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93/42|EEC have beenlai€T,rfof*,the listed products.'The'above named manufacturerr has established :

and apptios a quality assurandb sysiim, wfrictr is subject to periodic surveittance, defined by Annex ll,
sectiohiS o-faths aforementioned directive. For ptacing on the market of class lll devices covered by
this co-rtificaie an EC C6bign-eii,amination certificata according to Annox ll, section 4 is roquired.
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Business Stream Products
Certificatlon Department

TW Rheinland LGA F oducts GmbH . 90431 N0mbero

AUROLAB
No 1, Sivagangai Main road, Veerapa
MADUMI625020
INDIA

T0VRheintano@
-"*-"4%

wffi
Precisely Right.

Contact

Tel. +49 911 655-5225
Mail sewice@de.tuv.com

Date July 20, 2018

ToV Rheintand
LGA Prodllctscmbfl

TillysfaBe 2
90{{11 N0mberg

Tel. +49 91 1 65$5225
Fax +49911 655-5226
Mail service@de,tuv.com
web u&4!- Ju-v.qard,ffi &q

Board of Management

Dipl.-lng.
J6rg Mdhter, Spokesman

Dipl..Kfm.
0r. Jdrg Schl6s6er

Chairman of the

Applicatioh for
Certifrcate No.
Device
Test requirernent

QM$ Produktion, Anhang V MDD
DD 601 15883 Sheet 0001
Only for QM-system audit
Richtlinie 93l42lEWG
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Dear Madarne or Sir,

The 1st surveillance audit of.your quality management system was performed.

The audit team confirmed that your quality management system is applied
effectively with r:espect to the above mentioned requirements.

This letter confirms that the above mentioned certificate will remain valid.

Kind regards

Certification body

J. I
t{,rflrt 

}r-,i"1'
Maciej Sci*a \

Test sample: no, documentation available



Business Stream Products
Certification Department

TUV Rheinland LGA Products GmbH 90431 Niirnberg

AUROLAB
No 1, Sivagangai Main road, Veerapa
MADUMI 625A2A
INDIA
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Precisely Right.

Contrct

Tel. +49 911 655-5225
Meil seruice@de.tuv,com

Oate July 20, 2018

TUv Fthetntand
LGA Products GmbH

TillystraB€ 2
90431 N0rnberg

Tel. +49 911 655-5225
Fax +49 911 055-5226
Mail service@de.tuv.oom
Web $mul{y*p_enl$€.f-"ek

' Board ofManagemenr

DiPl.-lng.
J6rg Mehler, Spokesman

Dipt.-Kfm.

-..:- " .' Dr. Jorg Schl6sser
-,-:. ,'1.a .."-+

..t -.' Supelvisgry Board. .:./
; ri,/ , .. . . Dipl.-lng.: :. l

: ., r-i.t)1 3ftitf:saheiler:
I

' I \ rl r

,'.'.'::.1i. - ""- 
Nuremberg HRB 26013

Dear Madame or Sir,

The 1st surveillance audit of.your quality management system was performed.

The audit team confirmed that your quality management system is applied effectively with respect to
the above mentioned reouirements.

This letter confirms that the above mentioned certificate will remain valid,

Additionally this letter confirms that the new models of Preloaded Hydrophobic Foldable Intraocular
Lenses:
- Preloaded Hydrophobic Aspheric Multifocal Foldable lOL,

class llb
- Preloaded Yellow Hydrophobic Aspheric Foldable lOL,

class llb
are included in a scope of the certificate.

Application for
Certificate No.
Device
Test reouirement

Kind regards

Certification body

Vollst. QMS, Anhang lt MDD
HD 601 I 5884 Sheet 0001
Onlyfor QM-System audit
Richtlinie 93l42lEWG
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Test sample: no, documentation available



Business Stream Pr,oducts
Certifi cation Department

TW Rhslolahd LGA ProducB Gmbl-|. 90431 Niimb€rg

AUROLAB
No 1, Sivagangai Main road, Veerapa
MADURAT 625020
INDIA

?ilvRhaintand@
ltilltt{t.t%

$"ffiAtrry

Precisely Bight.

Contacl

Tel. +49 91 1 655-6225
Mail service@de.tuv.6m

Date July 20, 2018'

T0v Rheintand

LGA Products GmbH

TillysfaRe 2
9043'l NUmbero

Tet. +49911 655-6225
Fax +49911 0556226
Mail service@de,lw.com
web uu{,1$J&am&g!ely

Board ot Managemerit

Dipl.-lng.
Jorg Mahbr. Spokesman

Dipl.-Kfm.
Dr. Jdrg Schloss€r

Appllcation for : QMS
Certificate No. : SX 60115885 Sheet 0001
Device lOnlyfor QM-System audit
Test requirement : EN ISO 13485:2012

EN ISO 13485:20121 AC:2Q1 2

Dear Madame or Sir,

The 1st surveillance audit of your quality management system was performed.

The audit team confirmed that your qua[ty management system is applied effectively with respect to

the above mentioned requirements.

This letter confirms that the above mentioned certificate will remain valid.

Kind regards

Cerlification body
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Test sample: no, documentation available
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Precisely ffighr.

Business Stream Products
Certification Department

Tw Rhelnlehd LGA Products GmbH . 90/+31 Niimberg

AUROLAB
No 1, Sivagangai Main road, Veerapa
MADURAI 625020
INDIA

CoFtact

Application for
Certificate No.
Devicc
Test requirement

QMS Normenkonformitdt
SY 601 15886 Sheet 0001
Only for QM-System audit
EN ISO 9001:2008

Tal. +49 911 655-5225
Mell serylc€@de.tuv.com

Date July 20, 2018

TW Rhetnland
LGA Products GtnbH

Tilb6traBe 2
90431 N0mberg

Tel. +49911 655-5225
Fax +49911 655-5226
Mail service@de.tuv.com
web.uMgY|gge1€&$

Board of Management

Dipl.-lng.
Jorg Mehler, Spokesman

Dear,Madame or Sir,

The 1st surveillance audit of.your quality management system was performed.

The audit team confirmed that your quality management system is applied effectively with respect to
the above mentioned requirements

This letter confirms that the above mentioned certificate will remain valid.

Kind regards

Certificdion body
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Test sample: no, documentation available
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Ce*lficate Registration No :
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Design and,Development, Manufacture and
Distribution of Medical Devices

.::

PMMA Intraocular Lenses

l-lV{roplt p-ic Foldable lntraocu lar Lenses
HydrophliiC Fbldable Intraocular Lenses
Hydrophilic .Foldable Intraocular Lenses with
Cartridge & lnjector
F;ffi ;JHyiir:onrroOf c.Fsldabte,,tntraocular,,Lsnses
Capsular Tension Rings
Keratoprosthesis (KPRO)
Ophthalmic $ok:tions

ate

85 104 901 18076

Aurolab
No.1, Slvagangai Main Rqad,
Veerapanjan, ltfadurai - 625020
India.

*ilnUian for Medical Devices
- tchffrD

ICMED 13485

www.tuv.csm



ffi*f#lffitm
Certificate Registration No. :
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85 lSrt 001 18076

Non Absorbable Ophthalmic Suture with Needles
Micro Surgical Suture with Needles
Absorbable Ophthalmic Suture with Needles -
PolyglyCoiiC Acid
Ptosis Sling
Glaucoma Shunt
Laerj.m.al,.intub-atio n s et

, :.:, '
This certificate is valid from 2018/07/30 until 2A21rc5107 "

:a:)ltl tt ttt"

Bang-alore, 2918197 /30

I.
Pw. Ltd.

ciry
- 560 100, India.

www"tuv.ccm
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Effective Date: 2016-12-30
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- -lPrWn IntraocuLar Lenses

;IrVdbophobic Foldable Int.raocular Ler,r ses
]:jt..'-Hydr1phi].icr,o}dab1eIntraocu1arLens.es,:.i.

. CirJ.virlcp. :**
- prufo*Jld, Hydrophobic Foldable rntraocular Lenses
-1.papsular Tension Rings

--*dpnuhaLmic' soLutions
"u:"fgb" Absorbabl* Opltttt"tmic Sut.r-lre with Needles, ui"ro

,*, SSytst:i1 suture wich Needles l,.p;,* 
I 

:: ::"*;*.ir'ffi.i';"rbable'ophrhitmi" d:.,gf"l,g+th N;€dr-**r - po-lyy.tli:li;

"+il#iJl.;,,-,,n"''..-j'l''1:;'tr*'*.'.,, -Gl"aucomaShunt
1'- Oi2hthalmic surgical
,- Injector Cartridges

of Foldable Lenses

Blades
and Cartridges for Injecting
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