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Abstract

Currently, in the world including Vietnam, there are many rapid diagnostic tests of SARS-COV-

2 antigens and antibodies. These test kits must use reference panel for quality control. According

to the Food and Drug Administration (FDA)-USA guidelines, reference panel for confirmation

testing on manufacturer‘s published specification manufacturer including 75 negative for anti-
SARS-CoV-2 antibodies and 30 samples positive for anti-SARS-CoV-2 antibodies.

In thi study, we collected 70 serum samples from volunteers and 75 retrospective serum samples

from patients (before April 2019) for research to establish reference panel used to evaluate the

quality of rapid diagnostic tests detects antibodies to SARS-CoV-2.

Our study results showed that 50 samples were positive for anti-SARS-CoV-2 antibodies

including 3 levels of strong, moderate and weak positive and 75 samples were negative for anti-

SARS-CoV-2 antibodies confirmed by the method immunochromatography and

immunofluorescence. Among the 50 positive samples and 75 negative samples for anti-SARS-

CoV-2 antibodies, the research team selected and establish reference panel including 30 samples

positive for anti-SARS-CoV-2 antibodies (including 3 levels of strong, moderate and weak

positive) and 75 negative samples with anti-SARS-CoV-2 antibodies that meet the requirements

of reference panel that can be used for quality control of rapid diagnostic tests detects antibodies
to SARS-CoV-2.
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NGHIEN CUU XAY DUNG BQ MAU CHUAN DUNG TRONG KIEM PINH
SINH PHAM CHAN POAN NHANH PHAT HIEN KHANG THE KHANG
SARS-COV-2

Lé Thi Hoa", Vii Thi Thu Huong, Phung Thi Ngoc, Vii Thi Phugng
“Vien Kiém dinh Quéc gia Vic xin va Sinh pham y té

Nhan ngay 3 thangl0 nam 2023
Chdp nhdn dang ngay 6 thang 11 nam 2023

Tém tit

Hién nay, trén thé gidi ciing nhu Viét Nam c6 nhiéu bo sinh pham chan doan nhanh khang
nguyén va khang thé SARS-COV-2. Céc bo sinh phdm nay déu phai st dung b mau chuan dé
danh gia chét lwong trudc khi dang ky luu hanh. Theo huéng dan cta co quan quan 1y thuc pham
va thube (FDA) Hoa Ky, bo mau chuén cho kiém tra x4c nhén tiéu chuin cong bd ctia nha san xudt
bao gdm tdi thiéu 75 mau 4m tinh va 30 mau dwong tinh véi khang thé khang vi rat SARS-CoV-2.
Trong nghién ciru ndy, chung t6i tién hanh thu thap 70 mau huyét thanh tir cac tinh nguyén vién va
75 mau huyét thanh hdi ctru tir bénh nhan (truéc thang 04 nim 2019) cho nghién ctru xay dung bo
mau chuan sir dung cho viéc danh gia chat lugng cac sinh phim chian doan nhanh phat hién khang

thé khang SARS-CoV-2.

Két qua nghién ctru cho thiy 50 mau dwong tinh v6i khang thé khang SARS-CoV-2 bao gdm 3
mirc dwong tinh manh, trung binh va yéu va 75 miu am tinh voi khang thé khang SARS-CoV-2
duogc khing dinh bang phuong phép sic ky mién dich va mién dich huynh quang. Trong s6 50 mau
dwong tinh va 75 mau 4m tinh v6i khang thé khang SARS-CoV-2 nhom nghién ctru dé Iya chon va
xdy dung bé miu chuén gébm 30 miu duong tinh v6i khang thé khang SARS-CoV-2 (bao gdm 3
mirc duong tinh manh, trung binh va yéu) va 75 mau am tinh v6i khang thé khang SARS-CoV-2
dap tmg duoc cac yéu cau cia mau chuén c6 thé sir dung cho danh gia chat lugng cac sinh phdm chén

doan nhanh khang thé khang SARS-CoV-2.
Tir khod: mau chudn khdng thé SARS-CoV-2, khdng thé SARS-COV-2, mdu chudn khdng theé,
khdng khé COVID-19
1. Pt van dé
Pai dich Covid-19 do vi rat SARS-CoV-2 loai vi-rut corona méi dugc phat hién la
1a mot bénh truyén nhiém giy ra boi mot SARS-CoV-2. T6 chic Y té Thé gisi
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(WHO) di tuyén bd SARS-CoV-2 1a khan
cap Y té Cong cong can Quan tdm Quéc té
vao ngay 30 thang 1 ndm 2020 va n6 duoc
cong nhan la dai dich vao ngay 11 thang 3
nam 2020. Tinh dén ngay 09/02/2023 toan
thé gidi c6 hon 755 triéu ca nhidm va hon
6,8 triéu truong hop tir vong [1,2]. Pai dich
SARS-CoV-2 phat trién nhanh chéng va
thi truong thiét bi y té chan doan in vitro
cho SARS-CoV-2 ciing vay. DPac biét,
nhidu sinh phdm chin doan phat hién
khang thé chong lai vi rat SARS-CoV-2
dang luu hanh trén thi truong thé gidi va
Viét Nam [3]. Céc sinh pham nay trudc va
sau khi dua ra thi trudng st dung can duoc
danh gia chat lugng [4]; Vién Kiém dinh
Quéc gia Vic xin va Sinh pham y té
(NICVB) 1a co quan chuyén moén dugc Bo
Y té giao cho nhiém vu kiém tra, giam sat
danh gia chat lugng cic sinh pham chan
doan trudc va sau khi cap phép trén thi
truong Viét Nam. Hién nay, viéc kiém tra
chét luong céc by sinh phém chan doan
khang thé SARS-CoV-2 ctia NICVB con
dang phu thudc vao bd mau chuan cia nha
san xut. Dé chu dong trong cong tac kiém
tra danh gia chat luong va khong bi phu
thuoc vao nha san xuit; viéc trién khai
nghién ctru va xay dung bo mau chuan tai
NICVB la rat can thiét. Xuét phat tir thuc

té trén, Khoa Sinh phim y té thyc hién

nghién ctru “xay dung bd maiu chuin dung
trong kiém dinh cho sinh phdm chan doan
nhanh phat hién khang thé khang SARS-
CoV-2” v6i muc tiéu: Xay dung quy trinh
va ché tao bd mau chuan ding trong kiém
dinh cho sinh phidm chan doan phat hién
khang thé khang SARS-CoV-2. Bé xiy
dung bd miu chuan dép Gmg muc tién trén
nhom nghién ctiru da su dung hai phuong
phap mién dich huynh quang va phwong
phap sic ky mién dich dé khang dinh va
phan cap muc d6 yéu, trung binh va manh.
2. Phwong phap nghién ciru

2.1 Déi twong, thoi gian va dia diém
nghién cuu

Pbi twong nghién ctru 1a huyét thanh cua
nguoi chira khang thé khang vi rat SARS-
CoV-2, mau huyét thanh ciia ngudi 4m tinh
v6i khang thé khang vi rat SARS-CoV-2.
Nghién ctru dugc tién hanh tai Khoa Kiém
dinh Sinh pham Y té, Vién kiém dinh Qudc
gia Vic xin va Sinh pham Y té tir thang 1
niam 2023 dén thang 4 nam 2023.

2.2 Thiét ké nghién ciru: Nghién ctru dugc
thuc hién bang phuong phap mé ta thuc
nghiém trong phong thi nghiém.

2.3 Vit liéu phuc vu nghién curu

2.3.1 Mau thu

Mau thir nghiém 1a 70 mau huyét thanh

duoc lay tir nhitng ngudi tinh nguyén da
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dugc tiém vac xin phong vi rat SARS-CoV-
2 du it nhat hai mii tré 1én va thoi diém lay
mau céch théi diém tiém nhiéu nhat 1a 4
thang tai Trung tdm dich vu khoa hoc k¥
thuat va y té-NICVB va 75 mau huyét thanh
hdi ctru duge thu thap tr cac bénh nhan tai
bénh vién Vi¢t Dirc (thu thap tr trudc thang
04 nam 2019).

2.3.2 Thiét bi, hoa chit va dung cu

May doc Standard F200 Analyzer, ti lanh,
micropipette, ti an toan sinh hoc cap II cac
loai di dugc hiéu chuan hang nim theo
ISO/IEC17025.

St dyng sinh phim

STANDARD™ FCOVID-191gM/IgG
Combo FIA dugc sin xuit boi SD
BIOSENSOR- Korea va test nhanh Asan
Easy Test COVID-19 IgG/IgM duoc san
xuit boi Asan Pharmaceutical Co., Ltd.-
Korea dé kiém tra sy c6 mat hodc khong cé
mit cua khang thé khang vi rat SARS-CoV-2
va phan cap mirc 46 khang thé khang vi rat
SARS-CoV-2.

2.4 Quy trinh nghién cvuru

Quy trinh nghién ctru dugc thyc hién theo
cac budc sau:

Thu thap mau mau

L]

Tach huyét thanh

v

Xéac dinh dic tinh
mau

Xay dung b mau
chuan

Dén nhin; dong éng

L]

Bao quan miu
o -70°C

Hinh 1. So d6 quy trinh nghién ctru xay dung bd mau chuan

2.4.1 Thu thip miu huyét thanh

Lua chon 70 thanh vién tham gia hién mau
vao thang 3 nam 2023 voi diéu kién da tiém
du it nhat hai mii vic xin COVID-19 va
thoi diém ldy mau cach thoi diém tiém

nhiéu nhat 13 4 thang dé xay dung bo mau

chuan duong tinh véi khang thé khang vi rat
SARS-CoV-2, mbi thanh vién liy 5ml méau
dung vao cac dng vo trung chuyén biét; ghi
ma mau cho ting thanh vién va lua chon 75
mAu huyét thanh trit 4m sau duoc thu thap

tir trudc thang 04 nam 2019 & dung lam
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mau chuan am voi khang thé khang vi rat

SARS-CoV-2.

2.4.2 Tach huyét thanh

70 mau sau khi dugc thu thap sau 2 tiéng
dugc tach huyét thanh. Pong chit nip ong
chtra mau, ly tim lanh & toc d6 3000-4000
vong/phit trong 10 - 15 phat/ 4°C dé tranh
v& hong cau. Chuan bi 02 ong huyét thanh
(micro tube 2ml) cho mdi miu méau: mot
6ng dung cho xac dinh dic tinh, mot 6ng
dung dé 1am bd miu chuan sau khi dd xac
dinh dugc dic tinh; cac dng duge ma hoa cu
thé tranh nham 1an. Kiém tra thong tin trén
nhan 6ng huyét thanh dé dam bao moi thong
tin trén Ong ldy mau va dng huyét thanh 1a

trung khép. Dung pi-pét vo trung, nhe

khong duc, mo, vo héng cAu. Mau huyét
thanh sau khi dwoc Iya chon trong éng dé
xay dung bd mau chuan duoc bao quan ¢ ti
-70°C [5].

2.4.3 Xac dinh dic tinh miu huyét thanh
thu thap tir nguoi

Cac mau sau khi tach chiét huyét thanh va
cdc mau hoi ctru duge dua ra khoi diéu kién
trit dong (-70°C) sau d6 thuc hién qua trinh
tan dong bang cach dé ¢ nhiét do phong
(25°C) trong 30 phut. Xac dinh ddc tinh
mau vé do6 nhay va do6 dic hiéu bang
phuong phap mién dich huynh quang trén
b sinh pham STANDARD™ F COVID-19
IgM/1lgG Combo FIA véi hé thong may
Standard F200 Analyzer [6]. Két qua duoc

nhang hat huyét thanh ¢ phan trén cta 6ng doc theo bang dudi day.
ldy mau sau ly tdm, cho vao Ong huyét
thanh. Pay va vin chit cac dng chira huyét
thanh. Cac mau huyét thanh dugc lya chon
Chi s0 két qua A e £ -
STT IgM G Nhan dinh két qua
Duong tinh véi khang thé
1 COI>1,0 COl<1,0 SARS-CoV-2 IgM
Duong tinh véi khang thé
2 COl<1,0 COI>1,0 SARS-COV-2 IgG
Duong tinh véi khang thé
3 corz 1o cor=10 SARS-CoV-2 IgM va 1gG
Am tinh v6i khang thé
4 col<10 COI<10 SARS-CoV-2 IgM v IgG
5 Khéng co chi s§ COI; vach chung trén vung doc Khoéng h?’P 1¢ ??n lam lai
két qua con xuat hién khi sur dung thé xét nghiém thur nghiém

Dya vao chi s6 COI dé ching ta co thé
Khang dinh mau huyét thanh d6 c6 chira hay
khong chira khang thé khang vi rat SARS-
CoV-2.

Ngodi ra cac mau huyét thanh nay ciing
duoc khang dinh bang phuong phap sic ky
mién dich trén bd sinh pham Asan Easy
Test COVID-19 IgG/IgM dya vao d§ dam
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cua vach thtr tr G3-G10 theo hinh 2 duéi

day.

Gl

G2

G3

G4

G5

G6

G7

G8

G9

Hinh 2: Thang mau (colormetric scale)

2.4.4 Xay dung bd miu chuin

Duya vao huéng dan ctia co quan quan ly
thuc pham va thude (FDA) Hoa Ky [7] va
huéng dan cia WHO/BS/2020.2403 vé viéc
xdy dung bd miu chuan cia khang thé
khang vi rat SARS-CoV-2 [8] nhom nghién
ctru da thuc hién cac bude dé xay dung bd
mau chuan nhu sau:

2.4.4.1 Lwa chon mdu cho by méu chuin

Sau khi lya chon va xac dinh dac tinh c6 75
mau huyét thanh am tinh va 50 miu huyét
thanh dwong tinh duoc dua vao bo mau
chuan. Pdi véi bd miu chuan duong tinh
dugc phan 1am ba giai ndng do khac nhau:
duong tinh manh; duwong tinh trung binh;
duong tinh yéu. Dé phan cap mirc do cho b
mau chuén st dung bd sinh phérn chan doan
test nhanh Asan Easy Test COVID-19

lgG/IgM [9] va dua vao két qua danh gia
bang thang do mau (colormetric scale).
2.4.4.2 Phin cdp mikc dp cho mbu chuin
dwong tinh véi khdng thé khdng vi rit
SARS-CoV-2 bdng phwong phdp sic ky
mién dich (test nhanh)

Cac Ung vién trong bd mau chuan chua
duoc chon vao miu chuan duong tinh manh
s€ dugc lya chon vao mirc do trung binh va
yéu. Vi ndng d6 khang thé cua cac Gmg vién
khi xac dinh dic tinh rit cao nén dé lwa
chon dugc céc ing vién vao cac muc trung
binh va yéu can phai pha loing miu tir cac
ung vién c6 duong tinh manh: 1/2; 1/4; 1/8;
1/16; 1/32; 1/64. Sau d6 dwa vao két qua
test nhanh dé chon cdc mau can thiét. Viéc
kiém tra mic d6 trunh binh, yéu s& tién
hanh bang test nhanh Asan Easy Test
COVID-19 IgG/IgM. Hut 10ul huyét thanh
cia tmg mau thir nghiém sau khi da duoc
tron déu vao thanh tha. Nho 2 giot (70-
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100pl) dung dich dém vao cira so test
nhanh. Poc két qua tai 15 phat. Lip lai qua
trinh trén trong 3 1an thtr nghiém. Két qua
dugc danh gia theo dam dg cua vach thu (T)
so voi thang mau chuan (colormetric scale)
khi nhin bang mat thuong va danh gia két
2.5. Xir Iy, phan tich sé liéu va chdp thuin
nghién curu

Céc két qua duoc nhap liéu, xir 1y va phan
tich mo ta va so sanh bang phan mém excel.
Nghién cuu dugc phé duyét va thuc hi¢n
theo quy dinh cia Vién Kiém dinh Quéc gia
Vic xin va Sinh pham Y té

3. Két qua

3.1 Két qua kiém xdc dinh dic tinh ciia cdc
mdéu ikng vién

Sau khi tién hanh tach huyét thanh, Iya chon
mau huyét thanh va xac dinh dic tinh theo
quy trinh két qua cho thdy c6 50 mau huyét

qua tr 1 (Am tinh) dén 10 (duong tinh rat
manh) boi 2 kiém nghiém vién. Muc do
dugc phan cip theo thang do mau tir G3-
G4: yéu; G5-G8: trung binh; G9-G10: manh
nhu hinh 2.

thanh dwong tinh véi khang thé khang vi rat
SARS-CoV-2 va 75 mau huyét thanh hoi
ciu 4m tinh v&i khang thé khang vi rat
SARS-CoV-2 bang ca hai phuong phap sic
ky mién dich va mién dich huynh quang.

3.2 Két qua by méu chuin sau khi lya
chon

Két qua cta bd mau chuan sau khi thyc hién
bang phuong phap sic ky mién dich dugc

mo ta bang 1

Bang 1: Két qua bd miu chuan bang phuong phap sic ky mién dich

STT Phén loai b mau Do dam vach thir S6 mau
1 | Amtinh G0-G2 75
2 | Duongtinh yéu G3-G4 20
3 | Duong tinh trung binh G5-G8 15
4 Duong tinh manh G9-G10 15

Tong s6 mau 125

Két qua cta bd mau chuén sau khi thyc hién bang phuong phap mién dich huynh quang duoc

mo ta bang 2:

Bang 2: Két qua bd mau chuin bing phuong phap mién dich huynh quang
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STT Phan loai bd mau Két qua COI S mau
1 | Amtinh <1 75
2 | Duongtinh yéu 12,98-17,63 20
3 | Duong tinh trung binh 14,76 - 17,74 15
4 | Duong tinh manh 17,93-18,18 15

Tong s6 mau 125

Két qua cua bd mau chuan duong tinh sau khi thyc hién bang hai phuong phép sic ky mién

dich va mién dich huynh quang duoc mo ta bang 3

Bang 3: Két qua tong hop bd mau chudn duong tinh bang ca hai phuong phap sic ky

mién dich va mién dich huynh quang

N Phuong phép | Phuong phéap .,
Phan loai b mau N , N . Tong so
STT mién dich sac ky mién S6 mau N
duong tinh . mau
huynh quang dich
1 Duong tinh yéu 12,98 -17,63 G3-G4 20
2 Duong tinh trung binh | 14,76 — 17,74 G5-G8 15 50
3 Duong tinh manh 17,93-18,18 G9-G10 15

4. Ban luan

Bénh do vi rat SARS-CoV-2 (COVID-19)
1a bénh dugc phat hién vao nam 2019 va n6
d3 lan rong ¢ hau hét cac qudc gia trén thé
giéi voi ti 18 nhidm va ti 1& méc cao canh
bao vé sirc khoe cong ddng trong viéc ung
pho véi dai dich [10]. Viéc phat trién véc
xin khin cdp va nhanh chéng dang duoc
tién hanh; tinh dén ngay 19 thang 10 nim

2020, c6 44 mg cir vién vac xin dang duoc
danh gia 1am sang, voi 10 véc xin trong giai
doan 3 thut nghiém lam sang va 154 vic xin
tmg ctr vién khac ¢ giai doan tién 1am sang
[11]. Cac phwong phap diéu tri khac ciing
dang duoc thir nghiém 1am sang bao gdm
cac loai cocktail chtra khang thé don dong
[12] va huyét twong st dung truyén cho
bénh nhan [13,14]. Viéc phat trién cac xét
nghiém huyét thanh hoc dbi voi khang thé
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COVID-19 1 rat quan trong dé danh gia cac
dap mg diéu tri va mién dich véc xin trén
nhiéu nhom doi tuong khac nhau. Hon nira,

cac xét nghiém huyét thanh hoc dang tin cay

14 can thiét dé danh gia tac dong thuc su cua
COVID-19 théng qua céac nghién cuu dich
t& hoc huyét thanh, vi hau hét cac truong
hop khong cé triéu ching va nhiing nguoi
c6 triu chung nhe hau nhu khong bi phat
hién [15]. Dé d6i pho voi dai dich COVID-
19, nhu ciu xét nghiém huyét thanh hoc
nhanh tai chd da tang 1én. Do d6 xét nghiém
chan doan nhanh huyét thanh hoc da thuc
day cac nha san xuat nghién ctru va ché tao
cac bo sinh pham chan doan nhanh khang
thé khang vi rat SARS-CoV-2. Cac b sinh
phim nay trudc khi dua ra thi truong can
duoc danh gia chit luong vé do nhay va do
ddc hiéu 1am sang bang bd miu chuan da
duoc xay dung; do d6 nhom nghién clru da
xdy dung bd miu chuan cho khang thé
khang vi rat SARS-CoV-2. Pé tién hanh
nghién ctru xay dung bd mau chuan quan
trong nhét 1a danh gia dugc dic tinh cia
mau chuan; theo hudng dan
WHO/BS/2020.2403 ¢6 thé st dung céc
phuong phap PCR, ELISA, mién dich dong
chay...dé danh gia vé dac tinh ciia mau
chuin; do d6 nhém nghién ctru st dung hai
phuong phap sic ky mién dich (test nhanh)
va mién dich huynh quang. Hai phuong

phap déu tién hanh dé dang, nhanh choéng,

chi phi khéng tén kém, hiéu qua tot. Phuong
phap mién dich huynh quang nhay, nhanh
va chinh xéc, ton it thoi gian [16] nén chung
t6i di st dung phuong phap mién dich
huynh quang dé xac dinh dic tinh mau va
két qua cho thidy 50 mau huyét thanh thu
thap cho két qua dwong tinh v6i khang thé
khang vi rat SARS-CoV-2 c¢6 chi s COI
>1; 75 mau huyét thanh hoi ciru cho két qua
am tinh v&i khang thé khang vi rat SARS-
CoV-2 ¢c6 chi s6 COI<1. Ngoai ra chiing toi
con str dung phuong phap sic ky mién dich
dé xac dinh thém ddc tinh cia mau véi 75
mau 4m tinh déu cho két qua am tinh véi
khang thé khang vi rat SARS-CoV-2; voi
50 mau duong déu cho két qua duong tinh
v6i khang thé khang vi rat SARS-CoV-2.
Pbi v6i miu chuan duong tinh can phan cép
mirc d§ duong tinh manh, trung binh va yéu
dé danh gia chét lugng bo sinh pham, vai
két qua nghién ctru thu dugc bang phuong
phap mién dich huynh quang cho 50 mau
thu thap duogc c6 két qua COI tir 17,40-
18,18. Khi thir bang test nhanh déu cho két
qua tir G9-G10 do d6 khong thé sir dung cac
mau Gng vién trén dé phan vao nhém duong
tinh trung binh va yéu cia bé miu chuén,
sau khi chon 15 mau huyét thanh cho méu
duong tinh manh; cidc mau con lai nhom
nghién ctru s€ pha loang tur 4o pha 1/2-1/64
sau d6 sir dung test nhanh dé kiém tra va
phan cip mirc do. Mot sé két qua sau khi
pha lodng miu huyét thanh 1/10 kiém tra
bang mién dich huynh quang chi s6 COI:
6,06-7,02 theo tiéu chuin mau nay dwong
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tinh; tuy nhién khi kiém tra bang test nhanh
két qua 4m tinh. Nhu vay mién dich huynh
guang nhay hon so véi test nhanh; mat khac
két qua bang 3 cho thiy test nhanh mau
duong tinh yéu (G3-G4) chi sé6 COI nim
trong khoang 12,98-17,63 trong khi d6 mau
duong tinh trung binh cua test nhanh (G5-
G8) chi s6 COI nam trong khoang 14,76-
17,74; cho thay chi s6 COI gitta nhom trung
binh va yéu gan twong duong nhau nén néu
ding mién dich huynh quang dé phan cap
mirc do thi khong dong thuan véi phuong
phap sic ky mién dich. Thém vao d6, mot
sO nghién ctru vé méi twong quan giita chi
s6 COI va nong do khang thé trong huyét
thanh/ huyét twong cho thiy khong tuwong
quan gitra hai dai lwong nay [17]. Do d6 dé
phan mic d6 duong tinh trung binh va yéu
cho bd mau chudn nhom sir dung bo mau
chuan cho kiém dinh cac bd sinh phém
nhanh phat hién khang thé khang vi rat
SARS-CoV-2 nhém nghién ctru st dung test
nhanh dé phan mtrc do cho bo mau chuén
dwong tinh. Két qua sau khi pha lodng mau
nhém nghién ctru da chon ra dugc cac mau
c6 do pha tir 1/2-1/48 va thir bang test
nhanh mdi d pha cia timg mau lap lai 3 1an
test nhanh déu cho két qua dwong tinh. Can
clr vao mirc do phan cip theo thang do mau
chuan chung t6i da thu dugc 20 mau duong
tinh yéu va 15 miu duong tinh trung binh.
Két qua cudi cing nhom nghién ciru da xay
dung dugc 75 mau chuan 4m tinh véi khang
thé khang vi rat SARS-CoV-2 va 50 miu
chudn duong tinh v6i khang thé khang

SARS-CoV-2 duoc phan cap mirc d6 manh,
trung binh, yéu. Trong sé mau chuin duoc
lua chon s& s dung 30 mau duong tinh
trong d6 c6 ca duong tinh yéu, trung binh va
manh; 75 mau am tinh st dung lam bo mau
chudn dé kiém dinh cac bo sinh pham chéan
doan nhanh khang thé khang vi rat SARS-
CoV-2. Bén canh nhiing két qua dat duogc
do han ché vé ngudn luc; thoi gian gip rat
cho viéc kiém dinh chit luong cac sinh
pham chin doan nhanh khang thé khang vi
rat SARS-CoV-2 nén viéc kiém tra tinh 6n
dinh ctia bd miu chuan chua thyc hién
duoc.

5. Két ludn

Nghién ctu d3a xay dung dugc bo mau
chuan gdm 75 mau chuan 4m tinh v&i khéng
thé khang vi rat SARS-CoV-2; 30 mau
chuén duong tinh v6i khang thé khang vi rat
SARS-CoV-2 trong d6 c6 cac mau duong
tinh manh; duong tinh trung binh; duong
tinh yéu véi khang thé khang vi rat SARS-
CoV-2 dugc ma hoa tir COV-002 dén COV-
176 dap tmg duogc tiéu chuan va co céu cia
bd mau chuan st dung cho kiém dinh bo
sinh phdm chan doan nhanh phat hién khang
thé khang SARS-CoV-2.
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