1ON OF CONFORMITY

tuo Biotechnology Co., Ltd.
Three Road, Honggi Town, Jinwan District, Zhuhai
ng, China.

European Representative: CMC Medidal Devices & Drugs S.I
@oracio Llngo N7 18, CP 29006, Méalaga-Spain
1
Product Name: q;‘:ovm- 19/HluA/FluB Antigen Detection Kit (Colloidal Gold)
Model/Spec.: 25 Tests / Kit, 5 Tests/Kit, | Test/Kit
Classification: @:e way of ¢onformity certification is applying for product CE
| i certification in accordance with 98/79/EC Annex I): Other IVD.
Conformity Assessment Pratum:

The products are a kind of in vitro diagnostic medical device, according to 98/79/EC Article 9
Conformity assessment proc#hm for Annexes 111. We here with declare that the above mentioned
product meet the provisions of the following EC Council Directives and Standards, All supporting

documentations are retained llhidsr the premises of the manufacturer. The products comply with the
essential requirements in accardance with|Annex I of the In vitro Devices Directive 98/79/EEC.
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DIRECTIVES

General applicable directives;
Medical Device Directive: CO INCIL DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL of 27 October 1:Ia on in vitro diagnostic medical devices.

Standards: 98/79/EC; : EN ISO13485:2016; EN [SO14971:2012;
ENI3612:2002/AC2002;  [EN13641:2002: EN 1S023640:2015:
ENISOI?SII-ZO?;; EN ISQI18113-1:2011; EN18018113-3:2011;
ENISO15223-1:

All applicable harmonized Standards hed in the official Journal of the European Communities).

Lituo Biotechnology Co., Ltd.
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COVID- 19!FluAfFiuB Ant:gen Detection Kit

(Collojdal Gold) | 25 TestsiKit
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for gualitative detsction of f COVID-18. Fiuf, FiuB antigen
Slull nM 30°C: refer to instrisetion of uss.
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Operation process & resulf

L interpretation JV

Nasopharyngeal swab collection: Insert the samplin
through the lower nasal passage. When encountering
wall. After the swab reaches the nasal cavity, stay for 1
Nasal swab collection:gently rotate and push into thd
Oropharynageal swab eollection: collact at the back

Inseri lhe swab into exiraclion buffer. Siir the swab
more than 5 times and squeeze the swab to overflow
the specimen. Take out swab and tighten the cap.

en the foil pouch,
e out the test card

O'ﬁ Add 3 drops (abo
ta to the specimen

and make a mark.

Result interpretation JV

g swab into the nostril and go deep into the back wall of the nasopharynx
resistance, gently lift the nasopharyngeal swab until it feels like touching the
5s and then rotate 3 turns. Rotate stowly to take it out.

2 nasal cavity, press the swab onlthe nasal wall three times, then take it out.
wall of the pharynx or both sidesof tonsils, avoid touching the tongue.

Gar

Add10 drops (about 500i) dropsoi buifer info the exiraction tube.
Stir theswab more than 5 times and squeeze the swab to overflowthe
specimen. Take oul swab and put the nozzie,

16-15min

A

froe

ut 100pi) of the extracted specimen
vell.

Read the results between
10 to 15 minutes.

7 comnm my || i | v A | o R Al
L] ;S L =B | gy Al 1] g A E ~ Al | £ -~ I haid I . " v L - ”
3 Hel lefi Hel'le@ Be H B¢ Beided Hel Be The oniginal package shouid be stored in
MBI “P st .0 B8l Bl 05 5] g3 a a dark and dry place at 4-30°C. Shelf life
i : T - N = is 24 months. The test card should be
| o | o ' C 0 O | used within 1 hour after opening the
. - - — £ aluminum foil pouch.
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