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PharmaKorell GmbH Overview

As a German pharma consulting company, we have advised and supported start-ups and corporate pharma 
and biotech companies since 2007. 

With a team of 27 seasoned pharma consultants, Qualified Persons and support staff, 3 offices and hundreds 
of successful pharma partners in over 30 countries worldwide, we are ready to solve your challenges. 

30 
Countries

3 
Offices

27 
Experts

Founded 
2007
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Our Team

Our team consists of a 
multi-disciplinary, 
multi-lingual mix of 
chemists, pharmacists and 
biologists with long-term 
industry experience, 
including 15 permanently 
employed, registered 
Qualified Persons (QPs). 
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2007         PharmaKorell GmbH founded in Lörrach
2012         Office Basel Riehen (CH) established
2011 Certification of Quality Management System by TÜV Süd (ISO9001) 
2013 MIA and GMP certificate from the Government of the District of 

Tübingen
2020 Relocation to newly built commercial property in Lörrach
2022 Establishment of a new branch in Munich

MIA and GMP certificate by the Government of Upper Bavaria
2023 Appointment of Dr Frank Wienen as CO Managing Director
2025         Integration into the Normec Group

Company History
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Locations

Lörrach

Munich

6



7

Trusted Excellence in Pharma Quality and Compliance

Strict data 
protection policies

Multi-layer encryption and a 
secure terminal-server setup 
guarantee that sensitive data 

stays protected while we access 
critical resources safely from 

anywhere.

Required licenses and 
certifications

All relevant certifications such 
as EU GMP certification, ISO 

9001:2015, manufacturing and 
import licenses, and temporary 

staffing permit. 

Multidisciplinary 
team

Our multilingual team holds 
degrees in pharmacy, chemistry, 

and biology. With 15 
permanently employed QPs and 
a stable roster of deputies, we 

maintain low staff turnover, 
ensuring consistent project 

execution and timely delivery.

Strategic 
locations

PharmaKorell was established in 
2007 and has since strategically 

positioned itself in two of 
Europe's prominent 

pharmaceutical hubs, 
Basel/Lörrach and Munich.
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Our Services: Overview

• Quality Management Services
• EU QP Certification Supported by Internal Manufacturing and Import 

Authorisation
• Provision of Key Pharmaceutical Personnel, e.g. EU QPs
• Cross-Border Pharmaceutical Services
• Business Development Services
• Packaging, Labelling and Storage
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• Quality assurance audits 
and due diligence audits
• Support during GMP 
regulatory inspections
• Documents, such as risk 
analysis, gap analysis, 
qualification and validation 
documents, SOPs
• Trainings
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Quality Management Services



Risks and Challenges
● Lack of experience with GMP inspections and required etiquette.
● Missing documentation can lead to prolonged processes.
● GMP authority inspections are fundamental for the continuity of the business model. A failed authority 

inspection can result in the loss of manufacturing authorisation, leading to the cessation of all activities.

Success Factors
● We foster enduring partnerships with regulatory authorities to ensure inspection success.
● Our team is fluent in eight languages and seasoned in international operations.
● We provide comprehensive support spanning pre-inspection, inspection, and post-inspection phases for our 

clients.

Result
● Swift and stress-free authority inspections, so you can focus on your core business. 

Quality Management Services: From Risks to Readiness
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Evaluation of corrective 
actions based on 

pre-inspection

Pharmakorell 
pre-inspection

Customised training and 
document preparation

Preparation for 
regulatory inspection

Regulatory inspection

Post-inspection 
evaluation and 

continuous support

Initial consultation and 
agenda setting Report generation

Quality Management Services: Our Process
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• All dosage forms

• Vaccines

• Blood-derived products

• Synthetic active   
ingredients

• Biotech active ingredients

12

EU QP Certification Supported by Internal Manufacturing 
and Import Authorisation



EU QP Certification Services: Mitigating GMP Risks and 
Securing Batch Certification

Risks and Challenges
● Deviations, general GMP deficiencies or fraud at manufacturing sites can lead to batch rejection, batch recall or 

withdrawal of GMP certificate of a production site involved in manufacture of your product.
● Incomplete assignment of GMP duties in case of many involved parties
● Late coordination with EU QP in charge of EU batch release

Success Factors
● Before batch certification, our experienced Lead Auditors audit the GMP supply chain, worldwide. We are familiar with 

risks and mentality of all major pharma production countries.
● We verify that all GMP/GDP duties are completely covered by the QTAs, without duplication. We help editing if needed.
● Our EU QP in charge of your product is part of our project team, right from the beginning. This assures that the QP is 

always involved in decision making, handling of deviations etc. and that the QP requirements are considered in the 
processes. There is no risk that the QP is informed late or disagrees with decisions taken. 

Result
● Swift and stress-free batch certification
● Very low risk of delays, batch rejections or recalls
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Review of transport 
documentation

Review of quality 
agreements in place

Quarantine storage of 
batches in the EU

Visual inspection of 
samples

Batch release and 

certification

Storage of reference and 
retention samples and 

documents

Auditing of GMP 
supply chain

Review of product 

documentation

EU QP Certification Supported by Internal Manufacturing 
and Import Authorisation: Our Process 



• Qualified person staffing 
services
• Staffing services for 
responsible persons in 
wholesale
• Staffing services for 
technically responsible 
personnel
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Provision of Key Pharmaceutical Personnel



Provision of Key Pharmaceutical Personnel: 
Ensuring Continuity and Compliance

Risks & Challenges 
● Market or clinical trial release is only possible with respective certification

Success Factors 
● Our experts are well integrated, continuously trained, and supported by a specialised internal team.
● They charge only for the actual working time required and can be appointed on a temporary or transitional basis.
● Once a permanent position is filled, the external expert can smoothly hand over and step back.

Results 
● This flexible model ensures seamless coverage, cost efficiency, and continuity without long-term commitment.
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Provision of Key Pharmaceutical Personnel: Process 

Induction into the 
customer’s QMS & 
product portfolio

Qualification & suitability 
matching

Notification of the 
external QP to the 

authority

Familiarisation with 
personnel & operations

Operational QP activities

Handover, authority 
interaction & ongoing 

support

Needs assessment & role 
definition

Contract conclusion
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Cross-Border Pharmaceutical Services

• Import into the EU/EEA

• Import of IMPs from the EU 

to the UK

• Import of IMPs from the EU 

to Switzerland

• Certification for global export



Cross-Border Pharmaceutical Services: 
Reliable Import, Customs and QP Support

Risks & Challenges

● Importer not recognised as authorised by regulatory authorities
● Shipment held at customs
● Supply interruption or clinical study delays if import service provider fails

Success Factors 

● No need for a local entity or import licence
● Extensive experience and excellent reputation with regulatory authorities
● Own warehouse 
● Multiple QPs ensure broad product expertise and business continuity

Results 

● Efficient and compliant handling saving cost, time and resources
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Physical import, customs 
clearance and 

certification by the QP

GMP supply chain 
auditing

If required, printing of 
package leaflets/labels

Storage of reference and 
retention samples and 

documentation

Distribution of product
Manufacturer designation 
of PharmaKorell in the EU 

approval dossier

Review of product and 

batch documentation

Cross-Border Pharmaceutical Services: Our Process 



• Establishment of branches 
within the EU
• Obtaining regulatory approval 
for manufacturing, import, or 
wholesale
• Development of new 
pharmaceutical products
• Extending or shortening the 
value chain
• Establishment of new 
partnerships
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Business Development Services: 
Tailored Support for Your Commercial Goals

Risks & Challenges 
● Limited experience or lack of local insight can lead to costly mistakes and project delays.
● Without the necessary licences, distribution within the EU is not possible.
● Unprofessional support may cause significant delays or even result in the refusal of approvals.

Success Factors 
● Extensive experience with all types of pharmaceutical projects, products, and service providers.
● In-depth market overview, including insight into the strengths and weaknesses of suppliers gained through projects 

and audits.
● Comprehensive understanding of the entire supply chain and potential challenges, as we certify medicinal products 

and thoroughly assess each step.
● Strong expertise and capacity to audit potential partners, ensuring well-informed and professional decision-making.

Results
● We establish connections quickly, identify and evaluate suitable options, and actively support implementation 
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Application for the 
necessary regulatory 

authorisation or licence

Identification of 
prerequisites and legal 

requirements

Identification of suitable 
locations and/or key 

personnel

Continued operations 
with either client or 

PharmaKorell personnel

Clarify objectives

If needed, sourcing and 
qualification of business 

partners

Business Development Services: Our Process
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Packaging, Labelling and Storage

• Primary packaging and sample 
drawing in a cleanroom 
environment
• Primary packaging of small 
batches for clinical trials
• Secondary packaging, 
including special requirements, 
e.g. double blind, sealed, 
labelling in cool room 
• GMP/GDP-compliant storage 
at 4 storage temperatures



Packaging, Labelling and Storage
Protecting Your Product at Every Stage

Risks & Challenges
● Without full GMP/GDP alignment and QP oversight across all steps, product quality and regulatory conformity may be 

compromised.
● Fragmented processes or poor coordination between production, packaging, storage, and transport can cause 

avoidable delays and additional cost.

Success Factors
● All pharma logistics activities, including primary and secondary packaging, storage, and transport, are managed under 

one roof
● Strong focus on quality and compliance, with all operations closely coordinated with the QP
● We are small enough to process, store and transport small batches

Result
● Efficient, compliant, and delay-free delivery of clinical and commercial pharmaceutical products.
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Packaging & Sampling in a Cleanroom Environment: Process

Secondary packaging 
and labelling

Provision or 
procurement of 

materials

Primary packaging 
and/or sampling

Certification and 
documentation

Order definition and 

alignment
Cleanroom preparation
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GMP & GDP-Compliant Storage: Our Process

Ongoing qualified 
storage

Preparation of 
storage areas

Notifications to 
the client

Receipt of storage 

specifications

Goods receipt and 
verification
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GMP & GDP-Compliant Transport: Our Process

Confirmation and 
documentation

Selection of qualified 
transport providers

Execution of the 
shipment

Definition of shipment 

requirements

Preparation of goods 
for dispatch
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Assembly of Small Batches for Clinical Trials: Our Process

Certification and release

Procurement and 
preparation of materials

Inspection and 
documentation

Storage and dispatch

Establishing clinical 

packaging requirements

Manual assembly and 
packaging



Floor Plan: Storage Room

TK = GMP freezer (-15 to -30 °C)

UTK = GMP ultra-deep freezer (-70 to -90 °C)

The storage rooms are located on the ground floor: a room 

temperature storage room (15-25 °C), a cold storage room (2-8 

°C), a room with a controlled environment that contains a 

safety workbench, and an associated gowning room. 

The room temperature storage room is equipped with a pallet 

rack with six Europallets. The ultra-deep freezers and freezers 

are located in the room temperature storage room. Additional 

boxes can be stored on the racks above the ultra-deep freezers.

In the cold storage room pallets can be stored on the floor. An 

L-shaped rack is available for storage above the pallets.

Room 0.1.04 contains a class II safety workbench (Claire pure 

B-3-160) equipped with a germicidal UV-C lamp.
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Floor plan: Ground Floor Lörrach 
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Room Number Function Size

0.1.01 Controlled Room Temperature Storage 26.4 m²

0.1.02 Cold Storage Room 14.3 m²

0.1.03 Gowning Room 5.7 m²

0.1.04 Room with Safety Workbench 6.3 m²

0.1.05 Archive 11.8 m²

0.2.05 Storage Room for Retention Samples 20.3 m²

0.2.06 Secondary Packaging Room 20.7 m²

0.2.07 Back up Secondary Packaging Room, 

also used for meetings (currently 

unavailable)

18.6 m2

0.2.09 Anteroom of Secondary Packaging 

Room

6.7 m²

In total 130.8 m2

Retention Sample Room



Overview of Quality Manual and Quality System

• Quality Management Handbuch 
(„Qualitätsmanagementhandbuch“)

• SOPs with
• Guidelines according to ISO

• Work Instructions

• Forms 

• Lists 
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Inspection History

• RP Tübingen

• 2013 – 2016 – 2018 – 2021 – 2024

• ROB Munich

• 2022

• TÜV Süd (ISO 9001)

• 2011 – 2025 (annually)

• Approximately 6 customer audits per year
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Regulatory Licenses

Manufacturing & 
Import licenses (MIA) 

incl. wholesale
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EU GMP 
certification

ISO 
9001:2015

Temporary 
staffing permit 
(ANÜ Germany)



We Are Here To Support You

Dr. Ulrich Korell 
+49 176 64193905
ulrich.korell@pharmakorell.com

For more information please visit: www.pharmakorell.com

Dr. Frank Wienen 
+49 172 6640321
frank.wienen@pharmakorell.com

Scan 
Vcard

Scan Vcard
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What Our Clients Say

Our experience with working with 
PharmaKorell has always been very 
positive and productive. Their team are 
very responsive and hands on, ensuring 
all our projects are given a high level of 
support throughout their entirety. Would 
recommend and value them contributing 
to our business.

Jocelyn Burr | Project Manager | SGS 
Quay Pharmaceuticals Ltd

As a virtual development company, 

collaboration with PharmaKorell is of the 

utmost value to our Phase III development 

program. Experience, competence, and daily 

collaboration on QP releases for clinical trials, 

pharmaceutical and contractual supply chain 

aspects, as well as quality and GMP issues in 

late-stage development of aseptic products are 

selected essential elements of an excellent 

service partnership.

Dr. Roland Seidl | Quality Management 

Breath Therapeutics a Zambon Company
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