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ESTABLISHMENT

1937

1938

1958 1992 2006 2011 2017

1975 1997 2010 2016

Establishment of 
Laboratorios ORTO

in Sevilla (Spain)

Establishment of 
Laboratorios NORMON

in Madrid (Spain)

Merger of both companies 
under the name

Laboratorios NORMON,
Headquarters based in Madrid

Start of the 
international 

expansion

Launch of the
Dental Division and 

marketing of ULTRACAIN

Launch of the first 
Generic Drug in the 

Spanish market

Her Majesty Queen Sofía 
of Spain inaugurates the 

new facilities in Tres 
Cantos, Madrid

Launch of the
new OTC Division

Normon expands its 
facilities to 86,000 m2.

Approval by US FDA

NORMON 
celebrates 80 years

2018
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FACILITIES AT THE FOREFRONT OF EUROPE3



MORE THAN 40 YEARS OF INTERNATIONAL EXPERIENCE

I N T E R N A T I O N A L

 BUSINESS AGREEMENTS WITH 
COMPANIES IN MORE THAN
90 COUNTRIES IN 5 CONTINENTS

 INTERNATIONALISATION OF 
NORMON BOTH AS A HOLDER 
AND AS A MANUFACTURER FOR 
THIRD PARTIES AND LICENCES 
FOR OTHER COMPANIES
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Confidentiality
Neutrality
Faithfulness and accuracy
Quality (awareness of one’s own 
professional boundaries)
Lifelong learning
Credibility

Code of Ethics

Tight deadlines
Public tenders
Customer audits
Inspections of health authorities
Deviations

Deadline achievement

We are a link in the chain of 
production and registration of 
medicines and health products

Team play

Terminological precision
Data accuracy 
Translation problem solutions

Scientific and 
linguistic accuracy

Multitasking
 Forecasting ability
 Human and technological 
resources management
Workflow optimisation
Project phase monitoring
Liaising with external suppliers

Planning

Management 
capacity Stress 

tolerance

Accountability
and

commitment

Attention to 
detail

Professional
attitude

SKILLS AND ABILITIES OF HEALTH CARE TRANSLATORS5



Working languages

English
Spanish
French
Arabic
German
Portuguese
Italian
Russian
Hungarian
Thai
Czech
Danish
Chinese

Text genres

Package Leaflets
Summary of Product Characteristics
Labelling
Analytical methods
Clinical trials
Bioequivalence studies
Patient Leaflet Readability Tests
Stability Reports
Validation Studies
Calibration Tests
Equipment Qualifications and Cleaning Procedures
Manufacturing Process Deviations
Marketing Authorisations
Manufacturing Guides
Brochures and Advertising campaigns
Legal agreements and certificates

Departments supported

Regulatory Affairs
FDA
Quality Assurance
Quality Control
Medical Devices
Drug Safety
Marketing
Microbiology
Analytical Technical Services
Manufacturing Plant Technical Services
Product Technical Operations
Dental Division
International Sales 
Legal Affairs

KEYS OF THE TRANSLATION DIVISION6



Translation request

Any Department  requests a 
translation assignment.

The Translation Supervisor 
assesses the language 
combination, text genre, 
project volume, project tasks, 
deadline desired and 
availability of in-house 
human resources.

The requesting 
Departments are asked for 
any reference 
documentation.

Project delivery

The Translation Supervisor receives the
return package within enough time for a
QA before delivery.

Target texts are exported and a 2nd QA
is performed on the target
documentation as is.

Target documents are delivered to 
each Department concerned within time.

Feedback on terminology, phraseology, 
customer individual preferences, etc. is 
collected and processed through 
glossaries, Translation Memory changes, 
DBs, etc. for further projects.

Project implementation

If the project can be implemented in-house, the 
Translation Supervisor assigns translation and reviewing 
tasks to be carried out in-house with SDL Trados Studio 
2019 and SDL MultiTerm. If documents are scanned (i.e. 
non-editable), Administrative Officers take part to 
transcribe and get documentation ready.

If the project needs to be outsourced, the Translation
Supervisor requests a quotation to a LSP.

All files are sent and received on a SDL Trados Studio 
project/return package workflow regardless of whether 
they are assigned to in-house members or to outsourced 
LSPs.

Conceptual doubts are gather and rendered to each 
Department concerned.

In-house and Outsourced Workflow7



Patient Information Leaflets

Accuracy and suitability are validated thanks to readability tests conducted on a mixed
population sample concerning age, gender and academic background (Directive 2004/27/EC and
Guideline on the Readability of the Labelling and Package Leaflet of Medicinal Products for Human Use).
E.g. Readability test of Anidulafungin Normon 100 mg powder for concentrate for solution for infusion.

Compliance with QRD templates provided in all EEA languages on the EMEA Website for the
labelling and package leaflet of medicinal products according to Directive 2001/83/EC.

Terminology consistency and standardisation to render accuracy and neutrality throughout
texts. Use of MedDRA dictionary (Medical Dictionary for Regulatory Activities, developed by the
International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH))
and of the Standard Terms Database, (drawn up in response to a request from the European
Commission and built in compliance with ISO 11239:2012, ISO/TS 20440:2016 and ISO 11239).

Bilingual Patient Information Leaflets, e.g. EN-TH; EN-AR and FR-AR.

Patient-related challenges regarding translation8

https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2004_27/dir_2004_27_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-2/c/2009_01_12_readability_guideline_final_en.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/product-information/product-information-templates
https://www.meddra.org/
https://www.edqm.eu/en/standard-terms-database


Braille information on product name, dosage and
pharmaceutical form (Art. 56a Directive 2004/27/EC).

Intersemiotic translation: pictures reflecting pharmaceutical form,
warning on excipients and packaging information.

(Art. 62 Directive 2001/83/EC)

Bilingual drug product packages, e.g. FR-AR, EN-ZH and EN-AR.

Colour consistency depending on the Therapeutic Area
of the medicinal product for easy recognition.

Drug product packages

Patient-related challenges regarding translation9

https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2004_27/dir_2004_27_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2001_83_consol_2012/dir_2001_83_cons_2012_en.pdf


10 Key figures of the Translation Division

0

50

100

150

200

250

2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019

Million Units manufactured

0.00

20,000.00

40,000.00

60,000.00

80,000.00

100,000.00

120,000.00

2009 2010 2011 2012 2013 2014 2015 2016 2017 2018

Total EUR of Outsourced Translation



Vocation development

Extremely enriching profession

Much of our professional success depends 
on the enthusiasm with which one works Translation is like…

a generic drug product!

Both are based on a reference product

Both are client-oriented in the target culture

Both meet the same quality standards as their
respective reference products

The ultimate goal of both is globalisation
either of knowledge & information or of healthcare access 

and medical therapy

Concluding thoughts11



Leticia Arcos Álvarez
Translation Supervisor

Regulatory Affairs Department
larcos@normon.com

Laboratorios NORMON, S.A.
Ronda de Valdecarrizo, 6

28760 Tres Cantos, Madrid. Spain

www.normon.es

Cualidades y habilidadesThank you very much for your attention!

mailto:larcos@normon.com
http://www.normon.es/


Bonus content: Readability Test of Anidulafungin NORMON 40mg 
powder for solution for injection/infusion



Bonus content: EN-TH Patient Information Leaflet of Esomeprazole NORMON 
40mg powder for solution for injection/infusion



Bonus content: EN-AR Patient Information Leaflet of Cefotaxime NORMON 
250mg powder and solvent for injectable solution IV



Bonus content: FR-AR Patient Information Leaflet of OMEPRAZOLE NORMON® 

40mg lyophilisat pour perfusion intraveineuse



Bonus content: FR-AR Drug product package of Exemestane NORMON 
25mg comprimés pelliculés



Bonus content: EN-ZH Drug product package of Cisatracurium NORMON 
2mg/ml solution for injection and for infusion



Bonus content: EN-AR Drug product package of Exemestane NORMON 
25mg film-coated tablets
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