\ o Ra mat b kit 100 xét
Dung trong chan doan in vitro nghlém t|én |,Ch

BO kit dau tién ciia Nhat B3
phat hién khang nguyén
COVID-19 trong 30 phut

Bo xét nghiém khang nguyén SARS-CoV-2

ESPLINE® SARS-CoV-2

Xét nghiém sac ky mién dich dwa trén nguyén tac mién dich enzyme (EIA)
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Bo xét nghiém khang nguyén
SARS-CoV-2 dau tién cta Nhat Quy trinh don gian:
Ban két hop sac ky mién dich y gian:

DPoc két qua trong 30 phat
véi EIA 2 giot mau + 1 1an an nat

(it hon 30 phut néu “dwong tinh”)

Han ché va Canh bao

1. Két qua am tinh khong loai triy nhiém SARS-CoV-2 va vi rat khac.

2. Can két hop gitra két qua clia xét nghiém nay va cac triéu chirng Iam sang kém theo dé c6 két qua chan doan chinh xac.
3. Tuan tha céc bién phap an toan sinh hoc khi thu thap va x& ly mau.
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B& xét nghiém khang nguyén SARS-CoV-2

ESPLINE®” SARS-CoV-2

Poc Hwéng dan st dung can than trwde khi siv dung

THU THAP MAU VA

THU THAP MAU

Han ché va Canh bao

1. Két qua am tinh khong loai trir nhi&m SARS-CoV-2 va vi rit khac.

2. Can két hop gitra két qua clia xét nghiém nay va cac triéu chirng 1am sang kém theo dé c6 két
qua chén doan chinh xac.

Y TRINH XET

3. Tuén thi cac bién phap an toan sinh hoc khi thu thap va xd Iy mau.

Mau dich ty hau:

hop va géng tay dung 1 1an khi Iy mau.

QUY TRINH XET NGHIEM

3% D& tranh lay nhiém, hay deo khau trang, kinh bdo hd hodc tdm che mat, quan 4o bao hd thich

Dat miéng gac vo tring (Loai S) vao sau trong khoang miii hong tir mii d& tiép can amidan khau cai
doc theo xwong xoan dwéi va cha xat vai 1an dé thu thap bidu bi niém mac.

Ly trich mau

Gan dung cu nap mau

Th&i gian phan ng

- Cho que tam béng chira mau vao dung
dich chiét mau (Ong tach chiét mau)
- Bop nhe dau tam bong tir bén ngoai ctia

6ng tach chiét khoang 10 lan .
- Vat kiét dich trong dau tam béng bang

céch b6p manh dau tdm bong :
- Loai b6 tam bong khéi éng tach chiét mau
- Thu dwoc mau tach chiét

KET QUA

Clra s8 doc két qud

Cira s& méu
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- Gé&n dung cu nap mau can
than vao phan trén ctia éng tach
chiét
- D& yén mau trong 5 phat

giot mu da tach chiét

- Gitr 6ng tach chiét mau theo chiéu thang
dtrng (céch thanh phan tng 10 mm)
- Nhé vao ctra sé mau clia thanh phan tng 2

- An n(t 16i trén thanh phan tng
ngay sau d6 dé khdi dau phan
&ng.
- Bé yén, phan trng xay ra trong

30 phat )
- Tranh cho thanh phan tng tiep
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- Doc két qua sau 30 pht.

- Néu Vach tham chiéu va vach phan
trng xuat hién trwéc 30 phat thi

méau duoc xem la “duong tinh”.

DU LIEU

Phan tng chéo

+ Virus cam HIN1

Khong c6 phan (rng chéo v&i cac vi rit cim nhw sau:
= Virus cim H3N2

= Virus cim B

i

Khéng cé phan ng chéo véi cac khang nguyén coronavirus téi t hop ndng do téi 200 ng/mL nhu sau:

* MERS-CoV = HCoV-229E = HCoV-0C43
_Ca hai vach tham chiéu va Chi vach tham chiéu - HCoV-NL63 = HCoV-HKU1
vachphin Gng dugcquan sét  duoc qusn sét
Xét nghiém lai

mj

So sanh véi RT-PCR

Két qua xét nghiém ctia san phdm nay so véi RT-PCR trén 162 mau dich ty hau cia bénh nhan toi kham lan dau, 100
r mau am tinh véi do dac hiéu 100% twong quan voi RT-PCR, do nhay trén 62 mau dwong tinh nhw sau:
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Boc két qua tai thdi diém 30 phit. Néu vach tham chiéu va vach phan g xuét hién trucc 30
phat, mau dugc xem Ia “dwong tinh”. Mt m&u ma “am tinh” tai thoi diém 30 phat va chuyén
sang “dwong tinh” sau do, phai dugc coi la “am tinh”.

Xét nghiém lai (1): trong trwéng hop khong c6 vach tham chiéu mau xanh trong 30 phtt hoac
® van la vach tham chiéu mau dé tai 30 pht, xem lai quy trinh xét nghiém va I1p lai xét nghiém
bang thanh phan (ng mai.
@ Két qua am tinh khéng loai trir nhiém SARS-CoV-2 va vi rit khac.
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ESPLINE
SARS-CoV-2

Do nhay
Gid tri tién doan duong (PPV): 100% (50/50, 95% Cl 92.0-100%), gié tri tién doan am (NPV): 89.3% (100/112, 95% Cl 82.2-93.8%). Ty I&
twong quan tong 1a 92.6% (150/162, 95% CI 87.5-95.7%). Khi so sanh dua trén sb lwong ban sao RNA vi rit, ty |& phii hop gitra hai xét

RT-PCR
Chu ky ngwdng

(Ct-value)
<25 <30 <40
Dwong tinh 32 48 50
Am tinh 0 2 12
Téng 32 50 62

100% 96.0% 80.6%

Ty 18 dwong tinh phit hop  80.6% (50/62)

Ty & am tinh pht hep
Ty |& tdng thé phu hop

100.0% (100/100)
92.6% (150/162)

nghiém 1a 100% (39/39, 95% CI 91.0-100%) cho c&c mau c6 trén 6.400 ban sao, 97.9% (46/47, 95% CI 88.9-99.6%) cho cac mau c6 trén
1.600 ban sao; 96.0% (48/50, 95% CI 86.5-98.9%) cho cac mau c6 trén 400 ban sao, va 89.1% (49/55, 95% CI 78.2-94.9%) cho cac mau
c6 trén 100 ban sao. Dang cht y, déi véi cac mau nay, cling mét que mau da dwoc st dung cho hai xét nghiém ESPLINE va RT-PCR
(Tam bong da dwoc ngam trong dung dich van chuyén vi rit sau d6 duoc st dung trén ESPLINE SARS-CoV-2). Theo tai liéu hwéng dan
ESPLINE SARS-CoV-2 phién ban 2.0, Nov 2020, Keycode FRI70764.

TIN SAN PHAM

Muc dich str dung

D4 phét hién khang nguyén SARS-CoV-2 truc tiép tlr dich ty hau (hd tro chan doan nhidm SARS-CoV-2)

B Thong tin san pham
MA HANG TEN

231906 ESPLINE® SARS-CoV-2

M vat lieu dwoc cung cap
Thanh phan bo kit
Thanh phan &rng
Dung dich tach chiét mau (Ong tach chiét)
< Phuy kién >Dung cu nap mau

Mau
Dich ty hau

Théng sé ky thuat

100 xét nghiém

100 xét nghiém

10 xét nghiém / Hop
56ng / Tui x 20
10 tip / TGi x 10

x 10

Hét han
12 thang sau san xuét

Piéu kién bao quan

1~30°C

3 Céc thdng sb ky thuat clia san phdm c6 thé thay di ma khong can thong bao trwéc.
3 ESPLINE l& nhan hiéu da d&ng ky cla Fuijirebio Inc. Tal Nhat Ban va cac quéc gia khac.
ESL001 2020.6.4000.R-3
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