




5.0 mm 7.5 mm

4.25 mm

20.0 D 1.6 mm

0 mN/ 2.94 10
-1
mN/

10.5 mm 14.5 mm

0 mN/ 2.94 10
-1
mN/
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2.1 ISO 11979-1:2012, Ophthalmic implants – Intraocular lenses – Part 1: Vocabulary ISO

11979-1

2.2 ISO 11979-2:2014, Ophthalmic implants – Intraocular lenses – Part 2: Optical properties and test

methods ISO 11979-2

2.3 ISO 11979-3:2012, Ophthalmic implants – Intraocular lenses – Part 3: Mechanical properties and test

methods ISO 11979-3

2.4 ISO 11979-4:2008, Ophthalmic implants – Intraocular lenses – Part 4: Labelling and information

2.5 ISO 11979-5:2006, Ophthalmic implants – Intraocular lenses – Part 5: Biocompatibility ISO

11979-5

2.6 ISO 11979-6:2014, Ophthalmic implants – Intraocular lenses – Part 6: Shelf-life and transport stability

testing ISO 11979-6

2.7 ISO 10993-7:2008, Biological evaluation of medical devices – Part 7: Ethylene oxide sterilization

residuals ISO 10993-7

2.8 ISO 10993-12:2012, Biological evaluation of medical devices – Part 12: Sample preparation and
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3

ISO 11979-1

3.1 IOL: Intraocular Lens

3.2

3.3

3.4

3.5

3.6

3.7

546.07 nm Hg, e 1.336 [m

] [D]

3.8

1 mm [

mm]

3.9 MTF: Modulation Transfer Function

[ mm]

3.10
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3.12

3.13

3.14

3.15

3.16

3.17
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5

5.1

10



5.2

5.2.1 0.10 mm

5.2.2 0.20 mm

0.30 mm

5.2.3 0.15 mm

5.2.4 0.25 mm

0.35 mm

5.2.5 0.35 mm

0.45 mm

5.2.6 + 0.05 - 0.00 mm

5.3

5.3.1

546.07 nm Hg, e
1 2

DL

1

1SO 11979-2

1

DL

0.0 DL 15.0 0.3

15.0 DL 25.0 0.4

25.0 DL 30.0 0.5

30.0 DL 1.0

[D]

1

2

5.3.2

MTF

60

MTF MTF 100 mm 0.43

MTF 70

MTF 0.28

1SO 11979-2

5.3.3

(300 nm 1,100 nm)

1SO 11979-2



5.4

1SO 11979-3

5.4.1

5.4.2

5.4.3

2 10

ISO 11979-2 MTF

5.4.4

2 5 ISO 11979-2

MTF

5.4.5

5.4.6

5.4.7

0.25 N

5.4.8

/ (mN/ )

5.5

26 5.1 5.2

5.2.2 5.2.5 5.3 5.3.1 5.3.2

6

6.1 6.3 ISO 11979-5

6.1

2

UV

6.2

ISO

10993-12 UV

6.3 Nd-YAG



Nd-YAG Nd-YAG
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7.1 7.4

7.1 7.3 7.5

7.1

7.2

7.2.1

7.2.2 TK 1

7.3

7.4

7.5

8

ISO 11979-6

8.1

8.1.1

ISO 11979-6

8.1.2

ISO 11979-6

8.2

9

10



ISO 10993-7

10.1

EO 1 1

0.5 g 1 1.25 g

EO EO 1 4 mg

10.2

ECH

ECH EO 4

ECH

ECH 1 9 mg

11

11.1

11.2

12

12.1

12.1.1

12.1.2

12.1.3 D

12.1.4 mm

12.1.5 mm

12.1.6 Sterile

12.2

12.2.1

12.2.2



12.2.3

12.2.4 D

12.2.5 mm

12.2.6 mm

12.2.7

12.2.8

12.2.9

12.2.10 Sterile

12.2.11 EXP date
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