EESTI STANDARD EVS-EN 16679:2015

Packaging - Tamper verification features for medicinal
product packaging

EESTI STANDARDIKESKUS EW/&

ESTONIAN CENTRE FOR STANDARDISATION J




EVS-EN 16679:2015

EESTI STANDARDI EESSONA

NATIONAL FOREWORD

See Eesti standard EVS-EN 16679:2015 sisaldab
Euroopa standardi EN 16679:2014 ingliskeelset
teksti.

teate

Standard on joustunud sellekohase

avaldamisega EVS Teatajas

Euroopa standardimisorganisatsioonid on teinud
Euroopa standardi rahvuslikele liikmetele
kattesaadavaks 17.12.2014.

Eesti

Standard on kattesaadav

Standardikeskusest.

This Estonian standard EVS-EN 16679:2015
consists of the English text of the European
standard EN 16679:2014.

This standard has been endorsed with a
notification published in the official bulletin of the
Estonian Centre for Standardisation.

Date of Availability of the European standard is
17.12.2014.

The standard is available from the Estonian Centre
for Standardisation.

Tagasisidet standardi sisu kohta on véimalik edastada, kasutades EVS-i veebilehel asuvat tagasiside
vormi vOi saates e-kirja meiliaadressile standardiosakond@evs.ee.

1CS 03.120.10, 11.120.10, 55.020

Standardite reprodutseerimise ja levitamise 8igus kuulub Eesti Standardikeskusele

Andmete paljundamine, taastekitamine, kopeerimine, salvestamine elektroonsesse stisteemi v3i edastamine tkskdik millises
vormis vdi millisel teel ilma Eesti Standardikeskuse kirjaliku loata on keelatud.

Kui Teil on kiisimusi standardite autorikaitse kohta, vGtke palun Gihendust Eesti Standardikeskusega:
Aru 10, 10317 Tallinn, Eesti; koduleht www.evs.ee; telefon 605 5050; e-post info@evs.ee

The right to reproduce and distribute standards belongs to the Estonian Centre for Standardisation

No part of this publication may be reproduced or utilized in any form or by any means, electronic or mechanical, including
photocopying, without a written permission from the Estonian Centre for Standardisation.

If you have any questions about copyright, please contact Estonian Centre for Standardisation:

Aru 10, 10317 Tallinn, Estonia; homepage www.evs.ee; phone +372 605 5050; e-mail info@evs.ee



www.evs.ee
/C:UsersmartinDesktopinfo@evs.ee
http://www.evs.ee/

EUROPEAN STANDARD EN 16679
NORME EUROPEENNE
EUROPA'SCHE NORM December 2014

ICS 03.120.10; 11.120.10; 55.020

English Version

Packaging - Tamper verification features for medicinal product
packaging

Emballage - Témoins d'effraction pour emballages de Verpackung - Merkmale zur Uberpriifung von
meédicaments Manipulationen an Arzneimittelverpackungen

This European Standard was approved by CEN on 8 November 2014.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this European
Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references concerning such national
standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by translation
under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management Centre has the same
status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania,
Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and United
Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

CEN-CENELEC Management Centre: Avenue Marnix 17, B-1000 Brussels

© 2014 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN 16679:2014 E
worldwide for CEN national Members.



EVS-EN 16679:2015

Contents Page
0T =TT o 4
L Yo 11T T o 5
1 8T e o - 6
2 Terms and definitioNs ... e 6
3 General reqUITEMENTES.... ... i samn e s e s msn e e e e e s e e s mmnee e s eesaa s esnnmnne e e eannnnnn 7
31 Tamper verification features.......... e 7
3.2 Purpose of tamper verification features............ i ——— 7
3.3 Application and use of tamper verification features..............ccooiii e 7
34 Check of tamper verification features ...........oo s 7
4 Categories of tamper verification features .........cccccovriirinii i ——— 8
4.1 1671 4 =T - 8
4.2 Folding boxes closed With glue ..o ———— 8
L 720 B T = o2 T e 1 ' o 8
4.2.2 Criteria of tamper verification.......... . 8
L S T =Y 4 1 = 1 oY o 8
4.3 Specially constructed folding bOXeSs ........ccccciminiiimminni i ———————— 9
3 g B T- = o2 T e 1 ' o 9
4.3.2 Criteria of tamper verification............o i e 9
L 3 T =Y 4 1 = 1 oY o 10
4.4 Sealing labels and tapes .........ccc i ———————————————— 10
N W B B T = o2 1 o1 ' o 10
4.4.2 Criteria of tamper verification............ i 10
L T =Y 4 1 = 1 oY o 10
4.5 LT TR =T o o =T 1
L W0t B T = o2 T o1 T o 1
4.5.2 Criteria of tamper verification............o o 1
T T =Y 4 1 = 1 oY o 1
4.6 85T =T o 12
g B T =2 1 o1 ' o 12
4.6.2 Criteria of tamper verification............ o ——— 12
L T =Y 4 1 = 1 oY o 12
4.7 Breakable or tear-away ClOSUre..........ccc i s s s 12
g B 0 T- = o2 T o1 ' o 12
4.7.2 Criteria of tamper verification............ e 13
T V=Y 4 1 = 1 oY o 13
4.8 Display bBlSter PACK ...t amn e e e e naan 13
< g B T = o2 1 o1 T o s S 13
4.8.2 Criteria of tamper verification............ i 13
R T =Y 4 1 = 4 oY o T 14
4.9 (R L= ] o] = 0 X T3 1€ T 1 ' . 14
K B B B T = o2 T o1 ' o 14
4.9.2 Criteria of tamper verification............ i s 14
e T T =Y 4 1 = 1 oY o S 14
410 Blows-fill-and-seal-container (BFS)........cccccirminimmmiss s 15
L S0 0 T B T =2 T o1 o 15
4.10.2 Criteria of tamper verification............o s 15
L g TR T V=Y 4 = 4 oY o 15
4.1 New and emerging teChNOlOGies........ccciiiuiriiniiirin 16



Annex A (informative) Additional information regarding tamper verification features

Bibliography ... ———————

EVS-EN 16679:2015



EVS-EN 16679:2015

Foreword

This document (EN 16679:2014) has been prepared by Technical Committee CEN/TC 261 “Packaging”, 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 June 2015, and conflicting national standards shall be withdrawn at
the latest by June 2015.

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, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom.
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Introduction

Directive 2011/62/EU [1], commonly referred to as the “Falsified Medicines Directive” (FMD), amending
Directive 2001/83/EC [2], requires safety features for certain medicinal products to provide verification of the
“authenticity and identification of individual packs”, and “a device allowing verification of whether the outer
packaging has been tampered with”.

Directives are implemented into Member States' national legislation. This document is primarily aimed at
supporting the implementation of tamper verification features to packaging for medicinal products in the
European Union (EU) and European Economic Area (EEA).
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1 Scope

This European Standard specifies requirements and provides guidance for the application, use and check of
tamper verification features to the packaging of medicinal products.

NOTE The packaging of medicinal products placed on the market and incorporating tamper verification features in
accordance with this European Standard meets the requirements of Directive 2001/83/EC as amended by
Directive 2011/62/EU. Article 54(0) of the Directive stipulates, that on the outer packaging of certain medicinal products or,
where there is no outer packaging, on the immediate packaging shall appear, among others, “a device allowing verification
of whether the outer packaging has been tampered with”.

The principles in this European Standard can be applied in other countries and sectors, as appropriate.

2 Terms and definitions

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

2.1
dispensing person
person authorized or entitled to supply medicinal products to the public

2.2

Falsified Medicines Directive
FMD

Directive 2011/62/EU

23

finished product

authorized medicinal product which has undergone all stages of production including packaging in its final
container as it is dispensed, sold or otherwise supplied

24

immediate packaging

primary packaging

container or other form of packaging immediately in contact with the medicinal product

Note 1 to entry: The term immediate packaging, also known as primary packaging, has been chosen in the context of
this European Standard because it is contained in Directive 2001/83/EC.

25

manufacturing authorization holder

natural or legal person or entity that is authorized for total or partial manufacture, and/or for the various
processes of dividing up, packaging or presentation (in accordance with Directive 2001/83/EC, Article 40(2)

Note 1 to entry: This includes replacement of safety and tamper verification features (in accordance with
Directive 2001/83/EC, Article 47a(1)(b) as amended by Directive 2011/62/EU).

2.6
marketing authorization holder
natural or legal person or entity responsible for placing the medicinal product on the market

2.7

outer packaging

secondary packaging

packaging into which the immediate packaging is placed as it is dispensed or otherwise supplied

Note 1 to entry: The term outer packaging, also known as secondary packaging, has been chosen in the context of
this standard because it is contained in Directive 2001/83/EC.





