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GUVENLILIK VE KLiNiK PERFORMANS OZETi/SSCP
SUMMARY OF SAFETY AND CLINICAL PERFORMANCE/SSCP

Bu glivenlilik ve klinik performans 6zeti (SSCP), cihazin giivenlilik ve klinik performansinin temel yonleri-
nin glincellenmis bir 6zetine kamu tarafindan erisimi saglamayi amaglamaktadir.

SSCP, cihazin glivenli kullanimini saglamak icin ana belge olarak kullanim talimatlarinin yerine gecmek
Uzere tasarlanmamistir ve hedef kullanicilara veya hastalara tani veya tedavi 6nerileri sunmayi amacla-

mamistir.

Asagidaki bilgiler, kullanicilar/saglik profesyonellerine yoneliktir. Bu bilgilerin devaminda hastalara yéne-
lik bir 6zet bulunur.

This summary of safety and clinical performance (SSCP) aims to provide public access to an updated
summary of key aspects of the safety and clinical performance of the device.

The SSCP is not intended to replace the instructions for use as the primary document to ensure the safe
use of the device and is not intended to provide diagnostic or treatment recommendations to intended
users or patients.

The following information is intended for users/healthcare professionals. This information is followed by
a summary for patients.

1. CIHAZ TANIMI VE GENEL BIiLGILER

1. DEVICE DESCRIPTION AND GENERAL INFORMATION

1.1. Cihazin Ticari Adi/Adlari: PTFE TEFLON FELT-PLEDGET-STRIP

1.1. Trade Name(s) of the Device: PTFE TEFLON FELT-PLEDGET-STRIP

1.2. imalatginin Adi Ve Adresi: GEMED Saglik Uriinleri Sanayi Ve Ticaret Ltd. Sti. - Hiirriyet, Adnan Kahveci

Cd. No:27/B, 34876 Kartal/ istanbul/ TURKIYE
1.2. Manufacturer's Name and Address: GEMED Saglik Uriinleri Sanayi Ve Ticaret Ltd. Ltd. - Hiirriyet,
Adnan Kahveci Cd. No:27/B, 34876 Kartal/ Istanbul/ Turkiye

1.3. imalatginin Miinferit Kayit Numarasi (SRN): TR-MF-000020010

1.3. Manufacturer's Single Registration Number (SRN): TR-MF-000020010

1.4. Temel UDI-DI: 869907384TDO1FQH

1.4. Basic UDI-DI: 869907384TDO1FQH

1.5. Tibbi Cihaz Terminolojisi Agiklama / Metin: PTFE (Politetrafloroetilen) Felt, Pledget, Strip; kalp ve

damar cerrahisi dahil bircok cerrahi uygulama-da 6zellikle sttiir hatti destek materyali olarak ve doku
destek - tamir materyali olarak kullanilmakta ve sitiir hattinda dokunun yirtilmasini 6nleyerek, teda-
viye yardimci olmak amaciyla kullanilmaktadir.

1.5. Medical Device Terminology Description / Text: PTFE (Polytetrafluoroethylene) Felt, Pledget,

Hazirlayan: Onaylayan:
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1.6.

1.7.

1.8.

1.9.

Strip; It is used especially as a suture line support material and tissue support - repair material in
many surgical applications, including cardiovascular surgery, and is used to assist treatment by pre-
venting tissue tearing at the suture line.

Felt; Doku onariminda stlr hatti ile beraber doku destek materyali olarak kullanilmaktadir.

Felt; It is used as tissue support material along with the suture line in tissue repair.

Strip; Doku onariminda siitlir hatti ile beraber doku destek materyali olarak kullanilmaktadir.

Strip; It is used as tissue support material along with the suture line in tissue repair.

Pledget; Doku onariminda sitir hatti ile beraber doku destek materyali olarak kullanilmaktadir.
Pledget; It is used as tissue support material along with the suture line in tissue repair.

PTFE (Politetrafloroetilen) Felt birgok cerrahi uygulamada 6zellikle siitlr hatti destek materyali ola-
rak kullanilmakta ve dokunun yirtilmasini 6nlemektedir.

PTFE (Polytetrafluoroethylene) Felt is used as a suture line support material in many surgical applica-
tions and prevents tissue tearing.

Felt, Strip ve Pledget ayni malzemeden yapilmis olup hepsi Felt tirlin grubuna dahil edilmistir. Arala-
rinda sadece 6lgu farki vardir. Operasyonu gergeklestirecek hekimin segenegine ve kullanim amacina
gore Urlinlerin sadece olclisli degismektedir.

Felt, Strip and Pledget are made from the same material and are all included in the Felt product line.
There is only a difference in size between them. Only the size of the products varies depending on
the choice of the physician who will perform the operation and the intended use.

Cihaz Sinifi: 2017/745/AB Ek-IX Kalite Yonetim Sistemi ve Teknik Doklimantasyonun Degerlendirilme-
sine Dayali Uygunluk Degerlendirmesi, 2017/745/AB Ek-VIII Kural-8, Sinif IlI

1.6. Device Class: 2017/745/EU Annex-IX Conformity Assessment Based on Evaluation of Quality Ma-
nagement System and Technical Documentation, 2017/745/EU Annex-VIII Rule-8, Class IlI

Cihazi Kapsayan ilk Sertifikanin (CE) Verildigi Yil: Uriin ilk CE sertifikasini 02.02.2014 tarihinde 2195 —
kodlu Onayh Kurulustan 93/42/EEC’ ye uygun olarak almistir.

1.7. Year in which the First Certificate (CE) Covering the Device was Issued: The product received its
first CE certificate in accordance with 93/42/EEC from the Approved Organization with code 2195 on
02.02.2014.

Varsa Yetkili Temsilci Adi ve SRN: --

1.8. Authorized Representative Name and SRN, if any: --

Onaylanmis Kurulus Adi (SSCP'yi gegerli kilacak olan onaylanmig kurulus) ve Kimlik Numarasi:--

1.9. Notified Body Name (notified body that will validate the SSCP) and Identification Number:--

2. CIHAZIN KULLANIM AMACI / 2. PURPOSE OF USE OF THE DEVICE

2.1.

2.2.

Kullanim Amaci: PTFE (Politetrafloroetilen) Felt, Pledget, Strip; kalp ve damar cerrahisi dahil bir¢ok
cerrahi uygulama-da 0Ozellikle stitlir hatti destek materyali olarak ve doku destek - tamir materyali ola-
rak kullanilmakta ve sitir hattinda dokunun yirtilmasini 6nleyerek, tedaviye yardimci olmak amaciyla
kullanilmaktadir.

2.1. Intended Use: PTFE (Polytetrafluoroethylene) Felt, Pledget, Strip; It is used especially as a suture
line support material and tissue support - repair material in many surgical applications, including car-
diovascular surgery, and is used to assist treatment by preventing tissue tearing at the suture line.

Endikasyon(Lar) Ve Hedef Popiilasyon(lar): Kalp ve damar cerrahisi dahil bircok cerrahi uygulamada
Ozellikle sitlir hatti destek materyali ve doku destek - tamir materyali olarak kullaniimasi ve sitir

Hazirlayan: Onaylayan:
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2.3.

hattinda dokunun yirtilmasinin énlenmesi. Ameliyat dikisinin dokuda yirtilmaya neden olmasi olasili-
ginin bulundugu durumlarda, dikis yerinin altinda destek olmasi. Damarsal kapama, septal onarim,
kalp kasi kapama, karaciger onarimi ve kapakgik dikimi gibi ¢esitli cerrahi dikim islemleri.

2.2. Indication(s) and Target Population(s): Use as suture line support material and tissue support-
repair material in many surgical applications, including cardiovascular surgery, and to prevent tissue
tearing in the suture line. In cases where the surgical suture is likely to cause tearing in the tissue,
there should be support under the suture. Various surgical suturing procedures such as vascular clo-
sure, septal repair, cardiac muscle closure, liver repair and valve suturing.

Kontrendikasyonlar Ve / Veya Sinirlamalar: PTFE karsi alerji
2.3. Contraindications And/Or Limitations: Allergy to PTFE

3. CIHAZ AGIKLAMASI / 3. DEVICE DESCRIPTION

3.1

3.2.

Cihazin Agiklamasi: PTFE (Politetrafloroetilen) Felt, Pledget, Strip; kalp ve damar cerrahisi dahil birgok
cerrahi uygulama-da o6zellikle stitlir hatti destek materyali olarak ve doku destek - tamir materyali ola-
rak kullanilmakta ve sitir hattinda dokunun yirtilmasini 6nleyerek, tedaviye yardimci olmak amaciyla
kullanilmaktadir.

3.1. Description of the Device: PTFE (Polytetrafluoroethylene) Felt, Pledget, Strip; It is used especially
as a suture line support material and tissue support - repair material in many surgical applications,
including cardiovascular surgery, and is used to assist treatment by preventing tissue tearing at the
suture line.

Felt; Doku onariminda stlr hatti ile beraber doku destek materyali olarak kullanilmaktadir.

Strip; Doku onariminda siitlir hatti ile beraber doku destek materyali olarak kullanilmaktadir.
Pledget; Doku onariminda sitir hatti ile beraber doku destek materyali olarak kullaniimaktadir.

PTFE (Politetrafloroetilen) Felt birgok cerrahi uygulamada 6zellikle sitlr hatti destek materyali ola-
rak kullanilmakta ve dokunun yirtilmasini 6nlemektedir.

Felt, Strip ve Pledget ayni malzemeden yapilmis olup hepsi Felt Girlin grubuna dahil edilmistir. Arala-
rinda sadece 6lgu farki vardir. Operasyonu gergeklestirecek hekimin segenegine ve kullanim amacina
gore Urlinlerin sadece olclisli degismektedir.

Felt; It is used as tissue support material along with the suture line in tissue repair.

Strip; It is used as tissue support material along with the suture line in tissue repair.

Pledget; It is used as tissue support material along with the suture line in tissue repair.

PTFE (Polytetrafluoroethylene) Felt is used as a suture line support material in many surgical applica-
tions and prevents tissue tearing.

Felt, Strip and Pledget are made from the same material and are all included in the Felt product line.
There is only a difference in size between them. Only the size of the products varies depending on
the choice of the physician who will perform the operation and the intended use.

Eger Varsa Onceki Nesil(ler)e Veya Varyantlara Bir Referans ve Farkliliklarin Bir Agiklamasi: Uriinimii-
zlin piyasada esdeger cihazlari olmakla birlikte, firmamizda daha 6nce Uretimi gerceklestirilen 6nceki
ve benzer nesilleri bulunmamaktadir.

3.2. A Reference to Previous Generation(s) or Variants, If Any, and an Explanation of Differences: Alt-
hough our product has equivalent devices in the market, there are no previous or similar generations

Hazirlayan: Onaylayan:
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3.3.

3.4.

produced in our company.

Cihaz ile Birlikte Kullanilmak Uzere Tasarlanan Her Tiirlii Aksesuarin Agiklamasi: Cihaz tek kullanimlik,
steril ambalajda piyasaya arz edilmekte olup, aksesuari bulunmamaktadir.

3.3. Description of All Accessories Designed to be Used with the Device: The device is supplied to the
market in a single-use, sterile package and does not have any accessories.

Cihaz ile Birlikte Kullanilmak Uzere Tasarlanan Diger Cihazlarin Ve Uriinlerin Agiklamasi: Cihaz tek
kullanimlik, steril ambalajda piyasaya arz edilmekte olup, cihaz ile birlikte kullanilmak Uizere tasarla-
nan herhangi bir cihaz mevcut degildir.

3.4. Description of Other Devices and Products Designed to be Used with the Device: The device is of-
fered to the market in disposable, sterile packaging, and there is no device designed to be used with
the device.

4. RISKLER VE UYARILAR / 4. RISKS AND WARNINGS

4.1.

4.2,

Artik Riskler Ve istenmeyen Etkiler: PTFE alerjisi olan hastalarda uygulandiginda alerjik etki gésterebi-

lir. Herhangi bir cerrahi operasyonda yasanabilecek enfeksiyon durumu meydana gelebilir.

4.1. Residual Risks and Undesirable Effects: PTFE may cause allergic effects when applied to patients

with allergies. Infection may occur during any surgical operation.
Uyarilar ve Onlemler / Warnings and Precautions:

e Uriin sterilizasyon poseti mutlaka operasyonun hemen éncesinde steril ortam olan ameliyatha-
nede agilmali ve uygulamada kullanicidan kaynakli kontaminasyonlari engellemek igin ¢iplak elle
kullanilmamahdir.

e Uriin sadece ilgili ameliyatlarda uzman cerrahlar tarafindan kullaniimalidir.

e Operasyonda kullanilacak triin ebadi operasyonu gerceklestirecek olan cerrahin verecegi karara
bagh olarak degisebilir.

e Farkli bir ebat gerektiginde kullanmak Uzere cerrah yaninda degisik ebatlarda PTFE Felt bulun-
durmalidir.

e The product sterilization bag must be opened in the operating room, which is a sterile environment,

right before the operation and should not be used with bare hands to prevent contamination caused

by the user.

e The product should only be used by surgeons specialized in relevant surgeries.

e The product size to be used in the operation may vary depending on the decision of the surgeon

who will perform the operation.

e The surgeon should keep PTFE Felt in different sizes with him to use when a different size is requi-

red.

Kullanmadan 6énce Urlinlin sterilligi agisindan paketinin zarar goriip gérmedigi kontrol edilmeli-dir.
e Uriiniin herhangi bir obje ile temasindan kacinilmalidir.

e Hangi sartlar altinda olursa olsun Urin tekrar kullanilmamahdir.

e Direkt glines 15181 almayan ortamlarda tagsinmali ve muhafaza edilmelidir.

e Before use, it should be checked whether the packaging of the product is damaged in order to ensu

re its sterility.

e Contact of the product with any object should be avoided.
e The product should not be reused under any circumstances.
e |t should be transported and stored in environments away from direct sunlight.

Hazirlayan: Onaylayan:
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e Uriin kullanilmadan énce kullanim kilavuzu dikkatlice okunmalidir.
e Yirtik ve zarar gormus ambalajli Grlnler steril degildir ve kullanilmamalidir.
e Tasima ve depolama paketlerin zarar gormeyecegi sekilde yapilmalidir.
e Kutularin izerine agir malzeme konmamalidir.
e The user manual should be read carefully before using the product.
e Torn and damaged packaged products are not sterile and should not be used.
e Transportation and storage should be done in a way that the packages will not be damaged.
e Heavy materials should not be placed on the boxes.
e Son kullanma tarihi gegmis Grtnler kullaniimamalidir.
e Bu Urln higbir sart altinda tekrar steril edilmemelidir.
e Satin alici tarafindan Grindn tamami veya kullanimdan geriye kalani tekrar steril edilmemelidir.
e Bunaragmen Urun tekrar steril edildiginde Uretici ve tedarikgi higbir sorumluluk kabul etmez.
e Son kullanma tarihi gecmis Grtnler kullanilmamalidir.
e Bu Urlin higbir sart altinda tekrar steril edilmemelidir.
e Satin alici tarafindan Griinin tamami veya kullanimdan geriye kalani tekrar steril edilmemelidir.
e Bunaragmen (rln tekrar steril edildiginde Uretici ve tedarikgi hicbir sorumluluk kabul etmez.
e Uriin kullanimi sirasinda riinde yabanci madde varsa ve kullanilirsa hasta icin enfeksiyon, toksik
etkiye sebep olur. Uriinde yabanci madde varsa tiriin kullanilmamalidir.
e Kullanim sirasinda lriinde bozulma gordlirse ve bu Uriin kullanilirsa, Griinden beklenen perfor-
mans alinamaz. Tedavinin uzamasina sebep olur. Bozulma olmusg trunler kullanilmamahdir.
e Uriin kullanimi sirasinda giic uygulanir ve iriinde bozulma olup kullanimi gergeklesirse iiriiniin
beklenen performansi ortaya koymasi beklenemez. Uriine gii¢ uygulanmamali, bozulmamalidir.
e Felt daha kiiglk pargalara kesilirken Felt liflerinin diizglin bir sekilde kesildiginden ve gekilerek ay-
rilmadigindan emin olmak icin keskin bir kesici cihaz (bisturi) veya keskin bicaklara sahip ma-kaslar
kullanmak énemlidir.
e If there is a foreign substance in the product and it is used during use, it may cause infection and
toxic effects for the patient. If there is foreign material in the product, the product should not be used.
e If the product deteriorates during use and this product is used, the expected performance cannot be
obtained from the product. It causes the treatment to be prolonged. Spoiled products should not be
used.
e If force is applied during product use and the product deteriorates and is used, the product cannot
be expected to perform as expected. The product should not be subjected to force or damaged.
e When cutting Felt into smaller pieces, it is important to use a sharp cutting device (scalpel) or scis-
sors with sharp blades to ensure that the Felt fibers are cut smoothly and are not pulled apart.
e PTFE Urunlerini 550 F (260 C) dereceden daha yiiksek derecelere maruz birakmayiniz. PTFE yik-sek
Isi derecelerinde ayrisir ve yiksek toksik ayrisim maddeleri olusturur.
Uriinlerin kullanilmayan kismi tibbi atik kutusuna atilmahdir.
e Do not expose PTFE products to temperatures higher than 550 F (260 C). PTFE decomposes at high
temperatures and forms highly toxic decomposition substances.
e Unused parts of the products should be thrown into the medical waste bin.
4.3. Varsa, Saha Giivenligi Diizeltici Faaliyetlerinin (FSN D&hil FSCA) Bir Ozeti De Dahil Olmak Uzere,
Guvenliligin Diger ilgili Yonleri: Mevcut degil.
4.3. Other Relevant Aspects of Safety, Including a Summary of Field Safety Corrective Actions (FSCA
Including FSN), if applicable: Not available.

Hazirlayan: Onaylayan:
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5. KLINiIK DEGERLENDIRME OZETi VE PIYASAYA ARZ SONRASI KLINiK TAKiP (PMCF)
5. SUMMARY OF CLINICAL EVALUATION AND POST-MARKET CLINICAL FOLLOW-UP (PMCF)

5.1. Varsa Esdeger Cihazla ilgili Klinik Verilerin Ozeti:
5.1. Summary of Clinical Data Regarding the Equivalent Device, If Available:

Piyasada pek ¢ok firmaya ait PTFE Teflon Felt Doku Destek Materyali bulunmaktadir. BARD Peripheral
Vascular, Inc. firmasina ait PTFE Teflon Felt ile karsilastirma asagidaki tabloda yer almaktadir. Uriinlerin
kullanim amaci, endikasyonlari, kontraendikasyonlari, yan etkileri aynidir. Asagida goruldigu tzere kul-
lanilan hammadde, renk ve diger biitlin 6zellikleri de aynidir. Kiiglik faklihklari bulunmakla birlikte, klinik
degerlendirme raporunda ele alinmistir.
There are PTFE Teflon Felt Tissue Support Materials from many companies on the market. BARD Perip-
heral Vascular, Inc. Comparison with PTFE Teflon Felt of the company is given in the table below. The
intended use, indications, contraindications and side effects of the products are the same. As seen below,
the raw materials used, color and all other features are the same. Although there are minor differences,
they are discussed in the clinical evaluation report.

Uretici Firma / Manufac-
turer

GEMED SAGLIK URUNLERI

GEMED MEDICAL PRODUCTS

BARD Peripheral Vascular, Inc.

Gorsel
Image

Kullanim Amaci
Intended Use

PTFE (Politetrafloroetilen) Felt, Pledget,
Strip; kalp ve damar cerrahisi dahil bir-
¢cok cerrahi uygulamada o6zellikle sttur
hatti destek materyali olarak ve doku
destek - tamir materyali olarak kulla-
nilmakta ve situr hattinda dokunun
yirtilmasini 6nleyerek, tedaviye yardimci
olmak amaciyla kullanilmaktadir.

Felt; Doku onariminda sitlir hatti ile
beraber doku destek materyali olarak
kullanilmaktadir.

Strip; Doku onariminda sdtir hatti ile
beraber doku destek materyali olarak
kullanilmaktadir.

Pledget; Doku onariminda sutir hatti ile
beraber doku destek materyali olarak
kullanilmaktadir.

PTFE (Politetrafloroetilen) Felt bircok
cerrahi uygulamada 6zellikle stitur hatti
destek materyali olarak kullanilmakta ve
dokunun yirtilmasini dnlemektedir.

Felt, Strip ve Pledget ayni malzemeden

Dikisler ve kirilgan dokular i¢in destek
olarak kullanihr. Dikislerin dokuyu yirt-
ma olasiligl oldugunda dikislerin altinda
payanda olarak kullanilir. Bu tamponlar,
vaskiler kapatma, septal onarim, miyo-
kardiyal kapatma ve kapak dikisi gibi
cesitli cerrahi dikis prosedirlerinde kul-
lanilir.

It is used as support for stitches and
fragile tissues. It is used as a buttress
under the stitches when there is a pos-
sibility of the stitches tearing the tissue.
These pads are used in a variety of sur-
gical suturing procedures such as vascu-
lar closure, septal repair, myocardial
closure, and valve stitching.
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yapilmis olup hepsi Felt Grin grubuna
dahil edilmistir. Aralarinda sadece 6lgi
farki vardir. Operasyonu gerceklestire-
cek hekimin secenegine ve kullanim
amacina gore Urlnlerin sadece 0lglisu
degismektedir.

PTFE (Polytetrafluoroethylene) Felt,
Pledget, Strip; It is used especially as a
suture line support material and tissue
support - repair material in many surgi-
cal applications, including cardiovascu-
lar surgery, and is used to assist treat-
ment by preventing tissue tearing at the
suture line.

Felt; It is used as tissue support material
along with the suture line in tissue re-
pair.

Strip; It is used as tissue support mate-
rial along with the suture line in tissue
repair.

Pledget; It is used as tissue support
material along with the suture line in
tissue repair.

PTFE (Polytetrafluoroethylene) Felt is
used as a suture line support material in
many surgical applications and prevents
tissue tearing.

Felt, Strip and Pledget are made from
the same material and are all included
in the Felt product line. There is only a
difference in size between them. Only
the size of the products varies depen-
ding on the choice of the physician who
will perform the operation and the in-
tended use.

Tek kullanimhik Evet Evet
Disposable Yes Yes
Raf omrii 3vil 5vil
Shelf Life 3 Years 5 Years

Kullanim Siiresi

(Viicutta Kalma Siresi)
Usage Time

(Staying Time in the Body)

Hastanin Omrii Boyunca
Throughout the Patient's Lifetime

Hastanin Omrii Boyunca
Throughout the Patient's Lifetime

Uygulama Sekli
Application Method

Cerrahi invaziv
Surgical Invasive

Cerrahi invaziv
Surgical Invasive

Uyari Ve Onlemler
Warnings and Precauti-
ons

Uyarilar:
PTFE drinlerini 550 F (260 C) dere-
ceden daha yliksek derecelere ma-
ruz birakmayiniz. PTFE yliksek is1 de-

UYARILAR

1. Bu cihaz, yalnizca tek kullanim igin

tasarlanmistir. Bu tibbi cihazin tekrar

kullanilmasi durumunda tibbi cihazlar

Hazirlayan:
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Onlemler:

recelerinde ayrisir ve yiksek toksik

ayrisim maddeleri olusturur.

» Urinlerin kullaniimayan kismi
tibbi atik kutusuna atilmalidir.

» Urln sterilizasyon poseti mutla-
ka operasyonun hemen 6nce-
sinde steril ortam olan ameli-
yathanede ac¢ilmali ve uygula-
mada kullanicidan kaynakli kon-
taminasyonlari engellemek icin
ciplak elle kullanilmamalidir.

» Uriin sadece ilgili ameliyatlarda
uzman cerrahlar tarafindan kul-
laniimalidir.

» Operasyonda kullanilacak triin
ebadi operasyonu gerceklesti-
recek olan cerrahin verecegi ka-
rara bagli olarak degisebilir.

» Farkli bir ebat gerektiginde kul-
lanmak Uzere cerrah yaninda
degisik ebatlarda PTFE Felt bu-
lundurmalidir.

» Kullanmadan 6nce trlnin ste-
rilligi acisindan paketinin zarar
gorlp gérmedigi kontrol edil-
melidir.

» Urlinlin herhangi bir obje ile
temasindan kaginilmalidir.

» Hangi sartlar altinda olursa ol-
sun Urln tekrar kullanilmamali-
dir.

> Direkt glines 15181 almayan or-
tamlarda tasinmali ve muhafaza
edilmelidir.

» Uriin kullaniimadan énce kulla-
nim kilavuzu dikkatlice okunma-
lidir.

> Yirtik ve zarar gérmis ambalajli
Urlnler steril degildir ve kulla-
nilmamalidir.

» Tasima ve depolama paketlerin
zarar gormeyecegi sekilde ya-
pilmahidir.

(6zellikle bilesenler arasinda yariklari,
eklem kisimlari ve/veya uzun ve kiguk
Iimenleri olanlarin) olasi pirojenik veya
mikrobiyal kontaminasyon bulunan
dokular veya viicut sivilari ile belirsiz bir
sure temas ettikten sonra temizlenme-
leri zor veya imkansiz oldugundan, ¢ap-
raz hasta kontaminasyonu riski mevcut-
tur. Biyolojik madde kalintilari, cihazin
enfeksiyoz komplikasyonlara yol acabi-
lecek pirojenler veya mikroorganizma-
larla kontamine olmasina yol acabilir.

2. Yeniden sterilize etmeyin. Enfeksiyoz
komplikasyonlara yol acabilecek potan-
siyel pirojenik veya mikrobiyal kontami-
nasyon dizeyi belirsiz oldugundan, ye-
niden sterilize edildikten sonra {irliniin
sterilligi garanti degildir. Bu tibbi cihazin
temizlenmesi, yeniden proses edilmesi
ve/veya tekrar sterilize edilmesi, bile-
senlerin termal ve/veya mekanik degi-
sikliklerden olumsuz etkilenmesi nede-
niyle cihazin diizglin calismama olasili-
gini artirir.

3. Stirekli tutturma icin kullanildigi za-
man digimlerin saglamligini glivence
altina almak icin cerrahi yapistirma
bantlarina 6zen gosterilmelidir.

4. PTFE Grinlerini 550°F (260°C) dere-
ceden daha yiiksek derecelere maruz
birakmayiniz.

PTFE, ylksek 1si derecelerinde ayrisir ve
ylksek toksik ayrisim maddeleri olustu-
rur.

ONLEMLER

1. Ambalaji acik ya da hasarli degilse
STERILDIR. Yalnizca tek kullanimliktir.
2. Bu Urriinler, etilen-oksit ile sterilize
edilmistir. TEKRAR STERILIZE ETMEYi-
Niz.

3. Orgiilii olan bu {riine hasar verme-
mek icin yapistirma bantlarini bastirir-
ken 6zen gosterilmelidir.

4. Cerrahi yapistirma bantlari yerlestir-
me materyali olarak kullanildigi zaman
konik uclu ve kesici olmayan ignelerin
kullanilmasi énerilmektedir. Boylece,
dikim sirasinda lifler kesilmeyecektir.
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» Kutularin Gzerine agir malzeme
konmamalidir.

» Son kullanma tarihi gegmis
ardnler kullanilmamalidir.

> Bu Urin hicbir sart altinda tek-
rar steril edilmemelidir.

» Satin alici tarafindan Grinin
tamami veya kullanimdan geri-
ye kalani tekrar steril edilme-
melidir.

» Buna ragmen urun tekrar steril
edildiginde Uretici ve tedarikgi
hicbir sorumluluk kabul etmez.

» Uriin kullanimi sirasinda riinde
yabanci madde varsa ve kullani-
lirsa hasta icin enfeksiyon, tok-
sik etkiye sebep olur. Uriinde
yabanci madde varsa (rlin kul-
lanilmamahdir.

» Kullanim sirasinda triinde bo-
zulma gorillrse ve bu Griin kul-
lanilirsa, triinden beklenen per-
formans alinamaz. Tedavinin
uzamasina sebep olur. Bozulma
olmus Uriinler kullanilmamali-
dir.

» Uriin kullanimi sirasinda gii¢ uy-
gulanir ve Uriinde bozulma olup
kullanimi gerceklesirse trindn
beklenen performansi ortaya
koymasi beklenemez. Uriine
glic uygulanmamali, bozulma-
mahdir.

» Felt daha kiiclk parcalara kesi-
lirken Felt liflerinin dlizglin bir
sekilde kesildiginden ve cekile-
rek ayrilmadigindan emin olmak
icin keskin bir kesici cihaz (bis-
turi) veya keskin bicaklara sahip
makaslar kullanmak énemlidir.

Warnings:
Do not expose PTFE products to tempe-
ratures higher than 550 F (260 C). PTFE
decomposes at high temperatures and
forms highly toxic decomposition pro-

5. Kullanim 6ncesinde kece ylizeye fazla
dokunmaktan kaginin.

6. Kece daha kiigtik parcalara kesilirken
kece liflerinin diizglin bir sekilde kesildi-
ginden ve cekilerek ayrilmadigindan
emin olmak icin keskin bir kesici cihaz
veya keskin bicaklara sahip makaslar
kullanmak 6énemlidir.

7. Kullanimdan sonra bu (riin gizil biyo-
lojik tehlike icerebilir. Urlinii yalnizca
yerlesik tibbi uygulamalara uygun ve
gecerli yasa ve yonetmelikleri dikkate
alan bir bicimde kullanip atiniz.

WARNINGS

1. This device is intended for single use
only. If this medical device is to be re-
used, medical devices (especially those
with slits, joints and/or long and small
lumens between components) are diffi-
cult or impossible to clean after an inde-
finite period of contact with tissues or
body fluids with possible pyrogenic or
microbial contamination. There is a risk
of patient cross contamination. Resi-
dues of biological material may lead to
contamination of the device with pyro-
gens or microorganisms that may lead
to infectious complications.

2. Do not resterilize. The sterility of the
product after resterilization is not gua-
ranteed, as the level of potential pyro-
genic or microbial contamination that
could lead to infectious complications is
uncertain. Cleaning, reprocessing,
and/or resterilizing this medical device
increases the possibility of the device
not functioning properly due to compo-
nents being adversely affected by ther-
mal and/or mechanical changes.

3. Care should be taken with surgical
tapes to ensure the integrity of the
knots when used for permanent at-
tachment.

4. Do not expose PTFE products to tem-
peratures higher than 550°F (260°C).
PTFE decomposes at high temperatures
and forms highly toxic decomposition
substances.
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ducts.
Unused parts of the products should be
thrown into the medical waste bin.

Measures:

» The product sterilization bag
must be opened in the opera-
ting room, which is a sterile en-
vironment, right before the
operation and should not be
used with bare hands in order
to prevent contamination cau-
sed by the user.

» The product should only be
used by surgeons specialized in
relevant surgeries.

» The product size to be used in
the operation may vary depen-
ding on the decision of the sur-
geon who will perform the ope-
ration.

» The surgeon should keep PTFE
Felt in different sizes with him
to use when a different size is
required.

» Before use, it should be checked
whether the package is dama-
ged in order to ensure the steri-
lity of the product.

» Contact of the product with any
object should be avoided.

» The product should not be re-
used under any circumstances.

» It should be transported and
stored in environments without
direct sunlight.

» The user manual should be read
carefully before using the pro-
duct.

» Torn and damaged packaged
products are not sterile and
should not be used.

» Transportation and storage
should be done in a way that
the packages will not be dama-

MEASURES

1. If the packaging is not open or dama-
ged, it is STERILE. It is for single use
only.

2. These products are sterilized with
ethylene-oxide. DO NOT RE-STERILIZE.
3. In order not to damage this braided
product, care must be taken when pres-
sing the adhesive tapes.

4. When surgical adhesive tapes are
used as placement material, it is re-
commended to use tapered and non-
cutting needles. Thus, the fibers will not
be cut during sewing.

5. Avoid touching the felt surface too
much before use.

6. When cutting felt into smaller pieces
it is important to use a sharp cutting
device or scissors with sharp blades to
ensure that the felt fibers are cut smo-
othly and are not pulled apart.

7. After use, this product may contain
potential biohazards. Use and dispose
of the product only in accordance with
established medical practice and in
accordance with applicable laws and
regulations.
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ged.

Heavy materials should not be
placed on the boxes.

Expired products should not be
used.

This product should not be re-
sterilized under any circums-
tances.

The entire product or the rema-
inder of the product should not
be re-sterilized by the purcha-
ser.

Despite this, the manufacturer
and supplier do not accept any
responsibility when the product
is sterilized again.

If there is a foreign substance in
the product and it is used, it
may cause infection and toxic
effects for the patient. If there
is foreign material in the pro-
duct, the product should not be
used.

If the product deteriorates du-
ring use and this product is
used, the expected performan-
ce cannot be obtained from the
product. It causes the treat-
ment to be prolonged. Spoiled
products should not be used.

If force is applied during pro-
duct use and the product dete-
riorates and is used, the pro-
duct cannot be expected to per-
form as expected. The product
should not be subjected to for-
ce or damaged.

When cutting felt into smaller
pieces, it is important to use a
sharp cutting device (scalpel) or
scissors with sharp blades to
ensure that the felt fibers are
cut smoothly and are not pulled
apart.

Kontraendikasyonlar
Contraindications

PTFE karsi alerji
Allergy to PTFE

PTFE karsi aleriji
Allergy to PTFE
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Yan etkiler ve Kompli-
kasyonlar

Side effects and Compli-
cations

Uriin, PTFE alerjisi olan hastalarda uygu-
landiginda alerjik etki gosterebilir.
Herhangi bir cerrahi operasyonda yasa-
nabilecek enfeksiyon durumu meydana
gelebilir.

The product may have allergic effects
when applied to patients with PTFE
allergy.

Infection may occur during any surgical
operation.

Herhangi bir cerrahi operasyonda yasa-
nabilecek enfeksiyon durumu meydana
gelebilir.

Infection may occur during any surgical
operation.

Kullanim Yeri (Endikas-

yon)
Place of Use (Indication)

Kalp ve damar cerrahisi dahil birgok
cerrahi uygulamada ozellikle sttur hatti
destek materyali ve doku destek - tamir
materyali olarak kullanilmasi ve sttur
hattinda dokunun yirtilmasinin énlen-
mesi.

Ameliyat dikisinin dokuda yirtilmaya
neden olmasi olasiliginin bulundugu
durumlarda, dikis yerinin altinda destek
olmasi.

Damarsal kapama, septal onarim, kalp
kasi kapama, karaciger onarimi ve ka-
pakgik dikimi gibi cesitli cerrahi dikim

islemleri.

It is used as a suture line support mate-
rial and tissue support-repair material in
many surgical applications, including
cardiovascular surgery, and to prevent
tissue tearing at the suture line.

In cases where there is a possibility that
the surgical suture may cause tearing in
the tissue, there should be support un-
der the suture.

Various surgical suturing procedures
such as vascular closure, septal repair,
cardiac muscle closure, liver repair and
valve valve suturing.

Dikisler ve kirilgan dokular i¢in destek
olarak kullanihr. Dikislerin dokuyu yirt-
ma olasiligl oldugunda dikislerin altinda
payanda olarak kullanilir. Bu tamponlar,
vaskiler kapatma, septal onarim, miyo-
kardiyal kapatma ve kapak dikisi gibi
cesitli cerrahi dikis prosedirlerinde kul-
lanilir.

It is used as support for stitches and
fragile tissues. It is used as a buttress
under the stitches when there is a pos-
sibility of the stitches tearing the tissue.
These pads are used in a variety of sur-
gical suturing procedures, such as vas-
cular closure, septal repair, myocardial
closure, and valve stitching.

Sterilizasyon Yontemi
Sterilization Method

Etilen Oksit Sterilizasyon
Ethylene Oxide Sterilization

Etilen Oksit Sterilizasyon
Ethylene Oxide Sterilization

ikinci Kez Steril Edilme
Durumu

Second Time Sterilization
Status

Hayir
No

Hayir
No

Hammadde/
Materyal

PTFE (Politetrafloroetilen)
PTFE (Polytetrafluoroethylene)

PTFE (Politetrafloroetilen)
PTFE (Polytetrafluoroethylene)
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Raw materials/
Materiel
Nominal Thickness 1.50 mm 1.65 mm
(mm) 1.50 mm 1.65 mm
Uriin Sinifi Sinif 1l Simif 1l
Product Class Class Il Class Il
insan doku ve organlari Urtiniin tamami PTFE (Politetrafloroeti- | Uriiniin tamami PTFE (Politetrafloroeti-
veya viicut sivilari ile len)’den olugsmaktadir. Ve tamami kalp len)’den olusmaktadir. Ve tamami kalp
temas halinde olan ma- gibi dokularla temas etmektedir. gibi dokularla temas etmektedir.
teryaller veya maddeler | The entire product consists of PTFE The entire product consists of PTFE
Materials or substances (Polytetrafluoroethylene). And all of (Polytetrafluoroethylene). And all of
that come into contact them come into contact with tissues them come into contact with tissues
with human tissues and such as the heart. such as the heart.
organs or body fluids
insan doku ve organlan
veya viicut sivilari ile
temas tiirii ve siiresi Kalp gibi dokularla uzun sireli temas Kalp gibi dokularla uzun sireli temas
Type and duration of (6mir boyu) (6mir boyu)
contact with human tis- Prolonged contact with tissues such as Prolonged contact with tissues such as
sues and organs or body | the heart (lifelong) the heart (lifelong)
fluids

Bozunma iiriinleri ve
ayristirilabilenler dahil
maddelerin benzer sali-
nim karakteristikleri

PTFE Grinleri 550 F (260 C) dereceden PTFE Grinleri 550 F (260 C) dereceden
daha yiksek 1si derecelerinde ayrisir ve | daha yliksek isi derecelerinde ayrisir ve
ylksek toksik ayrisim maddeleri olustu- | yliksek toksik ayrisim maddeleri olustu-

rur. rur.
Simil | h te-
rils:‘ilc:ro;ij;::aicaegac € PTFE products decompose at tempera- | PTFE products decompose at tempera-
. . - tures higher than 550 degrees F (260 tures higher than 550 degrees F (260
including decomposition . . . .
degrees C) and form highly toxic de- degrees C) and form highly toxic de-
products and decompo- e .
composition products. composition products.
sables
Hayvan, insan, Kan Tii-
revleri igerigi Hayir Hayir
Animal, Human, Blood No No

Derivatives Content

5.2. Varsa Cihazin CE isaretlemesinden Once Yiiriitiilen Arastirmalarindan Elde Edilen Klinik Verilerin
Ozeti: -

5.3. Varsa, Diger Kaynaklardan Elde Edilen Klinik Verilerin Ozeti: Satis sonrasi gézetim calismalari, risk
yonetim galismalari, litetatiir ve diger veri tabanlarinindan elde edilen veriler dogrultusunda Griinu-
muzun klinik faydasinin riskinden ¢ok daha fazla oldugu tespit edilmistir.

5.2. Summary of Clinical Data Obtained from Studies Conducted Before CE Marking of the Device, If
Any: --

5.3. Summary of Clinical Data Obtained from Other Sources, If Any: In line with data obtained from
after-sales surveillance studies, risk management studies, literature and other databases, it has been
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5.4.

5.5.

determined that the clinical benefit of our product is much greater than its risk.

Klinik Performans Ve Giivenliligin Genel Bir Ozeti:

PTFE (Politetrafloroetilen) Felt, Pledget, Strip; kalp ve damar cerrahisi dahil bircok cerrahi uygulama-
da 6zellikle sttiir hatti destek materyali olarak ve doku destek - tamir materyali olarak kullaniimakta
ve sutir hattinda dokunun yirtilmasini dnleyerek, tedaviye yardimci olmak amaciyla kullaniimaktadir.
Endikasyonlar; Kalp ve damar cerrahisi dahil bircok cerrahi uygulamada 6zellikle sitiir hatti destek
materyali ve doku destek - tamir materyali olarak kullaniimasi ve siitlir hattinda dokunun yirtilmasinin
onlenmesi. Ameliyat dikisinin dokuda yirtilmaya neden olmasi olasiliginin bulundugu durumlarda, di-
kis yerinin altinda destek olmasi. Damarsal kapama, septal onarim, kalp kasi kapama, karaciger ona-
rimi ve kapakgik dikimi gibi ¢esitli cerrahi dikim islemleri.

Esdeger/benzer cihazlara ait geri ¢cagirma ve olumsuz olay durumlari takip etmek i¢in sistem kurulmus
olup izlenmektedir.

Bu klinik degerlendirme, MDR 2017/745'te verilen Genel Glivenlik ve Performans Gereksinimlerine
uygunlugu dogrulamistir.

Tum veriler, PTFE Felt, Pledget, Strip Grlinlerinin kabul edilebilir bir sekilde ve beklendigi gibi perfor-
mans gosterdigini ve herhangi bir glivenlik sorunu kaydedilmedigini ve hastaya saglanan faydalara
karsi tartildiginda genel artik riskin kabul edilebilir oldugunu desteklemektedir.

5.4. An Overview of Clinical Performance and Safety:

PTFE (Polytetrafluoroethylene) Felt, Pledget, Strip; It is used as a suture line support material and tis-
sue support-repair material in many surgical applications, including cardiovascular surgery, and is
used to assist treatment by preventing tissue tearing at the suture line. Indications; It is used as a su-
ture line support material and tissue support-repair material in many surgical applications, including
cardiovascular surgery, and to prevent tissue tearing at the suture line. In cases where the surgical
suture is likely to cause tearing in the tissue, there should be support under the suture. Various surgi-
cal suturing procedures such as vascular closure, septal repair, cardiac muscle closure, liver repair and
valve suturing.

A system has been established and monitored to track recalls and adverse events of equiva-
lent/similar devices.

This clinical evaluation confirmed compliance with the General Safety and Performance Require-
ments in MDR 2017/745.

All data support that PTFE Felt, Pledget, Strip products perform acceptably and as expected, with no
safety concerns noted and the overall residual risk being acceptable when weighed against the bene-
fits to the patient.

Devam Eden Veya Planlanan Piyasaya Arz Sonrasi Klinik Takip: MDR Ek XIV Kisim B dogrultusunda,
cihazin beklenen kullanim émri siiresince glvenliligini ve performansini teyit etmek, tanimlanmis
risklerin stirekli kabul edilebilirligini saglamak ve gergek kanitlara dayanarak yeni ortaya ¢ikan riskleri
tespit etmek amaciyla, CE isareti tasiyan ve ilgili uygunluk degerlendirme prosediriinde belirtildigi se-
kilde kullanim amaci dahilinde piyasaya arz edilen veya hizmete sunulan bir cihazin insan viicudu lze-
rinde veya icerisinde kullanimindan elde edilen klinik verileri proaktif olarak toplama amaciyla MDCG
2020-7 ve MDCG 2020-8 Kilavuzlarina uygun olarak olusturulan Protokol ve Plan dogrultusunda PMCF
calismasi gerceklestiriimektedir.
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5.5. Ongoing or Planned Post-Market Clinical Follow-up: In accordance with MDR Annex XIV Part B,
CE-marked and In accordance with the MDCG 2020-7 and MDCG 2020-8 Guidelines, for the purpose
of proactively collecting clinical data obtained from the use on or within the human body of a device
placed on the market or put into service within its intended use, as specified in the relevant confor-
mity assessment procedure. PMCF work is carried out in line with the Protocol and Plan created in
accordance with the plan.

6. OLASI TANI VEYA TEDAVi ALTERNATIFLERI / POSSIBLE DIAGNOSIS OR TREATMENT ALTERNATIVES
Urtinimiiz siitiir hattinin desteklenmesi amaciyla kullanilmaktadir. Uriiniimiiz PTFE’den olusmaktadir.
Alternatif hammadde olarak Dacron kullanilan yayinlara literatiir taramasi ile ulagilabilmektedir. Ayni
zamanda alternatif olarak yapistiricilar (bioglue)’'in PTFE Felt-Strip-Pledget ile karsilastirilmasina dair ya-
yinlar bulunmaktadir. Genel olarak yapistiricilarin farkli risklere yol agtigi gérilebilmektedir.

Our product is used to support the suture line. Our product consists of PTFE. Publications using Dacron
as an alternative raw material can be accessed through literature review. There are also publications
comparing alternative adhesives (bioglue) with PTFE Felt-Strip-Pledget. In general, it can be seen that
adhesives cause different risks.

7. ONERILEN KULLANICI PROFiLi VE EGIiTiM / RECOMMENDED USER PROFILE AND TRAINING

Cihaz, yalnizca sistemin cerrahi ve operasyon sonrasi prosedirlerinden tam olarak sorumlu olan ve olasi
sorunlari ydnetebilecek bir doktor tarafindan uygulanabilir. Her hasta icin PTFE Felt uygulama alaninin,
kalinhiginin ve boyutunun dogru segilmesi prosediiriin basariyla uygulanmasi agisindan son derece 6nem-
lidir. Bu nedenle cihaz, saghk uzmani / doktor (operator cerrah) tarafindan kullaniimalidir.

The device can only be applied by a doctor who is fully responsible for the surgical and post-operative
procedures of the system and can manage any possible problems. Correct selection of PTFE Felt applica-
tion area, thickness and size for each patient is extremely important for the successful implementation
of the procedure. Therefore, the device must be used by a healthcare professional / doctor (operating
surgeon).

8. UYGULANAN UYUMLASTIRILMIS STANDARTLARA VE ORTAK SPESIFIKASYONLARA (CS) REFERANS
REFERENCE TO APPLIED HARMONIZED STANDARDS AND COMMON SPECIFICATIONS (CS)

Sira No Dokiiman No Dokiiman Adi
Sequence
No Document No Document Name

1) EN ISO 13485:2016/A11 | Medical devices - Quality management systems

2) EN ISO 14971:2019/A11 | Medical devices - Application of risk management to medical devices

3) EN 1SO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk mana-
gement process

a) EN 1SO 10993-3 Biological 'evalua.tlFm of medical devices - Part 3: Tests for genotoxicity, carcinogenicity and
reproductive toxicity

5) EN ISO 10993-5 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

6) EN ISO 10993-4 Biological evaluation of medical devices - Part 4: Selection of tests for interactions with blood

7) EN ISO 10993-6 Biological evaluation of medical devices - Part 6: Tests for local effects after implantation
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EN ISO 10993- . . . . . . - .

8) 7+2008/A1 Biological evaluation of medical devices -- Part 7: Ethylene oxide sterilization residuals

9) EN ISO 10993-10 Biological evaluation of medical devices -- Part 10: Tests for irritation and skin sensitization

10) EN ISO 10993-11 Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

11) EN 1SO 10993-12 :ll;)loglcal evaluation of medical devices - Part 12: Sample preparation and reference materi-

12) EN 1SO 10993-17 Biological evaluation of medical devices — Part 17: Establishment of allowable limits for
leachable substances

13) EN ISO 10993-18 Bllologlcal e.zvalua'tlcfn of 'medlcal devices - Part 18: Chemical characterization of medical de-
vice materials within a risk management process

14) EN 15223-1 Tibbi Cihazlarin Etiketlenmesinde Kullanilan Semboller

15) EN 62366-1:2015/A1 | Medical devices - Part 1: Application of usability engineering to medical devices

16) EN ISO 20417 Medical devices - Information to be supplied by the manufacturer

17) EN ISO 11607-1 !Dackagl'ng for terminally SterI|I.ZGd medical devices - Part 1: Requirements for materials, ster-
ile barrier systems and packaging systems

18) EN 1SO 11607-2 !Dackaglr?g for terminally sterilized medical devices - Part 2: Validation requirements for form-
ing, sealing and assembly processes
Packaging for terminally sterilized medical devices - Part 5: Sealable pouches and reels of

19) EN 865-5 . e . .
porous materials and plastic film construction - Requirements and test methods
Sterilization of health care products - General requirements for characterization of a steriliz-

20) EN ISO 14937 ing agent and the development, validation and routine control of a sterilization process for
medical devices

21) EN ISO 11138-2 Sterlllzatlon'of heal'th ca're products - Biological indicators - Part 2: Biological indicators for
ethylene oxide sterilization processes

22) EN 1SO 11737-1 Ste.rlllzatlorj of medu‘:al devices - Microbiological methods - Part 1: Determination of a popu-
lation of microorganisms on products

23) EN 1SO 11737-2 SterlllzaFlon of me?d'lc.al deV|c.es - Mlcroblolgglcal methods - Pa.rF 2: Tests of sterility per-
formed in the definition, validation and maintenance of a sterilization process

24) EN 1SO 14644-1 Cleanrc?oms and assoqated controlled environments - Part 1: Classification of air cleanliness
by particle concentration

25) EN ISO 14644-2 Cleanrooms and associated controlled enwror?ments - Part 2: Mon.ltorlng to prow.de evi-
dence of cleanroom performance related to air cleanliness by particle concentration

26) EN ISO 14644-3 Cleanrooms and associated controlled environments - Part 3: Test methods

27) EN 1SO 14644-4 Elsanrooms and associated controlled environments - Part 4: Design, construction and start-

28) EN ISO 14644-5 Cleanrooms and associated controlled environments - Part 5: Operations

29) EN ISO 14644-7 Cleanrooms and ass.ouated control.lef:l en\{lronments — Part 7: Separative devices (clean air
hoods, gloveboxes, isolators and mini-environments)

30) EN ISO 14644-8 Cleanrooms a.nd associated <.:ontrolled environments — Part 8: Classification of air cleanli-
ness by chemical concentration (ACC)

31) EN 17141 Cleanrooms and associated controlled environments - Biocontamination control

32) EN1SO 11140-1 Sterilization of health care products - Chemical indicators - Part 1: General requirements

33) TS EN 556-1 Sterilisation of medical devices - Requirements for medical devices to be designated "Sterile"
- Part 1: Requirements for terminally sterilised medical devices

34) EN ISO 11135:2014/A1 | Sterilization of health-care products - Ethylene oxide - Requirements for the development,
validation and routine control of a sterilization process for medical devices

35) EN ISO 14630 Non-active surgical implants - General requirements

36) ASTM F 1980 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices

37) ASTM D5729 Standard Test Method for Thickness of Nonwoven Fabrics

38) ASTM D3776 Standard Test Methods for Mass Per Unit Area (Weight) of Fabric

39) ASTM D5034 Standard Test Method for Breaking Strength and Elongation of Textile Fabrics (Grab Test)
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Standard Test Method for Bursting Strength of Textile Fabrics—Diaphragm Bursting Strength

40) ASTM D3786 Tester Method

SSCP Rev. Revizyon OK Tarafindan Gegerli Kilinan

No Tarihi Degisiklik Agiklamasi :
SSCP Rev | Revision Description of Change HRULE)
No Date Revision Validated by NB

|:| Evet

Gegerli Kilinan Dil:

|:|Hay|r

|:| Evet

Gegerli Kilinan Dil:

|:|Hay|r

Cihazin guvenlilik ve klinik performansinin hastalara yonelik 6zeti asagida verilmistir.

A summary of the safety and clinical performance of the device for patients is provided below.

GUVENLILIK VE KLiNiK PERFORMANS OZETi/SSCP
SUMMARY OF SAFETY AND CLINICAL PERFORMANCE/SSCP

Dokiiman Revizyonu / Document Revision: 00
Diizenlenme Tarihi / Issue Date: 25.04.2024

Bu giivenlilik ve klinik performans 6zeti (SSCP), cihazin giivenliliginin ve klinik performansinin temel yon-
lerinin glincellenmis bir 6zetine kamunun erigimini saglamayi amaglamaktadir. Asagida sunulan bilgiler
hastalar veya meslekten olmayan kisilere yoneliktir. Saglik profesyonelleri icin hazirlanan, cihazin giiven-
lilik ve klinik performansinin daha kapsamli bir 6zeti, bu dokiimanin ilk bélimiinde yer almaktadir.

SSCP, tibbi bir durumun tedavisi hakkinda genel tavsiyeler vermeyi amaglamamaktadir. Tibbi durumunuz
hakkinda veya cihazin durumunuzda kullanimi hakkinda sorulariniz olmasi durumunda liitfen saglik pro-
fesyoneliniz ile iletisime gecin. Bu SSCP, cihazin glivenli kullanimi hakkinda bilgi vermek Gzere, bir imp-
lant karti veya kullanim talimatlarinin yerini almak lizere tasarlanmamistir.

This summary of safety and clinical performance (SSCP) aims to provide public access to an updated
summary of key aspects of the safety and clinical performance of the device. The information presented
below is intended for patients or laypeople. A more comprehensive summary of the safety and clinical
performance of the device for healthcare professionals is included in the first section of this document.
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SSCP is not intended to give general advice about treating a medical condition. If you have guestions
about your medical condition or the use of the device in your condition, please contact your healthcare
professional. This SSCP is not intended to replace an implant card or instructions for use to provide in-
formation on the safe use of the device.

CiIHAZ KiMLIiGI VE GENEL BILGILER

Cihazin Ticari Adi: PTFE TEFLON FELT-PLEDGET-STRIP

imalatgi Adi ve Adresi: GEMED Saglk Uriinleri Sanayi Ve Ticaret Ltd. Sti. - Hiirriyet, Adnan Kahveci Cd.
No:27/B, 34876 Kartal/ istanbul/ TURKIYE

Temel UDI-DI: 869907384TD0O1FQH

Cihaza CE isaretinin ilk Verildigi Yil: Uriin ilk CE sertifikasini 02.02.2014 tarihinde 2195 — kodlu Onayl
Kurulustan 93/42/EEC’ ye uygun olarak almistir.

1. DEVICE IDENTIFICATION AND GENERAL INFORMATION

Trade Name of the Device: PTFE TEFLON FELT-PLEDGET-STRIP

Manufacturer Name and Address: GEMED Saglik Uriinleri Sanayi Ve Ticaret Ltd. Ltd. - Hiirriyet, Adnan
Kahveci Cd. No:27/B, 34876 Kartal/ Istanbul/ Tlrkiye

Basic UDI-DI: 869907384TDO1FQH

Year in which the CE Mark was first given to the device: The product received its first CE certificate in
accordance with 93/42/EEC from the Approved Body coded 2195 on 02.02.2014.

CiHAZIN KULLANIM AMACI

Kullanim Amaci: PTFE (Politetrafloroetilen) Felt, Pledget, Strip; kalp ve damar cerrahisi dahil bir¢ok
cerrahi uygulama-da 6zellikle siitlir hatti destek materyali olarak ve doku destek - tamir materyali olarak
kullanilmakta ve sitilir hattinda dokunun yirtilmasini 6nleyerek, tedaviye yardimci olmak amaciyla kulla-
nilmaktadir.

Felt; Doku onariminda siitlr hatti ile beraber doku destek materyali olarak kullanilmaktadir.

Strip; Doku onariminda siitlir hatti ile beraber doku destek materyali olarak kullaniimaktadir.

Pledget; Doku onariminda sutir hatti ile beraber doku destek materyali olarak kullanilmaktadir.

PTFE (Politetrafloroetilen) Felt birgok cerrahi uygulamada 6zellikle sttir hatti destek materyali ola-rak
kullaniilmakta ve dokunun yirtilmasini 6nlemektedir.

Felt, Strip ve Pledget ayni malzemeden yapilmis olup hepsi Felt Girlin grubuna dahil edilmistir. Aralarinda
sadece Olcl farki vardir. Operasyonu gerceklestirecek hekimin secenegine ve kullanim amacina gore
Urlinlerin sadece 6lclisli degismektedir.

Endikasyonlari Ve Hedef Hasta Gruplari: Kalp ve damar cerrahisi dahil bir¢ok cerrahi uygulamada
Ozellikle stitlir hatti destek materyali ve doku destek - tamir materyali olarak kullanilmasi ve sitir hat-
tinda dokunun yirtilmasinin édnlenmesi. Ameliyat dikisinin dokuda yirtilmaya neden olmasi olasiliginin
bulundugu durumlarda, dikis yerinin altinda destek olmasi. Damarsal kapama, septal onarim, kalp kasi
kapama, karaciger onarimi ve kapakgik dikimi gibi gesitli cerrahi dikim islemleri.

Cerrahi dikis islemleri sirasinda emici olmayan doku korumasi saglamak igin cerrahi miidahalede ve 6zel-
likle situr hatti operasyonlarda destek materyali olarak kullanilmasi gereken hastalarda kullanil-
maktadir. Kalp cerrahisi de dahil olmak lzere cerrahi midahaleler gerektiren ve dikis hattina destek ma-
teryali gerektiren hastalardir. Kadin veya erkek hastalarda kullanim amacina uygun olarak kullanila-bilir.
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o Kontraendikasyonlari: PTFE karsi aleriji

1. INTENDED USE OF THE DEVICE

o Intended Use: PTFE (Polytetrafluoroethylene) Felt, Pledget, Strip; is used in many surgical

applications, including cardiovascular surgery, especially as a suture line support material and

tissue support - repair material, and is used to help treatment by preventing tissue tearing in
the suture line.

Felt; is used as a tissue support material together with the suture line in tissue repair.

Strip; is used as a tissue support material together with the suture line in tissue repair.

Pledget; is used as a tissue support material together with the suture line in tissue repair.

PTFE (Polytetrafluoroethylene) Felt is used in many surgical applications especially as a suture

line support material and prevents tissue tearing.

o Felt, Strip and Pledget are made of the same material and are all included in the Felt product
group. There is only a difference in size between them. Only the size of the products changes
according to the option of the physician who will perform the operation and the purpose of
use.

o Indications and Target Patient Groups: In many surgical applications including cardiovascular
surgery, it is used especially as suture line support material and tissue support - repair mate-
rial and prevents tissue tearing in the suture line. In cases where there is a possibility of sur-
gical suture causing tissue tearing, it provides support under the suture site. Various surgical
suture procedures such as vascular closure, septal repair, heart muscle closure, liver repair
and valve suture.

o Itis used in patients who need to use it as a support material in surgical interventions and
especially in suture line operations to provide non-absorbent tissue protection during surgi-
cal suture procedures. These are patients who require surgical interventions including cardiac
surgery and who require support material for the suture line. It can be used in women or
men according to the intended use.

o Contraindications: Allergy to PTFE

O O O O

3. CiHAZ ACIKLAMASI

o Cihaz Agiklamasi Ve Hasta Dokulariyla Temas Eden Materyal/Maddeler: PTFE (Politetrafloroetilen) Felt,
Pledget, Strip; kalp ve damar cerrahisi dahil bircok cerrahi uygulama-da 6zellikle siitiir hatti destek ma-
teryali olarak ve doku destek - tamir materyali olarak kullanilmakta ve sitir hattinda dokunun yirtilma-
sini 6nleyerek, tedaviye yardimci olmak amaciyla kullaniimaktadir.
Felt; Doku onariminda sitlr hatti ile beraber doku destek materyali olarak kullanilmaktadir.
Strip; Doku onariminda siitlir hatti ile beraber doku destek materyali olarak kullanilmaktadir.
Pledget; Doku onariminda sutir hatti ile beraber doku destek materyali olarak kullanilmaktadir.
PTFE (Politetrafloroetilen) Felt bircok cerrahi uygulamada 6zellikle sitilr hatti destek materyali ola-rak
kullanilmakta ve dokunun yirtilmasini 6nlemektedir.
Felt, Strip ve Pledget ayni malzemeden yapilmis olup hepsi Felt tiriin grubuna dahil edilmistir. Aralarinda
sadece Olcl farki vardir. Operasyonu gerceklestirecek hekimin secenegine ve kullanim amacina goére
Urlinlerin sadece 6lclisii degismektedir.
Uriiniin tamami kalp ile temas etmekte ve hastanin yasam émrii boyunca hasta viicudunda kalmaktadir.
Bu dogrultuda biyolojik degerlendirme genel aciklamalari mevcuttur.

o Varsa Cihazdaki Tibbi Uriinler Hakkinda Bilgi: --
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o Cihazin Amaglanan Etki Mekanizmasina Nasil Ulastiginin Agiklamasi: PTFE (Politetrafloroetilen) Felt

bircok cerrahi uygulamada sitir hatti destek materyali olarak kullanilmakta ve dokunun yirtilmasini 6n-
lemektedir. Ameliyat dikisinin dokuda yirtilmaya neden olmasi olasiliginin bulundugu durumlarda, dikis
yerinin altinda destek olur. Uriin belirtilen etkiyi gésterirken herhangi bir kimyasal veya biyolojik tepkime
sonucu gostermemektedir. Dolayisiyla implantasyonun gerceklesmesiyle birlikte kullanim amacina uy-
gun olarak fiziksel olarak etki gbstermektedir.

Varsa Aksesuarlarin Agiklamasi: Cihaz tek kullanimlik, steril ambalajda piyasaya arz edilmekte olup,
aksesuari bulunmamaktadir.

3. DEVICE DESCRIPTION

o Device Description and Materials/Substances in Contact with Patient Tissues: PTFE (Polytet-
rafluoroethylene) Felt, Pledget, Strip; It is used in many surgical applications including cardio-
vascular surgery, especially as suture line support material and tissue support - repair mate-
rial and is used to help treatment by preventing tissue tearing in the suture line.

Felt; It is used as tissue support material together with suture line in tissue repair.

Strip; It is used as tissue support material together with suture line in tissue repair.

Pledget; It is used as tissue support material together with suture line in tissue repair.

PTFE (Polytetrafluoroethylene) Felt is used in many surgical applications especially as suture

line support material and prevents tissue tearing.

o Felt, Strip and Pledget are made of the same material and are all included in the Felt product
group. There is only a difference in size between them. Only the size of the products changes
according to the choice of the physician who will perform the operation and the purpose of
use.

o The entire product comes into contact with the heart and remains in the patient's body for
the patient's life. In this direction, there are general explanations of biological evaluation.

o Information about Medical Products in the Device, if any: --

o Explanation of How the Device Achieves Its Intended Effect Mechanism: PTFE (Polytetrafluo-
roethylene) Felt is used as a suture line support material in many surgical applications and
prevents tissue tearing. In cases where there is a possibility that the surgical suture will cause
tissue tearing, it provides support under the suture. While the product shows the specified
effect, it does not show any chemical or biological reaction results. Therefore, it physically
acts in accordance with the purpose of use with the implantation.

o Explanation of Accessories, if any: The device is offered to the market in single-use, sterile
packaging and does not have any accessories.

O O O O

RISKLER VE UYARILAR

Cihazla veya kullanimiyla ilgili yan etkiler yasadiginizi diistinlyorsaniz veya risklerden endise ediyorsaniz
saglik profesyonelinizle iletisime gecin. Bu dokiiman, gerek duyuldugunda saglik profesyonelinize danis-
manin yerini almasi amaclanmamistir.

Potansiyel Risklerin Nasil Kontrol Edildigi Veya Yonetildigi:

Artik Riskler Ve istenmeyen Etkiler: Uriin, PTFE alerjisi olan hastalarda uygulandiginda alerjik etki
gosterebilir. Herhangi bir cerrahi operasyonda yasanabilecek enfeksiyon durumu meydana gelebilir.
Uyarilar Ve Onlemler:
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e Uriin sterilizasyon poseti mutlaka operasyonun hemen éncesinde steril ortam olan ameliyatha-
nede agilmali ve uygulamada kullanicidan kaynakli kontaminasyonlari engellemek igin giplak elle
kullanilmamahdir.

e Uriin sadece ilgili ameliyatlarda uzman cerrahlar tarafindan kullanilmalidir.

e Operasyonda kullanilacak triin ebadi operasyonu gerceklestirecek olan cerrahin verecegi karara
bagh olarak degisebilir.

e Farkli bir ebat gerektiginde kullanmak tizere cerrah yaninda degisik ebatlarda PTFE Felt bulun-
durmalidir.

e Kullanmadan 6nce urinin sterilligi agisindan paketinin zarar gorip gormedigi kontrol edilmeli-dir.

e Uriiniin herhangi bir obje ile temasindan kacginiimalidir.

e Hangi sartlar altinda olursa olsun Urin tekrar kullanilmamahdir.

e Direkt glines 15181 almayan ortamlarda tagsinmali ve muhafaza edilmelidir.

e Uriin kullanilmadan énce kullanim kilavuzu dikkatlice okunmalidir.

e Yirtik ve zarar gormus ambalajli Grinler steril degildir ve kullanilmamalidir.

e Tasima ve depolama paketlerin zarar gormeyecegi sekilde yapilmalidir.

e Kutularin Gzerine agir malzeme konmamalidir.

e Son kullanma tarihi gegmis Grtnler kullaniimamalidir.

e Bu Urln higbir sart altinda tekrar steril edilmemelidir.

e Satin alici tarafindan Grindn tamami veya kullanimdan geriye kalani tekrar steril edilmemelidir.

e Bunaragmen Urun tekrar steril edildiginde uretici ve tedarikgi higbir sorumluluk kabul etmez.

e Uriin kullanimi sirasinda riinde yabanci madde varsa ve kullanilirsa hasta icin enfeksiyon, toksik
etkiye sebep olur. Uriinde yabanci madde varsa tiriin kullanilmamalidir.

e Kullanim sirasinda lrlinde bozulma gorilirse ve bu Uriin kullanilirsa, Griinden beklenen perfor-
mans alinamaz. Tedavinin uzamasina sebep olur. Bozulma olmusg trunler kullanilmamahdir.

e Uriin kullanimi sirasinda gii¢ uygulanir ve iiriinde bozulma olup kullanimi gergeklesirse (iriiniin
beklenen performansi ortaya koymasi beklenemez. Uriine gii¢ uygulanmamali, bozulmamalidir.

e Felt daha kiiglk pargalara kesilirken Felt liflerinin diizglin bir sekilde kesildiginden ve gekilerek ay-
rilmadigindan emin olmak i¢in keskin bir kesici cihaz (bisturi) veya keskin bicaklara sahip ma-kaslar
kullanmak énemlidir.

e PTFE UrUnlerini 550 F (260 C) dereceden daha ylksek derecelere maruz birakmayiniz. PTFE yik-sek
1si derecelerinde ayrisir ve ylksek toksik ayrisim maddeleri olusturur.

e Uriinlerin kullanilmayan kismi tibbi atik kutusuna atilmalidir.

o Varsa Saha Givenligi Diizeltici Faaliyetinin Ozeti (FSN Dahil FSCA): Mevcut degil.

4. RISKS AND WARNINGS

If you have any concerns about side effects or risks related to the device or its use, contact your health-
care professional. This document is not intended to replace consulting your healthcare professional
when necessary.

o How Potential Risks Are Controlled or Managed:

o Residual Risks and Unwanted Effects: The product may have an allergic effect when applied to patients
with PTFE allergy. Infections that may occur in any surgical operation may occur.

o Warnings and Precautions:

Hazirlayan: Onaylayan:
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e The product sterilization bag must be opened immediately before the operation in a sterile operating
room and should not be used with bare hands to prevent contamination from the user.

e The product should only be used by surgeons who are experts in the relevant operations.

e The product size to be used in the operation may vary depending on the decision of the surgeon who
will perform the operation.

 The surgeon should have PTFE Felt in different sizes with him/her in case a different size is required.
e Before use, the product should be checked for damage to its packaging in terms of sterility.

e The product should not come into contact with any object.

e The product should not be reused under any circumstances.

e It should be transported and stored in environments that are not exposed to direct sunlight.
e The user manual should be read carefully before using the product.

® Products with torn and damaged packages are not sterile and should not be used.

e Transportation and storage should be done in a way that the packages will not be damaged.
* Heavy materials should not be placed on the boxes.

® Products that have expired should not be used.

e This product should not be re-sterilized under any circumstances.

* The entire product or the remaining product should not be re-sterilized by the purchaser.

e Despite this, the manufacturer and supplier assume no responsibility when the product is re-sterilized.

e If there is a foreign substance in the product during use and it is used, it will cause infection and toxic
effects for the patient. The product should not be used if there is a foreign substance in the product.

e If the product is deteriorated during use and this product is used, the expected performance cannot be
obtained from the product. It causes the treatment to be prolonged. Deteriorated products should not
be used.

e If force is applied during product use and the product deteriorates and is used, the product cannot be
expected to perform as expected. Force should not be applied to the product, it should not deteriorate.

e When cutting felt into smaller pieces, it is important to use a sharp cutting tool (scalpel) or scissors
with sharp blades to ensure that the felt fibers are cut properly and not pulled apart.
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DosumentNo  |RP.18.03

GUVENLILIK VE KLiNiK PERFORMANS Yayin Tarihi

OZETi RAPORU - SSCP Publication Date | 16-022022

SAFETY AND CLINICAL PERFORMANCE Revizyon No 00

Revision No
SUMMARY REPORT - SSCP - —

Revizyon Tarihi _
Revision Date

e Do not expose PTFE products to temperatures greater than 550 degrees F (260 degrees C). PTFE de-
composes at high temperatures and forms highly toxic decomposition products.

e Unused product should be disposed of in a medical waste container.

o Summary of Field Safety Corrective Action (FSCA Including FSN), if applicable: Not available.

KLINiIK DEGERLENDIRME OZETi VE PIYASAYA ARZ SONRASI KLINiK TAKiP
Cihazin Klinik Gegmisi:
Urtinimiiz uzun yillardir piyasada bulunmaktadir. Yine bizim disimizda bir ¢cok iiretici tarafindan ayni
ozellik ve hammadde’de Urlinler uzun yillardir operasyonlarda kullanilmaktadir. PTFE (Politetrafloroe-
tilen) Felt, Pledget, Strip; kalp ve damar cerrahisi dahil bir¢ok cerrahi uygulama-da 6zellikle sttiir hatti
destek materyali olarak ve doku destek - tamir materyali olarak kullanilmakta ve sttir hattinda doku-
nun yirtilmasini 6nleyerek, tedaviye yardimci olmak amaciyla kullaniimaktadir. Endikasyonlar; Kalp ve
damar cerrahisi dahil birgok cerrahi uygulamada 6zellikle stitiir hatti destek materyali ve doku destek
- tamir materyali olarak kullanilmasi ve sitlr hattinda dokunun yirtilmasinin énlenmesi. Ameliyat di-
kisinin dokuda yirtilmaya neden olmasi olasiliginin bulundugu durumlarda, dikis yerinin altinda destek
olmasi. Damarsal kapama, septal onarim, kalp kasi kapama, karaciger onarimi ve kapakgik dikimi gibi
cesitli cerrahi dikim islemleri.
Esdeger/benzer cihazlara ait geri ¢agirma ve olumsuz olay durumlari takip etmek igin sistem kurulmus
olup izlenmektedir.
Bu klinik degerlendirme, MDR 2017/745'te verilen Genel Glivenlik ve Performans Gereksinimlerine
uygunlugu dogrulamistir.
Tum veriler, PTFE Felt, Pledget, Strip trlnlerinin kabul edilebilir bir sekilde ve beklendigi gibi perfor-
mans gosterdigini ve herhangi bir glivenlik sorunu kaydedilmedigini ve hastaya saglanan faydalara
karsi tartildiginda genel artik riskin kabul edilebilir oldugunu desteklemektedir.
CE isareti igin Klinik Kanit:
PTFE (Politetrafloroetilen) Felt, Pledget, Strip; kalp ve damar cerrahisi dahil bircok cerrahi uygulama-
da 6zellikle sttiir hatti destek materyali olarak ve doku destek - tamir materyali olarak kullaniimakta
ve sutir hattinda dokunun yirtilmasini dnleyerek, tedaviye yardimci olmak amaciyla kullaniimaktadir.
Endikasyonlar; Kalp ve damar cerrahisi dahil birgok cerrahi uygulamada 6zellikle stitiir hatti destek
materyali ve doku destek - tamir materyali olarak kullanilmasi ve sttlr hattinda dokunun yirtilmasinin
onlenmesi. Ameliyat dikisinin dokuda yirtilmaya neden olmasi olasiliginin bulundugu durumlarda, di-
kis yerinin altinda destek olmasi. Damarsal kapama, septal onarim, kalp kasi kapama, karaciger ona-
rimi ve kapakgik dikimi gibi ¢esitli cerrahi dikim islemleri.
Esdeger/benzer cihazlara ait geri ¢agirma ve olumsuz olay durumlari takip etmek igin sistem kurulmus
olup izlenmektedir.
Bu klinik degerlendirme, MDR 2017/745'te verilen Genel Glivenlik ve Performans Gereksinimlerine
uygunlugu dogrulamistir.
Tum veriler, PTFE Felt, Pledget, Strip trlnlerinin kabul edilebilir bir sekilde ve beklendigi gibi perfor-
mans gosterdigini ve herhangi bir glivenlik sorunu kaydedilmedigini ve hastaya saglanan faydalara
karsi tartildiginda genel artik riskin kabul edilebilir oldugunu desteklemektedir.
Guvenlilik:
Urtinimiiz uzun yillardir piyasada bulunmaktadir. Yine bizim disimizda bir ¢cok iiretici tarafindan ayni
ozellik ve hammadde’de Urlinler uzun yillardir operasyonlarda kullanilmaktadir. PTFE (Politetrafloroe-
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tilen) Felt, Pledget, Strip; kalp ve damar cerrahisi dahil bircok cerrahi uygulama-da 6zellikle sttir hatt
destek materyali olarak ve doku destek - tamir materyali olarak kullanilmakta ve sttir hattinda doku-
nun yirtilmasini 6nleyerek, tedaviye yardimci olmak amaciyla kullaniimaktadir. Endikasyonlar; Kalp ve
damar cerrahisi dahil bircok cerrahi uygulamada 6zellikle shtiir hatti destek materyali ve doku destek
- tamir materyali olarak kullanilmasi ve sitlr hattinda dokunun yirtilmasinin énlenmesi. Ameliyat di-
kisinin dokuda yirtilmaya neden olmasi olasiliginin bulundugu durumlarda, dikis yerinin altinda destek
olmasi. Damarsal kapama, septal onarim, kalp kasi kapama, karaciger onarimi ve kapakgik dikimi gibi
cesitli cerrahi dikim islemleri.
Esdeger/benzer cihazlara ait geri ¢cagirma ve olumsuz olay durumlari takip etmek igin sistem kurulmus
olup izlenmektedir.
Bu klinik degerlendirme, MDR 2017/745'te verilen Genel Glivenlik ve Performans Gereksinimlerine
uygunlugu dogrulamistir.
o Tum veriler, PTFE Felt, Pledget, Strip Grlnlerinin kabul edilebilir bir sekilde ve beklendigi gibi performans
gosterdigini ve herhangi bir giivenlik sorunu kaydedilmedigini ve hastaya saglanan faydalara karsi tartil-
diginda genel artik riskin kabul edilebilir oldugunu desteklemektedir.

5. CLINICAL EVALUATION SUMMARY AND CLINICAL FOLLOW-UP AFTER MARKETING

Clinical History of the Device:

Our product has been on the market for many years. Again, products with the same features and raw
materials have been used in operations for many years by many manufacturers other than us. PTFE
(Polytetrafluoroethylene) Felt, Pledget, Strip; It is used in many surgical applications including cardiovas-
cular surgery, especially as suture line support material and tissue support - repair material and is used
to help treatment by preventing tissue tearing in the suture line. Indications; It is used in many surgical
applications including cardiovascular surgery, especially as suture line support material and tissue sup-
port - repair material and to prevent tissue tearing in the suture line. In cases where there is a possibility
that the surgical suture will cause tissue tearing, support under the suture site. Various surgical suture
procedures such as vascular closure, septal repair, heart muscle closure, liver repair and valve suture. A
system has been established and is being monitored to track recalls and adverse events of equiva-
lent/similar devices.

This clinical evaluation has confirmed compliance with the General Safety and Performance Require-
ments given in MDR 2017/745.

All data support that PTFE Felt, Pledget, Strip products perform acceptably and as expected, no safety
issues have been noted and the overall residual risk is acceptable when weighed against the benefits to
the patient.

Clinical Evidence for CE Marking:

PTFE (Polytetrafluoroethylene) Felt, Pledget, Strip; is used in many surgical applications including cardio-
vascular surgery, especially as a suture line support material and tissue support - repair material and is
used to prevent tissue tearing at the suture line and to assist treatment. Indications; It is used in many
surgical applications including cardiovascular surgery, especially as a suture line support material and
tissue support - repair material and to prevent tissue tearing at the suture line. Support under the sutu-
re site in cases where there is a possibility of tissue tearing due to surgical suture. Various surgical sutu-
re procedures such as vascular closure, septal repair, cardiac muscle closure, liver repair and valve sutu-
re.
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A system has been established and is being monitored to track recalls and adverse events related to
equivalent/similar devices.

This clinical evaluation has confirmed compliance with the General Safety and Performance Require-
ments given in MDR 2017/745.

All data support that PTFE Felt, Pledget, Strip products perform acceptably and as expected, no safety
issues have been noted and the overall residual risk is acceptable when weighed against the benefits
provided to the patient.

Safety:

Our product has been on the market for many years. Again, products with the same properties and raw
materials have been used in operations by many manufacturers other than us for many years. PTFE
(Polytetrafluoroethylene) Felt, Pledget, Strip; It is used in many surgical applications, including cardio-
vascular surgery, especially as a suture line support material and tissue support - repair material, and is
used to help treatment by preventing tissue tearing in the suture line. Indications; It is used in many
surgical applications, including cardiovascular surgery, especially as a suture line support material and
tissue support - repair material, and to prevent tissue tearing in the suture line. In cases where there is a
possibility that the surgical suture will cause tissue tearing, support under the suture site. Various surgi-
cal suture procedures such as vascular closure, septal repair, heart muscle closure, liver repair and valve
suture.

A system has been established and is being monitored to track recalls and adverse events related to
equivalent/similar devices.

This clinical evaluation has confirmed compliance with the General Safety and Performance Require-
ments given in MDR 2017/745.

o All data support that PTFE Felt, Pledget, Strip products perform acceptably and as expected with no
safety issues noted and the overall residual risk is acceptable when weighed against the benefits to the
patient.

OLASI TANI VEYA TEDAVI ALTERNATIFLERI
Alternatif tedaviler g6z 6niine alindiginda, bireysel durumunuzu dikkate alabilecek olan saglik profesyo-
nelinize bagvurmaniz énerilir.

Tedavi Alternatiflerinin Genel Tanimi: Uriiniimiiz siitiir hattinin desteklenmesi amaciyla kullaniimaktadir.
Urtinimiiz PTFE’den olusmaktadir. Alternatif hammadde olarak Dacron kullanilan yayinlara literatiir ta-
ramasi ile ulasilabilmektedir. Ayni zamanda alternatif olarak yapistiricilar (bioglue)’in PTFE Felt-Strip-
Pledget ile karsilastiriimasina dair yayinlar bulunmaktadir. Genel olarak yapistiricilarin farkl risklere yol
actigi gorilebilmektedir.

6. POSSIBLE DIAGNOSIS OR TREATMENT ALTERNATIVES
When considering alternative treatments, it is recommended that you consult your healthcare professi-
onal who can take your individual situation into consideration.

o General Description of Treatment Alternatives: Our product is used to support the suture line. Our
product consists of PTFE. Publications using Dacron as an alternative raw material can be found by lite-
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rature search. There are also publications comparing alternative adhesives (bioglue) with PTFE Felt-
Strip-Pledget. In general, it can be seen that adhesives cause different risks.

KULLANICILAR iCiN ONERILEN EGITIM
RECOMMENDED TRAINING FOR USERS

Uriinler saghk profesyonelleri tarafindan kullanilmaktadir. Hasta tarafindan iiriiniin kullaniimasi miim-
kin degildir.
The products are used by healthcare professionals. It is not possible for the patient to use the product.
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