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TOM TAT

Dat vin dé: Cung cdp két qua xét nghiém tin cdy (chinh xac va xac thuc) 1a bang ching bat
bugc doi véi viéc cong nhdn dat chudn cia mét phong xét nghi¢m. Myc tiéu nghién ciu: Nghién
ciu nhdm xdc dinh ty ¢ c6 két qud tin cdy (chinh xac va Xac thyc) va mt s6 yéu to lién quan dén
két qua cua cac xét nghiém héa sinh mdu dinh lirong 6 thdng sé thwong dung (glucose, cholesterol,
creatinin, HDL-C, ALT, axit uric). Péi tuwgng va phuwong phap nghién cizu: Nghién cuu cat ngang
mo ta két qua xét nghiém héa sinh mau dinh heong 6 thong sé thuong ding véi huyét thanh kiém
tra, thuc hién tir 8/2022 dén 02/2023 tai khoa xét nghiém cuia 4 bénh vién cong ldp tinh Vinh Long.
Két qud: C6 270/324 (83,3%) luot xét nghiém cd két qud tin cdy. CAc yéu to lién quan dén chdt
lirong xét nghiém 1a: xép hang bénh vién, khoa xét nghiém cé dir hgi chan véi khoa 1am sang; nhan
vién quan Iy char lwgng 12 nhan vién xét nghiém; khoa 1am sang l@y mau mau xét nghiém; tham nién
cua nhan vién xét nghiém; tham gia dao tqo lién tuc chuyén nganh héa sinh; kiém tra tay nghé mai
nam, néi kiém tra chdt lirong moi ngay; ngogi kiém tra mdi thang, thoi diém cong ty hiéu chuan
may. Két lugn: Cac xét nghiém héa sinh mau dinh lwong 6 thong sé thuong ding ¢ ty 16 dat két
qua tin cdy kha cao; can chl ¥ danh hudng Ciia co cdu té chirc, trang thiét bi va ddc diém nhan sw
khoa xét nghiém dén chat luwong két qua xét nghiém.

Tur khéa: Xét nghiém héa sinh mdu dinh luong, tin cdy, dé chinh xac, dé xac thuc.

ABSTRACT

RESEARCH REALITY ON QUALITY OF QUANTITATIVE BLOOD
BIOCHEMICAL TEST AT SOME PUBLIC HEALTH FACILITIES IN
VINH LONG PROVINCE IN 2022-2023

Le Thi Hoang My?, Nguyen Van Vinh?*

1. Can Tho University of Medicine and Pharmacy

2. Mekong University

Background: Providing reliable (accurate and precise) test results is mandatory evidence

for a laboratory's accreditation. Objectives: To determine the rate of reliable results (accurate and
presice) and some factors related to the results of quantitative blood biochemistry tests of 6
commonly used parameters (glucose, cholesterol, creatinine, HDL-C, ALT, uric acid). Materials
and methods: A cross-sectional study describs quantitative analysis of these tests from 8/2022 to
02/2023, collected from 4 public hospital in Vinh Long province with quality control serum, is used
as samples. Results: 270/324 (83.3%) had reliable result. Factors related to test quantity are:
ranking of Hospital, consultation between Laboratory and Clinical Department, quality control staff
is testing staff; Clinical department takes blood samples for testing; experiences of techicians,
participate in continuing training in biochemistry; workmanship test every year; Internal quality
control every day; External quality assessement every month, when the company calibrates the
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machine. Conclusion: Ratio of reliable result is high; organisation form laboratory, equipment and
personnel characteristics should be considered as factors that affect quality of test results.
Keywords: Quantitative blood biochemistry test, reliance, precision, accuracy.

I. PAT VAN PE

Hién nay, trong cong tac kham va diéu tri bénh, cac xét nghiém (XN) rat can thiét.
Nim 2016, Thu tuéng Chinh phu da phé duyét Dé an Tang cuong nang lyc hé thong quan Iy
chat luwong XN 'y hoc giai doan 2016-2025 véi muyc tiéu: dén nam 2025 lién thong két qua ddi
véi cac phong XN trén pham vi toan québc [1]. Dé dat dugc muc tiéu trén, diéu kién tién quyét
la cac phong XN phai ¢am bao chét lwong két qua XN. Dé gop phan danh gia chat luong XN
hoéa sinh tai Vinh Long, chiing t6i thyc hién dé tai: “Nghién ctru thuc trang chat luong XN
hoa sinh mau dinh luong & mot s6 co sd'y té cong Iap tinh Vinh Long ndm 2022-2023” nham:
(1) Xac dinh ty 18 XN hoa sinh mau dinh lwong 6 thdng sb thuong dung (glucose, cholesterol,
creatinin, HDL-C, ALT, axit uric) c6 két qua tin cay (chinh xéac va xéac thuc); (2) Xac dinh
mot s6 yéu t6 lién quan dén két qua cua cac XN hoa sinh mau dinh lwong.

I1. POI TUQONG VA PHUONG PHAP NGHIEN CUU

2.1. Poi twgng nghién ciru

Két qua XN héa sinh méau dinh lwong véi huyét thanh kiém tra (1 loai do hang
Randox cung cap, 1 loai do Trung tm Kiém chuan Xét nghiém Thanh phé H6 Chi Minh -
TTKCTPHCM cung cap), dugc phén tich trong diéu kién binh thuong (1a diéu kién thuc
hién tat ca cac XN hang ngay cho bénh nhan). Thuc hién tir 8/2022 - 02/2023 tai khoa XN
caa 4 bénh vién cbng lap tinh Vinh Long.

- Tiéu chuan chon miu: Cac XN hoa sinh mau dinh lwong duoc lya chon dé khao
sat néu thoa cac tiéu chi sau: (1) 1a cac XN hoéa sinh mau thuong dung; (2) dai dién duoc
cac phuong phap XN héa sinh mau thuong lam nhu: dinh luong cac chat theo phuong phap
do quang (phuong phap do diém Cu01 phuong phap do dong hoc enzym, phuong phap do
dong hoc 2 diém), phuong phap mién dich.

- Tiéu chuin loai trir: Cac XN hoa sinh méu dinh lugng 6 thong s6 thuong ding
duogc phan tich trong dieu kién toi vu (la dicu kién chuan bi tot nhat)
2.2. Phwong phap nghién ciu

- Thiét ké nghién ciu: Nghién ctu cat ngang mo ta.

- C& miu: Ap dung cong thic tinh ¢& mau dé uéc luong mot ty 1¢ cua dan s6 [2]:
n= [Z 102 P (1- p)]/ d? trong dé: a: xac suat sai 1am loai I, a = 0,05; Z: tri s6 tir phan phdi
chUan Z1an =2 0975 = 1,96; p: ti 16 udc luong cac két qua trong kh0ang chap nhan; d: sai
sb cho phép, d =0,05.

Theo ket qua nghién ctru cua Pham Thién Ngoc [3], tai cac phong xét nghiém khu
vuc phia Nam, ty 1€ ket qua xet nghiém & trong khoang chap nhan l1a 82,14% tai bénh vién
tuyen tinh; 72,58% tai bénh vién tuyen huyén, nén ching toi chon p = 0,72 (tri so6 gan 0,5
nhat) — n =310. C& mau thyc té trong nghién ctru 1a 324 luot XN héa sinh mau dinh lugng.

- Phuong phap chon mau: Chon mau c6 chu dich.

- N§i dung nghién ciru:

~ + Déc diém chung cua doi tuong nghién ciu: cac thong s6 XN dugc khao sat, dic
diém mau huyét thanh, co s¢ 'y té thuc hién XN, diéu kién phan tich.
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~ + Ty 1& XN héa sinh mau dinh lugng dat két qua tin cay (chinh xac va xac thyc).

D6i voi XN véi huyét thanh cua TTKCTPHCM: Pénh gia do xac thyc va do chinh xac bang
chi s6 z-score. Dol yéi XN véi huyét thanh caa héng Rando>,<: banh gia do xac thuc bang
gi& tri thuc cua huyét thanh; danh gia d6 chinh xac bang hé so bién thién.

+ Xac dinh mot s6 yéu t6 lién quan dén két qua caa cac XN hoa sinh mau dinh luong.

- Phwong phap xir Iy va phan tich sé ligu: S6 liéu thu thap duoc nhap, xir Iy va
phan tich bang phan mém SPSS 18.0.
I1l. KET QUA NGHIEN CUU

3.1. Pic diém cia mau nghién ciéu

Céac XN duoc thuc hién trong diéu kién phan tich binh thuong tai khpa XN cua 4
bénh vién cong lap (H1, H2, H3, H4). Cac thong so XN dugc lya chon dé khao sat la:
glucose, creatinin, ALT, cholesterol, axit uric, HDL-C; H1 c6 may mien dich nén khao sat
thém thong so FT4. Huyet thanh do hang Randox san xuat ¢6 2 mirc nong do (trung binh
va cao). C6 324 lugt XN duoc thu thap, phan bo nhu sau: glucose - 49 luot, axit uric - 50
luot, creatinin - 53 luot, cac théng so cholesterol, HDL-C, ALT déu c6 54 luot XN, FT4
c6 10 lugt XN. SO lugt XN tai cac bénh vién la: H1 - 94 (10 lugt XN mién dich, 84 luot
XN 6 thdng s6), H2 va H3 cung c6 84 lugt XN (6 thong s0), H4 ¢6 62 luot XN (c6 5 thang
khong dinh luong glucose va axit uric voi huyet thanh cua Randox, 2 thang khong tham
gia ngoai kiém).
Bang 1. Mot so dac diem cua 4 khoa XN tham gia nghién cau

Dic diém H1 H2 H3 H4
Xép hang bénh vién 2 2 3 3
Ty 1€ nhan vién co trinh d6 dai hoc/sau dai hoc 21/22 5/5 5/5 5/6
Nhan vién quan ly chit luong Ia nhan vién XN + - + +
Khoa XN tham du hdi chan véi khoa 1am sang + - - -
Khoa 1am sang 1ay mau mau XN + + - -
Ty 1€ nhan vién tham nién > 5 nam 100% 0% 100% 67%
Pao tao lién tuc chuyén nganh hoa sinh + - - -
Kiém tra tay nghé nhan vién mdi nim + - + +
May sinh hoa trLTr] %?]né;i g/r? twdong | twdong | tu dong
Noi kiém tra chat lwgng mdi ngay + + - +
Ngoai kiém tra chat luong mdi thang + + + -
Cong ty hiéu chuan may dinh ky (thang) 3 12 12 6
Hoa chét str dung d4u thau tap trung tai So Y té + + +

3.2. Chat lrgng két qua xét nghiém héa sinh mau dinh luong
Bang 2. Phan b chat luong két qua XN theo phan nhém bénh vién

Tin cay Khéng tin cay p
H1 93 1
H2 64 20 < 0,001 (Phép kiém y ?)
H3 78 6
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Tin cay Khéng tin cay p
H4 35 27
Tong sb 270 54

Nhan xét: c6 83,3% luot XN dat két qua tin cay. Ty 1¢ két qua dat tin cay giira céc
bér]h vién khac nha}u; su khac biét co ¥ nghia thong ké: H1 co ty I¢ ket qua dat tin cay cao
nhat; H4 c6 ty 1€ két qua dat tin cay thap nhat; H3 cé ty 1€ dat két qua tin cay cao hon H2.
Bang 3. Mot s6 yéu té lién quan dén chat lwong két qua XN hoa sinh mau dinh luong

Dic diém Tin cay Khéng tin cay OR, KTC 95% P
(n, %) (n, %)
Xép hang bénh vién
“Hang 2 157 (88,2) 21 (1L,8) 0,458 0,009
~Hang 3 113 (77,4) 33 (22,6) (0,252 — 0,833)
Khoa XN dy hoi chan véi khoa 1am san
-Cé 93 (98,9) 1(LD) 27,847 <0,001
~Khang 177 (77,0) 53 (23,0) (3,791 — 204,582)
Nhan vién quan ly chét lwong la nhan vién XN
_Cé 206 (85,8) 34 (14,2) 1,893 0,041
~Khang 64 (76,2) 20 (23,8) (1,019 — 3,518)
Khoa Iam sang lay mau mau XN
- C6 158 (88,3) 21 (11,7) 2,217 0,008
- Khéng 112 (77,2) 33 (22,8) (1,219 — 4,032)
Tham nién cua 50% nhan vién XN
_> 5 nam 206 (85,8) 34 (14.2) 0,528 0,041
-<5nam 64 (76,2) 20 (23,8) (0,284 — 0,981)
Pao tao lién tuc chuyén nganh hoa sinh
_C6 93 (98,9) 1(LD) 27,847 <0,001
_Khang 177 (77,0) 53 (23,0) (3,791 — 204,582)
Kiém tra tay nghé mdi nim
_C6 206 (85,8) 34 (14.2) 1,893 0,041
~Khang 64 (76,2) 20 (23,8) (1,019 — 3,518)
Noi kiém tra chat lugng mdi ngay
_C6 192 (80,0) 48 (20,0) 0,308 0,007
_Khang 64 (92,9) 6 (7,1) (0,127 — 0,748)
Ngoai kiém tra chat luong mdi thang
_C6 236 (89,7) 27 (10,3) 6,041 <0,001
- Khéng 34 (55,7) 27 (44,3) (3,648 — 13,207)
Cong ty hiéu chuan may
_ Mbi 3 théng 93 (98,9) 1(1,0) <0,001
~M3i 6 thang 35 (56,5) 27 (43,5)
~ M3i 12 théng 142 (84,5) 26 (15,5)
Phép Kiém » 2

Nhan xét: Cac yéu td lién quan dén chat lwong két qua XN hoa sinh méau dinh lwong
la: Cac dic diém vé co cdu td chirc: Xép hang bénh vién (OR = 0,458; p = 0,009); khoa
XN du hoi chan vai khoa 1am sang (OR = 27,847; p < 0,001); nhan vién quan Iy chét luong
1a nhan vién XN (OR = 1,893; p = 0,041); khoa |am sang lay mau mau XN (OR = 2,217; p
=0,008). Céc diic diém vé nhan su: Tham nién caa 50% nhan vién XN (OR = 0,528; p =
0,041); dao tao lién tuc chuyén nganh hoa sinh (OR = 27,487; p < 0,001); kiém tra tay nghé
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mdi nam (OR = 1,893; p =0,041). Cac dic diém vé trang thiét bi: Noi kicm tra chét lugng
mdi ngay (OR =0,308;p=0 ,007); ngoai kiém tra chat luong. moi thang (OR = 6,941;
p < 0,001); thoi diém hiéu chuan may cua cac cong ty cung cap may (p < 0,001).

Luogt XN
60
50
40
30
20 10
0 B
b‘
Qﬂ

Phép kiém y2, p =

BEltin cdy Mkhong tin cdy

Biéu d6 1. Phan bé chat lugng két qua XN theo phan nhom théng sé XN
Nhan xét: Céc thdng sb co ty 18 két qua tin cay / tong luot XN khac nhau: FT4
(100%), ALT (92,6%), glucose (89,8%), cholesterol (88,9%), creatinin (81,1%), axit uric
(76%), HDL-C (68,5%). Su khac biét c6 ¥ nghia théng ké (p = 0,005 < 0,05).
Bang 4. Phan b chit luvong két qua XN theo phan nhoém phuwong phap XN va phan nhom
muic néng do huyét thanh caa Randox

Phan nhém Tin cay Khéng tin cay p
Phuong phap XN bong hoc enzym 50 4 0,085
Diém cudi 167 39
2 diém 43 11
Nong do ciia huyét thanh | Trung binh 77 16 0,614
Cao 60 10

Phép kiém y 2

Nhan xét: Su khéac biét vé& chat luong két qua XN giira cac phuong phap do quang
va giita 2 mirc ndng d6 cua huyét thanh khéng c6 ¥ nghia thong ke.
IV. BAN LUAN

4.1. Chat lwgng két qua xét nghiém

Bang 2 cho thy, nhin chung, ty 1¢ két qua XN dat tin cay 1a 83,3%, cao hon két qua
khao sat cua Pham Thi¢n Ngoc [3] nam 2010. Tuy nhién, chat luong két qua XN chua dong
deu gitra cac bénh yién, su khac bi’ét oy nghia thong kfe: H1 c6 ty 1¢ ket qua tjn cay cao
nhat, H4 c6 ty I€ ket qua tin cay thap nhat; H2 co ty 1€ ket qua XN dat tin cay thap hon H3.
Chung t6i nghi rang su khac biét nay la do gitra cac bénh vién c6 nhiéu diém khac nhau co
ban trong co cau to chirc va hoat dong caa khoa XN (bang 1). ’

~ Khacvei két qua nghién ctu cua L& Xuan Truong [4], bang 4 cho thay sy khac biét

ve chat lugng ket qua XN gilra 2 mic nong do (trung binh va cao) cua huyet thanh kiém tra
khong c6 y nghia thong ké, chung t6i nghi rang nguyén nhan c6 thé do cac khoa XN da lya
chon phuong phap it gay sai so hon (phuong phép hexokinase, phuong phap Tris buffer
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without P-5-P), thao tac dung quy trinh chudn, va thuc hién noi kiém tra téi thiéu 2 mic
nong do. Bang 4 ciing cho thay sy khac nhau vé chat lwong két qua XN gitra cac phuong
phap XN do quang khong c6 y nghia thong ké. Ngoai ra, bang 1 cho thay chi c6 H1 dugc
trang bi may mién dich tu dong, nén cd I& cac nha quan Iy can suy nghi khi trang bi may
cho céc bénh vién trong béi canh mo hinh bénh tat nudc ta da c6 nhiéu thay doi.

Biéu d6 1 cho thay c6 sy chénh léch vé lugt XN giita cac thong s6. Chiing toi nghi
rang su chénh léch nay la do: chi H1 c6 may mién dich dé thyc hién XN mién dich, céc
bénh vién hét hoa chat ¢ XN do phai cho dau thau tap trung & SO Y té, H4 khong tham gia
ngoai kiém lién tuc nhu khuyén céo. Biéu d6 1 ciing cho thay sy khac biét c6 ¥ nghia thng
ké vé chat luong két qua XN giira cac théng sé duoc XN. Boi véi 6 théng sé thuong dung,
sap xép ty Ié dat két qua tin cay theo tha tu giam dan la: ALT, glucose, cholesterol, creatinin,
axit uric, HDL-C. Két qua nay véi thong sb ALT khac véi két qua nghién ctiu ciia Lé Xuan
Truong [4], Vi Quang Huy [5] — vi tri cudi bang xép hang, nguyén nhén c6 thé do hign nay
cac phong XN da sir dung phuong phap dong hoc enzym nén co két qua chinh xac hon. Bdi
véi thong sb axit uric, két qua cua chiing toi dong nhat voi két qua cua Vii Quang Huy [5].

4.2. Céc yéu t6 lién quan

Trong nghién ctru ctia ching t6i, cac yéu td anh huong dén chit lugng két qua XN
thudc 3 nhom: co cau td chirc, nhan sy, thiét bi. Cac yéu td thudc nhém co cau td chue 1a:
hang bénh vién, khoa XN ¢ du hoi chan v6i khoa 1dm sang, khoa 1am sang ldy mau mau
XN, nhén vién quan 1y chat luong 1 nhan vién XN. Cac dic diém vé nhéan sy co lién quan
dén chat luong két qua XN la: thdm nién ctia nhan vién XN; duoc dao tao lién tuc chuyén
nganh hoéa sinh; dugc kiém tra tay nghé mdi nam. Cac dic diém cua trang thiét bi cé lién
quan dén chat lugng két qua XN Ia: c6 ngi kiém tra chét lugng mbi ngay; ¢ ngoai kiem tra
chat lugng mdi thang; thoi diém cong ty hiéu chuan may. Két qua nghién ctru ctia chung toi
tuong tir két qua nghién ctru cta nhiéu tac gia khac nhu: nghién ctru ciia Mesfin EA [6] tai
Ethiopia: 213 chuyén gia cua phong XN cho rang cac yeu t6 chinh duoc bao c4o anh hudng
dén viec cung cap dich vu chat lwong 1a thiéu nguon luc (64, 3%), hd tro quan ly kém
(57,3%), chat luong thiét bi kém (53,4% ), khdi lwong cong viéc nhiéu (41,1%), thiéu hiéu
chuan thiét bi (38,3%) va thiéu kién thtc (23,3%); nghién ciru caa Robinson C [7] ciing cho
vai két qua twong tu: yéu td quan trong nhat quyét dinh viéc xay dung thanh cong hé théng
quan ly chat luong phong XN tai Viét Nam la kién thuc cua nhan vién - dic biét kién thic
vé quan ly chét lwong, yéu té quan trong thtr 2 12 vai tro cua lanh dao/nha quan 1y; nghién
ctru cua Desalegn D [8] tai Ethiopia cho thay viéc nhan vién khong du k¥ ning 13 tro ngai
I6n cho tién trinh céng nhan chat luong caa phong XN.

Béang 1 cho théy khoa XN ctia H1 ¢6 nhiéu thuén loi dé dat dugc chat luong két qua
tin cay: 95,5% nhan vién co trinh do dai hoc/sau dai hoc; 100% nhan vién cé thdm nién trén
5 ndm; ho giam dwoc phan nao khéi lugng cong viéc do khoa 1am sang 1y mau mau XN
theo quy dinh cua Bo Y té [9]; ho dugc tham du dao tao lién tuc vé chuyén nganh héa sinh,
duogc kiém tra tay nghé hang nam vé ky thuat XN; khoa XN c6 tham gia hoi chan ca bénh
kho voi khoa 1am sang; trang thiét bi duoc hiéu chuin mdi 3 thang, c6 ndi kiém tra va ngoai
kiém tra chat luong theo quy dinh.

Tur két qua cua bang 1 va bang 2, ching t6i nghi rang mot trong nhiing ly do lam H2
co ty 1é két qua XN dat tin cdy thap hon H3 va H1 c6 1& do nhan vién quan ly chat luong
cua H2 khong lam viéc trong khoa XN, do do, hg c6 thé khong phét hién duoc cac sai sd
ngau nhién, sai s6 hé thong, sai s6 do hoa cht... dé huéng dan nhan vién XN khic phuc kip
thoi; H4 6 ty lé két qua tin cay thap nhat c6 thé do nhitng sai st vé yéu té trang thiét bi:
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khoa khong tham gia ngoai kiém tra lién tuc, noi kiém tra thiéu chat lugng, hiéu chuan may
chua chinh xac. . .

Mat khac, theo khuyén céo caa cac nha san xuét, thoi diém hiéu chuan may thay doi
theo doi may: cac may san xuat dudi 5 nim nén dugc hiéu chuan mdi 6 thang dén 12 thang;
C4C may san Xuat trén 5 nam nén duoc hiéu chuan mdi 3 thang dén 6 thang. Do vay, ngoai
viéc can thyc hién noi kiém tra, ngoai kiém tra dung quy dinh [10], cac bénh vién nén hop
ddng véi cdng ty cung cap may dé hiéu chuan may madi 3 thang. Ngoai ra, viéc dau thau hoa
chat tap trung tai So Y té 1a chu truong chung, nhung trong thoi gian qua, do tac dong cua
nhiéu yéu t6 khach quan nén viéc dau thau hoa chat cho XN ciing nhu cac vat tu y té khac
bi cham tr&, hau qua la cac khoa XN khong con hoa chat dé lam XN ciing 1a van dé can
quan tam.

V. KET LUAN

Tai mot s6 bénh vién cong 1ap tinh Vinh Long, cac XN hoa sinh méu dinh luong 6
thong sé thuong dung va 1 thdéng sé mién dich co ty 1¢ dat két qua tin cay kha cao. Tuy
nhién, dé co thé lién thong két qua dbi véi cac phong XN trén pham vi toan quéc, tinh Vinh
Long can dau tu hon vé nhiéu mat déi véi chuyén nganh hoéa sinh, dic biét cac nha quan Iy
can chd y anh hudng cua co cau té chuc, trang thiét bi va dic diém nhan sy cua khoa XN
dén chat luong két qua XN.
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