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Model and size information of the ILM Dye products produced by us are shown in TF06.TB.01 Annex-1
Product Models Table with pictures.

Tarafimizdan iiretilen iIm Boyasi iiriinlerinin model ve 6l¢ii bilgileri resimlerle TF06.TB.01 Ek-1 Uriin
Modelleri Tablosunda gésterilmektedir.

Intended Use:
Kullanim Amaci:

ILM Dye is a sterile (an acid di-azo group dye) Brilliant Blue G solution. ILM Dye is indicated for use as an
aid in ophthalmic surgery by staining the ILM (Internal Limiting Membrane) during ophthalmic surgical
vitrectomy procedures, facilitating removal of the tissue.

ILM Boya, steril bir (asit di-azo grubu boya) Brilliant Blue G soliisyonudur. ILM Boyasi, oftalmik cerrahi
vitrektomi prosediirleri sirasinda ILM'yi (Internal Limiting Membran) boyayarak, dokunun ¢ikarilmasini
kolaylastirarak oftalmik cerrahide yardimci olarak kullanim icin endikedir.
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Product Image
Uriin Resimleri

M14 IDOSV  ILM DYE 0.5ml Vial M14ID05S  ILM DYE 0.5ml Syringe
Mi14 D1V ILM DYE 1ml Vial M14 ID1S ILM DYE 1ml Syringe

Indications:

Endikasyonlar:

ILM Dye is indicated for use as an aid in ophthalmic surgery by staining the ILM (Internal Limiting Mem-
brane) during ophthalmic surgical vitrectomy procedures, facilitating removal of the tissue.

ILM Boyasi, oftalmik cerrahi vitrektomi prosediirleri sirasinda ILM'yi (Internal Limiting Membran) bo-
yayarak ve dokunun ¢ikarilmasini kolaylastirarak oftalmik cerrahide yardimci olarak kullanim icin
endikedir.

Patient Population:

Hasta Popiilasyonu:

There is no restriction on patient population. The appropriate patient selection is the responsibility of
the surgeon.

Hasta poplilasyonunda herhangi bir kisitlama yoktur. Uygun hasta secimi cerrahin sorumlulugundadir.

Contraindications:

Kontraendikasyonlar:

Contraindicated on any circumstances not listed under “Indications”.
"Endikasyonlar" altinda listelenmeyen herhangi bir durumda kontrendikedir.

Complications:
Komplikasyonlar:
- In case of stainning IOL, it is generally self limited- lasting up to one week.

I0L'in boyanmasi durumunda genellikle kendi kendine sinirhidir ve bir haftaya kadar siirer.
- The use of trypan blue has been associated with an increased rate of cystoid macular edema.
Tripan mavisi kullanimi, artan kistoid makdiiler 6dem orani ile iliskilendirilmistir.
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Side Effects:
Yan Etkiler:

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

Product Users:

Uriin Kullanicilari:

The products should be used by experienced surgeons who are experts in the retinal surgical technique.
Uriinler retina cerrahisi tekniginde uzman deneyimli cerrahlar tarafindan kullaniimalidir.

Physical Properties:

Fiziksel 6zellikler:
PARAMETERS ACCEPTANCE CRITERIAS
PARAMETRELER KABUL KRITERLERI
Appearance (color) Dark blue to very dark blue
GOriinim (renk) Koyu maviden ¢ok koyu maviye
Appearance (form) Powder
Goriiniim (form) Toz

Solubility (form) 1 mg/mL, H,0 Solution
Coéziindrliik (form) 1 mg/mL, H20 | Soliisyon
Purity ( HPLC) 280 %

Saflik (HPLC)

Surgical Technique:
Cerrahi Teknik:
» The patient is brought to the area where the operation will be performed and the trocars are placed in
the patient's eye.
Hasta operasyonun yapilacadi bélgeye getirilir ve hastanin géziine trokarlar yerlestirilir.
» ILM dye is filled into the syringe if it is in the vial.
ILM boyasi flakonda ise siringaya doldurulur.
» A needle (cannula) is placed at the tip of the syringe containing ILM dye.
ILM boyasi iceren siringanin ucuna bir igne (kandil) yerlestirilir.
» Needle (cannula) is inserted into the patient's eye through a trocar previously placed in the patient's
eye.
Hastanin géziine 6nceden yerlestirilmis trokardan igne (kantil) sokulur.
» ILM dye is injected into the vitreous cavity of the patient by cannula by applying gentle pressure on the
plunger part of the syringe.
ILM boyasi, siringanin piston kismina hafif basing uygulanarak kaniil ile hastanin vitreus kavitesine en-
jekte edilir.
» Allow the ILM dye to spread on the Internal Limiting Membrane (Retinal membrane) for 1-2 minutes.
ILM boyasinin Dabhili Sinirlama Membranina (Retina membrani) 1-2 dakika yayilmasina izin verin.
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» After ILM dye is spread on the membrane, the dye and Internal Limiting Membrane tissue are aspirat-
ed by cannula.
ILM boyasi membrana yayildiktan sonra boya ve Internal Limiting Membran dokusu kaniil ile aspire
edilir.
» Check whether the entire Internal Limiting Membrane tissue is aspirated with the help of a dye.
Tiim Internal Limiting Membran dokusunun bir boya yardimi ile aspire edilip edilmedigini kontrol edin.
» The operation is completed after the entire tissue is aspirated.
Tiim doku aspire edildikten sonra operasyon tamamlanir.

Factors That Can Affect the Success of the Operation:
Operasyonun Basarisini Etkileyebilecek Faktorler:
e The user's experience and experience in the operation,
Kullanicinin deneyimi ve operasyondaki deneyimi,
e Eye structure of the patient,
Hastanin géz 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 Steam Sterilizer and presented to the user as sterile.
Uriinler Buhar Sterilizatérii 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 kullanimhktir. Tekrar kullanilabilirligi kesinlikle yoktur.

Shelf Life:

Raf Omrii:

Shelf life of the product is determined as 3 years as a result of stability study.
Stabilite ¢calismasi sonucunda (riiniin raf 6mri 3 yil olarak belirlenmistir.

Contact Duration of the Product with Body:

Uriiniin Viicut ile Temas Siiresi:

ILM Dye is in contact with the patient's vitreous cavity, throughout the operation period (<24 h). After
the operation is completed, the product is removed from the patient's eye.

ILM Boyasi, operasyon siiresi boyunca (<24 saat) hastanin vitreus kavitesi ile temas halindedir.
Operasyon tamamlandiktan sonra (iriin hastanin géziinden ¢ikarilir.

Page4 /11



User Manual

@ mE FIAI'I Kullanim Kilavuzu

Document No Issue Date Revision No Revision Date
Dokiiman No Yayin Tarihi Revizyon No Revizyon Tarihi
TFO6-IFU06-03 01.04.2019 02 05.11.2021

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 i1sigina 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:

e Warning and Precautions Q
Uyari ve Tedbirler

» Do not use products with damaged packaging. Please send the damaged products to our company.
Ambalaji hasarl iriinleri kullanmayiniz. Liitfen hasarli irinleri 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 iiriin, kisa siireli de olsa baska
bir hastada kesinlikle kullaniimamalidir.
» 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 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.
» Check to ensure that syringe stopper moves smoothly prior to use.
Kullanmadan énce siringa tipasinin diizgtin hareket ettiginden emin olmak igin kontrol edin.
» The stopper must be retracted prior to the injection.
Enjeksiyondan énce tipa geri gekilmelidir.
» Avoid staining under the retina. It may cause mechanical/toxic effect on retina tissue.

Retina altinda lekelenmeyi 6nleyin. Retina dokusunda mekanik/toksik etkiye neden olabilir.

Page5/11



User Manual

ITIEFIAI'! Kullanim Kilavuzu

Tip U Tekmolog San Tic. i

Document No Issue Date Revision No Revision Date
Dokiiman No Yayin Tarihi Revizyon No Revizyon Tarihi
TF06-IFU06-03 01.04.2019 02 05.11.2021

Medical Equipment Used with Products:

Uriinlerle Birlikte Kullanilan Medikal Ekipmanlar:

The syringe and / or cannula (not provided by us) used for injection of Ophthalmic Dyes.

Oftalmik Boyalarin enjeksiyonu icin kullanilan siringa ve/veya kaniil (bizim tarafimizdan saglanmamak-
tadir).

Accessory:
Aksesuar:

The is no accessory.
Aksesuar yoktur.

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 gore liretilmis, yirtiima, delinme ve
swvilara karsi yiiksek direncli, sterilitesini koruyan uzun ambalaj malzemesidir. Istenilen él¢iilerde isil kes-
im ile miihiirlenir. Sizdirmaz bariyer, lrtiniin steril kalmasini saglar.

iLMm DYE iLMm DYE

Brillant Blue Brillant Blue

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

Page 6 /11



User Manual

ITIEFIAn Kullanim Kilavuzu

Tip Ui Tekmolop San. Tic. L. S

Document No Issue Date Revision No Revision Date
Dokiiman No Yayin Tarihi Revizyon No Revizyon Tarihi
TFO6-IFU06-03 01.04.2019 02 05.11.2021

[l ]mea 101 C € 2292
ILM Dye 1ml syringe (Brillant Blue %60.025)
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Symbols Prepared According to EN 15223-1 Standard and Their Meanings
EN 15223-1 Standardina Gore Hazirlanan Semboller ve Anlamlari

Internal Labels:
i¢ Etiketler:

1 2 3 4
mepAn | romesamimer | C € 2292 R

5 6 7 8
STERILE| ; LOT| 0xxxxx REF TF06.LB01/R02/05.11.2021

9 10 11 12 13 14

® g M 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
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Symbols and Description
Semboller ve Aciklama
1 Company logo
Sirket logosu
> Product Name
Uriin adi
3 Notified Body Number
Onaylanmis Kurulus Numarasi
4 Should Be Used By An Expert
Bir Uzman Tarafindan Kullaniimalidir
5 Sterilized with Steam..
Buhar ile Sterilize Edilmistir
6 Lot Number
Lot Numarasi
7 Reference Number
Referans Numarasi
8 Label Information
Etiket Bilgileri
9 Single Use
Tek kullanimlik
10 Do Not Sterilize The Second Time
lkinci Kez Sterilize Etmeyin
11 Expiration Date
Son kullanma tarihi
12 Barcode Number
Barkod Numarasi
13 Production Date
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
@menﬁn Product Name/Model C € 2292
T e Uriin ismi/Model
5 6 7 8
B( LOT XXXXXXX m XXXXXX | TF06.LB02/R00/05.11.2021
9 10 11 12 13 14 15
QD ¥ b
STERILE| /.|\ ? 3 REF
16 17 18 19
@ g i— %70

20

21

mdi Europa GmbH
Langenhagener Str. 71 / 30855
Langenhagen / Germany

EC |REP

Meran Tip
Sti.

Uriinleri Teknoloji San.Tic. Ltd.

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 Aciklama
1 Company logo
Sirket logosu
5 Product Name
Uriin adi
3 Notified Body Number
Onaylanmis Kurulus Numarasi
4 See User Manual
Kullanim Kilavuzuna bakin
5 Should Be Used By An Expert
Bir Uzman Tarafindan Kullaniimalidir
6 Lot Number
Lot Numarasi
7 Country of Manufacture/Production Date
Uretim Ulkesi/Uretim Tarihi
8 Label Information
Etiket Bilgileri
Sterilized with Ethylene Oxide/Single sterile barrier system
9 Etilen Oksit ile steril edilmigtir/Tek steril bariyer sistemi
kullanilmistir
10 Single Use
Tek kullanimlik
Do Not Sterilize The Second Time
11 o . :
lkinci kez steril etmeyin
Do Not Expose to Direct Sunlight
12 ; - 8
Direkt glines 1g1gina maruz birakmayin
13 Keep Away From Contact With Water
Su lle Temas Etmekten Uzak Durun
14 Keep at the Specified Temperature Range
Belirtilen Sicaklik Araliginda Tutun
15 Reference Number
Referans Numarasi
16 Unique Device Identifier
Tekil Cihaz Tanimlayici
17 Do Not Use if the Package is Damaged
Paket Hasarliysa Kullanmayin
18 Expiration Date
Son kullanma tarihi
19 Keep at the Specified Humidity Range
Belirtilen Nem Araliginda Tutun
20 EU Representative Information
AB Temsilcisi Bilgileri
21 Manufacturer Information
Uretici Bilgileri
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