
EC Certificate
Full Quality Assurance System

Project No.:
PRJC-548743-201 6-MS L-t ND

This is to certify that the quality system of:

Frbedom Ophthalmic Pvt. Ltd.
Plot No, 31, Phase-|,
S I PG.OT,,:| nd ustriaI Com plex,
Hosur;- 635 126, Tamilnadu,
India.

For design producton and final product inspectionitesting of:

Ophthal miC M6'd i.dal,,.D"ui""*

Has been assessed w,ith reSpect to 
i

The conformity isi-i'iment procedure described in Article 11.3.a
and Annex ll excludin$Section 4 (Module H2) of Council Directive
93l42lEEC on Medical Devices, as amended .

and found to comply.

Further details of the product(s) and conditions for certification are given overleaf

Place and Date:

Hovik, 08 November 2017

Cathrine Wisbech

Notified Body No.: 2460 The Certifi€te has been digrtally signed

Se€ for more info

Notice: The Certifi€te is subject to lerms and conditions as sel out in the Certifi€tjon Agreement. Failure to comply may render this Certitlcate invalid.
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W- Ec Gertificate
W Full euality Assurance System
A iliir,, cL & utt4xo

Certificate No.:
240653-2017 -C E-tN D-NA-PS

Project No.:
PRJC-548743-201 6-MSL-tND

Valid Until:
03 November2022

Jurisdiction

Application of Council Directive 93l42lEEC of 14 June 1993, adopted as "Forskrift for
Medisinsk Utstyr" by the Nonruegian Ministry of Health and care services.

,,.::,. :

CertifiCate history:*";'
' Revision i

i""..... 4''4*.... ,..-.r.. 
i; O:0: i

Description

Original Certificate
I lgsue P_ate 1

an; - a t AA Izvtt- tt-uJ

Product Description

: PMMA Intraocular. tehd
{603H, PMC 602, PMC 602H, PMC 652H, PSF

1651, PMS 603, PMS 602, PMC 523SQA, PMC
I553SQA, PMC 6O3HSQA, PMC 523SQYA, , I

;nfrtfC SSSSQyn, PMC603 HSQYA in ' llb

;rnrroov LENS, FREEDOM EDGE,
FREEDOM GOLD, FREEDOM POWER, 

]

FREEDOM -l JET Brands

lVOroU1ilic Acrylic 'HFC 603 HFM 606, HFR S7+, Hf n OOS t-tnn
tFoldable lntraocular Lens s73, AFC 603se, AFM 606se, AFR 603se,
with or without Injector & AFC oO3sQy, AFM 6o6sey, AFR 6o3sey in

Products covered by this Certificate.

;Cartridge

i

1

i- -*'.* .'-'
i-..--^-.-

,:r ; Product Name j Class i

r-i*-.'*"'"." ""..'*,--"-i-".".***-'1
iPCC 503, PMC 524,PMC 553, PCC 553, PCC I :

j
I

J

I

t

l

iFREEDOM FOLD, FREEDOM |CON,
iFREEDOM FOCUS, FREEDOM ELITE,
iFREEDOM -l JET BrandsirnEELJ\JtVt -t .Jtr | Dranus l

:Hydrophobic Acrylic
iFoldable Intraocular Lens j

;t-PL 602, 1-PL 603, FPL 573, FPL 602SQ, I
6O3SQ, FPL 573SQ, FPL 573Y, FPL 602Y,
FPL 602, FPL 6O3 Pr Si3, FPL 6025A. FPI 

-T
i

FPL 603Y, FPL 6O2SQY, FPL 6O3SQY, FPL :iwifir orwithout tnjector & :5^t^1'."Y' rrL ouzsQY' rrl ouJU(JY,
lcarfrirtna - 573SQY in Freedom Ace, Freedom Zen,Cartridge

ilb

ilb

iFreedom Ace +, Freedom Zen +, FREEDOM -l :

ItrTi\rl_ |

iPMMACapsularTension ,FCR 1109, FCR i210, FCR 1311,FCR1412, i

Rings FCC 10081, FCC 1008R, FCC 10081R, FCC : -.\rrvv

, i1210L, FCC 1210R, FCC 12101R, FCC 1311L<.1;:;,',,:).,..1Ip
FCC 131'1R, FCC 13111R in Freedom Rings .

, rBrand .j: ', i

'Microsurgical 
Btades with iKeratome Blades (Sharp Tip) ,,^ , -" /'

, 
g l w 

ll ll 
o u_!+t 31!P l "_9* _ lF*8.3:4 s r 

r 
F F-1 

-g-2 
4 :.J.J B 

J 
6 2_0_? 

J r I .,.'..,'..'..
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Certificate No.:
240 653 -20 1 7 -C E -t N D-NA-PS PRJC-548743-201 6-MSL-tND 03 November 2022

,isatety
I

l
I

iFBZ22OST, FB252OST, FBZBZOST, FB31 1 9ST,
i F8341 9ST
:Keratome Blades (Blunt Tip)
iFB35,18BT, FB3818BT, FB4118BT, FB4418BT,
:FF,47168T, FB5O168T, FB53168T, FB56168T,
;FB 59158T. FB6215BT
iCrescent Blades

ir azozot l, F B232or, FB262orl
iLance tip knives
.FBl 524LT, FB3O24LT, FB4524LT
lUVn Blades
irargMvn, FB2oMVR, FB24MVR
iin Freedom Micro Brand

The complete liSl'of=ddViedbis filed with the Notified Body

Sites covered by this certifiGate

l

JFreedom
:Ophthalmic Pvt Ltd

Plot No. 31, Phase-1, SIPCOT
Industrial Complex, Hosur - 635
126. Tamilnadu. India.

i M a n ufactu ri ng, : 
-Dislrib 

ution,.of
i intraocula:t', Iens, Intiaodu:lar Rings,
Injector and Catridges & Ophthalmic

tSurgical Blades and Marketing &
iSales of Ophthalmic Sterile
lsolutions.

EU Representative

CMC Medical Devices & Drugs S.L.,
C/Horacio Lengo No 18, CP 29006, Malaga, Spain.
Telephone: +34951 214054, Mobile: +34661 416622,
email: info@cmcmedicaldevices.es
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EC Certificate
Full Quality Assurance System

Project No.:
PRJC-548743-201 6-MSL-tND

Terms and conditions

The certificate is subject to the following terms and conditions.
'. ' Any producer (see 2OO1lgslEC ior a precise definition) is liable for damage caused by a, defect in his product(s), in accordance with directive 851374IEEC, as amended,

concerning liability of defective products.r The certificate is only valid for the products and/or manufacturing premises listed above.
' The Manufacturer shall fulfil the obligations arising out of the quality system as approved

and uphold it so that it remains adequ?te and efficient.
' The Manufacturer shall inform Presafe of any intended updating of the quality system

and Presafe will assess the changes and decide if the certificate remains valid.
' Periodical audits will be held, in order to verify that the Manufacturer maintains and

applies the quality system. Presafe reserves the right, on a spot basis or based on
suspicioh;tb pay unannounced visits.

The following ma11 render this Certificate invalid:. Changes in the quality system affecting production.. Periodical audits not held within the allowed time window.

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC
declaration of conformity and-legally affix the CE mark followed by ttre tlotified eoOy .
identification number of Presafe.

End of Certificate

A S.{V CL & ..iEt'lKO
{:()t'?I}ANY

Certificate No.:
240 653 -20 1 7 -C E -t N D-NA-P S

Valid Until:
03 November 2022

rliil";
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