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1 OPERATION INSTRUCTIONS

1.1 INTRODUCTION

The Instructions of Use of the Products designed to be used for Professionals are only available through a
specific webpage, they are not provided inside the kit.

The information necessary to download the correct version of the instructions for use is indicated on the
external label (for Immunochromatography products) or on the internal label (for Molecular Biology products),
attached to the inner flap of the box.

A summary of the Procedure of the kit will also be available inside the kit.

1.2 HOW TO ACCESS TO THE WEB WHERE THE IFUS ARE LOCATED

The webpages were the IFU can be downloaded are:

1. https://ifus.operon.es/operon

2. Through Operon's website, main menu, IFU section.

http://www.operon.es/

1.3 HOW TO DOWNLOAD THE IFUS FROM THE WEB

1. The main page will have this appearance:

Yloperon

diagnostics

Seleccione un tipo de producto

Biologia Molecular: Inmunocromatografia

2. Select the desired language (English or Spanish) of the webpage.

Voperon.

Please select a product type

Molecular Biology Immunochromatography

IT-020103 Rev. 3 Fecha 28/03/2025 3/6
Documento propiedad de OPERON, S.A. Prohibida su reproduccién / Document property of OPERON, S.A. Reproduction prohibited.



OPERON, S.A. Instructions to obtain Instructions for Use on the web

3. Select the type of product of interest: Immunochromatography or Molecular Biology.

4. Enter the Name or Reference data in the menu, these data appear on the product labeling. For
immunochromatography products on the external label and for molecular biology products on the
internal label of the box, attached to the inner flap of the box. In the case of Reference, please note
that you must enter only the first four digits (including the point). Example X.XXX

Example of labeling products Immunochromatography

KIT LABEL / ETIQUETA KIT CONTROLS LABEL / ETIQUETA CONTROLES

NAME / NOMBRE B3 ' Ad N !1 ”
[[5T]Has-si25.25 mm,m Gaozenz NAME / NOMBRE <——| Rota-Adenc-Nero
Coatrol Eotavirus, Adenovieus, Notovirue TGS
[ (v g REFERENCIA B
RAN BHZ5.25 gz (%) .050(011.12.000 @'

te 25 2 202812 L_ET_F] BHBIPS25 22027.03

Vs | BB® CCorr soos
REFERENCE / REFERENCIA

Rota-Adenc-Nore

Cortrel Ravrairis, Adanenirim, Marovins GUEI

AT Ve e B@ o

Simple Rota-Adeno-Noro
Rovarerus, Aderermra, Morevica GUGH OFERON, 5.4
Cowne dal Fuos, 19, 50410 P

DOCUMENT NUMBER / T ., ™ et o™
i | VERSION / VERSION g .

ool B4 @ e DOCUMENT NUMBER / ; -

Pt . " N° DOCUMENTO VERSION / VERSION

Example of labeling products molecular biology

KIT LABEL / ETIQUETA KIT

IREF|.155]048.53.000 [LOT] B5701 01.2014 %3 2013.03
| & (fus.operon.es)|IFU-09051024] |Rev. 06

REFERENCE / REFERENCIA I \/ERSION / VERSION

Strips R5701 05.20 0 24x2
S DO CUMENT NUMBER / 1 mi
e N° DOCUMENTO 125 ml
Washing buffer 1 17 2015.03 250 ml
Conjugate 25 2015.07 125 ml
Washing buffer 2 33 2015.25 350 ml
Chromogen subsirale 30 2015.11 65 ml
PCR Mix 05 2015.05 3x140ml
TAQ 09 2015.11 0.120 ml
Primers A B5701 12 2015.07 0.275 ml
Primers B B5701 22 2015.10 0.275 ml

il OPEROI, SA. Rev. 04 & IO TIRAR LA CAJA EXTERIHA / DO IHOT DISCARD THE EXTERIMAL BOX
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5. Once the Name or Reference is selected, press the “Search” button to obtain the list of all the
documents available for this reference or name,

Name Reference
9.050
Name Reference

Rota-Adeno-Noro

6. Select the number of the document (IFU-0905XXXX) and the version (Rev. XX) of the document that is
indicated in the label of the product (the external one for inmmunochromatographic products and the
internal one for molecular diagnostic products, attached to the inner flap of the box).

I::I:i:] ifus.operon.es  [FU-0905XXXX Rev. XX

NOTE: the version of the instruction is dependent on the lot. The version of the instruction might not be
the latest one, but it is the one that has to be used.

Detalle del producto:

NOMBRE: Rota-Adeno-Noro REFERENCIA: 9.050.XXXYYY.ZZZ

ATENCION: Seleccione el niimero de documento (IFU-0905XXXX) y la version (Rev. XX) de las instrucciones de uso que esté indicada en la etiqueta del producto. Tenga en cuenta que la version depende del

lote, lo que implica que quiza la version no sea la Ultima, pero es la que debe utilizarse.

I::]Ej ifus.operon.es  |IFU-0905XXX Rev. XX |

Atencién: Para abrir archivos PDF, se necesita Adobe Acrobat Reader. Haga clic aqui para ir al sitio web de Adobe y descargar una copia gratuita.

IFU:

5 IFU-0905151.Rev04 . " 0
IFU-0905151-ROTA-ADENO-NORO-04 Mostrar idiomas disponibles

N IFU-0905151.Rev05 €D - . ’
IFU-0905151-ROTA-ADENO-NORO-05 Mostrar idiomas disponibles

N IFU-0905171.Rev03 RE i
IFU-0905171-CPS-ROTA-ADENO-NORO Mostrar idiomas disponibles

7. Click on “Show available languages” and the available languages will be displayed.

IFU:

B |75H:o?95;~1‘5>1ﬁevq?m . Mostrar idiomas disponibles
D IFU-0905151Rev05 G Ocultar idiomas disponibles

~ VERSION MAS RECIENTE

Cesky/cs - Czech B3 4 Deutsch/de - German £

Frar}gaif/ﬂ: F(?n?h m o v |ta!iatl?/it; I(al[an m o o +
Polski/pl - Polish €23 ¥ Portugués/pt - Portuguese €23 v
¥
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8. Select the required language by pressing the red arrow located on the right of the language. A
download confirmation message will appear will the relevant information: press “confirm” to start the
downloading process.

Download confirmation

Please verify that you're downloading the correct document

Document: IFU-0905151.Rev05

Country: All

Language: Spanish

Number: IFU-0905151-ROTA-ADENO-NORO-05

Date: 17/3/2025 (d/m/yyyy)
concel

Version: 05

9. Search the document for the required language with the help of the index.

1.4 HOW TO OBTAIN A PAPER COPY OF THE IFUS

The user can ask for a paper copy of the IFU

1. Directly to Operon (sales@operon.es)

2. By calling the following international free telephone number: +800 135 79 135. Depending on
the country, other free telephones can be used:

«Canada: 1 855 805 85 39
sLithuania: 880 030728

«US: 18552360910
sLiechtenstein*: +31 20 796 56 92
«Chile: 800 914 248

*Mexico: +52 800 953 07 45
*Turkey: 00 800 142 064 866
«Vietnam: 122 80297

*Rest of the world*: +31 20 794 7071

* Pay number

IT-020103

OPERON, S.A.
Camino del Plano 19
50410 Cuarte de Huerva
Zaragoza - ESPANA
Tel. + 34 976503597
Fax: + 34 976503531
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