DETERMINATION OF PHYSICAL COMPATIBILITY
OF CONTACT LENS CARE PRODUCTSWITH
CONTACT LENSES
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REFERENCE STANDARDS
- 1SO 11981:2017

Ophthalmic optics - Contact lenses and contact lens care products

- 1SO 18369-1:2017

Ophthalmic Optics - Contact Lenses - Part 1: Vocabulary,
classification system and recommendations for labeling
specifications.

- 1SO 18369-2:2017

Ophthalmic Optics - Contact lenses - Part 2: Tolerances

- 1SO 18369-3:2017
Ophthalmic Optics - Contact Lenses - Part 3: Measurement Methods
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EXAMPLES OF
OPHTHALMIC
SOLUTIONS

= Ocular drops

= Contact lens
care products
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CLASSIFICATION OF LENS MATERIALS

ISO 18369-1:2017

C
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Hydrogel Non Hydrogel

Group | and 4 Silicone H)’dl’Oge| Group 1,2 and 3
Group 5A, 5B and 5C

The ophthalmic solutions are tested with different types of contact lenses made of
materials defined in accordance with the classification of the ISO 16369-1 standard.
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EQUILIBRATION OF LENSES

ISO 11981:2017

Equilibration of contact lenses in
isotonic standard saline solution for
the stabilization of the parameters

to be measured during analysis




TEST METHOD Physical analysis of lenses performed

before and after contact with the
ISO 18369-3:2017 ophthalmic solution:

<~ Visual Inspection

<~ Transmittance UV-VIS

~ Dimensional analysis
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 VISUAL INSPECTION

ISO 18369-3:2017

Detection of surface imperfections,
opacity or undefined edges
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TRANSMITTANCE UV-VIS

ISO 18369-3:2017

UV-VIS transmittance of lenses is
measured in the spectra region
between 380 nm to 780 nm
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A TRANSMITTANCE UV-VIS

1ISO 18369-3:2017

Transmittance values are detected by
spectrophotometer in the spectrum
of Ultraviolet and Visible light and
analyzed by a software
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DIMENSIONAL ANALYSIS

ISO 18369-3:2017

Dimensional analysis is performed by
projector comparator method

Variations in lens diameter are measured
before and after contact with the tested
solution
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INTERACTIONWITH
OPHTALMIC SOLUTION

ISO 11981:2017

Contact lenses are immersed in the test

solution and incubated for a defined period at
specific controlled temperature.

Simultaneously, control lenses of the same

type are maintained in the original liquid for
the same period under the same conditions
of temperature.
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INCUBATION
ISO 11981:2017

The lenses are kept in contact with |
the test solution for a defined period §W
and temperature with the aim of
representing the simulated use of \
the test product e o
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PHYSICAL
- COMPATIBILITY
DETERMINATION

ISO 18369-2:2017

After incubation, analysis are
repeated to evaluate
changes in the physical
properties of the contact
lenses after interaction with
ophthalmic solution with
reference to baseline values.
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FOR MORE INFO
CONTACT US!

() Coronati Consulting Srl
Via L. Gavioli 3 - Mirandola (MO) 41037 ITALY

& s.coronati@coronaticonsulting.it

& (+39) 0535.611533 - Fax (+39) 0535.410441
www.coronaticonsulting.it

Join us on LinkedIn! m



https://www.coronaticonsulting.it/
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