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Guidance for Pre-clinical Testing of Soft Contact Lenses
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AL B ?& B2 Fd AmfIIn a4 & 84 & 538 (Regulation number)z # &%) (Identification)

a2 238 1 M5925 3¢ & A5 4k(Soft (hydrophilic) contact lens)
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~ A &4t 2 3 (Product description and specification)
1 &5 # 5 i 48 (Monomer) ~ % #i4 (Crosslinking agent) ~ A 44| (Initiator) ~ 45 2 g d 2 H ¥ 4
#|(Color additive) ~ % *F kex Jo&|(UV absorber) & = 42 2 2 & (& 6]) » ¥ RHP 1% 2 %4 WMEE G
iRES S e;—g;m (FDA) #4782 & % o

2. WAz g Wik (Ao 32 cast-mold - Jsk A;% lathe-cut ~ *g4& = 7];%# spin-cast) ~ ¥ &
(Polymerlzatlon)i xﬂ RY (Anneallng)ﬁ ) e (&rEEF” BR) & EARRP R FTE > F I (Tinting)
AR ~ SHRI 2 KW -

3. & S«%ﬁa ol %)}fz(Power) -~ A 7% (Base curve) ~ ® i (Diameter) ~ ¢ = & & (Center thickness)
% (02 transmissibility, Dk/t) -

4. Fi-gF44 0 gpd [k 7 i 5 (Color/Light transmittance) ~ 475+ 5 (Refractive index) ~ % -k & (Water content)
% & 7 (Oxygen permeability) -

5. 4 HF 1 &% H#(Modulus) ~ #24 % & (Tensile strength) ~ # < # £ 5 (Elongation at break) ~ & /&
(Toughness) -



S F 22 a5 T M (Safety and performance data)

i PR ~ 7 RF (2 e 7R % 4 = pES
o (1) & & 4325 (Acute systemic toxicity) ISO 14534:2011%
LA G403 IR 1(9) 4 p gz (Ocular study with rabbit eyes) FDA Guidance(1994)®
(BIOCOmpatlblllty test) (3)5‘” oY ']i(CytOtOXiCity) ANSI Z 8020_2016(3)
@it T3 3 25wt amflectiz S @ * Apaad ok |ISO 19993-1:2009/C0r 1
ST I TR I 2010%
,,,,, 1SO 11986:2010%)
i. 1% 73 A% oo 8 2 i 5% (Preservative uptake and release) 1SO 10993-3:2014©
ii.% 2 El4& ~ f* 3#5 (Guinea pig maximization test) 1SO 10993-5:20097

. & F 2. 3 3 % 1528 5% (3 week ocular irritation test in rabbits)  {1SO 10993-11:2017®

(B)4cit * K5 % W FDA $,82 ¥4 & » i (77 5] i 2 iv3IE 5% © |USP 39(2016) ©

i. 3% 1385 (Carcinogenicity)

ii. % 2 Bl4& < it 25 (Guinea pig maximization test)

iii. & F 2. 3 3P 1 e ok (3 week ocular irritation test in rabbits)

iv..n?& & |+ (Cytotoxicity) ¢ 28 = & 4F jF /L% 1 jjc3# 5% (28-day
repeated instillation ocular irritation test)

2% FFE T A&k 5 & B 0 it 7 F /Eoc (Sterilization validation) & i [ISO 14534:2011%

(Sterilization SAL (Sterility assurance level)-- *+ 10 FDA Guidance(1994)®
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ISO 17665-1:2006%
1SO 11135:2014%Y
ISO 11137-1:2006
/Amd 1:2013%?

ISO 11137-2:2013"
ISO 11137-3:2017"

(1)} (Appearance) ISO 18369-2:2017%”

) é’f”\ L = (Base curve radius) ISO 18369-3:20171°)

(3) 1478 Bk Ak & (Back vertex power) ANSI Z ?0-20'2016(3)(2)

3.% &L f¢(Finished  |(4) [F14a A % & (Cylinder power) Eﬁfg fzuiggqi%(gg?g)
lens parameters) (5) Fl4Ldk(Cylinder axis) )
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(6) 4 % 2 iZ(Total diameter) 7Ly RAGRAE

(7) ¢ «~ E & (Center thickness) (2009)®

(8) 4 #E&LK T B (7 FE 40 By £ A (Prismatic power)

(1) # % & (02 permeability, Dk) FDA Guidang:e(lQS()lgf))(Z’

LB g (2) ¥ k7% (Lumlpoustransmlttance) - ‘ :28 %gggg%ggg s

gpp (O WESZESRELY SEMAL ) BEEET LTSS IS0 18369-4:2017 @
(Physii:ochemi cal (Ultraviolet rad.latlc.)n transmittance) & % ANSI Z 80.20-2016®
properties of contact  |(4) 47 ¥t (Refractive index) CNS 12446:1988%"
lens materials) (5) kM ik 7 7 -k £ (Water content)z# % pPABRAFHEaY Y

(6) ¥ % B~# 7 (Extractables) 7 b Ly PETER S

(7) 4% %+ F ¢ HlF » it (7 ¥ ¢ #7321 4 (Color additive (2009)

extraction):# %
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48 % 1 (Compatible with care system):& =%

IR AR S| iz & 52 (R Hp T e -] @
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