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SUMMARY

To answer the increasing social request in results of analysis in certain fields such as the
environment, the agro-alimentary, the pharmaceutics and the medico-lega domain, it is
necessary to be able to guarantee the liability and the traceability of the provided results. The
accuracy and the agreement of the results of analyses coming from intra and inter-laboratories
comparisons are depending not only of the quality of the laboratory and the qualification of staff,
but also of the validation of the methods used. According to the scope of the method of
analyses, various parameters have to be validated. To meet the performances criteria of
analytic methods (in the field of residues and contaminants in food) described in the European
Legislation, the CRL (Community Reference Laboratory) of Fougeéres (France) wrote guidelines
and recommendations to validate screening methods. The objective of this review is to provide
to the reader definitions, validation principles and the parameters of performance of analytical
methods in general, and recommendations in the case of the validation of a screening method
for the control of antibiotic residues in food of animal origin according to the European
Commission Decision 2002/657/EC.
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chung 1a tim ham lugng thuc cua chat can

1. DAT VAN DE phan tich, nhung khé khan 16n nhat 12 nguoi

TruGc doi hdi ngdy cang cao vé chat
lugng va do an toan clia céc san phdm c6
nguoén goc tir dong vat clia con ngudi, ngoai
viéc tang cuong quan 1y cdc cong doan san
xudt thi viéc phan tich kiém tra, kiém sodt cic
chét ton du c6é anh hudng dén siic khoé cong
dong 1a rat can thiét. Trén thuc t&€, mac du
cung st dung mot phuong phap, mot qui trinh
nhung két qua phan tich cta cic phong thi
nghiém, tham chi trong cung phong thi
nghiém lai khiac nhau (Jardy, 1997; Vial,
1998). Muc dich ctia qué trinh phan tich néi

phan tich thuong khong biét gia tri ding cua
ham luong thuc. Do d6 két qua phan tich né6i
chung va phan tich tén du néi riéng c6 chinh
xéc hay khong phu thudc rit nhiéu yéu t6 nhu:
diéu kién trang thiét bi phong thi nghiém, con
nguoi, va dac biét 1a phuong phip c6 duoc
chuidn hod hay khong. Dé dam bao mot cich
chéc chén va tin cay céc két qua phan tich cac
chat ton du néi chung va khéng sinh néi riéng
trong cdc san pham dong vat, Cong dong chung
Chau Au di ra quyét dinh s6 2002/657/EC
theo d6 dat ra cdc tiéu chuén cha cdc phuong
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phdp phan tich t6n du trong thuc phdm (EEC,
2002). Mot phuong phdp mudn dua vao phan
tich phai duoc chudn hod va dat yéu ciu t6i
thiéu do quyét dinh ndy dé ra. Trong khuon
khé bai viét nay, ching t6i muén gidi thiéu
mot s6 khai niém, nguyén tac chuin hod lién
quan dén phuong phdp sang loc (“Screening
Method”) va cdc khuyén cdo khi chuin hoa
phuong phdp dinh tinh.

2.CO SO LY THUYET VA CAC KHAI NIEM
LIEN QUAN

Chudn hod (Validation) 12 su khang dinh
bang viéc kiém tra va cung c4p nhiing bang
chiing moét céach thuyét phuc vé cic yéu ciu
dac biét thoa man mot sw mong dgi (ISO/IEC
17025, 2005). Hay néi cdch khdc phai ching
minh su tin cay k&t qua phan tich theo mot
yéu cau nao d6 tuy thuodc linh vuc, chét can
phan tich. D€ thuyét phuc can phai dua vao
cac dai lugng thong ké va cac loai sai s6 trong
hoa phan tich.

2.1. Cac dai luong thong keé lién quan dung
trong chu4n hoa phuong phap

- Gid tri thuc (u): trong thuc t&€ gia tri thuc
thuong khong biét nén thudng dung gia tri
trung binh ctia n phan tich cing mot mau.

n n g

Thuc t€ gid tri thuc p = X 1a ratt hi€m.
Khi chuin hod phuong phédp c6 ging t6i uu dé
gia tri | cang gan X cang tot.

- 86" phdn tdn: biéu dién do léch cua két
qua phan tich. Trong hod phan tich thudng
diing gi tri phuong sai mau (s*) hay do léch
chudn mau (s) va hé s bién thién (CV%).

1 n
= —(x,—X)
n—liZ::‘

khin —cothi X—> 1 CV% = ~ 100
X
Trong hod phan tich gia tri CV <10% (két
qué it phan tan), 10%<CV<20% (c6 thi sir

dung duoe, khi CV>20% (két qua qud phan
tan khong nén st dung).

- Do ngo: biéu dién su khic biét clia gid
tri do truc tié€p (x) va gid tri thue (L) gébm:

x—u|. Gid tri 16n
nhét cia do ngd thudng bing 1/4 hay 1/2 do
chia bé nhit trén dung cu do, néu khong xac
dinh thi do ngd bing 1 don vi d6i vdi chit s6
cudi ciing, chang han:

Do ngo tuyét doi =

12,20 £ 0,06 g (c6 xdc dinh do ngd tuyét
doi)

12,2 + 0,1 g (khong xac dinh do ngo tuyét
doi)

Do ngo tuong d6i 1a ty s6 gitta do ngo
tuyét doi va gid tri do duoc, thudng biéu thi
bang % hoac %.

- Sai 56~ biéu thi su khdc biét giita gid tri
thuc (W) va (X) duoc xac dinh trén co s& tinh
todn tir két qua mot chudi két qua phan tich.
Bao gém:

Sai s6 hé thong la sai s6 do nguyén nhan
c6 thé biét dugc nhu dung cu, hod chat khong
chuin, chat lugng ky thuat vién, hoac do
phuong phép c6 khi€m khuyét... anh hudng
lén do ddng cuia phan tich, thuong anh hudng
cing chiéu. C6 thé xdc dinh dugc nén c6 thé
giam hodc loai trit hay hiéu chinh khi xé4c dinh
dugc nguyén nhan.

Sai s6 ngau nhién 1a sai s6 khong theo qui
luat, khong xac dinh, anh hudng dén do lap lai
clia phan tich. Chi c¢6 thé gidm sai s6 ngau
nhién bang céch tiang s6 14n phan tich lap lai
trong hod phan tich khi n = 20-30 thi sai s6
ngiu nhién c6 thé chap nhan duoc.

- Do déng, do ldp lai, do chinh xdc cua
phuong phap

Do ldp lai: biéu dién su khéc biét giita cac
gid tri xdc dinh x; qua nhiéu 1an phan tich

Do dong: biéu dién su khic biét giita cac
gid tri thuc WL va gid tri xac dinh duoc (X)

D6 chinh xdc: biéu thi mic do ding va
muc do 1ap lai



Minh hoa duéi day coi goc toa do la gia
tri thuc, cdc diém xung quanh 1a cdc két qua

Khéng dung,
1ap lai khéng tot

bung,
1ap lai khéng tot

2.2. Cac khai niém chung

- Chudn hod (Validation) 1a sy khéng
dinh bang viéc kiém tra vd cung cap nhiing
béang ching mot cach thuyét phuc vé cdc yéu
cdu dac biét thoa man mot su mong doi
(ISO/IEC 17025, 2005).

- Su trd loi cila phdn tich (Analytical
response) 1a hién tugng dugc quan sat sau khi
két thic qui trinh phan tich ¢6 mdi lién quan
v6i cdc chat can phan tich c6 trong sian phim
duoc kiém tra.

- Phuong phdap sang loc (Screening
method) 14 cdc phuong phdp dugc sir dung dé
phat hién su hién dién cua mot hoac mot nhém
chat & mot néng do quan tam hay dé phan biét
gitta cdc mau dat va mau khong dat yéu cau vé
sinh. Céc phuong phdp nay thuong cé kha
ndng phan tich mot lugng mau 16n va dugc st
dung dé sang loc mot luong 16n mau c6 tiém
4n két khong dat tiéu chuédn. Cac phuong phap
ndy thudong dugc thiét k& dé tranh t6i da ket
qua am tinh gia.

- Sy xdc dinh mdu trang (Sample blank
determination) la qui trinh phan tich hoan
thién dé 4p dung cho viéc thir mot phan mau
dugc 14y tir mau khong ¢6 chét tén du.

- Phuong phdp dinh tinh (Qualitative
method) 12 phuong phdp dé nhan dang mot
chat dua vao tinh chat ly, hod hoac sinh hoc
ctia ching.

Su trd 101 ctia phuong phdp phdn tich dinh
tinh (Qualitative analytical response) 1a hién
twong quan sit duoc phan loai theo kiéu cap

cac lan phan tich doc lap cing mot phuong
phép.

O,
%0
Khéng dl’mg Bung,
I&p lai t6t I&p lai t6t

doi (cé/khong, +/-, 1/0) hodc phan loai theo
muc do tra 16i cua phan tich (-, &, +; am tinh,
nghi ngd, duong tinh). Chang han thong qua
su xudt hién vét, su d6i mau trong ong hay que
thi...

Cdc dang phuong phdp phdn tich dinh
tinh: sic ky phang, phat hién su phét trién vi
khudn (Delvotest®, Premi® Test, Plate Test),
hod mién dich (SNAP® test, B-star® test)

- Phuong phdp dinh luong (Quantitative
method) 12 phuong phap dé xdc dinh phan nho
kho6i luogng cia mot chat (mass fraction) va vi
thé c6 thé biéu thi duéi dang gia tri s6 cia mot
don vi tuong ung.

Tra loi cua phdn tich dinh luong hodc
bdan dinh luong (Quantitative or semi-
quantitative analytical response) 1a hién tuong
dugc do bing tham so6 lién tuc. Chang han: su
tic ché€ phat trién cta vi khuin trong phuong
phap khuyéch tan thach (dudng kinh vong vo
khuan), mat do quang, do hap phu, su
dém/giay, cong hudng tir....

Cdc dang phuong phdp: Plate Test,
ELISA, RIA, Biosensor, Receptor Test
(Charm II® test). Su tra 1di clia phuong phép
dinh lugng hodc ban dinh lugng c6 thé trd
thanh phuong phédp dinh tinh khi st dung gia
tri ngudng gi6i han (cut-off) dé phan loai cdc
két qua duong tinh hodc am tinh

- Mic ham luong quan tam (Level of
interest) 12 néng do chia chdt can phan tich
trong mOt mau ma qua gid tri dé xdc dinh
méu c6 dat yéu cau theo qui dinh cta luat
hay khong.



2.3. Khai niém vé cac tham s6 danh gia
hiéu suat phuong phap

- Khd ndng phdt hién (CC,) (Detection
capability) 1a Iuong chat can phan tich trong
méu nho nhat ma phuong phdp c6 thé phat
hién, nhan dang va/hoac dinh lugng duoc véi
mot xdc sudt sai s6 B. Trong trudng hgp cdc
chat cdm st dung hoan toan (khong cé muic
gidi han t6i da cho phép) thi kha nang phat
hién 14 néng do chat can phan tich bé nhat ma
tai d6 mot phuong phép c6 thé phat hién mau
bi nhiém that su v6i do tin cay théng ké 1a 1 -
B. Trong trudng hop cdc chat ¢6 mic giGi han
toi da thi kha ning phét hién 1a néng do chat
can phan tich ma phuong phép cé thé phat
hién 1a gid tri néng do giéi han cho phép
(LMR = Limit maximum residue) ctia chat d6
véi do tin cay thong ke 1a 1 - B (EEC, 2002).

- D¢ ddc hiéu (Specificity) 1a kha nang
phan biét cua phuong phdp giita chat can phan
tich dugc do va cdc chat khic. Pac diém nay
la mot dac trung chu yéu cla ky thuat phan
tich nhung do dac hiéu nay c6 thé thay déi tuy
theo nhém chat hay san pham can phan tich.

- Tinh nhay cam (Ruggedness) clia mot
phan tich thay ddi tuy theo diéu kién thuc
nghiém c6 thé dugc do tic dong clia nguyén
liéu miu, hod chét, ngudi phan tich, moi
trudng, diéu kién luu gitt hodc diéu kién chuén
bi mau, phuong phap xut Iy mau hoac khi c6
mot su thay doi nhd nao dé. Tat ca cdc diéu
kién thuc nghiém trong thuc t€ 1a c6 giao dong
(nhu tinh bén viing cua hod chat, thanh phan
céu tao cia mau, pH, nhiét do) bat cit bién ddi
nao tdc dong dén két qua phan tich déu phai
dugc chi ra.

- Khd ndng dp dung (Applicability) c6 thé
1a mot phan ciia nghién citu tinh nhay cam ctia
phuong phép, vi trong truong hop nay nhitng
thay d6i nho lién quan dén san phdm cén phan
tich. Chuin hod ban ddu thudong duogc thuc
hién cho mot cip san pham va mot hodc cic
chat can phan tich. Sau d6 khao sit kha nang
dp dung clia cing mot phuong phdp dé phat
hién cting mot hodc nhiéu chét phan tich trén
trong c4c san phdm khac nhau.

- B¢ chinh xdc (Precision) la tinh chat
chg, su thdng nhét giita cac két qua thu duge
tr cdc phan tich doc l1ap dudi diéu kién qui
dinh truéc. Phép do tinh chinh xac thudng

duoc thé hién dudi dang khong chinh xdc va
udc tinh do léch chudn cua két qua. Tinh
chinh xdc kém khi do6 léch chuidn 16n
(ISO/TEC 17025, 2005).

- Khd ndng ldp lai (Repeatability) 1a su
chinh xdc trong céc diéu kién lap lai.

Diéu kién ldp lai 1a nhitng diéu kién ma
két qua thu dugc hoan toan doc lap tir cung
mot phuong phap, cing mot qui trinh phan
tich hoan toan giong nhau trong cung mot
phong thi nghiém bai ciing mot k§ thuat vién
va str dung cung trang thiét bi.

- Khd ndng tdi sinh (Reproducibility) 1a
tinh chinh x4c trong céc diéu kién tai sinh.

Diéu kién tdi sinh 1a nhiing diéu kién ma
& d6 két qua thu duge khi phan tich bang cling
mot phuong phdp, cing mot qui trinh hoan
toan giong hét nhau nhung trong céc phong thi
nghiém véi cic ky thuat vién va st dung cic
trang thiét bi khdc nhau.

Kha nang tdi sinh trong mot phong thi
nghiém (Within-laboratory reproducibility) la
su chinh xdc thu dugc trong ciing mot phong
thi nghiém dudi nhiing diéu kién xédc dinh
trudc (phuong phap, nguyén vat liéu, k¥ thuat
vién, moi truong) trong mot khoang thoi gian
dai cach biét khac nhau.

3. CAC NGUYEN TAC CHUAN HOA
3.1. Cac muc dich ciia phuong phap sang loc

Truéc khi chudn hod phuong phap sang
loc, can xdc dinh & pham vi dp dung cua
phuong phép. Phat hién 1 chat hay mot nhém
chét, pham vi néng do va danh sich cdc san
pham phai phét hién.

Qui trinh chudn hod ctia mot phuong phéap
duoc bat dau bang mot budc chudn hod ban
diu, sau d6 thuc hién lién tuc cdc pha dé cai
thién sy anh hudng clia phuong phdp t6i cac
budc chudn hod méi dé m& rong pham vi cha
phuong phéap. Qui trinh nay dugc phdi hgp
mot cdch lién tuc trong diéu kién ddm bao
chat lugng va hé thong kém sodt chat lugng dé
nang cao hiéu biét vé hiéu suat ctia phuong
phép ciing nhu nhitng tic dong qua lai véi su
quan 1y phong thi nghiém dé biéu thi su tin
cay trong cic cong doan phan tich theo ISO
17025 (ISO/IEC 17025, 2005).



Theo nguyén 1y cua phuong phdp sang
loc, pham vi cua phuong phdp cin dugc xdc
dinh mot c4ch chinh x4c. Chang han:

o Sang loc phdt hién nitrofuran trong mo
cdc loai dong vdt theo gid tri MRPL (khd ndng
phdt hién toi thiéu ciia phuwong phdp) bdng
phuong phdp ELISA

e Sdng loc phdt hién mot so S-lactam
(chi ro cdc hgp chdt phdt hién) trong mo cdc
loai dong vdt theo gid tri MRL (gidi han ton
du 161 da) bdi Test Receptor

e Sang loc phdt hién ton du khdng sinh
(duong kinh vong vé khudn) trong mo cdc lodi
dong vdt.

Céch b0 tri thi nghiém va phan tich thong
ké sé khdc nhau tuy thudc vao yéu céu va
nguyén 1y clia cic phuong phap dinh tinh hay
dinh lugng.

Mot s6 tham s6 vé€ hiéu suét cua phuong
phdp c6 thé dugc xdc dinh theo cdch giong
nhau. Vi thé, dé giam thiéu khoi lugng cong
viéc va kinh phi ma vdn dam bao tinh chinh
xdc thi su hiéu biét dé phoi hop dugc nhiéu thi
nghiém nhat c6 thé 1a rat quan trong (chang
han: két hgp khao st kha nang lap lai va kha
nang tai sinh trong mot phong thi nghiém véi
viéc khao sat tinh dac hiéu, sy phan tich cac
méu tring dé x4c dinh kha nang phét hién va
tinh dac hiéu cia phuong phdp).

Cac tham s6 hiéu suét phuong phap phai
duoc kiém tra trong qud trinh chuén hoa mot
phuong phap sang loc:

e Kha nang phat hién (Detection
capability)
e Tinh chon loc/Tinh dac hiéu

(Selectivity/Specificity)

e DO chinh xdc (Precision) - d6i véi
phuong phap ban dinh lugng va dinh luong

e Kha nang dp dung/tinh nhay cam/tinh
6n dinh (Applicability/Ruggedness/Stability)
3.2. Xac dinh cac tham s6 hiéu suit phuong
phap sang loc dinh tinh

3.2.1. Khd ndng phdt hién

Theo quyét dinh 2002/657/EC, kha nang
phat hién c6 thé dugc nghién citu bing cdc

maiu trang da dugc thém chat chuén ding bang
gia tri gi6i han quyét dinh (MRPL- gi6i han
hiéu suat t6i thiéu cta phuong phdp doi véi
cdc chat cdm hoan toan, MRL- Gidi han ton
du t6i da d6i v6i cac chat cho phép su dung
nhung c6 gi6i han). Trong trudng hop nay, tai
mutc nong do dé két qua phan tich thu dugc s6
mau “false compliant - dat yéu cdu sai” t6i da
12 5% hay <= 5% mau duoc cho 1a dat yéu cau
sai (dm tinh gid). Hay néi cach khac t6i da 1
mau “false compliant” trong 20 mau thém
chat chuin dugc phan tich d6. Vi thé, dé dam
bao mot co s& chic chin cho su xéc dinh nay,
it nhat méi mic noéng do phai thuc hién 20
phan tich.

Su ddp tng dudng chuén ctia phuong phap
sang loc, ciing c6 thé dugc khao st bang cdch
phan tich mau & nhiéu mic néng do khdc nhau.

- Test ddic hiéu hay test phd hep (Targeted
test)

Néu test dac hiéu v6i mot hgp chét (nhu
ELISA Kkits), thi cong viéc dugc mo ta trén 1a
dé dang dp dung. Phai tién hanh trén it nhét 20
khao sat cho mot phan tu, tai it nhat mot mic
nong do.

Néu test dé phét hién mot nhém hgp chat
(nhu receptor test), dugc khuyén cdo xac dinh
kha nang phat hién chi 1 phan t&r dai dién cho
nhém (vi du nhu hgp chét duge dung dé san
xuét khdng thé). Sau d6 xéc dinh gid tri phan
ung chéo (cross-reactivities) gitta hgp chat do
v6i hop chat khac cua cing nhém s€ cho phép
dé xdc dinh gia tri kha nang phat hién ctia cic
hop chat khac.

- Test co pham vi rong (Wide range test)

Vén dé dat ra d6i v6i céc thir nghiém c6
pham vi phat hién rong 1a khé giai quyét hon.
Dé x4c dinh dugc kha niang phat hién doi cho
mot danh sich nhiéu hop chat s& phai ton
nhiéu thoi gian, cong viéc va kinh phi hon (vi
du hon 50 phan tir khac nhau). Hon nita, d6i
vGi cac mau dang cing nhu co va than sé gap
phéi van dé v6i phuong phéap vi sinh vat, vi
phuong phép nay st dung mot mau mo hay co
nguyén ven (khong nghién nho) vi thé khong
thé thém chat khang khudn chuan vao.

Mot thoa thoa thuan cd thé chap nhan dugc
dua ra 1a st dung “moé hinh mé” (“simulated



tissue”). Dung phan m6 da duge bam nhoé cho
chat khdang khuan chuin vao, réi dong lanh.
Sau d6 18y mot it mau thit dat 1én dia gidy trén
thach cua dia petri. Nhung truGe khi st dung
khuyén cdo nay cén phai thit va so sanh véi
két qua thu dugc khi thr v6i mau mo6 nguyén
ven bi nhiém tu nhién. Va lai, cdch ndy c6 vé
nhu khong dp dung dugc v6i mau than vi than
khi dong lanh s& ¢6 nguy co cho nhiéu két qua
duong tinh gia.

BGi vay, van dé rit quan trong d6i voi céc
phuong phdp nay 1a giam s6 phan tot duoc
chuin hod. Ddi v6i phép thir pham vi rong,
khuyén cdo khi xdc dinh kha nang phat hién
nén thuc hién chuén ho4 bing c4c hop chat dai
dién ctia nhém it nhat néu c6 thé.

3.2.2. Tinh chon loc/Tinh ddc hiéu
(Specificity/Selectivity)

Khuyén cdo nghién cdu it nhat trén 20
mau trang khdc nhau, 20 miu duGi miic nong
do ngudng gidi han (cut off) va 20 mau duong
tinh (hodc 20 miu gan gia tri ton du t6i da). Su
phan tich cé thé dugc thuc hién trong cling
ngay hodc khac ngay bdi cing mot ky thuat
vién hodc cdc k¥ thuat vién khac nhau dé dua
vao mo hinh thiét k& bd tri mot nghién ciiu.

Kha nang 4p dung cta phuong phap c6
thé dugc kiém tra trong cong doan phan tich
20 miu tring va 20 mau duong tinh cua cic
loai khac nhau (Ion, bo, ctiu).

Bang va cdc cong thic dudi day cho phép
xdc dinh do chinh xdc clia phuong phdp sang
loc dinh tinh.

K&t qua Dudng tinh that Am tinh that
phéantich |True Positive (N*) |True Negative (N*)

Duong tinh theo Duong tinh gi&
Duong tinh |thoa thuan False Positive (FP)
(Positive)  |Positive agreement

(PA)

Am tinh gia Am tinh theo thoa
Am tinh False Negative thuan
(Negative) |(FN) Negative Ngreement

(NA)

Trong trudng hgp nay, do chinh xdc cla
phuong phip dugc xdc dinh bing su théng
nhat giita ban chat thuc cua mau (duong tinh
hay am tinh that) va két qua duong hay am
tinh thu dugc khi phan tich bing phuong phap
can chudn hod.

Da6i v6i phuong phdp vi sinh vat phai
phét hién dugc cdc khdng sinh tai mdc nong
do bing gidi han néng do t6i da cho phép
(MRL) hay mot duong tinh that dugc xac
dinh khi miu chita mot lugng khdng sinh it
nhét bing MRL.

bo
PA +NA

Xac thuc (accuracy)

X 100% Trong d6 N=N*"+N"
A
Do dic hiéu (specificity) = I;—_X 100%

PA
Do nhay (sensitivity) :F x100%

Tuong tu, viéc phan tich cac s6 liéu tir cac
nghién ctiu két hop ciing ¢6 thé duoc 4p dung
(Poster D. McClure, 1990). Muc tiéu 13 dé
danh gia d6 manh cia mot phuong phap dudi
cac hoan canh khéac nhau. Cong viéc phan tich
ndy ciing c6 thé dugc thuc hién trong thoi gian
chudn hod tai mot phong thi nghém. Bon dau
hiéu phan anh d6 manh cta phuong phap phai
duoc xac dinh: do nhay, do dac hiéu, s6 duong
tinh gia va am tinh gia.

3.2.3. Khd ndng dp dung (Applicability)

Chuén hod ban dau phai duoc thuc hién
v6i san phdm dugc chd trong nhiéu nhat
trong chuong trinh kiém tra ton du Quéc Gia.
Céc san pham khdc muén 4p dung dugc phai
phan tich it nhat 10 mau tring khdc nhau
dugc bé sung mot luong chat chuan cho méi
san phdm méi.

C6 hay khong anh hudng cia céc san
phdm dén két qua phan tich cling phai dugc
nghién ctu. Néu c6 nhitng thay déi nho phai
dua vao phuong phéap va phai dugc thong béo



trong qui trinh phan tich. Khuyén cdo la it
nhat phai xdc dinh kha nang phat hién cta
phuong phap cho san pham méi nay.

Theo quyét dinh 2002/657/EC khuyén
c4o phan tich it nhat 20 méiu tring dugc bo
sung chat chuidn dé chudn hod ban ddu. Két
qua cdc phan tich nay mang lai 46 manh thong
ké 12 0,66 dé c6 1 két qua am tinh tai gid tri
kha nang phat hién vé6i khoang tin cay la £
10% d6i v6i san phdm chudn hoé dau tién véi
mot xac sudt khoang 95%. Néu kha nang phat
hién ctia phuong phdp doi v6i san phdm mdéi
cao hon thi xac suét bé hon 95%.

Néu c6 mot két qua am tinh thi phai tié€p
tuc tién hanh phan tich 10 mau va khi tat ca 10
phan tich d6 cling cho két qua duong tinh thi
c6 thé coi nhu phuong phép c6 thé 4p dung véi
san phdm mdi nay.

Trong truong hgp thu duge 1 két qua am
tinh mdi, kha nang phat hién cua phuong phép
doi v6i san phdm méi 1a cao hon. Kha nang
phat hién clia phuong phdp déi véi mot san
phadm méi s& dugc chon va dugc chuén hod lai
tir dau.

IV. TONG HOP CAC KHUYEN CAO CHUAN
HOA PHUONG PHAP SANG LOC BINH TINH

Dé dap tng céc yéu cau t6i thiéu theo qui
dinh cua quyét dinh 2002/657/EC khi chuin
hod mot phuong phdp can thuc hién t6i thiéu
cac phan tich sau:

- Mé&i mot san phdm phai phan tich it nhat
20 mAu tring, 20 miu bd sung chat chudn hoic
mau nhiém tu nhién tai ciing mot mic nong do
trong cing mot diéu kién phong thi nghiém.

- D€ x4c dinh kha nang 4p dung cho cdc
san pham khéc nhau, cin phan tich t6i thiéu 10

mau trang va 10 mau bo sung chét chudn hoac
mau nhiém tu nhién cling mét miic noéng do.

- Tinh nhay cam ctia phuong phap c6 thé
dugc danh gid thong qua viéc phan tich 10
méu tring va 10 mau bé sung chat chuin hoic
mau nhiém tu nhién chita ciing mot mic nong
do cta mot phan tir dai dién béng cdch chu
dong thay d6i mot chit qué trinh phan tich
nhu cong doan chudn bi mau chiang han.
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