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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
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« 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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1. COII «Ilopsimok mpoBeaeHUs BalIugaluyl TaOIHIL

MeToKa BKIIFOYAET B ceO4:

Excely.

2. ]

(OKyMeHT Bamgauuu taoiaun Excel (mmadion).

3.1

pUMEPBI.
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1. COII «Ilopssgok npoBeaCHUS BaJIuIaldn

taoauir Excel» ¢ 0j10k-cxemMoit:

BBEAEHME ...vveereneririnininsssessnnninisissssssssssnsssasssssssssssssssssssssssssssssssssssssssssssssssssssssssssnsssssasnsesssssens 3
11 LLBIIB ottt bR R bbb 3
12 OMDEIEMCHHA oo 3 Baon lesrensHocs
13 COMYTCTBYHOLUME JOKYMEHTDI c.vvvvrvvvssireserrssesssersssesssessssssssesssssssssesssesssssassssssssssssessssssssesssssssssssssesses 3
OTBETCTBEHHOCTD 1uvuvsnssessesssssssussssssssssssssssssesssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssses 4
T R 4 oon
31 CO3AAHME TABMNLDL. .ovvvvevvenriss it s bbbt sese bbbt b bbbt a bbb 4 -
3.1.1  TpaBuNa NPOEKTUPOBAHMA TADMNLL ...vverervesssrsesssessnnssssesssssssssssssssssssssssssssssssssssssssssssssssssnsssess 4 KnCu
3.0.2  BE3OMACHOCTD coveuvearerererrissrssssssissssssssssssessssssssssssssssssessssssssssssssssssssssssesssessssssssssssssesssssssssenssnnes 4
3.2 COXPAHEHME TADMALL covvvvvvrvevnnrressssessssessssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssnsssssnsssssaness 4
33 BANMAAUMA TABMNLL ...vvvvvevvverisresss s ssss bbbt bt sa bbb a bbb bae 5
34 MCTIONB3I0BAHME TADMNLL ..v.vvvvervesessssnessisssssssssssssssssssssssssssssssssesssssssssssssssssssssssssssssnsssssssssssssssnns 5
35 YNIPABACHUE MIMEHEHUAMM..o.cvurvrirsersrsersesissisisssssessessessesssssssssssssssessessessasssssssssssssssessessesssssssssens 5
36 APXUBUPOBAHME TABMNLL c.vvvevvvveraervessssersesssesssssssssessssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssns 5
(paguna
TPOCNEIKUBAHNE PEAAKLMM 1vvvvrvvessrssssnssssssssssssnssssssssssssssssssssssssssssssssssssssssssssesssssssssssssssssssanss 5 Coagaie
p peAaku B — Besonactocrs o
MpunosxeHue 1 - baok-cxema npouecca Banugauuu Tabanw, Microsoft EXCEl® ......vuerernnrnerens 6
Mpunoxenne 2 - JoKyMeHT BanuaaLum Tabanw Microsoft EXCEI®.......curvemrinmrnnessernnssssssssanns 7

Boigon

QTBETCTBEHHOCTD

Monb3osarens
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2. JoxymeHT Banuaanuu tadoaui Excel

CopeprkaHue
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Oryér

Banupauuu wabnoHos Microsoft EXCo.

aummn
Ne Onucanue cneyudukaumm CceblniKa Ha TecT
| cm HesoamoxtHo yaanuTb unn Ao6aBuTL CTPOKY B LLABNOHE. M.4.2 No3
| cn2 HeBO3MOXHO yaanuTe unu BcTaBuTb ctonbel B Wwadnoxe. M.4.2 No3
cns HEeBO3MOXHO M3MEHUTL POPMAT KaKoro-nubo nons 8 wabdnoxe. MN.4.2Ne3nlla.2
No5 un 11.4.2 Ne6
cna HeBO3MOXHO M3MEHWTL CozepXaHue kakoro-nnbo uHdopmaTusHoro nons | .4.2 Nol v [1.4.2
Wnu nonsi BLIBOAA UHOPMALIAN. | No2
cns Jlnst YucnoBbIX NMonen 3ajaHbl BU U KONMWYECTBO OTOBpaxaembiX 3HAKOB ‘ M.4.3 No5
nocne 3ansiton |
cne [laTbl OTPaxaloTCsi YNCNOBLIMUA 3HE C UCMOIb3OI popmaTa | .43 No4
| matbl Excel code J
| S
cnz | ®opma wabnoHa coxpaHsieTcs B 6e30NacHOM MecTe B 3NEKTPOHHOM | 1.4.2 No§
| dopmare ¢ kOHTponem sjocTyna.
Cl8 | Wmsi n Bepcust WabnoHa AOMKHbI OTOBPaXaTbCsi B JNEKTPOHHOW Bepcuwn | 11.4.3 Nol
| wabnona
cne Wmsi v Bepcusi wabnoHa AOMKHbI OTOOpaxaTbCs B NevaTtHon Bepcun | [1.4.3 No2
wabnoxa
CIN10 | [anHble C sHeek /s COXpaHEHs Pe3ybTaToB KOPPEKTHO coxpaHeHbl B Gasy | 1.4.2 No7
| AaHHbix cuctembl NuGenesis ELN 8.0
cni Banpockl K ©a3e [aHHblX CUCTEMbl BO3BPALLAIOT KOPPEKTHbIE AaHHbie. | [1.4.5n M.4.1

3anpoc cocrasneH koppektHo. ([lpoBepke He noanexar 3anpochbl,
onucaHble B Tecte ELN.OQ.013)

IIpumephr:

Banupauymu wabnornos Microsoft EXCEL®

ecTos

Lins nposepku wabnowa, ucnonbayemoro cuctemoi ELN HEOBXOAUMO CO3AaTh BaNMAaLUMOHHOE 3aaanue. KapTouky 3aaaHius CNeflyeT 3aMoNHUTb CEAYIOWUM
o6pazom:
R = “VALID_" + KpaTkoe Ha3BaHue WabnoHa;
COA = “VALID_" + kpaTKoe Ha3saxue wabnoua;
BATCH = “VALID_” + kpaTKoe Ha3sanue wabnoma.
MPUNOKNATE CKPUHLLIOT 33MOTHEHHOW KEPTOYKY 33aHus

4.1 FnasHas
o . Coots./He =
N Npouegypa Oxupaemblii pesynbrar m(mls Kommentapwuii / TIR J
1.|BoiBepute onuuio menio @adn - [levamb -|Bce NUCTsl HaneuataHbl NpaBunbHO, ©
’napaMempbr CMpaHuyel, BoIGEPUTE BKNaaKY NUCTa U | OTOGPaxXeHWeM NonHOW  dopMynbl, a
‘yﬁenwecb 4To BbIGPaHa onums CMpoku u cMonGUbI | TaKke CTPOK 1 CTONBLIOB 3arCNOBKOB.

| 3azonoskoe.

Buibepute onuvio MeHio @opmynsl - ®opmyna
|ayduma - lNoka3bieamb GhOPMYNbI ANS OTOBPaXeHus
| dhopmynbl B nonsx Ecnu Heobxonvmo,
OTperynupyiTe WvpuHy ctonbuos, 4Tobsl y6eanTses
uTO oTobpaxaercs nonxas Gopmyna.

D He coors.

|Ecm wabnoH Mcnonb3yeT UBETAa ANS BblAeneHus
Da3nuyHbIX TWNOB nNOnel, neyavaiTe Ha LBETHOM
| npuTepe.

|
|
|
‘ﬁmma.
|
|

|
Y6epate oBnacTe nedaTs AOKYMEHTa, ecrM OHa |
3agara. PackpoliTe BCE CKpbITbIE KOMOHKN W MUCTLI, |
ecnit OHu ecTb I — |

T
| Boinonwerve Ne: {

Orsercraennbili 3a npesgherivie TecTos (Noanucs): | KOHTPON BhimonHesns 1 odopmAeHns TecTos
| AaTa seinonHenus: 14.06. 15

(nognucs): 2o |
/\/

Bce npaBa 3awmweHsl © 000 "MYPMELL", 2012-2016



Tpu mara x ycnexy:

1. O0yuyeHHe NPUMEHEHMS METOIUKH Baau AN TaOJIHIL
Excel.

2. Ucnionp3oBanue MeTOMUKU Bajnaanuy Tadoauir Ecxel
GmpRussia.

3. MOHUTOPHMHI UCIOJIb30BAHUS METOAUKH BaJIMJall1

ta0aui Ecxel co croponst GmpRussia.
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GmpRussia siBiaserca 4ieHoMm ISPE

C HallleH MOMOIIBIO ObLIN YCIICIIHO MPOHACHBI
ayJIUThI, B CICAYIOMUX OpraHU3alUsIX:

TEAMIDEA nvxe @ BEKTor OPIAHNKA e e
amea I Y ¥ A av BLHOHHbIE
A 3710p
cccccc ~
aHTSHE ‘W} BICCAD IBaap
NOFUCTUYECKAR FPYNNA Biopharmaceutical Company
HoBocutxumdapm OAO NMUK-OaPMa

[ ]
BISCARD @”6'4””80 wp “Saoposse PAPMAKOP’
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Bonpocsi?

info@gmprussia.com
+7 913939 84 71
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