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KATETER TIKACI / SPIGOT

'

BN «ULLANIM OZELLIKLERI / USAGE FEATURES

Kullanim Amact: Funnel tip konekt@rlii kateterler igin gegici kateter tikama / kapatma amaciyla kullanilir.
Intended Use: Closure for catheter funnel connectors

Tavsiye edilen kullanim siiresi

1.1 Recommended usage period NA
: B invaziv | Invasive
1.2 Kullanim gekli{ Usage [ invaziv degil / Non invasive
Birlikte kullanildigi ilaglar
1.3 The medicines used with NA
Kontraendikasyonlari
1.4 Contraindications NA
1.5 Monta] yapilabilen diger iiriinler | Kateter
- Assembly of the other products Catheter
1.6 Kullanim/montaj kolayligi Sizdirmaz gekilde konnektdr agzimi kapatr.
- Ease of use/assembly Can close the catheter connector preventing any leakage
Uriin tek kullammliktir ve tekrar kullammi ile ilgili uyan kullanma kilavuzu seklinde hazirlanmigtir. Tek elle konnektére takilir.
1.7 Hasta ve kullanici giivenligi Aski igin delik bulunur.
- Patient and user safety The product is a single use product and requird wamings about the reuse of the product are prepared as an insert IFU.
Can be connected to the catheter easily.
1.8 Ergonomik ozellikleri Uriin kolay kavranabilir yapidadir. The product with is appropriate for easy grabbing.
- Ergonomic properties Kateter boyutlarina uygun (06-35 ch) / Suitable for 06-35ch catheters
Uriin rengi mavidir. / Color of the product is blue.
1.9 Tasanm ozellikleri Kateter boyutlarina uygun / Accepts funnel connectors from 6 Ch to 35 Ch.

Design properties

Kontaminasyonu dnler | Prevents contamination.
Hijyenik kullamm / Hygenic usage.

BN URUN CESITLERI/ PRODUCT RANGE

REF TANIM / DESCRIPTION
2.4 Oriin grubu ézelligi
. Product group properties 238 0001 1 Kateter Tikac |
23800111 Kateter Tikaci Il
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I URON BILESENLERi / PRODUCT COMPONENTS

31

Tikag
Obtrurator

Kateterin konnektor tarafinin kapatiimasini saglar / provides to cbturate connector side PVC
of catheter.

3.2

Ambalaj malzemesi
Packaging material

Uriiniin son kabinda steril olan medikal cihazlarin kullanima uygun kiivet ve kagittan olugmaktadir. (ISO 11607-1: 2006)
Product primary pack is consist of cuvetta and paper, suitable for packaging for teminally sterilized medical devices (ISO 11607-1:
2006)

P YASAL DUZENLEME BILGILERi / REGULATORY INFOMATION

4.1 llgili direktif / Related Directive | 93/42/EEC Tibbi Cihaz Direktifi ve Ek 2007/47/EEC / 93/42/EEC Medical Device Directive and Annex 2007/47/EEC
Bagh oldugu CE/tasarim
4.2 sertifikasi 04 232 980886
Related CE design certificate
: & Sinif llls, Kural 1
4.3 Risk sinifi / Risk class Class Ills, Rule 1
31667-Kateter ucu kapatici
4.4 GMDN KODU / GMDN CODE Occluder, catheter tip
42221600-Intravenéz ve arteryel girig ve uygulama setleri ve ilgili dirlinler
4.5 UNSPSC kodu / UNSPSC code Intravenous and arterial tubing and administration sets and related products
4.6 Oriin standard NA
' Product standard

Bl STERILIZASYON VE RAF GMRU / STERILIZATION AND SHELF LIFE

5.1

Sterilizasyon Metodu
Sterilization method

ETO

5.2

Raf dmrii / Shelf life

Syillyears

E DEPOLANA / NAKLIYE KOSULLARI | STORAGE / TRANSPORTATION CONDITIONS

Kutu / Box:
6.1 Uygun Ambalaj Boyutu 220X300X140mm
' Conventient Package Size Koli/ corrugate:
310X610X465mm
= g 4 Kutu / Box:
Uygun Birim Ambalaj Adedi ;
6.2 Appropriate unit number of ﬁo? ?gfca / pieces
packages oll/ Corugate
1600 pargalpieces

20-80 %Rh, 5-35°C
Dogrudan giines isigindan koruyunuz / Protect from direct sunlight.
Nakliye sirasinda darbelere karsi korunmalidir./Should be protected from impacts during transportation.
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Z:A Etikot Eliirrii;la?ym::;ij KBuot:(.| Co::l(:gate
7.1.1. | CElgareti/ CE Mark CE0044 v v v
7.1.2 | Pirojenisite / Pyrogenicity APIROJEN / NON -PYROGENIC
e |G R
Yirtik pogeti kullanmayin |
6.1.4 | Donotuse if package is @ v
da'maged 22 :
6.1.5 sgilﬁ::i;tli?m'mem |STERILE [EOQ] v v v
Sterilized using ethylene oxide
6.6 |olrskkulamimatar - | 13]
Useq i{l accon.ianoe with IFU
617 | P ikt 1 L I ‘ ‘
cio |Elmen < :
619 | ivumber LOT v ‘ &
il (] v ‘ v
6.1.11 E:;;‘ﬂ;gmm““i U v v v
6.1.12 gfg”‘
s | M
6:4:04 gfkel::[ne;ﬂ#;m
6115 | OR o ter
6116 | R ropoaus e
6.1.17 aglt!:r?;ial?;::lzeme bilgisi
6.1.18 | parked B EAN-128 EAN-128
fngilizce I Engligh Ispanyolca/ Spanish
6.1.19 | Diller Orin lsmi) AT;;]:I%\:IIng(r;:Zn 13‘222‘375322?31

Languages (Product Name)

Fransizca | French
Italyanea ! Italian

Rusga / Russian

Portekizce | Portouegese

7.2. Kullanma Kilavuzu / Instruction for Use

7.21

Diller
Languages

Onaylayan
Approved by
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