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Gestion de I'exposition professionnelle aux
poussieres de medicaments : La pratique de
Sanofi / Management of occupational exposure
fo dust of drugs : Sanofi practices

Frederique Parrof, Responsable Groupe Hygiene
du Travail & Ana Vargas Rodriguez, Responsable
Laboratoire Groupe Hygiéne du Travail - Sanofi
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Sanofi company

® Worldwide company 5 Global Business Units
® Pharmaceutical industry

Sanofi Genzyme
General nxy

Diabetes Medicines Rare Diseases

® From Research to Supply - g | vitole Scorsis

Cardiovascular Emerging
Markets Oncology

e 100 countries
e 110000 employees
e 100 production sites

® Active Pharmaceutical Ingredients (API)
e Animal health
e Human health
e Vaccines
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APl forms & context

Activity Number of APl  quantitites Hazards for Risk for heath by
moleculars health inhalation
Research & high Very low unknown Low to intermediate
Development to low
Chemistry & Low — high Very high known high
Bio-technology number of
intermediates
Pharmaceutical medium medium known Medium to high
form
Supply high Very low known Very low
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Sanofi strategy

® OEL (occupational exposure limit)

OEB Range of OEL (mcg/m3)
° EXxpert committee OEB 1 1000 — 5000
Simplified Hazard Sheet
_ggﬂlxmgmmu [Worid) Fiavision Date: 26 08 2016 OEB 2 -1 00 - -1 000
GAS number 91361879 OEB 3 10 - 100
e OEB 4 1-10
: 'ﬂHa“rdB d QEB 5 G1; ed] OEBS < 1

® Trained occupational hygiene technician
* International W501 training

5% OH learning.com

advancing occupational hygiene worldwide

® Available equipment

SANOFI! g
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ARAMON C&BD (Chemistry & Biotechnology Development)
centralized platform gathering all HSE expertise

Built by the will of the HSE management
to support sites

The highly skilled scientists devoted to
HSE topics

& A 8 hup: .google fr/maps/pl e/ @46.36882 460021, 5z/data="4n 7 L e12t0x6bbde* 4 8r 143.0049245/4d 7| =
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The HSE fields: from current to future policies

[ Secure the present

Process Safety a * A network of analytic labs within Sanofi Aramon

Characterize hazards of

» Computer Modeling & accident impacts
processes and powders

Hyg | ene » Development of methods
Avoid exposition % * Global coordination of campaigns

of our workers * Proactive technological survey

* Innovative methodologies, effluent ranking

Environment
Commit with the =3  Expertizes: mapping, polishing
"zero” impact target « Troubleshooting supports...

E_,f
u Anticipate our future
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Team Laboratory from Analytic Sanofl Aramon

® Department of Analytical Research and Development
® Occupational Hygiene Laboratory (LAHI)

25 analystes 5 specialists in organic trace analysis
3 for Occupational Hygiene
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Laboratory
Equipments

Gravimetric - sensibility >100 pg/m3
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Laboratory
Equipments

UPLC-UV - sensibility <100 pg/m?3
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Laboratory
Equipments

UPLC-MS/MS - sensibility 1ug/m?3
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Laboratory
Equipments

LC-SPE-MS/MS - sensibility <1pg/m?3
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Laboratory
Equipments

LC—MS HR - Orbitrap for identification compounds
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Example of analysis in UPLC-UV

Specifics analysis to multiples compounds in 5 min, for multi-products
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Analytical capabillities

® 250 specific methods available
e Corticosteroids - Small molecules - Alkaloids
e Campaign : method development, cassettes, to 50 samplers
e Computerized system for relationship with sites/customers
e Contact: ana.vargas-rodriguez@sanofi.com
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Quality control : validation of methods

Internal validation of methods
e Exactness

Precision

Range

Interferences

of taking
Stability of samples
e Critical step

Capacity of the environment

® External validation
e [ntercalibration (Round Robin)
e |ISO 17025 accreditation

General requirements for the
competence of testing and calibration
laboratories

e Analyses
* Development of method

L& Comidé Francas o Ascredibaton (Cofrac) altesbs qus
e Fresch Commifes dr Arcrecdedon (Colech camifer st
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Conclusion

Need of strong expertize
on Active Pharmaceutical Ingredient
Supported by a Company’s decision

with appropriate resources
Exposure limits
Requirements

Training

Equipment

Laboratory

External Qualifications

® Applicable to API in air, water, solid and to process safety parameters
® to support effort to protect the employe’s and community’s health
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