VIETNAM MEDICAL JOURNAL N°3 - AUGUST - 2024

mang cling va vét thudng so ndo cé tinh trang
tinh tdo. Ngudi bénh cé tdn thuong dang méau tu
trong n3o va mau tu phoi hgp dap ndo co tinh
trang Id ma lic ra vién chiém 14,3% va 2,4%.

- Nhitng ngudi bénh cd tén thuong mau tu
ngoai mang cing, mau tu dudi mang cing va
vét thuang so ndo trong nghién cllu cla chdng
téi hdi phuc van dong tdt sau md, khéng ¢
ngudi bénh liét van dong. Nhirng ngudi bénh cé
ton thucng dang mau tu trong ndo va mau tu
phoi hgp dap ndo cé ty I€ liét nlra ngudi lan luct
la 17,5% va 2,4%.
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Muc tiéu: Danh gia su phu hgp khoang tham
chi€u cac xét nghiém hda sinh cg ban: glucose,
cholesterol, triglyceride, SGPT, SGOT trén may
Beckman Coulter DxC 700 AU va méy Roche Cobas
8000 tai Khoa Xét nghiém - Bénh vién Dai hoc Y Dugc
TP.HCM cd sd 2. Phuong phap nghlen clru: Nghién
ctu cét hgang md ta, su dung 20 mau huyet tuong
cla ngudi dat tiéu chuan ddi vGi tung loai xét nghiém
khac nhau trén hai may Beckman Coulter DxC 700 AU
va may Roche Cobas 8000. Két qua Nghién cu’u cho
thdy cac xét nghiém trén hai may sinh hda cé thé
dung chung khoang tham chi€u nhu sau: glucose (74
— 109 mg/dL), cholesterol (<200 mg/dL), triglyceride
(<150 mg/dL), SGOT (<40 U/L), SGPT (<41 U/L). Két
luan: Ké qua cac xet nghiém glucgse, cholesterol,
triglyceride, SGPT, SGOT trong cac mau khao sat déu
nam trong khoang tham chiéu ctia nha san xuat va
gilta hai may c6 thé dung chung khoang tham chiéu.

T khoa: EP28-A3c, khoang tham chiéu, ngudi
khoe manh

SUMMARY
VERIFICATION THE REFERENCE
INTERVALS OF SOME CLINICAL CHEMICAL
ASSAYS ACCORDING TO CLSI EP28-A3c

Objectives: This study aimed to verify the
reference intervals of five biochemical assays: glucose,
cholesterol, triglyceride, SGPT and SGOT on Beckman
Coulter DxC 700 AU and Roche Cobas 8000 at
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Methods: Cross — sectional study, using 20 human
plasma samples from qualified reference individuals
performed assays on Beckman Coulter DxC 700 AU
and Roche Cobas 8000. Results: The results of these
tests on two instruments can use the same reference
intervals as below: glucose (74 — 109 mg/dL),
cholesterol (<200 mg/dL), triglyceride (<150 mg/dL),
SGOT (<40 U/L), SGPT (<41 U/L). Conclusion: All
results of glucose, cholesterol, triglyceride, SGPT,
SGOT are within the manufacturer's reference
intervals and two instruments can be used the same
reference intervals. Keywords: EP28-A3c, reference
interval, qualified reference individuals.

I. DAT VAN DE

Khoang tham chi€u (KTC) la pham vi cac gia
tri mong dgi cho mét ti 1€ xac dinh clia dan so
muc tiéu (thudng la khoe manh), bao goém
khoang gia tri tir gigi han dudi dén giGi han trén,
dugc xdy dung dua trén nhdm quén thé bao gém
95% nam gidi va phu nit khée manh trong dd tudi
tlr 18 dén 65 tudi.> Bat ky xét nghiém dinh lugng
nao déu can cé KTC riéng dé nha Iam sang ding
ddi chiéu dua ra cac quyé't dinh phu hgp.

Theo CLSI, viéc xay dung KTC doi hdi s6
Iu‘dng mau I6n, tdi thi€u tir 120 trd Ién, thu‘dng
gay ton kém kinh phi, héa chat, nguon luc va
khdong can thiét do da cé nghién CL'ru vé KTC cla
xét nghiém do6.> Tuy nhién, phong xét nghiém
(PXN) phdi xac nhan KTC st dung co6 phu hgp
vGi ddc diém dan s6 ma PXN phuc vu hay khéng
va dd cling 1a yéu cau cla tiéu chuin qudc té
ISO 15189:2022.5 Xac nhan KTC cla cac xét
nghiém trén cac thiét bi khac nhau la mot trong
nhirng yéu ciu bat budc trong hoat déng quan ly
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chat lugng.?

Tai Khoa Xét nghiém - Bénh vién DPai hoc Y
Dugc thanh phd HO Chi Minh - cg sG 2, cac xét
nghiém glucose, cholesterol, triglyceride, SGOT,
SGPT dudgc thuc hién trén hai thiét bi la Beckman
Coulter DxC 700 AU va Roche Cobas 8000. Cau
hoi dat ra la khoang tham chi€u cla cac xét
nghiém trén cé phu hop véi huéng dan hay
khdng, va c6 thé sir dung chung khodng tham
chiéu dugc khong?

TUr van dé thuc tién trén, nghién citu “Danh
gia su phu hgp khoang tham chi€u mot s6 xét
nghiém hda sinh theo huéng dan CLSI EP28-
A3c” dugc thuc hién véi hai muc tiéu sau:

1. Xac nhdn khoang tham chiéu cdc xét
nghiém sinh hoa co ban trén mady Beckman
Coulter DxC 700 AU va mdy Roche Cobas 8000 tai
Bénh vién Pai hoc Y Duoc TP. HS6 Chi Minh co' so 2,

2. Dé nghi mdt khoang tham chiéu dung
chung cho ca hai mdy xét nghiém Beckman
Coulter DxC 700 AU va may Roche Cobas 8000.

Il. DOl TUONG VA PHUONG PHAP NGHIEN CU'U
2.1. Poi tuegng nghién ciru. Két qua cac
xét nghiém glucose, cholesterol, triglyceride,
SGPT, SGOT tUr mau huyét tugng chdng dong
heparin dugdc phan tich trén hai may Beckman
Coulter DxC 700 AU va Roche Cobas 8000.

C& méu. Theo tai liéu hudng dan EP28-A3c
cla CLSI, viéc xac nhan khoang tham chi€u cua
thiét bi can dugc thuc hién véi c@ mau toi thiéu
la 20 mau tr nhitng déi tugng dugc xem la khde
manh.5 Trong nghién c(fu nay, chiing téi chon cd
mau la 20 mau. o

Tiéu chudn chon mau. Mau huyét tuong
cla ngugi dugc chi dinh 1dy mau xét nghiém hda
sinh tai Khoa Xét nghiém Bénh vién Dai hoc Y
Dugc TPHCM co sG 2 cb thé tich huyét tucng
trén 1ml.

bdi tugng tham gia nghién clu can thoa
man thém mot s6 diéu kién sau®:

Nhin déi it nhat 8 giG (d6i v8i xét nghiém
glucose), nhin déi téi thi€u 10 gid va tdi da 14
gid (d6i vai xét nghiém cholesterol).

Tién st bénh: khong cd tién sir bénh dai thao
dudng, roi loan lipid mau, cao huyét ap, bénh tim,
bénh gan, hdi chiing than hu, cudng giap.

Chi s6 BMI (kg/m?): 18,5<BMI<25 (tiéu
chuén binh thudng theo WHO).

Khoéng udng sita, ca phé, hut thudc it nhat
vai gid trudc khi xét nghiém mau, khong thudng
xuyén hut thudc la.

Khong udng rugu bia va chat cé con it nhat
24 gid trudc xét nghiém, khong nghién rugu.

Khdng van ddng thé luc qua manh: tap thé
hinh, clr ta it nhat 8 gid trudc khi 1ay mau (doi
vGi xét nghiém glucose, SGOT, SGPT).

Tiéu chudn loai tra.Cac mau co nong do
bilirubin toan phan trén 40 mg/dL; ndéng do
triglyceride trén 700 mg/dL (trlr mau khao sat
triglyceride); tiéu huyét nhin thdy dugc sé& lay
mau lai.

Db6i tugng tham gia la phu nf mang thai
hoac dang cho con bul, ngugi vira méi phau
thuat, truyén mau hoac dang st dung thudc.

2.2. Phuaong phap nghién ciru

Thiét ké nghién ciu. Nghién clu cat
ngang mo ta.

Thoi gian, dia diém

Thdi gian: thang 12/2023.

Dia diém: tai Khoa Xét nghiém - Bénh vién
bai hoc Y Dugc TP.HCM ca sé 2.

Thiét bi, hoa chat xét nghiém: may sinh
hoda tu dong Beckman Coulter DxC 700 AU xuat
xr My va mdy Roche Cobas 8000 xuat x(r Durc,
sir dung hda chét, chat chudn cung hing theo
khuyé&n cdo clia nha san xut. Hoa chat ndi kiém
(Acusera), ngoai kiém cuing ctia hang Randox.

Bang 1: Phuong phap xét nghiém va lién két chudn cua hai may Beckman Coulter DxC

700 AU va Roche Cobas 8000

Xét Beckman Coulter DxC 700 AU Roche Cobas 8000
nghiém | Phuong phap Lién két chuan Phuong phap Lién két chuan
Glucose Hexokinase SRM 965 cla NIST Hexokinase Phuong phap ID/MS
Chuan hoa theo Abell/Kendall Chuan hda theo
Cholesterol| CHOD POD va khéi phé pha Ioang chat CHOD POD Abell/Kendall va pha |
dbng vi lodng dong vi/khdi pho
Triglyceridel  GPO-POD Pgﬁg”pghg’rl‘gg nté‘acﬂ‘aft‘j'gg gkC?l GPO-GOD | Phuong phép ID/MS
SGPT witr-mrc::fthfrfigzxal Phuang phap tham chiéu cua Tris tr)il(ijg)e(gleithout Phuang phap tham
(A | ph?éphat &' TFCC va IRMM/IFCC-454 prh osphate chiu cua IFCC
SGOT witrT glust ?)L;/frfi(calc)xal Phuang phap tham chiéu cua Tr';y?i%fgiglvglthou'c Phqug phép tham
(AST) | 5 - phosphate IFCC phosphate chiéu cua IFCC
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Bado dam chat luong xét nghiém. Bao
duBng thiét bi dinh ky, thuc hién ndi kiém, ngoai
ki€ém theo quy dinh.

Thuc hién ndi ki€m hai ndong do trudc mdi
[an phan tich mau.

S dung cuing loai huyét thanh kiém tra trén
ca hai thiét bi (Randox).

Két qua ndi kifm cac ngay phai ndm trong
pham vi ki€ém sodt va khéng vi pham quy luat
cla Westgard 12s, 22s, 135, 415, 10x, Ras dua trén
bi€u dd Levey-Jennings.

Tham gia chuong trinh ngoai kiém sinh hda
Rigas cua hdng Randox do Trung tdm Kiém
chudn Chét lugng Xét nghiém Y hoc thudc Pai
hoc Y Dugc thanh phd H6 Chi Minh quan ly (da
dugc cong nhan ISO 9001:2015).

Thdi gian thuc hién xét nghiém cung 1 mau
trén hai thiét bi khong qua 15 phut (nam trong
khoang cho phép on dinh cia mau theo gidy
huding dan str dung kém theo hop thudc clia hang).

2.3. Quy trinh nghién ciru

Budc 1: Banh gid tuong doéng két qua xét
nghiém glucose, cholesterol, triglyceride, SGOT,
SGPT gitta may Beckman Coulter DxC 700 AU va
may Roche Cobas 8000 theo hudng dan EP09-A3
cla CLSI.

Budc 2: Khao sat mét s§ ddc diém co ban
(theo hudng dan EP28-A3c cua CLSI) théng qua
Phi€u thu thap thdng tin.> Thong tin thu thap
goém: ho va tén (viét tat), dia chi (tinh/ thanh
phG), nam sinh, gigi tinh, chiéu cao, can nang,
nghé nghiép, tinh trang slc khde, viéc st dung
thudc/vitamin bd sung, ché dd tap thé duc va &n
udng, thoéi quen hat thubc, sir dung rugu bia,
tién s’ mac bénh di truyén, tinh trang mang
thai/ cho con bu.

Lay dong thuan tham gia nghién clftu clia doi
tugng phu hgp vdi tiéu chudn chon vao qua
Bang thong tin va chdp thuan tham gia nghién
cliu va mau huyét tugng thoéa diéu kién tuong (ing.

Budc 3: MOi mau huyét tuong dugc tach
thanh hai phan va phan tich cung ldc trén hai
may, moi mau phan tich Iap lai 3 [an. Mdi ngay
phan tich 2 mau, nghién cltu dugc thuc hién lién
tuc trong 10 ngay

Xac dinh ndng d6 glucose, cholesterol,
trlegcerlde hoat d6 SGPT, SGOT clia mau trén
hai may Beckman Coulter DxC 700 AU va Roche
Cobas 8000.

Budc 4: Dung phan mém Microsoft Excel
2016 sap x€p th’r tu cac két qua tir thdp dén
cao, xac dinh gia tri trung binh, gia tri I6n nhat,
nho nhat va so sanh vdi khoang tham chiéu cua
nha san xuat.

DGi Vi xét nghiém SGOT va SGPT, két qua
dugc tinh todn qua phan mém Stata 16 (xem xét
su’ khac biét vé két qua gilra nam va nif) trudc
khi so sanh vGi khoang tham chi€u. Néu khong
cd su khac biét, nam va nit cé thé sir dung
chung khoang tham chiéu. Ngugc lai, két qua xét
nghiém cta nam va nif can so sanh véi khoang
tham chiéu riéng.

Budc 5: Kiém tra s6 lugng két qua nam
ngoai khoang tham chi€u cla nha san xuat
(outliers).

Khi s6 lugng két qua nam ngoai khoang
tham chi€u nho hon hodc bang 2, tinh gia tri D/R.

Khi c6 tir 3 dén 4 gia tri khdng nam trong
khoang tham chi€u, can thu thdp 20 mau mdi va
chay xac dinh outliers lan hai. Néu s6 outliers
nho hon hodc bang 2 thi tinh D/R, 16n hon 2 thi
kién nghi thiét Iap khoang tham chi€éu mdi.

Khi c6 tir 5 gia tri tr@ 1én vugt khdi khoang
tham chiéu clia nha san xuat, k|en nghi thiét Iap
khoang tham chi€u mdi véi ¢ mau la 120 ngudi
da tiéu chuan nghién clu.

Cach tinh gia tri D/R:

D: tri tuyét doi khoang cach clia (gia tri
cao/thap nhat — gia tri ké ti€p lién sau no)

R: khoang gia tri quan sat dudc, bao goém
gia tri bat thudng

Néu D>1/3R thi huy két qua thu dugc va lua
chon dén s6 tham chiéu mdi.

2.4. Pao dic nghién cru. Nghién ctu da
dugc chap thuan bai HOi dong dao dirc trong
nghién clu y sinh hoc Pai hoc Y Dugc TP. HO
Chi Minh (Quyét dinh s6 1131/HDDD-DHYD).

Ill. KET QUA NGHIEN cU'U

Trong thdi gian nghién cltu két qua ndi kiém,
ngoai kiém déu dat. Danh gia cac két qua xét
nghiém glucose, cholesterol, triglyceride, SGOT,
SGPT gilra hai may Beckman Coulter DxC 700 AU
va Roche Cobas 8000 tuong dong (két qua
khodng thé hién trong bai bao nay).

Ddc diém cla 20 d6i tugng nghién cliu ma
ching t6i da st dung mau huyét terng dé thuc
hién mai loai xét nghiém trén hai may DxC 700
AU va Cobas 8000 dugc thé hién trong Bang 2:

Bang 2: Mot sé dic diém cua déi tuong tham gia nghién ciu

ét nghiém . .
Pic diém Glucose [CholesterolTriglyceride SGOT SGPT
Nam:45% | Nam:40% | Nam:40% “ANO ~. 200 “ANO ~. 200,
Gigi tinh N&:55% Ni:60% Ni:60% Nam:40%| N{r:60% |[Nam:40%| Nir:60%
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Tudi
Mean & SD 34,1+12,5 | 35,1+11,7 | 32,5+9,7 [33,4+10,832,6+10,333,9+10,434,1+9,8
Chl\',lilgﬁai g%m) 163,5+7,0 | 162,946,6 | 162,7+7,2 [165,7+7,3/154,7+7,0164,8+7,7|155,6+6,7
Can nang (kg)
Tonr % <D 60,8+11,3 | 59,9+10,4 | 58,1+10,6 60,0+10,253,3+9,0|61,249,9|52,9+9,3

Céc d6i tugng tham gia nghién cru c6 d6 tudi tir 19 dén trén 60 tudi, d6 tudi trung binh tir 32,5
dén 35,1 tudi. Vé gidi tinh, ti 1é d6i tugng tham gia nghién ciu la nir cao han nam khoang 5 — 10%
tuy xét nghiém. Chiéu cao trung binh tur 154,7 dén 165,7 cm tuy xét nghiém. Can nang trung binh tir

52,9 dén 60,8 kg.

Bang 3: So sanh su khac biét két qua SGOT, SGPT giirta nam va nir

Xét nghiém SGOT SGPT
Gia tri Nam N Nam Nir
Beckman Coulter Mean = SI_D 23,14+6,29 21,23+4,55 19,11+7,63 16,65+7,92
DxC 700 AU T — statistic 1,10 0,99
p-value 0,28 0,325
Roche Cobas Mean = SI_D 20,97+5,85 | 19,41+4,16 17,92+7,8 | 15,86%7,90
8000 T — statistic 0,97 0,82
p-value 0,34 0,42

Bang 4: Xac nhan khoang tham chiéu

Trong bang 3, cac két qua xét nghiém SGOT, SGPT khong co su’ khac biét cd y nghia & nam va nir.

Glucose | Cholesterol | Triglyceride SGOT SGPT
(mg/dL) | (mg/dL) (mg/dL) (U/L) (U/L)
Trung binh 92,5 166,5 93,2 22,2 17,9
Min 81,3 119,3 49,0 13,3 5,0
Beckman Max 104,7 190,3 132,3 35,7 35,7
Coulter | S0 két qua ngoai RI 0 0 0 0 0
DXC 700 lkhoang tham chiéu (RD)| 74 - 106 | <200 <150 <<53°5(?r?53) <<53?5(E‘r?{3)
Két luan Pat Pat Pat Pat Pat
Khoang dé nghi 74 - 106 <200 <150 <40 <41
Trung binh 96,9 156,3 99,0 20,2 16,9
Min 85,3 114,2 53,0 12,3 3,3
Roche . ng _ 109,1 186,1 140,3 34,3 35,0
S6 két qua ngoai RI 1 0 0 0 0
G000 [knodng tham chidu (RD) 74 109 200 150 | <40 (nam) | <41 (nam)
oang tham chiéu (RI) - < < <32 (nll) | <33 (ni)
Két luan Pbat Pbat Pat Pat Pat
Khoang dé nghi 74 - 109 <200 <150 <40 <41
Khoa Min 81,3 114,2 49,0 12,3 3,3
thamd [ Max__ 109,1 190,3 140,3 35,7 35,7
chidu Sq két qua ngogi RI 1 0 0 0 0
chung Khoang tllam Achieu (RI)] 74 - 109 <200 <150 <40 <41
Két luan Dat Dat Dat Dat Dat
Cac két qua xét nghiém glucose ¢ may nghi chung.
Beckman Coulter DxC 700 AU, Roche Cobas IV. BAN LU AN

8000 nam trong khoang tham chiéu ctia nha san
xuat va khong co gia tri outliers (cd 1 két qua
trén may cobas 8000 khdng nam trong khoang).
Tri s6 D/R lan lugt bang 0,035 va 0,12, 0,025 va
0,005 cho thay két qua thu dugc co gia tri va
phu hgp véi khoang tham chi€u. Tuong tu cac
két qua xét nghiém cholesterol, triglyceride,
SGPT, SGOT trén hai may déu nam trong khoang
tham chiéu dé nghi va khoang tham chi€u dé

Trong thdi gian thu thap mau, k&t qua noi
kiém va ngoai kiém déu dat dam bao do tin ciy
cla két qua nghién clru. Hién tai, Bénh vién Dai
hoc Y Dugc thanh phd H6 Chi Minh - cg sG 2
phan tich cac xét nghiém sinh hda trén hai thiét
bi la Beckman Coulter DxC 700 AU va Roche
Cobas 8000. Moi may cé mét khoang tham chiéu
riéng va co thé gay khd khin trong qud trinh
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bién ludn két qua. Theo hudng dan EP28-A3c
clia CLSI, phong thi nghiém 1dm sang cd thé
chuyén giao cac khoang tham chiéu mdt cach
thich hgp dua vao kha nang so sanh cua hé
thong phan tich va kha nang so sanh cua dan s6
thir nghiém.5 Trong nghién c(tu nay, viéc chuyén
giao khoang tham chi€u cta mady Roche Cobas
8000 (khoang tham chi€u rong hon) sang may
Beckman Coulter DxC 700 AU (khoang tham
chi€u hep hon) va kién nghi viéc dung chung
khoang tham chiéu cho hai may. Chdng toi thuc
hién trong pham vi mét phong xét nghiém nén
yé€u t6 dan s6 phu hgp véi hudng dan.

Khi danh gia tugng dong, két qua cac xét
nghiém glucose, cholesterol, triglyceride, SGPT,
SGOT thuc hién trén hai may Beckman Coulter
DxC 700 AU va may Roche Cobas 8000 cd su
tuong quan va do chéch trung binh nam trong
khoang do chéch tdi da cho phép cta CLIA (két
qua khéng thé hién trong bai bdo nay). Moi xét
nghiém trén cac thiét bi déu can dugc xac nhan
KTC va cac két qua trén déu ndm trong KTC cua
nha san xudt trir mot két qua cla xét nghiém
glucose. Két qua nay ciing tuong tu nghién cru
cla Trinh Thi Qué va cong su thuc hién nam
2017, dudc ly giai c6 thé 1a do day 1a nhitng xét
nghiém da dugc chudn hoda va dugc thuc hién
trén cac may moc hién dai.?

Chung t6i ki€n nghi khoang tham chiéu dung
chung cho hai may sau khi xem xét su phu hgp
vé do tuang dong (slope nam trong khoang 0,8
dén 1,2 va R? bang hay I&n hon 0,95 vdi p<0,05)
va xac nhan gia tri tham chi€u cho moi may déu
phu hgp. Bong thai, cac xét nghiém trén hai may
déu cd cung phuong phap, lién két chudn nén
viéc dung chung khoang tham chiéu la dang tin
cay (Bang 1). Trong nghién ciu cho thdy khoéng
cd su khac biét vé két qua hoat d6 SGOT va
SGPT gitta nam va nir. Do d6, ching t6i cho st
dung khoang tham chi€u cia nam cho viéc
nghién cru. Nghién cfu nay tugng dong vdi cac
nghién ciu trong viéc chuyén giao khoang tham
chi€u tai Canada. Hi€p hoi cac nha hda hoc lam
sang Canada da danh gia tinh kha thi cta viéc
thiét 13p cac khoang tham chi€u chung bang
cach s dung cc sé dir liéu CALIPER.” Hau hét
cac khoang tham chiéu CALIPER ban dau dugc
thiet 1ap trén hé théng do Iudng Abbott
Architects, sau do dugc chuyén sang cac hé
thdng do Iudng khac, bao gobm Beckman Coulter,
Ortho, Rocheand Siemens.* Nghién clu vé
chuyén giao cac khoang tham chiéu CALIPER
danh cho tré em sang cac xét nghiém sinh hda
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cla Beckman Coulter AU dua theo CLSI ciing cho
két qua tudng tu. Két qua cho thdy méi tucng
quan chdt ché gilfa cac xét nghiém sinh hda cua
Abbott ARCHITECT va Beckman Coulter AU, cho
phép chuyén phan 18n (94%; 30 trong s6 32 xét
nghiém) khoang tham chiéu CALIPER dugc thiét
lap trudc do bang xét nghiém cua Abbott.3

V. KET LUAN

Két qua cac xét nghiém glucose, cholesterol,
triglyceride, SGPT, SGOT trén hai may Beckman
Coulter DxC 700 AU va Roche Cobas 8000 déu
nam trong khoang tham chiéu cta nha san xuat.

Khoang tham chi€u chung cho cac xét
nghiém & hai may Beckman Coulter DxC 700 AU
va may Roche Cobas 8000 la: glucose (74 — 109
mg/dL), cholesterol (<200 mg/dL), triglyceride
(<150 mg/dL), SGOT (<40 U/L), SGPT (<41 U/L).

VI. KIEN NGH]|

Nghién cdu cho thdy cac xét nghiém
glucose, cholesterol, triglyceride, SGPT, SGOT
gitra hai may Beckman Coulter DxC 700 AU va
Roche Cobas 8000 cé thé dung chung khoang
tham chiéu.

Vil. LO1 CAM ON

Nghién cltu nay da dudgc tai trg kinh phi thuc
hién bdi Dai hoc Y Dugc Thanh phd H6 Chi Minh
theo hgp doéng s6 213/2023/HD-DHYD ngay 22
thang 9 nam 2023.
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AP DUNG CONG CU DU POAN NEOS CUA KAISER TRONG XU TRi
TRE SO’ SINH NGHI NHIEM KHUAN HUYET SO'M
O’ CACNU'O'C CO THU NHAP TRUNG BINH - THAP

Nguyén Thi Hoang Oanh!, Nguyén Thu Tinh?

TOM TAT.

Pat van dé: Cong cu du doan NEOS cua Kaiser
hiéu qua giam s dung khang sinh khong can thiét
cho nhiing tré khoé manh. DI liéu hién c6 vé hiéu qua
va tinh an toan cla cdng cu xoay quanh ty 1€ hién
mac 0,1- 4/1.000 tré sanh 56ng. Chua co dir liéu ép
dung cong cu g nhu’ng ty |é hién mac > 4/1.000 tré
sanh song Muc tiéu: so sanh két qua khuyen cao xur
tri tré > 34 tuan tu0| thai nghi nhiém khudn huyét
sdm & ty 1€ hién mac 16/1.000 va 0,5/1.000 tré sanh
s6ng. Phuang phap nghién ciru: tlen ctu, tuor
01/11/2021 dén 30/04/2022 tai bénh vién Nguyen
binh Ch|eu Doi tugng dugc chon tr nhitng tré > 34
tuan tuGi thai, sanh ra tr me co nguy cd hodc tré cd
triéu chu‘ng Iam sang trong 12 g|d sau sanh. Thu thap
thong tin vé dac dlem ba me, lam sang tré va khuyen
cao diéu tri cla cong cu Kalser d 2 ty 1é hlen mac
16/1.000 va 0 ,5/1.000 tre sanh sOng. Két qua: 99 tré
thoa tiéu chuan chon vao, 14/99 (14,1%) tre dugc
chan doan c6 kha ning NKHSSS Khuyén cao khang
sinh [an lugt la 42,4% (16/1.000) va 37,4%
(0,5/1. 000) Oty lé hlen mac 16/1.000 c6ng cu
khuyén céo xét nghiém cao han so véi 0,5/1.000 tré
sanh s6ng lan lugt la 38,4% va 2%. C6 02 tré c6 kha
ndng NKHSSS bi bo sot & ty 1€ hién mac 0,5/1.000 tré
sanh song. Két ludn: s dung ty 1& hién mac cao
khéng lam gia tdng chi dinh khang sinh. Cong cu bd
sét nhu’ng tré can thiét khang sinh khi sir dung ty 1é
hién méac thap hon thuc té cha dan vi. S dung cong
cu 3@ ty 1& hién méc phu hdp thuc t& ta| don vi la can
thiét. 7o khod: cong cu dv doan nhiém khuan huyét
sd sinh sém, nhiém khuan huyét sd sinh

SUMMARY
APPLICATION OF THE KAISER NEOS
CALCULATOR IN THE MANAGEMENT OF
NEWBORNS WITH SUSPECTED SEPSIS IN

LOW- AND - MIDDLE-INCOME COUNTRIES

Background: The Kaiser NEOS calculator is
effective in reducing unnecessary antibiotics in healthy
infants. Available data on the effectiveness and safety
of the Kaiser calculator are around 0.1-4/1,000 live
births. There is no data on the application of the
Kaiser calculator with an incidence rate > 4/1,000 live
births.Objective: To compare the results of treatment
recommendations for newborns > 34 weeks of
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gestation with suspected sepsis with an incidence rate
of 16/1.000 and 0.5/1,000 live births.Methods:
Prospective, from November 1, 2021 to April 30, 2022
at the Nguyen Dinh Chieu Hospital. Newborns > 34
weeks gestation were born to mothers at risk or
newborns with clinical symptoms within 12 hours of
birth. Recorded features of mothers, clinicals of
newborns, and recommended treatment of the Kaiser
calculator at incidence rates of 16/1,000 and
0.5/1,000 live births.Results: 99 infants met the
study criteria, and 14/99 (14.1%) infants were
diagnosed with a probability of neonatal early-onset
sepsis. Antibiotic recommendations were 42.4%
(16/1.000 live births) and 37.4% (0.5/1.000 live
births), respectively. At an incidence rate of 16/1,000
live births, the Kaiser calculator recommends blood
cultures higher than 0.5/1,000 live births with 38.4%
and 2%, respectively. Two infants with a probability of
neonatal early-onset sepsis were missed at an
incidence rate of 0.5/1.000 live births. Conclusion:
Using the Kaiser calculator with a high incidence rate
did not increase antibiotic recommendations. The
Kaiser calculator missed newborns who needed
antibiotics by using a lower incidence rate than it

actually was. It is essential to use actual local
incidence rates for accurate assessments.

Keywords: Early Onset Sepsis Calculator,
neonatal sepsis.
I. DAT VAN DE

Nhiém khudn huyét khdi phat s6m dugc dinh
nghia la khi xay ra trong vong 72 giG dau sau
sanh. V3i dic diém 1dm sang da dang, khong
dac hiéu, tiéu chudn vang cho chan doan la ciy
mau cd dd nhay thap nén viéc chan doan gdp
kho khdné. Cac chién lugc quan ly trudc day tap
trung vao viéc phong nglra lay truyén nhiém
khuan huyét do GBS tU' me sang con, nham
trdnh bo sét nhitng tré nhiém khudn huyét
khong triéu chirng. Chinh vi vay, nhiéu tré khoé
manh bi phoi nhiém khang sinh khonq can thiét,
dan dén nerng hé luy trudc mat va 1au dai trén
tré khi ti€p xdc khang sinh trong nhitng ngay
dau dai’. biéu dang lo ngai la gia tang dé khang
khang sinh, la mdi de doa toan cau vdi ganh
nang cao nhat & cac nudc thu nhap trung binh -
thap (LMICs) Nam 2015, ban nghién clfu Kaiser
cho ra ddi cong cu du doadn nhiém khudn huyét
s6m nhdm muc dich gidm chi dinh khang sinh
qud tay*. K& tr khi ra ddi, cong cu da dugc
chirng minh hiéu qua va an toan & cac ty Ié hién
mac 0,1 — 4/1.000 tré sanh sdng, ty & nay phu
hgp véi cac nudc thu nhap cao (HICs)!. Trong
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