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Loi gii thigu

Tiéu chudn nay tap trung vao phuong phap mién dich, phwong phap sic ky va phwrong phap dwa trén
axit nucleic dé xac dinh chat gay dj (rng trong thuc pham. Tuy nhién, vi si phat trién nhanh trong linh
vire ndy, cb thé xem xét dén céc cong nghé khac.

Viéc phan tich cac chét gay dj (g trong thuc phdm dugc thye hign bing cac budc lién tidp (hodc
ddng thdri) sau day. Sau khi thu thap mAu, tach chiét phan mAu thir 48 thu dugc protein, axit nucleic
ho#c cac marker khac, Cac chét phan tich dwge chiét ¢o thd dwoc tinh sach thém, déng thoi hodic sau
qua trinh chiét. Sau d6, pha loang (néu cin) va tuan theo cac quy trinh phén tich nhw phép thr mién
dich (vi dy: ELISA), phép thir dia trén axit nucleic (vi du: PCR) hodc séc ky (vi dy: LC-MS).

Céc budc néu trén dugc trinh bay chi tiét trong tiéu chun nay va trong cac tiéu chudn sau:

TCVN 13157-1 (BS EN 15633-1), Thuc phdm — Phat hign chét géy di ing trong thuc phdm bing
phuong phap mién dich — Phén 1: Yéu cdu chung;

TCVN 13158-1 (BS EN 15634-1), Thure phdm — Phét hién cac chét gay dj tng trong thuc phdm béng
phuong phép sinh hoc phén i~ Phan 1: Yéu cdu chung.



TIEU CHUAN QUOGC GIA TCVN 13159:2020

Thwe phdm — Phat hién cac chit gay di (rng trong thyc pham —
Yéu cdu chung va xac nhan gia trj st dung ciia phwong phap

Foodstuffs — Detection of food allergens — General considerations and validation of methods

1 Pham vi ap dung

Tiéu chudn nay quy dinh cach s dung cac chét chuin dbi véi phirong phap mién dich, phuwong phap
dira trén nucleic, phiong phap sic ky va méi lién quan gitta cac phwrong phap nay trong viéc phén tich
cac chét gay di (ng trong the phdm; va bao gdm cac dinh nghia, yéu clu va hwéng dén chung cho
viéc thiét 1ap phong thir nghiém, yéu cAu xac nhan gia trj s& dung clia phwong phap (thdm dinh
phwong phép), mé ta phwong phéap va bao céo thir nghiém.

Tiéu chulin nay cling quy dinh cac hwéng dan chung vé céc yéu clu va viéc st dung cac méu chudn
@& xac dinh chit gay dj teng trong san pham thuc phAm. Thuat nglr "mau chuén” trong tiéu chudn nay
bao gdm ca cac mAu chuin da duwoc chivng nhan ciing nhu cac mAu kiém soét chat lugng. Hién tai chi
¢6 it mAu chuin d& xac dinh chit gay dj tng trong thire phdm. Cac miu méi khi dugc chép nhén va
xac nhan gia trj st dung sé& dwec bd sung vao phu lyc cla tiéu chuén nay.

Tiéu chuin nay khdng d& cap dén van dé 14y mau. Tiéu chun nay chi dua ra chi tiét cac qua trinh lién
quan ti» khi phang thir nghiém nhan mau dén két qua cudi cung.

2 Tailiéu vién dén
Khéng c6 tai liéu vién dan trong tiéu chuan nay.

3 Thuét ngir va dinh nghia

Trong tiéu chudn nay, ap dung cac thuat ngit va dinh nghia sau day:
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3.1 Dac tinh hiéu nang ctia phwong phap

314

Pht hop véi myc dich (fitness for purpose)

Mirc @9 ma di liéu duoc tao ra bdi mdt qua trinh do cho phép ngwdi st dung dua ra cac quyét dinh
ding cho mdt myc dich da dinh

CHU THICH 1 Qué trinh do ¢4 thé dipa trén phirong phap sang loc, phirong phap khiing dinh hoic phirong phap chufin.
CHUTHICH2 D& bidt thém thong tin, xem Tai liéu tham khao [10).

31.2

Phwong phap sang lgc (screening method)

Phwong phép loai bd (sang lpc) nhanh va dang tin cdy mét s6 1én cac mau thir &m tinh (hodc dwong
tinh) va han ché s mau th(r nghiém y&u ciu ap dung mét phwong phép chinh xac

CHU THICH Xem Tai ligu tham khao [11].

31.3

Tinh kha thi (practicability)

Sy d& dang clia cac thao tac, vé& lvong mau dwa vao va chi phi phan tich dé dat dwoc tiéu chi thuc
hién theo yéu ciu va dat dugc myc dich quy dinh

[NGUON: TCVN 7608:2007 (ISO 24276:2007)+Amd: 2013, 3.1.22]

314

Tinh chon lgc (selectivity)

Mirc 6 ma mét phwong phap c6 thé xac dinh (cac) chat phén tich cy thé trong hdn hep hodc nén miu
ma khéng bj nhiu béi cac thanh phan khac

CHU THICH Xem Tai ligu tham khao [12).

3.1.5
Bo nhay (sensitivity)
Thay déi clia dap (rng chia cho thay ddi twong (rng v& ndng dd clia dwong chuln

CHU THICH Xem Tai ligu tham khao [12].

31.6
D6 dac hiéu (specificity)
Thudc tinh clia phwong phép chi dap (ing véi déc tinh hodc chat phan tich dwoc nghién ciru

CHU THICH Xem Tai liéu tham kh3o [12].
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3.1.7

Do tuyén tinh (linearity)

Kha nang thu dwgc cac két qua thir nghiém tryc tiép hodc bing cac phép bién ddi toan hoc duwoc xac
dinh rd rang, ty 1& v&i ndng do chét phan tich clia cac mau trong mét dai nhat dinh

CHU THICH Dé biét thém théng tin, xem Tai iéu tham khao [12].

31.8

Khoang ap dung (applicability range)

Khoang céc gia tri dai lwgng trong dé quy trinh phén tich da dwec chirng minh bing thir nghiém céng
tac hodc phwrong phap xac nhan gia tri st dung thich hop khac dé cé muke thich hop v& dg chum va dd
chinh xac

3.1.9

Giéi han phat hién (limit of detection)

LOD

Lwong hodc ndng dd téi thidu clia chét phan tich trong mau thir c6 thé phat hién dugc nhwng khdng
nhéat thiét dinh lweng duoc, nhir 34 dwoc chimg minh bang thir nghiém cong tac hodc phuong phap
xac nhén gia trj st dng thich hop khac

3.1.10

Gi&i han djnh lweng (limit of quantitation)

Gi6i han xéc dinh (limit of determination)

LoQ

Néng d6 hodc leong thap nhét clia chit phan tich trong mAu thir c6 thé dugc xac dinh dinh lugng véi
mic chip nhan dwgc vé d6 chum va dé chinh xac, nhw da dwoc chirng minh béng thtr nghiém cng
tac hodc phwong phap xac nhan gia trj str dung phti hgp khac

CHU THICH D& biét thém thdng tin, xem Tai ligu tham khdo [13).

3111
Bé chum (precision)
Mrc d9 gin nhau gitra cac két qua thir/do ddc lap thu dwgc trong céc didu kién quy dinh

CHU THICH 1 D& chum chi phy thudc vao sir phan bb cac sai s ngBu nhién va khang lién quan dén gia tri thyc hodc gia ti
dugre quy dinh.

CHU THICH 2  Phép do dd chym thwérng duge bidu thi bing a4 khang chym (imprecision) va dugc tinh theo d¢ Iéch chudin
clia c4c két qua thir hodic két qua do. DB chum cang thép thi d8 léch chuén cang lon.

CHU THICH 3 Cac phép do dinh lwgng 69 chym phy thudc chit yéu vao cac di8u kisn quy dinh. Cac didu kién I3p lai va diéu
kién tai 1ap 1a cac tip hop cy thé cla cac didu kién cyc tr quy dinh.

[NGUON: TCVN 8244-2:2010 (ISO 3534-2:2006), 3.3.4}
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3.1.12 Cac thuat ngi lién quan dén do lap lai

3.1.121
Db 13p lai (repeatability)
B8 chum trong céc didu kién 1ap lai

CHU THICH D6 I3p lai ¢ thd dwoc bidu thj dinh lrgng bing cac dic treng phan tan clia két qua.
[NGUON: TCVN 8244-2:2010 (ISO 3534-2:2006), 3.3.5]

31122

Biéu kign ip lai (repeatability conditions)

Didu kign quan tric ma tai 86 cac két qua thiv/do doc 1ap thu dwoc st dung cling mot phirong phap
trén cac méu thiv/do gibng hét nhau, trong ciing mét phong thir nghiém ho#c phdng do, bdi cling mdt
ngwadi thire hién, st dung cling mét thiét bj, trong khodng théi gian ngén

CHU THICH Bidu kién I3p fai bao gbm:

- clng mét quy trinh do hodc thi¥;

— cling mt ngurdvi thao tac;

— cling mét thiét bi do/thlr st dung trong cling didu kién;
= clng mét vj tri;

— 13p lai trong mét khodng théi gian ngén.
[NGUON: TCVN 8244-2:2010 (ISO 3534-2: 2006), 3.3.6]

3.4.123

Gidi han I3p lai (repeatability limit)

;

D§ chénh léch I3p lai téi han dbi voi xac sudt quy dinh 1a 95 %

[NGUON: TCVN 8244-2:2010 (ISO 3534-2:2006), 3.3.9]

31124
B9 léch chudn Kip lai (repeatability standard deviation)
B4 léch chudn clia cac két qua thir hodc két qua do thu dugc trong cac didu kién 13p lai

CHUTHICH 1 Bay Ia thwéc do sy phan tn clia phan bé cac két qua thir hoiic két qué do trong cac didu kién 13p lai.

CHU THICH 2 Tuwong ty, “phuong sai 13p lai* va “hé sb bién thién 13p lai” c6 thé duoc dinh nghta va sir dung lam thuéc do
sy phan tan clia cac két qua thir hodc két qua do trong céc didu kién 13p lai.

[NGUON: TCVN 8244-2:2010 (ISO 3534-2:2006), 3.3.7)
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3.1.13

Nghién clru cfng tac (collaborative study)

Nghién ctru lién phong thir nghiém trong d6 mdi phong thlr nghiém str dung mét phuwong phap phan
tich xac dinh dé phan tich cac phan giéng hét nhau clia mau déng nhat dé danh gia céc dic tinh hiéu
ning thu dugc dbi véi phurong phéap phan tich.

CHO THICH Huwéng dan thye hién cac thir nghiém cjng téc duge xay dyng trong TCVN 6910 (1SO 5725-1) [3) va trong quy
trinh hai hda clia IUPAC 1995 [14).

3.1.14 Cac thuat ngir lién quan dén do tai lap

3.1.141

Dj tai lap (reproducibility)

Do chym trong cac diéu kién tai 1ap

CHU THICH 1 D4 tai 14p o thé dugc bidu thi dinh lrgng biing dic trung phan tan clia cac két qua.

CHU THICH2 Két qua thuding dugrc hidu 1a két qua da higu chinh.

[NGUON: TCVN 8244-2:2010 (ISO 3534-2:2006), 3.3.10]

3.1.14.2

Piéu kién tai 1ap (reproducibility conditions)

Pidu kién quan tric tai d6 cac két qua thivido doc lap thu dwoe sir dung cling mdt phwong phép trén
céc miu thie/do giéng hét nhau, frong céc phéng thlr hodc phdng do khac nhau, véi nhirng ngudi thue
hién khac nhau, st dung c4c thiét bj khac nhau

[NGUON: TCVN 8244-2:2010 (ISO 3534-2:2006), 3.3.11)

3.1.143

Gi@i han tai 1ap (reproducibility limit)

R

Do chénh léch tai 1ap t6i han déi véi xac suét quy dinh 13 95 %

[NGUON: TCVN 8244-2:2010 (ISO 3534-2:2006), 3.3.14]

3.1.144

D6 léch chudn tai lap (reproducibility standard deviation)

D5 lech chudn clia két qua thir hodc két qua do thu dwoc trong cac didu kién tai lap

CHU THICH 1 Day Ia thwérc do sy phan tan clia phan bd cac két qua thir hodic két qua do frong céc didu kién tai lap.

CHU THICH 2 Twong ty, “phrrong sai téi 13p” va *hé sb bién thién t4i 13p” c6 thé dugce dinh nghfa va s dung [am thwéc do
sy phén tan clia cac két qua thiy hodc két qua do trong cac didu kién tai lap.

[NGUON: TCVN 8244-2:2010 (ISO 3534-2:2008), 3.3.12)



TCVN 13159:2020

3115

D thu héi (recovery)

Ty I& lwgng chét phan tich, c6 trong hodc dwoc thém vao phan dwoc phén tich clia vat liéu thl, 1a phan
duoc chiét va xac dinh dé diing cho phép do

CHU THICH 1 Xem Tai liéu tham kho [15).

3.1.16

Lién két chudn do lwdng (metrological traceability)

Tinh chét ciia két qua do, nhor 86 két qua c6 thé lién hé dén mée quy chiéu théng qua mét chudi khdng
bi dirt Goan céc phép hiéu chudn da duoc [ap thanh vin ban, mdi phép hiéu chuén gép phan vao dd
khéng dam bao do

[NGUON: JCGM 200: 2012, 2.41, da sira ddi — bd cac chu thich]

3.1.17

B§ dang (trueness)

Mkc d6 g&n nhau gita ky vong clia két qua thir hoiic két qua do véi gia tri thye

CHU THICH1 Phép do d§ ding thuwdmg dwge bidu thj bing 3 chéch,

CHUTHICH2 BP§ ding ddi khi dwgc goi 12 “d3 chinh xac cla gié tr trung binh®, Cach ding nay khéng dugc khuyén nghi.
CHUTHICH 3 Trong thyc té, gié tri thyc dwgc thay béing gia tri quy chiéu dwge chip nhén.

[NGUON: TCVN 8244-2:2010 (ISO 3534-2:2008), 3.3.3]

3.1.18

D) chinh xac (accuracy)

Murc 86 gin nhau gitra két qua thir hozic két qua do véi gia tri thire

CHU THICH 1 Trong thyc té, gia trj thye dwgc thay bing gid trj quy chiéu dwoc chép nhan,

CHU THICH 2 Khi diing cho mdt tp hop céc két qua thir hodic két qua do, thut ngi “@d chinh xac” lign quan dén t& hop cac
thanh phan ngdu nhién va sai sb hé théng chung hodc thanh phin d4 chéch,

CHU THICH 3 B§ chinh xac a& cap dén td hop gitra d ding va do chum.
[NGUON: TCVN 8244-2:2010 (1SO 3534-2:2006), 3.3.1]

3.1.19

D6 chéch (bias)

Mrc 46 sai khéc gitra ky vong ctia két qua thir hodc két qua do véi gia tr thue

CHU THICH 1 D9 chéch I sai sb hé théng téng sé, khac véi sai sé ngiu nhién. Cé thé co6 mét hay nhidu thanh phén sai s6
hé théng g6p phén véao dd chéch. Sy sai khac hé théng so véi gia trj thyre cang 1én thi 86 chéch cang Iém.

CHU THICH 2 D8 chéch clia thiét bj do thwéng duge wéc lvong bing trung binh sai s clia chi thi trong mét sé long thich hop
céc phép do I3p lai. Sai s6 clia chi thj bang: “chi thi clia phwong tién do trir di gia trj thue clia dai lwong diu ra tuong Gng”.

[NGUON: TCVN 8244-2:2010 (ISO 3534-2: 2006), 3.3.2, ¢6 stra ddi — lwgc bd Chu thich 3]

10
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3.1.20

D9 virng (robustness)

P chic chin (ruggedness)

Phép do kha ning cia mdt quy trinh phén tich khang bj dnh hudng béi cac thay déi nhd vé cac thng
sb clia phurong phép va cung cap mét chi thj vé do tin cay clia phuong phép trong qua trinh sl dung
binh thwérng § -

- [NGUON: TCVN 11933:2017 (ISO 16577:2016), 3.184)
3.2 Cic thuat ngir lién quan dén mau va vat ligu

3.21
Nén miu (matrix)
Céc thanh phan clia mau ngoai chét phan tich quan tam

CHU THICH 1 M&i nén mAu thwrémg ¢ mft tén chung d8 cb thé phan loai.

3.2.2
Miu phong thir nghiém (laboratory sample)
Mau dwoc chuln bj 8& gii t&i phong thir nghiém cho myc dich kiém tra hodc thir nghiém

[NGUON: TCVN 6900-2:2001 (ISO 78-2:1999), 3.1]

3.23
M4u thir (test sample)
M3u duoc chudn bj tir mAu phong thir nghiém va tir 66 cac phan mau thi dugc 1y ra

[NGUON: TCVN 6900-2:2001 (ISO 78-2:1999), 3.2]

3.2.4

Phan miu thir (test portion)

Lwong vat lidu dwoc 1Ay ra tir mAu thir (hodc tir miu phong thr nghiém néu cé hai gibng hét nhau),
phép thir hodc quan sat danh gia dwoc tién hanh trén chinh phin mdu nay

[NGUON: TCVN 6900-2:2001 (ISO 78-2:1999), 3.3]

3.25

Tinh déng nhit (homogeneity)

Sw ddng d&u clia mét gia trj tinh ch4t quy dinh trong toan bd phan x4c djnh cla vat liéu

CHU THICH 1  M&u chuén dwoc cho 13 ddng nhét déi vai mot tinh chét cy thé néu gia tri cla tinh chét trén todn b vat liéu
n&m trong giéi han quy dinh, thuéng |a d¢ khéng ddm béo do m& rong clia gia ti dugc chibng nhén. Phép thir tinh ddng nhét
dwgre mo ta trong TCVN 8245 (1SO Guide 35).

CHU THICH 2 *Phén xac dinh' ¢ thé la mé RM hodic mdt don vj riéng 12 trong mé.

CHU THICH 3 Xem thém Guice 35: 2017 va Ban tom tét clia IUPAC vé thuét nglr phén tich.

[NGUON: TCVN 8890:2017 (ISO Guide 30: 2015), 2.1.12, cé slra dbi — Bd sung Chu thich 1 mo ta vé RM]

11
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326

D dn dijnh (stability)

Déc treng clia mAu chudn duy ti mot gia trj tinh chét quy dinh trong pham vi giéi han quy dinh trong
mét khoang thai gian quy dinh, khi dugc bdo quan & didu kién xac dinh

[NGUON: TCVN 8890:2017 (ISO Guide 30: 2015), 2.1.15, ¢6 siva ddi ~ bd Ch thich]

3.27

Mau chudn (reference material)
RM

Vit liéu, a0 ddng nhat va &n dinh dbi véi mot hay nhidu tinh chit quy dinh, dwec thiét 1ap phis hop véi
myc dich st dung di kién trong qua trinh do.

[NGUON: TCVN 8890:2017 (ISO Guide 30: 2015), 2.1.1, c6 stra d8i — bd cac Chu thich)

3238
M4 ta ddc trwng (characterization)

<clia miu chudn> Viéc xéc dinh céc gia trj tinh chat hoic thugc tinh clia mAu chudn, nhw 1a mét phan
clia qua trinh san xuét.

CHUTHICH 1 Xem thém Bén tém tt clia IUPAC vé thuat ngir phan tich.

[NGUON: TCVN 8890:2017 (ISO Guide 30: 2015), 2.1.10]

3.29

MAu chudn dwgc chirng nhian (certified reference material)
CRM

M&u chudn dc treng bang quy trinh cé hiéu luc do Iwdng ddi véi mot hodc nhiu tinh chét quy dinh,
cling v&i gidy chirng nhan RM cung cAp gi tri cla tinh chit quy dinh, d6 khéng ddm bao kém theo va
cdng bd vé lién két chuin do lwdng

CHU THICH 1  Khai niém gi4 tri bao gém tinh ch&t danh nghfa hodc thudc tinh dinh tinh nhir nhén dang hodc trinh ty. D
khéng dam bao do déi voi cac thudc tinh nhw vay cb thé dwec bidu thj bing xac sudt hodic mie tin cay.

CHUTHICH 2 Quy trinh c6 higu lyc do lwng ddi véi vige san xuét va chirng nhan mau chun dwgc néu trong TCVN 8245
(VSO Guide 38).

CHUTHICH3 TCVN 7962 (ISO Guide 31) dwa ra hwéng din vé ngi dung cla gidy chirng nhan RM.
CHUTHICH 4 TCVN 6165:2009 (ISONEC Guide 99:2007) ¢b dinh nghTa twong ty.

[NGUON: TCVN 8890:2017 (ISO Guide 30:2015), 2.1.2, ¢6 slra @i — tham khdo TCVN 7366
(Guice 34) 43 bd Ch thich 2]

12
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3.2.10

Gia tri dwere chirng nhén (certified value)

Gi4 tri, &n dinh cho tinh chét clia m&u chuln (RM) di kém voi cang bd vé d6 khong dam béo va cong
b6 vé lién két chudn do Iwdng, dwgc xac dinh nhu trong gidy chieng nhan RM

[NGUON: TCVN 8890:2017 (ISO Guide 30:2015), 2.2.3]

3.2.1

D96 khdng dam bao do clia mot gi trj dwee chirng nhin (uncertainty of a certified value)

Uéc tinh gén lién véi gia trj dwee chirg nhan clia mét lwgng dac trung cho dai gia tri ma trong d6 “gia
trj thwe” dwoe khing dinh trong d6 véi mite d6 tin cay da néu

3.212

Tinh chuyén ddi ciia miu chudn (commutability of a reference material)

Tinh chat clia mau chudn, dugc thé hién bing mirc 36 gan nhau clia mbi quan hé gitra cac két qua do
@6i v&i mot dai legng da néu trong miu nay, thu dwoc theo hai quy trinh do d biét va méi quan hé thu
dugec gilra cac két qua do dbi voi cac mAu quy dinh khac

[NGUON: JCGM 200:2012, 5.15, c6 siva ddi - lwoc bd Chi thich]

3.213

Gi4 trj bidu thi (indicative value)

Gia trj tham khdo (informative value)

Gi4 trj clia dai lwgng, c6 trong gidy chirng nhan clia CRM hoéc dugc cung cdp bing cach khac, chi dé
cung cép thang tin ma khdng dwrgc chirng nhan bdi nha sn xuét hodc t chirc chirng nhan

3.214

Gia trj déng thuan (consensus value)

<clia dai lugng da cho> Dbi véi mau chudn, gid tri cla dai lveng thu dwoc bing thi nghiém lién phong
hodc béing thoa thuan gitra cac té chirc hodc chuyén gia thich hop

3.2.15
Gia trj chudn (reference value)
Gia tri dung lam chuln dira trén thda thuan d& so sanh.

3.3

B# kit thip (test kit)

Phép thir (test assay)

Tap hop céc thanh phan va huéng din st dung, dwgc déng goi cing nhau va dung dé do trong éng
nghiém hodc dé phat hién chét phan tich cy thé bao gdm ¢ viéc chuan bj mAu.

13
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4 Cac khia canh chung déi véi cac phwong phap va miu chudn trong phan tich chat
gy dj (ng trong thwe pham

41 Yéu ciu chung

Khé khan I6n d8i véi phan tich chat gay di ing 13 dat dwoc két qua do c6 thé so sanh dwgc gitra cac
phrong phap do va cac phong thir nghiém khac nhau. Yéu cu quan trong d& dam bdo kha ning so
sénh 14 lién két chuin do lwdng clia tAt ca cac két qua do theo chuln chung, déng vai tro Ia diém cbt
yéu ho3c diém chuan d& md rong dir liéu.

D4 thiét 1ap lin két chudin do Iwdng, cin c6 thda thuan vé dinh nghia cla dai lweng do, nghia Ia vé dai
lugng diing d& do (JCGM 200 [16]). D& hd trg danh gia va quan Iy rdii ro hién c6 thi dai lwong @& bao
cdo ham lwong chét gay dj ng trong thic phim phai la khéi lwgng (mg) cla téng sé protein thanh
phén gay dj tng trén khéi Irgng (kg) thwe phdm. Do d6, hé don vi quéc té (SI), cy thé 1 kildgam, dwoc
str dung nhw mét thanh phan clia chuln cudi ciing cho céc két qua do vé chét gay dj (’ng. Tuy nhién,
chudn chung nhw dugc dinh nghia & trén chi ¢é thé dwgc thirc hién ddi véi ting chét gay dj ¢ng thong
qua hé théng do lwdng chuln, bao gdm céac phwong phap chudn va miu chuan. Theo khai niém &6,
phuong phap chuén hinh thanh cip dé do Ivdng cao nhét cia lién két chuén do lwdng. Can md ta ky
va cu thé dé dam bao thu duoc cac két qua tin cdy nim trong pham vi d§ khéng dam bdo do quy dinh
theo théi gian va khong gian.

Phuong phép chudn dwgc ap dung trong phén tich chét gay dj ting @& mé ta dic treng clia méu chuén
dy kién, nhm muyc dich s& dung lam chét hiéu chudn chinh va dé thiét 1ap hé sé chuyén ddi cho phép
chuyén ddi cac két qua thu dugc béing céc phwrong phap khac nhau sang thang do dai lveng chung.

Viéc kiém tra s c6 mét va lwgng chét gay dj (ng trong thire phdm cé thé dwoc thye hién bing cach
slr dung cac phuong phép sang loc. Theo quyét dinh clia phdng thir nghiém hodc theo yéu chu cla
khach hang, két qua do tir cac phong phap sang loc do ¢6 thé dugc kiém tra bang cach st dung cac
phwong phép khéng dinh. Trwdc khi 4p dung, phuong phép khdng dinh can dwoc xac nhan gid trj siv
dung theo cac tiéu chuan nhu TCVN ISO IEC 17025 (ISO IEC 17025).

Vi dai lwgng do dwoc xac dinh & trén khong thé thu dwoc tryc tiép bing bét ky phwong phép do nao
hién c6, nén toan bd qua trinh do t mau phong thtr nghiém dén két qua cubi cling phai duwec thiét ké
thich hop @& c6 thé biéu thj két qua do mot cach théng nhét.

4.2 Miu chuin

Cac mau chuén dwgc mé ta sau day chl yéu nhdm muc dich hiéu chuén va xéac nhan gia tri siv dung
c4c phwong phap phan tich d& xac dinh thie phdm gy di (’ng va khéng nhét thiét d& xac dinh mot
chét gay dj trng cu th&. Mdt chudi lién két chuin do lwong cin duoc thiét lap @& 4n dinh cac gia tri
dwoc chirng nhan cho cac mAu nén. Chudi lién két chudn do lwdng nay phai bao gdm cac chuln dau
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dic trung, duoc &n dinh hodc thira nhan rong rai 14 co chit lvong do cao nhat. Cac chét chudn cé cip
do lwdng thép hon (chudn thi, mau nén) phai lién két dugc véi chudn dhu, nhung cin dwoc chuyén
ddi vé cac mau cAn phan tich (lién quan dén ndng dd di kién clia ch4t phan tich, ndn mau va lich st
X Iy, v.v...). Viéc hiéu chudn va xc nhan gia tri sz dung cac phwong phap thlr nghiém théng dung cin
str dung mAu chudn nén (chuln thir) chira chit phan tich (thyc pham gy di tng) & trang thai héa hoc
twong ty va trong chit nén twong tw nhu mau thir. [IUPAC da d& xuét cac quy trinh xay dyng méu
chuan ndi bd [17].

Néi chung, cin dam bao va cdng bé vé tinh dng nhét va &n dinh clia moi miu chudn.

Nén cung c&p cang nhidu thong tin v& ngudn gbc va dic diém clia mAu chuln cang tét (vi du: fich st
ché bién, gitng, ngudn gbc dia ly, quy trinh chulin bj, v.v...).

CHU THICH Thudng sir dung cling mdt loai m3u d& kidm soat nhit quan phirong phap va nang lic clia phéng thir nghiém
trong triromg hop thidu cac mau chudn dugc chip nhan.

4.3 Phwong phap chudn

Phuong phép chun dé xéc dinh thyc phdm gay dj (rng phai déc 1ap véi moi anh hudng cong nghé va
hiéu ng nén, @& do mdt cach dang tin cay mdt hodic nhidu gia tri tinh chat dic trung clia chit gay dj
(rng lién quan. P chinh xac va dd chum clia phwong phap chuln phaéi twong xing véi muc dich st
dyng va cho phép mé t dic tinh clia m&u chuin.

Céac mu chuén c¢6 thé dwoc st dung dé hidu chuan cac dung cy, d& xac dinh d6 ding/dd chéch cla
phuong phap (xac nhén gia tri st dung phurrong phap) va & 4n dinh céc gi trj cho mau thir. Trong
trwedng hop sai léch, viéc kiém tra két qua thu dwec tir CRM bang cach s dung mét phuong phap
phan tich nhét dinh cé thé duoc so sanh véi gia tri thude tinh da dwoc chirng nhan. Néu sy chénh léch
tuyét dbi ciia hai bd gi4 trj (gia tri thu dwgc va gia tri chirng nhan) vwrot qua dd khéng dam bdo do mé
rong clia sy chénh léch nay thi phirong phap phan tich dwoc coi 1a sai léch (cé mét hodc nhiéu sai s6
hé théng).

5 Hwéng din ngwei dung lwa chon phwong phap
5.1 Yéu clu chung

Do dac hiéu cla cac chét gay dj (ing trong thirc pham cu thé va phuong phap phat hién ¢ thé khac
nhau dang ké. Do 6, phai ddm bao réng phwong phap dwgc chon déi véi do ddc hidu mong mubn.
Huwéng dan sau day cé thé hiru ich.

CHU THICH 1 Hau hét cac phwong phdp ELISA do protein hodc mdt phin clia cic protein d4c hiéu véi thanh phén gay di

(rng. Tuy nhién, khéng phai tht ca cac phan gay dj ng clia hep chét gay dj g déu duge phét hién bang bét ky thir nghiém
don 1& ndo. Khing c6 cdng b v& sir cé mit clia cac phin gay dj (g khéc khdng phdi [a myc tigu clia thir nghiém. Néu cac
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Iwgng nhé clia mét chét gay dj ing cu thé dwoc phat hién biing phirong phép khéi phd thi khéng phéi Kic ndo cling c6 thé
phat hién cac chit gay dj ing c6 lién quan khac. Nhirng kha ning ndy 6 thé lién quan dén viéc gidi thich céc két qua thu
dvgc trén cac san phim thize phim hdn hop o6 chiva cic phan protein dugc phan 13p 6 ngudn gc tir cac san pham gay dj
(rng, dic biét 12 trong trirdng hop tin higu dm tinh,

Cac phuong phép sinh hoc phan ti phat hién ADN cho théy sy c6 mét cta mot loai thire phdm gy di
trng. Tuy thudc vao mire a6 ché bién, két qua thir nghiém dwong tinh clia phwrong phap sinh hec phan
tl li8n quan dén sy c6 mat clia nhém chét c6 kha ndng gay di (rng, & day la protein. Khi cac phin thyc

. ph&m d4 tinh sach dwoc st dung trong san pham thwe pham hdn hep (vi du: ddu hodc tinh bdt da qua
ché bién), cé kha nang két qua dya trén ADN sé khéng triing véi sw ¢6 mat thiee té clia cac chét gay dij
(rng dwra trén protein,

5.2 Cac phwong phap dya trén thir nghi¢m mién djch

Protein c6 thé dugc phat hién bing cach st dung cac khang thé don dang hodc da déng. Mirc d9 i
lc cla cac khang thé déi voi protein phy thude vao ciu triic protein sau khi chiét. D déc higu cla
khang thé @4 st dung cin duoc chirng minh (vi dy: khéng cé phan (rmg chéo).

Céc phuong phap sang loc co thé hivu ich d& danh gia mét san pham cé kha ning chira vat liéu gay di
(ng hay khéng dira trén sy c6 mat ctia protein biéu hién. Vi dy phwong phap dang que thi¥ nhanh
dong chay bén, phwong phap ELISA dinh tinh, pheong phap cam bién sinh hoc va vi mach protein.

Dinh lwgng cac chét gay dj tng thue phdm cé thé duoc thye hién bing cac phwong phap dya trén
protein nhw ELISA.

Phurong phap nay phai dugc xac nhan gia trj sl dung déi véi nén miu dwgc phan tich. Cac chét
chuln phéi c6 sén d& dyng dwong chulin tir @6 tinh ham leong protein trong cac miu thi nghiém.

5.3 Cac phwong phap da trén sinh hoc phan tir

Tinh d3ic hiéu cla cac phwong phéap phan tich st dung ADN lam dich dé xac dinh sy c6 mat clia vat
liéu gay dj eng phy thudc vao cac tinh dic hiéu cda trinh tw ADN dich. Vi du céc phwong phép dya
trén axit nucleic la PCR, real-time PCR, PCR-ELISA, cdng ngh& vi mach va chip.

5.4 Céc phwong phap phat hién bing khéi phd

Protein/chat gay dj rng hodic marker dwgc chiét tir nén mAu va dwgc phan hly béing enzym @& thu
dugc céc peptid sau d6 dwgc bom vao hé théng sic ky. Viéc st dung khéi phd 1am hé thdng phét hién
dugc wu tién hon, vi c6 thé khang dinh sw c6 mét clia cac hop chét héa hoc dwge bom vao cé ngudn
gbce tir chét gay dj (rng thie phAm dwoe bom vao dya trén cac mau khéi long dién hinh cla ching.

16



TCVN 13159:2020
6 Té chirc phong thir nghiém
6.1 Yéu ciu chung
Can tuan tha cac quy dinh hién hanh v& an toan va cac khuyén nghj an toan clia nha san xuét.
6.2 Thiét ké phong thir nghiém

Str nhiém ban ngdu nhién bét ngudn tlr byi va sol khi. Do d6, viéc td chirc khu virc 1am vide trong
phong thir nghiém mét cach hep Iy da trén:

a) viéc kiém soat c6 hé théng cac bwéc phurong phap lién quan dén cac két qua;
b) nguyén tic ddng chdy mét chidu @& xi ly mAu.

Phong thir nghiém can sl dung thiét bj dwoc bao tri phit hop véi cac phrong phap duge st dung.
Ngoai thiét bj phong thir nghiém chuan, cac thiét bj bd sung dwgc mb ta trong cac phin twong (ng clia
tiéu chudn cy thé,

Dung cuy va thiét bj phai duoc bao trl theo hirdng din clia nha san xuét.
Didu kién bdo quan va thdi han s dung clia thubc thir phai dwoc quy dinh rd.

Yéu chu chi tiét dbi véi cac phwong phap cy thé c6 trong TCVN 13157-1 (BS EN 15633-1) [4] va
TCVN 13158-1 (BS EN 15634-1) [5].

7 Céch tién hanh

7.1 Yéu céu chung

Pé sir dung tiéu chuln nay, phai tuan thi cac yéu cAu chung v& ddm bao chit lwgng d6i voi cac phong thir
nghiém, vi du: thtr nghiém I3p lai, thir nghiém trén mAu tring, st dung mAu chudn, dyng dwdng chuln.

Lam sach can than tat ca cac thiét bj tiép xtic trwc tiép véi mAu @& tranh nhidm ban chéo.

Pham vi clia phurong phap, bao gém ca kha niing &p dung cho nén mau, cAn dwgc x4c dinh rd.
7.2 Chuin bj miu

Hwéng dan chuan bj mau thir phai dwec md t rd trong tirng phwong phap.

7.3 Tach chiét

Céc diéu kién thich hop d& chiét/pha lodng cac phin mau thlr hodc mau ddi chieng va mau chuan cé
ndng dd da biét phai duwoc ma ta chi tiét trong hwdng dn st dung.
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7.4 Chuin bj dwong chuin

Phai str dung tét ca céc chét chuén dugc cung cap ciing v&i phép thir. Phéi st dung cac chét chuén
phit hep v&i nén mau, néu cn thiét va co san.

7.5 Quy trinh thiv

Phai tuan theo quy trinh thir d4 néu.

8 Dién giai va biéu thj két qua
8.1 Yéu ciu chung

Céc thdng sb @é gidi thich khac nhau tiy thudc vao viéc phép thir 1a dinh tinh hay dinh lwgng. Khéng
dugc khdng dinh chéc chén ring khong c6 chat phan tich dich trong mau thi dwgc phén tich. Két qua
am tinh dwoc bao céo 1a “khdng phét hién dugc & gidi han phat hién”, hodc “nhd hon giéi han phat
hién". Két qua dwong tinh duéi gidi han dinh lvgng dwec bdo céo 1a "dwong tinh trén giGi han phat
hién, nhung dwéi gidi han dinh lugng”.

8.2 Phan tich dinh lweng

Céc thong sd sau dwoc danh gia: d@ ligu thd clia dung dich mAu thir, mAu tréng, mau chuin hodc chét
chuén phan tich, va di liéu thd clia déi chieng 4m, hé sé bién thién gitra cac 1An I3p lai, hé s bién thién
clia chét chuén va hé sb bién thién clia mau di chirng. TAt ca cac két qua cudi ciing phai duoc béo
c4o, bao gbm ca d6 khéng dam bao do d4 thiét 1ap truedc 6 néu dwoc yéu chu. Két qua dinh lwong sé
khdng dwoc bdo céo bing céch ngoai suy trén mirc cao nhét hodic thdp hon mirc chuln hiéu chun
thép nhét.

8.3 Phan tich djnh tinh

Bébi voi cac phép thir dinh tinh, cac thdng sé nhw @6 nhay hosic dd dic hidu dwgc mb ta trong huéeng
dan sir dung twong (rng. Két qua phai dugce bao céo |a phat hién dwgc hodc khdng phét hién dugc va
bao gbm gidi han phat hién.

8.4 Cac quy dinh

Tét nhét 1a LOD duoc cung cAp cling v&i mAu thiz. LOD it nhit phai dwoc cung cAp cé tham chiéu dén
mau chudn va gia tri twong d6i dva trén cac nén mau duoc quy dinh.

Bdi véi cac phwong phép dinh lwgng, ngoai LOD, cling phai bao cao LOQ. Tuy nhién, néu ham lugng
chét phan tich dich d3c hiéu thép hon gidi han dinh lwgng thi két qua chi dwoe biéu thi dinh tinh.

Trong béao cao thlr nghiém, chét phan tich dich cin phai dwec chi rd.
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9 Béo cao thir nghiém

Béo céo thir nghiém phai tuan theo TCVN SO IEC 17025 (ISO IEC 17025) va biéu thi két qua theo
Didu 8. Trong treng hep stk dung méu chuln cu thd da duoc chirng nhan hodc s dung chét chudn
khéc dé hiéu chudn, thi viéc nay cling phai dwoc bao cio.
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