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Agenda

« Acercade OYTEC

 Principales areas de trabajo

« ;Qué servicios ofrecemos a nuestros clientes?
Enfoque “data-driven” para la toma de Decisiones
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« Acercade OYTEC
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OYTEC
Acerca de OYTEC

« Especializacion en Digitalizacion de las Operaciones
Farma
 Digital GxP Operations
 Digital Lean
« Advanced Analyfics

 Entorno GMP&FDA Compliance
 Producto Especializado: GAMP5 Categoria 4
» Oficinas en Barcelona y Madrid
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® OYTEC

Acerca de OYTEC: ISO 9001  ww=

\ \
THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

AENOR has issued an IQNet recognized certificate that the organization:

OYTEC (Operaciones Integradas y Tecnologia S.L.)
AV VIA AUGUSTA, 15-25.
08174 - SANT CUGAT DEL VALLES
(BARCELONA)

has implemented and maintains a

Quality Management System

we Jollowing scope:

Design, development and implementation of digitization tools for the pharmaceutical
industry (Pharma 4.0)

which fulfu g standard

ISO 9001:2015

First issued on: 2021-10-18 Validity date: 2024-10-18

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-
alone document

Registration Number: Es-0524/2021

© gl M aENOR

Confia
Alex Stoichitoiu Rafael GARCIA MEIRO
President of IQNet Chief Executive Officer

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

Qigind HedronicQatificate

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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Acerca de OYTEC: Algunos clientes..... o
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Agenda

 Principales areas de trabajo

©

29/10/2024 DIGITALIZACION DE LAS OPERACIONES FARMA 4.0



OYTEC

El reto......fabricar lotes.......

Validation
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OYTEC

Cambio de paradigma.....
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La digitalizacion de las operaciones Farmacéuticas,
la solucion al incremento de la complejidad regulatoria

29/10/2004 y alineado con Excelencia Operativa




OYTEC
Principales dreas de trabajo

- Pesaje y dispensacion electrénica

» Electronic Batch Record (eBR)

» Trazabilidad Proceso / Producto

« Performance OEE / KPI's (Dashboards)
 Analitica Avanzada/Al - Golden Batch/PAT
« TRACKWISE Digital: QMS / DMS / TMS

* Laboratory I. Management System (LIMS)

« Advanced Planning & Scheduling
Integracion ERP y sistemas Automatizacion

O
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OYTEC
Principales dreas de trabajo

WDU: WORKSTATION 1 wcC: DPY1 Ope.: 01/09/2013  12:05

Wo: WO02008 0 Lot: LOT2006 Product: SFG006 SYRUP

- Pesaje y dispensacion electronica @

Phase: 0001  Sequence: 0001 Doser 1 11

Alt F3: RM <<| F3:RM >>

F5: Hazard/Precaution

Item DS0001 DRUG SUBSTANCE 1
POTENCY USED 95.000 %

F6: Balance

F7. WM

Remaining quantity. 1,000.000 1 1.000.000 g

I weighings g with 0 weighing(s)
Container identification: | DS0001 0600010001
Lot 060001 Cont.. 0001 Potency: 96.000 %

F9: Pallet labels
T o262

989.583g [
| 986616 "
I I

[F10]: validate weighing context. [Esc]: abandon. ESC: Cancel

29/10/2024 DIGITALIZACION DE LAS OPERACIONES FARMA 4.0




29/10/2024

Principales dreas de trabajo

 Electronic Baich Record (eBR)
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Work order [WORK_ORDER]
Product Code (PRODUCT_CODE]

1. MAN!HEACTIIRING CONTEYT & Pradiict Nacerintinn IRRO0 NAMEL
2-EFFI HOME WORKORDER  EQUIPMENT SETUP CUSTOM
il N b [
4-Mov ® Lo
.:-MI\N’ Product cods

tO] OF0000615 0 FoRous17 PO0D100
51.C Manfactung n progess

3 [ Wk cerie Access gt Lockedby  onthe waksten
52-M s e anzarzam
53.7 Tedo  C400- TEST XX
5312
To Do

In Progress

Alert, Remark, Error

P000100.

C400 oot F400
ESPERA 10 min

oem |

TEST XXX

Tm39s

54-T I
P000100 D400 P000100 C500
CARGA XXX TEST XXX

oo e

~ Pooo1oo D500
CARGA XXX

o e

DIGITALIZACION DE LAS OPERACIONES FARMA 4.0

P000100
REVISION SUPERVISOR

@ Comment made by SYSTEM on
211122020 8t 11:00:00

(EBRICXFULL )
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SIEMENS

Work orders.
w
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Principales dreas de trabajo

* Trazabilidad Proceso / Producto
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Principales dreas de trabajo

« Performance OEE / KPI's (Dashboards)
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Principales dreas de trabajo

o PREDICTICN6 (001.00) On OYTECdemo (001.00

- Analitica Avanzada/Al - Golden Batch/PAT — C———
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Principales dreas de trabajo

* Laboratory Information Management

System (LIMS)

Filter Results

ShortDescription Y Description Y CreationDate ¢ T StatusDescription T Start Date T @

RO20181203-0-002

RO20181203-0-001

5 6 7 8 9 10 L] 20 v Items per page 1-20

Q@E « «*+ B B

* Cocoa Butter [Chemical-Physical]
Q ses
Parameter Low Limit Low Spec Value
Description: Cocon Butter [ oic acid

[Chemical-Physical]
Assign Date: 12/4/2018 almitic
Assigned By RDSuite, Event

Manager P

OYTEC

od): Acids X

File name: Standard Operating Procedure for GCpdf  File type: application/pdf

Standard

Puepose of th 508

Orveiog B sep by 12 gue 5 uning 4 ample hTBUgh the eutramest with penesal

- #*

What i NOT the erpose of

St b e st

Torget unit R DueDate Status

Out of fimits

ight © SIEMENS A

rights reserved.

DIGITALIZACION DE LAS OPERACIONES FARMA 4.0

& Version: T040.0.279 A Data languag 7 4 User:siemens & Database: siemens




OYTEC

Principales dreas de trabajo

5 Preactor Sequencer : Schedule
File Edit View |Sequence Tools Window Help

S.dd A e Forward Sequence »1 41| Forward By Priority A
Toverviow x |46 Backward Sequence » |2 Forward By Reverse Priority >
| Bi-Di 1 For All Locked Operations + jiew (09-01-2000 06:36 - 02-04-2000 10:46)
Directional Sequence For All Locked Operations i Forward by Due Date 1%02-2000 24-02-2000 05-03-2000 15-03-2000 25-03-2000
W Set Weight 8 Forward By Schedule File Order | 00,00 00,00 00,00 00,00 00,00
Supply 3 APS Rules A Forward By Weight

Resource 100|¢ Remove Operations from Schedule G @”ﬂﬂ W
| Lock History 8l Pad Pa -§ art X

Resource 100, 5 Lock Started Orders
# Ignore Locked Operations

Resource 20021 Disable Secondary Constraints

|
%] Schedule Despite Shortages Pant x|

Resource 2002

Part ¥

_Pan PatY

Resource 3001

Lgan Y

Resource 3002 W&@Eﬂwﬂ m mm
Pun X ParPart X PacPart Y @ Part X Pﬂi?an | Part X Pjr!)(
Resource 4001 1
OP033) .QPQS\ ORO;
-Ass Sub-AsuP
Sl £ 2
Resource 4002

Ry [emEE R m. 0281 GPOSO
Sub- Sub-A Sub-Aumely Su:) s Sub A Suk S S.Ah r\55 Sub- Assen bly. B3

(Resouice 4003 gorots G oP0s7. [BRis OP0S7a 0P021 l@_gu“
bly 8. b-Assembl Sub-Assembly 4 Sub-Ass Sub-Assent Sub~ ISub-: ASSEMD\ E" Sub-A:
Resource 4004 @ W
ut 3 ISub-Assen|
s 0 ‘ 03 . 0 v v v 0

Demand

Machadded Opssatcns

Ready Edit Operations

« Advanced Planning & Scheduling
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Principales dreas de trabajo

- SIEMENS
| @

T —

IT 0BR TaskList component I
6 Siemens oll rights reserved

- Integracion ERP y sistemas
Avutomatizacion
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OYTEC
Agenda

- ;Qué servicios ofrecemos a nuestros clientes?
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OYTEC
Servicios

« Consultorio

* Project Management
* Desarrollo de Proyectos

« Validacion (Equipo Propio)
* Formacion

* Mantenimiento y Soporte (24/7 Incluido)

29/10/2024 DIGITALIZACION DE LAS OPERACIONES FARMA 4.0 J




OYTEC
Agenda

 Enfoque “data-driven” para la foma de Decisiones
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OYTEC
Enfoque “data-driven” para la toma de Decisiones

» 2020 - Guia de fabricacion Electronica eBR
« 2021 - Roadmap Digitalizacion Operaciones Farmo

« 2022 - ;Qué beneficios debemos esperar de |o
digitalizacion de las operaciones Farma?

« 2023 - Aspectos Clave a la hora de abordar la
Digitalizacion de las Operaciones Farma 4.0

29/10/2024 DIGITALIZACION DE LAS OPERACIONES FARMA 4.0 J



OYTEC
Enfoque “data-driven” para la toma de Decisiones

DIGITAL MATURITY

Resources lngormation
Digitalization ystems A ,
Workforce 4.0 Holistic Value Network Maturity index: o
Available and Integration and Level 1: Computerization
Qualified g Traceability Level 2: Connecfivify
e Level 3: Visibility
ization - fg{s_l:z:(gi-@_l Level 4: Transparency
Processes ‘Communication : : ”
R e ;;‘””‘ Level 5: Predictability
CH Holistic Control Strategy ‘Decision Making -
: Level 6: Adaptability

DATA INTEGRITY BY DESIGN

ISPE: PHARMA 4.0 Operating Model.

©
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Complejidad en el Andlisis

e interpretacion de los DATOS

D

Industrie 3.0

Enfoque “data-driven” para la toma de Decisiones

Vilue

What is happening’

Why Is it happening? \|

How can an autonomous response be achieved? —

What will happen?

@

e

X
X
% 1

v Prediciive
Computerisation Connectivity Visibility Transparency capacity Adaptability
Complejidad en la Toma de Decisiones
>

OYTEC




OYTEC
Enfoque “data-driven” para la toma de Decisiones

DIFERENTESSISTEMAS

“PROPOSITO - CASO DE USO” DATOS REALES
TOMA DE DECISIONES

©
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Enfoque “data-driven” para toma de Decisiones

TOMA DE DECISIONES DATOS REALES

Expected and Required Data Quality

What is FAIR DATA? ALCOA: FDA's Data Integrity Focus

oooooooooooooooooooooooooooooooooooooooooooooooooooooo

3 * ; c«:ntemporanemls

. Data and supplementary materials have . . Metadata and data are understandable .

. sufficiently rich metadata and a unique b 3 to humans and machines. Data is . I.e

: : gible l Jrigna

and persistent identifier. : : deposited in a trusted repository.
FINDABLE e ACCESSIBLE
3 : Data
Metadata use a formal, accessible, * Data and collections have a clear : Attributa ble - .
* shared, and broadly applicable language * . usage licenses and provide accurate Inte\grlt"f
for knowledge representation. b information on provenance.
INTEROPERABLE : 9 REUSABLE

29/10/2024 DIGITALIZACION DE LAS OPERACIONES FARMA 4.0



Enfoque “data-driven” para la toma de Decisiones

“Fuentes Digitales”

TOMA DE DECISIONES DATOS REALES

ERP - SAP

Middleware

Planning & Data Analytics
Scheduling @ Production Intelligence  gpy

Reporting GXP
Cybersecurity

|_
z 5
Cs
=4
o g
L
a <
o<

>

Weigh & Electronic Batch Record
Dispense &% (eBR) i

- Process Automation & Equipments

Serialization

GXP Validated Infrasctructure

Automation

29/10/2024




DIFERENTE

Enfoque “data-driven” para la toma de

Decisiones
15 ﬁ I

Predictive OEE  Accelerated Batch
Release

) Deviation Reduction
105

.
——

-

-1 8

PROPOSITO - CASO DE USO
TOMA DE DECISIONES

=
‘a:\‘
DATOS REALES
n-

Unified Multi-Site
Operations

Root cause analysis

Automatic PQR

Real Time Process
Analytics

Predictive
Maintenance

Asset Health

CDMO-Sponsor

Transparency aizon 30




OYTEC
Enfoque “data-driven” para la toma de Decisiones

« Alinear la estrategia Corporativa — Enfoque data-
driven

« Alinear la organizacidon hacia este cambio
 Determinar los casos de uso de mayor potencial
« Definir una hoja de ruta para convergencia OT-IT

« Disenar una infraestructura digital — Mapa
Tecnologico

Requeriremos un equipo experto dedicado

O
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