
BQYTE
VIF,N Y HQC BIEN

so:472ru-YHB Hdi Phdng, ngdy 3/ thdng4) ndm 2024

THI'MOI CUAO CTA
VO viQc cung cfp dich vg dio t4o vir tu v6n xiy drpng hQ thiing quin li chft tugng

ISo 15189:2022 cho phdng x6t nghiQm y t6 cfra viQn y hqc bi6n

Kfnh efci: C6c C6ng ty, dcrn vi cung c6p dich ru tai ViQt Nam

ViQn Y hqc biiSn c6 nhu cAu ti6p nhfln brio gi6 dC tlam kh6o, xdy dr,rng gid g6i thAu,
ldm co sd t6 chric ltra chgn nhd thAu cho g6i thAu cung c6p dlch vu ddo tao"u.i t""u6n *ay
dung hQ th6ng qudn ly ch6t lugng ISO I 5189:2022 cho phbng x6t nghiQm y t6 cria ViQn y
hqc biOn phuc ru cdng t6c qu6n ly ch6t luqng x6t nghiQm, vdinOi dung .g irre nhu sau:

I. Thdng tin cria tlon vi y6u cAu chiro gi6
1. Dcrn vf y6u cOu b6o gi5: ViQn Y hqc bi€n
so zt duong vd Nguy€n Gi6p, phuong K€nh Ducrng, qu{n L6 ch6n, Tp. H6i

Phdng.

2. Thong tin li6n hQ cria ngudi chiu tr6ch nhiQm ti6p nhdn b6o gi6;

- Phdng quin tri vQt tu - thi6t bi y t0. SDT: 02253 5rg 6g7 (nh6nh 502).

3. Cdchthric ti6p nhQn b6o gid:

- Nh0n vdn b6n giSy trgc diSp tai dia chi: V6n thu, ViQn y hgc bi6n

- Ho{c grii file tryc ti€p Email: qtvt@vinimam.org.vn

4. Thdi han ti6p nhan brio gi6: Tu 08h ngdy 01 th6ng 11 ndm 2024 d)ntru6c l7h
ngdy 11 th6ng 11 ndm 2024.

cdcbilo gi5 nhfln dugc sau thdi diom nOu tr€n s€ kh6ng dugc xem xdt.
5. Thdi h4n c6 hiQu lpc cria b6o gi6: TOi thi6u 90 ngdy, te tu ngdy ghi trong b6o

gi6.

II. NQi dung y6u cAu chio gif:
1. Danh {ngc.y€u cAu chdo gi6:.(Chi ti6t tai phg luc 1)
2. Y€u cAu h6 so b6o gi|bao g6m c6c tiriliQu sau:

-B6o giir.

- H6 so ndng luc cria dcrn vf tham giabdo gi6.
Lrru y: C6c dcrn vi b6o gi6 dA bao gdm.thuti, phf lQ phf (n6u c6), chi phf thuc hiQn

dich 4r. B0n sri dung dich vu kh6ng ph6i tr6 u6t ty mOt chi phi ndo th€m.

Trdn trong c6m crn!

Noi nhpn:
- Website cria ViQn Y hgc bi€n (d6 c6ng khai);
- Luu: VT, QTVT.

CQNG HOA XA ngr CHU NGHIA VrET NAM
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PHU LUC 1

)ng vdn s6. ++2/TM-yHB ngdy J,l thang,tOndm 2024)

ftv ddo tao vd.tu v6n x6y dung hQ"th6ng qu6n ry ch6t luqng ISo
6t nghiQm Y t6 cria ViQn y tqc UiCn

STT NQi dung thqc hiQn YOu ciu thr;c hiQn Dorr vi
tfnh

S6
IuerngI cHi rrtu

Einh luqng Glucose

C6 hO so d6p ung y€u cAu c0a ti6u chuAn tSO
15189:2022 vd t6 chric C6ng nhQn ISO
15189:2022 cho phong xdt nghiQm y tri

I
H6 so

2 Dinh luqng Cholesterol H6 so
aJ

_qi!b luqng Triglycerid H6 so I
4 Dinh luqng GOT Hd so
5 Dinh luqng GPT H6 so I
6 Piqlr lucrng Ure H6 scy I

1

7 Dinh luqng Creatinin H6 so I

8 Elnh luqng Uric H6 so
9 Dinh luqng CEA H6 so I
t0 Pinh iuqng AFP H6 so I
11 Dinh lugng FT4 H6 so
t2 Dinh luqng TSH H6 so II
t3 Dinh luqng CA t9-9 Hd so 1I
t4 Einh luqng PSA Hdso I r

l5 X6t nghiQm HIV test
nhanh

-, .r., . .
r ruet bt du(

n

H6 so I

t6 Xdt nghiQm HBsAg test
nhanh Hd so

t7 | s6 tuqng h6ng cAu H6 so I
18 Qqiq,"g b4ch cAu H6 so I
t9 56luqng ti6u cAu H6 so I
20 Huytit s6c t6 TJA

II HIDU CHUAN THIET 1

Mdy ly tAm dng nghiQm 
I

rc hi6u chu6n boi dcrn vi duoc C6ng
rpn ISO/IEC 17025:2017

ThiCt
bi I

2 Tt lanh 3601 Thi6t
bi I

3 Nhi€t kC Thi6r
bi

4
Pipet rhay A6i ttr6 tictr
100-1000ul cal I

5
Pipet thay d6i--thi

tfch10-100uI cal I
III I tIV U Hrt'rN VA DAO AO HE tH6wc rso t{tRo.rnrt
I Thr;c hiQn vd ddo tao - Kh6o sat ma

B0 quy I
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nghiQm
- Re so6t danh muc thi0t bi, h6a chdt

- DAnh gi6 so b0 di6u kien m6i trudng cua

Phong x6t r-rghiqm theo ti6u chuAn ISO

15189:2022 d6i v6i c6c chi ti6u x6t nghiQm-

- Thu thflp tdi liQu ctra Phong x6t nghiQm-dC dinh
hudng xdy dgng HQ thOng quan lf chAt luqng

- Tu vAn thanh l4p ban ISO (xAy dwrg. qu6n l;f

vd vfn hdnh).
- Lap k6 ho4ch tri6n khai xAy dpg hQ th6ng

qu6n l;f chdt lugng ISO 15189:2022
- Ddo t4o vd cAp chimg chi nhfln thric chung theo

ti€u chudn ISO 15189:2022
- Hudng d6n c6ch thric xdy dung He thdng quan

lli ch6t lugng;
- Tu vAn so4n thiro cdc tiri liQu' h6 so thuQc HQ

th6ng quan llf chAt luqng nhu: !6 tay chAt luqng'
quy lrinh 

"qual 
l1i, hucrng ddn k! thu4t x6t

nghi6m, bi6u mdu...
- b* hdnh h9 th6ng qudn lli theo ti€u chuAn ISO

15189:2022
- Hucrng dAn v6n henh H9 th6ng qudn lf ch6t

lugng vlro ho4t dQng thUc t6;
- Khac phpc c6c di6m chua phu hqp cua cira hQ

thdng quin lf.
- Ddo tao tinh dQ kh6ng dim bAo do vd x6c dinh
c6c chi sd li6n guan;
- Hucrng d6n tiOn hdnh thu th4p s6 liQu tinh to6n

dQ khdng ddm bdo do cho c6c chi ti€u dang k;f

Hufng d6n ph€ duyQt. x6c nh{n gi6 tri su dpng

cua phuong ph6p;
- Thlrc hanh thu thpp sd liQu phr,lc vp tinh to6n

d0 kh6ng d6m b6o do vd ph€ duyQt phuong ph6p

- ThAm dinh k0t qu6 tinh toan d0 khOng dim cho

c6c chi ti0u dang kli cdng nhan

- ThAm tra ph€ duyQt vd x6c nhfln gi6 tri su dgng

cho c6c chi ti6u x6t nghiQm cua phdng xdt

nghiQm.
- Hu6ng dan n6m so6t chdt luqng nQi b0;

- Hu6ng d6n dim bio ch6t lugng k6t qu6 x6t
nghiQm Q'{Qi kiOm, Ngo4i ki€m)
- Hufng d6n Phong xdt nghiQm x6c dinh c6c riri
ro 6nh hucrng d0n tinh kh6ch quan cta ho4t dQng

xdt nghiQm

- Hu6ng a6n n6m soSt c6ng viQc x6t nghiQm

kh6ng phu hqp.
- Hu<rng d6n itra ddi vd bd sung c6c di6m chua
phir.hqp.sau khi DAnh gi6 nQi b0
- Dd xuAt cdc gidi ph6p cho c6c vucrng mic c0a

Phong xdt nghiQm trong qu6 trinh triCn khai xdy

dpg he thdng qu6n li chAt lugng ISO

15189:2022
- Ddo t4o vd c6p chimg chi d6nh gi6 nQi bQ theo

ti6u chu6n ch6t luqng ISO 15189:2022
- Tdp hu6n c6c kV ndne danh gi6 nOi b0: Thdnh

ISO 15189:2022 cho
Khoa X6t nghiQm



l{p tloan <l6nh gi{ quy trinh 6fnth gi6, nQi dung

<lanh gi6 nOi b0; .l4p b6o c6o di6m kh6ng 
-phu

hqrp vi b6o c6o k6t qua <ldnh gi.a; k! nEng th6m
dinh hanh <lQng khdc phuc h. thdng;
- Tham gia Danh gi6 nQi b0 cho phdng x6t
nghiQm;
- Tham gia thlrc hiQn xem x6t l6nh dao vd e6p i'
<lC xu6t phucmg 6n ndng cao ndng lqc phdng x6t
nghiQm.
- RA so6t, kh3c phgc nhfing tli0m chua phtr hqp

cia HQ th6ng quan $ chdt lugng theo ti6u
chudn ISO 15189:2022;
- T6ng hgp vd nQp hd so ddng klf C6ng rfian;
- KhAc phpc (hQ th6ng) sau d6nh gi6 C6ng nhQn


