@@ KANBARRIER LABORATUVAR C€1984

LOKOREDUKSIYON FiLTRESI

KILAVUZUN GECERLIi OLDUGU SiSTEM

20013068150 LABORATUVAR YIKANMIS ERITROSIT ( RBC) LOKOREDUKSIYON FILTRE

TANIM
Bir transfer ¢ivisi, di-(2-etilhekzil)-ftalat (DEHP) plastiklestirici katilmis polivinil kloriir (PVC) hortum sistemi, iki kan torbas, bir 16kosit filtresi, bir damlama odacig1 ve ¢cek
valf iceren tek kullanimlik, steril transfiizyon setidir (Sekil 1). Gamma 15mlama ile sterilize edilir.
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KULLANIM AMACI
“Kan Bilesenleri Hazirlama, Kullanim ve Kalite Giivencesi Rehberi”ne gore 16kositi azaltilmis eritrosit siispansiyonlarinin hazirlanmasi, izotonik ¢ozelti ile yikanmasi ve
saklanmasi i¢in kullanilir.

HASTA POPULASYONU
Cihaz, bir hekimin talimatiyla pediatrik ve yetiskin popiilasyonda kan ve kan bileseni transfiizyonu i¢in kullanilir.
Kan, ulusal/uluslararasi saglik kriterlerini yerine getiren yetiskinler tarafindan bagislanabilir.

HEDEF KULLANICI VE AMACLANAN KULLANIM ORTAMI
Yetkili kan merkezi personeli tarafindan kan merkezlerinde kullanilmak iizere tasarlanmustir.

ENDIKASYONLARI
Bu iiriin tedaviye yardimci olmak amaciyla, tiim popiilasyonda kullanilmak tizere eritrositlerin 16kositten indirgenmesi ve yikanmasi i¢in kullanilir. Elde edilen eritrosit,
tedaviyi uygulayan hekimin karar1 dogrultusunda eksik bilesenlerin yerine konulmasi ve dokulara oksijen tasinmasinin arttirilmasi i¢in kullanilabilir.

KONTRENDIKASYONLARI
Bu iiriin tekrar kullanilmaz ya da tekrar steril edilemez. Tekrar kullanim ya da tekrar sterilizasyondan dogabilecek riskler (6rnegin, enfeksiyon, ¢capraz bulasma, performans
kaybi) ciddi yaralanma ya da 6liime yol agabilir.

A ONLEMLER

. Hortumlar, Steril Birlestirme Cihazi ile birlestirilmeye uygundur.
. Insan kam ve kan bilesenleri icin kullanilmak iizere tasarlanmustir.
. Tagima sirasinda, elde ya da bir tagima arabasinda ayni1 anda en fazla iki koli tasinabilmektedir, koliler distirilmemeli ya da
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iizerlerine agir yiikler konulmamalidir ve tagima arabasina
devrilmeleri dnlenecek sekilde yiiklenmelidirler.

. Tek kullanimliktir, kullanim sonrasi Tibbi Atik olarak atilmalidir.
Dikkat: Birden fazla kullanimi halinde enfeksiyon riski vardir.

. Sembollerin agiklamalari i¢in, Sembol Tanim Tablosuna bakiniz.

Dikkat: Bu tibbi cihaz, di(2-etilhekzil) ftalat (DEHP) igerir. Insanlarin
kemirgenlerden daha az duyarli olduklar1 gézlenmesine ragmen, gelismekte olan
fetiis, prematiire yenidoganlar ve yenidoganlar dahil olmak iizere ¢ocuklar ve bu
nedenle hamile ve emziren kadinlar potansiyel olarak DEHP’ye daha fazla maruz
kalma riski altindadir. Ayrica yenidoganlarda kan degisim transfiizyonu,
yenidogan ve yetiskinlerde ekstrakorporeal membran oksijenasyon tedavisi,
yenidoganlarda total parenteral beslenme, hemodiyaliz, yenidogan ve
yetigkinlerde enteral beslenme, kalp nakli veya koroner arter bypass greft
ameliyat1, yogun kirmizi kan hiicresi ve plazma transfiizyonu veya periton diyalizi
yiksek oranda DEHP maruziyetine yol agabilir. Bununla birlikte, faydalar
DEHP’ye maruz kalma ile iliskilendirilebilecek herhangi bir olas1 saglik riskinden
daha 6nemli oldugundan tibbi prosediirlerden kaginilmamalidir. Liitfen bilingli bir
karar verebilmek i¢in giincel literatiire bakiniz.

ISLEM ADIMLARI

A. KULLANIM ONCESi GENEL HAZIRLIKLAR

1. Filtre sistemini birincil ambalajindan ¢ikarmiz. Filtre sistemi kan
torbasina baglanmaya hazirdir (Sekil 1).

2. Filtre setinde herhangi bir goriilebilir hasar veya kayip/eksik bir
bilesen olup olmadigini kontrol ediniz. Hasarli seti kullanmayiniz.

3. Cividen sonraki ve filtrenin altindaki klempleri kapatiniz (Sekil 1,
no. 5).

4. Filtrenin kan torbasina takilmasi uygun bir masa iizerinde
yapilmalidir.

B. KULLANMA TALIMATI
. Filtre sistemini, filtre edilecek torbaya baglaymiz.

—_—

a. Eger bu islem steril birlestirme cihazi ile yapilacaksa, eritrosit
tnitesinin hortumu ile filtre setinin hortumunu (¢ivinin altindan,
Sekil 1, no. 3d) steril birlestirme cihazinda birlestiriniz. Dikkat:
Bkz. Steril Birlestirme Cihazi kullanim talimatlar:

b.  Baglanti ¢ivi kullanilarak yapilacaksa, filtre ¢ivisinin glivenlik
baghgmi agmiz (Sekil 1, no. 6), kan torbasinin ¢ikig portunun
giivenlik bashiginmi aginiz, sonra torbayi tezgahin iizerinde diiz
tutarak c¢iviyi sikica yerlestiriniz (Sekil 2) Dikkat: Bkz. Kan
Torbasi kullanim talimatlari

Sekil 2

2. Kan torbasini asiniz (Sekil 3).

Sekil 3

3. Filtre hatt1 tizerindeki klempleri agimz (Sekil 1, no. 5).
4. Filtreyi kullanima hazirlayimniz (Sekil 4).

Sekil 5
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5. Kan filtreden gegerek transfer torbaya akacaktir.
6. Kanin %901 filtrelendikten sonra klempi kapatimiz (Sekil 1, no. 5).

7. Transfer torbayr sikarak, eritrositler torbaya dolana kadar torbada
birikmis olan havayi ¢ek valf sayesinde atimiz. Sonrasinda klempi tekrar
aciniz ve eritrositlerin filtrenin arka dis kab1 temizlenene kadar hortum ve
filtreye dogru akmasini saglayiniz (Sekil 5).

8. Kanin tamamu filtreden gegtikten sonra, hortumu bir hortum kapatma
cihazi ile (Sekil 1, no. 10 ile no. 15 arasindan) kapatarak, filtrelenmis
eritrositleri sistemden ayiriniz.

9. Salin torbasina ¢iviyi yerlestiriniz (Sekil 1, no. 8) ve eritrosit torbasini
salin ¢ozeltisi ile doldurunuz.

10. Salin ¢6zeltisi ile dolmus eritrosit torbasini, hortumu torbaya en yakin
noktadan kapatarak sistemden ayirmiz (Sekil 1, no. 3d). Valide edilmis
dahili prosediirlere uygun sekilde santrifiij ediniz.

11. Santrifiij isleminin ardindan, eritrosit torbasini bir plazma
ekstraktoriine yerlestiriniz, atik torbasinin hortumunun iizerindeki klempi
aciniz (Sekil 1, no. 5) ve iistte kalan faz1 atik torbasina aktariniz (Sekil 6).

Sekil 6

12. Hortumu eritrosit torbasina en yakin noktadan bir kapatma cihazi ile
kapatarak atik torbasini sistemden ayiriniz (Sekil 1, no. 3f).

SAKLAMA
Yikanmus eritrositlerin saklama siiresi miimkiin oldugunca kisa olmali
ve 24 saati agmamalidir.

TRANSFUZYON

1. EN ISO 1135-4’¢ uygun transfiizyon seti kullaniniz.

2. Torbada ve/veya kan bileseninde herhangi bir sorun olup olmadigini
kontrol ediniz.

3. Kan transfiizyonu Oncesinde, serolojik test sonuglarinin uygun
oldugundan ve capraz karsilastirma testi sonuglarimnin alici i¢in uygun
oldugundan emin olunuz. Uygun ise ¢apraz karsilastirma testini hasta
basinda tekrar yapiniz.

4. Bir elinizle T pargasinin iizerinden tutarken, diger elinizle torbayr T
par¢asinin alt kismindan tutarak T pargasiin tst kismuni 270°
geviriniz.

5. Torbayr T pargasindan tutmaya devam ederken, diger elinizle
transflizyon ¢ivisinin kapagini ¢ikariniz.

6. Transflizyon setinin ucunun ¥’tinii ¢ikis portuna yerlestiriniz.
Kontaminasyonu engellemek i¢in, transfiizyon setinin ¢ivisine ve agik
¢ikis portuna dokunmayniz.

7. Civiyi yerlestirdikten sonra, torbayi transfliizyon seti filtresi kan ile
doluncaya kadar sikiniz.

8. Torbay1 asma yerinden asmniz. Sistem transfiizyon i¢in kullanilmaya
hazirdir.
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Geansu) KANBARRIER LABORATORY C€1984

LEUKOREDUCTION FILTER

APPLICABLE PRODUCT

20013068150 LABORATORY LEUKOREDUCTION FILTER for WASHED RBC

DESCRIPTION
They are disposable, sterile transfusion sets which contain a transfer spike, di-(2-ethylhexyl)-phthalate (DEHP) plasticized poly(vinyl chloride) (PVC) tubing, two blood bags,
a leukocyte filter, drip chamber and check valve (Figure 1). They are sterilized by Gamma irradiation.
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INTENDED USE
For preparation and washing of leukocyte-depleted red blood cell (RBC) suspensions with isotonic saline solution and storage according to the “Guide to the Preparation, Use
and Quality Assurance of Blood Components”.

PATIENT POPULATION
The device is used in paediatric and adult populations for blood and blood component transfusion on the order of a physician.
Blood can be donated by adults who fulfill national/international health criteria.

INTENDED USER AND INTENDED USE ENVIRONMENT
This product is intended to be used by certified Blood Bank personnel in the Blood Bank.

INDICATIONS FOR USE
This product is intended to be used for leukocyte reduction and washing of red blood cells for all population to aid any treatment. Red blood cells can be used for restoring
blood components and improving oxygen delivery to tissues according to the treatment decision of physician.

CONTRAINDICATIONS
This product is not intended to be reused or re-sterilized. The risks that may arise from reuse or re-sterilization (e.g. infection, cross contamination, loss of performance) could
result in serious injury or death.
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& PRECAUTIONS

. The tubes are suitable for connection with a Sterile Connecting
Device.

. It is intended to be used for human blood and blood
componentsDuring shipment, up to two containers may be carried
at the same time manually or on a trolley, they must not be dropped
or any heavy items loaded on top of them, and, they should be
loaded in such a way to prevent them from falling over.

. Single use only. After use, should be disposed of as a Medical
Waste. Caution: Risk of infection when used more than once.

. For explanation of symbols, see the Symbols Description Table.

Caution: This medical device contains di(2-ethylhexyl) phthalate (DEHP).
Children including developing foetus, premature neonates and neonates and
therefore potentially pregnant and nursing women are at higher risk to DEHP
exposure, although humans have been observed to be less sensitive than rodents.
Furthermore, exchange transfusion of blood in neonates, extracorporeal
membrane oxygenation treatment of neonates and adults, total parenteral nutrition
in neonates, haemodialysis, enteral nutrition in neonates and adults, heart
transplantation or coronary artery bypass graft surgery, massive blood transfusion
of red blood cells and plasma or peritoneal dialysis may lead to high exposure to
DEHP. However, medical procedures should not be avoided as the benefits
outweigh any potential health risks associated with exposure to DEHP. Please
refer to the current literature to make an informed decision.

PROCEDURE STEPS

A. GENERAL PREPARATIONS BEFORE USE

1. Remove the filter system from the primary packaging. The filter
system is ready to be connected to the blood bag (Figure 1).

2. Please visually inspect for any damage to the filter system or if a
component is lost or missing. Do not use defective sets.

3. Close the clamps in the tubing after the spike and under the filter
(Figure 1, no. 5).

4. Filter should be connected to the bag on a proper bench.

B. USER INSTRUCTIONS
. Connect the filter system to the blood bag to be filtered.

—_

a. Ifthe connection will be performed with a sterile connecting device,
the tube of the RBC unit and tube of the filter (under the spike)
(Figure 1, no. 3d) have to be connected. Caution: See the user
manual of the sterile connecting device.

b. If the connection will be performed by spiking, open the safety cap
of the filter spike (Figure 1, no. 6), open the safety cap of the outlet
port of the blood bag, then insert the spike firmly keeping the bag
flat on the bench. (Figure 2) Caution: See the user manual of the
blood bag.)

Figure 2

2. Hang the blood bag (Figure 3).

F igufe 3

3. Open the clamps on the line of the filter (Figure 1, no. 5).
4. Prime the filter (Figure 4).

Figure 4
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5. Blood will flow through the filter into the transfer bag.
6. After 90% of the blood is filtered, close the clamp (Figure 1, no. 5).

Figure 5

7. Squeeze the transfer bag and push the air out through the check valve
until the RBCs reach the bag, then re-open the clamp and let the RBCs
flow through the tube and the filter until the back of the housing is cleared.
(Figure 5).

8. When all blood has passed through the filter, remove the filtered RBCs
from the system by sealing the tube with a sealer (between no. 10 and no.
15, Figure 1).

9. Insert the spike (Figure 1, no. 8) into the saline container and fill the
RBC bag with saline solution.

10. Remove the RBC bag filled with saline solution by sealing the tube
(Figure 1, no. 3d) at the closest point to the bag. Centrifuge according to
the validated internal procedures.

11. After the centrifugation, place the RBC bag on a plasma extractor,
open the clamp on the tubing of the waste bag (Figure 1, no. 5) and
transfer the supernatant to the waste bag (Figure 6).

Figure 6

12. Remove the waste bag from the system by sealing the tubing with a
sealer (Figure 1, no. 3f) at the closest point to the RBC bag.

C. STORAGE
Storage time of the washed RBC should be as short as possible and
should not exceed 24 hours.

D. TRANSFUSION

1. Use transfusion sets in compliance with EN ISO 1135-4.

2. Inspect the container and/or blood component for any defects.

3. Before transfusing the blood, make sure that the serological test
results are acceptable and the cross-match test results show
compatibility with the recipient. If appropriate, repeat the cross-match
test at bedside.

4. Hold the upper part of the T part of the bag with one hand and the
bottom part with the other, and twist the upper part by 270°.

5. Keep holding the bag from the T part, and remove the cap of the
transfusion spike with the other hand.

6. Insert the spike by % of its length into the outlet port. Do not touch
the spike of the transfusion set and open the outlet port to avoid
contamination.

7. After inserting the spike, squeeze the bag until the transfusion set
filter is filled with blood.

8. Hook the bag from its holder. The system is ready for transfusion.

Yassioren Mahallesi Firat Sk. No:14/1
Arnavutkdy-Istanbul/Turkey

Tel: +90 212 592 15 76, Fax: +90 212 580 37 72
www.kansuk.com, E-mail: kansuk@kansuk.com
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@@ KANBARRIER ®TATPA KOMOAINO C€1984

I'TA TH A®ATPEXH AEYKQN (EL)

KQAIKOYX (TPOIONTOY)

20013068150 EPTAXTHPIAKA OTATPA I'TA TH AOATPEXH AEYKQN TOQN ITAYMENA RBC

HEPIT'PA®H
Eivat ovol®dopo, omocTelpopévo GET HETAYYIONG e KOVO dtdtpnong, Ttepiéyet dtabvre&uro@baiikod eotépa (DEHP) mlacticomompévn coriveoon arnd molvfvoroyropidio
(PVCQ), éva ook, éva @ilTpo Aevkapaipeons, otayovoreTpikd Odiapo, Eivar anootelpopévo pe I'-axtivoforio.
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Ewoéva 1
XKOIIOX THX XPHXHX

I'a v mpogtoipacia, 10 TAVGIHO Kol TNV 0T0BNKELOT TOV EVOLOPNHOTOS AEVKOPUPEREVOV EPVOPOKVTTAPMV UE 1GOTOVIKO S1dAva, GULPmVE He Tig «Odnyieg Yo Tnv
TPOETOLLAGIN, YXPTIoN Kot SGOAAGT TNG TOLOTNTOG TV GUGTATIKAV TOV OLLUTOC.

OHAHOYXMOX AYOENQN
H ovokevn xpnoylomoeitot 6€ Tondtatplkd Kot EVAAMKO TANOVGUO Y10l TN HETAYYIOT GULLOTOS KO GUGTATIKMV Oiftatog KOTOTY EVIOANG 1 Tpov.
Aipo pmopolv va SO0V EVMKEG oV TANPOVY Ta €BvVIKE/S1eBvn vYElOVOpIKA KpLThpLa.

XTENEYMENOX XPHYXTHY KAI TO HEPIBAAAON XKOINIOYMENHY XPHXHX
To mpoidv avtd Tpoopiletar va xpnoiporombei and miotomompévo npoocwmikd g Tpamelag Aipotog otnv Tpdanelo Aipatog.

ENAEIZEIX

To mopdv mpoidv ypnoponoteitor yo T Heimon Kot TAVGT epLOPOKLTIAP®OV OO AELKOKVTTOPA, Yo ¥PNioN G€ 0AdKANPO TOV TANOVOUO, TpoKeéEvoL va fonbnoel ot
Oepamneio. To mpokdmTov £pvOpPOKVLTTAPO UTOPEL VO XPNGLULOTOMOEL YOl TV AVTIKOTAGTACT) TOV EAAEMOVIOV GUGTATIKAOV GOLO®VE LE TNV andPacT Tov Bepdnovtog latpod
Kot TV avénon g HETopopis 0EVYOVOL GTOVG 1IGTOVG.

ANTENAEIZEEIX
To mapdv mpoidv dev pmopel va emavoypnoyoromdet 1} va enavorootelpobei. Kivévvor mov pmopel vo Tpokiyouy amnd TV movoypnoLLonoinen 1 TV ETavaTocTteipmon
(.. poAvvo, SLeTOVPOVUEVT LOAVVGT, OTTOAELD 0TOS00NG) HTOopEL Vo 031 yRoovY 6g coPapd Tpavpationd 1 Bdvarto.

& HNPODPYAAEEIX

. Ot coMveg givar KatdAANAoL Yo 6OVIEST LE OTOCTEIPMUEVT] GLOKEVT] GVVOEONG

. T xprion pe avBpdmvo aipo Kot cGTUTIKG aipLoTOg

. Katd v amootodn , péxpt 600 KIPOTIO TPETEL VO LETAPEPOVTOL XEPOKIVITA ) e UNYAvnLa popTo/ekpOpTang Tantdypova. Ta dépata dev Tpémnet.
vo TEGOVV ka1 var xtunfovv kot Tpémnet vo poptmbolv £To1 doTE Vo amo@evydel n TTdom.

. TVGKELT HLOL YPNONG, KATOTLY YPNONG TPETEL VAL TETOYTEL G€ KGO0 VyElovopK®V amofAdtev. Iposoyn: Kivévvog porvvong edv ypnoiponombei mapandve
amd o Gopd.

. T v ene&nynon tev cvpPorov, BAéne Tlivaxa Ene&niynong Zvpporov.
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Hpocoym: To ocvykekpyévo 10Tpikd 7Tpoidv mepiéyel dobvie&viopOodicd
eotépo (DEHP). Av kot ot avBpomor €rovv mopatnpnbel ot givor Arydtepo
guaicOntol amd To TPOKTIKG, TO TOd0 KOl OG €K TOOTOV, Ol EYKVEG Kot
OnAalovoeg yovaikeg givat duvatov va ektefodv oe peyadvtepo kivouvo xbeong
oe DEHP cvunepthapfavopévey Tmv avorttusoopevay epppioy, tov Tpdmpmv
VEOYV®V Kol TV veoyvmv. EmmAéov, petdyyion aviodlayng oipotog oe
veoyévvnta, Oepomeio o&uydvmong eEmompatikng peufpavng oe veoyévvnra Kot
EVINAIKEG, OMIKY) TOPEVIEPIKN SOTPOQT GE VEOYEVVITA, OLHOKAOOPOT, EVIEPIKN
S10TPOP GE VEOYEVWNTO KOl EVIAKEG, YEPOLPYIKN EMEUPAOT UETAUOCYEVONG
Kopoldg,n xewpovpykn enéuPoon mopdkapyng otepaviaiog aptmpiog, éviovn
HeTAyYIon epOPOV AHOGEALPI®Y Kol TAAGLOTOG 1| TEPLTOVAIKT KABapomn pmopel
vo. odnynoet g vynAr ékbeon oe DEHP. Qo1660, ot wotpikéc dwadikacieg dev
TPETEL VO, ATOPEVYOVTOAL, KOODS TO 0QPEAT VTEPTEPOVV TMV EVIEYOUEVOV KIVIOVEOV
vy v vyeloa mov oxetiCovron pe v €kbeon oe DEHP. IMoapoakoaiovpe vo
ovpfovieveote v Tpéyovca Piioypapio yioo va AdPete tekpnpropévn
ATOPOOT).

XTAAIA ATAAIKAXYIAY

A.TENIKEX NPOETOIMAZIEX ITPIN THN XPHXH

1. Apapéote to piktpo amd v cvokevacia. To giltpo givor £Totpo va
ouvdebel pe Tov aok6 aipatoc. (Ewova 1)

2. EAéyé&te ontikd yioo toyxov 90opég 610 GVOTNHO TOL QIATPOL 1| €0V
Kamowo  e&dpmuo  eivor  yahopd ovvdedepévo M Asimel. Mn
APNOOTOLEITE ENATTOUATIKG GET.

3. K\eiote TOVG GQIKTPEG OTN COAVOOT HETA TOV KOVO dATPNOoNG
Ko peta&d Tov eiktpov kot tov ackov.(Ewova 1,Ap. 5)

4. To ¢iktpo mpémer va cvvdebel pe tov aoKOd aipatog oe mayKo
gpyaciog.

B. OAHTI'IEX XPHXHX

1. Xvvdéote T0 GO TOV PGIATPOV UE TOV oKD OiaTOG
a. Eav n obvdeon yivetar pe cvokevn otelpag ocuykdAAnong, npénet
VoL 6LUVEEDOVV 0 GOANVIOKOG TOL 0loKOV TOV EPLOPOV AOTPALPimY
He TOV GOANVIGKO TOL QIATPO 6TO oNueio KAT® 0md TOV KOVO
Stdtpnong.  (Ewova 1, Ap. 3d) Hpocoyn: Acsite to eyyepidio
APNONG TG GLOKEVTG GTEIPOG GLYKOAANONG.

b. EGv n ovvdeon yivetor pe tov K®VO StdTpnong avoiyte To
TPOGTATEVTIKO TMOLO TOV KOVOL ddtpnong (ewova 1, Ap. 6), petd
OVOIYTE TO TPOGTOUTEVTIKO TAWO TOV GTOL{oV ££050V KAt €16GyETAL
TOV KOVO d1dtpnong tpumdvtag v pepfpavn. Kpartfiote tov acko
o¢ gubeia Béon mdvo otov mayko epyacios. (Ewova 2) Ipoocoyn:
E\éyEte Tig 0dnyieg xpriong tov ackoy aipatog.

Ewova 2

2. Kpepdorte tov aoko (swova 3).

E;K(’)V(X 3
3. Avoi&te toug coiktipeg Tov eiktpov (Ewdva 1, Ap. 5)

4. Kavte nMpwon tov @idtpov (Ewkova 4).

Ewoéva 4
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5. To aipo nepviel péca omd 10 GIATPO Kot GLAAEYETOL GTOV AGKO
UETAPOPAC.

6.  A@ov éyel mepdoet amd to eiktpo 0 90% Tov aipatog, KAgioTte TO
opwtipa (Ewova 1, Ap. 5).

Ewova 5

7. Iiéote TOV 00KO UETAPOPAS Kot GTPOETE TOV 0EPA TPOG TO. EEM
péow g PBorfidag, £mg 6tov Ta epuBpd aupoceaipta PTdcovy
oT0 Gve HEPOG Tov aokol. Tote avoifre mAAL T0 cEKTHPA KoL
apNoTe To EpLOPA AUOGPAIPLA VO TEPAGOVY HEGH OTTO TO COAVOL
Kot o idtpo péxpt n micw Oymn tov eiltpov va kabapicet (ekova
5).

8. Otav 6ho 10 aipa £xel TEpAcet amd 10 OIATPO, APALPESTE TO.
Aevkapapepéva epuBpd aposeaipla and to cHoTua oppayilovtag
70 coOMVa pe BeppocvykoAnT avdpeso oto Ap. 10 kot to Ap.15 g
gwovag 1.

9. Ewsdyetar tov kdvo ddrpnong (ewodva 1, Ap. 8) oto doyeio pe to
(PLGLOAOYIKO 0pO KoL YERIOTE TOV 0loKO e TO EpLOPA HE PLGLOAOYIKO
0po.

10.  Agapéote Tov yepdto and opd aokd epubpdv cepayifovtag
Tov coMjva (swova 1, Ap. 3d) o0 o KOVTIVO oMpEio HE TOV AOKO.
PuyoKevipnoTE  GUUPOVO  HE  TO  EYKEKPUEVO  ECMTEPIKA
TPOTOKOAAA.

11.  Metd v euyokévipnon tonobetnote Tov aoko He Ta epuhpd
oe évav eayoyéo TAAGUOTOC, avolyte TOV OQIKTNPA GTO
coAnvioko TOv 00K0oD omopplupdtov (swdva 1, Ap. 5) ko
UETOPEPETE TO VIEPKEIUEVO (E1KOVOL 6).

¥,

Ewova 6

12.  Agapéote TOoV 00K PE TO VIEPKEIIEVO O TO CVOTN A
oppayilovtag v colqvoon pe cvykodnti (3f, Ewova 1) oto mo
KOVTVO onpeio pe Tov aoKo.

C. AITIOGHKEYXH
O ypdvog amobnkevong tov TAvpévav epubpdv mpénel va givar o
Myo6tepog duvatds Kot dev Tpémet va vrepPaivel Tig 24 dpec.

D. METAITIXH

1. Xpnowonoteite to o€t petdyylong oe cuppopewon pe to EN ISO
1135-4.

2. EXéy&re 10 doyeio M / ko T0. GLGTATIKG TOV QiLLOTOS V1o TUYOV
DOopéc 1| AAAOLDGELS.

3.TIpw t petdyyion tov aipotog, Beformbeite 6Tt o amoteléopato
TOV OPOAOYIKOV £EETAGEDV €IvVaL OMOJEKTH, TO OTOTELEGUOTO TNG
Swotavpwong tavtiCovtar pe tov Afmn. Edv eivon amapaimto,
£POPUOCTE TNV SLUCTAVPMOGT EK VEOL TTOPE TNV KAIVY.

4.Kpomote 1o Tave pépog tov Tuipatog T pe To va xépt Kot tov
ackd and 1o Kt pépog Tov T pe 1o GAAO ¥épL Kol oTplyTe TO
Tave pépog Katd 270°.

5. Xvveyiote va kpatdte Tov ooko and to onpeio T, apopéote to
KOTTOKL 07T TOV KOVO SIATPNong He To GALo XEpL.

6. TomoBetnoTE TOV KOVO d10TPNGTG KATA TOL ¥4 TOV UNKOVG TOV GTHV
vmodoyn €w6o6dov. Mmnv ayyilete TOV KOVO SdTpnong  Tov
GLOTNUOTOG HeTdyyong kot avoite v ypapun &E6dov Yo
amoeLYN empOAVVOT).

7. AQoV £xeTe TOMOOETHGEL TOV KOVO JLATPNONG, TECTE TOV AOKO
UEXPL VO YEWIGEL TO GIATPO TOV GLGTALATOG LETAYYIONG LE QUpLOL.

8. Kpepdote tov acko and 1o otatd. To cuotnpa givor £Tolo mpog
UETAYYION.

KATAXKEYAXTHE:
“ KANSUK LABORATUARI SANAYi VE TiCARET A.S.

Yassioren Mahallesi Firat Sk. No:14/1 Arnavutkdy-Istanbul/Tovpiia
Tel: +90 212 592 15 76, Fax: +90 212 580 37 72
www.kansuk.com, E-mail: kansuk@kansuk.com
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SYMBOL TURKCE ENGLISH EAAHNIKA
Dogal kauguk Free of Agev mepréyer
lateks icermez natural QVOKO haTEE

rubber latex

UK

SYMBOL TURKCE ENGLISH EAAHNIKA
i .‘;. Kuru yerde Keep dry Awtnpiote To
T saklayimz oTEYVO
Neme maruz
birakmayiniz.
Son kullanma Use-by date Hpegpopnvia
g tarihi Méng
Torbalan Keep away Na
kesici ve delici from sharp purdcosTol
materyalden objects. pokpld oméd
uzakta ayunpa
tutunuz OVTIKEIpEVA
Tekrar Do not Mnyv
sterilize resterilize OTOGTEIPMVETE
% etmeyiniz. Eava
Uretici Manufactur Katookevaot
er g
Parti Batch code Koducbg
L o T numarasi HopTtidag
Katalog Catalogue AprOpog
R E F numarasi Number Kotahéyov
(Uriin kodu) (Product
code)
CE Uygunluk CE Inipaven CE
isareti ve Marking of CVUPOPPMONG
Belgelendirme Conformity Ko aprOpdg
( E 1984 Kurulus and aVaYVOPIeNG
Numarasi Identificatio 0V
n Number KOWOTOMUEVO
of Notified V 0PYAVIGHOV
Body
Tibbi Cihaz Medical Tatpoteyvoroyikéd
M D Device TPOioV
Tekil Cihaz Unique Movodiké
U D I Tanimlama device avVayvopLeTIKd
Sistemi identifier GVOKEVNG
Steril bariyer Sterile ATTOGTEPOPEV
sistemi barrier 0 ocvoTNNa
system Ppaypov
Lokosit Leucocyte AmOnon tov
filtreleme filtration AEVKOKVTTAP OV

DEHP igerir Contains or Tepréyer
yada presence of [OLIVPNING
DEHP barmdirir. DEHP DEHP 1 ixyvn
Hava Do not vent Mnyv
vermeyiniz. APNOLUOTTOLEITE
agpoymYo
ﬁ Paketin igerigi Contents of Ta
paketin pack must nEPLEYOPEVA
acilmasini be used mg
takiben 10 within 10 GLOKEVAGIAG
giin icerisinde days of TPEMEL VO
kullamlmalhidx opening xpnopomo6o
r. Vv gvtog 10
NUEPOV amd TO
avorypo
Radyasyon ile Sterile fluid Amooteipopév
STERILE m Il s1v1 yolu path by 1 dwadpopn
sterilizasyonu radiation VYpPov amd
oKTIvOPoLia
Hasar gormiis Do not use if Mnyv 10
yirtilmis veya package is xpnowpomoreite
delinmis damaged €av n
paketleri GUGKELUGI
kullanmayiniz éxervmooTel
00opa
Beppokpaciirv
Sicaklik limiti Temperatur
e limit
Apirojen s1v1 Non- Mn
yolu pyrogenic TUPETOYOVA
fluid path dwdpopr)
VYPOY
Adet veya pcs per TENGY0 ava 1)
paket package. GVOKELUGIA
Depolama Stacking Mnyv
isleminde 8 limit by otolpalere
koliden fazla number. TEPLEGOTEPQ
iist iiste Maximum omé 8 KifaTa
konulmamahd number of KoTd TNV
Ir. identical amofikevon
packages
which may
be stacked
on one
another,
where "8"
is the
limiting
number
Tek Do not re- TIpoiév mag
® kullanimhiktir use xpiong
Kullanmadan Consult Awfdote TIg
once kullanim Read 0onyieg
kilavuzunu instructions xPNONG TPV TN
okuyunuz for use xpnon
Dikkat Caution TIpocoyn,
read dwpaote Ta
accompanyi GUVOOEVTIKG
ng éyypoga
documents.
....__\:/, Direkt giines Keep away No
//I e 15131Ina maruz from QurdcosTaL
/.\,\ birakmayiniz sunlight RoKpd omé o

QOGS TOV HA10V.
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