Potorpaduueckue n3o0paxenns

« Ha6op xoRTPONBLHBLIX MATEPHAJIOB IS KONTPOSA KANECTBA SKCNpece
onpeaeneHus cneunpnuecknx anTurenos SARS-CoV-2 B malke co
can3acTol 000/10MKE HOCOIVIOTKH M MA3KaX €0 CIR3HCTOI obonoukn
HOCOTJIOTKH H POTOIJIOTKH YeJIoBeKa, HOMEIeHHbLIX B OARY npolupKy,
HMMYHoXxpomaTorpaguueckum MeToaoM (SARS-CoV-2 Antigen Control)»

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALMI MEAHLMHCKWX H3OENHI



KOHTPO/IbHbIX MaTepuasioB A9 KOHTPOAS KadecTBa IKCMpecc onpeaeneHnss crneynunyeckmx

HoB SARS-CoV-2 B Ma3Ke CO C/IM3UCTOM 060/10YKM HOCOF/IOTKM U MasKax Co CU3UCTOA 060104KM

rMOTKA WM POTOrNIOTKM 4eNoBeKa, MOMELLEHHbIX B 0gHY NpPo6UpKY, MMMYHOXpoMaTorpauyecKnm
<"romom (SARS-CoV-2 Antigen Control)
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ES -10 PRUEBAS/KIT-

CONTENIDO

1) SARS-CoV-2 Antigen
Control Po~tivox 10

2) SARS-CoV-2 Antigen
Control Negativo x 10

3) instucciones de uso x1

FR -10TESTS/KIT-

CONTENU

1) SARS-CoV-2 Antigen
Conb6le Positif x 10

2) SARS-CoV-2 Antigen
Controls N6gatif x 10

3) Mode d'emploi x 1
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SARS-CoV-2 Antigen
Control

| Positive 1 | Negative 1
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SARS-CoV-2 Antigen
Contrj
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Man KOHTPONbHLIV nonoxutenbHblii (SARS-CoV-2 Antigen Control Positive-f), 10 TabneTok Bo thiakoHe

fRS-CoV-2
Mligen Contfe®n

Positive
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HAN KOHTPO/bHbIA oTpuuatenbHblit (SARS-CoV-2 Antigen Control Negative-), 10 TabneTtok BO

CClivrel
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I'MHcTpyKyuMnA

nNMo NPMMEHEHUIO .

JHIPWOEC-NCOW-0IG

SARS-CoV-2 Antigen
Control .

L <@>

DCPLANANON AND SUMMARY

{Intended Use)
SARSCoV-2 Anagm Control Kk mtondod Neun « m mmrri

: : o - " )
8%%%%%@%9 Tonwer « It porfeirnona erth* SARE:

[Test principle

TMs produa IMS doilgnsa‘fbr use wRhttw SARS<aV-2 Rapid
Antl™ ktt fkr tht pugsoM of monKoring assay psrfbrmak*
and ptwtding quaPiyaMursncs. Thb productsshould bi iwndkcl
In tiw samt mannar as «nknown spodmam according to the
Instnjctions ofihe SM8 -C(rtA2 Rapid Antigon Tkst

ACTIVE INGREDIENTS OF
MAIN COMPONENT

fContents]

SARSCtoV* AndgenComml contains 10 poe«*<oneee and 10

nagsthc controis. - i
ea«wiofilFe<fieAWWI*H*Fieneadcal*dtuH

» Negadve control'lOtablaa in eachvlaUTrampartnttuM
« InstnxXiDnsforuse

f A ¢

[Materials required but no pi'owhtetq
SARSCoV-2 Rapid AT« i to t IREP9901-«iCO 1" G)

TTORASEAND ST,

%. Sluatnvatcﬂatoanr{%%?gﬁﬂ&?ﬂégq{?rﬁaw@Hetﬁ"xha
vk

3. g(?r?gtu Midtffiatcrtato iftt«« roiry date tiagsaM it

WARNINGS AND PRECAUTIONS
Owaed «m cMirtf g then B lllaknra
conmik!m>m>bl m IOLeeibUUAedcentrot

2 Wwear pfradkw dooting
tpadenev or fkteants.

3. amneror«pagabylrronalllyank»aronat™*yY'yY
«mha dkMB3M such at 1% sedkeri

and aBUrpK atti
ANhne k ioae 9 *4AhwwycB raalm*dto»afl»

MeaiQed nwunik — aetped*  "J:
"nany | TT**" =
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CONTROL TEST PROCEDURE

Ihts product should be Iwidied the same as patient specimens

W acconiBnee vath the instructions accompanying Ne kit

used.

Runpotithaand negative controb:

m Onesforeachnewlot

«  Oncefor eachuntrained operator

« Oncefor eadtnew shipments oftest kits

 As rogubad by test procedues hi these Instructions and hi
acoordancewRh local state, end federal regulations

O~ rtparetlonl i X
1 eaghibrtngtng the SARSCGOV-2 Rapid Antigen Test and SARS
GoV-2 AnQgen control to room temperature (15-304:/59-86')
rior to vm.
t iftMly read the hBtrutilofii for use.
3. Chechthe eepUy date of the control on the bottle and of the

test dewnicaon the pouch Do not use esphed controb or test
dedees.

[Preparing the control)

1 open the bottle of the
SAASOV-2 Antigen Control
and taka a wwbe out of the
bottle.

2 insert a posibne or negative

control ~ tablet into  an /.1
ertraction buffertube ofthe

SAR«:0V-2 Rapid Antigen

Test |

3 Pressthe nozzle captightly
onto tn* tube.

*  Mi» the control tablet and
e«rsctbn  buffer using
voftec or hand swirling.

[Testprocedure]

Apply 3 drop* of the
prepared control mbeturt
into d: specimen weH of
the Netdevice

~drope
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