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Abstract

The standard panel for evaluation of diagnostic performance (sensitivity, specificity, etc.) is a set of
samples containing different SARS-CoV-2 viral loads. Some studies have shown that antigen
concentrations in clinical samples positive for SARS-CoV-2 after long-term storage at deep negative
temperatures tend to be unstable [1]. We used a set of 10 positive SARS-CoV-2 for evaluating the
effect of number of freeze/thaw cycles on the detection of SARS-CoV-2 by rapid antigen, testing on
nasopharyngeal samples in virus transmission medium (VTM). This study showed that the
nucleocapsid antigen SARS-CoV-2 remained detectable and over 5 FT cycles (without different
significant and p >0.05. Moreover, our study results proved that retroproductive SARS-CoV-2 clinical
samples can be used as the evaluation panel for quality control of in vitro diagnostic test Kits detecting
SARS-CoV-2 after 5 freeze/thaw cycles.
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Tém tat
Bo6 méu chuan cho dénh gia hiéu quéa chan doan (d6 nhay, do dic hiéu...) 1a mot tap hop cac mau cd
chira tai lwong vi rat SARS-CoV-2 khac nhau. Mot s6 nghién ctru cho thdy nong d6 khang nguyén
trong mau 1am sang duong tinh véi SARS-CoV-2 sau thoi gian dai bao quan & nhiét do Am siu c6 xu
huéng thiéu 6n dinh[1]. Chung t6i sir dung 10 mau bénh pham duong tinh véi SARS-CoV-2 dé danh gia
anh huong cta cac chu ky tan bang t&i sy phéat hién SARS-CoV-2 bang test nhanh khang nguyén trén
mau dich ty hau trong méi truong van chuyén vi rat (Virus tranmisssion medium- VTM). Két qua
nghién ciru cho thiy khang nguyén vo nhan (nucleocapsid- N) cta vi rit trong mau nghién ciru van co thé
phat hién duoc sau 5 1an tan dong (khong c6 sy khac biét thong ké voi p > 0,05). Nghién ctru di chimg
minh duoc cac mau bénh phdm bao quéan lanh c6 thé sir dung cho danh gia chat lugng cac sinh pham chan

doan nhanh theo nguyén 1y phét hién khang nguyén SARS-CoV-2 sau 5 1an tan dong.

Tir khod: SARS-COV-2, khéng nguyén, dich ty hau, chu ky tan bang/déng bang, test nhanh.



1. Pit van dé

COVID-19 1a tén goi chinh thuc cua
bénh duong ho hap cép tinh (Severe
acute respiratory syndrome) do
chung mai cua vi rat corona (SARS-
CoV-2) gay nén[2]. Triéu ching
thudng gip & ngudi bénh mic
COVID-19 bao gbém sdt, ho, kho
thd, dau dau, dau co. Tir mot vu dich
gdm 27 ca viém phdi ning ¢ Vi
Hén, vi rat SARS-CoV-2 da lay lan
nhanh chong va tr¢ thanh mot dai
dich Toan cau. Tinh t6i thang 7 nim
2022 di c6 hon 567 triéu ngudi mac
COVID-19 trong d6 c6 6,3 tri¢u

nguoi da t vong [3].

Céc phuong phéap sinh hoc phan tir
nhu Realtime RT-PCR (rRT-PCR)
thuong dugc st dung dé chan doan
phat hién vi rat SARS-CoV-2 ¢ thoi
diém bit dau bung phat dich
COVID-19(4). Mac du day la
phuong phap c6 do nhay va do dac
hiéu cao nhat tuy nhién lai kho tiép
cdn voi nhiéu qubc gia. Do d6
phuong phap chin doan nhanh thong
qua phat hién khang nguyén SARS-
CoV-2 da duoc nghién clru va phat
trién bung nd véi gan 100 cong ty va

nha san xuét trén toan thé giéi[2].
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V6i khoang 958 bo sinh pham xét
nghiém theo nguyén ly Kkhang
nguyén trong d6 xét nghiém nhanh
(Rapid diagnostic test -RDT) chiém
khoang 96% da duoc dang ky luu
hanh trén toan thé gi6i, trong d6 co
33 bo sinh pham di duoc cip sd
dang ky va cap gidy phép nhap khau
tai Viét Nam(5, 6). Cac test nhanh
thuong hudng téi phat hién khang
nguyén voO nhan (nucleocapsid-
protein N) trong bénh phim 1am
sang, tuy nhién cling c6 mot s6 bd
sinh pham sir dung protein vo gai
(spike- S) hoic két hop ca hai [7].
Phan 16n cac bd test nhanh khang
nguyén chan doan chinh xac trén
mau bénh pham co tai luong vi rit
cao (Gid tr1 Ct < 25 hay > 106
genome copies cia vi rat/ mL) 1ay &
thoi diém tir 1 dén 3 ngay trudc khi
khoi phét triéu chimg hodc trong
vong 5 dén 7 ngay dau ké tir khi c6
triéu chung[2]. Tuy nhién sau 7 ngay
mac COVID-19 d6 nhay cua cac kit
thuong gidm khi tai luong vi rut
giam[2]. Do tinh da dang vé ching
loai nén trudc khi cap phép luu hanh
va st dung khan cip can danh gia va

thim dinh cac chi tiéu k¥ thuat cua



cac b sinh pham test thir nhanh trén
bd mau chudn tir bénh phim dwong
tinh va am tinh voi SARS-CoV-2.
B6 mau chuén cho danh gia hiéu qua
chan doan (d0 nhay, do dac hiéu...)
1a mot tip hop cac mau co chura tai
lurong vi rat SARS-CoV-2 khac nhau
tuong ung voi cac thoi diém trude
va sau khi khoi phat tri¢u chung o
nguoi mac COVID-19. Cac mau nay
6 thé 1a cac mau tuoi, thu thap truc
tiép tir nhitng nguoi da duoc xac
dinh mic va nghi ngd mac COVID-
19 hodc st dung cac mau hoi ciu
(mau da duoc thu thap tir trudce, bao
quan lanh va c6 day du hd so xac
dinh dic tinh) [8].Theo yéu cau cia
WHO, mau hdi ciru sir dung cho
danh gia hiéu qua chan doan cua cac
bd sinh pham can phai duoc danh
gia tinh on dinh trong qua trinh bao
quan [8]. Mot sd nghién ciu cho
thdy nong d6 khang nguyén trong
mau lam sang duong tinh v6i SARS-
CoV-2 sau thoi gian dai bao quan &
nhi¢t d0 am sdu c6 xu hudng thiéu
6n dinh. Trong khi gia tri Ct N1 ¢6
xu huéng 6n dinh qua thoi gian bao
quan dong lanh dai trong khi nong

d6 khang nguyén c¢6 xu hudng thiéu
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on dinh hon [1]. Tuy nhién test
nhanh van cho két qua dong thuin
duong tinh xuyén sudt qué trinh bao
quan ¢ am sau[l1]. Do vay chung t6i
thuc hién nghién clru nay dé danh
gia tinh 6n dinh ctia mau bénh pham
lam sang duong tinh v&i SARS-
CoV-2 trong mdi truong van chuyén
vi rat (VIM), theo ddi d6 6n dinh
clia mau sau 5 1an tan déng va bao

quan & nhiét d6 -70°C trong 3 thang.

2. P6i twong nghién ciru

2.1 Déi twong, thoi gian va dia
diém nghién cvru

Péi tuong nghién ctru 13 mau bénh
phim tim bong dich ty hau trong
moi truong VIM duong tinh véi
SARS-CoV-2. Nghién ctru dugc tién
hanh tai Khoa Kiém dinh Sinh phdm
Y té, Vién kiém dinh Quéc gia Vic
xin va Sinh pham Y té tir thang 6
niam 2022 dén thang 8 nam 2022

2.2 Thiét ké nghién ciru: Nghién
ctru dugc thyc hién bang phwong
phap mo ta thuc nghiém trong phong
thi nghiém

2.3 Vit liéu phuc vu nghién curu
2.3.1 Méu thir va mau chuan

Nghién ciru str dung mau chuan qudc

té 14n thir nhat- WHO- RNA SARS-



CoV-2. M@ NIBSC: 20/146- ham
luong sau khi hoan nguyén Ia

7,70l0910 1U/mL.

Mau thir nghiém 1a 12 mau hdi ctru
tam bong dich ty hau tir bénh nhan
mic COVID-19 trong méi trudng
VTM thu thap tor 12 bénh nhan
duong tinh véi SARS-CoV-2 da
dugc khang dinh bang phuong phéap
Real- time PCR va dung dich nén
mau pha lodng 1a mau hon bénh
pham dich ty hau 4m tinh v&i SARS-
CoV-2 (thu thap tir thang 9 nam
2021).

2.3.2 Thiét bi, hoa chit va dung cu
Hé théng Real-time PCR abCycler
Q-AIT Biotech, t lanh,

micropipette, til an toan sinh hoc cip

2.4 Quy trinh nghién ciru
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11 cac loai dd duoc hiéu chuin hang
niam theo ISO/IEC 17025. Hoa chét
ding cho tach chiét RNA SARS-
CoV-2 tir mau dich ty hau Ia
QlAamp Viral RNA mini kit (Ma:
52906). Pinh luong twong ddi bang
sinh  pham DiaplexQ™  Novel
Coronavirus (2019-nCoV) detection
kit (dd duoc FDA cip phép cho st
dung khéan cip). St dung sinh phdm
test nhanh NADAL® COVID-19 Ag
Test dé kiém tra sy c6 mit cla
khang nguyén nucleocapsid SARS-
CoV-2 trong mau sau mdi chu ky tan

bang/ dong bang.

1. Lya chon 12 miu tam bong dich ty hiu SARS-CoV-2
c6 gia tri Ct nam trong khoang tir 21-22

2. St dung 100ul pha loang theo ty 1€ 1/10

v6i nén mau dich ty hau am tinh @€ duge 1ml miu tmg vién

¢6 Ct wdc luong nam trong khoang tir 24-28

i . 3. Tach chiét mau trén, .
Kiém tra lai nong d0 RNA SARS-CoV-2 bang Realtime-PCR



l
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4. Lya chon 10 mau SARS-CoV-2 duong tinh c6 nong do 16n hon 5loglOcopies/ml
va két qua xac dinh dac tinh bang test nhanh c6 diém tur 5 dén 8

l

5. Bao quan bo mau di chon & -70°C

l

6. Pua miu tir -80°C vé nhiét do phong (25°C) dé ra dong trong 30 phut

7. Hat 70ul ctia tng mau thir nghiém, tron déu véi 70ul dung dich buffer cta test nhanh

8. Nho 2 giot hdn dich trén vao cira s6 test nhanh
doc két qua sau 15 phat. Cat lai mau thtr nghiém vé -70°C

l

9. Lap lai budc 6 dén 8 trong 5 1an thir nghiém

l

10. Thong ké va phan tich két qua

2.4.1 Tao miu thir nghiém

Lua chon 12 mau dich ty hau SARS-
CoV-2 ¢6 gia tri Ct nim trong
khoang tir 21-22. Str dung 100ul pha
lodng theo ty 1& 1/10 v&i 900 pul nén
méau dich ty hau am tinh dé duoc
Iml mau thtr nghiém co6 Ct ude
lwong nam trong khoang tir 24-28.
2.4.2 Tach chiét cAc miu ting vién

dé dinh lwong ndng dd trwée khi
pha loang:

Str dung 140ul hon dich mau da pha
tach chiét bang sinh phim QIAamp
Viral RNA mini kit (Ma: 52906), thu

modi mau 80ul RNA tinh sach. Mau
sau khi tach chiét dugc bao quan &

tu -40°C.

243 Kiém tra ndng d0 RNA
SARS-COV-2 cilia cic miu ing

vién da pha loang

Cac mau sau khi tach chiét duge dua
ra khoi diéu kién trit dong (-40°C)
sau d6 thuc hién qué trinh tan dong
bang cach dé & nhiét do phong
(25°C) trong 30 phut. 5pul RNA sau
khi tan dong hoan toan dugc dua vao

phan tng Real-time PCR.



Mau tng vién dugc thyc hién dinh
luong ndéng do6 twong dbi khi su
dung dai pha loing cua miu chuin
quoc t¢ RNA SARS-CoV-2 (Md
NIBSC: 20/146) va sinh pham
DiaplexQ™  Novel Coronavirus
(2019-nCoV) detection kit (Ma
SQD52-K100-Solgent). Dwya vao
néng d6 chuan xdy dung phuong
trinh tuyén tinh bac nhit thé hién
mdi tuong quan giita ndng d6 RNA
SARS-CoV-2 ctia miu chuan va chu
ky nguong. Tir d6 suy ra néng do
RNA SARS-CoV-2 ciia mau theo

don vi quéc té TU/ml.

2.4.5 Lua chon miu cho bd miu

thir nghiém d¢ on dinh

Maiu cho thir nghiém do on dinh
duoc lua chon tir mau duong tinh
yéu v6i SARS-CoV-2 c6 ndng do
16n hon 5logl0 copies/ml (la gii
han phat hién cua test nhanh
NADAL COVID-19 Ag test d6i voi
cac chung Alpha (B.1.1.7), Gamma
(P1), Delta (B.1617.2),
Omicron(BA.1) va két qua khi thir
bang test nhanh NADAL COVID-19
Ag test c6 diém tir 5 dén 8 khi danh
gi4a bing thang mau (colormetric

scale).
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2.4.5 Kiém tra d9 on dinh cia
khang nguyén SARS-CoV-2 bing

test nhanh

Thyc hi¢n theo hudng dan su dung
cia nha san xuit test nhanh
NADAL® COVID-19 Ag. Hat 70ul
cua tung mau thu nghiém, tron déu
voi 70ul dung dich buffer cua test
nhanh theo ty 1& 1:1. Nho 2 giot hon
dich trén vao cua sd test nhanh. Poc
két qua sau 15 phut. Lip lai qua trinh
trén trong 5 1an thtr nghiém. Két qua
dugc danh gia theo dam do cua vach
thir (T) so véi thang mau chuan
(colormetric scale) khi nhin béang
mat thuong va cho diém tir 1 (Am
tinh) dén 10 (dwong tinh rt manh)
bdi 2 k¥ thudt vién. Sau d6 hinh anh
két qua test nhanh dugc chup lai va
chuyén do6i sang dinh dang grayscale
stt dung phan mém Image J, cudng
dd dam mau (intensity) cua vach thi
T (TL) va vach chung C (CL) dugc
do luong st dung phan mém Image
Lab (Bio-rad) version 6.0.1. Tinh
toan ty 186 TL/CL cho mdi mau thir
nghiém va timg lan thir nghiém.

Théng ké lai két qua.



Vit Thi Thu Hwong va cac cong sw/ Tap chi Khoa hoc Kiém dinh Vic xin va Sinh phdm y #,Vol. 2,No. 4 (2022)

OO ([N |0 |W(|IN |-

[EEN
o

Hinh 1: Thang mau (colormetric scale)

2.5. Xir Iy va phin tich sé liéu

Cac dir liéu diém cta cac miu va ty 16 TL/CL duoc ghi nhén lai bang excel. S6 liéu
thong ké dugc xtr Iy bang phan mém SPSS 22.0 software (SPSS, Chicago, IL, USA).
Phép thir Friedman str dung dé so sanh sy dao dong cua gid tri TL/CL qua cac chu ky
tan bang. Phép thir Wilcoxom dugc sir dung 1am phép kiém tra post hoc khi thong ké
kiém tra cta Friedman thu dugc c¢6 ¥ nghia. Gia tri P nho hon 0,05 duge mo ta la c6 y

nghia vé mit thong ké.

2.6. Dgo dirc nghién cviru

Nghién ciru nay s dung mau hoi ctru tir dé tai: “Thir nghiém 1am sang khay thir xét

nghi¢m dinh tinh khang nguyén SARS-CoV-2 Ninonasal” va “Thtir nghi€ém lam sang

khay thtr xét nghiém dinh tinh khang nguyén NG Test/ SARS-CoV-2 Ag” dugc thong

qua hoi déng dao dirc ngay 18/9/2021.

3. Két qua

3.1 Két qua kiém tra lai diic tinh ciia cdc mdu teng vién sau khi pha loang

Két qua dinh lugng nong d6 RNA SARS-CoV-2 va két qua test nhanh cac mau duoc

thé hién trong bang 1. 12 mau déu c6 ndng d6 trung binh 2 gen 16n hon 5logl0 TU/ml.

Tuy nhién c6 2 mau c6 diém khi danh gia bang test nhanh dudi 5 13 miu SP164 va

SP261. Do d6 2 mau nay khong dugc lya chon dé dua vao bo mau danh gia do 6n dinh.
Bang 1: Két qua x4c dinh dic tinh ctia cic mau tmg vién cho thiét 1ap bd mau danh gia d6 on
dinh
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Gi tri Ct Nong do RTS/ ;?RS-COV-Z Ke; ﬁ;ﬁ rfest
Ki hiéu Gia tri Gia tri NADAL®
mAu Gen trung. Gen trung' COVID-19
GenN | orftab | binh2 | ®"N | Orfiab | binh2 AQ
gen gen
SP116-* 23,04 23,18 23,11 | 4,2E+06 | 3,8E+06 | 4,0E+06 8
SP137* 22,91 23,20 23,05 | 4,6E+06 | 3,7E+06 | 4,1E+06 8
SP164* 26,14 26,32 26,23 | 5,2E+05 | 4,3E+05 | 4,7E+05 3
SP172* 26,86 27,36 27,11 | 3,2E+05 | 2,1E+05 | 2,6E+05 6
SP199* 22,84 22,93 22,88 | 4,8E+06 | 4,5E+06 | 4,6E+06 8
SpP232* 25,03 25,40 25,21 | 1,1E+06 | 8,1E+05| 9,5E+05 6
SP238* 27,68 27,84 27,76 | 1,8E+05 | 1,5E+05 | 1,7E+05 6
SP254* 26,06 26,47 26,27 | 5,4E+05 | 3,9E+05 | 4,7E+05 6
SP261* 27,87 28,15 28,01 | 1,6E+05 | 1,2E+05 | 1,4E+05 4
SP287* 25,40 25,49 25,45 | 8,5E+05 | 7,6E+05 | 8,0E+05 S
SP40* 24,24 24,62 24,43 | 1,9E+06 | 1,4E+06 | 1,6E+06 6
SP65* 26,50 26,57 26,54 | 4,0E+05 | 3,6E+05 | 3,8E+05 7
. o e O L P i B T e e <—— Control line (CL)
&—— Testline (TL)

Hinh 2: Két qua test nhanh khang nguyén ctia 12 mau str dung sinh pham NADAL® COVID-

19 Ag

3.2. Két qua dj én dinh ciia bé méu sau qud trinh tan dong

Két qua doc bang mat thuong 10 miu bang test nhanh qua timg 1an tan déng duogc thé

hién & bang 2.
Bang 2: Két qua danh gia bang mat thuong
Két qua khi doc bing mit thuong
Ky hi¢u
mau T0 T1 T2 T3 T4 T5

SP116 8 8 8 7 7 8
SP137 8 8 8 8 8 8
SP172 6 7 7 6 6 5
SP199 8 9 9 8 8 9
SP232 6 8 8 7 7 7
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SP238 6 6 6 5 5 5
SP254 6 7 / 6 6 6
SP287 5 8 8 6 6 6
SP40 6 8 8 6 6 6
SP65 7 8 7 6 6 6

Chu thich: T: chu ky tan bang

Khéng c6 su khac biét mang ¥ nghia théng ké giita ty 16 TL/CL cta cic miu giita 1an
thir 5 tan bang va thoi diém 0 (p = 0,575) (bang 3). Hé s6 bién thién giita cac lan thir
nghiém dao dong trong khoang dudi 20%. Mau 137 c¢6 két qua khi doc bang mat
thudng dong nhat gitta cac lan thir nghiém cling nhu két qua phan tich bang phan mém

va ¢ hé sb bién thién nhoé nhét 1a 7,09%.

Bang 3: Gié tri TL/CL ctia 10 mau sau mdi 1an tan bang

Ky hiéu Két qua khi doc bing mit thuong

mau TO | T1 | T2 | T3 | T4 | T5 |Mean | SD | CV%
SP116 0,41]0,39]0,50/0,38/0,51|0,37| 0,43]0,06]| 14,52
SP137 0,42]045/0,38/039/045|042| 042]0,03] 7,09
SP172 0,300,300,39]0,30(0,39|0,32| 0,33]0,04]| 13,35
SP199 0,41]052]059|041/056|066| 053]0,10] 19,11
SP232 0,37]0,39,0,50]0,32/0,39/0,33| 0,38|0,06| 16,74
SP238 0,350,446 0,46 ]0,31/0,32|0,35| 0,37]0,07 | 18,30
SP254 0,55]0,56]043]0,40(0,40/0,36| 0,45]0,08 | 18,73
SP287 0,35/0,41]040/0,34/0,31|/0,42| 0,37]0,04 | 11,29
SP40 0,36 | 0,40 042 ]0,35/0,32|041| 0,38]0,04| 10,55
SP65 0,410,556 |0,46 | 0,33/0,39 0,44 | 0,43]0,08| 17,92

Chu thich: T: chu ky tan bang
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Hinh 3: Hinh anh phan tich d6 dam cua vach chung (C) va vach thir (T) bang phan

mém Image Lab (Biorad)

Két qua dinh Iuong mau sau 5 1an tan déng cho thay tai luong vi rit khong thay doi (Bang 4).

Bang 4: Két qua dinh luong bd miu danh gia d6 6n dinh sau 5 1an tan dong

Gi tri Ct Nong do RlTS/E‘;?RS_COV-Z
Ki . .
higu Gen (t;rlar:;l Gen (t;rlar:grgl
mau L GenN | 5rfrah | binh2 | C®"N | orfiab | binh 2
gen gen
SP116 22,72 22,74 22,73 | 5,2E+06 | 5,1E+06 | 5,1E+06
SP137 22,72 23,22 22,97 | 5,2E+06 | 3,7E+06 | 4,4E+06
SP172 26,55 27,14 26,84 | 39E+05 | 2,4E+05 | 3,2E+05
SP199 23,71 24,04 23,87 | 2,7E+06 | 2,1E+06 | 2,4E+06
SP232 24,35 24,80 24,57 | 1,7E+06 | 1,2E+06 | 1,5E+06
SP238 27,42 27,73 27,57 | 2,2E+05 | 1,6E+05 | 1,9E+05
SP254 25,78 26,43 26,11 | 6,6E+05 | 4,0E+05 | 5,3E+05
SP287 25,29 25,61 25,45 | 9,1E+05 | 7,0E+05 | 8,1E+05
SP40 25,59 26,45 26,02 | 7,5E+05 | 3)9E+05 | 5,7E+05
SP65 26,36 26,65 26,51 | 4,4E+05 | 3,4E+05 | 3,9E+05

4.Ban luan

Vi su bung nd da dang cua cac loai

test nhanh nham tng pho voi dai

dich COVID-19 thi ciac bo mau

chuan, mau tham chiéu 1a cong cu

giam sat chat luong hiru hiéu trong
danh gid hiéu nang cua cac sinh
pham chan doan. Ngoai cac bd mau
chudn cua cac co quan kiém dinh
clia cic nudc va to chirc Y té thé

gidi, mot s6 cong ty thuong mai



cling san xuét cac bd mau phuc vu
cho viéc phat trién va kiém dinh sinh
pham chan doan khang nguyén nhu
Seracare, Zeptometric (M¥). S
luong, co cAu va dic tinh cta cac
mau cho thAm dinh hiéu qua chan
doan cua cac bo sinh phdm phu
thudc vao timg diéu kién thu thap
mAu cua timg ving, ting qudc gia.
Mot sb yéu tb trong qua trinh thuc
nghiém c6 thé anh huong t6i két qua
danh gia nhu diéu kién bio quan
mau, so dung miu doéng bang [9].
Qua trinh dong lanh / tan bang,
khang nguyén protein ¢ thé bi ton
thuong cu trac & mot muc do nao
d6 c6 kha nang din dén mat tinh kha
dung cua epitope hodc giam ai luc
cta lién két epitope / paratope[9].
Nghién ctru ctua Valentin Parvu cho
thiy c6 su khac biét mang y nghia
thong ké vé do nhay cua test nhanh
khang nguyén khi danh gia trén mau
tuoi  (75,3% (95%CIL:  70,8-79,3);
n=9666) va mau hdi ciu (70,9%
(95%Cl: 61,0-79,1); n=3307) cho
133 bd test nhanh[9]. Do d6 theo yéu
cau cia to chirc Y té thé gigi (WHO)
cling nhu cuc quan 1y Thuc pham va

Dugc pham Hoa Ky (FDA) trudc khi
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sit dung dé danh gia va kiém soat
chét luong cac bd sinh phdm can tién
hanh cac thtr nghiém ching minh do
6n dinh cla cic mau lam sang trong
cac didu kién thyc t&(8). Trudng hop
stt dung miu hoi ctru dd dong bing
cho cac danh gia 1am sang thi can
tién hanh cac thor nghiém chimg
minh d§ 6n dinh va tinh toan ven
trong thoi gian bao quan va diéu
kién tan bang/ dong bing nhiéu

1an[8].

Mot s6 nghién ciru so sanh cho thay
viéc dénh gia do nhay cua sinh phém
chan doan khang nguyén nhanh phy
thudc vao tai lugng vi rat cod trong
mau. Gia tri RT-gPCR Ct xép xi 25
va tai lugng vi rit xap xi 1x10° dugc
lga chon 1a gia tri cutoff cho danh
gia do nhay test nhanh[10]. B6 mau
st dung trong nghién ctru danh gia
ctia ching t6i ¢6 4 mau cho gid tri Ct
<25, 2 maiu c6 gia tri trong khoang
25 va 4 mau cho gia tri 30 > Ct>25
va tai luong vi rat >10°. Hai mau bi
loai khong dua vao thir nghiém mac
du noéng d6 RNA 1én hon 5logl0
IU/ml, tuy nhién két qua test nhanh
dudi 5 ¢o thé do do nhay cua test

nhanh c6 sy khéac bi¢t gilta cac
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chung vi rat SARS-CoV-2 theo cong

bo cua hang san xuat test.

Chung t6i ciing nhan thiy khong co
su khac biét mang y nghia thong ké
gitra ty 1¢ d0 dam bang TL/CL cua
cac mau giita 1an thtr 5 tan bang va
thoi diém 0 (p = 0,575) cho thiy
ham lwong khang nguyén cua vi rit
khong c6 sy thay doi nhiéu khi mau
tan bang nhiéu lan. Trong khi két
qua tur nghién ciu inhouse cta BD-
IDS trén 2 bo sinh pham khang
nguyén nhanh da dugc cip phép cho
théy do dam cua vach thu T gidam
theo tung chu ki dong bang/tan bang
ciia mau[10]. Mic dau vay két qua
doc bang mit thuong cod su giao
dong manh trén cidc mau co néng do

thip (mau SP172, SP287, SP65)
5. Két luin

Nghién ctru da chimg minh duoc sd
lin tan dong mau 1am sang dich ty
hau c6 thé 1én téi 05 1an ma khong
lam thay d6i ddc tinh miu va khong
anh huong dén két qua danh gia va
so sanh tiéu chi d§ nhay lam sang
trong qua trinh kiém dinh cac sinh
pham chian doan phat hién khang
nguyén nhanh SARS-CoV-2.
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