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TECHNICAL COMPARISON

of COVID-19 ANTIBODY TESTING REAGENT
PRODUCTS IN THE MARKET

Methodological DYED COLLOIDAL
principles MICROSPHERES GOLD METHOD
Color Sapphire blue Hemolysis sample

is easy to read

is difficult to read

Sensitivity Excellent Normal
Stability Excellent Normal
Period of ; _ i
Testing <8 min 15 - 30 min

; Stable chemical Unstable physical
mgi'ﬁg ‘ cross-linking absorption
P°$iti‘!§ High sensitivity, _ Low sensitivity,
?a%gm ence low false negative rate high false negative rate
Negative . ) .

2 Low false positive rate, High false positive rate,
;:ac;g\mdence high coincidence rate oW GoIncidence rate
Consistency Good Normal
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HIGH SENSITIVITY
LOW FALSE POSITIVE

FINGERTIPS BLOOD ONE CARD DUALTESTS
Whole Venous Blood Two results will be displayed
Serum Or Plasma Only in 8 minutes

ADVANCED DYED MICROSPHERES TECHNOLOGY

Hydrophilic surface, rich in group and higher protein bonding capacity.
Internal dyeing process, full color, chemical coupling perfectly substitute for physical adsorption.
High sensitivity, good stability, bright color and easy to read,
serving as an ideal substitute for colloidal gold

Product IgM-1gG Antibody Rapid Test Kit for COVID-19

Name ( Dyed microspheres )

Specimen 25ul fingertips blood, whole venous blood,
. Type serum or plasma

Period of :

Testing 8 minutes

Detecti Novel coronavirus (COVID-19) IgG/IgM antibodies
Pﬁn?:(i: Ilrt‘egs in blood samples were detected by immune
p chromatographic Dyed microspheres
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EC Declaration of Conformity

Manfacturer. whose single Authorized EU-Representative:

shmu Topmediab Medical Science and Technology  MedPath GmbH
ies-van-der-Rohe-Strasse 8, 80807 Munich,

s qu, L Nork 1 Floor o 2 Bk, Sucho,

DIMID code: DE/I000047823

Tel: +49.(0) 89 189174474

Mail: info@medpath.pro

‘We, the manufacturer, herewith declare that the products:

(COVID-19)IgG/IgM Rapid tes kit (dyed microspheres )
Model: 25Tests/box.

(VDD) (In v apply to them.

i ty
Annex IIl of 98/79/EC.

‘This Declaration of Conformity covers all medical devices as specified in the product list belonging to this
declaraion.

above EC Directives by
meeting the following standards:

EN 13641:203; ENIS611203:AC2003 EN 130 236483015, ENISO 17511
0 134 ; EN ISO 14971:2013; EN IS0 15223-1:2016;

18113-2:2011; EN 13975: 2003
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Suthou Topmediab Medical Science and Technology Co. L.
8 Jinfeng Rd.North Ist Fioor.No.12 Building, Suzhow, Jiangsu Province,China
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