
Фотографические изображения

«Набор контрольных материалов для контроля качества экспресс 
определения специфических антигенов SARS-CoV-2 в мазке со 

слизистой оболочки носоглотки и мазках со слизистой оболочки 
носоглотки и ротоглотки человека, помещенных в одну пробирку, 

иммунохроматографическим методом (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/K IT - 

CONTENU
1) SA R S-C oV -2  Antigen 

Conb‘6le Positif X  10
2) SARS-C oV -2  Antigen 

Controls N6gatif x 10
3) Mode d'emploi x 1
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^иал контрольный положительный (SARS-CoV-2 Antigen Control Positive-f), 10 таблеток во флаконе

f^RS-CoV-2

^4l i g e n  C o n t f ® ^

Positive
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нлл контрольный отрицательный (SARS-CoV-2 Antigen Control Negative-), 10 таблеток во
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SARS-CoV-2 Antigen 
Control

DMrlbuiion by:
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DCPLANAnON AND SUMMARY
{Intended Use)
SARS-CoV-2 Anagm Control к  mtondod №r un «  м  m m ri
quaMy comrol inatortil to топйвг « It porfeirnona erth* SARt-
CoVJ Rapid Artbgm taK.

[Test principle)
TMs produa IMS doilgnsa'fbr use wRhttw SARS<aV-2 Rapid 
A n tl^  1ktt fkr tht puqsoM of monKorlng assay psrfbrmaK* 
and ptwtding quaPiy aMursncs. Thb products should b i  Iwndkcl 
In tfw samt mannar as «jnknown spodmam according to the 
Instnjctions ofihe SM8 -C(rtA2 Rapid Antigon Tkst

ACTIVE INGREDIENTS OF 
MAIN COMPONENT 
fContents]
SARSCtoV̂  AndgenComml contains 10 рое«*<опеее and 10 
nagsthc controis. -  _
• Pea«wtofiiFe<fieAWWl*H*Fieneadcal*dtuH
• Negadve control'.lOtablaa in each vlaUTrampartnttuM
• InstnxXiDnsforuse

f  ^  ; b

I

CONTROL TEST PROCEDURE
Ihts product should be Iwidied the same as patient specimens
И acconlBnce vdth the instructions accompanying №e kit
used.
Run potitha and negative controb:
■ Ones for each new lot
• Oncefor each untrained operator
• Once for eadt new shipments of test kits
• As roqubad by test procedues hi these Instructions and hi 

accordance wRh local state, end federal regulations

O^rtparetlonl
1. eaghibrtngtng the SARS-CoV-2 Rapid Antigen Test and SARS- 

CoV-2 AnOgen control to room temperature (15-Э0Ч:/59-в6*Г) 
prior to им.

t  CiftMly read the hBtrutilofii for use.
3. Chech the eepUy date of the control on the bottle and of the 

test dewica on the pouch Do not use esphed controb or test 
dedees.

[Materials required but no pi'owhtetq
SARS-CoV-2 Rapid AT«9« i to t IREP 9901-«iCOI^ G)

STORAGE AND STABILITY
1. sur*thaS«RSCov-2ariopnCon(n<ie2-3
2. ■atnvatcnatoanmabicunditheeqtiryPaH^PHetff'xha

otparbe*.
3. DonetuMidtffiatcrtato iftt««roiry date tiag saM it

WARNINGS AND PRECAUTIONS
1. Owaed «■  cMirtf g  then В III aknra

conm ik !■>■>Ы м lOLeeibUUAedcentrot _
2.  W ear p f^ a d k w  d o o tin g  gkiw es u d w n  M td P n g  

tpadenev or fkteants.
3. дмпвгог«рДадаЬу1тгоиДаШуапк»дгои^а#*УУ

«■ h a  dkM B3M  such a t i% sedkeri

and *pe™R авигрк atti
^ ^ h ^ e k io a e 9"*4 hw w ycB raaln i*dto»afi»

^  (McaiQed nwunik aetped*^ "J:
"nanylTT**''"**"'

[Preparing th e  control)

1. open the bottle of the 
SAAŜ OV-2 Antigen Control 
and taka a шЬе out of the 
bottle.

2. insert a posibwe or negative 
control tablet into an 
ertraction buffer tube of the 
SAR«:oV-2 Rapid Antigen 
Test.

Э Press the nozzle cap tightly 
onto tn* tube.

/ . I

!

I
*  Ml» the control tablet and 

е«гвст1оп buffer using 
voftec or hand swirling.

У
[Test procedure]

l l
’ Apply 3 drop* of the 

prepared control mbeturt 
into ch-: specimen weH of 
the №-t device

^drope ^
I j l  J






