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1 The IPEC Glossary of Terms and Acronyms, http://www.ipec.org/node/127

2 Directive 2011/62/EU of the European Parliament and of the Council of 8 June
2011 amending Directive 2001/83/EC on the Community code relating to medicinal
products for human use, as regards the prevention of the entry into the legal supply
chain of falsified medicinal products, Article 46 point (f).
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TR, TRV TR B LR . [IPEC].

84. kE: HEMMGIRET, NTRUERE R, W2y, ok
178, NTAFADR BRI R PEI B o T REAT DA

85. g BEEMEMAENYR, 5SrdERsttt, AT
H# s 38 = i dE i . [IPEC).

86. Wi AASW . [ETRHEEFHE. b, s, BT
Ae O BHEZ R B b ) 1 B

87. EH: A7 A A R 24 48 T A JEMLERA WL AR, FAE & A T
HRIFININE . [IPEC].

88. Jhtubsifk: WL, /W RIFR S H ARG UM ZIR, B
A PR Y sl At Sy — SR T R IR AR AT, 12 RURL I A
4. [IPEC].

89. FasEtk: MRS AH RS, [IPEC]

90. Pl —EWHIMAMIRL N — M PR AR AL T FRAT R A 5 5T =
HIERIE. [IPEC).

o1, rfui: PASENTRRER I 4 R 2 1 R A A B AR R 55
R EE =TT WL

92. ity g 1% TR SR AL 2R A MRS N B A B o BERIR AT RE R0
R R TS,

93. fltwikE. VT ARERRE, SRR R MEER T PR,
MERHBIT IR P RIARHE B S R VE B 2R e B SRR S

94, EEAEAUZ . DASANRTER S EIRENEHIALN. &)z
Tl PAE L) BA RKTF, IR T B H ik R HITT%. [IPEC]

95. WM. BERSHAENTEIERIN S, REGE, Filin, JEAEA
FAFERIE, IS s A B a7 m 4. [IPEC]
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96. #ih: TR, RO TRE . Trik. BEF (RIS 2
A AT AR i A TOE B AR eI 45 R . [IPEC].

97. WilE: MHTVE. TR RIAIHARIEAY, DL IS DLk E FF &
GMPJ5U. [IPEC]
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The following documents were used in the creation of these standards and
provide detailed technical information.

® European Commission, EudraLex The Rules Governing Medicinal
Products in the European Union Volume 4 Good Manufacturing Practice
Medicinal Products for Human and Veterinary Use Part II: Basic
Requirements for Active Substances used as Starting Materials’

® |CH Harmonised Tripartite Guideline, Q6A: Specifications: Test
Procedures and Acceptance Criteria for New Drug Substances and New
Drug Products: Chemical Substances, November 199%

¢ |CH Harmonised Tripartite Guideline, Q8: Pharmaceutical Development,
August 2009

¢ |CH Harmonised Tripartite Guideline, Q9: Quality Risk Management,
November 2005'°

¢ |CH Harmonised Tripartite Guideline, Q70 Pharmaceutical Quality
System, June 2008"

¢ ISO 9001:2015, Quality management systems — Requirements, October
2008

e International Pharmaceutical Excipients Council, IPEC Certificate of
Analysis Guide for Pharmaceutical Excipients, 2013

e International Pharmaceutical Excipients Council, and The
Pharmaceutical Quality Group Joint IPEC — PQG Good Manufacturing
Practices Guide for Pharmaceutical Excipients, 20174

7 https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-4/2014-08_gmp_
part1.pdf

8 http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/
QB6A/Step4/Q6Astep4.pdf

9 http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q8_
R1/Step4/Q

10 http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/
Q9/Step4/Q9_Guideline.pdf

11 http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/
Q10/Step4/Q10_Guideline.pdf

12 https://www.iso.org/iso-9001-quality-management.html
183 http://ipec-europe.org/page.asp?pid=59

14 http://www.ipec.org/sites/default/files/files/20170323%20IPECPQG %
20GMP%20Guide_Final.pdf
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e International Pharmaceutical Excipients Council, /IPEC Good Distribution
Practices Guide for Pharmaceutical Excipients, 2017
¢ International Pharmaceutical Excipients Council, /IPEC-Federation
Significant Change Guide for Bulk Pharmaceutical Excipients, 20141

¢ |nternational Pharmaceutical Excipients Council, The IPEC Excipient
Stabiity Program Guide, 2010"

15 http://www.ipec.org/sites/default/files/files/20170515_GDP %20Guide%202017_
FINAL.pdf

16 http://ipec-europe.org/page.asp?pid=59
17 http://ipec-europe.org/page.asp?pid=59
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Adrian Bone Eli Lilly IPEC KK
Alexandra Brand BASF SE EFCG E£J# Eali)
gg:;;':g)b”er Merck KGaA EFCG

Art Falk IPEC M

Beam Suffolk Dow IPEC FxM

Dale Carter Huber IPEC 2 S
David B. Klug Sanofi U.S. IPEC M

David Schoneker Colorcon, Inc. IPEC M

Folker Ruchatz BASF SE EFCG I
Hubertus Folttmann | BASF SE IPEC kM

lain Moore Croda Europe IPEC KK

Janeen Skutnik Pfizer IPEC 2 5
Joel D’ Silva FECC FECC

Kevin McGlue Colorcon IPEC Fx i

Mark McCart Ashland (formerly ISP Europe) EFCG

Monika Drazek FECC FECC

Najib Sehat Merck KGaA EFCG

Norman Randall Norman Randall Consulting Ltd | PQG

Patricia Rafidison Dow Corning IPEC KK EJE
Steve Moss GlaxoSmithKline PQG

Tim Boelke BASF SE EFCG

Tony Scott E;I;)c/)c?;fet; EFCG i
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IPECIK#, IPECZH, FECC, EFCGHIPQGIEH

SN N

FI T 3ER IS [0 2R TV 20 I 8] AR o AR B ik debnl,  DLRARATT e

BN SR
i NG E 2 &5k 5201245 5 IR .
RS ENS
T NEF AN A .
Adrian Bone Eli Lilly IPEC Rk
Alexandra Brand BASF SE EFCG EJ# S
Arnulf Heubner Merck KGaA EFCG
(deceased)
Art Falk IPEC &1
Beam Suffolk Dow IPEC Rk
Dale Carter Huber IPEC i ESFA
David B. Klug Sanofi U.S. IPEC M
David Schoneker Colorcon, Inc. IPEC
Folker Ruchatz BASF SE EFCG EJE
Hubertus Folttmann | BASF SE IPEC Rk
lain Moore Croda Europe IPEC KRl
Janeen Skutnik Pfizer IPEC 3 FE
Joel D’ Silva FECC FECC
Kevin McGlue Colorcon IPEC FR il
Mark McCart Ashland (formerly ISP Europe) EFCG
Monika Drazek FECC FECC
Najib Sehat Merck KGaA EFCG
Norman Randall Norman Randall Consulting Ltd | PQG
Patricia Rafidison | Dow Corning IPEC R ESE
Steve Moss GlaxoSmithKline PQG
Tim Boelke BASF SE EFCG
Tony Scott
Tony Scott Associates EFCG ESA
Hitk bifigJa/hal
Ashley McCraight Consultant PQG +
Frank Milek Aug. Hedinger IPEC Fx i
2017 £ 11 B IR Page 97 / 104 © EXCIPACT™ 2017



N

X#n

filk

R

lain Moore Croda Europe IPEC KK

lan Birch g:;ivg)eenerios (part of the Watson PQG

Irwin Silverstein IPEA IPEC i

Jayne Nicholas Bristol-Myers Squibb PQG

gt

Beam Suffolk Dow IPEC Rl
Christophe Guechot | Solvay IPEC Rk

Frithjof Holtz Merck IPEC Rkl
Hubertus Folttmann | BASF IPEC kil

lan McKeown PQ Silicas UK IPEC Rl

Joel D’ Silva FECC

Mark McCart Ashland (formerly ISP Europe) EFCG

Monika Drazek FECC ¥
Norman Randall (l\‘jg:;]ar;i:;andall PQG

Patricia Rafidison Dow Corning IPEC Rl

Steffen Denzinger Merck KGaA EFCG

Tony Scott X‘;’;‘éjgﬁ; EFCG £
GMPEff %7l

Alberto Galasco Solvay IPEC Rk

Armand M. Janssen DFE Pharma IPEC FR il

Christophe Guechot Solvay IPEC FR il

Eisele, Johanna Evonik Industries IPEC KRl

Felicitas Guth BASF SE IPEC Rkl

Flavia Acre Eli Lilly IPEC Rkl

Frithjof Holtz Merck KGaA IPEC i ESfS
Gianluca Minestrini Roche IPEC R

lain Moore Croda Europe IPEC Rk

lan McKeown PQ Silicas UK IPEC KRl

Irwin Silverstein IPEA IPEC i

Jeff Brambora IPEC %
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Jesus Rivas Eli Lilly IPEC KR
Karen Hudson Eli Lilly IPEC Rkl
Kevin McGlue Colorcon IPEC Rk
Rainer Fendt BASF SE IPEC KR
Rene Leubert Evonik Industries IPEC KRl
Steve Moss GlaxoSmithKline PQG EX
Dale Carter Huber IPEC M
Art Falk IPEC =
David Klug Sanofi U.S. IPEC M
I B R ML
Allan Whiston QA Resolutions IPEC Rkl
Dale Carter Huber IPEC M
lan McKeown PQ Silicas UK IPEC KK
Kevin McGilue Colorcon IPEC KRl
Norman Randall Norman- Randall PQG 2
Consulting
GDPf %7V
Allan Whiston QA Resolutions IPEC Rl
Andreas Lekebusch Biestgrfeld . IPEC Wi
Spezialchemie
Christiane Dzala Bayer IPEC Rkl
Dale Carter Huber IPEC ¥
Fank Milek Aug. Hedinger IPEC R B
Axel Sewin VWR International AG | IPEC Rkl
Mathias Brenken Dow Deutschland IPEC Wit
lan McKeown PQ Silicas UK IPEC FR il
Irwin Silverstein IPEA IPEC S
Steven Hewitt, PhD Sanofi IPEC Kkl
EXCIiPACT iAlEfE &
Allan Whiston QA Resolutions IPEC KRl
Dale Carter Huber IPEC ¥
lain Moore Croda Europe IPEC Rl
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Irwin Silverstein IPEA IPEC FE
Janeen Skutnik Pfizer IPEC M
Lore Vignoli Roquette Fréres IPEC KRl
Norman Randall Norman_ Randall PQG

Consulting
Mk 55 BRI DA
Dale Carter Huber IPEC M
Folker Ruchatz BASF SE EFCG Eai
Frithjof Holtz Merck KGaA IPEC R
Hubertus Folttmann | BASF SE IPEC Rk
lain Moore Croda Europe IPEC FR i
Mark McCart Ashland (formerly ISP Europe) | EFCG
Najib Sehat Merck EFCG
Tony Scott Tony Scott Associates EFCG
TAFIE R AL
Adrian Bone Eli Lilly IPEC KR
lain Moore Croda Europe IPEC Kk
lan McKeown PQ Silicas UK IPEC Bk
Lore Vignoli Roquette Fréres IPEC KRl
Steve Moss GlaxoSmithKline PQG
Tony Scott Tony Scott Associates EFCG
AT/ BENRS
Dale Carter Huber IPEC &
Folker Ruchatz BASF SE EFCG
Hubertus Folttmann | BASF SE IPEC R
lain Moore Croda Europe IPEC Rkl
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