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TOM TAT

Bt vin dé: Po glucose mdu chinh xdc dong vai tro thiét yéu trong bénh ddi thao dwong. Thiét bi xét
nghiém tai ché (POCT) nhu Accu-chek Active dwege sir dung réng rdi nho trd két qua nhanh va tién
loi; tuy nhién, hiéu nang phan tich bi anh huéng boi nhiéu yéu t6, do dé cdan dwoc danh gid theo
héng dan chudn hod. Muc tiéu nghién ciru: Danh gid hiéu ndng phdn tich ciia Accu-chek Active tdp
trung vao dé chum va dé ding theo CLSI EP15-A3. Déi tuwong va phirong phdp nghién ciru: Cac mdu
kiém sodt chdt lwong & hai mirc néng dg thap (QC1) va cao (QC2) dwoc do ldp lai trén Accu-chek
Active. Bo chum dwoc xac dinh qua do lap lai trong lan chay va gitta cac lan chay, biéu dién bdng
hé s6 bién thién (CV). P ding dwoc danh gid bang cdch so sanh gid tri trung binh véi gid tri dich.
Két qua: Bo chum ngd'n han CVR% cua QCI va QC2 lan lwot 2.5% va 1.72%, d6 chum dai han
CVWL% la 2.89% va 1.73%, deu thdp hon gid tri nha san xudt cong bo. Gid tri trung binh (55.6
mg/dL doi véi QCI va 161.4 mg/dL doi véi OC2) nam trong khodng cho phép, xdc nhéin dé ding dat
yéu cau. Két lugn: Accu-chek Active dap vmg tiéu chi vé dg chum va dg diing, cho thdy hiéu nang on
dinh va phu hop su dung trong theo doi glucose mau thuong quy.

Tir khoa: glucose mau, Accu-chek Active, do chum, do dung

EVALUATION OF THE PRECISION AND TRUENESS OF
QUANTITATIVE BLOOD GLUCOSE TESTS ON THE
ACCU-CHEK ACTIVE

Nguyen Thi Bao Minh, Nguyen Ngoc Minh Thu, Mai Tan Dat, Nguyen Van Trung, Vu Hong Hai

ABSTRACT
Background: Accurate blood glucose measurement plays a critical role in diabetes management. Point-

of-care testing (POCT) devices such as the Accu-chek Active are widely used due to their rapid
turnaround time and convenience, however, their analytical performance may be affected by various
factors and therefore requires evaluation according to standardized guidelines. Objective: To evaluate
the analytical performance of the Accu-chek Active system, focusing on precision and trueness, in
accordance with CLSI EP15-A3 recommendations. Materials and methods: Quality control (QC)
samples at two concentration levels, low (QCI1) and high (QC2), were repeatedly measured on the
Accu-chek Active device. Precision was assessed in terms of within-run and between-run repeatability,
expressed as the coefficient of variation (CV). Trueness was evaluated by comparing the observed mean
values with the assigned target values. Results: The within-run precision (CVR%) for QCI and QC2
was 2.5% and 1.72%, respectively, while the between-run precision (CVWL%) was 2.89% and 1.73%,
all of which were lower than the manufacturer’s claimed values. The observed mean concentrations
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(55.6 mg/dL for QCI and 161.4 mg/dL for QC2) were within the acceptable ranges, confirming
satisfactory trueness. Conclusion: The Accu-chek Active system met the acceptance criteria for
precision and trueness, demonstrating stable analytical performance and suitability for routine blood
glucose monitoring.

Keywords: blood glucose, Accu-chek Active, precision, trueness

1. PAT VAN DE

bai thao duong (DTD) 1a mét bénh ly rdi loan chuyén héa man tinh, dic trung boi tinh trang ting
glucose mau do sy thiéu hut insulin tuyét ddi hoic tuong d6i [1]. Bénh dang ngay cang gia tang trén
toan cau va gy ra nhiéu bién chimg nghiém trong néu khong duoc kiém soét hiéu qua. Theo T6 chirc
Y té Thé gigi (WHO) va Hiép hoi bai thao duong Hoa Ky (ADA), chan doan PTD dua trén cac xét
nghiém nhu glucose huyet tuong luc doi, nghiém phap dung nap glucose duong ubng (OGTT),
HbAlc va glucose huyét trong ngiu nhién [2]. Ngoai ra, WHO ciing cong nhan gia tri glucose mau
do bang mau mao mach hodc tinh mach > 7.0 mmol/L ¢6 thé dugc st dung trong chén doan DT [3].

Trong thuc hanh 1am sang, viéc theo doi glucose mau thuong xuyén dong vai tro quan trong trong
diéu chinh diéu tri va kiém soat bénh. Su phat trién cua céc thiét bi do duong huyét ca nhan di thuc
day viéc ap dung xét nghiém tai chd (Point-of-Care Testing - POCT), dic biét 1a xét nghiém glucose
mau mao mach. Phuong phap nay cho phép ngudi bénh va nhén vién y té thyre hién do nhanh chong,
thuan tién, khong can den phong xét nghiém trung tdm, gbp phan ning cao kha nang tiép can va
giam tai cho hé thong y té. Tuy nhién, tinh tién loi ndy ciing dat ra yéu cau cao vé do tin cdy cua
két qua xét nghiém, boi cac sai lech co thé anh hudng truc tiép dén quyét dinh 1am sang va hiéu
qua diéu tri.

Mot trong nhiing tiéu chi quan trong dé danh gia chét lugng xét nghiém 1 d6 chinh xac, _bao gbm do
chum va d6 dung [4]. D6 chum phan anh mirc d l1ap lai cua két qua khi do cung mot mAu nhiéu 14n,
trong khi d ding thé hién muc d6 gan véi gia trj thuc ctia mau xét nghiém. Dbi véi cac thlet bi POCT,
dac biét 1a may do duong huyét ca nhan nhu Accu-chek Active, viéc danh gia hai thong s6 nay 1a can
thiét truée khi tng dung rong rii trong thuc hanh 1am sang. Hién nay, Vién Tiéu chuin Lam sang va
Xét nghiém (CLSI) dd ban hanh cic huéng dan nhu EP15-A3 nham chuan héa quy trinh xac nhan do
chum va d6 dung cua cac phuong phap xét nghiém [5, 6]. Theo do, hiéu nang cua thiét bi can duoc
danh gia théng qua cac chi s0 nhu hé s6 bién thién, d6 1éch chuan va so sanh véi gia tri tham chiéu,
dam bao sai s6 nam trong gidi han cho phép theo khuyén céo ctia cac to chirc chuyén nganh.

Tai Viét Nam, viéc ap dung cac hudng dan cua CLSI, dic biét 1a EP15-A3, trong xac nhan phuong
phap xét nghiém dang ngay cang dugc quan tam. Tuy nhién, s6 luong nghién ctru danh gia hiéu nang
cua cac thiét bi do dudng huyét ca nhan nhu Accu-chek Active con han ché, chu yéu tap trung & mot
s6 co sO lon [7, 8]. Trong khi do, thiét bi nay lai duoc st dung phd bién trong cong dong va tai cac
co sd'y té. Vi vdy, viéc tién hanh danh gia d6 chum va do ding theo chuan qudc té 1a can thiét nham
dam bao do tin cay cua két qua xét nghiém, gop phan chuin héa chit luvong va hd tro hiéu qua trong
chan doan, theo doi diéu tri bénh dai thao duong.

Ngoai ra, trén thé gi6i di cling c6 nhiéu nghién ctru chimg minh hiéu ning cta cac thiét bi do glucose
c4 nhan nhu Accu-chek trong diéu kién chudn hoa, cho thay do chum va do ding dat yéu cau khi so
sanh voi phuong phap tham chiéu, gop phan khang dinh kha nang tng dung trong lam sang [9 - 11].
Tuy nhién, cac nghién ctru nay ciing chi ra rang két qua do co the bi anh huong boi nhiéu yéu t6 nhu
hematocrit, cac chat gy nhidu hodc diéu kién sir dung thuc té, do d6 van can thyc hién x4c nhan
phuong phap tai timg co sé trudc khi trién khai rong rai.

Xuat phat tir thuc tién d6, nghién ctru nay d}IQC thuc hién nham xac nhan do Chl_ln’l va d¢ dung cua
xét nghiém dinh luong glucose mau trén thiét bi Accu-chek Active theo huéng dan CLSI EP15-A3.
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2. POI TUQONG VA PHUONG PHAP NGHIEN CUU

2.1. P6i twong nghién ciru

Céc mau kiém tra chit luong (QC) ¢ hai mirc ndng d6 glucose: Thip va cao, nham danh gia hiéu
nang xét nghiém trén cac khodng gia tri 1am sang c6 y nghia [4].

Tiéu chuin chon miu: N )
Mau QC Accu-chek Active con han sur dung, bdo quan 2 - 30°C theo hudng dan cua nha san xuat
Roche - My, chi stt dung trong vong 3 thang sau khi mé nap.

Mau nam trong khoang tuyén tinh cta thiét bi theo cong bd: 10 - 600 mg/dL (0.6 - 33.3 mmol/L).

Lot: (10) 42500249 , quy cach 1x4 mL/ vat liéu kiém soat 1 va 1x4 mL/vat liéu kiém soat 2, han st
dung dén: 23/07/2027.
Mau QC1 muc Glucose thap: 41 - 71 mg/dL (2.3 - 3.9 mmol/L).

Mau QC2 mirc Glucose cao: 137 - 186 mg/dL (7.6 - 10.3 mmol/L).

Que thur: Que thir dudng huyét Accu-chek Active (25 que/hdp), Lot (10) 29526932, han sir dung dén
19/11/2026, san xuat tai Puec.

Tiéu chuén loai trir: Mau QC bj hong, nhiém ban hoic bao quan sai diéu kién, hét han sir dung. Que
thir hodc thiét bi do c6 dau hi¢u 101 k¥ thuat, qua han str dung.

2.2. Phuong phap nghién ciru
Thiét ké nghién ctru: Nghién ctru mo6 ta thyc nghiém, nhdm xac nhén cac chi s6 hi€éu ndng phan tich
cua thiét bi do glucose mau Accu-chek Active.

C& mau: Theo hudng dan CLSI EP15-A3, phuong phap xac nhan d¢ chum va d¢ ding yéu cau thuc
hién: 5 lan do/ngay x 5 ngay lién tiép trén hai mirc nong dd mau QC. Tong sd phép do: 25 phép
do/muc, twrong duong 50 phép do cho toan bo nghién ctru.

Giai thich: C& mau trong nghién ctru nay duoc xac dinh theo thiét ké chuan, khong sir dung cong thirc
tinh ¢& mau truyén thong do khong phai 14 nghién ctru trén ddi twrgng bénh nhan hoic khao sat quan thé.

Cag phép do duoc thgc hién sau khi thlet~b1 duoc hiéu chuan noi bd theo khuyen cao cua nha san
xuat, dinh ky 1 ngay/lan truée khi chay mau.

2.3. Ngi dung nghién ciru

Noi dung 1: Xéc nhan d6 chum cia xét nghiém dinh luong glucose mau bfmg thiét bi Accu-chek
Active trén hai mirc ndng d6 glucose thip va cao theo thiét ké 1ap lai theo hudng dan EP15-A3 tai
Khoa Xét nghiém y hoc - Truong Dai hoc Quéc té Hong Bang.

Noi dung 2: Xac nhan d6 dung cua xét nghiém dinh lugng glucose mau thong qua so sanh két qua
do véi gia tri tham chiéu do nha san xuét cong bd.

3. KET QUA NGHIEN CU'U i
Bang 1. Két qud thu dugce khi phéan tich mau QC1 va QC2

Glucose mirc ndng dd thap QC1 (56 mg/dL)
S6 lan lap lai Lan chay 1 Léan chay 2 Lan chay 3 Lan chay 4 Léan chay 5
1 54 57 57 53 55
2 56 58 59 54 55
3 56 56 57 55 56
4 54 53 56 54 57
5 57 57 54 54 56
X (Trung binh) 55.6
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Glucose mirc nong dé cao QC2 (161.5 mg/dL)
S6 lan lap lai Lan chay | Lan chay 2 Lan chay 3 Lan chay 4 Lan chay 5
1 160 163 162 163 164
2 163 162 164 166 163
3 155 164 163 164 161
4 159 160 158 161 163
5 159 158 165 158 157
X (Trung binh) 161.4

Nhan xét: Két qua do mau QCI (glucose thép) cho thay gia tri trung binh 55.6 mg/dL gan Vi gia tri
muc tiéu 56 mg/dL. Hé sb bién thién (CV = 3.2%) cho thay muc do dao dong cua cac két qua lap lai
tuong d6i nho. Trong loat phép do nay, thiét bi Accu-chek Active cho két qua on dinh khi do glucose
o0 nong do thap Két qua phan tich mau QC2 cho thiy gid tri trung binh dat 161.4 mg/dL. Cac két qua
giita cac 1an chay va cac lan lap lai 6 s dao dong nho, cho thdy mirc 0 phan tan thap. Trong pham
vi khéo sat, phuong phap thé hién tinh on dinh tt & mic ndng do glucose cao.

Bang 2. Phén tich gia trj ngoai lai két qua thu dugc tir QC1 va QC2

Thong s6 Mau QC1 Mau QC2
Téng mau 25 25

Gia tri hé s6 G 3.153 3.153
Gia tri trung binh 55.6 161.4
D¢ léch chuan 1.58 2.79
CV % 2.84 1.73
Gi4 tri gi6i han thap cho phép 50.65 152.65
Gia tr1 gidi han cao cho phép 60.55 170.15

Nhan xét: Két qua do mau QC1 (glucose thap, 56 mg/dL) cho thay gia trj trung binh 55.6 mg/dL gan
v6i gid tri myc tiéu. PO 1éch chuan 1.58 va hé sd bién thién (CV) 2.84% phan anh mirc d6 phan tan
cta cac két qua do. Phén tich gia tri ngoai lai voi hé s& G = 3.153 cho thiy tat ca két qua déu nim
trong gidi han cho phép (50.65 - 60.55 mg/dL), khong phat hién gia tri ngoai lai. Nhu vay, trong loat
phép do nay, thiét bj Accu-chek Active cho két qua 6n dinh khi do glucose & ndng do thap. Két qua
QC2 ¢6 dd on dinh t6t: CV% thap (1.73%) va do léch chuan nho, cho thidy mirc d6 phén tan cua dit
liéu thép. Viéc danh gia gia tri ngoai lai dugc thuc hién thong qua hé s6 G=3.153 (phu thudc vao co
mau theo quy dinh). Can so sanh hé s6 nay véi gia tri téi han tuong tng dé két luan vé sy ton tai cua
gia tri ngoai lai.

Bang 3. D¢ lap va d¢ tii lip ANOVA-QC1

A 1k Ton Biac Binh phwon
Nguén bién binh phu’o’ﬁg SS) | twdo (df) | trung binh (Ms) | P-value
Giira cac 1an chay 20.0 4 5.0
Trong nhém (sai s6) 40.0 20 2.0 0.075
Toan phin 60.0 24
Phép kiém One - way ANOVA

Nhén xét: Bang ANOVA cho thay su khac biét giita cac 1an chay khong c6 ¥ nghia théng ké (p =
0.075 > 0.05), cho thay phuong phéap c6 do lap va do tai 1ap khong c6 su khac biét gitta cac lan chay
(MS =2.0).
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Bang 4. D 1ap va do tai lap ANOVA-QC2

Ngudn bién Tong Bac Binh phuong p-value
binh phuwong (SS) | tu do (df) trung binh (MS)
Giira cac 1an chay 34.4 4 8.6
Trong nhém (sai s6) 153.6 20 7.68 0.375
Toan phin 188 24
Phép kiém One - way ANOVA

Nhan xet: Két qua ANOVA cho QC2 cho thiy khong c6 sy khac biét c6 y nghia thong ké giita cac
lan chay (p = 0.375 > 0.05). Di€u nay ching to do lap lai va do tai lap cua phuong phap khong khac

biét gitra cac lan chay.

Biang 5. Udc tinh d6 1éch chuan va hé s6 bién thién toan phan ciia mau QC 1 va QC2

Théng so Miu QC1 Miu QC2
Gié tri trung binh (Mean) 55.6 mg/dL 161.4 mg/dL
Do 1éch chuan giira cac ngdy (Sp) 0.77 mg/dL 0.43 mg/dL
Hé sd bién thién giita cac ngay (CVs %) 1.3 % 0.27 %
Do léch chuan trong ngay (Sr) 1.41 mg/dL 2.77 mg/dL
He sb bién thién trong ngay (CVr%) 2.5% 1.72 %
Do léch chuin toan phong (Swi) 1.61 mg/dL 2.8 mg/dL
Hé s6 bién thién toan phong (CVwi%) 2.89 % 1.73 %

Nhan xét: Két qua cho théy cac h¢ s6 bién thién déu thép (CVwL% = 2.89%), chimg t6 phuong phap
¢6 do chinh xac va d¢ 6n dinh t6t, voi sai s6 chi yéu dén tir bién thién trong ngay (CVr% = 2.5%)
nhung van trong gi¢i han chap nhan duge. Con QC2, dd bién thién chu yéu dén tir trong ngay (CVr%
= 1.72%), trong khi gitra cac ngay rat thap (CVp % =0.27%). He 5O blen thién toan phong (1.73%)
gan bang trong ngdy, ching to phuong phap c6 do on dinh t6t va sai sb giita cac ngay khong déng ké.

Bang 6. X4c nhan d6 chum ngin han va do chum dai han mau QC1 va QC2

QC1 QC2
Théng s6 P chum Do chum Do chum P chum
ngin han CV% | dai han CV% | ngin han CV% | dai han CV%
Tuyén bo NSX 5.19 4.85 2.2 2.6
Két qua thir nghiém 2.50 2.89 1.72 1.73
Panh gia Pat Pat Pat Pat

Nhan xét: Két qua cho théy do chum ngén han (CV% = 2.5%) va do chum dai han (CV% = 2.89%)
déu thip hon so véi gia tri cong bd ciia nha san xuat (1an luot 13 5.19% va 4.85%). Piéu nay cho thiy
mirc d6 dao dong ctia cac phép do trong ca dicu kién ngan han va dai han déu thip. Trong pham vi
khao sat, phuong phap phan tich thé hién tinh 6n dinh tot.

Két qua QC2 cho thiy do chum ngin han va dai han cta ca hai mau QC1 va QC2 déu thip hon giéi
han do nha san xuit cong bd: CV% thir nghiém 1an lugt 14 1.72% va 1.73%, so voi mire gidi han 2.2%
(ngdn han) va 2.6% (dai han). Diéu nay chung t6 rang cac phép do lap lai trong cling mot ngay ciing
nhu gitra cac ngay c6 dao dong rat thap, phuong phap do glucose trén thiét bj Accu-chek Active duy
tri su On dinh cao va cho két qua dang tin cay.

Béng 7. Xac nhén gia tri d§ ding

Glucose (mg/dL)
Qct Ngay 1 Ngay 2 Ngay 3 Ngay 4 Ngay 5 Mean SD
Chay lan 1 >4 57 57 53 55 55.6 158
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Glucose (mg/dL)
QC1 Ngay1 | Ngay2 | Ngay3 | Ngayd | Ngays | vean | SD
Chay lan 2 56 58 59 54 55
Chay lin 3 56 56 57 55 56
Chay lan 4 54 53 56 54 57
Chay lan 5 57 57 54 54 56
Glucose (mg/dL)
QC2 Ngay 1 Ngay 2 Ngay 3 Ngay4 | Ngay$5 Mean SD
Chay lan 1 160 163 162 163 164
Chay lan 2 163 162 164 166 163
Chay lin 3 155 164 163 164 161 161.4 2.79
Chay lan 4 159 160 158 161 163
Chay lin 5 159 158 165 158 157

Nhén xét: QC1: Gia tri trung binh 55.6 mg/dL véi d6 léch chuan 1.58, cho thdy bién thién nho giita
cac lan chay va cac ngay, chimg t6 két qua 6n dinh. QC2: Gia tri trung binh 161.4 mg/dL véi do léch
chuan 2.79, ciing phan anh d6 6n dinh t6t, mic di c6 bién thién nhe giita cac ngay. Két qua cho thay
phuong phap c6 do dung tot, két qua cac lan chay tuong d6i nhat quan véi gia tri trung binh ky vong.

Béng 8. Danh gi4 do ding

Cic thong sb QC1 QC2

Sai s6 chuan ciia thiét bi (sex) 0.65 1.24

Sai s6 chuén cia gia tri dich (serm) 0 0

Sai s chuan két hop (se.) 0.65 1.24

Hé sb nhan 3.5 3.5

Bac tu do (DF.) 4 4
Khoang xac nhan (VI) 53.(Zn3g /(155)'28 157'(11; y dlf)S 84
Trung binh s6 liéu thuc nghiém 55.6 (mg/dL) 161.4 (mg/dL)
Nhan xét Xac nhan Xac nhan

Nhén xét: Bang danh gia do ding cho thdy gié tri trung binh thyc nghiém cta ca hai mau QCI1 (55.6
mg/dL) va QC2 (161.4 mg/dL) déu nam trong khoang xac nhan (VI) tuong tng (53.73 - 58.28 va
157.16 - 165.84). Pay 1a tiéu chi then chdt dé xac nhan d6 dung cta phuong phap. Nhu vay, trong
diéu kién khao sat, phuong phép duoc xac nhan dat yéu cau vé do ding.

Trong trudng hop gi tri trung binh thyc nghiém nam ngoai khoang xac nhan, can tiép tuc danh gia
thém bang cac chi s6 nhu do chéch (Bias) hodc sai so toan phan cho phep (TEa) dé xem xet mure do
chap nhén cua phuong phép.

4. BAN LUAN

Két qua nghién clru cho théy thiét bi Accu-chek Active c6 hiéu ning phan tich 6n dinh va dang tin
cdy & ca hai mirc ndng do thip (QC1) va cao (QC2). Cu thé, gia tri trung binh thu duoc cua QCl la
55.6 mg/dL va QC2 la 161.4 mg/dL, déu rat gan véi gia tri muyc tiéu do nha san xuét cung cap, dong
thoi nam hoan toan trong khoang xac nhan (Vi). Piéu nay cho thiy sai sé hé thdng ctia phuong phap
1a rat nho, gop phan khang dinh d6 diing cua xét nghiém.

Bén canh d6, do 1éch chuan (SD) cta ca hai mirc QC déu thap (QC1 1a 1.58, QC2 14 2.79) va hé sb
bién thién (CV%) 1an luot khoang 2.84% va 1.73%, phan dnh mtc d6 phén tan cua cac két qua do 1a
nho. Piéu nay chimg to cac phép do cé tinh nhat quéan cao, it dao dong giita cac 1an lip lai, qua d6
thé hién d6 chum tét ciia phuong phap. Pang cha y, CV% ¢ mirc nong d6 cao (QC2) thap hon so véi
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mirc thip (QC1), phu hop véi dac diém chung cua cac phuong phap dinh lwong khi sai s twong ddi
thuong gidm & nong do cao.

Phén tich phuong sai mot yéu t6 (One-way ANOVA) cho thay khong co su khac biét c6 ¥ nghia thong
ké gilra cac lan chay trong ca 5 ngay (p > 0.05 ddi véi ca QC1 va QC2). Két qua nay chiing minh
rang cac bién thién giita cac 1an chay va gilra cac ngay la khong dang ké, hay noi cach khac, phuong
phap c6 do lap lai (trong cung diéu kién) va do tai lap (giita cac diéu kién khac nhau theo thoi gian)
t6t. Pay 1a mot tiéu chi quan trong trong danh gia d6 chum theo huéng dan CLSI EP15-A3.

Ngoai ra, viéc phan tich gia tri ngoai lai cho thay toan bd cac két qua déu nam trong gidi han cho
phép, khong ghi nhén gia tri bat thuong. Diéu nay khong chi phan anh tinh 6 on dinh cua h¢ thong do
ma con cho thay quy trinh thao tac va diéu kién thyc nghiém duogc kiém soat tdt, han ché ti da sai s6
ngiu nhién. Tong hop cac yéu tb trén cho thay dir liéu thu dugc c6 do tin cdy cao, du co sé dé sir
dung trong danh gia hiéu ning cua thiét bi.

Vé @6 chum, két qua CV ngin han va dai han cta ca hai mic QC déu thap hon cong bd ctia nha san
xudt, cho thdy thiét bi c6 d6 dao dong thip va kha ning tai lp tot trong ca diéu kién trong ngay va
giita cac ngdy. Piéu nay tuong dong v4i nghién ctru cua tac gia Lé Hoang Bich Nga va cong su tai
Bénh vién Dai hoc Y Ha Noi, khi cac gia tri do 1éch chuan trong va giira cac 1an chay ciing nhé hon
cong bd ciia nha san xuat, khang dinh d6 chum cta phuong phép dat yéu cau [7]. Tuong tu, nghién
cuu khac cua tac gia Nguyén Thi Ngoc Lan tai Truong Pai hoc Y Ha N¢i cling xac nhan d¢ chum
ctia hé thong Accu-chek Inform II phit hop véi tiéu chuan CLSI EP15-A3 [8]. Su twong dong nay co
thé do cac nghién ctru déu tuan thu thiét ké chuan ciia CLSI EP15-A3, sir dung mau QC va quy trinh
kiém soat chat lwong nghiém ngit.

Tuy nhién, vé do dung, nghién ctru nay cho thay gi tri trung binh thyc nghiém ctia ca QC1 va QC2
déu nam trong khoang xac nhan (Vi), trong khi nghién ctru tai Bénh vién Dai hoc Y Ha N6i ghi nhan
gi tri trung binh khéng nim trong khoang xac minh nhung d6 chéch (Bias) van trong gioi han cho
phép [7]. Su khac biét ndy c6 thé xuét phat tir nhiéu nguyén nhan nhu su khac nhau vé thiét bi (Accu-
chek Active so v6i Accu-chek Inform II), diéu kién van hanh, loai mau st dung hoic sai 80 ngau
nhién trong qua trinh do. Ngoai ra, nghién ctu [8] con cho thdy su khac biét gitra cac loai mau (mao
mach, tinh mach toan phan, huyét tuong), diéu nay goi y rang loai mau ciing 1a yéu té anh huong dén
do dung cua phuong phéap.

So v6i cac nghién ctru qudc té, két qua cta chung t6i phii hop véi xu huéng chung khi cac thiét bi
Accu-chek déu cho thay do chum cao va do ding chip nhin dugc. Nghién ctru cia tac gia Louie va
cong su [9] cho thdy hé thong Accu-chek Inform II ¢6 twong quan cao voi phuong phap tham chiéu
hexokinase va dap ung tiéu chi ISO 15197:2013 ciing nhu CLSI POCT12-A3. Piéu nay twong dong
v6i két qua nghién ctru hién tai khi thiét bi dat yéu cau vé do dung thong qua khoang xac nhan. Tuy
nhién, nghién ctru ndy chua danh gia twong quan véi phuong phap tham chiéu, do d6 chua thé két
ludn mirc d6 phii hop tuyét ddi nhu nghién ctru cta Louie.

Bén canh do, nghién ctru cua tac gia Ghys va cong sy ghi nhan do chum dao dong tir 2 - 5% va téng
sai 0 < 5%, twong d6i twong dong vai két qua CV% trong nghién ctru nay (dao dong khoang 1.7 -
2.9%) [10]. Tuy nhién, nghién ctru nay cing chi ra rang do chinh xac ¢6 thé bi anh huong baoi
hematocrit cao hodc cac chét gy nhleu nhu maltose. Day la diém chua duoc danh gia trong nghién
ctru hién tai va co thé 1a nguyén nhan tiém an gay sai léch khi 4p dung trong thyc té 1am sang.

Ngoai ra, nghién ctru quy mé 16n tai Han Quoc trén nhiéu thiét bi Accu-chek Inform II cho thay hé s6
bién thién khoang 2% va d6 twong quan rit cao (r = 0.998), khing dinh hiéu ning 6n dinh cta hé théng
[11]. Két qua nay twong dong véi nghién ctru hién tai khi CV% thap va khong c6 su khac biét gitra cac
1an chay. Tuy nhién, nghién ctru ciia chiing t6i c6 quy mé nhé hon va chi thyc hién trén mau QC, trong
khi nghién ctru [11] st dung mAu bénh nhan thuc té, do d6 tinh khai quat c6 phan han ché hon.

Tom lai, két qua nghién ctru phu hop véi cac cong bd trong va ngoai nude khi khang dinh thiét b

Hong Bang International University Journal of Science ISSN: 2615-9686



Tap chi Khoa hoc Trwérng Pai hoc Quéc t& Hong Bang - S8 Dac biét: Hai nghi Khoa hoc Tudi tré Ian thiy 2 - 5/2026

Accu-chek c6 d6 chum va d6 dung dat yéu ciu theo hudéng din CLSI EP15-A3. Tuy nhién, mot s6
khéc biét vé do ding gitra cac nghién ctru co thé lién quan dén loai thiét bi, loai mau va diéu kién
thyc hién. Dong thoi, cac yéu td anh hudng nhu hematocrit, chat giy nhidu hodc méi truong st dung
can duoc xem xét thém trong cac nghién ctru tiép theo nham dénh gia toan dién hon hiéu ning cia
thiét bi trong thuc hanh 1am sang.

5. KET LUAN VA KIEN NGHI

Nghién ctu cho théy thiét bi Accu-chek Active dat yéu cAu vé do chum trong xét nghiém glucose
mau & ca hai mirc QC1 va QC2. Cu thé, d6 chum duoc xac nhan khi cac gia tri CV ngan han va dai
han déu thap hon so vdi cong bd cia nha san xuat.

DPong thoi, gia tri trung binh thuc nghiém cta cac mau QC nam trong khoang xac nhan (VI) da tinh
toan, 1a tiéu chi then chét dé xac nhan do dung ciia phuong phap.

Thiét bi c6 thé duoc sir dung trong theo doi glucose mau tai chd trong thyc hanh 1am sang. Tuy nhién,
dé dam bao do tin cay cua két qua, can duy tri kiém so4t chat luong dinh ky voi it nhét hai mirc nong
d6 va theo ddi thuong xuyén cac chi sé danh gia hiéu niang. Pong thoi, can luu ¥ cac yéu td c6 thé
anh huong dén két qua do nhu hematocrit bét thuong hodc cac tinh huéng lam sang dac biét, tir do co
huéng dién giai két qua phu hop hodc chi dinh kiém tra lai bang phuwong phap xét nghiém chuan khi
can thiét.

LOI CAM ON o ’
bé tai nghién ctru khoa hoc nay duoc Truong Dai hoc Quoc t€ Hong Bang cap kinh phi thyc hién
dudi ma so6 dé tai GVTC19.33.
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