TRUNG TAM KIEM SOAT BENH TAT KHANH HOA M4 hiéu: QTQL-15
KHOA XET NGHIEM-CPHA&TDCN Phitn hin: 04
QUY TRINH LUA CHQN PHE DUYET Ngdy ban hanh: | 17/10/2022
PHUONG PHAP THU Trang: 1/18

o =

- |

Trwong Thi Lan Anh

Trwong Thi Lan Anh

V1IN

<7 TRUNG TAM
KIEM SOA
BENH TA
TINK KHANK

W

Nouyén Dife Tink

Ngay 17 thang 10 nim 2022

Ngay 17 thang 10 nidm 2022

Ngay 17 thang 10 ndm 2022

SUA POI TAI LIEU

ung - xé |
01 02 524 Bo .sung mf‘)t s6 bang 02/01/2018 Lan Anh
phan A danh gia
02 02 524 Stra doi s6 lan thuc hién | 02/01/2018 Lan Anh
phan B2 thi nghiém
03 03 Trang 3 & 5 | Stta nam va diéu khoan | 22/01/2019 Lan Anh
theo ISO/IEC
17025:2017.
B6 sung ndi dung PDPP
khi thay d6i Phuong phap
da PD.
04 04 Trang 1 Thay ddi nguoi ph€ duyét | 17/10/2022 Lan Anh




TRUNG TAM KIEM SOAT BENH TAT TINH KHANH HOA | Mé hi¢u: QTQL-15
KHOA XET NGHIEM-CPHA&TDCN Phién ban: 04
QUY TRINH LUA CHON PHE DUYET Ngay ban hanh: | 17/10/2022
PHUONG PHAP THU Trang: 2/18
MUC LUC
IESMUCIIEI e s i i e e A Simsbmaimerpstimine 3
R A YA DING o iimismmssonsorsimssnssai ottt srmsssnsobesdamssss 3
3. TAILIEU LIEN QUAN.....cooosereenene. AR L e 3
ds; BN NGHIA VK O VI TAT orcnemesmmmsmmsmssrssssissmsmassssiossmssossssssssassresssassnonpyims 3
Gl - I o i TR R A A TR A RS AR IR T TARTS pRe 3
P T T R R R S U RN A S S 4
SECNOIDUNG & it i S 4
3.1\ Tiéuchiliea chipn pREEONE DRAD TRIE: iicviviiaissisimmsissssosssmssssionssssssisnsssssimssssssasnsons 4
5.2 Hob so lwa chon DRIEOBS BIGD IR ovvinviiviimivivivsvonins s ot tonsnesossvisassssressan s osevaiasns 5
e BN MBI i sonssisiisbsnssossenst s isenobbssosasbrssbesdseomish o sisesssemssemsabrasasiossi 18

TRUN
KIEM
BEN
TINR R



TRUNG TAM KIEM SOAT BENH TAT TINH KHANH HOA | M4 hi¢u: QTQL-15
KHOA XET NGHIEM-CDHA&TDCN Phién ban: 04
QUY TRINH LUA CHON PHE DUYET Ngay ban hanh: | 17/10/2022
PHUONG PHAP THU Trang: 3/18

1. MUC PICH

— Quy dinh ndi dung va trach nhiém cia KXN trong qua trinh lya chon va phé duyét

phuong phap do thir nghiém.
o Déam bdo KXN Iludn ludn sir dung phuong phép do thich hop va dap tng yéu
cau ctia khach hang.
o Quy dinh trach nhiém va quyén han trong qua trinh Iya chon va phé duyét
phuong phép do thtr nghiém.

2.  PHAM VI AP DUNG

—  Quy trinh nay dugc 4p dung trong hoat dong lua chon phé duyét phuong phap thir

nghiém ctia KXN phit hop yéu cdu tiéu chudn ISO/IEC 17025:2017.

3.  TAILIEU LIEN QUAN

—  Tiéu chudn ISO/IEC 17025:2017 muc 7.2.

— S0 tay chét lugng KXN

— AGL 04: Yéu cau bd sung cong nhén linh vurc Vi sinh;

— AGL 03: Yéu cdu b sung céng nhan linh vuc Héa PT;
4.  PINH NGHIA VA CHU VIET TAT
4.1 Dinh nghia

Phuong phép thir nghiém/hiéu chudn 1a qui trinh k¥ thuat x4c dinh dé thuc hién phép
thir/hiéu chuan.

Phuong phap tiéu chuan: dugc ban hanh béi cac td chire tiéu chuén qubc gia hoic quéc
té, khu virc, bo nganh, hiép hoi khoa hoc k¥ thuat c6 uy tin.

Phuong phép ndi bd: do KXN tu xdy dung va theo yéu cau ctia khach hang.

Xac nhén gi4 tri st dung cua phwong phép thi/hiéu chudn: 1a viéc khing dinh bing
kiém tra va cung cép bing ching khéch quan ring cac yéu cau xac dinh cho viéc st
dung phuong phép thir/hiéu chuén cu thé da dugc thuc hién.

Tinh lién két chuén — Tinh chét ciia két qua do hoic gid tri cia mot chuan ma nhe d6 6
th& lién hé t6i nhitng chudn da dinh, thudng la chudn qubc gia hay chuin quéc té, théng
qua mot chudi so sanh khong gian doan véi nhitng d6 khong d¢am bao da dinh.

P khong dam bao (ctia phép do) - Thong sb gin véi két qua cia phép do, dic trung

cho su phén tan cua cac gia tri ¢o thé quy cho dai lwgng do mdt cach hop ly.
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4.2 Chir viét tit

— HTQL: Hé théng quan ly;

— KXN: Khoa Xét nghiém;

— QLKT: Quaén ly k¥ thuat

— QLCL: Quan ly chit lugng

— KPH: Khong phu hop

— KPPN: Khic phuc phong ngira

— HPKP: Hanh déng khéc phuc

— HDPN: Hanh dong phong ngira
5. NOI DUNG
S.1 Tiéu chilya chon phwong phép thi:
Cic nguén tai liéu dé lwa chon phwong phdp thir:

— Phuong phdp cong b6 duéi hinh thire tiéu chudn qudce té, tidu chudn khu vuc va tiéu

chuan quéc gia (TCVN, ASTM, APHA, AOAC....).

— Phuong phép do cdc t6 chirc k§y thuat, nha san xudt thiét bi ban hanh.

— Phuong phép noi bd do KXN tu x4y dung
Cdc budc lya chon phwong phdp thii:
a) Can clr vao nhu cu cua cac bén lién quan va kha ndng cua KXN, can by chuyén moén xac
dinh danh muc céc phuon phép thir ing v6i tirng chi tiéu tng vé6i timg loai mAu thir
nghiém/phén tich..
b) Thu thdp cdc tai liu c6 phién ban hi¢u luc méi nhét lién quan dén phuong phép ap dung
nhu TCVN, ASTM, APHA, AOAC...tit ca cac phuong phép thir phai sén c6, tién cho thi
nghiém vién str dung.
¢) Truée khi dua vao st dung, KXN tién hanh danh gid su phu hgp cia phuong phap so véi
nang lwe cia KXN ciing nhu sy phi hop véi yéu ciu cua céc bén lién quan (dénh gia diéu kién
¢o ban cua tirng phuong phap thi).
d) Quyét dinh lya chon phuong phép dui hinh thire tiéu chuén quéc té, tidu chuin khu vire
va tiéu chudn qudc gia hodc giao nhiém vu xdy dung phuong phép ndi bo .
e) Trao dbi v6i cac bén lién quan vé viéc sir dung phuong phap thir, néu c6 su sai léch so véi

thoa thudn ban d4u cin thong bao cho bén giri mu va duoc sy ddng y ctia bén giri mau.
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5.2 Hb so lra chon phwong phap thi:
5.2.1 Phwong phdp tiéu chuin:

— Khi chon c4c phuong phap thir theo tiéu chudn quéc gia, qubc té, nhu TCVN, ASTM,
APHA, AOAC...KXN cén phai danh gia diéu kién co ban — su phd hop ctia ngudn luc
KXN so véi yéu cau ctia phuong phép thir va viée dat dugc két qua thir nghiém c6 do
chinh x4c nhu phuong phap yéu cau hodc nhur mong muén ciia KXN.

o Véi mdi phuong phap tiéu chuén, KXN lap bién ban danh gia diéu kién co
ban ctia phuong phap theo BM-QLCL-15-01.

o Véi mdi phuong phap tidu chudn, KXN phai thdm dinh/x4c nhan gi4 tri st
dung cta phuong phéap theo thi tuc xéc nhén gia tri str dung ctia phuong phap
va lap hd so luu cac bé‘mg chimg da thuc hién nhu Ké hoach x4c nhén theo
BM-QLCL-15-02 ,béo céo két qua xdc nhén theo BM-QLCL-15-03.

o Dbi véi cac phuong phap thir d ban hanh ma khong c¢6 dir liéu vé& do chinh
xac thi KXN phai xac dinh dir liéu do chinh xac ctua phép thir dua trén dir liu
nghién ctru vé do chinh xac cia phuong phép (cach tinh do chum, do chéch
cua phuong phép theo QTQL-16).

- Khi thay dbi vé pham vi phuong phap, hoa chat, thiét bi... phai kiém tra danh gié lai gia
tri str dung cia phuong phép.
5.2.2 Phwong phdp ngi bj:
5.2.2.1 Xay dung phwong phdp thir ngi bo.
Cic hoat dgng sau day phai dwge tién hanh khi xdy dung phwong phap thir ndi bd:

— Lap ké hoach trinh Giam dbc phé duyét. Ké hoach phai néu ra dugc sy can thiét phai
xdy dung phuong phép, ndi dung va thoi gian tién hanh, héa chét, thudc thir, nhan luc,
du kién chi phi tiéu tén.

—  Nguodi chu tri x4y dung tap hop tat ca cac tai liéu ¢ lién quan, tién hanh cac budc theo
ké hoach da dugc phé duyét, thong bao thuong xuyén véi Trudng khoa xét nghiém/GD
Trung tdm tién do thuc hién dé c6 su diéu chinh ké hoach néu can.

5.2.2.2 N¢i dung phwong phdp thir ngi bo:
Cic ndi dung cén c6 trong phwong phap thir ndi bo:

— Muc dich va Pham vi ap dung
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Tiéu chuén, tai liéu tham chiéu.

Nguyén ly cua phuong phép

Thiét bi, hoa chit, dung cu (bao gém ca cac loai ching chuan, miu chuén cén thiét).
Tién hanh thir nghiém/xét nghiém: (gdm tir qua trinh 14y mAu, bao quan, van chuyén,
Iwu gift, va chuan bi mau tht, thuce hién kiém tra truée khi thuc hién cong viée, cac dir
liéu quan tric va két qua, céc bién phap do an toan cin chdp hanh, cic biéu miu st dung
trong qua trinh dp dung phuong phép)

Tinh toan két qua

D¢ chinh xéc cia phuong phéap

Ky¥ thuat an toan

Trong mé ti can chi tiét cac hoat dong sau:

Tién hanh thir nghiém/xét nghiém: qué trinh chudn bi mau, nudi ciy mau, pha ché dung
dich, chuin do, do, so sanh phén tich v.v...

Tinh két qua: ghi cong thirc tinh va cach bao két qua.

DPam béo chét lugng: ghi diy du chi tiét nhu yéu cau dam bao chat lwong.

Chuin muc/ hodc yéu ciu dé phé duyét hodc bac bé phuong phap

D0 khong dam bao va phuong phéap uéc lugng d6 khong dam bao

3.2.2.3 Phé duyét phuong phdp thir néi bé

Céc hoat dong sau day phai dugc tién hanh khi phé duyét phuong phap thir ndi bo:
Chuén bi ddy di phuong phép thir, hoa chat, thude thi, thiét bi, dung cu va nhan vién c6
nang lyc va kinh nghiém dé sin sang thuc hién.

Tuy thudc vao ting phuong phap cu thé, cic thong s cdn phé duyét ¢ thé thay dbi cho
phu hop.

Sir dung mgt hoiic tap hop cac ky thuit sau day dé danh gia.

Thir nghiém trén c4c mau da duge ching nhén.
Thtr nghiém lap lai.

Str dung mau chuén.

So sanh két qua thir nghiém lién phong.

Danh gia c6 h¢ théng céc yéu té anh hudng dén két qua.
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— Danh gia @6 khong dam bao do cta két qua dva vao hiéu biét khoa hoc vé nguyén tic ly
thuyét ctia phuong phép va kinh nghiém thuc té theo thu tuc dénh gia do khong dam bao
do.

Viée lwra chon thong sé cin phé duyét, ky thuét tién hanh phé duyét..., dugc ghi chi tiét
trong 50 tay hwéng din chung ciia tirng b phan.

~ Tién hanh phé duyét phuong phép. Tét ca céc sd liéu thu duoc phai duoc van ban hoa
va luu trir thanh van ban.

— Lap bdo céo phé duyét phuong phép. Trong d6 cong bd tinh thich hop cia phuwong phép
d6i véi muc dich st dung.

5.2.3 Phwong phdp khéng tiéu chuin cé tir bén ngodi :
Quy trinh 4p dung ddi véi phuong phéap khong tiéu chuén tuong tw nhir ddi véi phrong
phéap thir ndi b, ngoai trir khong thyc hién muc 5.2.1.1.

5.2.4 Cdc théng sé cé thé xdc dinh:

A. TRONG PHAN TiCH HOA HQC: Cic thong sé xac nhan thuong bao gdm:

Tinh dac hiéu, Tinh chon loc

La kha nang phat hién dugc chat phan tich khi cé mit céc tap chét khac nhu céc tién chét,
céc chét chuyén hoa, tap chit.
Cach xac dinh:

- Phén tich cdc mau tring, lip lai toi thiéu 6 lan d6i véi ting loai nén mau. Mdu trang

phai khong cho tin hiéu phan tich.
- Phén tich cac miu thém chudn & ham lwong gin LOQ, lap lai téi thiéu 6 1dn dbi voi
tirng loai mau thém. Mdu thém phai cho tin hiéu phan tich.
Chil thich: Ap dung céc thong sb nay d& x4c nhan khi mAu phan tich khac v6i miu nén néu
trong phuong phap tiéu chuén.

Khodng tuyén tinh va dwong chuéan (linearity and Calibration curve)

Khoang tuyén tinh la khoang ndng do & do co su phu thudc tuyén tinh gitra dai luong do
duoc va néng do.
Cdch xdc dinh:

- Chuén bi day ndng d6 chuén (ti thiéu 6 ndng do)

- Po néng d6 ctia dung dich chuan do theo day ndng do thay ddi
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- V& dudng cong phu thudc giita két qua do duoce va ndng db chét phan tich.

- X4c dinh khoang tuyén tinh

- Xay dung duong chuin va hé sb hdi quy tuong quan R

Trong khoang tuyén tinh ctia dudong chuin vé6i chit chuén tinh khiét, duong bidu dién

khoéng khéo sat tuyén tinh bang phwong trinh

y =ax+b

Trong d6 a: gid tri do déc ctia dudng chuin
b: gid tri hé s6 chin
Tinh hé sb twong quan R:

>, - X )y, -7)
x/Zx-X)ZZ(y: 7)

HNY' 2

Trong dé: x; 1a két qiia do ndng do theo diy néng do thay ddi

B R L

- Gi6i han chap nhén cta duong chudn: 0,99 <R?< 1

Trong d6 R 1a hé s6 twong quan hdi quy

Chui thich: Ap dung d6i v6i hau hét cac phuong phép phén tich dinh luong.
Gidi han phdt hién (limit of detection-LOD)

La nong d6 thdp nhit ctia chit phan tich ¢6 thé phat hién duoc
Cdch xdc dinh:

* LOD cutia phuong phap dinh tinh

- Phén tich 13p trén cdc mau tring thém chuén & cac ndng d6 nho khac nhau 10 1an.

- Xac dinh ty 1¢ phén trdm s6 1dn phat hién(dwong tinh) hodc khong phat hién duoc(am
tinh)

- Két lun Vi du: v6i ndng dé 100 ppm két luin dwong tinh khong con chic chén
100%).

* LOD cuia phuong phép dinh Iuong

Buéc 1: lam trén miu tring-xac dinh LOD wéc lwgng
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- Phén tich trén cic mAu tring ( mAu tring ¢6 thanh phan nhu miu thir nhung khong c6
chira chét cin phén tich); phan tich 10 lan.
- Xac dinh 46 léch chudn SD, cta 10 lan phén tich; do léch chuén nay phai khéac 0. Tinh
gia tri trung binh ctia miu tring Xo.
- Tinh LOD = X+ 3SD,
Buwée 2: lam trén miu thir
C6 thé xéc dinh LOD twong tu cac bude nhu trén nhung lam trén mau thir c6 ndng do thip

trong khoang 5-7 14n LOD uéc luong rdi tinh:

5 _2
SD= LZ()‘f,rf—)f) LOD= 3x SD

g e

Do chum (Precision): dj lap lai (repeatability) va dp tdi lgp (reproducibility)
Po chum (precision): do chum la thudc do cua do 1dp lai va do tai lap. Do chum dugc danh
gi4 théng qua céc thong s dic trung cta phuong phap phan tich: do léch chudn 13p lai S, do
1&ch chuén tai lap Sr (ISO 3534-1).

+ Do léch chuén ldp lai Sy cho thiy kha niang nhan dugc cac két qua quan tric tip
trung xung quanh mot gia tri trung binh sau khi thuc hi¢n n phép thu frong cing mot diéu
kién, cing mot KXN, cing mpt phwong phdp, cing mjt thiét bi, ciing mpt nhan vién trén

ciing mjt méiu thit.

+ Do léch chuén tai lip Sr cho thay kha ning nhan dugc céc két qua quan tric tap
trung xung quanh mdt gia tri trung binh sau khi thuc hién n phép thir khdng frong ciing mot

didu kién (khdc KXN, phwong phdp, thiét bj, nhan vién) trén ciing mjt mdu thit.

2

Sp = LZM:(Xk _f)

n—1'
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Bo tri thi nghiém:

Mau phan tich ¢6 thé 12 miu chuén, hodic miu tring c6 thém chuén, tot nhat 1a lam trén miu
thir hay mu thir thém chuén. Tién hanh thi nghiém l3p it nhét 6 14n.Tinh d6 léch chuin SD va
do léch chuan twong d6i RSD hay hé sb bién thién CV theo cong thirc:

SD = (Xk _X) RSD% = CV% = %Xwo

Tiéu chi d4nh gié:

RSD% khong dugc 16n hon gia tri cho trong bang & ham lwgng chét twong Gng:

TT | Ham lwong % | Ty I¢ chit Pon vi RSD%
1 100 1 100% 2
2 10 10! 10% 3
3 1 102 1% 4
4 0.1 103 0,1% 6
5 0.01 10 100 ppm (mg/kg) 8
6 0.001 1073 10 ppm (mg/kg) 11
7 0.0001 107 1 ppm (mg/kg) 16
&  |0.00001 107 | 100 ppb (ng/ke) 22
9 [0.000001 10 10 ppb (ng/ke) 32
10 |0.0000001 10° I ppb (ng/ke) 45

Do chéch (Bias)
D) chéch: Mirc d6 sai khac gitra gia tri trung binh cua céc két qua thir nghiém va gia tri

quy chiéu dugc chip nhan.

e RN
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* D0 chéch duoc xdc dinh hﬁng cach so sénh gitta gia tri trung binh két qua thu duogc tu
phwong phép phan tich trén mau chuan (miu chuan chimg nhan) va gia tri quy chiéu
ctia mAu chuén dugc chép nhan

* Do chéch phong thi nghiém (laboratory bias): Miurc d¢ sai khac gifra gid tri trung
binh ctia cac két qua thir nghiém tai mot phong thi nghiém cu thé va gia tri quy chiéu
duoc chip nhan.

* Do chéch phwong phap do (bias of the measurement method): Mirc d sai khac
gifra gi4 tri trung binh cua céac két qua thir nghiém nhan duoc tir tat ca cac phong thi

nghiém sir dung phuong phép d6 va gid tri quy chiéu duge chép nhan.

Do thu h oi (Recovery)
- Goi Cop la gid tri trung binh tir n 1an thir nghiém 13p lai trén mot mau thém hodc mau
chuén.
- Goi Ccry 12 gié tri cia mau thém hodc mau chuén.

- Ta c6 d6 thu hdi:

C obs

C CRM

Em:

Tinh dp khéong dam bao do tir cdc dit li¢u thuc nghié¢m trong phong thi nghiém (thi nghi¢m

don phong)
* Tiéu chi danh gia :
TT | Ham lwong % Ty l¢ Pon vi Gia tri thu
chit hoi trung
binh %
1 100 1 100%
2 |10 10T | 10% e
3 1 1072 1% 97-103
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+ 0.1 10 0,1% 95-105
5 0.0l 10% | 100 ppm (mg/kg) 90-107
6 0.001 103 10 ppm (mg/kg)
7 | 0.0001 10 1 ppm (mg/kg) 80-110
8 0.00001 107 100 ppb (ng/kg)
9 |0.000001 10° 10 ppb (ng/ke) 60-115
10 | 0.0000001 107 I ppb (ne/ke) 40-120

Nguyén ly co ban ciia cach tinh do KPBP tir dir liéu thuc nghiém la tong hop D6
KBBD dugc uéce lugng bang cin bac hai cia téng binh phuong do 16ch chudn S dic trung cho
dd khong chum ctia phép do va mot wéc lugng do chéch b theo phuong trinh:

u =./(S?+5%))
Dit liéu vé do chum:
- S;: D6 léch chuin ldp lai trong KXN
- Sgr: D6 léch chuén tai 1dp trong KXN
S = (S," +5,"))
Dit liéu vé d¢ chéch:
- A:Dj chéch giira gié tri trung binh két qua do 13p véi gia tri chuén tuong tmg.
- Urf: DO KDBD cua gi4 tri chuan/gia trj quy chiéu

S
- u=—=: Do KDBD tur d§ chum lap lai
Jn

2

b = \/(A2 +umf2 +§’—

n
Phwong phap tiép cin sir dung dir liéu thir nghiém thanh thao.
Proficiency Testing-PT
Khi tham gia thanh cong vao thir nghiém PT , KXN nhan dugc s6 Z —core, nghia la:
Xip — X ref
7 = s
Sr
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Trong d6 X 12 két qua ctia KXN da thu dugce dé guri cho co quan td chirc
X rer 12 12 gié tri 4n dinh(ddi chimg) ctia mau thir
Sr 1a d6 léch chuén

Tuwong tuy nhu cach tiép can don phong, do khong dam bao do c6 thé dugc udc lugng bang:

u = /(8 +5%)
Dit ligu vé dp chum:
- S=S;: Do léch chuén lip lai trong KXN
DiF ligu vé dé chéch:
A\: Do léch giita gi4 tri trung binh két qua do 1ap véi gia tri ciia chat chuan st dung.
A = Xp—Xref
- Urr: DO KDBD cuia gid tri da dugce 4n dinh 1am gia tri dbi chirng cho trong bao céo PT.

S
- u=-—=: Dy KDPBD tir d) chum ldp lai

Jn

S2

n

b= \/{Az +umfz 4

B. TRONG PHAN TiCH VI SINH VAT
B.1 POI VOI PHUONG PHAP PINH TiNH

Céc thong s6 x4c nhan thudng bao gbdm:
+ Gidi han phdt hién: 1a ndng do vi sinh vt thép nhét trong mau c6 thé x4c dinh dugc bing
phuong phép. Péi véi phuong phép dinh tinh gi6i han phét hién dugc tinh & ndng do co tdi
thiéu 90% mau c6 két qua duong tinh.

- Cdch xdc dinh:

Chon d6i trgng mau can thyc hién tham dinh

Thir ndm mat do vi khuan cho mdi loai vi sinh vét dich cho loai mau, gém ca ching am.
Céc mure do cu thé nhu sau:

© Mitc d6 1 (Lo) la ching 4m, chi can thuc hién 1 lan



TRUNG TAM KIEM SOAT BENH TAT TINH KHANH HOA | M higu: QTQL-15
KHOA XET NGHIEM-CPHA&TDCN Phién ban: 04
QUY TRINH LUA CHON PHE DUYET Ngay ban hanh: | 17/10/2022
PHUONG PHAP THU Trang: 14/18

o Mitrc d6 2 1a mirc do phét hién theo ly thuyét tir (1-9) CFU/25g va mdi
murc gdy nhiém ky hiéu L1la, L1b, L1c, v6i (1< Lla<L1b<Llc < 9) CFU/25g.
Mirc d6 2 duoc thuce hién 5 1an cho mdi miu nhiém.
o Mirc d6 3 (L2) la mic trén muc phat hién theo ly thuyét (10-15)
CFU/25g, mirc d nay chi can thuc hién 1 14n.

- Tinh két qud : LOD ctia mdi loai thye phé"un duogce tinh nhu sau

LOD = nong d6 vi khudn nhiém vao miu ma & d6 c6 it nhit 90% miu phan tich c6 két

qua duong tinh.

- Ddnh gid két qud

LOD < 10 1a dat yéu cu
+ Xdc dinh dp chinh xdc (hay do ding) 1a mic do gidng nhau giita két qua phan tich véi gi6i

han tham chiéu.

+ Dg dic hi¢u: 1a kha nang phan biét vi sinh vét dich véi cac vi sinh vét khac

+ DJ nhay: 1a ty 1€ cia céc vi sinh vt dich c6 thé phat hién duoc.

+ Dg léch duwong

+ D¢ léch am

- Cdch xdc dinh: Véi mdi d6i twong chudn bi cdc mau khéac nhau, chuén bi cac miu nay

thanh 2 nhém, trong d6 ¢6 mot nhém méu 4m tinh mét nhém miu duge giy nhiém mic
nong d khoang bang 10 1an LOD (khong théng bao cho kiém nghiém vién). B6 tri cac

kiém nghiém vién phan tich doc 1ap theo cing mot phuong phép dang nghién ctru.

- Tinh két qud
Két qua Mau chirng (+) Maiu ching (-)
Mau c¢6 két qua
TP FP
duong tinh
Mau c6 két qua am
FN TN
tinh
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P chinh x4c AC = TP+ TN x 100
N
TN
D6 dic hiéu SP = R x100
TN + FP
TP
Do nhay SE = TR LT x 100
TP + FN
FP
Do léch duong PD = FP+'TP x 100
FN
Do léch &m ND = =t x 100
FN + TN

Trong do:

TP (True Positive): duong tinh ding (miu chimg c6 két qua dwong tinh, két qua phan

tich cho két qua duong tinh)

FP (False Positive): Duong tinh gia (Mau ching cho két qua am tinh, két qua phan tich

cho két qua duong tinh)

FN (False Negative): Am tinh gia (Mau chiing c6 két qua duong tinh, két qua phan tich

cho két qua am tinh)

TN (true Negative): Am tinh dung ( mau ching cho két qua am tinh, két qua 4m phan

tich cho két qua am tinh)
n=TP + FP + FN + TN: Téng s6 két qua

- Pdnh gid két qua : Céc thong sb can dugc danh gia theo cac chudn mure sau:

Dbo chinh xac (AC) > 90%

Do dac hiéu (SP) > 90% Do 1éch duong (PD) <10%

D0 nhay (SE) > 90% D6 léch am (ND) <10%
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B.2 POI VOI PHUONG PHAP PINH LUONG

Céc thong s xac nhan thudong bao gdm:

+ Gidi han phdt hién va giéi han dinh lwgng: D6i v6i phuong phdp dinh Iugng, gi6i han
phat hién 1 ndng do vi sinh vt thdp nhit ma phuong phap dé c6 thé xdc dinh duge nhung
chua dinh lugng dugc.
- Gidi han dinh lugng cua phuong phép la néng d6 vi sinh vét thép nhit ma phuong phép c6
thé dinh lwong dugc véi dd chum mong muén.
- Quy trinh thuc hién:

Thyec hién kiém nghiém 5 mau & ndng do téi thiéu. Tai mic phét hién 1a trén 0 hodc gan
0 dé chic chén ring s6 lwrong miu dwong tinh ¢6 ty 16 < 50%.

Chon 3-5 ndng do trong khoang nbng do vi sinh vét du kién dé phén tich (vi du 10, 20,
50 CFU/25 g). Mbi ndng do thuc hién lap lai 6 1an. Ude tinh lwong vi sinh vét thdp nhit trong
mau c6 thé phat hién 50% két qua duong tinh.
- Tinh két qud: Tinh gi6i han phét hién va gi6i han dinh luong theo cong thirc sau

S
1,65

Gidi han phat hién LOD = 3,3 x SO

Gidi han dinh lvgng LOQ =10 x SO
Trong d6: LC; Lugng vi sinh vét thap nhét trong mau c6 thé phat hién 50% két qua dwong tinh
S0 : Tin hiéu nén.
+ Xdc dinh do chum (dg lap lai va dp tdi lgp ndi bj)

- D9 chum dugec sir dung dé chi mirc do gan nhau giita céc két qua phan tich

- Do lap lai chi do chum duge thyc hién trong nhiing diéu kién gan giéng nhau béi cing
mdt kiém nghiém vién va trong khodng thoi gian tuong d6i ngén.

- D0 tai 1ap chi @6 chum dugc thuc hién bai céc kiém nghiém vién khdc nhau (d¢ tai lap
ndi b phong thir nghiém hay con goi dd chum trung gian) hodc cac phong thir nghiém
khéc nhau (d¢ tai 1ap lién phong thir nghiém)

- Quy trinh thyc hién: Chon khoang 3- 5 loai nén mau thuc pham, mdi loai chon 3-5 san
phim (mdu ty nhién hogc miu ty nhidm). Déi véi mAu tw nhidm, cdy vi sinh vat véi

ndng d¢ khoang 10 2- 10 3 CFU/ don vi

a5/ y
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+ X4c dinh d6 lap lai: Mot kiém nghiém vién thuc hién kiém nghiém cic mu néi trén,
mdi mAu l3p lai 6 14n trong khoang thoi gian ngén.

+ Xac dinh d¢ tai lap ndi bd phong thir nghiém (d chum trung gian): hai kiém nghiém
vién, kiém nghiém cdc miu ndi trén, ldp lai 6 lan song song co thé thuc hién trong khoang
thoi gian twong ddi dai.

Céc dit lidu dé x4c dinh do tai lap cé thé thu duoc tir qua trinh kiém nghiém mau thuc
té, Iuu lai cac s6 lidu song song dé tinh toan.

- Tinh két qua
+ Do lédp lai: Tinh d§ 1éch chuin tuong dbi theo cong thirc

gl log a; + log b,
‘ 2
7 2
Y |[(loga, ~logh, )/x,]
RSD, =12

2n i

Trong do: ai, bi : Céac kél qua phén tich song song ctia kiém nghiém vién

xi: Két qua trung binh ctia hai 1an thi nghiém song song.

n: S két qua phan tich song song cua kiém nghiém vién

+ D0 tai 1ap ndi bd phong thir nghiém: C6 nhidu két qua lap lai song song cua hai kiém

nghiém vién A va B. Tinh d6 léch chuén twong d6i (RSD) theo cong thirc sau:

e log a. -+ log b,
’ 2
n 2
Z[(logai —logb, )/xi]
RSD, =1/

2n =
Trong d6: ai, bi : Cac két qua phan tich song song ctia hai kiém nghiém vién

xi: Két qua trung binh ctia hai 1an thi nghiém song song
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n: S6 két qua phan tich song song ctia kiém nghiém vién
Truong hop c6 nhidu kiém nghiém vién cung thuc hién ciing c6 thé ap dung cong thirc trén
dé tinh do tai lap
- Béanh gi4 két qua: Khi trong phuong phép chudn c¢6 cung cip céc thong s6 vé do chum thi
két qua xac dinh do 1ap lai SDr va do tai lap SDR cAn phai nhé hon céc gié tri néu trong
phuong phép chun.
6.  BIEU MAU/HO SO
TT| = Ténbiéumiu | Mahigu | Noiluu | Thoigian

1 | Bién ban dénh gi didu kién coban | BM-QLCL-15-01 | Khoa XN | 3 nam

K& hoach xac nhan gié tri sir dung
2 BM-QLCL-15-02 | Khoa XN 3 ndm
cua phuong phap

Bdo cdo két qua xac nhén gia trj st
3 BM-QLCL-15-03 | Khoa XN 3 ndm
dung cua phuong phép




