SUPRABONE + ASC Kit: KEMIK ILiGi ASPIRASYON
VE UYGULAMA KiTi iLE KEMiK GREFT MATERYALI
KULLANIM TALIMATI

Siniflandirma
Suprabone + ASC Kit bir Class Ill Tibbi Cihaz olup ilac
degildir.

Materyal

Suprabone + ASC Kit, Suprabone-TCP graniil,
igne ve siringa icermektedir. Suprabone-TCP
saf B-trikalsiyum fosfattir (B-TCP). Suprabone-

TCP, implante edildiginde biyouyumlu ve rezorbe
olabilen bir osteokonduktif destek matrisidir ve
defekt alaninda yeni kemik olusumunu destekler.
Suprabone-TCP, zamanla yeni olusan dogal kemik
ile yer degistirirken rezorbe olur. insan ve hayvan
kaynakli doku icermediginden bu yolla gecebilecek
hastalik riski tasimaz. Uriin kemik tutunmasini
arttirmak uzere silikat biyocam katkisi icermektedir.
ASC Kit ise, kemik iligi aspirasyonunu saglayan steril
igne ve siringadan olusmaktadir.

Endikasyonlari

Suprabone + ASC Kit'in implante edilen bélimi
Suprabone- TCP, graniil formunda sentetik bir
osteokondiiktif kemik greft materyalidir. Uzuvlar,
omurga, pelvis, kranyum vb. gibi bolgelerdeki yik
tasimayan defektlerde endikedir. Granuller defekt
alanina uyacak bicimde sekillendirilebilir ve defekt
alanina sikistirilabilir. ASC Kit ile aspire edilen kemik
iligi aspirati Suprabone - TCP veya diger kemik
greftleri ile karistirilabilir. Suprabone-TCP gecici bir
doku iskelesi olarak gorev yapacaktir ve iyilesme
slireci boyunca mekanik bir destek saglamasi
diistinilmemistir. implant biyouyumlu ve radyo-
opaktir ve en gec 24 ay icerisinde kontrolli bir sekilde
rezorbe olacaktir.

Kontrendikasyonlari

Suprabone+ASC Kit yukarida verilenler disinda
herhangi bir kullanim icin endike degildir. Suprabone
+ ASC Kit herhangi bir kontrendikasyon varliginda
kullanitmamalidir. Suprabone- TCP iskelet sistemi
icerisinde herhangi bir yapisal destegin saglanmasi
ya da vida fiksasyonu amacli kullanitmamalidir.
Diger kontrendikasyonlar sunlardir:

« Ozellikle implantasyon alaninda var olan akut ya da
kronik enfeksiyonlar

« Ileri vaskiiler ya da nérolojik hastaliklar

o Zayif sekilde vaskiilarize olmus implantasyon alani
¢ Kontrol edilmemis diyabet

« ileri dejeneratif hastaliklar

* Hiperkalsemi, anormal kalsiyum metabolizmasi

* Enflamatuar kemik hastaligi

 Yaygin malign timérler

o ileri sekilde zayiflamis renal fonksiyon

¢ Cocuk hastalarda acik epifisyal plakalar

e ilac ve madde bagimli hastalar da dahil olmak
lizere, onerilen tedaviye uygun davranmayan ve
ameliyat sonrasi talimatlari takip etmeyen hastalar.

Onlemler

Suprabone + ASC Kit yalnizca kemik onarimi
ve replasmani tekniklerinde uzman cerrahlar
tarafindan kullanilmalidir. SUPRABONE + ASC Kit, YUK
BINEN UYGULAMALAR ICiN TASARLANMAMISTIR. Yapisal
destek saglamak ve implanti yiikten bagimsiz bir
cevre icerisinde tutabilmek icin implantasyon alani
etrafindaki alanin rijid fiksasyon ile mekanik olarak
sabitlenmesi onemlidir.

En iyi kemik rejenerasyonunun saglanmasi
bakimindan var olan kemik dokusu ile implant
arasindaki TEMAS YUZEYiNiN AZAMI TUTULMASI 6nemlidir.
Suprabone + ASC Kit vida fiksasyonu saglamak
amaciyla kullanilmamalidir. Asagidaki durumlarda
Suprabone + ASC Kit kemik greft materyalinin
hastalar iizerindeki etkisi bilinmemektedir:

¢ Uzun dénem enfeksiyon

¢ Hamilelik ve emzirme

¢ Kemikte radyasyon terapisi

* Kardiyovaskdler hastaliklar

¢ Metabolik kemik hastalig

¢ Renal hastaliklar

Suprabone + ASC Kit kemik greft materyalinin cocuk
hastalar iizerindeki ve diger maddeler (Grnegin
antibiyotikler ya da serum) ile karistirilmasina iliskin
etkileri bilinmemektedir.

Olasi Komplikasyonlar

Spesifik tibbi durum ya da cihazin basarisiz olmasi
durumunda implantin alinmasi ya da degistirilmesi
icin yeni bir operasyon gerekli olabilir.

Bunlarla sinirli olmamakla birlikte, olasi yan etkiler
asagida yer almaktadir.

eHematom, sisme ve sivi birikmesi gibi yara
komplikasyonlari, 6dem, doku incelmesi, enfeksiyon,
kemik kirigi ve herhangi bir cerrahi islem sirasinda
goriilebilecek diger komplikasyonlar,

eYiik altinda kalma durumunda partikiilat debris
olusumu ile birlikte ya da yalniz basina implantin
ezilmesi ya da kirilmasi,

eKemik deformasyonu ve defekt alaninda kontur
kaybi,

-Urune alerjik reaksiyon

Uyarilar

Suprabone-TCP  cift blisterli kapali  paketler
icerisinde satilir. ASC Kiti ise ayri bir ambalajda paket
icerisinde sunulmustur.

Uriin  sterildir.  PAKET BUTUNLUGU BULUNMAYAN
URUNLERI KULLANMAYINIZ.

Kullanmadan 6nce son kullanma tarihine bakiniz ve
SON KULLANMA TARiHi GECMiS URUNLERi KULLANMAYINIZ.
lc blister implantasyondan hemen &nce steril
ortamda acilmalidir. Suprabone réntgende opak
oldugundan, implantin altindaki ya da ustiindeki
alanlar radyografide maskelenebilir.  Graniiller

ve tozlar potansiyel kaymalarin &dnlenmesi icin
sabitlenmeli ve sadece kemik greft materyallerinin
yeterli bir sekilde bulundugu cerrahi prosediirlerde
kullanilmalidir.

Kemik doku ve Suprabone kisa T2 degerleri
verdiginden geleneksel MR ile gdrintiilemede
giclikler olabilir.

Suprabone + ASC Kit tek kullanimliktir. URUNU
VE ASC KiTiNi YENIDEN STERIL ETMEYiNiZ VE YENIDEN
KULLANMAYINIZ.

Uygulama

1.Adim:Ds blisteri ameliyathane ortaminda acarak ic
blisteri steril alana gecirin. I¢ blisteri implantasyon
oncesi, steril ortamda acin.

2.Ad|m:Malzemeyi implante  edin.  Malzeme
defekt alanina oturacak bicimde uygun olarak
sekillendirilebilir  ve kemik iligi aspirati ile

karistirilabilir. Ayni sekilde malzeme yerine nazik
ve dikkatli bir sekilde bastirilabilir. SUPRABONE-TCP
DEFEKT ICERISINDEKi TUMYUZEYLERLE DOGRUDAN TEMAS
ETMELIDIR.

3.Adim:Implantin hareket etmesini ve yerinden
kaymasini 6nlemek icin cerrahi alani implantasyon
sonrasinda sabitleyin. Cerrahi alanda asiri sivi var
ise cerrah kanamayi durdurmak icin uygun onlemleri
alabilir (Ornegin koterizasyon, emme ya da kemik
mumu uygulamaSII Materyal basarili bir sekilde
yerlestirilemez ise implanti cikartin ve yeni doz
SUPRABONE-TCP ile tekrar baslayin.

ASC (Otolog Kok Hiicre) Kiti Uygulamasi

iliak kanat veya omurga gévde kismindan uygun
sekilde ve miktarda kemik iligi aspirati alinir ve
Suprabone Granil ile karistirilarak yukaridaki
sekilde uygulanir.

ODA SICAKLIGINDA, KURU BIiR YERDE muhafaza ediniz.
En uygun depolama kosullari: +5°C - +39°C (41-102,2°F)
<% 70 bagil nem. Isitma sistemleri ile dogrudan temas
ya da dogrudan giines 1sigi altinda depolamadan
kacinilmalidir.

Raf Omrii ve Imha

Son kullanma tarihi etiket izerinde basilidir. SON
KULLANMA TARiHIi GECMiS URUNLERI KULLANMAYINIZ.
Suprabone + ASC Kit cevre ile dost bir urundur.
Cevre, insan ve hayvan sagligi acisindan risk
icermeyen inorganik bir bilesiktir. Ozel bir imha
prosedurti gerekli degildir. Paketleme malzemesi
geri donistirilebilir malzemeden mamuldir.

Siparis Bilgisi

Suprabone + ASC Kit kemik dolgu malzemesi steril bir
osteokonduktif kemik greft materyalidir. Suprabone
+ ASC Kit detayli kullanim talimati ile birlikte
sunulmaktadir. Graniiller gama radyasyonu ile steril
edilirken, ASC Kit etilen oksit ile steril edilmistir.
Suprabone + ASC Kit kemik dolgu materyali tasima
ve depolama icin ilave kutusu ile birlikte cift blister
icerisinde paketlenmistir. Bu kullanim talimatina ek
olarak hastalarin belgelerinde kullanilan etiketler de
kutu icerisinde yer almaktadir. Urlin ve kullanimlari
hakkinda ayrintili bilgi icin BMT Calsis Saglik Teknolojileri
San. Tic. A.S. ile temasa geciniz.
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SUPRABONE + ASC KiT: BONE GRAFT MATERIAL
AND BONE MARROW ASPIRATION
AND APPLICATION KIT INSTRUCTIONS FOR USE

Classification
Suprabone + ASC Kit is a medical device, not a drug.

Material

Suprabone + ASC Kit consists of-TCP granules,
a needle and a syringe. Suprabone - TCP is pure
B-tricalcium phosphate (B-TCP). When Suprabone
- TCP is implanted it acts as a biocompatible and
resorbable osteconductive support matrix and
supports new bone formation at the defect site. Over
time, Suprabone - TCP is resorbed and replaced by
newly formed bone. As it does not contain any human
or animal origin materials it does not pose a threat of
disease transmission. The product contains silicate
bioglass additive for enhanced bone bonding. As for
the ASC Kit, it is composed of a sterile needle and
syringe which is used to aspirate bone marrow.

Indications-For-Use

The implantable component of Suprabone + ASC
Kit, Suprabone - TCP, is an osteconductive bone
graft material in the form of granules. It is indicated
for defects in non-load bearing regions such as the
limbs, spine, pelvis and cranium. The granules and
powder can be molded to fit the defect shape and
size and then pressed in to the defect site. The bone
marrow aspirate obtained with the ASC Kit may be
mixed with the Suprabone - TCP granules or with
other bone graft substitute materials. Suprabone
- TCP functions as a temporary tissue scaffold
and is not intended to provide mechanical support
throughout the treatment period. The implant is
biocompatible and radiopaque and will be resorbed
in a controlled manner within 24 months.

Contraindications

Suprabone + ASC Kit is not indicated for any other
uses other than those stated here. It should not
be used in the presence of any contraindication/s.
Suprabone + ASC Kit should not be used to provide
structural support in the skeletal system or to gain
screw fixation.

Suprabone + ASC Kit must not be used in patients
with any of the following conditions:

eExisting acute or chronic infections, particularly at
the implantation site

*Severe vascular or neurological disease

*Poorly vascularized implantation site

eUncontrolled diabetes

*Severe degenerative diseases

eHypercalcemia, abnormal calcium metabolism

eInflammatory bone disease

eDispersed malignant tumors

eSevere renal dysfunction

*Open epiphyseal plated (pediatric patients)

*Who are uncooperative and who cannot or will not
post- operative instructions, including those who
display drug and/ or alcohol abuse

Precautions

Suprabone + ASC Kit must be used by surgeons
familiar with bone repair and replacement
techniques.Suprabone + ASC KIT IS NOT INTENDED FOR
LOAD BEARING APPLICATIONS. To provide structural
support and to keep the implant in an environment
free from loading, it is important to mechanically
secure the area around the implantation site with
rigid fixation. To achieve the best bone regeneration
results there should be MAXIMUM SURFACE AREA
CONTACT between the implant and the surrounding
bone tissue. Suprabone + ASC Kit must not be used to
gain screw fixation. The effect of Suprabone + ASC Kit
on patients with the following conditions is unknown:

eLong term infection
ePregnancy and nursing
*Bone radiation therapy
eCardiovascular disease
eMetabolic bone disease
*Renal disease

The effects of Suprabone + ASC Kit bone graft
material on pediatrics patients and combinations
with other materials [e.g. antibiotics or serum) is
unknown.

Possible Complications

Reoperation may be required to remove or replace
the implant in specific medical cases or when device
failure occurs. Possible complications include but are
not limited to:

*Wound complications including local immunological
reactions, hematoma, swelling and fluid
accumulation, edema, tissue thinning, infection, bone
fracture, and other complications that are possible
with any surgery

eDisintegration of the implant with or without
generation of particulate debris due to the application
of a load

*Bone deformity and loss of contour at the defect site
eAllergic reaction to the product

Warnings

Suprabone -TCP is sold inside a doubler-blistered
closed packet. The ASC Kit comes inside a separate
packet within the product box. The product is sterile.
DO NOT USE IF THE PACKAGE INTEGRITY OF ANY COMPONENT
HAS BEEN COMPROMISED.

Read expiry date before use and DO NOT USE IF THE
EXPIRATION DATE HAS BEEN EXCEEDED. The inner blister
should be opened immediately prior to implantation
in a sterile environment.

Since Suprabone appears moderately opaque in

X-rays, areas surrounding the implant may be
masked on radiographic images. A suitable method
of immobilization of the immobilization of Suprabone
material in the defect area is required to prevent
potential migration and the material should only be
used in surgical procedures where bone grafts are
adequately suuplied.

Since both hard tissues and Suprabone have very
short T2 values, it may be difficult to visualize the
product with conventional MRI.

Suprabone + ASC Kit is single-use only. DO NOT RE-
STERILIZE AND RE-USE THE PRODUCT AND THE ASC KIT.

Application

Step1:0pen the outer blister in the operating theatre
and transfer the inner blister to a sterile area. Open
the inner blister in a sterile area prior to implantation.
Step2:Implant the material. The material can be
molded to fit the defect site and mixed with the bone
marrow aspirate. The material can be gently and
carefully pressed into the defect site. Suprabone - TCP
SHOULD BE IN DIRECT CONTACT WITH ALL SURFACES WITHIN
THE DEFECT.

Step3:To prevent the implant from moving or
migrating secure the surgical site after implantation.
If there is an excess of fluid in the surgical area
appropriate actions can be taken to stop the bleeding
(e.g. cauterization, aspiration or application of bone
wax). If the material is not implanted successfully
remove the implant and start again with a new dose
of Suprabone - TCP

Application of the ASC (Autologous Stem Cell) Kit
An appropriate amount of bone marrow aspirate
is taken from the iliac crest or veterbral body to
be mixed with Suprabone - TCP and applied as
mentioned above.

Storage

Store in a DRY PLACE AT ROOM TEMPERATURE. Optimal
storage conditions: +5°C - +39°C (41-102.2°F), <70%
relative humidity. Direct contact with heating systems
or storage under direct sunlight should be avoided.

Shelf Life and Disposal

The expiration date is printed on the label. DO NOT
USE AFTER EXPIRATION DATE. Suprabone + ASC Kit is
environment - friendly. No special disposal procedure
is necessary. Packaging material is recyclable oid
direct contact with heating systems or storage under
direct sunlight.

Ordering Information

Suprabone + ASC Kit is a sterile osteconductive bone
graft material. Suprabone + ASC Kit is presented
with a detailed instruction for use. Suprabone - TCP
granules have been sterilized with gamma radiation
and the ASC Kit has been sterilized with ethylene
oxide treatment. Suprabone + ASC Kit bone filler
material, along with its mixing container, is provided
inside a double blister packet for transport and
storage. In addition to this booklet, there are labels
inside the box for patient documentation. For further
information on the product and its uses, please
contact BMT Calsis Saglik Teknolojileri San. Tic. A.S.

Symbol Key for Product Box and Label

“ Manufacturer
&I Date of Manufacture
g Use-by Date
Batch Code
Catalogue Number
Sterilized Using Irridation

Sterilized using ethylene oxide

Do not Resterilize

@ Do not Use if Package is Damaged

@ Do not re-use

Y

j;\T/\ Keep away from sunlight

?” Keep dry

39°C
njﬂf Temperature limit
EE] Consult instructions for use

C € CE symbol and Notified Body number
Please read before use.
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Kahramankazan Ankara Tirkiye

Tel: +90 312 405 80 69 Fax: +90 312 440 30 48
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