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TEL: + 886-2-2691-9896
Email: xizhi@pbf.com.tw
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1 1G13001501 1Test g
2 1G13005501 sTests AR
3 1G13010501 10 Tests HAEER
4 1G13020502 20 Tests g
5 1G13001C01 1Test ER
6 1G13005C01 5Tests *ER
7 1G13025C01 25 Tests £ER

55513 SYMBOL LEGEND

ERES LOT 5% HEmE
SN EE T d e FaE@EER

® ® <

EERBIRENER - WHERPE

(]  wm= J’

wERE




EPIE BT 007605 3%
MEBRASRRREGRHE

Y strip mse rv2 %

f& R 2 BE CLINICAL PERFORMANCE
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Vstrip RV2 - 13 158
PPA (132/145):91.0%, 95%Cl:  85.16% 95.14% PPA Positive Percent Agreement (F5 1 — B =)
NPA (158/158):100.0%, 95%Cl:  97.69% 100.00% NPA Negative Percent Agreement (P2 —E12€)
OPA (290/303):95.7%, 95%Cl: 92.77% 97.70% OPA overall percentage agreement (22 2 — B K)
/P — R B SR B
—REME SRR
No. AU SEERIhES RV2 +/RT-PCR + PPA RV2 -/RT-PCR - NPA
B AR IR Site1 119/128 93.0% 126/127 99.2%
2 LA IR Site2 28/30 93.3% 70/70 100.0%
3 AR R Site3 37/44 84.1% n/13 100.0%
4 E Siteq 132/145 91.0% 158/158 100.0%
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Ct RV2 + [RT-PCR + PPA Day RV2 + /RT-PCR + ‘ PPA
<20 68171 95.8% 05 88/93 94.6%
<25 108/115 93.9% 0-7 102/109 93.6%
<30 126/134 94.0% 0-10 104/111 93.7%
=11 132/145 91.0% 0-18 105/112 93.8%
FEAR 27/33 81.8%
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‘ WHO Label PANGOLIN lineages Isolate ‘ Type LOD
‘ N/A N/A USA-WA1/2020 ‘ 1.51x120° TCIDgo/mL
‘ Delta B.1.617.2 USA/PHC658/2021 ‘ Inactivated Virus 5.90 X 10° TCIDgo/mL
‘ Omicron B.1.1.529 USA/MD-HP20874/2021 ‘ 8.20x10° TCIDgo/mL

{5/ 81814 INCLUSIVITY
SEMKNENEEY - B TmMES N ETRE ¢

BEKFREE

WHO Labe PANGOLIN lineages
Alpha B.117
B.1351
Beta N/A
N/A
Gamma Pa
Delta B.1.617.2
Epsilon B.1.427
Lota B.1.526
Kappa B.1.617.1
Lambda C37
N/A B.12
Alpha Plus B.1.1.7+E484K
Delta Plus B.1.617.2 (AY lineages)
BA1
BA.2
BA3
BA.4
Omicron BA.5
BA2.75
BF.7
BQ.1
XBB
*1- Recombinant Protein

Isolate

Taiwan/NTUs9
USA/CA_CDC_s5574/2020
England/204820464/2020
South_Africa/KRISP-005325/2020
Hong Kong/VM20001061/2020
Italy-INMI1
Japan/TY7-503/2021
USA/PHC658/2021

N/A

N/A
USA/CA-Stanford-15_S02/2021
N/A

Taiwan/NTUs5

N/A

N/A

Taiwan/NTU

Sino Biological ™

N/A
Acrobiosystems/NUN-Cg2Hw ™
Taiwan/NTU

N/A

N/A

N/A

N/A

F124J) INTERFERENCE SUBSTANCES

TEDA - ERERRREEE -

Type Homology

Live Virus

Inactivated Virus 99.4%
Inactivated Virus

Inactivated Virus

Inactivated Virus 100%
Inactivated Virus

Inactivated Virus 99.4%
Inactivated Virus 99.4%
In Silico 100%
In Silico 100%
Inactivated Virus 100%
In Silico 99.4%
Live Virus 99.4%
In Silico 99.4%
In Silico 99.4%
Live Virus 97.8%
Recombinant Protein 97.8%
In Silico 97.8%
Recombinant Protein 97.2%
Live Virus 97.8%
In Silico 97.8%
In Silico 97.2%
In Silico 97.2%
In Silico 97.8%

HiE UERERSRETHIHE  JEIRENTE -
2. FIIRRREEEMIEE A MU BLAST 2 ARASEREIFREZE (homology) -

TRIVGIREENR  SRAHES=8% - IHERILRARETERS -

AEFEEUSHRIENELS -

Detection
Concentration

3.2x10° TCIDgo /mL
2.8x10" TCIDgo /mL
8.8x10* TCIDgo /mL
1.6x10°TCIDgo /ML
1.6x10°TCIDgo /mL
3.4x10°TCIDgo /mL
2.8x10* TCIDgo /mL
1.5x10° TCIDgo /mL
N/A

N/A

3.4%10° TCIDgo /mL
N/A

3.2x10° TCIDgo/mL
N/A

N/A
3.13x10°TCIDso /ML
0.25ng/ml

N/A

6ng/mL
1.5x10°TCID g /ML
N/A

N/A

N/A

N/A

A EAIMARIA 2xL0D ZE3EEH B AR %3 (Wuhan, Delta, Omicron) MTEAR T - £t

Bacteria panel

1 Bordetella pertussis 11 Mycoplasma pneumoniae
P Candida albicans 12 Neisseria meningitidis

3 Chlamydia pneumoniae 13 Neisseria SP.

4 Corynebacterium Sp " Pseudomonas aeruginosa
5 Escherichia coli 15 Staphylococcus aureus

6 Haemophilus influenzae 6 Staphylococcus epidermidis
7 Lactobacillus SP 7 Streptococcus pneumoniae
) Legionella pneumophila 18 Streptococcus pyogenes

9 Moraxella catarrhalis 19 Streptococcus salivarius

10 Mycobacterium tuberculosis(avirulent)

Viral panel (*tested with recombinant protein)
1 Adenovirus Type 1 15 Human Parainfluenza Virus (HPIV) Type Ill
5 Adenovirus Type 7 6 Human Parainfluenza Virus (HPIV) Type IV
3 Adenovirus Type 41 7 Influenza A -HiN1
4 Cytomegalovirus 18 Influenza A -H3N2
5 Enterovirus Type 68 19 Influenza A -H5N1*

6 Enterovirus (EV71) 20 Influenza A -H7Ng*

7 Epstein Barr Virus 21 Influenza B -Vic

) Human Coronavirus HKU1* 2o Influenza B -Yam

9 Human Coronavirus OC43 23 Measles

10 Human Coronavirus NL63 24 MERS-CoV

11 Human Coronavirus 229E 25 Mumps Virus

15 Human Metapneumovirus (hMPV 3 type B1) 26 Respiratory Syncytial Virus (Subgroup B)
13 Human Parainfluenza Virus (HPIV) Type | 27 Rhinovirus (HRV14)

14 Human Parainfluenza Virus (HPIV) Type Il 58 SARS-CoV (NR-9323)

Others
1 Pooled Human Nasal Wash

PABLAST A BRAR 2 B AR BRANEBRIFEE -

Interference substances Testing Conc. Interference Substances Testing Conc.
1 Afrin (Oxymetazoline) 15% v/v 17 Naso GEL (NeiMed) 5% viv
2 Aspirin 20 mg/ml 18 Nasal Gel (Oxymetazoline) 10% v/v
3 Chloraseptic (Menthol/Benzocaine) 1.5 mg/ml 19 NASONEX Aqueous Nasal Spray 10%
4 CVS Nasal Drops (Phenylephrine) 15% v/v 20 Oxymetazoline HC| 10 mg/ml
5 CVS Saline Nasal Spray 15% v/v 21 Phenylephrine HCI 100 mg/ml
6 Dextromethorphan 10 mg/ml 22 Ponstan 20 mg/ml
7 Diphenhydramine HCI 5 mg/ml 23 Ricola (Menthol) 1.5 mg/ml
8 Fisherman’s Friend 1.5 mg/ml 24 Sore Throat Phenol Spray 15% v/v
9 Hemoglobin 20 mg/ml 25 Swinin Nasal Spray 10%
10 Homeopathic (Alkalol) 1:10 dilution 26 Tamiflu (Oseltamivir Phosphate) 5 mg/ml
11 Hosoon Troches (ROOT) 20 mg/ml 27 Tobramycin 4 pg/ml
12 Ibuprofen 20 mg/ml 28 Whole Blood 4%
13 Mucin 0.5% 29 Zicam 5% v/v
14 Mupirocin 10 mg/ml 30 Fluticasone Propionate 5% viv
15 Nasal Ointment 10% 31 CVS Nasal Spray (Cromolyn) 15% v/v
16 Nasal Washing Salt 20 mg/ml

Pathogen Homology Evaluation Result

Pneumocystis Jirovecii Irrelevant No Cross Reactivity

‘2R %4 f& HOOK EFFECT
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