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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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4.4.1

3 http://www. who.int/water_sanitation_health/publications/2011/dwg_guidelines/en)
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{E. [IPEC PQG GMP].
50. Bkt FATFROREME GRiattkl, &5, FaRD , J R,
RlEAA, AR RS AR BB AR . [Q7]
51, Afkk: RBEFEGER.
52, AOREBERE: ANFE AR TSR b o AR B A 4 T P 1
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GMPER A, [IPEC GDP].

53. #141. 51S0 9001:2015—8, APzt “4I41” TR Tkt
SR

54. JEUEA R R 2R A M R AN NERA R . [WHO
GTDP]

55. ¥ bp okt FEGE A RIS S b, H T ORI A B R M
k. [IPEC]

56. HIZGIRIGHORE: B 25 R A AR RS TR R 2 (APD Bk
FIT25 B A= (kL. [WHO GTDP]

57. PG T BRI RS G A% R R AT Zh s A S A N 1 K9 T
Wite T TRETHR R RIUR 7 3 G AR, 2 TE e 1) SR T T
K. [IPEC]

58. —gbrifihh: I — R HUHT IR L G AT A0 I OE SR AT I
i T A8 AT Ak BN IR o T b o B A M A AT (R 5 LA T 3R
Fho WERAAEAEMN T B )7 RUR, IR BR A BRUE S BRI M 5
59. BAAR. ST BRI LRI S (SR
[IPEC GTDP]

60 A GRS, 8, difh, WRSEAER R ARRIE RS R
414y, [IPEC]

61, Hey. BB N EM RS2 S RN I TR E 3R 2k . [IPEC)
62. Jiihr: WRHZIRIE RSB (o AR P BE I T Y g
MG, DA BA T A I e bR

63. JREEIE: FrEHATHIPTE AL IS, SRR R R
FFA T B LR 4 R R R . [IPEC PQG GMP]

64. PR (QC) . KA SR 2 A GrbRitE. [IPEC]

65. R hEAL: WA T BRI SRR, B EEITE e
FRESEE N kL, T 2P BT Z40F, M7 ok ol Al A1 % 2
¥, [IPEC]

66. JREFTEER (QMS) : — AN AT i 42U o It o B IO
ANSE TR H AR I B R

67. JRIWUSAERE: 755 S d R, PRAL L ). SRR e 2
b T KU B — A RGP

68. JRmFRY: ZUIEFTHAA.
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69. JREBI T R AT R A AR A ) S O A R 4 4

T MRARALGU R AI LS, ] DA N A7 [ QARIQCHE T 33 4k

LA NER . [IPEC].

70. BRBPRYE. RNV B U T BT R B IR, FR)E Sk

M ARSI ES R . [IPEC].

71, bR A TR AR A R LA E R IR . [IPEC].

72. A CEEUSA; retrieval) : BT AR E™ 555 BF T

Iy BRI B R 2 M R RE . 1 mT o g /3 1 TR/ T

HIHLRR . [WHO GTDP].

e EEE, CHET X R IENE X (OLERIRE
SR L REIR AR AR [l By

73, sk B A RN/ SR AT A S HE B A SO . A R

WLLRAR, BEMEMARL, e, A, sUefmdE. [IPECL

74 WWkE . EMR EEKIEHAR SR LR (BZ R . [WHO

GTDP].

75. W, SUEMEML R EE. [WHO GTDP].

76. ARFKVERES, . L REHE IR — s AR, O T e L

PEHURERIA R Cln—HE)

77. FACPE. EERNED), OGSO R HE R AR

[IPEC].

78. LR WIHHERRR S IO F R BT ARIERIINEE . [IPEC]

79. PEPR: AUCE S MR STRRECHNY), REIRTE T R ARSI

He o

80. WIRE: — MHLU/AAT AR ERES, ST E DI AR, I

N AF—E W . [IPEC].

81. H RN A% H . o BAORL S ET RS A A0 OB LR AR E G M

. [IPEC].

82. TP INMIFG . FRELMTA), J@H LA BUERR, WA H R

RLAZREEEFF & T hr i, AR SRR AR R AW DA 2 FE R S &

i EARE. [IPEC].

83. & T.: JG Al AL EL OB R A b UHE A AR, 5 OE W R A

[Al. [IPEC].

84. WUFRVEAL: MU HL AP ZUE B R IUR I R R . A S
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TR, TR T 5 A R KU . [IPEC.

85. fliFE: HOEMMLIAERE, AT HUEHHE, Wy, MRk

1755, ARG ZaMmie d A R AR 3 0 AT O B4R o

86. xS WEE MR EMAE NI, 5 ghsE s, T
i S50 =5 /- BT IR bRt o [IPEC.

87. WRALTE. (HATHSCRMENERWEL, (L3, SR, s80a

B IR SRR % 0 T8 o ) 1

88. . LR R IMMASERL 250 F I JEHLEAT WU, AR T

BRI E 4. [IPEC].

89. JRihikik. WA, AHTHIRLIO S AE U NI AR, B

B A BREE 0 Bl sl 3 A Ry — SO BT I A v U, 2 R A

#. [IPEC].

90. FRawhh: BEMFELRE G H AR [IPEC]

91, Eebld: — BB &L I — M PR R S AT TR 5

HIHHIE. [IPEC).

92. SMuwg: SRAFMEH TR A= 0 A s o i R 1AM AR R SS

s =I5 HLa .

93. I 1 B 4% R SR AL 2 ke A MR AN N B T R R R T RE AR 4

B AR RO,

94. epifik. AT hRERREE, (LN IGERA R TS SR,

NS T AR 72 R AR B R G 1) 35 VG R B R AR &

95. BEREASPRZ. MBI GRS 2 IR IEAIE R4 R

AT DAE T A RIKT, Bk RS A R4 L7 [IPEC]

96. WEHINE. AEUSHIE AT, NABE, B, AR

FARRRIRE, N s s B8 JE A i . [IPEC]

97. Hik: SCHHLTTSR, R TREERE L A BT (EERED 8k

R R AT DARRAL A 73 2 T e e An e 45 L. [IPEC.

98. WNUE: MIAJE. R IR EAD PN, DR ML Ve R A

GMPJ5N. [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'°

* ICH Harmonised Tripartite Guideline, Q70 Pharmaceutical Quality
System, June 2008'"

* |SO 9001:2015, Quality management systems — Requirements, October
2008

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

 International Pharmaceutical Excipients Council, and The
Pharmaceutical Quality Group Joint /PEC — PQG Good Manufacturing
Practices Guide for Pharmaceutical Excipients, 2017

e International Pharmaceutical Excipients Council, /PEC Good Distribution

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/Q6http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/
Guidelines/Quality/Q8_R1/Step4/Q8_R2_Guideline.pdf

9 http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/
Q8_R1/Step4/Q8_R2_Guideline.pdf

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

13 http://ipec-europe.org/page.asp?pid=59

14  http://www.ipec.org/sites/default/files/files/20170323%20IPECPQG %
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Practices Guide for Pharmaceutical Excipients, 2017'°
e International Pharmaceutical Excipients Council, |PEC-Federation
Significant Change Guide for Bulk Pharmaceutical Excipients, 2014

e International 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 :J# | %
ggé’;;geeg)b”er Merck KGaA EFCG

Art Falk IPEC ¥

Beam Suffolk Dow IPEC KR

Dale Carter Huber IPEC &Ml | 5%
David B. Klug Sanofi U.S. IPEC M

David Schoneker Colorcon, Inc. IPEC %

Folker Ruchatz BASF SE EFCG ERE
Hubertus Folttmann BASF SE IPEC KR

lain Moore Croda Europe IPEC R

Janeen Skutnik Pfizer IPEC Ml | F5E
Joel D’ Silva FECC FECC

Kevin McGlue Colorcon IPEC KR

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 KR | F &
Steve Moss GlaxoSmithKline PQG

Tim Boelke BASF SE EFCG

Tony Scott Tony Scott Associates EFCG EE
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Dale Carter Huber IPEC ¥ | FJi
David B. Klug Sanofi U.S. IPEC 2
David Schoneker Colorcon, Inc. IPEC %M
Folker Ruchatz BASF SE EFCG ERA
Hubertus Folttmann | BASF SE IPEC ¥
lain Moore Croda Europe IPEC Wi
Janeen Skutnik Pfizer IPEC M | 5%
Joel D’ Silva FECC FECC
Kevin McGlue Colorcon IPEC ¥
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 Kkl | F0%
Steve Moss GlaxoSmithKline PQG
Tim Boelke BASF SE EFCG
Tony Scott Tony Scott Associates EFCG S
itk bifieJ)/hal
Ashley McCraight | Consultant PQG S
Frank Milek Aug. Hedinger IPEC ki
lain Moore Croda Europe IPEC KK
lan Birch g;?t\,\:)?tir;e\;ilisongroup) PaG
Irwin Silverstein IPEA IPEC £
Jayne Nicholas Bristol-Myers Squibb PQG
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Beam Suffolk Dow IPEC FR i
Christophe Guechot | Solvay IPEC Rl
Frithjof Holtz Merck IPEC FR il
Hubertus Folttmann | BASF IPEC BR i
lan McKeown PQ Silicas UK IPEC Wk
Joel D'Silva FECC ESLS
Mark McCart Ashland (formerly ISP Europe)| EFCG
Monika Drazek FECC
Norman Randall Norman Randall Consulting | PQG
Patricia Rafidison Dow Corning IPEC Fx i
Steffen Denzinger Merck KGaA EFCG
Tony Scott Tony Scott Associates EFCG ERE
GMPEfE 7L
Alberto Galasco Solvay IPEC Rk
Armand M. Janssen DFE Pharma IPEC FRi
Christophe Guechot Solvay IPEC Rkl
Eisele, Johanna Evonik Industries IPEC BR M
Felicitas Guth BASF SE IPEC FR il
Flavia Acre Eli Lilly IPEC BR i
Frithjof Holtz Merck KGaA IPEC Kl | 5%
Gianluca Minestrini Roche IPEC BR
lain Moore Croda Europe IPEC Rl
lan McKeown PQ Silicas UK IPEC BR i
Irwin Silverstein IPEA IPEC S
Jeff Brambora IPEC S
Jesus Rivas Eli Lilly IPEC Rk
Karen Hudson Eli Lilly IPEC ERi
Kevin McGlue Colorcon IPEC ER i
Rainer Fendt BASF SE IPEC Wk
Rene Leubert Evonik Industries IPEC Rk
Steve Moss GlaxoSmithKline PQG L
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lan McKeown PQ Silicas UK IPEC BR i

Kevin McGlue Colorcon IPEC Wi
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Allan Whiston QA Resolutions IPEC i

Andreas Lekebusch Biesterfeld Spezialchemie IPEC KR

Christiane Dzala Bayer IPEC Fk i

Dale Carter Huber IPEC &

Fank Milek Aug. Hedinger IPEC Wil | 0%

Axel Sewin VWR International AG IPEC KR

Mathias Brenken Dow Deutschland IPEC Kk

lan McKeown PQ Silicas UK IPEC Fk i

Irwin Silverstein IPEA IPEC £

Steven Hewitt, PhD Sanofi IPEC KRl
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Irwin Silverstein IPEA IPEC ¥ | T/

Janeen Skutnik Pfizer IPEC ¥
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Norman Randall Norman Randall Consulting | PQG
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lan Birch PQG

Raul Blanco AENOR

Jeff Brambora Novartis IPEC ¥
Dale Carter Huber IPEC 41
Frederik De Vos Janssen IPEC [
Patrick Goodwin Colorcon IPEC kM
Kevin McGlue Colorcon IPEC M
lan McKeown PQ Silicas PQG

lain Moore Croda Europe IPEC Wi ESh
Steve Moss GlaxoSmithKline PQG
Michael Snella AJA Registrars

Beverley A. Stout GlaxoSmithKline IPEC Europe
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