Bamumanua Taonui EXCEL
mo GAMP 5«



AYTCOPCHHT
GmpRussia npeaiiaraet BaauaupoBaTh Bamm tadnuinel Excel

Bce maru npoiiecca Bajauaanuy BHECEHBI B Ba JOKYMEHTA:

1 - IImag Banupganuum
e Crparerust Banuamnuu
*  Chnenudukanuy 1 TpeOOBaHUS K sTYSHKaM TaOIUIIbI
°  AHanu3 pucKoB
*  OTBETCTBEHHOCTD
*  Kpurepuu npuemiaemMocTu

2 - IIpotokon / OTuer
* IIpoBenenue TecToB
o IlpaBuna nmpoeKkTupoOBaHUs
o be3omacHocTh
o dopMaTkl TaHHBIX
o DKCIuIyaTaius Ta0aulbl
*  3aKkJI04YEeHUE BBITTOJTHEHUS TECTOB
*  3aKJIIOYECHUE BaJUIAIUH
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AYTCOPCHHT

MBI nuieM Bce TOKYMEHTBI / TECTHI
MpI BBIOJIHSAEM BCE TECTHI

Bam Hago OyaeT yTBepAUTh:
 [lman Banupanuu
* IIportoxkoin / Teckl
*  Ortuer
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Metroauka GmpRussia, co3gana ¢ GAMP Se, coOmoaaer:
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A Risk-Based Approach to Compliant GxP Computerized Systems Appendix S3

End User Applications including Spreadsheets

1 Introduction

This appendix gives guidance on the use of end user applications such as spreadsheets or small databases in a
GxP environment.

Application tools are available for creating a wide range of end user applications, including customized statistical
analyses, the creation of local databases, data mining, and multivariate analysis. These may be used for GxP
regulated activities, and they present particular compliance challenges.

End user applications tend to be among the most under-documented systems used in GxP environments, for the
following reasons:

« users regard them as part of the desktop
+ the ease with which applications can be built without much training
+ the data processing power that they can have

The flexibility and power of the spreadsheet allows users to create tools that range from performing simple
calculations to sophisticated analysis of a major clinical study. Special emphasis is placed on spreadsheets in this
appendix because PC users may have the opportunity and ability to create a spreadsheet application, and may use
them to process regulated data.

The level and rigor of specification and verification applied to end user applications should be based on risk,
complexity, and novelty. This appendix provides guidance to help users determine the appropriate approach. While
the examples given in this appendix are mainly spreadsheets, the same principles can be applied to other end user
applications.
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GmpRussia asasercs wienom ISPE u Baauaupyer Tadauubl 1
CJCAYIOUMX KOMIIAHUM:

(€N
~J BICCAD
SA N O F | Biopharmaceutical Company

—~OMOLAS MNXP

XMmMmMyeckKkoe
pasHoob6pasue

HAYyYHO-NabopamopHLIU KOMNAEKC

C apyrumu kiaueHramMu GmpRussia MOKHO 03HAKOMUTHLCH TYT:
https://www.gmprussia.com/mm-projects
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https://www.gmprussia.com/mm-projects

Bonpocei?

info@gmprussia.com
+7 913 939 84 71
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