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DCR and Lacrimal Intubation Set
DCR ve Lakrimal Entiibasyon Seti
2292
Company Name MERAN TIP URUNLERi TEKNOLOJI SAN. TiC. LTD. STi.
Firma Adi

Authorized Representative

Firma Yetkilisi Cemil BAYTAS / General Manager

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

Phone

Telefon +90 216 557 87 55

Web .

Web www.merantip.com

Product Models:
Uriin Modelleri:

Model and size information of the DCR and Lacrimal Intubation Set products produced by us are shown
in TF01.TB.01 Annex-1 Product Models Table with pictures.

Tarafinizdan tiretilen DCR ve Lakrimal Entiibasyon Seti iiriinlerinin model ve 6l¢ii bilgileri TF08.TB.01
Ek-1 Uriin Modelleri Tablosunda resimlerle gosterilmektedir.

Intended Use:

Kullanim Amacu:

DCR and Lacrimal Intubation Sets are used for liquid transfer and to unlock the lacrimal canal between
eye and nose. Products are sterile and single use conducive equipments. Sample models and explana-
tions for DCR and Lacrimal Set are listed below.

DCR ve Lakrimal Entlibasyon Setleri sivi transferi ve g6z ile burun arasindaki lakrimal kanalin agilmasi igin
kullanihir. Urtinler steril ve tek kullanimlik cihazlardir. DCR ve Lacrimal Set igin 6rnek modeller ve acikla-
malar asagida listelenmistir.

Lacrimal Intubation Set:
Lakrimal Entiibasyon Seti:

A
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Lacrimal Bicanalicular Intubation Set contains two flexible stainless steel probes (0,40-0,90mm diame-
ters) with an olive shaped tip and the other ends joined by a length of silicone tubing. Various sizes are
available.

Lakrimal Bikanalikiiler Entiibasyon Seti, ucu zeytin bicimli ve diger uglari belirli bir uzunlukta silikon boru
ile birlestirilmis iki adet esnek paslanmaz ¢elik prob (0,40-0,90mm ¢ap) icerir. Cesitli boyutlari mevcuttur.

DCR Set:
DCR Seti:
/j ([ A2
&, &~
Straight Probe Curved Probe
Diiz Prob Kavisli Prob

DCR Set contains two flexible stainless steel probes (0,30-0,90mm diameters) with an olive shaped tip
and the other ends joined by a length of silicone tubing. Probes come in two types: Straight and Curved.
Various sizes are available. DCR sets are specially designed for Dacryocystorhinostomy surgeries.

DCR Seti, zeytin sekilli uclu ve diger uglari belirli bir uzunlukta silikon boru ile birlestirilmis iki adet esnek
paslanmaz celik prob (0,30-0,90mm ¢ap) icerir. Problar iki tipte gelir: Diiz ve Kavisli. Cesitli boyutlar
mevcuttur. DCR setleri, Dakriyosistorinostomi ameliyatlari icin 6zel olarak tasarlanmistir.

Indications:
Kullanim Amaci:

DCR and Lacrimal Intubation Sets are used when;

DCR ve Lakrimal Entlibasyon Setleri su durumlarda kullanilir;

-Where probing of the lacrimal system has not cured the tearing

Lakrimal sistemin sondalanmasinin yirtilmayi iyilestirmedigi durumlarda

-Where there are definite obstructions of the lacrimal system that would close if they were not kept
open

Acik tutulmazlarsa kapanacak olan lakrimal sistemin kesin tikanikhklarinin oldugu yerler

-Repair of injuries involving cut canaliculi

Kesik kanaliktilleri iceren yaralanmalarin onarimi

-During a dacryocystorhinostomy (in particular DCR sets are used).
Dakriyosistorinostomi sirasinda (6zellikle DCR setleri kullanilir).
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There is no restriction on patient population. The appropriate patient selection is the responsibility of

the surgeon. The products are generally used in patients with obstructed tear ducts.

Contraindications:

Kontraendikasyonlar:
DCR and Lacrimal Intubation is contraindicated:

DCR ve Lakrimal Entiibasyon kontrendikedir:
- Where bony nasolacrimal blockage / stenosis
Kemik nazolakrimal tikaniklhik/darlik nerede
- If there is a secondary scar formation in previous procedures
Daha 6nceki islemlerde sekonder skar olusumu varsa
- Infection
Enfeksiyon

Complications:
Komplikasyonlar:

As with any surgery, there are risks associated with the procedure used or the development of the initial
pathology. Possible complications associated with implantation of DCR and Lacrimal Intubation Sets in-

clude, but are not limited to:

Herhangi bir ameliyatta oldugu gibi, kullanilan prosediir veya ilk patolojinin gelisimi ile ilgili riskler vardir.
DCR ve Lakrimal Entlibasyon Setlerinin implantasyonuyla iliskili olasi komplikasyonlar sunlari igerir, an-

cak bunlarla sinirl degildir:

Possible Complications During Surgery;
Ameliyat Sirasinda Olasi Komplikasyonlar;
- False passages,
Yanlis pasajlamalar,
- Canalicular wound or cut,
Kanalikiiler yara veya kesik,
- Separation of the silicon tubing and the probe.
Silikon boru ve probun ayrilmasi.

Postoperative Complications;
Operasyon Sonrasi Komplikasyonlar;
- Tube prolapse or loss, migration
Tiip sarkmasi veya kaybi, migrasyon
- At early period, swelling, bruising and bleeding from nose
Erken dénemde burundan sislik, morarma ve kanama
- Discomfort from stent
Stentten kaynaklanan rahatsizlik
- Punctal/ostium granuloma formation (with prolonged intubation )
Punctal/ostium graniilom olusumu (uzun siireli entiibasyon ile)
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- Secondary bacterial/fungal infections
Ikincil bakteriyel/mantar enfeksiyonlari
- Irritation

Tahris

- Punctum erosion

Punktum erozyonu

- Synechia

Side Effects:

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

Product Users:
Uriin Kullanicilari:

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.

Operational Technique:
Operasyonel Teknik:

» The patient is brought to the operation area and prepared for surgery. Upper punctum is dilated with
Punctal Dilator and Probe device.

Hasta operasyon bélgesine getirilerek operasyona hazirlanir. Punktal Dilatér ve Prob cihazi ile iist
punktum genisletilir.
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> Light pressure is applied to open the obstruction. Attention should be paid to the degree of occlusion
by the surgeon. Punctum is then expanded with larger probes.
Tikanikligr agmak icin hafif basing uygulanir. Cerrah tarafindan okliizyonun derecesine dikkat edilmelid-
ir. Punctum daha sonra daha bliyiik problarla genisletilir.

» After the punctum canal is expanded, the dilator is removed from the operation site. After that, the
appropriate product in the DCR and Lacrimal Intubation Set is selected by the surgeon. After the selec-
tion, the product is placed in the hole previously created.

Puntum kanali genisletildikten sonra dilatér operasyon bélgesinden ¢ikarilir. Ardindan DCR ve Lakrimal

Entiibasyon Setindeki uygun liriin cerrah tarafindan secilir. Secimden sonra (iriin daha énce olusturulan

delige yerlestirilir.

> One of the probes is passed through the upper punctum and then pulled down through the nasal
cavity with the help of Retrieval Hook.

Problardan biri list punktumdan gegirilir ve ardindan Geri Alma Kancasi yardimiyla burun boslugundan
asagi gekilir.
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> Likewise, the second probe is passed from the lower punctum to the nasal cavity.
Ayni sekilde ikinci sonda da alt punktumdan burun bosluguna gegirilir.

» Then, the length of the silicon tube in the patient's nasal cavity and its tightness between the patient's
upper and lower punctum’s are checked manually. After the tightness and length of the silicone tube
are adjusted, the silicone tubes are tied each other.

Daha sonra hastanin burun boslugundaki silikon tiipiin uzunlugu ve hastanin (st ve alt punktumlari
arasindaki sikiligi manuel olarak kontrol edilir. Silikon tiipiin sikiligi ve uzunlugu ayarlandiktan sonra sil-
ikon tiipler birbirine baglanir.
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the long parts of the silicon tubes.

Finally, the silicon tubes are fixed to the patient's nasal walls and the operation is completed by cutting

Son olarak silikon tiipler hastanin nasal duvarlarina sabitlenir ve silikon tiiplerin uzun kissimlari kesilerek

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 Product selection in suitable type and size for the patient to be applied,
Uygulanacak hastaya uygun tip ve ebatta (riin se¢imi,

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 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 kullanimliktir. 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 ¢calismalar: dogrultusunda iiriin raf omrii 4 yil olarak belir-
lenmistir.

Product Storage and Shipping Conditions

Uriin Saklama ve Sevkiyat Kosullan:

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.

Page 8 /15



User Manual

I'nEFIAl'I Kullanim Kilavuzu

Tip (rinlert Teknoloji San. Tic. Ltd. Sii.

Document No Issue Date Revision No Revision Date
Dokiiman No Yayin Tarihi Revizyon No Revizyon Tarihi
TFO1-IFUO1 04.04.2016 03 01.06.2023

Warning and Precautions
Uyari ve Tedbirler:

Warning and Precautions

A Uyari ve Tedbirler A

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

> In order for the operation to be performed safely and effectively, the user should consider the operational
technique part specified in this user manual.
islemin giivenli ve etkili bir sekilde gerceklestirilmesi igin kullanici, bu kullanim kilavuzunda belirtilen islem
teknigi boliimiini 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 tiriin; 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 Grtinleri 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.
> Do not apply force to the connection point of the silicone thread with the steel probe.

Celik probla silikon ipin baglanti noktasina kuvvet uygulamayiniz.

Medical Equipment Used with Products:

Uriinlerle Birlikte Kullanilan Medikal Ekipmanlar:

During the operation, the punctum of patients with small lacrimal punctum is expanded with the help of
a punctal dilator.

Ameliyat sirasinda lakrimal punktumu kiiglik olan hastalarda punktum dilatér yardimi ile punktum
genisletilir.

Accessory:
Aksesuar:

Some sets are offered to the user with the retrieval hook accessory.
Bazi setler, geri alma kancasi aksesuari ile kullaniciya sunulmaktadir.
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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, yirtiima, delinme ve
sivilara karsi yiiksek direncli, sterilitesini koruyan uzun ambalaj malzemesidir. Istenilen élciilerde isil kes-
im ile miihiirlenir. Sizdirmaz bariyer, (riiniin steril kalmasini saglar.
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The packaging sample of our products is as seen in the photos below.
Urt’]nlerimizin ambalaj 6rnedi asagidaki fotograflarda gériildiigii gibidir.
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Symbols Prepared According to EN 15223-1 Standard and Their Meanings

EN 15223-1 Standardina Goére Hazirlanan Semboller ve Anlamlari

1 2 3 4
meran | rowanmeote | (C €2292 | [f]
5 6 7 8
B( LOT XXXXXXX Hd XXXXXX | TFO1.LBO1/R03/01.06.2023
9 10 11 12 13 14 15
% /\’\I/{\ 7 "‘4‘ 35°C
(E'.TEHILE % //.\|\ T . REF
16 17 18 19 20
g = & [
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: 0216 557 87 55
Web: www.merantip.com
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Symbols and Description
Semboller ve Agiklamalari

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

Sterilized with Ethylene Oxide
Etilen Oksit ile steril edilmistir/Tek steril bariyer sistemi kullanilmig-
tir

10

Single Use
Tek kullanimlik

1

Do Not Sterilize The Second Time
Ikinci kez steril etmeyin

12

Do Not Expose to Direct Sunlight
Direkt glines 1s1gina 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

(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

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

Medical Device
Medikal Cihaz

21

EU Representative information
AB Temsilcisi Bilgileri
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22 Manufacturer Information
Uretici Bilgileri

Page 15/ 15



