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Your home for turnkey
Integrated turnkey solutions from a single source  
with filling line, isolator and freeze-dryer
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OPTIMA pharma –  
Your home for turnkey

We are your strategic turnkey partner for pharmaceutical systems, 
offering technology and expertise from development throughout the 
entire product life cycle. Optima’s filling lines, isolators, and freeze-dryers 
are perfectly integrated as a turnkey solution from a single source. The 
essential part is filling and closing your products, as well as containment 
and freeze-drying systems. 

We support you with a unique mix of industry and application knowledge, 
technology expertise, as well as process and service quality. We offer 
integrated complete systems, customized solutions, and sophisticated 
standard machines for primary packaging to meet your needs.
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Turnkey solutions

Filling line, isolator, and freeze-dryer  
from a single source

Smart. Integrated. Reliable. As “Your home for turnkey,” Optima Pharma emphasizes its 
unique market position: At Optima you will find a reliable partner, who will advise you 
holistically and support your individual requirements for a complete turnkey system  
with filling solution for vials, syringes, and cartridges, with isolator and freeze-dryer 
from a single source. Your partner and home for turnkey. 

As a long-standing expert, we recognized the immense benefits of turnkey solutions  
for our customers early on and are continually working to perfect them further. Over 
decades we have gained valuable experience and developed innovative approaches  
that allow us to offer turnkey solutions from a single source.

Unique for our customers:

	⚪ Turnkey approach for the complete filling 
system with isolator and freeze-dryers

	⚪ We consistently align our processes to 
the needs of our customers

	⚪ We ensure our customers’ competence, 
safety, and reliability 

	⚪ Optima Pharma is an expert, partner, and 
“Your home for turnkey”

Sterile filling Isolator Freeze-dryer
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Process overview for managing your turnkey projects

The CSPE process at a glance

Filling systems for pharmaceuticals and biotech are becoming increasingly complex. Optima’s holistic Comprehensive Scientific Process 
Engineering (CSPE) process reduces your time-to-market. It accelerates the entire process, from project start to production.

We developed the CSPE process to jumpstart your production - quickly and safely. CSPE stands for “Comprehensive Scientific Process  
Engineering.” It accelerates the implementation of your turnkey system using digital engineering, simulation, VPHP cycle development, as 
well as qualification measures before delivery, and an integrated factory acceptance test (iFAT).

These measures increase efficiency, minimize risk, and accelerate the start of production. In particular, comprehensive turnkey systems 
can be launched more quickly because the process also includes complete qualification in-house at Optima and facilitates authority audits.

CSPE
Comprehensive Scientific 
Process Engineering

Faster production start with CSPE

A confident and rapid way to production
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CSPE process in detail

These building blocks reduce  
your time-to-market

8. �SCADA system  
integration 

9. Qualification strategy 10. �Coordinated move-in 
concepts, installation, 
and start-up

11. �One project manager 
for the entire line

12. �Lifecycle management 
through central service 
account management 
for the entire system

7. �Automation testing 
and complete software 
integration

1. Airflow simulations 2. �Simulations of  
VPHP distribution 

3. �System integration  
of the entire line in the 
CSPE center

4. �Interface and safety 
tests for the entire  
turnkey system 

5. �Leak tests for filling line 
and isolator

6. �VPHP cycle  
development 
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Airflow simulations  Simulations for VPHP cycle development
From conception to delivery and training: We systematically utilize the full potential  
of digital engineering, simulations, and virtual reality for you. For example, possible 
weak points can be identified and eliminated early using flow simulations (CFD) or  
finite element method calculations (FEM). 

To support our customers in dealing with the EU GMP Guide Annex 1, we conduct  
air flow visualizations. These include flow simulations and smoke studies, which we  
perform in advance for filling lines with an integrated isolator. 

When designing systems, we optimize the distribution of VPHP (Vapor 
Hydrogen Peroxide) in the isolator. Through simulation, we create the 
best initial conditions for cycle development. Simulations can be used 
to identify worst-case positions at an early stage and optimize them 
accordingly. 

CSPE process in detail

These building blocks reduce  
your time-to-market

Your benefits

	⚪ Targeted cycle development based  
on VPHP simulations

	⚪ Optimization of VPHP distribution  
in the isolator

	⚪ Identification of worst-case positions

Your benefits

	⚪ Flow simulation and optimization  
of the machine design before starting 
the machine design

	⚪ Flow-optimized and Annex 1  
compliant machine design 
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System integration of the entire line 
in the CSPE center

Interface and safety tests for the  
entire turnkey system

During system integration, we assemble all components of the entire line in 
our CSPE centers in Schwäbisch Hall, Germany to commission, test, and qualify 
them under production conditions that are as realistic as possible. 

The 12-meter-high assembly halls offer space to build large, even multi-story 
pharmaceutical systems. This includes assembly, commissioning, and qualifi
cation testing of filling and closing systems, isolators with complete supply  
and exhaust air treatment (HVAC), and freeze drying.

The supply of the entire line with media like process heat or cold, compressed air, 
and treated water is achieved through the carefully planned design of our CSPE 
centers.

Our quality standards include complete in-house testing of interfaces and the  
safety circuit in-house, which includes both the isolator and the loading/unloading  
system. Through extensive testing, we ensure the highest level of safety, reduce 
effort at the customer’s site, and minimize the risk on site.

CSPE process in detail

These building blocks reduce  
your time-to-market

Your benefits

	⚪ Complete testing of the safety circuit 
at Optima includes isolator with  
supply and exhaust air treatment  
and freeze-dryer

	⚪ Maximum safety, by checking all 
interfaces

	⚪ Significantly less effort and risk  
on site
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Leak tests for filling line with isolator VPHP cycle development
A complete leak test for the filling system with the isolator completely  
installed is performed during the iFAT. This early test reduces the 
effort and risk during the final installation and includes the mechanical 
assembly, as well as the process-related integration of the supply 
and exhaust air treatment. 

Safe aseptic processes in isolators require solid cycle development.  
Using the in-house VPHP simulation, we create the best initial conditions 
and determine suitable positions for the indicators. Cycle developments 
are already performed in Schwäbisch Hall and evaluated in our internal 
laboratory in the CSPE Center. 

In the final verification and validation on site, the simulation result can 
be used as evidence of a safe decontamination process. In many cases, 
on-site tests do not need to be repeated. This saves valuable time to 
production start.

CSPE process in detail

These building blocks reduce  
your time-to-market

Your benefits

	⚪ CSPE integrated VPHP simulations ensure 
quick project completion

	⚪ Decontamination cycle is fully developed  
and tested, only validation of cycles is  
necessary at the customer site

	⚪ Optimized and safe decontamination  
processes with minimized cycle times

	⚪ Early identification of locations with  
low VPHP concentrations and initiation  
of corrective actions

	⚪ BI verification in the Optima internal  
laboratory

Your benefits

	⚪ Performing leak tests during the iFAT for the 
filling system with isolator

	⚪ Reduction of effort and minimized risk on site
	⚪ Mechanical assembly and process integration  

of supply and exhaust air treatment.
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Automation testing and software integration
The complete automation and software integration of all individual  
machines, including the isolator, already in-house, leads to smoother  
and safer production. At the same time, effort, risk, and time on site  
are reduced. Therefore, challenge test procedures are completed  
directly in Schwäbisch Hall. For example:

CSPE process in detail

These building blocks reduce  
your time-to-market

Your benefits

	⚪ Complete automation and software 
integration of all machines

	⚪ Implementation of challenge test 
procedures in Schwäbisch Hall

	⚪ Significantly reduced effort, risk,  
and time on site

Your benefits

	⚪ Complete SCADA integration of all machines  
in the turnkey system

	⚪ A single batch report for the entire system  
via a centralized batch report

	⚪ Consistent operating philosophy and  
harmonized HMIs

	⚪ Central line batch and data management,  
as well as status monitoring and trending of  
all production-relevant data.

SCADA system integration
Our machines have full SCADA integration. A centralized batch report ensures 
that all data from the entire turnkey system is collected in one document. The 
consistent operating philosophy and the harmonized human machine interfaces 
(HMIs) ensure uniform and easy operation of the entire line. Central line, batch, 
and data management ensures comprehensive status monitoring and trending 
of all production-relevant data. 
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Qualification strategy
We perform the Installation Qualification (IQ) and Operational Qualification (OQ) before delivery of  
the system. We also implement part of the Performance Qualification (PQ) for all parts of the system 
including filling line, isolator, and freeze-dryer. 

Tests only need to be conducted once, as successful qualification tests that have already been  
carried out can be used on site and no longer need to be repeated. This means significant time and 
work savings for you. The qualification time at the customer‘s site is reduced by several months. The 
systems are already much closer to being “ready for production” when they leave the CSPE center.

CSPE process in detail

These building blocks reduce  
your time-to-market

Your benefits

	⚪ Use of the qualification tests successfully  
implemented in Schwäbisch Hall 

	⚪ Conduct on-site testing only for areas  
disassembled for transportation

	⚪ GMP-compliant documentation
	⚪ Harmonization of test matrix and qualification 

documentation
	⚪ Up to 100% IQ and OQ before delivery
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Coordinated move-in concepts, 
installation, and start-up
The development of move-in concepts is crucial for the 
successful implementation of our projects. Customs 
clearance, including transport and delivery, as well as the 
introduction, installation, and commissioning of the filling 
system, isolator and freeze-dryer are coordinated centrally 
by a project manager. As a customer, you benefit from 
faster installation due to the integrated FAT and pre-cycle 
development already performed at Optima, more efficient 
use of resources, and reduced downtime.

CSPE process in detail

These building blocks reduce  
your time-to-market

Your benefits

	⚪ Development of move-in concepts for 
coordination and precise implementation

	⚪ Centrally coordinated customs clearance, 
transport, and delivery 

	⚪ Centrally coordinated introduction,  
installation, and commissioning of the 
filling system, isolator, and freeze-dryer 
with the support of your Optima project 
manager 

	⚪ Faster installation with integrated FAT  
and pre-cycle development

	⚪ Efficient use of resources and reduced 
downtime
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One project manager for the entire system 
One product, one contact person. You have one central contact person  
for your project. The project manager is responsible for and coordinates  
the entire process for the system consisting of filling line, isolator, and 
freeze-dryer. This creates seamless coordination and communication  
channels, as well as improved planning.

CSPE process in detail

These building blocks reduce  
your time-to-market

Your benefits

	⚪ One single point of contact for the 
filling line, isolator and freeze-dryer

	⚪ Seamless coordination and  
communication channels

Your benefits

	⚪ A central contact person  
(Service Account Manager) – 
even after the warranty period 

	⚪ Local support and service  
close to the customer 

	⚪ Centralized and harmonized  
spare parts support

Lifecycle management through central service account 
management for the entire system
You also benefit from a central contact person when it comes to service. This 
is not only available during the warranty period, but also beyond. Local support 
offers direct and personal support, as well as quick resolution of your concerns. 
Our centralized and harmonized spare parts support means you have access  
to the components you need, at all times. 
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Completely tested turnkey system 

Comprehensive testing for the filling line, isolator, and 
freeze-dryer achieves accelerated start to on-site production

Our range of services includes qualification tests for the entire line, which are already being performed in 
Schwäbisch Hall. In addition to simulations and cycle development, the iFATs also include interface tests, 
checks of safety circuits and leaktests, smoke studies, tests of automation and software applications,  
as well as SCADA integration. As an Optima Pharma customer, you receive a fully tested turnkey system 
and benefit from a significantly safer and faster start to production.

Fully tested  
turnkey system

	� Interface and safety  
testing

	� Leak tests

	� VPHP cycle development

	� Automation and  
software testing

	� SCADA testing

	� Qualification tests
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Overview portfolio 

Turnkey for all systems

Our turnkey expertise covers all system types and sizes. Regardless of whether you 
choose a filling line for bulk vials, a filling line for nested objects, or a highly flexible 
100% IPC MultiUse system - we cover the entire portfolio and expand the systems with 
our isolators and freeze-dryers for your customized turnkey solution.

MultiUse filling line for vials, syringes, and cartridges 
with isolator and optionally with freeze drying

Filling line for nested objects (vials, syringes, 
cartridges) with isolator

Complete filling line for bulk vials 
with isolator and freeze-dryers
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Reduced time-to-market  
with CSPE

	⚪ Reduced time between order placement  
and starting production

	⚪ Faster qualification with iFAT
	⚪ Faster on-site requalification
	⚪ Accelerated commissioning at the  

customer site

Minimal risks with  
system integrated FAT

	⚪ Identify and minimize risks before design 
begins

	⚪ Real live test situations with integrated FAT  
for all machine components to resolve any 
deviations before delivery 

	⚪ Reducing installation risks

Maximum safety  
at the start of production

	⚪ Extensive testing of the individual machines 
and the entire line during the iFAT

	⚪ Technically and scientifically based qualifi
cation support including simulations from 
laminar air flow to implementation of smoke 
studies

	⚪ Support with FDA or other authority audits  
with verifiable simulation processes (e.g., use 
of simulation documentation)

Summary 

Advantages at a glance

We have developed the Comprehensive Scientific Process 
Engineering (CSPE) process to get you started with your 
production quickly and safely. It accelerates the implemen-
tation of your turnkey system through various measures  
that are based on a holistic, data-based model. The process 
includes, for example, the complete qualification at Optima. 

We support you with various measures to ensure maxi-
mum safety at production start. This includes extensive 
machine testing during the iFAT, technical-scientific  
qualification support like simulations for smoke studies 
and facilitated authority audits through verifiable simu
lation processes. 

To ensure smooth project implementation, we work  
with you to identify and minimize risks before design 
begins. Real-time test situations with iFAT for all  
machine components ensure early detection of  
deviations and reduce installation risks.
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OPTIMA pharma GmbH

Otto-Hahn-Str. 1  |  74523 Schwaebisch Hall  |  Germany  |  Tel.: +49 791 9495-0  |  Fax: +49 791 9495-2610   
pharma@optima-packaging.com  |  www.optima-packaging.com/pharma

Follow us at LinkedIn Visit our website 

https://de.linkedin.com/company/optima-packaging-group
https://www.optima-packaging.com/en/industries/pharma-and-biotech



