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GENEL

4U Spinal implant Vida Sistemleri ; gé
yardimci olarak ,spinal segmentlerin stabilizasyonunu ve immobilitesini saglar .
Vidalar, konnektorler,Capraz baglanti , Rod ve kancalardan olusan implantlar, gesitli
sekil ve ebatlarda mevcuttur ancak hastanin patalojik ve 6zel durumuna goére

Us , lomber ve sakral bélgenin flizyonuna

operasyonda kullanilir.

implantlar NON-Sterile olarak piyasaya arz edilir .Implanltlar temiz olarak piyasaya
sunulur ancak kullanima uygun olacak sekilde steril edilmelidir.Kullanilan el aletleri de
kullanima uygun olarak temiz ve steril olmalidir.

MALZEME

implantlar 1ISO 5832-3 ve ASTM F136 standardina uygun Ti6AI4V-ELI malzemeden
uretilmistir. implantlar MR uyumludur.

KULLANIM AMACI

4U Spinal implant Vida Sistemlerinin kullanim amaci , gegici olarak omurga yapisinin
normal iyilesme siirecinde desteklemektir, bu implant sistemi omurgadaki herhangi
bir yapinin yerini almaz.

implant sistemi Posterior fiizyon prosediirii esnasinda, omurgaya sabitlenen kanca ve
vidalarin bulundugu spinal rodlar ile spinal operasyon bolgesini stabilize eder . Bu
implantlar fiizyon sonrasinda gikariimalidir.

ENDIKASYONLAR

Posterior Sabitleme Sistemi olan 4U Spinal implant Vida Sistemlerinin endikasyonlari
belirtilen durumlardir ;dejeneratif disk hastaliklari ,spondilozis ,travma (kiriima,
yerinden oynama vb.) deformasyon ve egrilik (skolozis , kifos , Scheuermann hastaligi
ve/veya lordoz), tumér ,darlik , psédoartroz veya basarisiz fiizyon.
KONTRAENDIKASYONLAR

*Son Enfeksiyon tarihgesi ; sitemik , spinal veya lokal

*Morbis obezite *Zihinsel hastaslik

*Alkolizm veya madde bagimliligi  *Nezle *Hamilelik

*implant malzemesine karsi alerjik durum *Siddetli Osteopeni

*Dogustan anormalliklerin varligi ,belirsiz spinal anatomi , timorler veya implantin
yararli émrini azaltacak veya implantin sabitlemesini 6nleyecek herhangi bir durum
*PEdikil Vida durumlarinda , eksik veya besinci lomber vertebradaki dogustan hasarli
pedikiiller

*Hasta isteksizligi veya operasyon sonrasi bakim adimlarinin takip edilememesi,
gerekli 6zenin gosterilmemesi.

UYARILAR

1-implantlar her zaman agilmamis ambalajinda saklanmalidir.2-Uriin  ambalaji
agilmadan énce etiket bilgileri kontrol edilmelidir (6lgu, lot no, bilgileri vs.) ambalaji
agmak igin kullanilan alet, Gruin yiizeyine zarar verecek sekilde temas ettirilmemelidir.
3-Her implantin kullanim &ncesinde zarar gérmemis oldugundan emin olunmali,
calisabilirligi kontrol edilmelidir.

4-implantlar malzeme yorulmalari nedeni ile sadece bir kullanimliktir. Tekrar
kullanilmasina ASLA iZiN VERILMEZ. 5-Hastaya implantin etkileri ve yan etkileri
hakkinda bilgi verilmelidir. Hasta kendisine takilan implantin sinirlari, yiklenmenin
sinirlari, hareket alani ve misade edilen aktivitesi hakkinda bilgilendirilmeli ve
ameliyath bolgede olusan beklenmedik degisimi hemen doktora bildirmesinin
gerekliligi konusunda uyariimalidir. 6-Opere edilen implanta ait izlenebilirligin
saglanabilmesi i¢in hastanin kalici belgelerine implant ambalaji tzerinde bulunan
tanimlayici etiketten birisi yapistirilmalidir.

7-Operasyon sirasinda , 4U marka implantlar ile uyumlu olan MiKRON MAKINA el
aletleri kullanilmalidir.

iMPLANT SECiMi

Hastalar igin implantlarin uygun ebadinin , seklinin ve tasarimin segimi operasyonun
basarisi igin kritiktir.

Metalik cerrahi implantlar kullanimda tekrarlayan strese ve implantlarin  dayanma
guict hastanin kemik sekline ve ebadina uygun tasarimin uygulanmasi ile sinirhdir
.Eger hasta seciminde ,uygun implantin yerlestirilmesi hususunda Ustin bir 6zen
gosterilmez ise , operasyon sonrasinda implant Gzerindeki yik minimize edilecek
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sekilde yonetim saglanamazsa ; implant (zerindeki yiik iyilesme siireci
tamamlanmadan metal yogunluguna ,kirlmalara ,bikilmelere ve implantin
gevsemesine sebep olabilir veya implant iyilesme saglanmadan gikarilabilir. .
ONLEMLER

Mikron ortopedi Urlnleri sadece ve genel olarak eklem degistirme operasyonlarina
asina olan ve Uriine 6zel ameliyat teknigini bilen operatérler tarafindan kullanilabilir.
Uriin tasarimlar,, MIKRON riinlerinin birbiriyle uyumunu saglayacak sekilde
yapilmistir, bu yiizden MiKRON marka implantlar diger marka driinleri ile kombine
edilemez veya diger marka Uriinler ile birlikte kullanilamaz, yalnizca kendi el aletleri
ile opera edilmelidir. Kullanici 6zellikle bu hususa dikkat etmelidir.

1- Dogru enstriiman segimi oldukg¢a 6nemlidir. Her hastaya uygun tip ve olgluide
implant segilmelidir. Bu segimi yaparken hastanin yasi, aktivitesi, agirhgi, kemik ve kas
yapisi gibi anatomik ve biyomekanik faktérler gézéniinde bulundurulmalidir. Hastaya
uygun olgtide malzeme kullaniimadigi takdirde kullanilan implantin gevsemesi, schanz
civilerinin egilmesi veya kemigin g¢atlamasi s6z konusu olabilir.2-Uygulamada asiri
derecede egme, biikme veya form bozulmasindan kaginilmaldir. Musterek kullanilan
elemanlardan plaklarin rotlarin, tellerin ve steinmanlarin 6zenli bir sekilde ve
anotomik yapiya gore bukiilmesi herhangi bir zarara yol agmaz. 3-Hastanin agirhginin
neden olacagi fazla zorlamalardan implantin tutma giiciinin sinirli olmasi nedeni ile
kaginilmalidir. Bu konunun dikkate alinmamasi

beklenmedik kotii sonuglar dogurabilir.

iMPLANTLARIN GIKARILMASI & iMHA

En iyi sonug igin , implantlarin gikarilmasinda , implante edilirken kullanilan 4U markal
el aletleri kullanilmalidir.

4U Spinal Vida Sistemleri, gegici internal sabitleme sistemidir.

Bu sabitleme sistemi normal iyilestirme sireci esnasinda , operasyon bdlgesini
sabitlemek amaciyla dizayn edilmistir.Omurganin fiizyonu sonrasinda , implantin
fonksiyonu kalmamis olabilir ve “MMS-01 4U MIKRON SPINAL FIXATION SCREW
PLACEMENT AND REMOVAL STEPS” dokimaninda yer alan adimlar uygulanarak ,
implantin yerlestirilmesinde kullanilan el aletleri kullanilarak ,implant gikarilabilir
.implantin gikarilmasinda son karar doktora ve hastaya baglidir.Cogu hastada ,
implantin ¢ikarilmasi 6nerilir .Eger implant g¢ikarilmaz ise asagidaki komplikasyonlar
olusabilir.1-Korozyon , bélgesel enfeksiyon veya agri 2-implantin yer degistirmesi ,
yaralanmaya sebep olabilir 3-Postoperative travmdan dolayi yaralanma riski 4-Egilme
, gevseme ve kirlma , eger bu durumlar yasanirsa implantin gikariimasi zorlasir 5-Agri
,rahatsizlik ve implantin varligina karsi hassaiyet 6-Artan enfeksiyon riski 7-Kuvvete
bagl kemik kaybi implantlar operasyon sonrasinda kirilmalar , yeniden kirilmalar ve
komplikasyonlar olusmadan uygun sekilde gikariimalidir.

*implantin imhasi igin hastane kurallarina uyunuz.

MANUEL TEMIZLiK/DEZENFEKSIYON

Manuel bir temizlik ve dezenfeksiyon isleminden, bir ultrasonik banyo

kullanildiginda da, genel olarak kaginilmalidir ve belirgin bir sekilde daha az etkili
oldugundan dolayi sadece makineli bir islem mevcut olmadiginda kullaniimahdir.
Bunun disinda manuel islem, 6zellikle de gok kirli aletlerde, makineli hazirliga

destek olarak kullanilabilir.

Tavsiye edilen donanim: Ticari, tibbi Grtinler igin izinli alkalik temizlik maddeleri
(pH degeri 9-11) veya kombine temizlik-dezenfeksiyon maddesi (6rnegin ECOLAB
firmasindan Sekusept® Aktif 2%).

STERILIZASYON

implantlar Non-Steril olarak piyasaya sunulmaktadir .

Implantlar kullanim 6ncesinde Buhar ile steril edilmelidir.

Sterilizasyon parametreleri ; 132 ° C ‘de, en az 4 dakika olmalidir.

Paket tizerinde non-steril isareti » I olmalidir.
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PAKETLEME

implantlar ve seteler non-steril olarak markete sunulur.

Herbir bilesenin paketi talep tzerine verilmelidir.Eger konsinye sistem kullaniliyorsa ,
butin bilesenler , dikkatlice kontrol edilmeli ve kullanimdan &nce herhangi bir
hasarin olmadigindan emin olunmalidir .

Tyvek kagidi veya plastik posetler kullanilarak Non-steril paketleme , ultrasonik
yikamadan sonra Mikron Makina ‘da yapilir.

DEPOLAMA / RAF OMRU

*implantlari oda sicakliginda normal basing altinda , temiz ve kuru tutunuz.

Ref. : Sicaklik 22° 5, Nem < %70

*Gunes Isigindan uzak tutunuz

**implanlarin raf 6mrii, Gretim tarihinden itibaren 5 yildir.

**implanlarin raf 6mrii , Gretim tarihinden itibaren 5 yildir.

KULLANILAN SEMBOLLER / PIKTOGRAMLAR

Uretici I Uretim Tarihi

Lot No

Son Kullanma Tarihi

Katalog No

Steril Olmayan

il
.

Tekrar Zarar Gormus Ambalajh
Kullanilmaz ® Uriin Kullanilmaz

Miktar Az

Glnes Igigindan uzak
QTY: xx ,‘;-Q
JJ.. tutunuz

/ﬂ/- Sicakhk Kullanma Talimatina bakiniz DE

Sinirlamasi

4U makina medikal otomotiv san. ve tic. Itd. sti Notified Body UDEM’in denetimi ile
AT sertifikasini ve Technical Universal Verification Belgelendirme ve Egitim Hizmetleri
Ltd. Sti tarafindan verilen 1SO 13485:2016 sertifikalarini kullanma hakkina sahiptir ve
tretimine de belirtilen ilgili standartlar dogrultusunda devam etmektedir.

1SO 13485:2016 Certificate No: xxx
Medikal Cihaz Direktifi EK Il of 93/42/EEC
Sertifika No:

URETICI:
4U MAKINA MEDIKAL LTD.STi. nYenimahalle ANKARA / TURKIYE
d Tel:+90 312 5660655
e-mail: info@4umedical.com.tr Web: www.4umedical.com.tr
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GENERAL

4U Medikal Spinal Implant Screw System is intended to help provide immobilization
and stabilization of spinal segments as an adjunct to fusion of the thoracic, lumbar,
and/or sacral spine.

Implants consist of Screws, Connectors, Cross Links, Rods, and Hooks. Various forms
and sizes of these implants are available, so that adaption can always be made to take
into account the pathology and individual patient.

The System is equipped with components which are provided NON-sterile. Implants
are provided clean and must be sterilized prior to use. Instruments should be cleaned
and sterilized prior to use.

MATERIAL

The implants are manufactured from Ti6Al4V-ELI (titanium alloy ) accordance with
1SO 5832-3 and ASTM F136 .

The implants are MR compability devices.

INTENDED USE

4U Medikal SPINAL IMPLANT SCREW SYSTEMS is intended to be used as a temporary
construct that assists in normal healing and are not intended to replace normal body
structures. The system is intended to stabilize the spinal operative site during
posterior fusion procedures, attaching to the spine by means of hooks and screws
joined with spinal rods and should be removed after fusion.

INDICATIONS

4U Medikal SPINAL IMPLANT SCREW SYSTEMS which is the Posterior Fixation System
is indicated for the following conditions: degenerative disc disease, spondylolisthesis,
trauma, (i.e., fracture or dislocation), deformity or curvature (i.e., scoliosis, kyphosis,
Scheuermann's disease, and/or lordosis), tumor, stenosis, pseudoarthrosis, or failed
previous fusion.

CONTRAINDICATIONS

*History of recent infection , systemic, spinal or localized

*Morbis obesity *Mental illness *Alcoholism or drug abuse *Fever
*Pregnancy *Allergies to implant material *Severe Osteopenia

*Presence of congenital abnormalities , vague spinal anatomy ,tumors or any other
conditions which may prevent secure implant screw fixation and/or decrease the
useful life of the device..

*For pedicle screw cases , missing or congenitally deformed pedicles of the fifth
lumbar vertebrae

*Patients unwilling or unable to follow post-operative care instructions.

WARNINGS

1-Implants should always be kept in unpacked original packs 2-The information
involved in the label such as (size, lot no, sterilization details etc) should be controlled
before unpacking th product. The tool to be used to open the pack should not give
damage to the product surface. 3-Each implant should be controlled strictly to
determine whether it was damaged (crushed, scratched, broken etc.) before use. 4-
Due to material triedness, the implants are for only single use. NEVER LET THEM TO
BE USED FOR THE NEXT TIME. 5-The patient should be informed about the effects and
side effects of the implants. The patient should have the information regarding to the
limits, loading limits, movement space and the permitted activity of the fixators and
should also be warned o notify th edoctor if any unexpected change occurs in
operated part of his body.

6-In order to follow up the operated implant, the informative permanent documents
of the patient should also bear one of the descriptive labels on the package of
respective fixators.7- Original 4U Medikal Surgical Instruments shall be used during
implantation of 4U Medikal branded Spinal Implants.

SELECT OF IMPLANT

The selection of the proper size, shape and design of the implant for each patient is
crucial to the success of the procedure. Metallic surgical implants are subject to
repeated stresses in use, and their strength is limited by the need to adapt the design
to the size and shape of human bones. Unless great care is taken in patient selection,
proper placement of the implant, and postoperative management to minimize
stresses on the implant, such stresses may cause metal fatigue and consequent

VIDA -ROD SISTEMLERIi / SCREW - ROD SYSTEMS KULLANIM KLAVUZU / INSTRUCTION FOR USE ( IFU )

breakage, bending or loosening of the device before the healing process is complete,
which may result in further injury or the need to remove the device prematurely.
PRECAUTIONS

4U Medikal orthopaedics products are only available to be used by the expert
surgeons, who are familiar with the general joint exchange problem and the surgery
technique specific to the product. The products are designed in the manner of
comforming to each other so 4U Medikal branded fixators should never be combined
or used with other branded products; these products are only to be operated wit
respective hand tools. The user should particularly pay attention to that point: 1- To
select the correct instrument is rather important. The implants should be selected
depending on individually type type size of each patient. While this selection is being
described, the anatomic and and biomechanical factors uch as tha age, activity,
weight, bone and muscle structure of the patient should be taken into consideration.
In the event of any incorrect implant chosen, may be loosen situation,the schanz nails
may be bended or the bone may be cracked. 2-An excessive bending ,twisting or form
deterioration shoul be avoided in application. Bending the components used jointly
such as plaques , rots, wires and steinmans shall give no damage by considering the
anatomical structure with a great care. 3- Since the implants have the limited keeping
capacity, excessive pressure to be occured due to the weight of the patients should
be avoided. The unexpected results may occure if the said matter is not considered
seriously.

REMOVAL OF IMPLANT & DISPOSAL

For the best results, the same type of 4U Medikal branded instruments as used for
implantation should be used for implant removal purposes.

4U Medikal Spinal Implant Screw System is temporary internal fixation devices.
Internal fixation devices are designed to stabilize the operative site during the normal
healing process. After the spine is fused, these devices serve no functional purpose
and may be removed according to document that .surgical While the final decision on
implant removal is, of course, up to the surgeon and patient, in most
patients,removal is indicated because the implants are not intended to transfer or
support forces developed during normal activities. If the device is not removed
following completion of its intended use, one or more of the following complications
may occur: (1) Corrosion, with localized tissue reaction or pain; (2) Migration of
implant position, possibly resulting in injury; (3) Risk of additional injury from
postoperative trauma; (4) Bending, loosening and breakage, which could make
removal impractical or difficult;(5) Pain, discomfort, or abnormal sensations due to
the presence of the device; (6) Possible increased risk of infection; (7) Bone loss due
to stress shielding.Implant removal should be followed by adequate postoperative
management to avoid fracture, re-fracture, or other complications.

**Please apply disposal procedure for implants accordance with hospital rules.
MANUAL CLEANING/DISINFECTION

A manual cleaning and disinfection procedure, even when using an ultrasound bath,
should generally be avoided and should only be used if an automatic process is not
available, due to very low levels of efficacy. In addition, the manual procedure can be
used to support automatic reconditioning, particularly in the case of heavily soiled
instruments.

Recommended equipment: Commercially available cleaning agent authorised for
medical products (pH value 9-11) or combined cleaning agent and; nylon brushes with
soft bristles; running water.

STERILIZATION

The implants are supplied NONSTERILE to market .

The implants must be sterilized with steam sterilization process . Sterilization
parameters are;; @ 132° C , minimun 4 minutes .

Non-sterile symbol ik must be on the packing

'STERILE'

PACKAGING

The implant & instruments are supplied NON-STERILE. Packages for each of the
components should be intact upon receipt. If a loaner or consignment system is used,
all components including instruments should be carefully checked to ensure that
there is no damage prior to use.
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Non-sterile products are packed after ultrasonic washing process (for packing tyvek
paper or plastic bags can be used)

STORAGE / SHELF LIFE

*Keep the implants dry and clean @ room temprature under normal atmospheric
pressure.

(Ref: Temperature 22° + 5, Humidity < %70)

*Keep away sun light

**Shelf life is 5 years after machining date.Do not use after the use-before-date.

USED SYMBOLS / PICTOGRAMS
4U Medikal has right to use EC certificate by the audit of Notified Body -XXX- and

Date of Manufacture

]

Do not re-use ®

Manufacturer
Catalogue Number
Batch Code n E F
not use if Non-sterile
package is
damaged
Use by date

Quantity

Keep away sun light

N

Temperature r 5
Limit

Consult instruction for use

L J

T

4U Medikal has right to use EC certificate by the audit of Notified Body -XXX- and
13485:2016 certificate by the audit of Technical Universal Verification Belgelendirme
ve Egitim Hizmetleri Ltd. Sti and also continue his manufacturing according to the
related standarts.
1SO 13485:2016 Certificate No:XX Medical Devices Directive ANNEX Il of 93/42/EEC
Certificate No:XXXXX

MANUFACTURER: 4U MAKINA MEDIKAL LTD.STi.

Yenimahalle ANKARA / TURKIYE

d Tel:+90 312 5660655
e-mail: info@4umedical.com.tr Web: www.4umedical.com.tr

2/2




Nl

inay,
%,

~

GENEL

Omurgada servikal birlestirme implanti olarak kullanilan “Servikal Peek Kafes” 3
boyutlu, hemen hemen dikdortgen formunda, batkin 6zelligi olan bir yiizeye
sahiptir. 3 boyutlu egimli yapiya sahip olan iist ve alt yiizeyler, superior ve anferior
vertebral organlar arasindaki baglama o6zelligine yardimc olurlar. Bu implantlar
titanyum alasimh (Ti-6A1-4V ELI) veya PEEK-Optima malzeme kullanilarak imal
edilirler.

Boyun ve omur govdeleri arasinda kaynamada basit ve etkin bir yéntemdir.

yi i durumlarda

Anterior'dan girisim ve servikal
kullanilabilir;
Disk felerinin prolabe

Disk fitiklagsmasinda
Mekanik instabilitede
Posterior el lari kalsifikasy |

Osteokondrosis
Spinal dar kanalda

Bilesen Malzeme Spesifikasyon

Cage Body PEEK ASTM F2026

Titanium markers Titanyum Alagimi 1SO 5832-3 / ASTM F136
(Ti6AI4V-ELI)

Titanium spikes Titanyum Alasimi 1SO 5832-3/ ASTM F136
(Ti6AI4V-ELI)

Locking blade | Titanyum Alagimi 1SO 5832-3/ ASTM F136

mechanism (optional (TiBAI4V-ELI)

)

Table 1. 4U Cervical PEEK Kafes Bilesenleri

Dokiiman / Document : TD 01.07.07  REViZYON NO / REVISION NO:01

implantlar sterile olarak piyasaya sunulur.EO sterilizasyon methodu kullanilir.
El aletleri de kull oncesinde li ve steril edilmelidir.

MALZEME

4U Cervical PEEK Kafesin ana yapisi PEEK ( Polyetereterketon, ASTM F2026’ya
gore)dan iiretilmistir.Uriiniin markerlari ve givileri Ti6AI4V-ELI’den iiretilmistir.
Uriiniin  givileri ve bigak mekanizmasi ayni gekilde titanyum alasimdan
iretilmektedir.

MRI Giivenlik Bilgisi

implantlar MR uyumludur.

KULLANIM AMACI

Hareketsiz ve etkinligi olan yer agmak igin

Ameliyat sonrasi erken donemde biomekanik stabilite igin

Miikemmel ve etkinligi kanitlanmis kemik fiizyon istendiginde
Basit, glivenilir ve benzerlerine gére ucuz bir yéntem istendiginde
ENDIKASYONLAR

Disk hernisi

Dengesiz diskoplasti dejenerasyonu

Disk yiiksekligini geri kazandirma

POTANSIYEL TERS ETKILER

1. Implantin yer degistirmesi

2. implantin kiriimasi
3. implantin vuciit ile

kil girmesi
4. Etraftaki organlara baski uygulamasi
5. Spinal deformasyon

6. Enfeksiyon

7. Kemik kirlmasi

8. Psodoarthrosis

9. Norolojik fonksiyonlarin yitirilmesi

PEEK KAFES / PEEK CAGE KULLANIM KLAVUZU / INSTRUCTION FOR USE ( IFU )

10. Hematom olusmasi

11. Omurganin hareketliligini kaybetmesi
12. Bliim

UYARILAR

1- Servikal Peek kafesler her zaman
oncesinde STERIL iiriinlerde ambalajlarin zarar goriip gormedigi kontrol edilmelidir.

2- Uriin ambalaji agilmadan énce etiket bilgileri konrol edilmeli, (6lgii, lot no, steril

inda

bilgileri v.s.) sterizasyon gegerlilik tarihi geg¢mis implanlar kesinlikle
kullanilmamalidir, ambalaji agmak igin kullanilan alet, iiriin yiizeyine zarar verecek
sekilde temas ettiril lidir. 3- Her implantin kullanim 6ncesinde zarar gormemis
oldugundan emin olunmal (ezik, gizik, darbeli v.s.) 4- implantlar sadece bir

kullanimhik olup tekrar kullanimi katiyetle yasaktir. 5-Hastaya implantlarin etkileri
ve yan etkileri hakkinda bilgi verilmelidir. Hasta kendisine takilan implantin sinirlari,
yiiklenmenin sinirlari, hareket alani ve misaade edilen aktivitesi hakkinda
bilgilendirilmeli ve ameliyath bélgede olusan beklenmedik degisimi hemen doktora
bildirmesinin gerekliligi konusunda uyarilmalidir. Hasta, MR ¢ekilmesi esnasinda

biinyesinde impl bulundugunu ilgili operatére belirtmesi gerektigi konusunda
bilgilendirilmelidir. 6- Opere edilen implanta ait izlenebilirligin saglanabilmesi icin
hastanin kalici belgelerine implant ambalaji lizerinde bul layici etiketten
birisi yapistiriimalidir.

7-Servikal birlestirme i lan tek kull liktir.ve y birbagka hasta

tizerinde kullanilamaz.
8-Steril bir sekilde tedarik edilmis olsa dahi, kullanilmadan 6nce mutlaka hastane

yonergelerine gore tekrar sterilizasy tabi Imalidir. 9-indikasyonlar,
kullanilacak implantin élgilerinin se¢imi ve k olan i yon yontemi
ve bunlarin sorumlulugu.

iMPLANT SECiMi

Hastalar  i¢in implantlarin uygun ebad , seklinin ve tasarimin segimi

operasyonun basarisi igin kritiktir.

Metalik cerrahi implantlar kullanimda tekrarlayan strese ve implantlarin dayanma
glicii hastanin  kemik sekline ve ebadina uygun tasarimin uygulanmasi ile simirhdir
.Eger hasta segiminde ,uygun implantin yerlestirilmesi hususunda uUstiin bir 6zen
gosterilmez ise , operasyon sonrasinda implant iizerindeki yiik minimize edilecek

sekilde yonetim saglanamazsa ; implant iizerindeki yiik ,iyilesme siireci
tamamlanmadan metal yogunluguna ,kirlimalara ,bikiilmelere ve implantin
gevsemesine sebep olabilir veya impl iyilesme saglar cikarilabilir. .
iMPLANTIN CIKARILMASI VE iMHASI

En iyi sonug igin, implantlarin gikar i , impl edilirken kullanilan 4U

markali el aletleri kullanilmalidir.

4U Korpektomi Kafesler, kalici implantlardir. Eger doktor karari ile cikariimasi

gerekirse ayni el aletleri kullanilarak ¢ikarilabilir.

Bu sabitleme sistemi normal iyilestirme siireci da, operasyon bol,

sabitlemek amaciyla dizayn edilmistir.Kemigin stabilizasyonu sonrasinda ,
lantin fonksiy kal olabilir ve, implantin yerlestiril

aletleri kullanilarak ,implant gikarilabilir .implantin gikarilmasinda son karar doktora

ve hastaya baghdir. Cogu hastada ,implantin gikarilmasi onerilir .Eger implant

cikarilmaz ise asagidaki komplikasyonlar olusabilir.1-Korozyon , bolgesel enfeksiyon

kullanilan el

veya agri 2-implantin yer degistirmesi , yaralanmaya sebep olabilir 3-Postoperative
travmdan dolayi yaralanma riski 4-Egilme , gevseme ve kirilma , eger bu durumlar
yasanirsa implantin gikarilmasi zorlasir 5-Agri1 rahatsizlik ve implantin varligina karsi
hassaiyet 6-Artan enfeksiyon riski 7-Kuvvete bagh kemik kaybi implantlar
operasyon sonrasinda kirilmalar , yeniden kirilmalar ve komplikasyonlar olusmadan
uygun sekilde gikariimalidir.

REVIZYON TARIHi / REVISON DATE 08.01.2020
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kurallarina uyunuz.

in imhasi igin h
EL ALETLERI

Uriin ile kullanicak el alteleri 4U Makina tarafindan saglanir.

TEMIZLIK VE DEKONTAMINASYON

Manuel bir temizlik ve dezenfeksiyon isleminden, bir ultrasonik banyo
kullanildiginda, genel olarak kaginilmalidir ve otomatik bir yikama islemine nazaran
daha az etkili

oldugundan, sadece makineli bir islem mevcut olmadiginda kullanilmaldir.

Bunun disinda manuel islem, 6zellikle de ¢ok kirli aletlerde, makineli hazirhga

destek olarak kullanilabilir.
Tavsiye edilen donanim: Ticari, tibbi triinler igin izinli alkalik temizlik maddeleri
i (6rnegin ECOLAB

(pH degeri 9-11) veya k temizlik-d iyon
firmasindan Sekusept® Aktif 2%).

STERILIZASYON

Uriinler piyasaya steril olarak sunulur.

Sterilizasyon yontemi EO’dur.

PAKETLEME

implantlar ve seteler steril olarak markete sunulur.
PET-G kullanilarak , lakh tyvek ile paketleme , ultrasonik yikamadan sonra
AYALAB’da yapilir.

Validasyon calismasi mevcuttur.

SAKLAMA / RAF OMRU

*implantlari oda sicakliginda normal basing altinda , temiz ve kuru tutunuz.

Ref. : Sicakhk 22° 5, Nem < %70

*Giines Isigindan uzak tutunuz

**implanlarin raf 6mrii, Giretim tarihinden itibaren 5 yildir.

**implanlarin raf 6mrii, iretim tarihinden itibaren 5 yildir.

KULLANILAN SEMBOLLER / PIKTOGRAMLAR

Uretici sl Uretim Tarihi &I
Lot No Son Kullanma Tarihi g
EO Sterilizasyon
Katalog No @E’l
Zarar Gormis Ambalajli
Tekrar Kullaniimaz ® Oriin Kullanilmaz
Kullanma Talimatina
Miktar QTY: xx D:ﬂ bakiniz
Giines Isigindan uzak
" ' Sicaklik Sinirlamasi ¥ tutunuz
AN

4U makina medikal otomotiv san. ve tic. Itd. sti Notified Body UDEM’in denetimi ile
AT sertifikasini ve Technical Universal Verification Belgelendirme ve Egitim Hizmetleri
Ltd. Sti tarafindan verilen 1SO 13485:2016 sertifikalarini kullanma hakkina sahiptir ve
tretimine de belirtilen ilgili standartlar dogrultusunda devam etmektedir.
1SO 13485:2016 Certificate No: xxx
Medikal Cihaz Direktifi EK Il of 93/42/EEC
Sertifika No: URETICI:

4U MAKINA MEDIKAL LTD.S$Ti. nYenimahalle ANKARA / TURKIYE

d Tel:+90 312 5660655
e-mail: info@4umedical.com.tr Web: www.4umedical.com.tr
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GENERAL

“Cervical Peek Cage”, which is used as a cervical joining implant in the spine, has a
3three dimensional, almost rectangular surface with a stinging feature.The upper and
lower surfaces, which have a 3-dimensional beveled structure, help the bonding
feature between the superior and anferior vertebral organs.These implants are
manufactured using titanium alloy (Ti-6A1-4V ELI) or PEEK-Optima material.

It is a simple and effective method for symphysis between the neck and vertebral
bodies. It can be used in the following situations following anterior intervention and
cervical discectomy;

. Disc distances in prolapse

. Disc herniation

. In mechanical instability

. In the calcification of posterior elements

. Osteokondrosis

. Spinal narrow canal

Bilesen Malzeme Spesifikasyon

Cage Body PEEK ASTM F2026

Titanium markers Titanyum Alagimi 1SO 5832-3 / ASTM F136
(Ti6AI4V-ELI)

Titanium spikes Titanyum Alagimi 1SO 5832-3/ ASTM F136
(Ti6AI4V-ELI)

Locking blade | Titanyum Alasimi 1SO 5832-3/ ASTM F136

mechanism (optional (TiBAI4V-ELI)

Table 1. 4U Cervical PEEK Kafes Bilesenleri

Dokiiman / Document : TD 01.07.07  REViZYON NO / REVISION NO:01

The System is equipped with components which are provided sterile. EO sterilization
method is used.Implants are proviied clean and must be sterilized prior to use.
Instruments should be cleaned and sterilized prior to use

MATERIAL

The main structure of 4U Cervical PEEK Cage is made of PEEK (according to
Polyetheretherktone, ASTM F2026). The markers and screws of the product are made
of Ti6AI4V-ELI.

Screws and blade mechanism of the product are also produced from titanium alloy.
MRI Security Information

Implants are MR compatible.

INTENDED USE

To expand the stationary and inefficient space

For biomechanical stability in the early postoperative period

Excellent and proven bone fusion if desired

Simple, reliable and inexpensive method if desired

INDICATIONS

Disc herniation

Unbalanced discoplasty degeneration

To Increase the disc height

CONTRAINDICATIONS

Displacement of the implant

Implant fracture

The implant's interaction with the body

Application of pressure on the surrounding organs

Spinal deformation

Infection

Bone fracture

Pseudoarthrosis

Loss of neurological functions

Hematoma formation

Loss of the spinal mobility

Death

WARNINGS

1- Cervical Peek cages should always be stored in their unopened packaging, and
should be checked for any damage to the STERILE products before use. 2- Before
opening the product packaging, label information should be checked, (implants, size,

PEEK KAFES / PEEK CAGE KULLANIM KLAVUZU / INSTRUCTION FOR USE ( IFU )

lot number, sterile information, etc.), the implants whose sterilization date is expired
should never be used, the tool used to open the packaging should not be contacted in
a way that would damage the product surface. 3- It should be ensured that every
implant is not damaged before use (dents, scratches, swiped etc.) 4- Implants are for
one use only and re-use is strictly prohibited. 5-The patients should be informed
about the effects and side effects of the implants. The patients should be informed
about the limits of the implant attached to themself, the limits of loading, the range
of motion and the permissible activity, and be warned of the need to promptly notify
the doctor of any unexpected changes in the operated area. The patient should be
informed that he / she should inform the relevant operator that the implant is
present during MR removal. 6- In order to ensure traceability of the operated
implant, one of the descriptive labels on the implant package should be attached to
the patient's permanent documents.7-Cervical joint implants are for single use and
cannot be used on another patient.

8-Even if it is supplied sterile, it must be re-sterilized according to the hospital
guidelines before use. 9-Indications, the size of the implant to be used and the
implantation method to be used and their responsibility.

IMPLANT SELECTION

The choice of the appropriate size, shape and design of the implants for patients is
critical to the success of the operation.

Metallic surgical implants are limited to the use of a design suitable for the bone
shape and size of the patient, with the help of repeated stress and the strength of the
implants.

If the patients are selected with no great care is taken in placing the appropriate
implant, management cannot be achieved in a way that minimizes the load on the
implant after the operation; The load on the implant can cause metal density, breaks,
twists and loosening of the implant before the healing process is completed, or the
implant can be removed without healing.

REMOVAL AND DISPOSAL OF THE IMPLANT

For the best results, 4U branded instruments should be used when removing
implants.4U Corpectomy Cages are permanent implants. If it is to be removed by the
doctor's decision, it can be removed using the same instruments.This fixing system
was designed to fix the operation site during the normal healing process. After
stabilization of the bone, the implant may have no function and the implant can be
removed using the hand tools used to insert the implant. The final decision for the
implant removal depends on the doctor and the patient. In most patients, it is
recommended to remove the implant. If the implant is not removed, the following
complications may occur.1-Corrosion, local infection or pain 2-Displacement of the
implant may cause injury 3-Risk of injury due to postoperative trauma 4-Bending,
loosening and fracture, if these conditions if experienced, the implant becomes
difficult to remove 5-Pain, discomfort and damage to the presence of the implant 6-
Increased risk of infection 7-Strength bone loss Implants should be removed properly
after the operation without fractures, re-breaks and complications.

* Follow the hospital rules for the disposal of the implant.

INSTRUMENTS

Instruments used with the product are provided by 4U Makina.

CLEANING AND DECONTAMINATION

A manual cleaning and disinfection procedure, even when using an ultrasound bath,
should generally be avoided and should only be used if an automatic process is not
available, due to very low levels of efficacy. In addition, the manual procedure can be
used to support automatic reconditioning, particularly in the case of heavily soiled
instruments.

Recommended equipment: Alkaline cleaning agents (pH value 9-11) or combined
cleaning-disinfection agent approved for commercial, medical products (eg Sekusept®
Active 2% from ECOLAB).

STERILIZATION

The products are supplied as a sterile to the market.

The sterilization method is EO.

PACKAGING

Implants and sets are supplied to the market sterile.

REVIZYON TARIHi / REVISON DATE 08.01.2020
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Packaging with lacquered tyvek using PET-G is done in AYALAB after ultrasonic
washing.
Validation study is available.
STORAGE / SHELF LIFE

* Keep the implants clean and dry under normal pressure at room temperature.
Ref. : Temperature 22 ° + 5, Humidity <70%

* Keep away from Sunlight

** The shelf life of the implants is 5 years from the date of manufacture.

** The shelf life of the implants is 5 years from the date of manufacture.

USED SYMBOLS / PICTOGRAMS

Manufacturer

I Date of Manufacture

Batch Code

Catalogue Number -

The CE Marking according to the related EU

Directives and the Identification No of

the Notified Body in the conformity c€ 2xxx
assessment process

Sterilized Pe——
using il.l-n_;@

ethylene oxide

Do not resterilize

@ Do not use if package is damaged @
Do not re-use ® g

Use by date
Quantity QTY: xx Temperature Limit ' /l/ '
Keep away sun _ﬁfi_ Consult instruction for use D-j_]
light s

4U Medikal has right to use EC certificate by the audit of Notified Body -
XXX- and 13485:2016 certificate by the audit of Technical Universal
Verification Belgelendirme ve Egitim Hizmetleri Ltd. Sti and also continue
his manufacturing according to the related standarts.
1SO 13485:2016 Certificate No:XX Medical Devices Directive ANNEX Il of
93/42/EEC Certificate No:XXXXX
MANUFACTURER: 4U MAKINA MEDIKAL LTD.STi.

Yenimahalle ANKARA / TURKIYE

d Tel:+90 312 5660655

e-mail: info@4umedical.com.tr Web:

www.4umedical.com.tr
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GENEL

4U Servikal Mobil Disk Protezleri boyun bdlgesindeki C3-C7 bolgesindeki disk
rahatsizliklarinda disk yerine kullanilir .

implantlar Sterile olarak piyasaya arz edilir

implantlar EO ile steril edilir.

MALZEME

implantlar 1ISO 5832-3 ve ASTM F136 standardina uygun Ti6Al4V-ELI malzemeden
tretilmistir.

implantlarin MR uyumludur.

KULLANIM AMACI

Servikal Mobil Disk Protezi, iskeleti olgunlagsmis, yetiskin hastalarda boyundaki C3-C7
araliginda bulunan disklerin yerine gegecek sekilde kullanilir. Hasar gérmiis ve siskin
disklerde ve sadece tek seviyede kullanilir.

ENDIKASYONLAR

4U Servikal Disk Protezleri iskeleti olgunlagmig,yetiskin hastalarda boyundaki C3-C7
araliginda diskektomi yapilarak ,bir veya iki seviyede kullanilir.Bu hastalar zorlu
radiyokiilopati ile boyun agrisi geken ve gekmeyen hastalar olabilir veya disk araligina
b- bagh olaran anormal dismiyelopatisi olan hastalara implante edilebilir.Bu
hastaliklar CT,MRI,X-rays yontemlerinin en az birisi ile tespit edilebilir ve su hastaliklar
olabilir.Fitik Pulposus,spondiloz ve/veya bitisik levellerdeki disk boyuna bagl
hastaliklar.

4U Disk Protezleri anterior yaklasim ile implante edilir.implante edildikten sonra
hastalar en az hafta doktor gézetiminde takip edilmelidirler.
KONTRAENDIKASYONLAR

*Akut veya kronik enfeksiyon , operasyon bélgesinde veya viicutta.

*implant malzemesine kargi hassasiyet

*Riskli vertebral bélgede , daha énce meydana gelmis travma neticesinde olusan
anatomik deformasyon ve hastalik

*Radyogariflerde 3,5 mm ‘den biiyik ve/veya yan seviyeye ile > 11° agi fakhliginn
oldugu normal haldeki lateral veya fleksiyon/esktensiyonda  gérilen servikal
instabilite.

*Qsteoproz veya osteopenia , Kemik yogunlugu T-score < 1,5

*Faset eklemlerinde siddetli hasar veya dejenerasyon

UYARILAR

1-implantlar her zaman agilmamis ambalajinda saklanmalidir.2-Uriin  ambalaji
aglilmadan énce etiket bilgileri kontrol edilmelidir (6lgu, lot no, bilgileri vs.) ambalaji
agmak igin kullanilan alet, Gruin yiizeyine zarar verecek sekilde temas ettirilmemelidir.
3-Her implantin kullanim &ncesinde zarar gérmemis oldugundan emin olunmali,
calisabilirligi kontrol edilmelidir.

4-implantlar malzeme yorulmalari nedeni ile sadece bir kullanimliktir. Tekrar
kullanilmasina ASLA iZIN VERILMEZ. 5-Hastaya implantin etkileri ve yan etkileri
hakkinda bilgi verilmelidir. Hasta kendisine takilan implantin sinirlari, yiklenmenin
sinirlari, hareket alani ve misade edilen aktivitesi hakkinda bilgilendirilmeli ve
ameliyath bolgede olusan beklenmedik degisimi hemen doktora bildirmesinin
gerekliligi konusunda uyariimalidir. 6-Opere edilen implanta ait izlenebilirligin
saglanabilmesi igin hastanin kalici belgelerine implant ambalaji tzerinde bulunan
tanimlayici etiketten birisi yapistiriimalidir.

7-Operasyon sirasinda , 4U marka implantlar ile uyumlu olan 4U MAKINA el aletleri
kullaniimahdir.

iMPLANT SECiMi

Hastalar igin implantlarin uygun ebadinin , seklinin ve tasarimin segimi operasyonun
basarisi igin kritiktir.

Metalik cerrahi implantlar kullanimda tekrarlayan strese ve implantlarin  dayanma
guict hastanin kemik sekline ve ebadina uygun tasarimin uygulanmasi ile sinirhdir
.Eger hasta seciminde ,uygun implantin yerlestirilmesi hususunda tstin bir 6zen
gosterilmez ise , operasyon sonrasinda implant tzerindeki yik minimize edilecek
sekilde ydnetim saglanamazsa ; implant (zerindeki yiik iyilesme siireci
tamamlanmadan metal yogunluguna kinlmalara ,blkilmelere ve implantin
gevsemesine sebep olabilir veya implant iyilesme saglanmadan gikarilabilir.

SERVIKAL MOBIL DiSK PROTEZi / CERVICAL MOBILE DiSK PROSTHESES KULLANIM KLAVUZU

/ INSTRUCTION FOR USE ( IFU)

ONLEMLER

4U ortopedi Uriinleri sadece ve genel olarak eklem degistirme operasyonlarina asina
olan ve iiriine 6zel ameliyat teknigini bilen operatérler tarafindan kullanilabilir. Uriin
tasarimlari, 4U drlnlerinin birbiriyle uyumunu saglayacak sekilde yapilmistir, bu
yuzden 4U marka implantlar diger marka uriinleri ile kombine edilemez veya diger
marka Urtinler ile birlikte kullanilamaz, yalnizca kendi el aletleri ile opera edilmelidir.
Kullanici 6zellikle bu hususa dikkat etmelidir.

1- Dogru enstriman segimi oldukga 6nemlidir. Her hastaya uygun tip ve olcide
implant segilmelidir. Bu segimi yaparken hastanin yasi, aktivitesi, agirhgi, kemik ve kas
yapisi gibi anatomik ve biyomekanik faktorler gozoniinde bulundurulmalidir. Hastaya
uygun Olglide malzeme kullaniimadigi takdirde kullanilan implantin gevsemesi,
kemigin catlamasi s6z konusu olabilir.2-Uygulamada asiri derecede egme, bikme
veya form bozulmasindan kaginilmalidir. Miisterek kullanilan elemanlardan plaklarin
rotlarin, tellerin ve steinmanlarin 6zenli bir sekilde ve anotomik yapiya gore
bukulmesi herhangi bir zarara yol agmaz. 3-Hastanin agirliginin neden olacagi fazla
zorlamalardan implantin tutma gticiniin sinirli olmasi nedeni ile kaginiimaldir. Bu
konunun dikkate alinmamasi beklenmedik kot sonuglar dogurabilir.

IMPLANTLARIN GIKARILMASI & iMHA

En iyi sonug igin , implantlarin gikarilmasinda , implante edilirken kullanilan 4U markah
el aletleri kullanilmalidir.

4U Servical Disk Protezleri, kalici sabitleme implantlardir.

*implantin imhasi igin hastane kurallarina uyunuz.

AMELIYATTA KULLANILAN EL ALETLERIi iCiN MANUEL TEMIZLiK/DEZENFEKSIYON
Manuel bir temizlik ve dezenfeksiyon isleminden, bir ultrasonik banyo
kullanildiginda da, genel olarak kaginilmalidir ve belirgin bir sekilde daha az etkili
oldugundan dolayi sadece makineli bir islem mevcut olmadiginda kullaniimalidir.
Bunun disinda manuel islem, 6zellikle de gok kirli aletlerde, makineli hazirliga

destek olarak kullanilabilir.

Tavsiye edilen donanim: Ticari, tibbi Grtinler igin izinli alkalik temizlik maddeleri

(pH degeri 9-11) veya kombine temizlik-dezenfeksiyon maddesi (6rnegin ECOLAB
firmasindan Sekusept® Aktif 2%).

STERILIZASYON

implantlar Steril olarak piyasaya sunulmaktadir .

implantlar EO ile steril edilmektedir.

PAKETLEME

El aletlerinin bulundugu seteler non-steril olarak markete sunulur.

Eger konsinye sistem kullaniliyorsa , biitin bilesenler , dikkatlice kontrol edilmeli ve
kullanimdan 6nce herhangi bir hasarin olmadigindan emin olunmalidir .
DEPOLAMA / RAF OMRU

*implantlari oda sicakliginda normal basing altinda , temiz ve kuru tutunuz.

Ref. : Sicaklik 22°+5, Nem < %70

*Gunes Isigindan uzak tutunuz

**Implanlarin raf émrii, Gretim tarihinden itibaren 5 yildir.

HASTALARA YONELIK BILGILER

implantasyonun, hastanin yiiklenilmesi, hareketliligi ve genel yasam vaziyeti

uzerinde etkisi vardir. Bundan dolayi hastalara, implantasyondan sonra uygun
davranislar hakkinda bilgi verilmelidir ve kendilerine, hem implantasyon

bélgesinde negatif degisiklikleri, hem de, ne implanta ne de ameliyat bolgesine

zarar vermesi mumkiin olmayan gériinen dismeleri ve kazalari bildirmelerinin
gerekliligi agiklanmalidir.
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4U Makina Sanayi ve Ticaret Ltd. Sti Notified Body TSE’nin denetimi ile AT sertifikasini
ve I1SO 13485:2016 sertifikalarini kullanma hakkina sahiptir ve tretimine de belirtilen
ilgili standartlar dogrultusunda devam etmektedir.

1SO 13485:2016 Certificate No:

Medikal Cihaz Direktifi EK Il of 93/42/EEC
Sertifika No:

URETICi: 4U MAKINA MEDIKAL LTD.STi.
Yenimahalle ANKARA / TURKIYE
Tel:+90 312 5660655

e-mail: info@4umedical.com.tr Web: www.4umedical.com.tr
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GENERAL

4U Cervical Mobile Disk Prostheses are used in place of the disc in case of disc
ailments in C3-C7 region of the neck.

Implants are placed on the market as Sterile

Implants are sterilized with EO.

MATERIAL

Implants are made of Ti6Al4V-ELI material in accordance with 1SO 5832-3 and ASTM
F136 standard.

The implants are MR compatible.

INTENDED USE

Cervical Mobile Disk Prosthesis is used to replace discs in the C3-C7 range in the neck
in adult patients whose skeleton is mature. It is used on damaged and bulging discs
and only on one level.

INDICATIONS

The 4U Cervical Disc Prosthesis skeleton is mature, used in one or two levels by
performing discectomy in the C3-C7 range of the neck in adult patients. These
patients may be implanted in patients with or without abnormal dysmyelopathy
depending on the disc space. Diseases can be detected by at least one of the CT, MRI,
X-rays methods and may be the following diseases: Diseases related to disc size at
hernia Pulposus, spondylosis and / or adjacent levels.

4U Disc Prostheses are implanted with an anterior approach. After implantation,
patients should be followed up under the supervision of a doctor for at least weeks.
CONTRAINDICATIONS

* Acute or chronic infection, at the site of operation or in the body.

* Sensitivity to implant material

* Anatomic deformation and disease caused by previous trauma in the risky vertebral
region.

* Cervical instability seen in lateral or flexion / flexion in the normal state where
radiographs are greater than 3.5 mm and / or lateral to> 11 ° angle difference.

* Osteophosis or osteopenia, Bone density T-score <1.5

* Severe damage or degeneration of facet joints

WARNINGS

1-Implants should always be stored in their unopened packaging. 2-Before opening
the product packaging, the label information should be checked (size, lot number,
information, etc.). 3-Ensure that each implant is not damaged before use and its
operability should be checked.4-Implants are for only one use due to material fatigue.
It is NEVER ALLOWED for reuse. 5-The patient should be informed about the effects
and side effects of the implant. The patient should be informed about the limits of
the implant attached to him, the limits of loading, the range of motion and the
permissible activity, and be warned of the need to promptly notify the doctor of any
unexpected changes in the operated area. 6-In order to ensure traceability of the
operated implant, one of the descriptive labels on the implant package should be
attached to the patient's permanent documents.7-During the operation, 4U MEDICAL
instruments should be used, which are compatible with 4U implants.

IMPLANT SELECTION

The choice of the appropriate size, shape and design of the implants for patients is
critical to the success of the operation.

Metallic surgical implants are limited to the use of a design suitable for the bone
shape and size of the patient, with the help of repeated stress and the strength of the
implants.

If the patints are selected with no great care is taken in placing the appropriate
implant, management cannot be achieved in a way that minimizes the load on the
implant after the operation; The load on the implant can cause metal density, breaks,
twists and loosening of the implant before the healing process is completed, or the
implant can be removed without healing.

SERVIKAL MOBIL DiSK PROTEZi / CERVICAL MOBILE DiSK PROSTHESES KULLANIM KLAVUZU

/ INSTRUCTION FOR USE ( IFU)

4U orthopedics products can only be used by operators familiar with joint
replacement operations and who know the product-specific surgery technique.
Product designs have been made to match 4U products, so 4U brand implants cannot
be combined with other brand products or used with other brand products, they
should be operated only with their own hand tools. The user should pay particular
attention to this.

PRECAUTIONS

1- Choosing the right instrument is very important. An appropriate type and size of
implant should be selected for each patient. When making this selection, anatomical
and biomechanical factors such as the patient's age, activity, weight, bone and muscle
structure should be taken into consideration. If the patient does not use a suitable
amount of material, it may be possible to loosen the implant and crack the bone. 2- In
practice, excessive bending, bending or deformity should be avoided.

The bending of plates, rods, wires and steins from the common elements carefully
and according to the anotomic structure does not cause any damage. 3-Excessive
stresses caused by the patient's weight should be avoided due to the limited holding
power of the implant. Ignoring this issue may have unexpected bad consequences.
REMOVAL AND DISPOSAL OF THE IMPLANT

For the best results, 4U branded instruments should be used when removing
implants.4U Cervical Mobile Disk Prostheses are permanent implants. If it is to be
removed by the doctor's decision, it can be removed using the same instruments.This
fixing system was designed to fix the operation site during the normal healing
process. After stabilization of the bone, the implant may have no function and the
implant can be removed using the hand tools used to insert the implant. The final
decision for the implant removal depends on the doctor and the patient. In most
patients, it is recommended to remove the implant. If the implant is not removed, the
following complications may occur.1-Corrosion, local infection or pain 2-Displacement
of the implant may cause injury 3-Risk of injury due to postoperative trauma 4-
Bending, loosening and fracture, if these conditions if experienced, the implant
becomes difficult to remove 5-Pain, discomfort and damage to the presence of the
implant 6-Increased risk of infection 7-Strength bone loss Implants should be
removed properly after the operation without fractures, re-breaks and complications.
* Follow the hospital rules for the disposal of the implant.

INSTRUMENT MANUAL CLEANING / DISINFECTION

A manual cleaning and disinfection procedure, even when using an ultrasound bath,
should generally be avoided and should only be used if an automatic process is not
available, due to very low levels of efficacy. In addition, the manual procedure can be
used to support automatic reconditioning, particularly in the case of heavily soiled
instruments.

Recommended equipment: Alkaline cleaning agents (pH value 9-11) or combined
cleaning-disinfection agent approved for commercial, medical products (eg Sekusept®
Active 2% from ECOLAB).

STERILIZATION

The products are supplied as a sterile to the market.

The sterilization method is EO.

PACKAGING

Sets containing instruments are supplied non-sterile to the market.

If a consignment system is used, all components should be carefully checked and
make sure that there is no damage before us

STORAGE / SHELF LIFE

* Keep the implants clean and dry under normal pressure at room temperature.
Ref. : Temperature 22 ° + 5, Humidity <70%

* Keep away from Sunlight

** The shelf life of the implants is 5 years from the date of manufacture.

** The shelf life of the implants is 5 years from the date of manufacture.

INFORMATION FOR PATIENTS

Implantation has an impact on the patient's loading, mobility, and overall life status.
Therefore, patients should be informed about appropriate behaviors after
implantation and explained the need to report negative changes in the implantation
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site as well as the falls and accidents that appear to be unlikely to damage either the
implant or the surgical site

.USED SYMBOLS / PICTOGRAMS

Manufacturer

I Date of Manufacture

Batch Code Catalogue Number

The CE Marking according to the related EU

Directives and the Identification No of

the Notified Body in the conformity c€ Ixxx
assessment process

Sterilized Pe——
using i 'E

ethylene oxide

Do not resterilize

@ Do not use if package is damaged @
Do not re-use ® g

Use by date
Quantity QTY: xx Temperature Limit ' /l/ '
Keep away sun _E\ifi_ Consult instruction for use EB_]
light .

4U Medikal has right to use EC certificate by the audit of Notified Body -
XXX- and 13485:2016 certificate by the audit of Technical Universal
Verification Belgelendirme ve Egitim Hizmetleri Ltd. Sti and also continue
his manufacturing according to the related standarts.
1SO 13485:2016 Certificate No:XX Medical Devices Directive ANNEX Il of
93/42/EEC Certificate No:XXXXX
MANUFACTURER: 4U MAKINA MEDIKAL LTD.STi.

Yenimahalle ANKARA / TURKIYE

‘ Tel:+90 312 5660655

e-mail: info@4umedical.com.tr Web:

www.4umedical.com.tr
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GENEL

4U Cervical ve Lomber Korpektomi Kafesler , iki vertebral gévde arasinda
implantasyon igin istenilen, omurganin osteosentez o6geleridir. 4U Implants'in
intervertebral implantlan lateral alt ve Ust yuzlerinden delinmis merkezi bir oyuga
sahiptir. Her implantin, tam olarak uyabilmesini mimkin kilmak amaciyla ¢ok cesitli
sekil, boyut ve elementten yapilimistir.

implantlar NON-Sterile olarak piyasaya arz edilir. Implantlar temiz olarak piyasaya
sunulur ancak kullanima uygun olacak sekilde steril edilmelidir. Kullanilan el aletleri
de kullanima uygun olarak temiz ve steril olmalidir.

MALZEME

implantlar ISO 5832-3 ve ASTM F136 standardina uygun Ti6Al4V-ELI malzemeden
uretilmistir.

implantlarin MR uyumludur..

KULLANIM AMACI

4U Korpektomi kafesler omurganin vertebral kisminin stabilizasyonu icin, vertebral
boélgeye yerlestirilerek kullanihr

ENDIKASYONLAR

4U Korpectomi kafesler

The Corpectomy System is a device intended to replace a vertebral body or an entire
vertebra. It is for use in the thoracolumbar spine (T1-L5) to replace a collapsed,
damaged, or unstable vertebral body or vertebra due to tumor or trauma (i.e.,
fracture). For both corpectomy and vertebrectomy procedures, The Corpectomy
System is intended to be used with supplemental internal fixation systems. The use
of bone graft is optional.

KONTRAENDIKASYONLAR

*Kirik bélgesinde ve operasyon bélgesinde enfeksiyon

*Yaygin durum olarak osteotomiye izin vermeme

*Obezite *Hamilelik *implant malzemesine kars: alerjik durum

*Dogustan anormalliklerin varlig ,belirsiz spinal anatomi , tumorler veya implantin
yararli émrini azaltacak veya implantin sabitlemesini 6nleyecek herhangi bir durum
*Hasta isteksizligi veya operasyon sonrasi bakim adimlarinin takip edilememesi,
gerekli 6zenin gosterilmemesi

*Lomber ,Torakal ve servikal in posterior kisminda kullanmayiniz.

UYARILAR

1-implantlar her zaman acilmamis ambalajinda saklanmalidir.2-Uriin  ambalaji
agilmadan énce etiket bilgileri kontrol edilmelidir (6lgu, lot no, bilgileri vs.) ambalaji
agmak icin kullanilan alet, Grtn ylzeyine zarar verecek sekilde temas ettiriimemelidir.
3-Her implantin kullanim &ncesinde zarar gérmemis oldugundan emin olunmali,
calisabilirligi kontrol edilmelidir. 4-implantlar malzeme yorulmalari nedeni ile sadece
bir kullanimliktir. Tekrar kullaniimasina ASLA iZiN VERILMEZ. 5-Hastaya implantin
etkileri ve yan etkileri hakkinda bilgi verilmelidir. Hasta kendisine takilan implantin
sinirlari, yiiklenmenin sinirlari, hareket alani ve musade edilen aktivitesi hakkinda
bilgilendirilmeli ve ameliyath bolgede olusan beklenmedik degisimi hemen doktora
bildirmesinin gerekliligi konusunda uyarilmalidir. 6-Opere edilen implanta ait
izlenebilirligin saglanabilmesi igin hastanin kalici belgelerine implant ambalaji
tzerinde bulunan tanimlayici etiketten birisi yapistiriimalidir.

7-Operasyon sirasinda , 4U marka implantlar ile uyumlu olan 4U MAKINA el aletleri
kullaniimalidir.

iIMPLANT SEGiMmi

Hastalar igin implantlarin uygun ebadinin , seklinin ve tasarimin segimi operasyonun
basarisi igin kritiktir.

Metalik cerrahi implantlar kullanimda tekrarlayan strese ve implantlarin  dayanma
glicti hastanin  kemik sekline ve ebadina uygun tasarimin uygulanmasi ile sinirhidir

“KORPEKTOMI KAFESLER / CORPECTOMY CAGES KULLANIM KLAVUZU / INSTRUCTION FOR USE ( IFU )

.Eger hasta seciminde ,uygun implantin yerlestirilmesi hususunda ustin bir 6zen
gosterilmez ise , operasyon sonrasinda implant tzerindeki yik minimize edilecek
sekilde yonetim saglanamazsa ; implant Gzerindeki yiik iyilesme siireci
tamamlanmadan metal yogunluguna ,kirlmalara ,bikilmelere ve implantin
gevsemesine sebep olabilir veya implant iyilesme saglanmadan gikarilabilir. .
ONLEMLER

4U ortopedi trlnleri sadece ve genel olarak eklem degistirme operasyonlarina asina
olan ve iiriine 6zel ameliyat teknigini bilen operatérler tarafindan kullanilabilir. Uriin
tasarimlari, 4U drlnlerinin birbiriyle uyumunu saglayacak sekilde yapilmistir, bu
ylizden 4U marka implantlar diger marka uriinleri ile kombine edilemez veya diger
marka Urtinler ile birlikte kullanilamaz, yalnizca kendi el aletleri ile opera edilmelidir.
Kullanici 6zellikle bu hususa dikkat etmelidir.

1- Dogru enstriiman segimi oldukg¢a 6nemlidir. Her hastaya uygun tip ve Olglide
implant segilmelidir. Bu secimi yaparken hastanin yasi, aktivitesi, agirhgi, kemik ve kas
yapisi gibi anatomik ve biyomekanik faktorler gézoniunde bulundurulmalidir. Hastaya
uygun oOlglide malzeme kullaniimadigi takdirde kullanilan implantin gevsemesi,
kemigin gatlamasi s6z konusu olabilir.2-Uygulamada asiri derecede egme, bikme
veya form bozulmasindan kaginilmalidir. 3-Hastanin agirliginin neden olacag fazla
zorlamalardan implantin tutma giiciiniin sinirli olmasi nedeni ile kaginilmaldir. Bu
konunun dikkate alinmamasi beklenmedik kéti sonuglar dogurabilir.

IMPLANTLARIN GIKARILMASI & iMHA

En iyi sonug icin, implantlarin gikarilmasind , implante edilirken kullanilan 4U markali
el aletleri kullanilmalidir.

4U Korpektomi Kafesler, kalici implantlardir. Eger doktor karari ile gikariimasi
gerekirse ayni el aletleri kullanilarak gikarilabilir.

Bu sabitleme sistemi normal iyilestirme siireci esnasinda, operasyon bolgesini
sabitlemek amaciyla dizayn edilmistir.Kemigin stabilizasyonu sonrasinda , implantin
fonksiyonu kalmamis olabilir ve, implantin yerlestiriimesinde kullanilan el aletleri
kullanilarak ,implant gikarilabilir .implantin gikariimasinda son karar doktora ve
hastaya baglidir. Cogu hastada ,implantin ¢ikarilmasi énerilir .Eger implant gikarilmaz
ise agagidaki komplikasyonlar olusabilir.1-Korozyon , bélgesel enfeksiyon veya agri 2-
implantin yer degistirmesi , yaralanmaya sebep olabilir 3-Postoperative travmdan
dolayi yaralanma riski 4-Egilme , gevseme ve kirilma , eger bu durumlar yasanirsa
implantin gikariimasi zorlasir 5-Agri ,rahatsizlik ve implantin varligina karsi hassaiyet 6-
Artan enfeksiyon riski 7-Kuvvete bagl kemik kaybi implantlar operasyon sonrasinda
kinlmalar , yeniden kiriimalar ve komplikasyonlar olusmadan uygun sekilde
cikariimahdir.

*implantin imhasi igin hastane kurallarina uyunuz.

El ALETLERi MANUEL TEMIZLiK/DEZENFEKSIYON

Manuel bir temizlik ve dezenfeksiyon isleminden, bir ultrasonik banyo

kullanildiginda, genel olarak kaginilmalidir ve otomatik bir yikama islemine nazaran
daha az etkili

oldugundan, sadece makineli bir islem mevcut olmadiginda kullanilmalidir.

Bunun disinda manuel islem, 6zellikle de gok kirli aletlerde, makineli hazirliga

destek olarak kullanilabilir.

Tavsiye edilen donanim: Ticari, tibbi Grtinler igin izinli alkalik temizlik maddeleri

(pH degeri 9-11) veya kombine temizlik-dezenfeksiyon maddesi (6rnegin ECOLAB
firmasindan Sekusept® Aktif 2%).

STERILIZASYON

implantlar Non-Steril olarak piyasaya sunulmaktadir .

implantlar kullanim éncesinde Buhar ile steril edilmelidir.

Validasyon galigmasi mevcuttur.

Sterilizasyon parametreleri ; 132 ° C ‘de, en az 4 dakika olmalidir.
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Paket iizerinde non-steril isareti » olmaldir

PAKETLEME

implantlar ve seteler non-steril olarak markete sunulur.

Herbir bilesenin paketi talep tizerine verilmelidir. Eger konsinye sistem kullaniliyorsa ,
butin bilesenler , dikkatlice kontrol edilmeli ve kullanimdan &nce herhangi bir
hasarin olmadigindan emin olunmalidir .

Tyvek kagidi veya plastik posetler kullanilarak Non-steril paketleme , ultrasonik
yikamadan sonra 4U Makina ‘da yapilir.

DEPOLAMA / RAF OMRU

*implantlari oda sicakliginda normal basing altinda , temiz ve kuru tutunuz.

Ref. : Sicaklik 22°+ 5, Nem < %70

*Gunes Isigindan uzak tutunuz

**implanlarin raf émrii, Gretim tarihinden itibaren 5 yildir.

**implanlarin raf émrii, Gretim tarihinden itibaren 5 yildir.

HASTALARA YONELIK BILGILER

implantasyonun, hastanin yiiklenilmesi, hareketliligi ve genel yasam vaziyeti

tzerinde etkisi vardir. Bundan dolayi hastalara, implantasyondan sonra uygun
davranislar hakkinda bilgi verilmelidir ve kendilerine, hem implantasyon

bolgesinde negatif degisiklikleri, hem de, ne implanta ne de ameliyat bdlgesine

zarar vermesi mimkiin olmayan gériinen digsmeleri ve kazalari bildirmelerinin
gerekliligi agiklanmalidir.

KULLANILAN SEMBOLLER / PIKTOGRAMLAR

Uretici I Uretim Tarihi
Lot No Son Kullanma Tarihi
Katalog No Steril Olmayan

Tekrar ®

Kullaniimaz

Zarar Gormis Ambalajhi Oriin

Kullaniimaz

@%m&

Miktar

Qlo.  Gines Isigindan uzak tutunuz
: =
Q Y: xx 7 \

Jf' Sicaklik Sinirlamasi Kullanma Talimatina bakiniz Hﬂ

4U makina medikal otomotiv san. ve tic. Itd. sti Notified Body UDEM’in denetimi ile
AT sertifikasini ve Technical Universal Verification Belgelendirme ve Egitim Hizmetleri
Ltd. Sti tarafindan verilen 1SO 13485:2016 sertifikalarini kullanma hakkina sahiptir ve
tretimine de belirtilen ilgili standartlar dogrultusunda devam etmektedir.

1SO 13485:2016 Certificate No: xxx

Medikal Cihaz Direktifi EK Il of 93/42/EEC

Sertifika No:

URETICI:
4U MAKINA MEDIKAL LTD.STi. nYenimahalle ANKARA / TURKIYE
d Tel:+90 312 5660655
e-mail: info@4umedical.com.tr Web: www.4umedical.com.tr
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GENERAL

4U Cervical and Lumbar Corpectomy Cages are the osteosynthesis elements of the
spine, which are desired for implantation between the two vertebral bodies. The
intervertebral implants of the 4U Implants have a central groove pierced through
their lateral lower and upper faces. It is made of a wide variety of shapes, sizes, and
elements to enable each implant to fit compatelly.

Implants are placed on the market as NON-Sterile. Implants are placed on the
market as clean but they must be sterilized to be suitable for use. The instruments
used should also be clean and sterile for use.

MATERIAL

Implants are made of Ti6Al4V-ELI material in accordance with ISO 5832-3 and ASTM
F136 standard.

The implants are MR compatible.

INTENDED USE

4U Corpectomy cages are used for stabilization of the vertebral part of the spine,
placed in the vertebral region

INDICATIONS

4U Corpectomy System is a device intended to replace a vertebral body or an entire
vertebra. It is for use in the thoracolumbar spine (T1-L5) to replace a collapsed,
damaged, or unstable vertebral body or vertebra due to tumor or trauma (i.e.,
fracture). For both corpectomy and vertebrectomy procedures, The Corpectomy
System is intended to be used with | internal fi The use
of bone graft is optional.

CONTRAINDICATIONS
* Infection in fracture site and operation site
* Not allowing ost yasa condition

* Obesity * Pregnancy * Allergic situation against implant material

* Presence of congenital abnormalities, unspecified spinal anatomy, tumors, or any
condition that will reduce the useful life of the implant or prevent the fixation of
the implant.

* Patient reluctance or post-operative care steps cannot be followed, necessary
care must not be taken

* Do not use in the posterior part of lumbar, thoracic and cervical.

WARNINGS

1-Implants should always be stored in their pened packaging. 2-Before opening
the product packaging, the label information should be checked (size, lot number,
information, etc.). 3-Ensure that each implant is not damaged before use and its
operability should be checked. 4-Implants are for only one use due to material
fatigue. It is NEVER ALLOWED for reuse. 5-The patient should be informed about
the effects and side effects of the implant. The patient should be informed about
the limits of the implant attached to him, the limits of loading, the range of motion
and the permissible activity, and be warned of the need to promptly notify the
doctor of any unexpected changes in the operated area. 6-In order to ensure
traceability of the operated implant, one of the descriptive labels on the implant
package should be attached to the patient's permanent documents.7-During
operation, 4U MEDICAL instrument should be used, which is compatible with 4U
brand implants.

IMPLANT SELECTION

The choice of the appropriate size, shape and design of the implants for patients is
critical to the success of the operation.

Metallic surgical implants are limited to the use of a design suitable for the bone
shape and size of the patient, with the help of repeated stress and the strength of
the implants.

If the patients are selected with no great care is taken in placing the appropriate
implant, management cannot be achieved in a way that minimizes the load on the
implant after the operation; The load on the implant can cause metal density,
breaks, twists and loosening of the implant before the healing process is completed,
or the implant can be removed without healing.

PRECAUTIONS

4U orthopedics products can only be used by operators familiar with joint
replacement operations and who know the product-specific surgery technique.

“KORPEKTOMI KAFESLER / CORPECTOMY CAGES KULLANIM KLAVUZU / INSTRUCTION FOR USE ( IFU )

Product designs have been made to match 4U products, so 4U brand implants
cannot be combined with other brand products or used with other brand products,
they should be operated only with their own hand tools. The user should pay
particular attention to this.

1- Choosing the right instrument is very important. An appropriate type and size of
implant should be selected for each patient. When making this selection,
ar ical and bi h | factors such as the patient's age, activity, weight,
bone and muscle structure should be taken into consideration. If the patient does
not use a suitable amount of material, it may be possible to loosen the implant and
crack the bone. 2- In practice, excessive bending, bending or deformity should be
avoided. 3-Excessive stresses caused by the patient's weight should be avoided due
to the limited holding power of the implant. Ignoring this issue may have
unexp d bad

REMOVAL AND DISPOSAL OF THE IMPLANT

For best results, 4U branded instruments used when implanting should be used to
remove implants.

4U Corpectomy Cages are per | If itis to be r
decision, it can be removed using the same hand tools.

This fixing system was designed to fix the operation site during the normal healing
process. After stabilization of the bone, the implant may have no function and the
implant can be removed using the hand tools used to insert the implant. The final
decision for the img removal dep on the doctor and the patient. In most

d by the doctor's

!
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implantation site as well as the falls and accidents that appear to be unlikely to

damage either the implant or the surgical site.
USED SYMBOLS / PICTOGRAMS
4U Medikal has right to use EC certificate by the audit of Notified Body -XXX- and

Date of Manufacture
Manufacturer

]

Catalogue Number
Batch Code

sl
o]

REF

Do not use if Non-sterile
package is

damaged

Use by date

Do not re-use ®

=

patients, it is recommended to remove the impl. If the impl. is not r d,

the following complications may occur.1-Corrosion, local infection or pain 2-

Displacement of the implant may cause injury 3-Risk of injury due to postoperative

trauma 4-Bending, loosening and fracture, if these conditions If it is experienced, it

will be difficult to remove the implant. 5-Pain, discomfort and damage to the

presence of the implant. 6-Increased risk of infection. 7-Strength bone loss.

Implants should be removed properly after the operations without fractures, re-

breaks and complications.

* Follow the hospital rules for the disposal of the implant.

INSTRUMENT MANUAL CLEANING / DISINFECTION

A | cleaning and disinfection procedure, even when using an ultrasound bath,

should generally be avoided and should only be used if an automatic process is not

available, due to very low levels of efficacy. In addition, the manual procedure can

be used to support automatic reconditioning, particularly in the case of heavily

soiled instruments.

Rec ded i Alkaline cleaning agents (pH value 9-11) or combined

cleaning-disinfection agent approved for commercial, medical products (eg

Sekusept® Active 2% from ECOLAB).

STERILIZATION

The implants are supplied NONSTERILE to market . The implants must be sterilized

with steam sterilization process . Sterilization parameters are ; @ 132 ° C ,

minimun 4 minutes .

Non-sterile symbol »

PACKAGING

Implants and sets are offered non-sterile to the market.Package of each component

must be provided on request. If a consignment system is used, all components must

be carefully checked and made sure that there is no damage before use.

Non-sterile packaging using Tyvek paper or plastic bags is done at 4U Medical after

ultrasonic washing.

STORAGE / SHELF LIFE

* Keep the implants clean and dry under normal pressure at room temperature.

Ref. : Temperature 22 ° + 5, Humidity <70%

* Keep away from Sunlight

** The shelf life of the implants is 5 years from the date of manufacture.

** The shelf life of the implants is 5 years from the date of manufacture.

INFORMATION FOR PATIENTS

Implantation has an effect on the patient's loading, mobility and general life

situation. Therefore, patients should be informed about appropriate behaviors after
I ion and the need to report negative changes in the

must be on the packing

lained
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QTY_ XX Keep away sun light ;\;’f__‘_

Quantity
AN
Temperature B Consult instruction for use ‘
Limit [:]3]

4U Medikal has right to use EC certificate by the audit of Notified Body -XXX- and
13485:2016 certificate by the audit of Technical Universal Verification Belgelendirme
ve Egitim Hizmetleri Ltd. Sti and also continue his manufacturing according to the
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Certificate No:XXXXX
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GENEL

4U Servikal Plaklar ve Plak vidalari;; insan vuciidiinda meydana gelen ortopedik

kemik kiriklarinin stabilizasyonunu ve immobilitesini saglar .

Servikal Kemik Plaklari ve kemik vidalarindan olusan implantlar , cesitli sekil ve
ebatlarda mevcuttur ancak hastanin patalojik ve 6zel durumuna gore operasyonda
kullanilir .

implantlar

NON-Sterile olarak piyasaya arz edilir. Implanltlar temiz olarak piyasaya sunulur
ancak kullanima uygun olacak sekilde steril edilmelidir. Kullanilan el aletleri de
kullanima uygun olarak temiz ve steril olmalidir.

MALZEME

implantlar ISO 5832-3 ve ASTM F136 standardina uygun Ti6Al4V-ELI malzemeden
uretilmistir.

implantlarin MR uyumludur..

KULLANIM AMACI

Anterior Cervical Plak Sistemleri, C2-T1 omurga diskleri seviyelerinde, vida
sabitlemesi i¢in dizayn edilmistir

ENDIKASYONLAR

Anterior Servikal Plaka Sistemi dej atif disk h lig1 olan |
spinal fiizyon gelisimi (hasta gegmisi ile radyoloji tarafindan onaylanarak, diskin
dejenerasyonu ve diskojenik kokenli boyun agrisi tanimlandiginda, 6n omurganin
gegici istikrar saglamasi icin kullanmak amaciyla endikedir calismalarda), travma

da servikal

(kiriklar dahil), tiimérler, deformite (kifoz, lordoz veya skolyoz olarak tanimlanir),
psodoartroz ve / veya énceki bagarisiz fiizyonlar igin kullanilir.
KONTRAENDIKASYONLAR

*Kirik bélgesinde ve operasyon bolgesinde enfeksiyon

*Yaygin durum olarak osteotomiye izin vermeme

*Obezite *Hamilelik *implant malzemesine karsi alerjik durum

*Dogustan anormalliklerin varligi ,belirsiz spinal anatomi , timérler veya implantin
yararh  6émriinii azaltacak veya implantin sabitlemesini 6nleyecek herhangi bir
durum

*Hasta isteksizl

i veya operasyon sonrasi bakim adimlarinin takip edilememesi,
gerekli 6zenin gésterilmemesi

*Lomber ,Torakal ve servikal in posterior kisminda kullanmayiniz.

UYARILAR

l-implantlar her zaman agilmamis ambalajinda saklanmalidir.2-Uriin ambalaji
agilmadan once etiket bilgileri kontrol edilmelidir (6lgii, lot no, bilgileri vs.) ambalaji
acmak icin kullanilan alet, iriin yilizeyine zarar verecek sekilde temas
in kullanim &ncesinde zarar gérmemis oldugundan

ettiril lidir. 3-Her impl
emin olunmal, calisabilirligi kontrol edilmelidir.

4-implantlar malzeme yorulmalari nedeni ile sadece bir kullanimliktir. Tekrar
kullanilmasina ASLA iziN VERILMEZ. 5-Hastaya implantin etkileri ve yan etkileri
bilgi verilmelidir. Hasta kendisine takilan implantin sinirlari, yiikl
sinirlari, hareket alani ve miisade edilen aktivitesi hakkinda bilgilendirilmeli ve
ameliyath bolgede olusan beklenmedik degisimi hemen doktora bildirmesinin
gerekliligi konusunda uyariimahdir. 6-Opere edilen implanta ait izlenebilirligin
iizerinde &

hakkind

ine i

saglanabilmesi icin hastanin kaha
tanimlayici etiketten birisi yapistiriimalidir.

7-Operasyon sirasinda , 4U marka implantlar ile uyumlu olan 4U MAKINA el aletleri
kullanilmahdir.

iIMPLANT SEGiMmi

Hastalar  icin implantlarin uygun ebadinin , seklinin ve tasarimin segimi
operasyonun basarisi igin kritiktir.

SERVIKAL PLAKLAR / CERVICAL PLATES KULLANIM KLAVUZU / INSTRUCTION FOR USE ( IFU )

Metalik cerrahi implantlar kullanimda tekrarlayan strese ve implantlarin dayanma
glicli hastanin  kemik sekline ve ebadina uygun tasarimin uygulanmasi ile sinirhidir
.Eger hasta se¢iminde ,uygun implantin yerlestirilmesi hususunda iistiin bir 6zen
gosterilmez ise , operasyon sonrasinda implant iizerindeki yiik minimize edilecek

sekilde yonetim saglanamazsa ; implant {zerindeki vyiik ,iyilesme siireci
tamamlanmadan metal yogunluguna ,kinlmalara ,biikiilmelere ve implantin
gevsemesine sebep olabilir veya implant iyilesme saglar lan ¢ikarilabilir. .
ONLEMLER

4U ortopedi uriinleri sadece ve genel olarak eklem degistirme operasyonlarina agina
olan ve iiriine 6zel ameliyat teknigini bilen operatorler tarafindan kullanilabilir.

Uriin tasarimlari, 4U iiriinlerinin birbiriyle uyumunu saglayacak sekilde yapilmistir,

bu yiizden 4U marka implantlar diger marka iriinleri ile kombine edilemez veya
diger marka riinler ile birlikte kullanilamaz, yalnizca kendi el aletleri ile opera
edilmelidir. Kullanici 6zellikle bu hususa dikkat etmelidir.

1- Dogru enstriiman segimi olduk¢a onemlidir. Her hastaya uygun tip ve olglide
implant segilmelidir. Bu secimi yaparken hastanin yasi, aktivitesi, agirhgi, kemik ve

kas yapisi gibi ik ve biy kanik faktorler je bulundurulmaldir.
Hastaya uygun olciide I kullanilmadig1 takdirde kullanil implantin
gevsemesi, kemigin catlamasi s6z konusu olabilir.2-Uygulamada asiri derecede
egme, bikme veya form bozul d K Imalidir. Miisterek kullanilan

elemanlardan plaklarin rotlarin, tellerin ve steinmanlarin 6zenli bir sekilde ve
anotomik yapiya gore biikiilmesi herhangi bir zarara yol agmaz. 3-Hastanin
agirhiginin neden olacag fazla zorlamalardan implantin tutma giiciiniin sinirli olmasi
nedeni ile kaginilmalidir. Bu konunun dikkate alinmamasi beklenmedik koti
sonuglar dogurabilir.

iMPLANTLARIN GIKARILMASI & iMHA

larn gikanl da , impl

En iyi sonug icin , i edilirken kullanilan 4U
markali el aletleri kullanilmalidir.

4U Servikal Plaklar , gegici sabitleme sistemidir.

Bu sabitleme sistemi normal iyilestirme siireci esnasinda , operasyon bdlgesini
sabitlemek amaciyla dizayn edilmistir.Kemigin stabilizasyonu sonrasinda

lantin fonk kall olabilir ve, i in yerlestirilmesinde kullanilan el

P y

aletleri kullanilarak ,implant gikarilabilir .implantin gikarilmasinda son karar doktora

ve hastaya baghdir.Cogu hastada , implantin cikarilmasi 6nerilir .Eger implant
cikarilmaz ise asagidaki komplikasyonlar olusabilir.1-Korozyon , bolgesel enfeksiyon
veya agri 2-implantin yer degistirmesi , yaralanmaya sebep olabilir 3-Postoperative
travmdan dolay: yaralanma riski 4-Egilme , gevseme ve kirlma , eger bu durumlar
yasanirsa implantin ¢ikarilmasi zorlasir 5-Agri ,rahatsizlik ve implantin varligina karsi
hassaiyet 6-Artan enfeksiyon riski 7-Kuvvete bagh kemik kaybi implantlar
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implantlar kullanim 6ncesinde Buhar ile steril edilmelidir.
Sterilizasyon parametreleri ; 132 ° C ‘de, en az 4 dakika olmaldir.
Sterilizasyon validasyon g¢alimasi mevcuttur.
Paket iizerinde non-steril isareti » olmalidir.
PAKETLEME
implantlar ve seteler non-steril olarak markete sunulur.
Herbir bilesenin paketi talep iizerine verilmelidir.Eger k inye sistem kullaniliyorsa

, biitlin bilesenler , dikkatlice kontrol edilmeli ve kullanimdan 6nce herhangi bir

hasarin olmadigindan emin ol Iid

Tyvek kagidi veya plastik posetler kullanilarak Non-steril paketleme , ultrasonik

yikamadan sonra 4U Makina "da yapilir.

DEPOLAMA / RAF OMRU

*implantlari oda sicakliginda normal basing altinda , temiz ve kuru tutunuz.
Ref. : Sicakhk 22° 5, Nem < %70

*Giines Isigindan uzak tutunuz

**implanlarin raf 6mrii, Giretim tarihinden itibaren 5 yildir.

**implanlarin raf 6mrii, Giretim tarihinden itibaren 5 yildir.

HASTALARA YONELIK BILGILER

implantasyonun, hastanin yiiklenilmesi, hareketliligi ve genel yasam vaziyeti
uzerinde etkisi vardir. B dolayi h lara, impl. yondan sonra uygun
davranislar hakkinda bilgi verilmelidir ve kendilerine, hem implantasyon
bolgesinde negatif degisiklikleri, hem de, ne implanta ne de ameliyat bélgesine

dq

zarar vermesi mimkii yan goriinen di

i ve kazalan bildirmelerinin

gerekliligi aciklanmahdir.
KULLANILAN SEMBOLLER / PIKTOGRAMLAR

Uretici Uretim Tarihi

ol e

Lot No Son Kullanma Tarihi

Katalog No Steril Olmayan

Tekrar Zarar Gérmiig Ambalajli Uriin

Kullaniimaz @ Kullaniimaz @

Miktar Giines Isigindan uzak <.
QTYI XX tutunuz .\

operasyon sonrasinda kirilmalar , yeniden kirilmalar ve komplik: | | d
uygun sekilde gikariimalidir.

*implantin imhasi igin h kurallarina uyunuz.

El ALETLERi MANUEL TEMIiZLiK/DEZENFEKSIYON

Manuel bir temizlik ve dezenfeksiyon isleminden, bir ultrasonik banyo
kullanildiginda da, genel olarak kaginilmalidir ve belirgin bir sekilde daha az etkili

oldugundan dolayi sadece makineli bir islem mevcut olmadiginda kullaniimalidir.
Bunun disinda manuel islem, 6zellikle de cok kirli aletlerde, makineli hazirhga
destek olarak kullanilabilir.

Tavsiye edilen donanim: Ticari, tibbi Girlinler icin izinli alkalik temizlik maddeleri
(pH degeri 9-11) veya kombine temizlik-dezenfeksiy ddesi (6rnegin ECOLAB
firmasindan Sekusept® Aktif 2%).

STERILIZASYON

implantlar Non-Steril olarak piyasaya sunulmaktadir .
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Sicaklik Sinirlamasi

J’- Kullanma Talimatina bakiniz [:E]

4U makina medikal otomotiv san. ve tic. Itd. sti Notified Body UDEM’in denetimi ile
AT sertifikasini ve Technical Universal Verification Belgelendirme ve Egitim Hizmetleri
Ltd. Sti tarafindan verilen 1SO 13485:2016 sertifikalarini kullanma hakkina sahiptir ve
tretimine de belirtilen ilgili standartlar dogrultusunda devam etmektedir.

1SO 13485:2016 Certificate No: xxx

Medikal Cihaz Direktifi EK Il of 93/42/EEC

Sertifika No:

URETICI:
4U MAKINA MEDIKAL LTD.STi. nYenimahalle ANKARA / TURKIYE
d Tel:+90 312 5660655
e-mail: info@4umedical.com.tr Web: www.4umedical.com.tr

1/2




Nl

inay,
%,

~

GENERAL

4U Cervical Plates and Plate screws; It provides stabilization and immobility of
orthopedic bone fractures that occur in the human body.

Implants consisting of Cervical Bone Plates and bone screws are available in various
shapes and sizes, but are used in operation according to the patient's pathological
and special condition.

implants

It is offered to the market as NON-Sterile. Implants are placed on the market as
clean but they must be sterilized to be suitable for use. The hand tools used should
also be clean and sterile for use.

MATERIAL

Implants are made of Ti6Al4V-ELI material in accordance with ISO 5832-3 and ASTM
F136 standard.

The implants are MR compatible.

PURPOSE OF USAGE

Anterior Cervical Plate Systems are designed for screw fixing at the C2-T1 spinal disc
levels.

INDICATIONS

Anterior Cervical Plate System is indi d for the devel 1t of cervical spinal
fusion in patients with degenerative disc disease (it is indicated to be used for
temporal stabilization of the anterior spine when confirmed by radiology, the
degeneration of the disc and neck pain of discogenic origin), trauma (including
fractures), tumors, used for deformity (defined as kyphosis, lordosis or scoliosis),
pseudoarthrosis, and / or previous failed fusions.

CONTRAINDICATIONS
* Infection in fracture site and operation site
* Not allowing ost yasac condition

* Obesity * Pregnancy * Allergic situation against implant material

* Presence of congenital abnormalities, unspecified spinal anatomy, tumors, or any

condition that will reduce the useful life of the implant or prevent the fixation of

the implant

* Patient reluctance or post-operative care steps cannot be followed, necessary

care must not be taken

* Do not use in the posterior part of lumbar, thoracic and cervical.

WARNINGS

1-Implants should always be stored in their unopened packaging. 2-Label

information should be checked before opening the product packaging (size, lot

number, information, etc.) The tool used to open the packaging should not be

contacted in a way that would damage the product surface. 3-Ensure that each

implant is not damaged before use and its operability should be checked.

4-Implants are for only one use due to material fatigue. It is NEVER ALLOWED for

reuse. 5-The patient should be informed about the effects and side effects of the

implant. The patient should be informed about the limits of the implant attached to

him, the limits of loading, the range of motion and the permissible activity, and be

warned of the need to promptly notify the doctor of any unexpected changes in the

operated area. 6-In order to ensure traceability of the operated implant, one of the

descriptive labels on the implant package should be attached to the patient's

permanent documents.

7-4U MACHINE hand tools that are compatible with 4U implants should be used

during the operation.

IMPLANT SELECTION

The choice of the appropriate size, shape and design of the implants for patients is

critical to the success of the operation.

Metallic surgical implants in use are limited to the stress and the strength of the
p with the li of the appropriate design to the patient's bone shape

and size. The load on the implant can cause metal density, breaks, bending and

loosening of the implant before the healing process is completed, or the implant

can be removed without healing. .

MEASURES

4U orthopedics products can only be used by operators familiar with joint

replacement operations and who know the product-specific surgery technique.

SERVIKAL PLAKLAR / CERVICAL PLATES KULLANIM KLAVUZU / INSTRUCTION FOR USE ( IFU )

Product designs have been made to match 4U products, so 4U brand implants
cannot be combined with other brand products or used with other brand products,
they should only be operated with their own hand tools. The user should pay
particular attention to this.

Choosing the right instrument is very important. An appropriate type and size of
implant should be selected for each patient. When making this selection,
ar ical and bi h | factors such as the patient's age, activity, weight,
bone and muscle structure should be taken into consideration. If the patient does
not use a suitable amount of material, it may be possible to loosen the implant and
crack the bone. The bending of plates, rods, wires and steins from the common
elements carefully and according to the anotomic structure does not cause any
damage. 3-Excessive stresses caused by the patient's weight should be avoided due
to the limited holding power of the implant. Ignoring this issue may have
unexp d bad

REMOVAL OF IMPLANTS & DISPOSAL

For best results, 4U branded hand tools should be used to remove impl. and

Sall

“mnmz%

negative changes in the area, neither the implant nor the surgical site

report falls and accidents that seem impossible to harm

necessity should be explained.

USED SYMBOLS / PICTOGRAMS

4U Medikal has right to use EC certificate by the audit of Notified Body -XXX- and

Date of Manufacture
Manufacturer

Catalogue Number
Batch Code

F

implants.

4U Cervical Plates are a temporary fixing system.

This fixing system is designed to fix the operation site during the normal healing
process. After stabilization of the bone, the implant may have no function and the
implant can be removed using the hand tools used to insert the implant. The final
decision for removal of the implant depends on the doctor and the patient. .If the
implant is not removed, the following complications may occur.1-Corrosion, local
infection or pain 2-Displ of the i may cause injury 3-Risk of injury
due to ative trauma 4 ding, | ing and break if these conditions
occur, the implant removal becomes difficult 5- Pain, discomfort, and damage to
the presence of the implant 6-Increased risk of infection 7-Strength bone loss
Implants it should be removed in the clay.

* Follow the hospital rules for the disposal of the implant.

INSTRUMANT MANUAL CLEANING / DISINFECTION

An ultrasonic bath from a manual cleaning and disinfection process

When used, it should generally be avoided and should only be used when a
machine operation is not available, since it is noticeably less effective. In addition,
manual operation can be used as a supplement to machine preparation, especially
in heavily soiled tools.

Rec ded i Alkaline cleaning agents (pH value 9-11) or combined
cleaning-disinfection agent approved for commercial, medical products (eg
Sekusept® Active 2% from ECOLAB).

STERILIZATION

Implants are offered to the market as Non-Sterile.

Implants must be sterilized with Steam before use.

Sterilization parameters; It should be at least 4 minutes at 132 ° C.

Sterilization validation is available.

Should be non-sterile » on the package

PACKAGING

Implants and sets are offered non-sterile to the market.

Package of each p must be supplied on request. If a consignment system
is used, all components must be carefully checked and made sure that there is no
damage before use.

Non-sterile packaging using Tyvek paper or plastic bags is done at 4U Makina after
ultrasonic washing.

STORAGE / SHELF LIFE

* Keep the implants clean and dry under normal pressure at room temperature.
Ref. : Temperature 22 ° + 5, Humidity <70%

* Keep away from Sunlight

** The shelf life of the implants is 5 years from the date of manufacture.

** The shelf life of the implants is 5 years from the date of manufacture.
INFORMATION FOR PATIENTS

Implantation, patient loading, mobility and general life situation

has an effect on it. Therefore, it is suitable for patients after implantation.
information about behavior and self-implantation
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Do not use if Non-sterile
package is

damaged

i

Use by date

Do not re-use ®

B>

Keep away sun light

s

/
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. —_
Quantity ‘!
[ ] \
Temperature B Consult instruction for use ‘
Limit EE‘]

L J

4U Medikal has right to use EC certificate by the audit of Notified Body -XXX- and
13485:2016 certificate by the audit of Technical Universal Verification Belgelendirme
ve Egitim Hizmetleri Ltd. Sti and also continue his manufacturing according to the
related standarts.
1SO 13485:2016 Certificate No:XX Medical Devices Directive ANNEX Il of 93/42/EEC
Certificate No:XXXXX

MANUFACTURER: 4U MAKINA MEDIKAL LTD.STi.

Yenimahalle ANKARA / TURKIYE

d Tel:+90 312 5660655
e-mail: info@4umedical.com.tr Web: www.4umedical.com.tr
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