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[ MUC PiCH SU DUNG ]

Humasis COVID-19 Ag Test 1a thiét bi xét nghiém chén doén in vitro ban dau dya trén phuong phap sic ky mién
dich. Thiét bi dugc thiét ké dé phat hién dinh tinh khang nguyén SARS-CoV-2 qua miu ngody dich ty hiu & nguoi
nghi ngd nhiém COVID-19.

[ TOM TAT VA GIAI THICH]

Coronavirus 12 mdt nhom virus thudc ho Coronaviridae; mot loai virus RNA c6 kich thude 27 ~ 32kb thudng
duoc tim tha‘iy O cac loai chim va dong vat c6 via bao g6m ca con ngudi. Coronavirus duge chia thanh bén chi:
alpha, beta, gamma va delta. Virus gy bénh tir cam lanh thong thuomg dén cac bénh nghiém trong hon nhu Héi
chimg hé hip Trung Dong (MERS-CoV) va Hoi chimg hé hép cip tinh ning (SARS-CoV).

Coronavirus 2019 (COVID 19) 1a mét ching maéi (SARS CoV-2) gay ra hoi chung ho hép cap tmh nghiem trong.
Bénh nay bat ngudn tir thanh phd Vii Han ctia Trung Quéc vao thang 12 ndm 2019. Té chic Y té Thé gidi (WHO)
da cong khai dat tén cho loai virus nay la “COVID-19” va tuyén bd day 1a mot dai dich va 1a Tinh trang Khan cap
Y té Cong cong Qudc té (Public Health Emergency of International Concern). Virus thudng lay tir ngudi ndy sang
nguoi khac qua tiép xuc truc tiép hoac qua cac giot bén tir dich tiét duong ho hz"lp do ho hodc hit hoi. Thoi gian U
bénh tir khi tiép xtic dén khi bat dau c6 céc trigu chimg 13 tir mot dén muoi bdn ngay (trung binh tir bén dén bay
ngdy). Cac trigu ching pho bién bao gdm sbt, ho va kho thd. Trong trudng hop nghiém trong, c6 thé gay viém
phdi, hoi chimg h6 hap cap tinh nghlem trong, suy than va tham chi tir vong.

Do c6 nhiéu triéu chimg, rat kho dé phan biét COVID-19 véi cac virus hodc vi khuén duong ho hép hién c6 khéc.
Chan doan COVID-19 théng qua phén 1ap virus hodc phat hién céc gene cu thé tir cac giot ban tir dich tiét duong
hé hap 1a mot thach thirc vi doi hoi nhiéu thoi gian; hon nita céc phong thi nghiém dugc trang bi day di cac cong
nghé tién tién thuong khong c6 sin. Xét nghiém Humasis COVID-19 Ag Test dugc thiét ké phat hién khang
nguyén SARS-CoV-2 trong vong 15 phut.

[NGUYENLY ]

Humasis COVID-19 Ag Test sir dung khang thé don dong dac hidu véi cac khang nguyén COVID-19 dé phat hién
khang nguyén dac hiéu COVID-19 trong dich ty hau & ngudi. Mot mang nitrocellulose tai cira s6 doc két qua cua thiét
bi dugc phu truée mét vach thir (T) va mét vach chimg (C). Vach thir (T) duge phu sin khang thé don dong chudt
khang SARS-CoV-2 Nucleocapsid va RBD dé phat hi¢n khang nguyén SARS-CoV-2; va vach chung (C) dugc phu
trude IgG dé khang khang thé chuét. Khi nhing mau lay tir ngody dich ty hau tach tir tim bong vao 6 nhd mau, né s&
di chuyén dén tim dém cong hop, trong d6 ¢6 chira cic khéng thé khang khang nguyén SARS-CoV-2 dugc cong hop
véi chét keo vang. Néu miu cé chira khang nguyén SARS-CoV-2, phirc hop cong hop khang nguyén-khéng thé s&
duoc hinh thanh. Phirc hop sé tiép tuc di chuyén qua mang cho dén khi né dén vach thir (T) noi phtrc hop sé lién két
véi cac khang thé c6 dinh va tao thanh dai mau c6 thé nhin thay. MAu sé tiép tuc di chuyén doc theo mang cho dén khi
dén vach chimg (C) noi phuc hop dur sé thira lién két véi khang thé va tao ra vach thir hai c6 thé nhin thiy dugc. Vach
chimg nay chi ra ring miu da di chuyén qua mang nhu du kién va thir nghiém dugc thyc hién ding cach.

[THANH PHAN, QUY CACH PONG GOI | [ HOAT CHAT ]

e Khang th¢ don dong khang SARS-CoV-2
Nucleocapsid

e Khang thé don dong dic hiéu véi RBD
Spike Protein cia SARS-CoV-2

e Khéng thé dé khang IgG chut

[ BAO QUAN VA HAN DUNG |

e B3o quan & 2°C-30°C

Trong mdt hop bao gom:

e Khay thir dung riéng trong ti: 25 khay;

e Dung dich dém chiét méu sir dung 1 1an: 25 6ng;

e Nip loc: 25 cai;

e Tim bong tiét tring dé 1dy mau xét nghiém: 25 cai;
e Hudng dan sir dung; 1 to

LQUX TI}INH XET~NGHIEM ] e Han dung 18 thang ké tir ngay san xuét
1. Thu mau va trir mau:

Ngoay dich ty hau:

1) Str dung tim bong dugc cung cip trong bg xét nghi¢m dé léy miu | Ngody dich ty hau ,

2)Pit tam bong vao mot bén miii cho dén khi cam thay que ldy mau cham vao thanh Cach lay mau

sau mili thi du'ng lai, xoay tron khoang 5 l4n, trong vai gidy roi tir tir rat que ldy mAu ra.
3)Mau vira lay ra c6 thé bao quan ¢ nhi¢t do phong trong 1 tleng, hodc & nhiét 3o tr
2°C dén 8°C t6i 4 tiéng. Tuy nhién, mau liy xong nén duoc xét nghiém ngay dé co két
qua tot nhat.

Bao quan:

1) Mau bénh pham ngay sau khi ldy phai dugc cho vao ng dung bénh phim c6 chira
mdi truong van chuyén virus (VIM hodc UTM).

2) C6 thé bao quan méu trong diéu kién nhiét do tir 2°C dén 8°C trong vong 12 tiéng;
sau 12 tiéng pha1 duorc bao quan & am 70°C.




2. Phuong phap xét nghi¢m:

_ Ngoay dich ty hau

1) Lay tai nhom chira thiét bi xét nghiém ra khéi noi bao quan lanh hodc bao quan am va dé & nhiét d thudng khoang
30 phut cho dén khi san pham dat dugc nhiét do phong.

2)L4y khay xét nghiém ra khoi tii nhom va dit né trén mot bé mit bang phéng.

3)Lic 6ng nghiém theo hudng xubng dudi dé dung dich dém don xubng day truéc khi mé dng nghiém. Cim diu tim
bong vira ldy mau vao va ‘nhing xody dAu tam hon 10 lan dé c6 thé tach chiét dugc du mau cho xét nghiém.

4) Lay tam bong ra kh01 6ng dung dich; khi lay ra, 4n diu cua tim bong vao thanh dng dé co thé lay hét dung dich.

5) Lap nap loc vao 6ng buffer, sau d6 nho 3 giot dlCh chiét mau (90 ~ 100uL) vao khay xét nghiém tai vi tri nhé mau.

6) Poc két qua trong vong 15 phiit sau khi nhé mau. Khong doc két qua sau 20 phut.

Quy trinh x¢ét nghiém

*%Tranh  ngoay va nhet qua
nhiéu mau ngoay vao ong
nghiém, vi n6é c6 thé 1am
tic nip bd loc khi nho dich
chiét miu

Ngoay Dich Ty Hau trong méi trudng van chuyén virus (VTM)

(tur chuan bj truéce Gng nghiém va micropipet trudce khi lam xét nghiém vi céc dung cu nay khong dugc cung cap cling
vé1 bd xét nghi€ém)

1) Liy mau ra khoi noi bao quan lanh hogc bao quan am va dé & nhiét do thudng khoang 30 phut cho dén khi san
pham dat dwoc nhiét &6 phong.

2) Théo nip dng nghiém va ding pipet cho vao d6 S0uL dung dich dém dé tich miu

3)Lic déu miu trong moi trudng van chuyén, sau d6 hat 70ml dung dich d6 va cho vao éng nghiém da chuén bi &
bude 2, va tron déu

4) Lay ti nhom chura thiét bi xét nghiém ra khoi noi bao quan lanh hodc bao quan 4m va dé ¢ nhiét d thuong khoang
30 phut cho dén khi san pham dat dwoc nhiét do phong.

5)Xé bao nhom chtra thiét bi xét nghiém

6) Dung micropipet dé hat 100ul dung dich mau va cho vao thiét bi xét nghiém.

7) Poc két qua trong vong 15 phiit sau khi nhd mau. Khong doc két qua sau 20 phut.

Mau dugc bao quan trong moi trorong van chuyén

Tron vai lan

Dung dich dém
tach mau trong bd
kit Humasis

Ma3iu trong méi
trudng van

I Dung dich da
chuyén virus

chuin bi hoan tat

(VTM) Covid-19 Ag Test
70uL S50ulL 100uL
[NHAN BPINH KET QUA]
Am tinh Duong tinh
Néu khong c6 vach mau nao xuét hién tai vach xét nghiém Néu déng thoi xuét hién 2 vach mau 1 vach xét nghiém

(T) va c6 1 vach mau xuét hién trén vach dbi chimg (C) thi (T) va vach d6i chimg (C) thi két qua 1a dwong tinh.
két qua 1a am tinh.

Khong co gia tri
Néu khong ¢6 vach mau nao xuat hi¢n tai vach dbi chimg (C) thi két qua khong c6 gia tri.
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[ DPAC TINH HIEU NANG ]

e Gi61 han phat hién (LoD): Gidi han phat hién (LoD) cua xét nghiém Humasis COVID-19 Ag la 5 x 10°®
TCID50 / mL.

e D¢ chinh xac: 4 nghién ciru riéng 1¢ di dwoc thuc hién trén xét nghiém Humasis COVID-19 Ag bao gom:
do lap lai (d9 chinh xac trong phong thi nghi¢ém), d chinh xac gitra cac cac nguoi thyc hién, d§ chinh xac gitra
cac 16 va dg chinh xéc gitra cac dia diém thuc hién. Két qua kiém tra cho théy xét nghiém Humasis COVID-19
Ag cho d9 chinh xac nhat quan trong phong thi nghiém, gitra cac ngudi thuc hién, giira cac 16 va giira cac dia
diém thyc hién; va tit ca cac két qua 100% thoa mén két qua mong doi.

e Do nhay phan tich: Két qua thir nghiém trén khang nguyén tai to hop Spike RBD c6 cac dot bién tai cac
amino acid quan trong nhu SARS-CoV-2-Spike RBD (N501Y), SARS-CoV-2-Spike RBD (L452R),
SARS-CoV-2-Spike RBD (E484K) va SARS-CoV-2-Spike RBD (K417N, E484K, N501Y) cho théy, san
pham c6 d6 nhay & nong d6 100pg/mL.

e Phin {mg chéo : Cac chat c6 kha ning phan tmg chéo khong anh hudng dén két qua cua xét nghiém
Humasis COVID-19 Ag.

1 Coronavirus 0C43 Human adenovirus 3 | 11 Parainfluenza 1 16 Metapneumovirus

6
2 Coronavirus 229E 7 | Human adenovirus5 |[12 Parainfluenza 2 17 Human Enterovirus
3 Coronavirus NL63 8 | Human adenovirus7 |13 Parainfluenza 3 18 Influenza A HIN1
4 MERS-coronavirus 9 | Respiratory syncytial virus A || 14 Parainfluenza 4a 19 Influenza A H3N2
5 | Human adenovirus 1 {10 | Respiratory syncytial virus B|{ 15 Rhinovirus 1 20 Influenza B

Bacteria (=10° CFU/mL)
21 | Mycaplasma pneumonia Ag || 24 | Streptococcus pneumoniae || 27 Candida albicans 30| Staphylococcus aureus
22 | Streptococcus pyogenes |25 |  Legionelia pneumaphila |28 |  Chlamydia pnuemoniae || 31 | Enterococcus casséliflavus
23 Bordetella pertussis 26 | Haemophilus influenzae || 29 | Staphylococcus epidermidis || -

32 Dung dich rira mili tir ngudi- thé hién cho sy da dang cua hé vi sinh cuia dudng hé hip & nguoi

e Chat gy nhiéu: Céc chit c6 kha ning gy nhiéu dudi day khong anh hudng dén két qua xét nghiém ciia
Humasis COVID-19 Ag.

STT| Tén | Nongdd |STT | Nong do

1 Mau toan phan 4% 24 K3-EDTA 20 mg/mL
2 Mucin 0,5% 25 Diphenhydramine hydrochloride 5 mg/mL
3 Chloraseptic 1,5 mg/mL 26 Acetaminophen 199 pmol/L
4 NeilMed NasoGel 5% v/v 27 Acetylsalicylic acid 3,62 mmol/L
5 CVS Nasal drops 15% v/v 28 Ibuprofen 2,425 mmol/L
6 Afrin (Oxymetazoline) 15% v/v 29 Olopatadine hydrochloride 5 mg/mL
7 Sodium cromoglycate 15% v/v Hanmi Ko-and-Cool Nasal Spray

(CVS nasal spray, Cromolyn) 30 | (Chlorpheniramine Maleate 250 mg/ 100 mL, 10%(v/v)
8 Zicam 15% v/v Xylometazoline Hydrochloride 0.1 g/100 mL)
9 Homeopathic (Alkalol) 1:10 dilution Samchundang Narista-S Nasal Spray
10 Sore throat Phenol Spray 15% v/v 31 (Chlorpheniramine Maleate 2,5 mg/mL, 10%(v/v)
11 Tobramycin 5 pg/mL Dipotassium Glycyrrhizinate 3 mg/mL,
12 Mupirocin 10 mg/mL Naphazoline Hydrochloride 0,5 mg/mL)
13 Fluticasone Propionate 5% v/v 32 Sodium chloride 20 mg/mL
14 | Tamiflu (Oseltamivir Phosphate) 5 mg/mL 33 Zanamivir 5 mg/mL
15 Albumin, human 3000 mg/dL || 34 Oseltamivir 10 mg/mL
16 Bilirubin 500 pmol/L |35 Artemether-lumefantrine 50 pmol/L
17 Hemoglobin 500 mg/dL 36 Doxycycline hyclate 70 pmol/L
18 Cholesterol 20 pmol/L T Quinine 150 pmol/L
19 Triglycerid 1000 mg/dL || 38 Lamivudine 1 mg/mL
20 Biotin 0,75 mg/mL | 39 Erythromycin 81,6 umol/L
21 Sodium citrate 25 mg/mL 40 Ciprofloxacin 30,2 ymol/L
22 Heparin 100 U/mL 41 | Rheumatoid factor positive plasma 10%(v/v)
23 EDTA 5 pmol/L -

[KET QUA PANH GIA LAM SANG]
Nghién ctru dugc tién hanh trén nhiéu dia diém va theo phuong phép thir nghiém mu don (single-blinded).
Tong cong 1182 mau ngoay dich ty hau riéng biét duge sir dung cho thir nghiém lam sang trén by Humasis
COVID-19 Ag Test. Trong sd cac mau trén, 510 méu riéng biét dugc thu thap trong méi truong van chuyén
virus tai nhiéu dia diém khac nhau (Han Quéc, An Pj, Kazakhstan, Phap, Algeria va Brazil) tir nhirng
bénh nhan nghi nhiém COVID-19. Con lai 672 miu duoc xét nghiém tai chd voi dung dich dém tach chiét
di kém v6i b test, cac mau nay duoc thu thap tir nhiéu noi (My, An Dj, Algeria, Cong Hoa Séc va Hy
—Lap)-tir nhitng-bénh nhan nghi nhiém COVID-19. K&t qua xét nghiém bang phuong phap RT-PCR (di
durgc cp phép boi FDA EUA) cho thdy, ¢6 384 miu duong tinh va 798 mau am tinh. Két qua danh gia 1am
sang ctia Humasis COVID-19 Ag Test dugc so sanh v6i két qua RT-PCR trén dugc tém tit nhu dudi day:
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[CANH BAO, THAN TRONG VA HAN CHE]

e Chi sir dung cho chan doan in-vitro

e Khong sir dung thiét bi xét nghiém da hét han.

e Khong mé bao bi cho dén khi sir dung va sau khi mé ra phai sir dung ngay.

e Khong sir dung thiét bi xét nghiém néu bao nhom dyng bj hong hodc thiét bi bi hong nghiém trong.

e Khong tai sir dung thiét bi.

e Xir Iy tit ca c4c bénh phdm mét cach an toan vi c6 kha ning lay nhiém.

e Xét nghiém nay nham muyc dich sang loc ban dau nhiém coronavirus bang cach phat hién khang nguyén
COVID-19, nhung khong dugc sir dung 1am tiéu chi duy nhéat dé xac dinh nhiém SARS-CoV-2. Cic phuong
phép khac va thong tin 1dm sang (ddu hiéu va triéu chimg) nén dugc sir dung va xem xét dé chan doén.

[KIEM TRA CHAT LUQNG]

Trén thiét bj luén ludn c6 mot vach chimg (C) va mot vach Test (T).

Trudce khi thyc hién xét nghiém, tai 6 két qua khong xuat hién bat cir vach chimg hay vach test nao. Sy xuat
hién ctia vach chimg C khi thyc hién xét nghiém nhim dam bao xét nghiém da thyc hién ding quy trinh va
khong c6 sy nghi ngd vé chat lwgng ciia chét th.
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