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JOYSTICK COVER
JOYSTICK ORTU
2292

Company Name

Firma Adi

Company Representative
Firma Yetkilisi

MERAN TIP URUNLERI TEKNOLOJi SAN. TiC. LTD. STi.

Cemil BAYTAS / General Manager

Address . Ferhatpasa Mah Arif Nihat Sok. A Blok No:4/1A
Adres " Catalca/istanbul / TURKIYE

Phone

Telefon +90 216 557 87 55

Web i

Web www.merantip.com

Product Models:
Uriin Modelleri:

Model and size information of the Joystick Cover products produced by us are shown in TF07.TB.01 An-
nex-1 Product Models Table with pictures.

Tarafimizdan iiretilen Joystick Kapak iiriinlerinin model ve élcii bilgileri resimlerle TF07.TB.01 Ek-1 Uriin
Modelleri Tablosunda gosterilmektedir.

Intended Use:

Kullanim Amaci:

Joystick Cover is used in all surgical operations to prevent infections, to protect hygiene, to ensure safe-
ty against contamination risk that may arise from the controller part of operation devices.

Joystick Kilif tiim cerrahi operasyonlarda enfeksiyonlari 6nlemek, hijyeni korumak, operasyon cihazlarinin
kontrolér kismindan kaynaklanabilecek kontaminasyon riskine karsi glivenligi saglamak amaciyla
kullanilimaktadir.

Indications:

Endikasyonlar:

Joystick Cover is used in surgical operations in order to prevent patients from infection and contamina-
tion which may arise from the controller part of operation devices.

Joystick Cover, cerrahi operasyonlarda, operasyon cihazlarinin kontrolér kismindan kaynaklanabilecek
enfeksiyon ve kontaminasyonun hastalari 6nlemek icin kullaniimaktadir.

Patient Population:

Hasta Popiilasyonu:

Patients who undergo surgical operations.
Go6z ameliyati gegiren hastalar.
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Contraindications:

Kontraendikasyonlar:

Apart from preventing infection, our products are used for radiation etc. It should not be used to protect
against such substances.

Uriinlerimiz enfeksiyondan korunmanin yani sira radyasyon vb. amagh kullaniimaktadir. Bu tiir mad-
delerden korunmak icin kullaniimamalidir.

Complications:

Komplikasyonlar:

There is no complication of the product.
Uriiniin herhangi bir komplikasyonu yoktur.

Side Effects:

Yan Etkiler:

There are no known side effects of the product.
Uriiniin bilinen bir yan etkisi yoktur.

Product Users:

Uriin Kullanicilari:

The product should be used by medical personnel who attend ophthalmic surgical operations.
Uriin, oftalmik cerrahi operasyonlara katilan tibbi personel tarafindan kullaniimalidir.

Usage Information:
Kullanim Bilgisi:
» Before using Joystick Cover, check the package to make sure there are no torn holes.
Joystick Ortiisiinii kullanmadan énce, yirtik delik olmadigindan emin olmak icin ambalaji kontrol edin.
» Open the package from the top or bottom.
Paketi yukaridan veya asadidan agin.
» Peel the labels of adhesive tapes and adhere the labels onto the controller, which is a part of opera-
tion device, to cover the area to be touched by medical personnel.
Yapiskan bantlarin etiketlerini soyun ve etiketleri, tibbi personelin dokunacagi alani kapsayacak sekil-
de calistirma cihazinin bir parcasi olan kontrolére yapistirin.
» Cover the joystick of the device with the part designed for the joystick.
Cihazin joystickini joystick icin tasarlanmis parga ile kapatin.
» At the end of the surgical procedure, collect the cover, place them in a medical waste bag and take
them to the medical waste area for disposal.
Cerrahi islemin sonunda kapadi toplayin, tibbi atik torbasina koyun ve bertaraf edilmek lizere tibbi
atik alanina gétiiriin.

Sterility/Sterilization Method:

Sterilite/Sterilizasyon Metodu:

The products are sterilized with Ethylene Oxide and presented to the user as sterile.
Uriinler Etilen Oksit ile sterilize edilerek steril olarak kullaniciya sunulmaktadir.
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Single Use/Reusability Status:

Tek Kullanim/Yeniden Kullanilabilirlik Durumu:

The products are for single use only. There is absolutely no reusability.
Uriinler tek kullanimliktir. Tekrar kullanilabilirligi kesinlikle yoktur.

Shelf Life:

Raf Omrii:

Shelf life of the product is determined as 4 years as a result of stability study.
Stabilite calismasi sonucunda driiniin raf 6mrii 4 yil olarak belirlenmistir.

Product Storage and Shipping Conditions:

Uriin Saklama ve Sevkiyat Kosullari:

The ambient temperature where the products are stored must be in the range of +5 / +35 ° C and the
humidity at maximum 70% rh.

Uriinlerin depolandi§i ortam sicakli§i +5 / +35 °C araliginda ve nem maksimum %70 rh dederinde olma-
hdir.

The products should be stored in a way not to be exposed to direct sunlight and high above the ground
to prevent contact with water.

Uriinler dogrudan giines isigina maruz kalmayacak sekilde ve su ile temas etmeyecek sekilde yerden
yliksekte depolanmalidir.

Warning and Precautions:
Uyari ve Tedbirler:
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e Warning and Precautions Q
Uyari ve Tedbirler

» Do not use products with damaged packaging. Please send the damaged products to our company.
Ambalaji hasarli triinleri kullanmayiniz. Liitfen hasarli triinleri firmamiza génderiniz.
> Single use product; Do not reuse products.

Tek kullanimlik iiriin; Uriinleri tekrar kullanmayin.
» The product is packaged sterile. Do not sterile the product.
Uriin steril olarak paketlenmistir. Uriinii sterilize etmeyin.
» Do not use the expired products.
Son kullanma tarihi ge¢mis driinleri kullanmayiniz.
» Products should not use for purposes other than specified in this user manual.
Uriinler, bu kullanim kilavuzunda belirtilen amaglar disinda kullaniimamalidir.
» Pay attention to markings on the product labels.
Uriin etiketlerindeki isaretlere dikkat ediniz.
> In order for the operation to be performed safely and effectively, the user should consider the Usage In-
formation part specified in this user manual.
islemin giivenli ve etkin bir sekilde yapilabilmesi icin kullanici, bu kullanim kilavuzunda belirtilen Kullanim
Bilgileri béliimiinti dikkate almalidir.
» Professionals should use the product.

Uriinii profesyoneller kullanmalidir.

Medical Equipment Used with Products:

Uriinlerle Birlikte Kullanilan Medikal Ekipmanlar:

The products are used with no additional medical equipment.
Uriinler ek tibbi ekipman olmadan kullaniimaktadir.

Accessory:
Aksesuar:

The product does not have any accessories.
Uriinde herhangi bir aksesuar bulunmamaktadir.

Packaging, Labeling and Handling:

Paketleme, Etiketleme ve Tasima:

Packaging material are manufactured according to EN ISO 11607-1 and EN 868-6 standard, tear, punc-
ture and high resistance to liquids, which maintains sterility is the long packaging material. It sealed with
heat cut in desired dimensions. Leak-proof barrier allows the product to remain sterile.

Ambalaj malzemeleri EN ISO 11607-1 ve EN 868-6 standardina goére liretilmis, yirtiima, delinme ve
swvilara karsi yiiksek direncli, sterilitesini koruyan uzun ambalaj malzemesidir. istenilen 6l¢iilerde isil kes-
im ile miihiirlenir. Sizdirmaz bariyer, lriiniin steril kalmasini saglar.
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Packaging steps are demonstrated as follows:
Paketleme adimlari asagidaki gibi gésterilmistir:
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Symbols Prepared According to EN 15223-1 Standard and Their Meanings

EN 15223-1 Standardina Gore Hazirlanan Semboller ve Anlamlari

3 4

Tip Urénlesi Teknoloji San. Tic. Ltd. St

Product Name/Model
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EC

REP

mdi Europa GmbH
Langenhagener Str.

71 /30855
Langenhagen / Germany

Meran Tip Uriinleri Teknoloji San.Tic. Ltd.
Sti.

Address: Ferhatpasa Mah Arif Nihat Sok.
ABlok No:4/1A Catalca/istanbul
JTURKIYE

Phone: 0 216 557 87 55

Web: www.merantip.com
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Symbols and Description
Semboller ve Acgiklamalari

Company logo
Sirket logosu

Eroduct Name
Uriin adi

Notified Body Number
Onaylanmis Kurulus Numarasi

See User Manual
Kullanim Kilavuzuna bakin

Should Be Used By An Expert
Bir Uzman Tarafindan Kullaniimalidir

Lot Number
Lot Numarasi

Country of Manufacture/Production Date
Uretim Ulkesi/Uretim Tarihi

Label Information
Etiket Bilgileri

Medical Device
Medikal Cihaz

10

Sterilized with Ethylene Oxide
Etilen Oksit ile steril edilmigtir/Tek steril bariyer sistemi kullaniimig-
tir

11

Single Use
Tek kullanimlik

12

Do Not Sterilize The Second Time
Ikinci kez steril etmeyin

13

Do Not Expose to Direct Sunlight
Direkt glineg 1sigina maruz birakmayin

14

Keep Away From Contact With Water
Su lle Temas Etmekten Uzak Durun

15

Keep at the Specified Temperature Range
Belirtilen Sicaklik Araliginda Tutun

16

Reference Number
Referans Numarasi

17

Unique Device Identifier

Tekil Cihaz Tanimlayici

(01) Unique device identifier

(01) Benzersiz Cihaz Tanimlayicisi
(17) Expiration Date

(17) Son Kullanma Tarihi

(10) LOT Number

(10) LOT Numarasi

(30) Quantity

(30) Adet

18

Do Not Use if the Package is Damaged
Paket Hasarliysa Kullanmayin

19

Expiration Date
Son kullanma tarihi

20

Keep at the Specified Humidity Range
Belirtilen Nem Araliginda Tutun

21

EU Representative information
AB Temsilcisi Bilgileri
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Manufacturer Information

22 Uretici Bilgileri
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