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m ARTERIAL KAN GAZI ANALIZi iCiN SIRINGA KULLANIM TALIMATI

Uriin Tipi
Kan Gazi Analizi igin Siringa Hipodermik igne
Luer 3 parga Siringa 22G
2 ml

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis kan gazi analizi igin siringalar, kanin aspirasyonu amaci ile kullanilir. Siringalar
oncelikle insanlarda kullanim igindir.

Arterial kan gazi analizi igin siringalar, EN 1ISO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.
Tek kullanimhk steril Arterial Kan Gazi Analizi igin Siringalar enjeksiyon amagl olmayip, kan gazi analizinde kullanilacak kanin hipodermik igne

kullanilarak alinmasi saglar. Antikoagtlan sivi lityum heparin, siringanin igine pulverize edilir. Antikoagilan kanin pihtilasmasini onler.

Uriin Bilesenleri

Par¢a Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen

Conta izopren kauguk, Lateks icermez

Antikoagiilan 80 IU Sivi Heparin Sollisyonu

Kapak PP — Polipropilen

Hipodermik igne Paslanmaz Celik, $S304, PP — Polipropilen

Ambalaj Malzemesi EO ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

FIi_I Kullanma Talimati

Ambalaji ok isareti ile gésterilen agma yerinden siyirarak aginiz.

Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol ediniz

Uriin ambalaji siringa ve igneyi birlikte igerir.

e Hazirlama esnasinda siringay! bir elle, igneyi diger elle tutunuz.

e Siringa silindir Gzerinde yer alan derecelendirme gizgilerinin okunakli oldugundan emin olunuz.

e ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat ydniinde cevirerek siringa ve igneyi birbirine sikica
sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice cikarin.

e  Kan 6rnegi alindiktan sonra, siringadaki hava kabarciklarini bir gazl bez yardimliyla bosaltin ve kapagi hemen kapatin.

e Havanin alinmasindan sonra, kanla heparinin karismasi igin siringayi kendi etrafinda geviriniz.

e  CLSI'In tavsiyelerine gore, kan alma ve analiz yapma arasindaki siire oda sicakliginda 30 dakikayr gegmemelidir.
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e Analizden 6nce, siringadaki 61l bosluk bir damla kanin bir pede akitilmasi yoluyla disari atilmalidir.
Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar
Saglik personeli
Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN 1SO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiglik capl baglanti elemanlari — B6lim 7: Damar igi veya hipodermik
uygulamalar icin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.

Endikasyon

Arterial Kan gazi analizi, hastalarin solunum ve metabolik durumlari hakkinda pH, karbondioksit (pCO2) ve oksijen (pO2) dlglimlerinin yani sira
elektrolitler, laktat ve hemoglobin 6lglimleriyle bilgi saglar. Arterial Kan Gazi Analiz Siringalari, gaz analizinde kullanilacak kanin alinmasi igin
kullanilir. igerdigi antikoagiilan kanin pihtilasmasini énler. Siringaya, yaklasik 80 1U sivi heparin ¢ozeltisi (domuz bagirsak mukozasi) uygulanmis
ve sonrasinda kurutma firninda heparin ¢ézeltisi kurutulmustur. Uriin raf émrii 2 yildir.

Kontrendikasyon

Kan gazi siringalar birden fazla hastada kullanilmaz. Uriin, tek bir hasta ile bir kerelik steril durumda kullanilabilir. Temizlik veya yeniden
sterilizasyon yapilamaz. Belirtilen kullanim amaci diginda kullaniimak igin tasarlanmamistir. Kullandiktan sonra tibbi atik olarak imha ediniz.

& Uyarilar

e Ambalaji hasar gérmis veya agilmigsa trlinu kullanmayin.

e Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol edin.

e Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

e  Kullanmadan 6nce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

Uriind kullandiktan sonra, tibbi atik olarak imha edin.

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

e Batma ve kontaminasyon riskini onlemek icin igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve
bilinen/bilinmeyen baska hastaliklara yol agabilir.

e  Steril ambalaj agildiktan hemen sonra kullanilmazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, triinii kullanmayin.

e Uriiniin tekrar kullaniimasi enfeksiyonlara, capraz kontaminasyona ve sepsise neden olabilir.

e Kan alma ve analiz yapma arasindaki belirtilen sicaklik ve slireye uygun ¢alisin.

e Eger ciddi olumsuz olay yasanirsa, Uretici firma ve yetkili otoriteye bildirim yapiimaldir.
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Hipodermik igne Konfigiirasyonlar

igne Konfigiirasyonlari

Olgii 22G
Renk Siyah
igne Uzunlugu 11/4”

Depolama Kosullari

2-32°C ortam sicakhiginda muhafaza ediniz.

Dogrudan giines i1sigindan ve nemli ortamdan koruyun.
Kutuyu ok yoniinde yerlestirerek muhafaza edin.

Ust Gste en fazla bes koli koyularak muhafaza edin.
Urtindin raf émrii 2 yildir.

Kullanilan Sembollerin Agiklamasi

d Uretici Firma ! Kirilgan. dikkatli tutun
e
(VV']- Uretim Tarihi -‘:E-Ei- Giines 1sigindan uzak tutun
]
@ Distribitor fl Kuru tutun
g Son Kullanma Tarihi |I Dikey olarak hareket ettir
r-#___.
Lot Numarasi _ri Sicaklik siniri (2-32°C)

=0
m
“

Katalog numarasi Nem sinirlamasi (%20 — %80)

kullanim talimatlarina bakin

s :j'.; Etilen oksit kullanilarak sterilize edilmistir Tekrar Kullanmayin

o)
M D Tibbi Cihaz @ Paket hasarliysa kullanmayin ve
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Tekrar sterilize etmeyin
Lateks icermez

Disinda koruyucu ambalaj bulunan tek

. . . . Kullanim talimatina bakin
steril bariyer sistemi

ilgili tim Avrupa Tibbi Cihaz
Direktiflerinin/Avrupa Mevzuatinin
gerekliliklerini karsilamaya yonelik
T isaret Altta goriintilenen numara
Onaylanmis Kurulus Numarasidir

O Tekli steril bariyer sistemi }"If( Pirojenik olmayan

Dikkat

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.
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@ SYRINGE FOR ARTERIAL BLOOD GAS ANALYSIS INSTRUCTION FOR USE

Product Type

Syinges for Blood Gas Analysis Hypodermic Needle

Luer 3 pieces Syringe 22G
2ml

Intended Use

Syinges for Arterial Blood Gas Analysis are made of empty, sterile and disposable plastic materials, are used by end users for the blood aspiration.
The syringes are primarily for human use.

Syinges for Arterial Blood Gas Analysis are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.
Sterile single use syringes for Arterial Blood Gas Analysis are not intended for injection, but are used to withdraw blood to be used in gas analysis

by using a hypodermic needle. The anticoagulant solution, lithium heparin, is sprayed into the syringe. The anticoagulant prevents the blood
coagulation.

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, S5304, PP — Polypropylene

Anticoagulant 80 IU Liquid Heparin Solution

Cap PP — Polipropilen

Packaging Medical grade paper and transparent film for EtO (individually blister packed)

rI_i-l Instruction for Use

e Open the package by peeling it from the place marked by the arrow.

e  Visually inspect that the content of package is complete and the package is undamaged.

e  The product packaging includes the syringe and needle together.

e During priming, hold the syringe with one hand and the needle with the other.

e  Make sure that the grading lines on the syringe cylinder are legible.

e  Without removing the protective cap of the needle, firmly fix the syringe and needle together by pushing the needle towards the
syringe tip and turning it clockwise.

e  Carefully remove the needle's protective cap without damaging the needle.

e After sampling, immediately evacuate air bubbles from the syringe on to a gauze swab and close the cap. If liquid is to be injected
into the body with a syringe; draw the required amount of liquid into the syringe.
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e  After removal of air rotate the syringe around itself to homogenize blood and heparin.

e According to the recommendations from CLSI, the time between drawing blood and performing analysis should not exceed 30
minutes at room temperature.

e  Before analysis, the dead space in the syringe must be expelled by flushing a drop of blood into a pad.

Intended Patient Population
There is no limitation for the patient population.
Intended User

Healthcare personnel
Device Description Intended for Use With The Device

Suitable for use with connectors "EN I1SO 80369-7 Small diameter connectors for liquids and gases in healthcare applications - Part 7:
Connectors for intravenous or hypodermic applications".

Indications

Blood gas analysis provides information about patients' respiratory and metabolic status, with measurements of pH, carbon dioxide

(pCO2) and oxygen (p02), as well as electrolytes, lactate and hemoglobin. Syinges for Arterial Blood Gas Analysis are used to collect blood to be
used in gas analysis. The anticoagulant it contains prevents blood from clotting. Approximately 80 IU of liquid heparin solution (porcine
intestinal mucosa) is applied to the syringe, and the heparin solution is subsequently dried in a drying oven. The product shelf life is 2 years.

Contraindications

Syinges for Blood Gas Analysis should not be used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or resterilization is not possible. It is not intended for use other than its stated intended use. Dispose of as medical
waste after use.

& Cautions

e Do not use the product if the package is damaged.

e Visually inspect that the content of package is complete and the package is undamaged.

e Do not use the product after the expiration date printed on the primary packaging.

e  Before use, check that the hypodermic needle is not blocked and the flow is not obstructed.

e Afterinjection or aspiration, dispose of the product as medical waste.

e  The product is for single use only. It cannot be reused or re-sterilized.

e Do not touch the needle tip to prevent contamination/ needle sticks. Skin puncture with a contaminated needle may result in serious
iliness such as hepatitis, AIDS and known/unknown diseases.

e Ifthe sterile packaging is not used immediately after openning, there is a risk of contamination. Product sterility cannot be maintained,
do not use the product.

e Reuse of the product may cause infections, cross-contamination and sepsis.

e Work within the specified temperature and time between blood collection and analysis.

e If any serious incident occurs, it should be reported to the manufacturer and the competent authority.
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Hypodermic Needle Configurations

Needle Configurations

Gauge 22G
Color Black
Needle Length 11/4”

Storage Conditions

e  Store at an ambient temperature of 2-32°C.

e Keep it away from direct sunlight and moist environment.

e  Place and keep the box in the direction of arrow.

e Do not place more than 5 successive boxes on the top of each other.
e The shelf life of product is 2 years.

Description of Symbols Used

d Manufacturer I Fragile. Handle with care

et
ﬂ Date of manufacture “:ﬁ Keep away from sunlight

L]
E Use-by date f Keep dry
% Distributor |I Move vertically
I"'if_ $

Batch code i Temperature limit 2-32°C

gt
REF Catalogue number ﬁ Humidity limitation (20% — 80%)

Medical device
M D Do not use if package is damaged and
consult instruction for use
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] Sterilized using ethylene oxide
Do not reuse

Do not resterilize Latex free

Single sterile barrier system with

. . . Consult instruction for use
protective packaging outside

Marking for meeting the requirements of
all relevant European Medical Device

c € Directives/European Legislation The

number displayed on the bottom is the

Notified Body Number

Caution

Y
O Single sterile barrier system }\,\f{ Non-pyrogenic

g

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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