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2.1

2.2

2.3

2.4
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2.8
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AT RIRME intraocular lens; IOL
FATERER A BB

FEBE AIRIKM posterior chamber (intraocular) lens
BAHAMR G B 9N TR,

BIE AT &K anterior chamber (intraocular) lens
A AR R BN TR

FREBRAIAEKME phakic intraocular lens
HFA AR5 8 6 RN T Rk,

EM R AR  in situ

BRARA  in situ

1E 35 Cx2 CAMR B AR,

S 1. ZEWK 546.07 nm B BHKH SR 1.336.
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BEANTEIKE monofocal intraocular lens
HE-/NGEEEN AT SR,

ZE AT R multifocal intraocular lens; MIOL
B WA 26 BN TR,

ZHERATRIREE multi-piece intraocular lens
PR 43 B B R 0 3 R A R A A T AR A

Bl — A AR R LR T OB A R AE = A A T AR A

BHaERXATITEIRE onepiece intraocular lens
B FE RN —E A T aR A,
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B Z % delivery system
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2.20

ATIBREENRS

injector system

FFAE T A R A R 5 e BR e DG TR Pl T 9 8 TR R AR T B L O 8 A 4 v A AN IR %
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WX RS preloaded delivery system
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3.1
St dioptric power
R PR T, K 546.07 nm 37 6 89 37 & £ B A9 158
. FROLAEE WA KM EE (mT) R AR E R, IS DRIR.
3.2
iEHEERE  paraxial focal length
J& E P mME IR E AN ER.
3.3
EHER  reduced focal length
FE IR I LU B B 3 5 %
3.4
HMiStEE  base power
ILEE  distance power;far power
e 4k (TG F5 40D W) R DGR
3.5
L4 E  near power
I AL AR B R
3.6
MifnSegE B addition power
REWMEFHT ATMREIEEREMTEEZE,
3.7
REXEEFTSF L meridian of highest dioptric power
BERBRIECEERE/NOGCEERNTFIFL, 538 EXHTFFLRIER.
3.8
BENXEEFSF L meridian of lowest dioptric power
AER/MNEREESRRACEENFIL, 5 3.7 € LW TFFLRIER,
3.9
LY FkESE  spherical equivalent
BREGEE FFEMEMOGEE FFL LRCEENTFHE.
3.10
#$E cylindrical power
BEEEEFFEARMOLEE FFEL EMtEEZE,
3.1
#MEEEE  null lens
HATHREANmEEEREENEE.
3.12
LA far point
R A T F AW A Y A O B B
3.13
JE & near point
NIRRET AW IR SRR S
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3.14

MHEERE distance power configuration

JO BR300 A e A X - T 2R AR A R P T R T T R R B B
3.15

IEXEEEEE near power configuration

T B 30 A e A X - T 2R AR 4 BR P T R T T AR R B
3.16

PHIEE accommodative amplitude

N HR AT /R 5700 45 B ) 2 {Ei

3.17
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ZEE S haptic
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# loop
F AR 1 SR 4 A, BB B AR N .
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4.5
FEFERX  optic
B2 H M BR X K .
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HEE# overall diameter
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FELFL positioning hole
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St {m i optic decentration

RO R B LA 05 AT AR IE RS E4 07 ERRE PO Z .
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SEE  optic tilt

B AT ReR R EE 47 BRGNS R A B JPRE T BOGHNZ 18 8 S A .
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FESE sagitta
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WIS E vault height

P 3 TR | 55 42 0T T U R i et R AR S R A 0 S TR 5 3 T BT A T bR A T T 2 )
HIFEES

UL 1,

1 AT R e e A B AL B S U R AL B A K,

2. Q0 SR RR BRI AE A E SR IE , BE TR B IR IE, WA AL

6
BLH
I—RHER;
22—l
3 HROL¥K
4—F 1k
S—HETUm B
66— WERE.

Bl RERHNSE . RESE . ARLEX . EEMEML




YY/T 0290.1—2021
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HfIARIE  axis mark
BIROCEE TR NERRIC.

4.13
RIEHEEFFE&IERHRIC  indicator of meridian with lowest dioptric power
BAROGCEE F LMY HFRIC .

4.14
& vertex
Dt 5 B GERTAIZE A

4.15
NZHEFZE  optic shape factor
506 Y 5 Tl FAR OC B AR E (s BT
i IR R R DR

_ R +R,

B (1)

A
Ry — X5 AR 3 5 4R A By 2% 17 T ot iy 322 425
Ry —FX5 F AR 89 R4 UG 3R 1 T o it B2 42,
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JE48 /1 compression force

YANT R R A48 BRI 77 .

5 HSREMBRBXHRIE

5.1

MtinfE 3 additional wrapping

BRI AL S AR FR TG T BB B0 M I e .
5.2

EFIZEH custom-made device

R4 A B A 1E TS B B 57 Ml 2 7 DL AT 9 B P9 45 8 A O 25K, 38 8 O e R T A 7R AT AT
MRF B TH B 2R AR R — TR R IR R

FE W R BT MOl R IR R R AR P AR BN TA O 2 R 2R AR

5.3

R ZE{F %M device intended for clinical investigation

FAr BA E R BEAR 0 BT MOl 35 3677 1 R o A B BT 4 FH 1 AT AT 28 48
5.4

#)3&E® manufacturer
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TR BANHFTSEE = i#17 .
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JEE 3 primary packaging
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5.6

B #54R%  self-adhesive label

T A A AR N T BT e RS
5.7

SMNEZE  storage container

FETCAE B B R R AR P VR R

6 SEYHBFERXHRIE

6.1
MR PEMMKIE  material degradation test
WA A Rk B i 7T BEME B SE 5
6.2
Nd:YAG BB ERKIE Nd:YAG laser exposure test
W R IR Nd: YAG BO6R SR 7= 4 Y 3R 22 53 0
6.3
JEAR# NiX3 non-ocular implantation test
FFHF— W68 WA A S 43, 37 4 A A/ 5 R B 4 7E JF R 41 R0 R 8 1 v A BB RE R
R,
6.4
AR# N ocular implantation test
KR AR LA TF AR 7 B A A 1S R 3h i A BR AT, A PO R KT A B BOK R PP B R IR A R =)
BRI T
6.5
HEEHH  test material
FF A T A B S T A TR, 550H AR R A2 5 o A0 1 3 A >4 T T d R A i il
B AR A TR AR AR R AR, BT 0t B AR G AR H M 2D LI, B An7E 18D~ 22D 1M % MYEH .
6.6
B EMIRIE test of photostability
W28 6 BR AR 4R i 7T R B i

7 ERERHMERREMBEXHNARIE

7.1
B HMEIRIE  accelerated shelf-life study
T AR A SR A < U VB PR T A O SR R AR R, AT AT LA B S R S A T
W SR EL EH .
7.2
B G EiE %  device history record
FER AR T REICF AR GRS, S T8 1B T 5 1 5 AU 2 A1 25 50 ] A AH SRR
7.3
% HH expiration date
WHREMMWAEIEH ERAPZE, AT RRERERH.
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7.4

AILBEWRMERK SR#A X finished intraocular lens lot
R4 — AN P T R At R/ — i TR B AR K R AR, B — U IR S

SIERVER IR /& (iU DN RN

7.5

7.6

7.7

7.8

BIETEM  package integrity
AR TR A 3275 L 1) fig

BERHE shelf-life
AT R ERE S RA AR R,

BEM stability

FERAA B = AR RE A PR R A RE R A E R R AR S

KEnE sterilization load
K A — AN KRR 7 B 7=
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2.11

2.12

2.13

2.14

2.15

2.16

2.17

2.18 3.1.29
2.19 3.1.22
2.20 3.1.31
2.21 3.1.66
81 3.1.21
3.2 3.1.60
3.3 3.1.68
3.4 3.1.9

3.4 3.1.26
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® AT (ED
BT RS X B 4 1SO 11979-1.2018 & 454 =

3.5 3.1.46
3.6 3.1.5
3.7 3.1.39
3.8 3.1.40
3.9 3.1.72
3.10 3.1.18
3.11 3.1.49
3.12 3.1.25
3.13 3.1.45
3.14 3.1.23
3.15 3.1.47
3.16 3.1.3
3.17 3.1.17
3.18 3.1.54
4.1 3.1.11
4.2 3.1.12
4.3 3.1.28
4.4 3.1.35
4.5 3.1.53
4.6 3.1.58
4.7 3.1.64
4.8 3.1.55
4.9 3.1.57
4.10 3.1.69
4.11 3.1.81
4.12 3.1.8
4.13 3.1.30
4.14 3.1.82
4.15 3.1.56
4.16 3.1.14
5.1 3.1.4
5.2 3.1.16
5.3 3.1.20
5.4 3.1.37
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custom-made device
cut-off wavelength

cylindrical power «:---«-e--e.
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delivery system ------
dioptric power

distance power configuration

expiration date

far point

far power

finished intraocular lens Jot cccccececececesteitticeenieeetoesencsstaccsesscncssncannns

haptic aEE SRR SRS e
hybrid open-loop closed-loop IOL

indicator of meridian with lowest diOPLriC POWEr «+++sssrsesrrsseerrstmttitinttiiiiiit ettt e
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injector system «+eeeeeereeneeaneaniinn.
intraocular lens

intraocular lens mode]l ---«:----
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manufacturer ------

material degradation test

meridian of highest dioptric power
meridian of lowest dioptric power
monofocalintraocular lens ---
multifocal intraocular lens

multi-piece intraocular lens

nd: YAG laser exposure test -«
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near power configuration
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optic shape factor
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packaging integrity
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pre-loaded delivery system
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reduced focal length
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self adhesive label
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spherical equivalent
stability
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test material
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toric intraocular lens

vault height

vertex
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