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A AR L PR EH i F(Scope) :

A v A p et (Daily wear)2 $icst PR R4 0 B P ok (Hydrogel > H 7ok £ 42i810%)
kg e (bl4esilicone elastomer) ® = > B AEFR RN G OEH o BEEI A S %A g;gg;
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I~ AR B ggf B2 L F o2 L84 &5 (regulation number) 2 # g5 (Identification)
o4 538 D M.5925 ik ;N *& 35 % 4% (Soft (hydrophilic) contact lens)
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~ A 4zt 2 4. (Product description and specification)

5 P 5 4 (Monomer) ~ < Z3](Crosslinking agent) ~ A= 45| (Initiator) ~ & 7 2 g é 2 # ¥ ¢

| (Color additive) ~ # ¢} sk )z &|(UV absorber) % & 4 2 £ 8 (& 6)) ¥ RWP &% 2 ¥ HEFE L

3 Eéi]é%fiw 8 &8 A (FDA) T a2 ¢ % o

2. @A g e g (g HCX 32 cast-mold ~ & 4] & 4] lathe-cut ~ YEdg & 472 spin-cast) ~ B &
(Polymerlzatlon)i 1? 24 (Anneallng)F ) NENES (&rﬁﬁF"* ER) R EARER R A2~ F 4 (Tinting)
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3. &L AL 1 Ry Sk B (Power) ~ 233 (Base curve) ~ E % (Diameter) ~ ¥« E & (Center thickness) ~ i% &
£ (02 transmissibility, Dk/t) -

4. F i i pEd [k 7 1% 5 (Color/Light transmittance) ~ 47 &4 3 (Refractive index )~ % -k £ (Water content)
i% 3 ¥ (Oxygen permeability) -

5. 4 ¢ & 5 ficd#ic(modulus) ~ 474 % & (tensile strength) ~ & + ¥ & 3 (elongation at break) - & &
(toughness) -
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14385 7 42 (Safety and performance data)

7 EEERNE RS YEY STEEFIET % ¥ = *
(1) & 14 325 (Acute systemic toxicity) ISO 14534(2002)%)

1.2 440 F sk
(Biocompatibility test)

(2) % p% {1 #cz# B (Ocular study with rabbit eyes)
(3) zm*z & 4 (Cytotoxicity)
@it F 727 AEFriaird FPROaZ EWS % APaak
I »I;Cﬁfl };’%4‘; B 7 ;!J Fﬁﬁg :
i %75 A s fo 8 sk (Preservative uptake and release)
ii. % & 84& ~ 1* 3#5% (Guinea pig maximization test)
iii. & 3 2_ 3 3 % ¢ ;g2 5% (3 week ocular irritation test in rabbits)
(B)irit * 52 R FDA ¥ /a2 ¥d H > BEFT 03 ivEES
i. 3% g 138 % (Carcinogenicity)
ii. % 2 B4& ~ it 25 (Guinea pig maximization test)
iii. & F 2. 3 3% {1 25 (3 week ocular irritation test in rabbits)
iv.im#2 & |4 (Cytotoxicity) &% 28 = & 4F jF /L% {1 5 3 5% (28-day
repeated instillation ocular irritation test)
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FDA Guidance(1994)®"
ANSI Z 80.20(2004)®
1SO 10993-1(2003)®
1SO 11986(1999) *?
1SO 10993-3(2003)
1SO 10993-5(1999)
1SO 10993-11(2006)
USP 29(2006)

2. & (Sterility)

A& 5 £ F 0 ki 7R R T (Sterilization validation) 7z %
SAL (Sterility assurance level)- - »+ 10

1SO 14534(2002)®
FDA Guidance(1994)®
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AN R Z L CX S 10
1SO 17665-1(2006)

1SO 11135-1(2007)

1SO 11137-1(2006)

1SO 11137-2(2006)

1SO 11137-3(2006)

3.5 5345 (Finished
lens parameters)

1)
()
3)
(4)
(5)
(6)
()

} gL(Appearance)

# 5% L jz (Base curve radius)

fs 7% 2k Ay £ & (Back vertex power)
[f14x A % A (Cylinder power)

IF1 4 #h(Cylinder axis)

& % 3 % (Total diameter)

# . & B (Center thickness)

ISO 18369-2(2006)®
ISO 18369-3(2006)®
ANSI Z 80.20(2004)"
FDA Guidance(1994)®
CNS 12446 T2035
(1998)®
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4. By
FUR
(Physicochemical
properties of contact
lens materials)

(8) 47 FEAELK BT A £ A (Prismatic power)

1) %52 (02 transm|SS|b|I|ty, Dk/t) FDA Guidance(1994)®
DEGEEE R (Lummous transmittance) ISO 18369'2(2006)(:)
() 4rA &z HErEdgk b kg a0 B F R PR T FEF ISO 18369-4(2006)( )

(Ultraviolet radlatlon transmittance) :& &%
375+ & (Refractive index)

kB4 BB 7 7 -k £ (Water content) :& 5
¥ 3 B4 §7 (Extractables)
B /J 4“‘?33?'Jﬂ i
extraction) ;5%

ed B R L R LR AR R AR EFR ks
Ap 7; 14 (Compatible with care system):& 2%
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&7 % 4 A% 11 4 (Color additive

(8)

ANSI Z 80.20(2004)"
CNS 12446 T2035
(1998)®
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5.2 % 8 (Shelf life)
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