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implantation (IOL), routine cataract surgeries,
ir lar lens impl ion, corneal trar i

B.WARNINGS and PRECAUTIONS

and glaucoma surgeries.
4.1.Patient Information
The targeted patient group includes all age groups, all

YL METHYLLUL
Read the instructions for use cauticusty!

Use

1.FRODUCT INFORMATION

Product Name: Hydroxypropyl Methylcellulose
Product Model: See the catalog or web-site for the
models

BUDI-DI : 868054899026NM

Froduct Concentration Percentages: 2%, 2.4%
Size: 1 or 2 milliliters {in a glass syringe)

Shelf Life: Shelf Ife is two years. Stated on the

lities, and the whole population in need of
ophthalmologic surgery without indicating any weight
et The International Patient Identification
Card is issued to the patient with instructions to keep
the implant as a permanent recerd and to show it to
any future ophthalmelogist.
4.2,Patient Preparation
The product is used in eye surgery. The patient is
prepared for the surgical procedure in line with the
doctor's instructions. The product does not require
any special preparation and training.

product.

Class: |Ib 5.CONTRAINDICATIONS
Chemicat Properlies [rEp——ry [Ty Ths gear should use r.alrs_ml pre- and peri-opera-
Melpiceniioes tive 1 and solid clinical judgment to decide
Concentration %2 LY the benefitirisk ratio before administering a methylcal-
Per

Mokecular Weaghl
pH

Density 0.967-0.995 giem® 09920958 giem®
Conceniratian 20mgimi 2dangmi
Viscosity 10,000-20 00DmPa s § 20,000-50.000mPa s
Csmotalily 200-400mOs kg 200-400mCsnkyg
Endotoxicity < 2ELLmi <) JELmd
Refrachive index 1.357-1 338 1.537-1. 938

Rheological Profile
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Methylcellulose 15 a sterle, single use, surgccally
invasive vi i luti Methylcellulose is a
clear, colorless, ocorless and sterile solution for
intraccular use. Does not contain any preservatives.

Vise

lulose injection to a patient with one or more of the
following conditions. The evaluation of each
individual case is at surgeon's discretion,

+ In patients who are sensitive to any substance in the
solution,

+ In patients with very high intraccular pressure,

+ Use for children pregnant or lactating women Is
under the initiative of the ophthalmic surgeon,

6.51DE EFFECTS

Temperary high intraocular pressure abnormalities
may occur following the surgery. The patient should
be wamed that he/she should consult his/her doctor if
i lar pressure i . Even though thera
are no cases reported up to the present, it may
interact with concomitant medications and cause
condensation. In case such a case is observed,

physicians should consider this potential.  Risk
lysis cond i by the mar ‘s risk
manag team specified that the ining risk is

as low as reasonably possible.

T.USAGE

These are the instruments used during ophthalmic
surgery, Should not be left in the eye after the
procedure iz completed. The amount to be injected
varies in each specific case and should be

It is indicated for use as an fo
ophthalmic  surgery in any anterdor segment
procedures like cataract extraction and intraccular
lens implantation. The solution contains hydroxypro-
pyl hyleallulose in physiological saline solution at
different concentrations.

2.PACKAGING and STERILIZATION
Methylcellulose is offered in 1 ml or 2 mi sterile single
use glass syringes. The product is offered with a
23-27 G thin blind sterile single use cannula. The
product is in ready-to-use form. The amount is
specified on the product packaging. Products are
sterilzed by steam sterilization.

3.INTENDED PURPOSE

Comeal endothelial cells may be damaged, in case
the space between the corneal endothelium and the
anterior chamber is not maintained during surgery,
causing corneal decompensation. Viscoelastic
solution is injected to protect the corneal by protecting
the cavity in the anterior chamber. The main objective
of viscoelastic is o create a protective barrier for the
comneal endothelium or to ensure intraccular lenses
to slide out of ther cartridges during operation.
Methylcellulose protects chamber depth, endothelial
layer, other intraccular fissues during anterior
segment surgery and this allows more efficient
manipulation with significantly less trauma to the
corneal endothelium and other ecular tissues.
3.1.Clinical Benefit

=Supports  intraccular  manipulations by  creating
volume and protecting the endothelium.

*Enables surgeons to easily perform surgical
maneuvers during operations,

4.INDICATIONS

Methylcellulose solution is an ophthalmic surgical
instrument used in surgical interventions regarding
the anterior segment like cataract and intraocular lens

by the surg during the operation. Do
not mix with any othar substance before use.
+Take out the praducts from the box.
+Open the preduct packaging just before use.
+Open the sterile packaged products taken out of the
box to a sterile area by following the sterile opening
rules and the opening direction shown on the
package. (Picture A)

&

Picture A: Symbeol of Roll Pack Open Direction

Instructions 1o remowe the syringe luer cap
correctiy:

1. Take the syringe from the box out of its package.
2. Hold the syringe luer as shown.

3. Carefully twist the luer cap.

4. Remove the |uer cap.

Instr to place the correctly:

5, Take the cannula from the box out of its package.
6. Hold the syringe.

7. Place the cannula on the syringe.

8. Twist and secure.

9. After the air is purged out of the cannula tip, the
solution iz ready to be injected. Methylcallulose
viscoelastic is completely cleaned/removed from the
eye by imigation and/cr aspiration method at the end
of the surgery.
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3 ! i may

A y affect device | which could
serously harm patient health and safefy.

4 |Pa not usa the product
been opened or damaged.
[Apply with & sterfle single use syringe and a sterile
single use cannula.

CSe Sterlle package has

14.8YMBOLS
The symbois given on the product box and in the
instructions for use are listed below.

Manufacturer
Batch Code

Temperature Limit

W Humidity Limitation

& J0c not use expired products.

A aroduct Is restrictad for Lsa b
rained in ophthalmic surgary.
Stop the application in case of an adverse reaction

A |in case of any adverse reaction, nofify the
manufaciires

sirgeans

Conduct the application according to the instructions
b Jemitten in the instructions for use. Otharwvise
the manufacturer is not responsible
Uze for children, pregnant or lactating women Is

4 Junder the initiative of the aphihalmic surgeon.

@ Do not re-usa.

@ Do not restesifze,
T
[ Usa_by Dats
Caution

=

Keap awery from sunlight

Sterilized using steam
Single sterile barrier systarm

A should not be used in conjunchion with cther
dayices andior genaral purpose souip t.

Pl

T

Kesagp dry

Suitabla for intra-ooular use anly.

Used for a short tme in oparations and mus

be completely cleaned following the operation,
nsure that the product is completely cleaned

Follonwing the application.

The remaining viscosiastic after surgical op

b
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COMSURL INSIUCHonS fof use.

Medical device

=

naturally excreted through the trabecular system and [UBt] | unique Device identrier S ﬁ 1

Schiemm's canal, Intraocular pressure may increase - Dioes not contzin natural rubber latax, @
alin any case where the drainage channels may be @

biocked. In such a casa, the surgeon should

| mplarmint the apcroprate eaiment 15.ABBREVIATIONS
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 Jand cause condensation. In case such a case is + % |

chsarved, physicians should consider this | i K Kelvin %
9.WASTE DISPOSAL i N
Used products must be disposed of properly to avoid Cam = g
possible risks of infection. Disposal of the products CMR ey * A =
after use should be performed by authorized persons o] g
ek 5 i : mFa T pasca = -
in line m_-nh hospital pm_cedures. Manufacturer is not Ta Pascal = § =
responsible for waste disposal procedures. Pas Wil pascal second g = H‘J
10.STORAGE AND TRANSFER CONDITIONS rfl Eﬁ%r 8] g 6
Store at temperatures betwesn 10°C (B0°F eor T Fioaram é !‘F—
283.15°K) and 25°C (77°F or 298.15°K), Store in a | it meRdiar = w e
dry place. Frotect against light and impact. If it is i gram o =
wanted to be transferred, it can be t ried in the = 7 Gmnm‘th'II'l'te £ g E
boxes belonging to the product. e LA B ool w Z

msjml Milligram/Milliliter a <

11.WARRANTY AND LIMITATION OF LIABILITY i i 1 per milier O [ e
Teknomek Medikal is not responsible for any injuries _m_r__ng_mOsmfk ilicsmol / Kilogram p o
or damages that may arise from non-compliance with supiol | A25t° Unique Device |deniicalion - (1T} |
the T dations and suggestions in the ElBic: I Bnlin
instructions for use and that are not suitable for the Da Dalton

Explanation/Translation of Symbols

Patient name or patient

1D number

implanting healthcare
instituation / provider

Implantation date

Name and address of the

Manufacturer

Information website for

patients

Lot number/ Batch Code

K

@ ¥ | Name and address of the

m Device name

m Unique Device Identifier

patient in the specified criteria. The risk of contamina-
tion which may arise from re-sterilizing the product by
ignoring its single use qualily is not the responsibility
of the manufacturer. Teknomek Medikal is not
responsible for the injuries 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 contain tissue, cell or
derivatives of human or animal There are no
accessories and software for the device. There are no
medicinal substances or biological matenals included
in the device as an integral part of the device. Mo
CMR substances or materials that contain or consist
of endocrine disruptors as an integral par of the
device or that may cause sensifization or an allergic
reaction lo the patient or user are included in the
device. Please contact the manufacturer for detailed
safety and performance information.

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

“ Manufacturer: TEKMOMEK Medikal Malzemelari
Sanay| ve Ticaret Lid. $ti Halicioglu Mah. Okumusogdiu
Sok. No 2. K.5 34445 Beyodlu, Istanbul, Tirkiye

Tel: +90 212 369 1263, Fax: +50 212 210 3432

Website: www.teknomek.net

a-mail: info@taknomek.net

Document Ma: IFU15M

Rev.068/02.01.2023 {You can find the recent version and
revision information on Teknomek's website. |
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wm

B transiatea by:

Atiantix Terclime Hizmetleri Tic. Ltd. $ti

Address: Kervangecmez Cad. Hark Sok. Cagdas Apt.
No:2/5 34351 Mecidiyekéy, Istanbul, Tiirkiye

Tel: +30 212 217 32 06

e-mail: Infogatiantiktercume.com
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International Implant Card
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