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& 71 ~ DGCCRF fH#R N -Different focus for each MSA

— |l!erent !ocus

for each MISA

DGCCRF ANSM
* Surveillance at *Surveillance at manufacturers
manufacturers sites (PIF and  sites (PIF and GMP)
GMP) *No action at retailers
* Surveillance at retailers *Full GMP inspections (3 to 4
(web included) days)

* Focus on fair consumer
information (claims,
labelling)

* Targeted GMP inspections
(up to 1 day)
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— National law

* EC regulation is directly applicable in all MS

* Offences and sanctions are decided at national level
(Public Health Code)

* Without prejudice to cosmetic regulation, MS can
regulate the establishment of economic operators in
cosmetics

~ In France, manufacturing and packaging operators have to
declare themselves to ANSM
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_ Laboratory checks

2015 2016 2017
683 products tested — 693 products tested -

_ 602 prod_ucts tested of - 36,7% of products: - 49% of products checked
which 47 for children checked not compliant nat compliant
- 38% of products checked not - 14.8% not compliant - 12% not compliant and
compliant and dangerous dangerous
- 11% not compliant and - 29% of the samples - 29% of the samples

dangerous revealed at least one revealed at least one
- 50 products did not indicate anomaly detected by anomaly detected by

required claims for allergens the analysis the analysis

which were mentioned in the

L The results confirm the
composition

trends of last years i.e.

- lack of information on
y the presence of

A 2 odoriferous allergens ;

‘ i | - use of wrong claims such
‘-&2,
A as "allergen-
<Ay | free","paraben-free";
e - use of banned
nracarna +ivae
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- Conclusion

= Many distributors and service providers import
products without knowing their obligations as
Responsible Persons

= Small operators do not have a good understanding of
the cosmetics regulation

Composition anomalies: skin whitening products,
hair straightening products, banned preservatives

Many untruthful or wrong claims
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GMP Inspections
Methodology: inspection procedure

¢ Verification of the control by the establishment of the standard NF EN ISO
22716 and of the action plans implemented by the establishment to ensure
its conformity with the principles of GMP described by the 1ISO 22716
standard.

¢ Inspection taking into account the production circuit: from the reception to
the dispatch including the sampling, the storage, the weighing, the
manufacture, the packing, the control laboratory, etc ...

¢ Verification at each stage: the essential points to guarantee the quality of}.Z
product, in terms of personnel, premises, equipment and associated
documentation. N

Agence nationale de sécurité du médicament et des produits de santé | 10
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EFFECTS
FOCUS ON VIGILANCE
UNDESIRABLE EFFECTS
+ Cosmetics regulation
# Frenchlaw n® 2014-201 :;:French law n° 2014-
Art. L.5131-511 du CSP 201
Responsible LI e
person
and
Distributors
Professional
user (end Health
user) an:’m professionals
Consumers
(end user)
+ Frenchlaw

¢ Frenchlaw n® 2014-201 n° 2014-201
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/

Different steps / levels to perform such assessment

afety assessment of a cosmetic product

'H-H-H-W-H-

Safety assesment of  Calculation of Interactions Contamination Tolerance
/ raw materia)ls MOS with pack Degradation

-+ (individualy

Ve P
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SAFETY ASSESSOR (4)

Interdisciplinary knowledge necessary

- Chemistry : relationships between structural and physicochemical
properties and potential activities, dermal absorption, potential interactions,
substances found in packaging types...

- Toxicology : moving from in vivo to in vitro testing, which test for which
toxicological criteria, which traces found in which type of substances...

- Dermatology : cosmetovigilance, interaction with skin...

- Cosmetology : knowledge of ingredients and products history, special
needs for small and medium sized enterprises, specific products ...

- Regulations (not only cosmetics) : annexes of the cosmetic regulation,
CMR, Reach...
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