EC DECLARATION OF CONFORMITY
ACCORDING TO DIRECTIVE 93/42/EEC

This declaration is issued under the sole responsibility of Cutting Edge S.A.S. as manufacturer of the mentioned
products.

DEVICES CATEGORY Posterior-chamber intraocular lenses, pseudophakic
GMDN CODE 35658
PRODUCTS LuxSmart models : SMART, YSMART
CLASS lIb, Rule 8, according to Directive 93/42/EEC Annex IX
MANUFACTURER Cutting Edge S.A.S.

Immeuble Le Nobel

770 rue Alfred Nobel

34000 Montpellier

France

Above products are developed and manufactured in compliance with Council Directive 93/42/EEC of 14 June 1993
concerning Medical Devices as amended by Directive 2007/47/EC of the European Parliament and of the Council of
5 September 2007 and the applicable European harmonized standards.

NOTIFIED BODY TUV Rheinland LGA Products GmbH
Tillystralle 2

90431 Nurnberg

Germany

Notified Body number: 0197

QUALITY SYSTEM CERTIFICATE |EN ISO 13485:2016 “Design and development, manufacture and distribution
of acrylic intraocular lenses and distribution of intraocular lenses and
ophthalmic surgical devices.”

Number: SX 60146578 0001
Expires on: 2022-12-07
EC CERTIFICATE Number: HD 60148953 0001
Expires on: 2024-05-26

DECLARATION REVISION INDEX (A

We hereby declare the conformity of the above mentioned products with the Council Directive 93/42/EEC of 14 June
1993 concerning Medical Devices as amended by Directive 2007/47/EC of the European Parliament and of the
Council of 5 September 2007, Annex Il “Full quality assurance system”, excluding section 4.

This Declaration of Conformity expires on: 2022-12-07

2020 [ o5 [ o€

Sandrine BONACHE
Quality and Regulatory Affairs Manager - Cutting Edge S.A.S
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LuxSmart

MODEL “SMART” MODEL “YSMART”

REF DESCRIPTION GTIN REF DESCRIPTION GTIN
SMART+00.00D E%gfr"ﬁﬂo’f s 3665493026608 | YSMART-+00.00D | 5 e RT PRELOADED | 3445493097209
SMART+01.00D E%é'ﬁﬁfgﬁggg‘)’m 3665493026592 | YSMART+01.00D | i oo 1 P RELOADED | 3465493027193
SMART+02.00D tﬁég@"ﬁfg;gg?w 3665493026585 | YSMART-+02.00D | 5o CMART PRELOADED | 3654930716
SMART-+03.00D tﬁégﬁr"ﬁfg;ggbow 3665493026578 | YSMART-+03.00D | 5coh kT PRELOADED | 35493097479
SMART+04.00D Eﬁﬁ’.‘r"ﬁsg AEEE D 3665493026561 | YSMART-04.00D (%%SOAQART FRELOADED | ~¢emagzgarien
SMART+05.00D E%gﬁpﬁfg;ggg”m 3665493026554 | YSMART+05.00D | 5o HART PRELOADED | 344549307755
SMART+06,00D | CouotaR T PRELOAD 3665493026547 | YSMART+06.00D | o ART PRELOADED | 3665403057148
SMART+07.00D | oy XART PRELOAD 3665493026530 | YSMART+07.00D | 55 oo RELOAPED | 3665493027131
SMART +08.00D E%Zﬁr/\ﬁfg;?)g?w 3665493026523 | YSMART+08.00D | o con 1 RELOADED | 3665493027124
SMART-+09.00D | cp oM KT PRELOAD 3665493026516 | YSMART+09.00D | 5o oo+ OAPED | 3665493027117
SMART+10.00D t‘éﬁg%ﬂ;gg?w 3665493026509 | YSMART+10.00D %gﬁngRT PRELOADED. | 5e¢ruoa027100
SMART+10.50D E%gﬁ"ﬁﬂopggéo’m 3665493026493 | YSMART+10.50D | 5 e WRT PRELOADED | 3005493097004
SMART+11.00D t%g’}"ﬁl_mﬂp‘%g;ow 3665493026486 | YSMART+11.00D | -V oMART PRELOADED 1 305493057087
SMART+11.50D ELF?Y(EATAQEWESBOAD 3665493026479 | YSMART+11.50D %%SO’%ART PRELOADED | 3405493027070
SMART+12.00D | cor XX PRELOAD 3665493026462 | YSMART+12.00D %%SONSART PRELOADED | 3405493027063
SMART+12.50D | CoohiaRT PRELOAD 3665493026455 | YSMART+12.50D | 5o e MRT PRELOADED | 3665493077056
SMART+13.00D E%EAT"QH;EEBOAD 3663493026448 | YSMART+13.00D | -3 CMART PRELOADED | 365403077049
SMART+13.50D E%?TA:E:;F;(E)BOAD 3665493026431 | YSMART+13.50D 1“3J_><550%ART PRELOADED' | 3¢45493027032
SMART+14.00D | cpoMaRT PRELOAD 3663493026424 | YSMART+14.00D | 5o o MART PRELOADED | 3665493097075
SMART+14.50D | coXoXaR? PRELOAD 3665493026417 | YSMART+14.50D | 5o e MRT PRELOADED 1 3665403097018
SMART+15.00D | cp MR P FS(E)EOAD 3665493026400 | YSMART+15.00D %%%NSART FRELOADED | 3445493027001
SMART+15.50D | cpora FRELOAD 3665493026394 | YSMART+15.50D | - OMART PRELOADED | 365403076908
SMART+16.00D | coral 1o SEECAD 3663493026387 | YSMART+16.00D | 5o oo KT PRELOADED | 365493026081
SMART+16.50D (L:LéﬁgAT"ﬁLRT%P_F;gEOAD 3665493026370 | YSMART+16.50D '{gﬁ%”gART PRELOADED | 345493026974
SMART+17.00D | ¢ NART PRELOAD 3663493026363 | YSMART+17.00D | sV CHART PRELOADED | 3665403076967
SMART+17.50D | coXoMART PRELOAD 3663493026356 | YSMART+17.50D | 5P MRT PRELOADED | 3665493026950
SMART+18.00D E‘FfY(gAT"ﬁE:SP_ SSEOAD 3665493026349 | YSMART+18.00D %%SONSART FRELOADED | sesauanasods
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LuxSmart

MODEL “SMART” MODEL “YSMART”

REF DESCRIPTION GTIN REF DESCRIPTION GTIN
SMART+18.50D | £ SMART PRELOAD 3665493026332 | YSMART+18.50D | -/ MART PRELOADED | 35403074936
SMART+19.00D | cpora ¥ PRELOAD 3665493026325 | YSMART+19.00D | o MART PRELOADED | 36540305499
SMART+19.50D | c2oMaRT PRELOAD 3665493026318 | YSMART+19.50D | 5 e MRT PRELOADED | 300549309601
SMART+20.00D Ic':lFJa)Y(éATAﬁszoP.EgBOAD 3665493026301 | YSMART-20.00D | 50 XSMART PRELOADED | 345493076905
SMART+20.50D tﬁﬁg@"ﬁg;ig?w 3665493026295 | YSMART-20.50D | 5 oMART PRELOADED: | 36540307599
SMART+21.00D | cpoMaR? PRELOAD 3665493026288 | YSMART-+21.00D | 53 oo MRT PRELOADED | 35493076587
SMART+21.50D | csHART PRELOAD 3665493026271 | YSMART+21.50D | 5. CMART PRELOADED | 35403070575
SMART+22.00D | c3oraRD PRELOAD 3663493026264 | YSMART+22.00D | 5VSMART PRELOADED | 3405403076365
SMART+22.50D tﬁﬁé%ﬁ;;@g?m 3665493026257 | YSMART+22.50D | 50" MRT PRELOADED | 34549307651
SMART+23.00D | o *MART PRELOAD 3665493026240 | YSMART-+23.00D | 52V MART PRELOADED | 365403076544
SMART+23.50D E‘é@‘pﬁfz;@ggo’m 3665493026233 | YSMART+23.50D ;g?(sso"gART PRELOADED | s¢endnsnpesay
SMART+24.00D | coXoXaRT PRELOAD 3665493026226 | YSMART+24.00D | b oo MRT PRELOADED | 3665403026820
SMART+24.50D | coXoMART PRELOAD 3665493026219 | YSMART+24.50D | b OMART PRELOADED | 340549306813
SMART+25.00D | ¢ oMART PRELOAD 3665493026202 | YSMART+25.00D | 50 MART PRELOADED 1 3665493076806
SMART+25.50D E‘éﬁﬁ"ﬁﬁ;;@ggow 3665493026196 | YSMART-+25.500 | 50 o MART PRELOADED | 3665493076790
SMART+26.00D t‘é@'}"ﬁfgzgg?m 3665493026189 | YSMART-+26.00D | LLXSMART PRELOADED: | 305493096783
SMART+26.50D | ci hART PRELOAD 3665493026172 | YSMART+26.50D | 5 o MART PRELOADED | 3665403076776
SMART+27.00D | g KT PRELOAD 3665493026165 | YSMART+27.00D | S CMMART PRELOADED | 366549306769
SMART+27.50D é‘éﬁfg‘ﬁﬁ;; e 3665493026158 | YSMART+27.50D | o e MART PRELOADED | 3445493026752
SMART+28.00D | (2 oMART PRELOAD 3665493026141 | YSMART+28.00D | S0V SMART PRELOADED | 305493076745
SMART+28.50D (LZ%EAT"QETZSP‘F;EEOAD 3665493026134 | YSMART+28.50D ;gﬁ%’g"” PRELOADED | sess403026738
SMART+29.00D E%EATA:S;%(E)BOAD 3665493026127 | YSMART+29.00D | 5" WART PRELOADED | 3445493026721
SMART+29.50D tﬁégﬁfg%g;‘)w 3665493026110 | YSMART+29.50D | 50 o ART PRELOADED | 3665403076714
SMART+30.00D E%g@"ﬁfgo”.ggb‘m 3665493026103 | YSMART+30.00D ;g‘)éso’\gART RREEGADER' |+ asminmns
SMART+30.50D éﬁéé@r"ﬁﬁgofggbow 3665493026059 | YSMART-+30.500 | 50 CMART PRELOADED | 366549307653
SMART+31.00D | cXOMART PRELOAD 3665493026097 | YSMART+31.00D ;%SONSART PRELOADED | 3405493026691
SMART+31.50D Eg§§¥§EE1P.ESEOAD 3665493026042 | YSMART+31.50D ;%SO"QART PRELOADED | 305493026646
SMART+32.00D E%g’}"ﬁfg;gg;"w 3665493026080 | YSMART+32.00D 'g%%%ART PRELOADED | openiosnugsod
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LuxSmart
MODEL “SMART” MODEL “YSMART”
REF DESCRIPTION GTIN REF DESCRIPTION GTIN

LUXSMART PRELOAD LUXSMART PRELOADED

SMART+32.50D CRYSTAL 32.50D 3665493026035 | YSMART+32.50D 32.50D 3665493026639
LUXSMART PRELOAD LUXSMART PRELOADED

SMART+33.00D CRYSTAL 33.00D 3665493026073 | YSMART+33.00D 33.00D 3665493026677
LUXSMART PRELOAD LUXSMART PRELOADED

SMART+33.50D CRYSTAL 33.50D 3665493026028 | YSMART+33.50D 33.50D 3665493026622
LUXSMART PRELOAD LUXSMART PRELOADED

SMART+34.00D CRYSTAL 34.00D 3665493026011 | YSMART+34.00D 34.00D 3665493026615
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