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ABSTRACT

Objective: The medical laboratory quality assessment criteria issued under Decision 2429/2017/
QD-BYT are organized into 12 quality system essentials comprising 169 criteria, whereas
ISO 15189:2022 arranges its requirements along the Plan-Do-Check-Act (PDCA) continual
improvement cycle. This study aimed to establish, operate, and evaluate a quality management
system harmonizing the two structures in a hospital laboratory.

Methods: A descriptive interventional study was conducted at the Laboratory Department of
Hong Bang International University Hospital from January to December 2025. The chapters of
Decision 2429/2017/QD-BYT were mapped to the clauses of ISO 15189:2022, re-ordered along the
PDCA cycle, and translated into a coherent documentation chain comprising the quality manual,
procedures, and records. The system was implemented and assessed using the Ministry of Health
quality-level checklist.

Results: A correlation matrix linking the 12 chapters to Clauses 4 to 8 of ISO 15189:2022 was
produced, and the 12 essentials were restructured into four PDCA phases. The documentation
comprised 3 manuals, 39 PDCA-coded management procedures, and a 6S-based records system.
After one operating cycle, the self-assessment score reached 234/268 points over 169 criteria,
rising from 67.4% (level 2) to 87.3% (level 3).

Conclusion: Harmonizing the 12-essential structure with the PDCA model enables a laboratory
to satisfy national requirements and international orientation through a single, workable
documentation system, and may serve as a transferable model for other medical laboratories.

Keywords: quality system essentials; PDCA cycle; ISO 15189:2022; Decision 2429/2017/QD-BYT;
medical laboratory.

*Corresponding author
Email: tuanns@hiu.vn Phone: (+84) 969857486 DOI: 10.52163/yhc.v67iCD14.6490

208




/
i:+l_l N. S. Tuan et al. / Vietnam Journal of Community Medicine, Vol. 67, Special Issue 14, 208-212

THIET LAP HE THONG QUAN LY CHAT LUO'NG XET NGHIEM HOA HO'P GIT’A
12 THANH TO TRONG QUYET DINH 2429/2017/GD-BYT VA MO HINH PDCA TRONG BO CUC
ISO 15189:2022

Nguy&n Thi Higu Y&n2, Nguy&n Thi L& Thiy?, Nguy&n Van Minh, Vi Mong Tuy&t?, Trinh Anh Kiét?, L& Thi Lai?,
Nguyén Van Sang?, Nguyén Si Tuédn'

'Khoa Xét nghiém Y hoc, Truong Pai hoc Quéc té€ Héng Bang, Thanh phé H6 Chi Minh, Viét Nam
2Khoa Xét nghiém, Bénh vién Dai hoc Qudc té€ Héng Bang, Thanh phé H& Chi Minh, Viét Nam
3Céng ty C6 phan Bénh vién Van Phuc, Thanh phé H6 Chi Minh, Viét Nam

Ngay nhan bai: 13/07/2026
Ngay chinh stra: 20/08/2026; Ngay duyét dang: 09/09/2026

TOM TAT
Muc tiéu: Thiét lap, van hanh va danh gia mot hé théng quan ly chat lugng hoa hgp gitra cu tric
12 thanh t6 clia Quyét dinh 2429/2017/QD-BYT va mé hinh PDCA trong b6 cuc I1ISO 15189:2022.

Phuong phap nghién ctru: Nghién cliu can thiép, mb ta cit ngang tai Khoa Xét nghiém, Bé&nh vién
Pai hoc Quéc té Hong Bang tlr thang 01/2025 dén thang 12/2025. Nhém nghién cltu ra soat tuong
quan gitra 12 chuong clia B& tiéu chi véi cac diéu khodn ISO 15189:2022, sép xé&p lai 12 thanh t&
theo trinh tw PDCA, bién soan ddng bd hé théng tai liéu, dua vao van hanh va lugng gia bang bang
kiém murc chat lugng ciia BO Y té.

K&t qua: 12 chuong clia Bo tiéu chi dugc anh xa tdi ndm nhém diéu khoan (Piéu 4-8) cua I1SO
15189:2022 v3 tai cau tric theo bdn giai doan PDCA. Hé théng tai liéu gdom 3 s6 tay, 39 quy trinh
quan ly ma héa theo PDCA va hd sd minh chitng bé tri theo nguyén tac 6S. Sau mét chu ky van
hanh, diém tu dénh gia dat 234/268 trén 169 tiéu chi, tang tir 67,4% (mdc 2) lén 87,3% (mUrc 3).

K&t luan: Hoa hop c4u trdc 12 thanh t6 vdi moé hinh PDCA cho phép dap (ng dong thdi yéu cau
trong nudc va dinh huéng quéc té trén mot hé théng tai liéu thdng nhat, cé thé md rong cho céac
phong xét nghiémy hoc khac.

Tty khéa: 12 thanh t6 chéat lwgng xét nghiém; chu trinh PDCA; ISO 15189:2022; Quyét dinh
2429/2017/Qb-BYT; phong xét nghiém y hoc.

1. DAT VAN DE

K&t qua xét nghiém gitr vai trd quan trong trong kham,
chira bénh va déng thdi mang tinh phap ly. Thiét lap, van
hanh, duy tri va cai tién hé théng quan ly chat lugng nham Diéu 5 - Co cau, quan tri ~ Diéu 6 - Nguon luc
bao dam két qué chinh xac, tin cay, kip thoi la nhiém vu cua biéu 8.2-8.4 - Tai liéu, ho so Diéu 7 - Qua trinh xét nghiém
phong xét nghiém theo quy dinh ctia B Y té tai Quyét dinh s6
2429/Qb-BYT ngay 12/6/2017 ban hanh B0 tiéu chi danh gia
murc chat lwgng phong xét nghiémy hoc [1]. Mic chéat lugng PLAN
xac dinh qua céc dot kiém tra, danh gid cla BO Y té va S&'Y Hoach dinh
té 12 co sd dé lién thong két qua xét nghiém gilta cac co s&
kham, chira bénh theo nguyén tdc cong nhan lan nhau [1].

Trén thuc té, phong xét nghiém vira mong muén dat
muic chat lugng cao theo Bé tiéu chiclia B Y t&, vira hudng
téi chudn muc quéc té trong linh vuc xét nghiém vy té 1a
ISO 15189 [2]. Khi theo dudi ddng thdi hai muc tiéu, don vi
thudng gap khé khan trong thiét Ap va van hanh hé théng
quan ly chat lugng do khac biét vé cau tric gilra Bo tiéu chi
12 thanh t6 va mo hinh PDCA trong ISO 15189:2022. -—

Céach tiép can phd bién hién nay déi vdi hé théng quan
ly chat lwgng 14 1SO 9001:2015, tiéu chudn dua ra cac yéu
cau ap dung cho moi loai hinh va quy md t8 chirc, dugc

Chu trinh PDCA trong bé cuc ISO 15189:2022

Diéu 4 - Yéu cau chung: céng bang, bdo mat, quyén ngudi bénh

cdu truc theo chu trinh cai tién lién tuc PDCA (Plan - Do Diéu 8.5 - RUi ro, co hoi Diéu 8.8 - Danh gi& nodi bo
- Check - Act, tirc Hoach dinh — Thuc hién — Danh gia két Diéu 8.6-8.7 - Cai tién, khac phuc Diéu 8.9 - Xem xét lanh dao
qua thuc hién - Hanh dong) [3]. Trong linh vuc xét nghiém

Y 1€, cac yéu cau cua ISO 15189:2022 cling dugc cdu tric Hinh 1. Chu trinh cai tién lién tuc PDCA trong bé cuc
theo chu trinh nay; twong quan gitra hai tiéu chuan dugc A N o p ea G
thé hién tai Phu luc B ctia TOVN ISO 15189:2025 [2] (Hinh ~ C8C Yeu cau cliaISO 15189:2022 (bieu 4 dén bieu 8)
1.1). Pay la diém mdi so véi ISO 15189:2012, phién ban O chiéu ngugc lai, Bo tiéu chi ctia BO Y t€ gom 169
chia céc yéu cau thanh hai phan quan ly va ky thuat. tiéu chi, dugc cau tric theo 12 thanh t6 chat lugng cla
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Vién Tiéu chuédn LAm sang va Xét nghiém (Clinical and
Laboratory Standards Institute, CLSI) [4] - m6 hinh cling
dugce T6 chire Y t& Thé gidi khuyén nghi cho hé théng quan
ly chat lugng phong xét nghiém [5]. Mudi hai thanh t6
dudgc bd tri thanh 12 chuang (Hinh 1.2); ndi dung céac tiéu
chituong quan chat véi ISO 15189:2012 va hién chua cap
nhat céc thay déi ctia ISO 15189:2022 [1,2].

Hé théng quan ly chat lugng 12 thanh té
(Quyét dinh 2429/2017/QD-BYT - 169 tiéu chi, 268 diém)

Chuong | Chuong 11 Chuong 11l
Quan ly tai liéu
va ho so
10 diém

T6 chic va quan ly
phong xét nghiém
23 diém

Quan ly nhan su

21 diém

Chuong IV Chuong V Chuong VI
Quan ly
trang thiét bi

30 diém

Cung cép dich vu,
quan ly khach hang
13 diém

Danh gid noi bo
13 diém
Chuong VII

Chuong VIl Chuong IX

Quan ly qua trinh
xét nghiém
57 diém

Quan ly mua sém,
vat tu, héa chat

23 diém

Quan ly thong tin

11 diém

Chuong X Chuong XI Chuong XII

Su khéng phu hgp, Co sd vat chat

va an toan
32 diém

Cai tién lién tuc

hac phuc, phong ngirg
14 diém

21 diém

Hinh 2. Hé th8ng quan ly chat lwgng 12 thanh té6 - 12
chuong trong Quyét dinh 2429/2017/QD-BYT

V&i khac biét néu trén, phong xét nghiém cé nhu cau
van hanh mot hé théng quan ly chat lugng hoa hop gilra
hai c4u tric. Nghién ctiu nay dugc thuc hién nham: (i)
ra soat tuwong quan gilta cac chuong cta Quyét dinh
2429/2017/QD-BYT véi cac yéu cau cua ISO 15189:2022;
(i) cAu tric hé théng quan ly chat lwgng 12 thanh t6 theo
trinh tw PDCA,; (iii) thiét lap dong bd hé thong tai liéu tir
s8 tay chéat lugng dén quy trinh va hd so minh chitng, phu
hop v&i hoat dong thuc té cua don vi; va (iv) dua hé théng
vao van hanh va danh gia mirc chat lugng theo Bo tiéu chi.
2. DOI TUONG VA PHUONG PHAP NGHIEN CU'U
2.1. Thiét ké nghién ciru

Nghién cltu can thiép, mé ta cat ngang, thuc hién
théng qua xay dung mé hinh va ap dung vao thuc tién.
2.2. Pia diém, thoi gian va déi twgng nghién ciru

Nghién clru dugc thuc hién tai Khoa Xét nghiém, Bénh
vién Pai hoc Quéc t€ Hong Bang, tir thang 01/2025 dén
thang 12/2025. D4i tugng nghién cttu la hé théng quan ly
chat lugng clia Khoa Xét nghiém, dugc xdy dung trén co s@
tich hgp c&u triic 12 thanh t6 trong Quyét dinh 2429/2017/
QDb-BYT va md hinh PDCA trong ISO 15189:2022.
2.3. Ndi dung va céc buédc ti€n hanh

Nghién cltu ti€n hanh qua nam budc: (i) phan tich
tuong quan gitra cac chuong clia Quyét dinh 2429/2017/
QD-BYT vdi céc diéu khoan ctia ISO 15189:2022; (ii) phan
tich cdu trdc PDCA trong b6 cuc cac yéu cdu cla I1SO
15189:2022 theo Phu luc B ctia TCVN ISO 15189:2025 va
sép x&p cac chuang cua Bo tiéu chi theo trinh tu PDCA;
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(iii) bién soan s6 tay chéat lwgng, hé théng quy trinh va bd
tri luu trit hd so nhat quéan theo trinh tu PDCA; (iv) trién
khai van hanh hé thong; va (v) dung bang kiém murc chét
lwgng ciia B Y té lam cdng cu do ludng thong qua kiémtra
sy day du clia hd s@ minh chirng cho c4 hai chuén muc.
2.4. Xir ly va phan tich sé lidu

K&t qua déi chiéu dugc trinh bay dudi dang bang énh
xa ndi dung. Diém ty dénh gia theo bang kiém dugc tinh
theo huéng dan cua B6 tiéu chi, trinh bay bang sé diém
dat, diém t6i da va ty l& phan tram cho tirng chuong; mirc
chét lugng dugc xac dinh theo thang 5 mic clia Quyét
dinh 2429/2017/QD-BYT [1]. Piém tu danh gia dau vao
(trudc khi ap dung hé thong hoa hgp) va dau ra (sau mot
chu ky van hanh) dugc so sanh truc tiép bang chénh léch
tuyét déi clia ty l& diém dat.
2.5. Pao dirc nghién cru

Nghién clru dugc thuc hién trén hé théng tai liéu va ho
sg quan ly chéat lugng clia phong xét nghiém, khéng thu
thap di liéu ca nhan clia ngudi bénh va khéng can thiép
&én nguoi. Nghién cltu dugc suw dongy clia Ban Giam doc
Bénh vién Pai hoc Quéc t€ Hong Bang.

3. KET QUA
3.1. Twong quan gitta cadc chwong cia Quyét dinh
2429/2017/QD-BYT véi cac yéu cau ciia ISO 15189:2022
Trén co' s@ ddi chiéu ndi dung, 12 chuong clia Quyét dinh
2429/2017/QD-BYT dugc 4nh xa téi ndm nhom diéu khoan
(Piéu 4 dén Diéu 8) cua ISO 15189:2022 va dinh vi vao giai
doan PDCA tuong ing; két qua dugc trinh bay tai Bang 1.
Bang 1. Déi chi€u 12 chuong ctia Quyét dinh 2429/2017/
QD-BYT vdi cac diéu khoan ctia ISO 15189:2022 va giai
doan PDCA tuwong i’ng

0] yia: N ~
§ Ngl(gﬂcgttgfnnhh ' | Bigu khoan twong &ng | Giai doan
'L=> 2429/2017/QD-BYT) cua ISO 15189:2022 PDCA

s .+ ., .. | 5.1-5.5(cdcdu, quan
| Toh%:uigffuhﬁgg tri); 8.9 (xem xét cla Plan
phong xet nghic lanh dao)
Quan Iy tai lidu va 8.2-8.4 (tai liéu hé
[ r:lb g théng; kiém soé4t tai Plan
liéu; kiEm soat ho so)
i Quan ly nhan sy 6.2 (nhan sv) Do
Cung cép dich vu va [4.3; 5.3; 6.7 (thda thuan
V| quan 1y khéch hang | dichvu); 7.7 (khigu nai) | 20/ Check
6.4-6.5 (thiét bi; hiéu
V |Quan ly trang thiét bi| chuén va lién k&t chudn Do
do ludng)
VI béanh gia n6i bd 8.8 (danh gia ndi bd) Check
Quény mua sém 6.6 (thudc thur, vat
VIl| trangthitbi,vatty, | U4 tiéu hao); 6.8 (san Do
hoa chatva sinh phdm pham, dich vu cung cap
P tir bén ngoai)
RN 7.2-7.4 (trudc, trong
VIl Quar) lyqu;f trinh va sau xét nghiém; ndi Do
xét nghiém - LT
kiém, ngoai kiém)
7.6 (quan ly dir liéu va
IX | Quanlythongtin |thongtin); 4.1-4.2 (tinh Do
c6ng bang, bdo mat)
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1IN . -
§ Nol(gzgg,ttg?nnhh © | pigu khoan twong &ng | Giai doan
6 2429/2017IdD-BYT) cua ISO 15189:2022 PDCA
P N 7.5 (cOngviéc khong
Xachg;r;‘résuhl;r:;lng phu hop); 8.5 (rui ro va
x | Phunop, | cohsi); 8.7 (su khong Act
dong khac phuc va N C s A
hong neira phu hgp va hanh déng
phongng khic phuc)
Xl Caitién lién tuc 8.6 (cai tién) Act
Xl Cosdvatchatva 6.3 (co s@vat chatva Do
an toan diéu kién moi truang)

3.2. Cau truc hé théng quan ly chat lwgng 12 thanh t6
theo chu trinh PDCA

T két quéa énh xa, 12 thanh t8 dugc t6 chire lai thanh
bén giai doan cla chu trinh PDCA ma van giit nguyén
day dd nodi dung cac chuong cua B6 tiéu chi (Hinh 3.1).
Giai doan Plan gdm t8 chitc phong xét nghiém, kiém soat
tai liéu va hd sag, cung cép dich vu va xem xét clia lanh
dao (Chuong |, Il). Giai doan Do gom hai nhém: quan ly
nguon luc (Chuang i, 1V, V, VII, XII) va quan ly qua trinh
xét nghiém tlr trude xét nghiém, nodi kiém, ngoai kiém va
so sanh lién phong, xac nhan gia tri s dung phuong phap,
sau xét nghiém dén quan ly thong tin (Chuang IV, VIII, IX).
Giai doan Check gdom khao sat hai long khach hang, bé
chi s6 chét lugng, danh gia néi bd va danh gia bén ngoai
(Chuong 1, IV, VI, XI). Giai doan Act gobm quan ly rui ro,
khi€u nai, su khéng phu hop va hanh déng khac phuc
(Chuong X) cung cai tién lién tuc (Chuong XI).

M6 hinh hoa hop: 12 thanh t6 (QD 2429/2017/QD-BYT)
tai cdu truc theo chu trinh PDCA cda ISO 15189:2022

* T8 chlc phong xét nghiém (C.I)

PLAN » Kiém soat tai liéu, h6 so (C.I1)
Hoach dinh * Cung cap dich vu xét nghiém (C.IV)
* Xem xét cla lanh dao (C.I)

¢ Nhan su (C.IIl) - An toan sinh hoc (C.XII)
e Trang thiét bi (C.V) - Hang héa (C.VII)

e Dich vu bén ngoai (C.IV, C.VII)

Trudc - trong - sau xét nghiém (C.VIII)
Noi ki€ém, ngoai ki€ém (C.VIII)

Quan ly théng tin (C.1X)

DO
Thuc hién

Hai long khach hang (C.IV)
B6 chi s6 chat lugng (C.1, C.XI)
Danh gia noi bo, bén ngoai (C.VI)

e Quan ly rui ro (C.X)

ACT e Khiéu nai, sy khéng phu hop,
Hanh déng  hanh dong khac phuc (C.X)
e Cai tién lién tuc (C.XI)

Vong cai tién lién tuc
Hinh 1. M6 hinh hoa hop: 12 thanh t6 cta Quyét dinh

2429/2017/QP-BYT duwoc tai cau tric theo chu trinh
PDCA ctia ISO 15189:2022

3.3. Hé thong tai liéu va ho so minh chirng
S6 tay chat lwong dugc viét dd 12 thanh t6 nhung sap
x&p lai theo trinh ty PDCA néu tai muc 3.2, bat dau tur t6

chtrc va quan ly phong xét nghiém, tai liéu va ho so, ti€p
dén cac thanh té ngudn luc va qua trinh xét nghiém, roi
dén danh gia noi bd va két thuc bang xac dinh su khéng
phu hgp, quan ly rui ro va cai tién lién tuc.

Bo tai liéu clia khoa gdm 3 sé tay (s6 tay chét lugng,
s8 tay dich vu khach hang, sé tay an toan) va 39 quy trinh
quan ly dugc ma hoa theo trinh tv PDCA, tir SOP-LAB-
LAB-1001 (kiém so4t tai liéu) d&n SOP-LAB-LAB-1039 (xem
xét clia lanh dao); danh muc day du dugc trinh bay tai Phu
luc 1. Hé théng luu trir hd s@ minh ching clng dugc bé tri
theo c4u tric PDCA va tuan th nguyén tac 6S (sang loc,
sap x&p, sach sé, san séc, s&n sang, an toan), bdo ddm ho
so dé truy xuat va nhat quan véi hé théng tai liéu (Hinh 2).

Hé théng tai liéu déng bo theo trinh tu PDCA

SO TAY (03)

t lugng * Dich vu khach hang - An {]

QUY TRINH QUAN LY (39)

SOP-LAB-LAB-1001 - 1039, md hda theo PDCA

HO SO MINH CHUNG

Luu trit theo cau tric PDCA, tuan thi 6S

Truc PDCA xuyén suét ba tang tai liéu

Hinh 2. Hé th&ng tai liéu ddng bé theo trinh ty PDCA: sé
tay chat lwong — 39 quy trinh quan ly = hé théng ho so
minh chi*ng bé tri theo nguyén tic 6S

3.4. Két qua lwgng gia mirc chat lwong

Sau mot chu ky van hanh, Khoa Xét nghiém tu danh
gia muc chat lvgng nam 2025 theo BO tiéu chi ban hanh
tai Quyét dinh 2429/2017/QD-BYT va dat muc 3 véi tdng
didm 234/268 (87,3%) trén 169 tiéu chi (Bang 3.2). Ba
chuaong dat ty lé t6i da la Chuaong Il, Chuong Xl va Chuong
XlI; hai chuong cé ty 1& thap nhat la Chuong VIl (63,0%) va
Chuong IV (73,1%). So vdi thai diém trudc khi 4p dung hé
théng hoa hgp, ty & diém dat tang tir 67,4% (muc 2) lén
87,3% (murc 3), twong ing muc cai thién 19,9 diém phan
tram va nang mot bac mic chat luong.

Bang 2. K&t qua tu danh gia mic chat lugng theo 12
chuong ctia Quyét dinh 2429/2017/QD-BYT, nam 2025

Chuong  |Sé tiéu chi|Piém t3i da|Piém dat|Ty & (%)
|.T6 chirc va quan ly
phongxétnghiém | 19 23 18 78,3
Il. Quan ly tai ligu 8 10 10 | 100,0
va ho so
Ill. Quan ly nhan sy 17 21 20 95,2
IV. Cung cép dich
vy va quan ly 10 13 9,5 73,1
khéch hang
g Crossrefd.)) 514
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Chuong Sé tiéu chi|Piém t8i da|Diém dat|Ty L& (%)
V. Quan ly trang
thiét b 19 30 27 90,0
VI. BDanh gia ndi bo 9 13 1 84,6
VII. Quan ly mua
s&m, trang thiét
bi, vattu, hoachat| '/ 23 145 | 630
va sinh phdm
VIIl. Quan ly qua
trinh xétnghiem | 2/ 57 505 | 888
IX. Quan ly
thong tin 6 1 9 81,8
X.Xac dinh sy
khéng phu hop,
hanh dong khac 6 14 .5 | 821
phuc va phong ngura
XI. Caitién lién tuc 8 21 21 100,0
XIl. C‘d sdvgt chat 27 32 32 100,0
va an toan
Téng cong 169 268 234 87,3

Ghi chu: diém dat tinh ca cac tiéu chi bat budc (1 sao
va 3 sao) theo quy dinh ctia B tiéu chi.

4. BAN LUAN

K&t qua cho thay co thé van hanh m6t hé théng quan
ly chat luong hoa hop gilta cau tric 12 thanh t6 clia Quyét
dinh 2429/2017/QB-BYT va md hinh PDCA trong bé cuc ISO
15189:2022, dap ing quy dinh trong nudc, dong thoi ti€p can
chuén muc quéc t& ma khéng phai duy tri hai hé théng tai liéu
song song. Bang 1 xac nhan ndi dung 12 chuong cua B6 tiéu
chi tuong thich véi cac nhém digu khoan (Diéu 4 dén Diéu 8)
cua ISO 15189:2022, phu hgp vdi ngudn goc clia Bo tiéu chi
von dugc xay dung theo 12 thanh td chat lwgng clia CLSI [4].

ViéchoahgpthuanlgivilSO 15189:2022 da dugctaicau
tric theo chu trinh PDCA, tuong dong véi ISO 9001:2015
[2,3]. Nh& do, sdp x&p lai 12 thanh t8 theo bén giai doan
Plan — Do — Check — Act khéng lam maét ndi dung clia Bo
tiéu chi ma b8 sung mot truc van hanh ré rang: hoach dinh
ngudn lyc va tai liéu, thuc hién qua trinh xét nghiém, danh
gia két qua va phong ngira - khac phuc - cai tién.

Viéc thiét lap hé thdng theo PDCA nhat quéan tir s6 tay
chét lwgng dén 39 quy trinh quan ly dugc méa hoa va dén
hé théng hd sd minh chirng dugc bé tri theo nguyén tac
6S giup nhan vién trong khoa tham gia van hanh thuan lgi,
ph8i hgp hiéu qua va dé truy xuat minh ching khi danh
gia. Diéu nay phu hop véi khuyén nghij clia T6 chic Y té
Thé gidi vé vai trd nén tang clia hé théng tai liéu mach
lac [5] va vGi bao cao trén cac doanh nghiép dich vu dat
chirng nhan 1SO 9001:2015 cho thay thuc hanh quan tri
nhéan sy cé lién quan tGi hiéu qua cdm nhén clia hé théng
quan ly chat lvgng [6]. Sau mdt chu ky van hanh, diém
ty danh gia tang tir 67,4% (murc 2) lén 87,3% (murc 3); ba
chuaong dat ty & t6i da (Chuong Il, XI va XlIl) phan anh nén
tang tai liéu — ho so va co ché cai ti€n da dugc kién toan.

Hai chuong c6 ty & dat thap nhét [a Chuang VIl (63,0%)
va Chuong IV (73,1%), can uu tién cai thién trong chu ky ti€p
theo & khau dénh gia nha cung c4p, quan ly chudivat tw—sinh
pham va hoan thién thda thuan dich vu véi ngudi sir dung.
Can luu y rang Ba tiéu chi hién chua cap nhat céc thay déi
clia ISO 15189:2022, chang han y&u cau quan ly rdi ro xuyén
su6tva cac yéu cau b sung vé thiét bi[2]; do d6 khi hudng tdi
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c6ng nhan theo 1SO 15189:2022, phong xét nghiém can bo
sung cac ndi dung nay ngoai pham vi B tiéu chi.

Nghién ctru cé mot s6 han ché: thuc hién tai mot co s vdi
mot chu ky van hanh nén kha nang khai quat hda con gidi han;
két qua dua trén ty danh gid, chua qua danh gia doc lap chia té
churc cong nhan theo ISO 15189 nén khong loai trir kha nang
danh gia cao hon thuc t&; va chua do lwdng céc chi s daura
truc tiép nhuty 1 mau khéng dat hay thoi gian tra két qua. Cac
nghién cliu ti€p theo nén md& rong ra nhiéu phong xét nghiém,
theo dbi qua nhiéu chu ky va bd sung dénh gia bén ngoai.

5. KET LUAN

Nghién clru da thiét lap va dua vao van hanh mot hé
théng quan ly chat lugng hoa hgp gitra cau tric 12 thanh té
cla Quyét dinh 2429/2017/QD-BYT va md hinh PDCA trong
bé cuc ISO 15189:2022, véi hé thdng tai liéu thdng nhat tir s6
tay chét lugng dén quy trinh va ho sd minh ching. MUrc chét
luong clia Khoa Xét nghiém dugc nang thém mot bac sau
mot chu ky van hanh. M6 hinh hoa hgp cho phép dap ung
dong thdi yéu cau quan ly trong nudc va dinh huéng cong
nhan qudc té trén cling mot hé théng tai liéu, co thé tham
khao va md& réng cho céc phong xét nghiémy hoc khac.
TUYEN BO VE PONG GOP CUA CAC TAC GIA

Nguyén Si Tudn: y tudng, thiét ké nghién cliu, xdy dung
mé hinh, viét va chinh sira ban thao. Nguyén Thi Hiéu Yén,
Nguyén Thi L& Thay: bién soan hé théng tai liéu, tdng hop
s6 liéu ty danh gia. Nguy&n Van Minh, Trinh Anh Kiét, L& Thi
Lai, Nguyén Van Sang: van hanh hé théng, b8 tri hd so minh
ching. Vil Méng Tuyét: déi chiéu tiéu chudn, gép y ban thao.
Tat cé céac tac gia da doc va théng nhat vé ban thao cudi cung.
TUYEN BO VE XUNG POT LO1iCH

Céc tac gia tuyén b6 khong cd xung doét Lgi ich lién
guan dén nghién cltu nay.
NGUON TAI TRQ

Nghién clru khdng nhan tai tro tir bat ky t6 chirc nao.
TUYEN BO VE SU’ DUNG TRi TUE NHAN TAO

Céc tac gia khong sir dung céng cu tri tué nhan tao dé
bién tap ngdn nglr va ra soat dinh dang ban thao. Toan bd
dir lieu, k&t qua, dién giai va két luan trong bai bdo do cac
tac gia thuc hién va chiu trach nhiém.
LOI CAMON

Nhom téc gia tran trong cam on Ban Giam doc va tap
thé nhan vién Khoa Xét nghiém, Bénh vién Pai hoc Quéc
té Hong Bang da ho tro trién khai va van hanh hé théng
quan ly chat lugng trong thoi gian nghién clru.
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