


La sesion de hoy

Life Sciences. Industrias reguladas
. Qué hace la FDA”?
21 CFR Parte 11

Modelo de validacion V-Model

EcoStruxure for LifeSciences

Caracteristicas principales
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Product Manager
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Funciones criticas

Biotecnologia, fabricacion de
productos farmaceéuticos y medicos

Sistema de Monitoreo
Ambiental (EMS)

Integrado con el Sistema de Gestion de
Edificios (BMS)

Soluciones de
gestion

Entornos controlados
Acceso protegido e integridad
Registros y firmas electronicas confiables




; Qué hace la FDA?

01 PROTEGER LA SALUD O 2 FAVORECER LA SALUD
mediante la regulacion de mediante el fomento de las
medicamentos, vacunas y INnovaciones de productos

ptros productos bioldgicos
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03 PROVEER INFORMACION

necesaria, exacta y con base
clentifica

Escanea este
codigo para mas
info
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La Parte 11 es el alcancey '
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Design Specification (DS) = Instalation Qualification (1Q)
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Validacion significa...?

La validacion es el programa
documentado que
proporciona un alto grado de
seguridad de que el proceso,
meétodo o sistema especifico
producira continuamente
resultados que cumplan con
los criterios de aceptacion
predefinidos.




Validation Master Plan (VPMI) \

4 - Planificacion y programacion PN
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Define, de forma clara >mpresa regulada
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Define o que debe hat & a y las funciones e instalacione

hardware y software
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oletivos tales como: -
.

puedan ser cC antes del uso operativ




Verificacion documentada de que el producto ftware cumple
aspectos de rendimiento especificados bajo la carga
nanera consistente sin causar ningun cuello de
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‘ srificacion documentada de qu
~ unciona segun lo previsto en (¢ li"'

lo 0 modificado
evistos.
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Verificacion documentada de que los e\quiS’o/éisté}m‘a\g{i Instalados o modificados,
cumplen con el diseno aprobado o URS. N
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Compli

\rchivo completo

los datos en una ¢
de informes pa
busqueda y recuperacion

uilding
perati o BMS'y

Environmental

Management System n

Reqistros electronicos
Imescale

Arquitecfuras

. ‘ >as a traves
separadas pero iguales e = control de
para BMS y EMS cencia

de registros
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EcoStruxure for LifeSciences
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Complianee Pack




Electronic Records -

Arquitecturas adaptables




& Change Control ? X

Signature 1

Comment

User name:

Fassword: essssssssss

Approved

User name:

Password: esese n-"-l

00:28.12




Open = new a0
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Show i 10M0¢r

Dpot
Advarnced

Refren

Detach
Exciuded from custom Bype
G0 10 custom fype

find instances

Femame

Lreale shontout

SeMh View 1etings







Electronic Records

PostgreSQL

the world's most advanced open source database

TIMESCALE

2020-04-15 16:58 test_20200415-165836.x1sx

Source
Alarm text

ty 100
Triggered timestamp 2020-04-15 16:58:29 +2H, DST

Properties
Property name
Server 1/Hour
Server 1/Min

Server 1/Second

Server 1/Hour

Server 1/Minute

Server 1/Second

G20 18 00

OVIV0 1700

Y 1

VIV 150

[VIVR 145

IV ®
IV 1IN

14300700

VIV 0800
VIdRH &
Vivxoosso
VIivR 6%
VIVX 02 %0
VIiVR 61 %

Schneider
L




Arquitecturas adaptables

BMS y EMS integrados

Con EcoStruxure Building Operation y Compliance Pack

WorkStation(s)
(Thin Client)

eee

Local Site
ClientIT
Network,
Virtual LAN

BMS & EMS
EcoStruxure Building Operation

Enterprise Server External Log

with Compliance Pack Storage
(PostgreSQL))

WorkStation(s)

BMS/EMS
Automation
Server AS-P

Hardwired
signals
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Field devices: Temperature,
Humidity, Pressure, etc.

Heating, Ventilation &
Air Conditioning (HVAC)



Compliance Pack for
EcoStruxure Building Operation

EcoStruxure Building Operation

External Log
Enterprise Server  Storage

With Compliance Pack (PostgreSQL))

WorkStation(s)

BMS
Automation
Server AS-P

Hardwired
signals

e

Field devices: Temperature,
Humidity, Pressure, efc.

* Regulatory compliance
* Monitoring only
» Change Control procedures mandatory

BMS y EMS segregados

Con EcoStruxure Building Operation y Compliance Pack

Central Site Management

Enterprise Central WorkStation(s)
Site-wide oversight

—

Enterprise Central
provides a window
into both the BMS and
EMS systems, but is
not designed to
transfer data across.

%

(BMS)
EcoStruxure Building Operation

External Log
Enterprise Server  Storage

(PostgreSQL))

WorkStation(s)

BMS
Automation 8§
Server AS-P

Hardwired
signals

L Fa

Field devices: Temperature,
Humidity, Pressure, etc.

* Day-to-day operations
* Control & monitoring




BMS y EMS segregados

Con EcoStruxure Building Operation y Eurotherm

(EMS)
Eurotherm

WorkStation(s) Management

-

EMS
Eurotherm
T2750 PAC

» Regulatory compliance

* Monitoring only

» Functionality doesn't
change

Data Archive

Hardwired
signals
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Field devices: Temperature,
Humidity, Pressure, etc.

Option: Communications
interface between the BMS and
EMS. Data transfer from the
EMS to the BMS (generally not
visa versa).

(BMS)

EcoStruxure Building Operation

External Log

Enterprise Server storage WorkStation(s)

(PostgreSQL))
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BMS
Automation
Server AS-P

* Day-to-day operation

* Control & monitoring

* Functionality altered to
optimize performance

Hardwired
signals

Field devices: Temperature,
Humidity, Pressure, etc.










