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hishry purified sodium Hyaruronate 10 ms/mt.to use as ophthatmic visco-erastic sorution

during Anterior Segment surgeries. lt possesses viscosity of 300,000 mPas @ Zero shear rate.

ln*lc*tA*ros,-. 
;;;..r,.r,un, -plantation & cataract surgery

. Glaucoma sur

. CorneaI trunrjt.ntution
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$$me kmgimg:

. Bio-HyaLur is suppl.ied in 1.0 mIin sterile PFS al.ong with 2Tgauge sterite cannuta
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ffi. EC Certificate
ffi Full Quality Assurance System

Certificate No.:
277 565-2018-CE-|ND-NA-PS Rev' 0.0

Place and Date:

Hovik, 12 Februgry 2019

This is to certiflT that the quality system of:

Bio-Tech Vision Care Pvt. Ltd.
Plot No. 555-556-557, Opp. Subham Tex-O-Pack,Khatraj-Vadsar Road,
P.O.: Khatraj, Taluka, Kalot, Dist. Gandhinagar, Gujarat, India

......

Fordesign, production and final product inspection/testing of:

Solutions for Ophthalmic Use

Has been assessed with resPect to:

The conformity, ls""ssment procedure described in Annex ll

excluding section 4 of Council Directive 93l42lEEC on Medical
Devices, as amended

and found to comply.

Further details of the product(s) and conditions for certification are giwn olerleaf.

Notice: The cstiiicate is subjst to tsm and conditiom as set out inthe certificatjon Agrsrent. Fajlureto cmply rEy rerder this certiicate in€lid.

MSD-CO-078 Rev 2.0 DNV GL PRESAFE AS - Veritasveien 3, N-1363 Holik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 1 of 4

Valid Until:
18May 2023

For:
DNV GL PRESAFE AS

'lr '- l i''r--'"'-_.++,r".-__f

Tone Kolpus

The Certificate f€s ben digitdly signed.

See w.prsafe.co ny'di g ital-si g natw es fs mre i nto

hoiect No.:
pH.t c-sse t +z-2ol 6-MsL-tND

NOFWEGIAN
ACCREDlI'ATION

PROD 021
Notified Body No.: 2460



EC Certificate
Full QualitY Assurance SYstem

fiT!311#i'-cE-rND-NA-Ps Rev' o'o ?fl5L'-Ul; r o, -201 6-MS L-rND

Sodium HYaluronate
Ophthalmic
Solution

Valid Until:

18 MaY2023

Jurisdiction

"''' r' - A4 t't'''t,..-.r nr 1a 'ltrne 1993' adopted as "Forskrift om

ApplicationofCouncilDirectiveg3|4z|EECof14June1993'adoptedaS..Fo
Medisinsk utstyr,, ov'in-" r.r"**girn Ministry of Health and care services

HydroxY ProPYl MethYl

Cellulose OPhthalmtc
Solution USP 2% Wv

Certificate history:
lssue Date

2019-02-12

with Merger of sites

Products covered by this Certificate:

.i*ild""t D""*iption Product Name

Eve Visc PFS
(iml,2.Sml & 3ml PFS)

Metilon 20 PFS
(2ml)

'C;*r ;:"1Y,'?m1:11.' 1 8m, &

2.0m1 PFS)

il:'?l I l3i:,8 mr, 2 o mr PFs)

?i:dHf ilJJ':,. mr PFS)

MSD-CO-078 Rev 2.0 DNV GL PRESAFE AS - Veritasveien 3' N'1363 Holik' Norway - Regislered Enterprise No: NO 997 067 401 MVA Page2ot 4

t

1

I

L

. Bio-HYalur (10 mg/ml) , r
(.0 ml, 1.6 ml, 1lB ml' 2 0 ml PFS)

i . Bio-HYalur Plus (14 mg/q)

i tio tr, '1.6 ml, 1'8 ml, 2'o ml PFS)

1 . OPTIFLEX
i ro.as ml, o'55 ml, 1'o ml PFS)

1 . oPTIFLEx 1.4%

L-*J'r-Bjj[.9,P? T! 1'9 fl lI9] "



W. EC Gertificate
Hffi Full Quality Assurance SYstem

277 565-2018-CE-|ND-NA-PS Rev. 0.0 PRJ C-556 1 42-201 6-MSL-lND

Trypan blue Ophthalmic
golution

Bio-Blue
(1 ml PFS and Pack of 5 or 10 PFS)
Bio-Blue Plus

11 fl"ff 9-13r?"?er-ef ? eil9-l ls)
Bio Blue 90
(0.5 ml and 1 ml PFS)
Bio Bluei gOPlus
(0.5 ml and 1 ml PFS)

ilb -l
I

Brillia:nt Blue G or Acid Blue
go op.hitra:lnric Soluti on

Combi nation of Brilliant
Blue G or Acid Blue 90 and
Trypan Blue Ophthalmic
Solution

Silicone Oil
1000csU5000 cst

Perfluoro-n-octane liq uid

. Bio Blue Duo
(0.5 ml and 1 ml PFS)

BIOSIL
(10m1 PFS)
BIOSIL-F
(10m1 PFS)

BIO OCTANE
(5 ml & 7ml PFS)

Perfluoro decalin liquid

EU Representative

Neuvida Medical Device Inc Limited, 136-137 Churchill House,

WD6 2HP, England

The complete list of devices is filed with tfre Notified BodU' 
l'

Sites covered by this certificate

o BIO DECALIN
,,,,(5'ml & 7ml PFS)

ir.i.t!

:il

.1
i Site Name { Address I
i

N I rr | | AA \r:tt--^, I

Bio-Tech Vision Care Pvt. Ltd. i Plot No. 4, PHARMEZ, Sarkhej-Bavla N.H. BA, Village:

(Unit 2) l Matoda, rttrSt, 
P-91-1

MSD-C0-078Rev2'0DNVGLPRESAFEAS.Veritaweien3,N-1363HoVik'Norway
Page 3 of 4



Certificate No.:

277 565-2018-CE-lND-NA'PS Rev. 0'0 PRJ C-556 1 42-201 6-MSL-lND

Terms and conditions

The certificate is subject to the following terms and conditions:-. --A;t 
producer'(see 2OO1 lgslEc for a precise definition) is liable for damage caused by a

b"tu.t in his pioduct(s), in accordance with directive 851374|EEC, as amended,

concerning liability of defective products'
. il;-;"rtiri."t" is only valid for ihe prodlrctE and/or manufacturing premises listed above.

. ih* Manufacturer shall fulfil the obligations arising out of the quality system as approved

anO upnoiO it so that it remains adequate and efficient.
. ih; HianuaCturur shall inform presafe of any intended updating of the quality system

and presafe Wiil assess the changes and decideif the certificate remains valid.

. F"iioOicalaudits 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

suspicion, to pay unannounced visits.

The following may render this Certiflcate invalid:
. Changes in the quality system affecting production'
. Periodicalaudits not held within the allowed time window.

ffiB Ec Gertificate
W Full Quality Assurance SYStem

End of Ceftificate

Conformity declaration and marking of product

When meeting with the terms anJ conditions ab-ove, the producer may.dt"y upen 
,EC

declaration of conformity anO legally affix the CE mark followed by the Notified Body

identification number of Presafe.

";,1
i, ii"ir:ir
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