Copyright International Organization for Standardization

Provided by IHS under license with ISO

No reproduction or ni

etworking permitted without license

from IHS

TECHNICAL ISO/TS
SPECIFICATION 16791

First edition
2014-04-01

Health informatics — Requirements
for international machine-readable
coding of medicinal product package
identifiers

Informatique de santé — Exigences pour une identification

internationale, lisible par capture automatique, des produits
médicinaux

—_— Reference number
—/@\— ISO/TS 16791:2014(E)

s
©1S0O 2014

Llcensee:Unlversny of Alberta/5966844001, User=sharabiani, shahramfs
Not for Resale, 03/25/2014 19:48:58 MDT



ISO/TS 16791:2014(E)

COPYRIGHT PROTECTED DOCUMENT

© IS0 2014

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized otherwise in any form
or by any means, electronic or mechanical, including photocopying, or posting on the internet or an intranet, without prior
written permission. Permission can be requested from either ISO at the address below or ISO’s member body in the country of
therequester.

1SO copyright office

Case postale 56 « CH-1211 Geneva 20

Tel. +4122749 01 11

Fax + 4122749 09 47

E-mail copyright@iso.org

Web www.iso.org

Published in Switzerland

Copyright Ir:t‘ernatlonal Organization for Standardization © IS0 2014 - All I‘lghtS reserved

Provided by IHS under license with ISO Licensee=University of Alberta/5966844001, User=sharabiani, shahramfs
No reproduction or networking permitted without license from IHS Not for Resale, 03/25/2014 19:48:58 MDT



ISO/TS 16791:2014(E)

Contents Page

FFOTE@WOIM ..........ooooooeoeeee ook iv

IIEIOAUCTION.......oooooo e85 885 v

1 S0P ...k 1

2 NOITNATIVE FEECI@INCES ..........ccccccoovooveeieese st 1

3 Terms aNd AefiMETIOMNIS ... 1
3.1 Terms...oneee

3.2 Abbreviations

4 Procedural BACKGIOUIM. ...t
4.1 LTS 0 U= o= oSO
4.2 | LG 36U u 84 Tot=1u (o) o NN
4.3 International machine readable coding
4.4 MEAICINAL PIOAUCT ..o
4.5 LiAD EIIITIG ...
4.6 Package identifier
4.7 Y=Y = 2= 1 Lo o U
5 USAZE T@QUUEIEIMMEIIES ..........oc e
5.1 LTS3 0 T=) o= oSO
5.2 TTACEADTIIEY ...
5.3 Measures to combat falsification of medicines......
5.4 Improving patient safety at point of care...............
5.5 Support of healthcare systems............cccene
5.6 Procurement and stock management........
5.7  Overview of the NOrmMatiVe OPTIONS. ...
6 ECOMOIMIC @SPECES .......ooooe e 15
6.1 (TS 0TS o= oSO 15
6.2 ManNUFACEUTET PETSPECTIVE ....oocooeee et 16
6.3 Healthcare provider PEISPECTIVE. ... sssssses s esssssessson 16
Annex A (informative) Relationship between PhPID and MPID (Referencing ISO 11615 and
IS0 TLOT6) ..o 17
Annex B (informative) Packaging hierarchy ... 18
Annex C (informative) Relationship between MPID, PCID and GTIN.............ccccon 19
Annex D (informative) Examples for Package Identifier ... 20
BIDIIOGIAPIIY ... 22
Copyright International Org@izz\t(;ofn\fu?Qt;ngardizé\tiyn '[‘ightS reserved o 111
Provided by IHS under license with ISO Licensee=University of Alberta/5966844001, User=sharabiani, shahramfs

No reproduction or networking permitted without license from IHS Not for Resale, 03/25/2014 19:48:58 MDT



