sala

DIAGNOSTICS

Sola Diagnostics GmbH

Exlgasse 24

6020 Innsbruck, AUSTRIA
Website: www.sola-diagnostics.com
Email: info@sola-diagnostics.com
Ordering: order@wid-easy.info

Certificate of Analysis

Article Name:
Catalogue Number:
Batch Code:
Disclaimer:

Expiry Date:

WID®-easy PCR Kit
OE00083

SOLA-0006

For in vitro diagnostic use.

2026-11-30

This product has been subjected to quality control and was tested in completion according to the assigned
methods. All required specifications are met and therefore, the product is released for use.

Test Specification Result
OE-018-03_Comparison of labeled | The correct label was used and attached Yes
end product properly.

OE-018-03_Liquid in the tube All filled tubes contain liquid. Yes
The filled tubes contain the specified
OE-018-03_Correct filling volume filling volume * 50% of the overfill Yes
volume.
OE-018-03_Performance of Mean ZSCAN12 Ct-Values are in the in spec
Primer Mix A in Positive Control range of 26.5 to 27.5. P
OI_E-O18—Q3_P_erformance of Mean ZSCAN12 Ct-Values are in the .
Primer Mix A in Reference Sample in spec
; range of 33.5 to 35.4.
1 (15 copies)
OE-018-03_Absence of template .
in Primer Mix A_NTC No Ct-Values below 43 are detected. in spec
OE-018-03_Performance of Mean ZSCAN12 Ct-Values are in the in spec
Primer Mix A in Standard 1 range of 21.2 to 22.2. P
OE-018-03_Performance of Mean ZSCAN12 Ct-Values are in the in spec
Primer Mix A in Standard 2 range of 24.5 to 25.5. P
OE-018-03_Performance of Mean ZSCAN12 Ct-Values are in the in spec
Primer Mix A in Standard 3 range of 27.8 to 28.9. P
OE-018-03_Performance of Mean ZSCAN12 Ct-Values are in the in spec
Primer Mix A in Standard 4 range of to 31.2 to 32.2. P
OE-018-03_Slope of Standard - .
curve in Primer Mix A_ZSCAN12 Slope is in the range of -3.4 to -3.3. in spec
OE-018-03_Comparison of labeled | The correct label was used and attached v

: ! es
end product Primer Mix B properly.

OE-018-03_Liquid in the tube All filled tubes contain liquid. Yes
The filled tubes contain the specified

OE-018-03_Correct filling volume filling volume * 50% of the overfill Yes
volume.
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Mean GYPC Ct-Values are in the range
OE-018-03_Performance of of 24.3 to 25.8. in spec
Primer Mix B in Positive Control Mean COL2A1 Ct-Values are in the P

range of 27.3 to 28.8.
Srfr;o;rg&ﬂggﬁpsggggﬁzgesgnple 1 | Mean GYPC Ct-Values are in the range | ._ spec

: of 31.4 to 33.4.

(15 copies)
Sig;%?&—lfgs?\lnﬁg of template No Ct-Values below 43 are detected. in spec

Mean GYPC Ct-Values are in the range
OE-018-03_Performance of of 18.9 to 20.4. in spec
Primer Mix B in Standard 1 Mean COL2A1 Ct-Values are in the P

range of 21.8 to 22.8.

Mean GYPC Ct-Values are in the range
OE-018-03_Performance of of 22.1 to 23.6. in spec
Primer Mix B in Standard 2 Mean COL2A1 Ct-Values are in the P

range of 25.3 to 26.5.

Mean GYPC Ct-Values are in the range
OE-018-03_Performance of of 25.4 to 26.9. in spec
Primer Mix B in Standard 3 Mean COL2A1 Ct-Values are in the P

range of 28.6 to 30.3.

Mean GYPC Ct-Values are in the range
OE-018-03_Performance of of 28.9 to 30.4. in spec
Primer Mix B in Standard 4 Mean COL2A1 Ct-Values are in the P

range of 32.0 to 34.3.
Sulzr;?iﬁ'g?r;;m)?gsg;g%d Slope is in the range of -3.4 to -3,3. in spec
(?uEr\-/(t);i?]-g?i_mS ;?mfgsggiazf1 Slope is in the range of -3.9 to -3.4. in spec

DETERMINATION OF RELEASE: PASS

Storage: This product shall be stored protected from light between -25°C and -15°C.

Release Date:

Martin Widschwendter

Signed by:

Date: 19.06.2025 15:54:16
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Prof. Martin Widschwendter

2025-06-17

Unterzeichner

Peter Kayatz
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Priifinformation

Informationen zur Priifung der
elektronischen Signatur finden Sie unter:
https://www.signaturpruefung.gv.at

Hinweis

Dr. Peter Kayatz

Chief Scientific Officer

Chief Executive Office
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Dieses mit einer qualifizierten elektronischen Signatur
versehene Dokument hat gemdB Art. 25 Abs. 2 der Verordnung
(EU) Nr. 910/2014 vom 23. Juli 2014 ("eIDAS-VO") die
gleiche Rechtswirkung wie ein handschriftlich
unterschriebenes Dokument.
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