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Place and Date:

Hovik, 17 November 2017

I..his is to ceriify that the quality system of:

BioTech Ophthalrnics Pvt. Ltd.
Pl;i no. 555, dgO, SSZ Khatraj-Vadsar Road, Opp. Shubham Tex-O'Pack,
VillJge Khatraj, Taluka Kalot, trist. Gandhinagar, Gujarat, lndia

i,

For desig-n: p,r,. Ction and final product inspection/testing of:
'

Solutio*s for g.phthalnrie Use
l

,,-:,,l 
, .:: :, ::,.i, :::::::,,

Has been assessed with resPect to:

The conformit!..assessrnent procedure described in Article {1.3'a 
,i,

and Annex ll *iicluUing section 4 {Module H2) of Council Directi*,e|'
g3l4ztEEC on trllediealbevices, as amended

,ii .'l ' ,.;i,

and found to comply.

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

&
ffi



E# GertifEea€e
Full GualE€y Assuranse SYstem

Project No.:
PRJC-534687-201 5-MSL-lND

Jurisdiction

Application of Council Directive g3l4zlEEC of 14 June 1993, adopted as "Forskrift for
Medisinsk Utstyr" by the Norwegian Ministry of Health and Care $ervices.

Certificate historv.

Revisi<rn i Description lssue Date

i Reptace the certificate 74818-201O-CE-IND-NA Rev. 5.0 
i

n n , (NB 0434) following the transfer of Notified Body functions to I ZAIZ-11_17u'u ' DNV GL NEMKO Presafe AS (NB 24sq and change in the i

EC Representative

Products covered by this Certificate:

i Froduct Description Product Name i_ 911**

& llr,ilt S{- S llEf'ltt$
cst"inlsl'

Cerlificate No.:

242532-2017 -C E-lND-NA-PS Rev' 0.0

I Hydroxy Propyl Methyl
I Cellulose Ophthalmic
I Solution USP 2% w/v,
i 2.4% wlv
I

l

Trypan blue (0.06% wlv)

_?::'T'":"_::rution _

Trypan Blue(0.15% w/v)
ophthalrnic solution

;; Eye Visc
i^
i.J

: a t-l
t'

Valid Until:
12 April 202Q

:

i
J'

ilb

r 3 ml and 5 ml vial

" EVe Visc PF$ 2 m',2.5 rnl and 3ml
. Eye Visc plus PFS 2ml
. Eye Visc PFS 2.4% (2nrl PFS)

Metilon 20 PFS 2ml
Metilori Flus PFS 2 ml ::

Bio-Blue
r 1 ml vial and Pack of 5 or '10 vials

Bio-Blue Plus
r 1 ml vial and Pack of 5 or 10 vials
* 1 ml PFS and Pack of 5 or 10 PFS

ilh

ilb

Brilliant Blue G or Acid
Blue 90 Ophthalmic
Solution

Bio Blue 90
n 0.5 ml and 1

e 0.5 ml and 1

Bio Blue 90 Plus

" 0.5 ml and 1

ml vial and Pack of 5 or 10 vials
ml PFS

ml PFS ..!\ -.:_a ;'',.1

ilb

, Combination of Brilliant
, Blue G or Acid Blue 90

and lrypan blue
i Ophthalmic Solution

Bio Blue Duo
o 0.5 ml and 1 rnl PFS
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EC Gertificate
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Sodium Hyaluronate
Ophthalmic Solution
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Certificate No.:
242532-2017 -C E-lND-NA-PS Rev. 0.0

Project No.:
PRJC-534687-201 5-MS L-lND

Valid Until:
12 April2020

Bio-Hyalur PLUS (14 mg/ml),
r 1.0 ml, 1.6 ml

Bio-Hyalur (1 0 mglrnl),
. 1.0 ml, 1.6 ml

Bio-Hyalur DUO
. 1.0 ml

Bio-Hyalur MV (16 mgiml)
. 1.6 ml

Bio-Hyalur fV (m mg/ml)
r 1.0 ml, 1.6 ml

Bio-Hyalur HV (24m9lml)

' 0.5 ml, 0.8 ml, 1.0 ml, 1.6 ml
Bio-Hyalur 1.2%

. 1.0 ml, 1.6 ml
Bio Hyalur SV (30m9/ml)

, :,. | 1.0 ml, 1.6 ml:; , r Bio.Vial,:+ i rll

; + . 2.0ml
" * "-".:- i

Silicone Oil 1000cst i BIOSIL 10 mlvial and PFS

I Perfluorodecalin liquid j g[O DECALIN 5 ml and 7 ml vial and PF$

j

_"_q{*1:-"'j_9-99o.glfl#Y!ll!-T[yel3orrs - - - --ilrro
Perflrnrn-n-netane linrrici i gtO OCtANf 5 ml and 7 ml vial and PFS i ilb

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

I Site Name i Address i

{---i ---
] sior".r, ophtharmics pvt i ll"-lli;?:: ff:::t"tf#*ilXii:i:5:,"*,3o8i:Hfm, ;

. lto. ' I 
f ffi:riact, 

Village Khatraj, Taluka Kalol, Dist. Gandhinagar, l
l

' 
I GuJaraI, In0la

i

EU Representative

Neuvida Medical Device Inc Limited,
WDO 2HP, England
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Certificate No.:
242532-2017 -CE-lND.NA-PS Rev. 0.0

Project N0.:
PRJC-534687-201 5-MSL-lND

End of Certificate

Terms and conditions

The certificate is subject to the following terms and conditions:-.i,1 -Any 
proou.", 1.uu 2oollgslEC for a precise definition) is liable-for damage caused by a

-. Oeiett in his pioduct(s), in accordance with directive 85l374lEEC, as amended,

Concerning liability of defective products.

The certifiiate is bnly valid for the products and/or manufacturing premises listed above'

. rr.r" |\rinuracturer shall fulfil the gbligations arising out of the quality system as approved

and uphold it so that it remains adequate and efficient.
. iL" Manufacturer shall inform Presafe of any intended updating of the quality system

und pr"rrie will assess the changes and decide if the certificate remains valid.

. FuiioJicat auJlts will be held, in oider to verify that the Manufacturer maintains and

applies the quality system. Presafe reseryes the right, on a spot basis or based on

suspicion; 'to pay unannounced visits.

The following may render this Certificate invalid:
. Changes in the quality system affecting production'
. periodical audits-.not ne-1d Within the allowed time window. 

,,

Conformity declaration and maiking of produc

When meeting with the termS and conditions above, the produ-c?r may.9t?y up an EC

declaration oi.ontoi*:,tv 
"rJ,reglrry 

ini* the cE mark followed by the Notified Body,

identification number of Presafe.

,,lr/
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