EMERRELETER (R). FHTER B+
BAEFBEEE - £EHERERRFETRR
BASBEER - EEGERERBEBEEER

V7 havEs Ny XROY T har g s k Ly ZRNEER0EE $ H4 DRI
m_ﬁéﬁﬁmﬁﬁ(Q&A)_owf

BEATRRY 7 bavd s Py X QUFIVZ hav s s FLYR] ENVD,)
&0/7bn/¢&bV/zm%ﬂﬂ(quﬁﬁMJ&mo)@% &R TE AR

IR LLE L RIBRMENOBHE VIOV TUL, Y7 hard s b XRTY
-7b:Vﬁ&bvyfﬁ%§ﬁ®§%ﬁ%ﬂ% FIZEE LRI T R & R OBEE W
oW (FTN3E3 A 30 BFHTERAIET 0330 6 5, FABER 0330 F
A BFEESBMEAER  EEHARERLEETERER, ERBREETERRELE
M, LUF NMEAEH] E0WH,) ITEVRLTNE LI ATT, 4% BliEn: By,
BEGEE (Q&A) ¥RV ELHE LEDT, HHRBMHENELET,

SVt BEAORERTEELIC wr&ﬁ#@%n%xa JE 505 AR R >
3 ‘
¥, AHEBEE DR B I, P/7F:/5&bV/1&U/7b:/&ﬁ%
Vo XFEEROREBE %@ﬁ&wuowrjCH&H&QHlBHHHEEéE
%yéﬁ%ﬁmﬁﬁgé@%ﬁﬁﬁﬁﬁﬁms)i%&bi#

Ni1%



Q1

EEERL. (1) 0 EAAE RORRsECEELC. BEERY 7 &

avE Y MYy RRUA— Ray s b Ly RiEonTh, Bk L
SRAENBHATE R LEX TRV,

Al

CHEERY 7 havd s Ly RizonTid, B4EmL. (1) 055,

F. ARSI 2k, Flo, N—Fas# 7 L rXIZonTik, ¥8
BRI EEEAOMNENERERORSOREEASRZER TS L,

Q2

BEBEML. (1) oxo FEEFE] T20VT, f%ﬁﬁa031%5mm
MEFEEEOR] THROLND LEELTIND,

A2

 BBEEROMBEHORPHECLIVERENZ Z L 2FERE TS, 2L &

BEEMEEEENREY TRV EBRRENEHEI LERBOAXITE
%ﬁﬁwﬂf®ﬂ%%ﬁ5:khﬁé

Q3:

EZBEML. (2) 1) IZOWT, THFETEYZ7 harvd s brrXekic
FEHTHHEAO I L 1B L UTORHZRATHI L1 H D,
EREH 2T THERDH DN

A3

EATAHBAISFHREOCOBCEEND & T&RT D %;GDTZD Y., TEERA~

OERBEE ORBITEE RV, 2B, BR LU HEEFLS O MERICTT 5HE

'%ﬁﬂomfﬁ$%ﬁ@§&ﬂﬁwfﬁﬁbrﬁ<:&o

Q4

WAEBHL. (2) 1) QIZoWT, HEHT 30 B YIELAET B4
BELARTERL2WERS D,

A4

 RBRICAVA2HERIOERGFECENERT D &, 1A JAV‘J@&@%‘?F&

(178, 28E%) 2RETHY 7 rar ¥ 7 FLyAOBREIBNT,
REUHER, BR, ~—2H—7, BABITN., REEEREOHE(LFNME
BT ARBIC OV, EFEREARB L2230 V0 HE GRS, FH,
TN EFE) CHEILETHICHATE SRS, BVIRLAE 30 BEZHH
EWRHRBBICAbYES EEABESS) ORIVELALAEETLIILEY
M Th D, L, EFEREZRE LT 0 RO OFEOEEIC SV T,
MIATHRIEAEE G ERESRABBONEDES (EREREIMRER
<o) THERRENEY, £, 1A EBL5THEM (3 AR, 1FMA%)
EW|ETRZV 7 hary s L XOBREIRBO T, BE L R BRI O
DR LRI W TELBEBNICH DAL ERT 2 LERHHH, £hi
HCRAR+TSTHY ., Bk, FRR27T4E9 A 25 BAIEABSRE 0925 5 4 5E




EFBEXREERSEE (EFRES -  FAERSHNLEEETERY) @5 M=
vEI MU AEERBICETAIEELEE (Q&A) 20T BlEE (0
2) PQALICESE, VY7 harvd s ML A0REMSLESMEICRAER
WL EERTUEND D, 2B, BERREERT AL, YT harvy s
MR OBEAESERENEENEERTE L,

Q5

EABEE 2. (2) ZOoWT, FRRSRCEOLEREARY 7 bav sy

M AREEREE—ORBICBTABRGERHIED X 5 BN L2250,

Ab

BRSO ROEOSENRERRRE LR—TC, BFORS UIoEENER

5ih B2 oW TRV RERFEERER TRIZZOARICG CER O 288

- TEBH, ZOHRETIE, REORM2ERTE 5 BRZ REMICHRALEE

CRERATIZ L. AR L LEE ﬂ%ﬁnﬂ%fﬂé)é }: 2T ERE UM

RoZLEIETIEREZED D L,

BLAEERE: B & F— ik ORBH IOV T MRS RE R TRITER
. ERERSOME, FHMRUORSEORERSICET S HRETHAI ()
FFREERE LS FORFL1AF25RBT B8O, FRIE L
T, REEDAOERORME2EWT DI LR TEDI L T80, BEITE
CEEEDEROENERDD XD S,

Q6

ELBE2. (2) 1) BRU2) ionT, [Fa—71, FAa—F IV EUY

)m—/ﬂ4ﬁm€WV/x#6%n%n1ﬁ +3E®V/z%%ﬁ1&%
AN, BIREBHEZTTHLEIH D),

A6

cfFOV T havF s N AEREEOBSEMLO L E TRRTIHLOT

HY ., I ER~OBIREBEHOERIIEFEIR Y, 2B, BRLIZY 7 b=v#
7RV RPHADY T harEy L RITHT AEEMHICONTH B
OFEICBWTHER LTI,

Q7

EABEAMZ. (2) 1) OFIE20T, HEAZP; nﬂ‘fl’zlf“51 (R S MiE

i, BAEE, BEEROAYRFNLEERR LI, EOX ) RFHRICESEE
WTeZ LBPELETHED, |

AT

BRI e - TH, [ERREn ISR S T LB AP

ﬁéﬁﬁﬁ@%ﬁ%%zﬁ_owfmﬁmuowrjMﬂm¢1EGEHH
HAEREAEIE 0106 5 1 EEAFHEERK - éﬁﬁé%@%&%ﬁﬁﬁﬁﬁﬁﬁ
ﬂ)%%%?é L.

Q38

:ﬁ%ﬁﬂz.m)1)®wﬁﬁé\y7%:y&&%vyx¢®%§ﬁﬁﬁ

OEEMEICRTARBICBITS, BYELUAEOREBIT ¥ OBRED,




A8

 EREVEHAERRBRIGET 2 E TORBERETH Z &,

Q9

cEABm2. (2) 1) @k NERSSCREL RS &5 2E8MEME,. HEAR

ﬁ7%~ﬂtﬁ¢6ﬁ%wﬁ?6%&1&%6ﬁ\ﬂ¢W&ﬁ%ﬁ&Rm£%
& 7p B EAEIAT '

A9

A R OEE ok B3 ERIT, 15014729 : 2001 “Ophthalmic optics - Contact

lens care products — Microbiological requirements and test methods for
products and regimens for hygienic management of contact lenses” Xii
U.S Food and Drug Administration 23;8 LT\ 5 “Guidance for Industry :
Premarket notification (510(k)) guidance document for contact lens care

products. ” I[ZHEHLL CTEETHZ &,

Q10 :

B2, (2) 3) lTonT, THEICL s e MoRiT A EHARARER]
LHHB, WBRBECHERTAEENL. IA—T71, FA—TNERTV Y o—
VoA RaFAY T harE s Ry A LCBRRoTh IV,

Al0:

Z=ExRy, EEL, BAREEOFILEBINTE I L,




