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iCareDx SARS-CoV-2 At-Home
Nucleic Acid Test
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Wik AR BN EREIBREA -

11 AR

TARBEMAS - FUEELARBRENRSE -
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BREEAELSRBEAEAREN —AnENEEER e
MEFERRES
o E—REAAEMF
o ERAEHRAAZEEARR
o HBABARIIMERRER
MEREE LAFERRELVMIERE  FEFRARENEESR -
TOMBERBHFEAE - BUHEANRMREVEEREFE 4-25°C - [
HBAVEIMERTE -
SR AEY
BHREY x1 - BREREY x1 - 18887 x2 - MNEE
x2 ~ FHHIE x2 - BEE x2 ~ HE x2
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BiEmEY EHmEY HE
&g AE

< 0.1% Tris buffer, < 0.05% EDTA,
< 0.01% SARS-CoV-2 DNA

R EY containing primer and probe specific 185 ml
| sequence region [
i2mEY | Distilled water 1ml

HE 3mL
12.2 REAIERE:

) BhmEYRE

s BHERZEEAGUREYEANTERE -

s RBEEREBETIN XIEEKBIRESEIGIESH
Wi EE 8.3 (4) BAMEEEMBIEN - BEFENGERE
MLUAERA 5 MEREN  WAEBESTABEWIRE -

s AHEREET "B, EREMERFHEER -

(2 EBHtaEWiE

o IRBIEERBETHR  XIERFERBIRESEREDE -
W ER 8.3 (4) BFEE RSN - LUHEBRERE
WIRBAK 5 BEREEN - WEETREERARE -

o MEEREETR TAREL . ERAEMERBEHEER -

13 M EERTAE -

13.1 {EIBER (Limit of Detection, LOD):
AEMEMETARBENRAUBIR - FFH SARS-CoV-2 tE B RS
HIA B R E# R (National Standard for SARS-CoV-2 RNA NAT
Assays Lot COV 109-06)82F2 M 8 et A Fio 2 pl RO AR R S M AR AN IE
TR - EEREDAER LOD & - AEBERSTLURE 200 ~ 100
50 ~ 25 * 12.5 copies/mL 1 EE G R AR ET LR LOD HlE - &
ERAEET=SEIE  BERIER 100%NREBERYL
23R8 LoD - BkIE#¥E LoD MRl & REBIESBEREERET
20 ERAE  BRER—BHEEARN 95% - AREREHEAE
fRTE SARS-CoV-2 B & 2E 5 200 copies/mL 2 F iR E ol AISE
AR - BRMTFE -

Preliminary | Confirmatory
Strain Concentration Detected/ Hit Rate%
[copies/mL] | Tests | (Detected/Tests)
200 3/3 100 (20/20)
Oizhél;(;?siik 100 3/3 70 (14/20)
; 50 3/3 20 (4/20)
concentration 3x
106 copies/mL) 25 23 -

12.5 0/3
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13.2 RFE (Analytical inclusivity):

& A EmATERR RIRP F1 E E2FE 5| FAEKREt 518 GISAID £H
Bl EETEEE - #E 2022 F£ 3 A 20 HIE - tb¥9#E 4,803,585 fE
REMHEFREUE) SARS-CoV-2 5l - B1& omicron Z 2k - KEEIT
BUKE B S| FHAIRE RIIEIRY 99% LU T 2mEix - TREARE
m o] ¥ B AR A S A8 SARS-CoV-2 fE B R AWM #1T RT-
PCR < f& -

13.3 XX & (Analytical Cross-reactivity):

o EBERES:

A E mATERMNE S| F RIREHEIR 131 FSNMENETER
ERELLE - WO BERERNRIE (BRAERERRIBAR
80% 9B ) M AE 3R 13-2 - SARS-coronavirus £ RARP
M E mAERERNS| FRERHEHEBS ALY - ERAXERD
BERZEB DM AERS SARS-CoV-2 5 SARS-CoV - HESE
SARS-CoV i 2003 B BAEAES B (2022)RE XM - 75
BERNRIE - SRR DEMEDEARERE—5|FRIIBAR
80%HIEMY - ARERBEZEHE—BEERERNWMESIF - B
BRI 80%HELIMA EEMRNRIE - IR A A ERTE -

i 9 iEmR R B aEe

< 131

Virus

Adenovirus type 1
Adenovirus type 7
Cytomegalovirus
Enterovirus

Epstein Barr Virus

Human Coronavirus 229E
Human Coronavirus HKul
Human Coronavirus NL63
Human Coronavirus OC43
Human Metapneumovirus
Human Parainfluenza type 1
Human Parainfluenza type 2
Human Parainfluenza type 3
Human Parainfluenza type 4
Influenza A

Influenza B

Measles

MERS-CoV

Mumps Virus

Respiratory Syncytial Virus B
Rhinovirus

SARS-CoV

%< 13-2
Microorganisms
Cytomegalovirus
HCoV HKul
HCoV OC43
Influenza A
MERS-CoV

Bacteria & Fungi
Bordetella Pertussis
Chlamydia pnuemoniae
Corynebacterium sp.
Escherichia coli
Hemophilus influenzae
Lactobacillus sp.

Legionella spp

Moraxella catarrhalis
Mycobacterium tuberculosis
Mycoplasma pneumoniae
Neisseria meningitidis
Neisseria sp.

Pseudomonas aeruginosa
Staphylococcus aureus
Staphylococcus epidermidis
Streptococcus pneumoniae
Streptococcus pyogenes
Streptococcus salivarius
Candida albicans

Homology to sequences
80%, RARP forward primer
85%, RARP forward primer
85%, RARP forward primer
82%, E reverse primer
80%, RARP reverse primer

95%, RARP forward primer
92%, RARP reverse primer

SARS-CoV

88%, RARP probe

100%, E forward primer
100%, E reverse primer
100%, E probe

18 GRS

oAl R BB R A A E I TRIA

RFAERINER 13-3 Pvr - INRBIREMR X RENRIR -

< 13-3

. . Concentration Detected |Cross
Microorganisms

[copies/mL] [Tests Reactive
HCoV 229E 8.90E+06 0/3 No
HCoV 0C43 5.87E+06 0/3 No
HCoV NL63 2.63E+06 0/3 No
Rhinovirus 3.67E+05 0/3 No
Adenovirus Type 5 |3.80E+05 0/3 No
RSV 8.30E+05 0/3 No
Parainfluenza 3 3.40E+05 0/3 No
Influenza A 1.36E+06 0/3 No
Influenza B 6.67E+06 0/3 No
13.4 Fi&:

1% 13-4 F3 2 BETEYPUAERETAH - L2185 LOD RE
B SARS-CoV-2 R mETAME - EAFMREPURBRTEER
WTERT -

< 13-4
. |Detected/Tests

Concentration - -
Substance Positive Negative

used

samples |samples

Mucin 0.5% (w/v) 3/3 0/3
Blood 1% 3/3 0/3
Nasal spray (Otrivin) 5% (v/v) 3/3 0/3
Flonase allergy relief 3/3 0/3

(Otrivin Anti-Allergy
Nasal Spray)

3.3% (viv)

Nasal gel (Xylocaine o 3/3 0/3
Jelly 2%) 10% (w/v)
Allergy Relief (Xyzal) 16.7 mg/ml 3/3 0/3
Throat lozenge N 3/3 0/3
(Hosoon Troches) 10% (wiv)
Throat spray 3/3 0/3

0,
(Chloraseptic Spray) 3.3% (vIv)

Pain relievers (EVEA) 1% (w/v) 3/3 0/3
Antiviral drug (VEMLIDY) 1% (w/v) 3/3 0/3
Antibiotics o 3/3 0/3
(Cefadroxil Capsules ) | 7 (W)

Antibiotics o 3/3 0/3
(Curam 1000mg) 1% (whv)

Nasal ointment N 3/3 0/3
(EoEETRaE) 10% (wiv)

Mouth wash (Listerine) 5% v/v 3/3 0/3
ZF & (Colgate) 0.5% v/v 3/3 0/3
Human Genomic DNA  |10ng/uL 3/3 0/3
Nicotine 0.03mg/mL  |3/3 0/3
None n/a 3/3 0/3

13.5 B PR T fd:

KERWERRERETG—HEMNRR 101 URHE  BXHAEET
KB ERARPRIEAER UGl ERAEMERENERENS
BEXN O 2SRRI A TR - LEEERNE 13-5 -
P —BE A 85.3% (29/34) - B2ME—EE A 100% (66/66) - 1l

BlitSaE R EIEE R BEDITHARIIA PPASTE -

*=13-5 TFDA EUA tE# 5%
Positive | Negative Total
Positive 29 0 29
R EHEHERS -
= F3 Negative 5 66 71
ORI Total 34 66 100
Percent 95% Score

Result (%)

Agreement Confidence Interval (%)
PPA 85.3 (29/34) 69.8-92.9
NPA 100 (66/66) 94.5-100
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14.1 SE3EL:

Victor Corman, et al. Diagnostic detection of 2019-nCoV by
real-time RT-PCR (2020)

s BEFLRANNEmEYEIEE (2021)  XAFEBRESZ
e Rig iRl b SR 2E e EK (11. 16, 2022)

14.2 BUEE
EXERH  EEERRNHBRAT
ShEFEEZ ML : 236040 FALHLMEPRIE 4 R 53552 - 4 12

14.3 1ZEERT SR

Batch code

Catalogue number
Consult instructions for use

Contains sufficient for <n> tests

[Rer]
il
N

[conent] Content of kit

& Date of manufacture

Manufacturer

Use-by date

/#/ Temperature limit

® Do not re-use

14.4 it SZIBIHE &G
TEL : 0800-095-888
Email : service@icaremdx.com




