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Bién soan Xem xét Phé duyét

Ho tén

Ky tén
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THEO DOI SUA POI TAI LIEU

TT Vi tri Nbi dung stra doi Ngay sira doi

1. Muc dich

Quy dinh trach nhiém, trinh tu tién hanh viéc xem xét danh gia cac phuong phap
thir, phuong phép tinh toan d6 khong dam bao do trién khai 4p dung trong PTN.
2. Pham vi ap dung

Ap dung cho tit ca cac phuwong phap cua PTN.

3. Tailiéu tham chiéu

S tay chét luong, chuong 09
TCVN 6910:2001 D6 chinh x4c ctia phuwong phap do va két qua do.
4. Thuat ngir va giai thich

5. Trach nhiém

Phu trach k¥ thuét phdi hop v6i phu trach chét lugng chiu trach nhiém t6 chuc thuc
hién theo dling quy trinh nay.

- Lanh dao tién hanh phé duyét bao cdo

6. NO¢i dung

6.1. Phwong phdp thir cin phé duyét

- Cac phuong phép thtr maoi.

- Cac phuong phép thtr khong tiéu chuan

- Céac phuong phap thir do PTN xay dung

- Phuong phap thir ¢6 thay d6i hodc mo rong pham vi st dung
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Lueu do déanh gid, phé duyét phirong phdp thir treée khi dwa vao sir dung.

Yéu ciu phé duyét phuong phap thu
(Yéu cau khach hang, phat trién
phuong phap thir maéi)

1
Lwa chon phuong phap thuw, tai licu
ap dung dé phé duyét
1
i 3
PPT tiéu chuan (TCVN, PPT tham khao ( PPT da
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' bo)
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Chép nhén hoan toan Phé duyét diy du PPT
PPT tiéu chuén
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6.2. Cach xac dinh cac thong sd:

6.2.1. Do lap lai (Repeatability):
Tién hanh 1am thi nghiém 13p lai nhiéu lan (it nhat 6 lan) trén cung mot mau trén

cung mot thiét bi trong mot khoang thoi gian twong ddi ngan véi ndng do gidng nhau.
Do 1ap lai duoc tinh theo dg 1éch chuan:

oy \/ S (Xi— X)

n—1

— Do léch chuan tuong d6i: % RSDr = SDr+100/ X
— Trong do:
+n : s6 1an tién hanh phép thir;
+ Xi : Két qua cua lan thir nghiém i+ SDr: Do I¢ch chuan
+ SDRr: 6 1éch chuan tuwong dbi lap lai (%)
boJ 1ap lai tai chép nhan tai cac néng do khac nhau:

6.2.2. Dy tai 1ap/ Reproducibility:

Do tai 1ap trong ndi by phong thtr nghi€ém duoc thuc hién béng cach: thur nghiém
trén cing mot mau dong nhat, thyc hién bai cac nhan vién khac nhau, thiét bi khac
nhau (néu c6), ngdy khac nhau. Mdi nhan vién thuc hién n lan thir nghiém (it nhét 6
lan).

Va duogc tinh twong ty nhu d¢ 1ap lai.

**% Gi6i han chap nhan ciia @6 1ip lai va @6 tai l1ap ¢ cic nong d6 khac nhau:

. . % PRSDyg, max % RSDr, max
Nong do chat phan tich _ -
(tai lap) (Iap lai)
100% 2 1.3
10% 2.8 1.9
1% 4 2.7
0.1% 5.7 3.8
100ppm 8 5.3
10ppm 11.3 7.5
1ppm 16 14
100ppb 22.6 18
10ppb 32 21
1ppb 45.3 30

6.3.3. LOD va LOQ

* Dwa vao do léch chuan:
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Cich 1: Lam trén miu tring
(mAu tring 13 mAu c6 thanh phan nhu mau thir nhung khong ¢ chit phan tich)

Phan tich mau 10 1an song song, tinh do I¢ch chuan. Do léch chuan nay phai khac 0.

LOD= *_ +3SD, LOQ= X +10SD,

i (xo,. - x_0)2

i=l

SD, = n—1
Trong d6:  SD, : do I¢ch chuan cta mau tréng
n : s0lan tht nghiém;
Xo

i : két qua cua mau trang ¢ lan thir nghiém thir 1

Yoo lfét qua trung binh ctia miu tring

Cach 2: Lam trén mau thir

(nén chon mau thir c6 ndng d6 thap. Vi du trong khoang 5-7 1an LOD udc luong)
Phan tich 10 1an song song. Tinh gia tri trung binh x , va do léch chuan SD

LOD =3 x SD, LOQ=3 x LOD

Panh gia LOD da tinh dwgc: tinh R= */LOD

+ Néu 4 <R <10 thi ndng d6 dung dich thir 1a pht hop va LOD tinh duoc 1a dang tin
cay

+ Néu R <4 thi phai dung dung dich thur dam dac hon, hodc thém mot it chit chuan
vao dung dich thir da dung va lam lai thi nghiém va tinh lai R

+ Néu R > 10 thi phai dung dung dich thtr lodng hon, hodc pha lodng dung thir d
dung va lam lai thi nghiém va tinh lai R.

6.3. 4. Do khong dam bao do

Thuc hién theo cac budce sau:

- Phan tich miu chuin d3 biét ham luong, hodc phan tich mot mau déng nhét c¢6 ham
luong xéc dinh;

- Phén tich mAu ldp lai t6i thiéu 20 1an, tinh két qua cac 1an phan tich

(cac 1an phan tich nén duogc bd tri cac ngay khac nhau);

- Tinh gia tri trung binh, d6 1éch chudn va hé s6 bién thién cua két qua phan tich.

- b6 khong dam bao do dugc tinh theo cong thure sau:

Ug (%) = tey X C\'TR (00)

Trong do:
Uy: D6 khong dam bao do tong(%)
CVy: Hé sd bién thién ctia do thu hdi hodc ham luong (%)
t, o 214 tri t-student tra bang v61 mirc y nghia o = 0,05
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k:Bactudo(k=n-1)
n : S lan thir nghiém

7. Huéng din, biéu miu ap dung

STT ;Ma h}r o’ngx Tén hwéng din, biéu miu Thoi gian Noi luu
dan, biéu mau luu
K¢é hoach xay dung phuong phap tinh
1. BM.QT.07.01 3 nam PTN
do khong dam bao do
B4o céo két qua phé duyét phuon
2. | BM.QT.07.02 P Y s 3 ndm PTN
phap
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