
D eclaratio n of conformitv
AUROLAB

No.l, Sivagangai Main Road
Veerapanjan

Madurai- 625 020 India.
TE L : +9 l-9 4892 123541+91-7 3395 7 1 000

E - MAIL- i + [p @,ag ro l.ab"*sJn
WEB: w\ryw.aurolab.com

We declare that under our sole responsibility that
MD Code: 0105 MDS Code: 7006-1
Product: INTRAOCULAR LENS Brand lt[ame: Aurolens
GMDN Code- Anterior Chamber Intraocular Lens, Pseudophakic - "35655"
UMDNS Code- Anterior Chamber Intraocular Lens, Pseudophakic- 16068
Models: Single Piece lenses: 45520, A5520& A5525, 45525R, A5528, A5528R, A5530, A.5530R, A'5527R, A6028R
GMDN Code- Posterior Chamber Intraocular Lens, Pseudophakic - (35658'

UMDNS Code- Posterior Chamber Intraocular Lens, Pseudophakic - 16071
Models: Single Piece Lenses: 53500, S3500L, S3525L, 53550, S3550EL, S3550L, S3600L, 53602, S3602L, 53642,
s3652, S3p500, S3p550L, S3p602, SC6530, SN3550EL, SN3600L, SM3600, SM3600L, SM3650, SN3650,S3525,
s3 602EL, SN3 600, 53 600,53 5 00R,53 5 5 0R,53 600R,53 602R, IF603 0 +,IF3 602L*
Three piece lenses:
81602,83602
Lot Nos:

Sterilization Batch No :

For all batch numbers / serial numbers which are manufactured according to the specification of the
Technical Documentation Issue 2l and issue date: 20.Il.2}zldocumented in the general batch suruey
Of class II b Rule No. 8 according to Annex IX of MDD 93l42lE.EC
Meets all the provisions of the directive 93l42lEEC which apply to it.
Applied Standards: REFER LIST OF HARMONIZED STANDARDS IN TECHNICAL FILE
Technical documentation Issue 2I and issue date: 20.11.2021
Applied conformity assessment procedure Annex II without requirement of Annex II.4 of
MDD 93142/E,E,C

Notified $ody:
TtlV Rheinland LGA Products GmbH
'fillystrasse 2 P

9A 43 I Nliernberg, Germany

Notified body numbert Al97

Place I Date: Mad urai I

Form Approval:

Form No: QA - 16A QAP- 24

lssued By:

QA Manager
*Non CE, Model

European representative :

mdi Europa GmbH
Langenhagener Stra8e 7 1

D-3 0855 Langenhagen, Germany

Reg No: HD 2067790-1

Signature

QA Manager

Issue Date : 20.11.zlz]Effective Da te: 27 ,11.2021

Approved B

Issue No: 31

Manager
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