c TEL EO N® Declaration of Conformity

Teleon Surgical B.V. hereby declares that the products specified below meet the relevant provisions
of the European Medical Device Directive 93/42/EEC. This declaration is based on a) on conformity
of the production quality assurance system (see below) and b) conformity of said products.

The full quality assurance system is in accordance with the requirements as outlined in Annex Il of
the Directive, comprising design, manufacture and final inspection. The conformity of the production
quality assurance system is outlined in the CE-Certificate as issued by DEKRA Certification B.V.,
The Netherlands, Notified Body Identification Number 0344. On the certificate reference is made to

the type of examination applied.
An application for the said products is not lodged to any other Notified Body than mentioned in this

Declaration of Conformity.

This Declaration of Conformity covers the product category Sterile Intraocular Lenses, consisting of
the following product families:

Product Family DEKRA Reissued [ Class Classification
Certificate Date Rule
number Annex IX MDD

Single Piece Hydrophilic Acrylic
Intraocular lenses

Single Piece Hydrophobic Acrylic 2191390CE01 | 01-03-2020 b 8
Intraocular lenses

2191390CEO1 | 01-03-2020

On behalf of

Teleon Surgical B.V.
Van Rensselaerweg 4 b
6956AV Spankeren
The Netherlands

Spankeren, 25-02-2021
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c TELEON® Annex | — Product List

Single Piece Hydrophilic Acrylic Intraocular Lenses:
All of the following products are class IIb & UMNDS 16-071

Label REF | Model Label REF

QDs-509 PCABT L5313 T3 [S313 Tx
QDS-519 2%85119 LS313 T4 tgg}g %‘2
PCX81 NY [S-313T5
QDS-519 NY Apsd b LS313 T5 o3ty
QDS-519 NYTO | PCX81 NYTO [S313T6
QDS-519 NyT1 | POX81 NYTH ki L3138 T
QDS519 NYT1 L5313 17 [S31377
QDs-519 NyT2 | PCX81NYT2 e
QDS519 NYT2 LU323T LU-323T
PCX81 NYT3 LU323TY [U-323TY
QDS-519NYT3 | 0pss19 NYT3 L5313 MF15 LS-313 MF15
PCX81 NYT4 L[S313 MF20 [S-313 MF20
QDS-519NYT4 | 0hg519 NYT4 15313 MF30 LS-313 MF30
PCX81 NYT5 LS313 MF80 LS-313 MF80
QDS-S19NYTS | opss519 NYTS LU313MF15T LU-313 MF15T
PCX81 NYT6 LU313MF20T LU-313 MF20T
DS-
QDS-5T9NYT6 | apss19 NYTS LU313ME30T LU-313 MF30T
PCM81 NY PCM81 NY LU313MF15TY | LU-313 MF15TY
PCM81 NYTO PCM81 NYTO LU313MF20TY | LU-313 MF20TY
PCM81 NYT1 PCM81 NYT1 LU313MF30TY | LU-313 MF30TY
PCM81 NYT2 PCM81 NYT2 [S-313 MF15T0
PCM81 NYT3 PCM81 NYT3 LS313MF15TO | ' 313 ME15T
LU814 VR LU-814 VR LS-313 MF15T1
LUBT4T LU-B14T LS313MF15T1 | 'S 313 ME15T
LUBT4MF15 LU-814 MF15 [S-313 MF15T2
LUB14MF20 LU-814 MF20 LS313MF15T2 | g 343 ME15T
LUB14MF30 LU-814 MF30 [S-313 MF15T3
LUS14MF15T LU-814 MF15T LS3M3MF15TS | | g 313 ME15T
tggngaoT tys-gy MF30T L S313 MF 1514 tgg}g mggy
L313 L2l LS313MF15T5 | o oo ME1oTS
FB-313 )
T Lss13MF1sTe | 3313 EIoT
OSSN | Fe-313 MF15 LsMampsTy | O 31FMPIETY
FB-313 MF15T0 FB-313 MF15T0 LS-313 MF15T
FB-313 MF15T1 FB-313 MF15T1 L.S313 MF30TO LS-313 MF30TO0
FB-313 MF15T2 FB-313 MF15T2 LS-313 MF30T1
LS313 MF30T1
FB-313 MF15T3 | FB-313 MF15T3 nglg mggg
FB-313 MF30 FB-313 MF30 LS313 MF30T2 LS-
FB-313 MF30TO | FB-313 MF30T0 tgg:g mgg%
FB-313 MF30T1 | FB-313 MF30T1 L5313 ME30T3 -
FB-313 MF30T2 | FB-313 MF30T2 tggg MESSL
FB-313 MF30T3 FB-313 MF30T3 LS313 MF30T4 B
[S313Y LS-313Y tgg}g mgg%
323 323 LS313MF30Ts | oors Vet
Lite#d LJacs LS-313 MF30T6
333 L-333 LS313 MF30T6 ’
LU313T LU313T LS-313 MF30T
- LS-313 MF30T7
LU313 TY LU-313TY LS313 MF30T7
LS-313 MF30T
[S313 T0 LS-313 70
ST [302-1v2 L-302-1
LS313 T1 Lot Ty 1312 (312
LS312Y [S-312Y
531312 [S313 T2
LS-313 Tx

QF1620v17 2191390CEO01 - one location

Page 2/3




< TELEO[F Annex | — Product List

Single Piece Hydrophobic Acrylic Intraocular Lenses:
All of the following products are class Ilb & UMNDS 16-071

S S,

j Label REF
ANBV ANBV
ANBVM ANBVM
ANBVTO ANBVTO
ANBVT1 ANBVT1
ANBVT2 ANBVT2
ANBVT3 ANBVT3
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