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NCNOJIb3OBAHUE
KOMIMbOTEPU3SUPOBAH
CUCTEM




Ucnonb3oBaHWe KOMMNbIOTEPU3INPOBaAHHbLIX CUCTEM

YnpaBneHue perriaMmeHTUpPYHOLLENn AOKYMeHTauneun
R&D

* ynpasneHne JaHHbIMU KINUHUYECKNX UccrenoBaHuns
* yrnpasneHue per. 4oCbe
* doapmakoHag3op
* CTabunbHOCTb
JIOTUCTUKA
* Inbound logistics
— 3akynoyHasa Material Requirements Planning (MRP)
— TpaHcnopTHas
— CKnagckas

» LIFO unun FIFA vnn FEFA

» BMS
» outbound logistics
— Distributed Control System (DCS)
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Ucnonb3oBaHue KOMNbHOTEPUN3INPOBAHHbBIX CUCTEM

QC

e ynpasneHue raboparopHon nHpopmaumnen Laboratory Information Management System
(LIMS)

e aBTOMaTm3aums nabopaTtopHoOro obopyaoBaHuUd

NMpounsBoncreo

e aBTOMaTU3aUMA TexHororndeckoro obopygosaHua Manufacturing Execution System (MES)
* KOHTpOIb B npouecce npoussogcTea (Visual Inspection Systems)

* NnaHWupoBaHMe Npon3BoacTBeHHbIX pecypcoB (MRP)

* ynpasneHue 3gaHmamm (Building Management System (BMS)

* yrpaBreHne CEPBUCHbLIMU CUCTEMAMMU

Bbe3onacHOCTb
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TEPMUHDbI N
ONPEOEJIEHUA




TepMUHbI 1 onpeneneHus
Business application and IT infrastructure

MporpammHoe o6ecnevyeHue - 3TO NporpaMmMa yCTaHOBJIeHHasi Ha onpenerieHHylo
nnatdopmy / KOMNbLIOTEPHOE 0600pyAOBaHUe, BbIMONHAIOLWME onpeaenéHHble PYHKLUMN.

Application: Software installed on a defined platform/hardware providing specific
functionality.

IT-nHdpacTpyKkTypa - KOMNLIOTEPHOE 060pPYyAOBaHNE U NporpaMmmMmHoe obecnevyeHue, Takoe
KaK nporpammHoe obecne4vyeHue ansi paboTbl B ceTU U onepauuoHHble CUCTEMBI,
npegocTaBnsAoLWMe BO3MOXHOCTb ANSA (hyHKLUMOHUPOBAHUSI NPOrpaMMHOro obecnevyeHusl.

IT Infrastructure: The hardware and software such as networking software and operation
systems, which makes it possible for the application to function.
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TepMUHbI N onpeneneHus
Business application and IT infrastructure

User Applications < I'IporpaMMHoe
“ obecneveHue
OS Interface v
Scheduler & Resource Manager
File Systems & Network Protocols
Device Drivers
IT-nHcppacTpykTypa
h 4
Computer Hardware

Internet Connection
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Elruadhand Telephnne Aclaptor
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TepMUHbI 1 onpeneneHus
Life cycle

XXu3sHeHHbIN UUKN: Bce aTanbl B XXU3HU CUCTEMbI OT NepBOHaYarbHbIX
TpeboBaHUM A0 BbIBOAA U3 3KCMNJyaTauuun, BKIOYasa: AN3auH,
cneundcpunkaumm, nporpaMmMmUpoBaHUs, TeCTUPOBaAHUSA, YCTAHOBKMU,
aKcnsiyaTauum U TeXHU4YeCcKoro oocnyxmuBaHus.

Life cycle: All phases in the life of the system from initial requirements until
retirement including design, specification, programming, testing,
Installation, operation, and maintenance. [EU]

The software life cycle contains software engineering tasks and
documentation necessary to support the software validation effort. In
addition, the software life cycle contains specific verification and validation
tasks that are appropriate for the intended use of the software. [FDA]
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TepMUHbI 1 onpeneneHus

KoMmnbroTepusnposaHHasa CUCTEMA - 3TO COBOKYNHOCTb
NporpaMMHbIX U annapaTHbIX KOMMNOHEHTOB, KOTOPbIe BMeCTe
BbINMONMHAKOT cooTBeTCcTBYOLWMEe PyHKUMN. TpeboBaHna GMP

pacnpocTpaHsaeTca Ha Bce POpPMbl KOMNbLIOTEPU3NPOBAHHBIX
CUCTEM.
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TepMUHbI 1 onpeneneHus

Bnageneu cuctemMbl: NMMLO, OTBETCTBEHHOE 3a
paboTOCNOCOOHOCTL U 00CNYyKUBaHNE KOMIMbIOTEPHOU CUCTEMbI
N 6e30nacHoOCTb AaHHbIX, HAXOAOSLWUXCA B 3TON CUCTEMe.
System owner: The person responsible for the availability, and
maintenance of a computerized system and for the security of
the data residing on that system.
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TepMUHbI 1 onpeneneHus
Bnapeney npouecca

Bnapeneuy npouecca: nuuo, oTBETCTBEHHOE 3a OM3Hec-npouecc.

Process owner: The person responsible for the business process.[EU]
Process Owner - the person ultimately responsible for the business process
or processes being managed. This person is usually the head of the
functional unit or department using the system... [GAMP5]
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SOFTWARE CATEGORIE
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HARDWARE CATEGORIE
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GAMP Software Categories

» Category 1 - Infrastructure Software

» Category 3 - Non-Configured Products
» Category 4 - Configured Products

» Category 5 - Custom Applications




V-Scheme - Non-Configured Product (Category 3)

Primary
Responsibility

Regulated

Company

Specificati User Requirements Requirements o
pociication Specification Testing Verification
Non-Configured
Product
Supplier
Non-Configurable or Configurable Product Supplier
QMS
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V-Scheme - Configured Product (Category 4)

Primary
Responsibility

Regulated
Company
User Requirements Requirements
Specification Testing
Functional Functional
Specification Specification Testing Verification
Configuration Configuration
Specification Testing
Configured Product
Supplier
Configurable Product Supplier
QMS
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V-Scheme - Custom Product (Category 5)

Primary
Responsibility
Regulated
, Company
User Requirements Requirements
Specification Testing
Functional Functional
Specification Testing
Design Integration
Specification Specification Testing Verification
Module (Unit) Module (Unit)
Specification Testing
Code Modules
Supplier
Supplier Knowledge and Technical Expertise Supplier
QMS
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GAMP Hardware Categories

Category 1 - Standard Hardware Components
Category 2 - Custom Built Hardware Components

e ISPE Connecting Pharmaceutical Knowledge

ispe.org | 18




Cnacunbo 3a BHUMaHue

Mo pononHUTeNnbHbLIM BOMpocaM NpoLly obpalatbcs No agpecy
Email: odenisv@ukr.net
Skype: Denys.Ostrovnoy
Mob. Tel: +38 050 4443955

Connecting Pharmaceutical Knowledge

ispeorg | 19




