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ABSTRACT

Abstract: Human fascioliasis is currently a common parasitic disease in Vietnam, especially
in the Central Highlands region, with its symptoms similar to many other digestive and
hepatobiliary diseases, leading to misdiagnosis or late treatment. The gold standard for diagnosis
is finding liver fluke eggs in the stool, but this is rarely observed. So in clinical practice, the
diagnosis is mainly based on clinical symptoms, liver damage on imaging, and seropositivity
tests to detect antibodies against Fasciola spp.

Objectives: This study compared the similarity or diagnostic value between commercial ELISA
diagnostic reagents circulating in Vietnam.

Materials and methods: The ELISA test for each reagent set was tested on serum samples
of healthy people and serum samples of fascioliasis patients that were diagnosed by clinical
symptoms, liver damage on ultrasound, and positive Western blot test.

Results: The sensitivity of ELISA chemicals of Viet Sinh manufactured in Vietnam, Cortez
manufactured in the US, DRG manufactured in Germany, and NewLife manufactured in the
US were 91.18%, 91.18%, 100%, 91.18%, respectively; followed by specificity of 97.06%,
85.29%, 97.06%, 94.18% and accuracy of 94.12%, 88.23%, 98.53%, 92.65%, respectively.
Compared with confirmed cases, the Kappa coefficient of the 4 test chemicals was 0.882; 0.765;
0.971; and 0.853, respectively. Comparing the agreement between the 4 test chemicals, DRG
with Viet Sinh and New Life had the highest similarity coefficient (Kappa > 0.8).

Conclusion: Therefore, the four commercial chemicals tested in this study have good
diagnostic value in the immunological diagnosis of human fascioliasis. This will help clinicians
and laboratories easily select chemicals to diagnose fascioliasis, helping to diagnose and treat
it effectively.
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TOM TAT
Pit van dé: Bénh san 14 gan l6n Fasciola spp. ¢ nguoi hién nay la mot bénh thuong gip ¢
Viét Nam, dic biét 1a khu vuc mién Trung - Tay Nguyén. Bénh ¢ tri¢u ching giong voi nhleu
bénh Iy ti€u hoa - gan mat khac nén de chan dodn nham va dleu tr muon. Tiéu chuin vang chan
doén bénh Ia tim thay tring san trong phan nhung lai rat hiém quan sat duoc. Trén thyc tién,
chan doan bénh chu yéu dya vao tri¢u ching 1am sang, ton thuong gan trén hinh anh hoc va xét
nghiém phat hién khang thé khang Fasciola spp. trong huyét thanh.

Muc tiéu: Nghién ctru nay duoc thuc hi¢n dé so sanh su tvong dong hay gia tri chan doéan giira
hoa chat xét nghiém chan doan ELISA thuong mai dang luu hanh tai Viét Nam.

Poi tu’o’ng va phu’o’ng phap nghlen ciru: Tung bo hod chat duoc thir nghlern trén 34 mau huyét
thanh cua nguoi khoe manh va 34 mAu huyét thanh ctia ca bénh nhidm san 14 gan 16n xac dinh
bang triéu chimg 1am sang, ton thuong gan trén siéu 4m, xét nghiém Western blot tim khang thé
khang Fasciola spp.

Két qua: Do nhay cua hoa chat ELISA cua cong ty Viét Sinh do Viét Nam san xuat, Cortez do
My§ san xuat, DRG do Ptic san xuat, NewLife cia My san xuat lan lugt 1a 91,18%, 91 ,18%,
100%, 91,18%; d6 dic hiéu lan luot 1a 97,06%, 85,29%, 97,06%, 94,18% va dg chinh xac lan
luot 12 94,12%, 88,23%, 98,53%, 92,65%. So vdi cac ca bénh xac dinh, hé sd Kappa cta 4 hoa
chat xét nghiém 1an luot 13 0,882; 0,765; 0,971; 0,853.

Két luan: So sanh su dong thuén gitra 4 loai hoa chat thir nghiém thi DRG voi Viét Sinh, New
Life c6 hé sb tuong, dong cao nhat (Kappa > 0,8). Do do, 4 loai hoa chat thuong mai thir nghiém
trong nghién ctru déu co gia tri chan doan tdt.

Tir khoa: Bénh san 14 gan 16n, ELISA, Western blot.

1. PAT VAN PE

Bénh san 14 gan l6n (SLGL) do hai loai Fasciola
hepatica va Fasciola gigantica gay nén, udc tinh it nhat
2,4 triéu ngudi bi nhiém bénh tai hon 70 quoc gia va vai
triéu nguoi c6 nguy co mdc bénh. Iéng hqp y van vé
ti 1€ nhiém SLGL trén nguoi toan cau dén nam 2023 la
4,5%, thuong gap & Nam My, chau Phi va chau A [1]. 0
Viét Nam, tir dau thé ky 21, bénh SLGL d tai xuat hién
va da duqc cac nha KST th: trong nudc quan tam, tu
diéu ché duoc b hoa chat chan doan bénh dong thoi van
dong thude dleu tri tt WHO tai trg [2] Hién nay, | bénh
nhéan dugc chan doan nhiém SLGL ngay cang nhiéu va
dén nam 2011 phat hién hon 20 nghin bénh nhan & 52
tinh thanh, dac biét la mién Trung - Tay Nguyén [3].

Bénh SLGL duoc chin doan xac dinh dua trén biéu

*Tac gia lién h¢

hién 1am sang két t hop trimg SLGL trong phan hodc xét
nghlem (XN) mien dich duo‘ng tinh. Viéc XN phan tim
tru’ng SLGL thi bi han ché, nén XN huyet thanh (HT)
mien dich dong vai tro quan, trong trong chan doan, két
hop cac goi y khac nhu c6 ton thuorng gan trén si€u am
v61 hinh anh hon hop am hay gidm am, tdng bach cau
4i toan (trung binh dén cao). Cac XN HT mién dich
thu’(‘mg dung 1a ELISA hay Western blot voi cac khéng
nguyén (KN) da dang nhu KN tiét tho, protease cystein
cathepsm protein 27kDa hay Saposin [4]. Dong thot,
cac hoa chat thuong mai XN chin doan bang ELISA
da dang nhidu nudc san xudt, voi KN thu thap tir
F. hepatica hay F. gigantica. Ta1 Viét Nam, loai SLGL
gay bénh chu yéu 1a F gigantica trong khi da phan cac
bo hoa chét thwong mai ¢6 ngudn goc tir F hepatica.
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Mic du da co gia thuyét sy giéng nhau vé yéu t6 KN,
protein tiét cua 2 loai F asczola spp- nhu’ng viée tim h1eu
su tuong dong hay gia tri chan doan cac by XN nhiém
SLGL ¢ ngum cling l1a van dé can thiét. Do do, nghién
ctru (NC) nay thyc hién dé so sanh gia tri chan doan 4
loai hoa chat thuong mai XN ELISA chin doan bénh
SLGL ¢ nguoi luu hanh tai Viét Nam trén cac ca bénh
xac dinh vdi 2 muc tiéu:

(1) Banh gia do nhay, do dac hiéu, do chinh xdc cua cac
bé hod chat chan dodn nhiem san la gan lon tai Vién Sot
rét - Ky sinh trung - Con trung Quy Nhon nam 2024.
(2) So sanh gia tri chan dodn giita cdc bo hoa chdt chan
dodn nhiem san la gan lon tai diem nghién ciru.

2.POI TUQNG VA PHUONG PHAP NGHIEN CUU
2.1. Péi twong nghién ciru

Cac bo hoa chat thwong mai XN ELISA, chan doan
nhiém SLGL Fasciola spp. duoc B0 Y té cip phép luu
hanh tai Viét Nam gom hoa chat cong ty Viét Sinh do
Viét Nam san xuat, hoa chat hang Cozter va hoa chat
hang New Life cia My san xuat, hoa chat DRG cua
Dic san xuat.

Huyét thanh thu thap tir cac ca bénh xac dinh nhiém
SLGL.

2.2. Thiét ké nghién ciru

Nghién ctru dugce thiét ké bang phwong phap mé ta thyuc
nghiém tai phong thi nghiém

2.3. Thoi gian va dia diém nghién ciru

- Thoi gian: tir thang 8/2024 dén thang 12/2024

- Dia diém: Phong Kham bénh chuyén khoa, Vién Sét
rét - Ky sinh trung - Con trung Quy Nhon.

2.4. C& miu, chon miu

Chon cac bénh nhan nhiém SLGL dén kham tai phong
Khém cua Vién trong thoi gian NC (it nhit 30 bénh
nhan) du tiéu chuén chan doan nhi®m SLGL.

Thtt nghiém véi 4 bo héa chat chan doan nhiém SLGL
(bang k¥ thuat ELISA) cua cac nha san xuat khac nhau
vo1 HT tir cac ca bénh xac dinh nhiem SLGL.

Lay thém s6 luong twong ing mau HT clia nguoi st
khoé binh thuong (khong ¢6 triéu chirg lién quan bénh
KST va khong c6 hinh anh ton thuong gan dang SLGL
trén hinh anh hoc).

2.5. Ky thuat, vat liéu sit dung trong nghién ctru

K§ thuat XN Western blot véi bo hoa chét thuong mai
hang LDBIO diagostics chan doan FASCIOLA E/S
Western Blot IgG.

Ky thuat mién dich hap phuy lién két enzyme (ELISA)
gian tiép phat hién KT.

2.6. Xir Iy va phan tich s6 liéu

S6 lidu tap hop dugc xtr Iy va théng ké bang Excel,
SPSS.
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Céc bo hoa chat ELISA chan doan nhiém SLGL dugc
danh gia bang d6 nhay, d6 dic hi¢u, do chinh xac theo
cac cong thuc sau:

bo Sb duong tinh that .
nhay = X . A QA A ot —— (%)
ay S6 duong tinh that+S6 am tinh gia
D9 diic S6 am tinh that )
hiéu=" §§ am tinh that+S4 duong tinh gia
. S6 mau duong tinh that +
bo chmh S6 mAu 4m tinh that (%)
Xac =

Téng s6 mau thyc hién

Su dong thuan gilta cac hoa chat chan doan dugc danh
gia bang chi sé Kappa (K), cu thé: 0 < K < 0,2: nhe
(Poor agreement); 0,2 <K <0,4: dugc (Fair agreement;

0,4 <K <0,6:kha (Moderate agreement); 0,6 <K <0,8:

6t (Good agreement) 0,8 < K < 1: rat tot (Very good
agreement).

2.7. Pao dirc nghién ciru

Nghién ctru dugc thong qua boi Hoi ddng phé duyét dé
cuong va Hoi dong Pao dirc Y sinh hoc cta Vién Sot
rét - KST - CT Quy Nhon.

3. KET QUA

3.1. Do nhay, do dic hi€éu, do chinh xac cia cic b
ho4 chat chan doan nhiém san 14 gan l6n

Vi 42 bénh nhan du tiéu chuin lya chon da ghi nhan
dugc 34 truong hgp duong tinh Western blot dat tiéu
chuan dua vao NC.
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Hinh 1. Két qua xét nghi¢ém Western blot ngay dau tién

Ngay dau tién xét nghiém 18 mau, c6 4 mau am tinh va
14 mau duong tinh dugc dua vao nghién cutru, ky hiéu
M1 - M14.
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Hinh 2. Két qué xét nghiém Western blot ngay thi hai

C6 4 mau am tinh va 20 mau duong tinh dua thém vao
nghién ctru, ky hiéu M15 - M34.

Chon thém 34 mau HT nguoi binh thudng khée manh
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va tién hanh thr nghiém ELISA HT cua 68 bénh nhan
(34 duong va 34 am) véi cac hoa chat Viét Sinh, Cortez,

DRG va New Life.

Bing 1. Két qua ELISA héa chit Viét Sinh
so v6i ca bénh c6 Western blot duong tinh

W Ca b%l;h
é 3 estern blot (+ <
it iltg(llllilgm Cé Khﬁ(n; Tong
bénh bénh
ELISA héa chét Vi¢t Sinh
Duong tinh 31 1 32
Am tinh 3 33 36
Téng 34 34 68

Do nhay =91,18%

b6 dac hiéu =97,06%
bo chmh Xac = 94 12%
H¢ s6 Kappa =0, 882

Ti 1 duong tinh gid = 2,94%

Ti I¢ am tinh gia = 8,82%
Gia tri dyr dodn duong =96,88%

Gid tri dy dodn am = 91,67%

Véihoa chat Viét Sinh, v61 34 ca bénh Western Blot (+)
thi ¢6 3 mau 4m tinh gla nhung v6i 34 mau am thi chi

c6 1 mau duong tinh gia nén d6 nhay 91,18%, d6 dac
hi¢u 97,06% va dg chinh xac 94,12%.

Bang 2. Két qua ELISA héa chét Cortez
so v6i ca bénh c6 Western blot duwong tinh

Ca bénh

Két qua Western blot (+) .

6 ié . " Tong
xét nghiém Cé Khéng

bénh bénh

Duong tinh 31 5 36

Am tinh 3 29 37

Tong 34 34 68

D6 nhay =91,18%

Do dic hi¢u = 85,29%
D¢ chinh xac = 88,23%

Hé s6 Kappa = 0,765

Ti 1 duong tinh gia =14,71%

Ti 12 am tinh gia = 8,82%
Gia tri dur dodn duong =86,11%

Gia tri dy doan am = 90,63%

V6i héa chat Cortez, v6i 34 ca bénh Western blot (+) thi
¢6 3 mau am tinh gia nén do nhay 91,18%, v&i 34 mau

am thi c6 5 mau duong tinh gia nén do dic hiéu 85,29%
va do chinh xac 88,23%.

Bang 3. Két qua ELISA héa chit New Life
so v6i ca bénh c6 Western blot duong tinh

W Ca b%l;h
& 2 estern blot (+ R
it iltg(llllilgm Cé Kh(‘)(n; Tong
bénh bénh
Duong tinh 31 2 33
Am tinh 3 32 35
34 34 68

Do nhay =91,18%

D¢ dac hiéu =94,18%
D¢ chinh xac = 92,65%
H¢ s6 Kappa = 0,853

Ti 1€ duong tinh gia = 5,82%
Ti 1€ am tinh gia = 8,82%
Gia tri du dodn duong =93,94%
Gia tri du doan am = 91,43%

V6i hoa chat New Life, trong 34 mau HT bénh nhén
Western blot ) thi ¢c6 3 mau am tinh gla va trong

34 mau am c6 2 mau duong tinh gid nén c6 do nhay
91,18%, do dac hiéu 94,18% va dd chinh xac 92, 65%

Biang 4. Két qua ELISA hoa chiat DRG
so v6i ca bénh c6 Western blot duong tinh

W Ca b%l;h
& 3 estern blot (+ 2
it itg(llllilgm Cé Khﬁ(n; Tong
bénh bénh
Duong tinh 34 1 35
Am tinh 0 33 33
Téng 34 34 68

Do nhay = 100%

b6 dac hiéu =97,06%
bo chmh Xac = 98 53%
H¢ s6 Kappa =0, 971

Ti 1€ duong tinh gia = 2,94%
Ti 1€ am tinh gia = 0%

Gia tri du dodn duong =97,14%
Gia tri dy doan am = 100%

Ddi v6i hoa chat DRG cuia Pure chi ¢6 1 ca duong tinh
gia chiem 2,94%, khong c6 ca nao am tinh gia nén
d6 nhay 100%, d6 dac hi€u 97,06% va do chinh xac

98,53%.

3.2. So sanh gia tri chin dosn gitra cac by héa chét chan doan nhlem san la gan I6m
Bang 5. Su twong dong giira cac hoa chit ELISA chin doan mic san la gan lén

P . Héa chit Héa chit Héa chit Héa chit
Keét qua Tén Viét Sinh Cortez DRG NewLife
xét nghi¢m g - = = = =
: Duwong| Am |Dwong| Am |Dwong| Am |Dwong| Am
T Duong 32 28 4 31 1 28 4
Hoéa chat Viét Sinh =
Am 36 8 28 4 32 5 31
. Duon 36 32 4 31 5
Hoa chét Cortez |3 0,648
Am 32 3 29 2 30
. B Duong 35 32 3
Hoéa chat DRG = 0,853 0,794
Am 33 1 32
. p . Duong 33
Hoéa chat New Life = 0,735 0,794 0,882
Am 35
Hé s6 Kappa
2 Crossrefd 59




D.TK. Ly et al. / Vietnam Journal of Community Medicine, Vol. 66, Special Issue 3, 56-62

- Hoa chit cua cong ty Viét Sinh ¢ d¢ tuong dong cao
v6i hoa chat DRG 0, 853 va tuong dong kha voi Cortez
va New Life voi hé s6 Kappa 0,648 va 0,735

- Ho4 chat cua hang Cortez c6 d6 tuong dong kha véi
ca 3 loai hod chit con lai

- Hoa chat cua hang DRG ¢6 sy tuong dong rat cao véi
hoa chét cua Viét Sinh va New Life voi Kappa 0,794;
0,853 va 0,882

- Hoa chit ciia hang NewLife co sy ' tuong dong cao voi
hoa chat DRG (O 882) va tuong dong kha ddi v6i hoa
chat Viét Sinh va Cortez voi hé s6 Kappa 0,735; 0,794

4. BAN LUAN

4.1. Do nhay do dac hleu, dd chinh xac cia cac b
ho4 chit chin doan nhiém san 14 gan 16n

Nhom NC thu thap duge 42 BN nghi ngo nhiém SLGL
Vi cac tiéu chuan gdm tri¢u chung 1am sang lién quan
dén nhiém SLGL kém t6n thuong gan dang SLGL trén
siéu am, duge XN chan doan mién dich bang ky thuat
Western blot tim KT IgG dic hiéu véi SLGL va két qua
ghi nhan duogc 34 truong hop duong tinh Western blot
thoa tiéu chuan dua vao NC (80,95%).

Hoa chat ELISA do cong ty Viét Sinh ctia Viét Nam
cong bd do nhay 95,54% va d dac hi¢u 93,75% khi OD
mau thu/nguo’ng cut-off > 1 (nguorng cut-off Ia trung
binh cdng cua chung am x 2 va chimg 4m lam cung
thoi diém véi mau thir). Khi thir nghiém voi 34 mau HT
ca bénh xac dinh duong tinh Western blot va 34 mau
HT nguoi khoe manh, hoa chit Viét Sinh c6 do nhay
91,18%; do dac hiéu 97 ,06%; do chinh x4c 94,12% va
hé s6 Kappa 1a 0,882. B9 sinh pham cta Viét Sinh trong
NC c6 do dic hiéu cao hay duong tinh gia thap hon
so voi1 cong bo cua nha san xuat vi ca bénh xac dinh
lam tiéu chuan vang duoc thu tuyén day du tiéu chuan
hon (c6 ton thuong trén siéu am, c6 triéu chirg) nén
cac KT mien dich cia cac ca bénh nay da tao ra day
du. XN Western blot st dung KN tir Fasciola hepatica
trong khi Viét Sinh sir dung KN tiét tho cua Fasciola
gigantica nén ti 1¢ am tinh gia cling chlem dang ké
(8, 82%) tuy nhién khong c6 su khac biét 16m vé mat sinh
MD cua KN t1et tho g1ua 2 loai nén do chinh x4c cua Viét
Sinh van dat két qua tdt, va hé s6 Kappa so voi ca bénh
Western blot duong van dat két qua rat tot.

Hoa chat do hang Cortez cua My cong bo do nhay,
do dac hiéu deu 1a 100% khi OD > 0,1 1a duong tinh.
Trong NC nay, b sinh pham cua Cortez c6 d¢ dic hiéu
thap (85,29%), ti 1€ duong tinh gia cao (14,71%). Mac
du KN déu co nguon" goc tur Fasciola hepatica nhung
Cortez dung KN téi t6 hop cathepsin con Western blot
dung KN tiét nén c6 d¢ dac hiéu thap Ngoai ra, ti 1¢
duong tinh gia cao cua Cortez co thé do bo chan "doan
nay lay gia tri nguong duong hoi thap va trong thuc
hién k¥ thuat khong c6 ngudng deé so sdnh. NC cua tac
gid Diém Na (201 9) so sanh hoa chat Cortez véi ca bénh
SLGL xéc dinh str dung tiéu chi mién dich dua trén hoa
chit Viét Sinh thi nguong cua hoa chit Cortez phai la
0,63 moi phu hop tranh duong tinh gia [6].
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Doi véi hoa chat ELISA do hang New Life cia My san
Xuat cong bo do nhay va do ddc hiéu 100% khi OD
bang 0,1 [a duorng tinh. Két qua NC ghi nhéan khi thu
nghlem v61 34 mau HT ca bénh ky thuat Western blot
duong tinh cling tuong tu'r nhu ho4 chit ciia cong ty Viét
Sinh va Cortez v6i 3 mau am tinh gia nén do nhay giong
nhau 1a 91,18% nhung voi 34 mau huyet thanh ngum
khong benh thi 2 mau duorng tinh gid nén d§ dac hiéu co
94 18%,,do d6 d6 chinh xac ctia hoa chit nay 1392,65%
v6i hé so Kappa 0,853.

Khi thu nghlern v6i hoa chét DRG trén 34 mau duong
tinh dac hiéu véi Fasciola spp. bang ky thuat Western
blot thi khong c0 mau nao am tinh gid nén do nhay la
100% va 34 mau huyet thanh am tinh thi chi c6 1 mau
duong tinh gla nén do dac hiéu 97,06% va do chinh
xac 98,53% vai hé so Kappa 0,971. Thuc té, hoa chat
ELISArdo hing DRG ciia Pic san xuat, nha san Xuét
cong bo do nhay va do dac hi¢u 100% khi OD mau thir
nghlem > 1,1 x CO (CO mau ching ngudng cua nha
sdn xuat moi 1an thuc hién xét nghlem phai 1am it nhét 2
mau CO) nén do nhay, d6 dic hiéu va do chinh xac cao
hon ca. Dong thoi, khang nguyén cua DRG la khang
nguyén lay tir san la gan 16n trudng thanh nén c6 day
du cac khang nguyén sinh mién dich.

Trong NC nay, ca bénh dugc chan doan xac dinh bang
k¥ thuat Western blot nham tang sy dic hiéu cao hon
trugc kh1 thtr nghiém ky thuat ELISA v&i mau HT ca
bénh. Két qua cho thay ca 4 loai hoa chat cua 4 hang
khac nhau déu cho két qua tuong ddng rat tét so voi
Western blot v6i hé so6 Kappa 1a 0,971; 0,882; 0,853
chi c6 hoa chat Cortez thip nhat cling c6 k= 0 765 1a
mirc t6t. Do do, 4 loai hoa chat thir nghiém trong NC
nay co gia tri chén doan tot trong chan doan mién dich
hoc bénh SLGL ¢ nguoi hién nay.

4.2, So sanh gia tri chin dodn giira cic bd hoa chat
chan doan nhiém san la gan lén

Trong 34 mau HT ca bénh, hod chat Viét Sinh ¢6 3 miu
am tinh gia & mau: M5, M24 va M27; hoa chit New
Life ¢ 3 mau am tinh g1a 6 mau: M4, M24 va M30;

hoa chat Cortez €6 3 mau am tinh gla 0 mau: M4, M14
va M30; hoa chat DRG khéng c¢6 miu nao am tinh gia.

Véi 34 mau HT nguol khoe manh trong NC nay hoa
chat Viét Sinh c6 1 mau duong tinh g1a ¢ mau: M44;

ho4 chat Cortez c6 5 mau duong tinh gia ¢ mau: M42

M47, M51, M52 va M68; hoa chat New Life ¢6 2 mau
duong tinh gia & mau: M42 va M58; hoa chat DRG co
1 mau duong tinh gid 6 mau: M42. Nhu két qua O trén
cho théy, hoa chat Viét Sinh va NewLife c6 cung mau
am tinh gia s6 M24, hoa chat Cortez va New Life ¢6 2
mau am tinh g1a cung nhau la M4 va M30. Va 3 loai hoa
DRG, Cortez va New Life c6 cling mau am tinh gia s6
M42. Su glong nhau glua hoa chat Cortez va New Life
c6 thé 1y giai [a do ca hai déu san xuat 0 mot quoc g1a

st dung chung mot nguon KN tai to hop cathepsm cua
F. hepatica. Hoa chét cua Viét Sinh dung KN tiét cia F.
glgantlca da loai bo cac tap chét con cac hoa chat cia 3
hang con lai dung KN cuaF. hepatlca nén cac hoa chat
nay c6 sy sai khéc trén cung cac mau giong nhau. Chi s6
Kappa dugc str dung dé danh gia ti 1€ dong thuan gitra 2
phuong phap do luong, 2 k¥ thuat y hoc dugc ap dung
trong chan doan 1am bénh hoac gitta 2 chuyén vién doc
két qua khi chan doan 1 bénh sau khi da loai bé vai tro
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cla yéu tb ngau nhién. Theo két qua bang 5 cho thiy
hoa chat cia cong ty Viét Sinh c6 4o tuong dong cao
v6i hoa chit DRG 0, 853 va tuong dong kha véi Cortez
va New Life véi hé 56 Kappa 0,648 va 0,735. Hoa chét
cua hang Cortez c6 do tuong dong khé voi ca 3 loai hoa
chat con lai v6i hé s6 Kappa: 0, 648 va 0,794. Hoa chat
cua hang NewLife c6 su tuong dong cao voi hoa chét
DRG (0,882) va tuong dong kha ddi véi hoa chat Viét
Sinh va Cortez v6i hé so Kappa 0,735; (),794. Va hoa
chat cua hang DRG c¢6 sy tuong dong rat cao véi hoa
chat cua Viét Sinh va New Life vé1 Kappa 0,794; 0,853
va 0,882. Tat ca 4 loai hoa chat thir nghlem déu cb do
turong dong tir kha dén tbt voi nhau.

Su tuong dong vé gia tri chan doan giu:a cac hoa chat
XN ELISA ¢ NC nay tuong duong véi cac NC khac. NC
ctia Diém Na va cs chon ca bénh xé4c dinh dua trén trigu
ching 1am sang va XN ELISA hoa chét Viét Sinh duorng
tinh, dung tiéu chuan nay dé da so sanh bo hoa chat
Cortez voi cac hé thong ELISA ndi bd (in-house), bao
gom ELISA bét giit cystatin (cystatin-capture ELISA)
v6i KN tiet tho va ELISA gian ti€p su dung peptide tong
hop Aq-TPTCHWECQVGYNKTYDEE-NHMe duoc
thiét ke tu phan tir F. gigantica cathepsin B (F gCB)).
Két qua cho thay ELISA bat gilr cystatin c6 su dong
thuan tuyét voi voi hoa chat Cortez (Kappa = 1) trong
khi ELISA su dung doan peptlde tong hop cua FgCB5
du c6 do nhay va do dac hi¢u gan 80% nhung lai cho
thiy su dong thuan thap voi ELISA bét giir cystatin
hodc ELISA g1an tiép hoa chat Cortez [6]. Hai bo hoa
chat Cortez va New Life déu sir dung KN cathepsm la
KN dugc st dung rong rai cho viéc phat trién cac xét
nghiém HT hoc dé chin doan SLGL ¢ nguoi. Ca hai
ban sao tu nhlen va tai to hop ctia cathepsm deu mang
lai hiu qua chap nhan dugc trong cac XN chan doan.
Hai epitop t& bao B tong hop cua Fasciola gigantica
cathepsin L1 da dugc sir dung trong mot peptlde de chan
doéan bénh SLGL ¢ nguoi dua trén ELISA voi d nhay
100% va do dac hi¢u 97,3% [4]. Bén canh cac KN trén,
27 kDa ghi nhan 1a dap ung véi tat ca HT bénh nhan
nhung khong phan tmg véi HT ngudoi khoe manh [8].
Tai Viét Nam, mot NC stir dung KN 27 kDa tinh cheé tir
KN tiét cua SLGL bang phuong phép sac ky long hi¢u
nang cao, dugc su dung trong ELISA deé chan doan trén
cac dbi twong bénh nhan mac bénh SLGL, bénh nhan
mac cac bénh KST khic, ung thu duong mat va di kiém
tra tim soat bénh, két qua dé nhay cao 100% va do dic
hiéu 97,6% [9]. KN 27 kDa cua Fasciola hepatica duqo
danh gia trong ELISA va phuong phap Western blot dé
chan doan bénh nhan SLGL ¢ Iran v6i d nhay va do
ddc hiéu 1an luot 13 91,6%; 100% dbi voi phuong phap
Western blot 12 100%; 93,6% ddi v6i ELISA [10]. KN
27k kDa tu F. gigantica voi ky thuat ELISA ghi nhan
XN ¢6 do nhay, do dac hi€u va hi¢u qua cao (>93%) va
moi tuong quan dang ké (r=10,715,P <0 ,0001) gitra
muc KN va so lugng tring KST da duoc hién thi [11].

5. KET LUAN

Ca 4 loai hoa chat ELISA thtr nghiém trong NC nay
c6 gia tri chan doan tdt trong chan doan mién dich hoc
bénh SLGL ¢ nguoi hién nay va su tuong dong kha den
tdt gitra cac bo hoa chat XN chén doan nay trong chan
doan bénh SLGL Fasciola spp.
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