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SILICONE OIL INSTRUCTIONS FOR USE

PRODUCT INFORM
Product N

Product Model: See the catalog or
BUDI-DI: 8680

Size: 10 ml (in glass vial

Classb

Technic

Boiling B

Melting Po

Specific Weight:

tiousiv!

supplie
form is eady scosity are stated on

the product package

3.INTENDED USE
as a

vitrectomy surge -term
ocular endotamponate in selected are

3.1.Clinical Ben
suroical

ult of giant tear retinopatin
diabetic retinopa

other viral infections affecting the retina

4.INDICATIONS

It is a substance used as retinal tamponade (up to 29 days)

vifreoretinopathy, tractional diabetic retinopathy and
atic retinopathy).
atient Information

geted patient group includes all age groups, all
and population requiring

ponade following the vitrectomy surgery
ecifying any weight restrictions. The international patient

t as a permanent record and to show it to any

mhsimotogist in Tuture.almologist in future.

2. Move the plunger rod appropriate space on the

3. Place the plunger rod by twirling it to the appropriate space
and fix it.
Take the cannula from the box out of its packag
Hold the syringe luer as shoWT

.Carefully twirl the syringe luer ca
7. Remove the syringe luer cсар.

secure. Product is ready to uso.

8.WARNINGS and PRECAUTIONS

rformance LOT

Silicone Oil

Endotoxicity
Retractive Index

Spectral
Transmittance

Silicone Oil

Density

dotoxic
Retractive Index

Spectral
Transmittance

Silicone Oil
Density
Viscosity

Endotoxicity

Retractive Inde

Spectral
Transmittance

Spectral Trans

1000 cSt
0.961 a/c 0g/cm³
1000 cS

e product is used in eye surgery. The patient is prepared

The product does not require any special preparation and
training.

<0.2EO dangerous

STERLE

1.403-1.404 at 29

Given graph
300 nm and 1100

1300 cSt

0,961 g/cm³-0,970 g /cm
1300 CS

1.403-1.404 at 25°C
Presented graphicallN
between 300 nm and

1100 nm

5000 cS

0,965 g/cm²- 0,973 g/cm
5000 c3

<0.2EU/

1.403-1.404 at 25°C
Presented graphically
between 300 nm and
1100.om

00 cSt)

5.CONTRAINDICATIONS

evaluation and solid clinical judgment to decide the
benefit/risk ratio before injecting silicone oil to a patient with

or more of the following conditions. The evaluatio

ents known to be allergic to

ngredent
•In patients with known silicone allergy,

6.SIDE EFFECTS

e required amount poses the nisk of ineffective

nade. Redundant use may cause problems such

hia. ocul

thalmitis, glaucoma

opacification have been reported among the silicone-related
ther side effects include optic nerve atro

rubeosis iridis, transient intraocular pressure increase,

Passing of silicone oil into the antorior chamber may
comeal changes including louding, Descemet

omeal decompensation If indectomy is no
at 6 o'clock position in aphakic

cted by the

Glass

Other

following of high-purity silicone oil, even though
cnincidental relationshio has been established with the ourity
of the silicone oil. Clinical hown that silicon
oil must be removed when the diseas izes

complications develop. Plea
dalailad safety

13.RETURN AND EXCHANGE POLIC

the return or exchange of the product

14.SYMBOLS
ven ont

listed beld

Manu

Batch Cod

ructions

Humidity Limitation

Do not re-use

Do not resterilize

Use-by Date

Keep away from sunlight

Sterilized u

Keep dry.
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Spectral Transm

Spectral Transmittan

Silicone oil is riess, sterile, single

purified, sterile vitr fractionated apyroge
polydimet surgieal pumoses This

product do s and latex. Silicone oil is
a very pure s used as vitreous

silicone supplied with syringe, cannula, injection
sy

Products are stelized by steam stenloat

are offered in glass vial sealed with a polymer stopper and
metal cap a 10 ml. Depending on the
disposable product code, the silicone injection cannula is

hined by the surgeon during the operation. I
problem in th

ulation and feeding of the optic ne g the

ecause it is impossible to determine the correct

tusio ube. In case suspecled for such a
with any other substance beforo use

ake out the products from the lore use

product packu

nsks of intection Dispos
thorized

procedures. Waste disposal procedu
responsibility of th

ng just before use
pen the stenile packaged products taken out of the box  to a
erile area by following the sterile opening rules

opening direction shown on the package. (Picture A)
Pay attention not to form air bubbles while drawing into the
syringe glass

10.STORAGE AND TRANSFER CONDITIONS
Store es between 10°C (50°F or 283.15

light

If it is

e A: Roll Pack Open Direction

orrect Instructions for Use for Glass Via

glass vial from the box out of its package.
e glass vial.

tof its packa

the cannul

Twist and secure

forate the polymer plug with the syringe. Pull the plunge
to draw the produ

8. Transter the product from the vial to the syringe

7.2 Correct Instructions for Use for Glass Syringe

1. Take the syringe out of its package with its plunger rod.

11.W

ye surgery
offere
as th

sen

by ignon

responsibility of the  m

ponsible for the
dama patient may suffer if it is not used by the
doctor in li instru

man or an

the device. There
maienais ncidded in m
device No CR Sustang contain
consist of endoerine disrupto integral part

l heycatste sesiran aengie

incidence of complicafions has been found to be lower

01.2023 (You can find the

alzemeler

anayl ve Ticaret Okumuşoğlu
4445 İstanbu

omek.net

n and

revision information on Teknomek's website.

CE
2292 CE 2292 certihed product

ATranslated by:
Tercüme Hizmetleri Tic. Ltd. Şti

Address: Kervangeçmez Cad. Hark Sok. Çağdaş Apt.
34381 Mecidiyeköy, İstanbul, Türkiye

lar Len

nutagenic, reprotoxic

U
D
I

3
1

I
m
p
l
a
n
t
a
t
i
o
n
 
d
a
t
e

ल

M
D

D
e
v
i
c
e
 
n
a
m
e

N
a
m
e
 a
n
d
 a
d
d
r
e
s
s
 o
f 
th

e
L
O
T

M
a
n
u
f
a
c
t
u
r
e
r

+

I
n
f
o
r
m
a
t
i
o
n
 
w
e
b
s
i
t
e
 f
o
r

pa
ti

en
ts

L
O
T

L
o
t
 n
u
m
b
e
r
/
 B
a
t
c
h
 
C
o
d
e

中
w
w
w
.
t
e
k
n
o
m
e
k
.
n
e
t

T
E
K
N
O
M
E
K

 
T
E
K
N
O
M
E
K
 M
E
D
I
K
A
L

 
M
E
D
İ
K
A
L

 M
A
L
Z
E
M
E
L
E
R
İ

M
A
L
Z
E

S
A
N
A
Y
İ

 v
e

 T
İ
C
A
R
E
T

 I
td

. 
Şt
i.

U
D
I

U
n
i
q
u
e
 
D
e
v
i
c
e
 
Id
en
ti
fi
er

In
te
rn
at
io
na
l 
I
m
p
l
a
n
t

 C
a
r
d

M
D

?


