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Ophthalmic optics — Contact lenses and contact lens care products — Cytotoxicity
testing of contact lenses in combination with lens care solution to evaluate
lens/solution interactions

(ISO 18189:2016, IDT)
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optics—Contact lenses—Part 1: Vocabulary, classification system and recommendations for labelling
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P o G5 4 BV PR S 5T T A e A i e o A 5 [ i R P 2L 2R 5 A A P A S
IS o FE A 5T X 47 B 7 it 917 68 7 B A A VB8 7 PRI A DA B B 6 A 20 i I i R A 58 (R T AT REAS:
FHRABE AR ENE o AE B TR B 25 RS R BT 57 B i A R R A B ORL 2 18] (TE EAR LA A, DA
T DI A 2 42 i 5 R A B 07 B 7 i POV R A R

5 EMRESIEMRIPIERNEEEMARSIEAR

5.1 @

CAUR 7 S8 1 YRR A Bt B b B P ) e B T 1 20 B 18V - R R AT R
F o B MR e B 47 IR AR ELAE
1



GB/TXXXXX—XXXX

B H AL e B4, P B A e i B 5 i B AR 22 Th R I BRIV A A TR P ™ A 4 25 1 1)
AIRETE.

N T VR T R A 4 BRIV T R A 4 B AR MR A B RV LR AR LA P AR
PERT AT RENE

5.2 RIGPE
521 HEKILE

WA e fib % B T3 2 10mL i B i B I C B AH A A b, R0 M F24h+2h, [FFE,
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5.2.4.3.1 ¥ L-929 i LARFARZ) 6 X 10° A4 1) 2 FE e 2 H 4% 60mm LR IR, BT 6mL
5 5%FBS [ MEM R 36, £ 37°C£1°C. 5% +1%CO Ph5E R R 954 24h, DAEAH RTIRELIL &
FUZYHM . Wi MEM BRFRAE A THIAR R, BOGSRAE TAER .
5.2.4.3.2 FFUGRIGHT, ERMEBET (100 %) IEEFEMAILIL A (Z180%) MIEE. & NHAM
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[1TISO 10993-1 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process

[2] ISO 10993-5 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity

[3] ISO/IEC 17025 General requirements for the competence of testing and calibration laboratories

[4] OECD 1997 OECD Principles of Good Laboratory Practice, No.1
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