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FDA-ITENLERSIIE Kingdee

[k SE3S 20105 LR 7 T M e @ evonix
ERN Supplier Audit Report 3of13

e e
Validation Master Plan. ] Te verify the GMP-compliance status of Chenggong project in Kingdee side
(ENRUN | Continel Improvemant Minszzment ) . .
before the go-alive of Kingdee K/3 software in ERN an 2010-02-01.
alidation Plan., T T T 1 EEE

HE i HE Reference: ICH Q7: GMP for APls
‘ Changz Co:tol‘.‘ ‘ Archiving.
R

Lifscycls Manzsement., ‘ GAMP 5
Chinese GMP
IT/GME Audit., CFR 21 part 11

4+  Filebefore PQ!!, 180 9001: 2008
System x5, Operafion.,
4. #HEE summary
¥ TPETR i DQP Eem, 4.1 Introduction of Quality management system

Kingdee show significant improvement in this section than last Evonik audit, for
example, Kingdee the QMS, including the documentation structure, were presented by
the GM of Quality department; for example, Kingdee renewed its 150 9001 certificate in
Aug 2008 with a local ISO certification agency (o HER A IEH AT A ).
‘—’ m (annex 1: Kingdee ISO 9001:2008 certificate, valid period 2009-08-17~2012-08-16)
It is an excellent system from a software professionals’ perspective. However, the

compliance to GMP and/or GAMP 5 was not discussed in this presentation.
Recommendation 1 (herein abbreviated as R1)

Final BP.,

‘DQDE ‘DQQS‘ ‘DQPS‘

@“}/ \/ V4

IQDS IQQS‘.‘ ‘ms.“
Rerim spproval 42 Applicable scope

Certainly we cannot require the whole Kingdee company to comply with GMP and/or
GAMP 5, so the applicable scope of this audit need to be defined carefully and should
be limited anly to the extent invalved in this Chenggong project.

R1: it is recommended to demonstrate the compliance to GMP and/or GAMP 5 in
the presentation for such a GMP audit.

Kingdee testing & epproval,

TRS = Usar Raquirements .
FS = Functional Specification

1Q = zsllrion Qualification. A list of involved pecple was given at the beginning of the audit. 18 people are
DS =Dl SpiSaon: = ol Gualfcsion, mentioned in this list who from Quality depariment (1), Sales department (2),
§B = Systen Bk, PQ = Pefomancs Qualification . CHENGGONG PROJECT mplementation department (3), K/3 product department (12).

(annex 2: list of members of GMP project)
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