UYGUNLUK BELGESI
CONFIRMATION CERTIFICATE

KANSUK

C€1984

KAN. BC HAVUZLAMA, TRMB-FILT 5T DUZ UYGUNLUK BELGESI
KAN. BC POOLING PLT-FILT 5D STR CONFIRMATION CERTIFICATE
Uriin Adi / Product Name: Kan. BC Havuzlama, Trmb-Filt 5T Diiz / Kan. BC Pooling Plt-Filt 5d STR
Uriin grubu: Lokosit Filtresi Lab Tipi / Leukocyte Filter Lab. Type
Uretici : KANSUK LABORATUARI SANAYI| VE TICARET AS.
Yassioren Mah. Firat Sk. No: 14/1 Arnavutkéy-istanbul / Tarkiye Tel: +90 212 592 15 76
Seri No / Batch No: K002401009
Mamul Kodu / Product Code: 20004146520
GMDN Kodu: 35071
Siniflandirma: Sinif Il b, Kural 18
Uretim Tarihi / Production Date: 26.01.2024
Son Kullanma Tarihi / Expiry Date: 01/2027
Sterilizasyon Tarihi / Sterilization Date: 04.02.2024
Sterilizasyon Yontemi / Sterilization Method: Gama Isinlama / Gama Irradiation
Onaylanmis kurulus: KIWA Belgelendirme Hizmetleri A.S.
ITOSB 9.Cadde No: 15 Tepetren Tuzla Istanbul / Tiirkiye
EC Sertifikasi: 93/42/EEC MDD
Sertifika numarasi: 1984-MDD-18-530
Filtre Bilgileri/ Filter Information: 58559 kodlu sert dig gévdeli Sepacell filtre PLX-5 ( PC+PET)

Testler/ Tests Limitler/ Limits Sonuglar/ Results Referans/ Reference

Her test belirlenen limitler
dahilinde olmalidir. / Each test
must be within the specified
limits.

Fiziksel Kontroller /| Physical Control Uygun/ Pass ISO 3826-1:2019

Sizinti olmamalidir. / There
should be no leakage.

Uygun/ Pass

Sizinti Kontrolii / Leak Control ISO 3826-1:2019

15N gerilme kuvvetine 15 sn
boyunca dayanmalidir. / It must
withstand the tensile force of
15N for 15 seconds.

Baglantilarin gerilme kuvvetleri/ Tensile
forces of connections

Uygun/ Pass ISO 3826-1:2019

Bakteriyel Endotoksin / Bacterial Apirojen olmalidir/ Must be

Apirojen / Apyrogen EP 2.6 14 Method A

Endotoxin (1)

Apyrogen

Sterilite / Sterlity (1)

Steril olmalidir/ Must be sterile

Uygun/ Pass

EP:2.6.1

Bioburden (2)

10cfu / 40ml

Uygun/ Pass

1ISO11737-1:2018

(1) Controls which are performed during stability studies
(2) Controls which are performed monthly
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Isbu be'igeyle/fukanda belirtilen Grunlerin 93/421’EEC AET sayih Direktifi'nin uygulanabilir tum hukumlerini ve tibbi cihazla Igili tim uygulanabilir harmonize ve uluslararas|

standartlari kargiladigini beyan ederiz. Tim destekleyici dokiim
provisions of Council Directive 93/42/EEC and all applicable harmol

of the manufacturer

Qfetici tesislerinde saklanmaktadir. We hereby declare that the above mentioned products mest all applicable
Sed and international standards for medical devices. All supporting documents are retained under the premises
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