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BPAYOM, EOTRHIILIEN HITH TABOPATOPHE

O®TAIBEMONOTHYECKHIL PACTBOP THAJTYPOHATA HATPHS 1,0%,

BIO- HYALUR 10 mr/ma.

Hupopyaius o npoaykre:
Ograrbmonoruseckwit pactaop rwanypowara Harpus 1.0% (10 /), BIO-
p A

UNHOSPITALOEN UN LABORATORIO

SOLUCION OFTALMICA DE HIALURONATO SODICO AL 1,0 %

BIO- HYALUR 10 mr/mur.

Informacion del producto:
Lasolucién akﬂllm\,ﬂ de Hialuronato sédico al 1.0% (10 mg/m1) BIO-HYALUR es
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Ecan BIO- HYALUR ROANTCH 4epes KaTeTep, BAKOCTL SHAUTENLHO CHITKIETCH,
HANTOMY PACTROp TeTKo BROMIITH.

BIO- HYALUR e conepsu natexca.
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El peso molecular promedio de hialuronato sddica en BIO- HYALUR es de
aproximadamente 2,82 3,2 millones de Dalns.

BIO- HYALUR tiene viscosidad en reposo de aproximadamente 3,00,000 mPas,

Cuando s inyecta BIO-HYALUR a través de una cinula. la viscosidad disminuye
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BIO-HYALUR HV no contiene litex.

o es un polisacirido de ko peso molecul,de orgen manual,
sodioy N-acetil que forms wna unidad
Jotbeta 13y e 1.

El hialuronato s
st de gl

El hialuronato de sodio es una sustancia fisioldgica que se encuentra ampliamente
distribuida en la mawiz extracelulac de 1os tejidos coneetivos tanto cn animales
coma en humanos. Por ¢jemplo, estd presente en el humor vitreo y el humor scuoso
del ojo, el liquido sinovial. la piel y el cordon umbilical. £ hialuronato de sodio
denvado de diversos tejidos humanos o animales y fuentes de fermentacion no
difieren quimicamente.

Compaosicion: -

10mg
4.5

Indicaciones:

BIO-HYALUR esti indicado cuando se necesita proteccidn y lubricacion en las
célalas y ejidos delcados. especalmente en procediicnios. otlicos. que
incluye

1.umw del segmento anterior.

5 "

No interfiere con la epitelizacin normal y la cicatrizacion de la herida. Cualquier
rastro de BIO - HYALUR HYV que quede en el segmento anterior del ojo después
de la cirugia, se disipa principalmente a través del canal de Schlemm.
Contraindicaciones:

Nose conocenen la actualidad.

Efectos adversos:
Es probable que aparczea un aumento de 1a PIO si BIO-HYALUR no sc elimina tan
. PIOse " ¥ se debe

Quitar BIO-HYALUR por riego y/o aspiracion al final de fa cirugia. No liene la
cimara anterior.
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9.No volver a usar. Los productos usados deben ser considerados como res
biolégicas. Puede resultar en cualquier reaccion bioldgica, incluyendo, pero no
limitadoa infla fockitn, sl i
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SODYUM HIYALURONAT 1.0 % OFTALMIK SOLUSYON

BIO- HYALUR 10 mr/ma.

Uron Bilgisi

Sodyum Hiyaliironat Oftalmik soliisyon% 1,0 (10 mg / ml) BIO-HYALUR . 1.0m|
L6ml igerén tek kullanmbk onecden doldurulnus sir verilen w7 it
Kullanms igin viskoclastik soltsyondur ve buhar tle stenlize edilmisti PFS steril
bir ek kullammiik 27G kaniille birlikte saglanir (ETO stertize edilmistir)

Agiklama:
BIO-HYALUR. fizyolojik bir wponds ¢ozinmis, yiksck satlikta, yitksek
molekiil agurhikh, sodyum hialuronattan olugan steril, non-pyrogenic. viskoclisuk
bir preparatur. Tek kullanimiik bir cam syringa iginde verilen net bir géziimdi

BIO-HYALUR deki sudyum hyaluronatin ortalame molekitles sgiligs yaklasik 2 5-
3.2 Milyon Dalion'dur

BIO-HYALUR istirahatie yaklasik 3.00,000 mPa s viskoziteye sahiptit

BIO-HYALUR bir kandl yoluyla enjekte edildiginde, viskozite onemli algude
il szeltinin enjekte cdiimesi

BIO-HYALUR latcks igermez.

Sodyum hyaluronat, aliematf olarsk beta 1-3 ve beta I-4 ylikozidik baglan
birbirine baglayarak tekrar eden bir birim olusturan sodyum glukuronat ve N-asetil
glukosaminden olusan, dogal olarak olusan, yiksck molekdl agiriikh
polisakkarittir.

Sodyum Hyaluronat

m hayvantarda hem insanda bag dokulanm eksura hoeresel

mauisinde yaygin olarak bulunan fizyoloiik maddedie Omegin, gizin vitreus ve
sull mizalwnda, sinovyal sivida, deri ve gibek kardunda bulunur Cesith insan veya
hayvian dokularindan elde edilen sodyum HiyalOronas ve fermiantisyon kaynaklar

Kimyasal olarak tarkliik g

Riley
Heranl ;-

Sodyunt hyaluronat EP,
Steril izotonik ara

Endikusyond
BIO-HYLUR
erekiiginde,
1.0n seamentA cenahisi

2.GIL implantasyonu ve kataraks cermatisi.

as hicrelerin veya dokularin korunmasi ve yaglanmasi

gozan on bolamilnde kalan BIO-HYALUR izleri esas olarak Schicmm kanali
yoluyla dagalu.

Kontrendikasyonlar;
i

Yan eckiler:
BIO-HYAL UH ‘miimkiin oldugunca hmamu\ Lnldm'mnzm {\Yll“\q GiB mcyd\nd
gelecekuir Eger ciddi aruslar ort ve
baglannalidir.

s sulima ve / vey yon ile BIO-HYALUR i ¢k
Onkamarays tekrar doldurmayin
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“ Yalnizea gizim cullanin

5 etuagi i linen ek ahumar s g A

6.Kanalve sungays teksar kllanmayin,

7.Sudece tek kullanun igin.
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niden Kullanilan drin biyolojik atk olarak
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Graphical presentation of the rhaclogical profile
Viscasity of Bio-Hyalur 1omgimi
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IIIILTI')’I\LUHI O MPHMENEIHIO TPOLYKTA:
Ciih KDMUIKY # JIOCTAT MPEARIPHTENLHO JAMQIHEHNMH WIRpHL 13 GAHCTEPa.
Vaepaunars naxonennik Jioopa. TUATERLHO NPOKPYTHTE KPLIUIKY 2pyroii pyKoii
o AU POTIS ACR0f CTPETNN W CreTh vc. JlepRath Wi
CTpEAKE, 4TOoM cro,

HHCTOILSOBITE POYKT.

ADO® 5 I

KOMHATHOI TeMITepaTyphl. 10N, vencimient
3.3apeuIcto HCTOTLSOBATS MPOIYKT, ECTII CTEITbNA YTEKOBK TPCCHYIA 1AM
nOBpeRICHA. Incompatibilidades:
4.TIPHMENSTY TOMLKO B TOM CITyNaE, €CTH PACTROP MPO3PATHLLH. ¢j. Cloruro
Cheayer yTuaniomaT wnpii, ccni oSuapyenw Kakiie-i6o nAasaloulIe P de dichos
“acTI
6. Inslrucl:mm:id:xlm:ltﬂilmlullm
7. TOik) 13 GAHOPAOROTO IPHCHCITHS. “Conservarentre 2'Ca 25°C.
8.1 METOZLOM. +Proteger de la luz.
9 He nenomayiire uu!m)ymo Wenonssonanmuiit rvpm(ynmc,])cr acematpuBaTh | +Proteger de Ia congelacion.
Kak Guonoracesi . M0 MUKCT UPIHBECTIE & MHOBHN “Llevar
PR ey TPUBNE I KakoMy-ThGo
Presentacion grifica del perfil reoldgico Viscosidad de Biohyalur 10 my/m]

Présentation graphique du profil théologlaue
Viscosite du Bio-Hyalur 10mgimi

Viscosité Eta (mPas]  25°C

o
Taux de disaillement D] t/s]

INSTRUCCIONES PARAUSAR ELPRODUCTO
Despegue a tapa y saque a jrings precasgads e  smpolla Sosienga e bloguc

luer. Haga givar la tapa Ta otra mano en ¢l
las agujas del relojy retirela. Sostenga la jeringa ¢ inserte la canula, gire la cinula en
el delrel yusarelp

ADS® % I~

lleg fendirilmelidic. Arasinda sayilanlar yer almakla birlikie baz_biyolojik
aksiyonlara yol agabilir; inflamasyon, enfeksiyon, yaralanma veya bilinmeyen
Klinik durum,

10,

Uyumsuzluklar:
Sodyun Hialicas el el arnonyinbileyleh
(6rn. Benzalkonyum Kloris) bulundugu igin ile bu tir bilesenleri kullanmay

|).p"L...u1 mat
ila 25 C arasinda saklayin
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Donmays karst Koruyun

Kullanmadan Once oda sicabligin getirin

ari:

Reolujik profilin grafik sunumu Bivhyahur 1mg /mi Viskozites:

Graphical presentation of the rheological profile
Viscosity of Bio-Hyalur 10maimi
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URUNON KULLANIMTICINTALIMATLAR:
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EC Certificate

Full Quality Assurance System

& DNV GL COMPANY

Certificate No.: Project No.: Valid Until: \/

277565-2018-CE-IND-NA-PS Rev. 0.0 PRJC-556142-2016-MSL-IND 18 May 2023

This is to certify 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, Kalol, Dist. Gandhinagar, Gujarat, India

For design, production and final product inspection/testing of:

Solutions for Ophthalmic Use

Has been assessed with respect to:

The conformity assessment procedure described in Annex |i
excluding section 4 of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply.

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

Place and Date: For:
Hovik, 12 Februgry 2019 “i’ ) DNV GL PRESAFE AS
ooy B Lo
O - foop o 1T Ot ff‘ Aed
ORWEGIAN Tone Kolpus
ACCREDITATION
PROD 021
Notified Body No.: 2460 The Certificate has been digitally signed.

See www.presafe.convdigital_signatures for more info

Nctice: The Certificate is subject to terms and conditions as set out inthe Certification Agreement. Failure to comply may render this Certificate invalid.

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



A DNV GL COMPARY

EC Certificate
Full Quality Assurance System

Certificate No.:
277565-2018-CE—IND-NA-PS Rev. 0.0

Jurisdiction

Project No.:
PRJC-556142-201 6-MSL-IND

Valid Until:
18 May 2023

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om

Medisinsk Utstyr” by the Norwegian

Certificate history:

Ministry of Health and Care Services.

'Rev“isi‘on' o ‘be'éciription Issue Date
m{ This certificate is traceable to the certificate no.
0.0 253881-2018-CE—IND-NA-PS Rev. 0.0 and Reissued 2019-02-12
§ with Merger of sites
Products covered by this Cettificate:

Product Description I;\;oduct Name Class
Hydroxy Propyl Methyl o Eye Visc PFS W
Cellulose Ophthalmic 2ml, 2.5ml & 3ml PFS)

. Solution USP 2% wiv e Metilon 20 PFS
‘(Zml) ‘
Sodium Hyaluronate « Bio-Hyalur HV (24mg/ml) b
Ophthalmic (0.5 ml, 0.8 ml, 1.0 ml, 1.6ml, 1.8ml &
Solution 2.0ml PES)

Bio-Hyalur 1.2%

(1.0 ml, 1.6 ml, 1.8 ml, 2.0 ml PFS)
Bio-Hyalur DUO

(1.0 ml, 1.8 ml, 2.0 ml PFS)
Bio-Hyalur (10 mg/ml)

(1.0 ml, 1.6 ml, 1.8 ml, 2.0 ml PFS)
Bio-Hyalur Plus (14 mg/ml)

(1.0 ml, 1.6 ml, 1.8 ml, 2.0 ml PFS)
OPTIFLEX

(0.85 ml, 0.55 ml, 1.0 ml PFS)
OPTIFLEX 1.4%

(0.85 ml, 0.55 ml, 1.0 ml PFS)

MSD-CO-078 Rev 2.0

DNV GL PRESAFE AS - Veritasv eien 3, N-1363 Hev ik, Norway

- Registered Enterprise No: NO 997 067 401 MVA

Page 2 of 4



EC Certificate
Full Quality Assurance System

Certificate No.: Project No.: Valid Until: \/

£ DNV GL COMPANY

277565-2018-CE-IND-NA-PS Rev. 0.0 PRJC-556142-2016-MSL-IND 18 May 2023
e Bio-Blue llb
Trypan blue Ophthalmic (1 ml PFS and Pack of 5 or 10 PFS)
solution e Bio-Blue Plus
(1 ml PFS and Pack of 5 or 10 PFS)
e Bio Blue 90 llb

Brilliant Blue G or Acid Blue

90 Ophthalmic Solution A0.C-mi At & el

e Bio Blue 90.Plus
(0.5 mland 1 ml PFS)

Combination of Brilliant b

Blue G or Acid Blue 90 and e Bio Blue Duo
Trypan Blue Ophthalmic (0.5 mland 1 ml PFS)
Solution '
e BIOSIL llb
Silicone Ol (10ml PFS)
1000cst/5000 cst e BIOSIL-F
- (10ml PFS) g
e =
Perfluoro-n-octane liquid e BIO OCTANE llo
(5 ml & 7ml PFS)
Perfluoro decalin liquid e BIO DECALIN g *

(5 ml & 7ml PFS)

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site Name Address
Bio-Tech Vision Care Pvt. Ltd. Plot No. 4, PHARMEZ, Sarkhej-Bavla N.H. 8A, Village:
(Unit 2) Matoda, Taluka: Sanand, Dist.: Ahmedabad- 382213 (Guj.)

EU Represéntative

Neuvida Medical Device Inc Limited, 136-137 Churchill House, Stirlingj\ly\/ Y, BorehgrﬁV@bd,
WD6 2HP, England '

MSD-C0-078 Rev 2.0 DNV GL PRESAFE AS - Veritasveien 3, N-1363 Hev ik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 3 of 4




EC Certificate
Full Quality Assurance System

Certificate No.: Project No.: Valid Until: \/

277565-2018-CE-IND-NA-PS Rev. 0.0 PRJC-556142-2016-MSL-IND 18 May 2023

A DNY GL COMPANY

Terms and conditions

The certificate is subject to the following terms and conditions:

= Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a
defect in his product(s), in accordance with directive 85/374/EEC, as amended,
concerning liability of defective products.

» 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 adequate 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
suspicion, to pay unannounced Visits.

The following may render this Certificate invalid:
= Changes inthe 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 the Notified Body
identification number of Presafe.

End of Certificate

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



