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This document represents voluntary guidance for the pharmaceutical excipient industry and the
contents should not be interpreted as regulatory requirements. Alternative approaches to those
described in this guide may be implemented.

FOREWORD

IPEC is an international industry association formed in 1991 by manufacturers and end-users of
excipients. It is an association comprising four regional pharmaceutical excipient industry
associations covering the United States, Europe, China and Japan (which are known respectively
as IPEC-Americas, IPEC Europe, IPEC-China and JPEC). IPEC’s objective is to contribute to
the development and harmonization of international excipient standards, the introduction of
useful new excipients to the marketplace and the development of best practice and guidance
concerning excipients.

IPEC has three major stakeholder groups;
1. Excipient manufacturers and distributors, who are considered suppliers in this document,
2. Pharmaceutical manufacturers, who are called users, and
3. Regulatory authorities who regulate medicines.

Regulatory
Authorities

This document offers best practice and guidance in the establishment of a quality agreement
between a buyer and a supplier of an excipient. The excipient supplier may be a manufacturer or
a distributor (or both). The Guide highlights the factors to consider when planning and executing
a such agreement between the parties.
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INTRODUCTION
i

In the current regulatory environment surrounding excipients, pharmaceutical manufacturers are
under increasing pressure to develop better knowledge of their excipient supply chain. As part of
solidifying supplier relationships, quality agreements have been introduced because they are
considered to be beneficial in a supply relationship and are required in some jurisdictions for
manufacturing under contract. They enable excipient users and suppliers to create a quality
partnership between the two companies. Quality agreements are legally binding agreements that
are mutually negotiated between users and suppliers of excipients. They are intended to be an
agreement between quality departments. The purpose of the quality agreement is to define who
is responsible for quality activities and how quality issues will be resolved that will allow
excipient suppliers to provide safe products that are suitable for the user’s intended application.
By clearly delineating GMP (good manufacturing practice) responsibilities, costly product
quality issues resulting from miscommunication can be reduced or eliminated.

BUR O UsInA 2 B 0 & < HHERE ISR W T, EELEE ITRMA O 774 Fx—2
DHFRZIED DT L v v —Z TN TWDHIRIMIZH 5, HiaE & ORBRZ (kT 5
—ERE LT, WEBETEASINTER, R WEHEIEREROT CTHERHEE
ZAONTEY, FEENTOREIZB T L ORE ST NRERINDINETH D,
B E I TN O LG E S 2 B TCAEICET A ARG R 5 Z L IckaT
O, EWEITENICHE NN | BINAIOEHE & MEE R THEWIERIRD Hivd,
B EILE MM TORNTH L Z ENER STV D,

EEO BRI, EHEOEKT D H®RICE L2 R A TSnA s o R ik
HZEEARRICT D700, WEIFENZBWTHIENREMLEZ 20, £ LTI ERE
DR INDNTH D, GMP OBEEZHAICHERTHZ LI ->T, I xaIa=F
—2arnbAELLELSAMS A EEOMBEZR O TR T LNRTE S,
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Due to the increasing desire to have quality agreements in place with key suppliers, there has
been a trend to use templates to get a large number of agreements in place quickly. Many
companies, both users and suppliers, have developed their own templates to address quality
agreements. Unfortunately, these individual templates have often been designed to cover
multiple types of products (excipients, active pharmaceutical ingredients and/or packaging) and
been presented in an inflexible manner. The result of this has been extensive negotiations
between companies, significant time and resources spent, and fewer agreements completed.

FEARMGE L OB EEFERETAEEANIM L TWAZ L2k 2HORRD %
FELTDBICT T — AT HEANH 5, HHE EGEE NS OSEDOSE
DB EIHIST A4 IMBDT 7 L— FE2ER L TW5D, ez liconbo
BRIOT 7 L— MIUIE LIE 7280 (FSnAlL FEE. & L <ITaZEsEh) 20
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IPEC is committed to improving communications between excipient users and suppliers. As part
of that on-going effort, IPEC has developed the IPEC Quality Agreement Template. The IPEC
Quality Agreement Template is designed to provide excipient users and suppliers a common
starting point to create quality agreements that address fundamental quality issues specific to the
manufacture and use of excipients. By utilizing the IPEC Quality Agreement Template, users
and suppliers will be able to reduce the time and effort needed to complete successful quality
agreements.  Having appropriate quality agreements in place can significantly improve
communications, limit product quality issues that result from misunderstandings, and improve
supply chain relationships.

IPEC (XIRINAMEHE LB EROaI a=r—varoEE2Z RN TN D, H#T
HOEED—Eg L LT IPEC X IPEC SWEWET 7' L— M &ERk L7-, IPEC SWE &
TV L— MIUSINAIE & ARG Sl 2 Al oo S5 M OVl L R S 70 FEAR Y
MEMEICE R SN WEHEEZERT 2B ERET 28T VA ST 5,
IPEC SWEWHET 7L — h2iAT 22 LIk, HHE L EEEITRDEICHES
AR SEL700MEFIERLT I ENTEDHTHA I,

WO R SEME AR Slck . LA NWEREEZREL, V7T A
F =V OMREUET H I ENTE S,

SCOPE AND PURPOSE

#iH & HIT

The IPEC Quality Agreement Template is designed to be a flexible model for crafting quality
agreements where an agreement is desired. It is intended to define the appropriate topics that
should be addressed in a quality agreement related to excipients. The template is designed to be
global in scope thus being suitable for use in many regions. There is both a manufacturer
template and a distributor template. The information below is provided to assist in determining
which template is appropriate for the individual situation.

IPEC WEWHET 7 L— ME, BURD P LERIGEIZME W E &2 1ER T 2 72D DO FHR
BRETNERDEDICTIFA L SNTND, EAEICHRWT, WIANCEO5ER
NEWE R PE Y 7 AZERTHZLEBHLTWDS, 77 L— MIFMANERET
HOLEITTIA SN TEY, Kz, Z< OHBTOMEMIEL TWD, UEHE
FHRT T —NeBEERT 7L — 5D, FERIORWTEDT T L — k3
L TWADOHW A BT 272DIz, LT OF#ITRsh D,

Manufacturer Template: Designed for use between the original manufacturer and either the end

user or a distributor. The original manufacturer is the company manufacturing a material to the
stage at which it is designated as a pharmaceutical starting material.
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REREMNT 7 L— b AU T NEGERE LIREEHE S L <IETEEE & OFT
EHINDE ) ICT A anTnDd, AU UV REEER & IXEEL O HREE S L
TERINDEEE THEBZET 22 TH D,

Distributor Template: Designed for use between the distributor and the end user. Distributors
are those parties handling the excipient after the point at which the excipient is transferred
outside the control of the original manufacturer’s material management system. Distributors
include those parties involved in trade and distribution, reprocessors, repackagers, transport and
warehousing companies, forwarding agents, brokers, traders and suppliers other than the original
manufacturer.

fEEEMRT 7L L— b il R &L A L ORI THER SN L2171
SNTWD, JEEFITA Y DT NVRIEER DB~ R = A b 2T LD
WA 8 L 7R S DINIF 28 9 228 Th 5,

FldZEAIZIE, BH LB EGT2¥E,. $abb, HNTIES, OB ER. ¥
- BHEE, 74V —F— Tun——, hL—F— KRUGEEER 2R GEEE
DEEND,

A quality agreement is intended to be a formalized, joint agreement on quality responsibilities
and activities defining both the user’s and supplier’s 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. However, quality agreements cannot take the place of an audit.

B EIE A S MEEOREICE T2 T ENORG 2 ERT D mBEEE LG
IZOWTDIERRY a4V METHLZ LB XL TWD, ZNHIEMAROMER
By BTS2 L & EFIRICESS Z L2ENT 5,

LIrL722s b, SWEBEREAEICNDD DO TIERWY,

Quality agreements are not designed to replace commercial supply agreements but rather
complement them. Other agreements may contain references to quality responsibilities and
activities. During periodic reviews of these other agreements, excipient users and suppliers may
wish to consider replacing specific quality information in the agreement with reference to a
quality agreement.

i B B I RICE S D 5 b O T | RN EHTE T 260 TH D,
DMK DT, MERELFHCOVTERL L THRY, EMR2MOIIRD O RE L
OIEFE T, WA O I & ARG 134t o0 Bk Ot O FRe E O S B 1E R & S B h E~ D
GIRNCEEHZ 2 2 &2 Matd 5 L BU,

FORMAT OF THE EXCIPIENT QUALITY AGREEMENT DOCUMENTS
BNAGERELED 7 +—~ v k
The IPEC Quality Agreement Template format is a combination of a legal-style format and a

tabular format. The Introduction/Purpose section of the template is presented in a legal-style
format and the Quality Responsibilities section is presented in a tabular format. The legal style
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format addresses the terms and conditions and scope of the agreement. The tabular format
allows for quick and easy identification of quality responsibilities which are the central point of
the agreement. The template addresses the main quality points and responsibilities that should
be included in a quality agreement appropriate for excipients; however, it does not list every
element of the quality system used. It is not necessary to reiterate agreement on every point of
the quality system when general agreement on the applicable quality criteria has been stated.
However, included in the template are quality responsibilities that may require action by one or
both parties.

IPEC WEWET v 7L — 73—~y MIV =N AZ AN ERRROBEETH 5,
COTFTUFL— b DEAE - B Y a ) — AV RF AL TEREN, WEEEE
7 a EEFERTEINTND, U—H N RZ A VEHRD OFESIE L G %2 B0
9. BRI E > TZ OO DOHEER Y Th D E B2 F R < IR TE 5,
T L— NI, INFENCE L B EICE N D RE ERMEICED 5 FE & BT
EEROED  LOLERLHEAINTOWARNEY AT AOETOERETHTHHDOT
X720, EHIZRAE 7 TA T ) TIZOoOWNTO—REGRONIRR 5 TWD R HIE, SWE
VAT LDTRTORIZOWNTOEELZBEY KT HEILZR, Bl L IXmEIcL s
T arPEERDWERENT L — MIEEND,

The format is intended to be flexible with the template offering the elements needed for most
excipient quality agreements. Modifying the template should be done with care and only as
necessary to avoid lengthy negotiations. It is suggested that excipient suppliers prepare in
advance a quality agreement based on the template to be used to begin the negotiation process
with their customers when a quality agreement is requested.

Z < OWMFOSE W EC L ERBRZZ R T 8 ICT T — b DT +—~v vy MIFE
MCTHDHZEEZBERLTWS, T 7 L— FDOEEX, BWAHEZEET D AT 0NERY
BICOREEEZ > TITO Z &, TMAPEE X, WEHENERSNDRFICHE & O
RVRRFE R WA DA I SND Z DT 7 L— MIESW - WEA B 2 Fic 1
HZENRBEND,

As with any binding agreement, it is advisable to seek the review of legal counsel of all
companies that are party to the agreement.

W72 DR S DB D W E & RIREIC, HEICEDL D Y FE TH HETOREDEAFER
DL Ea—%ROLHFLBEIOT D,

QUALITY AGREEMENT RESPONSIBILITIES AND REVIEW
mEBEDCKEL LV E 2 —

Effective implementation of any quality agreement is dependent on both excipient supplier and
user ensuring that the obligations of the agreement are consistent with the quality systems at the
respective sites. Use of a template allows a supplier to conduct this review once, prior to
initiating any quality agreements with users. Any obligations or commitments added during the
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negotiation phase of an agreement should require additional review of the affected quality
systems to assure compliance prior to signature. When a supply agreement exists, or is being
generated at the same time as the quality agreement, reviewers should assure that any quality
provisions captured in the supply agreement are also reflected and/or not contradicted in the
quality agreement.

FORRDDOEHEIIZFNENDT A MICBITAHAMEV AT L E—HTHZ L 2ERET 5
INF 72 S W E O eI LI INAIE G & = — P —WF 120D,

T — FOEAIT—— E ONEWEZHMGT SR, —E, fEER oY
2—%{TH T EEFEEIZT S, WMEORBER TEMIND M2 5%E b L ITEMT
X, KERERIIC, BP9 D 2 L E2RAET DA, WAL I ITHME VAT LAOBENMLE 2
—HE VLT 5, MIEEANEE, b LIIMEWE L RFICERSND &, LE =
—Z1T O H L, BT OMEHENFOMERHEICKMENTWAD, XTI FEL
RN L ERMFEIZT DL L,

It is dependent upon both parties to assure the quality agreement is maintained as a current,
accurate document during the entire effective period. Amendment(s) and/or addendum(s) may
be needed to assure the current requirements and/or responsibilities are reflected in the quality
agreement. Both parties are responsible for reviewing requests for amendments/addendums to
assure the quality systems support such changes.

B ENEEOFRIE T, B CEMRRIEL LTRSS TS Z L 2MEICT
O L a— P —lZFDOELETH L, BIEOERFEY L ITEENMEEIC
BMESND Z L2 MEIZT DD, BGEIHE LUTBMBKNEL 2500 Liven, i
HLa—P—WEIL, WEVATLARENODEFEZYR— T 52 L A2WHEITT LR
(CHBETHE L <ITBMICET 2 ERFHA L2 —T 2 HEZA D,

All quality agreements and amendments/addendums require legally binding signatures. It is the
responsibility of each party to assure the signatures in the quality agreement reflect the legally
binding signatures representing each party.

ETOMBERHE, WIZSET, BIITENITH R 2 FOBAPRLETH D,
B E T DFLDSE e NET DENRR N 2RO 0THD Z L 2 RGET 5 2 LT
HHEDEETH D,
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1.

Manufacturer’s Quality Agreement Template
HEEEONEHET 7L — b

Introduction/Purpose

L)
Scope
s

Parties to the agreement

D FE

Example wording:

3¢

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>.

ZOMEWEIZ, <#eE4 >, TO<PFE> ] P <dkfaHE >
EREHET S, W <BERL >, <HrfEH> . LUF <% > Lt
T 5 ORI THERE S D,

PR XS BIZE L 72 nAl 2 R G 9 5.

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

M REHHBICIT, DTS ENER, Pl IE SFE X /T
(B 1) DRI TS & FRIC 3, XATAE L T B [EFE G
B DELEHESE Th S5 5505 FNTE 5,

Specify excipients covered by agreement
WhEIZ 0l S5 ININAI 2 FriE 9 %,

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>.

3¢
ZOWEFTLLToORMA (b L TRIA, TR, 21470 5.
%) UFIINA &Ll 5. ICBfRT 5, (U A MELIZIRGS
fR)
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Definition of the quality criteria
B R D E#

Example wording:

Supplier will manufacture, test and release the <Excipients> in
accordance with the following quality criteria:

3¢

MRS XL T OB REIZ S S nsl 2 s, B L. Mg
D

Examples of potential quality criteria:
i B T

IPEC PQG GMP, current version (Primary Reference)

IPEC PQG GMP Kfihk (GF—Z=H)

Others as applicable:

ZOMIZHEETHHD

GMP as published in USP General Chapter <1078>, current
version

USP YxxILF¥7X—<1078> [Zig#shTn
% GMP f5cHhit

ISO-9001, current version

1ISO-9001 & HThK

WHO Guideline on GMP, current version

WHO GMP 77 1 R J A v &HThR

United States FD&C Act Misbranding and Adulteration
Provisions

KIER S E R A EAE A, RIEFOR &R R OSRIA

Documented HACCP Concept

E{L S 47z HACCP BE&

Other regional certification, as applicable

fitl, FIRE7R HIBGRRE

Responsibilities for quality activities
S TREN R D B

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.

B 3T
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Z DOSEE. Lﬁ&%ﬁ§$’%ﬁéﬂé%gﬁﬁﬁﬁbfﬁ
@%%EEE@ HAEZ A

Site(s) involved
B2 135 (A 1)

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.

& WIAEHRE TS TS (PA ) IHAEICREShD 2L,
B 245 T8 (A B) IZRERHNIXZ ZITRET D Z &R
TE% OFRICREHE L THRYY) o BET 5 TH0 Z O EIZii#
INTWRWEA, AEINZLY (VA4 b BDEZITRESNT
WO EFLHET D Z &,

Use of third parties

5 =H OFH

Example wording:

If <Supplier> uses third parties to manufacture, package, label, test
or release <Excipients>, such use is set forth <list here or specify
attachment>. 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>.

113

L <HHAG3EE > N <EF > ofild, miE, FoR, RBRH 50
HHCE = F 2T 256, TOFEHAL VWD Z 2 < 2T
S L IR ST EIC S ET S DL >SS,
ZOWMEICHE SN TWAE ZFOMHOEEIT<FHE > IZEWHT
%%Kﬁﬂéﬂé*&&<bfﬁofi@%@w
<M > 13, B =m0 <EE > o filiE . R, R
ﬁ%\m%%b<i@&w%ﬁkokﬁb&w&%\_@%m@i
TOREEZHAD,

Note: If this information is considered confidential, specify how this
information can be disclosed to the customer, for example under
confidentiality agreement.
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s b L ZDERPRE TR E EZ ONSGE, ZDFHNE
DL 9 I TREFEIZHR LT LD, PIRIZTHEIRFFZR, B
752,

Term of agreement

SR HTH]

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.

113

AN IEBL AT T2 a2 b o CTHEE L h&2F->, = L TH
RN OER 2Bk L L, <HHE2EE > L5 <E%R
> O <PNAFN> OEAMAB S 2FMENTH 5,
EHELDYEELMOYFEE~D 6 NARTOERIC X 2@ &
DRI EKTTH LN TE D,

ORI OK TR, b L<EE> LBk G AIE, <ft
HRER > IT<HE > %R < MBI LikFEICRZW L2 T
1T 5700,
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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.

11 3C
EHLLDOYFHLARABICBIT S5 LI TOMHR & #H %
DY FE S OFRIOEMH TOREZIHT IR T DHER 2 £ =
N, KEIIARAEICHREE L I b0,

ERIZH b6, b LAD e b L IIAINMo Y FEH D5
aattiiTonsGaEkRE. A0 e, YFFEOETOHLHN
IXEE ERTOEFEDE ZH~DRHANCEEES 2 EH TOFFTOK
FEITMETIL AR,

Confidentiality (optional)
wERE (EE)

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).

R ELEOR) O —ICESWTZ ZICHERELZTEELTHE
W b L IIMELRFFICEMR T 2D FEm B 2 1T SRR
=z (MEREREHELSDONS) 25K LTHEN,

Other agreements

E S
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.
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B 3T

HEARERRIN <A ZEE > & <BE > ORITAAE L, a5
EEWEDHICA =B b o T2 56, SRR E W E
FVELESND,

Choice of Law
DR

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.

b LIEDEEIR DI HAEZEFRI IR D) 00 5 41 TUOV R UVOE A,
R TE FEZRH] TEE L ZICHETS =L,

. Compliance

SR ]

See attached QA Responsibility Table.
™M QA EE MRS M

. Manufacturing, Packaging and Labeling

g, WIS NI T NY 7

See attached QA Responsibility Table
N QA BE KR EZS M

. Documentation and Records

EAL & RTEk

See attached QA Responsibility Table.
N QA BT KR EZ S

. Storage and Distribution

PrE & it i
See attached QA Responsibility Table.
N QA BT HERE SR
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6. Change Control

78 WL L
See attached QA Responsibility Table.
T QA B HE S

7. Non-Conformance
R E

See attached QA Responsibility Table.
N QA B HE S

8. Auditing
REAY

See attached QA Responsibility Table.
N QA BESHK ZS M

9. Quality Contacts

LSS

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.

Z DTN L2 S I B AR O TN TN DL FE PO DK LD 2 &
TERRT 2 2 &, ZORHRITHRAMALEL LTHRYY,

10. Signatories
B4
11.References
e S
12.List of Attachments
WA SCEY X b

Quality Agreement Responsibility Table

' E B ERMELSHER
Responsibilities Supplier Customer | NA
Rt HicEE |BE YA
Compliance
HTFEH
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Conform to the Joint IPEC-PQG GMP Guide | X X
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.)

IPEC-PQG GMP 77 A FEUO% L <L Z DWED
FHPAICER SN AMOMEEREIZEET 5,

Z DT E Ol s RF I E 28 S Av7z dn B UE D g
AT S s GWEEEDO IR IMMER)

Mutually agree upon specifications for the | X X
Excipients which are the subject of this
agreement. Specifications in place at the time of
this agreement are attached. (Attachment of
specifications is optional.)

Z DO E DG L 72 D WA OB B LA A
CEET D, T OWE DR R OB DR S
b (B OB HER)

Changes to the agreed upon specifications must | X X
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.

FE LZZHRICET2EE X, MAICEES
. ZOWMEOYFEFR TEERICTIRY ZDS
ND, REZFOERIIRIS N, BEITHAD
AR LICHE SN D, AEEDERITAEE
OFHH ETICFE I NRIT TR B0,

Ensure that the specifications for compendial | X X
excipients are in compliance with the current
compendia.

INTEETLE OBIMANZ B3 25 B IT KBTI ONE
FBIHEA L TWAZ L E2HEEICT D,

Manufacture Excipients that conform to the | X
mutually agreed upon specifications.

FHEICEE LTEHRICES T 2 A 2 fE 4
Do

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

BURDHAE, BRI L. £ OUINANC BEE
52 BT O B Y Jm DA E QN P WL A BR R
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60

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

b LAY ROERICEWT, g Shizan
FOMBEIZBEE T DIEMEEN R SNIZSGE.
R DD,

Shall have a quality agreement with third parties | X
used for production, packaging, testing or
processing the Excipients in any manner, which
could be viewed during an audit.

g, ik, RS2 WVIIIRINAI O H 6 W 2 AL
B DN EE & SWEE AR T 2 2
Eo MERBEITEAEORICHERTCE LT
HZ &,

Manufacturing, Packaging and Labelling

g B IRy

Document that manufacturing and packaging | X
process are fit for purpose. Demonstrate the
commissioning of critical systems and equipment
used in the manufacture and control of the
Excipient. Demonstrate that cleaning procedures
are appropriate and their effectiveness has been
demonstrated.
RECAETENMENICEL TWD Z &2 #E
b5, WINFIORLE L EHICHEN SN L EH
IRV AT b L BE O R,

v FIENED TH Y . THRRTHD Z

& TR,

Samples will be retained for a period of | X

years from (specify).

VAN AN i
FRfESN D, (CEMETFET DT L)

Agree upon special labelling requirements. X X

Kl 72 o Y o 7ZOBERFIHICE LA ET 5,

Documentation and Records

CEAL & Fis

Certificate of Analysis will be supplied with each | X
batch.

SRSy FRICHE SN D,

Certificate of Analysis will be prepared either | X
according to the current IPEC-Americas
Certificate of Analysis Guide for Bulk
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Pharmaceutical Excipients or an agreed upon
alternative that is defined in this agreement (an
example COA may be attached).

Sy M 13 B B @ IPEC-Americas Certificate of
Analysis Guide for Bulk Pharmaceutical
Excipients & L IZZ DB EETERESNT-E
BHEONEICWE > TER SN D, (DR D A
AT LTHRW)

Agree upon special Certificate of Analysis | X X
requirements.

Rl 2 o RO ESRFHICEH LAET 2,

Where applicable, electronic signatures used on | X
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.

HHWRER GG, AT RIHEH S o ETEA
T . & # © IPEC-Americas Certificate of
Analysis Guide for Bulk Pharmaceutical
Excipients & L IZZOWHEETERINTEE
EHEOEORFHIZE S LR T IER 5720,

Records required by the agreed upon quality | X
system will be maintained for a period of

years from (specify)
AEINERE VAT ML VESR SN D iRk
58 yARR FEMRE S

hd, (EWMEIRFETLHIL)

Storage and Distribution

RE L HE

Maintain and supply upon request | X
documentation that supports the recommended
storage and transportation conditions plus re-
evaluation or expiry dates.

HELTORE S QMR o S BT A & L <
IZAE NI ORI & 72 2 SCE MR LER D B
TR HES 2,

Ensure that Excipients are stored and shipped in | X X
accordance with manufacturer's recommended
storage conditions.
IMFNTROEZEE D HEDE T D IR RIS X
RE SIIE SN D 2 L HMEEIZT 5,

Where applicable, agree upon requirements for | X X
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reusable shipping containers.
W FTRE 72 GG FAIH FTRE Ze S AR 2R Lk
HERFHICEALAET D,

Change Control
EREH

Changes will be evaluated and communicated | X
based upon agreed criteria and timelines. Refer
to the IPEC-Americas Significant Change Guide
or specified alternative that is defined in this
agreement.

ERITABINTCEE LRV a— o
Rl = AU A S 4L D, IPEC-Americas
Significant Change Guide & L < |ZZ O EET
EFRSNIEEZZRT D,
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Non-Conformance

RL

All non-conformance should be investigated. | X
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.
TARTOREGITHESND Z &, EHTRER
Be. MARKRORE, MBEORZIEIZK LITH
NOMEBO Y X7 558t (fow y M4 25 Y
A7 L ORERFER KT 2 ELET) | H
FEP I, RO, BHEER O MERIETMIZ X D
EXRfEwmaEale, ALK BENZ T
STCRMFN S T2 EN DD Z RSN D
e, EEHETER2SBEEICHMOED Z
Lo

Out of Specification (O0S)
VoA

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

HiAs A o BR RITAE S, FIEFITENC
FHhIhdZ &,

Deviations

A

If significant deviations from an established | X
process are recorded, there should be evidence
of suitable investigations and a review of the
quality of the Excipients.

WL S N7 a A5 OEKR G Z ek
L8 AIE, WU OFERL & dsnA o fE
DV Ea2—%FKT &,

Complaints
=15
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Have a written procedure to investigate and | X
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.

o ECBEE S L S 2R A Lk 2 FIEE %
FFoZ &, WIHEZZ T T oS R BHNIC,
BARFR O34, MEORIEICRHT 5 E. /5
FEBGIE K CNEA R B R~ Rt S D,

Complaints made shall at least indicate the X
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.

EEICIE, P L bRmAloaEEDO R »
NPy N—=EEERNERRENTNDZ L, &
TIX. WINA 0O 2 BH % 0 2 72 W R I i AG 26
~MoAbhd Z &, WYUTARERGAICIE, ¥
YN SN D,

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

ME L, AEEZRAINCERT D720 nE L
SNHEMOZHITHITDH T L,

Recalls
Ja—p

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

mmA DY a—noE . G R TEE I
L. B2, stz a—LzHms6E5
&,

Have a written recall procedure. X
Ja—nOFIEEz2FRHZ L,

Copyright © 2009 The International Pharmaceutical Excipients Council
Page 21 of 41




Customer shall notify Supplier of any finished X
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.
BRIIMGESR IS, AESE L ITHEEF
T, WA O GBI B 5 AT REME D & D F k&
G0 a— vz, A RAESLNIHOED Z
g

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

MFEIT, Va—nLbsdWN3IY a—LoORHELD)
BENCEET D7DV L SN IHHROATH
5 RS R

Auditing
BE

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

FAEIZEE LRI, W07 oo S5 Ba 3
L. BHHAER ORI, VAT AR OLEEER
T OMEREROZ L,

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

MEIZEE LRI, dshn o5& 2 B 5
5. WEHEEORM., VAT LR LEOER
BRI T H I L,

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

VB G AN D Y 22 I O R
PREFRKI D3RG S D,

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

BERIL, fe¥ETICR LT, X H (BAICAE
LHIBR) DINICEAT R 28 DA RS H
(R RFFOMER) ZRITTDH I &,
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Supplier shall issue responses within X days | X
(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.

fASEE 1T, RO MBERIEBMICE LT, X
H (FREICAELBIR) BINIC, X Tor
AR 2EIEFELZHITT L2 L, faEE N
EIEHEZ KR T 556, &8 T OHIRS
RIZEEHICHEND,

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

AR Ch VX, RINAlORE, L, REH D
WIERRBRICBIE L TRV DI D 5 = H B AR
XA EMEICAET D I L,
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Distributor’s Quality Agreement Template
S ER O WEBET 7 L— b
1. Introduction/Purpose
E=TA=EED!
Scope
i

Parties to the agreement

W iE D2 FEH
Example wording:
3¢
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>.

ZOMEBEIZX. <MGESA >, TO<FEH > DUT <ftHadE >
LT D, WNC<EEL >, <PFiEH >, DITF<@EE > L it
T HOM TRiIfE S NS,

e A IR E I R L2 A 2B G4 5,

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>.

E o RHHICIE, REIZETSENER, PIZIE DX I
(B 1) DRI D & IEFCIZ AL XAUETE LT B EZE 7S
FID Eeig %2 To S F&FHSFNTE B,

Specify excipients covered by agreement
BREICEE SN INAIZ R ET 5,

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>.

B 3T
ZOBWEFLUToORMA (b LATRIA, TR, 2107 5.

) LATHOINA LT S, ISR S, (U A ME LTINS
)

Definition of the quality criteria
i B R D E #%
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Example wording:

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

3¢

G ET T T OB IS X IRINANCBE T2 3 X ToiEE %
T

Examples of potential quality criteria:
e B B HE 451

IPEC Good Distribution Practices Guide for Pharmaceutical
Excipients, current version (Primary Reference)

IPEC Good Distribution Practices Guide for Pharmaceutical
Excipients @i (GF—Z 1)

Others as applicable:

ZOMITHEET DD

ISO-9001, current version

1ISO-9001 H#Hhi

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

WHO Guideline Good Trade and Distribution Practices for
Pharmaceutical Starting Materials & #Thi

NACD Code of Management Practice

NACD (National Association of Chemical Distributors) O~
I A v MEBELEH

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

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

KIER RGP TE, RIEFORERNR DRI

Other regional certification, as applicable

fitl. WIRE 7R HUEGERE

Responsibilities for quality activities
S TREN R D B

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.
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http://www.fecc.org/
http://www.fecc.org/

B3¢
ZoOMmERE, Bl BEAAEDICRR S D SEEENCE LTt
faaEH &R OREEWRICT D,

Site(s) involved
B2 135 (A 1)

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.

& WIAERHRE T ST (KA ) IHAEICREShD 2L,
B4 2 tka T8 (A &) BMERNSGNEZ ZITRET DL Z &N
TE5 GRICRERE L THRYY) o BEEd 2 T8 Z OB EICFEE
SNTWRWES, fESNZTY (A ) BEZITRESNT
WD ERLHT D Z L,

Manufacturer and Use of Other Third Parties
ks K O o 55 =3 O F|
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.
3¢
FEREZ IOV TEEN IV, RIEHFT M OO 5 =37 <At
LE><EIP><MMOXXE>IHREND,
ZOBECHTIN TV DIHE =FOMHOERILI<EHE > ICHH T
FRNZHEAIND Z &< LT T TER B 7RV,
e EE L, BN WNAIORNE, ik, FoR. A, R 1
fid L<IZBB N 21T S LiThbne b ZOMEDETDOERE
28D,

Note: If this information is considered confidential, specify how this
information can be disclosed to the customer, for example under
confidentiality agreement.
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E b L ZDERPREEREEZSNSHGE, ZDERAE
DI 9 RIG TREENZ R LT LD, PIRITHEIRFFRR, Bl
7524,

Term of agreement

I ]

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.

3¢
AREKNIEEBEL EIToToAE b o THE L1 FF>, £ LT
(R DR OIER 2 R L X, <MHE3EE > 1282 <@k
> O <FMFN > DRAEANANA NS 2FEBEDNTH 5,
ELLDOYREFLMOYEFR~D 6 MARTOERIZE 2B X
WA ER T T D5 LINTE D,
ZORRERIOK TR, b LIEE> IV ERINEHEIE, <t
KR >IT<BE> L #ITH < BRI LIFEIZZZW LR < T
T2 6720,

Assignment
AR

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.
3¢
ELHDYFEELARLKICKIT 586 L IR TOMEN & HEA
LD M= D OFRTOEE T O 15T I TEE T DHERMZ R
RN, KEEIIAREEICIRE L TR b 72Ruy,

ERIZ»PHDHT. b LED Eb L IFeHD MO N4 D
BRILATON L HEERE . 6F e, HFEOETOH LW
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IXFE A2 TOEEDE =F ~D5EEN B9 5 EH TOHEFTOK
LML ETITR W,

Confidentiality (optional)
wERE (EE)

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).

o REEORY —IC RSN T ZICHERFE ERZLTCHLR
Wb L IIRERFFICER T oMo Fim BT R R
HF BWEARENLELEDNLD) 2L LTHRVY,

Other agreements
fh DK

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.

3¢

LA <HHEZEE > & <BE > OMITAE L, a3
EEVEEDORICA—B R B - A GRS R E
FVELESnD,

Choice of Law
HEOIEIR

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.

7o b LIEDBEIR IR ZFIHIZ I D 8D 531 TR WEGE, ED
BRI L FF/H THELZ ZICHET S Z &,

2. Compliance
LS ]
See attached QA Responsibility Table
T QA B K 2 S M

3. Manufacturing, Packaging and Labeling
i, @I TR T
See attached QA Responsibility Table
N QA BT HERE SR
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4. Documentation and Records
SCEAL b RLEk
See attached QA Responsibility Table
T QA BT HEEEZ SR

5. Storage and Distribution
PR & it
See attached QA Responsibility Table
T QA BT HEEZ S

6. Change Control
e
See attached QA Responsibility Table
W QA B L2 S

7. Non-Conformance
ISy
See attached QA Responsibility Table
T QA B LK Z S M

8. Auditing
A
See attached QA Responsibility Table
T QA B HE S

9. Quality Contacts
LG e
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.
Z OFEFNFE LTRSS B A FFOZENEND L EE NS DEAE DY X &
ERLT 2 2 &, ZOFRITBAMALEL LTHRYY,

10. Signatories
B4

11.References
S

12.List of Attachments
W SCEY X b
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Quality Agreement Responsibility Table
mE HERELSHER

Responsibilities

Bt

Supplier
HiaEE

Customer

BE

T BZ

Compliance

ST

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.)

IPEC Good Distribution Practices Guide for
Pharmaceutical Excipients %X U'% L < 1L Z O
EDFMIZERE S DM E LIS T
5o ZOWHEDRKER R E R S LT i H A HED
R SN D GnEREOIRMHIMEER

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.
UG EFT I AV U oREER KOS LT
NMF ORLE, w2k, RER D D5 VIR D
NOHE=F L, HREEDOEADERICHIE T
5 &9, MEHELHET DI &,

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.)

ZDOWEDRG & T2 D UINF O IR LIH A
CEET D, T OWIE DR OB DI S
b (B ORMIHMEE)

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.
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Compendial changes must be implemented by
the compendial implementation date.
FELEHKICET2AEIX, MAICEES
. ZOWMEOYFEFR TEEICTRY ZDLE
Nb, REZOERIIRIS N, EREITHA O
AR LICHEEIND, REFEDEEITNESE
DOFEFHH F TICFE SN2 T TR S5 20,

Ensure that the specifications for compendial | X X
excipients are in compliance with the current
compendia.

INTEETLHOWMANCEE T 2 A& I3 B O N E
EIZHEE L TWDZ L 2HEEICT S,

Supply Excipients that conform to the mutually | X
agreed upon specifications.

FAEIZEE LIS A 2 Az dtis 3
2o

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

BURN BT, BEIIX L, £ OBINANT B
3% f BT DB 4 SRy O AL ONT T AL % BR 3
Do

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

b LHSIY R oELZIZBW T, G S nzasm
A OMBEIZBE T DM EFEN R SNIZSGE .
TR HHE D,

Processing, Packaging and Labelling

L, B, IRy 7

Where applicable, appropriately document all | X
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..

R ATRE 6. BROIZ A B L Ao e e
EWRMANZBE T 5~ T o LRz I CE
b2 L, BERVATLALHNDIEEOHE
MEZ RS, WEEFFIENEY TH Y . £ %)
R THDZ EERT,

If Excipients are repackaged, processed or | X
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packaged from bulk, samples will be retained for

a period of _ years from
(specify).
WA 2 el W, b LISz nbsh
SANDISY ANAE " A= N AN T b AR
FERRfFEIND,  EMITRET LI L)
Agree upon special labelling requirements. X X

Fpll/e 7 XY 7 OZERFHICH LEET 5,

Documentation and Records

CEAL L i

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

Y M3 1X . IPEC Good Distribution Practices
Guide for Pharmaceutical Excipients & L < (2 Z
DWHEFICERIN TVWEIAEREINMA%ER
DIHE-> T, Ny FRICGE SN D,

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

W AR R S AL o R IT & BT O IPEC-
Americas Certificate of Analysis Guide for Bulk
Pharmaceutical Excipients & L <IZZ O EE
TERINTEAEBEFEONFICH > TER S
Do (IMEBDORAARZEHMANLTHREW)

Agree upon special certificate of analysis | X X
requirements.

Refll 72 o R O ESRFHICEH LA ET D,
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Where applicable, electronic signatures used on | X
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.

HHWRER GG, RIS 2B B4
X . fix #H O IPEC-Americas Certificate of
Analysis Guide for Bulk Pharmaceutical
Excipients & L IZZ OWHEETERSINT-E
B OESRFHIGES LT ERBE2R0,

Records required by the agreed upon quality | X
system will be maintained for a period of

years from (specify).
ABENZWE Y AT AL 0 ER SN 56k
I AN FERRE S

no, (EMEIRESTLIL)

Storage and Distribution

RE & Hid

Maintain and supply upon request | X
documentation that supports the recommended
storage and transportation conditions plus re-
evaluation or expiry dates.

HELEORAE K ONE 5o S HITIE AR B & L <
IZE NI ORI & 72 2 CE AR LER D H
TR 5,

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

AN TROE S E DSHERE T D IR E RIS X
RE S, BRI D 2 EAMEICT D,

Where applicable, agree upon requirements for | X X
reusable shipping containers.

A RE 7RG A . BRI rTRE it A a1 % T
HERFHICELAET D,

Change Control
EEEH
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Changes will be evaluated and communicated | X
based upon agreed criteria and timelines. Refer
to the IPEC Americas Significant Change Guide
or specified alternative that is defined in this
agreement.
ERITERBREINTEEL Ry Vo — NS
FE Al = AU A S 4L D, IPEC-Americas
Significant Change Guide H L < IZZ O EET
ERSINTEREZSZ RS 5,

Non-Conformance

RilL

All non-conformance should be investigated. | X
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.
TARTOREGITHESND Z &, BEHTREZR
e, RARKRORE, MBEORIEIZS LITH
NOHIEEBO Y 2758 (how >y MIxtd 25
A7 L ORERFERICKT 2 ELET) | H
FEPIIE, KO, G EE O mMERERMIC X S
EXfwmarale, AR BENZITH
STCRMFN S T2 EN DD Z RS ND
e, e EEITERRSEEICMLED 2
Lo

Out of Specification (O0S)
Vo iki-td

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

HiAs s o B R I A S, FIEFITEN
FhansZ &,

Deviations

T
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If significant deviations from an established | X
process are recorded, there should be evidence
of suitable investigations and a review of the
quality of the Excipients.

LN mE A6 OEKRHEMNZ ek T
LAV, W 2R A OFERL & dnF o 5E
DV Ea2—%FKT T L,

Complaints
=15

Have a written procedure to investigate and | X
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.

o BB 5 S 2R A Lk o FIEE %+
FioZ &, HIHZZ T T oS R HIHNIC,
AKX O o341, BIEO R IEICRHT 2 HiE, &5
FEBGIE K ONEA R R mm AN B R~ Rt SN D,

Complaints made shall at least indicate the X
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.

HFIZE, ARl b iRFIoOMGEER DR »
FF o N—EEERNERN RIS TNDZ L, &
1%, AINA O 52 sE AL 3w 4 7o W TR NI AR S
Mo bbb Z &, WYITARERGAICIE. ¥
VIR END,

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

ME L, AEEZRAINCERT D700
SNHEMOZHITHITDH T L,

Recalls
Ja—
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In the case of a recall of the Excipients, Supplier | X
shall inform Customer without unreasonable
delay of the planned recall.

WIAID Y 2 — D36 G ER ITEE I
L, B, ftlEish7z) a—LrzmbHE5
Z &,

Have a written recall procedure. X
Ja—LOFEHELXFFOZ &,

Customer shall notify Supplier of any finished X
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.
@%H&%%ﬁ’\%ﬁéME%L<ﬁ%E¢

. WINF O GBI BEE S D FTREME D B D Atk
i% DU a—)L&, A RAESCOICM LTS Z
&

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

&L, Va—nbHo 03 a— L OAEZ %)
RINCEMT H7DICHE L SN DIHFHRO L
BT L,

Auditing
EE

Have the right to audit Supplier's facilities, X

systems and documentation, as they relate to

the handling of Excipients, at mutually agreed

upon times.

WE A LICRENZ . B o & 12 B4
. WREFORME, VAT AR O ELER

?é%ﬂ%%o_&o

Allow Customer to audit facilities, systems and | X
documentation, as they relate to the manufacture
of Excipients, at mutually agreed upon times.
WE A LRI . 3N oo Sl |2 B a3

RS S DR /XTA&Uii@WE
%ﬁﬁgﬁ LT D2k,
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Agree on requirements for auditing by the | X X
Customer the original manufacturer or other third
parties.

BEICL DAY UFNRGEREES L IO
SEOEAICET LERFHIZOWTEET S

Z&,

If required, a confidentiality agreement will be | X X
executed within a reasonable period of time prior

to the audit.

VERGE . BAICKID, By MM omE
PREFRKI D iR S D,

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

[EESEW &ﬁ%%’ﬁbf X H (FRHEIZAE
L7ZHIR) DRNICEAET R 28 DEERETH
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Supplier shall issue responses within X days | X
(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.

G EF 1T, BEOMBERIEBITIIx LT, X
H (FREICAEELHIR) BIRIZ, X Tor
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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.

R AR () EEMOEPEICHEMN T 2R E T 2MEEZIIME DR
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Agreement — Arrangement undertaken by and legally binding on parties.
K BEEIZL > TUTONDENWIR ) 263 2 WhiE

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.e batch size can be defined either by a fixed
quantity or by the amount produced in a fixed time interval.

NyF (ay b)) TR TI—@#EOTutATEBIN, ETHHZ ERHET
OB ORE DR, EHREOGE IR, Ny FITREORE SN E YT 5,
Ny FH A XL, BEOEFIIFFEORBNICHEINT-&E L ERIND,

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.

Ny FEG (vy bES) Ny Fainld o, XFELEFRSsOEAOMEE T, Zh
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Certificate of analysis — A document listing the test methods, specification and results of tes
ting a representative sample from the batch to be delivered.

REBREE SN2 Ry Fns0NREY TV ORER 7L, B A O R4 it L
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Cefic — The European Chemical Industry Council
Cefic BRIN{b T3

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

HEL INIIFPERICEE T2 2 L 2Rl T 572010, TOEDTHRENTEHT S
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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.

W KGR S IR R F T ITERE S T YE D & D T,

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 APl which have been appropriately evaluated for safety
and are intentionally included in a drug delivery system.

FECC — European Federation of Chemical Distributors

FECC FJNTF 4 A MY B a—&—fHa

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 (cCGMP)
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

IPEC [HEFEE I SIRINAIHS

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

IPEC PQG [EHEEERKSLIMAIHGSI N ERLNE 7 V—7
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ISO — International Organization for Standardization.

ISO  [EIBEFEAE LA

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
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

NACD #XKfbFimEEHES

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.

FlE FFEDIERZZATT Do DFERIL S, KRS NTFE,

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.

B RAE TN TORMAD BRI HERWEZA L. TOME Y AT LDHERF S
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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.
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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.

kg WAL Aoy £ REIADE G RIER O FaE R O S L 2R D B N T A
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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.

e HEREICL Y ERLEEME 2 a3 2 A0S L idaf, a3 13 kot)h .
BLERE . HHEEETH D,

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

a—H— (ERE)  BIAZEREG, 35 L < IS oAINA O RE 2R 5 HE,
USP/NF — United States Pharmacopeia/National Formulary

USP/NF K[ 5 5 05 /5] R = 5K Bl

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.

NYF—gy BEOTRE., FEXHIZVATLAN, —HBL T, TORTELHERL
WICHEATHRREHG 2D L E ) BERREEEMT I LRI T 7T A,

WHO - World Health Organization
WHO S Pr i
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