng n5m men lEi khu5n b6 sung. C6c dia duEc t & 3O0C d6n 350C trong 3-

5 ngdy, (tham khdo phqr lqrc 2.6.36 - duEc di6n ChAu Au).
(.".) Trudng hEp sdn ph5m co thdnh phAn loi khu6n thuOc nhom khong

sinh bdo tr) vdr nhom ndm men (ghi chri c0a nhom 7), chi tieu t6ng s6 vi sinh
vQt khong sinh lactic (khong bao g6m chtng n5m men dugc b6 sung) duEc
xdc dinh trrOn m6i trudng thach casein dQu tuong b6 sung th6m 5% m6u cuu
vd 0,05% cycloheximide. C6c dTa duEc rl & 300C d6n 350C trong 44-48 gid.

Ghi ch0:

T6 chuc, cd nhAn sin xu6t, kinh doanh thuc phAm bdo ve s0c kh6e chlu
tr6ch nhiem v6 sdn phAm, ctdm bdo sdn phAm thuc ph5m bdo ve s0c kh6e do
minh sdn xuAt, kinh doanh phir hEp vcri cdc y6u cdu k! thuflt tqi Quy chuAn k!
thu?t ndy vd c5c quy dinh ctla ph6p lu?t co li6n quan.

vr. To cHuc THr/c HIEN

1. Giao CUc An todn thuc ph6m chrl tri, ph6i hqp vcyi c6c ccy quan chrlc
ning c6 !i6n quan hucrng d5n tri6n khai vdr t6 chr?c vi€c thr,rc hiQn Quy chuAn
ky thuqt ndy.

(1) Phtrong phdp duEc sir kiem nghiQm thVc phdm ph+tc

vU qudn $,nhd nuOc.

(2) Phuong phep vO co khi kdt
, ,.Rqua Kem ngntQm

1. Vi0c
tai Nghi din

hdng ho6;
srla d6i, b6

/ND-C
hph u

cia C

quy cljnh
;, .-ve nnan

hinh ph011

g 14 th6ng 4
a ph6p luQtndm 2017

kh6c co li6n q

2. Cdc sin
nhAn ding kli
1512018/ND-CP
mOt s6 di6u c0a Lu?t an

hhdn

t6 chfc, c6
tai Ngh! dinh s6

chi ti6t thi hanh

v. TRACH NHTFM c cHOc, cA nHAr.t
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2. Cdn crl vdo ydu cAu qudn lf, Cr;c An todn thyc phAm c6 tr6ch nhiQm rd

so6t, t6ng hEp, bdo c5o vd ki6n nghi 89 Y t6 srla O6i Quy chu5n kV thu?t nay.

3. Trudng hEp c6c quy djnh cia ph6p luat vir c6c ti6u chuAn, quy chuAn
vien d5n trong Quy chu5n ky'thuat ndy dugc sfra d6i ho{c thay th6 thi 6p
dUng theo vin bin mdi.


