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| PEC Good Distribution Practices Guide
for Phar maceutical 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, aternative 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. e look
forward to our continued collaboration aiming at providing quality medicines to patients!

(Dr. Lembit Rago, Dr. Sabine Kopp; December 2005)
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[. 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 Sarting 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.

Il. Scope

This document is based on the WHO Good Trade and Distribution Practice for Pharmaceutical Sarting
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, aternative 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 physica
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.

[11. Pharmaceutical Grade Excipients

Parties involved in the supply chain should be aware that an excipient can only be pharmaceutical grade
when it isin compliance with pharmacopoeia 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 resultsfound in conformance
with the requirements of a pharmacopoeial monograph is an unacceptable practice.

V. 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 devel op, 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. |PEC
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. Ngjib Sehat Merck KGaA

Allan Whiston sanofi-aventis

IPEC-AMERICAS

Dr. Sidney Goode
Dr. Rodney Gray
Ann Perry

David B. Klug
Jack Tully

James Slagle
Robert Wiens
Rick Green

Dale Carter
Kristin Moore
Don Ewert
Raobert Zega
Priscilla Zawislak
Dr. Philip Merrell
David Schoneker
Victoria Shaheen
Laura Horne
Dennis Walker
Frank Murphy
Amanda Martin
Katherine Ulman
Dr. Arthur Falk

The Dow Chemical Company
Hercules Incorporated

The Dow Chemical Company
sanofi-aventis

Hercules Incorporated
Hercules Incorporated

Eli Lilly and Company
CPKelco

ADM

ADM

EMD Chemicals

Chr. Hansen Inc.

FMC Biopolymer

Tyco Healthcare/Mallinckrodt
Colorcon

Mutchler, Inc.

Mutchler, Inc.

Proctor & Gamble

The Dow Chemical Company
National Starch & Chemical Company
Dow Corning
IPEC-Americas

Dr. R Christian Moreton
Dr. Irwin B. Silverstein

Idenix Pharmaceuticals, Inc.
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 acompany carries out different activities all sections mentioned
under al conducted activities should be applied.

1. Activitiesincluding 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. Activitiesincluding 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.

Copyright © 2006 The International Pharmaceutical Excipients Council
Page 5



TT affed

[1DuNoD sueid 10X [eonNsdelLeYd [euoTeUBIU| BY 1 9002 @ WBLAdOD

‘(s;epmod Jajsue ) 01 pash asoy) Ajrenonred) sasoy Jajsue.) Jo ash ‘sbeq abnyin
-Ud9 Jo Buipeojun ayl se saniAloe yans ul 1oeuod Joresado 109.1p Aq pesned
uoIreu iweuod Jo Aljigissod ayy aziwiu i 0] paubisap ag pnoys uawdinb3
"pazi|nn ag p|noys suoliredijdde pooy uiasn

Jo} a|qe1ins saoueisgns ‘91qissod S1 10eu02 aey)\\ 'Siuaidioxe paysiul) Jo ‘sare
-IpawRIUI ‘SfeleTew Bulbexoed ‘sfelorelu me.l UYlim 10 U0 01Ul SLod Jou Ajge
-Jop.d pnoys ‘sjue|00d Jo Sjued1IgN| Se yons ‘uoiesedo Joj palinbal ssoueisgns
"ueIdoxe ays Jo Alifenb sy Jeife 10u snyl pue aand.iosge Jo ‘SAnIppe ‘BAldes.
a( 10U [[IM S39BLINS 19BIUOI Tey] S Pa1oN.JIsuod aq pinoys uawidinbs ssad01d

uodoNJISU0D Juswidinbg

"(Wes/s pasoo e uIyim Bussano.d 63) jusLuuo.inue syl wodl Alenb weidioxe 01 X1
U} 8ZLUIULU 0} [0.1UO0D B|qRe}INS 3 PINOUS 38U} SI00pIN0 pBFed0| ST uaud INbe .Uy
‘PepuURIUL Se

BuiuonouNy 1 11 Teyl aJnsue 0] 8sn 810J8( PAUO SSILULLIOD 8 pnoys juawidinb3
*(snonunuod s yareq Ba) Bussaoo.d Jo adAl ayr uo Bulpuadep ‘uoireledo

109102 pue ‘goureusiu el ‘Buiues D a1ell|i0e) 0 UOIFed0| pue ‘UoIoNJISUoD ‘9z1s
3|CfelIns Jo 8q pINoys pure Jfeds. Jo alels poob e ul peufelurew 8 pinoys 1weid e
Ue Jo abe.oss Jo ‘Bunsal ‘Buibexoed ‘Buissaooid ‘uononpo.d sy ui pasn Juawudinb3
juatdmbs

:2°€'9 Jdeyd ‘[z] 900z 8PN dIND 90d D3d | Woly 19enx3

‘asnsiw Aue juenaid 01se Aeme Yons Ul Jo pasodsip aq pnouys

Jewdinb3 "aAn09Jep Se pajpde| Jo PaAoWI aq Jeylie pInoys pue ‘pasn aq

10U pjnoys uswidinbe aAnN%e e "IN0 PalLIed 8q 01 suoieledo ay) 1Ins 0] paule)
-Ufew pue pasn ‘paldepe ‘pa1oNJISuod ‘paubisap ‘pPatedo| ag snwi juswidinb3

TS

juewdinb3

‘(€' ose 93s) WBId 10X By 1991 AjBSIOAPR 10U PINOUS UIWBA JO [0J1U0D J0J
pasn sfeLi A 'S9lIANTe [011U0d 153d e pUe UILLIBA Joj SBUIpuL) 8} JO SUOITeA
-Jasgo Buipnjoul apew aJjom suosadsul Usym MOUS 01 SPJ0J3a) aq Pnoys aey L

"1043u09 1sad 1oy Bwwesbo.d usnlM e 8g OS[e PINoys ey "seate afieloxs

pue sasiwe.d ay) Uea o 01 pash aq 0] Spoyewl ayl pue Bulues|d jo Aousnb

21} 8yl Bureolpul ‘a|qe|eAe aq pnoys awwelboid uoreliues Usl LM Y Ul
-JOA WO0JJ pUe a1sem pale[nwnade WoJj 891} pue Ues|d a(q pnoys sea.le afelols

ey

Aloreue|dxe JjpS

pa1dde aq pnoys aidiouLid

(04 4) INO 114U 1S11H 8Y) ‘SeLRTeW BY) J0) pa110ads a.le satep Aldxe

ou aeyM ((0433) N0 1s.14/ANdX3T 1911°23) 1S11) PIINCLISIP IO ploS Bk
1511} 241dXe 01 8NP SfelldTew asoy) eyl ainsua 01 ade|d ulaq pnouys wesAs v

vy

‘87 PUe G iy SU01Jes 883

uolresife| rUOITRU JURAS I 3Y] JUNOJIJR

oJu1 Buidel ‘seafe PasOoUL UI SBURIUOI PasOo|d ‘Bretedss ‘paubisap A|gelins ul
[p2.J0IS 8q PNOUS S[elieewW 8 dewlue |} pue saoueIsqns J1X0] " [esodsip buneve
S[e LW a1sem Jo afelors afes pue Jadoud ay) 4o} apew aq p|Noys UoSIAOI-

1104

900z S1UeId DX [eanNeJew feyd 10} 8pINg Sedldeld uolngLIsig poo O3d |

€002 ‘/T6 'ON ‘S318S 1Joday [eoiuy®d ] OHM ‘(ddlo)
Sfelerew Bun.ress reannaosew.reyd Jo) ssonoead uonngiIsIp pue ape.) poos)




2T affed

[1DuNoD sueid 10X [eonNsdelLeYd [euoTeUBIU| BY 1 9002 @ WBLAdOD

B9 Aq paijen aq pinoys Aousoiye Buiues|D

fous 1018 Buluea|d ayl Jo UoIedILIBA B1Je Ukebe pasn ag Ajuo pnoys wawdinba
asodind-nN\ "pep.Joda. pue paulelufew agq PINoys SaNpayds Bulues o A9 e
pue sainpadoid Buiuea o arlidoidde ‘(272 ose 9ss (o1 uswdinbe Buibexdeda.
‘sasoy pue sadid ‘syonuy yng ‘syuel abelols 69) Bulpuey weidioxXe Jo) pasn

‘pewioied aq pnoys uoieplieA Bultes|o pasn
S| uawdinba paedipap-uou alRYAA Selelew Buies ednnedew.eyd Buissed

S110npoud ayl Yiim 19e1u09 19841p Ul Buiwod uswdinbe paedipep-uou LBYAA | -0id Jojpue Buljpuey uaym a|qissod aleym pasn aq pinoys uawdinbse paredipaq 8'G
"UOITRUILLURIUOD JO 92INCS B 8Q
Aloreue|dxe JjBS | 10UURD 11 TRyl Yons pash pue ussoyd aq pnoys uswdinbe Buiuea|o pue Bulysepn 1S
‘110 3pe.b-poo] Be ‘apelb arelidoidde syl Jo aq pnous SeBERW 3yl Ylim
1J21U0D 139.41p 01Ul BW0D Teyl S8Je NS Uo pasn SfelidTew Jaylo pue siuedliqn]
T'Geas | wewdinbe Jo aoueusiulew pue uolkeledo ay) Jojade|d ulag pINoys S8iNpad0.d 9G
‘PaurelUeLl 8] PINOYS SPI033J UoirIqieD Ssniess 'Siseq p3|NPSYds e Uo parelqlied 8q pnoys pue s|de|keAe 8q pinoys
uoireIqied AJLBA 0] SUesw pue uoleiqied Jojade|d ulsainpasoid ag pnoys akeyl | uosioald pue abues arelidoidde e jo uswdinbs Bulinsesw Jaylo pue saoueeq GG
'SeLRRW Y10 pue spinbi| ‘saseb snosebuep
Jo} sJoldepe o SUO198ULOI 8 |geabueydeiul-uou Jo uoisinoid ayl 01 pred uon
Aloreue|dxe JjBS | -USIR [R109dSs puUe pafew Aprenbape aq pnoys saoinap pue Buidid ‘seainies ||V 'S
"MOJ} JO UO119B1IP B} ‘B|qed||dde
Aloreue|dx JS 2J8UM ‘pUe SJUBIU0I BY1 81edlpul 01 pa|jeae| Alrealo ag pnoys Jiomedid paxi4 eq
SieLerew Jjo Aienb ay) uo 19049 ssieAPe A pue UIp 1o snp Jo dn-pjing
‘UOITRUILLIRIIOD-SS0.D P10/ 0] 9oURUBIU W puUe Buluea (o aAne e 1iwied 01 pue
Aloreue|dxe JjeS SJ0JP JO ¥S1i 8yl aziwiuiw 0] wike snw uswdinba Jo asnh pue ubsep ‘Inoke|ayL A

"uoIreluawinoop alelidoidde Jeylo Jo ‘eseq

-erep Jondwiod ‘60| e Jo W0 8yl Ul ag Ued SPJ0da. 8say] ‘SourUS]URW pue asn
wawdinba [eanio Alifenb Jo spiodal aq pjnoys a8yl uaidioxe ayl Jo Bulpjoy
10 ‘Bunsa ‘Buibexoed ‘Buissaso.d ‘uononpoud ayl ul pasn uswdinbs [eanio

JO SoUeUBIUTEW O} PAMO| [0} PUE PRUS!|CeISS 84 PNOUS S84NPa00Id pausLLINd0d
“SoueURUe Jieudnbg

"UOoITeu ILLeIU0D JO XS1 3yl |0J1U0D
01S[elrew Bupoed pue sfess Jo A11iBeul 8yl 0] prebeu Ul passasse ag pnous
s1ied Buinow yiim uawdinb3 “parenens aq pnoys wawdinbe Buissasolid pue o)
-sue.J Jo ubisap Areriues ay] 'sduund pure juawidinbs BulAip jo uoiresado ay) pue

900z S1UeId DX [eanNeJew feyd 10} 8pINg Sedldeld uolngLIsig poo O3d |

€002 ‘LT6 "ON ‘S3148S 14odey [ed1uyse] OHM ‘(dalo)
Sfelerew Bun.ress reannaosew.reyd Jo) ssonoead uonngiIsIp pue ape.) poos)




€T affied

[1DuNoD sueid 10X [eonNsdelLeYd [euoTeUBIU| BY 1 9002 @ WBLAdOD

*JBJn1oe jnuew 1onpoud feannedew.feyd ay) 0] paplemIo) aq
pInous YO 8yl wawdIys ydes 104 3|0e| AR BW08( s3] Se U0os Se S)Nsal
8y Jo Aejep INOYIIM PBLLLIOJUT 80 PINOYS JBWoISnd syl ApAIRULe] | 'SUOIROII

-09ds pa.inbas 8y UIylIMm aJe S}nsal ayi Jey} pue a(ce|eAe aJe S} nsal pue SO

Kioreue|dxe Jjes 8U1 eyl ainsus pnoys Jaljddns ay) ‘peIngLIsIp Jo plos s eLeleW Aue alojeg 7’9
'saulpInb asay 01 Bulp.JodJe N0 palLed aJe ol
-A12e abelois pue BuiBexdedal BYI0 [ eyl paplroid ((DOD) @duel|dwod Jo a1ed
-11nsed e Ajddns ued JoingLisip sy ssimpeyi0 “Aloelode| 19euU09 paijienb pue
paweu e e Jo Aloeloge| UMO S11 Ul sesAfeue wilojiad pnoys JoingLisip ayl pue
pieA jebuo| ou ale skeinidenuew Wolj SYOD ‘N0 palied s1Buixiw 10| Aue §|
"90UBJe 81 1321U0d B Y1im Buoe ‘Jainidenuew syl 01 YJeq All|iqeades) MO|e
pInoys sjuswinaop Aliend elep JO 824N0Ss 8y} JO UoIRIIpUl Jea|d y1im papiaoid
3 pInoys JoinqLIsIp Y Aq pajonpuod saesAjeue woly Buninsal elep feuolippy [S] papusUodD] S|
*JAWIOISND 3yl Yy1im uodn paaifie juswinoop Jeylo Aue 1o | Ssuolrfedald eannedewlieyd J0) Suoiedifoads uo saniwwo) 1uedx3 OHM UL
VOO 3y} uo Jeljiuspl anbiun 1o aweu Ag painuep! ag pnoys a)is bulinide nuew Aq paidope se YOO PPOIA 8} Jo asnay L ‘Bussl 10| dixs Wouy aled s}|nsal
feuibio sy 1 "pa1jeA 8 pinous ekep Jo uondiiosuel) Jo ‘pasn ag pinoys uon UoIym pue [eLerew [euibLio ay) Buissl Ag pau eigo sem S)Nsal Yo Iym a1ed
“eUBWINJ0p S oIn1Jenuew rulbilio ay ‘@|qissod seasusypn suswinoop Allenb -lpul pjnoys JeJmaenuew ayl Aq panssi syOD 'slijddns 01 sieinidejnuew Aq
B0 Jo YOO 3y} Jo elep pue apn feulbiLio ayy abiueyd jou pinoys Jonguisip v | palddns selsiew Auedwodde pinoys (SYOD) sisAfeuy Jo saledljined eulblio €9
"Mo8yo 01 Asea
3 pue Jauuew Apepio Ue ul no pre|ag pinoys A8y L ‘paess Alkes (o aq pinoys
‘9[qe|eAe AJipeal aq pnoys S1uawINdop Jo AIoSIY UoKSIASI asodind pue ainfeu ‘@111 JBY] S1UBJUOD ShonbBigureun /ey PINOYS S1uawNJoq 29
"uolrez Lioyire noylim pabueyo aq
10U p|noys pue suosed paziioyire arlidoidde Aq parep pue paubis ‘panoidde
‘paIe|dWOD 3¢ PINOYS SIUBWINC0( "8.Jed YIIM paINgLISIp pue pameinal ‘pemw|d
-Wwod ‘paubisep aq pinous ‘selierew Jo Alljenb ayi uo 13edwi ue aney 1yBiw eyl
Aloreue|dxe JjeS AlAnde Aue 01 Bulrepl sainpadold pue suononasul kenailied Ul ‘sjuswindog T9
uolreIUBWINI0Q 9

sponpo.d passsoold Asnoineid Jo Jeno-Alked pue uoiTeuILLIRILOD PIOAR 01 BPIO Ul e
wewidinbs awes

ay1 y1im pajpuey 1onpo.d snoinsid ay Jo Senpisal o) Yyoreq ydea Bunsel Aq .
‘KPAIRRUR]R IO

10npoud snoinsud ayy Jo senpisal Jo) Bulues o Je1fe uswdinbe ayl Bunpayd

‘1o 10npoud snoineid ays Jo senpisal 1oy Buiues|o Jelfe asull feulyayl Bunsel e

900z S1UeId DX [eanNeJew feyd 10} 8pINg Sedldeld uolngLIsig poo O3d |

€002 ‘/T6 'ON ‘S318S 1Joday [ediuy®d ] OHM ‘(ddlo)
Sfelerew Bun.ress reannaosew.reyd Jo) ssonoead uonngiIsIp pue ape.) poos)




T affied

[1ounoD siue(d X3 feannedewreyd feuoieuBiu| ay1 9002 © WBHAdoD

‘poldde aq pnous sajdioutid dIND 90Od O3d|

SySIl asay1 azZIwuiw 0] 'sieyew ubpio} JBYlo Aue Jo sieues | ‘siuedlign| ‘sion
-poJd Jey10 Ylim pareu ileluod ag Aew siuaidioxe suonipuod asay) Jepun Alienb
10npo.d Jo} [ea11110 a1e ‘SJeURII0D 0lUl SO|IS/sYUe] 8eJ0lS WOJ) 0 SO|IS/sYUe)
abelo1s 01 Juawdinbs g wolj 63 ‘;BYIoUR 0] JOURIUCD SUO WO} JuaId DX

Bu LB jSUR] Se Yons JUsLUIUOIIAUG 8y} 0] pasodxe ale S1uaidIoxe a1eym Sass900.d

dIND Moj[o}
al0oJey pnoys asuewoiad 1Y) pue sassaoo.d Buinienuew afe ‘Buljpae e
Jo/pue BuiBexdedal ‘yoreq snosuabowoy e ojul Buluiquiod se yans ‘suoiriedo

TL

Bullpqepy pue Bulbesoedoy

‘PaJepISuU0D aq
pINOYS SPJ0JaJ yons Jo [ers el pue BulAIyofe Jo spoyew pue A11noss ay L

‘[e] dsO yim
90Uep.oade ul 1sanbas uodn ajge|eAe AjIpeal aq 1snw pue 1dey aq 1SNw SpJoday

0T9

Aloreue|dxe Jjes

‘30| lere 84 PINous S1eaus elep Ajes pue Bulpuey ‘sfelols Juens py

69

'SIUBLUNDOP Y10 Lo Jo sAem Jaylo ul papinoid ag osfe Aew alis Bulinide nuew
feuif 110 8y INoCge uoITewIo Ul Jawoisnd eannedew.reyd ayl yiim uodn psaibe J|

"PAURIURW 8] P[NOUS SPJ0J3aJ pue uoiredI1jLiA arlidoiddy
"PRILBLUNOOP pUe P3]]0.J1U02 3q Pnoys saunpadoid pue swiais/s Buireseusb poe

"Jo1|ddns a1 Jo S|eIeP 1921U0D pUR SWRU o
pue B)1s BuLnidejnuew feulblio sy jo Lo IUSP!
{Aressaoau aleym ‘suonnedsald Bulpuey e
'suonIpuod afelors rIoads Aue .
‘(®|0eo1dde aleym) amep Aldxe 10 a1ep 1S9lRIBYl .
‘pe|PgeRI pUe peXJedal USSQ Sey feleTew 8yl JI ‘lexdedsl ayl Ag peubisse
Jaguinu yoeq ayi Jo seindenuew feulbiio syl Aq paubisse Jequinu yoeq ayl e
{(BwnoA Jo ybBeM) JUnowe ay)
‘(SNNI) ssweN AeplidoiduoN feuoieuiu| 8y} Yim djgeotidde §1 .
uenspl aleym ‘sevododew.reyd 01 souaR ol
pue apelb Buipnjoul ‘feuelew Bunmeis eannedewreyd ay) Joaweu ayl .
:uoirewoul
Buimojo} aus 1ses| Te Bulkeaq Builpge| Ag pa1iusp! aq pnoys Buteuod yie

89

Aloreue|dxe Jjes

||qlepul
a0 P|NOYS jpae| 3yl Uo Uoiewlojul ay | "Teuwlo) paaibe s, Auedwod syl ul pue
pax1) Apusuew.ad ‘snonbiqureun ‘fea o g pNoys SJjeukuod 0] paljdde spae

L9

Aloreue|dxe Jjes

"1sonbaJ uodn Ajoyire Ao |nBal syl 01 UOITRULIOJUI JO pUR ‘IBWoISnd
© puUe Jainidejnuewl e Usamiaq uoireuwiojul Alornbal 1o Alienb Jo Jejsuen
ay1 Buipnjoul ‘uoiTeWLIOUL JO JBjSURI] J0) MO|[e 01 ISIX2 PINOYS SWS YD |\

99

Aloreue|dxe Jjes

"weasdn pue wessumop
‘SJesN-pud pue S311LI0YINe 0] 3[ce|leA. UOITRWLIO Ul Y] pue 3 |ceade.) aq SAkeme
pInoys [eleeW ay) Buljpuey Salke|pswuBiul pue Binjdenuew feulblio ay L

g9

900¢ S1UBId 10X [edNnedeulfeyd 10} apInD Ssoleld UoNNGLISIA PO0D D3d |

£00Z 'LT6 'ON ‘S91.8S 1I0dey [ed1uyddL OHM ‘(ddL9)
Sfelerew Bun.reis reannedsew.reyd Jo) S30110eId UONNGIISIP PUR 3pe.1) PO0S)




GT affed

[1DuNoD sueid 10X [eonNsdelLeYd [euoTeUBIU| BY 1 9002 @ WBLAdOD

Aloreue|dxe JoS

("2 pue £/ os[e ass) @0119e.d a|geidesdeun e Si
uoIe2141099ds awkes ayl Yy1im BulA|duwiod sayoteq 1usiellIp JO SJeueluod 01 Jaq
-Wwinu yoteq auo Bulubissy ‘uoiriuswnoop Jodoid Aq painsus aq pnous sieq

-winu yoreq feuiblio 01 Alljigeaden ‘paubisse ale Siequuinu yokeq MU aleypn e

Pz 11IUes pue pauea o ALrenfel ag pnoys sease

BuiBexdeday "papliodal ag pnoys Bulurel] siuswsalinbal ausIBAY [e1oads

uo pau el 8q pnoys jpuucs.ied “(Alpmel pasodxe Bulenod ‘Bulioliuow yieay

‘SjuaW.INbaJ Y1eay Buimo|o) ‘uonosjusip puey 6:9) ausibAY puucsied

amelidoidde aonoeld pue Aressadeu JI ‘sBUlBAOD We pue ‘puey ‘@de) ‘peay se

yons p.tedde annosel0.d Uesa|o feam pnoys sessado.d Bulbexdedal Ul paAjoAul

jpuuosed "pa eI pue palbiexdedal ag ||Im JuaidIoxe Ue Moy pue aeym

pauljep Ajread aq pinoys 1| "UOITRUILLRIUCD PIoAR 0] YBnous Uea|o Juswi
-UOJIAUS Ue Ul INO paliied aq p|noys sassado.d Bulpaep.l pue Bulfexdedoy

‘PaUIBP 3C PINOYS SSsdJe palill| pue

P3]1043U02 8q p[nous >01s A1Ndss ‘swi-ul 1snf pejulid 8q 10U [|Im Spde|

J1 'asnsiw Aue plone 01 paAoaisep ag pnoys sede| snidins pue paldadsul

a( pINoys SeU R0 Pafede Paplodal usaq SAempe pinoys (Uonon.isep

‘afiesn ‘afelols ‘Bunuiid ‘Buireleusb "6:3) suoiredo Bulpage| ||V 'sse20.d

pelLIsal e aq plnoys sjede| Jo ofesn pue Bunund alojpiey L Bulpde|

SSIW ploAe 0] pa|[eIsul 8g pnoys ainpadoid v “sejsuel; elep Jedo.d ainsus

01 P3| [eISU1 80 PINOUS SI9UISS0I0 IS IDIHNS *(8°9 888) 1091100 S| Lo IFeWIO I
AJessadau |[e eyl Buunsus Weis/As pa|jouod e yiim paulid aq pjnous spce

‘peulep Alrealo aq
pInoys sJoreJedo ays Joj Bulylo o aAnd810.1d “10npoid 8yl Jo} Alessadau aieym
paepIsU0d 8q p[nous eake Bulbexdedal ayl ul Jre paJsel|id 'suolrsedo Bulpq
“epJ pue Buibexdedal BulINp UOITeU ILLRIUOD-SSO.ID PuUe UOITeu ILRIUOD ploAe
01 paubisap aq pnoys sainpadoid Bulbeyoedal pue suonpuod elusWIUCIAUg
‘Buijpde| arenbape U1iM pue JUSWINOOoP SIY} JO G Joideyd Jo suorepusw
-Wo23. ay1 01 Bulp.aoade seinpado.d Buiues o pue uswdinbs ajgerins Buisn
AQg paplone ag pjnoys sdn-xIw pue UoITeu ILeIu0d-SS0.0 ‘UoITRUILIRIUCD

sjulod Buimo|jo) 8yl 01 UsAIB 8q pINOYs uonusle [e10ads

‘1dex 8q pInous ‘jpae| MU 8y} Jo ajduwres e pue ‘suolirledo Buunp suel
-uod [eulfLIo 8y} WOoJ) paAOWRI BJoM eyl S| |[e SPJ0dal yoteq Jo edse .

‘(duop aq 10U p|NOUS [R1BTRW PI1|0S SIS
81 Jo Saydreq WeelIp Jo Buixiw Ajewiou) AuBeiul yoreg bulureuRw .

'seo110e.ud ausIBAY pue uoieliues poob .

'Sp0e| pauLid-UoTeq SSe0Xe JO U0 NoNnJIsap
'SUO1193dSU 1 8UI|-UO ‘SYI3UD 80URea [0 aUl| ‘S|ege| JO SY00IS JO A1NJas

'sdn-X 1L pUe UOI72U ILLJUCD-SS0ID ‘UOITRU ILIRIUOD JO uonuanaid

sjuiod Buimo|jo) ayi 01 UBAIB 8q pINOYS uonusle [e108ds

[

900z SIUeId DX [eanNeJewl feyd 10} 8pINg Sedldeld UolNgLIsIa Poo O3d |

€002 ‘/T6 'ON ‘S318S 1Joday [ediuy®d ] OHM ‘(ddlo)
Sfelerew Bun.ress reannaosew.reyd Jo) ssonoead uonngiIsIp pue ape.) poos)




9T affed

[1DuNoD sueid 10X [eonNsdelLeYd [euoTeUBIU| BY 1 9002 @ WBLAdOD

‘Aigess s usidoxe sy uodn peseq weidioXxe
[enpIAIpUI yJes Joj Selerew Buifexded Arewiid saulsp Apea|d pjnoys ainpado.d

‘BuiBexdedal ayi Joj pasn rILRW Bulbexded ayi Jo) Akesse
-0ou sI Jo1ddns ayy Jo eaoidde ay ] “jeueIuod [eUIBLIO BY) JO 8s0Y) Uey Jo1eq
1o 03 fenbd 8 03 pays||cerss usaq aney Alljigeins pue Aiifenb ayi yoiym Joj s

ueNLIM B pue Pays||Celsa aq PInous SuoiedIjioads eLerew Bulbexded Arwlld | -Leew Bulbexded Arwud ylim Ino palLRd ag pInous Skeiekew Jo Bulbexdedey 9/
'salred ylog usamiag uodn paaUbe ag pnoys assyl
‘pai|dde a1e spoyew Jay1o aleypn ‘paljdde aq pnoys spoypew eeododeweyd
Jo/pue Jainidejnuew feulbLio syl Jo spoypw eonAeue ‘Bunsepl Joased U] | "vOD [eulblio ayl 01 8|qeadel) ag PINOYs YOO MBU 8y Uo 0] paliafel yoreq ay L
“JBWOISND feul} pue JongLUIsip useamiag ‘papIn0.d 8q pInoys YOO Meu 8yl pue feulfiio syl ylog ‘duop si Bunssli §|
UBWZRIGe Ue 0] 193[gns aq p|noys s LAl RP BulAuedwoade sjuawnaop Aliend ‘pPapIA0Id BQ plnoys Jeinidejnuew [eulbilio ayl Jo YO eulblio ayl sesed (e u| G,
‘22e|(d ul sjonu0d arudoidde y1im ssoueswnaln ‘Aiddns Jo aep e uoledljioeds e 01 A1lwlio)
urwRd Jepun arldoidde ag Aew (DOD) Alwiojuo) Jo 8rdIB) VW '(VOD) | -U0D Jo akdlied e aney snw euskew paljddns ay 'ssyokeq seinidenuew Jo
SISAJRUY JO 81e21}11J8D 8y 10} eIep apiAoid 0] pue uoiTed1410ads ay) 01 aduew.o) ainxiwe s palddns [elerew ayl Teyl paWIoUI g PINOYS Jawoisnd ayl sased
-U02 8Insud 0} PaISa} 8q pnous Je1dIoxe papus|d ay L Ieidxe au} Jo Ayienb Uons u| 'sisAfeue Jo 8121411490 yoTeq e yim patjddns pue paisal ‘yoleq AMeu
ay1 19edwi 10U [[IM 11 Teyl 8Insue 01 paljLidA g pInoys ssaoo.d Bulpua|gayl | e se pauljep aq pnous 11 Yoleq snosusbowioy e wio) 0 paxiw ale [eLielew awes
a1 JO SBYdTeq BB Ip J| "PaXIW ag Ued Suoiiedl}1oads swes ay) 01 Buiwiojuod
T/ OS[e 953 pue JongLisip e AQq paaiedsal a1s Hulinidenuew awes ayl wolj selerew AjuQ v/
"PaIUBWINO0P pUe PaljLIBA 8 pnoys Alieusbowoy
pue pa||01uod aq SAeme pnoys BuixI|y ‘8inpadoid usnlim e Ul paulep aq
pInoys pue des Bulinidenuew e si yojeq snosusbowoy e wiioj) 01 BuIXI ‘paxiw
Alybnoioyi s1 eBIRW BuIWIo U0 UByM Snouabowoy aq AJuo ued yorq v ‘Pappe SI
'80110e4d 8|Cje1d80Je LR 10U S| (felislew pareselnpe 11210J2 pAWLIJUOD 8 PINOYS UO[1e3141990S S1 Y1IM ydTeq Ydes Jo AJwiojuod
aply Jo ‘afieAles 01 1dwLle Ue ul) Wiojuod op eyl S10| Jay1o Ylim ‘suoiiedljiads 3y} ‘yoreg snoushowoy e 01Ul pauIquuiod pue JoingLisip e Aq paaiedal ae alis
0] WJOJU09 Jou op A|fenpiAlpul Teyl siuaidioxe Jo S1o| Jo saydreq Jjo Bulpue|g BuiNIe nuew feulbLIo awes 8yl WoJj [eLTeW B JO Saydleq JUsJeJJIp UBUA e

'S9INPa20.d usN LIM
ul paulep aq p[noys siuaw.linbal Bulpge. pue Buibexdedsal ||V

"pasn a.e swelsAs pazieindwiod JI painsus ag CSfe PINoys SIY "pepJodal

ag OS[e pnoys dais Alena Jo awn pue arep ‘Joksedo Jo awe) ‘jpuucsied

a|qsuodsal Ag papJodal Ajuainiyns ag pnoys daxs AleA3 “lwoisno [eul) ayl

0] Wea.isumop Alljigeadel] pue JjeiniJejnuew feulblio ayl 0] %Jeq sueidinxe

ay1 Jo Alljigeaden || ainsud 0] pue Jono-Almed pue Bul|buiuwod ploAe 01
N0 pa11fed pue paubisap ag pinoys sessadold Bulpgepl pue Bulbexdedal ||V

Aloreue|dxe JjoS

‘AiBaul pue A1nuspi onpoud Bulureluew o

pue :1dey ag pnouys yoreq
yoes Jo sa(dures ‘uoiresedo suo Ul pasn SI jege| JO UoTeq auo eyl aiow §I e

900z S1UeId DX [eanNeJew feyd 10} 8pINg Sedldeld uolngLIsig poo O3d |

€002 ‘/T6 'ON ‘S318S 1Joday [ediuy®d ] OHM ‘(ddlo)
Sfelerew Bun.ress reannaosew.reyd Jo) ssonoead uonngiIsIp pue ape.) poos)




/T 8ffied

[1DunoD siueid 10X [eonnsdellLeyd [euoTeuRIU| 3Y 1 9002 @ WBLAdoD

"pPaAOLIBI UBaq oMY UoITeedo Bulbeydedsa.

12U 8y} Jo} paJinbal 10U ale eyl SeLBTRW | eyl Bulnsus ‘asn 01 Jold
ApRreipawiw | pa3oadsul aq pinous saii|idey Bulpdges pue Buibexdedey paplods.
Aprudoidde pue afelols pa||0.1ucd 0] pauinial Jo paAolisep Apripawwl
Sjpge| SSe0Xe AUe pue pa|1oucdal a.e spage| Teyl auljep osfe pinoys anpadoid
3] "uoirewlojul A1essadau ay] UrIUeD Spade| Teyl pue panss| pue paulid afe

Spde] Jo A1nuenb 1991109 8y Teyl a4nsus 0] pajuawia [dwli 8g pNoys Sa.npadoid "10U0d jeage| Jedoid ainsus 01 PaMO|[0} &g pNoys Ssainpado.d a|gelns 6.
"(9'Z uonaes os|e sss)
"Po1NSU02 aq pnoys suedxe pue 138[gns 1sife1oads e S| [041U0d [RIUBLILOIIAUT ‘uomen|ly
e Id10Xe yaes Jo Buifexdedal ay) J0J SUOIIPUOD Wwa e B3 ‘pawloliad saniANTe ay] 10 8|0e1ins aq pnouys eake ayl 01 palid
[RIUBLILOI IAUS AJeSSaJ8U By auljap 01 papuswWLodal S11| wldioxeayl Jo | -dns ar Jo Allenb ay L 'sdn-xiw Jo/pue sabueyd [eaiweydODsAyd ‘uoirepeltop
uoIRJo1BIBP I0 UoITeU IWLRIUOD AUe ploAe 01 9k lido.idde ale uswdinbe pue Uk Jo ‘UOITRU ILLIRIUOD-SS0JD ‘UoITeuILLRIUOD JO A11jIgIssod ou SIaJleyl eyl ainsus 0]
Ssaul|uea|o pue Alipiwny ‘@infeiedwel Jeyl 84nsus PINOYS S0U0D [eIUBLUUOIIAUT SISIX@ |0J1U0D [eIUBLLILOIIAUG JUBID1LS JI Ajuo paliexdedal aq pnoys Sk N 8/
"pedejop Jo panowel ag pinous Bulpde| snoireid | ‘pasnel afe Seureuod
WeId10X%e a|ceuIni . J| IBWIOSNI pue JoINGLISIP Usamisq asrnel Jo (Bulues|o ‘Bul
-less ‘Buljpuey “6'9) SUONIPUOD d14108ds By} Buu P JBWS.IBe Ue 8q pInoys 8.8y L
(8'G Os[e 88s) U0 JO SdA) JUBBHIP 1BY) pUe SusId0Xe D13108ds 10} SaINp eciectlic
-9004d Buiues o J0} 9feuoirel e aRJISUOWBP PINoys anpadold e ‘pesnal afe Sieuke) ApsJonpe ag 10u 1M paxded eleW ayl Jo Alifenb ayl eyl aouspine sl aseyl
-U09 JI ‘eNeMOH 'S1uaId DX 10} PapUBLLILLICISI S| SJeurRIUCD MBU JO ash ‘alojeiey ] SS9|uUN Pasn a( 10U PINOYS SBU R0 pa[oAday ainpadoid paepifeAe Buisn
'aSN papuBIUl 8] Uey] JBY10 WO0JJ SSNPISa] UMOUMUN a2y Aew SiBURIUOD pauiney pauUea |0 usaq arey Ay ssajun paffeinodsip aq PINOYS SJau e JO asn-a. 8y L L]

(@oueseadde ul JejiLuis 8.t 1Ng SUO IR 11090s

WaJeJ}Ip a/eY Teyl Sleu R0 Usamiaq B9) sdn-Xiw pIoAe [[IM Y2 Iym pue
‘UoIeJOLIBIBP J0 affewrep ‘UoITeU ILLIRIUOD JO YSII BY1 SZIWIUIW pUe SBINSO|d pue
SJBURILOI 199104d YoIym pa|eIsul g pinoys sainpasoJd Bulpuey pue abelois
PAWLIJU0D 8q pInoys saipnis Al jicels

Joj pesu ay "feLeIeW pafiexdedal eyl 01 paliejsue.l 8¢ Jouued Jeinjdenuew
au1 Ag paulfep 81| Jus 8yl 8sIMBLIO “linidenuew Jusidoxe ay) Aq pautep
(porid uoizeu1dxe Jo 1581-81) B41] JBUS BU} 0} UOIeI1}1080s PaUS||eIsa SH
puo/s( UOITeU ILRIUCD pUe UoIRIoLIBIBP Wod) aidnXe ayl 19910.d 01 axenbape
SI 11 eyl SRJISUOWBP PINOYS WBISAS 8Inso o S11 pue Jaueuod ayl Jo uon
“enfend e ‘Ajuedi)iubis seseaoul adeds peay ayl 41 Jo LW bulbexoed Arw
-ud s sainoenuew feulflio syl wodj seyIp reuskew buibexded Arewlid usyp
ue1d 10X 3} 10} 31| JPUS dwes ay) ubisse

pue uoieneA Alljigess S, Jeinidejnuew syl uo ApJ Aew Joinquisip pue webe
-y2ed-a1 8yl S8sed yons u| leindejnuew euiblio ayl Aq pasn ey 01 s eAinbe
g p[nous 11 uayl BuiBexdeda. 1o} pasn si LW bBulbexded Jo adA1 awes ayi 4|

900z S1UeId DX [eanNeJew feyd 10} 8pINg Sedldeld uolngLIsig poo O3d |

€002 ‘/T6 'ON ‘S318S 1Joday [eoiuy®d ] OHM ‘(ddlo)
Sfelerew Bun.ress reannaosew.reyd Jo) ssonoead uonngiIsIp pue ape.) poos)




8T affed

[1DuNoD sueid 10X [eonNsdelLeYd [euoTeUBIU| BY 1 9002 @ WBLAdOD

suonIpuod abielols pue sielerew Bulbexded Arewud ‘euriucd Jo adAlay] Junodde
OJuI Uee) 8q 0} &y suolielepsuod (poted Alidxe 1o 1sa..) 941 4ieus pue Alljicers
“Jonqusip syl Aq pefiexdeds. 1o Jeurluod Jeyioue 0] palpisuen s usidioxe ue ||
"JaJn1Jenuew Jusidoxe ayl

jo Ajigsuodsal ays Aj1rew id afe syueidpxe Jo Buirep uoielidxe pue Aljidels

psau Jou Aew sjus1d 19X BWoS Ty Paziubodal S1 1| “einjdenuew eulbLo

a1 Ag pesn Teys Wou4 WSBHIP BURIL0D B Ul pafiesdedal si eLBIRW Bunes
[eannadew.leyd ayi J1 paIONPUOI 3 PNOUS Satep 1911 1o Alidxe paubisse Ajn
-snf oy salpnis Ajicers Bulpgefes Jo BuiBexoeds. auyy Ag paroe e Apsienpe jou
S| eLRIRW 83U} Jo A1i|iceIs 3yl eyl aInsUd pInous B|pde . pue exdedsl ay L

a1’

"UOIRIOLIBIBP PUE UOITRUILLRIUOD AUe plo/e pnous sa|dwes ayl Jo Suonipucd
abe.01S 'sasA eue a1 |dwiod om] wiioyed 01 palinbal Junowr ayl ag pnouys azs
a[duwres ay | ‘9 |dwwod S| uonNquISIP Jelje JeaA suo 1oy 10 81ep uoien e/s-a1 Jo uoi
“elldxe ay1 »L1fe Jeak auo JoJ 1dex 8q pinous Yoeq 1ueidioxe ay) Jo aAIRIussaIda.
so|dues pauer. ‘Y|ng wod) pebiexded o passaoo.d ‘pebexdedol ate suaidinxe ||

‘919 |dwod
S1uonnqLIsIp B1je xeak T 1o} 1o ‘Orep 191U 10 Aldxe ay) Blje jeal T 15e9|
e Jo} 1dey ag pinoys sennuenb areldoidde Jo sjuaidioxe pue S|dY o sejdwes

vi'L

‘Buisa) 10| dis 1A pauoed Usaqg a/ey SIS9) YoIym pue Uydteq [enplAIpUI 83 Uo
pawioied Usag aney S1s1 YoIym Ajnusp! pinoys sisAfeuy Jo a1eolieD 8y | 'sss
-Ajeue wioped 0] pasn S| eyl Alokelode| 19eu0d Aue souse Bl OSfe pInous Siusw
-No0p 858U 'SIUBLUNJ0P Jey10 AQ JBwiosnd ayl 01 a|ge|fere apew Jo uaidnxe ay)
BuiAuedwoode sisAeuY Jo 8122131180 BY) U0 Pa3s| 8 PNOUS pash spoyiLu ay L
"pepUBLLILLIOdS. 8.8 SpoyeW [ednAeue

S, Jan1oejnuew feuiflio ayl asIMiBYIO "pasn aq pinoys spoyew eeododew.reyd
3y 1surfe pakepleA spoypeul Jo spoyew eeododewreyd eioiyo ‘siuaidinxe

Jo Bunsal.l ||n4 Jo pue BuiBexdedal Bulinp siepwered A8y JO |01U0D 104

'sisAfeue 8y J0} pasn aq pINoys
spoyewi 1591 onAjeue pamepleA Jo spoyew [eeododew.reyd 1o Ajuo

A

U Id10%e palle sue.) 1o pabexdedal syl

JO 9seajpJ 01 JoLd palenens pue papIodal afe Blep 1sa1 eyl ainsue 0] anpadoid
©8q pInoys 88y L 'spoywl 18} [edliAjeue pue Suo1ed1}10ads UsiLIM 0 WO
-Uuod pue 1un Alend ayr Aq pawioyied g pinous sses el pue Bunsel Jueidx3g
‘uonNqISIp 10} paseapi aq ued Aoyl a10jeq

suoeo1§198ds paulep 8yl Yim Ajdwod pnoys sfetetew ay L "yons se paljiuspl
pue aunuesenb Jepun 1dey aq p|nous Seleew pabexdedal ayl ‘pawioied usaq
dMey 1S9} 39} |UN PaIsal &g pInouys ‘ssadoid Buibexdedsl au Ag paioejje

aq Aew yoiym ‘siepwrered Allenb Aoy paulep aWOoS INg Sased Yons ul Aessa
-00U 10U S| UoITed1}19ads a8 [dwiod ay) Jo Bunsal *A1ienb ueidinxe Jo AousisSIsucd
aleJisuowsp 01 pawoed aq pnoys Selelew pabexdedal jo Bunsel ok lidoiddy

dND Y1Im 8ouepIoade ulade(d ulag pnoys saunpadoid esespl yorg

[AWA

‘weaJis-dn
puUe Wea1Isumop A11jigeadel) pajusundop apn|oul pnoys sainpadoid asay

'suoireedo Buibexdedsl Jelje pue a10jeg Y1oq ‘suesiu aelidoidde Aq kW ay)
Jo Aenb pue A1nuspiay) Jo adueusiueW aInsus 01 ade|d Ul ag pINoys S8Jnpado.d

TL

'S]UBLLINJ0P Y10 UO J0 SAeMm Joylo ul papinoid aq osfe Aew a1is Bulinidenuew
feuib1Io 8yl 1NOge uoIfewIo Ul ‘Jewoisnd ednnedew.eyd ayy yiim uodn psalbe §|

*eyZecb./I0INgLISIP 8Y) JO SWeU ay) pue a1s Bulinzenuew jeuiblio ay) Jo aweu
U3 Y100 keaq pINous SeueIuo pe|pdepl pue LW peliexdeds) Jo seuroD

(0] A

900z S1UeId DX [eanNeJew feyd 10} 8pINg Sedldeld uolngLIsig poo O3d |

€002 ‘/T6 'ON ‘S318S 1Joday [ediuy®d ] OHM ‘(ddlo)
Sfelerew Bun.ress reannaosew.reyd Jo) ssonoead uonngiIsIp pue ape.) poos)




6T affied

[1DuNoD sueid 10X [eonNsdelLeYd [euoTeUBIU| BY 1 9002 @ WBLAdOD

VSN 8yl ul pasn AjjeaidAisi ereupl wiel syl aojesey) 'siueidioxe 01 Adde

Apoa11p 10U 0p Tey) suoireol|dwi AlokenBes o14108ds Sey |[eoss Wisl 8yl VSN 8yl u| S|fesey 6
“Jaguuinu yoteq awes ayl Ylim eLeeW paAdal aney Aew Aoyl ‘LRRW Bunes eannedew.eyd e yiim swe|qoud Alienb snolies
8529 Ul (S)JaWoISnd ay] 0] WeaISUMOP OSe pue Jainjdenuew ay) 01 weaisdn Jayio Aue Jo ‘uoirioliepp ‘Bulfexded ‘Bulinioejnuew Ajne) ajqissod Buimo||o)
paTedIuNWIWod aq pinoys Allenb 10npoud 01 pareje. swe|qo.d Snoliss pawjuo) [popPaBU S| UOJe J1 PaWLIoUl 8g P[NOYS S/BW0ISNd pue Jeinidenuew ay | G'g
"JUe|dwod 8y} Jo uoien|e/s pue uoiebisaAul e UsXel ag pInous
"6 UO1193s 895 S|[e2a. 1onpoud Jo- ‘Ileal e Bulpnoul A|gissod ‘uonoe dn-mojjo) arelidoidde ‘Aressacsu aleyn '8
‘AiBuiploade (.sunuerenb Jepun,,
'6'9) pejede| pue pa1}HUBP! &g pInoys patedt|dw saydkeq feuonippe Auy uoieh
-11S9AU1 8Y) O 1ed Se peIsPISU0D 8 01 PSBU SBYdTeq BY10 41 10 ‘feLiefew JO Yyoteq P22 89 PINOYS S8ydteq JBYI0 Jayeym 03 se USAID 8q pnoys UoIep suod
a|buss e 01 paliWI| S1 1098p PaLIodal 8y} ByeyM AJnuep! pnoys suoirebiseAu| ‘pa1030sNs 0 PRIBA0ISIP S1 eLBIRW Buniess feonnadewieyd e ul 109jep e §| €8
'suo1e annuanaid Jo
911091109 104 Spasu feuonippe a|qissod Ajnuapi 03 Joplo ul Ayeanio pue Aosusnb
21} ‘spuay Jo} pateniere Ajke|nfal pue paurelsl aq pnoys spJodal ke dwo)
"01e SaNLoYINe ‘Binidejnuew euiblLo ‘Buwosnd
ay1 01 ‘B3 ‘UoIEDIUNWILLIOD JO poyIW aYy] pue ‘(S)uonde dn Mmoo} Jo/pue [eniul ‘(018 ‘sseo0.d BuLnzenuew feulbiLio syl ‘eunpadoid Buibe
Aue auigep 01 ‘(s)esrted 1001 Aynuspl 01 ‘paisn( s e |dwod sy 41 UsI|gelss 0) -Jedas ay} 69) ure|dwoo sy} Joj uoseal Jo uifLio sy Ajnusp! 01 parebiisaAul
Jauuew Apwine uldn usnlim pue pa1anNpuod Ajewlo) aq pinoys suomebinsanu| | Ajybnoloyl pue pap.lodsl ag PINoUS 1999p [elielew e Buiueouod ur|dwod Auy 28
"paseq ag pnoys 1onpoud
'sall1]iqsuodsal paubisse B [[eJ2. 01 UOISIO9P B Y2 IYM UO B1IB11I0 8yl Bulpn|oul pue ‘Usel aq 01 uoiide
Y1im 2inpadold usllim e uo paseq ‘patebnsanul pue pajuswiniop Ajedie ay1 8q110sap Teyl sainpasoid usnLim 0] Buiplodde peveinal Ajnjesed aq snwi
-WaIs/s a(g pInoys s1098p a|gissod INoge Uorewojul pue sjufe|dwod Jewoisn) | SeLelew aAndeep Ajenuslod Bulueouod uoifewloul JBylo pue sukr(dwod ||V T8
sre|dwo) 8

‘Bulpde| 8y} uo paTedIpul 8q PINOYS SUOIDLISAI Yons ‘(018

‘Teay ‘1yb1] wou) uondaloud H3) SISIXe Suo I IpUod afielols [e1dads o) pasu ayl §|
"pauljep Alrea o aq pInouys SUoipuod afelols pue Jaukeluod Jo

adA1ayr eseoe yons u “(poued Alidxe Jo 1s91.1) 841 JiBUS pepuepe Ue Ayisnl o) Al
-|igess Buiresisuowep INoY1IM PapuUeIXe 8q 10U PINOUS Jemaenuew feuiblio sy Aq
papIno.d alep uoielidxe pepusLIodal 3y Ssueidioxe Jo) pauljep si (poled Andxe
10 159181) 31| JjPUS UBYM JUN0IJe 01Ul Use] a( 0] Sey a1is Buifexdedal ayy Aq pasn

'Sa1pnis Alljicess feuoniippe
psau Jou Aew sjus1d 19Xe BWoS Tey) Paziubodai S1 1| “einjdenuew eulbLo

900z S1UeId DX [eanNeJew feyd 10} 8pINg Sedldeld uolngLIsig poo O3d |

€002 ‘/T6 'ON ‘S318S 1Joday [eoiuy®d ] OHM ‘(ddlo)
Sfelerew Bun.ress reannaosew.reyd Jo) ssonoead uonngiIsIp pue ape.) poos)




0z affed

[1DuNoD sueid 10X [eonNsdelLeYd [euoTeUBIU| BY 1 9002 @ WBLAdOD

ue1d10Xe pauINII 8Y) JO ST} 8TeWIIN pue ‘UoISOdsIP Jo

amkep ‘pauiniel A1uenb ‘uiniel 8yl Joj uoseal ‘(Jequinu yoteq Jo) Jeguunu 10| ayl
puUe Jua1d10Xa 8y JO aWeuU ayl apnjoul PINoYS pue paufelufew aq pinoys s1onpo.d
pouINIBI JO SPI0IDY "S9INPS20.1d UBTIIIM YlIM 8oUepIodde Ul ag plnous waidioxe
pauJnieJ 8y} Jo Buissaoold Aue pue ‘Bunsel ‘Bulpde] ‘Buipioy J0} S9Inpadoid

"asnaJ o anssia. 10} 3|gelins PaJepIsuod aq 10U pInoys
Aoy ‘speuerew ayl Jo Alifenb ayl Jeno sssire 1gnop Aue aleyp uossed pareu
-Bisap e AQ uonsodsIp pue UBLLISSaSSE S)I pue ‘eate paredIpap e ulauiuekenb ul
eLRIRW aYyl Jo Buideay ay) 1se9| e Bussaippe a.npad0oid e y1im aouep.odde ul

‘uonnjosal Buipuad ppY pue Yyons se paijiuep! ag pinous siuaidioxe pauiniey pajpuey pue paijnuep! Aprelidoidde aq pinoys se1jddns ay) 0} peuIniv. SpooD T0T
Spoob pauinpy 0T
‘SeABIUI
Aloreue|dxe jpps | Jejnlel e paten|ers ag pINous S|[eda. 10} siuawisbue.lre syl JO SSSUBAIIDD S 8y | 1’6
‘(Se1eRW paliodxe Bulpnjoul) siewoisnd 0] paliddns
S[eliBIeW U0 UOITeLLIOJUT JUSIDILNS URIUOD PINOUS SPJ0J3J 853y 'S|[eda. Jo)
T'6UONS 33 | 3|qISUodsal (S)uossed pateubsap ay) 01 d|ce| /e A|1peal 8q pInoys spiodai |1V 96
‘elerew sy}
|[e22. 01 uonuaul Aue Jo pawiojul Apdwoud ag pnoys paIngLISIp usaq aney
ARew eLRW UBAIB B YdIYyM 0] S31IIUN0I | Ul Sailoyine uapedwod pue
T'6 UONJ9s 883 SJowoisnd |fe suoienyis Bulusreaiyl-a41| A|enusiod Jo SnoLss Jo JuaM ayl U| G'6
‘Pepiep st ok}
Aloreue|dxe JjeS 1BY19|Iym eae parefalbos ‘91ndas e Ul palols aq Pnous Ske1eeW pa|rwRl ||V v'6
‘perepdn pue pexoeyd AlreinBes g pinoys asayl A1Ande |l
Aloreue|dxe JjeS Aue Jo uoieziuefio syl 1o} sainpadoid UslILIM pays!geIss aq pnous akey. L €6
Aloreue|dx JpS "|[ed8l e JO JUBAS BY] Ul pawLiojul 8q pnoys JsJnidenuew euiblio syl 26
‘[eLISIRW 8Y) 9811181 0] papssU SUBIS 8yl sulfep e
pUe ‘U0 ITeIuaLINIop pue Ssa0.4d UO 1T IUNWILLIOD 8yl auljep e
("o senuoyire jueedwod ‘sonsifo|
‘sales ‘@oueInssy A1lend) 6:9) ssa004d Byl Ul PAAJOAUT SUOIIDUNLBYIdUIBP
‘so111]1IqIsuodsal pauljep Yiim ssaoo.d Buidew uoisioop e aglosap e
‘POAJOAUL S BY}
uo paseq ‘pafeuew aq pnoys (ferolipl) (e384 10 Ssa20.d 8yl Moy aqLIosep  «
:pjnous ainpadoad ay 1 ‘ApAnselp pue Apdwoud (erelpl) [eael 1ueidioxe abeuew "BAI139J9p 8 0] Pa13adsns 10 UMOUY S[eLBTeW ‘1Bew
01 saJnpago.d uenLm uswe [dwii pinoys ukeyd Ajddns ayl ul paAjoAUl SUOIIoUNS ay1 wol) Apandeye pue Ajdwoud Buljeasl Jo) WeisAs e aq pnoys aey L 6

900z S1UeId DX [eanNeJew feyd 10} 8pINg Sedldeld uolngLIsig poo O3d |

€002 ‘LT6 "ON ‘S3148S 14odey [ed1uyse] OHM ‘(dalo)
Sfelerew Bun.ress reannaosew.reyd Jo) ssonoead uonngiIsIp pue ape.) poos)




T affied

[1DuNoD sueid 10X [eonNsdelLeYd [euoTeUBIU| BY 1 9002 @ WBLAdOD

Jo sBuipeo| usamiag Pasn ag pINoys AJUSIDILS 1B} JO S0USP1NS PIILIBLUNIOP
Y11m saunpasoJd Buiues|D 'sjuaA|os J0) A|fel10adse Junodde ojul uaxel aq pnous
palodsue.] 10npoad syl pue sesoy 0 Sfelialew Bulfess usamiaq Sel|igireduwooul
3q1ssod siueidoxe paliodsue) 8yl LY1im 31q i7edwiod aq pInoys pasn sfelerew
ay L "pa1}1oads ag pinoys (sdwnd ‘sasoy ‘sbumiy ‘spess 69) saiddns a|gelins
pue wewdinbs 1odsue: jo adAy ayi ‘@iqissod jou SISIYl J| 'sassaocold Bulp

‘paLIodsue.) aqe
SeLReW paxded 1o Xng pue (SYuel) spinbij usym Uo ITeu ILLRIU0D-SS0I0

-Uey pauljep pue wewdinbs paedipap ash 01SI 1odsuel) X |ng Joj aonJeld 1599 Jo uonuane.d pue Buiues o Jedoid ainsus 01 83e|d Ul g pNOYS SaINPad0.Id VA
‘paren fens aq pnoys siuswillinbal asayl yiim Ajdwiod 01 Joidadde 13eJjuod ayl Jo 'SUO1IpuUod Lodsuel)
AlljIge 8y 'suonipuod afelols pue Lodsue.) arlidoidde 1o sjuawalinbal rioads pue afe.lois ariidoidde sy sepinoid pue Jo aleme SiSeIBIeW ayl Jo uoirelod
Aue 1noge uoirew.oul Y1im Joideade 13e1uod ayl apinoid pinoys Biddnsay] | -suedi Joy) 101dedde 13e1U0d 8yl eyl ainsus pnous Sfelislew ayl Jo Jolddns ay ez
Spde| au) "pde| Y3 Uo papnoul g osfe pnous siueweiInba efe| e1oads Aue pue
Uey1 SJUaWiNoop Jay1o uo Jo SAem Jeylo ul pepiaoid aq osfe Aew sinidejnuews | suonipuod Jodsuel) eioads ‘sjusiucd Jo Allenb ‘leinidenuew ay) Jo Ssappe pue
feuibLio 8yl INoge uoifewloul ‘ewoisnd [eannedewreyd ayl yiim uodn pealbe || aWeu ay) ‘Weis/s uewslfeuew SeLIBIRW S JBinjJenuew ay) JO [0J1U0D 8yl ap s
"uolfeliodsue.l pue afelols o) | -1N0 paJejsUe1 g 01 papuelul S| feLeTew Bunlers eonnedewsreyd ayl §| “ede| 8yl
Suewalinbal e1oads Aue 51| osfe pnoys AleAlpp e BulAuedwodde sjuswnooq UO paIeIs 8Q P|NOys SUO N1pU02 afelols Jo/pue Lodsue.] [e10ads Jo) Siuawwelinbay rArA)
"pepJ0Ja. puUe paJoliuow 'S[eLiBIeW ay] 109)fe AjpsJonpe 10U pinoys ssedo.d Jodsuel ay | - (JualuuolINUS
90 P[noys Suo11puod Lodsue. r10ads Auy s1onpoud ayl Jo Sons1el1deeyd ay) 01 aY1 woJ} uonoajoud ‘ainteledws) '6:3) a|gedldde aleym Suo i Ipuo Pa|[0U0d
Bulp.iodde pauljep aq pnoys pasn aq 01 Juawidinbe ay) pue suonIpuod Lodsuel] | JO 8dUeUBIURW B JNSUB |[IM Tey] Jeulew e Ul paliodsuel] aq pPnoys Sk N 2T
1Jodsuel] pue yoredsiq 2T
suofed1y10ads yym Aid
Aloreue|dxe JlBS | -W02 Op Tyl SjeLIBTRW YlIM papua|g 8q JoAsu pInoys S[eLislew Builiojuod-uoN VT
"paIUBWINO0p 8 pInoys sesod
Aloreue|dxe JjeS -Ind a|ge1Ins Jay1o 01 BuipeiBumop Buipnjoul ‘elBEW 8yl Jo uonsodsip ay L 1T
"we[qoJd 8y} Jo 80U *A1eSSa08U a8UM Ude] 8 P|NOUS S8INseall 9A1199.110D) "pa1da)je oSfe ale
We/.d 0] UsXe1 SUoIJe Se [PM Se [PaIUBLLINJ0P 8q PINoYS Uo B nsaAul ay | sayoreq BY10 Aue BUBYM UsI|gelss 0] pawuloied ag pinoys uoirebinseAul uy ZTT
‘PauUeIU W 8 PINoys ‘uoi
“e21}1SSe|091 puUe uiniel ‘fesodsip ‘uononaisap Buipnioul ‘ssniAnde | Bulienod
SPJ0J3Y "1Byfew 8y OJul UOIIONPOJU R J0 UooNpoul Jieyl usraid [[1m eyl
Aloreue|dx JS 2inpad0.d e Y1im aouep.odde Ul pajpuey g pInous Selidlew Buiwojuod-uoN TTT
Sfelerew Buiw Jojuod-uou Jo BuljpueH TT

900z SiUeId DX [eanNeJewl feyd 10} 8pINg Sedldeld uolngLIsIg poo) O3d |

€002 ‘/T6 'ON ‘S31/8S 1Joday [eaiuy®d ] OHM ‘(ddlo)
Sfelerew Bun.ress reannaosew.reyd Jo) ss0noead uonNgIISIP pue ape.) poos)




22 8ffed

[19UNoD SluBId19XT [aNNBJeWLIeUd [euOTeussu| 8Y L 9002 © WBLAdoD

‘A1110eadel) bulu e ew o) pue
UOITRUILLRIUOI-SS0.D JO Uonuanaid ayl 01 UBAIG 8q p|noys uoikJepisuod el1ieds

P'2T 35S | 'saulppInb asay) ul siuswelinbal ayl Yiim Ajdwod pinoys sioidedde 19euo0d || eeT
‘weshs Allenb "Juswsa e Ue ojul Busiue 81080 dd19 Yiim
pue sasiwe.id s, Jo1dedde 13e41U0d 8y} JO 1ipre Ue apnjoul pjnoys uoilener syl | adueldwod s J01deade 19eaiuod pasodoud ayl atenfens pinoys JAIB 13e4uod ay | Z€T
"JuUBWiZIGe [ea1uyoa] "1921U02 URNLIM B Ul uodn paalfe aq pnoys ‘Auked Jeyioue 0] pareh
J0/pue 13e.U0D B U1 PSOUR.SRI 80 PINOYS SSIHIAITR LONS 04 S91M|IqSuodsay -BPp ‘saulppINb 4aLD pue dND ayi Ul paousseel se ‘pauliojied Aliande Auy T€ET
SO11IAII0€ 10B 1JU0D €T
"PaAJESgo ag pinoys (218 ‘JUBLLIUOIIAUS 3Y] JO UOITeU ILRIUOD JO pue uoiso|dxe
Aloreue|dxe Jps Jo uonuana.d 69) s1adse A fes Bulp.efial sjuswelinbal [ruoITRURIUI [RBUSD) 6'CT
'S[eas Jusp IS Jedue)
Jeaq pjnoys siaureuo) ade(d ul weisAs Bulfess e aney pinoys suaidioxe 3|ng ‘pauodsue.)
JO uolTelodsue. ‘adwexe Jo4 s1o0adse A11inJ3ss 01 UBAIB ag pINoys UoIeIepIsuo) Buieq seliBIeW 8y 01 SS82Je PazLioylteun Juana.d 01 usxel aq pinoys sdals 82T
'so ILedwod
1odsue.) ay) 01 paljddns aq 1snw seobed snoinsid pa1o1isal Jo Sije pue ‘sbul
"'ZT UONOSs 835 | -Peo| Usdmiad pash ag pnoys sainpado.d Buiues o pareplfeA ‘Lodsuel 3 ng Jo4 LT
"1odsue.) BuLinp seueew Buneis ednnedew.eyd ayl 0] abewep
Aloreue|dxe Jjes | wenaid 01 3|gelins g PINoUS SJaureIUoD UoITeLIodsUR] pue SelsTew Buibeyded 9'CT
'SlBU I Jo Syue] ‘Juawidinbe paredipap asn 01
S182nJe.d 1590 8y "UOITRU ILLIRIUOD-SSOJD pUe U0 ITeU ILBIUOD PIoAR 01 SUONINed
“¥7'¢T UO109s 95 -04d snosewinu salinbal seerew Buneis ednnedew.eyd Jo 1odsuell ¥ ng ayL GZI

“JoAIB 19211U00 3y Aq panoidde Ajjeul) pue paren|ens ‘pPa|j0uod |PMmaq

pinoys saijddns pue juswdinbs podsues X nq 01 sebuey) 'ssiuedwod 1odsuel)
ay1 y1im uodn pasife pue 0] pa1ediunwwod aq pinoys saobied snoiraid ajge
-1deode Jo pa1o1isal Jo 1SI| VY 'Se0b.ed snoina.d 01 USAID 8 01 Sey UoITRIepISU0D
'SeLREW BB |IP

Jo sBuipeo| usamiag pasn ag pINoys AUSIDILS 1B} JO S0USP1AS PRIIBLUNIOP

900z S1UeId DX [eanNeJew feyd 10} 8pINg Sedldeld uolngLIsig poo O3d |

€002 ‘LT6 "ON ‘S3148S 14odey [ed1uyse] OHM ‘(dalo)
Sfelerew Bun.ress reannaosew.reyd Jo) ssonoead uonngiIsIp pue ape.) poos)




€z affied
[1DuNoD sueid 10X [eonNsdelLeYd [euoTeUBIU| BY 1 9002 @ WBLAdOD

‘Buljpgepl pue Budedal ‘sisAeue
‘Buijduwres se yons seninnde 1o} Aje10adse ‘Jenlb 13e1u02 ayl Ag eaoidde
Aloreue|dxe JjBS 01 193[gns ‘suonipuod urLRI Bpun a|gissiwed aq Aew Bunseuoogns G'eT

'Salnseall

Ajenb yoym Joy a|qsuodsal st Aed yoiym pue 4a19 ‘ssnljiqisuodsal syl
[fe1Bp Ul Sauljep puUe SassaJppe eyl 101da3de 13e1juod pue JaAIB 19e41u0d ayl
Aloreue|dxe JjBS UsoMIBa(g JusWsa.be [ewlo] Jo 13e4u0d paroidde pue usnlim e aq pnous ey L V'ET

€002 ‘LT6 "ON ‘S3148S 14odey [ed1uyse] OHM ‘(dalo)
900Z S1ue1di0X3 [ednnsdew reyd Jojaping ssoloeld uonnglisig poos O3d | S[elerew Buners [eannsoew.reyd Joj ssonoe.id UoNQLUISIP pue spe.) PooD




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 (L ot)

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
timeinterval. [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, 1SO-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
reguirements 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 araw 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 onceit hasleft 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 alater expiry date is distributed and/or utilized. [1]

Excipient
Substances other than the APl which have been appropriately evaluated for safety and are intentionally
included in adrug 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 (cCGMP) is the
applicable term in the United States. For purposes of this guide the terms GMP and cGMP are equivalent.

Homogeneous material
Materia 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]

L abeling
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 genera 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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Phar maceutical 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]

Quiality 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 (especialy 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 chainis defined as all stepsin 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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