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IPEC Good Distribution Practices Guide 
for Pharmaceutical Excipients

This document has been written to provide guidance for those companies involved in the supply chain of
pharmaceutical excipients. Examples based on practical experience are provided to facilitate the applica-
tion of GDP. However, alternative approaches may be acceptable.

This guide provides additional explanatory notes to:

“GOOD TRADE AND DISTRIBUTION PRACTICES FOR PHARMACEUTICAL STARTING 
MATERIALS” [1]
World Health Organization, WHO Technical Report Series, No. 917, 2003

The explanatory notes in this guide are the views of The International Pharmaceutical Excipients Council
(IPEC) and not necessarily those of WHO.

World Health Organization:

“We are pleased to see that IPEC is using the recommendations from WHO’s technical report on Good
Trade and Distribution Practices for Pharmaceutical Starting Materials. We hope that this will help to
make those recommendations more widely known and allow for their intended implementation. We look
forward to our continued collaboration aiming at providing quality medicines to patients.”

(Dr. Lembit Rägo, Dr. Sabine Kopp; December 2005)
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I. Introductory Note
The International Pharmaceutical Excipients Council (IPEC) first published a GMP Audit Guideline for
Distributors of Bulk Pharmaceutical Excipients in 2000. This Guideline was designed as a tool to assist 
in evaluating the practices and quality systems of distributors who store excipients in their warehouses 
and those who both repackage and store excipients. During 2001, and again in 2006, IPEC revised its 
GMP Guidelines for manufacturers of excipients and decided to publish a complementary document for
distributors of excipients.

In the meantime WHO published its guideline on Good Trade and Distribution Practice for
Pharmaceutical Starting Materials (GTDP) [1] the scope of which extends to active pharmaceutical 
ingredients and excipients. As a result, IPEC is publishing its Good Distribution Practices Guide for
Pharmaceutical Excipients based on the WHO GTDP guideline [1] as an explanatory document. 

The WHO GTDP document provides the general principles of good practices in the pharmaceutical start-
ing materials supply chain. This IPEC document should provide the practical approach with examples that
provide guidance on the application of WHO GTDP principles. In addition, extracts have been taken from
IPEC PQG GMP Guide 2006 [2] to clarify certain requirements and maintain consistency.  

For the purpose of this guide “distributors” includes those parties involved in trade and distribution,
(re)processors, (re)packagers, transport and warehousing companies, forwarding agents, brokers, traders,
and suppliers other than the original manufacturer.

II. Scope
This document is based on the WHO Good Trade and Distribution Practice for Pharmaceutical Starting
Materials (GTDP) guideline [1], and therefore it follows the same structure.

It applies to steps in the distribution/supply chain starting from the point at which an excipient is trans-
ferred outside the control of the original manufacturer’s material management system. Some sections
and/or sub-sections in this document may not apply to all involved parties. This document is meant to 
provide guidance in the application of the GTDP; however, alternative approaches may be acceptable.

To help the user to identify the sections applicable to the activities, see table 1 - Matrix of Applicability
and table 2 - Applicability for supply chain activities.

The matrix differentiates between activities involving warehousing and distribution from those involving
further processing such as distributor bulk storage, repackaging, sampling, or labeling activities with
excipients, reflecting different levels of control. For definitions, please refer to Annex A.

Further processing activities, such as blending, mixing, milling, micronization or any other physical
manipulation of pharmaceutical excipients, should also refer to relevant aspects of the IPEC PQG GMP
Guide 2006 [2]. 

In addition to this text Introductory Note, Scope, General Considerations and the Glossary of WHO GTDP
guideline [1] should be referenced.

III. Pharmaceutical Grade Excipients
Parties involved in the supply chain should be aware that an excipient can only be pharmaceutical grade
when it is in compliance with pharmacopoeial specification and/or appropriate regulatory requirements (if
existing for the specific excipient) and is manufactured, repackaged, and handled in accordance with
excipient GMPs (e.g. IPEC PQG GMP [2], WHO Excipient GMP [6]). Upgrading technical or industrial
grade material to pharmaceutical grade quality only on the basis of analytical results found in conformance
with the requirements of a pharmacopoeial monograph is an unacceptable practice.

IV. Acknowledgements

The International Pharmaceutical Excipients Council (IPEC) prepared this document. IPEC is an interna-
tional industry association with a distinguished worldwide membership of chemical, pharmaceutical and
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food firms that develop, manufacture, distribute, sell and use pharmaceutical excipients. IPEC was formed
in 1991 to address prevalent industry concerns related to the harmonization of international excipient stan-
dards, the introduction of useful new excipients to the marketplace, and the development of good manu-
facturing practices for excipients. IPEC is an umbrella organization comprised of three regional
pharmaceutical excipient industry associations in the United States, Europe, and Japan. The objective of
the three organizations, which are known respectively as IPEC Americas, IPEC-Europe and JPEC, is to
promote the safety and efficacy of finished dosage forms worldwide.

IPEC would like to acknowledge the World Health Organization (WHO) for their extensive efforts in devel-
oping the guidelines “GOOD TRADE AND DISTRIBUTION PRACTICES FOR PHARMACEUTICAL
STARTING MATERIALS” [1], which are valued by IPEC as a significant step forward in the development of
tools for the improvement of safety and quality of starting materials and finished pharmaceuticals.

This document is the result of significant collaboration between IPEC-Europe and IPEC-Americas. IPEC
greatly appreciates the many hours of hard work by the following individuals devoted to developing this
guide and the generous support provided by their employers:

IPEC-EUROPE

Dr. Mathias Brenken Dow Deutschland GmbH & Co. OHG
Reiner Gellrich Cognis Deutschland GmbH & Co. KG
Dr. Andreas Lekebusch Biesterfeld Spezialchemie GmbH
George Mansveld Hercules International Ltd.
Dr. Frank Milek Aug. Hedinger GmbH & Co. KG – Chairman
Dr. Alexander Schoch Palatinit GmbH
Dr. Najib Sehat Merck KGaA
Allan Whiston sanofi-aventis 

IPEC-AMERICAS

Dr. Sidney Goode The Dow Chemical Company
Dr. Rodney Gray Hercules Incorporated
Ann Perry The Dow Chemical Company
David B. Klug sanofi-aventis
Jack Tully Hercules Incorporated
James Slagle Hercules Incorporated
Robert Wiens Eli Lilly and Company
Rick Green CP Kelco
Dale Carter ADM
Kristin Moore ADM
Don Ewert EMD Chemicals
Robert Zega Chr. Hansen Inc.
Priscilla Zawislak FMC Biopolymer
Dr. Philip Merrell Tyco Healthcare/Mallinckrodt
David Schoneker Colorcon
Victoria Shaheen Mutchler, Inc.
Laura Horne Mutchler, Inc.
Dennis Walker Proctor & Gamble
Frank Murphy The Dow Chemical Company
Amanda Martin National Starch & Chemical Company
Katherine Ulman Dow Corning
Dr. Arthur Falk IPEC-Americas
Dr. R Christian Moreton Idenix Pharmaceuticals, Inc.
Dr. Irwin B. Silverstein IBS Consulting in Quality (committee consultant)
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Table 2: Applicability for Supply Chain Activities

A supply chain participant, who exclusively carries out a specific activity, should apply the sections of the
document mentioned under an activity. If a company carries out different activities all sections mentioned
under all conducted activities should be applied.

1. Activities including direct contact with excipients

1.1 Repackaging, Processing

Applicable sections:
1., 2., 3., 4., 5., 6., 7., 8., 9., 10., 11., 13.

1.2 Sampling, Testing, Re-testing

Applicable sections:
1., 2., 3., 5. (except 5.2 and 5.6); 6. (except 6.7, 6.8), 7. (except 7.1, 7.2, 7.3, 7.4, 7.6, 7.7, 7.8,
7.9, 7.10, 7.11, 7.15), 8. (except 8.4 and 8.5), 13. 

1.3 Relabeling

Applicable sections:
1., 2., 3., 4 (except 4.9), , 6., 7. (except 7.13. and 7.14), 8., 9., 10., 11., 13.

1.4 Bulk handling and bulk storage

Applicable sections:
1., 2., 3., 4., 5., 6. (except 6.8), 7. (except 7.5, 7.6, 7.9, 7.10), 8., 9., 10., 11., 13. 

1.5 Transportation of bulk excipients

Applicable sections:
1. (except 1.7), 2., 5., 6. (except 6.3, 6.4, 6.7, 6.8, 6.9), 8., 12., 13. 

2. Activities including non-direct contact with excipients (handling of packaged excipients)

2.1 Transportation of packed excipients

Applicable sections:
1. (except 1.7), 2. (except 2.6), 6. (except 6.3, 6.4, 6.7, 6.8, 6.9), 8., 12. (except 12.4 and 
12.7), 13. 

2.2 Warehousing (storage of packed excipients)

Applicable sections :
1., 2. (except 2.6), 3. (except 3.5), 4. (except 4.9), 6. (except 6.3, 6.4, 6.7, 6.8), 8., 10., 11. 
(except 11.2 and 11.4), 13.

2.3 Broking, Trading, Reselling originally packed excipients

Applicable sections:
1. (except 1.7), 2. (except 2.5 and 2.6), 6. (except 6.1, 6.7, 6.8), 8., 9. (except 9.4), 13. 
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 m
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 p
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 c
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 d
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 o
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Fi
xe

d 
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pe
w

or
k 
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ld
 b

e 
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d 
to
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te
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e 
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nt

en
ts
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nd
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ap

pl
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,t
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 d
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ec
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n 
of

 f
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w
.

5.
4

A
ll 

se
rv

ic
es

,p
ip

in
g 

an
d 

de
vi

ce
s 

sh
ou

ld
 b

e 
ad

eq
ua

te
ly

 m
ar

ke
d 

an
d 
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ec

ia
l a

tte
n-

tio
n 
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id
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 th

e 
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ov
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n 
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 n
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 c
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ne

ct
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ng
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s 
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ui
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 o
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5.
5

B
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s 
an

d 
ot

he
r 

m
ea

su
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ng
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qu
ip

m
en

t o
f 

an
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pp
ro
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ia

te
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an
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 p
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 b
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 b
e 
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 p
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 f
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 th
e 
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at
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fa
ce

s 
th

at
 c
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 d
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t c
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 f
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 c
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 c
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 c
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 p
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 p
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 s
ta

rt
in

g 
m

at
er

ia
ls

. W
he

re
 n

on
-d

ed
ic

at
ed

 e
qu

ip
m

en
t i

s
us

ed
 c

le
an

in
g 

va
lid

at
io

n 
sh

ou
ld

 b
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 d
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 o
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 b
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 b
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at
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d 
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w
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 f
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 m
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f
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m
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n 
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e 
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ti
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ro
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ss
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g,
pa

ck
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st
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of
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 e
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ie
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he
re

 s
ho

ul
d 

be
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or
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f 
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ip

m
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t
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en
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 c
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m
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r 
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r 
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at
e 

do
cu

m
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.
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xp
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Se
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ho
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 p
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ce
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 f
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 c
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d 
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. C
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 b
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t c
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ra
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 p
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 b
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 p
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re
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 d
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 d
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 c
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 c
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 c
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d 
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 b
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 m
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 b
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 r
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 c
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 C
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at
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n 
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 d
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 d
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t c
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 d
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 d
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 b
e 

us
ed

,o
r 

tr
an

sc
ri

pt
io

n 
of

 d
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 b
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d 

be
 id
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C

O
A
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 d
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e 
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 d
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to

r 
sh
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e
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ith
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f 
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m
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d
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w
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ac
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y 
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m
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w
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 c
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 c
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 p
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r 
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ra
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 c
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f 
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m
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O
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pr
ov

id
ed
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 a
ll 

ot
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re
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or
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 c
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gu

id
el
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6.
5

T
he

 o
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l m
an
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an
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be

 tr
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at
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m

 a
nd

 u
ps

tr
ea

m
.

6.
6

M
ec

ha
ni

sm
s 

sh
ou

ld
 e

xi
st

 to
 a

llo
w

 f
or

 tr
an

sf
er

 o
f 

in
fo

rm
at

io
n,

in
cl

ud
in

g 
th

e
tr

an
sf

er
 o

f 
qu

al
ity

 o
r 

re
gu

la
to

ry
 in

fo
rm

at
io

n 
be

tw
ee

n 
a 

m
an

uf
ac

tu
re

r 
an

d 
a 

cu
st

om
er

,a
nd

 o
f 

in
fo

rm
at

io
n 

to
 th

e 
re

gu
la

to
ry

 a
ut

ho
ri

ty
 u

po
n 

re
qu

es
t.

6.
7

L
ab

el
s 

ap
pl

ie
d 

to
 c

on
ta

in
er

s 
sh

ou
ld

 b
e 

cl
ea

r,
un

am
bi

gu
ou

s,
pe

rm
an

en
tly

 f
ix

ed
an

d 
in

 th
e 

co
m

pa
ny

’s
 a

gr
ee

d 
fo

rm
at

. T
he

 in
fo

rm
at

io
n 

on
 th

e 
la

be
l s

ho
ul

d 
be

in
de

lib
le

.

6.
8

E
ac

h 
co

nt
ai

ne
r 

sh
ou

ld
 b

e 
id

en
tif

ie
d 

by
 la

be
lli

ng
 b

ea
ri

ng
 a

t l
ea

st
 th

e 
fo

llo
w

in
g

in
fo

rm
at

io
n:

•
th

e 
na

m
e 

of
 th

e 
ph

ar
m

ac
eu

tic
al

 s
ta

rt
in

g 
m

at
er

ia
l,

in
cl

ud
in

g 
gr

ad
e 

an
d 

re
fe

re
nc

e 
to

 p
ha

rm
ac

op
oe

ia
s,

w
he

re
 r

el
ev

an
t;

•
if

 a
pp

lic
ab

le
,w

ith
 th

e 
In

te
rn

at
io

na
l N

on
pr

op
ri

et
ar

y 
N

am
es

 (
IN

N
s)

;
•

th
e 

am
ou

nt
 (

w
ei

gh
t o

r 
vo

lu
m

e)
;

•
th

e 
ba

tc
h 

nu
m

be
r 

as
si

gn
ed

 b
y 

th
e 

or
ig

in
al

 m
an

uf
ac

tu
re

r 
or

 th
e 

ba
tc

h 
nu

m
be

r
as

si
gn

ed
 b

y 
th

e 
re

pa
ck

er
,i

f 
th

e 
m

at
er

ia
l h

as
 b

ee
n 

re
pa

ck
ed

 a
nd

 r
el

ab
el

le
d;

•
th

e 
re

te
st

 d
at

e 
or

 e
xp

ir
y 

da
te

 (
w

he
re

 a
pp

lic
ab

le
);

•
an

y 
sp

ec
ia

l s
to

ra
ge

 c
on

di
tio

ns
;

•
ha

nd
lin

g 
pr

ec
au

tio
ns

,w
he

re
 n

ec
es

sa
ry

;
•

id
en

tif
ic

at
io

n 
of

 th
e 

or
ig

in
al

 m
an

uf
ac

tu
ri

ng
 s

ite
; a

nd
•

na
m

e 
an

d 
co

nt
ac

t d
et

ai
ls

 o
f 

th
e 

su
pp

lie
r.
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9

R
el

ev
an

t s
to

ra
ge

,h
an

dl
in

g 
an

d 
sa

fe
ty

 d
at

a 
sh

ee
ts

 s
ho

ul
d 

be
 a

va
ila

bl
e.
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10

R
ec

or
ds

 m
us

t b
e 

ke
pt

 a
nd

 m
us

t b
e 

re
ad

ily
 a

va
ila

bl
e 

up
on

 r
eq

ue
st

 in
 a

cc
or
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nc

e
w

ith
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O
pe
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uc
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as
 c
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bi

ni
ng
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 h

om
og

en
eo

us
 b

at
ch

,r
ep

ac
ka

gi
ng

 a
nd

/o
r

re
la

be
lli

ng
,a

re
 m

an
uf

ac
tu

ri
ng

 p
ro

ce
ss

es
 a

nd
 th

ei
r 

pe
rf

or
m

an
ce

 s
ho

ul
d 

th
er

ef
or

e
fo

llo
w

 G
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 g

en
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in

g 
sy

st
em

s 
an

d 
pr

oc
ed

ur
es

 s
ho

ul
d 

be
 c

on
tr

ol
le

d 
an

d 
do

cu
m

en
te

d.
A

pp
ro

pr
ia

te
 v

er
if

ic
at

io
n 

an
d 

re
co

rd
s 

sh
ou

ld
 b

e 
m

ai
nt

ai
ne

d.

If
 a

gr
ee

d 
up

on
 w

ith
 th

e 
ph

ar
m

ac
eu

tic
al

 c
us

to
m

er
 in

fo
rm

at
io

n 
ab

ou
t t

he
 o

ri
gi

na
l

m
an

uf
ac

tu
ri

ng
 s

ite
 m

ay
 a

ls
o 

be
 p

ro
vi

de
d 

in
 o

th
er

 w
ay

s 
or

 o
n 

ot
he

r 
do

cu
m

en
ts

.

Se
lf

 e
xp

la
na

to
ry

T
he

 s
ec

ur
ity

 a
nd

 m
et

ho
ds

 o
f 

ar
ch

iv
in

g 
an

d 
re

tr
ie

va
l o

f 
su

ch
 r

ec
or

ds
 s

ho
ul

d 
be

 c
on

si
de

re
d.

Pr
oc

es
se

s 
w

he
re

 e
xc

ip
ie

nt
s 

ar
e 

ex
po

se
d 

to
 th

e 
en

vi
ro

nm
en

t s
uc

h 
as

 tr
an

sf
er

ri
ng

ex
ci

pi
en

t f
ro

m
 o

ne
 c

on
ta

in
er

 to
 a

no
th

er
,e

.g
. f

ro
m

 b
ul

k 
eq

ui
pm

en
t t

o 
st

or
ag

e
ta

nk
s/

si
lo

s 
or

 f
ro

m
 s

to
ra

ge
 ta

nk
s/

si
lo

s 
in

to
 c

on
ta

in
er

s,
ar

e 
cr

iti
ca

l f
or

 p
ro

du
ct

qu
al

ity
. U

nd
er

 th
es

e 
co

nd
iti

on
s 

ex
ci

pi
en

ts
 m

ay
 b

e 
co

nt
am

in
at

ed
 w

ith
 o

th
er

 p
ro

d-
uc

ts
,l

ub
ri

ca
nt

s,
cl

ea
ne

rs
 o

r 
an

y 
ot

he
r 

fo
re

ig
n 

m
at

te
rs

. T
o 

m
in

im
iz

e 
th

es
e 

ri
sk

s
IP

E
C

 P
Q

G
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M
P 

pr
in
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pl

es
 s
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ul
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 a
pp
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7.
2

Sp
ec

ia
l a

tte
nt

io
n 

sh
ou

ld
 b

e 
gi

ve
n 

to
 th

e 
fo

llo
w

in
g 

po
in

ts
:

•
pr

ev
en

tio
n 

of
 c

on
ta

m
in

at
io

n,
cr

os
s-

co
nt

am
in

at
io

n 
an

d 
m

ix
-u

ps
;

•
se

cu
ri

ty
 o

f 
st

oc
ks

 o
f 

la
be

ls
,l

in
e 

cl
ea

ra
nc

e 
ch

ec
ks

,o
n-

lin
e 

in
sp

ec
tio

ns
,

de
st

ru
ct

io
n 

of
 e

xc
es

s 
ba

tc
h-

pr
in

te
d 

la
be

ls
;

•
go

od
 s

an
ita

tio
n 

an
d 

hy
gi

en
e 

pr
ac

tic
es

;

•
m

ai
nt

ai
ni

ng
 b

at
ch

 in
te

gr
ity

 (
no

rm
al

ly
 m

ix
in

g 
of

 d
if

fe
re

nt
 b

at
ch

es
 o

f 
th

e
sa

m
e 

so
lid

 m
at

er
ia

l s
ho

ul
d 

no
t b

e 
do

ne
);

•
as

 p
ar

t o
f 

ba
tc

h 
re

co
rd

s 
al

l l
ab

el
s 

th
at

 w
er

e 
re

m
ov

ed
 f

ro
m

 th
e 

or
ig

in
al

 c
on

-
ta

in
er

 d
ur

in
g 

op
er

at
io

ns
,a

nd
 a

 s
am

pl
e 

of
 th

e 
ne

w
 la

be
l,

sh
ou

ld
 b

e 
ke

pt
;

Sp
ec

ia
l a

tte
nt

io
n 

sh
ou

ld
 b

e 
gi

ve
n 

to
 th

e 
fo

llo
w

in
g 

po
in

ts
:

•
C

on
ta

m
in

at
io

n,
cr

os
s-

co
nt

am
in

at
io

n 
an

d 
m

ix
-u

ps
 s

ho
ul

d 
be

 a
vo

id
ed

 b
y 

us
in

g 
su

ita
bl

e 
eq

ui
pm

en
t a

nd
 c

le
an

in
g 

pr
oc

ed
ur

es
 a

cc
or

di
ng

 to
 th

e 
re

co
m

-
m

en
da

tio
ns

 o
f 

ch
ap

te
r 

5 
of

 th
is

 d
oc

um
en

t a
nd

 w
ith

 a
de

qu
at

e 
la

be
lin

g.
E

nv
ir

on
m

en
ta

l c
on

di
tio

ns
 a

nd
 r

ep
ac

ka
gi

ng
 p

ro
ce

du
re

s 
sh

ou
ld

 b
e 

de
si

gn
ed

 to
av

oi
d 

co
nt

am
in

at
io

n 
an

d 
cr

os
s-

co
nt

am
in

at
io

n 
du

ri
ng

 r
ep

ac
ka

gi
ng

 a
nd

 r
el

a-
be

lin
g 

op
er

at
io

ns
. F

ilt
er

ed
 a

ir
 in

 th
e 

re
pa

ck
ag

in
g 

ar
ea

 s
ho

ul
d 

be
 c

on
si

de
re

d
w

he
re

 n
ec

es
sa

ry
 f

or
 th

e 
pr

od
uc

t. 
Pr

ot
ec

tiv
e 

cl
ot

hi
ng

 f
or

 th
e 

op
er

at
or

s 
sh

ou
ld

be
 c

le
ar

ly
 d

ef
in

ed
.

•
L

ab
el

s 
sh

ou
ld

 b
e 

pr
in

te
d 

w
ith

 a
 c

on
tr

ol
le

d 
sy

st
em

 e
ns

ur
in

g 
th

at
 a

ll 
ne

ce
ss

ar
y

in
fo

rm
at

io
n 

is
 c

or
re

ct
 (

se
e 

6.
8)

.S
uf

fi
ci

en
t c

ro
ss

ch
ec

ks
 s

ho
ul

d 
be

 in
st

al
le

d 
to

en
su

re
 p

ro
pe

r 
da

ta
 tr

an
sf

er
. A

 p
ro

ce
du

re
 s

ho
ul

d 
be

 in
st

al
le

d 
to

 a
vo

id
 m

is
-

la
be

lin
g.

 T
he

re
fo

re
 p

ri
nt

in
g 

an
d 

us
ag

e 
of

 la
be

ls
 s

ho
ul

d 
be

 a
 r

es
tr

ic
te

d
pr

oc
es

s.
 A

ll 
la

be
lin

g 
op

er
at

io
ns

 (
e.

g.
 g

en
er

at
in

g,
pr

in
tin

g,
st

or
ag

e,
us

ag
e,

de
st

ru
ct

io
n)

 s
ho

ul
d 

al
w

ay
s 

be
en

 r
ec

or
de

d.
 L

ab
el

ed
 c

on
ta

in
er

s 
sh

ou
ld

 b
e

in
sp

ec
te

d 
an

d 
su

rp
lu

s 
la

be
ls

 s
ho

ul
d 

be
 d

es
tr

oy
ed

 to
 a

vo
id

 a
ny

 m
is

us
e.

 I
f

la
be

ls
 w

ill
 n

ot
 b

e 
pr

in
te

d 
ju

st
 in

–t
im

e,
se

cu
ri

ty
 s

to
ck

 s
ho

ul
d 

be
 c

on
tr

ol
le

d
an

d 
lim

ite
d 

ac
ce

ss
 s

ho
ul

d 
be

 d
ef

in
ed

.

•
R

ep
ac

ka
gi

ng
 a

nd
 r

el
ab

el
in

g 
pr

oc
es

se
s 

sh
ou

ld
 b

e 
ca

rr
ie

d 
ou

t i
n 

an
 e

nv
ir

on
-

m
en

t c
le

an
 e

no
ug

h 
to

 a
vo

id
 c

on
ta

m
in

at
io

n.
 I

t s
ho

ul
d 

be
 c

le
ar

ly
 d

ef
in

ed
w

he
re

 a
nd

 h
ow

 a
n 

ex
ci

pi
en

t w
ill

 b
e 

re
pa

ck
ag

ed
 a

nd
 r

el
ab

el
ed

. P
er

so
nn

el
in

vo
lv

ed
 in

 r
ep

ac
ka

gi
ng

 p
ro

ce
ss

es
 s

ho
ul

d 
w

ea
r 

cl
ea

n 
pr

ot
ec

tiv
e 

ap
pa

re
l s

uc
h

as
 h

ea
d,

fa
ce

,h
an

d,
an

d 
ar

m
 c

ov
er

in
gs

,i
f 

ne
ce

ss
ar

y 
an

d 
pr

ac
tic

e 
ap

pr
op

ri
at

e
pe

rs
on

ne
l h

yg
ie

ne
 (

e.
g.

 h
an

d 
di

si
nf

ec
tio

n,
fo

llo
w

in
g 

he
al

th
 r

eq
ui

re
m

en
ts

,
he

al
th

 m
on

ito
ri

ng
,c

ov
er

in
g 

ex
po

se
d 

je
w

el
ry

).
 P

er
so

nn
el

 s
ho

ul
d 

be
 tr

ai
ne

d 
on

sp
ec

ia
l h

yg
ie

ne
 r

eq
ui

re
m

en
ts

. T
ra

in
in

g 
sh

ou
ld

 b
e 

re
co

rd
ed

. R
ep

ac
ka

gi
ng

ar
ea

s 
sh

ou
ld

 b
e 

re
gu

la
rl

y 
cl

ea
ne

d 
an

d 
sa

ni
tiz

ed
.

•
W

he
re

 n
ew

 b
at

ch
 n

um
be

rs
 a

re
 a

ss
ig

ne
d,

tr
ac

ea
bi

lit
y 

to
 o

ri
gi

na
l b

at
ch

 n
um

-
be

rs
 s

ho
ul

d 
be

 e
ns

ur
ed

 b
y 

pr
op

er
 d

oc
um

en
ta

tio
n.

 A
ss

ig
ni

ng
 o

ne
 b

at
ch

 n
um

-
be

r 
to

 c
on

ta
in

er
s 

of
 d

if
fe

re
nt

 b
at

ch
es

 c
om

pl
yi

ng
 w

ith
 th

e 
sa

m
e 

sp
ec

if
ic

at
io

n
is

 a
n 

un
ac

ce
pt

ab
le

 p
ra

ct
ic

e 
(s

ee
 a

ls
o 

7.
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an
d 

7.
4)
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Se
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,2
00

3

•
if

 m
or

e 
th

an
 o

ne
 b

at
ch

 o
f 

 la
be

l i
s 

us
ed

 in
 o

ne
 o

pe
ra

tio
n,

sa
m

pl
es

 o
f 

ea
ch

ba
tc

h 
sh

ou
ld

 b
e 

ke
pt

; a
nd

•
m

ai
nt

ai
ni

ng
 p

ro
du

ct
 id

en
tit

y 
an

d 
in

te
gr

ity
.

7.
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W
he

n 
di

ff
er

en
t b

at
ch

es
 o

f 
a 

m
at

er
ia

l f
ro

m
 th

e 
sa

m
e 

or
ig

in
al

 m
an

uf
ac

tu
ri

ng
 

si
te

 a
re

 r
ec

ei
ve

d 
by

 a
 d

is
tr

ib
ut

or
 a

nd
 c

om
bi

ne
d 

in
to

 a
 h

om
og

en
ou

s 
ba

tc
h,

th
e

co
nf

or
m

ity
 o

f 
ea

ch
 b

at
ch

 w
ith

 it
s 

sp
ec

if
ic

at
io

n 
sh

ou
ld

 b
e 

co
nf

ir
m

ed
 b

ef
or

e 
it 

is
 a

dd
ed

. 

7.
4

O
nl

y 
m

at
er

ia
ls

 f
ro

m
 th

e 
sa

m
e 

m
an

uf
ac

tu
ri

ng
 s

ite
 r

ec
ei

ve
d 

by
 a

 d
is

tr
ib

ut
or

 a
nd

co
nf

or
m

in
g 

to
 th

e 
sa

m
e 

sp
ec

if
ic

at
io

ns
 c

an
 b

e 
m

ix
ed

. I
f 

di
ff

er
en

t b
at

ch
es

 o
f 

th
e

sa
m

e 
m

at
er

ia
l a

re
 m

ix
ed

 to
 f

or
m

 a
 h

om
og

en
eo

us
 b

at
ch

 it
 s

ho
ul

d 
be

 d
ef

in
ed

 a
s 

a
ne

w
 b

at
ch

,t
es

te
d 

an
d 

su
pp

lie
d 

w
ith

 a
 b

at
ch

 c
er

tif
ic

at
e 

of
 a

na
ly

si
s.

 I
n 
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Appendix A Glossary

Acceptance Criteria
Numerical limits, ranges, or other suitable measures of acceptance for test results. [4]

Active Pharmaceutical Ingredient (API)
Any substance or mixture of substances intended for use in the manufacture of a drug (medicinal) product
and that, when used in the production of a drug, becomes an active ingredient of the drug product. Such
substances are intended to furnish pharmacological activity or other direct effect in the diagnosis, cure,
mitigation, treatment, or prevention of disease or to affect the structure or any function of the body of man
or animals. [4]

Agreement
Arrangement undertaken by and legally binding on parties. [1]

Batch (Lot)
A specific quantity of material produced in a process or series of processes so that it can be expected to be
homogeneous. In the case of continuous processes, a batch may correspond to a defined fraction of the 
production. The batch size can be defined either by a fixed quantity or by the amount produced in a fixed
time interval. [2]

Batch Number (Lot Number) 
A unique combination of numbers, letters and/or symbols that identifies a batch (or lot) and from which
the production and distribution history can be determined. [4]

Batch Process
A process that produces the excipient from a discrete supply of raw materials that is present before the
completion of the reaction. [2]

Batch Record 
Documents that provide a history of the manufacture of a batch of excipient. [2]

Broker / Broking
Brokers resell excipients without conducting physical handling of the product such as warehousing,
transport, repackaging etc.

Bulk excipient
Excipient in any transportation or storage equipment (tanks, silos, ISO-Containers, tank/silo trucks etc.) to
be filled/repackaged into others (tanks, silos, drums, bags, containers etc.).

Calibration
The demonstration that a particular instrument or device produces results within specified limits by 
comparison with those produced by a reference or traceable standard over an appropriate range of 
measurements. [4]

Certificate of Analysis (COA)
A document listing the test methods, specification and results of testing a representative sample from the
batch to be delivered. [2]
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Certificate of Conformity (COC)
A document, which confirms that the product shipped to the customer, complies with a specific set of
requirements or specifications. It does not contain actual test results.

Commingling
Unintended blending of traces of carryover material from one batch with another.

Consignment
The quantity of a pharmaceutical starting material made by one manufacturer and supplied at one time 
in response to a particular request or order. A consignment may comprise one or more packages or 
containers and may include material belonging to more than one batch. [1]

Contamination
The undesired introduction of impurities of a chemical or microbiological nature, or foreign matter, into
or onto a raw material, intermediate, or excipient during production, sampling, packaging, or repackaging,
storage or transport. [2]

Continuous Process
A process that continually produces material from a continuing supply of raw material. [2]

Contract
Business agreement for supply of goods or performance of work at a specified price. [1]

Critical
A process step, process condition, test requirement or other relevant parameter or item that must be 
controlled within predetermined criteria to ensure that the excipient meets its specification. [2]

Cross-Contamination 
Contamination of a material or product with another material or product. [4]

Customer
The organization receiving the excipient once it has left the control of the excipient manufacturer; includes
brokers, agents and users. [2]

Deviation
Departure from an approved instruction or established standard. [4]

Drug (Medicinal) Product
The dosage form in the final immediate packaging intended for marketing. [4] 

Earliest expiry/first out principle concept (EEFO)
A distribution procedure to ensure that the stock with the earliest expiry date is distributed and/or utilized
before an identical stock item with a later expiry date is distributed and/or utilized. [1]

Excipient
Substances other than the API which have been appropriately evaluated for safety and are intentionally
included in a drug delivery system. [2]

Expiry (Expiration) Date
The date designating the time during which the excipient is expected to remain within specifications and
after which it should not be used. [2]
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First in/first out principle concept (FIFO)
A distribution procedure to ensure that the oldest stock is distributed and/or utilized before a newer and
identical stock item is distributed and/or utilized. [1]

Good Manufacturing Practices (GMP)
That part of quality assurance which ensures that products are consistently produced and controlled to the
quality standards appropriate to their intended use. Current Good Manufacturing Practices (cGMP) is the
applicable term in the United States. For purposes of this guide the terms GMP and cGMP are equivalent.

Homogeneous material
Material of uniform consistency and composition throughout a batch. [1]

Impurity
A component of an excipient that is not intended to be present but arises as a consequence of the raw 
materials used or the manufacturing process. [2]

In-process Control / Testing
Checks performed in production to monitor and, if appropriate, to adjust the process and or to ensure that
the intermediate or excipient conforms to its specification. [2]

Intermediate
Material that must undergo further manufacturing steps before it becomes an excipient. [2]

Labeling
The action involving the selection of the correct label, with the required information, followed by 
line-clearance and application of the label. [1]

Lot
See Batch.

Manufacture / Manufacturing Process
All operations of receipt of materials, production, packaging, repackaging, labeling, relabeling, quality
control, release, storage, and distribution of excipients and related controls. [2]

Material
A general term used to denote raw materials (starting materials, reagents, and solvents), process aids,
intermediates, excipients and packaging and labeling materials. [4]

Non-conforming Material
Material that does not meet the manufacturer’s specifications or has not been manufactured according to
applicable GMPs.

Original Manufacturer
Person or company manufacturing a material to the stage at which it is designated as a pharmaceutical
starting material. [1]

Packaging Material
A material intended to protect an intermediate or excipient during storage and transport. [2]
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Pharmaceutical Starting Material
A pharmaceutical starting material is an active pharmaceutical ingredient (API) or an excipient intended
or designated for use in the production of a pharmaceutical product. [1]

Procedure
Written, authorized instruction for performing specified operations.

Processing
Operations to change product characteristics by mainly physical treatment through e.g. milling, sieving,
distilling, filtration, blending.

Production
Operations involved in the preparation of an excipient from receipt of materials through processing and
packaging of the excipient. [2]

Quality Assurance 
The sum total of the organised arrangements made with the object of ensuring that all excipients are of the
quality required for their intended use and that quality systems are maintained. [2]

Quality Control
Checking or testing that specifications are met. [4]

Quality Critical
Describes a material, process step or process condition, test requirement or any other relevant parameter
that directly influences the quality attributes of the excipient and which must be controlled within 
predetermined criteria. [2]

Quarantine
The status of materials isolated physically or by other effective means pending a decision on their 
subsequent approval or rejection. [4]

Raw Material
A general term used to denote starting materials, reagents and solvents intended for the use in the 
production of intermediates or excipients. [2]

Recall (USA: see Retrieval)
A process for withdrawing or removing a pharmaceutical material from the distribution chain because 
of defects in the materials or complaints of a serious nature. The recall might be initiated by the 
manufacturer/importer/distributor or a responsible agency. [1]

Record
Documents stating results achieved and/or providing evidence of activities performed. The medium may
be paper, magnetic, electronic or optical, photography etc. or a combination thereof . [2]

Re-evaluation Date (Retest Date)
The date when the material should be re-examined to ensure that it is still suitable for use. [4]

Relabeling
The process of putting a new label on the material (see also labeling). [1]
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Repackaging
The action of changing the packaging of the material. [1]

Retained Sample
Representative sample of a batch/delivery that is of sufficient quantity to perform at least 2 full quality 
control analyses and will be kept for a defined period of time.

Retest Date
The date when a material should be re-examined to ensure that it is still suitable for use. [1]

Retrieval (especially in the USA)
Process for the removal of an excipient from the distribution chain. [2]

Sampling
Operations designed to obtain a representative portion of a pharmaceutical starting material based on 
an appropriate statistical procedure, for a defined purpose, e.g. acceptance of consignments, batch 
release, etc. [1]

Skip Lot (periodic) Testing
The performance of specified tests at release on pre selected batches and/or at predetermined intervals,
rather than on a batch-to-batch basis, with the understanding that those batches not tested must still meet
all the acceptance criteria established for that product. This represents a less than full schedule of testing
and should therefore be justified, presented to, and approved by, the regulatory authority before imple-
mentation. When tested, any failure of the starting material to meet the acceptance criteria established for
the periodic (skip lot) test should be handled by proper notification of the appropriate regulatory authority
(authorities). If these data demonstrate a need to restore routine testing, then batch-by-batch release 
testing should be reinstated. [1]

Specification 
A list of tests, references to analytical procedures, and appropriate acceptance criteria that are numerical
limits, ranges or other criteria for the tests described for a material. [2]

Stability
Continued conformance of the excipient to its specifications. [2]

Supplier
Person or company providing pharmaceutical starting materials on request. Suppliers may be distributors,
manufacturers, traders, etc. [1]

Supply Chain
For the purpose of this guideline supply chain is defined as all steps in the entire chain of distribution start-
ing from the point at which an excipient is transferred outside the control of the original manufacturer’s
material management system downstream to the final user of the excipient.

Top Management
Person or group of people who direct and control an organization at the highest level. The highest level
can either be at the site or corporate level and will depend on the way that the quality management system
is organized. [2]
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Traceability
Ability to determine the history, application or location that is under consideration, for example, origin of
materials and parts, processing history or distribution of the product after delivery. [2]

Trader / Trading
See Broker/Broking.

Validation
A documented program that provides a high degree of assurance that a specific process, method, or 
system will consistently produce a result meeting pre-determined acceptance criteria. [4]
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