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Biological evaluation of medical device
ISO 10993-3 : |- Tests for genotoxicity, carcinogenicity
2014 " |and reproductive toxicity =4

5.2.2 a)Gene mutations in bacteria
(Bacterial reverse mutation assay)
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7.03 Test for Rubber Closure for =73
g Bk A 177§ A |Aqueous Infusions (5) acute systemic
(JP XVII) toxicity (6) hemolysis test
4.04 Pyrogen Test =7
EEAE I CRIAE o
A 173 (KP X1y [15. 1 4 22 A 3] "
Biological evaluation of medical device
- Tests for genotoxicity, carcinogenicity
and reproductive toxicity
ISO 10993-3 : 2014 =4

5.2.3 Step 5) Micronucleus test in
rodents (Mammalian erythrocyte
micronucleus test)
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Biological evaluation of  medical
devices- Part 4: Selection of tests for
interactions with  blood, Annex c
ISO 10993-4 : 2004 _ _ ] 0.01 %
Evaluation of haemolytic properties of
medical devices and their components,
6. haemolysis testing
Standard Practice for Assessment of
ASTM F756-13 , _ _ 0.01 %
Hemolytic Properties of Materials
Biological evaluation of  medical
ISO 10993-6 : 2007 |devices- Part 6: Tests for local effects =4
after implantation
Biological evaluation of  medical
ISO 10993-10 : 2010|devices- Part 10: Tests for irritation <4
and skin sensitization
Biological evaluation of  medical
ISO 10993-11 : 2006|devices- Part 11: Tests for systemic =4
toxicity
Ophthalmic optics - Contact lenses
and contact lens care products -
ISO 9394 : 2012 L . - =4
Determination of biocompatibility by
ocular study with rabbit eyes
<151>Pyrogen test
USP 39 : 2013 .y g o =4
<88>Biological reactivitiy test, in vivo
Skin Sensitization Local Lymph Node
OECD 442B : 2010 1.6
Assay:BrdU-ELISA
Standard Practice for Evaluation of
Delayed Contact Hypersensitivity Usin
ASTM F2148-07 Y yP Y J 4

the Murine Local Lymph Node Assay
(LLNA)
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Biological evaluation of medical device

- Tests for genotoxicity, carcinogenicity
and reproductive toxicity

ISO 10993-3 : 2014 , _ A7
5.2.2 b) Cytogenic evaluation test of

chromosomal damage with mammalian

cells(Chromosome aberration test)
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