VIETNAM MEDICAL JOURNAL N°1 - OCTOBER - 2022

khong béo bung (48,6%). K&t qua nay cling phu
hgp véi nhiéu nghién clfu cla nhiéu tac gia trong
va ngoai nudc, theo dé ngudi béo bung co lién
qguan vdi THA va vong bung cang to nguy cg bi
THA cang cao [1],[8].

Két qua nghién cliu cla chung to6i thay ty Ié
THA & ngugi c6 tién s cac bénh tim mach theo
khai bao la 61,2%, cao han cé y nghia thdng ké
so véi nhitng ngusi khéng c6 tién s nay
(35,7%). Mdi lién quan gilra ty 1é mac THA va
tién sir mac cac bénh man tinh nhu dai thdo
dudng, roi loan m3 mau hay cac bénh tim mach
khac da dugc chiing minh trong cac nghién ciu
tdng quan va phan tich gdp trén thé gidi [1],[8].
Tuy nhién, moi lién quan gilta THA véi tién s
mac dai thdo dudng hay r6i loan md mau chua
dugc ghi nhan trong nghién ctu clia ching toi,
6 thé do tién sir mac bénh chi dua trén khai bao
trong khi ty 18 dugc kham, chan doan cac bénh
nay ¢ NCT hién nay chua cao. Tudng tu, ty Ié
mac THA cling chua cé mdi lién quan c6 y nghia
thong ké va@i hanh vi hat thudc 13, sif dung rugu
bia cé thé do nghién cltu mdi chi khai thac tinh
trang c6 hay khéng cé st dung thudc 13, rugu
bia & thdi diém hién tai ch( chua dé cdp dén
mic dé s dung cling nhu thdéi quen st dung
trong qua kh{r, von anh hudng nhiéu haon dén
tinh trang THA & NCT.

V. KET LUAN

NCT tai Quang Binh c6 ty 1é mac THA cao lén
dén 52,0%; van con hon 1/3 NCT chua biét minh
mac bénh va 57,6% chua dugdc diéu tri. Nhém
tudi, BMI, tinh trang béo bung, tién st méc bénh
ly tim mach theo khai bdo la cac yéu to lién quan
dén mdc THA & NCT.
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qua diéu tri. Benh vién Da khoa tinh bién Bién dugc
trang bi thém may mdi Monarch 1200 bén canh hé
théng Cobas 6000. D& dam bao hiéu qua sU dung
phuc vu ldam sang, ching t6i ti€n hanh so sanh
phudng phdp hay danh gid do tuong dong cho 2 may
trén theo hudng dan quoc té€ CLSI EP15-A3 va EP09-
A3. Muc tiéu: (1) Xac dinh d6 chum (precision) va do
dang (trueness) clla mot sd xét nghiém thudng gap
trén hé thong may hoda sinh tu dong Monarch 1200.
(2) Danh gid khoang chénh Iéch (bias) cia mot s6 xét
nghiém hda sinh thudng gap trén hai may Cobas 6000
va Monarch 1200. Phuong phap nghién ciru: Thiét
ké nghién cru thuc nghiém ’ng dung. SU dung mau
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ndi kifm dé€ danh gia do chum va do dung cua may
Monarch 1200; st dung 40 mau bénh pham co nong
do trai khap khoang do dé so sanh do léch ciia mét sO
xét nghlem glLra 2 may Cobas 6000 va Monarch 1200.
Két qua: Do tap trung (precision) va do dung
(trueness) clia mot s6 xét nghiém trén hé thong may
héa sinh tu dong Monarch 1200 déu dat tiéu chuan
chap nhan khi so sanh véi %CV nha san xuét va tong
sai sG cho phep (TEa) theo tiéu chuan CLIA. Trung
binh su khac biét (%) va 95%CI cla su’ khac biét (%)
clia cac xét nghiém Ure, Glucose, Creatinin, Acid uric,
Triglycerid, Protein, ALT, AST, Cholesterol, Albumin lan

lugt 18 -5.27%(-7.51%-(-3.03%)); 6.09%(3.61%-
8.57%); -8.83%(-12.3%-(-5.34%)); 2.84%(1.29%-
4.4%); 5.45%(3.77-7.13%); -10.07% ((-14.3)- (-

7.05)); 18.8% (13.4%)-24.2%); 7.16% (3.02)-11.3);
0.86%(-0.63%-2.36); -4.37% ((-5.78%)-(-2.96%)).
Cac chi s6 déu nam trong khoang chap nhan bién
thién sinh hoc ngoai trir albumin, glucose, creatinin,
protein va AST, ALT. K&t luan: Cac xét nghiém co su
tuong dong vé két qua phan tich trén hai hé thGng
may trir albumin, glucose, creatinin, protein, albumin
va AST, ALT.

Tur khoa: Do tap trung, D6 dlng, so sanh phuong
phép, CLSI EP09-A3, CLSI EP15-A3.

SUMMARY
MEASUREMENT PROCEDURE COMPARISON
OF BIOCHEMISTRY ANALYZERS AT DIEN

BIEN PROVINCIAL GENERAL HOSPITAL

Evaluate  systematic  differences between
measurement procedures on two or more devices in
clinical laboratory to ensure consistency of test results,
that supports to diagnosis and monitor of treatment
outcomes. Dien Bien Provincial General Hospital is
equipped a new Monarch 1200 machine and the Cobas
6000 system. To ensure clinical efficacy, we compared
the quality performance between the two machines
according to international guidelines CLSI EP15-A3 and
EP09- A3. Objectives: (1) Determind the precision
and trueness of common biochemical parameters on
the Monarch 1200 automatic biochemistry system. (2)
Compare the bias of common biochemical test results
in Cobas 6000 and Monarch 1200 systems. Methods:
This study was designed as applied experient model.
Two level of internal control samples were used to
evaluate the precision and accuracy of the common
biochemical parameter on Monarch 1200; 40 patient
samples undergoing routine biochemical investigations
that cover entire measuring interval were enrolled to
compare the bias of common test results between the
two machines. Results: The precision and the
trueness of common biochemical parameter on the
Monarch 1200 automatic biochemistry system were
acceptable when compared with the manufacturer's
%CV and the total allowable error (TEa) according to
CLIA standard. The differences (%) and their 95% CI
for Urea, Glucose, Creatinine, Uric Acid, Triglyceride,
Protein, ALT, AST, Cholesterol, Albumin respectively
are -5.27%(-7.51%-(-3.03%)); 6.09%(3.61%-
8.57%); -8.83%(-12.3%-(-5.34)%); 2.84%(1.29%-
4.4%); 5.45%(3.77-7.13%); -10.07% ((-14.3)- (-
7.05)); 18.8% (13.4%)-24.2%); 7.16% (3.02)-11.3)

0.86% (-0.63%-2.36); -4.37% ((-5.78%)-(-2.96%))
are all within the acceptable range of biological
variability except for albumin, glucose, creatinin,
protein and AST, ALT. Conclusions: The difference of
common biochemical test results of two machines
were in acceptable ranges and both of them can be
used simultaneously for clinical analysis except for
albumin, glucose, creatinine, protein and AST, ALT.

Keywords: Concentration, Accuracy, method
comparison, EP09-A3.

I. DAT VAN PE

Két qua xét nghiém can lam sang déng mot
vai tro rat quan trong, ching dua ra nhitng két
qua phan tich ¢d ich cho chan doan, diéu tri, tién
lugng va du phong bénh tat. D& dap ('ng vdi yéu
cau ngay cang cao cla bac sy 1dam sang cling
nhu nhu cau chdm sdc stic khée clia cong dong,
cac phong xét nghiém phai khdng ngling déi mdi
dé€ nang cao chat lugng cling nhu tdc d6 tra két
qua xét nghiém. Do d6, viéc trién khai thém céc
hé thong xét nghiém mdi vdi phuong phap xét
nghiém tién ti€n la xu hudng tat yéu trong cac
phong xét nghiém y hoc. Thuc t€ cho thay, mot
phong xét nghiém thudng st dung nhiéu haon
mot hé théng thiét bi chdn doan d& xét nghiém
cung mot chi s6 can lam sang Mac du dem lai
nhiéu Igi ich vé t6c do xr ly mau, kiém tra chéo
khi can thiét..., viéc sif dung nhiéu hé thong xét
nghiém gay kho khan trong ki€m soat chat Ierng
xét nghlem dién gidi y nghia Idm sang va truy
xuat nguodn goc.

So sanh phuong phdp (mesurement
procedure comparison) dudc dung dé danh gia
tinh tuang quan, udc lugng do chéch (bias) hay
do khac biét (difference) gitra hai phuong phap.
NEu do6 chéch gilra hai phuang phap dat yéu cau
thi hai phuong phap nay c6 thé hoan déi cho
nhau ma khéng gay anh hudng dén két qua xét
nghiém cta bénh nhan, do doé khong lam anh
hudng dén qua trinh theo déi diéu tri. So sanh
phuong phap dugc ti€n hanh khi ap dung mot
phuong phap mdi, hay mot thiét bi méi hoac mot
16 héa chat mdi clia phong xét nghiém 1.

Khoa xét nghiém Bénh vién da khoa tinh Dién
bién dugc trang bi hai may hda sinh phuc vu cho
nhu cau xét nghiém cla toan vién. Trong do, hé
thong Cobas 6000 da dudc dua vao sU dung
trong thGi gian dai va la hé thong may xét
nghiém da dugc st dung rong rdi trén toan thé
gidi da dugc chirng minh tinh uvu viét cla né.
Gan day, hé théng may Monarch 1200 dang
dugc trién khai dé dua vao s dung tai phong
xét nghiém. D& dam bao két qua dudc tin cy,
chinh xac va dua ra cac khuyén cdo trong viéc
chi dinh cing mot chi s6 xét nghiém trén hai hé
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thong may khac nhau ma van dam bao dugc viéc
st dung két qua xét nghiém trong theo ddi diéu
tri bénh nhan mot cach cé hiéu qua, ching toi
tién hanh dé tai: "So sanh doé tuong dong mot s6
X6t nghiém trén 2 hé théng may hoa sinh tai khoa
xét nghiém, bénh vién Pa khoa tinh bién Bién”.

Il. DOI TUONG VA PHUONG PHAP NGHIEN CU'U

1. Chat liéu nghién ciru

- Mau QC biorex diagnostics.

- Mau huyét tuong cta bénh nhéan, tai bénh
vién Da khoa tinh Dién Bién.

Trang thiét bi, hoa chat

- May cobas 6000 va Monarch 1200.

- ThuGc thir ciia Roche va Biorex diagnostics.

Dia diém, thdi gian: Khoa xét nghiém, Bénh
vién Da khoa tinh Dién Bién. Thang 10/2021-
08/2022.

2. Phuong phap

Thu'c nghiém danh gia doé dang, dé chum
trén may Monarch 1200. Nghién ciru sr dung
clng 1 thuc nghiém dé& danh gid dd tap trung/
dd chum (Precision) va d6 ding (Trueness) theo
huéng dan EP15-A3 clia CLSI 2

Nghién citu st dung mau QC (QC1 va QC2)
Tién hanh chay trong 5 ngay (days), moi ngay
chay mau 1 [an (1 run/ngay), méi mirc nong dod
chay lap lai 5 [an (5 replicates/run).

- Loai trir két qua lac bang Grubbs’ test theo
c6ng thirc: Grubbs’ limits=Mean+G*SD (G: 3,135)

 Phan tich két qua.

- Xac dinh d6 chum: S dung phéan tich
phugng sai mot chiéu ANOVA. Tinh dugc g|a tri
trung binh Mean, do léch chuan SD, hé sb bién
thién (%CV) & mdi mic nong do.

- So sanh v@i %CV cua nha san xuat, néu nho

Il. KET QUA NGHIEN cU'U

han la chap nhan.

- Xac nhan do dang. Tinh phan tram do chéch
(Bias): % Bias = (Mean-TV)/TV (TV: target value)

Tiéu chudn danh gid: So sanh %Bias vGi sai
sO toan bd cho phép (TEa) tir CLIA. Pat khi Bias
thap haon TEa.

Thuc ngh|em danh gia do tuong dong 2 may
Monarch1200 va Cobas 6000 (Theo hudng dan
EP09-A3 cla CLSI 1)

Nghién clru st dung huyét tuong thu thap tur
cac mau mau sau khi da phan tich cta phong xét
nghiém, 40 mau.

Tién hanh phan tich mdi mau 2 [an trén 2
thiét bi, két qua Iay trung trinh gitta 2 [an chay,
chay trong khoang thdi gian 5 ngay. Cac mau
dugc phan tich trong vong 2 gid trén 2 may.

¢ Phan tich s0 liéu

BuGc 1: Danh gia dit liéu truc quan bang biéu
do khac biét, loai trir s6 liéu khong phu hgp.

Budc 2: Tinh khoang tin cay (95% CI)

o Tiéu chi danh gia: Gigi han chap nhan cta do
chénh léch néng d6 ciia 2 mdy nho hon khoang
bién thién sinh hoc tuong Ung tiing xét nghiém
(https://www.westgard.com/biodatabase.htm)

D0 léch udc tinh véi 5 trudng hap A, B, C, D
va E theo EP09-A3, vdi tiéu chudn chip nhén la
d0 léch cho phép cla Ricos.C.

Phan tich thong ké

- SG liéu dugc xur ly bang phan mén excel.

- SU dung cac cong thirc tinh gia tri trung
binh, d6 1éch chuin, phudng sai.

3. bao dirc nghlen clru. Nghlen ciu sur
dung mau QC va cac mau bénh phdm thira hay
bd sau xét nghiém. Khong sir dung théng tin
bénh nhan.

Két qua danh gia do dung dé chum clia may monarch1200
Bang 1. So sanh dé chum (Precision) va dé dung (Trueness) cua may Monarch 1200

Xét Trung Do Chl=l’m CV,CI:Ia nA!\é Ph‘é‘ln Erém *T6A"ng sai Panh

nghiém QC n binh (%CV tinh | san xuat do léch so cho gia
- (mean) theo ANOVA)| (% CV) |(% Bias) | phép (TEa

Ure QC1 25 6.636 1.686 3 2.09 9 Pat
QC2 25 19.96 1.693 3 2.35 9 Pat
Creatinin QC1 25 95.24 2.925 3 1.3 15 Pat
QC2 25 | 364.12 2.243 3 0.8 15 Pat
Glucose QC1 25 5.859 1.358 3 3.7 10 Pat
QC2 25 | 13.291 1.504 3 0.69 10 Pat
Protein QC1 25 | 47,928 1.01 3 0.9 10 DPat
QC2 25 | 81.716 0.42 3 0.75 10 DPat
Acid uric QC1 25 286.5 1.322 3 1.24 17 Pat
QC2 25 | 572.92 1.127 3 0.6 17 Pat
Triglycerid| QC1 25 1.405 1.52 3 1.09 25 Dat
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QC2 25 2.441 0.856 3 0.4 25 Dat
AST QC1 25 | 45,292 1.955 4 0.2 20 Dat
QC2 25 | 151.02 1.329 4 2.04 20 Dat
ALT QC1 25 45.3 1.94 4 0.68 20 Dat
QC2 25 | 119.82 0.888 4 0.69 20 Dat
- Xac nhan do chum: %CV tinh theo ANOVA  nghiém trén 2 hé thdng may bang phucong phap

cla cac xét nghiém déu nho hon do chum dugc
cong bG cla nha san xuat (%CV cla nxs). o
chum cuia cac xét nghiém trén may Monarch1200
déu dat.

- Xac nhan d6 ddng: So sanh %Bias vdi sai sO
toan b6 cho phép (TEa) tir CLIA. Bias cta phong
xét nghiém thap hon sai s6 toan bd cho phép
(TE2). BO ding cua cac xét nghiém trén may
Monarch1200 déu dat.

Két qua danh gia do tucng dong hai may

Phuang phap d6 thi khac biét cia Krouwer

Két qua so sanh su khac biét cia mot s6 xét

do thi khac biét Krouwer dugc trinh bay & bang 3
va hinh 1 cho thdy 95% CI cla khac biét trung
binh c6 chira gia tri 0 (truGng hgp A) cod xét
nghiém Cholesteol. Khac biét cho phép cd chira
95% CI cla khac biét trung binh (trudng hgp B)
gom c6 cac xét nghiém: Acid Uric, Triglycerid.
Khac biét cho phép co chlra khac biét trung binh
nhung khong chifa 95%CI, (trudng hgp C) cd xét
nghiém Ure. Khac biét trung binh va 95% CI cua
nd ndm ngoai khoang chdp nhan cla khac biét
cho phép (Trudng hgp E) bao gom xét nghiém
Albumin, Glucose, Creatinin, Protein. AST va ALT.

Bang 3. Két qua so sénh su’ khdc biét cua mau bénh nhén trén 2 mdy Cobas 6000 va

Monarch 1200.
. ‘a Trung binh 959% CI cua su | *Bias cho Panh gia
Xet nghiem khac biét (%) khac biét % phép (A,B,C,D,E)
Ure -5.27 (-7.51)-(-3.03) 5.57 C
Glucose 6.09 3.61-8.57 2.34 E
Creatinin -8.83 -12.3-(-5.34) 3.96 E
Protein -10.7 (-14.3)-(-7.05) 1.36 E
Acid uric 2.84 1.29-4.4 8.95 B
Albumin -4.37 (-5.78)-(-2.96) 1.43 E
Cholesterol 0.86 -0.63 - 2.36 4.1 A
Triglycerid 5.45 3.77-7.13 9.57 B
AST 7.16 3.02-11.3 6.54 E
ALT 18.8 13.4-24.2 11.48 E
TRIGLYCERID CHOLESTEROL
g :: ;?7 g g — :::r;:l.ss
i s - e - Mean § j ——— TEa-4.1
° ? N'ﬁ:g ddé may :obas ( mmoglll) * " ’ ® Nong ;2 may Cobas (Er':mnl_n'l) * *
A B
AICD URIC ALBUMIN
i,e 15 a: 3 TEa 143
g 5 — TEa 8.95 LE‘T [} N o143
‘as' o e AA Mean 2.84 %’ 5 <~ = Mean-4.37
Nong dé may Cobas (umol/l) C ’ ° Nang 46 mla-l:, Cobas [ G/L) ® . * E
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Hinh 1. Biéu dé khdc biét Krouwer trén 2 mdy Monarch 1200 va Cobas 6000

IV. BAN LUAN

So sanh phuong phap dugc tién hanh bdi
phong xét nghiém dé danh gid su tuong dong
gitta hai may xét nghiém. V&i muc tiéu huéng
dén nang cao chat lugng xét nghiém cling nhu
chat lugng bénh vién dat tiéu chudn ISO thi viéc
dadm bao chat lugng xét nghiém la yéu cau cap
thiét. Trong dé danh gia su tuong dong giira cac
thié€t bi trong phong xét nghiém la mét yéu cau
bdt budc. Chinh vi vay ching t6i thuc hién
nghién c'u nay nham muc dich so sanh két qua
mot s6 chi s6 xét nghiém hda sinh dugc thuc
hién trén 2 hé théng may Monarch 1200 va
Cobas 6000 tai khoa xét nghiém Bénh vién ba
khoa tinh Dién Bién dé danh gid mlc dd tuong
dong cda hai hé thong va cd gidi phap cho cac
xét nghiém c6 dd léch vugt gidi han cho phép.

Trén thé gidi c6 nhidu huéng dan thuc hién
danh gia do tudng dong vai nhiéu loai trang thiét
bi khac nhau nhu IFCC, CLSI.. Chung t6i lua
chon thuc hién theo hu‘dng dan EP09-A3 cua
CLSI, day la hu’dng dan cta vién tiéu chudn xét
nghiém lam sang, gilp cac phong thi nghiém
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thuc hién cac budc ti€n hanh so sanh phuong
phap mot cach chi tiét, cu thé, ¢ hiéu qua va
kha ndng ap dung toan cau, dugc cac phong xét
nghlem uu tién lya chon. Dua trén viéc phan tich
két qua mau bénh pham dugc ti€n hanh phan
tich trén 2 hé thong may. Trén thuc té€ khi thuc
hién nghién ctiu theo tiéu chuén cua CLSI ¢6 uu
diém 13 dung mau huyét tuong cla bénh nhan
phu kin khoang tuyén tinh sé danh gla chinh xac
do chéch glu‘a 2 thiét bi & cac murc nong do khac
nhau thay vi st dung mau QC chi c6 thé danh
gia do chéch & mot s6 gia tri nong do nhat dinh.
Ngoai ra theo mot s6 khuyén cao viéc st dung
cac mau QC mac du don gian, tién Igi, dé su
dung, nhung chi thich hgp ap dung khi hai thiét
bi xét nghiém gidéng nhau sir dung cung 16 thudc
thir, thi kha néng ma&i quan hé gilta cac két qua
QC cua hai may la tuong tu nhu moi quan hé
gitta cdc mau bénh pham giita 2 mdy. Tuy nhién
khi nghién cru so sanh phuong phap dugc thuc
hién trén hai hé théng khac nhau, thudc thir
dudgc s dung khac nhau thi kha nang phan anh
ma&i quan hé vé két qua khi phan tich mau bénh
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nhan thong qua két qua cua mau QC 13 han ché
va cd thé dan dén nhu‘ng két ludn sai [am vé kha
nang so sanh cla mau bénh nhéan. Vi vay, cac
mau bénh phdm la Iua chon i uu khi st dung
dé so sanh dd léch gitta hai phuang phép trén
cac hé thdng may xét nghiém khac nhau 3.

Phan tich két qua theo CLSI, EP 09-A3, chi
dua ra duy nhat tiéu chi so sanh su khac biét
trung binh gilra 2 phudng phap véi d6 léch dugc
chdp nhan va hudng dan phan giai két qua so
sanh d0 léch theo 5 trudng hgp la A, B, C, D, E.
Trong dé trudng hgp E ¢ do Iéch la khong chap
nhan dugc*. Diéu quan trong la cac phong xét
nghiém phai tu thiét 1ap tiéu chudn chdp nhan 13
G mic do léch t6i uu, d6 léch mong muén hay
dd léch cho phép dua vao déc diém, diéu kién
cla phong xét nghiém. Thong thuGng, cac tiéu
chi nay la theo nha san xuat cong b6 hodc theo
bién thién sinh hoc tir cac nguon tin cdy. Nghién
ctu nay ldy bang bién thién sinh hoc cta Ricos
lam tiéu chi d€ danh gia, vdi tiéu chi chdp nhan
la do léch cho phép. Tiéu chi nay cd san trén
Westgard va dudgc chdp nhan réng rai°.

Cu thé, trong nghién cflu cua ching téi hai
thiét bi dugdc so sanh cta 2 hang khac nhau, co
cac dac tinh k¥ thuat khac nhau, hda chat khac
nhau. D& dua hai hé th6ng nay vao 4p dung
thuc t€ va két qua xét nghiém tir hai hé thong
tao gia tri tin tudng nhu nhau, thi nhitng su khac
biét nay phai ndm trong gidi han chdp nhan.
Thut t€ nghién cltu ctia ching toi cho thay 95%
CI cta khac biét trung binh cé chlra gia tri 0, tirc
la khéng cé su khac biét dang k& gitta hai
phuaong phap cd xét nghiém Cholesterol. Su khac
biét cho phép c6 chlira 95% CI cla khac biét
trung binh gém cé cac xét nghiém Acid uric va
Triglycerid. Khac biét cho phép cd chira khac biét
trung binh nhung khong chda 95%CI co xét
nghiém Ure. Khac biét trung binh va 95% CI
nam ngoai khoang chdp nhan cuta khac biét cho
phép gom xét nghiém Glucose, Albumin,
Creatinin, Protein, AST va ALT. Sau khi ti€n hanh
nghién cfu nay ching t6i thay chi cd Acid uric,
Cholesterol, Triglycerid, Ure 1a c6 thé tién hanh
chay song song trén hai mdy. Con cac xét
nghiém con lai c6 d6 chéch khong chdp nhéan
dugc. NEu mubn chay song song hai may & cac
chi s6 nay cdn cd su chuyén déi gid tri tham
khao trén mdy Monarch 1200. Tuy nhién viéc sir
dung 2 khoang tham chiéu s€ gay khoé khan cho
cac bac sy lam sang trong viéc danh gia va tién
lugng ngudi bénh. Bén canh dé khi ti€n hanh
nghién clru mugi chi s6 ma do chéch vugt gigi
han cho phép sau chi s6 thi can can nhac dén

viéc tim nguyén nhan do thiét bi hodc hda chat.
Vi hoa chat ctia hé thong may Monarch 1200 la
hoa chat khong phai hdéa chat cia hang may
cung cip. P& tim dugc nguyén nhan cu thé co
phai tir hda chat hay khong can c6 thém nhirng
nghién ctu khac nhu danh gia lién phong véi cac
phong xét nghiém cd cung st dung hé thong
may Monarch1200. Hodc kién nghi v&i bénh vién
vé viéc st dung hoda chat theo ding hang cung
cap sau doé danh gia lai su tuong dong. Ngoai ra
qua nghién clu cling thdy rang viéc lua chon d6i
tugng dé€ tién hanh danh gid do tucng dong rat
quan_trong, déy chinh la ly do tai sao nén
khuyén cdo cac phong xét nghlem sur dung mau
huyét tuong dé danh gia thay vi chon mau QC.
Vi theo nhu két qua danh gia do dang dé chum
cla cac chi s6 nay khi thuc hién bang chat noi
kiém déu dat chuén. Nhl,rng khi lam thuc nghiém
danh gia do tuong dong bang mau huyét tuong
lai c6 nhiéu chi s6 khéng dat d6 chéch cho phép,
day cling c6 thé mot phan do mau huyét tuong
c6 chira nhiéu thanh phan tap chat han mau QC
lam anh hudng dén két qua khi phan tich, diéu
nay cang chdng té viéc s dung mau huyét
tuang phan anh khach quan hon mau QC khi tién
hanh so sanh thuc té€ trén Iam sang.

Tom lai sau khi két thic nghién clu vé so
sanh d6 tuong dong cua hai hé thong may tai
khoa xét nghiém bénh vién da khoa tinh Dién
Bién theo hudng dan cla EP09-A3 thay vi két
ludn phuong phap khong dugc chap nhan, thi tu
tap hdp cac két qua trén co thé thic ddy phong
xét nghiém diéu chinh cac khoang tham chiéu
bdng cach st dung két qua cla nghién cllu so
sanh theo tai liéu CLSI EP28 dé& thiét Iap khoang
tham chi€u mdi cho may Monarch, hoac ti€n
hanh cac nghién cltu méi d€ tim nguyén nhan®.

V. KET LUAN

D6 ding va do chum xét nghiém Triglycerid,
Ure, Creatinin, Protein, ALT, AST, Acid uric, Glucose
clia may Monarch 1200 déu dat tiéu chuan.

Két qua so sanh do tugng dong trén hai may
Cobas6000 va Monarch1200 véi do léch chap
nhan dugc gom cac xét nghiém Triglycerid,
Choleterol, Ure, Acid uric. Cac chi s6 Glucose,
Albumin, Creatinin, Protein, AST, ALT v&i do léch
khong dugc chdp nhan. Chinh vi vay ching toi
khuyén cao hién tai khong tién chay song song
cac chi s6 khong dat do chéch cho phép trén hai
hé thng may nay.
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KHAO SAT KIEN THU’C, THAI PO, BIEN CO BAT LOT
SAU TIEM VACCIN COVID 19 O’ PHU N{* MANG THAI

Ping Thi Soal, Tran Thi Oanh?, Vii Thi Thiay!

TOM TAT

Coronavirus 2019 (COVID 19) da tao ra dai dich
toan ciu. Theo thng ké clia T6 chiic Y t& Thé g|d|
(WI;IO) dén thang 8/2021 co hon 200 triéu ngudi
nhiém Covid — 19, trong d6 cd han 4 triéu ca tr vong
trén toan the gIO'I [1]. Nhiéu loai vac xin COVID-19
hiéu qua va an toan da dugc phét trién. Tuy nhién, dir
liéu nghlen clru trong qua trinh phét trién vaccin tren
phu ni* mang thai vin con nhiéu han ché&, dic biét 1a
Viét Nam. Chinh vi vdy ma, di¥ liéu vé tinh an toan clia
vacin nay cho ddi tugng dac biét trén thuc té€ vo cling
quan trong. Nghién ciu thyc hién dé tai v6i muc
tiéu khao sat kién thirc, thai do, bién cd bat Igi sau
tiém vaccin Covid 19 trén phu lig mang thai. Doi
tugng, phuong phap nghlen ciru: Mo ta cit ngang
cac cau trad I0i cla phu nir mang thai da tiém vaccin
Covid 19 dugc thu thap ngau nhién, thuan tién trén
toan quoc thong qua bo cau hdi online véi link
https://forms.gle/sk9gWneMaZ75pINJ8. Két qua: cg
mau 30 phu ni mang thai da tiém vaccin Covid - 19,
tudi trung binh 30,83 * 3,3; chi yéu mang thai 3
thang cudi (77, 3%), c63 Ioal vaccin — Covid 19 dugc
tiém la Comirnaty (18/30), Moderna (4/30),
AstraZeneca (8/30). 19/30 tiém 1 mdii, 11/30 tiém du
2 miii. Pa phan c6 tim hiéu v& vaccin Covid — 19
(96,7%) chu yéu thong qua mang xa hdi, bdo mang
(83,5%). 96,7% san long tiém vaccin Covid — 19 va
90% dong y tiém vaccin dem lai Igi ich vugt troi nguy
cd nhung da phan lo lang vé phan (ng bat Igi anh
hudng dén con (93,3%). C6 26/30 truGng hgp gap
bién cd bat Igi sau tiém, trong d6 33,3% gdp 1 bién
O, bién c6 gdp chu yéu la dau cd, sot nhe, mét mdi,
sung dau cho tiém, khdng gap bi€n c6 nang nhu tién
san giat/ tang huyét ap thai ky. Khdng cé su khac
nhau vé bién cG gitra mii 1 va mii 2 hay la gi(ta ba
loai vaccin Covid — 19. Két Luan: Phu nif mang thai
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déu dong y tiém vaccin Covid — 19 mang lai Igi ich
vugt trdi nguy cd, san sang tiém vaccin Covid — 19
nhung déu tam ly lo 18ng cac bién c¢6 anh hudng tdi
con. Cac phan (ng bat Igi xay ra tuong tu nhu trén
ddi tugng binh thuGng.

Keyword: vaccin Covid- 19, phu nit mang thai,
bi€n cO bat Igi, thai do, kién thirc

SUMMARY
SURVEY OF KNOWLEDGE, ATTITUDE,
ADVERSE EVENTS AFTER IMPORTING

COVID 19 VACCIN IN PREGNANCY WOMEN

Coronavirus 2019 (COVID-19) has created a global
pandemic. According to statistics of the World Health
Organization (WHO), by August 2021, more than 200
million people have been infected with Covid - 19, of
which more than 4 million have died worldwide [1].
Many effective and safe COVID-19 vaccines have been
developed. However, research data on vaccine
development in pregnant women is still limited.
Therefore, data on the safety of this vaccine for
special populations is in fact extremely important. The
study was carried out with the goal of surveying
knowledge, attitudes, and adverse events after
vaccination against Covid-19 in pregnant women.
Subjects, research methods: A cross-sectional
description of responses from pregnant women who
received the Covid-19 vaccine were randomly and
conveniently collected nationwide through an online
questionnaire with the link https://forms
.gle/sk9gWneMaZ75pIN]8. Results: sample of 30
pregnant women vaccinated with Covid-19 vaccine,
mean age 30.83 = 3.3; mainly pregnant in the last 3
months (77.3%), there are 3 vaccines - Covid 19
injected: Comirnaty (18/30), Mordena (4/30),
AstraZeneca (8/30). 19/30 inject 1 dose, 11/30 inject
2 full shots. Most learned about the Covid-19 vaccine
(96.7%) mainly through social networks, online
newspapers (83.5%). 96.7% are willing to get the
Covid-19 vaccine and 90% agree that the benefits
outweigh the risks, but the majority are worried about
adverse reactions affecting their children (93.3%).
There were 26/30 cases of adverse events after
injection, of which 33.3% had 1 event, the main



