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Phone
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Web

www.merantip.com

Web

Product Models:
Uriin Modelleri:

Model and size information of the Intravitreal Injection Kit products produced by us are shown in
TF04.TB.01 Annex-1 Product Models Table with pictures.

Tarafimizdan iretilen intravitral Enjeksiyon Kiti iriinlerinin model ve él¢ii bilgileri resimlerle TFO4.TB.01
Ek-1 Uriin Modelleri Tablosunda gésterilmektedir.

Intended Use:

Kullanim Amaci:

Intravitreal Injection Kit products are used during Ophthalmic Surgery, to assist before and during intrav-
itreal injection and to reduce the risk of infection.

The content of kit, intended use and usage area is detailed below.

Oftalmik Cerrahisi sirasinda intravitreal enjeksiyon éncesi ve sirasinda yardimci olmak ve enfeksiyon
riskini azaltmak igin Intravitreal Enjeksiyon Kiti trtinleri kullaniimaktadir.

Kit igerigi, kullanim amaci ve kullanim alani asagida detaylandiriimistir.

Content of Kit and Intended use;
Kit igerigi ve Kullanim Amaci;

o 1 piece Bleferosta (Eye Speculum)
1 adet Bleferosta (G6z Spekulumu)
o 1 piece 40X40 Drape with Pouch
1 Adet 40X40 Kilifli Ortii
o 1 piece 70X80 Table Drape
1 Adet 70X80 Masa Ortiisii
o 5 pieces Cotton Swabs
5 adet Pamuklu Cubuk
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o 4 pieces Gauze
4 adet gazl bez
o 1 piece 20G Cannula
1 adet 20G Kaniil
o 1 piece 30G Cannula
1 adet 30G Kaniil
o 1 piece Injector
1 adet Enjektér
o 1 piece Scleral Marker
1 adet Skleral isaretleyici
o A pair of gloves
Bir ¢ift eldiven

Product Images
Uriin Resimleri

Bleferosta (Speculum) 40X40 Drape with Pouch 70X80 Table Drape
Bleferosta (Spekulum) 40X40 Kilifl Ortii 70X80 Masa Ortiisii
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Cotton Swabs Gauze 20 G Cannula
Pamuklu Cubuklar Gazli Bez 20 G Kaniil

30 G Cannula
30 G Kaniil

Injector
Enjektor

Scleral Marker
Skleral isaretleyici

Gloves
Eldivenler

> Bleferosta (Eye Speculum);

Bleferosta (Géz Spekulumu):

It is a self-holding ophthalmic surgical instrument used to open the eyelids during the ophthalmolog-
ical examination or procedure. The metal speculum produced enables the surgeon to work safely in
a wide angle by stretching the eyelids of the patient and stopping involuntary blinking.
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Oftalmolojik muayene veya islem sirasinda g6z kapaklarini agmak icin kullanilan, kendini tutan bir of-
talmik cerrahi alettir. Uretilen metal spekulum hastanin g6z kapaklarini gererek ve istem disi g6z
kiromasini durdurarak cerrahin genis bir agida giivenle ¢alismasini saglar.

> Drape with Pouch (40X40);
Kilifli Ortii (40X40);

It is used to prevent contamination that may occur in the patient during ophthalmic surgery (cata-
ract, intraocular, refractive procedures etc.) and to safely collect the fluids formed in the operation
area. Liquids are collected in the Pouch on the product.

Oftalmik cerrahisi (katarakt, géz ici, refraktif islemler vb.) sirasinda hastada olusabilecek kontami-
nasyonu énlemek ve operasyon bélgesinde olusan sivilari glivenli bir sekilde toplamak igin kullanilir.
Swilar, (iriin (izerindeki Torbada toplanir.

> Table Drape (70X80);
Masa Ortiisii (70X80);

Surgical table drapes are used to prevent contact with the patient and surfaces during surgery and to
protect peripheral surfaces, equipment and patient from contamination.
Ameliyat masasi értiileri, ameliyat sirasinda hasta ve yiizeylerle temasi énlemek ve periferik
ylizeyleri, ekipmani ve hastayi kontaminasyondan korumak igin kullanilir.

> Cotton Swabs;
Pamuklu Cubuklar;

During ophthalmic operations such as cataract surgery, it is used to absorb and remove the dis-
charge from the eye in order for the surgeon to perform easy operation. This product is made of cot-
ton raw material.

Katarakt ameliyati gibi géz ameliyatlari sirasinda, cerrahin kolay ameliyat yapabilmesi icin gézdeki
akintiyr emmek ve ¢ikarmak icin kullanilir. Bu (riin pamuk hammaddesinden iiretilmistir.

» Gauze;
Gazli Bez;

Medical gauze is placed in the operation area after ophthalmic surgery and used to protect the eye
until the wound heals.
Go6z ameliyatindan sonra ameliyat bélgesine tibbi gazli bez yerlestirilir ve yara iyilesene kadar gézii
korumak icin kullanilir.

> 20G and 30 G Cannula
20G ve 30G Kandil

Ophthalmic Cannulas are designed according to the intended place of use and convenient to the
surgical operation and is a sterile surgical conducive equipment, which is using for aspiration, irriga-
tion and tissue contact.

Page 4/19



User Manual

mEH An Kullanim Kilavuzu

Tip Oriinleri Teknolofi San. Tic. Lid. Sk

Document No Issue Date Revision No Revision Date
Dokiiman No Yayin Tarihi Revizyon No Revizyon Tarihi
TFO4-IFUO4 01.12.2019 03 01.06.2023

Oftalmik Kandiller, kullanim yerine gére dizayn edilen ve cerrahi operasyona uygun, aspirasyon, irri-
gasyon ve doku temasi icin kullanilan steril cerrahi elverisli bir ekipmandir.

» A piece Injector
Bir parca Enjektér

Injector is used for injection of various fluids during ophthalmic surgery.
Enjektdr, oftalmik cerrahi sirasinda cesitli sivilarin enjeksiyonu icin kullanilir.

> A piece Scleral Marker
Bir parca Skleral isaretleyici

It is used to identify and mark the area where the fluid to be given into the eye during ophthalmic
surgery will be given.

Oftalmik cerrahi sirasinda géze verilecek sivinin verilecegi bélgeyi belirlemek ve isaretlemek igin
kullanihr.

» A pair of gloves
Bir ¢ift eldiven

It is worn by operating room staff during ophthalmic surgery and is used to protect the surgical
wound from contamination.

Oftalmik cerrahi sirasinda ameliyathane personeli tarafindan giyilir ve cerrahi yarayr kontami-
nasyondan korumak icin kullanilir.

Indications:

Endikasyonlar:

Indications for intravitreal injections may include: diabetic retinopathy; macular degeneration; ocular
infection; retinal swelling; retinal vascular disease, and choroidal neovascular membrane.

intravitreal enjeksiyon endikasyonlari sunlari icerebilir: diyabetik retinopati; makula dejenerasyonu;
okiiler enfeksiyon; retina sismesi; retinal vaskiiler hastalik ve koroid neovaskiiler membran.

Patient Population:

Hasta Popiilasyonu:

There are no restrictions in the patient population. Proper patient selection is the surgeon's responsibil-
ity. However, the products are used in operations such as diabetic retinopathy, macular degeneration,
ocular infection, retinal swelling, retinal vascular disease, choroidal neovascular membrane.

Hasta poplilasyonunda herhangi bir kisitlama yoktur. Dogru hasta segcimi cerrahin sorumlulugundadir.
Ancak liriinler diyabetik retinopati, makula dejenerasyonu, okiiler enfeksiyon, retina sismesi, retina da-
mar hastaligi, koroid neovaskiiler membran gibi operasyonlarda kullaniimaktadir.
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Contraindications:
Kontraendikasyonlar:

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

Oftalmik ameliyati disinda kullanilmamal.

It should not be used on infected eyes.

Complications:
Komplikasyonlar:

Intraocular Pressure may occur.

Endophthalmitis (intraocular infection) may occur.

Cataracts may occur.

Retinal detachment may occur if the injection is made through the retina.
If the injection site is too close to the limbus, the needle may damage the lens.
Subconjunctival hemorrhage may occur.

Vitreous hemorrhage may occur.

Retinal artery occlusion may occur.

Uveitis may occur.

Go6z Ici Basinci olusabilir.

Endoftalmi (géz ici enfeksiyonu) olusabilir.

Katarakt olusabilir.

Enjeksiyon retinadan yapilirsa retina dekolmani olusabilir.

Enjeksiyon bélgesi limbusa ¢ok yakinsa igne lense zarar verebilir.
Subkonjonktival kanama olabilir.

Vitreus kanamasi meydana gelebilir.

Retina arter tikanikligi olusabilir.

Uveit olusabilir.

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.

Bu irtin gerekli tip egitimini tamamlamis uzman tabip tarafindan kullaniimalidir.

Kullanilicilar operasyonel deneyime sahip olmall.
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Surgical Technique:
Cerrahi Teknik:

» Intravitreal Injection Kit is brought to the area where the operation will be performed and all products
are revealed.

Ameliyatin yapilacadi bélgeye intravitreal Enjeksiyon Kiti getirilerek tiim iiriinler ortaya cikarilir.

» The gloves included in the kit should be worn by the surgeon who will perform the operation.
Kit icerisinde bulunan eldivenler operasyonu yapacak olan cerrah tarafindan giyilmelidir.

» The table where the operation will be performed is covered with a Table Drape, the patient is brought
to the area where the operation will be performed and lies on the table.
Ameliyatin yapilacad masanin iizeri Masa Ortiisii ile kapatilir, hasta ameliyat yapilacak alana getirilir
ve masaya yatirilir.

» Various antibacterial fluids which are not provided by us are dripped into the eye of the patient to
enlarge the pupil and to prevent reaction in the eye. (Betadine, proparacaine etc.)
Goz bebegini biiyiitmek ve gézde reaksiyon olusmasini 6nlemek igin tarafimizdan temin edilmeyen
cesitli antibakteriyel sivilar hastanin géziine damlatilir. (Betadin, proparakain vb.)
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» Topical anesthesia is performed to perform the operation. 10% povidone iodine is applied to the peri-
ocular area, eyelid, eyelashes and the areas where the sterile cover will come into contact.
Operasyonu gergeklestirmek icin topikal anestezi yapilir. G6z ¢evresi, géz kapadi, kirpikler ve steril
Ortiiniin temas edecegi bélgelere %10 povidon iyot uygulanir.

» The Drape with Pouch is placed on the patient's face. The perforated part is adjusted to be on the
patient's eye.
Keseli Ortii hastanin yiiziine yerlestirilir. Delikli kisim hastanin géziine gelecek sekilde ayarlanir.
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» Incision film tape is attached to the patient's eyelids and eyelashes and the eyelids are opened.
Hastanin géz kapaklarina ve kirpiklerine kesi film bandi yapistirilir ve géz kapaklari agilir.

» The speculum is placed in the eye and the eyelids are kept open.
Spekulum géze yerlestirilir ve gbz kapaklari agik tutulur.

Page 9/19



User Manual

mEHAn Kullanim Kilavuzu

Tip Uriinleei Teknolaji San. Tic. Lid. S

Document No Issue Date Revision No Revision Date
Dokiiman No Yayin Tarihi Revizyon No Revizyon Tarihi
TFO4-IFUO4 01.12.2019 03 01.06.2023

» 5% povidone iodine solution is dropped into the eye and left for 90 seconds.
%5 povidon iyot soliisyonu géze damlatilir ve 90 saniye birakilir.

» The patient is asked to look away from the injection site. With the help of a marker, 3.5-4 mm from the
limbus is marked.

Hastadan enjeksiyon bélgesinden uzaga bakmasi istenir. Bir isaretleyici yardimiyla limbustan 3,5-4 mm
mesafe isaretlenir.
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» The injection with the cannula at the tip is inserted into the sclera area and the fluid in the syringe is
slowly introduced into the area, and then the syringe is slowly removed. A different scleral site should
be selected for the next injection. Re-injection should not be done from the same area.

U¢ kismindaki kantil ile yapilan enjeksiyon sklera bélgesine sokulur ve siringadaki sivi yavasca bélgeye
verilir ve ardindan siringa yavasca ¢ikarihir. Bir sonraki enjeksiyon icin farkl bir skleral bélge secilmelidir.
Ayni bélgeden tekrar enjeksiyon yapiilmamalidir.

» Cotton Swab is used to absorb liquids.
Pamuklu ¢ubuk sivilari emmek igin kullanilir.
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» After the injector is removed, the area is massaged with a Cotton Swab.
Enjektér cikarildiktan sonra bélgeye Pamuklu Cubuk ile masaj yapilir.

» Then the speculum is removed from the operation area.
Daha sonra spekulum operasyon bélgesinden ¢ikarilir.
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» Atthe end of the operation, gauze is placed on the patient's eye and the operation is completed.
Ameliyat sonunda hastanin géziine gazli bez yerlestirilir ve operasyon tamamlanir.

Factors That Can Affect the Success of The Operation:
Operasyonun Basarisini Etkileyebilecek Faktérler:
e The user's experience and experience in the operation,
Kullanicinin deneyimi ve operasyondaki deneyimi,
e Product selection in suitable type and size for the patient to be applied,
Uygulanacak hastaya uygun tip ve ebatta iiriin segimi,
e Eye structure of the patient,
Hastanin gbz 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 Oksit ile sterilize edilerek steril olarak kullaniciya sunulmaktadir.

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 kullanilabilirligi kesinlikle yoktur.

Shelf Life:

Raf Omvii:

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

Bagimsiz laboratuvarlarda yapilan stabilite ¢calismalart dogrultusunda iiviin raf 6mrii 4 yil olarak belir-
lenmistir.
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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 isi§ina karsi koruyun.

Uriinii herhangi bir ortamda kuru tutun.

Uriinii 5 ° C ve 35 ° C arasindaki sicaklikta ve maksimum 70% RH nemde depolayin

Warning and Precautions

Uyari ve Tedbirler:
A Warning and Precautions A

» Do not use products with damaged packaging. Please send the damaged products to our company.
Ambalaji hasarli diriinleri kullanmayiniz. Liitfen hasarli triinleri 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 glivenli ve etkin bir sekilde yapilabilmesi igin 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 sterilize etmeyin.
> Professionals should use the product.
Uriinii profesyoneller 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.
> Pay attention to markings on the product labels.
Uriin etiketlerindeki isaretlere dikkat ediniz.

» Check the kit content, make sure there is no missing product in the kit. If there is missing product, please
contact with the company.

Kit icerigini kontrol edin, kitte eksik triin olmadigindan emin olun. Eksik iriin varsa liitfen firma ile iletisime
geciniz.
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Uriinlerle Birlikte Kullanilan Medikal Ekipmanlar:

There is no medical equipment used with our products.
Uriinlerimizde kullanilan tibbii ekipman bulunmamaktadir.

Accessory:
Aksesuar:

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

Packaging, Labeling and Handling:
Paketleme, Etiketleme ve Tasima:

Revision Date
Revizyon Tarihi
01.06.2023
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The packaging sample of our products is as seen in the photos below.
Uriinlerimizin ambalaj érnedi asadidaki fotograflarda gériildiigii gibidir.

Revision Date
Revizyon Tarihi
01.06.2023
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Symbols Prepared According to EN 15223-1 Standard and Their Meanings
EN 15223-1 Standardina Gére Hazirlanan Semboller ve Anlamlar
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Meran Tip Uriinleri Teknoloji San.Tic. Ltd. Sti.

mdi Europa GmbH Address: Ferhatpasa Mabh. Arif Nihat Sok. A Blok
No:4/1A

| EC |[REP|  Langenhagener | -
Catalca / Istanbul / TURKIYE

Str. 71 /30855
Langenhoven /Germany Phone: 0 216 557 8.7 55
Web: www.merantip.com
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Symbols and Description

Company logo
Sirket logosu

Erod uct Name
Urtin adi

Notified Body Number
Onaylanmis Kurulug 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

1

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

20

Keep at the Specified Humidity Range
Belirtilen Nem Araliginda Tutun

21

EU Representative information
AB Temsilcisi Bilgileri
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22

Manufacturer Information
Uretici Bilgileri
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