This is a free page sample. Access the full version online.

ish dard
@ NSAI :”SS Eilt?SnOa2r27l6:2007

Standards

Cosmetics - Good Manufacturing Practices
(GMP) - Guidelines on Good Manufacturing
Practices (ISO 22716:2007, Corrected version
2008-05-15)

© CEN 2007 No copying without NSAI permission except as permitted by copyright law.




This is a free page sample. Access the full version online.

I.S. EN ISO 22716:2007

Incorporating amendments/corrigenda/National Annexes issued since publication:

The National Standards Authority of Ireland (NSAI) produces the following categories of formal documents:

1.S. xxx: Irish Standard — national specification based on the consensus of an expert panel and subject to public consultation.
S.R. xxx: Standard Recommendation — recommendation based on the consensus of an expert panel and subject to public consultation.

SWIFT xxx: A rapidly developed recommendatory document based on the consensus of the participants of an NSAl workshop.

This document replaces/revises/consolidates the NSAl adoption of the document(s) indicated on the
CEN/CENELEC cover/Foreword and the following National document(s):

NOTE: The date of any NSAI previous adoption may not match the date of its original CEN/CENELEC
document.

This document is based on: Published:
EN ISO 22716:2007 2007-11-15
This document was published ICS number:
under the authority of the NSAI
and comes into effect on: 71.100.70
2007-12-21
NOTE: If blank see CEN/CENELEC cover page

NSAI T +353 1807 3800 Sales:

1 Swift Square, F+353 1807 3838 T+35318576730
Northwood, Santry E standards@nsai.ie F +353 18576729
Dublin 9 W NSALie W standards.ie

Udaras um Chaighdedin NdisiGinta na hEireann




This is a free page s miJIe. Access the full version online.

I.S. EN ISO 22716:20

52 CENELEC

Correction Notice

Reference: EN ISO 22716:2007

Title: Cosmetics - Good Manufacturing Practices (GMP) - Guidelines on Good Manufacturing Practices
(ISO 22716:2007, Corrected version 2008-05-15)

Work Item: 00392005

Brussels, 2014-03-12

please include the following minor editorial correction(s) in the document related to:

the following language version(s) :
X English
[] French
[] German

for the following procedure :
O puQ
] Enquiry
] 2nd Enquiry
] Parallel Enquiry
] 2™ Parallel Enquiry
[] Formal Vote
] 2™ Formal Vote
[] Parallel Formal Vote
[] 2™ Parallel Formal Vote
[] UAP
] TC Approval
] 2™ TC Approval
[] Publication

XI Parallel Publication

It has been brought to our attention that this document, issued on 2007-11-14, requires modification.
Please find enclosed the updated English version.

We apologise for any inconvenience this may cause.

DEL/FO004 (April 2013)

_ Avenue Marnix, 17 « B-1000 Bruxelles
Tel : +32 2 550 08 11 « Fax : +32 2 550 08 19
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Foreword

This document (EN ISO 22716:2007, Corrected version 2008-05-15) has been prepared by Technical
Committee ISO/TC 217 "Cosmetics" in collaboration with Technical Committee CEN/TC 392 “Cosmetics” the
secretariat of which is held by AFNOR.

This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endorsement, at the latest by May 2008, and conflicting national standards shall be withdrawn at the
latest by May 2008.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, ltaly, Latvia,
Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom.

Endorsement notice

The text of ISO 22716:2007, Corrected version 2008-05-15 has been approved by CEN as a EN ISO
22716:2007 without any modification.
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PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but
shall not be edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In
downloading this file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat
accepts no liability in this area.

Adobe is a trademark of Adobe Systems Incorporated.

Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation
parameters were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In
the unlikely event that a problem relating to it is found, please inform the Central Secretariat at the address given below.

COPYRIGHT PROTECTED DOCUMENT
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All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means,
electronic or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or
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ISO copyright office

Case postale 56 « CH-1211 Geneva 20
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E-mail copyright@iso.org
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an

International Standard requires approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 22716 was prepared by Technical Committee ISO/TC 217, Cosmetics.

This corrected version contains, for the sake of clarity, syntactical changes to subclauses 3.2.1.1 and 11.2.

iv © IS0 2007 — Al rights reserved
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Introduction

These guidelines are intended to provide guidance regarding Good Manufacturing Practices for cosmetic
products. These guidelines have been prepared for consideration by the cosmetic industry and take into
account the specific needs of this sector. These guidelines offer organizational and practical advice on the
management of the human, technical and administrative factors affecting product quality.

These guidelines have been written to allow them to be used following the flow of products from receipt to
shipment. Additionally, in order to clarify the way this document reaches its objectives, a ‘principle’ is added to
each major section.

Good Manufacturing Practices constitute the practical development of the quality assurance concept through
the description of the plant activities that are based on sound scientific judgement and risk assessments. The
objective of these GMP guidelines is to define the activities that enable you to obtain a product that meets
defined characteristics.

Documentation is an integral part of Good Manufacturing Practices.

© 1SO 2007 — All rights reserved \"
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Cosmetics — Good Manufacturing Practices (GMP) —
Guidelines on Good Manufacturing Practices

1 Scope

This International Standard gives guidelines for the production, control, storage and shipment of cosmetic
products.

These guidelines cover the quality aspects of the product, but as a whole do not cover safety aspects for the
personnel engaged in the plant, nor do they cover aspects of protection of the environment. Safety and
environmental aspects are inherent responsibilities of the company and could be governed by local legislation
and regulation.

These guidelines are not applicable to research and development activities and distribution of finished
products.

2 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

21
acceptance criteria
numerical limits, ranges, or other suitable measures for acceptance of test results

2.2

audit

systematic and independent examination to determine whether quality activities and related results comply
with planned arrangements and whether these arrangements are implemented effectively and are suitable for
achieving objectives

23

batch

defined quantity of raw material, packaging material or product issued from one process or series of
processes so that it could be expected to be homogeneous

24
batch number
distinctive combination of numbers, letters and/or symbols, which specifically identifies a batch

25
bulk product
any product which has completed manufacturing stages up to, but not including, final packaging

2.6

calibration

set of operations that establish, under specified conditions, the relationship between values indicated by a
measuring instrument or measuring system, or values represented by a material measure, and the
corresponding known values of a reference standard

© 1SO 2007 — Al rights reserved 1
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