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DECLARATION OF CONFORMITY

Council Directive 93/42/ECC on Medical Devices;

Name of Producer : Asel Tibbi Aletler Sanayi ve Ticaret Anonim Sirketi

Address of Product Owner :19 Mayis Mahallesi 669.Cad. No:9B
Tekkekdy / SAMSUN - TURKEY

Product Description: Sterilization Container Systems, Surgical Instruments (Class 1)
Brand : ASELTECH
Dircetive

Council Directive 93/42/ECC on Medical Devices

Product classification is based on Annex VIl of 93/42 ECC Directive

Medical devices which are not in contact directly with tissue and body fluids are decided according to

Regulation | of Annex IX.

Standards: DIN, EN, TS, ISO 9001:2008, ISO 13485:2003

Herewith as “Asel Tibbi Aletler Sanayi ve ticaret Anonim Sirketi” declare that the products above

mentioned are manufactured in accordance with the EC Medical Devices Directives 93/42 ECC.

Product Models:

Pattern Sub Pattern Name

Speculums Kulak-Burun-Go6z-Vajinal ve Rektal Spekiiliimler, Agiz agicilar
Standart portegiiler, Mikro portegiiler, Tel portegiiler, Siitiir
enstriimanlari

Needle Holders




Forceps

Hemostatik-Arter-Diseksiyon-Damar-Tampon-Doku pensleri,
Bagirsak pensleri, Kemik pensleri, Ronjur pensler, Alligatdr pensler,
Biopsi pensler, Dis Cekim davye, Histerektomi pensleri, Spang ve
camagir penseleri

Forceps, Tissue Forceps

Doku-Diseksiyon-Goz-Mikro-Siitur-Bipolar ve disgi pensetleri,
Atravmatik Pensetler

Scissors

Cerrahi-Diseksiyon-Damar ve Mikro makaslari, Iplik ve Tel
makaslari, Al¢1 makaslari, Kemik kesme makaslari

Curettes

Kemik-Uterus-Kulak-Go6z-Burun-Biyopsi ve Dis Kiiretleri

Bone Cutters, Perforator

Osteotomlar, Chisellalar, Gujlar, Trepanlar, Frezler, Matkaplar,
Oyucular, Raspalar

General Orthopedical Surgical Inst.

Tornavidalar, Traksiyon Aletleri ve Tendon Cikaricilari, Tel Sikma
Pensleri, Cakici ve Cikaricilar

Elevators Kemik — Dis Elevatorleri — Kulak Elevatorleri

Retractors Cilt-Batin-Go6giis Ekartorleri, Otomatik Ekartorleri, Huklar, Pikler

Dilators Stileler, Sonda!ar, nUretraI-Ute.rus-.Siafra Ka.nah ve Damar Dilatérleri,
Trokarlar, Aspirator Uglari, Biopsi Igneleri, Proplar

Mallets Metal ve Sentetik Cekigler

Knifes Bistiiri Saplar1, Bistiiriler, Cerrahi Bigaklar, Dermatomlar

Rongeurs / Punch

Kerrison Panglar , Disk Panglar , Kemik Panglar , Kemik Ronjurlar

Cardiovascular Inst.

Atromatik Klempler (damar Klempleri), Aproksimatorler (damar
tutucular) ,

Electro Surgical Inst.

Soguk Isik Kaynagi

Head Traction Inst.

Civili Baglik

Surgical motors

Cerrahi motorlar , el atamaclari ve cerrahi motor basliklari

Anatomy, Amputation and Autopsy Inst.

Makaslar , Klempler , Bigaklar , Elevatorler , Osteotomlar

Myoma Inst.

Bigaklar , Oyucular

Dermatology Inst.

Dermatomlar

Sterilization Containers

Sterilizasyon amagli aliminyum konteynerler

Wire Baskets

Yikama ve alet tasima amacli tel sepetler

Labels with Indicator

Indikatorlii Konteyner Etiketleri

Security Sears

Konteyner Giivenlik Miihiirleri

Silicone Mats Konteyner i¢in Silikon Cimleri

Bowls Paslanmaz Celik Taslar

Trammels Paslanmaz Celik Sterilizasyon Tromelleri
Storage Containers Paslanmaz Celik Saklama Kaplar1
Kidney Tubs Paslanmaz Celik Bobrek Kiivetleri

Holder and Seperator Accessories

Konteyner aparati tutucu ve ayirici aksesuarlar

Sterilization cloth

Sterilizasyon bezleri

Samsun 29.09.2015

Quality System Manager
Nurhayat POLAT

General Manager
Hakan GUNSELI

ASEL.TIBBI ALETLER
A Ms
19 Mayis Mah. Kaffvegieglu SK. No: 7/1 [Tekkekdy

Tel: 0362 266 5929/ Fax:0362 266 5939 /SAMSUN
%9 May1s/ V.D. : 086 052 36 64




