A.V. FISTULA NEEDLE SET

INSTRUCTION FOR USE
A.V. FISTUL iGNE SETi
KULLANMA TALIMATLARI
INDICATIONS
ENDIKASYONLARI

READ THIS INSTRUCTION BEFORE USE.

KULLANMADAN ONCE BU TALIMATLARI OKUYUN.

ARTERIOVENOUS FISTULA NEEDLES are indicated for hemodialysis,
hemofiltration and hemodiafiltration.

ATERIOVEN FiSTUL IGNELERI, hemodiyaliz, hemofiltrasyon ve
hemodiyafiltrasyon icin kullanilmak iizere tasarlanmiglardir.

A.V. fistula needles are indicated for use in conjunction with other procedures requiring
access to the blood stream.

A.V. fistiil igneleri, kan dolasim sistemine erisim gerektiren baska prosediirlerle birlikte

kullanilirlar.

Contraindications

KONTRAENDIKASYONLAR

The use of fistula needles is not in itself a medical treatment.

Fistiil ignelerinin kullanimi, kendi bagina bir tibbi tedavi degildir.

However, contraindication may be inherent in the procedures for which the access to the
blood, generally associated with punctures by needles or in conjunction with
extracorporeal circuit.

Ancak, genellikle ignelerin neden oldugu delikler ya da ekstrakorporal dolagimla
baglantili olarak, kan sistemine erisim gerektiren prosediirlerde bazi
kontraendikasyonlar meydana gelebilir.

This therefore restricts this device to an order by a physician.

Bu nedenle yalnizca bir doktor tarafindan 6nerildiginde kullanilabilir.

This device should be used to follow physician's instructions.

Bu arag, doktorun talimatlar1 uygulanarak kullaniimalidir.



WARNINGS AND PRECAUTIONS

UYARILAR VE ONLEMLER
1. SINGLE USE
TEK KULLANIM

Fistula needles are intended for single use only. DO NOT REUSE.
Fistiil igneleri, yalnizca bir kez kullanilir. TEKRAR KULLANMAYIN.

2. STERILITY
STERILLIK
The single blister packaging of the needle only assures sterility of the blood path.
Ignenin tek blister ambalajda bulunuyor olmasi, kan yolunun sterilligini garanti
eder.
Needles in damaged or improperly sealed blister packages or those with detached or
missing protector caps and needle covers may be non-sterile and should not be used.
Hasar gormiis ya da tam kapali olmayan blister ambalajdaki veya koruyucu
kapaklar1 ya da igne kapaklar1 ¢ikmis ya da bulunmayan igneler, steril olmayabilir
ve kullanilmamalidir.

3. An aseptic technique is required during treatment. DO NOT TOUCH THE
NEEDLE AND THE END SURFACE OF LUER CONNECTOR.
Uygulama sirasinda aseptik teknik kullanilmalidir. IGNENIN UCUNA VE LUER
KONEKTORUN UC YUZEYINE DOKUNMAYIN.

4. PERFORMING PUNCTURE
DELIK ACMA
An aseptic technique is required when preparing fistula needles for venipuncture.
Damarda delik agmak iizere fistiil ignelerini hazirlarken aseptik teknik kullanilmasi
gerekmektedir.
Proper cleansing of the vessel access area must be performed to avoid
contamination during the needle insertion process.
Ignenin sokulmasi sirasinda kirlenmeyi dnlemek icin, damara giris bdlgesi etrafinin
uygun bigimde temizlenmesi 6nerilmektedir.

5. An aseptic technique is required to avoid contamination of the blood path when
connecting the fistula needles to the blood lines.
Fistiil ignelerini kan kanallarina takarken, kan yolunun kirlenmesini 6nlemek igin

aseptik teknik kullanilmasi gerekmektedir.



During the first minutes of operation and at several times during dialysis there
should be visual inspections of the needles and connections to detect leaks and
avoid blood loss.

Sizintilar1 belirlemek ve kan kaybini dnlemek i¢in operasyonun ilk asamalarinda,
diyaliz sirasinda bir ¢ok kez igne ve baglantilar gorsel olarak kontrol edilmelidir.

6. There may be slight different luer connectors in blood lines provided by different

manufacturers. These differences in size result in possible blood leakage or
separation at the connector. To guard against these possibilities, join firmly male
and female lure connectors each other. Taping assures connection. The connection
should be visible at any time for visual inspections during dialysis. JMS luer lock
connectors comply with ISO 594.

Farkli tireticiler tarafindan saglanan kan hatlarinda biraz farkli luer konektorleri
bulunabilmektedir. Boyuttaki bu farkliliklar, kan sizintisina ya da konektoriin
ayrilmasina neden olabilir. Bu riskleri ortadan kaldirmak i¢in, erkek ve disi luer
konektorlerini sikica birlestirin. Bant sararak baglantiy1 saglamlastirabilirsiniz.
Diyaliz sirasinda gorsel inceleme yapabilmek i¢in baglanti goriiniir bir yerde
olmalidir. JIMS luer kilidi konektorleri ISO 594'e uygundur.

7. LEAKS

SIZINTILAR

In spite of great care in production, leaks of fistula needles cannot be excluded
absolutely. Some disinfectants also may cause material cracks. Connectors break or
crack under excessive force. These damages of the parts may result in blood loss or
aspiration of air into the blood line. Air entering blood circuit can cause air
embolism. Therefore use an air leak detector at all time. For return of blood to the
patient at the termination of dialysis the use of air should be avoided. All critical
areas of the extracorporeal circuit should be visually inspected during the treatment.
Uretim sirasinda 6zen gosteriliyor olsa da, fistiil ignelerinin sizint1 yapmasi tam
olarak dnlenemez. Bazi dezenfektanlar da malzemede catlaklara neden
olabilmektedir. Asir1 zorlandiklarinda konektorler kirilabilmekte ve
catlayabilmektedir. Parcalarda meydana gelebilecek bu hasarlar, kan kaybina ya da
kan hattina hava emilmesine neden olabilmektedir. Kan dolasimina giren hava,
hava embolisine neden olabilir. Bu nedenle her zaman s1zint1 detektori kullanin.
Diyaliz sonunda kanin hastaya geri verilmesi i¢in, hava kullanimindan
kacinilmalidir. Tedavi sirasinda ekstrakorporal dolagimin tiim kritik alanlar1 gorsel

olarak incelenmelidir.



8.

10.

11.

12.

KINKING

DOLASMA

During hemodialysis or any other treatment, avoid kinking, twist or occluding of
tubing. Excessive pressure may damage the extracorporeal circuit.

Hemodiyaliz ya da diger tedaviler sirasinda, hortumlarin dolagsmasini, biikiilmesini
ya da tikanmasini dnleyin. Asir1 basing, ekstrakorporal dolagim hattina zarar
verebilir.

Since exposure to blood and blood-byproducts carries the risk of transfer of
infectious diseases, for example Hepatitis and HIV AIDS, the person performing the
venipuncture procedure and concerning the treatment of dialysis should avoid direct
contact with the patient's blood. Protective equipment such as gloves, gowns, masks
and eye shields should be utilized routinely.

Kan ve kan yan trtinleri, Hepatit ve HIV AIDS gibi bulasici hastaliklar1 tagima
riskine sahip oldugundan, damara girisi yapan ve diyaliz islemini yiiriiten kisinin,
hastanin kaniyla dogrudan temas etmesinden kac¢inilmalidir. Her zaman eldiven,
onliik, maske ve géz korumalar1 gibi koruyucu araglar kullanilmalidar.

After use, disposal should be done to protect infectious diseases for all concerning
persons.

Kullanimdan sonra, tiim ilgili kisileri bulasici hastaliklardan korumak i¢in
malzemeler atilmalidir.

The person using needles should be careful to avoid accidental needle sticks.
Igneleri kullanan kisiler, kazayla igne batmasindan kaginmak icin dikkatli olmalidir.
Do not wipe this device with disinfectant such as alcohol, which may cause
loosening of connection with blood line, or may cause leakage due to device damage.
Bu araci, kan hatt1 baglantilarinin gevsemesine ya da aracta hasara bagl olarak

sizintilara neden olabilecek alkol gibi dezenfektanlarla silmeyin.

IMPORTANCE NOTICE
ONEMLI UYARI

1.

STORAGE

DEPOLAMA

Fistula needles should be stored in the original shipping carton, and in clean, dry
and cool rooms. (5°C ~30 °C, 20% to 80% relative humidity)

Fistiil igneleri, orijinal nakliye ambalajinda, temiz, kuru ve serin odalarda
saklanmalidir. (5°C ~30 °C, %20 - %80 goreceli nem)

PROTECT FROM WETNESS. DO NOT EXPOSE DIRECTLY TO THE SUN.



ISLANMAYA KARSI KORUYUN. DOGRUDAN GUNES ISIGINA MARUZ
BIRAKMAYIN.

2. SHELF LIFE
RAF OMRU
Sterility of the fistula needles is guaranteed for 60 months. It is necessary to store
properly in the original packaging consisting of triple protection. The expiration
date is printed on blister packs and carton labels. The products should be used
according to the principle "first in-first out."
Fistiil ignelerinin sterilligi, 60 ay boyunca garanti edilmektedir. Uglii korumaya
sahip orijinal ambalajinda diizgiin bigimde saklanmasi1 gerekmektedir. Son
kullanma tarihi, blister ambalajlarda ve kutu etiketlerinde bulunmaktadir. Uriinler

"ilk giren, ilk ¢ikar" prensibine goére kullanilmalidir.

DIRECTION FOR USE
KULLANMA TALIMATLARI
1. This device should be used aseptically and maintaining sterility.

Arag, aseptik ortamda ve sterillik korunarak kullanilmalidir.

2. After thoroughly cleanse the vessel area for puncture, carefully disinfect assuring

the venipuncture area is not contaminated.
Delik i¢in damar alanini iyice temizledikten sonra, damar alaninin kirlenmemesini
saglayarak dikkatlice dezenfekte edin.

3. When the needle is removed from the blister pack it should be inspected for gross
damages or particles in the lumen. The luer cap should be checked and tightened.
Igne, blister ambalajindan ¢ikartildiginda, gdzle goriiliir hasarlara ya da govdede
pargacik olup olmadigina kars1 kontrol edilmelidir. Luer kapagi kontrol edilmeli ve
sikistirilmalidir.

The needle cover should be carefully removed to avoid touch contamination of the
needle.

Dokunma sonucu ignenin kirlenmesini 6nlemek i¢in igne kapagi dikkatlice
cikartilmalidir.

4. The needle may be flushed with saline (saline may be heparinized).

Igne tuzlu su ¢ozeltisiyle (¢dzelti heparnize edilebilir) yikanabilir.

5. At a patient request local anesthesia may be used. With a tourniquet applied

proximal a suitable puncture area is selected.
Hastanin istegine bagli olarak yerel anestezi uygulanabilir. Turnike yapilir ve

uygun bir delme alani segilir.



6. Fold wings over the hub securely with the bevel facing up.

Egimli ylizey yukar1 bakacak sekilde kanatlar1 gébek (hub) tizerine sikica katlayin.
[With back eye type needles, the hole functions as an additional flow channel to
permit sufficient flow rate.]

[Arka gozlii ignelerde, gerekli akis miktarini saglamak i¢in delik ek bir akis kanali
islevi goriir.]

[For rotating hub type, the black dot on the hub indicates bevel facing up and the
red dot indicates down.]

[Doner gobek (hub) tipinde, gobek lizerindeki siyah nokta olmasi egimli yiizeyin
yukari doniik oldugunu, kirmizi nokta ise asagi doniik oldugunu gdstermektedir. ]

7. Insert the needle smoothly into the blood vessel (insert angle 25°C ~ 40 °C). It is
recommended to place the arterial needle first and then the venous needle. To
prevent recirculation on the bevel, the venous needle must always be at least 15 mm
downstream from the arterial needle.

Igneyi, yavasca kan damarina sokun (sokma agis1 25° ~ 40°). Once arter ignesinin,
ardindan toplardamar ignesinin takilmasi 6nerilmektedir. Egimli yiizeyde
devridaimi 6nlemek i¢in, toplardamar ignesi, arter ignesinden akis yoniine gore en
az 15 mm asagiya takilmaldir.

[Single needle type is punctured one time.]

[Tek kullanimli tip ignelerle yalnizca bir kez delinebilir. ]

8. Gently guides the needle into the blood vessel to achieve secure placement.
Giivenli bigimde yerine yerlesmesini saglamak i¢in igneyi yavag¢a kan damarina
sokun.

9. Observing pulsation of blood, fill the tube with blood and saline. Clamp the tube.
Kan atisini izleyerek, boruyu kan ve tuzlu su ¢ozeltisiyle doldurun. Boruyu kapatin.

10. All air in the products should be eliminated entirely.

Uriinlerdeki tiim hava bosaltilmalidr.

11. Secure the needle alignment and fix wing with tape. Using any taping method the
needle entry site should be remain visible.

Ignenin hizasin1 koruyun ve kanatlari bantla tutturun. Bant yapistirirken, bandin
igne giris alaninin goriinmesini engellememesine dikkat edin.

12. Detach the connector cap and connect with blood line aseptically.

Konektoriin kapagini ¢ikartin ve aseptik bicimde kan hattina baglayin.
To connect the arterial blood line with the venous needle and vice versa should be

avoided.



Arter kan hatt1, toplardamar ignesine, ya da toplardamar kan hatti, arter ignesine
baglanmamalidir.

13. Needle positions and all connections must be checked carefully prior to and during
the first minutes of operation. During dialysis, connections and puncture sites should
be visually inspected to detect leaks and avoid blood loss.

Operasyonun ilk dakikalarinda igne konumlar1 ve tiim baglantilar dikkatli bigimde
kontrol edilmelidir. Diyaliz sirasinda, sizintilar1 ve kan kaybini1 6nlemek i¢in

baglantilar ve delik alan1 dikkatlice incelenmelidir.



