BaPin - BIYOKOMPOZIT PiN
KULLANIM KILAVUZU

Aciklama

BaPin kemik, kemik kiriklari, kikirdak parca kiriklari,
artrodezler veya osteotomi sonrasi kullanilan kemik
greftlerinin sabitlenmesiicin kullanitmaktadir.

BaPin materyali TCP30PLGA biyokompozit bir
malzemeden olusmaktadir. BaPin Sinif Ill tibbi cihaz
olup, birila¢ degildir.

Uriin 6lciileri asagidaki gibidir.

BaPin @2mm x L25mm

BaPin @2mm x L40mm

BaPin @3mm x L25mm

BaPin @3mm x L40mm

BaPin Mini ©1.3mm x L12mm

BaPin Basic 01.7mm & 2.3mm x L20mm

Yardimci Uriinler
Cakicilar, yer acicilar.

Endikasyonlar
BaPin dizde, ayak bileginde, kalcada, el bilegi ve

dirsek eklemlerinde osteokondral lezyonlarin
tedavisinde  kullanilan  kikirdak matriks veya
skafoldlarinin tespitinde, eklem ici kiicik kirik

fragmanlarin tespitinde endikedir.

Kontrendikasyonlar

eKullanilmasi planlanan bélgede enfeksiyon olmasi
eKullanilmasi planlanan bélgede kemik stogunun
yetersiz olmasi

eKullanilmasi  planlanan  bdlgede
saglayacak kan akiminin yetersiz olmasi
eiskelet maturitesi tam gelismemis hastalar
eimplant duyarliligl, yabanci cisim hassasiyeti oldugu
durumlar

eHastanin tedavi siirecine ve kisitliliklara uymasini
engelleyecek psikiyatrik ya da madde kullaniminin
olmasi

beslenmeyi

implant icin Uyarilar

BaPin TEK KULLANIMLIKTIR ve Etilen Oksit yontemiyle
steril edilmistir.

BaPin  TEKRAR STERIL EDILMEMELIDIR, edilmesi
halinde Griintin kimyasal ve biyomekanik giiclerinde
kayiplar gerceklesebilir. Bununla beraber tekrar
kullanilmalari durumunda hastalik gecisine neden
olabilirler.

BaPin steril olarak ambalajlanmistir Griin yeniden
steril edilmemelidir. Bu (iriin sadece steril olarak son
kullaniciya saglanmaktadir.

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

Kullanmadan once son kullanma tarihi kontrol
edilmeli, SON KULLANMA TARiHi GECMiS URUNLERI
KULLANILMAMALIDIR.

BaPin, ilk paketleme blister ikincil paketleme
Aluminyum olmak lizere cift paketleme sistemi ile
piyasaya sunulur. i¢ blister paket implantasyondan
hemen dnce steril ortam icerisinde acilmalidir. PAKET
BUTUNLUGU BULUNMAYAN URUNLER KULLANILMAMALIDIR.

BaPin yetkili saglik personeli tarafindan kullanitmali,
hastalar kontrendikasyonlar ve alinacak tedbirler
konusunda yetkili saglik personeli tarafindan
bilgilendirilmelidir.

Onlemler

Uriinler kullanilmadan 6nce cerrahi teknik gozden
gecirilerek  kontrol edilmelidir.  Detayli teknik
kullanim kilavuz ve videolar: internet sitesinde
bulunmaktadir. www.bmtbaps.com

Kullanmadan once BaPin’lerin hasarli olmadiginin
kontrol edilmesi gerekmektedir. BaPin kontrol
edilmeli, eder urlinde bir hasar goriliirse irin

kullanilmamali, yeni bir BaPin ile degistirilmelidir.
BaPin’in  implante  edilmeden  once yerinin
uygun olcldeki yer acicilar kullanilarak acilmasi
gerekmektedir.

BaPin’in implantasyonu sirasinda bir diren¢ ile
karsilasilmasi halinde BaPin’in implantasyon islemi
durdurulmali ve Uriin yerinden cikarilmalidir ya da
yer agicisi ile tekrar yer agilmalidir. Ameliyat sonrasi
bakim o6nemlidir. Hastaya implantin sinirlamalari
hakkinda bilgilendirme hekim tarafindan verilmelidir.
Glvenli kemik iyilesmesi icin hekim bilgilendirmesi
dogrultusunda hastanin agirlik tasimasi ve viicut
stresi konusunda dikkatli olunmalidir.

implantasyon sonrasi alt ekstremite icin yik
verilmemesi, Ust ekstremite icin ylik tasinmamasi
ve rehabilitasyon siresine 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 asir giic
uygulanmasi nedeni ile implant kirilmasi,

eCerrahi travmadan kaynaklanan sinir hasari,
*Kemik nekrozu veya kemik rezorpsiyonu,
*Embolizm,

*Agri,

*Revizyon ameliyati gerektiren implantin gevsemesi
veya yerinden ¢ikmasi.

Kullanim Talimatlari

Kemik veya kikirdak parcalarinin uygun bir bicimde
yerlestirilmesi sonrasinda once uygun dlcideki yer
acici kullanilarak BaPin icin kemikte veya kikirdakta
yer acilir. Bu acilan yere BaPin yerlestirilir ve
cakicisi ile cakilarak implante ilerletilir. Bu sekilde
kemik kikirdak ya da kikirdak skafoldlarinin tespiti
saglanmis olur.

Saklama ve Depolama Kosullari
Serin ve kuru yerde dogrudan gilines Isigina maruz
birakmadan saklayiniz.

BaPin maksimum 25 °C, minimum 2 °C kosullarinda
1si ve nem degerlerinin takip edildigi kontrolli bir
ortamda depolanmalidir. Kullanmadan o6nce {riin
ambalajini bozulma veya suyla kontaminasyon
acisindan inceleyiniz.

Cihaz Omrii
BaPin‘in raf omri 2 yil kullanimi 6ngorilmektedir.
Son kullanma tarihi etiket lizerinde basilidir.

BaPin cevre ile dost bir Griindiir. Ozel bir imha
prosediri gerekli degildir. Paketleme malzemesi
geri donustirilebilir malzemeden mamuldir.

Tavsiyeler

BaPin detayli kullanim talimati ile beraber piyasaya
sunulmaktadir. Uriin Etilen Oksit Sterilizasyonu ile
steriledilmistir. BaPin MRicin glivenlidir. BaPintasima
ve depolama i¢in kutusu ile birlikte Aliminyum 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 dnerilir.

Uriin ve kullanimlari hakkinda ayrintili bilgi icin BMT
BAPS BiYO MALZEME SAN. ve TiC. A.S. ile temasa geciniz.

Etiket Gorselleri ve Anlamlari

ad imatatc
d‘ imalat Tarihi

g Son Kullanim Tarihi
Lot numarasi
Referans Numarasi
Etilen oksit kullanilarak steril edilmistir.
Yeniden Steril Edilemez.
@ Ambalaji hasar gormisse kullanmayiniz.
@ Yeniden Kullanmayiniz
_,Hf Sicaklik sinirlamasi
I:Bj Kullanim talimatina bakiniz.
J‘ Kuru tutunuz.

NP
T\ nesten uzak tutunuz.

C € CE sembolii ve Onaylanmis Kurulus numarasi

Liitfen kullanmadan dnce okuyunuz.
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BaPin - BIOCOMPOSITE PIN
INSTRUCTIONS FOR USE

Description

BaPin is used for fixation of bone grafts used for
bones, bone cartilages, cartilage partial fractures,
arthrodesis or post osteotomy.

The material of the BaPin comprises a TCP30PLGA
biocomposite material.

BaPin is a Class Il medical device, not a medication.
The product dimensions are provided in the following
table.

BaPin 02mm x L25mm

BaPin @2mm x L40mm

BaPin O3mm x L25mm

BaPin @3mm x L40mm

BaPin Mini ©1.3mm x L12mm

BaPin Basic 01.7mm & 2.3mm x L20mm

Auxiliary Products
Drivers, tappers

Indications
BaPin is indicated for fixation of cartilage matrix
or scaffolds used for osteochondral lesions at the
knee, waist, hip, wrist and elbow articulations, and
for fixation for minor fracture fragments in the
articulation.

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
BaPin is SINGLE USE DEVICE and is sterilized with
Ethylene Oxide.

BaPin 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.

BaPin 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.
AS. The product should be discarded and returned
to BMT BAPS.

Check the expiry date before use, and DO NOT USE ANY
EXPIRED PRODUCTS.

BaPin is available on the market with dual packing
system with blister as primary packing and
Aluminum as secondary packing. The inner blister
package should be opened in the sterile environment
immediately before implantation. USE ONLY THE
PRODUCTS WITH INTACT PACKING.

BaPin 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 BaPin for damages before use.

BaPin should be checked against damages, and if any
damage is observed, should be replaced with a brand
new BaPin.

Before placing BaPin, the application site should be
opened using the tappers with suitable dimension.

If any resistance Is encountered when driving
BaPin, then BaPin implantation process should be
suspended and the product should be removed or
the application site should be 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

*Foreign substance reactions and mild inflammatory
reactions,

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

*Nerve damage due to surgical trauma,

*Bone necrosis or bone resorption,

*Embolism,

*Pain,

*Loosening or dislocation of implant, which requires
revision surgery.

Instructions for Use

After adequate placement of the bone or the cartilage
fragments, first of all a site is prepared in the bone
or the cartilage for BaPin using adequate size tapper.
Then BaPin is placed in this opened site and driven to
the implant by driving with its driver, thus ensuring

fixation of the bone cartilage or the cartilage
scaffolds.

Storage Conditions

Store in cool and dry places without exposing to
direct sunlight. BaPin 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 BaPin is estimated to be 2 years. The
expiry date is printed on the label.

BaPin is an environmentally friendly product.
It requires no special disposal procedure. The
packaging material is made of recyclable material.

Recommendations

BaPin is available in the market with detailed
instructions for use. The product is sterilized with
Ethylene Oxide. The BaPin is safe for MR procedures.
The BaPin 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

_,Hf Temperature limit
I:Bj Consult instructions for use

J‘ Keep dry

Ay
e

:4% Keep away from sunlight

CE symbol and Notified Body identification
Number

(€3

Please read before use.
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