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Product Structure and General Features:

Uriin Yapisi ve Genel Ozellikleri:

The Anesthesia Cannula is designed for administering local anesthesia to eye before the surgery. Cannu-
la tip is made of 304 Stainless Steel. The connection area at the back of the cannula is made of polycar-
bonate raw material. The products are available for single use and sterile. The cannulas to be used may
differ depending on the operation area and the surgeon's choice. Models are available in various diame-
ters and sizes in order to be suitable for every eye structure.

Anestezi Kaniilli, ameliyattan 6nce géze lokal anestezi uygulamak icin tasarlanmistir. Can-nula ucu 304
Paslanmaz Celikten yapilmistir. Kaniiliin arka kismindaki baglanti bélgesi polikarbonat hammaddeden
iretilmistir. Uriinler tek kullanimlik ve sterildir. Kullanilacak kaniiller operasyon bélgesine ve cerrahin
tercihine gore farklilik gésterebilir. Her géz yapisina uygun olmasi igin ¢esitli cap ve ebatlarda modeller

mevcuttur.

Product Models:
Uriin Modelleri:

Model and size information of the Anesthesia Cannula products produced by us are shown in
TF03.TB.01 Annex-1 Product Models Table with pictures.

Tarafimizdan imal edilen Anestezi Kandilii (iriinlerinin model ve él¢ii bilgileri resimlerle TF03.TB.01 Ek-1
Uriin Modelleri Tablosunda gésterilmektedir.

Intended Use of Anesthesia Cannulas:
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Amaclanan Kullanim:

These Cannulas are disposable, sterile and used for administering local anesthesia to eye before the
surgery. These Cannulas uses in hypodermic operations.

Bu Kandiller tek kullanimlik, sterildir ve ameliyat éncesi géze lokal anestezi uygulamak igin kullanilir. Bu
Kandtiller hipodermik operasyonlarda kullanilir.

Indications:

Endikasyonlar:

The Anesthesia Cannula is designed for the temporary delivery of anesthetics to provide regional anes-
thesia to eye.

Anestezi Kaniilii, géze bélgesel anestezi saglamak icin anesteziklerin gecici olarak verilmesi icin tasar-
lanmistir.

Patient Population:
Hasta Popiilasyonu:
Patients with various eye conditions, especially cataracts.
Cesitli g6z rahatsizliklari, 6zellikle katarakt olan hastalar.

Contraindications:

Kontrendikasyonlar:

It should not be used outside of ophthalmic surgery.
GOz cerrahisi disinda kullaniimamalidir.

It should not be used on infected eyes.

Enfekte gézlerde kullanilmamalidir.

Complications:
Komplikasyonlar:

» Due to cannula detachment or breakage;

Kaniil dekolmani veya kirilmasi nedeniyle;
e Corneal Trauma
Kornea Travmasi
e |ris Trauma
iris Travmasi
e Anterior Segment Hemorrhage
Anterior Segment Kanamasi
e Intraocular Lens Displacement
Goz Ici Lensin Yer Dedistirmesi
e Lens Dislocation
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Lens Kaymasi
e Capsule Rupture
Kapsiil Yirtiimasi
e Vitreous Loss
Vitreus Kaybi
e \Vitreous Hemorrhage
Vitreus Kanama
e Zonular Dehisence
Zondiiler Ayrilma
e Retinal Trauma
Retinal Travma
Mild Chemosis and Redness
Hafif Kemozis ve Kizariklik
Intraoperative Serous Occurence
Intraoperatif seréz olusumu
Iris Laceration
ris yirtilmasi meydana gelebilir
Lens Capsule Tear/ Rupture
Lens Kapsiilii Yirtilmasi
Corneal Edema
Kornea édemi olusabilir.
Hyphema
Hifema olusabilir
Retinal Damage
Retina Hasari
Orbital hemorrhage
Orbita kanamasi
Globe perforation,
Kiire perforasyonu,
Optic nerve damage may occur
Optik sinir hasari meydana gelebilir.
Albeit rarely;
Nadir de olsa;
Decreased visual acuity
Gorme keskinliginde azalma
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> Retinal artery occlusion
Retina arter tikanikligi
> Optic nerve contusion and optic atrophy
Optik sinir kontlizyonu ve optik atrofi
> Hypotonia
Hipotoni
» Amaurosis in the other eye
Diger gézde amorozis
» Strabismus and ptosis may occur due to myotoxicity or direct surgical trauma.
Myotoksisite veya direkt cerrahi travmaya bagh olarak sasilik ve pitozis olusabilir.

» Pain during injection
Enjeksiyon sirasinda agri

» Ciliary nerve damage
Siliyer sinir hasari

» Sclera damage
Sklera hasari

Side Effects:

Yan Etkiler:

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

Product Users:

Uriin Kullamicilan:

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

Uriin gerekli tip editimini tamamlamis uzman hekimler tarafindan kullaniimalidir.

Kullanicilar operasyonel deneyime sahip olmalidir.

Instruction for Use:
Kullanim Talimati:
Anesthesia Cannulas are restricted for use by surgeons trained in ophthalmic surgery.
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Anestezi Kandillerinin kullanimi, oftalmik cerrahi konusunda egitimli cerrahlar tarafindan sinir-
landiriimistir.

1.

The Cannulas should be opened from the marked are without disruption of the sterility.
Kandiller steriliteyi bozmadan isaretli yerlerden agilmalidir.

. Cannula should be connected to the Equipment by a sterile person according to usage of the product.

Kaniil, tiriiniin kullanimina gére steril bir kisi tarafindan Ekiomana baglanmalidir.

. Designed to course around the globe and enter the anterior region of the muscle cone inferotem-

poral and parallel to the optic nerve.

Kvas konisinin 6n bélgesine inferotemporal ve optik sinire paralel girecek ve dolasacak sekilde tasar-
lanmustir.

Dispose of used products in accordance with established hospital protocol for hazardous waste.
Kullanilmis (rtiinleri, tehlikeli atiklar icin belirlenmis hastane protokoliine uygun olarak atin.

Factors That Can Affect the Success Of The Operation:

Operasyonun Basarisini Etkileyebilecek Faktorler:

The user's experience and experience in the operation,

Kullanicinin operasyondaki deneyimi

Product selection in suitable type and size for the patient to be applied,
Uygulanacak hastaya uygun tip ve ebatta liriin segcimi

Eye structure of the patient,

Hastanin géz yapisi,

Patients must not move their eyes during the all operations.

Hastalar operasyon sirasinda gézlerini hareket ettirmemelidir.

Failure of the patient to have the necessary controls after the operation.
Hastanin operasyon sonrasi gerekli kontrolleri yaptiramamasi.

Sterility/Sterilization Method:

Sterilite/Sterilizasyon Yéntemi:

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

Single Use / Reusability Status:
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Tek Kullanimlik / Yeniden Kullanilabilirlik Durumu:
The products are for single use only. There is absolutely no reusability.
Uriinler tek kullanimliktir. Tekrar kullanilabilirligi kesinlikle yoktur.

Product Storage and Shipping Conditions

Uriin Saklama ve Nakliye Kosullari

Protect the product against direct sunlight during shipment and storage.

Uriinii nakliye ve depolama sirasinda dogrudan giines isi§ina karsi koruyun.

Keep the product dry in any environment.

Uriinii her ortamda kuru tutun.

Store the products between 5 ° C and 35 ° C temperature and maximum 70% RH humidity.
Uriinleri 5°C ile 35°C sicaklik ve maksimum %70 RH nem arasinda saklayiniz.

Warning and Precautions
Uyari ve Onlemler:
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Q Warning and Precautions Q
Uyari ve Onlemler

» Do not use products with damaged packaging. Please send the damaged products to our company.
Ambalaji hasarli iriinleri kullanmayiniz. Liitfen hasarli driinleri firmamiza génderiniz.

» In order for the operation to be performed safely and effectively, the user should consider the surgical
technique part specified in this user manual.
Operasyonun giivenli ve etkin bir sekilde yapilabilmesi icin kullanici bu kullanim kilavuzunda belirtilen cer-
rahi teknik 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 iriin, kisa siireli de olsa baska bir
hastada kesinlikle kullanilmamalidir.
» The product is packaged sterile. Do not sterile the product.

Uriin steril olarak paketlenmistir. Uriinii steril etmeyin.
> Professionals should use the product.

Profesyoneller (iriini kullanmalidir.
» Do not use the expired products.

Son kullanma tarihi ge¢mis Urtinleri kullanmayiniz.
» Products should not use for purposes other than specified in this user manual
Uriinler, bu kullanim kilavuzunda belirtilen amaglar disinda kullaniimamalidir.

» It should be taken into consideration by the physician that allergic reactions may rarely occur after the pro-
cedure.

Islem sonrasinda nadiren alerjik reaksiyonlarin olusabilecedi hekim tarafindan dikkate alinmalidir.
> Pay attention to markings on the product labels.
Pay attention to markings on the product labels.

Medical Equipment Used with Products:
Medical Equipment Used with Products:
The products are used with injectors during surgery.
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Accessory:
Aksesuar:

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

Shelf Life:
Raf Omrii:

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

Bagimsiz laboratuvarlarda yapilan stabilite ¢alismalari dogrultusunda (iriin raf 6mrii 4 yil olarak belir-
lenmistir.

Packaging, Labeling and Handling:

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 gére liretilmis, yirtiima, delinme ve
sivilara karsi yiiksek direncli, sterilitesini koruyan uzun ambalaj malzemesidir. Istenilen élciilerde isil kes-
im ile miihiirlenir. Sizdirmaz bariyer, (iriiniin steril kalmasini saglar.
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The packaging sample of our products is as seen in the photos below.
Uriinlerimizin ambalaj érnedi asagidaki fotograflarda gériildiigii gibidir.
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Symbols Prepared According to EN 15223-1 Standard and Their Meanings

EN 15223-1 Standardina Gére Hazirlanan Semboller ve Anlamlari

Internal Labels:
ic Etiketler:

1 2 3 4
M Product Name/Model C €2292 B(
5 6 7 8
<5TERILE LOT| >ooxxxxx REF TF03.LB01/R03/02.06.2023
9 10 11 12 13 14
RS (D
% Lt e XXXXXX

15

Meran Tip Uriinleri Teknoloji San.Tic. Ltd. Sti.
Address: Ferhatpasa Mah Arif Nihat Sok. A Blok No:4/1A Catalca/istanbul / TURKIYE
Phone: 0 216 557 87 55

Web: www.merantip.com

Page 11 /15




MERAN

Tip (rtnesi Teknoloji San. Tic. Lid. $ii

User Manual

Kullanim Kilavuzu

Document No Issue Date Revision No
Dokiiman No Yayin Tarihi Revizyon No
TFO3-IFU03-01 03.06.2022 01

Revision Date
Revizyon Tarihi
02.06.2023

Symbols and Description
Semboller ve Agiklamalari

Company logo
Sirket logosu

Product Name
Uriin adi

Notified Body Number
Onaylanmis Kurulugs Numarasi

Should Be Used By An Expert
Bir Uzman Tarafindan Kullaniimalidir

Sterilized with Ethylene Oxide
Etilen Oksit ile steril edilmistir/Tek steril bariyer sistemi kullanil-
migtir

Lot Number
Lot Numarasi

Reference Number
Uretim Ulkesi/Uretim Tarihi

Label Information
Etiket Bilgileri

Single Use
Tek kullanimlik

10

Do Not Sterilize The Second Time
Ikinci kez steril etmeyin

1

Expiration Date
Son kullanma tarihi

12

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

13

Country of Manufacture/Production Date
Uretim Ulkesi/Uretim Tarihi

14

Do Not Use if the Package is Damaged
Paket Hasarliysa Kullanmayin

15

Manufacturer Information
Uretici Bilgileri
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External Labels:
Dis Etiketler:
1 2 3 4
) M Product Name/Model c E 2292 E[:\itl
5 6 7 8 9
TF03.LB02/RO MD
R( LOT KXXXXXX XXXXXX | 1/02.06.2023
10 11 12 13 14 15 16
\\‘// ; “‘4‘ 35°C
STERILE |EO % /1IN
GE 7N i
17 18 19 20
'I|_' - (Ql)xxxxxxxxxxxxxx %70
el
(30)x —
21 22

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. A
Blok No:4/1A Catalca/istanbul / TURKIYE
Phone: 0 216 557 87 55
Web: www.merantip.com
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Symbols and Description
Semboller ve Aciklamalari

Company logo
Sirket logosu

Eroduct Name
Urtin 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 edilmistir/Tek steril bariyer sistemi kullanilmig-
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 glines 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
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20 Keep at the Specified Humidity Range
Belirtilen Nem Araliginda Tutun

21 EU Representative information
AB Temsilcisi Bilgileri

22 Manufacturer Information
Uretici Bilgileri
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