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

Tarafimizdan (iretilen Kapsiil Boya (iriinlerinin model ve élcii bilgileri resimlerle TF06.TB.01 Ek-1 Uriin
Modelleri Tablosunda gésterilmektedir.

Intended Use:
Kullanim Amaci:

Capsule Dye® (trypan blue ophthalmic solution) 0.06% is a sterile solution of trypan blue (an acid di-azo
group dye). Capsule Dye® (trypan blue) is a selective tissue staining agent for use as a medical aid in
ophthalmic surgery. Capsule Dye® (trypan blue) is indicated for use as an aid in ophthalmic surgery by
staining the anterior capsule of the lens.

Capsule Dye® (tripan mavisi oftalmik soliisyon) %0.06, steril bir tripan mavisi sollisyonudur (bir asit di-azo
grubu boyasi). Capsule Dye® (tripan mavisi), oftalmik cerrahide tibbi yardim olarak kullanim igin segici bir
doku boyama maddesidir. Capsule Dye® (tripan mavisi), lensin 6n kapsiiliinii boyayarak oftalmik cer-
rahide yardimci olarak kullanim igin endikedir.
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Product Image
Uriin Resimleri

Mi14 CD1V Capsule DYE 1ml Vial M14 CD1S Capsule DYE Iml Syringe
. M14 CD3V Capsule DYE 3ml Vial M14 CD3S Capsule DYE 3ml Syringe
M14 CD5V Capsule DYE Sml Vial Mi14 CD5S Capsule DYE 5mli Syringe

Indications:

Endikasyonlar:

Capsule Dye® (trypan blue) is indicated for use as an aid in ophthalmic surgery by staining the anterior
capsule of the lens. It is used for cataract surgery.

Capsule Dye® (tripan mavisi), lensin én kapstiliinii boyayarak oftalmik cerrahide yardimci olarak kullanim
icin endikedir. Katarakt ameliyati igin kullanilir.

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 segcimi cerrahin sorumlulugundadir.

Contraindications:

Kontraendikasyonlar:

Capsule Dye® (trypan blue) is contraindicated when a non-hydrated (dry state), hydrophilic acrylic intra-
ocular lens (IOL) is planned to be inserted into the eye because the dye may be absorbed by the IOL and
stain the IOL.

Do not use on pregnant women and children.

Patients hypersensitive to any of its components.

Capsule Dye® (tripan mavisi), hidrate olmayan (kuru halde), hidrofilik akrilik intraokdiler lensin (IOL) géze
yerlestirilmesi planlandiginda kontrendikedir, ¢linkii boya IOL tarafindan emilebilir ve IOL'i lekeleyebilir.
Hamile kadinlar ve ¢ocuklar lizerinde kullanmayin.

Bilesenlerinden herhangi birine asiri duyarh hastalar.
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Complications:
Komplikasyonlar:
- In case of stainning IOL, it is generally self limited- lasting up to one week.

10L'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.

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 green to brown or brown-black
Goriintim (renk) Koyu yesilden kahverengi veya kahverengi siyah
Appearance (form) Powder
Goriinim (form) Toz
Wavelength 603-607 nm
Dalga Boyu
Infrared Spectrum Conforms to Structure
Kizilétesi spektrum Yapiya Uygun
Carbon >24,6%
Karbon
Nitrogen >25%
Nitrojen
Purity ( HPLC) >80 %
Saflik (HPLC)
Solubility ( Color) Dark Blue
Coziindirliik (Renk) Koyu Mavi
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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 yapilacagi bélgeye getirilir ve hastanin géziine trokarlar yerlestirilir.

» Air bubbles are injected into the anterior chamber of the eye to minimize dilution of the capsule dye
with the aqueous solution.
Kapsiil boyasinin sulu ¢ézelti ile seyreltilmesini en aza indirmek i¢in géziin én odasina hava kabarciklari
enjekte edilir.

» Capsule dye is filled into the syringe if it is in the vial.
Kapsiil boyasi flakonda ise siringaya doldurulur.

» A needle (cannula) is placed at the tip of the syringe containing Capsule dye.
Kapstil boya iceren siringanin ucuna bir igne (kantil) yerlestirilir.

» Needle (cannula) is inserted into the patient's eye through a trocar previously placed in the patient's
eye.
Hastanin géziine 6nceden yerlestirilmis bir trokardan hastanin géziine igne (kantil) sokulur.

» Capsule dye is injected onto the anterior lens capsule of the patient by cannula by applying gentle
pressure on the plunger part of the syringe.
Kapsiil boyasi, siringanin piston kismina hafif basin¢ uygulanarak kaniil vasitasiyla hastanin 6n lens
kapsiiliine enjekte edilir.

» Sufficient dyeing is obtained as soon as the dye contacts with the capsule. BSS liquid is applied to the
eye to remove the excess dye formed in the Anterior Chamber.
Boya kapsiil ile temas eder etmez yeterli boyama elde edilir. On Odada olusan fazla boyayi ¢ikarmak
icin géze BSS sivisi uygulanir.

» Then, cataract operation is performed by the surgeon.
Ardindan cerrah tarafindan katarakt operasyonu yapilir.

» After the operation is completed, Capsule Dye is removed from the operation area with the help of
cannulas.
Ameliyat tamamlandiktan sonra Kapstil Boyasi kandiller yardimiyla ameliyat bélgesinden uzaklastirilir.

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.
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Sterility/Sterilization Method:
Sterilite/Sterilizasyon Metodu:
The products are sterilized with Steam Sterilizer and presented to the user as sterile.
Uriinler Buhar Sterilizatértii 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 driiniin raf 6mri 3 yil olarak belirlenmistir.

Contact Duration of the Product with Body:

Uriiniin Viicut ile Temas Siiresi:

Capsule Dye is in contact with the patient's anterior capsule of the lens, throughout the operation peri-
od (<24 h). After the operation is completed, the product is removed from the patient's eye.

Kapsiil Boyasi, operasyon siiresi boyunca (<24 saat) hastanin lensinin én kapsiilii ile temas halindedir.
Operasyon tamamlandiktan sonra (iriin hastanin géziinden ¢ikarilir.

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
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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 hasarli iriinleri kullanmayiniz. Liitfen hasarli (iriinleri 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 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¢cmis lriinleri 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.

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 igin kullanilan siringa ve/veya kaniil (bizim tarafimizdan saglanmamak-
tadir).

Accessory:
Aksesuar:

The is no accessory.
Aksesuar yoktur.
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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, 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, yirtilma, delinme ve
sivilara karsi yiiksek direncli, sterilitesini koruyan uzun ambalaj malzemesidir. istenilen élciilerde isil kes-
im ile miihiirlenir. Sizdirmaz bariyer, lrtinin steril kalmasini saglar.
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www.merantip.com

Moz

The packaging sample of our products is as seen in the photos below.
Uriinlerimizin ambalaj érnedi asadidaki fotograflarda gériildiigii gibidir.
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Symbols Prepared According to EN 15223-1 Standard and Their Meanings
EN 15223-1 Standardina Gore Hazirlanan Semboller ve Anlamlar:

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 Kullanilmalidir
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
») MERAN Product Name/Model C €
@ . Uriin ismi/Model 22952 Hﬂ

B( LOT XXXXXXX M XXXXXX | TF06.LB02/R00/05.11.2021

9 10 11 12 13 14 15
- S B
. 4
P
STERILE| ; ® /..|\ ? REF
16 17 18 19
i—%m
g w
20 21
Meran Tip Uriinleri Teknoloji San.Tic. Ltd.
Sti.
mdi Europa GmbH Address: Ferhatpasa Mah Arif Nihat Sok. A
EC |REP Langenhagener Str. 71 / 30855 Blok No:4/1A Catalca/istanbul / TURKIYE
Langenhagen / Germany 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 P ; .
Ikinci kez steril etmeyin
12 Do Not Expose to Direct Sunlight
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 Unigue 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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