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PONG NHIEM VIEM GAN VI RUT C VA MOI LIEN QUAN
TOT KET QUA PIEU TRI HIV PHAC PO BAC 2 TAI HA NOI
Poan Thu Tra'2, P4 Vin Thanh!, Nguyén Vin Kinh?

TOM TAT

_Pat van dé: Nghién clru nay khao sat ty 1€ dong
nhiém vi rat Viém gan C (HCV) va lién quan tGi két
qua diéu tri ARV phac d6 bac 2 trén cac bénh nhan
HIV/AIDS tai Bénh vién Bach Mai va Bénh vién Bénh
Nhiét déi Trung ucong. POi tugng va phuong phap
nghién cifu: Chung t6i ti€n hanh nghién ciu quan
sat, tién cuu tir 2009 dén 2016 tai hai phong kham
ngoai tru HIV ngu’dl I6n tai Bénh vién Bach Mai va
Bénh vién Bénh Nhiét ddi Trung uaong. Tong cong co
120 benh nhan that bai diéu tri thudc khang vi- rut bac
mot va bat dau didu tri phac do bac hai tai cac dia
diém nghién clru d3 dugc dua vao phan tich. Ngerl
bénh trong nghién clu trong it nhat 12 thang S6
lugng t€ bao CD4 va xét nghiém ta| lugng vi-rut dugc
thuc hién dinh ky sau 6 thang va 12 thang theo doi.
Chung toi st dung kiém dinh t-test va kiém dinh chi
binh phugng dé so. sénh két qua diéu tri gu.ra nhom
dong nhiém HCV va nhém khong dong nhlem HCV &
thang th(r 6 va thang 12 sau diéu tri. Két qua nghién
clru: Ty 1& dong médc HCV/HIV chung trong nghlen
clu 13 48,3%. Tai thdl diém ban dau, ty 1& bénh nhan
G giai doan lam sang 3 hoac 4 theo WHO 13 38,3%.
Trung vi s6 ILrong té€ bao CD4 va tai lugng vi ruat lac
ban dau la 69 té bao/cm3 (IQR: 33 — 197,5) va 27.200
ban sao/mL (IQR 6.430 — 104. 000) Tai thai dlem 6
va 12 thang diéu tri ARV phac do bac hai, s6 lugng
CD4 trung vi dudc bao cao lan lugt la 168 t& bao/mm3
(IQR: 108,5 — 259) va 240,5 t& bao/mm3 (150 — 347).
So sanh gilta nhém doéng nhiém va khéng déng nhiem
HCV, bénh nhan am tinh HCV c6 dap Ung tot han so
vGi nhdom HCV duong tinh (trung vi & thang thr 6 la
177 t€ bao/cm3 so vaGi 152 té€ bao/cm?3, p=0,05; va &

thang 12 la 253 6/cm?3 so véi 230 té€ bao/cm3, p=0,07).

Ty 1€ bénh nhan dat Uc ché€ virus thang thr 6 va 12 &
nhom dong nhiém HCV la 37,1% va 62,9%, thap hon
mot chat so v8i nhdm khdéng dong nhiém (thang 6 la
50%, p=0,15; va & thang 12 12 69,0%, p=0 48) Két
luan: Nghlen ctru nay bdo cdo ti 1€ cao ngudi bénh
dong nhiém vi rat viém gan C trong quan thé ngudi
bénh HIV diéu tri ARV phac d6 bac 2 tai Ha NOi. Sau 6
va 12 thang theo dbi, cai thién vé sQ lugng té bao CD4
& nguGi bénh nhém khong dong nhiem HCV t6t han so
vGi nhom dong nhiém, tuy nhién khong cd sy khac

biét dang k& vé dap (ng tai lugng vi rut gitra hai nhom.
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SUMMARY
HIGH PREVALENCE OF HEPATITIS C CO-
INFECTION AND ITS ASSOCIATION WITH
SECOND-LINE THERAPY OUTCOMES
AMONG HIV/AIDS PATIENTS IN HANOI
Introduction: This study examines the
prevalence of Hepatitis C (HCV) co-infection and its
association with treatment outcomes among HIV/AIDS
patients taking second-line therapy at Bach Mai
Hospital and National Hospital for Tropical Diseases.
Participants and Methods: We conducted a
prospective cohort from 2009 to 2016 at two large HIV
out-patient clinics at National Hospital for Tropical
Diseases and Bach Mai Hospital. A total of 120
patients who failed first-line antiretroviral therapy
(ART) and starting second-line at the study sites were
enrolled to the study. We followed patients for at least
12 months. CD4 cell counts and viral load testing were
performed at 6 months (M6) and 12 months (M12) of
follow-up. We used t-test and chi-square test to
compare the treatment outcomes between HCV-
coinfected group and non-coinfected group at M6 and
M12. Results: The overall prevalence of HCV co-
infection among participants was 48.3%. At baseline,
the proportion of patients at WHO clinical stage 3 or 4
was 38,3%. The median CD4 cell counts and viral load
at baseline were 69 cells/cm?® (IQR: 33 — 197.5) and
27,200 copies/mL (IQR: 6.430 — 104.000). At 6 and 12
months of treatment with second-line regimens, the
median of CD4 counts was reported as 168 cells/mm3
(IQR: 108.5 — 259) and 240.5 cells/mm3 (150 — 347),
respectively. Compare between HCV-coinfected and
non-coinfected group, the patients with HCV negative
found to be have better responses than those who
have positive (median at M6 was 177 cells/cm3 vs. 152
cells/cm3, p=0.05; and at M12 was 253 cells/cm3 vs.
230 cells/cm3, p=0.07). The proportion of patients
have viral suppression (SVR) at M6 and M12 in HCV
co-infected group were 37.1% and 62.9%, which
slightly lower than non-coinfected group (SVR at M6
was 50%, p=0.15; and at M12 was 69.0%, p=0.48).
Conclusion: Our study found that among a large
sample of HIV/AIDS patients taking second-line
therapy in Hanoi, patients with non-coinfected with
HCV have better CD4 counts outcomes than patients
with HCV-coinfected. However, the SVR between two
groups showed no significant different.
Keywords: HIV/AIDS; HCV co-infection, second-
line, antiretroviral therapy, ART.

I. PAT VAN PE

Vi-rat viém gan C (HCV) la mét trong nhiing
nguyén nhan chinh gay ra bénh gan man tinh
trén toan cau. HCV lay truyén theo cach tuong tu
nhu HIV, do d6 tinh ti |é dong nhiém nhiém HCV
trong nhdm ngudi nhiém HIV, dac biét la nhirng
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ngudi tiém chich ma tdy la rat cao [1]. DBong
nhiém HCV va HIV khong chi lam gia tdng tang
ty & t&fr vong do bénh gan man tinh ma con co
thé lam gidam hiéu qua cla diéu tri khang vi rat
ARV [2].

Péng Nam A 13 khu vuc c6 dich HIV phat
trién manh nhat & chau A, diéu nay da dan dén
ganh ndng cao clia dong nhiém HCV trong s6 cac
bénh nhan HIV. Mt téng quan hé théng vao
ndm 2016 da bdo cdo rang ty 1& phan bg cua
HCV trong s6 ngufdl song vdi HIV & cac qudc gia
Poéng Nam A n3m trong khoang tir 5% dén han
40%, vdi ty |é thdp nhat dugc ghi nhan & Thai
Lan va Viét Nam c6 ty |é cao nhat [3]. Trong mét
danh gia gan day tai bénh vién Bach Mai, trong
khoang 1.000 bénh nhan HIV/AIDS dang dugc

diéu tri, cd tGi 38,96% s6 ngudi d(“)ng nhiém HCV.

Viém gan C dang la m6t ganh ndng I6n trong
viéc diéu tri ngudi nhiém HIV [4]. Néu khong
dudc chan doan, quan ly va xt tri pht hop, bénh
nhan cd thé phét trién xd gan va ung thu gan,
dan dén suy giam suc khde, kha nang lao dong
va nang nhat la t& vong.

Tai Viét Nam, diéu tri ARV phac d6 bac 2 cho
dén thdi diém hién tai van con kha han ché do
cac van dé vé chi phi cao, phan Ién phai dya vao
vién trg quoc té va dang ngay cang trd Ién khd
khdn khi phugng thic thanh toan cho diéu tri
ARV dang dugc chuyén vé hé théng bao hiém y
t&. Trong bdi canh ngudn luc han ché, viéc hiéu
rd cac yéu t6 cd thé anh hudng dén dap (ng
diéu tri phac d6 bac 2 la can thiét. biéu nay sé
cung cdp cac bang chliing quan trong dé€ phat
trién cac can thiép cd chi phi-hiéu qua nham
ngan chan nhitng tac dong tiéu cuc dén két qué
diéu tri va tor vong cua ngu‘dl bénh. Muc tiéu clia
nghién clru nay nhdm md ta ti 1& dong nhiém
HCV trén nguGi bénh HIV/AIDS diéu tri phac do
bac 2, dong thGi so sanh két qua diéu tri HIV
gilia ha| nhém ngudi bénh dong nhiém va khdng
dong nhiém HCV tai hai bénh vién tuyén trung
uong & Ha Noi.

Il. BOI TUQONG VA PHU'ONG PHAP NGHIEN CUU

2.1. Thiét ké nghién cdu: Nghién ciu
quan sat, tién clru.

2.2. Thdi gian va dia diém nghién ciru.
Nghién cltu dugc ti€én hanh trong 5 nam (2009-
2016) tai 2 Phong kham Ngoai tri thudc Trung
tam Bénh Nhiét ddi, Bénh vién Bach Mai va Bénh
vién Bénh Nhiét dgi Trung uong.

2.3. Pdi tugng nghién ciru: DG tugng
nghién ctu la bénh nhiém HIV/AIDS hién dang
ky va diéu tri tai phong kham ngoai trd, Trung

tam Bénh Nhiét Ddi, Bénh vién Bach Mai va Bénh
vién Bénh Nhiét d&i TW, phlu hop tiéu chuan sau:
) Tubi > 18; ii) D& dugc chan doéan that bai
trong viéc diéu tri ARV theo phac d6 dau tién va
chuyén sang phac do diéu tri ARV th( hai theo
Hu’dng dan cta B3 Y t&; va iii) Dong y tham gia
vao nghién cuiu._

2.4. C3 mau va cach chon mau. Nghlen
cru tién hanh chon mau thuan tién, tat ca ngudi
bénh du tiéu chudn déu dugc dua vao nghién
clru. Tdng cdng cd 120 ngudi bénh du tiéu chudn
dong y tham gia vao nghién cuu.

2.5. Quy trinh nghién ciru. Trong nghién
cttu, bénh nhan sé dugc tham kham lam sang va
Idy mau mau dé xét nghlem tai cac thdi diém
nghién clfu. Tai cac thdi diém trudc diéu tri phac
doé bac 2 va 6, 12 thang, bénh nhan sé dugc
theo doi dinh ky vé tinh trang ldm sang, xét
nghiém va danh gid bénh ly nhiém trung cd hoi.
Cac thong tin nay dugc thu thap bang mot biéu
mau nghién cttu dudc thiét k& san va thuc hién
bdi nghién cltu da dudc tp huén tai dia diém
nghién clu.

2.6. Bién s0 va chi s6 nghién clru

- Nhan kh4u hoc: nhan khiu hoc bao gém:
tudi tac, gidi tinh, dia chi, nghé nghiép va tinh
trang hoén nhan.

- Lam sang va diéu tri: Giai doan lam sang
theo WHO, nhiém trung cd hdi, phac do diéu tri
ARV, Chi s6 khdi co thé BMI.

- Xét nghiém can lam sang: s6 lugng TB CD4,
Tai Iu‘dng vi rat HIV, cac xét nghlem chific nang
gan va tinh trang dong nhiém viém gan B/C

- Cu0i cung, danh gid su cai thién va dap
Urng diéu tri cta bénh nhan sau khi diéu tri phac
do bac 2 tai cac thdi dlem nghlen cru, bao gom
tién trién 1am sang, mién dich va vi rat hoc.

2.7. X&r ly va phan tich s6 liéu: S6 liéu
dugc x& ly va phan tich bang phan mém STATA
13.0. Kiém dinh khi binh phudng va t-test dugc
s dung dé€ so sanh két qua diéu tri phac do bac
2 gitta hai phan nhém doéng nhiém HCV va khong
dong nhiém HCV. Gid p<0,05 dudc coi 1d cb y
nghia théng keé.

2.8. Pao dirc nghién ciru. Nghién ciu
dugc su’ thong qua va cho phép thuc hién bgi
Ho6i dong Dao durc tai Vién nghién cifu Khoa hoc
Y Dugc Lam sang 108 va cho phép thuc hién bai
Ban Giam doc Bénh vién Bach Mai va Bénh vién
Bénh Nhiét d&i TW. Nghién cllu quan sat khong
can thiép vao quy trinh diéu tri thudng quy cua
ngudi bénh. Cac s liéu sir dung trong nghién
cttu duge bao mat tai Trung tam Bénh Nhiét ddi,
Bénh vién Bach Mai va chi dugc sit dung cho
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muc dich nghién c(u.

Il KET QUA NGHIEN cUU
Bang 1. Pdc diém chung cua déi tuong
nghién cau

HCV am tinh |HCV ducng tinh
(N=62) (N=58)
Trung vi| IQR |Trungvi| IQR
Tuoi (nam) 39 36 -43 37 34-40
S0 lugng(Ti 1€ %|So lugng(Ti 1€ %
Gidi tinh
(Nam) 26 41.9 52 89.7
Hién dang
<6 viec lam 51 82.3 28 48.3
Song vGi
vg/chdng 40 64.5 40 69
Tién st
tiém chich 4 6.5 43 74.1
ma tuy
HBsAg
duagng tinh 1 1.6 > 8.6
Giai doan lam sang WHO
Giai doan 1
&2 40 64.5 34 58.6
Giai doan 3
& 4 22 35.5 24 41.4
BMI
Thi€u can 17 27.4 18 31
Binh thudng
IThifa can 45 72.6 40 69

Ti 16 d6ng nhiém trén 120 ngudi bénh HIV
diéu tri ARV phac do bac 2 trong nghién cttu la
48,3% (58/120). Ti |é bénh nhan nam cao hon
trong nhém HCV duang tinh v&i gan 90% so Vdi
41,9% & nhom HCV am tinh. Trong nhém HCV
duang tinh, cac bénh nhan co tién s st dung
ma tldy tiém chich chi€m phan Ién v&i han 70%
va chi c6 bGn nguGi cd tién sir sir dung ma tay
trong nhom HCV am tinh. C6 5 bénh nhan dong
mac ca HBV va HCV. Ti I&é ngudi bénh c6 GDLS 3
hodc 4 theo WHO & nhéom HCV duong tinh la
41,4%, cao hon so véi nhdm HCV am tinh
(35,5%). Ti Ié ngudi bénh thi€u can (theo phéan
loai BMI cua WHO) ciing cao han & nhém HCV
duang tinh (31% so Vi 27,4%).

Bang 2. Mét sé dic diém cdn Idm sang
cua doi tuong nghién ciru

HCV am tinh [HCV duong
(N=62) tinh (N=58)
So | Tile | So [Tile
lugng| % |ludng| %
SO lvgng TB CD4 (TB/cm?)
<100 32 | 51.6 35 |60.3
100 - 199 13 | 21.0 11 ]19.0
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200 - 349 12 19.4 7 12.1
> 350 5 8.1 5 8.6

Tai lugng vi rat (ban sao/mL)
<40 6 9.7 4 6.9
41 - <10,000 12 19.4 15 [25.9
10,000-<100,000 | 28 | 45.2 23 |39.7
> 100,000 16 | 25.8 16 [27.6
Tang AST (G/L) 4 6.4 14 [24.1
Tang ALT (G/L) 5 8.1 20 |34.5

Trung vi sO lugng t€ bao CD4 va tai lugng vi
rut ldc ban dau la 69 t€ bao/cm3 (IQR: 33 —
197,5) va 27.200 ban sao/mL (IQR: 6.430 —
104.000). Ti Ié nguGi bénh ¢ HIV giai doan ti€n
trién tai thoi diém bat dau diéu tri phac do bac 2
cao hon & nhom doéng nhiem HCV, véi ti 1€
CD4<100 TB/cm? va tUr 100-<200 TB/cm3 lan
lugt 1a 60,3% va 19% so véi 51,6% va 21% &
nhém HCV am tinh. Ti Ié ngudi bénh c6 TLVR &
ngudng rat cao (=100,000 ban sao/mL) ciing
cao han 6 nhom HCV duang tinh (27,6% so Vdi
25,8%). Ti |é tdng men gan (ALT va AST) ciing
cao hon dang k& & nhédm HCV duong tinh.

GDLS3va4d

11.4
355

. 2004 3103
=30
@ 2241
=20 18.03

| .

0

Ban dau 6 thang 12 thing

mHCV am tinh HCV dwong tinh
Biéu db 1. Ti Ié nguoi bénh & GPLS 3 va 4
sau 6 va 12 thang diéu tri

Ti 1é ngudi bénh & GDLS 3 va 4 & ca hai
nhom HCV am tinh va HCV duadng tinh déu giam
dang k& sau 6 va 12 thang diéu tri ARV phac do
bac 2. Ti nay |Ié d nhom HCV duong tinh cao hon
so vGi nhdm HCV am tinh, tuy nhién su khac biét
khong c6 y nghia thong ké (p (6 thang)=0,81 va
p (12 thang)=0,55).

Trung vi so lwong TB CD4 (TB/cm?®)

150

100

50
0

Ban dau 6 thang 12 thang

—e—HCV am tinh HCV duwong tinh
Biéu dé 2. Thay déi chi s6' TB CD4 sau 6 va
12 thang diéu tri
Trung vi sO lugng TB CD4 & ca 2 nhom déu
€6 su' cai thién dang k& sau 6 va 12 thang diéu
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tri ARV phac do bac 2. Mdtc do cai thién thap hon
¢ nhdm HCV dudng tinh va ¢ y nghia thdng ké
vGi p (6 thang)=0,05.

TLVR dudi ngudng phat hién (<40 bin sao/mL)
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0

Ban dau 6 thang 12 thang

mHCV am tinh HCV dwong tinh
Biéu do 3. Pap ing vé TLVR sau 6 va 12
thang diéu tri

Dap Ung vé TLVR déu cai thién & ca 2 nhém
HCV am tinh va HCV duang tinh. Ti Ié c6 TLVR &
dudi nguGng phat hién sau 12 thang diéu tri &
nhém HCV am tinh la 69% va & nhom HCV
dugng tinh la 62,9%, tuy nhién su khac biét
khong cé y nghia théng ké.

IV. BAN LUAN

_Nghién cltu cia ching t6i da chi ra mot ty 1€
nhiém HCV déng nhiém rat cao trong s6 bénh
nhan HIV dang st dung liéu phap hang th( hai
tai Ha NGi, Viét Nam. Ty 1€ nay cao han nhiéu so
vdi cac qudc gia khac trong khu vuc Chau A -
Thai Binh Dugng [2]. M6t trong nhitng ly giai cho
diéu nay la phan Ién cac bénh nhan HIV trong
nghién clu cta chdng t6i la nhitng nguéii su
dung ma tuy tiém chich, tuong dong vdi dac
diém dich té HIV tai Viét Nam trong g|a| doan tur
2009-2015 khi nghién chich ma tuy van la nhém
chiém ti & cao nhét trong sd ca hién mac va mdi
mac HIV. Trong bdi canh md rong diéu tri ARV
V@i su' suy giam cac ngudn luc qudc t€, dong
nhiém viém gan ndi chung va viém gan C ndi
riéng khong chi dat ra nhitng thach thdc 16n cho
hé thong y té Viét Nam, ma con doi hoi su chl y
ddc biét dén cac bién phap phong chéng va giam
thiéu nguy cd lay nhiém.

Theo ddi trong vong 6 va 12 thang diéu tri
ARV phac do bac 2, két qua cho thay cai thién vé
sO lugng TB CD4 thap hon & nhom HCV ducng
tinh. Két qua nay tugng dong véi mot s6 nghién
ctfu thuc hién gan day trén thé gidi. Mot nghién
clfu quan sat, tién clu tai bénh vién trén 387
ngudi bénh HIV & Ethiopia bao cdo ty 1& dong
nhiém HCV/HIV la 6.5%. Ca nhém dong nhiém
HCV/HIV va nhém khong dong nhiém HCV déu
cho thdy su phuc hoi cta té bao T CD4+ (343 so
vGi 426; P < 0.004, OR = 4.97, 95% CI = 2.41-
10.27) tudng Ung; tuy nhién, téc do phuc hoi
cao hon & nhém khéng ddng nhiém (80 so Véi

426) hon nhém ddng nhiém (148 so véi 343) [5].
Tuong tu, mot nghién clu tai Dan Mach, danh
gia dap Ung diéu tri clla 2734 ngudi bénh HIV
bao cao mdc du khdng cd su khac biét vé dap
(rng vi rat hoc, tuy nhién, nhdm dong nhiem HCV
cd s6 lugng TB CD4 thap hon so vGi nhém HCV
am tinh [6]. Diéu nay cho thay su hoi phuc cua
CD4 c6 thé bi anh hudng bai su' nhan 1én lién tuc
cla vi rat HCV va tinh trang tang men gan kéo
dai néu ngudi bénh khéng dugc diéu tri phu hop.
Két qua nay dan dén giam dap U'ng cla ngudi
bénh d6i véi phac d6 ARV bac 2 va tham chi lam
tang ti 1€ tor vong & ngudi bénh. Cac nghién cau
bao cdo ti sudt tir vong cao han dang ké & nhom
dong nhiém HCV. Béo céo tai Dan Mach cho thay
so vGi nhdm HCV-am tinh, tdng sd ti vong cao
hon dang k& trong nhém HCV-duang tinh (ty 1&
t&r vong, 2,4%; 95% CI, 1.9-3.0), cling nhu tur
vong lién quan dén bénh gan (ty Ié tr vong,
16%; 95% CI, 7.2-33). Hon nira, bénh nhan
trong nhém HCV-ducng tinh cd nguy cg tr vong
cao hon véi thdi gian prothrombin <0.3 va cé
lich str lam dung rugu [6]. Tai Trung Qudc, trong
mot phan tich thuan tap hoi clu trén 58.239
ngudi séng vdi HIV bat dau diéu tri ARV, trong
giai doan 2010-2018 da dudc ti€n hanh tai tinh
Quang Tay, két qua cho thay tdng ty Ié tir vong
va ty |é bo diéu tri lan lugt la 2.95 (95% CI,
2.88-3.02) va 592 (95% CI, 5.82-6. 01)/100
ngerl nam. So vGi bénh nhéan khong dong mac
viém gan B, bénh nhan ddng nhiém viém gan B
cd ty 1€ tr vong cao han 42% [aHR = 1.42; 95%
CI = 1.32-1.54], va bénh nhan déng mac HCV co
ty Ié t&r vong cao hon 65% (aHR =1.65; 95% CI
= 1.47-1. 86), va bénh nhan ddng nhiém ca HCV
va HBV co ty I€ t&r vong cao han 123% (aHR =
2.23; 95% CI =1.87-2.66) [7].

V. KET LUAN

Nghién clru nay bao cao ti 1€ cao ngu’dl bénh
dong nhiém vi rat viém gan C trong quan thé
ngudi bénh HIV diéu tri ARV phac do bac 2 tai
Ha NoOi. Sau 6 va 12 thang theo doi, cai thién vé
s lugng té€ bao CD4 & nguGi bénh nhém khéng
dong nhiém HCV t6t hon so v&i nhém dong
nhiém, tuy nhién khéng co su khac biét dang ké
vé dap Ung tai lugng vi rut gilta hai nhdm. Két
qua nay gdi y rang viéc két hgp diéu tri HCV va
HIV cho bénh nhan dong nhiém la rat quan trong
nham cai thién két qua sirc khoe va chat lugng
cham soc bénh nhan. Bén canh dd, can co cac
nghién ctu dai han han nhdm tim hiéu rd han vé
mdi lién hé gilta dong nhiem HCV va két qua
diéu tri ARV & ngudu bénh HIV/AIDS.
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XAC PINH GIA TRI S&" DUNG CUA PHUO'NG PHAP
XET NGHIEM ELISA PINH LUQ'NG NONG PO KHANG THE
CHONG SARS-COV-2 TREN MAY MIEN DICH BAN TU’ PONG
TAI TRUO'NG PAI HOC Y TE CONG CONG NAM 2022

Nguyén Thi Thu Ha', Tran Xuin Thing!, Bui Thi Ngoc Ha'

TOM TAT

Muc tleu Xac nhan dé chum, dé dung, khoang
tuyen tinh va xac dinh khoang tham chiéu cta _phuong
phdp ELISA dinh Iu‘dng nong do khang thé chdng
SARS-CoV-2 trén may mlen dich ban ty dong tai
Tru’dng Pai hoc Y té cong cong n&m 2022. Phu’dng
phap nghlen clru: Nghlen cltu thuc nghlem Lrng
dung, thu thap dir liéu do nong do khang thé IgG cla
mau chudn, mau Cal va 20 mau huyét thanh tir d6i
tugng tham gia nghién ctu bang bd kit Testline trén
may ELISA ban tu dong theo hudng dan cua
CLSI/EP15-A3, EP17-A, CLSI/EP28A-3C dé danh gia do
chum, do dung, khoang tuyén tinh; xac nhan khoang
tham chi€u cua phudng phap. Két qua: b6 chum
chua phu hgp véi cong b6 nha san xuat; do dung
dugc xac nhan phu hgp véi cng bd cua nha san xuat
@ gia tri an dinh ctia 2 mic QC la 20 va 80 déu nam
trong khoang gidi han xac nhan (9,22 — 32,06 va
49,418 — 138,922). Khoang tuyén tinh c hé s& tuang
quan r2 = 0,956 nam trong khoang 0,95 dén 1 vi vay
cé su tuong quan_ tuyen tinh glLra gia tri do dugc va
gia tri thuc ciia mau. Véi ¢8 mau la 20, sur dung kiém
dinh phan phdi chudn Shapiro- -wilk cd gid tri
sig=0.075(>0.05) cerng td phan phdi gia tri khang
thé chéng SARS-CoV-2 cua 20 ngufd| tinh nguyén tham
gia (c6 do tudi tir 18-25) tao nén mot phan phdi chuén
khoang tham chiéu nghién cou 117,64 -
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11243,15U/mL. Két luan: Khi xac nhan phugng phap,
do chum cla phuang phap tai Trung tam Xét nghiém
TruGng Dai hoc y t€ cong cong chua phu hgp véi cong
bg cta nha san xudt. Cac phong xét nghiém khi thuc
h|en xac nhan phudng phap xét nghiém can tuan thu
cac yéu cau ky thuat dong thai linh hoat ap dung cac
hu’dng dan CLSI dé& phu hdp vdi diéu kién thuc t& clia
phong xét nghiém.

Tar khoa: COVID-19, SARS-CoV-2, xac nhan
phuang phap

SUMMARY
VERIFICATION OF ANTI-SARS-CoV2 ELISA
QUATITATIVE DETECTION METHOD ON
THE SEMI-AUTOMATIC IMMUNE MACHINE,
HANOI UNIVERSITY OF PUBLIC HEALTH, 2022
Objective: Confirm the precision, trueness,
linearity range and reference range of the ELISA
method to quantify the concentraion of IgG class
antibodies to SARS-CoV-2 on a semi-automatic
immune machine at the Hanoi University of Public
Health in 2022. Method: We performed experimental
study, collecting data on measuring IgG antibody
levels of standard samples, Cal samples and 20 serum
samples from study participants using Testline kit on
ELISA semi-automatically machine and compared its
clinical performance to the CLSI/EP15-A3, EP17-A,
CLSI/EP28A-3C kit to evaluate precision, trueness,
linear range; confirm the method's reference interval.
Result: The precision was not consistent with the
manufacturer's announcement; The trueness was
confirmed in accordance with the manufacturer's
claims at the assigned values of the two QC levels 20
and 80, both within the validation limit (9.22 — 32.06
and 49,418 - 138,922). The linear interval was
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