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ONEMLI BILGILER- Liitfen kullanmadan 6nce okuyun

En glincel elFU ve farki dillere erisim icin https.//zimed.com.tr/e-ifu adresini ziyaret edin.

URUN TANIMI VE ENDIKASYONLARI:
(Uriinleri burada yazili endikasyonlar disinda kullanmayiniz).

CiHAZ TANIMI

Zimed Medikal Femoral Stemler, Gimentolu Femoral Stem, Cimentosuz Femoral Stem,
Cimentolu Kalkar Destekli Stem, Cimentosuz Kalkar Destekli Stem, Tikag ve Distal
Merkezleyici Uriinlerinden olusur.

Femoral Stem, femur bagi ve boynundaki kiriklarda ve tiimdrlerde kemidin yerini alarak
viicuda destek saglar. Anatomik bir yapiya sahiptir.

Cimentosuz Femoral Stem, ISO 5832-3 standardina uygun olarak Ti6Al4V
hammaddesinden uretilmekte olup sag-sol ayrimi yoktur. Cimentosuz uygulamalar igin HA,
Dual ve Poroz kaplama yapilir. Cimentosuz uygulamalarda boyun agisi 132°'dir. Femoral Stem
7,5 mm'den baslayarak 13,5 mm'ye kadar 7 boyda mevcuttur.

Cimentolu Femoral Stem, ISO 5832-4 (ASTM F75) standardina uygun olarak CoCrMo'dan
ve ISO 5832-1 (ASTM F138) standardina uygun olarak implant geligi malzemesinden
tretilmektedir. Sag-sol ayrimi yoktur. Cimentolu uygulamalarda boyun agisi 130°'dir. Femoral
Stem 7 mm'den baslayarak 12 mm'ye kadar gesitli uzunluk segeneklerinde mevcuttur.

Kalkar Destekli Stem, femur basi ve boynundaki kiriklarda ve timorlerde kemigin yerini
alarak viicuda destek saglar. Anatomik bir yapiya sahiptir.

Cimentosuz Kalkar Destekli Stem, ISO 5832-4 standardina uygun olarak CoCrMo
hammaddesinden uretilmekte olup sag-sol ayrimi yoktur. Gimentosuz uygulamalar igin HA,
Dual ve Poroz kaplama yapilir. Kalkar Stem, femur basi ve boynundaki kiriklarda ve timérlerde
kemidin yerini alarak viicuda destek saglar. Cimentosuz uygulamalarda boyun agisi 135°'dir.

Cimentolu Kalkar Destekli Stem, ISO 5832-4 (ASTM F75) standardina uygun olarak
CoCrMo'dan ve ISO 5832-1 (ASTM F138) standardina uygun olarak implant geligi
malzemesinden retilmektedir. Cimentolu uygulamalarda boyun agisi 135°'dir. Femur bagi
bolgesi kiriklarinda ve tiimorlerinde kemik yerine geger ve viicuda destek saglar.

Tikag, kemik igerisinde gimento akisini engelleyerek stem'in kemige tutunmasina yardimci
olur. ISO 5834-2 standardina uygun olarak UHMWPE malzemeden Uretilmistir. 9, 10, 11, 12,
13, 14, 15, 16, 17, 18 mm olglilere sahiptir.

Distal Merkezleyici, Distal merkezleyici, stem'i kemikte merkezleyerek protezi dogru bir
sekilde konumlandirir. ISO 5834-2 standardina uygun olarak UHMWPE malzemeden
retilmistir. 8,5, 11,5, 13,5 mm olgiilere sahiptir. Merkezleyici dlglilerine gére uygun stemler
asagidaki tabloda tanimlanmistir.

Distal Cimentolu Femoral Stem | Cimentolu Kalkar Destekli
Merkezleyici (Size) Stem (Size)

8,5 mm 7 mm, 8 mm 9 mm, 10 mm, 11 mm

11,5 mm 9 mm, 10 mm 12 mm, 13 mm, 14 mm

13,5 mm 11 mm, 12 mm 15 mm, 16 mm, 17 mm

PROTEZ KAPLAMALARI

implant yiizeyine uygulanan dual kaplama (Ti + HA) ve poroz kaplama,
osteointegrasyonu destekleyerek implant stabilitesini artirir. Dual kaplama, mekanik fiksasyon
saglayan titanyum ve kemik bliyiimesini tesvik eden hidroksiapatitten olusur. Poroz kaplama
ise hiicresel infiltrasyonu kolaylastirarak uzun vadeli biyolojik fiksasyonu giiglendirir.

( €1 984

Tel : 0342 238 43 44 Fax: 03422384411

ZIMED MEDIKAL
FEMORAL STEMLER KULLANIM KILAVUZU
Uzman Hekimin Ilgisine
(TR)

KULLANIM AMACI

Zimed Medikal Stemler, kalga ekleminde osteoartrit, kalga displazisi, femoral bas kiriklari,
primer koksartroz (kalga kireglenmesi), travmatik artrit, bas epifiz kaymasi, kaynamis kalga,
romatoid artrit gibi eklem igi iltihabi hastaliklar, dogustan kalga gikigi, avaskiler nekroz ve
kalga kiriklari sonrasi gelisen eklem harabiyeti gibi durumlarda kullanilir.

ENDIKASYONLAR

. Osteoartrit (Dejeneratif eklem hastaligi) (Yasabaglieklem kikirdaginin aginmasinda)

. Romatoidartrit (Otoimmiin bir hastalik olup eklemde kronik iltihaplanmaya ve hasara
yol agmasi durumunda)

. Travmatik Artrit (Kalga kiriklari veya gikiklar sonrasi gelisen sekonder artritlerde)

. Femur basi Osteonekrozu (Aseptik Nekroz) (Kan akiminin bozulmasi sonucu femur
basinda kemik élimiinde)

. Kalga Displazisi (Dogumsal veye gelisimsel) (Kalga ekleminin anormal gelisi, ilerleyen

yaslards erken kikirdak hasarinda)

. Ankilozan Spondilit (Kalgayi etkileyen ilerleyici inflamatuar bir hastalik; hareket kisithhigi
ve agrinin olusumu durumunda)

. Kalga gevresindeki iyi veya kétii huylu timér olusumu durumunda

. Yetersiz konservatif tedavi(agr kesiciler, fizik tedavi, enjeksiyonlar gibi tedavilere yanit
alinamayan hastalarda)

Uriinii burada yazilmis endikasyonlar haricinde kullanmayimniz.

KONTRENDiKASYONLAR

o Implant desteginin yeterli miktarda saglanmasini engelleyen veya engelleme egiliminde

olan veya uygun boyutta implantin kullanimini 6nleyen kosullar, 6rnegin:

o Kan miktari sinirh ise;

o Yetersiz miktarda ve kalitede kemik destegi, 6rnegin; osteoporoz veya kemik olusmasini
zayiflatan metabolik bozukluklar ve osteomalazi;

o Enfeksiyonlar veya ilerlemis kemik rezorpsiyonuna gétiren diger kosullar.

Hastanin aktivite sinirlama kabiliyetini ve istegini bozan zihinsel ve sinirsel bozukluklar.

Kalga eklem gevresindeki aktif veya stipheli enfeksiyonu olan hastalar,

Implantlara agiri yiik binmesini saglayan fiziksel durumlar ve hareketler. Ornegin; Charkot

eklemleri, kas eksiklikleri, goklu eklem kabiliyet bozukluklari, vs.

iskelet gelismemisligi,

Herhangi bir vaskiler yetmezlik, muskiiler atrofi ya da ciddi néromuskiiler hastaligi olan

hastalar,

Bilinen orta veya ciddi bobrek yetmezligi olan hastalar,

AIDS ya da vyuksek doz kortikosteroid gibi hastaliklar sebebiyle badisiklik sistemi

baskilanmis olan hastalar,

Morbid obezite veya kisith hareket gibi fiziksel rahatsizliklar,

Hastalarin ameliyat sonrasi bakim talimatlarini takip etmemesi,

Kontraendikasyonlar goreceli veya kesin olabilir ve hasta dikkatli bir sekilde incelenmeli ve

miimkiinse alternatif prosediirler uygulanmalidir. Ornegin; ameliyatsiz tedavi, osteosentez,

artrodez, femoral osteotomi, pelvik osteotomi, rezeksiyon artroplasti, yari artroplasti ve

digerleri.

o Yiksek risk igeren kogullar sunlari igerir: osteoporoz, kemik olusumunu 6nleyen metabolik
bozukluklar ve osteomalazi.

HASTA POPULASYONU

Yetigkin hastalarda, 145 cm-190 cm boy ve viicut kitle indeksi 34 ve altinda kullanim igin
tasarlanmigtir. Hasta ve implant segiminde genel prensipler uygulanir. Dogru implant segimi
gok onemlidir. Hastanin yasi, hareket diizeyi, kilosu, kemik ve kas durumu, daha 6nce
operasyon gegirip gegirmedigi vb. Anatomik ve biyomekanik faktorler gz Onlinde
bulundurularak uygun tip ve boyut belirlenmelidir.

HEDEF KULLANICI

Zimed Medikal Femoral Stemler hedeflenen kullanicisi cerrahlardir. Bu cihazlar kalifiye
olmayan personel tarafindan kullaniimamaldir. Cerrahin ve ameliyathane personelinin
implantin ve ilgili aletlerin kullanimi igin uygun cerrahi teknige tamamen hakim olmasi gok
onemlidir.
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HAMMADDE BiLGisi
Ti6Al4V ELI hammaddesi ISO 5832-3 ve ASTM F136 standardina uygun (retilmektedir.
Hammadde igerigi agagidaki tabloda verilmistir.

Element % Kompozisyon
Azot (N), en gok 0.05

Karbon (C), en gok 0.08

Hidrojen (H), en gok 0.012

Demir (Fe), en cok 0.25

Oksijen (0), en gok 0.13
Altiminyum (Al) 5.5-6.50
Vanadyum (V) 3.5-4.5
Titanyum (Ti) 90.48-88.48

CoCrMo hammaddesi ISO 5832-4 ve ASTM F75 standardina uygun (Uretilmektedir.
Hammadde igerigi asagidaki tabloda verilmistir.

Element % Kompozisyon
Krom (Cr) 27.0 -30.0
Molibden (Mo) 5.0-7.0
Demir (Fe) 0.75 max.
Manganez (Mn) 1.0 max.
Silisyum (Si) 1.0 max.
Karbon (C) 0.35 max.
Nikel (Ni) 0.50 max.
Azot (N) 0.25 max.
Kobalt (Co) 63.7-58.71
Tungsten 0.20 max.
Fosfor 0.020 max.
Kiikdirt 0.010 max.
Aliminyum 0.10 max.
Titanyum 0.10 max.
Boron 0.010 max.

implant Celigi (SS) hammaddesi ISO 5832-1 ve ASTM F138 standardina uygun
tretilmektedir. Hammadde igerigi asagidaki tabloda verilmistir.

Element % Kompozisyon
Karbon (C), en gok 0.030
Silisyum (Si), en gok 1.00
Mangan (Mn), en gok 2.00
Fosfor (P), en gok 0.025
Kiikiirt (S), en cok 0.010
Azot (N), en gok 0.10
Krom (Cr), en gok 17.0-19.0
Molibden (Mo), en gok 2.25-3.0
Nikel (Ni), en gok 13.0-15.0

Bakir (Cu), en gok 0.50
Demir (Fe), en gok 35.92-60.67

UHMWPE hammaddesi ISO 5834-2 standardina uygun Uretilmektedir. Hammadde igerigi
asadidaki tabloda verilmistir.

Element Maksimum Miktar (mg/kg)
Ash 125

Titanyum 40

Kalsiyum 5

Klorin 30

Alliminyum 20

Uriinle ilgili herhangi bir olumsuz durum yasandigi takdirde iiretici ile iletisime geginiz. Uretici bilgisi
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Tanimlayici | Aciklamasi
Bu cihaz veya cihazin bir ya da daha
fazla komponenti, CMR 1B olarak
tanimlanan  s6z  konusu  maddeyi
Kobalt: agirikca  %0,1'in  Uzerinde  bir
I CAS No. konsantrasyonda igerir. Mevcut bilimsel
:,E L] !;’ 7440-48-4 kanitlar ve biyouyumluluk galismalari,
EC No. kobalt alagimlarindan veya paslanmaz
231-158-0 celik alagimlarindan  Gretilen  tibbi
cihazlanin kanser riskinde artisa veya
treme agisindan advers etkilere neden
olmadigini desteklemektedir.
UYARILAR

1. Ameliyat 6ncesinde paketlerde yirtik veya hasar olup olmadigi kontrol edilmelidir. Steril
bariyer hasarli ise Uiriinii Zimed Medikal'e geri génderin.
2. Kalga Protezi Giriinleri steril olarak sunulmaktadir. Uriinlerin tekrar sterilize edilmesi uygun
degildir. Sterilligi bozulmug Granleri litfen Uretici firmaya bildiriniz.
3. Cihazlar tek kullanimliktir. Kullanilmig Griind tekrar kullanmayin.
4.Son kullanma tarihini Ititfen kontrol ediniz. Son kullanma tarihi dolmus trtin s6z konusu
oldugunda Ureticiyle iletisime geginiz.
5. Uriinlerle birlikte kullanilan cerrahi el aletleri daha énce uygulanan basinglar nedeniyle
olusan stresler cihazin arizalanmasina neden olabilecek kusurlar yaratmis olabilir. Bu nedenle
aletler kullanilmadan 6nce eskimislik ve zarar agisindan incelenmelidir. Hasarli cerrahi el
aletleri kesinlikle kullanilmamalidir.
6. Cerrah implant ile ilgili uygulama yontemlerini cerrahi teknikte verildigi sekilde
uygulamalidir. Cerrahi teknik dikkate alinarak uygulama yapildigi takdirde implant gtivenli ve
etkin bir sekilde kullanilmig olacaktir.
7. Zimed Medikal drinleri MR ortaminda
degerlendirilmemistir.
8. EN ISO 21534 Ek-C'ye gore birbiri ile kullanilabilen komponentler;
e CoCrMo Alagimi (ISO 5832-4)/ Titanyum Alasimi (ISO 5832-3)
e CoCrMo Alasimi (ISO 5832-4)/ CoCrMo Alasimi (ISO 5832-4)
o Implant Geligi (ISO 5832-1)/Titanyum Alagimi (ISO 5832-3)
o Implant Geligi (ISO 5832-1)/implant Geligi (ISO 5832-1)
Birbiri ile kullanilimasi uygun olmayan komponentler;
o Implant Geligi (ISO 5832-1)/ CoCrMo Alagimi (ISO 5832-4)

glvenlik ve uyumluluk agisindan

BEKLENEN KLINiK FAYDALAR

TOTAL KALGA PROTEZi

Total kalga artroplastisinde, bilesenleri yerine oturtmak ve desteklemek igin yeterli saglam
kemik olduguna dair kanit bulunan iskeleti yetiskin hastalarda hasarli kalga eklemi
artikiilasyonu degistirilerek hasta mobilitesinin artmasi ve agrinin azaltilmasi beklenir.

KISMI KALCA PROTEZI

Kismi kalga protezlerinde, iskeleti yetiskin hastalarda tatmin edici bir dogal asetabulum kaniti
ile yeterli kemik oturmasi olan ve femoral stemi destekleyen hasarl kalga eklemi artikiilasyonu
dedistirilerek hasta mobilitesinin artmasi ve agrinin azaltiimasi beklenir.

GUVENLIiK VE KLINiK PERFORMANS OZETI

Yapilan g farkl retrospektif galisma, kalga artroplastisi uygulamalarinda kullanilan gesitli
protezlerin hem giivenlik hem de performans kriterleri agisindan degerlendirildigi genis
kapsamli analizleri igermektedir. Bu analizler; revizyon orani, enfeksiyon orani ve kalga gikigi
oranlarini igeren giivenlik parametreleri ile Harris Kalga Skoru (HHS) ve mortalite oranlarini
iceren performans parametrelerini ayrintill olarak ele almistir. Harran Universitesi
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Hastanesi'nde ve Tarsus Devlet Hastanesi'nde gergeklestirilen bu retrospektif galismalarin her
biri, kalga artroplastisi uygulamalarinda kullanilan protezlerin hem guvenlik kriterleri
(revizyon, enfeksiyon, gikik oranlari) hem de performans kriterleri (Harris Kalga Skoru ve
mortalite oranlarr) agisindan basarili sonuglar verdigini ve literatir ile glincel SOTA (state-of-
the-art) kriterlerle ylksek oranda uyumlu oldugunu gdstermektedir. Literatiirde Zimed
Medikal’e ait femoral stemlerin kullanildigi makaleler arastirilarak Gg retrospektif vaka serisi
metodolojisinde galismaya ulasiimistir. Bu galismalarda kullanilan kalga protezlerinin giivenlik
ve performans kriterleri agisindan basarili sonuglar urettigi ve literatiir ile uyumlu oldugu,
SOTA'da belirlenen kriterlere uydugu izlenmistir.

Guvenlilik ve klinik performans Ozetlerine (SSCP) iliskin bilgilere www.zimed.com.tr ve
https://ec.europa.eu/tools/eudamed/#/screen/search-eo adreslerinden ulagim saglanabilir.

KULLANIM BiLGisi
Daha gok klinik deneyim kazaniimasiyla belirli yontemler zamanla degisebilir. Cerrahi
tekniklere www.zimed.com.tr adresinden ulagim saglanabilir.

Operasyon Oncesi

1. Hasta segiminde su faktorleri dikkate almalidir: Hastanin agirligi, aktivite diizeyi ve meslegi,
ek hastaliklar, alkol, sigara ve madde kullanimi vb. Uriin émrii ve dayanikliigi bu degiskenler
tarafindan etkilenebilir. Kilolu bir hasta Uriin lizerinde agiri yiikler olusturarak iriiniin basarisiz
olmasina yol agabilir.

2. Kirik tipine uygun protez segimi son derece dnemlidir. Uzman hekim operasyon 6ncesi
ortopedik teamiillere gére uygun protez segimi yapmalidir. Komponentlerin yanlis segilmesi
veya konumlandiriimasi, bacak uzunluk farki, topallama, protezin gevsemesi, ¢okmesi,
femoral sikisma ve periartikiiler kalsifikasyona yol agarak performansi etkileyebilir.

3. Uzman hekim tarafindan hastaya, protezin normal saglikli kemigin yerine gegemeyecegi,
protezin bazi hareketler veya travma sonucunda kirilabilecedi veya zarar gorebilecedi,
beklenen kullanim stresinin sinirli oldugu ve gelecekte degistiriimesine ihtiyag olabilecegi
konularinda uyari yapiimaldir.

4. implantin taginmasinda ve depolanmasinda son derece 6zen gésteriniz. implant yiizeyinin
biikiilmesi, kesilmesi veya gizilmesi durumunda implant yorulma direncini, dayanim direncini
ve/veya asinma karakteristiklerini 5nemli derecede distirebilmektedir.

Bunlar gozle goriilemeyen ig gerilmeye donusebilir ve bu da Uriinlerin kinimasina neden
olabilir.

5. Istek olmasi durumunda ameliyat teknikleri konusunda bilgi veriimektedir. Uzman hekim
ameliyat teknigine asina olmalidir.

6. implantlar ile beraber kullanilan cerrahi el aletleri daha énce uygulanmis baskilar sonucu
olusan stresler, cihazin basarisiz olmasina yol agabilecek kusurlar olusturmus olabilir. Bu
nedenle, cerrahi el aletleri kullaniimadan &nce eskime ve hasar agisindan incelenmelidir. Zarar
gormis cerrahi el aletleri kesinlikle kullanilmamalidir.

7. Ameliyattan 6nce paketlerde yirtik veya hasar olup olmadigi kontrol edilmelidir. Steril
bariyer bozulmugsa uriinli Zimed Medikal ‘e geri gonderiniz.

Operasyon

1. Ortopedik teamiillere uygun olarak ve cerrahi teknikte belirtilen sekiller géz 6niine alinarak
ameliyat yapilmalidir.

2, Komplikasyonlar agisindan dikkatli olunmalidir ve protez bilesenlerinin kemikteki konumu
ile ilgili floroskopi ile kontrol edilmelidir.

3. Cerrahi girisim sirasinda, cerrahi el aletlerinde kirima ve gatlamalar olabilir. Cok kullanilan
veya agir kuvvet uygulanan cerrahi el aletleri kirilabilir. Ameliyat dncesi el aletleri asinma,
kirik olup olmadigi kontrol edilmelidir.

Operasyon Sonrasi

1. Hastaya rekonstriiksiyonun sinirliliklar hakkinda ve yeterli fiksasyon ve iyilesme saglanana
kadar protezin tam agirhg tagimaktan korunmasi hakkinda bilgi verilmelidir. Hasta,
faaliyetlerini kisitlamasi ve degistirilen eklemi makul olmayan baskilardan ve olasi
gevsemeden, kiriktan ve/veya asinmadan korumasi ve doktorun tedavi ile ilgili talimatlarina
uymas! konusunda uyariimalidir.
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2. Hastaya, protezin normal saglikli kemigin yerine gegemeyecegi, protezin bazi hareketler
veya travma sonucunda kirilabilecegi veya zarar gorebilecegdi, beklenen kullanim siiresinin
sinirli oldugu ve gelecekte degistirilmesine ihtiyag olabilecegi konularinda uyar yapilmalidir.
3. Bilegenlerin aginmasi, gevsemenin artmasina ve kemigin hasar gérmesine yol agabilir.

4. Prostetik bilegenlerin konumu ve durumu ile bitisik kemigin durumunu izlemek Uzere
periyodik, uzun vadeli izleme tavsiye edilir. Bilesenlerin yer degistirmesi, gevsemesi, egilmesi
veya catlamasiyla ilgili uzun vadeli degisikliklere iliskin kanitlar bulmak Uzere erken ameliyat
sonrasi kosullarla yakin karsilastirma amaciyla ameliyat sonrasi periyodik réntgenler tavsiye
edilir.

YAN ETKILER

1.Vendz tromboz, pulmoner emboli veya miyokard enfarktlist dahil kardiyovaskiler
bozukluklar olusabilir.

2. Kan damarlari veya hematom hasari olusabilir.

3. Gecikmis yara iyilesmesi; Protezin gikariimasini gerektirebilecek derin yara enfeksiyonu
(erken veya geg) olusabilir. Nadir durumlarda, ilgili eklemin artrodezi veya uzvun
ampiitasyonu gerekebilir.

4. Osteoliz (ilerleyici kemik erimesi). Osteoliz asemptomatik olabilir ve bu nedenle gelecekteki
ciddi komplikasyonlari énlemek igin rutin periyodik radyografik muayene hayati 6nem tagir.
5. Uzuvda istenmeyen kisalma veya uzama meydana gelebilir.

6. Protez komponentlerin yorulma kirilmasi travma, yorucu aktivite, yanls hizalama, eksik
implant yerlesimi, hizmet siresi, fiksasyon kaybi, kaynamama veya asiri agirlik sonucu
olugabilir.

7. Yetersiz yeniden baglanma ve/veya erken agirlik tasima nedeniyle trokanterik kaynamama
olusabilir ve bu nedenle protezde gékme gorilebilir.

8. Asiri kas gerginligi, erken kilo verme veya yanlislikla intraoperatif zayiflamanin bir sonucu
olarak trokanterik avulsiyon olugabilir.

9. Etkilenen uzuvda agn veya uyusma ile sonuglanan cerrahi travmanin olasi sonucu olarak
gegici veya kalicl sinir hasari, periferik noropatiler ve subklinik sinir hasari olusabilir.

10. Yabanci bir maddenin implantasyonu nedeniyle metale karsi duyarlilik veya histolojik
veya alerjik reaksiyon veya advers yabanci madde reaksiyonu olugabilir.

11. Implantlara karsi makrofaj ve implant gevresinde yabanci cisim reaksiyonunu igeren
doku reaksiyonlari olabilir.

12. Yetersiz hareket agikligi, bilesenlerin yanlis segilmesi veya konumlandiriimasi, femoral
kompresyon ve periartikiler kalsifikasyon nedeniyle ortaya gikabilir.

iMPLANTIN CIKARILMASI

implantin hastada kalma siiresi, hastanin giinlik hareketlerine bagl olarak degisebilir.
Implant igin Griin 8mrii 15 yil olarak belirlenmistir. implantlar uzman hekimlerin kararina gére
cikarilabilir.

URUNUN BERTARAFI
Aksi belirtilmedigi siirece implantlar, saglik tesisi prosediirleri uyarinca tibbi cihaz olarak
bertaraf edilmelidir.

MR GUVENLiK BiLGisi

Zimed Femoral Stemler MR ortaminda gtivenlik ve uyumluluk agisindan degerlendirilmemistir.
MR ortaminda i1sinma veya istenmeyen hareket agisindan test edilmemistir. Bu tibbi cihaza
sahip bir kisi tizerinde MR testi yapilmasi yaralanmaya veya cihazin arizalanmasina neden
olabilir.

STERiLiZASYON

Zimed Medikal Femoral Stem Urinleri ayri ayr ambalajlanir ve steril olarak tedarik edilir.
Sterilizasyon metodu paket lizerindeki etiket tizerinde belirtilmistir. Gama isiniyla steril edilen
tlim driinlere minimum 25 kGy gamma isini uygulanmaktadir.

Steril Grtinler paket biitinligu bozulmadikga son kullanma tarihine kadar steril kalir.
Urinlerin yeniden steril edilmesi uyqun dedildir. Steril ambalajda gdriindir hasar varsa
veya ambalaj yanlslikia acilmissa litfen dreticiye bildiriniz.

Uriinle ilgili herhangi bir olumsuz durum yasandigi takdirde iiretici ile iletisime geginiz. Uretici bilgisi
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RAF OMRU

Gama sterilizasyonu gergeklestirilen Femoral Stemler igin raf émri 10 yil, etilen oksit ile
sterilizasyonu gergeklestirilenler igin 5 yildir.

Son kullanma tarihini liitfen kontrol ediniz. Son kullanma tarihi dolmus iiriin s6z
konusu oldugunda iireticiyle iletisime geginiz.

DEPOLAMA VE SAKLAMA KOSULLARI
Implantlar, kuru, temiz bir ortamda, dogrudan giines isi1gi, asir sicaktan ve nemden
korunarak saklanmalidir.

URUNUN SEVKI
Steril sunulan Femoral Stemler, sterilizasyon metoduna uygun sekilde paketlenir.
riinler kutu igerisinde kullanim kilavuzu ve etiketi ile shrinklenerek sevk edilir.

Tim

CiDDi OLAYLAR
Protezle iliskili olarak ortaya gikan ciddi olaylar, Ureticiye ve kullanici ve/veya hastanin
bulundugu Uye devletin yetkili makamina bildirilmelidir.

ETIKET BiLGisi

Etiketler, Tibbi Cihaz Regiilasyonu (MDR)2017/745 ve ISO 15223 referans alinarak
hazirlanmistir. Etiket ve kutu Uzerinde yer alan semboller ile ilgili agiklamali tablo asagida
verilmigtir. Kullanima kilavuzu dillerine gére lilke kodu ISO 639-1 standardi referans alinarak
yazilmigtir.

(Bknz. Sembol Sozliigii)

SEMBOL SOzLUGU

SEMBOL STANDART REFERANSI AGIKLAYICI METIN

- Firma Logosu

rupa Tibbi Cihaz Direktifi 93/42/EEC (Direktif
2007/47/EC tarafindan degistirilen sekilde),
Madde 17
Avrupa Tibbi Cihaz Yonetmeligi 2017/745,
Madde 20

"0476" Onaylanmig
Kurulug Numarasi

ISO 15223-1 (Madde 5.7.7%) Tibbi Cihaz

ISO 15223-1 (Madde 5.1.5)

1SO 7000 (Sembol No. 2492) Lot Numarasi

Uriin Referans/Katalog
Numarasi

ISO 15223-1 (Madde 5.1.6)
ISO 7000 (Sembol No. 2493)

UDI numarasi
(Tekil Cihaz Tanimlama
Numarasi)

IS0 15223-1 (Madde 5.7.10%)

IS0 15223-1 (Madde 5.4.3) Elektronik Kulanim

1SO 7000 (Sembol No. 1641) o
e-IFU

1SO 152231 (Madde 5.1.1) N

1SO 7000 (Sembol No. 3082) Uretici Bilgisi

IS0 152231 (Madde 5.1.3) Oretim Tarhi

ISO 7000 (Sembol No. 2497)

ISO 15223-1 (Madde 5.1.4)

1SO 7000 (Sembol No. 2607) Son Kullanim Tarihi

IS0 15223-1 (Madde 5.2.12%)

1SO 7000 (Sembol No. 3704) Cift Steril Bariyer Sistemi

c €1 984

ZIMED MEDIiKAL

FEMORAL STEMLER KULLANIM KILAVUZU

(TR)

Uzman Hekimin Ilgisine

[STERILE| R |

ISO 15223-1 (Madde 5.2.4)
ISO 7000 (Sembol No. 2502)

Isinlama kullanilarak steril
edilmistir

ISO 15223-1 (Madde 5.2.3)

Etilen oksit kullanilarak

STERILE [E O 1SO 7000 (Sembol No. 2501) steril edilmistir
21 CFR 801.15(c)(1)(i)F .
L 1 CFR 801205 Regete ile kullaniniz

ISO 15223-1 (Madde 5.4.2)
1SO 7000 (Sembol No. 1051)

implantiar tek
kullanimliktir

ISO 15223-1 (Madde 5.2.6)
1SO 7000 (Sembol No. 2608)

Yeniden sterilize
etmeyiniz

®
=
®

ISO 15223-1 (Madde 5.2.8)
ISO 7000 (Sembol No. 2606)

Hasarl paketi
kullanmayiniz

ISO 15223-1 (Madde 5.3.2)
ISO 7000 (Sembol No. 0624)

Guines 1sigindan uzak
tutunuz

ISO 15223-1 (Madde 5.3.4)
ISO 7000 (Yonetmelik No. 0626)

Yagmurdan uzak tutunuz

ISO 15223-1 (Madde 5.3.1)
ISO 7000 (Sembol No. 0621)

Kirilabilir dikkatli tastyiniz

ISO 15223-1 (Madde 5.4.4)
ISO 7000 (Sembol No. 0434A)

Uyari

ISO 15223-1 (Madde 5.4.10)

Tehlikeli maddeler igerir

Not: Kalin-italik olarak yazilan yazilar kull:

ozel uyarilardir.

Tel : 0342 238 43 44 Fax: 03422384411

nin

le dikkat

detayi asagida verilmistir.

i gereken

Uriinle ilgili herhangi bir olumsuz durum yasandigi takdirde iiretici ile iletisime geginiz. Uretici bilgisi
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IMPORTANT INFORMATION - Please read before use
Visit https.//zimed.com.tr/e-ifu for the latest eIFU and access to different languages.

PRODUCT DESCRIPTION AND INDICATIONS:
(Do not use the products except for the indications written here)

DEVICE DESCRIPTION

Zimed Medical Femoral Stems consist of Cemented Femoral Stems, Cementless Femoral
Stems, Cemented Calcar Replacement Stems, Cementless Calcar Replacement Stems, Plugs,
and Distal Centralizers.

Femoral Stem provides support to the body by replacing the bone in cases of fractures or
tumors in the femoral head and neck. It has an anatomical design.

Cementless Femoral Stem is manufactured from Ti6Al4V material in accordance with ISO
5832-3 standard and has no right-left distinction. For cementless applications, HA, Dual, and
Porous coatings are applied. In cementless applications, the neck angle is 132°. The Femoral
Stem is available in 7 sizes, ranging from 7.5 mm to 13.5 mm.

Cemented Femoral Stem is manufactured from CoCrMo according to ISO 5832-4 (ASTM
F75) standard and from implant-grade steel according to ISO 5832-1 (ASTM F138) standard.
It has no right-left distinction. In cemented applications, the neck angle is 130°. The Femoral
Stem is available in various lengths, ranging from 7 mm to 12 mm.

Calcar Replacement Stem provides support to the body by replacing the bone in cases of
fractures or tumors in the femoral head and neck. It has an anatomical design.

Cementless Calcar Replacement Stem is manufactured from CoCrMo material in
accordance with ISO 5832-4 standard and has no right-left distinction. For cementless
applications, HA, Dual, and Porous coatings are applied. In cementless applications, the neck
angle is 135°.

C ed Calcar Replac Stem is manufactured from CoCrMo according to ISO
5832-4 (ASTM F75) standard and from implant-grade steel according to ISO 5832-1 (ASTM
F138) standard. In cemented applications, the neck angle is 135°. It replaces the bone in
cases of fractures and tumors in the femoral head region and provides support to the body.

Plug prevents cement leakage inside the bone and helps the stem anchor to the bone. It is
manufactured from UHMWPE material in accordance with ISO 5834-2 standard and is
available in 9, 10, 11, 12, 13, 14, 15, 16, 17, and 18 mm sizes.

Distal Centralizer centers the stem in the bone to correctly position the prosthesis. It is
manufactured from UHMWPE material in accordance with ISO 5834-2 standard and is
available in 8.5, 11.5, and 13.5 mm sizes. Suitable stems for each centralizer size are defined
in the table below.

Distal Cemented Femoral Stem | C d Calcar Repl

Centralizer (Size) Stem (Size)

8,5 mm 7 mm, 8 mm 9 mm, 10 mm, 11 mm

11,5 mm 9 mm, 10 mm 12 mm, 13 mm, 14 mm

13,5 mm 11 mm, 12 mm 15 mm, 16 mm, 17 mm
PROSTHESIS COATINGS

The dual coating (Ti + HA) and porous coating applied to the implant surface enhance implant
stability by supporting osteointegration. The dual coating consists of titanium, which provides
mechanical fixation, and hydroxyapatite, which promotes bone growth. The porous coating
facilitates cellular infiltration, strengthening long-term biological fixation.

C €1 984

ZIMED MEDIKAL
FEMORAL STEMS USER GUIDE
Attention of the Specialist
(EN)

INTENDED USE

Zimed Medical Femoral Stems are used in the hip joint for conditions such as
osteoarthritis, hip dysplasia, femoral head fractures, primary coxarthrosis (hip osteoarthritis),
traumatic arthritis, slipped capital femoral epiphysis, fused hip, rheumatoid arthritis,
congenital hip dislocation, avascular necrosis, and joint damage resulting from hip fractures.

INDICATIONS

. Osteoarthritis (Degenerative joint disease) (When the cartilage in the joint wears out
due to aging)

. Rheumatoid arthritis (An autoimmune disease that causes chronic infllmmation and
damage in the joint)

. Post-traumatic arthritis (Secondary arthritis that develops after hip fractures or
dislocations)

. Osteonecrosis of the femoral head (Avascular necrosis) (Bone death in the femoral
head due to disrupted blood supply)

. Hip dysplasia (Congenital or developmental) (Abnormal development of the hip joint,

leading to early cartilage damage with aging)

. Ankylosing spondylitis (A progressive inflammatory disease affecting the hip, leading
to restricted movement and pain)

. Presence of benign or malignant tumors around the hip

. Inadequate response to conservative treatments (In cases where painkillers, physical
therapy, injections, and similar treatments are ineffective)

Do not use the product except for the indications written here.

CONTRAINDICATIONS
. Conditions that prevent or tend to prevent adequate provision of implant support or
prevent the use of an appropriately sized implant, e.g:
o Limited blood supply;
o Inadequate quantity and quality of bone support, e.g. osteoporosis or metabolic
disorders that impair bone formation and osteomalacia;
o Infections or other conditions leading to advanced bone resorption.
. Mental and nervous disorders that impair the patient's ability and willingness to limit
activity
. Patients with active or suspected infection around the hip joint,
. Physical conditions and movements that place excessive stress on the implants. For
example, Charkot joints, muscle deficiencies, multi-joint capability disorders, etc.
. Skeletal underdevelopment,

. Patients with any vascular insufficiency, muscular atrophy or severe neuromuscular
disease,

. Patients with known moderate or severe renal impairment,

. Patients with suppressed immune systems due to diseases such as AIDS or high doses
of corticosteroids,

. Physical ailments such as morbid obesity or restricted movement,

. Patients not following postoperative care instructions,

. Contraindications may be relative or absolute, and the patient should be carefully

examined and alternative procedures performed if possible. For example, non-
operative treatment, osteosynthesis, arthrodesis, femoral osteotomy, pelvic
osteotomy, resection arthroplasty, semi-arthroplasty and others.
e High-risk conditions include: osteoporosis, metabolic disorders that prevent bone
formation and osteomalacia.

PATIENT POPULATION

Designed for use in adult patients with a height of 145-190 cm and a body mass index (BMI)
of 34 or below. General principles should be applied in patient and implant selection. Correct
implant choice is very important. The appropriate type and size should be determined by
considering anatomical and biomechanical factors such as the patient’s age, activity level,
weight, bone and muscle condition, and whether they have undergone previous surgeries.

TARGET USER
The intended user of Zimed Medical Femoral Stems is surgeons. These devices should not
be used by unqualified personnel. It is very important that the surgeon and operating room

informatjon detail is given below.
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staff are fully familiar with the proper surgical technique for the use of the implant and related

instruments.

RAW MATERIAL INFORMATION

Ti6AI4V ELI raw material is produced in accordance with ISO 5832-3 and ASTM F136. The
raw material content is given in the table below.

Element % Composition
Nitrogen (N), most 0.05

Carbon (C), most commonly 0.08

Hydrogen (H), most

commonly 0.012

Iron (Fe), most commonly 0.25

Oxygen (O), most commonly 0.13
Aluminum (Al) 5.5-6.50
Vanadium (V) 3.5-4.5
Titanium (Ti) 90.48-88.48

CoCrMo raw material is produced in accordance with ISO 5832-4 and ASTM F75 standard.
Raw material content is given in the table below.

Element % Composition
Chromium (Cr) 27.0 - 30.0
Molybdenum (Mo) 5.0-7.0
Iron (Fe) 0.75 max.
Manganese (Mn) 1.0 max.
Silicon (Si) 1.0 max.
Carbon (C) 0.35 max.
Nickel (Ni) 0.50 max.
Nitrogen (N) 0.25 max.
Cobalt (Co) 63.7-58.71
Tungsten 0.20 max.
Phosphorus 0.020 max.
Sulfur 0.010 max.
Aluminum 0.10 max.
Titanium 0.10 max.
Boron 0.010 max.

Implant Steel (SS) raw material is produced in accordance with ISO 5832-1 and ASTM
F138 standards. Raw material content is given in the table below.

Element % Composition
Carbon (C), most commonly | 0.030
Silicon (Si), most commonly 1.00
Manganese (Mn), most
commonly 200
Phosphorus  (P),  most
commonly 0.025
Sulfur (S), most 0.010
Nitrogen (N), most 0.10
Chromium  (Cr),  most g
commonly 17.0-19.0
Molybdenum (Mo), most g
commonly 22530
Nickel (Ni), most commonly 13.0-15.0
Copper (Cu), most
commonly 0.50
Iron (Fe), most commonly 35.92-60.67

In case of any negative situation with the product‘i please contact the manufacturer. Manufacturer
1
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UHMWPE raw material is produced in accordance with ISO 5834-2 standard. Raw material
content is given in the table below.

Element Maximum Amount (mg/kg)

Ash 125

Titanium 40

Calcium 5

Chlorine 30

Aluminum 20

RS RS A

Identifier Description e
This device or one or more
components of the device contains the

Cobalt: substance in question, defined as CMR

CAS No. 1B, at a concentration above 0.1% by

1 " | weight. Current scientific evidence and

(é) 7440-48-4 biocompatibility studies support that

EC No. medical devices manufactured from

231-158-0 cobalt alloys or stainless steel alloys do

not cause an increased risk of cancer
or adverse reproductive effects.

WARNINGS
1. The packages should be checked for tears or damage before the operation. If the sterile
barrier is damaged, send the product back to Zimed Medical.
2. Hip Replacement products are presented as sterile. It is not appropriate to re-sterilize the
products. Please notify the manufacturer of the products whose sterility is impaired.
3. Devices are for single use only. Do not reuse the used product.
4. Please check the expiration date. In case of expired product, please contact the
manufacturer.
5. Surgical instruments used in conjunction with the products may have been stressed by
previously applied pressures, which may have created defects that could cause the device to
malfunction. Therefore, the instruments should be inspected for wear and damage before
use. Damaged surgical instruments should never be used.
6. The surgeon should apply the application methods related to the implant as given in the
surgical technique. If the surgical technique is taken into consideration, the implant will be
used safely and effectively.
7. Zimed Medical products have not been evaluated for safety and compatibility in MR
environment.
8. Interchangeable components according to EN ISO 21534 Annex C;

« CoCrMo Alloy (ISO 5832-4)/ Titanium Alloy (ISO 5832-3)

« CoCrMo Alloy (ISO 5832-4)/ CoCrMo Alloy (ISO 5832-4)

o Implant Steel (ISO 5832-1)/Titanium Alloy (ISO 5832-3)

o Implant Steel (ISO 5832-1)/Implant Steel (ISO 5832-1)
Components that are not suitable for use with each other;

o Implant Steel (ISO 5832-1)/ CoCrMo Alloy (ISO 5832-4)

EXPECTED CLINICAL BENEFITS

TOTAL HIP REPLACEMENT

Total hip arthroplasty is expected to improve patient mobility and reduce pain by replacing
the damaged hip joint articulation in skeletally mature patients with evidence of sufficient
intact bone to replace and support the components.

PARTIAL HIP PROSTHESIS

Partial hip replacements are expected to improve patient mobility and reduce pain in
skeletally mature patients with evidence of a satisfactory native acetabulum, adequate bone
setting and replacement of the damaged hip joint articulation supporting the femoral stem.

( €1 984

In case of any negative situation with the product

ZIMED MEDIKAL
FEMORAL STEMS USER GUIDE
Attention of the Specialist
(EN)

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE

Three different retrospective studies include comprehensive analyses evaluating various
prostheses used in hip arthroplasty in terms of both safety and performance criteria. These
analyses addressed safety parameters, including revision rate, infection rate, and dislocation
rate, as well as performance parameters, including the Harris Hip Score (HHS) and mortality
rate. Each of these retrospective studies, conducted at Harran University Hospital and Tarsus
State Hospital, showed that the prostheses used in hip arthroplasty achieved successful
results in terms of both safety (revision, infection, dislocation rates) and performance (HHS
and mortality rates), and were highly consistent with the literature and current state-of-the-
art (SOTA) criteria. Articles in the literature investigating the use of Zimed Medical femoral
stems were reviewed, and three retrospective case series methodologies were included in
the study. In these studies, it was observed that the hip prostheses used achieved successful
outcomes in terms of safety and performance criteria, were consistent with the literature,
and complied with the criteria defined in SOTA.

Information on safety and clinical performance summaries (SSCP) can be accessed at
www.zimed.com.tr and https://ec.europa.eu/tools/eudamed/#/screen/search-eo.

USAGE INFORMATION
Certain methods may change over time as more clinical experience is gained.Surgical
techniques can be accessed at www.zimed.com.tr.

Before Operation

1. The following factors should be considered in patient selection:Patient weight, activity
level and occupation, comorbidities, alcohol, smoking and substance use, etc. Product life
and durability can be affected by these variables. An overweight patient may place excessive
loads on the product, leading to product failure.

2, Selection of a prosthesis suitable for the type of fracture is extremely important. The
specialist should select the appropriate prosthesis according to orthopedic practices before
the operation. Incorrect selection or positioning of components may affect performance by
causing leg length discrepancy, limping, loosening, collapse, femoral impingement and
periarticular calcification.

3. The specialist should warn the patient that the prosthesis cannot replace normal healthy
bone, that the prosthesis may be broken or damaged by certain movements or trauma, that
the expected duration of use is limited and that it may need to be replaced in the future.

4. Take extreme care when handling and storing the implant. If the surface of the implant is
bent, cut or scratched, the implant may significantly reduce its fatigue resistance, strength
resistance and/or wear characteristics. This can translate into invisible internal stress, which
can lead to product breakage.

5. Information on surgical techniques is available upon request. The specialist should be
familiar with the surgical technique.

6. The surgical instruments used with the implants may have been subjected to stresses due
to previous stresses, which may have created defects that could cause the device to fail.
Therefore, surgical instruments should be inspected for wear and damage before use.
Damaged surgical instruments should never be used.

7. Before surgery, the packages should be checked for tears or damage. If the sterile barrier
is broken, send the product back to Zimed Medical.

Operation

1. The operation should be performed in accordance with orthopedic conventions and taking
into account the shapes specified in the surgical technique.

2. Care should be taken with regard to complications and the position of the prosthetic
components in the bone should be checked by fluoroscopy.

3. During surgical intervention, surgical instruments may break and crack. Surgical
instruments that are overused or subjected to excessive force may break.Hand instruments
should be checked for wear and fractures before surgery.

informatjion detail is given below.
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After Operation

1. The patient should be informed of the limitations of the reconstruction and the need to
protect the prosthesis from bearing the full weight until adequate fixation and healing is
achieved. The patient should be cautioned to limit his/her activities and to protect the
replaced joint from unreasonable stresses and possible loosening, fracture and/or abrasion
and to follow the doctor's instructions regarding treatment.

2. The patient should be warned that the prosthesis is not a substitute for normal healthy
bone, that the prosthesis may be fractured or damaged by movement or trauma, that its
expected lifetime is limited and that it may need to be replaced in the future.

3. Wear of the components may lead to increased loosening and damage to the bone.

4. Periodic, long-term monitoring is recommended to monitor the position and condition of
the prosthetic components and the condition of the adjacent bone. Periodic postoperative x-
rays are recommended for close comparison with early postoperative conditions to find
evidence of long-term changes related to displacement, loosening, bending or cracking of
components.

SIDE EFFECTS

1. Cardiovascular disorders, including venous thrombosis, pulmonary embolism or myocardial
infarction may occur.

2. Damage to blood vessels or hematoma may occur.

3. Delayed wound healing; deep wound infection (early or late) may occur, which may require
removal of the prosthesis. In rare cases, arthrodesis of the involved joint or amputation of
the limb may be required.

4. Osteolysis (progressive bone loss).Osteolysis can be asymptomatic and therefore routine
periodic radiographic examination is vital to prevent future serious complications.

5. Unintended shortening or lengthening of the limb may occur.

6. Fatigue fracture of prosthetic components may occur as a result of trauma, strenuous
activity, misalignment, incomplete implant placement, time in service, loss of fixation,
nonunion or excessive weight.

7. Trochanteric nonunion may occur due to inadequate reattachment and/or premature
weight bearing, resulting in prosthesis collapse.

8. Trochanteric avulsion may occur as a result of excessive muscle tension, premature weight
loss or inadvertent intraoperative weight loss.

9. Temporary or permanent nerve damage, peripheral neuropathies and subclinical nerve
damage may occur as a possible consequence of surgical trauma resulting in pain or
numbness in the affected limb.

10. Sensitization to metal or histologic or allergic reaction or adverse foreign material reaction
may occur due to implantation of a foreign material.

11. There may be tissue reactions to implants, including macrophage and foreign body
reaction around the implant.

12. Inadequate range of motion may occur due to improper selection or positioning of
components, femoral compression and periarticular calcification.

REMOVAL OF THE IMPLANT

The length of time the implant remains in the patient may vary depending on the patient's
daily movements. The product life for the implant is set at 15 years. Implants can be removed
according to the decision of specialist physicians.

PRODUCT DISPOSAL
Unless otherwise specified, implants should be disposed of as medical devices in accordance
with healthcare facility procedures.

MR SAFETY INFORMATION

Zimed Femoral Stems have not been evaluated for safety and compatibility in the MR
environment. It has not been tested for heating or unintended movement in the MR
environment. MR testing on a person with this medical device could result in injury or
malfunction of the device.

STERILIZATION
Zimed Medical Femoral Stems products are individually packaged and supplied sterile.

please contact the manufacturer. Manufacturer
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Sterilization method is indicated on the label on the package.Minimum 25 kGy gamma ray is
applied to all products sterilized with gamma ray.

Sterile products remain sterile until the expiry date unless package integrity is compromised.
Re-sterilization of the products is not appropriate. Please notify the manufacturer if there is
visible damage to the sterile packaging or if the packaging has been opened accidentally.

SHELF LIFE

Shelf life is 10 years for gamma sterilized Femoral Stems and 5 years for those sterilized with
ethylene oxide.

Please check the expiration date. In case of expired product, please contact the
manufacturer.

STORAGE AND STORAGE CONDITIONS
Implants should be stored in a dry, clean environment, protected from direct sunlight,
extreme heat and humidity.

PRODUCT SHIPMENT
Sterile Femoral Stems are packaged in accordance with the sterilization method. All products
are shipped shrink wrapped in a box with user manual and label.

SERIOUS INCIDENTS

Serious events occurring in connection with the prosthesis must be reported to the
manufacturer and the competent authority of the Member State where the user and/or
patient is located.

LABEL INFO

Labels are prepared with reference to Medical Device Regulation (MDR) 2017/745 and ISO
15223. A table with explanations about the symbols on the label and box is given below. The
country code according to the language of the user manual is written with reference to the
ISO 639-1 standard.

(See Symbol Glossary)

SYMBOL GLOSSARY

SYMBOL STANDARD REFERENCE EXPLANATORY TEXT

ZIMED MEDIiKAL
FEMORAL STEMS USER GUIDE

(EN)

Attention of the Specialist

1SO 15223-1 (Article 5.4.3)
1SO 7000 (Symbol No. 1641)
e-IFU
ISO 15223-1 EK A/ A.15

Electronic User Manual

1SO 15223-1 (Article 5.1.1)
1SO 7000 (Symbol No. 3082)

Manufacturer Information

1SO 15223-1 (Article 5.1.3)
1SO 7000 (Symbol No. 2497)

Manufacture Date

-

1SO 15223-1 (Article 5.1.4)
1SO 7000 (Symbol No. 2607)

Expiration Date

O

1SO 15223-1 (Article 5.2.12%*)
ISO 7000 (Symbol No. 3704)

Double Sterile Barrier System

1SO 15223-1 (Article 5.2.4)

STERILE | R | 1SO 7000 (Symbol No. 2502) Sterilized using irradiation
T ISO 15223-1 (Article 5.2.4) . . .
__S ERILE |E 2 [1so 7000 (Symbol No. 2501) Sterilized using ethylene oxide

21 CFR 801.15(c)(1)(i)F
21 CFR 801.109

Use as directed by prescription

1SO 15223-1 (Article 5.4.2)
ISO 7000 (Sembol No. 1051)

Implants are for single use only

1SO 15223-1 ( 5.2.6)
ISO 7000 (Symbol No. 2608)

Do not re-sterilize

- Company Logo

European Medical Device Directive
93/42/EEC (as amended by Directive
{: Emm 2007/47/EC), Article 17
European Medical Device Regulation

2017/745Madde 20

"0476" Notified Body Number

MD ISO 15223-1 ( Article 5.7.7%) Medical Device

ISO 15223-1 ( Article 5.1.5)

1SO 7000 (Symbol No. 2492) Lot No

ISO 15223-1 ( Article 5.1.6)

1SO 7000 (Symbol No. 2493) Product Reference/Catalog Number|

UDI number (Unique Device

ISO 15223-1 (Article 5.7.10%) Identification Number)
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c €1 984

1SO 15223-1 (Article 5.2.8)
1SO 7000 (Symbol No. 2606)

Do not use damaged packaging

1SO 15223-1 (Article 5.3.2)
1SO 7000 (Symbol No. 0624)

Keep away from direct sunlight

1SO 15223-1 (Article 5.3.4)
ISO 7000 (Regulation No.0626)

Keep away from rain

1SO 15223-1 (Article 5.3.1)
ISO 7000 (Symbol No. 0621)

Kirilabilir dikkatli tastyiniz

1SO 15223-1 (Article 5.4.4)
ISO 7000 (Symbol No. 0434A)

Warning

1SO 15223-1 (Article 5.4.10)

Contains hazardous substances

Note Bold-italicized text are special warnings that the user should pay special

attention to.
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informatjon detail

In case of any negative situation with the product‘i please cgnllzact the manufacturer. Manufacturer
is given below.

PRODUCER: ZIMED Medikal San. ve Tic. Ltd. Sti.
Aydinlar Mah. 03070 Cad. No:4 Sehitkamil 27580 Gaziantep-Turkiye
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