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1 Einführung

Das branchenunabhängige QM-System nach der Normenreihe DIN EN ISO 9000 ff. ist 
gleichermaßen gut geeignet für Hersteller, Dienstleister, Institutionen, Softwareentwickler sowie 
Lieferanten, insbesondere aber für:

Zulieferer, deren Kunden ein QM-System fordern oder in naher Zukunft fordern werden, wie 
Automobilindustrie und öffentliche Auftraggeber.
Unternehmen und Institutionen im Pflegebereich (Krankenhäuser, Pflegeheime, etc.), 
für die ein QM-System gesetzlich vorgeschrieben ist.
Hersteller von Produkten, bei denen Qualitätsmängel zu hohen Haftungsrisiken führen 
können (Produkthaftungsgesetz).
Unternehmen, die Produkte herstellen, für die eine  nach europäischen CE-Kennzeichnung
Richtlinien vorgeschrieben ist.
Für  sind über die ISO 9001:2008 hinausgehend folgende QM-Automobilzulieferer
Spezifikationen im Einsatz:

Deutschland: VDA 6.1, VDA 6.2, VDA 6.4
USA: QS-9000
weltweit: ISO/TS 16949 (als übergreifender weltweiter Standard)

Für die  ist eine gesonderte QM-Norm erforderlich: die Hersteller von Medizinprodukten
EN ISO 13485:2003.

Einführung eines QM-Systems

Die Einführung folgt dem folgenden Vorgehen:

Beginn der Einführung des QM-Systems durch Beschluss der Geschäftsleitung
Benennung eines QM-Beauftragten
Klärung der Frage, ob ein externer Berater eingeschaltet werden soll. Wenn ja, Kontakt zu 
Beratern aufnehmen und Informationen über Fördermöglichkeiten einholen
Erstellung eines Projektplanes mit Zeitvorgaben und Maßnahmeschritten
Frühzeitige Information und Einbindung der Mitarbeiter
Formulierung einer Qualitätspolitik mit den eigenen Qualitätszielen
Analyse und Definition der Prozesse
Festlegung von Nahtstellen zwischen den Prozessen
Festlegung von Verantwortlichkeiten (Rollen)
Festlegung der Art der Dokumentation, ggf. Erstellung von Verfahrens- und 
Arbeitsanweisungen
Erstellung eines QM-Handbuches
Einführung und Qualifizierung der Mitarbeiter
Durchführung von internen Audits
Zertifizierung
Auswahl eines Zertifizierers
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Checkliste

Zur Einführung eines Qualitäsmanagements entlang der Norm ISO 9001-2015 dient folgende 
 (englisch).Checkliste

Anhänge

Checklist-ISO-9001-2015_English.xls -- , 18. November 2021, 11:23Benutzer:WikiSysop

https://de.demo.bluespice.com/wiki/Benutzer:WikiSysop
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2 Qualitätssicherung

Qualitätssicherung oder   ist ein Sammelbegriff für unterschiedliche Qualitätskontrolle
Ansätze und Maßnahmen zur Sicherstellung festgelegter Qualitätsanforderungen.

Inhaltsverzeichnis

 1 DIN Norm  ............................................................................................................................ 7
 2 Der Demingkreis  .................................................................................................................. 7
 3 Anwendung  ......................................................................................................................... 7
 4 Video  .................................................................................................................................. 8
 5 Verweise  ............................................................................................................................. 8
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DIN Norm

Nach DIN EN ISO 9000:2015 3.3.6 ist Qualitätssicherung der Teil von Qualitätsmanagement, der 
darauf zielt, Vertrauen darauf zu schaffen, dass Anforderungen an die Qualität erfüllt werden.

Qualitätssicherung hat es gegeben, bevor der Begriff selbst aufkam. Im deutschen Sprachraum 
wurde Qualitätssicherung bekannt, als Unternehmen begannen, 
ihr Qualitätsmanagementsystem (QMS) nach der 1987 begründeten Normenreihe ISO 
9001 zertifizieren zu lassen.

Der Demingkreis

Demingkreis oder auch Deming-Rad, Shewhart Cycle, PDCA-Zyklus beschreibt einen iterativen 
drei- bzw. vierphasigen Prozess für Lernen und Verbesserung des US-amerikanischen Physikers 
Walter Andrew Shewhart. PDCA steht hierbei für das Englische Plan – Do – Check – Act, was im 
Deutschen auch mit ‚Planen – Umsetzen – Überprüfen – Handeln‘ übersetzt wird. Die Ursprünge 

des Prozesses liegen in der Qualitätssicherung.[1]

Anwendung

Der PDCA-Zyklus beschreibt die Phasen im kontinuierlichen Verbesserungsprozess (KVP). KVP ist 
die Grundlage aller Qualitätsmanagement-Systeme. Damit wird im Unternehmen eine stetige 
Verbesserung der Prozesse und Abläufe verfolgt mit dem Ziel, 
die Effizienz, Kunden- und Mitarbeiterzufriedenheit des Unternehmens zu verbessern.

In Industrieunternehmen und im Dienstleistungssektor gehört er zu den Standardverfahren. KVP 
und PDCA-Zyklus sind grundlegende Bestandteile der Normenfamilien DIN EN ISO 9000, ISO 
14000, ISO/IEC 20000 und ISO/IEC 27001 Information technology – Security techniques – 

 und im BSI-Standard 100-Information security management systems requirements specification
1:  .Managementsysteme für Informationssicherheit (ISMS)
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1.  

Nach jedem PDCA-Zyklus sind die Maßnahmen durch einen  -Zyklus zu standardisieren. SDCA
Nach jeder Einführung eines festgelegten Standards (Standardize), wird dieser Standard 
praktiziert (Do), das Verfahren auf Richtigkeit und Funktionstüchtigkeit überprüft (Check) und bei 
Notwendigkeit geändert (Action). Diese Action ist dann im Regelfall das Planen eines weiteren 
PDCA-Zyklus.

Video

Eine einfache und leicht verständliche Erklärung des Demingkreises.

video laden
YouTube
YouTube sammelt möglicherweise persönliche Daten. Datenschutzrichtlinie
FortfahrenAusblenden

Verweise

↑ https://de.wikipedia.org/wiki/Demingkreis

https://www.youtube.com/howyoutubeworks/user-settings/privacy/
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weiter: Prozessbeschreibungen

weiter: Prozessbeschreibungen

3 Rollendefinitionen

Freigegeben:12:18, 17. Jul. 2023 / Revision vom: 12:16, 17. Jul. 2023

Tour 2  Integriertes Managementsystem ‹ Ablaufdiagramm

Seite Rollenbeschreibung Rolleneigner

Geschäftsführer
Die Personen in der Geschäftsführung vertreten 
die Gesellschaft gerichtlich und außergerichtlich.

JCaplo

Sales Agent
Kompetente Kundenberatung und Verkauf der 
Produkte und Dienstleistungen des 
Unternehmens.

Irene Parker, 
Stefan Roth

Tour 2  Integriertes Managementsystem ‹ Ablaufdiagramm

https://de.demo.bluespice.com/wiki/Integriertes_Managementsystem
https://de.demo.bluespice.com/wiki/Umzug_IT-Mitarbeiter
https://de.demo.bluespice.com/wiki/Integriertes_Managementsystem
https://de.demo.bluespice.com/wiki/Umzug_IT-Mitarbeiter
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weiter: Arbeitsanweisungen

weiter: Arbeitsanweisungen

4 Prozessbeschreibungen

Freigegeben:12:13, 17. Jul. 2023 / Revision vom: 12:13, 17. Jul. 2023

Tour 2  Integriertes Managementsystem ‹ Rollendefinitionen

Seite Geschäftsbereich Prozesseigner Freigabestatus
Gültig 

bis

Vertriebsprozess Vertrieb Paul Arnoux Freigegeben
31. 
Dezember 
2022

Tour 2  Integriertes Managementsystem ‹ Rollendefinitionen

https://de.demo.bluespice.com/wiki/Integriertes_Managementsystem
https://de.demo.bluespice.com/wiki/IMS:Vertriebsprozess
https://de.demo.bluespice.com/wiki/Benutzer:Parnoux
https://de.demo.bluespice.com/wiki/Integriertes_Managementsystem
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weiter: Auditberichte

weiter: Auditberichte

5 Arbeitsanweisungen

Freigegeben:12:14, 17. Jul. 2023 / Revision vom: 12:14, 17. Jul. 2023

Tour 2  Integriertes Managementsystem ‹ Prozessbeschreibungen

Seite Geschäftsbereich Prozesseigner Freigabestatus
Gültig 

bis
Status

Erstellung 
eines 
Angebots

Vertrieb
Emma 
Røgeberg

Erstentwurf
1. 
Dezember 
2023

◉

Tour 2  Integriertes Managementsystem ‹ Prozessbeschreibungen

https://de.demo.bluespice.com/wiki/Integriertes_Managementsystem
https://de.demo.bluespice.com/wiki/IMS:Erstellung_eines_Angebots
https://de.demo.bluespice.com/wiki/IMS:Erstellung_eines_Angebots
https://de.demo.bluespice.com/wiki/IMS:Erstellung_eines_Angebots
https://de.demo.bluespice.com/wiki/Benutzer:ERogeberg
https://de.demo.bluespice.com/wiki/Benutzer:ERogeberg
https://de.demo.bluespice.com/wiki/Integriertes_Managementsystem
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weiter: Risikoeinträge

weiter: Risikoeinträge

6 Auditberichte

Freigegeben:12:14, 17. Jul. 2023 / Revision vom: 12:14, 17. Jul. 2023

Tour 2  Integriertes Managementsystem ‹ Prozessbeschreibungen

Seite Auditstatus Auditor Durchführungdatum
Geplantes 

Datum
Status

Konformitätsprüfung 
der Compliance-
Anforderungen der 
Abteilung IT-Services

open
Sandra 
Meier

15. August 
2024

Tour 2  Integriertes Managementsystem ‹ Prozessbeschreibungen

https://de.demo.bluespice.com/wiki/RM:Alle_Risiken
https://de.demo.bluespice.com/wiki/RM:Alle_Risiken
https://de.demo.bluespice.com/wiki/Integriertes_Managementsystem
https://de.demo.bluespice.com/wiki/IMS:Konformit%C3%A4tspr%C3%BCfung_der_Compliance-Anforderungen_der_Abteilung_IT-Services
https://de.demo.bluespice.com/wiki/IMS:Konformit%C3%A4tspr%C3%BCfung_der_Compliance-Anforderungen_der_Abteilung_IT-Services
https://de.demo.bluespice.com/wiki/IMS:Konformit%C3%A4tspr%C3%BCfung_der_Compliance-Anforderungen_der_Abteilung_IT-Services
https://de.demo.bluespice.com/wiki/IMS:Konformit%C3%A4tspr%C3%BCfung_der_Compliance-Anforderungen_der_Abteilung_IT-Services
https://de.demo.bluespice.com/wiki/Integriertes_Managementsystem
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Tabelle1

		

				Checklist ISO 9001

						yes		no		n.i.

				4 Context of the organisation
4.1 Understanding the organisation and its context
The Company has identified the external and internal issues that are relevant to its purpose and strategic direction and affect its ability to achieve the intended results of its quality management system.

				The Company monitors and reviews the information on these external and internal issues.

				4.2 Understanding the needs and expectations of interested parties
The Company has determined based on their impact or potential impact on the Company's ability to consistently provide products and services that meet customer requirements and applicable legal and regulatory requirements:
(a) the interested parties relevant to their quality management system,
(b) the requirements of those interested parties relevant to their quality management system.

				The Company is monitoring and verifying the information on these interested parties and their relevant requirements.

				4.3 Defining the scope of the quality management system
The Company has defined the limits and applicability of its quality management system in order to define its scope.

				In determining the scope, the Company has taken account:
(a) the external and internal issues referred to in point 4.1,
(b) the requirements of the relevant interested parties referred to in point 4.2,
(c) the products and services of the undertaking.

				The Company applies all the requirements of ISO 9001:2015 if they are applicable within the defined scope of its quality management system.

				The scope of the Company's quality management system is available as documented information and is maintained. The scope of application specifies the types of products and services and provides justification for any requirement of ISO 9001:2015 that is determined by the enterprise to be not applicable to the scope of its quality management system.

				Conformity with ISO 9001:2015 may only be claimed if the requirements identified as not applicable do not affect the ability or responsibility of the Company to ensure conformity of its products and services and increase customer satisfaction.

				4.4 Quality management system and its processes
In accordance with the requirements of ISO 9001:2015, the Company has established, implemented, maintained and continuously improved a quality management system, including the necessary processes and their interactions.

				The Company has determined the processes required for the quality management system, has defined their application within the Company and has
(a) determine the inputs required and the expected results of the processes; 
(b) determines the sequence and interaction of the processes;
(c) the criteria and procedures (including monitoring, measurement and related performance indicators) necessary to ensure, identify and apply the effective implementation and control of the processes;
(d) identify the resources necessary for these processes and ensure their availability,
(e) assigned responsibilities and powers for these processes,
(f) treat the risks and rewards in accordance with the requirements set out in 6.1;
g) assesses the processes and implements any change necessary to ensure that the processes achieve their intended outcomes;
(h) improve the processes and the quality management system.

				The Company maintains documented information to the extent necessary to support the execution of the processes and retains it so that it can be trusted that the processes will be carried out as planned.

				5 Guide
5.1 Management and commitment
5.1.1 Management and obligation for the quality management system
The top management demonstrates leadership and commitment in relation to the quality management system by
(a) accountability for the effectiveness of its quality management system;
(b) ensures that the quality objectives and quality policy are set and consistent with the strategic direction and context;
(c) ensures that the requirements of the quality management system are integrated into the Company's processes.
(d) promotes the application of the process-oriented approach and risk-based thinking;
e) ensures that the resources required for the quality management system are available;
(f) communicate the importance of an effective quality management system and the importance of meeting the requirements of the quality management system;
(g) ensures that the quality management system achieves the intended results;
(h) employing, instructing and assisting personnel to contribute to the effectiveness of the quality management system;
(i) promotes improvement;
(j) Assist other relevant managers to demonstrate their leadership role in their area of responsibility.

				5.1.2 Customer orientation
The top management demonstrates leadership and commitment in relation to customer orientation by ensuring that:
a) the customer requirements and applicable legal and regulatory requirements are identified, understood and consistently met;
b) the opportunities and risks that may affect the conformity of products and services and the ability to increase customer satisfaction are identified and addressed;
(c) the focus remains on increasing customer satisfaction.

				5.2 Politics
Top management has defined, reviewed and maintains a quality policy.
The quality policy is:
(a) appropriate to the purpose and context of the enterprise and supporting its strategic orientation;
(b) provide a framework for setting quality objectives;
(c) includes an obligation to meet requirements;
(d) includes a commitment to continuous improvement of the quality management system.

				The quality policy:
(a) is available and maintained as documented information,
(b) is made public, understood and applied within the undertaking,
(c) is available to relevant interested parties, where appropriate.

				5.3 Roles, responsibilities and powers in the organisation
Top management ensures that responsibilities and authority for relevant roles are assigned, communicated and understood throughout the organisation.
Top management has assigned responsibility and authority for the following:
(a) ensuring that the quality management system meets the requirements of ISO 9001:2015;
(b) ensuring that the processes deliver the intended results;
(c) reporting on the performance of the quality management system and potential for improvement, in particular to top management;
(d) ensuring the promotion of customer orientation throughout the organisation;
e) ensuring that the integrity of the quality management system is maintained when changes are planned and implemented.

				6. Planning for the quality management system
6.1 Measures for dealing with risks and opportunities
When planning for the quality management system, the Company takes into account the issues mentioned in 4.1 and the requirements mentioned in 4.2 and identifies the opportunities and risks that need to be addressed in order to
(a) ensure that the quality management system can achieve its intended results,
(b) reinforce desired impacts,
(c) prevent or reduce undesirable effects,
(d) to achieve continuous improvement.

				The Company is planning:
a) Measures to deal with opportunities and risks,
(b) how
        1) The measures are integrated into the quality management system processes of the Company and implemented there,
        2) the effectiveness of these measures is assessed.

				Measures to deal with opportunities and risks are proportional to the potential impact on the conformity of products and services

				6.2 quality objectives and planning to achieve them
The Company has defined quality objectives for relevant functional areas, levels and processes that are required for the quality management system.

				The quality objectives
(a) be consistent with the quality policy,
(b) be measurable,
(c) take into account applicable requirements,
(d) are relevant for the conformity of products and services and for increasing customer satisfaction,
(e) be monitored,
(f) be mediated; and
(g) be updated as necessary.

				The Company keeps documented information on the quality objectives.

				When planning to achieve the quality objectives, the Company has determined:
a) what is done to achieve them,
(b) the resources required for that purpose,
(c) who is responsible for it,
(d) when it will be completed,
(e) how the results are assessed.

				6. Planung von Änderungen
Wenn das Unternehmen die Notwendigkeit von Änderungen am Qualitätsmanagementsystem bestimmt hat, werden die Änderungen auf geplante Weise durchgeführt. 
Dabei berücksichtigt das Unternehmen folgendes:
a) den Zweck und die möglichen Konsequenzen der Änderungen;
b) die Integrität des Qualitätsmanagementsystems;
c) die Verfügbarkeit von Ressourcen;
d) die Zu- oder Neuzuweisung von Verantwortlichkeiten und Befugnissen.

				7 Support
7.1 Resources
7.1.1 General information
The Company has identified and provides the necessary resources for the development, implementation, maintenance and continuous improvement of the quality management system.

				The Company takes into account the following:
(a) the capabilities and limitations of existing internal resources,
(b) what necessarily has to be obtained from external suppliers.

				7.1.2 Persons
The Company has identified and provides the people necessary for the effective implementation of its quality management system and for the operation and control of the processes.

				7.1.3 Infrastructure
The Company has designated, provides and maintains the infrastructure for the execution of its processes, as necessary for the execution of its processes and to achieve conformity of products and services.

				7.1.4 Process environment
The Company has defined, provides and maintains the environment needed to perform its processes and achieve conformity of products and services.

				7.1.5 Monitoring and measurement resources
The Company has identified and provided the resources needed to ensure valid and reliable monitoring and measurement results to demonstrate compliance of products and services with specified requirements.

				The Company ensures that the resources made available are
(a) are suitable for the type of monitoring and measurement activities undertaken,
(b) be maintained to ensure their continuing suitability.

				The Company maintains appropriate documented information as evidence of the
the suitability of resources for monitoring and measurement.

				If metrological traceability is a requirement or is expected by the customer or is considered by the Company to be an essential contribution to the creation of confidence in the measurement results, the measuring instrument is
(a) calibrated, verified or both to international or national standards at specified intervals or prior to use against standards.  If such standards do not exist, the basis for calibration or verification is retained as documented information. 
(b) marked in order to determine their status,
(c) protected from setting changes, damage or deterioration which would invalidate the calibration status and consequently the measurement results.

				The undertaking has determined whether the validity of previous measurement results has been affected if it is established that the measuring instrument is unsuitable for its intended use, and the undertaking must take appropriate measures where necessary.

				7.1.6 Knowledge of the organisation
The Company has determined the knowledge needed to perform its processes and to achieve conformity of products and services.

				This knowledge is maintained and made available to the extent necessary.

				When dealing with changing requirements and development trends, the Company takes into account its current knowledge and has determined how each necessary additional knowledge and updates will be obtained or accessed.

				7.2 Competence
The Company 
(a) has determined the necessary competence for persons performing under their supervision activities affecting the performance and effectiveness of the quality management system,
(b) ensure that these persons are competent on the basis of appropriate education, training or experience,
(c) take measures, where appropriate, to acquire the necessary competence and assess the effectiveness of the measures taken,
(d) retain adequate documented information as evidence of competence.

				7.3 Awareness
The Company ensures that persons carrying out activities under its supervision are aware of the following:
(a) the quality policy,
(b) the relevant quality objectives,
(c) their contribution to the effectiveness of the quality management system, including the benefits of improved performance,
(d) the consequences of non-compliance with the requirements of the quality management system.

				7.4 Communication
The Company has determined the internal and external communication that is to be used in relation to 
the quality management system is relevant, including
(a) what is communicated,
(b) when to communicate,
(c) with whom communication takes place,
(d) how communication takes place,
(e) who communicates.

				7.5 Documented information
7.5.1 General information
The quality management system of the Company must include:
(a) the documented information required by ISO 9001:2015,
(b) the documented information identified by the enterprise as necessary for the effectiveness of the management system.

				7.5.2 Creating and updating
When creating and updating documented information, the Company provides
(a) ensure appropriate identification and description (e.g. title, date, author or reference number),
(b) an appropriate format (e.g. language, software version, graphics) and medium (e.g. paper, electronic),
(c) ensure adequate verification and approval of suitability and adequacy.

				7.5.3 Control of documented information
The documented information required for the quality management system and required by ISO 9001:2015 is directed to ensure that it is:
(a) is available and suitable for use at the place and time when it is needed,
(b) is adequately protected (for example against loss of confidentiality, improper use or loss of integrity).

				To manage documented information, the Company considers, if applicable, the following activities:
(a) distribution, access, retrieval and use,
(b) filing/storage and preservation, including preservation of legibility,
(c) monitoring of changes (e.g. version control),
(d) storage and disposal of the goods.

				Documented information of external origin, determined by the Company to be necessary for the planning and operation of the quality management system, is appropriately marked and controlled.

				Documented information retained as evidence of compliance is protected from unintentional changes.

				8 Operation
8.1 Operational planning and control
The Company plans, implements and controls the processes for fulfilling the requirements for the provision of products and services and for implementing the measures specified in Chapter 6 by fulfilling the requirements of paras. 8.1 a) to e) of the standard. (Details can be found in the standard DIN EN ISO 9001:2015.)

				The result of this planning is suitable for the Company's operations.

				The Company monitors planned changes, assesses the consequences of unintentional changes and take action (if necessary) to reduce negative impacts.

				The Company ensures that outsourced processes are controlled. (see 8.4)

				8.2 Determining requirements for products and services
8.2.1 Communication with customers
Communication with customers has been introduced in accordance with standards: (The details can be found in par. 8.2.1 a) to e) of the standard DIN EN ISO 9001:2015.)

				8.2.2 Determining requirements for products and services
In determining requirements for products and services, the Company ensures that
(a) the requirements for the product and service are established, including,
     1) any applicable legal and regulatory requirements,
     2) those deemed necessary by the undertaking
(b) the undertaking is able to fulfil the commitments in relation to the products and services offered.

				8.2.3 Überprüfung von Anforderungen für Produkte und Dienstleistungen
Das Unternehmen stellt sicher, dass es die Fähigkeit besitzt, die Anforderungen an die Produkte und Dienstleistungen, die den Kunden angeboten werden, zu erfüllen.

				The entity performs a review before entering into an obligation to supply a product or service to a customer that meets the requirements of the standard. (Details can be found in para. 8.2.3 of the standard DIN EN ISO 9001:2015).

				The entity ensures that requirements in the contract or assignment that are different from those previously specified are clarified.

				If the customer does not provide a documented indication of his requirements, the customer requirements are confirmed by companies before acceptance.

				Where applicable, the Company retains documented information
(a) the results of the review,
(b) any new requirements for products and services.

				8.2.4 Changes in requirements for products and services
When requirements for products and services change, the Company ensures that relevant documented information is adjusted and that appropriate persons are made aware of the changed requirements.

				8.3 Development of products and services
8.3.1 General information
The Company has developed, implemented and maintained a development process suitable for ensuring subsequent production and service delivery.

				8.3.2 Development Planning
In determining the phases and control measures for the development, the Company takes into account the requirements of the standard. (Details can be found in para. 8.3.2 of DIN EN ISO 9001:2015).

				8.3.3 Development inputs
In accordance with the standards, the Company determines the requirements which are essential for the respective types of products and services to be developed. (Details can be found in para. 8.3.3 of the standard DIN EN ISO 9001:2015.)

				Inputs are appropriate, complete and unambiguous for development purposes. Conflicting development inputs are clarified. The Company retains documented information about development submissions.

				8.3.4 Control measures for development
The Company applies control measures for the development process in order to ensure that the process conforms to standards. (Details can be found in para. 8.3.4 of the standard DIN EN ISO 9001:2015.)

				8.3.5 Development results
The Company ensures that the development results comply with the standard.  (Details can be found in para. 8.3.5 of the standard DIN EN ISO 9001:2015).

				The Company retains the documented information on development results.

				8.3.6 Development changes
The Company identifies, reviews and manages changes made during or after the development of products and services to the extent necessary to ensure that they do not have a sustained impact on compliance with the requirements.

				The Company retains documented information on the following topics
(a) changes in development,
(b) the results of verifications,
(c) the authorisation of the changes,
(d) the measures taken to prevent adverse effects.

				8.4 Management of externally provided processes, products and services
8.4.1 General information
The Company ensures that externally provided processes, products and services meet the requirements.

				The Company determines control measures to be implemented for externally provided processes, products and services when
(a) the products and services of external providers are intended for integration into the organisation's own products and services,
(b) the products and services are provided directly to customers by external suppliers on behalf of the undertaking,
(c) a process or sub-process is provided by an external provider as a result of a decision by the undertaking.

				The Company has determined and applies the criteria for the assessment, selection, performance monitoring and reassessment of external vendors based on their ability to provide processes, products or services in accordance with specified requirements.

				The Company retains the documented information on these activities and on any necessary action from the assessments.

				8.4.2 Type and scope of the control system
The Company ensures that externally provided processes, products and services do not adversely affect the Company's ability to consistently deliver compliant products and services to its customers.

				The Company ensures that externally provided processes remain under the control of its quality management system

				The Company identifies both the governance measures it intends to apply to an external provider and the governance measures it intends to apply to the results.

				The Company takes into account the following:
(a) The potential impact of externally provided processes, products and services on the Company's ability to consistently meet customer requirements and applicable legal and regulatory requirements,
(b) the effectiveness of the control measures applied by the external provider.

				The Company has determined the verification or other activities necessary to ensure that the externally provided processes, products and services meet the requirements.

				8.4.3 Information for external providers
The Company ensures the adequacy of the requirements prior to their disclosure to external providers.

				The Company notifies the external providers of their requirements in accordance with the standards. (Details can be found in para. 8.4.3 of the standard DIN EN ISO 9001:2015.)

				8.5 Production and service provision
8.5.1 Control of production and service provision
The Company carries out production and service provision under controlled conditions.

				The controlled conditions comply with the standards. (Details can be found in the standard DIN EN ISO 9001:2015.)

				8.5.2 Labelling and traceability
The Company uses appropriate means to identify the results of processes when they are necessary to ensure the conformity of products and services.

				The Company identifies the status of the results in terms of monitoring and measurement requirements throughout the production and service provision process.

				The Company controls the unique identification of results when traceability is required and maintains the documented information necessary to enable traceability.

				8.5.3 Ownership of customers or external providers
The Company treats the property of the Customer or the External Provider with care as long as it is under the supervision of or used by the Company.

				The Company identifies, verifies, protects and assures that any property of the Customer or external providers transferred to it for use or inclusion in the products or services is owned by the Company.

				In the event of loss, damage or other property of the customer or the external provider found to be unusable, the Company notifies the customer or the external provider thereof and retain documented information about what has happened.

				8.5.4 Preservation
The Company ensures the maintenance of results during production and service provision to the extent necessary to maintain conformity with the requirements.

				8.5.5 Activities after delivery
The Company meets the requirements for activities related to the products and services that take place after the delivery of the products or provision of the service.

				In determining the extent of the activities required after delivery, the undertaking takes into account the following:
(a) legal and regulatory requirements,
(b) the possible undesirable consequences associated with their products and services,
(c) the nature, use and intended lifetime of its products and services,
(d) customer requirements,
(e) feedback from customers.

				8.5.6 Monitoring changes
The entity reviews and manage changes in production or service provision to the extent necessary to maintain compliance with the requirements.

				The Company retains documented information describing the results of the change review(s), the persons who authorised the change(s), and any necessary activities resulting from the review.

				8.6 Release of products and services
The Company implements, in appropriate phases, planned arrangements to verify that the requirements for products or services have been met.

				Products and services may only be released to the customer after the planned arrangements have been satisfactorily implemented, unless otherwise approved by a competent authority and (if applicable) by the customer.

				The Company retains documented information about the release of products and services. The documented information includes:
(a) evidence of conformity with the acceptance criteria,
(b) traceability to persons who have authorised the release.

				8.7 Control of non-compliant results
The Company ensures that results that do not meet the requirements are identified and controlled to prevent their unintended use or delivery or performance.

				The Company implements appropriate measures based on the nature of the nonconformity and its impact on the conformity of products and services. This also applies to non-compliant products and services that are identified only after delivery of the products or during or after service provision.

				Where applicable, the enterprise goes with non-compliant process outcomes, 
products and services in one of the following ways:
(a) Correction,
(b) the segregation, retention, return or suspension of the provision of products and services,
(c) notifying customers,
(d) Obtaining authorization for acceptance with special release.

				Conformity with the requirements are verified after non-compliant results have been corrected.

				The Company retains documented information that
(a) describe the non-compliance,
(b) describe the measures taken,
(c) describe any special releases received,
(d) identifies the competent body which will take the decision on the measures to be taken with a view to meet the nonconformity.

				9 Management evaluation
9.1 Monitoring, measurement, analysis and evaluation
9.1.1 General information
The Company has determined:
(a) what needs to be monitored and measured,
(b) the monitoring, measurement, analysis and evaluation methods necessary to ensure valid results,
(c) when such monitoring and measurement is carried out,
(d) when the results of monitoring and measurement are to be analysed and evaluated.

				The Company evaluates the performance and effectiveness of the quality management system.

				The Company retains appropriate documented information as evidence of the results.

				9.1.2 Customer Satisfaction
The Company monitors the customer's perception of the degree to which its requirements and expectations have been met.

				The methods for obtaining, monitoring and verifying this information are established.

				9.1.3 Analysis and assessment
The Company analyses and evaluates the relevant data and information arising from monitoring and measurement.

				The results of this analysis will be used to assess the following:
(a) the conformity of products and services;
(b) the level of customer satisfaction;
(c) the effectiveness and performance of the quality management system;
(d) whether the planning has been effectively implemented
(e) the effectiveness of measures taken to address opportunities and risks;
(f) the performance of external providers;
(g) the need for improvements to the quality management system.

				9.2 Internal Audit
9.2.1 The enterprise conducts internal audits at scheduled intervals to obtain information on whether the quality management system is
(a) the requirements
     1) of the Company to its quality management system,
     2) of ISO 9001:2015,
(b) is effectively implemented and maintained.

				9.2.2 The enterprise had
(a) one or more audit programmes planned, established, implemented and maintained, including the frequency of audits, methods, responsibilities, planning requirements and reporting, taking into account the importance of the processes involved, changes affecting the organisation and the results of previous audits,
(b) defined the audit criteria and scope for each audit,
(c) selected auditors and conduct audits in a manner that ensures the objectivity and impartiality of the audit process,
(d) ensured that the results of the audit are reported to the appropriate management,
(e) implemented appropriate corrections and corrective actions without undue delay,
(f) retained documented information as evidence of the implementation of the audit programme and the results of the audit(s).

				9.3 Management review
9.3.1 General information
Top management evaluates the Company's quality management system at scheduled intervals to ensure its continued suitability, adequacy and effectiveness and alignment with the Company's strategic direction.

				9.3.2 Inputs for the management assessment
The management evaluation will be planned and carried out considering the following aspects:
(a) the status of actions from previous evaluations;
(b) changes in external and internal issues relating to quality management;
(c) information on effectiveness and performance (including developments):
1) customer satisfaction and feedback from relevant interested parties;
2) the extent to which the quality objectives have been met;
3) Process performance and conformity of products and services;
4) Non-conformities and corrective actions;
5) Results of monitoring and measurements;
6) audit results;
7) Performance of external providers;
(d) the adequacy of resources;
(e) the effectiveness of actions taken to address opportunities and risks;
(f) possibilities for improvement.

				9.3.3 Results of the management evaluation 
The results of the management assessment includes decisions and actions:
(a) possibilities for improvement,
(b) any need to change the quality management system,
(c) the need for resources

				The Company retains appropriate documented information as evidence of the management review.

				10 Improvement
10.1 General information
The Company determines the opportunities for improvement, selects them and initiates all necessary measures to meet customer requirements and increase customer satisfaction.

				This includes where applicable:
(a) the improvement of products and services to meet the requirements
     and to consider future needs and expectations,
(b) correcting, preventing or reducing undesirable effects,
(c) improving the performance and effectiveness of the quality management system.

				10.2 Non-conformity and corrective actions
If a non-conformity occurs, including those resulting from complaints, the Company must:
(a) respond to it and take appropriate monitoring and corrective action and/or deal with the consequences;
(b) assess the need for action to eliminate the cause of non-compliance:
1) Review and analysis of non-conformity
2) Determination of the cause of non-conformity
3) Determine whether comparable nonconformities exist or may occur;
(c) take any necessary action;
(d) verify the effectiveness of any corrective action taken;
(e) if necessary, include opportunities and risks identified during the planning process, updating as appropriate:
(a) the improvement of products and services to meet the requirements
     and to consider future needs and expectations,
(b) correcting, preventing or reducing undesirable effects,
(c) improving the performance and effectiveness of the quality management system.
(f) and, if necessary, modify the quality management system.

				The corrective measures are proportionate to the impact of the nonconformities encountered.

				The Company stores documented information as evidence:
(a) the nature of the non-compliance and any action taken thereon; and
(b) the results of any corrective action.

				10.3 Continuous improvement
The Company continuously improves the suitability, appropriateness and effectiveness of its quality management system.

				The Company considers the results of analysis and evaluation, as well as the results of management evaluation, to determine whether there are needs or opportunities to be considered as part of continuous improvement.
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