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SILICONE QL INSTRUCTIONS FOR USE
Head the instructions for use cautiowsly!

1.PRODUCT INFORMATIDN

Product Name: Silicane

Product Model: Seo lhe CBWUQ oF web-gile for the models
BLUDI-DI : B6E054559502 1 NG

Size: 10 ml (in glass vial or giass syrings)

Shelf Life: Shelf life = 2 (two) years. Stated an the product
Class: b

[Technical
|Eciling Pomt =205 ¢
=40°C
0.871
Odorless
Tnsoluble {=100ppb)

1.1 Chemical Properties

supplied with synnge and small glass vial form. The synings
form is ready o use. The amount and viscosity are stated on
the product package

3INTENDED USE
Silcons o is used as a subsiitule for the wilreous body n
vitrectomy surgery. The product is preferred for a long-term
ocular endolamponate in selecled areas of complicated or
uneomplicated recurment retinal decollements.

3.1.Clinical Benefit

Helps in the &umlcal trea!mem ol retinal detachment as &
result of giant tea)

2. Move the plunger rod to the appropriate space on the
syninge.

3. Place the phunger rod by twirling il to fhe appropriste space
and Tix it

4 Take the cannula from the box out of its package

5. Hold the syringe luer as shown

6. Carafulty twirl the syringe ler cap.

7. Remaove the syringe uer cay

& Plzce the cannula on the symga Twist tne cannula and
secure. Product is ready 1o use.

EWARMINGS and FRECAUTIONS

tractional uuabehc retinopathy aﬂﬂ traumatic W and

other wral infections affectag the refina

4INDICATIONS
It is a substance used as refinal tamponade (up to 20 days)

2, |Do not shake the product,

A [y aﬂomdwm por!‘orma'lw wnlch could

postep with all RD (giant tear
vitteoretinopathy,  tractional  diabetic
traumatic retinop,

4.1.Patient Information

The targeted patient group includes all age groups, all
nationalities, and the whole population  requinng
endolamponade following [he vitreclomy surgery withoul
specifying any weight restictions. The intemational patient
identification card is gwen (o the palIEl“ with instructions 1o
keap tha implant as a permanent record and ko show it Lo ary
ophthalmologist in future

teIn’;Opall‘Vy and

& Du not uss the product whasu sterile pa.ckags has
been opensd or damaged.

following the use of high-purity siicone oil, even though no

has been established with the purity
of the silicone oil. Clinical expenence has shown that silicons
ol st be removed when the disease stabilizes or
compbeations develop. Please conlact the manutacturer for
detailed safety ond parformancs information

13.RETURN J\ND EXCHANGE PCILICY
Please contact oF your local tor
the refum orexchanqe of the product:

14.8YMBOLS
The symbaols given on the product box and in the mstrectons
tor use are isted below

Manuiscturer

Baich Coda

Temperature Limit

7 Apply with @ stenie single use syringe and a sterile
5ingle use cannuia.

Humidity Limitatian

A [Sunable for intra-ccular use only.
A D¢ not use expired products.
"4, |17® ProGuEt s restrcted for Use by surgeons trained

4.2 Patient Preparation in witrecratinal surge
Silicone Qil 1000 cSt ;l'mihpmdum .si userd é‘n eye ?;mlm-_‘ The: pauen: i5 prepared o the applicaton 1 any 519¢ oMects ocowr, T case LJ Use by Date
- 3 > Tom® or the surgical procedure in ine with t . : ;
Densi 0,961 gfom™ 0.970 g fom The product does nol require any speclal nrepor:mon and Afofap y unreported adverse reaction, notify Caution
iscosity 1000 ¢ training. the manufacturer. -
Endotoxi <0.2EUImI SRR GE o T ihe corneal endothellum 15 dangerous 5. | eep away from sunfight
Refractive Index 1.403-1.404 at 25°C Surgeon should use esreful pre- and  per Al fons must b taken to avoid . Sttt s
Spectral Given graphically between evalusion snd sobd clnieal judgment to decide the FUﬂm’mom the passage of the substance under thef @ Singl st bgamer i
Transmittance 300 nm and 1100 nm benafitrisk ratio belore Injecting Sillcene ofl to a patient with retina must be prevented, 9 5! 5
2 one or mare of the following conditions. The evaluation of lop e appll N case of an adverse reaction.
each mdividual case 1S at surgeon's discretion. A § 5 % ) f‘ Koep dry.
+ In patients known 1o De allergic to any of the product In cese of any adverse reaction, nalify the
Silicone Qil 300 cSt ingredients, [mapuizciure Consult Instruetions for use.
Densi &T_.'un’ 09709 i,m_g = In patients with known sillcona alle [Conduct the appication according to the instructions
_v____iz - In pseudophakic patients with & slicons nteocular lens A Lwritten in the instructions for use, Otherwise the Dc niod usa 1 pm@s = damaged and
iscosi 300 ¢S (1oL iarciaciiires & ot rssbonaibia consult msiructions for use,
Endotoxict % T Shouid be snstred that no other liquid remains in MD| | Medical device
| Retractive Index 1.403-1.404 at 95°C 6.5IDE EFFECTS the vitrasl cavity while applying the silicone oil. " -
Spectral Presented graphically ;rhsre are also M1sks in surgeres nerrlwmed ireing silicene ol T Gegree of INTAOCUIRr fens May CALSS reacive [upt| | uniqus Davice Identifier
; or the supenor segment as with all surgical interventions. g
Transmittance between 300 nm and Usage balow the required amount poses the nsk of neffective A ferrers when with 3 Dioes not contain natural rubber latex.
1100 nm. low tampenade. Redundant use may cause problems such because the refractive Indax of siicons ol is high.
a3 fiisang. to antenior chamber and comeal problems, It7s the surgeon's responsibiiy 1o select the patents| 15.ABEREVIATIONS
Silicone Cil 5000 cSt ocular ocular hyp detachment, i [setect the surgical procedura, and the length of time F T
Densi 0965 glem*- 0,973 g fom’ comaal spithelial edsma, cysioid macular edema, infection, the silicone oil endatampenade in the aye (up to 29 |1} nstictens for
leCcos 5000 cSt amopnmalmms_glnuﬁmrg keratgoa_}_mf transter of silicone days). #%ﬂ'ﬁh
- il lo the antence chamber. and silicone infraocular lens - i er
Endotoxici =<0.2EU/mI opacification have been reported among the silicona-related AGCUiaE inntes mat: ol sRicans CAR OpRC Sy Wih. K Kal:i%mgﬁ
Refractive Index 14031404 at 250 side offects. Other side effects niclude oplic nerve atrophy, 4 [silicone oil. Therefore, silicone oil should not be -
Epectral B ed Fical rubeosis inidis, transient infraocular pressure  increase, applied to eyes with Intraocular lenses (10Ls) ] Centigrade
P . resented graphically macular pucker, phithisis, and rupture, which are observed isualy nspecl the substance 1o ve ATILIS claar F Fahrenheit
Ti ce bet 1 300 nm and less.  Passing of silicond oll inte the antenor chamber |  tra L G Do ot iise i it o hin T Tilier
1100 nm result in comeal changes including clouding, Descemet's AU = & SLELEL s “AE m
Z folds, or comeal decompensation If indectomy is not Glass injectors are patentially fragile and should be g Gram
rloimed at & o'cleck posilion in aphakic eves, pupillary used carefully. nm Nanometer
Spectral Transmittance Curve (1000 ¢81) Fg & and angle closure may occur sfter siicone ol infusion A Iy T -
Risk analysis conducted by the 5 risk |_g'ml Gram/Mlilitsr
team ind that the risk 15 a5 low | _ppb | 1t per bllllon
as raasonably possitls 9.WASTE DISPOSAL T RS IR
T.UsAce e o oo Dieposetof e rodcrs ster st snouks | | MR || C2rcinogenic, mutagenic, reprotoc
The amount to be injected will vary in each specific case and P substances
must be detarmined by the surgeon during the operation. I be peronmed by su!.nunzeu parsons in line with hospital =T8) Retnal Detachmont
must be checked whether there is 8 problem in the correct procedures Waste disposal procedures are not under the —————— e ]
papillary circulation and feeding of the optic nerve dunng the responsibility of the manufaciurer | _EUmI | Endotoxin per milliliter
Infusion because Il Is Impossible 1o determing he correct Basic Unique Device Identification -
infraocular pressure o practice. In case suspected for such a EUDIDI

Spectral Transmittance Curve (1300 cSt)

Spectral Tranemittance Curve (5000 cSt)

Silicone oll is a ransparent, odorass, eoloriess, sterle, single
use, surgically invasive, ulrapure medical ligwd. It is &

rified,  sterile vitreoretinal,  fractionated apyroganic
polydgimetnylsioxane sillcone ofl for surgical purposes. This
product does not contain phihalates and |atex. Silicone oil is
& very pure substance. Silicone ol is used as vilroous
tamponzde m virectomy surgery. For an easier spplication
silicone oil can be supplied with =yringe, cannula, injection
system,

2 PACKAGING and STERILIZATION

Products are sterilized by steam storllization. The products
are offered in giass vial sealed with a polymer stopper and
meatal cap or in a syringe as a 10 ml. Depending on the
disposable produet code, the silicons injection cannula is

O not 1e-use.

Do not resterilize

Explanation/Translation of Symbols
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situgtion, the infusion must be stopped mmediately. Do not
i wilh any other substance bafore uss.
+Take out the products from the box.
*Open the product packaging just befors use.
~0pen the sterile packaged products taken out of the box to &
sterile area by following the sterile opening mles and the
o&uenng direction shown on the package. (Picture A)

ay attention nof o form air bubbles while drawmg it the
syringe from the glass vial

Picture A: Foll Pack Open Directon

. Correct Instructions for Use for Glass Vial:

2 4 5 4 7

1. Take the glass wial from the Dox out of its package.

2. Remove the cap of the glass vial.

. Take the cannula from the box out of fls package.

4_ Hold the syringe.

5. Place the cannula on the syringe {which is suitable for
delvary)

B. Twezt and secure.

¥ .Perforale the polymer plug with the syringe. Pull the plunger
rod 1o draw the product into the syringe.

& Transfer the product from the vial fo the synnge

7.2 Correct Instructions for Use for Glass Syringe

7 B
1. Take the syringe oul of its package with its plunger rod.

10.8TORAGE AND TRANSFER CONDITIONS

Store at temperaiures betwean 10°C (50°F or 283.15°K) and
25°C (77°F or 290.15°K). Store in a dry place. Protect against
light and impact. Do net use after the expiry date.

If it is wanted io be transfesred, it can be trensported in the
boxes balonging to the product

11.WARRANTY AND LIMITATION OF LIABILITY

Usa of the product is an operation involving ophthalmic
surgary and has varnous risks ragarding the eye surgery
Teknomek Medikal offered informaton and suggeshions on
such risks as well as the methods and fechnigues of the
preduct. The doctor must share all the necessary information
about this o Whe palients. Teknomek Medikal s not
responsibla Tor any Injuries or rsamages thal may anse !rr)m
-G i with the and

in the instructions for use and thal are not suitable for the
patient n the specified criteria The nsk of contamination
which may arise from re-starilizing tha product by ignoring its
single use quality is not the responsibility of the manufacturer
Teknomek Medikal is nol responsible for the injunes of
damages that the patient may suffor I i is not used by the
docion in line with the instrections Tor use.

12.8AFETY and CLINICAL PERFORMANCE

The product doss not contam tesue, celdl or derivatives of
human or animal There are no accessories and salrwsna for
the device. There are no | 5ubsl ar b |
matenials incleded inthe device as an integral part of the
davica. No CMR subsiances or malerials thal contain or
consist of endocrne disruptors 85 an integral part of the
dewice o that may cause sensitization or an allergic reaction
to the patient or user are ncluded in the device The
incidence of complications has been found fo be lower

En ophthalmic liqui
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