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| Quy trinh xac dinh do khong dam bao do | M4 sé: QT.05.HHTM.QL

1. Nguoi c6 lién quan phai nghién cizu va thuc hién dung cdc néi dung cua quy
trinh nay.

2. Ngi dung trong quy trinh nay cé hiéu luc thi hanh nhu sw chi dao cua Gidm
doc Bénh vién.

3. Mdi don vi dwoc phéat 01 bdn (cé déng dau kiém sodt). Cac don vi khi c6 nhu
cau bo sung thém tai liéu, dé nghi lién hé voi thu ky ISO dé cb ban dong dau
kiem soat.

NOI NHAN

STT Noi nhan

1 Khoa Huyét hoc — Truyén mau

2 Phong K¢é hoach téng hop
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1. Muc dich

- M0 ta quy trinh xac dinh d¢ khong dam bao do cta nhirng xét nghiém dinh luwong

tat cac phong trong Khoa Huyét Hoc Truyén Mau.
2. Pham vi ap dung:

- Ap dung cho cac xét nghi¢m dinh lugng tai khoa Huyét Hoc Truyén Mau Bénh

vién Bénh Nhiét d6i Trung Uong.

3. Trach nhiém:

Tat ca can bo nhan vién Khoa Huyét hoc — Truyén mau cé trach nhiém thuc hién

theo dung quy trinh nay

4. Pinh nghia, thuit ngir va tir viét tat
Dinh nghia:
Khong
4.2 Gidi thich thudt nga-:

- Do khong dam bao do (MU): thong s6 khong am dic trung cho sy phan tan cua

cac gia tri dai lugng duoc quy cho dai luong do, trén co s thong tin da sir dung

- Do khong dam bao do mé rong (U): tich cua d6 khong dam bao do chuan tong

hop va hé s6 16n hon mét (hé s6 hay hé sé phi: phu thugc vao dang phan bé xac

suit cua dai lwong ddu ra trong mo hinh do va xac suat phi di chon.

4.3 Tir viét tit:

- SD: Do léch chuan (Pai luong biéu thi su phan tan/bién thién cua cac két qua

Xét nghiém)
- MU: B¢ khong dam bao do
- U, Do khong ¢am bao phéi hop
- U: Bd khong dam bao ma rong
- PTCL: Phuy trach chét luong

- PTKT: Phu trach ky thuat
5. Ni dung quy trinh

Cac buéc Cac hoat dong chinh va tai liéu lién quan Nguwoi thuc

thuc hién hién
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5.1

Budc 1: Xac dinh chi tiéu xét nghiém cuy thé

Vi du: Sb lugng hdng cau, sé luong bach cau. ..

QLCL

5.2

Budc 2: Xac dinh nguon goc gy ra d6 khong dam bao.

Nhitng thanh phan chung anh huéng dén do khong dam

bao cua két qua xét nghiém Ia:

1. Dé khél'lg dam bao do mau Usample (XéC dlnh u

do lap lai (u.), u do tai lap (u.) trén mau thuc

2. DO dang (Usis: Us) trén mau chuan
3. Chétchuan QC Uy, (u:)
4, u khac ( u other)

QLCL

5.3

Budc 3. Pinh luong nhiing thanh phan khéng dam bao:

U Iap lai : Chay trén cung mot mau thuc trong
cung khoang thoi gian , do cung k¥ thuat vién trén
cuing mot 16 hoa chat. U lap lai 12 SD két qua céc
lan chay

U tai lap: Thuc hién trén mau thuc véi cac k¥
thuat vién khac nhau,chay ¢ cac thoi diém khac
nhau, trén clng mot 16 hda chat ,cung thiét bi. U
tai 13p 1a SD két qua cac lan chay

Do dung: Chay trén cung mau chiing trong cuing
thoi diém, mot ki thuat vién, cung héa chat, cing
thiét bi. , Do ding 13 SD két qua cac lan chay

U QC: Lay két qua chay QC hang ngay. UQC la
SD két qua céc lan chay

Uz, Uz, Us, UgC: lay két qua cua dénh gia phuong phap xét

nghiém lam hang nam

Uother . néu Cé
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5.4 Budc 4: Tinh d6 khong dam bao phéi hop (Uc) theo cong
thuec:
Ue = \/ul2 + U22+ U32 + uQC2 + uother2

55 Buéc 5: Tinh d6 khong dam bao mo rong
Nhan d6 khong dam bao phdi hop (u) véi factor k (hé sb
bao phu thong thuong k = 2) trong do khoang tin cay
95%.
Do khong dam bao mo rong (U) =k * u,

5.6 B&o cao tat ca dir liéu tinh toan theo biéu mau Tinh d6 | Nhan vién
khong dam bao do BM.05.HHTM.QL.01 xét nghiem

5.7 Néu duoc yéu cau, thong tin ndy ciing nén cung cap cho | Nhan vién
béc si trén phiéu két qua. xét nghiém
Vi du: S6 luong hong cau 1a 4,5T/L . Bao cao do khdng
dam bao mo rong (U = 0.1) trong két qua xét nghiém
theo kiéu “4.5+0.1” trén co s& do khong dam bao chuan
dugc nhan véi hé sé phit k =2, cho 1 khoang xéc suat tin
cay 95%.

6. Ho so
STT Tén ho so luu Noi luu Thoi gian luu
1 | Biéu mau tinh d6 khéng QLCL 5 nam
dam bao do

7. Tai liéu lién quan
— Biéu mau tinh d6 khong ¢am bao do — BM.05.HHTM.QL.01

— Quy trinh lya chon va danh gia phuong phap xét nghiém — QT.12.HHTM.QL

8. Tai liéu tham khao:
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TCVN 9595-3:2013 (ISO/IEC Guide 98-3:2008)
- ISO/TS 21748

- Guidelines for the validation and verification of quantitative and qualitative test

methods (NATA — Technical Note 17 — 10/2013)

- Guidelines for estimating and reporting measurement uncertainty of chemical
test results ( NATA — Technical Note 33 — 6/2013)
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