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Firma Adi

Authorized Representative
Firma Yetkilisi

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

Cemil BAYTAS / General Manager

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

Phone

Telefon +90 216 557 87 55

Web

www.merantip.com

Web

Product Models:
Uriin Modelleri:

Model and size information of the Pediatric Rop Kit products produced by us are shown in
TF08.TB.01 Annex-1 Product Models Table with pictures.

Tarafimizdan (iretilen Pediatrik Rop Kiti Griinlerinin model ve élcii bilgileri resimlerle TFO8.TB.01 Ek-1 Uriin
Modelleri Tablosunda godsterilmektedir.

Intended Use:

Kullanim Amaci:

There is one model of the product. It is “Pediatric Rop Kit”.
Uriiniin bir modeli bulunmaktadir. “Pediatrik Rop Kiti”dir.

Pediatric Rop Kit;

Pediatrik Rop Kiti:

This kit is a combination of Muscle Hook and Speculum products. In this direction, the purpose of use of
the product covers the functions of two products. The intended use of the kit is, move the eye mus-cles
during the operation and keep open the eyelids during the ophthalmological examination appliedin
pediatric patients.

Bu kit, Muscle Hook ve Speculum liriinlerinin bir kombinasyonudur. Bu dogrultuda (riiniin kullanim
amaci iki Girtiniin fonksiyonlarini kapsamaktadir. Kitin kullanim amaci, ameliyat sirasinda géz kaslarini
hareket ettirmek ve cocuk hastalarda uygulanan oftalmolojik muayene sirasinda géz kapaklarini agik
tutmaktir.
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Indications:
Endikasyonlar:
Pediatric Rop Kits are generally used to keep the eyelid open and to move the eye muscles during the
operation.

Pediatrik Rop Kitleri genellikle operasyon sirasinda géz kapadini agik tutmak ve g6z kaslarini hareket
ettirmek icin kullanilir.

Patient Population:

Hasta Popiilasyonu:

Patients with various eye conditions, especially cataracts.
Cesitli g6z sorunlari olan hastalar, 6zellikle katarakt.

Contraindications:

Kontraendikasyonlar:

It should not be used outside of ophthalmic surgery.
It should not be used on infected eyes.

Oftalmik ameliyati disinda kullanilmamal.

Enfekte gdzlerde kullaniimamall.

Complications:

After operation mild chemosis and redness can occur.
Intraoperative serous occurrence.

Iris laceration can occur.

Lens capsule tear can occur.

Corneal edema can occur.

Hyphema can occur.

Vitreous loss can occur.

Ameliyattan sonra hafif kemozis ve kizariklik olusabilir.
Intraoperatif seréz olusum.

ris yirtiimasi meydana gelebilir.

Lens kapsiilii yirtilmasi meydana gelebilir.

Kornea édemi olusabilir.

Hifema olusabilir.

Vitreus kaybi olabilir.

Side Effects:
Yan Etkiler:

There are no known side effects of the product.
Uriiniin bilinen bir yan etkisi yoktur.
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Product Users:
Uriin Kullanicilar:

The product should be used by specialist physicians who have completed the necessary medical training.
Users must have operational experience.

Bu iirtin gerekli tip egitimini tamamlamis uzman tabip tarafindan kullaniimalidir.
Kullanilicilar operasyonel deneyime sahip olmal.

Usage Method:
Kullanim Bilgisi:

» This kit is a combination of Muscle Hook and Speculum products. So the usage method of the product
is a combination of Muscle Hook and Speculum products too.

Bu kit, Kas Kancasi ve Spekulum (iriinlerinin bir kombinasyonudur. Dolayisiyla irtiniin kullanim sekli de
Kas Kancasi ve Spekulum (iriinlerinin bir kombinasyonudur.

» Product model and size of the speculum are selected according to the patient to be operated.
Spekulumun (riin modeli ve boyutu ameliyat edilecek hastaya gére segilir.

» Then the product is placed to hold the patient's lower and upper eyelids, as seen in the image below.
Daha sonra (iriin, asagidaki resimde gériildiigi gibi hastanin alt ve list g6z kapaklarini tutacak sekilde
yerlestirilir.

» ltis used in a wide variety of eye operations. After the operation is completed, it is removed from the
operation area and the operation is terminated.

Cok cesitli g6z operasyonlarinda kullanilir. Operasyon tamamlandiktan sonra operasyon alanindan
cikarilir ve operasyon sonlandirilir.

Page3 /11



User Manual

Kullanim Kilavuzu

mEHAn Document No Issue Date Revision No Revision Date
Tip e Tekoalaj) San Tic L. S0 Dokiiman No Yayin Tarihi Revizyon No Revizyon Tarihi
TFO8-IFU08-08 01.12.2019 03 01.06.2023

» Itis used by the surgeon to control the movement of the eye muscles during the operation. After the
necessary incisions are made on the eye surface, it is inserted under the muscle layer. It is directed by
the surgeon to control the movements of the eye until the end of the operation.

Ameliyat sirasinda g6z kaslarinin hareketini kontrol etmek icin cerrah tarafindan kullanilir. Géz
ylizeyinde gerekli kesiler yapildiktan sonra kas tabakasinin altina yerlestirilir. Ameliyatin sonuna kadar
g6z hareketlerinin kontrol edilmesi cerrah tarafindan yénlendirilir.
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» After the operation is completed, these products are removed from the operation area.

Operasyon tamamlandiktan sonra bu (riinler operasyon alanindan uzaklastirilir.

During the operation, the selection of the appropriate size and shape of the product should be made
by the surgeon.

Operasyon sirasinda liriiniin uygun boyut ve seklinin secimi cerrah tarafindan yapiimalidir.

Factors That Can Affect the Success of the Operation:
Operasyonun Basarisini Etkileyebilecek Faktorler:
e The user's experience in the operation,
Kullanicinin operasyondaki deneyimi,
e Product selection in suitable type and size for the patient to be applied,
Uygulanacak hastaya uygun tip ve ebatta liriin secimi,
e Eye structure of the patient,
Hastanin g6z yapisi,
e Failure of the patient to have the necessary controls after the operation.
Hastanin operasyon sonrasi gerekli kontrolleri yaptiramamasi.

Sterility/Sterilization Method:

Sterilite/Sterilizasyon Metodu:

The products are sterilized with Ethylene Oxide and presented to the user as sterile.
Uriinler Etilen Oksitle sterillendi ve kullanicilara steril olarak sunuldu.

Single Use / Reusability Status:

Tek Kullanim/Yeniden Kullanilabilirlik Durumu:

The products are for single use only. There is absolutely no reusability.
Uriinler tek kullanimhiktir. Tekrar kullanilabilirli§i kesinlikle yoktur.

Shelf Life:
Raf Omrii:

In line with the stability studies carried out in independent laboratories, the product shelf life was determined
as 4 years.

Bagimsiz laboratuvarlarda yapilan stabilite ¢calismalari dogrultusunda (riin raf 6mrii 4 yil olarak belirlenmistir.
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Product Storage and Shipping Conditions

Uriin Saklama ve Sevkiyat Kosullari:

Protect the product against direct sunlight during shipment and storage.
Keep the product dry in any environment.

Store the products between 5 ° C and 35 ° C temperature and maximum 70% RH humidity.

Uriinii kargolama ve depolama boyunca giin 1si§ina karsi koruyun.
Uriinii herhangi bir ortamda kuru tutun.

Uriinii 5 ° C ve 35 ° C arasindaki sicaklikta ve maksimum 70% RH nemde depolayin.
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Warning and Precautions:
Uyari ve Tedbirler:

Warning and Precautions

Uyari ve Tedbirler

» Do not use products with damaged packaging. Please send the damaged products to our company.
Ambalaji hasarli diriinleri kullanmayiniz. Liitfen hasarl (riinleri firmamiza génderiniz.

> In order for the operation to be performed safely and effectively, the user should consider the usage
method part specified in this user manual.
Islemin giivenli ve etkin bir sekilde yapilabilmesi icin kullanici, bu kullanim kilavuzunda belirtilen
kullanim yéntemi kismini dikkate almalidir.

> Single use product; Do not reuse products. The product used in a patient should never be used on another
patient, even if it is used for a short time.
Tek kullanimlik iiriin; Uriinleri tekrar kullanmayin. Bir hastada kullanilan iiriin, kisa siireli de olsa baska bir
hastada kesinlikle kullanilmamalidir.

» The product is packaged sterile.
Uriin steril olarak paketlenmistir.

» Professionals should use the product.
Uriinii profesyoneller kullanmalidir.

> 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 amacglar disinda kullanilmamalidir.

> Pay attention to markings on the product labels.
Uriin etiketlerindeki isaretlere dikkat ediniz.

Medical Equipment Used with Products:
Uriinlerle Birlikte Kullanilan Medikal Ekiomanlar:

There is no medical equipment to be used with products.
Uriinlerle birlikte kullanilacak tibbi ekipman bulunmamaktadir.

Accessory:
Aksesuar:

The product does not have any accessories.
Uriinde herhangi bir aksesuar bulunmamaktadir.
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Packaging, Labeling and Handling:
Paketleme, Etiketleme ve Tasima:

Packaging material are manufactured according to EN ISO 11607-1 and EN 868-6 standard, tear, puncture 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 gore liretilmis, yirtiima, delinme ve sivilara
karsi yiiksek direngli, sterilitesini koruyan uzun ambalaj malzemesidir. istenilen élgiilerde isil kesim ile
mdihiirlenir. Sizdirmaz bariyer, iiriiniin steril kalmasini saglar.

The packaging sample of our products is as seen in the photos below.
Uriinlerimizin ambalaj 6rnedi asagidaki fotograflarda gériildiigii gibidir.

coeem o
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Symbols Prepared According to EN 15223-1 Standard and Their Meanings
EN 15223-1 Standardina Gére Hazirlanan Semboller ve Anlamlari

1 5 . ;
M Product Name/Model c E 2292 i
5 . . :
R LOT| x0xxxx 000K | TFOBLBO1/R03/01.06.202
9 10 11 12 ” ” "
. S4¢
16 - 3 . -
e
i 22

Meran Tip Uriinleri Teknoloji San.Tic. Ltd. Sti.
Address: Ferhatpasa Mah Arif Nihat Sok. A
Blok No:4/1A Catalca/istanbul / TURKIYE
Phone: 0216 557 87 55

Web: www.merantip.com

mdi Europa GmbH
Langenhagener

EC [REP| .71/ 30855

Langenhagen / Germany
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Symbols and Description
Semboller ve Acgiklamalari
Company logo
Sirket logosu
Product 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
Sterilized with Ethylene Oxide
10 Etilen Oksit ile steril edilmistir/Tek steril bariyer sistemi
kullanilmistir
Single Use
Tek kullanimlik
Do Not Sterilize The Second Time
Ikinci kez steril etmeyin
Do Not Expose to Direct Sunlight
Direkt glines 1s1gina maruz birakmayin
Keep Away From Contact With Water
Su lle Temas Etmekten Uzak Durun
Keep at the Specified Temperature Range
Belirtilen Sicaklik Araliginda Tutun
Reference Number
Referans Numarasi
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
Do Not Use if the Package is Damaged
Paket Hasarliysa Kullanmayin
Expiration Date
Son kullanma tarihi
Keep at the Specified Humidity Range
Belirtilen Nem Araliginda Tutun
EU Representative information
AB Temsilcisi Bilgileri
Manufacturer Information
Uretici Bilgileri

11

12

13

14

15

16

17

18

19

20

21

22

Page 11/11



