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HUMERUS CIiVILERI - KULLANIM KILAVUZU

HUMERUS NAILS - INSTRUCTIONS FOR USE

TURKCE

Semboller ve Agiklamalari

EE] Kullanmadan énce kullanim kilavuzunu okuyunuz!

& Uyari!

Steril degildir!

@ Yeniden kullanmayiniz!

Tu Kuru yerde muhafaza ediniz!

i_& Gunes i1sigindan koruyunuz!

Ma Nem sinirlamasi semboll: %0-80 nem oranini agsmayan ortamlarda depolayiniz!
ad Uretici

C Ema (AB) 2017/745 Tibbi Cihaz Yonetmeligi'ne gére CE isareti

Referanslar

(AB) 2017/745 Tibbi Cihaz Yénetmeligi

EN ISO 20417:2021 Tibbi cihazlar - Uretici tarafindan saglanacak bilgiler

EN ISO 15223-1 Tibbi cihazlar - imalatgi tarafindan sunulacak bilgide kullanilacak semboller - Bélim 1: Genel gereklilikler

EN I1SO 17664-1 Saglk bakim drinlerinin isleme tabi tutulmasi - Tibbi cihazlarin isleme tabi tutulmasi igin tibbi cihaz
imalatgilari tarafindan saglanan bilgi - Bolim 1: Kritik ve yari kritik tibbi cihazlar

EN ISO 17665-1 Saglik mamullerinin sterilizasyonu -Nemli 1si- B6lim 1 - Tibbi cihazlar igin bir sterilizasyon sirecinin
gelistirilmesi, gecerli kilinmasi ve rutin kontroliine iliskin sartlar

EN ISO 17665-2 Saglk bakim Urlnlerinin sterilizasyonu - Nemli i1si — Bolim 2 - Tibbi cihazlara yonelik bir sterilizasyon
prosesinin gelistirilmesi, validasyonu ve rutin kontroli icin gereklilikler

EN 1SO 14630:2012 Aktif olmayan cerrahi implantlar - Genel 6zellikler

1SO 11607-1:2019 (Son Olarak Sterilize Edilmis Tibbi Cihazlar icin Paketleme- Bolim 1: Malzemeler, Steril Bariyer Sistemleri
ve Paketleme Sistemleri igin Gereklilikler)

Uriin Agiklamasi

Humerus intramediiller Civi & Aksesuarlari sadece kemik fiksasyon amaciyla, gerekli uygulama niteliklerine sahip bu alanda
tam deneyim ve sertifikalara sahip uzman saglik profesyonelleri (cerrahlar) tarafindan kullaniimahdir. Bu tibbi cihaz ve
aksesuarlari, tedavi setleri ve aletleri, hastalarin tedavisi igin tibbi miidahaleler amaciyla Uretilmistir ve baska amaglarla
kullanilamaz. Aksi takdirde Uretici ve distribltorler sorumlu tutulamaz.

Ortimplant Humerus intramediiller Civi & Aksesuarlari steril olmayan sekilde satiimaktadir ve tiim cihazlar tek
kullanimhktir.

Humerus intramediiller c¢ivi ve aksesuarlari sertifikall ISO 5832-1 paslanmaz celik, sertifikali ISO 5832-3 titanyum alagimli
hammaddelerden uretilmistir. Titanyum ve paslanmaz celik (SS), biyolojik ortamda tamamen biyolojik olarak uyumlu,
korozyona dayanikli ve toksik degildir.

Ortimplant implantlari, 6zel kullanim amaci ile yukaridaki 6zellikleri saglayan malzemelerden dretilir .Titanyum alasimi ,
paslanmaz gelik ve civi bilesenlerini ayni yerde kullanmayiniz. Metal yorgunlugu ve enfeksiyon riski nedeniyle, Humerus
intramediiller ¢ivi ve aksesuarlari implantlarini kesinlikle tekrar kullanmayiniz.
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Not: Kullanilacak Humerus intramediiller civi ve aksesuarlarin boyut, tip ve élciileri, segilen implant ve aksesuarlarina uygun
“uygulama setleri” kullanacagi kemik bélgesine, hastaligin durumuna, hastanin cinsiyetine, hastanin yasina gére uygulamayi
yapacak cerrah tarafindan belirlenmelidir.

Ortimplant Humerus intramediiller ¢ivi ve aksesuarlarini kullanmadan énce cerrahlar ve yardimci ekip kullanim talimatlarini
dikkatlice okumalidir. Gerekli tim belge ve malzemeler size yetkili distribator tarafindan saglanacaktir. Cerrah bu Griinlerin
kullanimindan dogabilecek riskleri bilmeli ve hastayi bu riskler hakkinda mimkiin oldugunca bilgilendirmelidir.

Humerus intramediiller ¢ivi implantlari ve aksesuarlari;
Humerus intramediiller Civi, end cap & 3,5 mm Humerus intramediiller civi kilitleme vidasi,

Uzmanlar, yanhs implant kullanmalari, bu kullanici kilavuzundaki guivenlik kriterlerini karsilamamalari, uygun olmayan
cerrahi teknikler kullanmalarinin sonuglarindan sorumludurlar. Bu gibi durumlarda Ortimplant ve yetkili distribUtori hasta
ve cerraha karsi sorumlu degildir.

Ortimplant tarafindan iretilen Humerus intramediiller ¢ivi ve aksesuarlari sadece Ortimplant uygulama setleri ile
kullanilabilir. Uygulamayi yapan cerrah; uygulama setlerini diger ticari markalarin kullanimindan kesinlikle kaginmalidir.
Uygulamaya yapan cerrah, bu sekilde bir uygulama yaparken intramediiller ¢ivi ve aksesuarlari, el aletleri ve takimlarin
kemik hizalanmasini saglamak igin yeterli olacagindan emin olmadigi uygulamalardan kesinlikle kaginmaldir. Aksi taktirde
cerrah ameliyat ve ameliyat sonrasi ortaya ¢ikan komplikasyonlardan sorumludur. Ortimplant ve distribltorleri bu kosullar
altinda hasta ve cerrahlara karsi sorumlu degildir.

Cerrah, ameliyat dncesinde yaptigl hazirlik asamasinda Humerus intramediiller civi implantlarin, uygulama setleri ve
kullanacagi implantlarin birbirleriyle uyumlu oldugundan emin olmalidir. Herhangi bir komplikasyon durumunda cerrahi
uygulamanin olumsuz sonuglarindan Ortimplant ve distribltorleri sorumlu degildir.

Ortimplant tarafindan uretilen Humerus intrameddiller Civi implantlari, kemik yapilarina, kemik anatomik sekillerine, kirik
konfiglirasyonlarina gore farkli sekil ve boyutlarda tretilmektedir. Ortimplant Grin yapilari ile uyumlu olup, her Griin yapisi
spesifik kemik problemine gore dizayn edilmistir

Not: Humerus intramediiller givi ve aksesuarlari sertifikali ISO 5832-1 paslanmaz celik, sertifikali 1ISO 5832-3 titanyum

alagimdan Uretilmistir.

Not: En iyi sonucu elde etmek icin; Ortimplant Humerus intramediiller ¢ivi implantlarini diger firmalar tarafindan dretilen
pargalar ile beraber kullanmayiniz. Metal yorgunlugu ve enfeksiyon riski nedeniyle, Humerus intramediiller givi
implantlarini tekrar kullanmayiniz.

Cerraha Not: Doktor, hasta ile firma arasinda bilgili bir araci olsa bile, bu belgede verilen 6nemli tibbi bilgiler hastaya
bildirilmelidir.

Kullanim Amaci

Humerus intramediiller Civi implantlari ve bilesenleri eriskin kiriklarin tedavisinde, kirik sabitlenmesi igin kullanilmak {izere
tasarlanmis ve Uretilmistir. Dlzeltici osteotomilerinindi uygulanan rekonstriiksiyon islemlerinin sabitlenmesi ve psddo
artrozunun tedauvisi icin de kullanilabilir. Bu tir implantlar kullanilmasinda esas amag, kirik bélgesinde kompresyonun ve
saglam kirik fiksasyonunun saglanmasidir. Hastanin erken mobilizasyonu neticesinde pulmoner , gastrointestinal ve

kardiyovaskuler bozukluk olasiliklari da azaltiimis olur.
Endikasyon Bilgisi
Humerus intramediiller Civi implantlari ve bilesenleri  kemik kiriklari, psdédo artrozlar ve osteotomiler tizerinde rijit kemik

fiksasyonu igin tasarlanmis ve uygulanmistir.

Humerus Civileri sadece distal humerus kiriklari igin kullanilir. Farkli anatomilere ve farkl boyutlarda insan kemiklerine gére
Ortimplant Humerus intramediller civileri farkli boyutlarda tiretilmektedir.

Not: Kullanilacak implantlarin ve aksesuarlarin boyut, tip ve 6lguleri, segilen implant ve aksesuarlarina uygun “uygulama
setleri”, kullanacagi kemik bolgesine, kemigin yapisina, hastaligin durumuna, hastanin cinsiyetine ve hastanin yasina goére
uygulamayi yapacak cerrah tarafindan belirlenmelidir.

Operasyonun planlanmasi hastanin rontgen filmlerinin ayrintih degerlendirmesine dayanmalidir. Bu sekilde, cerrahin
belirledigi uygun Humerus intramediiller ¢ivi biyiikligii ve son kombinasyonlari hesaplanarak belirlenmelidir. Hastanin
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implant materyaline alerjik duyarliligi belirlenmelidir. implantlar farkli boyutlarda mevcut olmalidir. Uygun implantin
yerlestirilmesinden 6nce, cerrah dogru boyutta implant kullanmak igin implant boyutunun etiketiyle karsilastirildigindan
emin olmahdir. Kutunun igindeki fazla etiketler raporlama ve siparis verme amaglari igindir.

Not: Humerus intramediiller ¢ivi implantlari, bilesenleri ve implanta uygun uygulama setleri operasyondan énce cerrah ve
ekibi tarafindan segilmeli ve galismasi kontrol edilip dogrulanmalidir.

intramediiler civi, aksesuarlar ve uygun alet setleri segilecek ve diizgiin calisip ¢alismadigl operasyon éncesi cerrah ve
operasyon ekibi tarafindan kontrol edilecektir. Ortimplant Humerus intrameddller ¢ivi ve bilesenleri operasyon &ncesi
cerrah ve ekibi tarafindan segilir. Uygun hasta igin uygun Humerus intramediiller civilerin ve aksesuarlarin segiminden
cerrah ve ekip sorumludur. Uygun olmayan implant se¢imi ve uygulamasindan dogacak aksakliklardan Ortimplant ve
distributorleri sorumlu tutulamaz.

Kontraendikasyon Bilgisi

Asagidaki durumlar kontrendikasyonlari igerir, ancak bunlarla sinirli degildir;

Aktif enfeksiyon gelisimi veya enfeksiyon riski (immin yetmeazlik),

Lokal inflamasyonun gostergeleri,

Artan ates ve beyaz kan hiicresi kiitlesi,

Morbid obezite,

Hamilelik (hastanin ameliyat sartlarina uygunlugu uzmanlar tarafindan onaylanana kadar),
Ruhsal hastaliklar,

Konjenital ciddi anatomik bozuklugu olan hastalar,

NN N N N R RN

Baska bir hastaligin varligi, buna bagli bir ilacin veya cihazin kullanimi, ¢ivi implantlarin islevinin yararini potansiyel

olarak azaltabilir ya da oOnleyebilir (6rn. streprococcus'a veya progresif streptokok enfeksiyonlari, dogustan

fonksiyonel anormallik, agiklanamayan semi metal degerin ylkselmesi, diger sakatlayici durumlar gibi),

v" Hizl ilerleyen eklem hastaligi, kemik erozyonu, osteopeni ve/veya osteoporoz. Osteoporoz ve osteopeni, azalmis
stabilizasyon ve/veya mekanik fiksasyon nedeniyle iyilesme derecesini sinirlayabilen kontrendikasyonlardir.

v" Titanyum, paslanmaz gelik metal alerjisinin oldugu durumlar,

v' Kemik grefti veya fiizyonunun gereksiz oldugu durumlar,

v" Kullanim igin secilen implant bilesenlerinin uygulama yapilacak kemik bélgesine ¢ok biiyiik ya da ¢ok kiigiik olmasi
durumlari,

v" Operasyon alanini 6rtecek kadar yeterli yumusak dokuya sahip olmayan, yeterli kemik stogu, yeterli kemik
kalitesine sahip olmayan hastalar,

v" Disiik fizyolojik performansa sahip olmasi beklenen hastalar,

v Givilerin implanta yoénelik oldugu kemik anatomisinde herhangi bir anomalisi olan hastalar,

v' Postoperatif donemde komplikasyonlara veya fiksasyon yetersizligine neden olabilecek derecede mental veya
néromuskiler bazi hastaliklar,

v' Postoperatif talimatlari takip etmeye istekli olmayan hastalar,

v Uriinlerin endikasyonlarda belirtiimeyen durumlarda kullanilmasi,

Not: Viicut icinde beklenmedik metal korozyonu riskinin yiiksekligi nedeniyle, iki farkli metal bilesen bir arada

kullanilmamalidir.

Potansiyel advers olaylar ve komplikasyonlar

Kemik cerrabhisi ile ilgili bilinen tiim bilimsel giivenlik uyarilari, Humerus intramediiller civi ve aksesuarlarin implantasyonu
sirasinda cerrah ve ekip tarafindan dikkate alinacaktir. Cogu durumda, olumsuz sonuglar cihazla ilgili olmaktan ¢ok klinikle
iliskili olabilir. Humerus intramediiller ¢ivi ve aksesuarlarin implantasyonu ile ilgili potansiyel giivenlik uyarilari, potansiyel

advers olaylar ve komplikasyonlar asagida listelenmistir, ancak bunlarla sinirli degildir;
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v" Hastanin zayif kemik kalitesi veya yanlis uygulama nedeniyle Humerus intramediiller ve aksesuarlardaki vida
bilesenlerinin erken veya geg gevsemesi,

v' Gévde icindeki tiim bilesenlerin sékiilme, biikiilme ve/veya kirilma olasilig1.

v" implantlara karsi yabanci cisim reaksiyonunun (alerji) gelismesi, dékiintii olusumu, implantlarin korozyonu
(catlaklar, strtiinme ve / veya genel korozyon),

v" Yeterli yumusak doku &rtisii olmayan hastalarda, operasyon tarafindaki baski ile deri penetrasyonu, fibréz
dokuda artis, ciltte nekroz ve/veya agri gelisimi, cevreleyen dokularin ve kemigin iltihaplanmasi olabilir.
Enstriimanlarin yanhs kullanimi veya implantin yanls yerlestirilmesi ¢evre doku ve sinirlere zarar verilebilir.

v' Ameliyattan sonra ilgili viicut bélimiinde kemik diizgiinl(igii, ekstremitede zayiflama ve/veya uzunluk kaybindaki
degisiklikler cerrah ve hasta tarafindan takip edilmelidir,

v" Lokal ve/veya genel enfeksiyon gelisimi,

v' Felg (tam veya kismi), disestezi, asiri duyarlilik, uyusukluk, parestezi, radikiilopati gériinimi ve/veya agr,

duyarsizlasma, néroma gelisimi gibi norolojik fonksiyon kaybi, biling kaybi, karincalanma hissi ve/veya gorinir

kusurlar,

Mesane dolgunlugu, idrar retansiyonu ve diger Uriner sistem rahatsizliklari bozukluklari,

Yara olusumu sinir sistemi sorunlarina veya sinir etrafinda basing ve agriya neden olabilir,

Kirik, mikrofraktr, rezorpsiyon, kemik defektinin gelisimi veya kemigin penetrasyonu,

Psodo artroz, cerrahi operasyonun yapildigi kirik kemikte geg ve zayif birlesme,

Ameliyat edilen kemigin komsu eklemlerinde artmis/azalmis hareketlilik ve fonksiyon,

Hastanin glinliik faaliyetlerini stirdirememesi,

Kemik yogunlugunun kaybi veya azalmasi (muhtemelen kemigin yiikiindeki azalmanin bir sonucudur),

Agri, kirik ya da yara iyilesme problemleri dahil olmak tzere greft alinan bolge komplikasyonlari,

intestinal obstriiksiyon veya kontrol kaybi, gastrit veya diger gastrointestinal sistem bozukluklari

AN N N N N N NN

Kanama, hematom, seroma, édem, hipertansiyon, vaskiler okliizyon, felg, asiri kanama, flebit, doku ¢lrimesi,

yara acilmasi, damar yaralanmalari veya diger kardiyovaskiiler sistem bozukluklari,

AN

Ureme sistemi bozukluklari, cinsel islev bozuklugu, solunum problemlerinde ilerleme (6rn. pulmoner embolizm,

pnoémoni, bronsit),

v' Civilerin dzellikle eklemlerin etrafina implantasyonu sirasinda, uygun olmayan boyuttaki civilerin eklemlere niifuz
edebilecegi ve kondral lezyonlara neden olabilecegi bildirilmistir, bu durumdan kondral lezyonlari énlemek ve
erken eklem artrozunu énlemek icin kaginilmasi gerekir,

v' Cerrahi sirasinda uygun olmayan riinlerin, yanhs boyuttaki civi, vida ve kilavuz tellerin yerlestirilmesi sonucu
eklem yiizeyleri hasar gorebilir,

v" Yanlig uygulama sirasinda eklem bélgesinde kemik ¢ivi ve vida implantlarinin insidansi,

v' Hastalar kuvvetli manyetik alanlardan uzak durmaldir.

v' Hasta ameliyat bélgesinde anormal ses, agri veya isi artisi duydugunda derhal hekimine bagvurmalidir.

Not: Bu potansiyel dezavantajlari diizeltmek icin ek cerrahi midahale gerekebilir.

Hedeflenen Kullanici Profili

Ortimplant Humerus Civileri sadece saglik profesyonelleri tarafindan kullanilmahdir.

Cerrahi islemler, sadece ameliyatin yapilacagi anatomik yapi veya formasyon konusunda yeterli egitim almis ve cerrahi

tekniklere asina olan tip uzmanlari veya uzmanlarin sorumlulugunda tip uzmanhk 6grencileri tarafindan yapilmalidir.

Cerrahi bir islem gergeklestirmeden 6nce teknikler, komplikasyonlar ve tehlikeler hakkinda cerrahi literatiir gozden
gecirilmelidir. Kullanmadan 6nce urtin givenlik 6zellikleri ile ilgili tiim kullanim talimatlarini dikkatlice okumalisiniz. Gerekli

tim malzeme ve belgeler yetkili distriblitér tarafindan saglanmalidir.
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Genel Giivenlik Uyarilari
! Kullanim 6ncesi Kullanim Kilavuzunu okuyunuz ve uyarilari dikkate aliniz.

Uriinler STERIL DEGILDIR! ilk kullanim 6ncesi bu kilavuzda belirtilen talimatlara gore steril ediniz.

Kullanim amaci digsinda kullanmayiniz.

Humerus intramediiller ¢ivi implanti yukarida belirtilen amaglar disinda kullaniimamalidir.

Hasta igin uygun cihaz, uygun aksesuar ve uygun uygulama alet seti segimi cok dnemlidir. Yanhs kullanim veya
bilesenlerin yanlis hizalanmasi, cihaz veya kemiklerde kayba, biikiilmeye, kirilmaya veya ¢atlamaya neden olabilir.
Yeterli kemik gelisiminin radyografik olarak onaylanmasina kadar; kirigin stabilizasyonunu saglamak, kirik bolge
Uzerine dlisen ylUkin en aza indirilmesi igin diger i¢ veya dis destek araglari kullaniimalidir (ortez, algi vb.).

! Uzun kemiklerin proksimal/distal kiriklarinda ve osteotomilerinde yiiksek basing olusur. Bu, diizensiz kas kuvveti
nedeniyle implant bilesenlerinde biikilme veya kirilma olusturarak iyilesmeyi olumsuz etkileyebilir.

Uyumlu olmayan metalleri karistirmayiniz.

Cihaz metal malzemelerden imal edilmis olup atik malzeme icermez.

- 1o 1o s

-

- o

Onlemler

implant tekrar kullaniimamalidir. Erken yiiklenmek, cihazlarin ¢alismamasina neden olabilir. implantin kullanim sirasinda
rahatsizlik vermesini 6nlemek igin implantlari ve uygulama setlerini (uygunluk ve fonksiyonlarini tam yerine getirebilme
yoéninden) kullanmadan 6nce kontrol ediniz.

Operasyon

Hasta ve implant Segimi:

Sadece endikasyona sahip olan ve kesin kontrendikasyona sahip olmayan ha hastalar cerrahi isleme alinmasi gerekir. Ancak
segimde son karar ve sorumluluk ameliyati gerceklestirecek olan cerraha aittir.

Her hasta igin uygun boyut, sekil ve tasarimin segilmesi, prosediiriin basarili olmasi igin dnemlidir. Metalik cerrahi implantlar
kullanimlari sirasinda tekrarlanan yiiklere maruz kalirlar ve sekil, boyut ve tasarim agisindan sinirlidirlar. Hastaya uygun
implant segimine 6zen gosterilmedikge, implant uygun sekilde yerlestiriimedikge, cihazda implant izerindeki stresi azaltmak
icin herhangi bir 6nlem alinmadiginda, bu tiir stresler, bikiilme ve cihaz gevsemesine, metal yorgunluguna ve iyilesmeden
once nihai kirllmaya neden olabilir. Bu durumlar, cihazin hasar gérmesine veya erken gikarilmasina neden olabilir.

Operasyon Oncesi:

v" Sadece endikasyonlarda belirtilen kriterlere sahip hastalar secilmelidir.

v" Kontrendikasyonlarda belirtilen kosullara sahip olan veya bu tiir egilimli olan hastalarda Humerus intramediiller
givi kullanimindan kaginilmalidir.

v" Humerus intramediiller ¢ivi ve aksesuarlarin tasinmasinda ve saklanmasinda dikkatli olunmalidir. Civiler
cizilmemeli veya hasar gdrmemelidir. Depolama sirasinda agresif cevre kosullarina karsi korunmalidirlar. implant
paketleri kullanimdan 6nce hasar agisindan dikkatlice kontrol edilmelidir.

v" Ameliyat sirasinda uygun boyut, tip ve sayida cihazlar kullanilmalidir.

v" Cerrahlar, cerrahi ekipmani kullanmadan &nce Humerus intramediiller civilerin gesitli bilesenlerine asina olmali ve
operasyon baslamadan 6nce tiim pargalarin ve gerekli aletlerin mevcut oldugunu dogrulamak igin sistemi
kurmalidir. Kemik ¢ivi implantlari ve aksesuarlar (agiklamada agiklandigi gibi) diger Ureticiler tarafindan dretilen
bilesenlerle tamamlanamaz. Farkli metal tirleri asla bir arada kullanilmamalidir.

v" Humerus intramediller givi ve aksesuarlar kullanimdan énce temiz ve steril olmalidir. istenmeyen durumlari
onlemek igin ek steril bilesenler mevcut olmalidir

Operasyon sirasinda:

v" Spinal kolonun, sinir kéklerinin ve periferik sinir sisteminin gectigi bolgelere asiri dikkat gésterilmelidir. Sinirlere
verilen hasar, nérolojik islevlerin kaybina yol agar. Cerrahi islem sirasinda intra kranial, intratorasik, intrapelvik
organlar, arteriyel ve ven6z bolgelere azami dikkat gosterilmeli ve bu yapilar korunmalidir. Arteriyel veya venoz
yaralanmalar 6limle sonuglanabilir.

v" 2. Humerus intramediiller civi bilesenlerinin veya cerrahi setin kirilmasi, kaymasi veya yanls kullaniimasi hastanin
veya cerrahi personelin yaralanmasina neden olabilir.

v 3. Kemik givi implantlari tekrar tekrar asiri biikiilmemelidir. implant {izerindeki ¢izikler veya gentikler implantin
fonksiyonel bitlinligini azaltabilir, bu nedenle bu tir durumlardan kaginmak igin gerekli 6zeni gosterin.

v" 4, Mimkiin veya gerekli oldugunda, cerrahi islemi kolaylastirmak igin bir gériintiileme sistemi kullanilmalidir.

v" 5. implant bilesenlerinin birbirinden ayirmak zor olacagindan ve giivenlik ve etkinlikleri kanitlanmadigindan, dolayi
kemik yapistirma ve ¢ozliculeri kullanmayiniz. Ameliyat sirasinda ortaya gikan isi birikimi norolojik yaralanmalara
ve lokal kemik dokusu 6liimiine neden olabilir.

v" 6. Yumusak dokuyu dikmeden &nce, uygun olmayan ¢ivi implant pozisyonu varsa, Humerus intramediiller givi
konumunu degistiriniz.



Dok/Doc No: KK11

(X o
;\‘xd:' O rt] m p la n t Yayin Tarihi/lssue Date: 24.06.2019

Orthopaedics & Medical Devices Rev Tarihi/ Date: 07.01.2024
Rev. No: 05

Operasyon sonrasi:
Cerrah tarafindan hastaya verilen post-operatif direktifler ve uyarilar ve bunlarla iliskili hasta sikayetleri son derece
onemlidir;

v" Hastaya cihazin nasil kullanilacagina iliskin talimatlar verilmelidir. Bélgesel agirlik dagilimi tavsiye edilirse veya
tahmin edilirse, kemik kaynagsmasi tamamlanmadan énce hasta olasi kemik givi implantlarin biikilmesi, carpma
konusunda bilgilendirilmelidir. Hasta asiri yash, zayif veya hareketli ise ameliyat sonrasi rehabilitasyon sirasinda
gegici sabitleme cihazinin biikiilme, gevseme ve ¢arpma riski artabilir. Hasta herhangi bir pozisyonda diisme ve ani
sarsilmalardan kaginmasi konusunda uyariimalidir.

v' 2. Maksimum cerrahi basari elde etmek icin, hasta veya cihaz, cihazin gevsemesine neden olabilecek mekanik
titresime veya soka maruz kalmamalidir. Hasta bu olasilik hakkinda bilgilendirilmeli ve 6zellikle her tiirli spor
aktivitesine katilimi kisitlanmalidir. Hastaya ayaga kalkarken yanindakilerin refakat etmesi ve yardimci destek
cihazlan (koltuk degnekleri, yirutegler, ortez vb.) kullanmasi 6nerilmelidir. Hastaya 6zellikle donme (rotasyon)
hareketlerinden kaginmasi 6nerilmelidir. Hasta, kemik iyilesme slrecinde nikotin, alkol veya steroid iceren bir
Grtinl igmemesi veya tiketmemesi konusunda uyarilmalidir.

v' 3. Hasta cerrahi operasyon alanindaki hareket kaybi hakkinda uyarilmali ve viicut hareketindeki kalici fiziksel
kisitlamanin nasil telafi edilecegi konusunda bilgilendirilmelidir.

v' 4, Kingin kaynamamasi veya gecikmis kaynama; kirigi sabitleyen implant {izerinde asiri ve tekrarlayan stres yaratir.
Asiri yik, metal cihazin yorulmasi sonucunda egilmesine, gevsemesine veya ¢okmesine neden olabilir. Cerrahi
boélgeyi rontgen muayenesi ile uygun kemik kaynamasina ulasincaya kadar hareket ettirmemek 6nemlidir. Cihazda
gevseklik, bukilme ve/veya carpilma varsa, cihaz ciddi yaralanma olmaksizin degistirilmeli veya ¢ikarilmaldir.
Hasta bu tehlikelere karsi uyarilmali ve kemik konsolide olana kadar yakindan izlenmelidir.

v" 5. Ozellikle yiiksek riskli hastalarda, daha sonraki cerrahi islemler (dental cerrahi gibi) 6ncesinde profilaktik
antibiyotik kullanimi énlemlidir.

v" 6. implant fiksasyon cihazlari, normal kirik iyilesmesi sirasinda kirik bolgede stabilite saglamak igin tasarlanmistir.
Kemik kaynadiktan sonra, bu cihazlarin fonksiyonel bir etkisi yoktur ve gikarilabilir. Cihazin gikariimasi igin son
karar cerrah ve hastaya baglidir. Birgok hastada asagidaki komplikasyonlardan biri veya daha fazlasi goriilebilir;
=  Korozyon, lokal doku reaksiyonu veya agri,

*  implant pozisyonunun bozulmasi (olasi yaralanmalara yol agar),

= Ameliyat sonrasi ameliyat bélgesine travma nedeniyle ekstra yaralanma riski,

= |mplantin gikarilmasini zorlastiracak sekilde ameliyat bdlgesinde biikiilme, gevseme veya kirilmasi,
=  |mplant viicutta iken agri, rahatsizlik veya anormal hareketlenme hali,

= Olasl enfeksiyon riskinin yuksekligi,

= Kemik Uzerindeki asir basingtan kaynaklanan kemik kaybi.

implantin Cikarilmasi:

Agri veya enfeksiyon gibi bir problem oldugunda Humerus intramediiller giviler cerrahlar tarafindan gikariimalidir. Bu islem
anestezi ile yapilir ve ayrica cerrahi bir islem gerektirir. Bu islem "Ortimplant Humerus intramediiller Civilerin Ameliyat
Teknigi" kilavuzunda anlatilmistir. ilgili Gretici tarafindan saglanan gekim adaptérii Humerus intramediiller ¢ivinin ucuna
takilir ve 6nerilen ¢ekim teknigi ile givi ¢ikarilir.

Not: Ortimplant; Humerus intramediiller ¢ivinin kemikte agri veya enfeksiyon gibi durumlar olusturmasinda civinin
¢ikartilmasini 6nerir.

Cerrahi Teknik

Humerus intramediiller givi prosediiriinii agiklamak icin ayri bir cerrahi teknik kilavuzu sunulmaktadir. Cerrah, triinleri
kullanmadan 6nce cerrahi prosedire asina olmalidir. Ayrica kullanmadan 6nce prosediirlerde deneyimli meslektaslarina
danismak ve ilgili yayinlara asina olmak cerrahin sorumlulugundadir. Dogru uygulama yéntemi igin Ortimplant tarafindan
verilen cerrahi teknik dokiimanini inceleyiniz.

Sterilizasyon
Uriinlerimiz igin sterilizasyon metodu olarak Buharli Sterilizasyon Yéntemi gegerli kiinmis ve énerilmektedir.

! Buharli sterilizator, EN 285 standardina uygun ve EN ISO 17665 standardina gore gegerli kilinmis olmalidir.
! Sterilizator Ureticisinin talimatlarina gére izin verilen maksimum ytklemenin asilmadigindan emin olunmalidir.
! Sterilizasyon isleminde kullanilacak suyun 6zellikleri EN 285 ve ISO 17665 standartlarina uygun olmalidir.

Sterilizasyon Yontemi Sicaklik Siire

Buharli Sterilizasyon 134 °C 5 dk

Paketleme ve Depolama Kosullar
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Tim Ortimplant Humerus Civileri standartlara uygun yontemlere gore temizlenir ve dezenfekte edilir. Temizleme ve

dekontaminasyon, notral temizlik maddeleri ile durulamayi ve ardindan saf su ile yikamayi igermektedir.
Sonrasinda tiim Uriinler temiz odada paketlenmektedir.

Not: Ortimplant Humerus Civileri iceren paketlerin hasar almamis olduguna dikkat edilmelidir. Bir irsaliye veya fatura
kullaniliyorsa, kullanimdan 6nce tiim Grtinlerin uygulama setleri dahil olmak tzere eksiksiz oldugu kontrol edilmelidir.

Hasarli paketler ve riinler kullanilmamali, Ortimplant veya distribiitore iade edilmelidir.

Humerus Civiler, %80'nin altinda nem igeren bir ortamda saklanmalidir ve ortam asindirici gaz igermemelidir.
Bertaraf Kosullari

Uriinlerin bertaraflari, Giriinlerin kullanildigi tilkenin ulusal mevzuatlarina uygun talimatlarca gergeklestirilmelidir.

irtibat Bilgileri

Uretici: Ortimplant Ortopedi ve Tibbi Aletler Tic. Ltd. Sti.

Adres: Kirazlik Mahallesi 1034.Cadde No: 14 Tekkekdy / SAMSUN
Telefon: +90 362 266 97 28

Faks: +90 362 266 58 72

Web: www.ortimplant.com.tr

E-posta: info@ortimplant.com.tr

Onaylanmig Kurulusg Bilgileri

Adres: HTCERT, Jakovides Tower 81 — 83 Grivas Digenis Av. 1090 NICOSIA, CYPRUS
OK Kodu: 2803

Telefon: +35722060771, +35722060772

Fax: +35722060772

Web: www.htcert.com

E-posta: info@htcert.com
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ENGLISH

Symbols and Their Explanations

EE] Read the user manual before use!
A\ Warning!

It is not sterile!

@ Do not reuse !

T Store in a dry place!

i_& Protect from sunlight!

%ﬂ Humidity limitation symbol: Store in environments not exceeding 0-80% humidity!
ad Manufacturer

C€,.. CEmarking according to (EU) 2017/745 Medical Device Directive

References
(EU) 2017/745 Medical Device Regulation
EN I1SO 20417:2021 Medical devices - Information to be provided by the manufacturer

EN ISO 15223-1 Medical devices - Symbols to be used in the information to be submitted by the manufacturer - Part 1:
General requirements

EN ISO 17664-1 Processing of health care products - Information provided by medical device manufacturers for the
processing of medical devices - Part 1: Critical and semi-critical medical devices

EN ISO 17665-1 Sterilization of healthcare products - Moist heat - Part 1 - Requirements for the development, validation
and routine control of a sterilization process for medical devices

EN ISO 17665-2 Sterilization of health care products - Moist heat — Part 2 - Requirements for the development, validation
and routine control of a sterilization process for medical devices

EN ISO 14630:2012 Non-active surgical implants - General specifications

1SO 11607-1:2019 (Packaging for Terminally Sterilized Medical Devices - Part 1: Requirements for Materials, Sterile Barrier
Systems and Packaging Systems)

Product Description

Humerus Intramedullary Nail & Accessories should only be used for bone fixation purposes by specialist healthcare
professionals (surgeons) with the necessary application qualifications and full experience and certification in this field.
These medical devices and accessories, treatment sets and instruments are manufactured for medical interventions for the
treatment of patients and cannot be used for other purposes. Otherwise, manufacturers and distributors cannot be held
responsible.

Ortimplant Humerus Intramedullary Nails & Accessories are sold non-sterile and all devices are disposable.

Humerus Intramedullary nails and accessories are manufactured from certified ISO 5832-1 stainless steel and certified ISO
5832-3 titanium alloy raw materials. Titanium and stainless steel (SS) are completely biocompatible, corrosion resistant and
non-toxic in the biological environment.

Ortimplant implants are produced from materials that provide the above features for special use. Do not use titanium alloy,
stainless steel and nail components in the same place. Due to the risk of metal fatigue and infection, never reuse Humerus
Intramedullary nail and accessory implants.

Note: The size, type and dimensions of the Humerus Intramedullary nails and accessories to be used, "application sets"
suitable for the selected implant and accessories should be determined by the surgeon who will perform the application
according to the bone area on which he will use, the condition of the disease, the gender of the patient and the age of the
patient.



> B B

o Dok/Doc No: KK11
v.-_\":v O rt] m p la n t Yayin Tarihi/Issue Date: 24.06.2019

x Orthopaedics & Medical Devices Rev Tarihi/ Date: 07.01.2024
Rev. No: 05

Before using the Ortimplant Humerus Intramedullary nail and accessories, surgeons and the supporting team should
carefully read the instructions for use. All necessary documents and materials will be provided to you by the authorized
distributor. The surgeon should be aware of the risks that may arise from the use of these products and inform the patient
about these risks as much as possible.

Humerus Intramedullary nail implants and accessories;
Humerus Intramedullary Nail, end cap & 3.5 mm Humerus Intramedullary nail locking screw,

Specialists are responsible for the consequences of using the wrong implant, not meeting the safety criteria in this user
guide, or using inappropriate surgical techniques. In such cases, Ortimplant and its authorized distributor are not
responsible to the patient and surgeon.

Humerus Intramedullary nails and accessories produced by Ortimplant can only be used with Ortimplant application sets.
The surgeon performing the application; The application sets should strictly avoid the use of other trademarks. When
performing such an application, the surgeon should definitely avoid applications where he is not sure that the
intramedullary nails and accessories, hand tools and tools will be sufficient to ensure bone alignment. Otherwise, the
surgeon is responsible for the surgery and postoperative complications. Ortimplant and its distributors are not responsible
to patients and surgeons under these circumstances.

During the preparation phase before the surgery, the surgeon must ensure that the Humerus Intramedullary nail implants,
application sets and the implants he will use are compatible with each other. Ortimplant and its distributors are not
responsible for the negative consequences of surgical application in case of any complications.

Humerus Intramedullary Nail implants produced by Ortimplant are produced in different shapes and sizes according to
bone structures, bone anatomical shapes and fracture configurations. It is compatible with Ortimplant product structures,
and each product structure is designed according to the specific bone problem.

Note: Humerus Intramedullary nails and accessories are manufactured from certified ISO 5832-1 stainless steel and
certified ISO 5832-3 titanium alloy.

Note: To achieve the best result; Do not use Ortimplant Humerus Intramedullary nail implants with parts produced by other
companies. Do not reuse Humerus Intramedullary nail implants due to metal fatigue and risk of infection.

Note to Surgeon: Even if the physician is a knowledgeable intermediary between the patient and the company, the
important medical information provided in this document must be disclosed to the patient.

Intended Use

Humerus Intramedullary Nail implants and components are designed and manufactured to be used for fracture fixation in
the treatment of adult fractures. It can also be used to stabilize corrective osteotomies and reconstruction procedures and
to treat pseudoarthrosis. The main purpose of using such implants is to provide compression and solid fracture fixation in
the fracture area. As a result of early mobilization of the patient, the chances of pulmonary, gastrointestinal and

cardiovascular disorders are reduced.
Indication Information

Humerus Intramedullary Nail implants and components are designed and applied for rigid bone fixation on bone fractures,

pseudoarthroses and osteotomies.

Humerus Nails are used for distal humerus fractures only. Ortimplant Humerus Intramedullary nails are produced in

different sizes according to different anatomies and human bones of different sizes.

Note: The size, type and dimensions of the implants and accessories to be used and the "application sets" suitable for the
selected implant and accessories should be determined by the surgeon who will perform the application according to the
bone area to be used, the structure of the bone, the condition of the disease, the gender of the patient and the age of the

patient.

Planning the operation should be based on detailed evaluation of the patient's x-rays. In this way, the appropriate Humerus
Intramedullary nail size and final combinations determined by the surgeon should be determined by calculation. The

patient's allergic sensitivity to the implant material should be determined. Implants should be available in different sizes.
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Before placing the appropriate implant, the surgeon must ensure that the implant size is compared to the label to use the

correct size implant. Extra labels inside the box are for reporting and ordering purposes.

Note: Humerus Intramedullary nail implants, components and application sets suitable for the implant should be selected

by the surgeon and his team before the operation, and their operation should be checked and verified.

The intramedullary nail, accessories and appropriate tool sets will be selected and their proper functioning will be checked
by the surgeon and the operation team before the operation. Ortimplant Humerus Intramedullary nail and its components
are selected by the surgeon and his team before the operation. The surgeon and the team are responsible for selecting the
appropriate Humerus Intramedullary nails and accessories for the appropriate patient. Ortimplant and its distributors

cannot be held responsible for any disruptions that may arise from improper implant selection and application.
Contraindication Information

The following situations include, but are not limited to, contraindications;

Development of active infection or risk of infection (immunodeficiency),

Indicators of local inflammation,

Increased fever and white blood cell mass,

Morbid obesity,

Pregnancy (until the patient's suitability for surgery conditions is confirmed by experts),
mental illnesses,

Patients with serious congenital anatomical disorders,

NN N N N R RN

The presence of another disease, associated use of a drug or device, may potentially reduce or prevent the
function of nail implants (e.g., streprococcus or progressive streptococcal infections, congenital functional
abnormality, unexplained semimetal elevation, other disabling conditions).

v" Rapidly progressive joint disease, bone erosion, osteopenia and/or osteoporosis. Osteoporosis and osteopenia
are contraindications that may limit the degree of healing due to decreased stabilization and/or mechanical
fixation.

v' Cases of metal allergy to titanium, stainless steel,

v" Situations where bone graft or fusion is unnecessary,

v" In cases where the implant components selected for use are too large or too small for the bone area to be
applied,

v" Patients who do not have enough soft tissue to cover the operation area, who do not have sufficient bone stock,
or who do not have sufficient bone quality,

v' Patients expected to have low physiological performance,

v" Patients with any anomalies in the bone anatomy where the nails are aimed at the implant,

v" Some mental or neuromuscular diseases that may cause complications or fixation failure in the postoperative
period,

v' Patients who are not willing to follow postoperative instructions

v' Using the products in situations not specified in the indications,

Note: Due to the high risk of unexpected metal corrosion inside the body, two different metal components should not be

used together.
Potential adverse events and complications

All known scientific safety warnings regarding bone surgery will be taken into account by the surgeon and the team during
the implantation of the Humerus Intramedullary nail and accessories. In many cases, negative results may be clinic-related
rather than device-related. Potential safety warnings, potential adverse events, and complications related to implantation

of the Humerus Intramedullary nail and accessories are listed below, but are not limited to;
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Early or late loosening of screw components in the Humerus Intramedullary and accessories due to poor bone
quality of the patient or incorrect application,

Possibility of disassembly, bending and/or breakage of all components within the body.

Development of foreign body reaction (allergy) to implants, formation of rash, corrosion of implants (cracks,
friction and / or general corrosion),

In patients without adequate soft tissue cover, skin penetration due to pressure on the operation side, increase in
fibrous tissue, development of skin necrosis and/or pain, and inflammation of surrounding tissues and bone may
occur. Improper use of instruments or incorrect placement of the implant may cause damage to surrounding
tissue and nerves.

After the surgery, changes in bone smoothness, limb weakening and/or length loss in the relevant body part
should be monitored by the surgeon and the patient.

Development of local and/or general infection,

Paralysis (complete or partial), dysesthesia, hypersensitivity, numbness, paresthesia, appearance of radiculopathy
and/or pain, depersonalization, loss of neurological function such as neuroma development, loss of
consciousness, tingling sensation and/or visible defects,

Disorders of bladder fullness, urinary retention and other urinary system disorders,

Scar formation can cause nervous system problems or pressure and pain around the nerve,

Fracture, microfracture, resorption, development of bone defect or penetration of bone,

Pseudo arthrosis, late and poor union of the fractured bone where the surgical operation was performed,
Increased/decreased mobility and function in the adjacent joints of the operated bone,

The patient cannot continue his daily activities,

Loss or decrease in bone density (possibly a result of a decrease in the load on the bone),

Complications of the grafted area, including pain, fracture or wound healing problems,

Intestinal obstruction or loss of control, gastritis or other gastrointestinal tract disorders

Bleeding, hematoma, seroma, edema, hypertension, vascular occlusion, stroke, excessive bleeding, phlebitis,
tissue decay, wound dehiscence, vascular injuries or other cardiovascular system disorders,

Reproductive system disorders, sexual dysfunction, progression of respiratory problems (e.g. pulmonary
embolism, pneumonia, bronchitis),

It has been reported that during implantation of nails, especially around joints, inappropriately sized nails can
penetrate the joints and cause chondral lesions, which should be avoided to prevent chondral lesions and prevent
early joint arthrosis,

Joint surfaces may be damaged as a result of placement of inappropriate products, wrong size nails, screws and
guide wires during surgery,

Incidence of bone nail and screw implants in the joint area during improper application,

Patients should stay away from strong magnetic fields.

The patient should immediately consult his physician if he hears abnormal sounds, pain or increased temperature

in the surgery area.

Note: Additional surgery may be required to correct these potential drawbacks.

Intended User Profile

Ortimplant Humerus Nails should only be used by healthcare professionals.

Surgical procedures should only be performed by medical specialists or medical residents under the responsibility of

specialists who have received adequate training in the anatomical structure or formation where the surgery will be

performed and are familiar with surgical techniques.

Before performing a surgical procedure, surgical literature on techniques, complications, and hazards should be
reviewed. You should carefully read all operating instructions regarding product safety features before use. All
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necessary materials and documents must be provided by the authorized distributor.

General Safety Warnings
! Read the User Manual before use and take into account the warnings.

! The products are NOT STERILE! Before first use, sterilize according to the instructions specified in this manual.

! Do not use it for purposes other than its intended use.

-

Humerus Intramedullary nail implant should not be used for purposes other than those stated above.

-

Choosing the appropriate device, appropriate accessory and appropriate application tool set for the patient is
very important. Improper use or misalignment of components may cause loss, bending, breakage, or cracking of
the device or bones.

! Until radiographic confirmation of adequate bone development; Other internal or external support devices should

be used (orthosis, plaster, etc.) to stabilize the fracture and minimize the load on the fractured area.

e

High pressure occurs in proximal/distal fractures and osteotomies of long bones. This can cause bending or

breakage of implant components due to uneven muscle force, which can negatively impact healing.

-

Do not mix incompatible metals.

-

The device is made of metal materials and does not contain waste materials.
Precautions

The implant should not be reused. Loading too early may cause devices to stop working. In order to prevent the implant
from causing discomfort during use, check the implants and application sets (in terms of suitability and full functionality)

before use.
Operation

Patient and Implant Selection:

Only patients with indications and no absolute contraindications should undergo surgical procedure. However, the final

decision and responsibility belongs to the surgeon who will perform the surgery.

Choosing the appropriate size, shape and design for each patient is important for the procedure to be successful. Metallic
surgical implants are subjected to repeated loads during use and are limited in shape, size and design. Unless care is taken
in selecting the appropriate implant for the patient, unless the implant is placed properly, and if no precautions are taken to
reduce the stress on the implant, such stresses can result in buckling and device loosening, metal fatigue, and eventual

fracture before healing. These situations may result in device damage or premature removal.
Before Operation:

v" Only patients who meet the criteria specified in the indications should be selected.

v" The use of Humerus Intramedullary nails should be avoided in patients who have or are prone to the conditions
listed in the contraindications.

v' Care should be taken when transporting and storing Humerus Intramedullary nails and accessories. Nails should
not be scratched or damaged. They must be protected against aggressive environmental conditions during
storage. Implant packages should be checked carefully for damage before use.

v" Devices of appropriate size, type and number should be used during surgery.

v" Surgeons must become familiar with the various components of the Humerus Intramedullary nails before using
the surgical equipment and set up the system to verify that all parts and necessary tools are present before the
operation begins. Bone nail implants and accessories (as described in the description) cannot be completed with
components produced by other manufacturers. Different types of metal should never be used together.

v" Humerus Intramedullary nails and accessories must be clean and sterile before use. Additional sterile components

must be available to prevent undesirable situations



¥

[

. N’

o Dok/Doc No: KK11

O rt] m p la n t Yayin Tarihi/Issue Date: 24.06.2019
Orthopaedics & Medical Devices Rev Tarihi/ Date: 07.01.2024
Rev. No: 05

During the operation:

v

1. Extreme attention should be paid to the areas where the spinal column, nerve roots and peripheral nervous
system pass. Damage to nerves leads to loss of neurological functions. During the surgical procedure, maximum
attention should be paid to intracranial, intrathoracic, intrapelvic organs, arterial and venous areas and these
structures should be protected. Arterial or venous injuries can result in death.

2. Humerus Breakage, slippage, or misuse of intramedullary nail components or surgical set may result in injury to
the patient or surgical personnel.

3. Bone nail implants should not be excessively bent repeatedly. Scratches or nicks on the implant may reduce its
functional integrity, so take due care to avoid such situations.

4. Whenever possible or necessary, an imaging system should be used to facilitate the surgical procedure.

5. Do not use bone bonding agents and solvents as the implant components will be difficult to separate from each
other and their safety and effectiveness have not been proven. Heat accumulation occurring during surgery can
cause neurological injuries and local bone tissue death.

6. Before suturing the soft tissue, change the Humerus Intramedullary nail position if there is an inappropriate nail

implant position.

After the operation:

The post-operative instructions and warnings given to the patient by the surgeon and the patient complaints associated

with them are extremely important;

v

1. The patient should be given instructions on how to use the device. If regional weight distribution is
recommended or anticipated, the patient should be informed of possible bone nail implant bending or
impingement before bone fusion is completed. If the patient is extremely old, frail, or mobile, the risk of bending,
loosening, and impact of the temporary fixation device may increase during postoperative rehabilitation. The
patient should be warned to avoid falls or sudden jolts in any position.

2. To achieve maximum surgical success, the patient or the device should not be exposed to mechanical vibration
or shock that could cause the device to loosen. The patient should be informed about this possibility and, in
particular, his/her participation in any sports activities should be restricted. The patient should be advised to be
accompanied by those nearby and to use auxiliary support devices (crutches, walkers, orthoses, etc.) while
standing up. The patient should especially be advised to avoid turning movements. The patient should be warned
not to drink or consume a product containing nicotine, alcohol, or steroids during the bone healing process.

3. The patient should be warned about the loss of movement in the surgical area and informed about how to
compensate for the permanent physical limitation in body movement.

4. Nonunion or delayed union of the fracture; creates excessive and repetitive stress on the implant that stabilizes
the fracture. Excessive load may cause the metal device to bend, loosen, or collapse due to fatigue. It is important
not to move the surgical area until appropriate bone union is achieved by x-ray examination. If the device is loose,
bent and/or warped, it must be replaced or removed without serious injury. The patient should be warned of
these dangers and monitored closely until the bone consolidates.

5. Especially in high-risk patients, prophylactic antibiotic use is precautionary before subsequent surgical
procedures (such as dental surgery).

6. Implant fixation devices are designed to provide stability at the fracture site during normal fracture healing.
Once the bone is fused, these devices have no functional effect and can be removed. The final decision to remove
the device is up to the surgeon and the patient. Many patients may experience one or more of the following
complications;

= Corrosion, local tissue reaction or pain,

=  Disruption of implant position (leading to possible injuries),

= Extra risk of injury due to trauma to the surgical area after surgery,

=  Bending, loosening or breaking of the implant in the surgical area, which may make removal difficult,
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- Pain, discomfort or abnormal movement while the implant is in the body,
= High risk of possible infection,

=  Bone loss caused by excessive pressure on the bone
Removing the Implant:

Humerus Intramedullary nails must be removed by surgeons when there is a problem such as pain or infection. This
procedure is performed with anesthesia and also requires a surgical procedure. This procedure is described in the "Surgical
Technique of Ortimplant Humerus Intramedullary Nails" guide. The extraction adapter provided by the relevant
manufacturer is attached to the tip of the Humerus Intramedullary nail and the nail is removed with the recommended

extraction technique.
Note: Ortimplant; It recommends removing the Humerus Intramedullary nail if it causes pain or infection in the bone.
Surgical Technique

A separate surgical technique guide is provided to explain the Humerus Intramedullary nail procedure. The surgeon should
be familiar with the surgical procedure before using the products. It is also the surgeon's responsibility to consult with
colleagues experienced in the procedures and to become familiar with relevant publications before use. Please review the

surgical technique document provided by Ortimplant for the correct application method.
Sterilization

Steam Sterilization Method has been validated and is recommended as the sterilization method for our products.

-

The steam sterilizer must comply with the EN 285 standard and be validated according to the EN ISO 17665

standard.

“——

It must be ensured that the maximum allowable loading is not exceeded according to the sterilizer manufacturer's

instructions.

e

The properties of the water to be used in the sterilization process must comply with EN 285 and ISO 17665

standards.
Sterilization Method Temperature Time
Steam Sterilization 134°C 5 min

Packaging and Storage Conditions

All Ortimplant Humerus Intramedullary nails are cleaned and disinfected according to standards-compliant methods.

Cleaning and decontamination involves rinsing with neutral cleaning agents followed by washing with distilled water.
Afterwards, all products are packaged in the clean room.

Note: It should be noted that the packages containing Ortimplant Ortimplant Humerus Intramedullary nails are not
damaged. If a delivery note or invoice is used, check that all products are complete, including application sets, before use.

Damaged packages and products should not be used and should be returned to Ortimplant or the distributor.

Ortimplant Humerus Intramedullary nails should be stored in an environment with humidity below 80% and the

environment should not contain corrosive gas.
Disposal Conditions

Disposal of the products must be carried out in accordance with the national legislation of the country where the products

are used.
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Contact information

Manufacturer: Ortimplant Ortopedi ve Tibbi Aletler Tic. Ltd. Sti.
Adress: Kirazlik Mahallesi 1034.Cadde No: 14 Tekkekdy / SAMSUN
Phone: +90 362 266 97 28

Fax: +90 362 266 58 72

Web: www.ortimplant.com.tr

E-mail: info@ortimplant.com.tr

Notified Body Information

Address: HTCERT, Jakovides Tower 81 — 83 Grivas Digenis Av. 1090 NICOSIA, CYPRUS
NB Code: 2803

Phone: +35722060771, +35722060772

Fax: +35722060772

Web: www.htcert.com

Email: info@htcert.com
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