Non-Conformance
~EE

All non-conformance should be investigated.
Where applicable this includes the identification
of the root cause, a risk analysis (including the
risk to other lots and the impact to other test
results) of the actions taken for correction of the
problem, prevention of future occurrence and the
formal conclusion by Supplier's Quality
Assurance. If an investigation reveals that there
is an impact to Excipients received by the
Customer, Supplier shall inform Customer without
unreasonable delay.

LTOFES ERABEINETRITESELY,
AEEABAICEVTIE BAREOHE. ME0H#
ROBIZERLONF=RHEDYRI (DA YRAD
YRY, BRI DREBIERA~AD AU/ VES
1), IFEMAERHLER., TCICERD
HHREDOSERIIRICKDIEREETT,

LU AETHEENZ TR EEMRMFIHE
MNHBEMBLMITENIE, BIEE (LBH<RE
FIZHLEHLNET D,

Out of Specification (OOS)
ResiERiER (00S)

Out-of-specification (OOS) test results should be
investigated and documented according to a
documented procedure.

SR ERFE R (008) 1. BAIERSh ZLTFIREIC
ROXBILSNDIRETHD,

Deviations
AR

If significant deviations from an established
process are recorded, there should be evidence
of suitable investigations and a review of the
quality of the Excipients.
HLEEINE-TEMALDELLEBA RSN
1B EYLEREET oA WITFHFMF O &
BEOHEREThhETIIEELEN,

Complaints
iR

Have a written procedure to investigate and
document quality related complaints. A root
cause analysis, actions taken for correction of the
problem, prevention of future occurrence and the
formal conclusion will be provided to the
Customer within a reasonable time after receipt
of the complaint.

i IREERELRETS-HOOFIREE
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575, BEARES . BEOHROI:=HIZTo1
HEE, FEOFHRVERGIEHRZ. HHERT
=% BYLRRERNICEEICRET S,

Complaints made shall at least indicate the
Supplier's batch number of the excipient and
complaint subject. The complaint shall be
communicated to the Supplier within a
reasonable time after receipt of the excipient.
Samples will be provided where appropriate and
available.

T EE & DK EL T OERKRME| O
HBEDN\VFEELIL—LANBERETS. T
DEFIEERKRNYOZER. EYLZREARNIC
HEFIIEADEDET S,
DHEICHECTHRERIGRICIT Y T IVERRT .

The parties shall cooperate in the exchange of
information required to effectively conduct an
investigation.

BERE T HENICABRZTOIDITLETHAHER
RBIHBATHEDET D,

Recalls
B4R

In the case of a recall of the Excipients, Supplier
shall inform Customer without unreasonable
delay of the planned recall.

HRINFOERDIGE ., HI6E (LREIEEZEHFC
BEEICHLEEDET S,

Have a written recall procedure.

ETORIRFIEEZEIT 5.
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Customer shall notify Supplier of any finished
product recall which has been investigated or is
under investigation and has potential to be
related to the quality of the Excipients, as soon as
possible.

BEEIFMRE L., FNFOREICEEY S
BELEM. AEFTHIZRERDOEIREEPLHIC
BET 5.

The parties shall cooperate in the exchange of
information required to effectively conduct a recall
or recall investigation.

BEE XDEMNICERRIEEROFAEZTINIC
HEGERZBISHNT S,

Auditing
EE

Have the right to audit Supplier’s facilities,
systems and documentation, as they relate to the
manufacture of Excipients, at mutually agreed
upon times.

BEWIABELLBREICEVT, HmF o sLEZE
BT D MIABEORSR. VATLRUXELZEET
HIENNZEHT S

Allow Customer to audit facilities, systems and
documentation, as they relate to the manufacture
of Excipients, at mutually agreed upon times.
BEWCAESN-BRIZBVLT. EXEKHFMNFOD
BEICRET HEMREORR. VAT LRUXEE
BRI HIELEBEICHAI D,

If required, a confidentiality agreement will be
executed within a reasonable period of time prior
to the audit.

BRSNS, BUSHBANRE ST -MERST
2E . BRICKILHET Do

Customer shall issue a confidential written audit
report to the Supplier, which will include audit
observations, within X days (mutually agreed
upon timeline).
BARGHAEICHLERICTEREREZ2STEE
#REE (confidential written audit report) &

XX BLAGREIZEELLERN)ICETI 5.

Supplier shall issue responses within X days
(mutually agreed upon timeline) to all
observations in writing to Customer Quality
Assurance. Where the Supplier commits to a
corrective action, a description and timeframe for
completion will be included in the written
response.

HAFIXXBURNGEEICEELEMRDIC£TO
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IEESEICEL. BEOSEREMMISHLEREIC
THIGBERTT 5.

HHENBEREZLHEA. ERTETOHMRY
HREMGEICED,

Where applicable, agree upon requirements for
auditing third parties used in association with
excipients production, processing, warehousing,
or testing.

ARG A AMBFIORIE, T, SEREXILE
BRICBEELTHEAShS Y — R N—T—Z2EET
5= DERBIEEZMYRD S,
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Distributor’s Quality Agreement Template
FAAME 1-3-REBEETT L-b

1. Introduction/Purpose

1.FRIER

Scope

i A 86

Parties to the agreement

BHOYEE

Example wording:

This Quality Agreement is by and between <Supplier Name> with office at <address>,
hereafter referred to as <Supplier> and <Customer Name> with office at <address>,
hereafter referred to as <Customer>. Whereas, <Supplier> supplies excipients suitable
for pharmaceutical use to <Customer>.

Note: Company name can be expanded to include further descriptive information about
the company such as Company X, a distributor of pharmaceutical excipients duly
organized and existing under the laws of <list appropriate jurisdiction>.

B3

T ORBEBEZIIEEL . FER CLT., 377 4%-& 3 5) L GEEA . FIEHD CLT, -9 2)1
BWTERYEDENELOTH D, G AF-DFGIv->08 AT 2 B S S b LW ERERGEINA 2 4t
BT B,

Specify excipients covered by agreement

Example wording:

This agreement pertains to the following excipient(s) (or excipient
processes/types/locations, etc), hereafter referred to as <Excipients>: <list or see
attachment>.

ABE THRER & 72 D EIEBITINA
ABETL T OERBFEMF (D B WIXERBIFRMA vta, 4477 of-va/E)NHT 26D TH D,
AT, <BEERLGTNA>L T 5, ); <BTERSR>,

Definition of the quality criteria

Example wording:

Supplier will conduct all activities concerning the Excipients in accordance with the
following quality criteria:

MEREIEDER
#I3C
$7° IAY—IL LA T OSBRI HE VO <ERSIRNA> BT 2 £ TOEB 2 EE T 2,
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B K} 4

Examples of potential quality criteria:
IPEC Good Distribution Practices Guide for Pharmaceutical Excipients, current version
(Primary Reference)

Others as applicable:

ISO-9001, current version

WHO Guideline Good Trade and Distribution Practices for Pharmaceutical Starting
Materials, current version

NACD Code of Management Practice

Cefic/ FECC Safety and Quality Assessment Systems(SQAS)
Distributor/European Single Assessment Document (ESAD Il) Assessment (Section F
and G)

United States FD&C Act Misbranding and Adulteration

Provisions

Other regional certification, as applicable

HERGEEEDOH
BATHR EIEFEMA D72 % DOIPEC GDP (Good Distribution Practices) #™ 4} (b o & b EEARHE)

Z Ot T & 230k

BWITHE  1SO-9001

BITHR EXRGHBEWEICE T 2E S L CITIRTBWHOL (} 747

NACDa-}" oviy” fv &

Cefic/ FECC Safety and Quality Assessment Systems(SQAS)

Distributor/European Single Assessment Document (ESAD Il) Assessment (Section F
and G)

United States FD&C Act Misbranding and Adulteration

Fof, BHETELOL L TOHMKOERE

Responsibilities for quality activities

Example wording:
This Quality Agreement will outline the responsibilities of <Supplier> and <Customer>
with regard to the quality activities described in the quality criteria listed above.

Site(s) involved

Note: Sites supplying <Excipients> should be mutually agreed upon. The supplier sites
involved can be specified here if needed (may refer to an appendix). If the sites involved
are not listed in this agreement, it should be indicated where the agreed sites are
specified.

mEEEO T DOERE

f#113¢
AREBHE T EROMBEEE CTLEINAEENCET <7 Y>> <ifr>HOREZHMH LI b D
TH D,

XL DEEF(IH)

B <ERLRNF> 2 88T 5 FEMTH)IHECRE S TWaRThER by, gL 37
IY-DEEFIIMLEIE LT ZOETHETH I ENTED  (HDIWEMREE LTERRIZLTH XV,)
HBERDIBEEFVPABEBCER SN TWARWES RESNEEETNEZ THESNDIONPERE
RN R B,
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Manufacturer and Use of Other Third Parties

Example wording:

Agreed upon manufacturer, manufacturing site(s) and other third parties are disclosed
in <attachment><EIP><other document>.

Changes in the use of third parties as set forth in this agreement will not be made
without prior written notification to the <Customer>. Supplier shall, however, retain all
obligations under this Agreement whether or not a third party manufactures, packages,
labels, inspects, tests, releases or handles Excipients.

Note: If this information is considered confidential, specify how this information can be
disclosed to the customer, for example under confidentiality agreement.

A--BETY-M N -T-OFER

Fil3C

A& DA ZIT BT BEEFTR L O N =71-DFE A & <IfHE > <EIP><Z OO X E> O H THRRY
60

<HAIT-> DL L BDBHEL ABEZCHTR SNV N F-OEE LT DI ENTERY,
ABEIZBOTH 411, BEESOF-I N -H-ic L2 85E, A%, 7~ )7 #RE. BB RELLTKK
BOFRVOITcEL LT, ETOERTEA D,

B . OESASIEAR LM SN & &, B Z OFREBR CERWEAITIE, A
BREBRHLESLEND D,

Term of agreement

Example wording:

This Agreement shall become effective and binding upon the date of the final signature
and shall remain in effect until 2 years after the last delivery of <Excipients> by
<Supplier> to <Customer> unless <Customer> specifically requests an extension of the
Agreement. Either party may terminate this Agreement by giving 6 months written notice
to the other party. After such termination,

and if so requested by <Customer>, <Supplier> will negotiate with <Customer> in good
faith a subsequent Quality Agreement.

BEDTET

HI3C :

A EX<IM—>PECHEDERE ZZER LARWVEIRY | <37 H¥—>0 b <haz—> I <EIRLINHA> ORE D
HEED L MERE N TH B, b L—FRABEEZRET LEWEAITIIEC Lo THFIZ6 ARNCES
+73, ZORBIZLTETLEZL., <Iv—>n0ERMH - /AR, <47 Y>3 <hryv—>& T Lh
BORBEHEIC OV THEZF> THET 5.

Assignment

Example wording:

Neither party shall have the right to assign any or all of its rights or obligations under
this agreement without the other party’s prior written consent, which shall not
unreasonably be withheld. The foregoing notwithstanding, prior written consent shall not
be required in connection with a merger, consolidation, or a sale of all or substantially all
of party’s assets to a third party, except if such merger, consolidation or sale is with a
competitor of the other party.
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Bat s

b

ittt e GHFEFORY AEELRVWT, AEXEL LEABECBIT AR E-IS8B2EE T2 81
TEARY, FRIELELLT., BASHEZRBRWIY— R—F 4 —~DOLEAH. 6. FRHTEED
B BAIRREXERLT UHMETR,

Confidentiality (optional)

Note: May define here according to <Supplier>’s policy or refer to other documents
pertaining to confidentiality, e.g. confidentiality agreement (also referred to as a
confidential disclosure agreement).

MERFIEE)
R <47 4> HHIC LV 2 2 TEETDH I H WL, FooxE, FIIRNEREENR YT
FREBICHOWTHEETANERLTESE T LLTES, (MERTRHEZEDL S RIELEFET S, )

Other agreements

Example wording:

If a supply agreement is in place between <Supplier> and <Customer>, and there are
any inconsistencies between the supply agreement and the Quality Agreement, the
supply agreement will take precedence over the Quality Agreement.

% DHLOTHTE

13

<H7" GAY-> & <hAv>RNCHEARRIMNTFE L, OB L REBEICRADFERRVEE, HHER
KINTRTOMEBEL Y bEESND,

Choice of Law
Note: If a choice of law is not specified in a supply agreement, a choice of law should be
agreed to between the parties and designated here.

#EHLE
BRI CIEEOBIIRE SN TV RVES, MEMTOAESLETHY, 2 THRET I LERD
B

2. Compliance
See attached QA Responsibility Table.

2. BFEIE
QA Responsibility TableZ&Ro Z &

3. Manufacturing, Packaging and Labeling
See attached QA Responsibility Table.

3BE, BESKITIN DY

QA Responsibility TableZ &R Z &
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4. Documentation and Records
See attached QA Responsibility Table.

4. XEBEMS LTRER
QA Responsibility TableZ RO Z &

5. Storage and Distribution
See attached QA Responsibility Table.

5REH LVERE

QA Responsibility Tablez &R0 Z &

6. Change Control
See attached QA Responsibility Table.

6.EEER
QA Responsibility TableZ D Z &

7. Non-Conformance
See attached QA Responsibility Table.

7.REE
QA Responsibility TableZ Zf D Z &

8. Auditing
See attached QA Responsibility Table.

8.EE
QA Responsibility TableZ ZfR D Z &

Copyright © 2009 The International Pharmaceutical Excipients Council
Page 26 of 37



9. Quality Contacts
List the contact persons from each party that will be responsible for communications
related to this agreement. This information can be provided in an attachment.

9.mEEY
ABEEICHID>ThFhoLH0EHERIIMLTR &,
NFBERELTHRBTDIEETED,

10. Signatories

10.BRHE

11. References

1.2 83k

12. List of Attachments

127 ER DU
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Quality Agreement Responsibility Table

Responsibilities

Supplier

Customer

NA

Compliance

LS 2]

Conform to the IPEC Good Distribution Practices
Guide for Pharmaceutical Excipients and/or other
quality criteria defined in the scope of this
agreement. The current versions of the defined
quality criteria in effect at the time of this
agreement are attached. (Attachment of quality
criteria is optional.)

EXRGHFMNHICE TS, IPEC Good Distribution
Practices GuideXTFic: £ L<iE, COENDE
WICEREh2MOREEEICEHT D,
FORATHITEND, CORZNOERENDM
HEEQBAN-—YavERTS. (REEE
DR EETHD )

Supplier will have a Quality Agreement(s) with
the original manufacturer and/or any third parties
used for production, packaging, testing or
processing the Excipients in any manner that
could be viewed during an audit of the Supplier.

HEEIEEOR, ARITRTHIMERNZ,
REEEIFIC HLE, BiE BE. ARE
L2 OFMEORETRICED > LEIFL
ASHDHEETHFET D,

Mutually agreed upon specifications for the
Excipients which are the subject of this
agreement. Specifications in place at the time of
this agreement are attached. (Attachment of
specifications is optional.)
COBREDNHRTHEIERMBMEIDRIEIZET
ZHEICEET %, COABEDRITROLNI-HE
(T 5. GREBORMIEFEE.)

Changes to the agreed upon specifications must
be mutually agreed upon and communicated in
writing between the parties to this agreement,
except for compendial changes which can be
implemented without mutual agreement.
Compendial changes must be implemented by
the compendial implementation date.
HEOSBHRLICERT I ENTES. AEED
TEERE AELLHEOEEF, BEEFTH
HIZHEL. EEICEYTONETIIERELELY,
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NEEDNERIF. AEENEITHETIZRESH
BTSN, :

Ensure that the specifications for compendial
excipients are in compliance with the current
compendia.
ATFEICREBSINTUVIERESFMAIRIE L., &
FORNEEITER TS EERIET Do

Supply Excipients that conform to the mutually
agreed upon specifications.
HMECEELLARICES T OERMRME z#
LCERRE

Upon request, disclose to the Customer recent
regulatory agency inspections and findings
pertaining to the Excipients.

EESAHNIEL TOEESKHFMNFIETHIHED
RELBOEERVEREREZEEICILTHE
ERE

Notify promptly if, in the course of a regulatory
inspection, negative findings are made related to
the quality of the Excipients supplied.

HL. RH EOERDOBET, ERXRFKRMF O HE
REICEET I T ADEFEENSINIGS.

BRICENT D

Processing, Packaging and Labelling

I, afFricsIxV2Y

Where applicable, appropriately document all
processes related to the Excipients such as
processing and packaging are fit for purpose.
Demonstrate the commissioning of critical
systems and equipment used. Demonstrate that
cleaning procedures are appropriate, and their
effectiveness has been demonstrated.

T, S%%, FMHICHETIL2TOIEN
BERNICEBRLTVA L2, BRATEREESICE.
BE)ICRBRT D, FHENZEELSATALALY
CHBROREGETD., HRFIENFENTH Y.
£, TOMRNSPASHTHDEERAET S,
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Responsibilities

Supplier

Customer

NA

If Excipients are repackaged, processed or
packaged from bulk, samples will be retained for
a period of years from

(specify).
&£ LUFAmEN N, MIELLE

NLY&YBBENDES, Y2 TILE
HRETD)RV FRRET S,

X

Agree upon special labelling requirements.
BBBSARUVIERICELEET D,

Documentation and Records

NRERRTFER

Certificate of analysis will be supplied with each
batch in accordance with the IPEC Good
Distribution Practices Guide for Pharmaceutical
Excipients or an agreed upon alternative that is
defined in this agreement.

IPEC Good Distribution Practice Guide for
Pharmaceutical Excipients, &L <k 2 OZEYIC

BEEETNTVRMBOAEEILCRDEYROICED
& NVFEBLLOMREEHTS,

Where applicable, the certificate of analysis will
be prepared either according to the current
IPEC-Americas Cetrtificate of Analysis Guide for
Bulk Pharmaceutical Excipients or an agreed
upon alternative that is defined in this agreement
(an example COA may be attached).
ERTRERBEICE. 2RE. KITOIPEC-
Americas Certificate of Analysis Guide for Bulk

Pharmaceutical Excipients & U < l& Z ORHIC
Pz nEREERDESSHICETEERE M
%, (DWR[EFFLTERLD)

Agree upon special certificate of analysis
requirements.

BRI RICETHIELEBHZMY RO D,

Where applicable, electronic signatures used on
the Certificates of Analysis must conform to the
requirements of the IPEC-Americas Certificate of
Analysis Guide for Bulk Pharmaceutical
Excipients or an agreed upon alternative that is
defined in this agreement.
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MRERIESICIT. PR TEASNLIEFEAIL.
IPEC-Americas Certificate of Analysis Guide for
Bulk Pharmaceutical Excipients D BREBIEX XD
BETEELRTEIN-RBHRRIT—HLETAEE
TRy,

Records required by the agreed upon quality
system will be maintained for a period of
years from (specify).

BELLEREYATALIYERENDERE
»s FERTFTD. (RETD)

Storage and Distribution
REALTICIRTE

Maintain and supply upon request documentation
that supports the recommended storage and
transportation conditions plus reevaluation [
expiry dates.

Bl E X ERYREMR - HREINIRER
VAt X BT oXELRBL. ROIZITLH
CERCE

Ensure that Excipients are stored and shipped in
accordance with manufacturer’'s recommended
storage conditions.

FMFABEEEDOHRET IRESFHIHVRE
RUHBRShAZEEFRIET D,

Where applicable, agree upon requirements for
reusable shipping containers.

NEiiEE, BEATEREZRRSICETS
EH4aERY)ROD,

Change Control
TEER

Changes will be evaluated and communicated
based upon agreed criteria and timelines. Refer
to the IPEC Americas Significant Change Guide
or specified alternative that is defined in this
agreement.
ZTEIFEESh-RERUVHRICEDEETESN.
HUEY &S, IPEC-Americas Significant Change
Guide R IFCDMETHRESNCLESERT D,
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Responsibilities

Supplier

Customer

NA

Non-Conformance

THEE

All non-conformance should be investigated.
Where applicable this includes the identification
of the root cause, a risk analysis (including the
risk to other lots and the impact to other test
results) of the actions taken for correction of the
problem, prevention of future occurrence and the
formal conclusion by Supplier's Quality
Assurance. If an investigation reveals that there
is an impact to Excipients received by the
Customer, Supplier shall inform Customer without
unreasonable delay.

LTORES FRBESINZTNIEESEL,
BEAIEERIERICEVTIE, BAREDEHTE. He
DORFRDAICEON IR RO R Y5 (D Bvk
~ADYRY BRI DO RBIERA~ADI /I ER
). JFEAAERFE SR, WRICIERT

HieE O RERIAMICLIEREETT
HLHAETHEEDZ TR EESRMFIcZE
A DEMBALMENIK, BIEE B HE<E
BIZHbEDELDET D, ‘

Out of Specification (OOS)
BRARBRER (00S)

Out-of-specification (OOS) test results should be
investigated and documented according to a
documented procedure.

I SMABREER (00S) (L. AESNZLTFIREIS
OB DIRNETHS,

Deviations

Yl

If significant deviations from an established
process are recorded, there should be evidence
of suitable investigations and a review of the
quality of the Excipients.
LLEESNE=IREMALOELL R ESh
1Be EYRRATEET oA, BTITFHFMF O &R
BOEREFITHOAETIEESEL,

Complaints

£

Have a written procedure to investigate and
document quality related complaints. A root
cause analysis, actions taken for correction of the
problem, prevention of future occurrence and the
formal conclusion will be provided to the

Copyright © 2009 The International Pharmaceutical Excipients Council

Page 32 of 37




Customer within a reasonable time after receipt
of the complaint.

ZEICETOREEHELERT 2LOOFIREE
55, RARRD. HEDCBRRDLHIZITo
HSE., FROFHRVERGHERE. HHERT
=tk EULERRNICERICRET S

Complaints made shall at least indicate the
Supplier's batch number of the Excipients and
complaint subject. The complaint shall be
communicated to the Supplier within a
reasonable time after receipt of the Excipients.
Samples will be provided where appropriate and
available.

2 HFFE=EE L DAL TOERRBRMEF D
HBED/N\VFESLIL—LNBERHTH. T
DEBTIEERFMYOZER, BYERREAIC
HIGEITIEADLDET B, _
MEIZIGCTARAESICITY U TLERET S,

The parties shall cooperate in the exchange of
information required to effectively conduct an
investigation.

BERE IHEMICHAEETIDICBDETHAHER
KBIHATHLDET S

Recalls

=] 4%

In the case of a recall of the Excipients, Supplier
shall inform Customer without unreasonable
delay of the planned recall.

AMFOEIROBE . HIGE EEIRETEERFE
BEIZHMLEDINDET S,

Have a written recall procedure.

EEOEIRFIEEZET D,
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Responsibilities

Supplier

Customer

NA

Customer shall notify Supplier of any finished
product recall which has been investigated or is
under investigation and has potential to be
related to the quality of the Excipients, as soon as
possible.

FEZITEAEIHL., FMFOREITEET SR
ELED, AERTHLIRBRERKOEIREELHIC
BHT Do

X

The parties shall cooperate in the exchange of
information required to effectively conduct a recall
or recall investigation.

RFE TR ERXIEEROFAEZTINIC
DHELERZBITHNT S,

Auditing
B

Have the right to audit Supplier's facilities,
systems and documentation, as they relate to the
handling of Excipients, at mutually agreed upon
times.

BEWNCAELEZARIZBLT, HmF ORYEKEL
[ZREET 5. HBREDHER. P ATLRUXEZE
ETHEFERT D,

Allow Customer to audit facilities, systems and
documentation, as they relate to the manufacture
of Excipients, at mutually agreed upon times.

BEWCSBEINE-BRICEVT. EERFNF O
SEICEET HIAE DR, S AT LRUXEE
BRI HILEBEICHAT D,

Agree on requirements for auditing by the
Customer the original manufacturer or other third
parties.

gl gL LI —R =T —ICH T IEEICKD
ERICETLIERBRENMVRDS.

If required, a confidentiality agreement will be
executed within a reasonable period of time prior
to the audit

ERINFIBE . BB RE SN HE R
2%, BEICKRULRHIET 2.

Customer shall issue a confidential written audit
report to the Supplier, which will include audit
observations, within X days (mutually agreed
upon timeline).
EEEHAEICHLEEICTHEREEEEUER
#1428 (confidential written audit report) &

XX BLHAGIEIZABLEHRMN) ICHKITT S,

Supplier shall issue responses within X days

X
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(mutually agreed upon timeline) to all
observations in writing to Customer Quality
Assurance. Where the Supplier commits to a
corrective action, a description and timeframe for
completion will be included in the written
response.

HAEIIxAURNFREICEELEBD IC2TOE
WEECEL AEORKERINMAICHLEREICT
HEEEHTI Do

HRENBREREELLES . RTETOHMERY
HERERGEICEL,
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GLOSSARY

Active Pharmaceutical Ingredient (API) - Any substance or mixture of substances, intended to
be used in the manufacture of a drug 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.
Agreement — Arrangement undertaken by and legally binding on parties.

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.

Batch Number (Lot Number) — A unique combination of numbers, letters and/or symbols that
identifies a batch and from which the production and distribution history can be determined.
Certificate of analysis — A document listing the test methods, specification and results of testing
a representative sample from the batch to be delivered.

Cefic — The European Chemical Industry Council

Commissioning — The introduction of equipment for use in a controlled manner.

Contract — Business agreement for supply of goods or performance of work at a specified price.
Corrective Action - A change implemented to address a weakness identified in a management
system.

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.

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

Deviation — Departure from an approved instruction or established standard.

Distributor — All parties in the distribution/supply chain starting from the point at which an
excipient is transferred outside the control of the original manufacturer’s material management
system including 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.

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

FECC - European Federation of Chemical Distributors

GDP — Good Distribution Practice. GDP deals with the distribution of products, including
requirements for purchase, receiving, storage and export. GDP regulates the movement of
products from the premises of the manufacturer to the end user, or to an intermediate point by
means of various transport methods.

GMP — Good Manufacturing Practice. Requirements for the quality system under which drug
products and their ingredients are manufactured. Current Good Manufacturing Practice (cGMP)
is the applicable term in the United States. For the purposes of this guide, the terms GMP and
cGMP are equivalent.

IPEC — International Pharmaceutical Excipients Council
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IPEC PQG - International Pharmaceutical Excipients Council and the Pharmaceutical Quality
Group.

ISO — International Organization for Standardization.

Label — The display of written, printed or graphic matter on the Immediate container of the
excipient (inactive ingredient) product.

Labeling — All written, printed or graphic matter accompanying an excipient at any time while it

Copyright © 2009 The International Pharmaceutical Excipients Council
Page 36 of 37



Exte

is in-transit to the customer or being held for sale after shipment or delivery to the customer.
Lot — see Batch

Lot Number — See Batch Number

NACD - National Association of Chemical Distributors

Manufacturer — A party who performs the final processing step.

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

Packaging — The container and its components that hold the excipient for storage and transport
to the customer.

Procedure — Written, authorized instruction for performing specified operations.

Quality Agreements - Legally binding agreements that are mutually negotiated between users
and suppliers. They are intended to be an agreement between quality departments. A quality
agreement is intended to be a formalized, joint agreement on quality responsibilities and
activities defining both the users and suppliers respective obligations as they relate to quality.
They are intended to address quality commitments between the parties and are based on the
quality procedures in place.

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

Recalls — 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.

Record — Document 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.

Retained Sample — Representative sample of a batch/delivery that is sufficient quantity to
perform at least 2 full quality control analyses and will be kept for a defined period of time.
Site — A location where the excipient in manufactured. This may be within the facility but in a
different operational area or at a remote facility including a contract manufacturer.
Specification — The quality parameters to which the excipient, component or intermediate must
conform and that serve as a basis for quality evaluation.

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

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

User — A party who utilizes an excipient in the manufacture of a drug product or another
excipient.

USP/NF — United States Pharmacopeia/National Formulary

Copyright © 2009 The International Pharmaceutical Excipients Council

Page 25 of 25

Validation — A documented program that provides a high degree of assurance that a specific
process, method or system will consistently produce a result meeting predetermined acceptance
criteria.

WHO - World Health Organization
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