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Uretici Firma

Ml OPTIMAL SAGLIK URUNLERI SAN. VE DIS TIC. LTD. STI.

Uretici adresi

R Y Firuzkoy Mah, Poyraz Cad. No:100/A Avcilar Istanbul / TURKEY

Uretici iletisim Bilgileri
Manufacturer Communication
information

+90 212 423 10 24 Pbx
+90 212 423 10 25 Fax

Onaylanmis Kurulus Kiwa Belgelendirme Hizmetleri A.S
 Notified Body

Onaylanmis Kurulug Adres

Notified Body address iTOSB 9. Cadde No:15 Tepedren Tuzla Istanbul / TURKEY

Onaylanmig Kurulug Numarast

Notified Body id no CE 1984

CE Sertifika no

EC Certificate no 1984-MDD-20-683

CE.Sertifika/ EC Certificate

Son Gegerlilik Tarihi / Expiry Date 27 Mayis 2028 271May 2023

Biz, Tibbi Cihazlar Direktifi 93/42/EEC {2007/47/EC) Ek 11 (3) maddelerine uygun olarak asagida belirtilen lirlinler
icin bitiin sorumiulugu stlenir ve Uriiniin asagida belirtilen standartlara ve diger diizenleyici mevzuatlara
uydugumuzu beyan ederiz.

Wwe, declare under our sole responsibility that the products below to which this declaration reletes are in
conformity with the following standard(s) and other regulatory laws following the provisions of Medical Device
Directive 93/42 EEC (2007/47/EC) Annex 1l (3).

ﬁ}riin Bilgileri Steril Cerrahi Setler,Cerrahi Onlukler, Cerrahi Ortiler
Product Information Sterile Surgical Packs, Surgical Gowns, Surgical Drapes
Uriin Kurali ve Simfi Kural 1, Sinif IS
Device Rule and Class Rule 1, Class IS

35778 Onliik, cerrahi, tek kullamimlik / Apron, surgical, single use

477383 Genel amacl cerrahi ortii, tek kullanimhk steril / General-purpose
surgical drape, single-use, sterile

33961 Genel amacl cerrahi prosedur kiti, ilagsiz, tek kullanimlik / General
surgical procedure kit, non-medicated, single-use

GMDN Kodu
GMDN Code

Uygulanabilir Standartlar/ Applicable Standards:

MDD 93/42/EEC, EN I1SO 13485:2016/AC:2018, EN 1SO 14971:2012, ISO 14644-1, TS EN 13795-1, 1SO 11135
MEDDEV 2.12/1 rev.8, EN 1SO 11737-2:2009

Yayin Yeri ve Tarihi/ Date and Place of Issue: Istanbul, 13.07.2020

OMNAY / APPROVAL Digitally signed by Bolea Petru
. / e e > Date: 2021.10.08 13:46:44 EEST
Genel Midiir/ Generg ; Reason: MoldSign Signature

Location: Moldova
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Ref No Description

0S$D2004060 | Ophthalimic Drape with Single .CP, 102x122 cm
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