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Ciclo de vida de los sistemas en Farma
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* - This could be a complex supply chain.
- Supplier may provide knowledge, experience, documentation, and services throughout life cycle.

ource: Figure 3.2, ISPE GAMP® 5 (Second Edition). © Copyright ISPE 2022. All rights reserved. www.ISPE.org
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Ciclo de vida de los sistemas en Farma
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Project Phase: VModel
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User Requirements Specifications

Describen qUé debe hacer el sistema

OYTEC

YOUR USER REQUIRE-
MENTS INCLUDE FOUR
HUNDRED FEATURES.

&

com
—

www.dilbert.com scottadams®@aol

DO YOU REALIZE THAT
NO HUMAN WOULD BE
ABLE TO USE A PRODUCT
WITH THAT LEVEL OF
COMPLEXITY?

Lil!r'll"" % 2001 United Feature Syndicate, Inc.

GOOD POINT.
I'D BETTER ADD
"EASY TO USE”
TO THE LIST.
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User Requirements Specifications

Describen qué debe hacer el sistema

Deben estar |§ Compliance
priorizados « Deben cumplir

« Clasificacion ‘ con el marco

Debenser |l Testeables || Completos
coherentes * Debe ser * Deben ser

e No se deben posible autoexplcativos

contradecir asegurar su
entre ellos cumplimiento

Deben ser

correctos

*Sin
ambigUuedades

e Completos
e Trazables

regulatorio

entre

esenciales,
opcionales y
deseables |
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Especificaciones de diseno

Describen cOmMoO funcionara el sistema

¥ O aTinon com

How it was explained How it was designed What was needed
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How the customer  How the project leader

explained it understood it
How the project was What operations
documented installed
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Especificaciones de diseno

Describen cOmMoO funcionara el sistema

How the engineer How the programmer How the sales
designed it wrote it executive described it

La

How the customer How the helpdesk What the customer

was billed supported it really needed
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Especificaciones de diseno

Describen c6mo funcionaré el sistema
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Especificaciones de diseno

Describen cémo funcionqré el sistema

shutterstuck’




OYTEC
Especificaciones de diseno

Describen cOmMoO funcionara el sistema

Functional Design Configuration
Specifications Specifications Specifications
System : Project specific
specifications SCripts configuration ]
Process Customs
specification features
Interfaces Interfaces
specification
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Estrategia de Verificacion (segun GAMP 5 Second Ed.)

Identify
Compliance
Standards

Develop Test
Strategy
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Identify System

Review and
Approve
Specifications

Report and
Release

Identify Key
Individuals

Maintain
Compliance
during
Operation

Produce RS
(URS)

Additional tests
(Risk Based
Approach)

System
Retirement




OYTEC
Proceso de Verificacion (segun GAMP 5 Second Ed.)

Installation Testing

Configuration
Testing

Functional Testing
Requirements Testing
Additional tests (Risk

Based Approach)

Additional Systems

Tests
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Asegurar la Trazabilidad



Go-Live

Go-Live
Preparation

e Document review (SOP'’s,
Support agreement, ...)

e Backups and systems

support
e Inferfaces and Master Data
e Training
e Security

N

OYTEC

Pos’r Go-lLive
support

e Business continuity
e 24x7 support service
e Continuous Improvement
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Review by Exception (RBE)

Electronic Conftrol Recipe

e Raw Materials * Occurs during Manufacturing
e Weigh and Dispense Operations
e In-Process Inspections ° E—MoniToring EPR Data and Events
o Opercﬂ'or Work Instructions L DeViCI.ﬁOﬂ.|d€ﬂﬂﬁCOﬁOﬂ and
 Environment Monitoring and Investigation

Control e Alarm Monitoring
e Process Monitoring and Control * Event Monitoring

Real Time Quality Assurance

 Product Inspection * In-Process QC Monitoring

-

Review By
Exception

n 2

Real Time
Release
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¢ QUESTIONS?

o
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