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The Celltrion DiaTrust™ COVID-19 Ag Home Test is for use under Emergency Use Authorization (EUA)
only. This product has not been FDA cleared or approved, but has been authorized by FDA under an
EUA. This product has been authorized only for the detection of proteins from SARS-CoV-2, not for
any other viruses or pathogens. The emergency use of this product is only authorized for the duration
of the declaration that circumstances exist justifying the authorization of emergency use of in vitro
diagnostics for detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Federal Food,
Drug and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the declaration is terminated or authoriza-
tion is revoked sooner.
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Results in
15 Minutes OO

Scan the QR code through your smartphone
(Android 10 or newer, iOS 14.2 or newer) camera to
download the free Celltrion DiaTrust™ COVID-19
Ag Home Test App (CELLTRION SAFEKEY).
Celltrion DiaTrust™ COVID-19 Ag Home Test App
can also be accessed through
https://celltrion.safekey.tools if any error occurs
with QR code. Please Follow the Step-by-Step
Instructions Available on the Mobile App.

If you have symptoms of COVID-19, you
can use a single test.

If you do not have symptoms of COVID-19,
you will need at least two tests per person.
You may need to purchase additional tests
to perform serial (repeat) testing.

This test is more likely to give you a false
negative result when you have COVID-19
than a lab-based molecular test.
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B03-01, BO3-02, 88, Jeonpa-ro, Jersey City, New Jersey, 07302, USA
Dongan-gu, Anyang-si, Gyeonggi-do, Tel: (201) 499-1844
14042, Republic of Korea Email: Diatrust@celltrion.com
Site 2: 37, Gunpocheomdansaneop Customer Service: CelltrionUSA.CS@celltrion.com
2-ro, Gunpo-si, Gyeonggi-do, 15880, www.DiaTrustCOVID.com

The Celltrion DiaTrust™ COVID-19 Ag Home Test is for use under Emergency Use Authorization (EUA)
only. This product has not been FDA cleared or approved, but has been authorized by FDA under an
EUA. This product has been authorized only for the detection of proteins from SARS-CoV-2, not for
any other viruses or pathogens. The emergency use of this product is only authorized for the duration
of the declaration that circumstances exist justifying the authorization of emergency use of in vitro
diagnostics for detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Federal Food,
Drug and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the declaration is terminated or authoriza-
tion is revoked sooner.
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Results in
15 Minutes OO

Scan the QR code through your smartphone If you have symptoms of COVID-19, you
(Android 10 or newer, iOS 14.2 or newer) camera to can use a single test.

download the free Celltrion DiaTrust™ COVID-19 If you do not have symptoms of COVID-19,
Ag Home Test App (CELLTRION SAFEKEY). you will need at least two tests per person.
Celltrion DiaTrust™ COVID-19 Ag Home Test App You may need to purchase additional tests
can also be accessed through to perform serial (repeat) testing.
https://celltrion.safekey.tools if any error occurs This test is more likely to give you a false
with QR code. Please Follow the Step-by-Step negative result when you have COVID-19
Instructions Available on the Mobile App. than a lab-based molecular test.
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PRECAUTIONS BEFORE THE TEST
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Please carefully read the precautions outlined in the Instructions for Use manual prior
to starting your test. Then please refer to the mobile app and follow the detailed
instructions required to collect your sample.

Wash or sanitize your hands and dry them thoroughly before starting the test.

Make sure they are completely dry.

This test involves taking a sample from deep inside your nose. When performing the
test, pay particular attention to the instructions on how to swab your nose.

INTERPRETATION OF RESULT

NEGATIVE POSITIVE
(9
T T

INVALID

Scan the QR code through your smartphone (Android 10 or
newer, iOS 14.2 or newer) camera to download the free
Celltrion DiaTrust™ COVID-19 Ag Home Test App (CELLTRION
SAFEKEY). Celltrion DiaTrust™ COVID-19 Ag Home Test App
can also be accessed through https://celltrion.safekey.tools if
any error occurs with QR code.

Please Follow the Step-by-Step Instructions Available on the
Mobile App.
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If you have symptoms of COVID-19, you

can use a single test.

If you do not have symptoms of COVID-19,

you will need at least two tests per person.

You may need to purchase additional tests

to perform serial (repeat) testing.

This test is more likely to give you a false

negative result when you have COVID-19 8
than a lab-based molecular test.
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CONTENTS

- Test Device (5ea.)

- Test Tube (Extraction Buffer) (5 ea.)
- Filter Cap (5 ea))

-Swab (5ea)

- Instructions for Use (1 ea.)

INSTRUCTIONS
FOR
USE

The Celltrion DiaTrust™ COVID-19 Ag Home Test is for use under Emergency Use Authorization
(EUA) only. This product has not been FDA cleared or approved, but has been authorized by
FDA under an EUA. This product has been authorized only for the detection of proteins from
SARS-CoV-2, not for any other viruses or pathogens. The emergency use of this product is only
authorized for the duration of the declaration that circumstances exist justifying the authoriza-
tion of emergency use of in vitro diagnostics for detection and/or diagnosis of COVID-19 under
Section 564(b)(1) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless
the declaration is terminated, or authorization is revoked sooner.

Humasis Co., Ltd

Site 1: Rm. 114, 502, 504, 604, 604-1,
B03-01, B03-02, 88, Jeonpa-ro,
Dongan-gu, Anyang-si, Gyeonggi-do,
14042, Republic of Korea

Site 2: 37, Gunpocheomdansaneop 2-ro,
Gunpo-si, Gyeonggi-do, 15880, Republic
of Korea

Distributed by Celltrion USA, Inc.
One Evertrust Plaza Suite 1207,

Jersey City, New Jersey, 07302, USA

Tel: (201) 499-1844

Email: Diatrust@celltrion.com

Customer Service: CelltrionUSA.CS@celltrion.com
www.DiaTrustCOVID.com




Only open the aluminum pouch when you are ready to do the test.
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INTERPRETATION OF RESULT

NEGATIVE POSITIVE INVALID
C c C C
T T T T
1IM/S1S3l1 &¢ 8
101
UOI}O3]|0D S9]NUIN Gl "abe jo 51699'( ¥l J9pun uaipjlyd uo asn jou oq Please carefully read the precautions outlined in the Instructions for Use manual
‘Aluo Jap|o pue sieah abe s|enplAlpul 104 papuaiul S| 3593 S| i i i
a|dwes ASV3 ul s}nsay | pIop ) Vlepn N é p-m-lfié 4 pIN\p oulo-a UT 18“-% prior to starting your test. Then please refer to the mobile app and follow the
) 61-dIAOD s8sned jeyl SniiA 8yl Ylim uoijosiul ju detailed instructions required to collect your sample.
LTINS € Jo sisoubelp ay3 ul ple Ue se pasn 89 0} Papudul S| 158} S1y L Wash or sanitize your hands and dry them thoroughly before starting the test.
+ sulw esn opsoubelp o uy 1o Make sure they are completely dry
1 . .
S I_ N Auo (¢n3) uonezuowny ssn ASusbiows3 aus Japun asn Jog This test involves taking a sample from deep inside your nose. When performing
3N X4 the test, pay particular attention to the instructions on how to swab your nose.

1S9| SWOH

By 61-AINOD

nA3SNALEIQ UOLY|9D

NOMLITIAD®
VSN NOIMITID o O

J10

e on Dia
‘ @ RIO ; e onh Dia . ® e ; () D ®
[
0 N© ° O o Te
.. 0 ‘ . A ‘ .. RIO A U
RIO est Device (25 2 , RIO
e be a on B e ea & |FNos;RucT|oNs . = ~ E D O . . .
4 = - e QR code ough yo pho droid 10 o OVID
e £ . O 0 a (oele} oad
O O E@.ﬂﬁ% D .O D -. " O ¥ : ) '.
5T At e e
~ o Nis - ° DIE E".I 2, zo0 Folow the Siop-by.-Stap ons Available on the ST yig ey
o = A °
‘ e -- A = A : 4. 604 ._ -. -.' _. e . ‘ . . A ,.- e Celltrio 9 Ag Home Te o e de erge e
o D AYe 6301503, 00 e ey Coy N ey, 0730509 o N i oA ®P Q) St TR
0 Sub o o D .‘:.l (o) .-..‘ (0] AR o] O or a O e e or pa l.‘. "
[ - - e : ample e e e (] - - detection andlor diagnosis of COVID-I9 under Section 564 of the Federal Food, Drug
€ olle o public of Ko ane Sosmetic 2 3 360bbb-3b e85 TE CeCialation 18 Teminaiec © 8 "'806121"763211



