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La Calidad “debe”, “deberia” y “podria”
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Requisitos
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Elaborado por Clemens
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Triangulo de la Calidad =

Calidad

Criterios
Cumplimiento
Conformidad
Confianza

Enfoque sistémico:

Infraestructura
de la Calidad
299997 Competitividad
" Lo mejor posible!
Consenso minimo! Conflicto jor p

Muy dinamico!
Mercado nacional
Mercado internacional

Mas estatico!
Territorio nacional

Elaborado por Clemens
Sanetra

Apoyo de la IC al Mejoramiento de Calidad & Proteccion al Consumidor

Area regulado oliticas Area no regulado
(controlado por el estado) (impulsado por el mercado)
I Infraestriictura [lacional A
| Ministerios de Ik Calicad | Cliente (Industria, Estado) |
ISR RN !
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-Factibilidad Bonpizagion / / \ \
= -Implementaci6n : Calibracién
% » Nakional le » —
> /v N\ S Mdtrolog a S Analisis y _
=) é o Ensayos de Evaluacion de =z
° Control Aprobacion % | tafpratoros | @ Productos y la Conformidad [
o aduanero de modelo — & | deQpibiadion | @ | prcesos (Cliente) Z
g 4 & Ensaycs o Z
=1 — - — — [7) I8 o)
é Vigilancia Verificacion e Ordanismos < Innovaciones Aseguramiento ®
5 del mercado — & | dellspeccon | @ de Productos metrolégico
g- Evaluacién & Cdiificacion y Procesos
= Productos de |§
pre- conformidad Orkanisna Certificados
empacados || (Regulacion) Nafional e Certificados de Sistemas
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La Caja de Cumplimiento

— No hay un traductor universal de requisitos
técnicos: hay que cumplir donde se exporte

How to build a globally compliant product?

«+ ldentifying all the most stringent requirements globally

* Regquire these uniformly

+ Createa
“compliance box”

Fuente: Eldenkamp. 2015 SLU Product Safety Course

La Dimension Europea

28 Estados Miembros (y contando...)

Instituciones Europeas (Comisién, Parlamento, Consejo) y sus
poderes regulatorios establecidos en los tratados

La regulacién de producto esta dominada por legislacién de la
UE
— Histéricamente, a través de "Directivas"
¢ Se requiere de implementacion nacional
— Nueva estrategia "Regulaciones"
¢ De aplicacién directa en los Estados Miembros

— Pero verificacion y control normalmente se mantiene en cabeza de
autoridades nacionales

Fuente: Freeman. 2015 SLU Product Safety Course
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Evolucion de la Seguridad de
Productos en la UE

¢ Regulacidn de producto eficiente y efectiva es
fundamental a los objectivos de la UE.

¢ El objetivo fundamental de la UE en el mercado
Unico y no es posible lograrlo sin un derrotero
consistente en materia de regulacion de
productos.

¢ Es por ello que es importante para los
productores que la reglacion de produtos se
defina y desarrolle de manera egectiva y
eficiente por las mismas autoridades europeas.

Fuente: Freeman. 2015 SLU Product Safety Course

Un poco de Historia...

e Tradicionalmente, las regulaciones se
desarrollaron mediante normas
especificas de uso/producto, con
requisitos técnicos especificos
— Inflexibles y enemigas de la innovacion

e Desde los anos 70, el énfasis se
cambid a las Directivas de “Nuevo
Enfoque”

— Que se soportan principalmente en
nomas técnicas voluntarias
Fuente: Freeman. 2015 SLU Product Safety Course
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Un poco de Historia...

u Simbolo CE

Cerdmica JOX w Nombee o marea disintva del fobricante.

Dornicilie 00(

Ciudad XX, CP X000 n Direccién del fabricante

m Los dos Gliimos digitos del afio en que

04 se estampé e marca

EN 1344  Normao dl producto
‘Adoquin de arcila cocida para so exerior | ™ DIPXIS
. do ko sspocificack
peatend o de vehicuks, da eobococicn
cadas en lo norma

flexible y/a rigida. o depnay

Corga de retura [Clase T0, 1,72, 136 T4)
transversal

Resisiencia a flexin (N/mm2) m Informacién sobre las caradteristicas
esenciales recogidas en katabla Z4.1
de la norma EN 1344 en funcién del
Clase U0, UL, U26 U3 | ysg praviso.

Durabilidad Resistencia

ol hito/deshielol Fr100

Un poco de Historia...

e Pero se reconoci6 que existia
una brecha entre las normas
especificas. Por lo que las
regulaciones “verticales” se
complementan con una medida
horizontal, la: “Directiva
General de Seguridad de
Productos”. — Estudio de
Riesgos

Fuente: Freeman. 2015 SLU Product Safety Course
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Estudios de Riesgo

Official Journal L 22
of the Furopean Union Nueva guia RAPEX

http://ec.europa.eu/consumers/safet
y/rapex/docs/rapex_guid_26012010
- _en.pdf

EN

Fuente: Freeman. 2015 SLU Product Safety Course

Control de regulaciones en Europa

* No existe autoridad central de control, sino para pocos productos
* No hay total consisitencia

¢ Los recursos cambian por Estado

Fuente: Freeman. 2015 SLU Product Safety Course




Las regulaciones cambian...

Ejemplos...

¢ La"Nueva” Directiva General de Productos (2004) — revoluciond las
normas de seguridad de producto en Europa

¢ Larevisidn de la Directiva de Juguetes (2007) — percibida como reaccion al
“asunto Mattel” tiene implicaciones sobre sectores eléctrico y electrdnico

¢ La Directiva de Ftalatos (2006) — utiliza el “principio de preacuacion” en
las regulaciones

¢ La Nueva Directiva de Maquinaria (2008) — introduce la idea “del uso
esperado del producto”

e REACH (2008) — marca el final de la era del “Nuevo Enfoque” regresando a
los requistos técnicos especificos

e Directa EuP (en proceso) — borra las distinciones las reulaciones de
producto y las ambientales (see also RoHS, REACH)

e ”Nuevo Marco Legislativo" (alias “Empaque de Productos")

— 2 Propuestas para reformar la Directiva General de Productos

Fuente: Freeman. 2015 SLU Product Safety Course

Informacion disponible

e EU Export Help Desk
— http://exporthelp.europa.eu/index en.html

European Commission §
Directorate-General for Trade %

Export Helpdesk

The European Union is the world's largest single market and the i
Export Helpdesk is your online portal to access it! | My export

I Which tariffs, requirements and
trade preferential arrangements

'In just a few clicks companies can find the EU tariffs,
apply te my country & product?

requirements, preferential arrangements, quotas and statistics
relating to imports from trade partner countries.

| Check it heret

Requirements | Share Export Helpdesk with others:

u the EU i Share
v and phy v req
q
Technical requirements
Marketing standards Preferential
Import restrictions arrangements

Tips & tricks on EU requirements
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European Commission
Directorate-General for Trade

Technical requirements

Goods imported into the EU must meet the EU technical
requirements to protect consumers. Check the requirements
applying to your product at My export

The main requirements can be classified in the sectors: Product

safety, Technical standardisation , Packaging and Labelling
described below

Product Safety

Manufacturers and distributors must:

supply products that comply with the general safety requirements

European
-

Check the requirements applying to your product
at My export

KEY AREAS

Product safety

Technical standardisation
Packaging

Labelling

inform consumers of the risks that a product might pose and any precautions they should take
notify the relevant national authorities if they discover that a product is dangerous and cooperate with them on the

action taken to protect consumers.

lifir

European Commission
Directorate-General for Trade

Environmental requirements

Goods imported into the EU must meet the EU environmental to
protect consumers and the environment. Check the requirements
applying to your product at My export

The main requirements can be classified in the sectors:
Chemicals , Ozone-depleting substances (ODS)
Fluorinated greenhouse gases , Endangered species and
Waste described below.

Chemicals
Control of trade in dangerous chemicals

Imports of certain dangerous chemicals into the EU are subject to
controls under the Rotterdam Convention on the prior informed
consent (PIC) procedure for certain hazardous chemicals and
pesticides in international trade - implemented in the EU by
Regulation (EC) No 689/2008.

g

Check the requirements applying to your product
at My export

KEY AREAS

Chemicals

Control of trade in dangerous chemicals
Control of persistent organic poliutants
(POPs)

i and

restriction of chemicals (REACH)
Classi ion, labelling and i
substances and mixtures

Plant protection products and biocides
Detergents

Fertilisers

Ozone-depleting substances (0DS)
Fluorinated greenhouse gases
Endangered species

Waste
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Informacion disponible

“ Tu Europa http://europa.eulyoureurope/business/prod
uct/ce-mark/index_es.htm

europa.eu

Vivir y viajar >
Actualizado 09/2015

Marcado CE

Para poder venderse en el Espacio Econémico Europeo, o por sus siglas, el EEE (formado por la UE mas Islandia,
Liechtenstein y Noruega), muchos productos deben |levar obligatoriamente el marcado CE, que constituye la prueba de
que el producto se ha evaluado y cumple los requisitos de seguridad, sanidad y protecciéon del medio ambiente exigidos
por la UE. Es vélido para los productos fabricados tanto dentro como fuera del EEE, cuya comercializacion esté prevista
dentro del mismo.

El marcado CE solo es valido para los productos con r o a los les se han intr ido las
especificaciones de la UE.

Si desea poner el marcado CE en su producto, debe reunir la documentacién técnica que demuestre que cumple todos Ic
requisitos exigidos en la UE. Como fabricante del producto, usted es el (nico responsable de declarar su conformidad coi
todos ellos. Una vez que el producto lleve el marcado CE, es posible que esté obligado a proporcionar a sus distribuidore
o importadores todos los documentos justificativos.

Informacion disponible

* |ITC Standards Map

— It can be found in
http://www.standardsmap.org/identify

201012015 1dentTy Voluntary Sustainapiiity Stanaaras to start your sustainable trade journey!

2«?: [TC @ STANDARDS MAP
X _

YOUR ROADMAP TO SUSTAINABLE TRADE

Welcome to Standards Map

Standards Map provides information on over 170 standards, codes of conduct,
audit protocols addressing sustainability hotspots in global supply chains.

15/12/2015
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Informacion disponible

e |ITC Standards Map

Product / service

{ Electronic toys & video games

Producing country

{ Asia

Destination market

{ South America v }

Search standards by name

[ Type standards' names to identify specific standards } X

O

INFORMATION AVAILABLE

Electronic Industry Citizenship Coalition - EICC
EFJCC The EICC's Code was designed to improve the social, ethical and environmental
performance of ICT companies and suppliers. The EICC Code focuses on five areas —
labor, health and safety, environment, management systems and ethics.

Production & Extraction

[Frocsssing & Manutacturing |

Trading & Retailing
Information last updated in the Standards Map database: July 2013

SGE 21
- The SGE 21 Ethical and v
tool developed by Forética for any typ:

P
e of organi g to integ: social and
environmental concerns into business operations and in their interaction with stakeholders

Production & Extraction

| Processing & Manufacturing |

a v is a

Trading & Retailing

last in the Map

October 2013

e Workplace Cor 1 A 1ent (WCA)

In 2010, the largest CSR supply chain auditing and certification body, Intertek, set out to

challenge norms on scheduling, tracking, conducting and reporting on social responsibility

audits. Rooted in 20 years of experience in supply chain auditing for CSR performance,
Production & Extraction

| Processing & Manufacturing |

Trading & Retailing

last in the Map

June, 2015

15/12/2015
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Informacion disponible

* |AF- International Accreditation Cooperation

* |AF MLA can be found at
http://www.iaf.nu/upFiles/MLA Member List

Jul 2015.pdf

scape.
1w 1AF MLA and
Seopes in Procedure Docments (PR Series]
Attough the 1AF MLA s signad by indivicual accrediation badies, he LAF MLA relies heavly
LA i . e
b

process and cutoomes of the thre roglonal accraditation group MLAS
scopes of ISDHIEC 17021 and ISOIEG Gukle 65 and the Sub-scopos

Informacion disponible

¢ |[LAC — International Laboratories
Accreditation Cooperation

* |LAC MRA can be found at
http://ilac.org/ilac-mra-and-signatories/

., (hitpifilac.org)

About ILAC (http://ilac.orglabout-iac/)
ILAC MRA and Si

Purpose

Benefits

Process i o

Signatory Search (hitp:/filec.org/signatory-searchi)

tac P (http

15/12/2015
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Informacion disponible

¢ |[LAC — International Laboratories
Accreditation Cooperation

Signatories to the ILAC Mutual Recognition Arrangement

No. Accreditation Body Economy Scope Original
Signing Date

Testing ISO/IEC 17025 & ISO 15189 | 11 Aug 2005

1 Organismo Argentino de Acreditacion (OAA) Argentina Calibration ISO/IEC 17025 11 Aug 2005
Inspection ISO/IEC 17020 26 Oct 2013

Testing ISO/IEC 17025 02 Nov 2000

2 National Association of Testing Authorities, Australia (NATA) Australia Calibration ISO/IEC 17025 02 Nov 2000
Inspection ISO/IEC 17020 24 Oct 2012

3 Joint Accreditation System of Australia and New Zealand (JAS-ANZ) g::l!;:gamcw Inspection I0S/TEC 17020 07 Nov 2012

| Testing ISO/IEC 17025 & 1SO 15189 | 22 Sept 2002

4 Akkreditierung Austria Austria Calibration ISO/IEC 17025 22 Sept 2002
Inspection ISO/IEC 17020 24 Oct 2012
oo Testing ISO/IEC 17025 9 Mar 2015

5 [ Bangladesh Accreditation Board (BAB) Bangladesh Calibration ISO/IEC 17025 29 June 2015

Informacion disponible

¢ SAl Global

» SAI's Free Directory for electrical
equipment can be fund at
http://eu.i2.saiglobal.com/management/searc

h/index/0/-

/d3a03a684708805f09c33e1f9fe2afd3

15/12/2015
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Informacion disponible

& SAIGLOBAL 2i platform

Email

Free

Directory Keep me logged in

Password

Forgotten your password?

Home

Quick Search

Advanced Search
You searched for: Keywords: coated copper wire
Adjust your search criteria  Clear

[#] Page 1 of 56 : 830 hit(s)

04/30126715 DC

AND WIRES
ENGLISH

BS 4393(1969)
SPECIFICATION FOR TIN OR TIN - LEAD COATED COPPER WIRE
ENGLISH

=

BIS IS 8080
SPECIFICATION FOR SILVER COATED COPPER WIRE
ENGLISH

v

Latest Version: DRAFT DEC 2004

IEC 60344 ED.3 - GUIDE TO THE CALCULATION OF RESISTANCE OF PLAIN AND COATED COPPER CONDUCTORS OF LOW FREQUENCY CABLES

Latest Version: 1976(R2002)

mailto:support@i2isolutions.net

Standard Number
Title
Title (Italy)

Summary

Summary (Italy)

Country
Language(s)
Publisher

Document

ASTM B 117

ASTM D 1735

CFR 33(PTS125-199)

Informacion disponible

Document +

SAE 31320
MARINE ELECTRICAL SWITCHES

€ INTERRUTTORI ELETTRICI MARINI
Equivalences (0)
This document may be available as a network

licence. Please contact your SAl Global
Customer Support Team at

ppo et for ir

Specifies the requirements for switches used in marine applications both under and
over 50 V.

€ coperchi che i requisiti per Interruttori hanno utilizato in soldate di marina
Applicazioni entrambi sotto e pli di 50 V.

[US] United States
English
SAE - SAE INTERNATIONAL

Cross References -

Title
PRACTICE FOR OPERATING SALT SPRAY (FOG) APPARATUS

PRACTICE FOR TESTING WATER RESISTANCE OF COATINGS USING WATER FOG APPARATUS

NAVIGATION AND NAVIGABLE WATERS

@ Restricted Document Display.

Due to the privileges andvor restrictions of
the account you are currently logged into,
only a limited set of data and features are
avaitable for this document.

For further information, please contact our
Support team at:

support@izisolutions.net

Status =
Created 2003-06-20
Updated 2013-11-18
Next Review -
Document ID 370876
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