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SILICONE INJECTION AND EXTRACTION INSTRUCTIONS FOR USE
Fead the Instructions for use cautiously

1.PRODUCT INFORMATION
Product Name: Silicone E and
Product Model: See the catalog or web—stte for the models
BUDI-DI- A68054880022ND

Shelf Life: Shelf life is 3 (three) years. Stated on the
product

Class: lia

Silicone Extraction and Injection Systems are sterile, single
use, surgically invasive, temporary use medical devices
used for imjection and extraction systems. The product is
used to inject and/or extract silicone oil, which is used as a
tamponade i vitreoretinal  surgery. "The syslems are
connected to vitreoretinal devices. Luers on the fubes
make the product compatible with electronic medical
devices. There is contact with tissues, cells or body fluids.

2 PACKAGING and STERILIZATION

Products are sterilized by ethylene oxide stenilization. The
roduct is offered sterle in double stenlization rolls.
'ackaging validation is conducted based on packaging

equipment and packaging materials, as per cument
standards. The instructions for use of the product has bean
prepared for fhree different systems produced to injsct
andfor extract the silicone oil from the eve. Systems vary
agccording to thew distribution in the package and Luer
compatibility.

Luer-device eompatibility is given in the table below (Table

1: LUER COMPATIBILITY) Luers must be used with the

compatibie devica

Table 1: Luer Compatibility

A _|Compatible with Bausch & Lomb
B _|Compatible with Oertli

C | Compatible with Dorc & Alcon

The contents of the systems are given in the table below
‘able 2: System Contents) Among the systems, the one

that fulfills the need should be preferred and luer-davice

compatibility should be taken inlo consideration

Table 2: System Contents
PACKAGING TYPES

Luer and sficon: Lubi ?
4 |Extraction  |Cphthaimic cannu

3 [flecten wbngan 2 | ajcon, Qerts, Dorc
Systems %wm
Gl o E s I—

3.INTENDED PURPOSE

Used for the injection and'or exirection of silicone in

vitrectomy surgery. It is used to remove andior inject

sullcone oil in vrh'eomflnal surgeries such as retinal
heme and macular hole.

4.INDICATIONS
Used for mjeckng andior exiracting silicone o, which is
used as a tamponade in vifreorafinal surgery Used in
surgeries such as pars plana vitrectomy, macular holes,
intravitreal hemaorrhages, retinal detachment.
4.1.Patient Information:
The targeted patent group includes all age groups, all
naticnalties, and the whole population in need of
ophthalmologic surgery without indicating any weight
restrictions. The patient 10 card or whistband is geen to the
patient with instructions o keep the implant as a
permanent record and show it fo any huture ophthaimolo-
ist

.2.Patient Preparation
The product is used in eye surgery. The patient is prepared
for the surgical procedure in line with the doctor's
instructiens. The product does not require any special
preparation and traning.

5.CONTRAINDICATIONS
Surgeon should use careful pro- and peri-oporativa
evaluation and sobd dinical judgment lo decide the
benefit/nsk ratio before licone oil to & patient with
one or more of e following conditions. The evaluation of
each individual case is at surgeon's discretion
Should not be used;
-tn patients known to be allergic to any of the product
dients,
pallenls with known silicone allergy,
(IS'L udophakic palients with a silicone intraccular lens

<With non-sterile, open package silicone oil

6.SIDE EFFECTS

Use with non-sterile, opened silicone ol creates
contamination risk. Risk analysis conducled by the
manuiacturer's nisk management team specified that the
remaining risk is as low as reasonably possible.

T.USAGE

~Take out the products from the box.

~Open the product packaging just before use.

~Open the sterile packaged products taken out of the box 1o
a starile area by following the sterile opening nules and the
opening direction shown on the package. (Picturs A)

J

Picture A: Symbol of Roll Pack Open Direction

i-Cannula

2-Syringe

3-Plunger Rod

4-Luer {compatible with syringe}
5-Lock

S:Luer {eompatible with device)

Correct instructions for Usage for Injecting Silicone Oil
to the Eyes:

1-Lock the cannua to be used fo inject silicone to the
syringe tip. (Scrow

Part 1in the figure into the Pard 2)

2-If silicone ofl 1S used in the vial, pour it nto the syringes.
3-Push the plunger stopper mounted on the plunger rod fip
in a way so there is no space between the plu stopper
and thsys.i[icone oil. ﬂns?r?Part 3 to Part QJD Mot Pe
4- Turn the plunger rod part of the third part and saparate it
fronm the piston at the end

5- 1N thers s any bubble el in the syringe, remove it from
the cannula tip or the plunger siopper skirt by applying a
little pressure from the side before attaching the tubing
sysiam

H-Push the luer towards the end of the tubing into the back
of the syringe contaming the silicone od. (Attach Part 4 to
Part 2}.

7-Flace it in a way thal the opening of the plashc lock
reaches on the flap of the syringe. Twist the syringe half a
tum to the right or left and lock the syringe. (Lock Part 5 to
the junchion of Part 2 and Part 4)

B-Attach the luer located at the end of the tubing to the air
outlet of the device. (Attech Part 6 1o the device).
8-Remove the lid on the cannula and make it ready for
application

Correct Instructions for Use for Extracting Silicone Oil:

1-Ensure that the cannula is locked at the tip of the syninge.
(Attach Part 1in Figure 2 1o Part 2).

Z-Insert the piston mounted on the plunger rod tip into the
syringe, unscrew the plunger red pari from the plunger
stopper (Insert Part 3 into Part 2)

3- Turn the trigger part of the third part and separate it from
the piston at he end

A-Push he luer at Ihe and of the lubin,
syringe and attach it. (Attach Part 4 in
5-Lock the luer at the end of the tublng to the air outlet of
the devies. (Altach Part 8 to the devies).

B-Remove the lid of the cannula and maks it ready for
applcation

Into the back of the
Part 2).

B.WARNINGS and PRECAUTIONS

Itis -Usg
Do not re-sterilize. Reuse and/or resterilization may
ladversely affect device performance, which could

9.WASTE DISPOSAL

Used products must be disposed of properly to avoid
possible nsks of infection.  Dhsposal of the products after
u=a should ba performed by authonzed persons in line with
hospital procedures. Manufaciurer is not responsible for
washe disposal procedures.

1I! STORAGE AND TRANSFER CONDITIONS

betwean 10°C (50°F or 283 15°K)
and 35 “C (95°F or 308 15°K). Store in a dry place. Protect
against ight and impact Do not use after the expiry date_ If
it 5 wanted to be transfemred, it can be transported in the
boxes belonging to the product.

11.WARRANTY AND LIMITATION OF LIABILITY

Teknomek Medikal is not responsible for any injunes or
damages thal may anse from non-compliance with the
recommendations and suggeshons in the instructions for
use and that are not suitable for the patient in the speci

15. ABBREVIATIONS
IFU Instructions for Use
ish
'c Centigrade
'K Kelvin
°F Fahrenheit
% Percentage
10L Intra-Ccular Lens
G Gauge
CMR Carcinogenic, mutagenic, reprotoxic
substances
Basic Unique Device Identification -
BUDLDY Deavice ldfuntﬁ'lar

criteria. The risk of contemination which may arise from
re-sterilzing the product by ignonng its single use guality s
nat the responsibiity of the manufacturer. Teknomek
Medikal is not responsible for the injunies or damages that
the patient may suffer if it is not used by the doctor in line
with the instructions for use.

12.SAFETY and CLINICAL PERFORMANCE
The product does not eontain tissua, cell or derivatives of
human or animal There are no medicinal substances or
biological matenals included in the device as an integral
part of the device. No materials contain or consist of
endocrine disruptors as an integral part of the device or
that may cause sensitization or an allergic reaction to the
patient or user are included in the device The products
contain trace amounts of Nickel, which is one of the CMR
tances. The systems are connecled to wvitreoretinal
devices. Luers on the tubes make the E& roduct compatible
with electronic medical devices. Essentially, they are used
onee in an operation. There is no contact with ssues, calls
Uf body Tlukds As a resull of the risk management repm
by the Lurer's risk lea
Lhe toxicological risks that the product may ransfer to t'he
patient in clinical use have been evaluated specific to
contact time and the lissues whera the contact s made,
and it shows that the product is nol eylotoxic, ocular imtant,
skin sensitive and acute systemic toxic. In line with this
resuit, the product is biocompatible. Please contact the
manufacturer  for delailed safely and performance
in n

13.RETURN AND EXCHANGE POLICY
Please contact the manufacturer or your local distributor for
the return or exchange of the product.

14. SYMBOLS
The symbols given on the product box and in the
instruciions for use are listed balow

“ Manufacturer
Balch Code
BT .
m,:_r Temperature Limit
T

e Humiidity Limitation

@ Do not re-use
@ Do not rasterilize.
- Use-by Date
2 Caution

- [seriously harm patient ealth and safely.
Lrspose of wasle in accordance wilh hospital

procedures after use

Keep away from sunight

e nsk of contamination ansing rom the reuse of
contents by ignoring the fact that the product is
ingle use is not the responsibility of the
manufacturer.

Extremely high-pressure settings can put the patent

Sterilized using ethylena oxide
Single slerle bamier systam

Sterilzed using ethylens oxide
Double sterle barmier system

Systems must be usad with ble luers.
& Use O matenals oiher Than compalbls progues |
may affect system performance and create potential
hazards,

Do not use if the packaging is open or damaged. Do
ot use the product afler the expiry date. Do nol use
he product with wet packaging

& product is restricted for use by physicians
ecialized in surgary trained m ophthalmic surgery.

I
In case of any adverse reaction, notify the

Do not use the product whose stenle package has
been opened or da
Do ol Use expired products.

LiCT the applcanon acCOroing 10 T NSIUCions
itten in the instructions for usa. Otherwise
manufacturar is not responsible

ise for children pregnant or lactating women is
under the initiatve of the ophihalmic surgeon.

Keep dry.

i Consult instructions for use.

@ Do not use T pacEage is aﬁm and
A WAL U L —

consult instructions for use.
Madical davice

Unigue Devica identifier

Does not contain natural rubber latex.

“Manufac‘lurer: TEKNOMEK Medikal Malzemelen
Sanayi ve Ticaret Lid. S Halicioglu Mah, Okumusogiu
Sok. No 2 K5 34445 Beyodlu, kstanbul, Torkiye

Tel =00 212 366 1263, Fax: +00 212 210 3432
Website: www_leknomeok net

e-mail: infoi@teknomek nat
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