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Xac nhan phwong phap xét nghiém glucose mau
trén may dwong huyet tai cho (POCT) Accu-chek Inform II
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Trieong Pai hoe Y Ha Ngi, 1 Ton That Ting, phieong Trung Tuw, qudn Pong Pa, Ha Néi, Viét Nam
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Tom tit:

Xét nghiém glucose mau, trong dé ¢é glucose mau mao mach la xét nghiém dwoe khuyén cio sir dung dé chin doan
va theo doi diéu tri bénh dai thio dwong. Hién nay, xét nghiém glucose mau mao mach dwoc thuce hién tai cac khoa
1am sang, trén may dwong huyét tai chd (POCT - Point of care testing) véi chi phi hop 1y, thoi gian nhanh, thuan
tién, hd tro chin doan va diéu tri kip thoi. Tuy nhién, dé lya chon céc thiét bi POCT dat cac tiéu chuén chit lwong
thi can sw Kkiém soat chiit ché ciia phong xét nghiém. Muc tiéu va phwong phap nghién cwu Xac nhian phwong
phap xét nghlem dwong mau mao mach trén may Accu-chek Inform II (Acc-II) gom cac chi sé: dd dung, do chum,
khoang tuyen tinh, so sanh tuwong dong két qua xét nghiém theo cac khuyen cao cua Vién Tiéu chuin Iam sang va
xét nghiém Hoa Ky (CLSI) (EP15A3, EP06A, EP09A3). So sanh twong dong két qua xét nghiém glucose mau trén
may xét POCT véi cac két qua trén may xét nghiém & phong xét nghiém trung tim (Cobas 8000), bao gdm mau mao
mach toan phin, mau tinh mach toan phin, mau tinh mach huyét twong. Két qua: P9 chum, do ding, khoing tuyén
tinh dwoc xac nhin theo cong b6. Khoang tuyén tinh ctia phwong phap 1a 1,6-31 mmol/l. Sy khac biét khi danh gia
glucose mau mao mach véi glucose miu tinh mach huyét tuong, tinh mach toan phin trén may Acc-II va véi glucose
maiu tinh mach huyét twong trén may Cobas 8000 lin lwot 12 6,89, -8,62 va -10,97%.

Tir khéa: Accu-chek Inform II, EP15A3, glucose mau mao mach, glucose tinh mach, hiéu ning phwong phap, so

sanh twong dong.
Chi s6 phén loai: 2.6
1. Dat van deé

Dai thao duong 1a bénh man tinh c6 nguy co din dén
nhiéu bién chung tram trong, vi vay can phai dugc phat hién
nhanh chéng va diéu tri kip thoi. Hiép hoi déi thao duong
Hoa Ky (ADA) dua ra khuyén cdo xét nghiém chan doan
d4i thao duong gdm cé: xét nghiém dinh lugng glucose mau
(lac d6i va ngau nhién), xét nghiém dinh lwong HbAIC,
thtr nghiém dung nap glucose. Xét nghiém dugc st dung
phd bién nhat 1a dinh lugng glucose mau. Hién nay, c6 4
loai mau dugc st dung thuong xuyén trong xét nghiém dinh
luong glucose mau 1a mau mau toan phan (tinh mach, mao
mach) va mau huyét thanh hodc huyét twong thu duoc tir
mau tinh mach. Trong khuyén céo cta T6 chire Y té Thé gioi
(WHO), két qua glucose mau mao mach thudc hé thong xét
nghiém nhanh tai chd POCT hodc mau tinh mach tai phong
xét nghiém trung tam >7,0 mmol/l déu duoc st dung dé
chan doan dai thao duong[1].

Chét lugng ctia mot Kkét qua xét nghiém phu thude vao
dd chinh x4c cua két qua xét nghiém. Pé thuc hanh chit
luong xét nghiém tét, giam thidu cic nguyén nhén sai s,
phong xét nghiém can phai tién hanh thim dinh hodc xac
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nhan cac cong bd cua nha san xuét phu hop véi diéu kién
thuc té ciia phong xét nghiém. Két qua xét nghiém dua ra
dugc dam bao tinh chinh xac va dang tin cay 1a bang chimng
khach quan gitip cho viéc chan doan, didu tri bénh chinh xac
va hi¢u qua.

Xét nghiém glucose mau mao mach dang duoc trién
khai & nhiéu khoa 1am sang boi kha ning thuc hién k§ thuat
don gian ciing nhu thoi gian cho ra két qua nhanh chong kip
thoi. May Acc-1II 1a thiét bi xét nghiém glucose méau nhanh
tai chd nho gon, két ndi, cung cip nhidu cong cu quan ly
chat lugng, phtt hop hd trg bac sy 1am sang trong chan doan
va diéu tri kip thoi cho bénh nhan. May xét nghiém nay cho
phép thuc hién trén nhiéu loai miu mau mao mach, tinh
mach, mau huyét twong, huyét thanh, toan phéan.

Nham ning cao va quan ly chit luong xét nghiém,
nghién ciru nay tién hanh danh gia hiéu nang phuong phap
xét nghiém glucose méau trén may Acc-II gdm céc thong
s6: khoang tuyén tinh, d6 chum, do ding, ddc biét 1a thuc
nghiém so sanh tuong dong giita két qua xét nghiém glucose
mau toan ph?m mao mach, mau tinh mach huyét tuong, mau
tinh mach toan phan thyc hién trén may do duong huyét tai
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Abstract:

Blood glucose testing, including capillary blood glucose,
is the recommended test for the diagnosis and monitoring
of diabetes treatment. Currently, capillary blood glucose
testing is performed on point-of-care testing (POCT)
with reasonable cost, fast time, convenience, supporting
timely diagnosis and treatment. However, in order to
select POCT devices that meet quality standards, it is
necessary to strictly control the laboratory. Object and
method: Confirmation of the capillary blood sugar testing
method on the Accu-chek Inform II (Acc-II) machine
including the following indicators: accuracy, precision,
linear range, comparison of test results according to
the recommendations of the Clinical & Laboratory
Standards Institute (CLSI) (EP15A3, EP06A, EP09A3).
The authors compared results on the testing machine
in the central laboratory (Cobas 8000) of blood glucose
testing on the POCT machine with the results of whole
capillary blood, whole venous blood, and plasma venous
samples. Results: Precision, accuracy, and linearity
were confirmed as published. The linear range of the
method is from 1.6 to 31 mmol/l. The difference between
capillary blood glucose pairs and plasma venous glucose,
whole blood venous glucose on Accu-chek Inform II and
plasma venous blood glucose on Cobas 8000 machine are
6.89, -8.62, and -10.97%, respectively.

Keywords: Accu-chek Inform I1, capillary blood glucose,
EP15A3, method comparison, method performance,
venous blood glucose.
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chd Acc-II v6i mau tinh mach huyét tuong duoc thuc hién
trén Cobas 8000 tai Khoa Xét nghiém, Bénh vién Dai hoc
Y Ha Ngi.
2. Doi tugng va phuong phap nghién ciiu

2.1. Péi twong

Phuong phap xét nghiém dudng méau mao mach trén
may Acc-I1.

2.2. Vit liéu

D¢ diing, @6 chum: Mau ching dung dich thuong mai
QC v6i 2 mirc nong do:

- L1(Lo): 30-60 mg/dl (1,67-3,33 mmol/l).
- L2(Hi): 261-353 mg/dl (14,5-19,6 mmol/1).

Tuyén tinh: bd kit mau tuyén tinh (Linearity test kit) gdm
6 mirc nong d6 véi thé tich 2,5 ml méi mic do Hang Roche
cung cap nhu sau.

Miul Miu2 Miu3 Miud4 Miu5 Miu6

Néng d6 (mg/dl) 28 45 18 307 511 559

Nong d¢ (mmol/l) 1,6 2,5 6,5 17,0 284 31,0

So sanh twong déng: Mau mau tinh mach va mao mach
duoc thu thap tir 41 tinh nguyén vién tham gia nghién ciru.
Thuc hién dinh luong glucose mao mach, tinh mach toan
phan va glucose huyét trong tinh mach trén may Acc-II va
mau glucose huyét trong tinh mach trén may Cobas 8000.

2.3. Phwong phap nghién ciru
Nghién ctu thyc nghiém trong phong xét nghiém.

Nguyén ly xét nghiém glucose mau mao mach trén may:
Nguyén ly dién hod enzyme Mut-QGH c6 trén que thir s€
chuyén glucose trong mau méau thanh gluconolactone. Phan
ung tao ra dong dién mot chiéu, may do s€ dinh luong dugc
ndng do glucose.

2.4. Quy trinh thuc hién

Thyc nghiém danh gia do chum, dé dung: Nghién cuu
sir dung ciing mot thyc nghiém dé danh gia dong thoi do
chum va d¢ diing cua phuong phap xét nghiém theo hudng
dan EP15A3 ctia CLSI. Phan tich l3p lai 5 1an mdi ngay,
t6i thiéu 2 mirc nong d6 QC trong 5 ngay lién tiép. So sanh
dd chum va d¢ ding voi tiéu chuin cia nha san xuit va
tiéu chuan chép nhan theo ISO 15197:2013: +0,83 mmol/l
(Blood glucose <5,55 mmol/l); +15% (Blood glucose >5,55
mmol/l) [2].
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Thire nghiém danh gid d¢ tuyén tinh: Thuc nghiém chay
lap lai 2 14n mdi muc véi 6 mirc néng d0 cua bo kit nha san
xudt cung cap theo khuyén céo vé sé muirc ndng do va s lan
lap ciia hudng dan CLSI EPO6A (2 lan) [3]. Thuc nghiém st
dung phuong phép hdi quy tuyén tinh don gian, danh gia chi
s6 R-square phu hop véi tiéu chuan.

So sanh tiwong dong voi két qua glucose huyét twong
trén may tai phong xét nghiém trung tam Cobas 8000. Thuc
nghiém so sanh tuong dong theo huéng din CLSI EP09A3
[4]. Tién hanh trén thiét bi do duong huyét Acc-II va trén hé
thdng Cobas 8000 véi viéc st dung mau mau cua 41 tinh
nguyén vién, bao gdm mau mao mach, mau tinh mach toan
phan va mau tinh mach huyét twong. So sanh do léch két
qua xét nghiém glucose gitta mau mao mach véi mau tinh
mach huyét twong do trén may Acc-II va véi mau tinh mach
do trén may Cobas 8000, giita méau tinh mach huyét tuong
v6i mau tinh mach toan phan do trén may Accu-II. Tinh
toan do 1éch tai cac néng do quyét dinh y khoa 1a 2,5, 6,66,
9,99 mmol/l va so sénh véi tiéu chuan d¢ léch theo ISO
15197:2013. Banh gia su khac biét theo cac truong hop A-E
khuyén céo cua CLSL

Truong hop  Két qua Két luan
A 95% CI ctia khac biét trung ~ Khong c6 su khac biét dang
binh ¢6 chura gia tri 0 ké gitra 2 phuong phap do
Khac bi¢t cho phép co Su khéc biét gitta 2 phuong
B chira 95% CI cua khac phép dat tiéu chuin chip
biét trung binh nhén d6 1éch vai 95% CI
C6 thé chip nhan do khac
Khoang khac biét cho biét trung binh nhung khong
C phép co chira khac biét dam bado d¢ tin cay 95% va
trung binh nhung khong s€ c6 mot sé két qua khac
chira 95%CI biét dang ké giita 2 phuong
phap
Khéc biét nim ngoai tiéu
Khac biét trung binh chi chap nhan nhung vi 95%
nim ngoai gidi han tiéu CI ¢6 bao gom khéac biét cho
D chi khac biét cho phép phép nén van c6 thé két luan
nhung 95% CI cia khac  su khac biét gilra 2 phuong
biét trung binh chira khac  phéap 1 chép nhan dwoc
biét cho phép nhung mure d¢ tin cdy s€ nho
hon tinh hubng C
Khéc biét khong dwoc chip
Khac biét trung binh va Eﬁgﬁ pﬂf éo glgap}tlﬁg d}(:urgzl
95% CI khéc biét trung e e
E binh ndm ngoai khoang phap cu. ags

chz"ip nhan cta khac biét
cho phép

phuong phap méi can xay
dung lai khoang tham chiéu
va xem xét ndng do quyét
dinh lam sang

Xir Iy s6 liéu: S6 lidu duge xir Iy theo hudng dan cia
CLSI trén phan mém Excel.
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3. Két qua

3.1. Xdc nhdn gid tri sw dung cia xét nghiém glucose
madu trén Accu-I1

Két qua bang 1 cho thy, phuong phép xét nghiém dudng
mau mao mach c6 do chum va do diing dugc xac nhan.

Bang 1. Két qua danh gia do chum va do dung.

QC1 QC2
Sr (mmol/1) 0,04 0,22
Swl (mmol/l) 0,04 0,25
D6 oR (mmol/l) 0,1 0,6
Y s bl 0,1 0,3
Panh gia d6 chum Xac nhan Xac nhan
(Sy<0,, S <c.) do chum do chum
Do 1éch Bias (mmol/l) 0,11 0,34
D6 léch Bias (%) 4,5 2,1
bo
dung Do léch tidu chuin (B*) 0,83 mmol/l 15%
. . Xac nhan Xéac nhan
Panh gia (Bias<B*) 46 ding 45 diing

Do léch chun uéc tinh & ¢a 2 mirc QC nhd hon cong bd clia nha san xuét (QC1:
$,=0,04<0,1=0,, S,=0,04<0,1=0,; QC2: §,=0,22<0,6=0,, S,,,=0,25<0,3=0, ).
D6 chum dwoc xac nhan.

Gia tri Bias nho hon véi gia tri bias dugc chép nhan
(0,11<0,83 mmol/l, 2,1<15%) theo tiéu chuan ISO

15197:2013 nén d6 dang cta xét nghiém duoc xac nhan.

35.00

v =0,0068x + 0,0546

30.00 R*=0,9997

25.00

20.00

15.00

10.00

Két qua do duc

5.00

0.00

0.00 5.00 10.00 15.00 20.00 25.00 30.00 35.00

Gid tri mong doi

Hinh 1. Phwong trinh tuyén tinh cia phwong phap dinh lwong glucose
mau mao mach trén may Acc-Il.

Két qua hinh 1 cho thay, phuong trinh tuyén tinh cia
phuong phap dinh lugng glucose mau mao mach trén may
Acc-II1ay =0,9968x + 0,0546, vdi R>=0,9997 (0,99<R*<1)
trong khoang 1,6 dén 31 mmol/I.
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Keét qua glucose méau tinh mach so sinh (mmol/I)
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y =1,0216x+ 0,3015
r=0,959
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a)

a) Mao mach voi
huyét twong tinh mach

=0,7402x+1,1113
v= ’ Acc-ll

r=0,929

b) Mao mach véi
toan phan tinh mach
Acc-ll

<)

y=0,8126x+0,2977
r=0,956

¢) Mao mach Acc-ll
tinh mach Cobas 8000

10 11 : 74

Két quéa glucose mau mao mach trén may Acc-II (mmol/l)

Hinh 2. Méi twong quan két qua xét nghiém glucose mau giiva mau mao mach trén may Acc-ll véi mau tinh mach toan phan, tinh mach huyét twong trén

may Acc-ll va tinh mach huyét twong trén may Cobas 8000.

3.2. Sw twong dong két qud xét nghiém glucose mdu
mao mach, tinh mach trén mdy Acc-I1I va Cobas 8000

Két qua hinh 2 cho thdy, phuong trinh tuong quan va
hé s0 tuong quan r cia xét nghi€ém glucose mau gitta: mau
mao mach va tinh mach huyét twong trén may Acc-II 1a
Bang 2. Gia tri trung binh va dé léch chuan trung binh glucose mau &

mau mao mach, mau tinh mach huyét twong, mau tinh mach toan phan
trén may Acc-ll, mau tinh mach huyét twong trén may Cobas 8000.

May thue hién . Maiy Cobas
xét nghiém Miy Aceu-Il 8000

Miu mao Mau tinh Mau tinh Mau tinh
Miiu phin tich mach mach huyét mach toin  mach huyét

: twong phin twong
ong do +

Nongdo  Mean2SD (40,138 ggrui1ds 5832110 S48LIS
glucose  (mmol/l)

y = 1,0216x + 0,3015 (r=0,959). Mau mao mach va mau
tinh mach toan phan trén may Acc-II 1a y = 0,7402x +
1,1113 (r=0,929). Mau mao mach do trén thiét bi Acc-II va
mau tinh mach do trén may Cobas 8000 la y = 0,8216x +
0,2977 (1=0,956). Hé s6 r>0,9 cho thiy mdi twong quan chat

ché gilta cac két qua xét nghiém dugc so sanh.

Két qua danh gia phan trim sy khac biét giita cic cip
két qua do glucose mau dugc thé hién & bang 3. Két qua
cho thiy, sy khac biét giita mau tinh mach huyét tvong voi
mau tinh mach toan phan do trén may Acc-II 1 16n nhat
(14,51%) va su khac biét gitta médu mao mach véi mau tinh

mach huyét tuong do trén may Acc-II nho nhat (6,89%).

Bang 3. D6 chénh léch néng dé glucose mau va % sw khac biét giira mau mao mach trén may Acc-ll véi mau tinh mach toan phan, tinh mach huyét

twong trén may Acc-ll va tinh mach huyét twong trén may Cobas 8000.

Miu mao mach véi miu

A A A A A
L5 AL R 5 0 OB 0t tinh mach huyét tuong

glucose mau

MAu mao mach véi
miu tinh mach toan

Miu mao mach may
Acc-II véi miu tinh mach

Mau tinh mach huyét
twong véi miu tinh mach

trén may Acc-II phin trén may Acc-II  toan phén trén may Acc-II  huyét twong may C8000
Ky hiéu quy uée X Y Z, T
Trung binh (mmol/l) 0,44 -0,55 0,99 -0,7
Phin trim sy khéc biét (%) 6,89 -8,62 14,51 -10,97

X: khac biét gitba mau mao mach véi mau tinh mach huyét twong trén may Acc-ll; Y: khac biét gitva mau mao mach véi mau tinh mach toan phan trén may Acc-ll;
Z: khéc biét gitra mau tinh mach huyét twong véi mau tinh mach toan phan trén may Acc-Il; T: khac biét gitra m&u mao mach trén may Acc-ll véi mau tinh mach

huyét twong trén may C8000.
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Bang 4. Danh gia do léch tai ndng do quyét dinh y khoa theo hwéng dan CLSI EP09A3.

Khic biét e D l1éch tai ndng do s o i L
2 . Nong d¢ quyét dinh Fon e 95%Cl do léch tai nong do D6 1éch cho phép Danh gia
nong do quyét dinh y khoa fon o )
3 y khoa (mmol/l) [5] quyet dinh y khoa (mmol/l) (mmol/l) truong hop [3]

glucose mau (mmol/l)

2,5 0,3555 -0,04935 dén 0,76035 0,375 A
X 6,66 0,4453 0,3087 dén 0,5819 0,999 B

9,99 0,5173 0,1375 dén 0,8971 1,4985 B

2,5 0,4618 -0,6087 dén 1,5323 0,375 A
Y 6,66 -0,619 -0,9802 dén -0,2578 0,999 B

9,99 -1,4841 -2,4885 dén -0,4797 1,4985 @

2,5 0,2213 0,1031 dén 0,3395 0,375 B
% 6,66 -0,9406 -0,9449 dén -0,9362 0,999 B

9,99 -1,8707 -1,9574 dén -1,7939 1,4985 D

2,5 -0,1708 -0,6610 dén 0,3915 0,375 A
T 6,66 -0,9504 -1,1158 dén -0,7850 0,999 @

9,99 -1,5744 -2,0344 dén -1,1144 1,4985 D

Két qua bang 4 cho thiy, véi X: mau mao mach va mau
tinh mach huyét tuong trén may Acc-II ¢6 su khic biét
khoéng dang ké; Y: miu mao mach v6i miu tinh mach toan
phéan trén may Acc-II c6 sy khac biét ting dan theo 3 mirc
néng dd. Su khac biét van chép nhan duoc o n@)ng d6 9,99
mmol/l; Z: miu tinh mach huyét twong véi mau tinh mach
toan phan trén may Acc-II c6 su khac biét ting dan theo 3
miurc néng dd. Su khac biét van chép nhan duoc o n6ng do
9,99 mmol/l; T: mau mao mach may Acc-II va mau tinh
mach huyét twong may Cobas 8000 khong c6 su khéc biét &
néng dd 2,5 mmol/l, nhung sy khac biét 1a dang ké & néng
dd 6,66 va 9,99 mmol/ nhung ch?ip nhan duoc.

4. Ban luan

Xét nghiém glucose mau mao mach thuc hién tai khoa
lam sang la xét nghiém quan trong va can thiét, dic biét
trong quan ly va diéu tri cac bénh Iy can theo ddi lién tuc nhur
dai thao duong. Xét nghiém glucose mau trén may POCT
nhanh chong, hd tro kip thoi cac bac sy dua ra cac can thi¢p
cho bénh nhén, t6i da hoa hiéu qua diéu trj trong khi giam
thiéu thoi gian va cang thang cua bénh nhan. WHO khuyén
c4o bénh nhan c6 két qua xét nghiém glucose mao mach
trén may POCT khi d6i >7,0 mmol/l ciing dugc su dung
thay thé dé chan doan dai thio dudng khi khong cé glucose
mau tinh mach tai phong xét nghiém trung tam [1]. Do vy,
cac xét nghiém POCT can dugc quan 1y chit lugng chat
ché va danh gia twong dong voi cac két qua tai phong xét

nghiém trung tm, nhdm cung cip thong tin chinh xac nhat
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cho béc sy 1am sang. Nhom nghién ciru tién hanh dénh gia
hiéu nang cta phuong phap dinh lugng glucose mau mao
mach trén may Acc-II tai Bénh vién Pai hoc Y Ha Noi, so
sanh véi két qua glucose mau & phong xét nghiém trung tim
dé dua ra cac khuyén céo cho bac sy trudc khi xét nghiém

duogc trién khai tai cac khoa 1am sang.

Thuc nghiém danh gia d¢0 chum va 4§ dung duogc
thuc hién b?mg viéc phan tich 2 mtc n6ng dé QC, chay
lap lai 5 1an mdi ngay va chay trong vong 5 ngay [6]. Két
quéa thuc nghiém cho thiy, do léch chuin trong mot lan
chay va d¢ léch chudn giita cac 1an chay ciia phong xét
nghiém nho hon d¢ léch chuin cua nha san xuét (QCt:
§,=0,04<0,1=c,, S, =0,04<0,1=c_; QC2:S =0,22<0,6=c,,
Sy, =0,25<0,3=c_ ). D) Iéch Bias nho hon d9 [éch tiéu chuén
t6i da cho phép theo ISO 15197:2013 (QCI: 0,11<0,83
mmol/l, QC2: 2,1<15%). Nhu vay, d0 chum va d¢ ding
cua phuong phép duogc xac nhan. Thuc nghiém déanh gia do
tuyén tinh dwoc thuc hién trén 6 mirc néng d0 cua bo kit do
nha san xuét cung cp véi 2 1an chay lip lai. Khoang tuyén
tinh cua xét nghiém glucose mau trén may Acc-1I dugc
xac nhan 1a 1,6-31 mmol/l voi phuong trinh tuyén tinh 1a
y = 0,0546 + 0,9968x. Két qua danh gid 3 thong s nay
turong ddng voi nghién ctru cua T.D. Jeong va cs (2016) [7]
khi tién hanh dénh gia quy mé 16n hiéu nang phuong phap
cac may glucose mau mao mach POCT, trong d6 c6 may
Acc-II cho thay 12/12 thiét bi dat chuén do chum; 97,1-
100% thiét bi dat tiéu chuan do dang theo ISO 15179:2013,
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Huyét trong mao mach
11,88 mmol/l
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lru ¥ sy khac biét 10% véi két qua glucose thuc

hién tai phong xét nghiém trung tam.

~—

Huyét trong tinh mach

Trong nghién ctru cia T.D. Jeong va cs

10,50 mmol/l

10,84 mmol/l
y
Mau toan phe‘in mao mach
+11,3%

(2016) [7] ciing tién hanh so sanh két qua gitra
24 thiét bi may Acc-II véi Cobas 8000 va dua ra
dugc phuong trinh twong quan 1a y = 0,953x +
0,115 véi hé s twong quan r=0,998 (r>0,9). Su

\

Mau toan phén tinh mach
9,58 mmol/l

khac biét nong do cua phuong phap 1a -0,333,

+9,6%

Hinh 3. Sw khac biét vé ndng do glucose & cac mau mau khac nhau.

49 thiét b myén tinh trong khoang 1,55-31,02 mmol/l. Thyc
hién glucose mau mao mach trén may Acc-II cho két qua
chinh xé4c, dam bao chat luong trong chan doan, theo ddi
diéu tri cho bénh nhan.

Nghién ctru so sanh tuong dong cho thdy, két qua xét
nghiém giita mau glucose mau mao mach trén may POCT
va glucose mau tinh mach trén may Cobas 8000 c6 su khac
biét -10,97% (truong hop A, C, D lan luot theo cac muc
ndng do). Sy chénh 1éch nho hon tiéu chuin do 1éch chip
nhén cua xét nghiém glucose mau mao mach POCT (ISO
15197:2013) 1a 15%, nhung két qua xét nghiém trén may
POCT va phong xét nghiém trung tdm 10%. Chénh léch
nong do 16n ¢6 thé anh huong dén nhan dinh ciia bac sy 1am

sang trong chan doan va diéu tri.

Theo khuyén c4o ciia nha san xuat, may Acc-II cho phép
thyc hién xét nghiém glucose trén mau miu mao mach,
tinh mach toan phan va tinh mach huyét tuong. Tuy nhién
trong nghién ctru nay, ching t6i nhan thay két qua so sanh
tuong dong ciia cac miu co su khac biét tuong ddi 16n. P
léch gitra mau mau mao mach va tinh mach toan phén, gilta
mau mao mach va tinh mach huyét tuong, gitta tinh mach
huyét tuong va tinh mach toan phﬁn lan luot 1a -8,62, 6,89
va 14,51%. Két qua nay twong dong voi nghién ctru cua K.
Kuwa va cs (2001) [8] khi nghién ctru trén 31 bénh nhan
(hinh 3). Nguyén nhan ciia su khac biét nay 1a do ndng do
glucose trong mau tinh mach mao mach khac nhau, hozc do
khac biét ham luong nudc va thé tich khdi hong cau (Het).
Do d6, bac sy 1am sang can than trong trong viéc st dung
két qua xét nghiém glucose trén may POCT, thuc hién trén
cac ban chit mau khac nhau. Phong xét nghiém khuyén céo

chi st dung mau mau mao mach dé thuc hién xét nghiém va

%H%-IE 66(1) 1.2024

-0,827 mmol/l véi cac mau c¢6 nong do glucose
>15 mmol/l. Két qua nay ciing kha twong dong
vGi nghién ciru cia chung toi. Sy chénh 1éch két
qua glucose mau mao mach trén may Acc-II va glucose mau
tinh mach trén may Cobas 8000 con c6 thé do nguyén 1y k¥
thuat xét nghiém. Hé thong may Cobas 8000 tai phong xét
nghiém trung tam st dung nguyén ly do quang Hexokinase
dé phan tich nong do glucose mau, trong khi d6 may Acc-
IT st dung nguyén ly do dién cuc. Sy cong gdp khac biét
vé ban chat mau va ban chat phuong phap xét nghiém tao
ra chénh léch két qua xét nghiém trén may tai phong xét

nghiém trung tam va trén mdy do duong méu mao mach.

Xét nghiém glucose mau trén may Acc-II c6 do dung va
d6 chum tbt, c6 khoang tuyén tinh dai va phu hop dé hd trg
cac bac sy trong chian doan va theo ddi diéu tri bénh nhan.
Tuy nhién két qua xét nghiém glucose mau mao mach va
tinh mach trén may POCT va phong xét nghiém trung tam
¢6 su khac biét, do do, can than trong trong st dung dé chan

doan dai thao dudng va tién dai thao duong cho bénh nhan.
5. Két luan

Tir két qua nghién ctru cho thay, do dang va do chum
cua xét nghiém glucose mau thyc hién trén may Acc-1I dugc
x4c nhan phu hop theo tiéu chuan ISO 15197:2013. Khoang
tuyén tinh ctia phuong phap 1a 1,6-31 mmol/l véi phuong
trinh tuyén tinh y = 0,0546 + 0,9968x.

So sanh két qua xét nghiém glucose mau trén 2 hé
thdng Cobas 8000 va Acc-II thu dwoc két qua nhu sau: sy
khac biét khi danh gia cac cap glucose mau mao mach voi
glucose tinh mach huyét twong, toan phan trén may Acc-II
va mau mau mao mach trén may Acc-II va glucose méu tinh
mach huyét tuong trén may Cobas 8000 lan luot 12 6,89,
-8,62 va -10,97%.
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