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OCELLTRION Celltrion USA, Inc only. This product has not been FDA cleared or approved, but has been authorized by FDA under an
Site 1: Rm. 114, 502, 504, 604, 604-1, One Evertrust Plaza Suite 1207, EUA. This product has been authorized only for the detection of proteins from SARS-CoV-2, not for
B03-01, BO3-02, 88, Jeonpa-ro, Jersey City, New Jersey, 07302, USA any other viruses or pathogens. The emergency use of this product is only authorized for the duration
Dongan-gu, Anyang-si, Gyeonggi-do, Tel: (201) 499-1844 of the declaration that circumstances exist justifying the authorization of emergency use of in vitro
14042, Republic of Korea : Diatrust@celltrion.com diagnostics for detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Federal Food,
Site 2: 37, Gunpocheomdansaneop Customer Service: CelltrionUSA.CS@celltrion.com Drug and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the declaration is terminated or authoriza-
2-ro, Gunpo-si, Gyeonggi-do, 15880, www.DiaTrustCOVID.com tion is revoked sooner.
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Celltrion DiaTrust (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.
- g 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.

E_ Scan the QR code through your smartphone If you have symptoms of COVID-19, you

https://celltrion.safekey.tools if any error occurs This test is more likely to give you a false

H I I I I est 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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- Q0 aumovusa Distributed by
Humasis Co., Ltd. OCELLTRION Celltrion USA, Inc
Site 1: Rm. 114, 502, 504, 604, 604-1, One Evertrust Plaza Suite 1207,
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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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.

Celltrion DiaTrust™

COVID-19 Ag

Home Test

sEpvATREY €

‘9S0U INOA gems 0} MOY UO SUO[IDNIISUl 8y} 0} uoijuane Jejnoiped Aed ‘isa} sy
Buiwiopad usyp) "osou INoA apisul desp wouy ajduies e Buiye} SSAJoAUI 38} SIY | "
"Aip Aj@1e|dwiod ale Asyy ains axe \ (eag)qems -

159} 8y} Buipels a1ojaq AjlyBnoloyy wayl Ap pue spuey InoA azijiues 1o Ysepn ) (eag)dep oyl -
‘s|dwies InoA 108|102 0} palinbai suoioniisul pajielep 30 i (‘e 7) (Jalng UonoeIXT) agn| 1s9] -

a1 mo||o} pue dde ajigow sy} 0} Jojes aseald usy] 18} JnoA Buiue)s o} joud SNoLont o ORI o
|enuew asn Jo§ SUOIONIISU| Y} Ul pauljino suolinedaid ayj peal A||njaled ases|d (e9g)@dMneqisaL

1531 3H1 340439 SNOILNVYO3dd
-abe Jo sieak | Japun uaipjIys uo asn jou oq

1 1 1 1 ‘AjUo 1ap|o pue sieaA 7| pabe s|enpiAlpul 104 PapUSIUL S| }S8} SIY |
'61-AIAOD S9SNEeD 1By} SNUIA 83U} Y}IIM UOI}O84Ul JUSLIND
) )

2 8

HS‘EHZHS?L I‘

"1S9) 8y} op 01 Apeal ale noA uaym yonod wnujwnje ayj uado AjuQ

(‘ea 1) @S 4o} suooNISU| -

) 2 e Jo sisouBelp 8y} Ul ple Ue se pasn 8q 0} papuslul S| 18} SIY |
‘asn olysouBelp 0.31A ul 104
"AJUo (YN3J) uoljezuoyiny asn AousBlawg oy} Jepun asn 104

1s9] swoH by 61-AINOD
Jsnilelq uouyed

AITVANI JAILISOd JAILVOIN

1TNS3H 40 NOILV13ddd31NI
G0¢-A 09d-1D

2111210




NOMITIIAD O
VSN NOIYITIAD o O

‘abe Jo sieak {7| Japun uaip|iyo uo asn jou oqg

‘Aluo Jap|o pue sieaAk 7| pabe s|enpiAlpul Jo} papualul S| 38} SIYL

'61-AIAOD S8sned eyl SnIIA 8} YlIM UOI084Ul JulInd

e Jo sisouBe|p 9y} Ul ple Ue Se pasn 8q 0} PaPUSIUI S| S8} SIY |

uoI}o9||0D S9)NUIN Gl "ash o13souBelp oJiiA Ul 104
g|dwes ASV3 ul s}nsay "AJuo (YN3) uoljezuoyiny asn AdusbBiawg sy} Jopun asn 1o

" <
*

(e 1S9] SWOH

By 61-AINOD

wiSNALEIQ UOLIY[®D

Rev.00/2021-07-26
TY / PB-228C2HU04-E005

|
=

g

INTERPRETATION OF RESULT

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.

= Scan the QR code through your smartphone (Android 10 or
E] EI newer, iOS 14.2 or newer) camera to download the free
Celltrion DiaTrust™ COVID-19 Ag Home Test App (CELLTRION

(36°F)

CT-P60 D-2 05
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.

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

-Swab (5ea)

- Instructions for Use (1 ea.)

INSTRUCTIONS

H 30°C . . The Celltrion DiaTrust™ COVID-19 Ag Home Test is for use under Emergency Use Authorization
only open the aluminum pOUCh when you are ready todo the test. PRECAUTIONS BEFORE THE TEST (86°F) Ce"t"on D|aTrustTM X (EUA) only. This product has not been FDA cleared or approved, but has been authorized by
Please carefully read the precautions outlined in the Instructions for Use manual prior 5 2°C CO NTE NTS - Test Device (5 ea) FDA under an EUA. This product has been authorized only for the detection of proteins from

COVID-19 Ag

Home Test

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 Distributed by Celltrion USA, Inc.
Site 1: Rm. 114, 502, 504, 604, 604-1, One Evertrust Plaza Suite 1207,
B03-01, BO3-02, 88, Jeonpa-ro, Jersey City, New Jersey, 07302, USA

NEGATIVE POSITIVE INVALID SAFEKEY). Celltrion DiaTrust™ COVID-19 Ag Home Test App You may need to purchase additional tests 5 Dongan-gu, Anyang-si, Gyeonggi-do, Tel: (201) 499-1844

K gz;\ glrfgrk;i 23;::325# éh'_\’r(;\:)%f;‘https://celItnonsafekey.tools if to perform serial (repeat) testing. 14042, Republic of Korea Email: Diatrust@celltrion..com )

C C E Please Follow the Step-by-Step Instructions Available on the This tfest is more likely to give you a false ) Site 2: 37,}Gunpoche'omdansaneop 2- Customer Service: CelltrionUSA.CS@celltrion.com
T T = Mobile App. negative result when you have COVID-19 8 1806121763198 Eléi\lfl E}Scatrir(;;r)]le Iféeat;rl‘tjtgs Gfu;pc-sl, Gyeonggi-do, 15880, Republic www.DiaTrustCOVID.com
than a lab-based molecular test. of Korea
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Only open the aluminum pouch when you are ready to do the test.

INTERPRETATION OF RESULT

NEGATIVE POSITIVE INVALID
C C C C
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