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EN cavity during intraocular manipulation It is used in surgeries ready to be injected. Sodium hyaluronate viscoelastic is contact the manufacturer for detailed safety and performance R hiicrelerini  korumaktir. Uriin,  intraokiiler methodu ile gézden tamamen temizlenir/ gikarilir. .IADE ve DEGISIM POLITIKASI
such as cataract, glaucoma, corneal transplantation and lens completely cleaned/removed from the eye by irrigation and/or information. asyon sirasinda 6n kamara g Uriiniin iadesi veya degisimi icin litfen Uretici veya yerel
implantation to protect the anterior chamber depth. aspiration method at the end of the surgery. I E KNOME K e ederek ve yarak kornea i 9 distribltdriiniiz ile iletisime geginiz.
13.RETURN AND EXCHANGE POLICY korur. Katarakt, glokom, kornea nakli ve lens
Medikal Malzemeleri San. ve Tic. Ltd. $ti. 3.1.Clinical Benefit Please contact the manufacturer or your local distributor for Medikal Malzemeleri San. ve Tic. Ltd. Sti. lmpla_ntasy?'r'l:u .0.9':“ her  turli =°" vesekgo':"ne:; W 14.SEMBOLLER

SODIUM HYALURONATE (HYOTEK) INSTRUCTIONS FOR USE
Read the instructions for use cautiously!

1.PRODUCT INFORMATION

Product Name: Sodium Hyaluronate

Product Model: See the catalog or web-site for the models
BUDI-DI: 868054899025NK

Product Concentration Percentages: 1%,
1.6%, 1.8%,2.0%, 3.0%

Size: 0.55, 0.85, 1, 1.5 or 2 milliliters (in a glass syringe)
Shelf Life: Shelf life is three years. Stated on the product.
Class:lib

1.2%, 1.4%,

g:‘:p’::_‘:i:'s S“é‘(‘)’ﬂ“;'ry;g‘h’g:“ Molecular Weight [ pH
Hyotek%1 %1 2332MDa | 6876
Hyotek%1.2 %12 2332MDa | 6876
Hyotek%1.4 1.4 2332MDa | 6876
Hyotek%1.6 %16 2332MDa | 6876
Hyotek%1.8 %1.8 2332MDa | 6876
Hyotek%2 %2 2332MDa | 6876
Hyotek%3 %3 2332MDa | 6876
gfpr;i:iasls Density Concentration | Endotoxicity
Hyotek%1 | 0988-1.001 glom® | 1omg/mi | <0.2EUMI
Hyotek%12 | 0990-1.000gicm® | 12mgmi | <02eUmI
Hyotek%1.4 | 0994-1.002glcm® | 1amgmi | <0.2€UmI
Hyotek%1.6 | 0998-1.005gicm® | 16mgmi | <0.2EUmI
Hyotek%1.8 | 0998-1.008glcm® | 18mg/ml | <0.2EUMI
Hyotek%2 | 1.000-1.009glcm’ | 20mg/mi | <0.2EUMI
Hyotek%3 | 1.001-1.020glcm’ | 3omgiml | <02EUMI
S:‘:p’;i:ias's Viscosty  [Tolerance| Osmolaity [ Roacte
| [poeeer | IR ] | i |12 238)
Hyotek%1.2 30'0%',205*000 NA rig‘iﬁfg 1.337-1.338
Hyotek%1.4 60‘“”[2;:2'000 NA r:g‘lﬁ‘/’fg 1.337-1.338
Hyotektet 6 [100000190000] a | 220400 1.507-1.30
Hyotektit g |'50.000-300000) r:g‘lﬁ‘/’fg 1337-1338
Hyotekts  [200000490000] a | 220400 1.507-1.308
Rheological Profile
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Shear rate(1/s)

Sodium hyaluronate is a high molecular weight polysaccha-
ride of the glycosaminoglycan class, obtained by bacterial
fermentation method. Contains sodium hyaluronate powder,
sodium hydrogen phosphate salts, sodium chloride and
distilled water. The product is a clear, colorless, odorless and
sterile viscoelastic solution for intraocular application. Does
not contain any preservatives.

2.PACKAGING and STERILIZATION

Sodium Hyaluronate is offered in 0.55ml, 0.85ml, 1ml, 1.5ml
or 2ml sterile single use glass syringes. The product is offered
with a 23-27 G thin blunt-ended sterile single use cannula.
The product is in ready-to-use form. The amount is specified
on the product packaging. The product is sterilized with
steam sterilization, its package with ethylene oxide.

3.INTENDED PURPOSE
The main purpose of using Sodium Hyaluronate in surgeries
is to sustain a stable anterior chamber depth, to protect the
corneal endothelial cells.
The product protects the corneal endothelium by stabilizing

+Sodium hyaluronate in cohesive form provides protection
for eye tissues during ophthalmic surgery.
+Pseudoplasticity characteristic provides easy flow during
injection and helps regain high viscosity values after
injection.

+Enables surgeons to easily perform surgical maneuvers
during operations.

4.INDICATIONS

Sodium hyaluronate is indicated in all cases where eye
tissues need to be protected. Used in any anterior segment
surgery, intraocular lens implantation, cataract surgery,
glaucoma surgery and corneal transplantation.

4.1.Patient Information

The targeted patient group includes all age groups, all
nationalities, and the whole population in need of ophthalmo-
logic surgery without indicating any weight restrictions. The
International Patient Identification Card is issued to the
patient with instructions to keep the implant as a permanent
record and to show it to any future ophthalmologist.
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 any
training.

5.CONTRAINDICATIONS

The solution should not be used in patients who are allergic to
any component of sodium hyaluronate.  The viscoelastic
solution must be completely removed following the surgery,
otherwise it may cause high intraocular pressure. The
surgeon should use careful pre- and peri-operative evaluation
and solid clinical judgment to decide the benefit/risk ratio
before administering a sodium hyaluronate 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 intraocular pressure,

+Use for children pregnant or lactating women is under the
initiative of the ophthalmic surgeon.

6.SIDEEFFECTS = = = = = = = = = = = = = = = = =

Temporary high intraocular pressure abnormalities may occur
following the surgery. The patient should be warned that
he/she should consult his/her doctor if intraocular pressure
increases. Since sodium hyaluronate is discordant with
quaternary ammonium compounds such as solutions
containing benzalkonium chloride, contact with surgical
instruments washed with solutions containing these
substances or with ophthalmic products containing
quaternary ammonium as a preservative should be avoided.
Risk analysis conducted by the manufacturer's risk
management team specified that the remaining risk is as low
as reasonably possible.

7.USAGE

It should be completely clean in the eye after the procedure is
completed. The amount to be injected varies in each specific
case and should be designated by the surgeon during the
operation. Do not mix with any other substance before use.
«Take out the products from the box.

+Open the product 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: Symbol of Blister Pack Open Direction

peel here

Instructions to remove the syringe luer cap correctly:
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 luer cap.

2 4
Instructions to place the cannula 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 is

/
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8.WARNINGS and PRECAUTIONS

the return or exchange of the product.

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

A\ |adversely affect device performance, which could
seriously harm patient health and safety.

Do not use the product whose sterile package has

A It is for single-use.
A\ |Do not shake the product. Manufacturer
Do not re-sterilize. Reuse and/or resterilization may Batch Code

Temperature Limit

SODYUM HiYALURONAT (HYOTEK) KULLANIM KILAVUZU
Kullamim kilavuzunu dikkatlice okuyunuz!

RUN TANIMI

n Adi: Sodyum Hiyallronat

n Modeli: Modeller igin katalog veya internet sitesini
inceleyiniz.

BUDI-DI : 868054899025NK

Uriin Konsanlrasyon Yiizdelikleri: %1,
%1.6, %1.8, %2.0, % 3.0

Boyut: 0.

%1.2, %1.4,

55,0.85, 1, 1 .5 veya 2 mililitre (cam siringa
|cer|smde)
Raf Omrii: Raf émri iig yildir. Uriin {izerinde belirtilmistir.

endotelini korumak igin kullanilir.

3.1.Klinik Fayda

+Kohesif yapidaki sodium hiyallronat oftalmik dokulari igin
koruma saglar.

+Psodoplastisite 6zelligi; enjeksiyonu sirasinda kolay
akisl, enjeksiyon sonrasinda ise yiiksek viskozite degerlerini
tekrar kazanmasini

+Cerrahlarin operasyonlari sirasinda cerrahi
manevralarini kolaylikla yapmalarini saglar.

4.ENDIKASYONLAR
Sodyum hiyaliironat g6z dokularinin korunmasi gerektigi tim

/

8
8.UYARILAR VE ONLEMLER

A Tek kullanimliktir.
A\ |Uriina galkalamayiniz.

Tekrar sterilize etmeyiniz. Yeniden kullanim ve / veya
yeniden sterilizasyon, cihaz performansini olumsuz
etkileyebilir ve bu da hastanin saghgina ve
tvenligine ciddi zararlar verebilir.

Uriin kutusu Uzerinde ve kullanma kilavuzunda yer alan
semboller asagida siralanmistir.

Uretici
Batch Kodu

Sicaklik Limiti

Nem Sinirlamasi

Steril paketi agilmis ya da hasar gérmus drini

Tekrar kullanmayiniz.

Teknomek Medikal is not responsible for any injuries or
damages that may arise from non-compliance with the
recommendations and suggestions in the instructions for use
and that are not suitable for the patient in the specified
criteria. The risk of contamination which may arise from
re-sterilizing the product by ignoring its single use quality 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
materials included in the device as an integral part of the
device. No CMR substances or materials that 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. Please
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1 PO durumlarda endikedir. Herhangi bir 5n segment cerrahisi, gz
A |been opened or damaged. - - . Humidity Limitation Swif: llb ! igiintraokiler lens implantasyonu, katarakt cerrahisi, glokom ' kullanmayiniz. ! ] -
A Apply with a sterile single use syringe and a sterile Kimyasal Sodyum Hiyaltironat . I cerrahisi ve kornea naklinde kullaniimaktadir. ! A Steril tek kullanimlik siringa ve steril tek kullanimlik 1 Tekrar steril etmeyiniz.
single use cannula. : Do not re-use. Ozellikler KO"?";mSym Molekiiler Agiritk | pH ! 4.1 Hasta Bilgisi ! kaniil ile uygulayiniz. ! Kullanm Tarihi
| . .
7 |Do not use expired products. ~ - e - . ! Hedeflenen hasta grubu tim yas grubunu, tim uyruklan ve I ZISS i TaAma tarihi gegmis Griinleri kullanmayiniz. ! -
Tho product s restioted for use by surasons ramea 1 ! Do not resterilize. Hyotek%1 %1 2.3-32MDa 6.8-7.6 1 herhangl bir kilo sinirlamasi belitmeden oftalmolojik 1 = 1 g Dikkat
A|'NeP . Y surg 1 1 i ihtiyaci olan tim popiilasyonu kapsar. Uluslararasi Uriin oftalmik cerrahi konusunda egitim almis 1 = n -
in ophthalmic surgery. 1 Use-by Date Hyotek%1.2 %1.2 2.3-3.2 MDa 6.8-7.6 ' hasta k|mI|k karti, |mplant| kalici bir kayit olarak tutma ve ' A\ |cerrahlar tarafindan kullaniimak tzere ' ZN Gilnes i1sigindan uzak tutunuz.
|Stop the application in case of an adverse reaction. In| Caution Hyotek%14 1 5332 MDa 6576 1 Jeecektek i herhangi k;llr g6z doktoruna gosterme talimatlariy- . sinirlandinimistrr. X 0
case of any adverse reaction,notify the manufacturer. | PE———— : . . :2 '{l'a;fa fl:‘flﬁﬁf” " . Glumsuz reaksiyon durumunda Uygulamay? . Paket etilen oksit kullanilarak sterilize edilmistir.
Conduct the application according to the instructions | 1 p away 9 Hyotek%1.6 %1.6 2332Mba | 6876 | | iin 967 cerrahisinde kullanimaktadir. Hasta, dokiorun 1 |4\ [durdurunuz. Herhangi bir olumsuz reaksiyon . Tekli steril bariyer sistemi.
A\ |written in the instructions for use. Otherwise the 1 The package is sterilized using packaged Hyotek%1.8 %1.8 2.3-32 MDa 6876 | 1 talimatian dogrultusunda cerrahi isleme hazirlanir. Uriine durumunda Ureticiye bildiriniz. 1 Uriin buhar kullanilarak sterilize edilmistir.
manufacturer is not responsible. 1 ethylene oxide T o 29320 | ea7s | 1 02! birhazrliga ve egitim verimesine gerek yoktur. ' a Kullanim talimatlarinda yazili talimatlara gére 1 Tekli steril bariyer sistemi.
alvse for children pregnant or lactating women is under| The product is sterilized using steam. . — | 5 KONTRA-ENDIKASYONLAR 1 uygulayiniz. Aksi takdirde tiretici sorumlu degildir. 1 -
the initiative of the ophthalmic surgeon. 1 Single sterile barrier system. Hyotek%3 %3 23-32MDa 6.8-7.6 1 S-od um hi- aliironat_herhangi bir bilesenine aleriisi olan 1 A CocuKlar, hamile veya emziren kadinlar igin kullanimi| | Kuru tutunuz / Yagmurdan uzak tutunuz.
A It should not be used in conjunction with other devices : Keep dry ! hast);\arda ;’olijsyon kullamlr?]amalldlr $Ameliyattarj1 sonra | oftaimik cerrahin insiyatifine bagiidir. ! Kullanim talimatlarina danisin
and/or general purpose equipment. Kimyasal - - LI " = - " " 1 iger ci i 1
= blgf = p_ D : quip! : ' P e Yogunluk Konsantrasyon [ Endotoksisite| | viskoelastik soliisyon tamamen gikariimalidir, aksi takdirde |~ | A Diger cihazlar ve / veya genel amagli ekipmanlarla . Ambala] hasar fs6 Kullanmaymiz ve Kullanma
uitable for intra-ocular use only. ' , 96z idi basincinin  yiikselmesine neden olabilir. Cerrah, . birlikte kullaniimamalidir. . kilavuzuna danisiniz.
Used for a short time in operations and must be ' Do not Use it package is damaged and Hyotek%1 0,988-1.001 glem® 10mg/mi <026Vl | | asagidaki durumlardan bir veya daha fazlasina sahip bir  [/ATSadece intra-okller kullanim igin uygundur. . T1bbi cihaz,
completely cleaned following the operation. 1 consult instructions for use. — 9901.000 glom — s hastaya t_)\r sodyum hiyaliironat enje_ksiy(_)nund_an once 1 a Operasyonlarda kisa sireli olarak kullanilir ve .
Ensure that the product is completely cleaned 1 Medical Device yotek%1 i glom mg/m m . fayda / risk oranina karar vermek igin dikkatli pre- ve ] operasyondan sonra tamamen temizlenmesi gerekir. | Benzersiz Cihaz Kimligi
following the application. 1 - - — Hyotek%1.4 | 0,994-1.002 g/cm® 14mg/ml <02EUmI [ | peri-operatif degerlendirme ve ~saglam klinik = yargidan . Uygulamadan sonra GranGn tamamen . - - -
The remaining viscoelastic after surgical operation is | 1 Unique Device Identifier e 50951005 gom pr—— prp— . {:;;mr Her bir vakanin degerlendir-ilmesi cerraha . A temizlendiginden emin olunuz. . Dogal kauguk lateks icermez.
naturally excreted through the trabecular system and | 1 Does not contain natural rubber latex —— Py p— pP—— 7m0 1 : 1 Cerrahi miidahale sonrasinda arta kalan viskoelastik,| 1
Schlemm'’s canal. Intraocular pressure may increase | 1 BRIl ,995-1.008 gem mg/m <02EUmI |, «Soliisyon igindeki herhangi bir maddeye duyarliigi olan 1 trabekiller sistem ve Schlemm kanali araciligi ile 1 15.KISALTMALAR
in any case where the drainage channels may be : 15.ABBREVIATIONS Hyotek%2 1.000-1.009 g/cm® 20mg/ml <0.2EU/ml I hastalarda, 1 dogal olarak atilir. Drenaj kanallarinin bloke 1 IFU Kullanim Kilavuzu
P'OCKEG- In'such a case, the surgeon should . FU nstructions for Use Hyotok%3 1.001-1.020 glom® Somg/ml <ozeum | | *GBzici basincinin gok yiksek oldugu hastalarda, 1 olabilecegi herhangi bir durumda intrackuler basing | ! TR Turkce
implement the appropriate treatment. . EN Engiish 1 ~(;ocu!<lar, hamlle_ veya emziren kadinlar igin kullanimi 1 artabilir. Béyle bir durumda cerrah uygun olan 1 % Yizde
[Even though there are no cases reported up to the . % ;erg_centaqe - I oftalmik cerrahin insiyatifine baghdir. ! tedaviyi uygulamalidr. ! K Kelvin
i [present, it may interact with concomitant medications | | K Kelvin g‘;ﬁ:: Viskozite | Tolerans | Osmolalite ﬁ::l’;‘f ! 6.YAN ETKILER ! Bugiine kadar bildirilmis vaka olmasa da birlikte ! °C Santigrat
4 ; 5= =t - - 1 1 ; PR ° 1 — antigrat
[ cadseroondersatior. In case sucht acaseris- i C Centigrade B 70.00030.000 700400 T Ameliyaltan “sonra gegicT islen Tyéz Tigh Basiic ~, | 7 [kuflanilantaglaria-etiilesime girerek bugulanmaya= T - 1 = “F~ = [FFafrenhayt ~= = = = = = = = = = = 1
observed, physicians should consider this potential. 1 F Fahrenheit Hyotek%1 " mPas NA | osmikg |1:337-1:3%8| | anormallikleri olusabilir- Hastaya, gdz igi basinci artmasi | sebep olabilir. Boyle bir olgu gozlemlenmesi halinde | CMR Kanserojen, mutajenik, reprotoksik
Failure to follow all assembly instructions or applyin - - - = durumda  doktoruna  bagvurmasi gerektiginin  uyarisi i iyeli g6z 6nii
A\ |an alternative cannula ma Zause cannula sepgritic?n X CMR Carcinogenic, mutagenic, reprotoxic Hyotekot.2 | 30:000-60.000 Na | 200400 |4 oas ang] ! yapiimalidit  Sodyum - hiyaliironat, ben: yum Korar ! h?klwyeh g0z oniine Amaldy, — ! m_a_ddeler
native may p: 1 substances yotek%1. mPa.s mOsmikg | 1 iceren soliisyonlar gibi kuaterner amonyum bilesikleri ile 1 TUm montaj talimatlarina uyulmamasi veya alternatif | mPa Mili paskal
and serious injury possibility. ! mPa Mili pascal 50.000-100.000 200400 I uyumsuz oldugundan dolayl bu maddeleri iceren 1 |A [birkandliin uygulanmasi, kanilin ayrimasina ve 1 Pa Paskal
Sodium hyaluronate is incompatible with quaternary 1 P Hyotek%1.4 aeiad NA g 1.337-1.338| | sollsyonlarla yikanmis cerrahi aletlerle veya koruyucu ciddi I lasilig d labili 1 P. Mili kal i
| = Pascal mPas mOsmikg 2 3 kort yaralanma olasiligina neden olabilir. mPas il paskal saniye
lammonium compounds like solutions containin ! AT madde olarak kuaterner amonyum igeren oftalmik Urinlerle iyall Ur i
" pou 2 9 . mPas Milli pascal second Hyotek%1.6 | 100:000-150,000] | 200400 |, o) g ! femasindan kagiimalidir. Ureticinin risk yonetim  ekibi ! Socfyum hlyal_ufonat, benzalkonyum kl.orm" igeren 1 G G?ng
benzalkonium chloride. For this reason, contact of G Gauge yotekel. mPa.s mOsm/kg ' tarafindan vyiritilen risk analizi, kalan riskin makul sollisyonlar gibi kuaterner amonyum bilesikleri ile ! ml Mililitre
A [Sodium hyaluronate with surgical instruments washed : ml Milliliter ot |150000300000[ [ 200400 [, I olarak miimkiin oldugunca diisiik oldugunu belirlemistir. ! uyumsuzdur. Bu nedenle Sodyum hiyaliironat bu ! kg Kilogram
with solutions containing the substances in question . kg Kilogram TEEAL mPa.s mOsm/kg |12 : 7 KULLANIM SEKLI : A |maddeleri igeren solusyonlarla yikanmis cerrahi : mg Miligram
or with ophthalmic products containing quaterna i -
op p s g quaternary 1 mg Miligram Hyotek%2 300,000-400,000( 200400 f4 507 4 a0 Islem tamamiandiktan sonra géziin nden tamamen 1 aletlerle vgya koruyucu .mzjdfie olarak kuaterner . g Gram __
lammonium as a preservative should be avoided. ' g Gram mPa.s mOsm/kg . Enjekte edilecek miktar her spesifik | amonyum igeren oftalmik (riinlerle temasindan . g/ml Gram/Mililitre
1 g/ml Gram/Milliliter Hyotek%3 400,000-900,000 {+70,000 [ 200400 [, 2o\ ae] vakada deg\gkenllk gdsterir ve operasyon sirasinda cerrah | kaginiimalidir. ] mg/ml Miligram/Mililitre
9. WASTE DISPOSAL X g N ram/MIiTTeT yotek%: mPa.s mPas | mosmikg |1 E . :)a_raﬂnggn _t‘JellLrlenmehdlr, Kullanimdan 6nce herhangi bagka . . EU/ml Mililitre bagina diigen edotoksin
Used products must be disposed of properly to avoid possible EU/MI Endotoxin per milliiter Reolojik Profil X .}l(rumaigeisliﬁdeaﬂ$i§|rrimfzeyr|in;|zkammZ 1 9.ATIGIN BERTARAFI ;| mOsm/kg| Miliosmol / Kilogram
risks of infection. Disposal of the products after use should mOsm/kg| Miliosmol / Kilogram 1 +Uriin ambalajini kullanimdan hemén énce aginiz. 1 Kullanilmig driinler olasi enfeksiyon risklerinden kaginmak 1 Temel Benzersiz Kimlik Numarasi -
be performed by authorized persons in line with hospital Basic Unique Device 1dentificat 1000000 “Kutu igerisinden cikartilan steril paket halindeki uriinleri igin dogru bir gekilde imha edilmelidir. Kullanim sonrasi BUDI-DI| ihay Tanimlayicisi
procedures. Manufacturer is not responsible for waste BUDI-DI asic Unique bevice fdentilication - ! steri agma kurallarina uyarak ambalajin  {izerinde ! urtinlerin  imhasi  yetkili  kisiler tarafindan ~hastane ! MD. Megadalt
disposal procedures Device Identifier 16086 1 gosterdigi agma yéniine uyarak steril alana aginiz. I prosedurlerine uygun olarak yapilmalidir. Atik bertaraf 1 a egadalion
. ! MDa Megadalton = ! (Resim A) | 1 proseddirleri Greticinin sorumlulugunda degildir. 1
! i | 1 1
10.STORAGE AND TRANSFER CONDITIONS
Store at temperatures between 10°C (50°F or 283.15°K) and ! o el % ! 1D;SAKLAL,MA ve TRANSL,FER. KOS.,ULLA.,RI o 1 N o . . .
25°C (77°F or 298.15°K). St ary ol P . 1 . . . X —ie% | = y 10°C (50°F veya 283.15°K) ile 25°C (77°F veya 298.15°K) Uretici: TEKNOMEK Medikal Malzemeleri Sanayi
3 ( or298.15 _)- tore in a dry place. Protect against | retici: TEKNOMEK Medikal Malzemeleri Sanayi 1000 N , arasindaki sicakliklarda saklayiniz. Kuru bir yerde saklayiniz. - ye Ticaret Ltd. Sti Karamehmet Mah. Avrupa Serbest
light and impact. If it is wanted to be transferred, it can be | ve Ticaret Ltd. Sti Karamehmet Mah. Avrupa Serbest i L Isiga ve darbeye Karsi koruyunuz. Transfer  edilmek Bélgesi 9. Sk. No:14 Ergene / Tekirdag / Tarkiye
transported in the boxes belonging to the product. Bélgesi 9. Sk. No:14 Ergene / Tekirdag / Tiirkiye 100 ! ! istenirse, Grline ait kutular icerisinde taginabilir. ! gesi 9. Sk. No: 9 g Y
! Tel: +90 212 369 1263, Fax: +90 212 210 3432 2% I Resim A: Blister Ambalaj Agma Yénii Semboli 1 1 Tel: +90 212 369 1263, Fax: +90 212 210 3432
1.WARRANTY AND LIMITATION OF LIABILITY ! Website: www.teknomek net e-mail info@teknomek.net w0 ! | 11.GARANTI VE SORUMLULUGUN SINIRLANDIRILMASI 1 Website: teknomek.net e-mail: info@teknometk.net
! 001 o1 1 1 100 1000 1 I Teknomek Medikal, kullanim kilavuzundaki 6neri ve 1  Dokiiman No: IFU15S
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! 1 1 1
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Sodyum hiyaltronat, bakteriyel fermantasyon yontemi ile
elde edilen, glikozaminoglikan sinifina ait yliksek molekiler
agirlikl bir polisakkarittir. Sodyum hiyallironat tozu, sodyum
hidrojen fosfat tuzlari, sodyum kloriir ve distile su igerir. Uriin
g6z igine uygulama icin berrak, renksiz, kokusuz ve steril
bir viskoelastik ¢ozeltidir.
icermez.

Herhangi bir koruyucu madde

2.PAKETLEME ve STERILIZASYON

Sodyum Hiyalironat 0,55ml, 0,85ml, 1ml, 1,5 ml veya 2
ml steril tek kullanimlik cam siringa iginde sunulur. Uriin
beraberinde 23-27 G ince kor uglu steril tek kullanimiik
kanil  bulunmaktadir. U kullanima hazir formdadir.
Miktari Griin ambalaji Uzerinde belirtilmistir. Uriin buhar
sterilizasyon, ambalaji ise etilen oksit ile steril edilmektedir.

E

3.KULLANIM AMACI
Sodyum Hiyaliironat'in cerrahi prosediirlerde kullaniimasinin
temel amaci, stabil bir 6n kamara derinligi saglamak, korneal

Sinnga luer kapaginin dogru sekilde cikariimasi igin
talimatlar:

1.Kutu igerisinden gikan siringay! ambalajindan gikarin.
2.Sirnga luerini sekilde gésterildigi gibi tutun.

3.Luer kapagini dikkatlice geviriniz.

4.Luer kapagini gikariniz.

2 4
dogru yerlestiri iligkin
5.Kutu igerisinden gikan kaniili ambalajindan glkarm
6.Sirngay! tutunuz.
7 Kaniili siringanin Gizerine yerlestirin.
8.Cevirerek sabitleyiniz.
9.Kaniil ucundan hava gikarildiktan sonra soliisyon enjekte
ediimeye hazir hale gelir.
hiyaliironat  viskoelastigi

[

Cerrahinin sonunda sodyum
irrigasyon ve/veya aspirasyon

tavsiyelerine uyulmamasindan kaynaklanabilecek ve
belirtilen ~ kriterlerde  hastaya uygun olmayan yaralanma
veya hasarlarla ilgili sorumlu degildir. Uriiniin tek kullanimlik
olmasinin g6z ardi edilerek tekrar steril ediimesinden
dogabilecek kontaminasyon riski Greticinin sorumlulugun-
da degildir. Teknomek Medikal, doktor tarafindan kullanim
kilavuzuna uygun olarak kullaniimadiginda hastanin
ugrayabl\ecegl yaralanma veya zararlarla ilgili sorumlu
degildir.

12.GUVENLIK ve KLiNiK PERFORMANS

Urlin doku, hiicre veya insan veya hayvan kaynakl
tirevler icermez. Cihaz icin herhangi bir aksesuar ve
yazilim bulunmamaktadir. Cihazin bitiinlesik bir pargasi
olarak cihaza dahil edilen tibbi madde veya biyolojik malzeme
bulunmamaktadir. Cihazin ayrilmaz bir pargasi olarak
CMR maddeleri veya endokrin bozucu maddeler igeren veya
bunlardan olusan ya da hasta veya kullaniciya duyarlihiga
veya alerjik reaksiyona neden olabilecek hicbir malzeme
cihaza dahil degildir. Ayrintili glvenlik ve performans
bilgileri igin liitfen dreticiyle iletisime geginiz.

REV.08 /08.12.2023 (En glincel stiriim ve revizyon bilgilerine
Teknomek'in internet sitesi Gizerinden ulasabilirsiniz)

2292 CE 2292 sertifikali Griindiir.

I cavity during intraocular manipulation It is used in surgeries ! ready to be injected. Sodium hyaluronate viscoelastic is ! contact the manufacturer for detailed safety and performance I 3.USO PREVISTO ) o 1 7. Posizionare la cannula sulla siringa. 1 per il dispositivo. Non vi sono sostanze mediche o materiali
I such as cataract, glaucoma, corneal transplantation and lens | completely cleaned/removed from the eye by irrigation and/or 1 information. 1 Lo scopo principale delluso del sodio ialuronato nelle j 8.Fissare ruotando. 1 biologici inclusi nel dispositivo come parte integrante dello
1 implantation to protect the anterior chamber depth. 1 aspiration method at the end of the surgery. 1 1 procedure chirurgiche & quello di fornire una profondita stabile ;9. Dopo aver rimosso \ana_ d_alla punta de_alla calr)nula, la sless_o. N(_)r_\ & incluso alcun ma_lenale_ come parte integrante
1 1 5 I 13.RETURN AND EXCHANGE POLICY 1 della c|an|1|era ;r}((enore' edi ‘prottje%g‘ere le celllule endotehal\ 1 tso\u_‘zwo_nee pronta p_e[ esserte "éle“at;'Al germme de\ll |:1terve?- 1 del dlfposlﬂv(l)" cheltcontenlga_o‘sla costguno_ da sosl:anze CMR
i i H . N P - o i i i i corneali. Il prodotto protegge I'endotelio corneale do o, il viscoelastico ialuronato di sodio viene completamente o sostanze che alterano il sistema endocrino o che possano
Medikal Malzemeleri San. ve Tic. Ltd. Stl' ! 34‘9""'“' Benefit . . . y ! J“‘r"_ﬂ AT I Please contact the manufacturer or your local distributor for Medikal Malzemneleri San. ve Tic. Ltd. Stl' ! e mantenendo lo spazio della camera anteriore durante le ! rimosso dall'occhio mediante irrigazione e/o aspirazione. ! causare sensibilizzazione o reazioni allergiche al paziente o
SODIUM HYALURONATE (HYOTEK) INSTRUCTIONS FoR usg | +Sodium hyaluronate in cohesive form provides protection 1 1 YK(A_; 1 the return or exchange of the product. MANUALE D'USO DEL SODIO IALURONATO (HYOTEK) I manipolazioni intraoculari. Viene utilizzato per proteggere la ! ! allutente. Per informazioni dettagliate sulla sicurezza e sulle
Read the instructions for use cautiously! 1 for eye tissues during ophthalmic surgery. ) 1 1 Leggere attentamente il manuale di istruzionit I profondita della camera anteriore e I'endotelio corneale in tutti 1 I prestazioni, contattare il produttore.
1 +Pseudoplasticity characteristic provides easy flow during 1 1 14.SYMBOLS 1 i tipi di interventi chirurgici sul segmento anteriore, come | o 1
1.PRODUCT INFORMATION 1 injection and helps regain high viscosity values after 1 8.WARNINGS and PRECAUTIONS 1 The symbols given on the product box and in the instructions 1.DESCRIZIONE DEL PRODOTTO | cataratta, glaucoma, trapianto di cornea e impianto di lenti. 1 ( T 1 13.POLITICA DI RESTITUZIONE E CAMBIO
Product Name:. Sodium Hyaluronate . | injection. 1 | for use are listed below. Nome del prodotto: Sodio ialuronato 1 1 1 Contattare il produttore o il distributore locale per un rimborso
Product'Model. See the catalog or web-site for the models | Enables surgeons to easily perform surgical maneuvers 1 A it s for single-use. 1 Modello del prodotto: Per i modelli, consultare il catalogo o 3.1.Benefici clinici 0 una sostituzione.
BUDI-DI: 868054899025NK duri ti D t shake thi duct Manufact il sito Web. ! Lo ialuronato di sodio coesivo protegge i tessuti oculari ! 8.AVVERTENZE E PRECAUZIONI !
Product Concentration Percentages: 1%, 1.2%, 1.4%, 1 during operations. 1 |00 not shake the product, ' anuiachrer BUDI-DI : 868054899025NK I qurante la chirurgia oftalmica. ' 1 14sIMBOLI
0 0, 0, 0 ¢ ili: il i Ny i - c .
;'iig’gésséggjs/oi 3'105A70r 2 milliliters (in a glass syringe) ! 4.INDICATIONS ! Do not re-sterilize. Reuse andfor resm”h_zanon may ! Batch Code Percentuali di concentrazione del prodotto: %1, %1.2, I -La sua pseudoplasticita consente un facile scorrimento 1 |4 |Solo pel.' usolslngolo. I I simboli riportati sulla scatola del prodotto e nel manuale d'uso
Shelf Life: Shelf life is three years Smed%n lhey mguct 1 Sodium. hyal te is indicated in al h 1 | A |adversely affect device performance, which could 1 » %1.4, %1.6, %1.8, %2.0, % 3. 1 durante liniezione e il recupero di valori di viscosita elevati 1 |4 Non agitare il prodotto. 1 sono elencati di seguito.
Class:Ilb " v : P! : 1 Iisosl‘ll:smneiz l:g’g: zréfegetljcaUZed"i]n aanyczf\?:ri; :é;m“‘e{i 1 seriously harm patient health and safety. 1 e BT Temperature Limit Dimensioni: 0,55, 0,85, 1, 1,5 o 2 millilitri (in siringa di vetro) j dopo l'iniezione. 1 Non sterilizzare nuovamente. Il riutilizzo e/o la 1 Produtt
. 1 > d- ; 1 Do not use the product whose sterile package has 1 Durata di conservazione: La durata di conservazione & di  *Consente ai chirurghi di eseguire facilmente le manovre 1 risterili ion n influire n ivamen 1 roduttore
Chemical Sodium Hyaluronate , surgery, intraocular lens implantation, cataract surgery, 1 A P P 9 1 0% tre anni. E indicato sul prodotto. chirurgiche durante gli interventi. ister |zzaZ|o‘ e.possq ° I . uire egatl\(a © ‘te Codice ottt
Properties e Molecular Weight | pH , glaucoma surgery and corneal transplantation. . been opgned or fj_gam.a ed. - - . m@r Humidity Limitation Classificazione: IIb ! ! sulle prestazioni del dispositivo, con gravi danni ! odice lotto
4.1.Patient Information A Apply with a sterile single use syringe and a sterile - Concentasionel ! 4INDICAZIONI ! per la salute e la sicurezza del paziente. ! e |
Hyotek%1 %1 2.3-32MDa 6.8-7.6 : The targeted patient group includes all age groups, all : single use cannula. : @ Do not re-use. ;:?rgi':;‘: jaluronato di sodio | Peso molecolare | pH I Il sodio ialuronato & indicato in tutti i casi in cui & necessariala ! A Non utilizzare il prodotto se la confezione sterile & ! m‘cX Limite df temperatura
Hyotek%1.2 %12 2332 MDa 6876 . nationalities, and the whole population in need of ophthalmo- . A\ |Do not use expired products. . @ Percentuale 1 pr&!ezelg;\eddg\]_!esgs_:lld:Icsue\arrlr.]e\/isnemuu_lézzal':)e"lvnmqg:':f\azw 1 stata aperta o danneggiata. 1 po
fo1.. 1. .3-3. .8-7.. . - PR ; g - - - D t resterilize. B ¥ 1 intervento di chirurgi gmento anteriore, impianto di — — - 1 QA imitazi midita
- - . logic surgery wnhout |nd|ca.t|.ng any welghg restrictions. The N The producl. is restricted for use by surgeons trained . 0 not resterilize. Hyotek%1 %1 2.3-32 MDa 6.8-7.6 | lent intraocular, nalla chirurgia dela cataratts, nella chirurgia 3 | & Somministrare con una sifinga sterile Monousoe una X mg Limitazione dell'umidita
Hyotek%1.4 %1.4 2.3-3.2 MDa 6.8-7.6 International Patient Identification Card is issued to the in ophthalmic surgery. Use-by Dat gl ) . i cannula sterile Monouso.
! patient with instructions to keep the implant as a permanent ! —_— = ! - Seby Date Hyotek%1.2 %12 2.3-3.2 MDa 6.8-7.6 1 delglaucoma e nel trapianto di cornea. 1 v 1 D Non utilizzare piu
Hyotek%1.6 %1.6 2.3-3.2 MDa 6876 | 4 fecord and to show it to any futEre ophtf\almologisf A |Stop the application in case of an adverse reaction. In| AN Caution . 4.1.Informazioni per il paziente . A\ |Non utilizzare prodotti scaduti. . =
! i ] — Hyotek%1.4 %1.4 2.3-32 MDa 6.8-7.6 Il gruppo di pazienti target comprende tutte le fasce d'eta, tutte g =T — - —— N
Hyotek%1.8 %1.8 2.3-32 MDa 6.8-7.6 ! 4.2.Patient Preparation ! gasedofiatr;]y adve‘rset‘reactlon,r:)tlfytthti mlan;Jfactt‘urer. ! N Keep away from sunlight o I le nazionalita e I'intera popolazione che necessita di interventi I | A |L uso del prodtio & mitato al chirurghi specializzal | Non sterilizzare nuovamente.
pr— = T332v0 5370 | | The product is used in eye surgery. The patient is prepared ! onduct the application according to the instructions | 1 O - - - [EEEO %16 2332MDa | 6876 | y dichirurgia oftalmologica senza limitazioni di peso. ll tesserino 1 in chirurgia oftalmica.__ — 1 < Data di tilizzo
ek % 352 Mba il I for the surgical procedure in line with the doctor's instructions. 1 | 4\ fwritten in the instructions for use. Otherwise the ! The package is sterilized using packaged Hyotek% 1.8 %1.8 2332Mpa | 6876 | 1 internazionale diidentificazione del paziente viene consegnato 1 Interrompere I'applicazione in caso di reazioni 1 = -
Hyotek%3 %3 2.3-3.2 MDa 6.8-7.6 I The product does not require any special preparation any I manufacturer is not responsible. 1 ethylene oxide  al paziente con le istruzioni di conservare I'impianto come ; | A |avverse. In caso di reazioni avverse, informare il 1 A Attenzione
ini i i R : Hyotek%: %2 2.3-3.2 MDa 6.8-7.6 documento permanente e di mostrarlo a qualsiasi futuro e
: renne : A ::\seeirflﬁ:aii'cf:)efThperz?)::}:'znltr)r:ilt:azﬁtglne%r\\”omen = e : ;?negremsttj:ﬁl‘elst):‘rfiz:-‘zseyit:sn‘wng seem Hyotek%3 %3 2.3-3.2 MD: 6.8-7.6 : goulista. ’ ! : Z‘:;:::t:;eéeconao [ Indicazion! nportate nelle : 7"1\ Tonere lontano dala luee det sole
Chemical . . - - - - — - a yotek%: % -3 a -8 4.2 Preparazione del paziente
Properties Ly Congentration | Endotoxicity | 1 5.CONTRAINDICATIONS _ ! It should not be used in conjunction with other devicey ' -~ Keep d I |l prodotto viene utilizzato nella chirurgia oculare. II paziente ! | A\ |istruzioni per 'uso. In caso contrario, il produttore non| 1 La confezione viene sterilizzata con ossido di
I The solution should not be used in patients who are allergicto 1 | A . 1 p dry i irurqi & " . ) N : "
y " . land/or general purpose equipment. Proprieta I viene preparato per la procedura chirurgica secondo le 1 & responsabile. 1 etilene. Sistema a barriera singola sterile.
Hyotek%1 0,988-1.001 glem?® 10mg/ml <0.2EU/mI 1 any component of sodium hyaluronate. ~The viscoelastic 1 Sutable for mi ; T 1 EE] Consult instructions for use :.)p."ia Densita C 1 istruzioni del medico. Il prodotto non richiede alcuna 1 g T T i T i 1 . J _
1 solution must be completely removed following the surgery, 1 uitaio for INtra-ocuar Use Oy 1 D : H o L'uso per i bambini, le donne in gravidanza o in - —
Hyotek%1.2 0,990-1.000 g/lcm? 12mg/ml <0.2EU/mI Used f hort ti t d t b 7 T 1 preparazione e formazione particolare. 1A N : : . . 1 Il prodotto viene sterilizzato a vapore.
lyotek%1. ,990- glem mg/ml| ml | otherwise it may cause high intraocular pressure. The | sed for a short time in operations and must be 1 @ Do not use if package is damaged and Hyotek%1 0,988-1.001 glcm® 10mg/mi <02eU/mi | . allattamento & a discrezione del chirurgo oftalmico. . Sistema a barriera singola sterile.
Hyotek%1.4 | 0,994-1.002 gleme |  14mg/mi <0.2EU/mI | 1 surgeon should use careful pre- and peri-operative evaluation completely cleaned following the operation. 1 consult instructions for use. , 5:CONTROINDICAZIONI N PN qeve essere utmzzato n combinazione conanm |
1 and solid clinical judgment to decide the benefit/risk ratio Ensure that the product is completely cleaned 1 Medical Device Hyotek%1.2 0,990-1.000 g/lcm® 12mg/ml <0.2EU/ml La soluzione non deve essere utilizzata in pazienti allergici a dispositivi e/o apparecchiature generiche. ‘T‘ Mantenere I'asciutto.
Hyotek%1.6 | 0,998-1.005 glcm® 16mg/ml <02EUmI | | before administering a sodium hyaluronate injection to a following the application. 1 - - — Hyolek%1.4 | 0,994-1.002 glem® py— <0.2EU/mI : ﬁualsiasi componen:e _dello i‘alurolnalo di dsodio, Dopo : E Adatto solo per Uso intra-oculare. : []: — -
Hyotek%1.8 | 0,998-1.008 g/om?® 18mg/ml <02eUml | 1 patient with one or more of the following conditions. The The remaining viscoelastic after surgical operationis | 1 Unique Device Identifier intervento, la _soluzione viscoelastica deve essere Viene utilizzato per un breve periodo nelle operazioni - Consultare e istruzioni per 'uso .
evaluation of each individual case is at surgeon's discretion. Hyotek%1.6 | 0,998-1.005 glcm® 16mg/ml <0.2EUmI | 1 completamente rimossa, altrimenti pud causare un aumento I A N ! Non Utlizzare s 1a confezions & danneagiata
Hyotek%2 1.000-1.009 glem® | 20mg/ml <0.2eUmi | ! ! naturally excreted through the trabecular system and | 1 Does not contain natural rubber latex 1 della pressione intraoculare. Il chirurgo deve utilizzare | e deve essere completamente pulito dopo 1 @ o consultae il maauale duso 99
! In patients who are sensitive to any substance in the 1 A Schlemm's canal. Intraocular pressure may increase | ! Hyotek%1.8 0,998-1.008 g/cm® 18mg/m| <0.2EUMmI | | un‘attenta valutazione pre e peri-operatoria e un solido giudizio ll'operazione. ' 3
Hyotek%3 1.001-1.020 g/cm?® 30mg/ml <0.2EU/ml ° i i clinico per decidere il rapporto beneficio/rischio prima di | : n T - - Dispositivo medico
e ° o : solution, : in any case where the drainage channels may be : 15.ABBREVIATIONS Hyotek%2 10001009 gicm® | 20mgiml | <0ZEUMMI | 1 (iniozione di aluonato 4t eadic in cn p;zlienlte o e piu‘ 1 | p |Assicurarsi che il prodotto sia completamente pulito | 1 P
- —1 , *In patients with very high intraocular pressure, . blocked. In such a case, the surgeon should . IFU hstructions for Use Moo | 100020 | somgm | <ozEum | | delle seguenti condizioni La valutazione di ciascun caso & ! _Fopo rapplicazione. _ 1 ID dispositivo univoco
Chemical Viscosity  [Tolerance| osmolaiity Refractive . «Use for children pregnant or lactating women is under the . implement the appropriate treatment. . EN English - I lasciata al chirurgo. 1 Il viscoelastico che rimane dopo l'intervento viene 1 —
il (rclexs , initiative of the ophthalmic surgeon. . [ [Even though there are no cases reported up (o the . % ;erg_cenlaqe 1 o o o 1 espulso naturalmente attraverso il sistema 1 Senza lattice di gomma naturale.
Hyotek% 1 10, 00m0P30 ,000 NA 200-400 {4 557 4 338 h |DE EFFECT. 1 la present, it may intera(?t with concomitant medigations ' K Kelvin Zr‘zir(i;f Viscosita Osmolalita Lr;g;eas.e 1 ;I;’lauzgr:ésenslblll a qualsiasi sostanza contenuta nella 1 trabecolare e il canale di Schlemm. La pressione 1 5 ABBREVIAZION]
S Ao o = = o|mOsmioy - - = 4 'ﬁ-s h?‘h _sl- o oressure o bmormalities may oecar 17|~ Jo caosercondersatiorr. In case sucht ataseis™ < T T C Centigrade 7 B copccmmgemAm | * “Nei pazienti con pressione intraosulare molto elevata, Afinttadcllafe Pus dlnTertard ifl qUaTsigsiSitTazZione @i & T = "~ M7 = === == - = m oo m 7
Hyotek%1.2 | 30:000-60000 |\, [ 200400 | 557 4 agf fe"mporaryh 'gh in raocuTahr pressure ahnolrma ties may oc;:‘ur 1 observed, physicians should consider this potential. 1 F Fahrenheit Hyotek%1 10,000-30,000 |\, [ 200-400 f, 27 4 30l !l 'us0 per i bambini, le donne in gravidanza o in allattamento | blocco dei canali di drenaggio. In questo caso, ! IFU Ma.nuale d'uso
mPa.s mOsm/kg following the surgery. The patient should be warned that - - - - mPa.s mOsm/kg 1 &4 di ;i i i 1 o . ¥ - 1 ITA Italiano
! he/she should consult his/her doctor if intraocular pressure ! Failure to follow all assembly instructions or applying | Carcinogenic, mutagenic, reprotoxic , c? discrezione del chirurgo oftalmico. . il chirurgo deve applicare il trattamento appropriato. .
N . 3 3 y . o == 9
Hyotektita | 0000190000 ) rf‘g‘irf‘?fg 13971338| | increases.  Since sodium hyaluronate is discordant with ! |4 [an alterative cannula may cause cannula separation [ 1 CMR | ¢ bstances Hyotekop12 | 3000060000 |y, rigosr:?l?g 13371338| | 6 EFFETTI AVVERSI . Anche se finora non sono stali segnalati cas, il . ﬁ ie:’c_entuale
T i ! quaternary ammonium compounds such as solutions ! and serious injury p0§s!b|l|tV. _ i 1 Pa Mill pascal 1 Dopo lintervento chirurgico possono verificarsi temporanee 1 farmaco puo interagire con i farmaci concomitantie | | - Celw'n
Hyotek%1.6 R NA | moemig [1:9371:338| 1 containing benzalkonium chioride, contact with surgical ! ISodlum hyaluronate is incompatible with quaternary | 1 Pa Pascal Hyotekata | 60000100000 |y | 200400 14 337.1.338| | anomalie della pressione intraoculare. Il paziente deve essere ;| A [causare 'annebbiamento. | medici devono . | elsius__
I instruments washed with solutions containing these ! lammonium compounds like solutions containing ! mPas Milli pascal second . 9 ; avvertito che, in caso di aumento della pressione intraoculare, considerare questo potenziale se si osserva un tale ' F Fahrenheit
Hyotekss1.8 | 190000-300.000) s | 200400 14 557 4 556| 1 substances or with ophthaimic products containing 1 benzalkonium chloride. For this reason, contact of ! G Gauge Hyotek%s1.6 | 100000150000 g | 200400 14 557 1 53| deve consultare il proprio medico. Poiché il sodio ialuronato & fenomeno. 1 cMmRr | Sostanze cancerogene, mutagene e
mPas mOsmikg ! quaternary ammonium as a preservative should be avoided. I ||A\ |Sodium hyaluronate with surgical instruments washed| ' ] N mPas mosmikg 1 incompatibile con i composti di ammonio quatemario, come le 1 La mancata osservanza di tutte le istruzioni di 1 reprotossiche
300,000-400,000 200-400 I Risk Iysi t th facturer' isk 1 N h - ) N 1 mi illiliter 150,000-300,000 200-400 soluzioni contenenti cloruro di benzalconio, & necessario © o © N ) AR
Hyotek?%2 mPa.s NA | mosmikg |13571-3%8( mlasnagaer:eﬁlfearcnozs:;;:d trl::t theere;":inni\;:i:ﬁ;zs ﬂ)sw . with solutions containing the substances in question | | kg Kilogram Hyotek%1.8 mPa.s NA | rosmikg |'337-1338] 1 evitare il contatto con strumenti chirurgici lavati con soluzioni 1 montaggio o I'utilizzo di una cannula alternativa pud | 1 ";Pa g'”' e:scal
400,000-600,000{ +70,000 | 200400 I as reasonably possible 1 or with ophthalmic products containing quatemary 1 mg Miligram 300,000.400.000 300400 1 contenenti queste sostanze o con prodotti oftalmici contenenti 1 causare il distacco della cannula e la possibilita di 1 a asca
Hyotek%3 " mPas P Osmikg |1:337-1:338 s . lammonium as a preservative should be avoided. G Hyotek%2 S pas NA | Gemkg |1:337-1:338] 1 ammonio quaternario come conservante. L'analisi del rischio ravi lesioni 1 |_mPas | Milli pascal secondo
mPas mPas | mOsm/kg 1 1 1 9 ram as smikg | condotta dal team di gestione del rischio del produttore ha —H—L o - Toodo ] o - = I G Calibro
Rheological Profile 1 T.USAGE ! ! g/ml Gram/Milliliter . 400,000-900,000 | +70,000 | 200-400 , stabilito che il rischio residuo & il piu basso ragionevolmente | 0 ialuronato di sodio & incompatibile con i composti | . = TG
1 Itshould be completely clean in the eye after the procedure is | 9.WASTE DISPOSAL 1 mg/ml Milligram/Milliliter Hyotek%3 mPa.s mPas | mOsmikg |1-337-1:338 praticabile. di ammonio quaternario, come le soluzioni contenent m Chi
1000000 1 completed. The amount to be injected varies in each specific ; Used products must be disposed of properly to avoid possible EU/mI Endotoxin per milliliter ! ! cloruro di benzalconio. Lo ialuronato di sodio deve ! g nogrammo
1 case and should be designated by the surgeon during the ; risks of infection. Disposal of the products after use should 1[5 5sm/kg | Millosmol / Kilogram Profilo reologico I 7.UTlLIZZO ! A |auindi evitare il contatto con strumenti chirurgici lavat ! mg Milligrammo
& 100000 - 1 operation. Do not mix with any other substance before use. | be performed by authorized persons in line with hospital Basic Unique Device Identification 1Al termlge"ldel\ﬁ plr.ocedura(_,rd:vt_e e;sere completamente I con soluzioni contenenti queste sostanze o con 1 ¢] Grammo
< «Take out the products from the box. rocedures. Manufacturer is not responsible for waste - . - : 1 rimosso dalfocchio. La quantita da Iniettare varia in ogni caso 1 " L X N ) 1 /ml Grammo/Millilitro
E 10000 - ! *Open the prozucl packaging just before use. ! Zisposa\ procedures. > ! BUDFDI Device Identifier 1 specifico e deve essere stabilta dal chirurgo durante prodoti oftalmici contenenti ammonio quaternario 1 rr? /ml Milligrammo/Millilitro
z | 9ing J . 1 . 1 MDa Megadalton - = —3% lintervento. Non mescolare con altre sostanze prima dell'uso. come conservante. 9 gram —
g e | 1 -Op.en the sterile pack_aged produc_ls taken_oul oftheboxtoa | 1 g I I .Rimuovere i prodotti nella scatola. 1 1 EU/mI Edotossina per millilitro
S 100 —_1ax 1 Sterile area by following the sterile opening rules and the , 10.STORAGE AND TRANSFER CONDITIONS 1 & — 8% ! .Aprire la confezione del prodotto immediatamente prima ! 9.SMALTIMENTO DEIRIFIUTI ' 'mOsm/kg| Milliosmol per chilogrammo
1 1 oOpening direction shown on the package. (Picture A) 1 Store at temperatures between 10°C (50°F or 283.15°K) gnd 1 = 1 dell'uso. I | prodotti usati devono essere smaltiti correttamente per 1 Numero di identificazione univoco di
100 % 1 @ y 25°C(77°F or 298.15°K). Store in a dry place. Protect against | retici: TEKNOMEK Medikal Malzemeleri Sanayi % ~8% y .Aprire i prodotti in confezione sterile prelevati dalla scatola 1 evitare possibili rischi di infezione. Lo smaltimento dei prodotti 1 BUDI-DI | | ce - Identificatore del dispositivo
] by ] light and impact. If it is wanted to be transferred, it can be , Ve Ticaret Ltd. Sti Karamehmet Mah. Avrupa Serbest 3 —4% | nellarea sterile seguendo le regole di apertura sterile e la j dopo l'uso deve essere effettuato da persone autorizzate 1 ase - dentificatore def dispositivo |
10 . = » . transported in the boxes belonging to the product. . Bolgesi 9. Sk. No:14 Ergene / Tekirdag / Turkiye %’ 50 —12% | direzione di apertura indicata sulla confezione. (Figura A) ; in conformita alle procedure ospedaliere. Le procedure di MDa Megadalton
0.01 01 1 10 100 1000 [+3 ) ) smaltimento dei rifiuti non sono di competenza del produttore.
D Tel: +90 212 369 1263, Fax: +90 212 210 3432 2 1 @ 1 1
1 8 1 1 » =
Shear rate(1/s) 11.WARRANTY AND LIMITATION OF LIABILITY Website: www.teknomek.net e-mail: info@teknomek.net % 1 D 1 1 “
Sodium hyaluronate is a high molecular weight polysaccha- : Picture A: Symbol of Blister Pack Open Direction : Teknomek Medikal is not responsible for any injuries or : Document No: IFU15S 001 01 1 1 100 1000 I @ 1 10%;:52225'%"',2,',,‘;2,:22'“’25,[?,’;565 ;:AE;%RIEE!::T% 1 Produttore: TEKNOMEK Medikal Malzemeleri
ride of the glycosaminoglycan class, obtained by bacterial damages that may arise from non-compliance with the Rev.08/08.12.2023 Velocita di taglio (1/s) 8 1 283,15°K) e 25°C (77°F 0 208,15°K). Conservare in un luogo 1 Sanayi ve Ticaret Ltd. $ti. Karamehmet Mah. Avrupa
fermentation method. Contains sodium hyaluronate powder, ! Instructions to remove the syringe luer cap correctly: ! recommendations and suggestions in the instructions for use ' (You can find the recent version and revision information 1 1 asciutto Proteggere dalla luce e dagli urti. Se si desidera | Serbest Bélgesi 9. Sok. No:14 Ergene / Tekirdag / Turchia
sodium hydrogen phosphate salts, sodium chloride and I 1. Take the syringe from the box out of its package. ! and that are not suitable for the patient in the specified ! on Teknomek’s website.) 1 Figura A: Simbolo della direzione di apertura del blister 1 trasferirlo, puo essere trasportato nelle scatole del prodotto. 1 Tel: +90 212 369 1263, Fax: +90 212 210 3432
g;::lilltc\i/ivsv:éil\:agif gorlo\?!:g:r: Ifsoraiﬁllt?:gcﬁl);?rlaessllit?a‘igr‘\ess[)zgg I 2. Hold the syringe luer as shown. I criteria. The risk of contamination which may arise from ! Lo ialuronato di sodio & un polisaccaride ad alto peso | . i . Sito web: www.teknomek.net
POt Contain any preservatives PP - I 3. Carefully twist the luer cap. I re-sterilizing the product by ignoring its single use quality is ! molecolare della classe dei glicosaminoglicani, ottenuto per Istruzioni per la corretta rimozione del cappuccio luer 11.GARANZIA E LIMITAZIONE DI RESPONSABILITA e-mail: info@teknomek.net Dokiiman n.: IFU158
VP . I 4. Remove the luer cap. I not the responsibility of the manufacturer. Teknomek Medikal ! fermentazione batterica. Contiene ialuronato di sodio in ' della siringa: ' Teknomek Medikal non & responsabile per lesioni o danni che ' Rev.08/08.12.2023 (la versione piti recente e le
1 I is not responsible for the injuries or damages that the patient 1 polvere, sali di idrogenofosfato di sodio, cloruro di sodio e ! 1.Estrarre la siringa dalla confezione. I possono derivare dalla mancata osservanza dei suggerimenti ! informazioni sulle revisioni sono disponibili sul sito
2.PACKAGING and STERILIZATION 1 I may suffer if it is not used by the doctor in line with the 1 acqua distillata. Il prodotto & una soluzione viscoelastica 1 2.Tenere la siringa luer come mostrato in figura. I e delle raccomandazioni contenute nel manuale d'uso e che 1 web di Teknomek)
Sodium Hyaluronate is offered in 0.55ml, 0.85ml, 1ml, 1.5ml 1 I instructions for use. 1 2297 CE 2292 certified product trasparente, incolore, i_nodore e sterile per la somministrazione 1 3.R_uotare con cautela \I_ cappuccio luer. 1 non sono adalt[ al paziente secon_do i criteri spec_\ﬁca_ﬂ. [
or 2ml sterile single use glass syringes. The product is offered 1 1 intraoculare. Non contiene conservanti 1 4.Rimuovere il cappuccio luer 1 glr:;dl:jt‘lljtéredg:)icaferedsa;‘)I(;ns;:liggligizrilzﬁglodg: ;(:ggaortr;:jne;z;z:z 1
with a 23-27 G thin blunt-ended sterile single use cannula. 12.SAFETY LINICAL PERFORMANCE 1 1 A - | N
The product is in ready-to-use form. The amount is specified ! ! Th;es roducta::eg not (c:omain 1inge ce\lcor derivatives of ! ;@ 1 ] tener conto del suo uso slngolo. '!'eknc_:mek_Memka[ non & 2891 Prodotto certificato CE 2292.
on the product packaging. The product is sterilized with ! ! P B " ! Translated by: 2.CONFEZIONAMENTO e STERILIZZAZIONE responsabile delle lesioni o dei danni che il paziente pud subire N
steam sterilization, its package with ethylene oxide. 1 2 4 1 human or animal There are no accessories and software for . . © Y . Il sodio ialuronato & disponibile in siringhe di vetro sterili ! se non viene utilizzato dal medico in conformita con il manuale ! Tradotto da:
1 Instructions to place the cannula correctly: 1 the device. There are no medicinal substances or biological j  Atlantik Terciime Hizmetleri Tic. Ltd. Sti monouso da 0,55 ml, 0,85 ml, 1 ml, 1,5 ml 0 2 ml. Il prodotto ! I d'uso. ! Atlantik Terciime Hizmetleri Tic. Ltd Sti
3.INTENDED PURPOSE 1 5. Take the cannula from the box out of its package. | materials included in the device as an integral part of the j Address: Kervangegmez Cad. Hark Sok. Cagdas Apt. viene fornito con una cannula sterile monouso con punta 1 1 ! \ndirizzo: Kervangesmez Cad. Ascolta Sok. Gagdas Apt
The main purpose of using Sodium Hyaluronate in surgeries ;6. Hold the syringe. | device. No CMR substances or materials that contain or ;  No:2/5 34381 Mecidiyekdy, Istanbul, Ttrkiye smussata fine da 23-27 G. Il prodotto & pronto alluso. La o 2 . . 4 1 I No2/5 34381 Mecidiyekdy. Istanbul, Turchia .
is to sustain a stable anterior chamber depth, to protect the | 7. Place the cannula on the syringe. ; consist of endocrine disruptors as an integral part of the |  Tel: +90 212 217 92 06 quantita & indicata sulla confezione del prodotto. Il prodotto Istruzioni per il corretto inserimento della cannula: 1 12.SICUREZZAe PRESTAZIONICLINICHE 0 0000 oo he !
corneal endothelial cells. 8. Twist and secure. device or that may cause sensitization or an allergic reaction e-mail: info@atlantiktercume.com viene sterilizzato a vapore e la confezione viene sterilizzata ' 5.Disimballare la cannula dalla scatola. ' Il prodotto non contiene tessuti, cellule o derivati di origine ' - :
Th c dving i " onis y P P : ! . : con ossido di etilene. 6.Tenere la siringa. umana o animale. Non sono disponibili accessori e software e-mail: info@atlantiktercume.com
e product protects the corneal endothelium by stabilizing 9. After the air is purged out of the cannula tip, the solutionis , to the patient or user are included in the device. Please 1 1 1
' ' ' 1 1 1
I cavity during intraocular manipulation It is used in surgeries ! ready to be injected. Sodium hyaluronate viscoelastic is | contact the manufacturer for detailed safety and performance 1 I 5. Nehmen Sie die Kandile aus der Verpackung. I 13.RUCKGABE und UMTAUSCH
I such as cataract, glaucoma, corneal transplantation and lens 1 completely cleaned/removed from the eye by irrigation and/or 1 information. I 3.VERWENDUNGSZWECK I 6. Halten Sie die Spritze fest. I Bitte wenden Sie sich fiir die Riickgabe oder den Umtausch des
I implantation to protect the anterior chamber depth. I aspiration method at the end of the surgery. 1 1 Der Hauptzweck der Verwendung von Natriumhyaluronat bei j 7. Setzen Sie die Kaniile auf die Injektionsspritze. 1 Produkts an den Hersteller oder dem lokalen Vertrieb.
1 1 I 13.RETURN AND EXCHANGE POLICY j chirurgischen  Eingriffen  besteht darin, eine stabile | 8. Durch Drehen sichern. 1
" . . - N — - H q T q Vorderkammertiefe bereitzustellen und die Endothelzellen der 9. Nachdem die Luft aus der Kaniilenspitze entfernt wurde, kann 14.SYMBOLE
—e— = L — . . . . o - - i
Medikal Malzemeleri San. ve Tic. Ltd. Stl' ! ?51'§|'"'?]al IBenefltt . hesive f id tecti ! <\p—§" = % ! ::’hleas? contact l:e manl;fta;turerdor ‘ycur local distributor for Medikal Malzemeleri San. ve Tic. Ltd Stl ! Hornhaut zu schiitzen. Das Produkt schiitzt das Hornhautendoth- ! die Losung injiziert werden. Am Ende der Operation wird das ! Die Symbole auf der Produktverpackung und in der
SODIUM HYALURONATE (HYOTEK) INSTRUCTIONS FOR USE I +Sodium hyaluronate In cohesive form provides protection 1 = 1 7 1 the return or exchange of the product. NATRIUMHYALURONAT (HYOTEK) BENUTZERHANDBUCH ! el durch Stabilisierung und Schutz der Vorderkammerhohle ' Natriumhyaluronat-Viskoelastikum ~ durch ~ Spiil-  und/oder '  Bedienungsanleitung sind unten aufgefiihrt.
Read the instructions for use cautiously! 1 foreye nssue.s .durlng ophlr?al.mlc surgery. N ! / ! Lesen Sie die Bedienungsanleitung sorgfiltig durch! I wahrend der intraokularen Manipulation. Es wird verwendet, um ! Aspirationsverfahren vollstandig gereinigt/aus dem Auge entfernt. !
1 *Pseudoplasticity characteristic provides easy flow during 1 8 1 14.SYMBOLS 1 die Vorderkammertiefe und das Hornhautendothel bei allen Arten 1 R 1 Hersteller
1.PRODUCT |NF°R_MAT|°N 1 injection and helps regain high viscosity values after 1 8.WARNINGS and PRECAUTIONS 1 The symbols given on the product box and in the instructions 1.PRODUKTBESCHREIBUNG 1 von Operationen am vorderen Augenabschnitt wie Katarakt, 1 1 BATCH-Code
Product Name: Sodium Hyaluronate | injection. 1 1 for use are listed below. Produktname: Natriumhyaluronat | Glaukom, Hornhat n und L tation zu g 1
;[?gluS:_l\ggg(e)ls:‘gggéggﬁztalog or web-site for the models | +Enables surgeons to easily perform surgical maneuvers . A\ it is for single-use. ' Unsere Modelle finden Sie im Katalog oder auf ,  schiitzen. 1 1 XZS'C Temperaturlimit
Product Concentration Percentages: 1%, 1.2%, 1.4%, y during operations. 1 |4 |Do not shake the product. 1 Manufacturer der WEb_S'(Q- 1 - 1 1 10°C
1.6%, 1.8%,2.0%, 3.0% ' ' Do not re-sterilize. Reuse and/or resterilization may | BUDI-DI: 868054899025NK , 31.Klinischer Nutzen 1 8 1 0%
- ‘ Batch Code Konzentrationsprozentsitze: 1%, 1.2%, 1.4%, 1.6%, “Kohésives Natriumhyaluronat schiitzt das Augengewebe 8.HINWEISE UND MASSNAHMEN A i akeitslimi
Size: 0.55, 0.85, 1, 1.5 or 2 milliliters (in a glass syringe) ; 4.INDICATIONS 1 | A |adversely affect device performance, which could ' 1.8%.2.0%. 3.0% I wahrend Augenoperationen NN - - ' - Feuchtigkeitslimit.
Shelf Life: Shelf fe is three years. Stated on the product. | Sodium hyaluronate is indicated in all cases where eye | seriously harm patient health and safety. 1 Temperature Limit Abmessungen: 0,55, 0,85, 1, 1,5 oder 2 Milliter (in einer I “Pseudoplastizitaismerkmal; Es sorgt fir leichtes FlieBien 1 L Tt 1 —
Class:Iib tissues need to be protected. Used in any anterior segment - i 4 i i jektion wi SLle e 098 Toc I en, ] ® Nicht wiederverwenden.
1 . N . 1 Do not use the product whose sterile package has 1 1 wahrend der Injektion und erreicht nach der Injektion wieder 1 Nicht resterilisieren. Die Wiederverwendung und/oder 1
Chemical Sodium Hyaluronate , surgery, intraocular lens implantation, cataract surgery, A 1 Haltbarkeit: Die Haltbarkeit betragt drei Jahre. Ist auf dem 1 hohe Viskositétswerte. ' PR e 9 '
Properties Concentration | MolecularWeight | pH | glaucoma surgery and comeal transplantation. . peen opened or damaged. - - . Humidity Limitation Produkt angegeben. , °Es ermaglicht Chirurgen, Eingriffe wéhrend ihrer Operationen | | A\ |ETIeUie Steriisation kann die Leistung des Instruments | Nicht resterilisieren.
4.1.Patient Information A Apply with a sterile single use syringe and a sterile ;| einfach durchzufiihren. gee:_ml;ac llger:l:‘wﬂas i'.?hsesu:? it und Sicherheit des E Verfallsdatum
Hyotek%1 %1 2332MDa | 6876 [ ' The targeted patient group includes all age groups, all ' single use cannula. ! Do not re-use. Chemische Natriumhyaluronati X X _%mgm%‘mme Verpackun X %
! nationalities, and the whole population in need of ophthalmo- ' [ [Do ot Use expired produdts. ! Eigenschaften onzemﬁ,n ey || MRSl | (Pl ! 4INDIKATIONEN a ! P 9 ! A |Wamung
st sl %12 2332 M2 8878 1 1 jogic surgery without indicating any weight restrictions. The ' The product is restricted for Use by surgeons trained ! Do not resterilize. 2 - ! Natriumhyaluronat ist in allen Situationen geeignet, in denen das I OTe' %der T Torien i To und ! ¥ | Vor Sonnenlicht schiitzen
N U il i 'enden Sie es mit einer sterilen Einwegspritze und einer J
Hyotek%1.4 %1.4 2332MDa | 6876 | ! International Patient Identification Card is issued to the ' in ophthalmic surge: ! oD Hyotek%1 %1 23-32MDa [ 6876 | | Augengewebe geschitzt werden muss. Es wird bei jeder 1 terilon Enweakant s ! AN
! patient with instructi keep the impl N D 9°TY. ! se-by Date 1 Operation des vorderen Segments, der Implantation von j e A el 1 Sterilisationsmethode ist die Paket-Ethylenoxid
%1.6 %1.6 2.3-32 MDa 6.8-7.6 patient with instructions fo keep the implant as a permanent Stop the application in case of an adverse reaction. In 7 Hyotek%1.2 %1.2 2.3-3.2 MDa 6.8-7.6 en, K , Glat ven und ‘'erwenden Sie keine abgelaufenen Produkte. o N A -ty
Hyotek%1. 1. . -8-7. I record and to show it to any future ophthalmologist. 1 > ! 1 Caution yotek%1. 1. - -8-7. 1 . 1 Bach T T 1 -Sterilisation. Einzelsterilisation-Barrieresystem
1 ; : 1 case of any adverse reaction,notify the manufacturer. | ' Hornhaultransplantanonen verwendet. . as Produki darf nur von Chirurgen verwendet werden, die | |
Hyotek%1.8 %71.8 2.3-3.2 MDa 6.8-7.6 4.2.Patient Preparation e oo e soTaaton acco;'din o The metucions Keep away from sunlight Hyotek%1.4 %1.4 2.3-3.2 MDa 6.8-7.6 4.1.Hinweise fiir Patienten in ophtalmologische Chirurgie ausgebildet sind. The product is sterilized using steam.
Hyorok%2 %z 2332 MDa 5870 ! The product is used in eye surgery. The patient is prepared ! A lwritten pplicatl 9 . ! e ” = storized oo ro— Tl %16 2352 MDa 5876 ! Die Zielgruppe umfasst alle Altersgruppen, ungeachtet ihrer ' Im Falle einer unerwinschten Reaktion die Anwendung ! Single sterile barrier system.
o 33 87 I for the surgical procedure in line with the doctor's instructions. ! written in the instructions for use. Otherwise the 1 © package is sterilized using package: Dt . - . ! Herkunft und bei Bedarf fiir ophthalmologische Operationen die ! | A |abbrechen. Im Falle einer negativen Reaktion informieren | ! " | Trocken lagern.
Hyotek%3 %3 2.3-3.2 MDa 6.8-7.6 I The product does not require any special preparation any ! manufacturer is not responsible. 1 ethylene oxide Hyotek%1.8 %1.8 2.3-3.2 MDa 6.8-7.6 I gesamte Popu\atlon ohne Angabe von Gewichtsbeschrankun- 1 Sie bitte den Hersteller. 1 T gemn.
I training. 1 A Use for children pregnant or lactating women is under| 1 The product is sterilized using steam. T 2 2a3200 5870 1 ge" 29' Par‘"er:e”ﬁus;ve's V‘i"d FET Pa(l;"(e"hma 1 Wenden Sie das Produkt gemaR der Gebrauchsanweisung | ! [li [Beachten Sie die Bedienungsanleitung
- 1 1 initiati i 1 i i i e % -3.2 MDa 87 | der Anweisung ausgehandigt, das Implantat dauerhaft | an. Andernfalls ibernimmt der Hersteller keine Haftung. 1
izl Density Concentration | Endotoxicity | 1 5.CONTRAINDICATIONS 1 he Infliative of the Ophthalmlc T - 1 Shngle sterile barfier system. o o | aufzubewahren und jedem zukiinftigen Augenarzt vorzuzeigen. Die Anwendung bei Kindern, schwangeren oder stilenden | 1 @ wsﬁnvgksv\e/ﬁé‘;ancfluenr%]aﬁsesﬁhsﬁgIg‘a:ﬁaﬁfmdum
Properties N N . It should not be used in conjunction with other deviceq K Hyotek%3 %3 23-32MDa 6.8-7.6 4.2.Pati i A s i . Bedi leit
I The solution should not be used in patients who are allergicto 1 | A and/or general purpose equipment 1 eep dry 1 D.aé Produkt wird in der Augenchirurgie verwendet. Der Patient 1 Frauen liegt im Ermessen des Chirurgen. 1 edienungsanieitung.
Hyotek%1 | 0,988-1001 glom® | 1omg/ml | <0.2EUMmI | 1 any component of sodium hyaluronate. The viscoelastic 1 AL R o R R L i - - - i " 9 gie vermendst, Der Zatert [/ [ES solte nicht In Verbindung mit anderen Geraten undioder | | Medizinisches Produkt
: i Suitable for intra-ocular use only. Consult instructions for use Chemische . . wird nach arztlicher Anweisung auf den chirurgischen Eingriff Al d d
1 solution must be completely removed following the surgery, 1 — — 1 Eigensehaften Dichte Konzentration | Endotoxizitat | 1 yorbereitet. Das Produkt erfordert keine besondere Schulung und | lzweckgerdten verwendet werden, - 1
Hyotek%1.2 0,990-1.000 glem?® 12mg/ml <0.2EU/ml | otherwise it may cause high intraocular pressure. The | Used for a short time in operanons and must be ' Do not use it package is damaged and g ' Vorbereituﬁg. 1 LA IEs ist nur fur die intraokulare Anwendung geeignet. 1 Echtheits-ID
Hyotek%1.4 | 0,994-1.002 glem® 14mg/mi <02EU/mi | 1 surgeon should use careful pre- and peri-operative evaluation completely cleaned following the operation. 1 consult instructions for use. Hyotek%1 0,988-1.001 glem® 10mg/ml <0.2EUMI | 1 s wird kurzzeitig bei Operationen eingesetzt und muss 1 Enthalt kein Naturkautschul/-Lat
1 and solid clinical judgment to decide the benefit/risk ratio Ensure that the product is completely cleaned 1 Medical Device 1 5 )IKATIONEN h nach der Operation rundllcerelmtwerden . nthalt kein Naturkautschuk/-Latex
Hyolek%16 | 0998-1.005g/em | 16mg/ml | <02EUMmI | | pefore administering a sodium hyaluronate injection to a | following the application. ' Hyotek%12 | 0990-1.000g/cm* | 12mg/ml | <02EUMmI | | Die Lésung solite nicht bei Patienten angewendet werden, die e che Sher, dass das Produktnach derAnwendung |
N ¢ © & " N - . ; . a4 q
Hyotek%1.8 | 0998-1008glom® | 18mg/ml | <0.2EUmI | 1 Patient with one or more of the following conditions. The [The remaining viscoelastic after surgical operation s | 1 Unique Device Identifier Hyoteld14 | 0.094-1.002gcre | tamgiml | <o2ewmi |y Geraiseh gegen einen dor Bestandielle von Natumiyalronat Nach dem chorgednen BT a7 1 15ABKORZUNGEN
1 evaluation of each individual case is at surgeon’s discretion. naturally excreted through the trabecular system and | 1 : , Sind. Nach der Operation muss die viskoelastische Losung oelastisch Ul 1 IFU Bedienungsanleitung
Hyotek%2 1.000-1.009 g/lem® 20mg/ml <0.2EU/mI y 9 Y Does not contain natural rubber latex Hyotek%1.6 0,998-1.005 glcm® 16mg/ml <0.2EU/ml vollstandig entfernt werden, da es sonst zu einem erhdhten viskoelastische Substanz liber das trabekulére System und
' n patients wh tive t bst in the ' |4 |Schlemm's canal. Intraocular pressure may increase | 1 I Augeninnendruck kommen kann. Der Chirurg sollte eine | 1al auf natiirliche Weise ausgeschieden. Bei 1 DE Deutsch
Hyotek?%3 1.001-1.020 g/cm* 30mg/ml <0.2EUmI | sgluz:nlen s who are sensitive o any subslance in the in any case where the drainage channels may be ! 5 ABBREVIATIONS Hyotek%1.8 | 0,998-1.008 g/cm® 18mg/ml <0.2EU/ml | | sorgféltige pra- und perioperative Bewertung und ein fundiertes 1 | A\ |Situationen, in der die Drainagekanéle blockiert sein 1 % n Prozent
1 N 1 1 - 1 Klinisches Urteilsvermogen anwenden, um das konnen, kann der Augeninnendruck ansteigen. In einem 1 N i
- - ;I patients with very high intraocular pressure, ' !Jlocked. In such a case, the surgeon should 1 IFU nstructions for Use uySteiceZ 1.000-1.009 g/om® 20mg/mi <0.2EUmI 1 Nutzen-Risiko-Verhltnis zgu bestimmen, bevor er einem solchen Fall sollte de? Chirurg die geeignetge Behandlung 1 é éz:‘;:‘:s
ghemu:_al Viscosity  [Tolerance| osmolaiity Relfrgctnve . «Use for children pregnant or lactating women is under the . implement the appropriate treatment. . EN English Hyotek%3 1.001-1.020 glem® 30mg/ml <0.2EU/mI |  Patienten mit einer oder mehreren der folgenden Erkrankungen | anwenden. 1 F Eahrenheit
roperties ndex , initiative of the ophthalmic surgeon. . [Even though there are no cases reported up to the . % Derg_centa S . ironat injiziert. Die Beurteilung des Einzelfalls bleibt | Obwoh! bisher keine Falle gemeldet wurden, kann 65 mit . Ka l';en el 5 TP
10,000-30,000 200-400 present, it may interact with concomitant medication - SletllLiile dem Chirurgen iiberlassen. i i i CMR rebserzeugende, erbgutverandernde,
Hyotek%1 NA 1.337-1.338| 1 1 A 1 K Kelvin ; 1 VN 1 2
= 2Rl L —mPas - 22 | mQsmikgd 2002 L G SIDEEFFECTS - - - - e o 4 . R RN - L |Chemische o o e Brechung | 1 L L L L h h e e e = A L] 20 - | fartpflanzui efabrdende Staffe. .. |-
[ high int I b it ! [ caosecondensatior. In case sochr avaseTis 1 C Centigrade Eigenschaften Viskostat | Toleranz | Osmolaliét} =i o, I Bei Patienten, die empfindlich auf eine Substanz in der Lésung ! Vw"aelhe" e ¢ it berti i 1 mPa Mmf asca|Elgsg
Hyotekt 2 30,000-60,000 A 200400 [, oo o] ) fe"mpurarym igh inf raocuTe:‘r presiur? ahnolrgw:)l ies maydmi;:‘uI . observed, physicians should consider this potential. 1 F Fahrenheit I reagieren, - g\rd’,\‘scrlntsn Ahrzlte dle:é N’]: \\:}hkel( berticksichti :n_ 3 . D
mPa.s mOsmikg y jofowing fhe surgery. The pafient should be wamed that - Failure to follow all assembly instructions or applying | - - - - Hyotek%1 10,000-30,000 ¢ o 200-400 14 337 1.338| | - Bei Patienten mit sehr hohem Augeninnendruck, 1 s Michtbeachtung aller Montagsanweisuingen oder die 1 Pa Pelzs‘cal
he/she should consult his/her doctor if intraocular pressure . . Carcinogenic, mutagenic, reprotoxic mPa.s mOsm/kg o " " " A\ |Verwendung einer alternativen Kandle kann mPas Millipascal/Sekunde
60,000-100,000 200-400 . ! N A |an alternative cannula may cause cannula separation CMR “Bei Kindern, schwangeren oder stillenden Frauen liegt die : o | Vilipascaioexunde |
Hyotek%1.4 NA 1.337-1.338| ! increases Since sodium hyaluronate is discordant with ! Yy P ! substances ! © . 1 zu einer Kanilentrennung und zu schweren Verletzungen !
i mPa.s mOsm/kg N . Y N d : P ibility. Hyotek%1.2 30,000-60,000 KA. 200-400 1.337-1.338 Anwendung im Ermessen des Chirurgen N G Gauge
700000150000 200200 I quaternary ammonium compounds such as solutions ! and serious injury possibility. _ . 1 mPa Mili pascal lyotek?%1. mPa.s A | mosmikg | 13971 1 1 fiihren, — i, 1 ] NilTiter
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30,000-60,000 200400 Temporary high intraocular pressure abnormalities may occur L . ; ; entigrade 1 1 tratamiento adecuado. 1 %o Porcentaje
Hyotek%1.2 i i NA 1337-1.338] 1 > 1 observed, physicians should consider this potential. 1 F Fahrenheit 6.EFECTOS SECUNDARIOS g r
YOIeKCEle mPa.s mOsm/kg following the surgery. The patient should be warned that ToTre oToTow ol sseo D etiTToe o ahrenheif Hyotek 1.2% | 30:000-60,000 N | 200400 | aan o] o d e s de | ) 1 Aunque no se ha '"fﬂfmado de ningdn caso hasta la fecha, | K Kelvin
'80,000-100,000 200400 ! he/she should consult his/her doctor if intraocular pressure ! | . | Y | pPYINg | 1 CMR Carcinogenic, mutagenic, reprotoxic mPa.s mOsm/kg ' inl:éoizgod::‘fg:;eogamlfus i(:mgeof:eise aedvaesirf::olc\ente . puede i con cor " y . °C Celsius
Hyotek%1.4 Ry NA | ooamikg | 113371338 : increases.  Since sodium hyaluronate is discordant with : A ::das‘:irf:'s"iii"n‘;:s':;‘?"{vcause cannula separation : substances Hyotek 1% | 60000100000 [ T 200400 oo ot i Gueen caso depaumemo e Ig presion intraccular dege v |2 [causar niebla. Los medicos deben tener en cuenta este ' °F Fahrenheit
N 100,000-150,000 200-400 . quaternary ammonium compounds such as solutions 1 Sodium alu:onyatz S hoomoatbie wih duaterman . mPa Mili pascal mPas mOsm/kg I consultar a su médico. Dado que el hialuronato de sodio es 1 potencial si se observa este fenémeno. 1 cMR | Sustancias carcinogenas,
LS ERE mPa.s NA | mosmikg [1:3371:338) 1 containing benzalkonium chioride, contact with surgical I Ty compatit guatemary f - Pa Pascal Hyotek 16% |100.000-150,000] - | 200400 [, 2o 4 506] 1 incompatible con los compuestos de amonio cuaternario, como I ETinct e todas las s de montaje o | 1 mutagénicas y reprotoxicas
instruments washed with solutions containing these lammonium compounds like solutions containing mPas Milli pascal second i mPa.s mOsmikg | i 1 las soluciones que contienen cloruro de benzalconio, debe 1 \a aplicacion d snula alternati g ! 1 mPa Un millon de pascales
N 150,000-300,000 200-400 ' bst ith hthalmi duct taini ' . 5 N 1 D > oe a aplicacion de una canula alternativa puede provocar el D
Hyotek%1.8 Pas NA mOsmkg 1.337-1.338 substances or  wil ophthalmic  products containing A benzalkonium chloride. For this reason, contact of G Gauge Hyotek 1.8% | 150:000-300000[ - 200-400 [ oo ool 1 evitarse el contacto con instrumentos quirurgicos lavados con 1 A desprendimiento de la canula y la posibilidad de sufrir 1 Pa Pascal
I quaternary ammonium as a preservative should be avoided. 1 i i ical i 1 aug PRIES Heh P: /K - soluciones que contengan estas sustancias o con productos el
Hyotekzsz  |200000-400000] [ 200-400 f, oo oo0] 1 Risk analysis conducted by the manufacturer's risk 1 jﬁslzgur:ﬁ::r:::;::g;:;’Zﬁ:;zig:;n;ni:;;rrd 1 ml Milliliter 0 0210 joso 500 :g::oug : (?ue comenggan amonio cuaternario comz : lesiones graves. : | mPas | Milésimas de segundo de pascal |
mPa.s mOsmrkg I management team specified that the remaining risk is as low 1 or with ophthalmic products containing quaterna 1 kg Kl!qgram Hyotek 2% " mPas NA mOs‘m/kg 1.337-1.338 , conservante. El analisis de riesgos realizado por el equipo de . El hialuronato de sodio es i con los 9 | G Cg!lpre
TS 400,000-900,000+70,000 | 200-400 [, oo o] 1 @s reasonably possible. 1 op P! N 9 quaternary 1 mg Miligram gestion de riesgos del fabricante ha determinado que el riesgo de amonio cuaternario, como las soluciones que contienen ml Mililitros
iyotek%! mPa.s mPa.s | mOsmikg |33 i ' lammonium as a preservative should be avoided. 1 9 Gram Hyotek 3% 400,0310';2050‘000 +Zr(|]§’[)auso rigos-r:(/)l?g 13371338 : residual es el mas bajo posible. : cloruro de benzalconio. Por lo tanto, el hialuronato de sodio! : kg Kilogramo
Rheological Profile 1 T.USAGE . o1 1 g/ml Gram/Milliliter | 7.Us0 ' A\ |debe evitar el contacto con instrumentos quirtirgicos ' mg Miligramo
1 It should be completely clean in the eye after the procedureis | 9.WASTE DISPOSAL 1 mg/ml Milligram/Milliliter Perfil reologico ! ) . . lavados con soluciones que contengan estas sustancias g Gram
1000000 1 completed. The amount to be injected varies in each specific  Used products must be disposed of properly to avoid possible EU/mI_|_Endotoxin per milliliter I Una vez finalizado el procedimiento, debe refirarse 1 ductos oftél § ! g/ml Gramo/Mililitro
1 case and should be designated by the surgeon during the  risks of infection. Disposal of the products after use should Osmik Mili 17 Kil 1 completamente del ojo. La cantidad a Inyectar‘\la.naen cadacaso | con producios oftalmicos que conlengan amanio ! Tl il TV
" N e h N mOsm/kg iliosmol llogram | concreto y debe ser determinada por el cirujano durante la cuaternario como conservante. 1 mg/mt tigramo/Mililitro
- 100000 3% 1 operation. Do not mix with any other substance before use. | be performed by authorized persons in line with hospital Basic Uni Device Tdentficat ion. N \ " " tanci tes d _— OE/mI Endotoxi T
ks «Take out the pI'OdUCtS from the box. procedures. Manufacturer is not reSpOnSib‘e for waste BUDI-DI asic Unique Device entification - - — % 1 operacion. No mezclar con ninguna otra sustancia antes de su 1 1 mi ndotoxina por mililitro
£ 1000 - ! «Open the product packaging just before use. ! disposal procedures. ! Device Identifier < % 1 1 9ELIMINACION DE RESIDUOS 1 [ mOsmrkg| Milliosmol por kilogramo
£ 18% 1 . 1 - 1 MDa Megadalton E e +Sacar los productos de la caja. Los productos usados deben eli col para Numero de identificacion Unico basico
H 6% 1 'Opgn the sterile paCkf"QEd produc.ts taken.out of the box to a 1 1 g g 1% ' .Abrir el envase del producto inmediatamente antes de utilizarlo. ! evitar posibles riesgos de infeccion. La eliminacién de los ! BUDI-DI | _ \dentificador del dispositivo
s 100 __14x  Sterile area by following the sterile opening rules and the 10.STORAGE AND TRANSFER EONDIIIONS . 1 H —16%x ! <Abra los productos envasados estériles extraidos de lacajaen ! productos después de su uso debe ser realizada por ! lentilicador del dispositivo |
. 1 opening direction shown on the package. (Picture A) , Store at temperatures between 10°C (50°F or 283.15°K) and | = —1ax | lazona estéril siguiendo las reglas de apertura estéril y I autorizadas de acuerdo con los procedimientos del hospital. Los MDa Megadalton
100 " I @ y 25°C(77°F or 298.15°K). Store in a dry place. Protect against | Uretici: TEKNOMEK Medikal Malzemeleri Sanayi 1% | siguiendo la direccion de apertura indicada en el envase. I procedimientos de eliminacion de residuos no son responsabili- |
. > . light and impact. If it is wanted to be transferred, it can be , Ve Ticaret Ltd. Sti Karamehmet Mah. Avrupa Serbest 100 2% 1 (Imagen A) 1 dad del fabricante 1
mnon . . o o . - * . transported in the boxes belonging to the product. ' Bol.gesl 9. Sk. No:14 Ergeng / Tekirdag / Trkiye i : g : 10.CONDICIONES DE ALMAGENAMIENTO Y TRASLADO : _Fabr!canle: TEKNOMEK Medikal Malzemeleri
Shear rate(1/s) & ' 11.WARRANTY AND LIMITATION OF LIABILITY ! x;’;sig.2l,i,:;??e;nzs,?"eia:éfiilﬂ.ziﬁ:f@:tiznomek net . = 3 R e P * 1 Almacenar a temperaturas entre 10°C (50°F 0 283.15°K)y 25°C 2:::;:1\/ g;;c:srie ; Ltsdk' srﬁ;ﬁj?z?::::;%i?&?gr/uﬁrquia
Sodium hyaluronate is a high molecular weight polysaccha- | Picture A: Symbol of Blister Pack Open Direction . Teknomek Medikal is not responsible for any injuries or ,  Document No: IFU15S Shear rate(1/s) 8 i :77 Flo 298i15 K)S._Almzcenar'en |.:nt:ugarseco.dPr0‘1999 50:"6 la Tel: +90 212 369 1263, Fax: +90 212 210 3432
ride of the glycosaminoglycan class, obtained by bacterial damages that may arise from non-compliance with the Rev.08/08.12.2023 El hialuronato de sodio es un polisacérido de alto peso molecular . o . | Uz Y los golpes. Si se desea trasladar, se puede transportaren - o L eb: www.teknomek.net
i i i 1 i i . 1 i ions i i i 1 - e . . . de la cl de I I inogli bti Imagen A: Simbolo de direccion de apertura del blister las cajas del producto. g - - 8
fermentation method. Contains sodium hyaluronate powder, Instructions to remove the syringe luer cap correctly: recommendations and suggestions in the instructions for use (You can find the recent version and revision information e la clase de los glucosaminoglicanos que se obtiene por 1 I e-mail: info@teknomek.net
sodium hydrogen phosphate salts, sodium chloride and I 1. Take the syringe from the box out of its package. I and that are not suitable for the patient in the specified ! B N fermentacion bacteriana. Contiene hialuronato de sodio en polvo, ' . ) ) . . mail: in -ne
distilled water. The product is a clear, colorless, odorless and 1 2 Hold the syringe luer as shown. | criteria. The risk of contamination which may arise from 1 7 Teknomek's website.) sales de hidrégeno fosfato de sodio, cloruro de sodio y agua ' Instrucciones para la correcta retirada del capuchén luer de ! 11.GARANTIA Y LIMITACION DE RESPONSABILIDAD Namero de documento IFU15S
sterile viscoelastic solution for intraocular application. Does | 3" carefully twist the luer cap ! re-sterilizing the product by ignoring its single use quality is | destilada. I lajeringa: I Teknomek Medikal no se hace responsable de las lesiones o ! Rev.08/08.12.2023 (Puede encontrar la dltima
not contain any preservatives. 1 : Y : 1 “bility of Y . Y 1 El producto es una solucion viscoelastica transparente, incolora, 1 1.Desembale la jeringa de la caja. I dafios que puedan derivarse del incumplimiento de las I  version e informacion sobre revisiones en el sitio
X 4. Remove the luer cap. X ZO;;Tere’::g::‘?gI;g'?h;h'i‘n:?:suoicél;ﬁ;;::Tr?;‘?r‘:e'\ieaf'lﬁl X inodora y estéril para la administracién intraocular. No contiene | 2.Sostenga la jeringa luer como se muestra en la figura. I sugerencias y recomendaciones del manual de usuarioy que no I \eb de Teknomek. )
! ! injur ! conservantes. 3.Gire con cuidado la tapa | decuad | paciente en los criteri ificad '
1SILIE > d F 1 3 pa luer. 1 sean adecuadas para el paciente en los criterios especificados.
2.PACKAGING and STERILIZATION ! I may suffer if it is not used by the doctor in line with the 1 2202 certified prodi 6 | 4Retire la tapa luer. | El fabricante no se hace responsable del riesgo de |
Sodium Hyaluronate is offered in 0.55ml, 0.85ml, 1ml, 1.5ml 1 1 instructions for use. 1 292 certified product 2.ENVASADO y ESTERILIZACION X - | contaminacién que pueda surgir de la_reesterilizacion del | Producto con certificacion CE 2292.
or 2ml sterile single use glass syringes. The product is offered 1 1 El hialuronato de sodio esta disponible en jeringas de vidrio N P " 297
ith a 23-27 G thin blunt-ended sterile singl I estériles de 0,55 ml, 0.85 ml, 1 ml, 1.5 ml 0 2 ml. El producto 1 1 producto sin tener en cuenta su uso Unico. Teknomek Medikal no 1
with a 29-27 & 1hin blunt-ended sterle single use cannua. 1 12.SAFETY and CLINICAL PERFORMANCE 1 - e e fhuile se responsabiliza de las lesiones o dafios que pueda sufrir el
The product is in ready-tg-use form. The amount |.s'spe(:|ﬂ'ed 1 1 The product does not contain tissue, cell or derivatives of @9@ viene con una canula estéril desechable con punta roma fina de 1 ! paciente cuando no sea utilizado por el médico de acuerdo conel ' 9@
on the product packaging. The product is sterilized with . . Translated by: 23-27 G. El producto se presenta en forma de producto listo para 1 P P 1 Traducid .
steam sterilization, its package with ethylene oxide. ! . 2 4 1 human or animal There are no accessories and software for § . ° Y . su uso. La cantidad se indica en el envase del producto. EI | X manual de uso. X ) Traducido por: !
1 Instructions to place the cannula correctly: 1 the device. There are no medicinal substances or biological j  Atlantik Terciime Hizmetleri Tic. Ltd. Sti 3 producto se esteriliza con vapor y el envase se esteriliza con Atlantik Tercime Hizmetleri Tic. Ltd. Sti
3.INTENDED PURPOSE 1 5. Take the cannula from the box out of its package. | materials included in the device as an integral part of the ; Address: Kervangegmez Cad. Hark Sok. Cagdas Apt. oxido de etileno. ! ) 2 ) L4 1 12.SEGURIDAD y RENDIMIENTO CLINICO ! Direccion: Kervangmez Cad. Hark Sok. Cagdas Apt.
The main purpose of using Sodium Hyaluronate in surgeries ; 6. Hold the syringe. ; device. No CMR substances or materials that contain or ;  No:2/5 34381 Mecidiyekdy, Istanbul, Tiirkiye ) I Instrucciones para la correcta insercién de la canula: 1 TEl producto no contiene tejidos, células o derivados de origen 1 No:2/5 34381 Mecidiyekoy, Estambul, Turquia
is to sustain a stable anterior chamber depth, to protect the | 7. Place the cannula on the syringe. ; consist of endocrine disruptors as an integral part of the |  Tel: +90 212 217 92 06 3.PROPOSITO DE USO . . 1 5Desembale la canula de la caja. 1 humano o animal. No hay accesorios ni software para el | Tglefono: +90 212 217 92 06
corneal endothelial cells. ;8. Twist and secure. ; device or that may cause sensitization or an allergic reaction ;  e-mail: info@atlantiktercume.com El Obé?m./o lp""C'p.al, d.el uso de h|a|grunato SOdICOi e: dlo; 1 g.golslengal a J,e""‘ga' bre la jeri 1 qls‘pf.)dsmvo' NT haﬁ Sulsmnc‘as m:dlcis n rr:atznlales bm‘oﬁ'cos I Correo electronico: info@atlantiktercume.com
The product protects the corneal endothelium by stabilizing | 9. After the air is purged out of the cannula tip, the solutionis | to the patient or user are included in the device. Please procedimientos quirdrgicos es proporcionar una profundidad ,  /.Coloque la canula sobre la jeringa. j Incluidos en el producto como parte integrante del mismo. No se
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I cavity during intraocular manipulation It is used |n surgeries | ready to be injected. Sodium hyaluronate viscoelastic is ! contact the manufacturer for detailed safety and performance UK | 38XMiac ewgorenin porieku wnsixom craGinisauii Ta saxucty ; 8.MOMEPEMKEHHS TA 3AXOAM BE3MEKU | 14.CUMBONM
TE KNO M E K I such as cataract, glaucoma, corneal trar and lens | moved from the eye by irrigation and/or I information. | TopoxHuHn nepenrboi kamepu nin wac sHytpiwnsoownx TR s e e e | CumBonu poswiuiewi Ha ynakosui npoaykry | e iHCTPyKui ia
I implantation to protect the anterior chamber depth. I aspiration melhod at the end of the surgery ! E KN ME K ynauii. Bupic CS NPU- Taknx K 1 - aCTOCYBAHHSA
1 ) I 13.RETURN AND EXCHANGE POLICY I ! «arapakra, rnayxoma, TpaWcnnaTauin porisku Ta jin 1 | AfHe crpyuiyiire supic ! E—
Medikal Malzemeleri San. ve Tic. Ltd. Sti. 1 3.1.Clinical Benefit ) ) ! 1 \W 5| —~—— = 1 Please contact the manufacturer or your local distributor for Medikal Malzemeleri San. ve Tic. Ltd. Sti. : gz:ﬁ:;‘igiori:ﬁs 3bepermu mMOUHy  nepeaLol kamepu Ta : ';eeC;?":a";y::T:6"0;?:;::5:;'::"?;‘;52::)Emp"0' : ney—
SODIUM HYALURONATE (HYOTEK) INSTRUCTIONS FOR USE 1 -Sodlunj hyalurona_le in cohesw_e form provides protection 1 ’_’_k \,\ 1 the return or exchange of the product. IncTpyKuin 2 Ewop”cﬁ"m HATPIIO FARYPOHATY (HYOTEK). | 3.1.KOpMCTE MeaMIHOro BUPOBY, fiKa G wa ' la P! ' ':WZ e mesn;: .
Read the instructions for use cautiously! 1 foreye tlssue‘s _durlng ophlhal_mlc surgery. _ 1 1 Byab nacka, ysaxHo wo' nepea ' KAiHIYHUX Aocnl,q eHb ' P! A P! 1 5C | Temnepa i 06Me:
1 *Pseudoplasticity characteristic provides easy flow during 1 9 1 14.SYMBOLS Y v P P Harpito i 3aXUCT TKaHWH OKa iy NPOLYKTMBHOCTI, LLIO MOXE HAHECTM CEpio3HY WKOAY 10e MNepaTypHi OOMEexeHHs
:’-onnng |NFSO'§MAT':0NI ‘ 1 injection and helps regain high viscosity values after | 8.WARNINGS and PRECAUTIONS 1 The symbols given on the product box and in the instructions 1.0n1c ' yac odransmonoriunux onepaiiii. ! 300poE'io Ta xuTTIO NaLienTa ! po
roduct Name: Sodium Hyaluronate ’ injection. i 3 Ha3Ba npoaykry: Harpito rianypoHat I «gnacTuBicTb ncesaonnacTuHocTi 3abesneuye nerky Tekydicts nig | - - 1 » . "
E[?SIUS: ’gggg&%ggéggﬁ;‘abg or web-site for the models : l.nEJEthI,?:S surgeons to easily perform surgical maneuvers : A it is for single-use. : for use are listed below Moaens np(Ly%ry: Byne nac»{a, nepernsHsTe katanor abo 1 Yac iH'ekuji Ta BIJHOBIIOE BUCOKI 3HAYEHHS a};akocﬂymcni iHekuii. 1 | A He BukopucToeyiiTe, SIKILIO ynakoeka BiakpuTa 0o 1 mg OBmexenHs pisns sonorocti
-DI: ) - Be6-caiT 3 MoaensiMm +[l03BONSsiE Xipypram Nerko BUKOHYBaTH CBOI XipypriuHi MaHinynsuii |_jnowko/pkeHa,
Product Concentration Percentages: 1%, 1.2%, 1.4%, 1 during operations. 1 LA |Do not shake the product. 1 Manufacturer BUDI-DI: 868054899025NK ! n’fln wac onepapz?ﬂ 4 Pyp ¥ ! BBORMTH 33 AOTIOMOTOI0 CTEPHTLHOTC OAF > ! MOBTOPHO HE BUKOPUCTOBYBATW.
1.6%, 1.8%,2.0%, 3.0 1 1 Do not re-sterilize. Reuse and/or resterilization may 1 17 NPOAYKT 1%, 1.2%, 1.4%, 1.6%, ! L VN - " ! !
| - . 3 Batch Code pPoAyKTy y » » " g LinpuLa Ta cTepurbHOI OHOPA3oBOI KaHHoNi i
Size: 0.55, 0.85, 1, 1.5 or 2 milliliters (in a glass syringe) 1 4INDICATIONS o ) 1 | A |adversely affect device performance, which could 1 1.8%,2.0%, 3.0% ! 4.MOKA3AHHSA ! - - - ! MosTopHo He cTepunisysatin
Shelf Life: Shelf life is three years. Stated on the product. ; Sodium hyaluronate is indicated in all cases where eye seriously harm patient health and safety. ' Temperature Limit Poawmip: 0.55, 0.85, 1, 1.5 or 2 mililiters (in a glass syringe) I Harpito rianypowar nokasanwii y acix cutyauisix, konu weotxigwo 1| A He BUpIO 3 TepMiHoM 1 > e swropnoran
Class:llb | tissues need to be protected. Used in any anterior segment . oo T trodooiw o SoTe paao TS ' TepMiH npuaatHocTi: TepMiH NPUAATHOCT CTAHOBUTb TPU POKN. I 3aXVCTWTU TKaHMHW oKa. BuKOpUCTOBYeTbCA Mpw  Xipypriuhux I NpVAATHOCTI. 1 - P!
Gheneal Sl e e | surgery, intraocular lens implantation, cataract surgery, 1 a p P 9 ' BkasaHo Ha BUpOGi | BTPY4aHHsX y MepeaHboMy CEerMeHTi ouHoro sibnyka, iMnnantauii IBMpiﬁv ipi 7 anst HHS Xil A 1 A Bacrtopora!
o T Molecular Weight [ pH glaucoma surgery and comeal transplantation. been opened or damaged. Humidity Limitation Knac: Ilb | TpaoyapHof siau (107, onepaui 3 enaanerss warapakt, | AL e o onorianol xipyprit | 1 x> - — -
operes oo ' 4.1.Patient Information ! A Apply with a sterile single use syringe and a sterile ! ot , TPa Tauisi porieky Ta onepauii Ans NikysaHKs maykomi . D DTy TPy, il ' AN | Tpumaiite nopani sig coHsiuHMx npomenis
| " . 1 : 1 imiuni | Bincoroy il vy H 4.1.InchopmaLiis Npo nauieHTiB Mpu nosiBi NOGIUHNX P jiA-npi ™ pi LY 0
ikl “ 2532 Mba 5876 1 The targeted patient group includes all age groups, all 1 single use cannula. 1 Do not re-use. el narpuo ranypoary”[Monewnapraserel P I Linbosa rpyna naujewtie oxonmoe ecio sikosy rpyny Ta scix 1 | A pasi NosiBn NoGiuHNX edekTia noBIFlOMva BMPOGHIKa. ! CTepunizosaHo, okeAoM eTunewy. €anxa
nationalities, and the whole population in need of ophthalmo- A\ |Do not use expired products. HaLOHaNbHOCTEN, siki NOTPEBYIOTh  XIpYprivHUX BTpyYaHb Ans — cTepunibHa bap'epHa cuctema.
Hyotek®1.2 %12 2332MDa | 6878 | I ogic surgery without indicating any weight restrictions. The ' The product Is restricted for Use by surgeons tramed | Do not resterilize Hyotek1 %1 2332m0a | 8876 | | no aKocTi 30py , s sy‘;b i obuonens nosas, ) N BIANOBIAHO A0 HCTPYKLT no X c
- . 1 I 1 . . . 1 TepPUi30BaHO METOAOM NapoBOi
Hyotek%1.4 %1.4 2.3-3.2MDa 6.8-7.6 ! International Patient Identification Card is issued to the ' A in ophthalmic surgery. ! Use-by Date Hyotek%1.2 %12 2332 MDa 6876 1 4.2.MNigroToBKa nauienTa o . B‘\HLquy BUNaaKy BUPOGHMK He HeC? BI!JHOBIFaanoch. . CrepunisaLiii. €avHa CTepunbHa bap'epHa
—— s Saa2vD Py 1 patient with instructions to keep the implant as a permanent 1 Stop The appication im G358 o o adverse Teacion T 1 - . Mpopykr A B xipyprii oka. !'Iau_\ewa rotyiote A0 A PilLeHHs LWo/10 3acTocyBaHHs AnNs AiTeid, BariTHuX abo nia i cucTema.
yotek1. o 392 Mba s ! record and to show it to any future ophthalmologist. ! ! N . ! Caution Hyotek%1.4 %14 2.3-32 MDa 6.8-7.6 onepaTvEHOro ETPyNaHHA BIANoBiaHO fo Bkaalsok nikeps. fna uac roflyBaHHs rpyAaio npuiivae xipypr-ograsnsmonor 36epiratit y cyxomy Micui.
N N 1 : . 1 case of any adverse reaction,notify the manufacturer. | I poGotu 3 eupoGom He notpiGHa cneiianeha nigrotoska aGo | - - 1
yptetel.8 %18 2332Mba_ | 6876 | | 4.2 Patient Preparation - Conduct the application according 1o The nstructions Keep away from sunlight Hyotek%1.6 %1.6 23-32Mpa | 6876 | 1 . Mauierty inenTucikauiira 1 | 4 |16 O7A BUKOPUCTOBYBATY PAIOM 3 iHLIUMMM MPUCTPOSIMA 1 3mepHi -
The product is used in eye surgery. The patient is prepared ! pp ) 1 i Gepi i /a60 06" BEPHITLCA A0 IHCTPYKUIT 3 BUKOPUCTaHHSA
Hyotek%2 %2 2.3-3.2 MDa 6.8-7.6 P~ . e . A |wri i i i ; Th ke is sterilized usi kaged | KapTka naujenta 3 iHCTpykuismu 3Gepiratv imnnanTtat 8 skocti y | Jra/abo obnaaHanHam 3aranbHoro NpusHadeHHs. 1 _
Y I for the surgical procedure in line with the doctor's instructions. ! written in the instructions for use. Otherwise the 1 © package is sterilized using packages Hyotek%1.8 %1.8 23-32MDa 6.8-7.6 y nocTifoi peectpauii ana npep'asnerks 8 mandytHeomy mpn b A\ [MigxoavTe Tinbkv Ans BUKOPUCTAHHS BCEPEUHI OKa. 1 He BUKOpMCTOBYBaTM Y Pasi MOLIKOMKEHHS!
Hyotek%3 %3 2.3-3.2 MDa 6.8-7.6 I The product does not require any special preparation any ! manufacturer is not responsible. 1 ethylene oxide Hyotek%2 %2 5332 NDa 55706 . BiABiAyBaHHi odranbmornora . q o poTaTom ooy © =71 1 nakyBaHHs.
I training. 1 Use for children pregnant or lactating women is under| ! The product is sterilized using steam ' i A M 7 i6
A initiati - } o o I 5.NPOTUMNOKA3AHHA-NIOKA3AHHS 1 noTpeBye NOBHOTO BUAANEHHs! Micist onepaii. 1 SANHHIN BUDI
1 1 1 i i i Hyotek%3 %3 2.3-3.2 MD: 6.87.6
Chemical Density Concentration | Endotoxicity | 1 5.CONTRAINDICATIONS . the initiative of the ophthalmic surgeon. . Single sterile barrier system. Pt a | Poxum We Cnig acrocosyeamn Ana nauiedtis B GO0 1 TToparONaTTecn, Mo MPoRyT NOBHICTIO YEaneTIT Mo ' - — -
Properties It should not be used in conjunction with other devices Keep d i ayTnnsicrio o Akodi pedosmin a6o Gyns-skoro is | [ A . YHikaneHWi ineHTudikatop supoy
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