GUCLENDIRILMiS SUTURLU BiYOKOMPOZIT ANKOR
KULLANIM KILAVUZU

Aciklama
Glclendirilmis ~ Suturld  Biyokompozit  Ankorlar
yumusak doku (baglar, tendonlar), eklemlerde bag
tendon tamirleri ve/veya kas yirtitmalari icin kullanilir,
kas veya yumusak doku kemiginin entegrasyonunu
saglar. Giclendirilmis Sitirli Biyokompozit Ankor'un
materyali TCP30PLGA biyokompozit bir malzemeden
olusmaktadir.

Glclendirilmis Sutirli Biyokompozit Ankor Sinif Il
tibbi cihaz olup, bir ilac degildir. Govdelerinin icindeki
baglanti noktasi etrafindan donerek cikan, asagidaki
rlin tablosunda verilen driinlere ait guclendirilmis
(UHMWPE) siitiirlere (iplere) sahiptir. Bankas isimli
ankor vidalanabilir ve cakilabilir; Pentas ve Basat isimli
ankorlar vidalanabilir 6zelliktedir.

Uriin 6lciileri asagidaki tabloda verilmistir,

Uriin Adi

Bankas @2.34mm x L10mm
Bankas 02.95mm x L12mm

Siitiir Bilgisi
0.40 mm Beyaz
0.40 mm Beyaz + 0.40 mm Kircilli Siyah

Pentas @5.5mm x L16mm  0.55 mm Beyaz + 0.55 mm Kircilli Mavi
Pentas @6.5mm xL16mm  0.55 mm Beyaz + 0.55 mm Kirgilli Mavi
Basat @5.5mm xL1émm  0.55 mm Beyaz + 0.55 mm Kircilli Mavi
Basat @6.5mm xL16mm  0.55 mm Beyaz + 0.55 mm Kirgilli Mavi

Bu implant ve yardimc iriinler icin kullanilan malzemeler
asagida belirtilmistir,

*TCP30PLGA Biyokompozit malzemeden implant
ePaslanmaz celik ve ABS polimerden olusan el
aleti(handle)

*UHMWPE cerrahi siitlir

Yardimci Uriinler
Yer acicilar.

Endikasyonlar

Omuzda, dizde, ayak bileginde, kalcada, el bilegi ve
dirsek eklemlerinde yumusak doku (tendon, kas, fasiya,
ligament) kopmalarinda bagli lezyonlarin tedavisinde
yumusak dokunun kemige tespit edilmesinde
kullanilabilir.

Kontrendikasyonlar

eKullanilmasi planlanan bdlgede enfeksiyon olmasi
durumunda,

eKullanilmasi planlanan bodlgede kemik stogunun
yetersiz olmasi durumunda,

eKullanilmasi planlanan bélgede beslenmeyi
saglayacak kan akiminin yetersiz olmasi durumunda,
eiskelet maturitesi tam gelismemis hastalarda,
eimplant duyarliigi, yabanci cisim hassasiyeti oldugu
durumlarda,

eHastanin tedavi siirecine ve kisitliliklara uymasini

engelleyecek psikiyatrik ya da madde kullaniminin
olmasi durumunda.

implant icin Uyarilar
Guclendirilmis ~ Sutlrli  Biyokompozit  Ankor TEK
KULLANIMLIKTIR ve Etilen Oksit yontemiyle steril
edilmistir. ~ Guclendirilmis ~ Suturli  Biyokompozit
Ankor TEKRAR STERIL EDILMEMELIDIR, edilmesi halinde
trnin kimyasal ve biyomekanik giiclerinde kayiplar
gerceklesebilir. Bununla beraber tekrar kullanilmalari
durumunda hastallk gecisine neden olabilirler.
Guclendirilmis Sitirlt Biyokompozit Ankor steril olarak
ambalajlanmistir driin yeniden steril edilmemelidir.
Bu irlin sadece steril olarak son kullaniciya
saglanmaktadir.

Eger steril ambalaj hasar gérmusse bu durum BMT
BAPS BiYO MALZEME SAN. ve TiC. A.S.'ye bildirilmelidir. Uriin
kullanilmamali BMT BAPS a iade edilmelidir.

Kullanmadan dnce son kullanma tarihi kontrol edilmeli,
SONKULLANMATARIiHI GECMiS URUNLERKULLANILMAMALIDIR.
Guclendirilmis Siturli Biyokompozit Ankor, Aluminyum
paket ile piyasaya sunulur. Paket implantasyondan
hemen once steril ortam icerisinde acilmalidir. PAKET
BUTUNLUGU BULUNMAYAN URUNLER KULLANILMAMALIDIR.
Guclendirilmis Suturli  Biyokompozit  Ankor  yetkili
saglik personeli tarafindan kullanilmali, hastalar
kontrendikasyonlar ve alinacak tedbirler konusunda
yetkili saglik personeli tarafindan bilgilendirilmelidir.

Onlemler

Uriinler kullanitmadan 6nce cerrahi teknik gozden
kontrolden gecirilmelidir. Detayli teknik ve kullanim
kilavuz ve videolari internet sitesinde bulunmaktadir.
www.bmtbaps.com

Kullanmadan 6nce Giiclendirilmis Sitirli Biyokompozit
Ankor ve implanta bagli siitiirlerin hasarli olmadiginin
kontrol  edilmesi  gerekmektedir.  Giiclendirilmis
Sutirld Biyokompozit Ankor konulmadan 6nce yerinin
uygun olclideki yer acicilar kullanilarak acilmasi
gerekmektedir. Giiclendirilmis Sitirli Biyokompozit
Ankor implantasyonu sirasinda  bir direnc ile
karsilasilirsa implantin génderilme islemi durdurulmali
ve implant vyerinden cikarilmalidir.  Gclendirilmis
Sutirlt Biyokompozit Ankor kontrol edilmeli, eger bir
hasar goriiliirse implant degistirilmelidir. Yer acici ile
tekrar yer agcilarak yeni implant yerlestirili. Ameliyat
sonrasi bakim onemlidir. Hastaya implantin sinirlamalari
hakkinda bilgilendirme hekim tarafindan verilmelidir.
Guvenli kemik iyilesmesi icin hekim bilgilendirmesi
dogrultusunda hastanin agirlik tasimasi ve viicut stresi
konusunda dikkatli olunmalidir. implantasyon sonrasi
alt ekstremite icin yiik verilmemesi, Ust ekstremite icin

yiik tasinmamasi ve rehabilitasyon siiresine hekimin
onerileri dogrultusunda dikkat edilmelidir.

Advers Etkiler

eYabanci madde reaksiyonlari ve hafif inflamatuar
reaksiyonlar

eimlantasyon sonrasi asiri yiik binmesi, tam olmayan
veya yetersiz iyilesme nedeni ile implant kirilmasi
eimplantasyon sirasinda implanta asiri giic uygulanmasi
nedeni ile implant kirilmasi

eCerrahi travmadan kaynaklanan sinir hasari

eKemik nekrozu veya kemik rezorpsiyonu

*Embolizm

*Agri

*Revizyon ameliyati gerektiren implantin gevsemesi
veya yerinden cikmasi.

Kullanim Talimatlar

Tamiri planlanan yumusak doku hazirligi yapildiktan
sonra artroskopik olarak veya acik cerrahi islem
sirasinda oncelikle uygun bir bicimde yerlestirilen biz
ve tap ile kemikte implant icin yer acilir. Yer acilma
islemi sonrasinda implant vidalama islemi yapilarak
kemige tespit edilir. Sonrasinda govdesinden cikan 5.5
mm gliclendirilmis 2 adet sutir yardimi ile yumusak
dokunun, iplerin digiimlenmesi yolu ile kemige tespit
edilmesi saglanir.

Saklama ve Depolama Kosullari

Serin ve kuru yerde dogrudan glines Isigina maruz
birakmadan saklayiniz. Maksimum 25 °C, minimum
2 °C kosullarinda isi ve nem degerlerinin takip edildigi
kontrolli bir ortamda depolanmalidir. Kullanmadan
once Urlin ambalajin bozulma veya suyla kontaminasyon
acisindan inceleyiniz.

Cihaz Omrii

Glclendirilmis Suturli Biyokompozit Ankor’un raf omri
1 yilkullanimi 6ngoriilmektedir. Son kullanma tarihi
etiket izerinde basilidir.

Glclendirilmis  Sutirli  Biyokompozit Ankor Cevre
ve Sehircilik Bakanlig'nin yayinladigi Atk Kontroli
Yonetmeligi'ne uygun olarak imha edilmelidir.
Paketleme malzemesi geri donustirdlebilir
malzemeden mamuldir.

Tavsiyeler

Giclendirilmis Siittirli  Biyokompozit Ankor detayli
kullanim talimati ile beraber piyasaya sunulmaktadir.
Urlin Etilen Oksit ile steril edilmistir. Giclendirilmis
Suturld  Biyokompozit Ankor MR icin  giivenlidir.
Glclendirilmis Suturld  Biyokompozit Ankor tasima
ve depolama icin kutusu ile birlikte Aliiminyum paket
icerisinde paketlenmistir. Bu kullanim talimatina ek
olarak hastalarin belgelerinde kullanilacak etiketler de
paket icerisinde sunulmaktadir. Kullanilmadan once
kullanim kilavuzlarinin ve cerrahi tekniklerin ayrintili
olarak incelenmesi onerili.. Uriin ve kullanimlar
hakkinda ayrintili bilgi icin BMT BAPS BiYO MALZEME SAN.
veTiC.AS. ile temasa geciniz.

Etiket Gorselleri ve Anlamlari
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g Son Kullanim Tarihi
Lot numarasi
Referans Numarasi

Etilen oksit kullanilarak steril edilmistir.

Yeniden Steril Edilemez.

@ Ambalaji hasar gormisse kullanmayiniz.

@ Yeniden Kullanmayiniz
Jf Sicaklik sinirlamasi
[:B] Kullanim talimatina bakiniz.

J‘ Kuru tutunuz.
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C € CE sembolii ve Onaylanmis Kurulus numarasi

Liitfen kullanmadan dnce okuyunuz.
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REINFORCED SUTURE BIOCOMPOSITE ANCHOR
INSTRUCTIONS FOR USE

Description

Reinforced Suture Biocomposite Anchors are used for
soft tissue (ligaments, tendons), and ligament tendon
restoration at the joints and/or for torn muscles,
ensures integration of the muscle or soft tissue bone.
The material of the Reinforced Suture Biocomposite
Anchor comprises a TCP30PLGA biocomposite
material. The Reinforced Suture Biocomposite
Anchor is a Class Il medical device, not a medication.
The instrument has Reinforced (UHMWPE] sutures
lyarns) for the products listed hereunder in the
product table, which twists up around the connection
point within the bodies thereof. The anchor named
Bankas anchor can be screwed or impaled down; The
anchors, Pentas and Basat, are screwable anchors.
The product dimensions are provided in the following
table,

Suture Data

0.40 mm White

0.40 mm White + 0.40 mm Black Stripe
0.55 mm White + 0.55 mm Blue Stripe
0.55 mm White + 0.55 mm Blue Stripe

0.55 mm White + 0.55 mm Blue Stripe
0.55 mm White + 0.55 mm Blue Stripe

Product Name

Bankas §2.34mm x L10mm
Bankas @2.95mm x L12mm
Pentas §5.5 mm x L16mm
Pentas §6.5 mm x L16mm
Basat ©5.5 mm x L16mm
Basat 6.5 mm x L16mm

The materials used for this implant and the auxiliary products
are specified hereunder,

*TCP30PLGA Biocomposite implant
#Stainless steel and ABS polymer handle
*UHMWPE surgical suture

Aucxiliary Products
Tappers

Indications

Can be used for fixing the soft tissue to the bone in
treatment of the lesions associated with soft tissue
(tendon, muscle, fascia, ligament) ruptures at the
shoulder, knee, ankle, hip, wrist and elbow joints.

Contraindications

*|n case of infection at the intended site of use,

In case of insufficient bone stock at the intended site
of use,

In case of insufficient blood flow that would promote
nutrition at the intended site of use,

*At patients with underdeveloped skeletal maturity,
eIn cases of implant sensitivity, foreign body
sensitivity,

eIn case of any psychiatric or substance use that
would prevent the patient to pursue treatment
process and restrictions.

Warnings For The Implant

The Reinforced Suture Biocomposite Anchor is
SINGLE USE DEVICE and is sterilized with Ethylene
Oxide.

The Reinforced Suture Biocomposite Anchor SHOULD
NOT BE RE-STERILIZED, if re-sterilized, the chemical
and biomechanical potency of the product might
suffer losses. Moreover, reuse might also lead to
disease transmission.

The Reinforced Suture Biocomposite Anchor is
packed sterile, and should not be re-sterilized. This
product is supplied to the end-user in sterile form
only.

If the sterile packing is damaged, you should inform
BMT BAPS BiYO MALZEME SAN. ve TiC. A.S. The product
should be discarded and returned to BMT BAPS.
Check the expiry date before use, and DO NOT USE ANY
EXPIRED PRODUCTS.

The Reinforced Suture Biocomposite Anchor is
available on the market in Aluminum packaging. The
packing should be opened in the sterile environment
immediately before implantation. USE ONLY THE
PRODUCTS WITH INTACT PACKING.

The Reinforced Suture Biocomposite Anchor should
be used by authorized healthcare personnel, and
the patients should be informed by the authorized
healthcare personnel on the contraindications and
the precautions to be taken.

Precautions

The surgical method should be reviewed before
using the products. Detailed technical information
and instructions for use and videos are available at
the internet site. www.bmtbaps.com

Check the integrity of the Reinforced Suture
Biocomposite Anchor and the sutures attached
to the implant before use. Before placing the
Reinforced Suture Biocomposite Anchor, the
application site should be opened using the tappers
with suitable dimension. If the Reinforced Suture
Biocomposite Anchor encounters any resistance
during implantation, the implant application should
be suspended and the implant should be removed.
Then, the Reinforced Suture Biocomposite Anchor
checked against damages, and if any damage is
observed, the implant should be replaced. The new
implant is then applied after the application site re-
opened using the tappers.

Post-op recovery is important. The patient should be
informed by the physician on the restrictions that the
implant will impose. The patient should be informed
on lifting weight and body stress by the physician in
order to ensure safe bone recovery.

The lower extremity and the upper extremity should
not be used for lifting loads after implantation and
the recommendations of the physician should be
observed during rehabilitation period.

Adverse Effects

eForeign substance reactions and mild inflammatory
reactions,

eImplant breakage after implantation due to extreme
load lifting, incomplete or insufficient recovery,
eImplant breakage during implantation due to
exerting extreme force,

*Nerve damage due to surgical trauma,

*Bone necrosis or bone resorption,

*Embolism,

*Pain,

eLoosening or dislocation of implant, which requires
revision surgery.

User Instructions

After completing preparations on the soft tissue
intended to be repaired, first an adequate site is
prepared for the implant in the bone using biz and tap
placed adequately either arthroscopically or during [STERILE]
open surgery. After such preparations, the implant is
screwed and secured to the bone. Thereafter, the soft
tissue is fixed to the bone by tying the yarns using 2
Reinforced 5.5 mm sutures protruding from the body.

Storage Conditions

Store in cool and dry places without exposing to direct
sunlight. Should be stored in controlled environment
where heat and humidity monitored at maximum
25 °C, minimum 2 °C. Examine the product packing
before use against any deterioration or contamination
with water.

Shelf Life

The shelf life of the Reinforced Suture Biocomposite
Anchor is estimated to be 1 year. The expiry date is
printed on the label.

The Reinforced Suture Biocomposite Anchor should
be disposed in compliance with the Waste Control
Regulation published by the Ministry of Environment
and Urban Planning. The packaging material is made
of recyclable material.

Recommendations

The Reinforced Suture Biocomposite Anchor is
available in the market with detailed instructions for
use. The product is sterilized with Ethylene Oxide. The
Reinforced Suture Biocomposite Anchor is safe for
MR procedures. The Reinforced Suture Biocomposite
Anchor is packed in Aluminum packaging in transport
and storage box. The tags to be used on the patient
documents are also be included in the package in
addition to the present instructions for use. It is
recommended to thoroughly review the instructions
for use and surgical techniques before use.

For detailed information on the product and the uses
thereof, contact BMT BAPS BiYO MALZEME SAN. ve TiC. A.S.

Label Symbols and Their Meanings

d Manufacturer

d‘ Date of manufacture
g Use-by date

LOT Number

Reference number

Sterilized using ethylene oxide

Do not resterilize

@ Do not use if package is damaged

@ Do not re-use

Jf Temperature limit

[:B] Consult instructions for use
J‘ Keep dry

/ft Keep away from sunlight

CE symbol and Notified Body identification
Number

(€3

Please read before use.
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