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AT Sertifikasr

Uretim Kalite Gtivence Sistemi
Trbbi Cihaz Y6netmelipi 93l42lNl Ek-V

Sertifi ka Numarasr: 1984-MDD-19-577
Alalrda bahsi gegen kuruluSun iiretim kalite giivence sistemine ait incelemesinin, ttbbi
ciharlara dair 93/42/N ydnetm€li6i Ek.V gereksinimlerine g6re yaprldrlrnr beyan ederiz.
Uretim kalite giivence sisteminin yukanda bahsi gegen y6netmelidin ilgili kotullanna
uygunlugunu tasdik ederiz.

Kurulut:

3TEKS TEKsTit GIDA |THALAT IxRecnr
serunyi vE TIcARET llnnireo glnrrri

Merkez; Kolejtepe Mah. in6nii Cad. No:22 tahinbey. Gaziantep, Tiirktye

Uretlm: Bagprnar (Organize) OSB Mahallesi 2. Organize Sanayi Btilgesi

Vali Muammer Gijler Bulvarr No:5/0 9ehitkamil, Gaziantep, Tiirkiye

tiriin: Steril Tek Kullanrmhk Cerrahi onluk, ortii Ve Setleri

Sertifika son kullanma tarihine kadar gegerli olup periyodik giizetim denetimlerinin
batart ile tamamlanmasrna tabidir. Detaylar igin liitfen Kiwa Belgelendirme
Hizmetleri'ne bagvurunuz.

Rapor No: M.5392.01
Son Geqerlilik Tarihi: 26 $ubat 2024

Kiwa Belgelendirme Hizmetleri A.9., Trbbi Cihaz yonetmeligi Ek V,e uygun olarak
steril Sartlann giivence alttna ahnmasr ve muhafaza edilmesi ile ilgili Uretim
ydnleriyle srnrrh olan kalite sistemini denetlemis ve kalite sisteminin Ttbbi Cihaz
Ydnetmeligi Ek V'deki uygulanabilir Sartlarr kargrladrtrnt tespit etmittir.

Kiwa Belgelendirme Hizmetleri A.g. Trbbi Cihaz yonetmeliEi S3/42/AT altrnda bir
onaylanmlS kurulug olup kimlik numarasr 1984'tifr.

ur(Jxq
Onaylanmrg KuruluS Bagkanr27 Subat 2019, istanbul, Ttirkiye

KIw. 3.lgal.ndlr.E Hlzmtlort A9.
ITOSB 9. C!d. No;15 Tepsor.n, Tu.te. lsianOst, T0l{rye
Tel-:+90216 5E3 25 75. Faasr r9o 216 593 257a
\'Vob: *wwklwa conl'r . €-torb po.raokwa co,n,!r
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EC Certificate
Production Quality Assurance System according to

Medical Devices Directive 93l42|EEC Annex-V
Certificate Number: 1984-MDD-19-577

We her€by declare that an examination has been carried out following the requirements
of the national legislation to which the undersigned is subiect, transposing Annex-V of the
Directive 93/42IEEC on medical devices. We cenit that the production quality system

conforms with the relevant provisions of the aforementioned legislation.

Oryanization:

grrxs rersrit oron ltnnur |HRACAT

sANAYlve ricnRsr LiM|TED ginrrri

Head Office: Kolejtepe Mah. In0nii Cad. No:22 gahinbey, Gaziantep, Turkey
Factory: BaSprnar (Organize) OSB Mahallesi 2. Organize Sanayi 86lgesi Vali

Muammer G0ler Bulvan No:5/0 Sehitkamil, Gaziantep, Turkey

Produstl Sterile Disposable Surgical Drapes, Gowns and Sets

The certificate is valid till expiration date, subject to successful completion of
periodical surveillance audits. Please contact Kiwa for details.

ReportNumber: M.5392.01
Expiry Date: 26 February 2024

Kiwa Certification Services lnc. has audited the guality system restricted to the
aspects of manufacture concerned with securing and maintaining sterile conditions
in accordance with MD0 Annex V and found that the quality system meets the
applicable requirements in M0D Annex V.

Kiwa Certification Services Inc. is Notified Body under Council Directive 93/42/EEC
concerning medical devices with identification number: 1984

ur&Iq
27 February 2019 lstanbul, Turkey

Xlwa Caruffcatlon Sdvlco! lnc.
ITOSB t. C6d. No:15lepeoren. Tura. Btrnbul. Turkey
Tel: +90 218 593 25 75. Fa* i90 ?18 593 2574
Web: m.he..com,tr, eE|6.I p6rr@*iw.,@m,b

Head of Notified Body
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