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TCVN 12365-1:2018

L&t nél ddu
TCVN 12365-1:2018 hoan toan twong dwong véi ISO 16140-1:2016;

TCVN 12365-1:2018 do Ban k§ thut tieu chudn quéc gla TCVNITC/F13
Phuong phép phan tich vé Idy m3u bién soan, Téng cyc Tieu chudn Do ludng
Chét lwong thim dinh, BY Khoa hoc va Céng nghé cdng bé;

B4 tidu chudn TCVN 12365 (ISO 16140) Vi sinh vét trong chudi thyg phdm ~
Xéc nhén gi trf st¥ dyng phuong phép gdm céc tiéu chudn sau:

- TCVN 12365-1:2018 (1SO 16140-1:2016), Phén 1: Thugt ngtr vé dinh nghia;

- TCVN 12365-2:2018 (SO 16140-2:2016), Phén 2: Quy trinh xéc nhén
gié trf ik dung phuong phép thay thé so v6i phuong phép chuén.
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L& gio thigu

Vige s dyng cac phwong phap da dugc x4c nhan gia t st dyng 13 y8u cAu quan trong @& thu dwgc
c4c két qua dang tin ciy cla mot phuong phap cy thé. Vigc nay cling tao didu kign thuan tign 8 so
sanh cac két qua thu dwgc véi cing mdt phirong phap trong cac phang thir nghiém khac nhau. Cac
quy trinh x4c nhan gié tr] sir dung theo TCVN 12365 (ISO 16140) (tht ca c4c phin) bao gdm céc khia
canh xéc nhan khac nhau nhu x4c nhan gid trj si dung phirong phép thay thé (doc quydn), xac nhan
gi4 trj st dyng phong thir nghigm riéng 8, x&c nhan gié tr] sir dyng cac phurong phép (thay thé) chi
ding trong mot sé phang thir nghim va kidm tra x4c nhan cac phuong phap (chimg minh phong thir
nghiém &p dung dung phwong phép dugc xac nhan gia tri st dyng). Ngoai ra, cdn c6 lién quan chit
ché véi TCVN 11922 (ISO 17468) mé t& quy trinh x4c nhan gi4 tri st dyng phirong phap chudn.



TIEUCHUAN QUOC GIA TCVN 12365-1:2018

Vi sinh vét trong chudi thirc pham —
Xac nhan gia trj str dung phwong phap -
Phin 1: Thuat ngi¥ va dinh nghia

Microbiology of the food chain — Method validation —
Part 1: Vocabulary

1 Pham vi ap dung

Tiéu chudn ndy dwa ra c4c thudt ng(r va dinh nghta chung lién quan dén vigc x4c nhan gid tri si dyng
phuong phép vi sinh v4t 4p dung cho chudi thc phdm.

Tigu chudn ndy ¢6 thé &p dung d& xac nh4n gié tri sl dung cac phurong phéap phn tich (phét hign hodc
dinh Igng) vi sinh vét trong:

— céc san phim thyc phim;
— c4c san pham thirc 4n chén nudi;
— c4c méu méi tredmg trong khu virc sén xudt, xt? Iy thyc phém va thire &n chan nudi;

~ cc mAu tir gial dogn san xut ban dAu.

2 Thuét ngl va djnh nghfa
Trong tidu chun nay st dyng céc thuét ngr va dinh nghta sau day:

24

Gi&i han ch&p nhén (acceptability limit)

AL

sal s6 4m hosc duong téi da c6 thé chdp nhan dugc gitra gid trf quy chiu (2.60) (hodc gié tri quy chiéu |
chiéu duge chép nhan, néu chura bibt) cua méu (2.69) va két qua riéng ré thu dugc khi 4p dyng quy
trinh van hanh clia phwong phéap phén tich
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CHU THICH 1: VI d chinh x4c {2.2) dugc dinh nghia 14 "Mirc 89 gan nhau gitra gia tri dal lvgng do dwoc va gia ti thyc cla
dai lugng do”, c4c giél han chip nhén dugc o thé dugc hidu 1a thude do 14 da v sy thiéu chinh xdc cho c4c phuong phép
dinh lrong (2.57).

22

Do chinh xac (accuracy)

D4 chinh xac clia phép do (measurement accuracy)

Mtre d9 g&n nhau gitra gié trj dai lrgng do duoc va gia ti thye clia dal lwgng do

CHU THICH 1: Khal nigm ‘a3 chinh xAc ciza phép do khong phai Ia dal rgng va khéng cho blét t gié tr dal lgng sé hoe.
Phép o durgc xem |a chinh xéc hon khi c6 sai s6 do nhé hon

CHU THICH 2; Thut ng "0 chinh xéc clla phép do” khdng duge sir dung cho do duing (2.77) va thudt ngC 69 chym (2.51)
khdng duge s dyng cho 'd chinh xAc clia phép A0, tuy nhidn, n6 c6 fién quan véi c hal khél nigm nay.

CHU THICH 3: *B¢ chinh xéc cila phép do” 881 khl dugc hidu 13 mizc 69 ghn nhau gitra c4c glé tri dal lugmg do duge quy
thanh dgl lugng do.

[NGUON: JCGM, 2012. 04 sira abi]

23

H& so a8 chinh x4c (accuracy profile)

DA th] bilu di8n khd nang do ludmg ciia phuong phép djnh lpng (2.57), thu dugc biing céch két hop
céc khoding chép nhan va khodng dung sai B-di kién (2.8), ca hai dugc béo céo véi cac mirc khac
nhau clia gi4 trf quy chiéu (2.60)

CHO THICH 1: D61 vl mot phirong phap do 82 cho, ¢ thd dua ra céc hd so' a9 chinh xéc khac nhau, tly thudc vAo thibt ké

thyrc nghidm ma d@r i$u dugc thu thp: trong céc didu kign Kp lal (2.64) hodc cac didu kign tai I4p (2.67), 8 vl cAc ndn méu
khac nhau, v;

CHOTHIGH 2: Vige tinh toan v cc yéu 16 hb so a9 chinh xéc phy thudc vo thidt k& thyc nghigm.

24

Phurong phap thay thé (altemative method)

Phuong phap diing d& x4c nhan gia trj st dung (method submitted for validation)

Phuong phap phén tich @8 phat hign hodc dinh Igng dbi véi loai san phdm nhét dinh, twong ty chét
phén tich (2.6) dugc phat hién hogc dinh lugng, si dyng phuong phép chuén (2.59) twong iing

CHU THICH 1: Phuong phép c6 thé 2 s& htru ddc quydn. Thudt ng 'thay thé' dugr sir dyng 88 chl toan b9 “quy trinh thy
nghiém va hg théng phan img". Thust ng® ndy bao gdm tAt cd cac thanh phan, 14 nguyan ligu hoic khdng phal nguyén ligu,
cAn d thyc hign phuong phép.

25

Két qua cua phuong phép thay thé (altemative method result)

Két qua cubi ciing clia phép phan tich dinh tinh hogc inh legng diing phuong phép thay thé (2.4)
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26
Chét phan tich (analyte)
Thanh phan dai dién c6 t&n goi clia dal lwgng c6 thé do dugc

[NGUON: ISO 17511: 2003, 3.2]

CHU THICH 1: D8 v&1 Vi sinh vét thyc phim, didu ndy o8 nghfa 14 mgt vi sinh vat, nhém vi sinh VA, hoac céc sén phim cia
chiing (vl dy: dgc t8) duec dinh lurog hosc phét hign bing phizong phip phan tich.

CHU THICH 2: Myc tiéu c6 thé clia c4c ky thuat dugc sir dyng d8 phét hign hodic dinh lugng cAc chét phan tich c6 tha 13
AADN/ARN, proteln, lipopolysaccharid hodic nhtmg chét khéc.

27

Gia tr| théa thuan (assigned value)

Gi trj dugec thiét 14p diing 1am chudn @ so sanh

CHU THICH 1: Gié r] ndy thurtg bt ngudn hoic dura trén cdng vige thc nghigm.

28

Khodng dung sal -di kién (B-expectation tolerance interval)
B-ETI

Dai cAc gid tri trong d6 bao gm ty 18 phan tram dy kién

CHU THICH 1: Ty 18 2 néu bidu thi kha nng 14 gi4 trj ndm gilva gidi han trén va giéi han dusi cia midn phan b,
CHU THICH 2: Céc khoang dung sal huémg dén c6 gié tr cd dinh khi camu (2.69) tang.

29

D§ chéch (bias)

g chéch do (measurement bias)

Udc lugng clia sai s6 do hé théng hosic sai léch hé théng gitra gi4 trf thda thuan (2.7) dinh lugng va
trung binh clia c4c két qua do I3p fai (2.65)

210

M I3p Ial (blind replicates)

T4p hep cac mdu (2.69) & danh gié hidu ning trong d6 sy cd mit vashoic ndng A6 clia chét phén tich
(2.6) ma nguedi phan tich chura biét

CHU THICH 1: Trong céc nghién ciru xéc nhan gid t si.dung (2.81), md 4 Jal (2.10) dugr sir dung trong nghién cin lién
phong thir nghigm (2.33). Phong thir nghiém té chirc (2.45) chun bi cic méu (2.69) v gir ching dén céc cng tac vidn
(2.13). Céc méu nay dugrc d&n nhan (danh déu) theo céch ma cdng téc vién (2.13) khong biét ligu ching o6 chiva chét phan
tich (2.8) hay khong. :



TCVN 12365-1:2018

241

Nhém (category)

Nhém cac méu (2.69) kidu/logi (2.78) c6 cling ngudn géc

VI DY: Stra ché bién nhigt va céc sin phidm sira.

212

Miu chudn dwgc chipng nhin (certified reference material)

CRM

Méu chuén (2.58) duoc dic trung bdi thil tyc do b higu lyc d6i véi mot hoc mot s6 tinh chét xéc
dinh, kém theo gidy chirng nhan cung cAp gia tri dac tinh quy dinh, v&i 46 khdng dam do bdo kém theo
va tinh lign két chudn do lwong

CHU THICH 1: Bugrc chp nhan tir ISO Gulde 30 va ISO Guide 35.

213

Céng tac vién (collaborator)

Ky thuat vién ctia mot phong thir nghiém, 1am vigc hoan toan dgc 1ap voi cac cdng téc vien khéc, st
dyng céc bd miu mu (2.69) hogic cac phan méu thir (2.75) khac nhau

214

D3 Igch chuin két hgp (combined standard deviation)

DY khéng dam bao do két hgp (combined standar uncertainty)

D9 khdng dam bao do chulin thu dwgc bing cach sir dyng cac dd khdng dam bao chudn rigng 12 lign
quan d8n céc lwgng dAu vao trong mot md hinh do

[NGUON: JCGM, 2012 @4 sira adi]
215

Khoang tin cdy (confidence interval)

Gi4 trj (1 - a) clia x&c suét li8n quan dén mot khoang tin c4y ho3ic khodng tin cdy trung binh théng ke
VI DY: Khoing tin c4y 6 thé thu duerc v8 trung binh 8 hoc, 8 1§ch chun, cac h s6 hdl quy v.v...

CHU THICH 1: (1 - a) thirémg dugw bidu thi bing phin tram.

216

Mt tin cdy (confidence level)

Xac suft cy thé clia mdt s6 két qua thu duoc 1tr méu (2.69) néu nd khdng phai 1a toan b céc két qué trong
quinthd

CHU THICH 1: Céic mirc xéc xust thuwdmg (2 95 % hodic 99 %,nhung cling c6 thé 13 s& bt ky.
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Quy trinh khang dinh hogc thir nghigm (confimation procedure or test)
Quy trinh ho3c thir nghiém dugrc thire hién a8 xac minh mot két qua gia dinh

CHU THICH 1: Khng phai tAt ca cac phurong phap déu cé quy trinh khing djnh.

218
$6 dém (count)
S lgng myc tidu quan s&t dugc

VI DY: Khudn lgc hogc mang.

219

H#§ s phil (coverage factor)

$6 16n hon mot nhan voi 46 khang d@am bio do chuln tng hep d& nhan durge 49 khong dam béo do
m& réng

[NGUON: JCGM, 2012 ¢ sira a3i]

220

Mtrc phat hién (detection level)

<céc phurong phép dinh tinh> ndng @3 téi thidu ciia sinh vat cho thdy cb si phat tridn trong moi tnrémg
18ng véi xéc sudt P = 0,95 khi dwgc nudi cdy trong moi trvdmg nudi cAy xac dinh va dugc (i trong didu
kign xac dinh

CHU THICH 1: Mirc Iy thuyél phi hop véi dinh nghta ndy [ c6 ba té bao sbng trong mat thé tich dich cdy.

CHU THICH 2: Thugt nglr *a6 nhay” (2.71) khong khuyén khich cho mérc phét hién.

221

MAu mal trwdrng (environmental sample)

MEu (2.69) tir bd mit thiét b] hodic tie mbi trwdmg san xuét hojic tir nwéc da siv dyng trong qué trinh
san xuét

222

Nghién ciru loai trir (exclusivity study)

Nghién ctru lién quan dén cac ching khéng phai dich (2.44) thulin ma c6 kha nang phan (ng chéo
nhung khong dy kién phat hign dugc hoic dinh Irgng dugc bing phuong phép thay thé (2.4)

223
Két qua thir nghigm &m tinh gia (false-negative test result)
Phwong phép thir cho két qua am tinh nhung thyc 1€ khing dinh 14 két qua dwong tinh
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224

Két qua thir nghlgm dwong tinh gié (false-positive test result)

Phuwong phép thi cho két qua duong tinh nhung thyce t6 khiing dinh 12 két qua am tinh

225

Thirc &n chin nuéi (feed)

Thire &n cho vat nudi (feedstuf)

Mol nguy8n ligu hogc san phdm c6 y dinh hodc d kién si¥ dyng cho vat nudi an

226

Phi herp véi myc dich (fitness for purpose)

Mirc d9 d liu duge tao ra bdi qua trinh do cho phép ngudi s dyng dua ra cac quyét djnh ding vé
mét k§ thut va hanh chinh cho myc dich d dinh

227
Thye phim (food/footstuff)
Moi nguyén ligu hodc sén phém co y dinh hodc dir kién sir dung Iam thirc &n cho ngudi

2.28

D4 thu hdi tirng phin (fractional recovery)

Tiéu chl xdc nhén gié trj st dung (2.81) dugc thda mén khi cac mau (2.69) léip fai (2.65) cla phuong
phép thay thé (2.4) hoc phuong phép chudn (2.59) cho 50 % (tir 25 % dén 75 %) két qua phén g
dwong tinh

2.29
Tinh ddng nhét (homogeneity)

Trang théi dng d8u v& mt cu triic hozic thanh phén cAu tao dél voi mot hodc nhidu dic tinh quy dinh
CHU THICH 1: Méu chuén (2.58) dugc cho 14 ddng nhét li8n quan dén déc tinh quy dinh néu gla tri d3c tinh, dugc xéc dinh

bAng c4c phép thir trén cac mAu (2.69) o6 ¢& xéc dinh, duorc tim théy ndm trong glo1 han 49 khdng dam bao do xac dinh, cic
méu dugc Iy tir cac don v] bao g6l khac nhau (chai, bao gél, v.v...) hoc tir cling mot don vi.

[NGUON: ISO Guide 30:1992, 2.6

230
Quy trinh nhdn biét hojc thir nghigm (identification procedure or test)
Quy trinh hoic phép thir nhan bidt chét phén tich (2.6)

231
Nghién ciru myc tiéu (inclusivity study)

Nghién cieu lién quan dén cAc ching dich (2.74) thudin dugc phét hign hojc dinh legng bing phuong
Pphép thay thé (2.4)
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232
Vit llgu m&u chuén ndi bj (in-house reference material)
IRM
VAt liu hogc chit chura duge chizng nhan, do mét phang thir nghigm tao ra, ¢6 mét hodc nhidu gia tr|
dic tinh va 80 ddng nhét duoc thiét 18p d& st dyng cho xéc nhén gid tf st dyng (2.81)

233

Nghién ciru lién phong (interlaboratory study)

Nghién ctru duqe thyc hign bsi nhidu phang thir nghigm trén cac méu (2.69) gléng hét nhau trong
cling mot thévi gian, c4c két qua duoc str dyng @& wér tinh cac thong sb higu nang ciia phurong phap
thay thé

CHU THICH 1: Myc tidu clia nghién ciru lién phong thi nghiém 14 xac dinh sy dao d9ng cla cac két qua thu dugr trong céc
phang thir nghiém khac nhau si dyng céc mau gidng nhau.

234

M3t hang (item)

Thye phém (2.27), thirc &n chén nu6i (2.25), mdi treding hoic nén méu (2.38) san xuét ban d4u, don 18
va da dugc xé4c dinh

VI DY: Nhom thze phdm (2.11): sira ché bién nhigt va c4c san phdm tir sira; kidu/logl (2.78) thyc phAm: san phim sira thanh
triing; m3t hang thre phdm: mén #n tring midng tir stra.

235

Mtpc phét hién (level of detection)

LODx

<phurong phép dinh lwgng> ndng dd chét phén tich (2.6) cAn do, thu duge bing quy trinh do a2 néu,
cb kha nang phét hign (2.53) la x

VI DY: LODeo 12 mirc phét hign ma 50 % céc phép thir nghigm cho két qua duong tinh.

CHU THICH 1: Thust ng "mirc phét hién" duge sir dung cho cic phurang phép dinh lgng trong vi sinh vat da tién c4c
phép phan tich i2p lai (2.65) db kibm tra v&i ba mtrc nu8l cdy khéc nhau cla chdt phan tich (2.6) dich trong nén mau (2.38)
@uge thir nghigm. C4c phép phén tich 13p i va sé lgng kAt qua duong tinh dwge ghi nhan (v dy: 20 %, 70 % va 100 %)
tirong img & mdi mirc nudi cy. Céc Al igu ndy thurdng duge sir dyng d8 xac dinh 6 lugng cAc 16 bao c6 thé cho 50 %
duong tinh st dyng md hinh tuyén tinh t3ng the [xem TCVN 12365-2 (SO 16140-2)]. Bidu ndy khéc véi quy trinh sir dung
cho céc phrong phép ha hoc vA vat I o6 "giéi han phét hign" durgc xéc dinh 14 6 legng nhd nhdt cita chét phan tich o6 thd
phan bigt duge v6i sy khng o6 mat ctia chét phan tich d6 véi mire tin oy (2.18) 84 cho.

236

Gi&i han dinh lwgng (limit of quantification)
LoQ

Gi6i han xac dinh (limit of determination)
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<phuang phép dinh lugng> ndng 46 thAp nhit clia chét phén tich (2.6) c6 thé dinh lugng duge véi d6
chym (2.51) va d§ ding (2.77) c6 th& chp nhan duge trong céc didu kign clia phép thir

237
Buong nhan dang (line of identity)
Hé toa 9 Cartesian hai chiéu, c6 duéng nhan dang 13 y = duémng x

238
N&n mAu (san phdm) [matrix (product)]
Tét ca c4c thanh phin clia mu (2.69)

239
Nghién ciru so sanh phrrong phap (method comparision study)

Nghién clru do phdng thir nghiém td chirc (2.45) thye hign 6& so sanh phuong phap thay thé (2.4) véi
phurong phép chudn (2.59)

2.40
Am tinh phi hop (negative agreement)

NA

Sv pht hop khi hai phwong phép dinh tinh 12 phuong phép thay thé (2.4) va phuong phép chuén
(2.59) ddu cho két qua 4m tinh (2.43)

241

Kiém chirng &m (negative control)

Méu (2.69) khong o6 mit chét phén tich dich (2.6) hoéic th&p han muc phét hign (2.20) khi dugc phan
tich béing phuong phép quy dinh

242

B§ lach am (negative deviation)

ND :

Két qua &m tinh clia phuong phép thay thé (2.4) khi ma két qué ciia phuong phép chuén (2.59) twong
(rng lai dwong tinh

243
Két qua thir nghiém &m tinh (negative test result)

Két qua thi¥ nghigm (2.76) cho thy chét phan tich (2.6) khong phét hign dugc trong phdn méu thir
(2.75) da cho bing phuong phép dinh tinh (2.56) )

244

Chiing khéng phai dich (non-target strain)

Chiing dugc xac dinh theo pham vi clia phuong phép chudn (2.59) khong dy kién phat hign hodc dinh
lgng dugc bing phuong phép thay thé (2.4)

12
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245
Phéng thir nghigm té chire (organizing laboratory)
Phong thir nghiém chuyén gia (expert laboratory)
Phong thir nghigm déc 14p (independent laboratory)
Phang thir nghiém c6 trach nhiém quan Iy t4t ca cac hoat ddng ky thuat va théng ke lién quan dén visc
nghién civu x&c nhén gid t st dung (2.81), nghta 12 nghién ctru so sénh phurong phép (2.39) va nghién
ciru lién phong thir nghigm (2.33)
CHU THICH: Phéng thir nghigm t3 chirc khdng tham gia x3y ding vithodic tiép thi phuong phép ddc quyédn (2.55) ma ho chi
14 ngudl xac nhén gié trj sir dyng.
2.46
Ngoai I8 (outlier)
Gi4 trj khong phii hgp v&i céc gia trj khac trong bd gia trj

[NGUON: 3.21 clia TCVN 6910-1: 2001 (ISO 5725-1:1994), sira abi]

CHO THICH 1: Gl trf nay thung xuAt hign ngBu nhién trong it ho 1% c4c phépthir nghigm I3p kai, nhung thudng nhidu hon
néu xdy ra tinh huéng bt thueng. Céc quy trinh thiy nghigm théng k& co thé duoe str dyng 88 x4c djnh xac suét nay,

247

Nghlén ciru céip déi (paired study)

D ligu so sénh/cp d0i (paired/matched data)

Nghién ctu khi phuong phép chudn (2.59) va phuong phap thay thé (2.4) c6 chung buréc tang sinh
ban d4u

CHU THICH 1: Trong tnrémg hop nay, mot méu (2.69) chi dung mot phén mAu thir (2.75) 68 th duge két qud voi phuong
phép chuén (2.59) va phuong phép thay thé (2.4). Canh thang 82 i &m sau 6 dwgrc si dyng trong buxrc quy trinh thir hai cia
phurong phép chuén va ¢ phuong phép thay thé. Két qua clia ca hai phurong phap ddu phy thudc chit ché vao nhau.

248

Dwong tinh phit hep (positive agreement)

PA

Sy phil hp khi hai phuong phap dinh tinh 1a phirong phép thay thé (2.4) va phuong phép chudn
(2.59) du cho két qué duong tinh (2.50) (két qua dwong tinh duge khing dinh)

249

Bo lgch dwong (positive deviation)

PD

(khdng dinh) két qua dwong tinh thu dugc clia phirong phép thay thé (2.4) khi phuong phép chudn
(2.59) twrong trng cho két qu am tinh
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2,50

Két qua thir nghiém dwong tinh (positive test result)

Két qué thir nghiém (2.76) cho thdy c6 mét chét phan tich (2.6) trong phan méu thir (2.75) a4 cho duqc
x4c dinh bing quy trinh clia phurong phép thir

CHU THICH 1: Khi phurong phép chudn (2.59) hodc phuong phap thay thé (2.4) cho két qua thir nghigm duong tinh sor b3 thi
c3n kidm tra tham @& khing dinh két qua nay, két qua thir nghiém nay dugc coi 12 két qua dwong tinh gia dinh. Néu thr
nghigm tiép theo bing phirong phap khing dinh cho két qua duromg thl kit qua ndy o6 thd khiing dinh 12 durong tinh.

251

B9 chym (precision)

D9 chum clia phép do (measurement precision)

Murc d9 gin nhau gitra cac sé chi hogic cic gia trj dai lugng do thu dwgc bing phép do ki Jai (2.65)
trén cling mdt d6i tegng hodic cac dbi tugng trong ty nhau trong nhirng didu kign quy dinh.

CHU THICH 1: D9 chym cila phép do thudmg duge thd hign v8 mait s6 lrgng biing céch do sy phan tan, nhu 69 1gch chudn,
d9 bién thién, hoic h¢ 56 bién thisn trong didu kign quy dinh cia phép do.

CHU THICH 2: "Bidu kign quy dinh® cb thd 13, vi dy, didu kign I3p lai (2.64) clia phép do, dibu kign d@ chym trung gian clia
phép do, hojic didu Kign téi 14p (2.67) clia phép dojxem TCVN 6910-3 (1SO 5725-3)).

CHOTHICH 3: B9 chym ol o ding @b p o iia phép o, d chym trung gian va &9 t4/ p 0o (2.66)

CHOTHICH 4: Do kni “d chym cila phép do® khéng ding theo nghfa ding cho & chinh xéc ca phép do.

252

Méu sdn xuét ban dau (primary production sample)

M3u (2.69) phan ddng vat, hodc tir méi trrémg ciia ddng vat hoic cac mAu khong phai phan tir cac dan
vét nudi

2,53

Kha néing phat hign (probability of detection)

POD

Ty 1§ c4c két qua phan tich dwong tinh a8i véi phuong phap djnh tinh (2.56) cho mdt nén méu (2.38)
nhét dinh tai mdt mic hosic ndng d9 biét tredc clia chét phan tich (2.6)

254
Ché bién (processing)

Mo hoat ddng lam thay ddi dang k& san phdm ban du, bao gdm gia nhiét, xdng khoi, x Iy, lam chin,
sdy, rop mubi, chiét, dun, hogc két hop clia cac qué trinh nay

CHO THICH 1: Céc s&n phm ché bién c6 thé chira cac thanh phin mong mubn clia qué trinh tao ra ching hodc lam cho sdn
phém c6 céc d3c trung cy thd.
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255
Phwong phép ddc quyén (proprietary method)
Phuong phép c6 nhan higu/tén thwong higu, vén duge s& hiru va thrdng dugc cdng ty thuong mal
tip thi
VI DY: Phuong phép thir mign dich két hyp enzym (ELISA) hodic phuromg phép phan tmg chuBl polymerase (PCR).
CHU THICH 1: Nhin chung, mdt s6 thanh phin cita phirong phép khong dugrc tiét 9.

256

Phwong phap djnh tinh (qualitative method)

Phuong phép phan tich cho biét chét phén tich (2.6) phét hién dwgc hodic khang phét hign dwgc mot
céch trye tiép hoiic gian tiép, cb trong phdn méu thir (2.75) xac dinh

2,57

Phwong phép dinh lwgng (quantitative method)

Phuong phép phan tich cho biét sb lugng [s6 dém (2.18) hodic khéi lwong] clia chét phén tich (2.6)
béng phwong phap do trec tiép (vi du: nhu s6 dém trong mét khéi lrgng holic mét thé tich) hodc gian
tiép (vi dy: hép thy mau, tré khang, v.v...) ¢6 trong phén mau thir (2.75) xac dinh

258

Méu chudn (reference material)

RM

Vit ligu hosic chét c6 cac gia trj déc tinh di ddng nhét va dugc thiét 1ap phit hop véi vige si dung aé
higu chun thiét bi, danh gi4 phurong phap do hogc d8 &n dinh cac gia tri cho vat ligu.

[NGUON: ISO Guide 30:1992. 2.1, sira 68]]

2.59
Phwong phap chuln (reference method)
Phuong phap dugc ch4p nhén rong réi va dugc qudc té cong nhan

CHU THICH 1: D81 véi myc dich cita tidu chudn nay, Ia c4c tisu chudn quéc té va c4c tisu chudn dugre ISO va GEN cling nhau
xuél ban hojic c4c tidu chudn khu we/quéc gla trong duong khéc,

2.60
Gla trj quy chiéu (reference value)
Gi4 trj dai legng dugc dung 1am co s& d8 so sanh voi gia tri dal lwgng ciing loai

[NGUON: JCGM, 2012, da sira ddi]

261
Mirc phat hign twong déi (relative level of detection)
RLOD
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Mirc phét hign (2.35) tai P = 0,50 (LODso) clia phuong phép thay thé (2.4) chia cho mic phat hign tai
P=0,50 (LODso) ciia phuong phap chudn (2.59)
CHU THICH 1: D41 v6i myc dich ch&p nhan phuong phap thay thé, RLOD dugc kim tra voi gidi han chép nhgn (2.1) vé tinh
phi hop.
262
Do dung twong aéi (relative trueness)
RT
Mirc 46 twong (g gitra 39 d4p (g thu dugc bing phuong phép chuén (2.58) va d9 dép Gng thu
dugc bing phuong phap thay thé (2.4) trén c4c mau (2.69) gidng nhau
2,63
D4 I3p lai (repeatability)
. Do 13p lai clia phép do (measurement repeatability)
F .
D chym clia phép do trong tap hop céc didu kién Idp lai (2.64) clia phép do
[NGUON: JCGM, 2012, a4 sira ddi)

264

Didu kién I3p lal (repeatability conditions)

Bidu kién I4p lai clia phép do (repeatability condition of meassurement)

Bidu kién clia phép do, trong mdt tap hep cac diu kign bao gdm céc quy trinh do nhur nhau, cling mot
ngudi van hanh, cing mt hé théng do, cling mét didu kién thao tac, ciing vi trl va cac phép do lp lai
trén ciing déi twgng holic céc a8i twong trong t trong mdt khodng thdi gian ngén

[NGUON: JCGM, 2012, @5 stra d8i]

CHU THICH 1: Bidu kign cia phép do 1a mét &idu kién 1p tai chi khi 1Bn tal mot t4p hop cac didu kign lgp lal.

CHU THICH 2: Trong héa hoc, thuat ngt "didu kign 60 chym theo thi ty néi tiép™ clia phép do ddi khi duge str dung dé chi
khal nigm nay.

265

L3p lai (replicate)

Viéc Ip lai phép phan tich tir cac phéin khac nhau clia cling mdt mau (2.69) a4 thu dugre phép do doc 1ap
266

D3 téi l4p (reproducibility)

D3¢ tai lap do (meassurement reproducibility)

R

B9 chym do trong didu kién t4l Igp (2.67) clia phép do
[NGUON: JCGM, 2012, da stra d8i]
CHU THICH 1: Cac thust ng théng k& ¢4 iién quan durrc néu trong TCVN 6910-1 (1SO 5725-1) va TCVN 6910-2 (IS0 5725-2).

1
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2.67
Dldu kign tal I§p (reproducibility condition)
Didu kign tal 14p clia phép do i condition of )
Bldu kign clia phép do, thé hign bling mot tap hop cac didu kign bao gdm dia didm, ngudi thao tac, he
théng do khéc nhau va phép do /ip lai (2.65) trén cling déi tirgng holic cac déi tirgng trrong ty nhau

CHU THICH 1: Céc hg théng do khac nhau ¢ thé si¥ dyng cAc quy trinh do khac nhau
CHU THICH 2: B4i véi thyre t, quy dinh cAn dua ra c4c didu kién dwgc thay a8i va khong dugc thay abi
[NGUON: JCGM, 2012, d sira dbi]

268
D9 Igch chudn Kip I3l (reproducibility standard deviation)
B9 lch chun clia két qud thir nghigm (2.76) thu dugc trong céc didu kign tai 1gp (2.67)

[NGUON: TCVN 6910-1:2001 (SO 5725-1:1994), 3.19]

2,69

M3u (sample)

Thuc phdm (2.27), thire &n chén nudi (2.25), mdi trémg, hodic mat hang (2.34) dugc quy dinh trong
san xuAt ban dAu dwgc dwa vao xdc nhén gid trj stk dung (2.81) theo myc dich s dung ciia phurong
phap

VI DY: Nhém thye phim (2.11): sra ché bién nhidt va céc san phdm tir stva; kidu logi thye phém (2.78): sén phém sta tigt
triing; méit hdng (2.34): céc &n mon tréng migng tir sba; mAu: kem lanh vanl.

270

Pham vi xéc nh§n gia tri str dung (scope of validation)

Chét phén tich (2.6), nén mAu va ndng a6 bing phurong phép phén tich dwgc xac nhén gia tri st dung
6 thd dugc sir dung mét cach thda dang

271

D§ nhay (sensitivity)

SE

Kha niing clia phurong phép chudn (2.59) hokic phuong phép thay thé (2.4) phét hign chat phan tich (2.6)

272

D9 aic hidu (specificity)

sP

Kha naing clia phurong phép chuén (2.59) hoic phuong phép thay thé (2.4) khéng phat hign dugc chit
phén tich (2.6)
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273

Sai s6 hg théng (systematic error)

Sai sé hé théng ciia phép do (systematic measurement error)

Thanh phén ciia sai s6 do, khong déi hogc thay @8I theo céch c6 thé dy doan duoc trong phép do Iip
lai (2.65) .

CHUTHICH 1: Gl4 t dai kegng quy chiéu 6i véi sai sb do he théng 1a gia trj dai lugng thy, hogic gi4 trj dai lugng do duge
ciia chudn do g c6 49 khong G2m bio do khdng dang k&, hogic gié tr dal Irong quy wée

274

Chling dich (target strain)

Chiing dugc x4c dinh theo pham vi clia phuong phép chuén (2.59) dw kién sé phat hign hodc dinh
lwgng dugc béing phuong phép thay thé (2.4)

275

Phin mAu thir (test portion)

Lurong x4c dinh clia méu (2.69) ducc ty dé phan tich, vi dy: 10 g, 25 g, 375 g mau, hoc miéng bot
bidn clia c4c méu moi trudng (2.21), hodc ting 66i vél cac mAu sén xudt ban diu (2.52)

276
Két qua thiz nghigm (test result)
Két qua clia quy trinh phan tich hoic ciia phirong phép thie

277

D) ding (trueness)

B¢ dang ctia phép do (measurement trueness)

Mure a9 gin nhau gita trung binh clia mét sé v8 han céc gia tri dai lwgng do Kip lai (2.65) va gia t dal
lugng quy chiéu

CHU THICH 1: B0 ding cia phép do khdng phéi f2 dal luong va do 46 khong thé thé hign biing s6, nhung thirtre do mirc 8
9 nhau drgc ndu trong TCVN 6910 (1SO 5725) (tht & céc phin)

CHO THICH 2: D9 ing cia phép do 8 I8 nghich véi sal 86 do ha théng, nhung khong lién quan véi sal s8 do ngdu nhién
CHU THICH 3: Khong duge si dyng 6 chinh xc do cho "6 dung cla phép do” va nguoc Il

INGUON: JCGM, 2012 84 sira 8]

278

Kidullogl (type)

Trong mdt nhém (2.11) nhat dinh, mot loat cac mét hang (2.34) dugc xi¥ Iy theo ciing mot cach, c6
nh(rng dc tinh ty nhién v hé sinh thai vi sinh twong ty

VI DY: Nhém (2.11) thyc pham: sta ché bién nhidt va céc san phdm tir stra; kidu/loai thyc pham: sén phdm sra thanh tring.

18
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279
Nghién cieu khéng ciip d6i (unpaired study)
D@ ligu khéng c&p dbi phir hop (unp data)

Nghién ciru khi phuong phap chudn (2.59) va phuong phép thay thé (2.4) dinh tinh khdng c6 cling
buér tang sinh thir nhét

CHU THICH 1: Trong tnsemg hap ny, & phurong phap chudn va phurong phap thay thé du st dung phan méu thir (2.75) tir
rigng tir mat méu (2.69). C4c phén méu thir (2.75) nay bt ngudn tir cling mot mdu, D lidu thu dugc cdn duge gol 14 khang
clip ddi nhung chiing phis hop tal mirc cia mAu. Cac két qua van phy thude 1An nhau vl ching c6 ngudn gbe tir ciing mt mau
nhung théng thudng do sy bidn ai khac nhau gitva cac phdn thir & mic nhidm rét thdp, nan mot phan mAu thir ¢4 thé b
nhiém (cho két qua duromg tinh) phén thir nghiém khéc c6 thd khang bi nhiém (khéng cho két qu dirong tinh). Do d6, dao
adng dyr kién gitra céc két qua I6m han so Vol nghién ciu cgp do (2.47).

2.80

San phdm chwa ché bién (unprocessed products) )

Thure phém (2.27) va thikc &n chan nu6i (2.25) chua qua ché bién (2.54) va bao gdm cc sin phim da
dugc chia nhd, tach phan, ct nhd, cit I4t, bd xuongv.v...

VI DUY: Thit chira ché bién 14 thit chira qua qu trinh b qudn bétky.

281

Xac nhén gia tr sir dyng (validation)

Vige thiét 18p cac @3c tinh higu ning ciia phirong phép va cung cp biing chirng khéch quan riing c4c
y8u cAu v& hiéu nang ddi véi myc dich st dyng quy dinh d8u dwoc thda man

282

Méu xéc nhin gi4 tr] st dung (validation sample)

Vat ligu ty nhign thuln nhAt hodc gy nhidm nhan tao cb gid trj théa thusn (2.7) da biét dugc sir dung
8 nghién ciru xéc nhan (2.81)

CHU THICH 1: MAu x&c nh&n gi4 trj sir dyng cling o6 thd 12 mot méu (2.69) tréng @4 bidt

283

Kiém tra xac nhén (verification)

Sy chirng minh céc chirc nang clia phurong phap da x4c nhan gié tri sir dung dugc nguedi str dung
tuan thi diing theo céc quy dinh ciia phuong phép, dugc dinh 1 trong nghién clru xéc nhén gid trf st
dung (2.81) va phil hop v&i myc dich clia n6.

CHU THICH 1: Kim tra xéc nhan cing c6 thd duge 4p dyng cho cac phuong phép chudn (2.59) chura dugc xéc nhan gid i
st dung.
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Thw myc tal ligu tham khéo

[1] TCVN 8244-1:2010 (ISO 3534-1:2006), Théng ké& hoc ~ Ttr vimg va ky higu — Phén 1: Thuét ngtv
chung vé théng ké va thugt ng(r dung trong xéc suét

TCVN 8244-2:2010 (ISO 3534-2:2008), Théng k& hoc — Tir vyng va ky higu — Phén 2: Théng ké
g dung

B

[3] TCVN 6910 (ISO 5725) (tht ca cac phan), D9 chinh xéc (d ding vé d chum) ca phuong phép
do va két qué do

[4] TCVN 6404:2016 (ISO 7218:2007), Vi sinh vt trong thye phdm va thic &n chan nudi - Yéu cdu
chung va huéng dén kiém tra vi sinh vt

[5] 1SO 16140:2003, Microbiology of food and animal feeding stuff — Protocol for the validation of
alternative methods

[6] TCVN 11922 (ISO 17468) Vi sinh vét trong chudi thyc phdm — Yéu chu va huong dén ky thut dé
xay dyng hoic soét xét phuong phép chudn da dugc chudn héa

[7] 1SO 17511:2008, In vitro die medical de of ities in biological

samples — Metrological traceability of values assigned to calibrators and control materials

[8] TCVN 8890:2011 (ISO Guide 30:1992, sira ddi 1:2008) %, Thuat nglr va dinh nghfa s& dung cho
m&u chudn

[9] TCVN 8245:2009 (ISO Guide 35:2008), Mu chudn — Nguyén téc chung va nguyén téc théng ké
trong chirng nhén

[10] Codex Ali C i i Food Standard 2013, 21th Procedural Manual
[11] Codex ines on analytical i CACIGL 72-2009
[12] JOINT COMMITTEE FOR GUIDES IN METROLOGY (JCGM) i lary of y -

Basic and general concepts and associated terms (VIM), 37 edition (2008 version with minor
corrections), 2012

7 TCVN 8890:2011 (1SO Guide 30:1992, sira d&] 1:2008) hign 08 dugc hily bd va dugc thay thé bing TCVN 8890:2017
M chudn - Thugt ngtrvé dinh nghfa.
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