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OGM ANTIBIYOTIKLISPACER (DiZ, KALCA, OMUZ)
KULLANIM KILAVUZU

URUN TANIMI: Spacer iiriinleri (OGM Antibiyotikli Kalca Spacer, OGM Antibiyotikli Diz
Spacer,OGM Antibiyotikli Omuz Spacer) OGM 3A Antibiyotikli Kemik Cimentosu Grinidnden
uretilmektedir. Karismig ¢cimento enjeksiyon yontemi ile aliminyum spacer kalibina dokulur. Kalga
ve omuz spacerlarinda uzunluk arttigi icin direnci arttirmak amaciyla spacer igerisine paslanmaz
celik bir parga konulur. Kemik gimentosu bu parganin tGzerine enjekte edilir ve parga tamamen
kaplanir. Diz protezinde kemik cimentosunun direk kaliba ddktlmesiile olusur.

BILESIMi: Polimetil metakrilat, Baryum Siilfat, Benzoil Peroksit ve Gentamisinden olusan toz
bilesenin; Metil Metakrilat, N, N dimetil p-toluiden ve Hydokinon dan olugan sivi bilesen ile
karistirimasi ve enjeksiyon yontemi ile alimlinyum spacer kalibina dokullp sekil veriimesi ile
olusur.

CIHAZIN KULLANIM AMACI VE ENDIKASYONLARI:

Gecici olarak implante edilebilen bir tibbi cihazdir.

Kronik periprostetik eklem enfeksiyonlarinda ilk agamada enfekte implantin ¢ikariimasini
takiben sistemik antibiyotik ve lokal olarak antibiyotik salinimi yapan gegici yerini kaplayicilar
(spacer) kullanilir. Spacer’lar antibiyotik salinimi saglayarak enfeksiyon tedavisi yapmanin
yani sira, ikinci agamaya kadar yumusak dokunun tansiyonunu saglamada faydalidir.

OGM Spacer igindeki Gentamisin Ozellikleri; (i) Genis antibakteriyel spektrum, (i) disik
konsantrasyonlarda iyi bakterisidal etki, (i) disuk direng gelisimi, (iv) proteinlere digik
baglanma orani, (v) dusuk allerjik potansiyel, (vi) kemik cimento- su mekanigine etkisiz olmasi
ya da etkisinin dnemsiz olmasi, (vii) kimyasal ve termal faktorlere karsi dayanikli olmasi, (viii)
sudaiyi gozunurolma, (ix) spacerdan saliniminin iyi olmasidir.
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Avantajlari

-Onceden sekillendirilmis sekiller ve farkl boyutlarda kullanima hazirdir. Ameliyati hizl hale
getirir.

-Enfeksiyonlu bir protez ¢ikarildiktan sonra protezin gikarildigi eklem boslugunu olugsturmak
ve adalelerin buzlulmesiengellenerek yeniden implantasyonu kolaylastirmak.

-Belirli klinik durumlara bagli olarak enfeksiyonun tamamen kurutulmasi i¢in gerekli stre
icinde eklemiglevselligini (kismen)yenidenolusturmak ve hastaya dahaylksek biryagam
kalitesini yeniden saglamak.

-Kararlastiriimis olan protez takildiktan sonra ilgili eklemi tutan adalelere belirgin bir zindeligi
kazandirmak icin islevsel iyilesme suresini kisaltmak.

-Cihazlar standartlastirilmis ve onaylanmisg mekanik ve farmakolojik performanslara sahiptir.

-Uzun sureli antibiyotik salinimi

CiHAZIN KONTRAENDIKASYONLARI:

-Azalan bagisikhik yaniti veya digerilgili sistemik klinik kogullar nedeniile hastanin durumunun
bu tur bir iki asamali artroplasti islemi igin kontrendike olmasi.

-Proteze yeterli desteg@i saglayan uygun kemik yapisinin eksikligi
- islemin hastanin adale, sinir veya damar sistemindeki bozukluklar nedeni ile uygun olmamasi

- Zayif kemik kalitesinin (kemik erimesinde oldugu gibi) protezin yer degistirmesine veya
barindiran kemikte ¢catlamalara neden olmasi

-Enfeksiyonlu THR veya TKR aygitinin ¢ikartilamamasi
-Enfeksiyonu olusturan patojenlerin gentamisine kargi direncli olmasi

-Hastaningentamisine, aminoglikositlere veya PMMAkemik dolgusunakarsi duyarli (alerjik)
olmasi

- Sistemik veya ikincil ayri bir enfeksiyondan suphelenilmesi veya dogrulanmasi

-Hastanin protezin takilmasi ve sabitlenmesi igin yeterli kemik stokuna sahip
olmamasi

-Hastanin kilosu, yagi veya aktivite duzeyi cerrahin erken sistem bozuklugu yasayacagdina
inanmasina neden olmasi
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-Hastanin implantasyon doneminde korumali agirlik tagima hareketliligini (6rnegin koltuk
degnegi, baston, yuruteg vs.) kullanmak istememesi veya bunu yapabilecek durumda olmamasi

GUVENLIK VE UYARILAR

Kullanim talimatlari dikkatle okunmalidir. Aseptik cerrahi tekniklere kesinlikle uyulmalidir.OGM
Spacer ‘inguvenle uygulanmasiigin cerrahlar arinin 6zellikleri, uygulama sinirlamalari ve dogru
uygulama teknikleri hakkinda bilgi sahibi olmalidirlar. Aygitin yapisal kimliginin degistiriimesi
aygita zarar verebilir (cataklara veya kiriklara neden olabilir ve hasta agisindan enfeksiyon riski
olusturacak sekilde sterilligininkaybolmasina yol agabilir). Cerrahlarimplantasyon alaninauygun
sekilde dogru boyuttaki aygitin takildigindan emin olmalidirlar. OGM Spacer’in implante
edilmesini takip eden alti aydan ge¢ olmayacak sekilde ¢ikartin. Aygit 6 aydan daha uzun sure
guvenli sekilde kullaniimak Uzere test edilmistir. Bu slrenin uzun sire asilmasi agri, iltihap ve
kemik tarafindan emilmesine neden olabilecek sekilde asinma, kalinti olugsmasi ve kiriimalarayol
acabilir.

OGM Spacer’'inbelirtilen kullanimlar digindaki kosullar altinda kullaniimasi hastaya yarar
saglamaz ve ilaca direncli bakterilerin olusma riskini arttirir.

Aygiti tekrar sterilize etmeyin ve/veya tekrar kullanmayin. Tek bir hasta Uzerinde ve tek
kullanimlik olarak tasarlanmigtir. Hasta Uzerinde enfeksiyon riski yaratmadigi surece aygit tekrar
sterilize edilmemelidir. Tekrar sterilize edilmesi aygitin morfolojisini, antibiyotiklerin etkinligini
veya mekanik ozelliklerini degistirebilir ve hastanin sagligina iligkin ciddi riskler olusturabilir. Her
halikarda aygitin ¢ikartildiktan sonra tekrar kullaniimasi engellenmelidir zira bulagsmaya ve
hastanin enfeksiyonunun kotilesmesine neden olabilir. Cikartma sirasinda ara parga zarar
gorebilir veya aygitin Gzerinde dolgu kalintilari kalabilir.

UYGULAMA

-Protezgikarildiktan sonravetakilmadan dnce barindirmaalani Ringerveyafizyolojik soltisyonile
yikanmali ve kalintilar tamamen temizlenmelidir.

-Ozellikle, bir 6nceki implantasyondan kalan herhangi gimento kalintilari temizlenmelidir.

-Antibiyotik saliniminin en uygun dizeyde yapiimasinin saglanmasi igin ara par¢anin implantasyon
oncesinde ve sonrasinda sucul solusyonlarla yikanmasini engellenmelidir.

SAKLANMASI

25 °C’nin altinda karanlik, serin ve kuru ortamda muhafaza edilmelidir.

Yanicidir-Tutusmaya neden olabilecek kaynaklardan uzak tutulmaldir. Nem orani 0-50
arasinda olmalidir.
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RAF OMRU/STERILLIK

Raf émru steril Grtnler igin 36 ay olarak belirlenmistir.
Uriiniin paketi tizerinde belirtilen son kullanma tarihi gegmis ise trtini kullanmayiniz.

Aclimig veyahasargormus paketlertekrar sterilize edilemez ve dolayisiylaatiimalari
gerekmektedir.

Spacer etilen oksit ile gazlanarak sterilize edilmiglerdir.

HASTA POPULASYONU

Kemik ¢cimentosununigerdigi maddelere karsi bilinen veya varsayilan bir asiri duyarliligi, gebelik ve
emzirme doneminde ve ciddi bobrek yetmezligi olan hastalar disindaki tim hasta populasyonuigin
uygundur.

Antibiyotikli kemik cimentosu kemik bolgesinde, gentamisine karsi duyarsiz suglardan kaynaklanan
aktif ya da tam olarak tedavi edilmemis bir enfeksiyon tagiyan hastalarda kullaniimaz.

OGM Spacer hamileligin ilk Gg ayinda kullaniimamalidir, kalan sureg iginse yalnizca hayati tehdit
eden durumlarda kullaniimamalidir. Cocuklarda kullaniimasina ise yalnizca diger prosedurler ile
girisimde bulunmasinin mumkun olmadigi hallerde izin verilmelidir.

SORUMLULUK

Uretici firma kemik gimentosunun tekrar kullanimindan dogan veya bununla baglantili olan
herhangidolaylidogrudanveya cezaiyaptirim veiglemlerden sorumlu olmayacaktir.

AMACLANAN KULLANICI

Saglik profesyonellerinin kullanimi igin tasarlanmigtir.

Sayfa4/9



Dokiiman No: TD02-15.02 Yayin Tarihi:07.03.2018 Revizyon No/Tarihi:03/14.08.23

OGM SPACER WIiTH ANTIiBiOTIiC KNEE, HIP, SHOULDER USER'S GUIDE

PRODUCT DESCRIPTION: Spacer products (OGM Hip Spacer with Antibiotic, OGM Knee
Spacer with Antibiotic, OGM Shoulder Spacer with Antibiotic) are produced from OGM
3A Bone Cement with Antibipotic product. Mixed cement is poured into aluminum
spacer mold by injection method. Due to the increased length of the hip and shoulder
spacers, a stainless steel piece is placed in the spacer to increase resistance. Bone
cement is injected into this part and completely covered. It occurs by direct casting of
bone cement into the mold in the knee prosthesis.

COMPONENT: The powder component comprising polymethyl methacrylate, barium
sulphate, benzoyl peroxide and gentamis; Methyl Methacrylate is formed by mixing
with the liquid component consisting of N, N dimethyl p-toluidine and Hydokinone and
pouringintothe aluminum spacer mold byinjection.

INTENDED USE AND INDICATIONS OF THE DEVICE:

Itis a medical device that can be implanted temporarily. In chronic periprosthetic joint
infections, systemicantibiotics and localized antibiotic-releasing temporaryspacersare
used following removal of the infected implant in the first stage. Spacers are useful in
maintaining soft tissue blood pressure.

Gentamicin Properties in OGM Spacer: (i) Wide antibacterial spectrum, (ii) good
bactericidal effect at low concentrations, (iii) low resistance development, (iv) low
binding rate to proteins, (v) low allergic potential, (vi) ineffective or insignificant effect
on bone cement-water mechanics, (vii) resistant to chemical and thermal factors, (viii)
good solubility in water, (ix) good release from the spacer.

Advantages:
-Preformed shapes and ready to use in different sizes. Makes surgery quick.

- To create a joint cavity after removal of an infected prosthesis and to facilitate re-
implantation by preventing contraction ofmuscles.

- Restoring joint functionality within the time required for complete drying of the
infection, depending on specific clinical conditions, and providing the patient with a
higher quality of life.

- Shortening the functional recovery time to provide significant fitness to the muscles
holding the joint after the fixed prosthesis

- Deviceshavestandardized and approved mechanical and pharmacological
performances.

- Long-term antibiotic release.
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CONTRAINDICATIONS OF THE DEVICE:

- The patient's condition is contraindicated for this two-stage arthroplasty procedure
due to decreased immune response or other relevant systemic clinical conditions

- Lack of proper bone structure to achieve adequate property of prosthesis

- The procedure is not appropriate due to disorders of the muscle, nervous or vascular
system of the patient

- Low bone quality causes replacement of the prosthesis and bone fractures

- Infected THR or TKR device cannotbe removed

- Resistance to gentamicin of infection pathogens

- The patient is susceptible to gentamicin, aminoglycosides or PMMA bone filling
- Suspicion of a separate systemic or secondary infection or verification

- The patient does not have sufficient bone stock for insertion and fixation of the
prosthesis

- Weight, age or activity level of the patient cause the surgeon to believe that he / she
will experience early system disorder

- The patient does not want or cannot use protected weight bearing mobility (eg
crutches, walking stick, walker, etc.) during implantation

SAFETY AND WARNINGS

Carefully read the instructions for use. Aseptic surgical techniques should be followed.
For the safe application of OGM Spacer, surgeons must be familiar with product features,
application limitations, and correct application techniques. Changing the structural
identity of the device may damage the device (may cause cracks or fractures and may
result in the loss of sterility, creating a risk of infection for the patient). Surgeons should
ensure that the correct size device is properly installed at the implantation site. Remove
the OGM Spacer not later than six months after implantation. The device has been tested
for safe use for more than 6 months. Exceeding this period for a long time can lead to
abrasion, residue formation and breakage.

Using OGM Spacer under conditions other than those specified does not benefit the
patient and increases the risk of drug-resistant bacteria.
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Do not resterilize and / or reuse the device. Designed on a single patient and for single
use. The device should not be resterilized unless there is a risk of infection on the
patient. Resterilization may alter the morphology of the device, the effectiveness or
mechanical properties of antibiotics, and may pose serious risks to the patient's health.
In any case, re-use of the device after removal should be prevented as it may cause
contamination and worsen patient infection. During the removal, the spacer may be
damaged or fill debris may remain on the device.

APPLICATION

After removal of the prosthesis and before insertion, the area should be washed with
Ringer or physiological solution and the residues should be thoroughly cleaned.

In particular, any cement residues from the previous implantation should be removed.

To ensure optimal antibiotic release, it is necessary to prevent the insert from being
washed with water solutions before and after implantation.

STORAGE
Store in a dark ,cool and dry place below 25 ° C.

Flammable - Keep away from sources of ignition. Humidity should be between 0-50.

SHELF LIFE / STERILITY

Shelf life is 36 months for sterile products.

Do not use the product if the expiry date indicated on the product package has passed.
Opened or damaged packages cannot be resterilized and must therefore be discarded.
They were sterilized by gasification with spacer ethylene oxide.

PATIENT POPULATION

It is suitable for the entire patient population, except for those who has bone cement
contained hypersensitivity to the substances and are in pregnancy and lactation.

It is not used in patients who have an active or untreated infection in the bone area, due
to non-gentamicin-inducing offenses.

OGM Spacer should not be used during the first trimester of pregnancy, and should be
used only in life-threatening situations for the remaining period. Its use in children
should only be used when it is not possible to interfere with other procedures.

RESPONSIBILITY

The manufacturer shall not be liable for any indirect or penal sanctions or transactions
arising from or associated with the re-use of bone cement.

INTENDED USER

Designed for use by healthcare professionals.
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EN 15223-1:2021 Standardina Gore Hazirlanmis Sembol ve Anlamlar/
Symbols and Meanings Prepared According to EN 15223-1:2021 Standard

2195

2R E@P® E
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CE Mark with notified body number — CE isareti ve onaylanmig
kurulus numarasi

Manufacturer — Uretici bilgileri

Do not resterilize - Yeniden sterilize etmeyiniz

Do not use if package is damaged and consult instructions for use —
Paket hasarliysa kullanmayiniz ve kullanim talimatlarina bakiniz

Consult instructions for use or consult electronic instructions for use —
Kullanim talimatlarina bakiniz veya elektronik kullanim talimatlarina bakiniz

Model number - Model numarasi

Country of manufacture - Uretildigi tlke

Double sterile barrier system — iki kat steril bariyer sistemi

Contains a medicinal substance - Tibbi madde igerir

Medical device - Tibbi cihaz

Translation - Terctiime
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Batch code — Lot numarasi

Use by date — Son kullanma tarihi

Catalogue number — Referans numarasi

Upper limit of temperature - Sicaklik Ust limiti

Keep away from sunlight - Glines i1s1dindan uzak tutunuz

Single use product — ikinci kez kullanmayin

Sterilized with ethylene oxide - Etilen oksit ile sterilize edilmistir

Keep dry — Su ile temastan uzak tutunuz

Flammable- Yanicidir

Production date — Uretim tarihi

Sterilized by using aseptic processing techniques —
Aseptik isleme teknikleri kullanilarak sterilize edilmistir

Upper limit of the humidity — Nem Ust limiti

Barcode number — Barkod numarasi

Causes skin irritation — Cilt tahrisine neden olabilir
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