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Guantes de reconocimiento de nitrilo, sin polvo

CONSEJOS DE USO DE GUANTES DESECHABLES

+ Lavarse las manos antes y después del uso de guantes desechables.

+ Seleccione guantes desechables disefados para la tarea en cuestion y que se ajusten bien.
* Maneje la porcién de la mufieca de los guantes, no Las puntas de los dedos

- Cambiar guantes con frecuencia y entre tareas.

+ Deseche. . 1t tes de:

toser les.
+ Deseche los guantes sucios o desgarrados.
- Nunca reutilice guantes
DEALS
. un lugar y No. o ‘encima de
40C ~ (104 F). No almacone on areas muy himedas o himedas
Gants d'examen en nitrile, sans poudre ﬂ

ot qui s'adaptent bien

st contact corporets

Irlotex Europe 2 SL

IR3052075

MADE IN MALASIA
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Powder-free examination gloves made of nitrile
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7 IRLOTEX

EUROPE  LATEX - LAULHO - SILICONA - PLASTICO

Guante de nitrilo sin polvo

CARACTERISTICAS DEL PRODUCTO
-Guante de Nitrilo 100% .

-Guantes de proteccién de uso general contra riesgos menores.

-Con superficie exterior micro texturizada en la punta de los dedos para un mejor agarre e interior lisa para facilitar el
engarzado y asi disminuir los riesgos de dermatitis.

-Pufio con reborde, reforzado asegurando facil colocacién y evitando que se enrolle.

-Muy elastico, se adapta perfectamente a la mano y no oprime.

-Ambidiestros, sin empolvar y con pufio enrollado-reforzado para una mejor adaptacion.

-Guantes 100% Libres de Latex. (Especial alérgicos Tipo I).

-Libre de Ftalatos.

-No estériles

-Nivel de inspeccion de micro agujeros A.Q.L. 1.5.

INSTRUCCIONES

-Guantes de UN SOLO USO, no reutilizar.

-Tener las manos secas y limpias al ponerse los guantes.

-Tras su uso lavar e hidratar las manos apropiadamente.

-Almacenar siempre en el embalaje original, en un lugar seco y a temperaturas entre +52 y +302

- No exponer a la luz solar.

PROPIEDADES FISICAS

-Dimensiones

Standards |
3.5g 4g 4.5g 5g //8g
Dimension ASTM D6319
Length Min.240 ) 220min | Min.260 | Min.280
(mm) ( size, XS,S)
230 min
( size M,LXL)
Width(mm)
Extra-small 76+/-3 70+4/-10 | +/-78 +/- 80
Small 84 +/-3 80+/-10 | 80+/-10 | 80+/-10
Medium 94 +/-3 95+/-10 | 98+/-10 | 95+/-10
Extrl_:-rlif . 105 +/-3 111 +/-10 | 115+/-10 | 110+/- 10
& 113 +/-3 120 +/-10 | 118+/-10 | 120+/- 10
Thickness- single
wall (mm)
Fingers Min. 0.05 Min. 0.05 Min- 0.05 M?n. 0.05
Palm Min. 0.05 Min. 0.05 Min. 0.05 Min. 0.05
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EUROPE  LATEX - LAULHO - SILICONA - PLASTICO

Guante de nitrilo sin polvo

-Resultados mecanicos

Propiedades ASTM D6319
Elongation at break (%)
Before Aging Min. 500
After Aging Min. 400
Tensile Strength ( MPa)
Before Aging Min. 14
After Aging Min. 14
Force at Break (N)
Before Aging N/A
After Aging

COMPOSICION FiSICA

- Material 100 % Nitrilo de Butadieno Acrilonitrilo ( NBR)
- Superficie exterior micro texturizada en la punta de los dedos y Superficie interior lisa
- Sin polvo

- Color: blanco, azul, negro

COMPOSICION QUIMICA

Se utilizan aditivos quimicos durante el proceso de fabricacion para conseguir una propiedad determinada.

Producto Quimico % en guante Tipo Accion

Nitrilo latex NBR 97.6 NBR BASE POLIMERO

Azufre 0.5 7704-34-9 vulcanizante

Oxido de zinc 0.5 1314-13-2 Agente activador

Didxido de titanio (blancos ) 0.3 13463-67-7 colorante

Zdbc dibutilditiocarbamato 0.3 136-23-2 acelerante

de zinc

Hidroxido de potasio 0.2 1310-58-3 estabilizante

Fenol 0.6 68610-51-5 antioxidante
NORMATIVAS

- Directiva 93/42/CEE. Relativa a los productos sanitarios
- Directiva 2007/47/CEE. Modificd la definicidn de las directivas 93/42/CEE, 98/79/CEE y 90/385/CEE siendo ahora
la definicion “productos sanitarios”.

- Reglamento UE 425/2016. Relativa a los Equipos de Proteccion Individual.

- Reglamento UE 10/2011. Referido sobre los Materiales pldsticos destinados a entrar en contacto con los alimentos,
estudiando sus limites de migracion. Constituyendo una medida a efectos del articulo 5, apartado 1

del Reglamento (CE) n2 1935/2004.



7 IRLOTEX

EURQP LATEX - CAUCHD - SILICORA - PLASTICD

Guante de nitrilo sin polvo

- EN-420:2003. Referida a los requisitos generales de los guantes de proteccion.
- EN-388:2003. Designa los guantes de proteccion contra Riesgos mecanicos.
- EN-374 Guantes de proteccidn contra productos quimicos y microorganismos.
EN 374.1 Terminologia y requisitos de prestacidn para riesgos quimicos.
EN 374.2 Determinacion de la resistencia a la penetracion.
EN 374.3 (EN ISO 16523-1:2015) Determinacion de la resistencia a la permeabilidad por
compuestos quimicos.
EN 374.4 Determinacion de la resistencia a la degradacion por compuestos quimicos.
EN 374.5 Terminologia y requisitos de prestacidn para riesgos por microorganismos y virus.
-EN-455 Guantes de proteccion para la exploracion.
EN-455.1 Requisitos y ensayos para determinar la ausencia de agujeros.
EN-455.2 Requisitos y ensayos para la determinacion de las propiedades fisicas.
EN-455.3 Requisitos y ensayos para la evaluacién bioldgica.
EN-455.4 Requisitos y ensayos para la determinacién de la vida atil.
- ASTM F1671. Norma referida a la metodologia estandar para comprobar la resistencia de los materiales de los
equipos de proteccion a la penetracion de patdogenos presentes en la sangre.
- ASTM 6124-2006. Referida al método de prueba para el polvo residual en los guantes médicos para examen.
- ASTM D6319. Referida a las especificaciones fisicas estandar para los guantes de Nitrilo para examen médico.
- ASTM D6978-5. Referida a la regularizacién de los Test de permeabilidad antes agentes citotdxicos.
-1SO 3071:2005. Norma internacional aplicable a la Determinacion del PH de los extractos acuosos.
-1SO 10993-5. Norma internacional que regula la Evaluacién bioldgica de los productos sanitarios.
En este apartado, dedicada a los ensayos de citotoxicidad in vitro.
-1SO 10993-10. Norma internacional que regula la Evaluacion bioldgica de los productos sanitarios. En este apartado,
dedicada a los ensayos de irritacion e hipersensibilidad retardada (sensibilizacion).
-1SO 13485:2016. Norma internacional especifica para productos sanitarios, con los requisitos para fines reglamentarios.

-1S0 9001:2015. Norma internacional de aplicacién Sistemas de control de calidad y sus requisitos.

U el TS ®E

PRESENTACION Y LOGISTICA:

Presentacion en caja Master de 1000 unidades con 10 Box/ Bag de 100 unidades conformes a la normativa Europea de
envasado y etiquetado, con pestafia abre facil.
Impresion de la talla, codigo de barras, normativas y pictogramas al uso, fechas de fabricacién, caducidad y numero de

lote para una correcta trazabilidad.

mm

xa0wm 2

7 wovex el

e i, sin poi |
ITRILO E i = '
L

xalowmZ

Guantes de reconocimento
de nitrile. sin poivo




I

7 IRLOTEX

EUROPE  LATEX - LAULHO - SILICONA - PLASTICO

Guante de nitrilo sin polvo

- Medidas Box: 220x60x120 mm

- Cadigos por referencia:

Tallas Codigo Codigo de Udes/BOX BOX Cajas/fila Filas/palet Udes/palet
Disponibles Prolimax barras ( EAN) J/CAJA altura
Talla Extra XS 0306659819391 100 10 10 8 800
Pequefia S 0306659819391 100 10 10 8 800
Talla M 0306659819377 100 10 10 8 800
Mediana
Talla Grande L 0306659819360 100 10 10 8 800
Talla Extra XL 0306659819407 100 10 10 8 800
Grande

UsosS

Guante de proteccion para uso general, indicado especialmente para el uso en el sector Sanitario, equipamiento de

laboratorios, Quimico, Alimentacion, Pintura, Industrial, Automocion, Construccion y Agricultura.
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Guante de nitrilo sin polvo

DECLARATION OF COMFORMY

MANUFACTURER’S NAME: QUBE MEDICAL PRODUCTS SDN. BHD,
REPRESENTANT: IRLOTEX EUROPE 2 SL
MANUFACTURER’S ADDRESS: NO .910, JALAN KPK 1/3 KAWASAN PERINDUSTRIAN KUNDANG,
48020, KUNDANG JAYA, SELANGOR DALRUL EHSAN, MALAYSIA.
REPRESENTANT ADDRESS: CALLE DEL LLOBREGAT, NUM 4, PALAU SOLITA | PLEGAMANS, 08184, BARCELONA, ESPANA

NAME OF DEVICE: DISPOSABLE POWDER FREE NITRILE GLOVE
TYPE: POWDER FREE

BRAND: IRLOTEX

CLASSIFICATION: ~ CLASS | NON STERILE

CONFORMITY ASSESMENT PROCEDURE: ANNEX VII
CONFORMITY ROUTE: SELF DECLARATION
STANDARD REFERENCE: EN455:1,2,3,4

We herewith declare with our own responsibility that above mentioned product(s) with CE
Mark are fully compliance with Essential Requirement of the EC Council Directive 93/ 42/CEE
14 th June 1993 concerned medical devices, amended by Council Directive 2007/ 47/ CE
Quality Management System :

1.1S0 14971, 1SO 2859, ISO 14155, 1SO 15223

2. BS EN 9001:2008, EN ISO 13485:2012 and GMP

BARCELONA 26 de Marzo 2020
Abida Hadi Mimun/ Owner.



/ Issued to: Blue Sail Medical Co Ltd \
Qilu Chemical Industrial Park,

SATRA R

ol

; TECHNOLOGY Shandong

; China
Natified Body. 2777 SATRA customer number: P1543

EU Type-Examination Certificate

Certificate number: 2777/11521-01/E00-00

This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant
standards/technical specifications and examination of the technical file documentation:
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and
safety requirements of Annex Il of the PPE Regulation (EU) 2016/425 as a Category It} product.

Product reference: Description:

Disposable Medical Nitrile Examination Gloves
Avaitable in

BS010201 Blue

BS010202 Biue Purple

BS010203 Cobalt Blue

BS010204 White

BS010205 Black

Sizes: 6 — 10 (XS -~ XL) Classification:

EN ISO 374-1:2016 /Type B Level EN 374-4:2013 Degradation %
40% Sodium Hydroxide (K) -38.4

30% Hydrogen Peroxide (P} 176

n-heptane {(J) 274

25% Ammonium hydroxide (O) 289

37% Formaldehyde (T) 5 46.6

EN I1SO 374-5:2016 Lavel

Protection against Bacteria and Fungi Pass

Protection against Viruses Pass

Q2 N M

Standards/Technical specifications applied:
EN 420: 2003+A1: 2009; EN ISO 374-1:2016; EN 180 374-5:2016

Technical reports/Approval documents:
SATRA: CHT0269325/1814, CHT0269325/1814/SPT, CHT0271193/1821/JS/A, CHT0271193/1821/JS/B, CHT0269325/1814/EN/A,
CHT0269325/1814/EN/B, CHT0271193/1821/SPT, CHT0271193/1821, CHT0273567/1830/LH/B, CHT0275700/1838/LH,
CHT0269325/1814/ENIC, CHT0275700/1838/LH

Signed on behalf of SATRA: % ,(,,‘,-L Tara Saunders A ‘,DM Austin Simmons
Date first issued: 09/11/2018
Date of issue: 09/11/2018 Expiry date: 09/11/2023

\ Page 1ol 2 )

SATRA Technology Ewope Limited. Braceiown Business Park. Clonee. D15YN2P. Republic of irelend.




ECHNOLOGY

PPE REGULATION (EU) 2016/425
MODULE C2 CERTIFICATE

Issued to:

Biue Sail Medical Co Ltd
Qilu Chemical Industrial Park
No 21 Qingtian Road
Zibo
Shandong
China

This is to certify that the following products tested under SATRA reports referenced: CHM0291439/1944/3H
& STE0289547 have been found to satisfy the requirement of PPE Regulation (EU) 2016/425 Module C2
EU quality control system for the final product for and on behalf of SATRA Technology Europe Limited

EU TYPE EXAMINATION PRODUCT GROUP

CERTIFICATE NUMBER REFERENCE PREBUGTTYPE CEESRIRGATION

Disposable medical
2777/111521-01/E00-00 BS01020X Nitrile examination EN 1SO 374-1:016

glove

14" November 2019 This certificate is November 2020

valid until:

W

Signed By (Alan Weston)

For and on behalf of SATRA Technology
Europe Limited

The issuance of this certificate is subject to the company maintaining its manufacturing and quality system to the required
standard,
SATRA Technology Europe Limited. Bracetown Business Park Clonse Dubfin 156 D15 YN2P. Republic of Irelend.
{Notified Body number 2777)
Tel: +353 {0) 1 437 2484 Web: www satraeurope.com




TERMS AND CONDITIONS

The following conditions apply in addition to SATRA's standard terms and conditions of business and
those given in the current certification agreement.

The certificate holder is licensed to mark the products detailed within this certificate in accordance with
Annex V (Module B) of the Regulation (EU) 2016/425 of the European Parliament and of the council of
9th March 2016 on personal protective equipment once you have drawn up an EU declaration of product
conformity. Please note:

1. Where the product is classified as category Hl then CE Marking of production is reliant on
current compliance with Regulation 2016/425 module C2 or Module D. (Except that specifically
produced to fit an individual user).

2. Full details of the certification and product are contained within the manufacturer’s technical
documentation,

3. Where a translation of this certificate exists, the English language version shall be considered
as the authoritative text.

4, Cerlification is fimited to production undertaken at the sites listed in the manufacturers technical

documsntation.

5. Ongoing manufactured product shall be consistent with the product(s) certified and listed on
this certificate.

6. The Manufacturer shall inform SATRA of any changes to the cerlified product or technical
documentation.

7. This certificate shall be kept together with the relevant technical documentation in a safe place
by the client named on this certificate. Praduction of this certificate and other documentation
may be required by a representative of the EC member state government.

8. This certificate relates only to the condition of the testable items at the time of the ceriification
procedure and is subject fo the expiry date shown.

9. SATRA Technology reserves the right to withdraw this certificate if it is found that a
condition of manufacture, design, materials or packaging have been changed and
therefore no longer comply with the requirements of Regulation 2016/425.

Page20f2



SATRA Technology Centre Ltd
Wyndham Way, Telford Way, Kettering,
Northamptonshire, NN16 88D United Kingdom

Tel: +44 (0) 1536 410000
TECHNOLOGY Fax +44 (0) 1536 410626
email: info@satra.com

www.satra.com

Customer details: Blue Sail Medical Co Ltd SATRA reference: CHT0269325/1814/EN
Qilu Chemical Industrial Park, /C

No 21 Qingtian Road
Zibo Your reference:

Shandong

China Date of report: 6™ July 2018

Samples received: 2" April 2018

For the attention of: Xue Yan Li Date(s) work 13t April to 4t July
carried out: 2018

TECHNICAL REPORT

Subject: Testing in accordance with ISO 16604:2004 to meet the requirements of EN 1SO
374-5:2016 for resistance to penetration by blood-borne pathogens on gloves
described as Disposable medical nitrile examination gloves.

Conditions of Issue:

This report may be forwarded to other parties provided that it is not changed in any way. It must not be published, for
example by including it in advertisements, without the prior, written permission of SATRA.

Resulis given in this report refer only to the samples submitted for analysis and tested by SATRA. Comments are for
guidance only.

A satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is
given as to the performance of the product tested. SATRA shall not be liable for any subsequent loss or damage
incurred by the client as a result of information supplied in the report.

Please note uncertainty of measurement has not been applied to the results in this report. SATRA uncertainty of
measurement values are available on request.

Report signed by: Emma Norris
Position: Chemical Technologist
Department: Chemical & Analytical Technology

(Page 1 0t 7) m
<
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SATRA Technology Centre Ltd (a subsidiary of SATRA). Registered in England No. 3856296 at the above a 3



SATRA TECHNICAL REPORT

l TECHNOLOGY

WORK REQUESTED:

Samples of gloves described as Disposable medical nitrile examination gloves were received on the
2 April 2018 for testing in accordance with ISO 16604:2004 to meet the requirements of EN [SO
374-5:2016 for resistance to penetration by blood-borme pathogens-test method using Phi-X174

bacteriophage. Testing was completed at an external laboratory and reported under their reference
18.02271.01.

GLOVES RECEIVED:

¢ Disposable medical nitrile examination gloves (BS010204-white)

» Disposable medical nitrile examination gloves (BS010202-blue purple)
o Disposable medical nitrile examination gloves (BS010205-black)

e Disposable medical nitrile examination gloves (BS 010203-cobalt blue)
e Disposable medical nitrile examination gloves (BS010201-blue)

TESTING REQUIRED:

e SO 16604:2004 for resistance to penetration by blood-borne pathogens-test method using
Phi-X174 bacteriophage

Blue Sail Medical Co Ltd Signed:
SATRA Reference: CHT0269325/1814/EN/C
Date: 6t July 2018 (Page 2 of 7) TS



SATRA

I TECHNOLOGY

RESULTS:

Test validity

TECHNICAL REPORT

The positive control sample showed the bacteriophages passed through a microporous PE film whilst
the negative control samples showed no passage through the polyester film.

Test specimen

Number of PFU/mI of assay fluid

Pass/Fail results

3 (cobalt blue)

1 (white) <1 (no penetration) Pass
2 (black) <1 (no penetration) Pass
<1 (no penetration) Pass

Test specimen

Number of PFU/mI of assay fluid

Pass/Fail results

4 (blue purple) <1 (no penetration) Pass
5 (blue purple) <1 (no penetration) Pass
6 (blue) <1 {no penetration) Pass
Pass-no penetration of bacteriophages through the specimen
Test pressure: 14kPa
Compatibility test
Test specimen Compatibility ratio
1 1.0
2 1.0
3 1.0
4 1.1
5 1.1
6 1.2
Biue Sail Medical Co Ltd Signed:
SATRA Reference: CHT0269325/1814/EN/C

Date:

6t July 2018 (Page 3 of 7)
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SATRA TECHNICAL REPORT

APPENDICES:

Gloves described as Disposable medical nitrile Sample described as Disposable medical nitrile
examination gloves (BS010201 — Blue) examination gloves (BS010202 — Blue

Gloves described as Disposable medical nitrile Gloves described as Disposable medical nitrile
examination gloves (BS010203 — Cobalt blue) examination gloves (BS010204 — White)

Gloves described as Disposable medical nitrile
examination gloves (BS010205 — Black)

Blue Sail Medical Co Ltd Signed:
SATRA Reference: CHT0269325/1814/EN/C
Date: gt July 2018 (Page 4 of 7) . S



SATRA
===

TECHNICAL REPORT

Resistance to penetration by blood-borne pathogens-Test method using Phi-X174 bacteriophage

Date completed

22" June 2018

Standard used

ISO 16604 (2004)

Product standard

ISO 374-5 (2016)

Type of sample

White, black, cobalt blue, blue purple and

blue gloves
Dimension of the test specimens 7.5cm x 7.5cm
Number of test specimens 3

Sampling

1 test specimen per glove in the palm of
hand

Paraffin-sealed edges

No

Test specimens conditioning

21 +5°C and 60 + 10% RH
The sample is not tested in conditioned
area but directly after conditioning

suspension

Sterilization None
Pretreatment performed None
Side in contact with the bacteriophage Outer side

Test procedure used

Procedure B (0kPa 5 min + 14kPa 1 min
+0kPa 4 min-with screen)

Retaining screen specifications

Metal square mesh screen (open area
>50%) limiting the deflection of the sample
to £5.0mm

Surface tension of the bacteriophage
suspension

0.042+0.002N/m

Used bacteriophage

Bacteriophage Phi-X174 (ATCCC13706-
B1)

Host bacteria

Escherichia coli (ATCC 13706)

Deviation from the standard

1 test specimen assessed for the
compatibility ratio and test instead of 3

Blue Sail Medical Co Ltd
SATRA Reference:
Date: 6t July 2018

CHT0269325/1814/EN/C

Signed:

(Page 5 0of 7)
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TECHNICAL REPORT

TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES

GENERAL

Waork done, Services undertaken or the sale of Goods are subject to the terms and conditions detailed below
and {subject to dause 5.2) all other sonditions, warranties and representations, expressed or implied by
statute relating thereto are hereby excluded.

SATRA Technology Centre Limited, its subsidiaries and associated companies (hereinaiter referred to as
“SATRA”) may perform Services for or supply Goods to person's or entities (public, private or governmental)
issuing instructions (hereinafter termed the “Client”). Each also known individually as a Party, or jeintly as
Parties.

These terms and conditions will apply to the Contract between SATRA and the Client to the exclusion of any
other terms which the Client may seek to impase or which may be implied by trade, custom, practice or
course of dealing

Unless otherwise agreed in writing no party other than the Client is entitled to provide instructions or
information relating to the Goods or Services required or to the delivery of goods, results, reports or
cerificates.

All references in these terms and conditions to:

the “Contract” is the contract between SATRA and the Client for the supply of Goods or Services which is
made subject to these terms and conditions; and

"Services” are the work or services to be supplied or performed under the Contract (including where reievant
the supply of software, components and consumables); and

“Gaods” are the equipment, consumables or other physical items sold under the Contract (including
decuments, drawings or other information required in order to operate the equipment).

ANl drawings, descriptive matter, specifications and advertising material (including brochures and catalogues)
are issued or published with the sole purpose of giving an indication of the goods or services being described
and shall not form part of the Contract.

Where SATRA and the Client agree that the sale of Goods shall be geverned by Incoterms 2010 (or any
subsequent revision thereto) then the sale shall be governed by the relevant Incoterms mode of transport
which is agreed by SATRA and the Client.

FEES AND PAYMENT

Where SATRA has agreed to perform the Services or supply the Goods on the basis of credit then payment
terms are net 21 days from date of invoice, unless otherwise specified and may require part payment prior
1o delivery of the Services or Goods. In the event of the Client failing to make payment as agreed SATRA
will be entitled to withhold delivery of the Goods or Services or cancel the Contract. SATRA reserves the
right to charge interest on any overdue payments at a rate of 1.5% per month aceruing on a daily basis from
the date the invoice is due until the date payment is imceived.

Where the provision of Services or the sale of Goods is subject to a proforma invoice then SATRA shall not
be obliged to start working on the provision of the Goods or Services until alter payment in {ull has been
made as cleared funds to SATRA.

SATRA reservesthe right to charge for any and all expenses incurred as a result of performing the Services
required by the Client. Although SATRA will try and provide an estimate of such expenses these may change
as a result of circunstances out of SATRA's control.

Unless otherwise agreed in writing, the price for the Goods or Services shall be the price set in the order
acknowledgement. SATRA shall not be bound by any price quoted which is not in wiiting. Prices for the sale
of Goods include packing cases and materials but not carriage or instaflation which will be quoted separately
and as agreed with the Client.

Quotations are valid from the date of issue for a peried of 90 days unless otherwise specified or agreed in
writing.

Should the Client become insolvent, bankrupt, subject to an administration order, enter into liguidation or
receivership, or make arrangements with creditors SATRA reserves the right to cancel the Contract and
terminate the supply of the Goods or Services. Where the Contract with SATRA is terminated all outstanding
monies due from the Client to SATRA shall be immediately payable, and any materials supplied by SATRA
to the Client returned. Termination of the Contract shall be without prejudice ta any of SATRA's accrued
rghts.

Al invoices issued by SATRA are payable in full. The Client is responsible for payment of withholding and
any other taxes and all import duties. Payments made to SATRA shall not be reduced by such amounts.

The Client shall not be entifled to withhold or defer payment due 1o SATRA as a result of any dispute or
counter claim that it may allege against SATRA.

SATRA reserves the right to bring action against the Client in order to collect unpaid fees, including court
action. All iees associated with such actions shall be paid for by the Client including legal fees and related
costs.

Where unforeseen costs arise as a result of provision of the Goods or carrying out the Services SATRA shall
inform the Client immediately but reserves the right to charge additional costs to cover said costs and
expenses.

INTELLECTUAL PROPERTY RIGHTS

All intellectual property rights belonging to a Party prior to entry into the Contract shall remain with that Party.
Nothing in this Cantract shall allow transfer of any intellectual propeny rights from one Farly to the other.

In the event ol certification services the use of cerfification marks by the Client may be subject to national
and international laws and regulations. The responsibility for the use of these certification marks lies solely
with the Client.

All inteflectual property rights in reports, drawings, graphs, charts, photographs or any other material (in
whatever medium) produced by SATRA pursuant fo this Contract shall belong 1o SATRA. The Client shall
have the right to use said material in accordance with the terms of this Contract.

The Client agrees and acknowledges that SATRA retains any and all propriety righis in concepts, ideas and
inventions that may arise during the preparation or provision of any report {including any deliverables
provided by SATRA to the Client) and the provision of the Services to the Client.

All intellectual properly rights in any software supplied to the Client shall belong to SATRA or SATRA's
licensors. With respect to the sale of SATRA Timeline, SATRASUMM and SATRA Visionstitch, provided that
the Client is a member of SATRA and has paid its annual Smartcare fee then the Client will be entitled to
use the soitware for its own internal use and will be entitted 1o receive minor software upgrades and fixes.
SATRA may however tenminate the supply of software upgrades and fixes for older versions of software
which it no longer considers viable ta support  The Client's rights to use the software and receive software
upgrades and fixes will tenminate if the Client has not paid its annual Smartcare fee. Major upgrades are not
included within the entitlement to upgrades but may be offered by SATRA from time to time {or an additional
{ee.

SATRA shall observe all statutory provisions with regard to data protection including but not limited to the
provisions of the Data Pro!echun Am 1998 To the extent that SATRA processes or gels access to personal
datain ion with the ise in connection with this Contract, it shall take all reasonable
technical and organisational measures to ensure the security of such data {and guard against unauthorised
or unlawful processing, accidental luss, destruction or damage to such data).
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SUSPENSION OR TERMINATION OF SERVICES

Cancellation by the Client of orders for Goods or Services will only be acceptable by prior agreement with
SATRA and a charge will usually be made.

SATRA shall not be liable for any delay or failure in providing the Goods or Services due to circumstances
beyond its reasonable control (including any failure by the Client to comply with its obligations). If any such
circumstances arise which prevent SATRA from delivering the Goods or completing the Services, then
SATRA will be entitled to cancel or reschedule the delivery of Goods or Services at its discretion. In the
event of cancellation SATRA will be entitled to retain all fees paid by the Client for Goods or Services already
supplied but will refund to the Client any fees paid by the Client for Goods or Services which have not yet
been supplied. The Client will not be liable for any non-refundable expenses already incurred by SATRA in
relation fo Goods or Services not yet supplied unless the cancellation is due to the Clients failure to comply
with its obligations under the Contract.

LIABILITY AND INDEMNIFICATION

Reports are issued on the basis of infonmation, documents and or samples submitted to SATRA by the Client,
or on behalf of the Client and are provided solely for the benefit of the Client who is responsible for acting as
it sees fit on the basis of such reports and lindings. Subject to clause 5.2, neither SATRA nor any of its

ployees, agents or sub shall be liable to the Client or any third party for any actions taken or
not taken on the basis of such lmdmgs and reports, nor {or any incomrect results arising as a result of unclear,
erroneous, or {alse ir tinn provided to SATRA.

Nothing in these tenms and conditions shall limit or exclude SATRA's liability for:

death or personal injury caused by its negligence or the negligence of its employees or agents;
fraud or fraudulent misrepresentation;

breach of the terms implied by Section 12 of the Sale of Goods Act 1979;

defective products under the Consumer Protection Act 1987; or

any other liability which cannot be limited or excluded by applicable Jaw.

Subject to clause 5.2 SATRA shall not be liable to the Client whether in contract, tort {including negligence),
breach ol statutory duly or otherwise arising under or in connection with the Contract for loss of profits, sales,
contracts, anticipated savings, loss or damage to goodwilt or any indirect or consequential loss.

Subject to clause 5.2 SATRA's total aggregate liability to the Client, whether in contract, tort {including
negligence), breach of statutory duty or otherwise arising under or in connection with the Contract shall be
limited to the total amount of fees for the Services or the price of the Goods (excluding any value added tax
or other sales tax or expenses) payable by the Client to SATRA under the Contract or £100,000 whichever
is the lower figure.

MISCELLANEOUS

I any one or more provisions of these conditions are found to be illegal or unenforceable in any respect, the
validity, legality and enforceability of the remaining provisions shall not in any way be affected or impaired
thereby.

Buring the course of providing the Goods or Services and for a period of one year thereaiter the Client shall
not directly or indirectly entice, encourage or make any offer to SATRA's employees to leave their
employment with SATRA.

The use of SATRAs corporale name or registered marks for advertising purposes is not permitted without
SATRA's prior written authorisation,

All reports and documentation which are supplied to the Client under the Contract remain the property of
SATRA until paid in full. Under no circumstances will a Client's purchase order override SATRA’s retention
of fitle in accordance with this clause.

The Client acknowledges that in entering into this Contract it has not relied on any representation, warranty,
collateral contract or ofher assurance {except those set out or referred fo in these terms and conditions)
made by or on behall of SATRA or any other party before entering into the Contract. The Client waives all
rights and remedies that, but for this clause, might otherwise be available to it in respect of any such
repr ion, warranty, coniract or other assurance.

All provisions of the Contract that limit or exclude the liability of SATRA are intended also 1o be for the benefit
of SATRA's holding company (called SATRA, and being a company limited by guarantee and incorporated
in England and Wales with company number 00153475), and shall accordingly be enferceable by such
holding company as well as or instead of by SATRA, and on the basis that any limit on the liability of SATRA
shall apply to it and to such holding company in the aggregate.

CONFIDENTIALITY

Unless specifically excluded in the terms of an individual contract between SATRA and the Client, the
{ollowing shall apply to all deliverables including, reports, advice, drawings, photographs, specifications, data
or other forms of media.

Deliverables refeired to in clause 7.1 shall not be disclosed to third parties or used in liligation without the
consent of SATRA.

Where SATRA has given consent to disclosure of any service deliverables referred to in clause 7.1, the
Client shall draw the aitention of the third party to these terms of business and the basis on which SATRA
undertakes testing, reporting and advising. The Client shall indemnify SATRA for any failure to do so.

The service deliverables referred to in clause 7.1 are submitted to the Client as confidential documents.
Confidentiality shall continue 1o apply after completion of the business, but shall cease to apply to information
or knowledge which has come inte the public domain through no breach of this Contract by the Client.

The Client shall not disassemble, remove parts or carry out any form of analysis on goods or materials sold
by SATRA for the purposes of reverse engineering or obtaining information on the construction, content or
composition of the item without the consent of SATRA.

AMENDMENT

No amendment o this Contract shall be effective unless it is in writing, expressly stated to amend this
Contract and signed by an authorised signatory of both Parties.

DISPUTE RESOLUTION

I there should be a dispute between the parties to this Agreement they undertake to act with goodwill and
to use all reasonable endeavours to resolve that dispute.

Failure to resolve any dispute by discussions between the parties shall, in the first instance, be refened to a
mediator for resolution. The parties shall attempt to agree upon the appointment of a mediator, upon receipt,
by either of them, of a written nofice to concur in such appointment. Should the parlies fail to agree within
21 days, either party, upon giving writlen notice, may apply to the President or the Vice President, for the
time being, of the Chartered Institute of Arbitratars, for the appoiniment of a mediator.

Should the mediation fail, in whole or in part, either party may, upon giving written notice, and within twenty-
eight days thereof, apply to the President or the Vice President, {or the time being, of the Chartered Institute
of Arbitrators, for the appointment of a single arbitrator, for final resofution. The arbitrator shall have no
connection with the mediator or the mediation proceedings, unless both parties have consented in writing.
The arbitration shall be governed by both the Arbitration Act 1996 and the Controlled Gost Rules of the
Charlered Instifuie of Arbitrators (2000 Edition), or any amendments thereof, which Rules are deemed to be
incorporated by relerence into this clause. The seat of the arbitration shall Wd\and Wales.

Biue Sail Medical Co Ltd
SATRA Reference: CHT0269325/1814/EN/C
Date: 6™ July 2018

- }

Signed:
(s g ab
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13.3

SATRA

I TECHNOLOGY

TECHNICAL REPORT

TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES

The laws of England shall govem the interpretation of this Contract. Subject to clauses 8.1, 9.2 and 9.3 any
dispute arising out of or in conneclion with the Contract shall be subject to the exdusive jursdiction of the
courts of Engfand. However, the Parly obtaining a judgement in such courts shall be entited to enforce itin
any court it chooses.

PROVISION OF SERVICES

SATRA shall provide Services using reasonable care and skill and in accordance with the Clients specific
instructions and as confirmed by SATRA as part of the Contract review process.

Estimates for completion o the Services are made in good faith and date from receipt of a wiitten order,
payment of a praforma invoice if required, full information and samples to enable SATRA to proceed. While
SATRA will make every effort to fulfil them, such estimates are subject fo unforeseen events and if not
achieved, cannot give rise to any claim. Time will not be of the essence in relation to the performance of the
Services.

Results given in test reports or certificates refer only o samples submitled for analysis to SATRA. A
satisfactory test report in no way implies that the product iested is approved by SATRA and no warranty is
given as to the performance of the product tested.

SATRA may delegate all or parl of the Services to a subcontractor and the Client authorises SATRA to
disclose all information required to underlake the Services.

‘Where the Client requests SATRA to witness {esting of other services being undertaken by a third party the
Client agrees that SATRAs sole responsibility is to be present at the time of the work and to forward the
results or confinm that the service has been undertaken. The Client agrees that unless otherwise agreed
SATRA is not responsible for the condition or calibration of any equipment uniess provided by SATRA.

Unless otherwise agreed in advance, test samples will be retained for 6 weeks from the date of the final
report alter which time they will be disposed of and SATRA shall cease to have any responsibility for such
samples.

Where the nature of the samples or the Services undertaken results in specialist disposal then SATRA
reserves the right to pass the cost of such disposal onto the Client. Storage for longer periods may be
possible only if agreed in advance and may incur a storage charge payable hy the Client.

Where practical and agreed in advance, samples may be retumed at the Client's expense. However, samples
are in most instances partially or fully destroyed as part of the work undertaken and SATRA cannot guarantee
that samples will be returned in an “as new” condition.

Where SATRA receives documents reflecting engagements between the Client and third parties or
documents belonging to third parties, such documents shall be considered as being for information only and
shalt not refease the Client from any or all obligations to SATRA.

SATRA reserves the right to make changes to the Services, provided that such changes do not materially
affect the nature or quality of the provision of these Services or where they are necessary in order to ensure
that any applicable laws or safety requirements are complied with.

The Client acknowledges that SATRA by providing the Services, neither takes the place of the Client or any
third party or releases them from any of their obligations.

CLIENT RESPONSIBILITIES RELATING TO THE PROVISION OF SERVICES
The Client shall provide sufficient samples, information, insiructions and documents as required to enable

SATRA to canry out the Services in accordance with the hod: or other ifications as
agreed.

Where applicable the Client shall allow access by members of SATRA stalf to such premises where the
Services are 1o be performed and provide any specialist equipment and personnel.

The Client shall inform SATRA in advance of any known hazards, dangers or other safety matters relating to
samples submitted to SATRA or on site visits made by SATRA.

Where the Client fails to comply with any of its responsibilities SATRA reserves the right to suspend any
Services until such time as the Client has complied and may require the Client io reimburse SATRA the
amount of any addifional costs arising from the suspension.

DELIVERY AND NON-DELIVERY OF GOODS

Delivery dates {or the supply of the Goods are approximate only and not guaranteed. Time of delivery is not
of the essence of the Conlract and SATRA shall not be liable for any delay in delivery of Goods.

Should expedited detivery be requested and agreed, SATRA shall be entitled to make additional charges io
cover overtime or any other additional costs.

Delivery of the Goods shall take place at such location as SATRA and the Client agree. i the Client agrees
to collect the Goods from SATRA'’s premises, then delivery will take place at those premises in which case
the consignment of Goods as recorded by SATRA upon dispaich shall be evidence of the Goods received
by the Glient unfess the Client can provide conclusive evidence to the contrary.

SATRA shall not be liable for the non-delivery of Goods {even if caused by SATRA) unless the Client provides
written notice of non-delivery in accordance with clause 13.2. Liability for non-delivery of Goods shall in any
event be limited to replacing the Goods within a reasonable time frame or the issue of a credit note to the
value of the Goods not delivered.

Should delivery of the Goods be suspended or defayed by the Client for any reason SATRA reserves the
right to charge for storage and for all expenses incurred, including loss of or wastage of resources that cannot
otherwise be used. If the delay extends beyond 30 days SATRA shall be enfitled io immediate payment for
any Goods that are ready for delivery, and any other additional costs.

If for any reason the Client fails to accept delivery of any of the Goods when they are ready for defivery, or
SATRAis unable to deliver the Goods on fime because the Client has not provided appropriate instructions,
documents, licenses or authorisations then risk in the Goods shall pass to the Client, the Goods and/or
Setvices shall be deemed o have been delivered; and SATRA may stare the Goods until delivery,
wheraupon the Client shali be liable for all related costs and expenses {including, without limitation, storage
and insurance).

RISK/TI¥LE OF GOODS

Subject to clause 12.6 the risk in the Goods will transfer to the Client on delivery of the Goods unless SATRA
and the Client have agreed that the sale of the Goods will be governed by Incoterms 2010 (or any subsequent
revision therets) in which case risk will transfer to the Client in accordance with the Incoterms mode ol
transport which is agreed by SATRA and the Client.

The Company shall not accept responsibility for loss or damage in transit unless:

[n the case of sales where delivery of Geods is made in the United Kingdom SATRA is nofified by the Client
within 10 days of the invoice date of non-anival of Goods and within 3 days of the invoice date of recaipt of
Goods damaged in transit; or

In all other cases the Client nolifies SATRA on the non-arrival or damage in transit within a reasonable period
of ime as detenmined by SATRA,

Title to the Goods shall not pass to the Client until the earlier of when: -
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SATRA receives payment in full {in cash or cleared funds) for the Goods and any other Goods that SATRA
has supplied to the Glient in which case title to the Goods shall pass at the time of payment of afl such sums;
and

the Client resells the Goods in accordance with clause 13.5 in which case tifle shall pass to the Client
immediately before the time at which the resale by the Client occurs.

Until ownership of Goods has passed to the Client, the Client shall:

hold the Goods as SATRA's bailee;

store the Goods (at no cost to SATRA) separately from all other goods belonging io the Client or any third
party in such a way that they remain readly identifiable as SATRA's property (including where the Goods
have been sold to a 3rd parly);

not destroy, deface or obscure any identifying mark or packaging on or relating to the Goods; and

maintain the Goods in satisfactory condition and keep them insured on SATRA's behalf for their full price
against all risks to the reasonable satisfaction of SATRA. The Client shall obtain an endorsement of SATRA's
interest in the goods on its insurance policy. On request the Client shall allow SATRA to inspect such Goods
and shall produce the palicy of insurance.

The Client may resell the Goods before ownership has passed o it solely on condition that sale shall be
elfected in the ordinary course of the Client's business at full market value.

I before title to the Goods passes to the Client, the Client becomes subject to any of the events referred fo
in clause 2.6 then without iimiting any other right or remedy SATRA may have:

the Client's right to resell the Goods or use them in the ordinary course of its business ceases immediately;
and

SATRA may at any time require the Client to defiver up all Goods in its possession that have not been resold
or imevacably incorporated into another product; and

il the Client fails to do so promptly SATRA may exercise its rights under clause 13.7.

The Client grants SATRA, its agents and employees an irevacable licence at any time to enter any premises
where the Goods are or may be stored in order fo inspect them, or, where the Ciient’s right to possession
has terminaled, to recover them.

On termination of the Contract, howsoever caused, SATRA's (but not the Glient's) rights contained in this
clause 13 shall remain in eifect.

PATENTS

SATRA gives no indemnity against any claim of inlringement of Letters Patent, Registered Design, Trade
Mark or Copyright by the use of or sale of any artide or material supplied to the Client. If its use is impossible
without infingement of Letters Patent, Registered Design, Trade Mark or Copyright published at the date of
the contract, SATRA will refund to the Client the purchase price of the said ariicle or matesial provided that
itis relumed to SATRA free of charge. The Client warrants that any design or instruction furnished or given
by the Glient shall not be such as will cause SATRA 1o infringe any Letters Patent, Registered Design, Trade
Mark or Copyright in the execution of the Client's onder.

WARRANTY OF GOODS

SATRA wamants that on delivery and for a period of 12 months irom the date of delivery or within the shelf
life of the Goods (whichever is the shorter period) the Goods shall be free from defects in design, material
and workmanship.

DEFECTIVE GOODS
Subject to clauses 16.6 and 16.7 if:

the Client gives notice in writing to SATRA in accordance with clause 16.8 and during the period referred to
in cause 15.1 that the Goods do not comply with the warranty in that clause; and

SATRA is given a reasonable opportunity of examining such Goods; and

the Client (if asked to do so by SATRA} returns such Goods to SATRA’s place of business then SATRA will,
at its option, repair or replace the delective Goods or refund the price of the defective Goods in full. SATRA
reserves the right to repair the Goods at the Client’s premises.

The Client must inspect all Goods upon delivery. Failure to do so may result in further charges being applied
in the event of areturn.

Il Goads are found to be faulty, defective or damaged the Glient must inform SATRA in wiiting as soon as
reasonably possible and in any event within 10 working days of the fault, damage or defect being discovered.

Without prejudice to clause 16.1 if no notice of rejection has been received by SATRA within 3 months of
delivery, the Client shall be deemed to have accepted the Goods.

SATRA will pay the reasonable costs of carage, packaging and insurance for any defective Goods which
are returned by the Client provided that SATRA is liable under clause 16.1 to repair or replace the defective
Goods. If SATRA determines that the Goods are not defective or if SATRA is not liable to repair or replace
the Goods due fo the circumstances under clauses 16.6 or 16.7 then the Client will be responsible for the
payment of such costs.

SATRA shall not be under any liability to repair or at its option replace or pay for the repair or replacement
of any Goods which are found to be delective if:

the defect is caused or substantially caused by wear and tear, overoading, misuse, neglect, modification or
attempted modification caried out by any organisation other than by SATRA or their approved agents, or
use with ancillary equipment not approved in writing by SATRA, or default in proper maintenance or cleaning;
or

the Client authorises or carfies out any repair or replacement of any Goods without first affording SATRA a
reasonahble opportunity to replace or repair them; or

the Client has breached any of the terms of the Contract under which the Goods were supplied; or

the Goods have been manufactured io a design or specification or in compliance with other information
provided by the Client and the delect has arisen as a result of that design, specification or information;

Where Goods or parts of Goods are not manufactured by SATRA then SATRA shall be liable for defects only
1o the extent that SATRA oblains redress from the manufacturer or supplier thereof provided that:

SATRA shall not be obliged to take any step o atiempi to obtain such redress except at the request and
expense of the Client and upon provision by the Clieni of a fufl indemnity as to costs for which SATRA may
thereby become liable;

nothing in this condition 16.7 shall have effect as to impose upon SATRA any additional liability or obligations
other than those referred to in condition 16.1.

Except as provided in dause 16.1 SATRA shall have no liability to the Client arising {rom any failure of the
Goods to comply with the warranty in clause 15.1.

Temms and conditions — December 2016

Blue Sail Medical Co Ltd
SATRA Reference: CHT0269325/1814/EN/C
Date: 6t July 2018

(Page 7 of 7)

Signed:
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7 IRLOTEX

EUROPE  LATEX - LAULHO - SILICONA - PLASTICO

Guante de nitrilo sin polvo

CARACTERISTICAS DEL PRODUCTO
-Guante de Nitrilo 100% .

-Guantes de proteccién de uso general contra riesgos menores.

-Con superficie exterior micro texturizada en la punta de los dedos para un mejor agarre e interior lisa para facilitar el
engarzado y asi disminuir los riesgos de dermatitis.

-Pufio con reborde, reforzado asegurando facil colocacién y evitando que se enrolle.

-Muy elastico, se adapta perfectamente a la mano y no oprime.

-Ambidiestros, sin empolvar y con pufio enrollado-reforzado para una mejor adaptacion.

-Guantes 100% Libres de Latex. (Especial alérgicos Tipo I).

-Libre de Ftalatos.

-No estériles

-Nivel de inspeccion de micro agujeros A.Q.L. 1.5.

INSTRUCCIONES

-Guantes de UN SOLO USO, no reutilizar.

-Tener las manos secas y limpias al ponerse los guantes.

-Tras su uso lavar e hidratar las manos apropiadamente.

-Almacenar siempre en el embalaje original, en un lugar seco y a temperaturas entre +52 y +302

- No exponer a la luz solar.

PROPIEDADES FISICAS

-Dimensiones

Standards |
3.5g 4g 4.5g 5g //8g
Dimension ASTM D6319
Length Min.240 ) 220min | Min.260 | Min.280
(mm) ( size, XS,S)
230 min
( size M,LXL)
Width(mm)
Extra-small 76+/-3 70+4/-10 | +/-78 +/- 80
Small 84 +/-3 80+/-10 | 80+/-10 | 80+/-10
Medium 94 +/-3 95+/-10 | 98+/-10 | 95+/-10
Extrl_:-rlif . 105 +/-3 111 +/-10 | 115+/-10 | 110+/- 10
& 113 +/-3 120 +/-10 | 118+/-10 | 120+/- 10
Thickness- single
wall (mm)
Fingers Min. 0.05 Min. 0.05 Min- 0.05 M?n. 0.05
Palm Min. 0.05 Min. 0.05 Min. 0.05 Min. 0.05
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7 IRLOTEX

EUROPE  LATEX - LAULHO - SILICONA - PLASTICO

Guante de nitrilo sin polvo

-Resultados mecanicos

Propiedades ASTM D6319
Elongation at break (%)
Before Aging Min. 500
After Aging Min. 400
Tensile Strength ( MPa)
Before Aging Min. 14
After Aging Min. 14
Force at Break (N)
Before Aging N/A
After Aging

COMPOSICION FiSICA

- Material 100 % Nitrilo de Butadieno Acrilonitrilo ( NBR)
- Superficie exterior micro texturizada en la punta de los dedos y Superficie interior lisa
- Sin polvo

- Color: blanco, azul, negro

COMPOSICION QUIMICA

Se utilizan aditivos quimicos durante el proceso de fabricacion para conseguir una propiedad determinada.

Producto Quimico % en guante Tipo Accion

Nitrilo latex NBR 97.6 NBR BASE POLIMERO

Azufre 0.5 7704-34-9 vulcanizante

Oxido de zinc 0.5 1314-13-2 Agente activador

Didxido de titanio (blancos ) 0.3 13463-67-7 colorante

Zdbc dibutilditiocarbamato 0.3 136-23-2 acelerante

de zinc

Hidroxido de potasio 0.2 1310-58-3 estabilizante

Fenol 0.6 68610-51-5 antioxidante
NORMATIVAS

- Directiva 93/42/CEE. Relativa a los productos sanitarios
- Directiva 2007/47/CEE. Modificd la definicidn de las directivas 93/42/CEE, 98/79/CEE y 90/385/CEE siendo ahora
la definicion “productos sanitarios”.

- Reglamento UE 425/2016. Relativa a los Equipos de Proteccion Individual.

- Reglamento UE 10/2011. Referido sobre los Materiales pldsticos destinados a entrar en contacto con los alimentos,
estudiando sus limites de migracion. Constituyendo una medida a efectos del articulo 5, apartado 1

del Reglamento (CE) n2 1935/2004.



7 IRLOTEX

EURQP LATEX - CAUCHD - SILICORA - PLASTICD

Guante de nitrilo sin polvo

- EN-420:2003. Referida a los requisitos generales de los guantes de proteccion.
- EN-388:2003. Designa los guantes de proteccion contra Riesgos mecanicos.
- EN-374 Guantes de proteccidn contra productos quimicos y microorganismos.
EN 374.1 Terminologia y requisitos de prestacidn para riesgos quimicos.
EN 374.2 Determinacion de la resistencia a la penetracion.
EN 374.3 (EN ISO 16523-1:2015) Determinacion de la resistencia a la permeabilidad por
compuestos quimicos.
EN 374.4 Determinacion de la resistencia a la degradacion por compuestos quimicos.
EN 374.5 Terminologia y requisitos de prestacidn para riesgos por microorganismos y virus.
-EN-455 Guantes de proteccion para la exploracion.
EN-455.1 Requisitos y ensayos para determinar la ausencia de agujeros.
EN-455.2 Requisitos y ensayos para la determinacion de las propiedades fisicas.
EN-455.3 Requisitos y ensayos para la evaluacién bioldgica.
EN-455.4 Requisitos y ensayos para la determinacién de la vida atil.
- ASTM F1671. Norma referida a la metodologia estandar para comprobar la resistencia de los materiales de los
equipos de proteccion a la penetracion de patdogenos presentes en la sangre.
- ASTM 6124-2006. Referida al método de prueba para el polvo residual en los guantes médicos para examen.
- ASTM D6319. Referida a las especificaciones fisicas estandar para los guantes de Nitrilo para examen médico.
- ASTM D6978-5. Referida a la regularizacién de los Test de permeabilidad antes agentes citotdxicos.
-1SO 3071:2005. Norma internacional aplicable a la Determinacion del PH de los extractos acuosos.
-1SO 10993-5. Norma internacional que regula la Evaluacién bioldgica de los productos sanitarios.
En este apartado, dedicada a los ensayos de citotoxicidad in vitro.
-1SO 10993-10. Norma internacional que regula la Evaluacion bioldgica de los productos sanitarios. En este apartado,
dedicada a los ensayos de irritacion e hipersensibilidad retardada (sensibilizacion).
-1SO 13485:2016. Norma internacional especifica para productos sanitarios, con los requisitos para fines reglamentarios.

-1S0 9001:2015. Norma internacional de aplicacién Sistemas de control de calidad y sus requisitos.

U el TS ®E

PRESENTACION Y LOGISTICA:

Presentacion en caja Master de 1000 unidades con 10 Box/ Bag de 100 unidades conformes a la normativa Europea de
envasado y etiquetado, con pestafia abre facil.
Impresion de la talla, codigo de barras, normativas y pictogramas al uso, fechas de fabricacién, caducidad y numero de

lote para una correcta trazabilidad.
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7 IRLOTEX

EUROPE  LATEX - LAULHO - SILICONA - PLASTICO

Guante de nitrilo sin polvo

- Medidas Box: 220x60x120 mm

- Cadigos por referencia:

Tallas Codigo Codigo de Udes/BOX BOX Cajas/fila Filas/palet Udes/palet
Disponibles Prolimax barras ( EAN) J/CAJA altura
Talla Extra XS 0306659819391 100 10 10 8 800
Pequefia S 0306659819391 100 10 10 8 800
Talla M 0306659819377 100 10 10 8 800
Mediana
Talla Grande L 0306659819360 100 10 10 8 800
Talla Extra XL 0306659819407 100 10 10 8 800
Grande

UsosS

Guante de proteccion para uso general, indicado especialmente para el uso en el sector Sanitario, equipamiento de

laboratorios, Quimico, Alimentacion, Pintura, Industrial, Automocion, Construccion y Agricultura.
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D)

Guante de nitrilo sin polvo

DECLARATION OF COMFORMY

MANUFACTURER’S NAME: QUBE MEDICAL PRODUCTS SDN. BHD,
REPRESENTANT: IRLOTEX EUROPE 2 SL
MANUFACTURER’S ADDRESS: NO .910, JALAN KPK 1/3 KAWASAN PERINDUSTRIAN KUNDANG,
48020, KUNDANG JAYA, SELANGOR DALRUL EHSAN, MALAYSIA.
REPRESENTANT ADDRESS: CALLE DEL LLOBREGAT, NUM 4, PALAU SOLITA | PLEGAMANS, 08184, BARCELONA, ESPANA

NAME OF DEVICE: DISPOSABLE POWDER FREE NITRILE GLOVE
TYPE: POWDER FREE

BRAND: IRLOTEX

CLASSIFICATION: ~ CLASS | NON STERILE

CONFORMITY ASSESMENT PROCEDURE: ANNEX VII
CONFORMITY ROUTE: SELF DECLARATION
STANDARD REFERENCE: EN455:1,2,3,4

We herewith declare with our own responsibility that above mentioned product(s) with CE
Mark are fully compliance with Essential Requirement of the EC Council Directive 93/ 42/CEE
14 th June 1993 concerned medical devices, amended by Council Directive 2007/ 47/ CE
Quality Management System :

1.1S0 14971, 1SO 2859, ISO 14155, 1SO 15223

2. BS EN 9001:2008, EN ISO 13485:2012 and GMP

BARCELONA 26 de Marzo 2020
Abida Hadi Mimun/ Owner.
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