EC CERTIFICATE

AT SERTIFIKA

According to Annex V of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek Ve gore

Production Quality Assurance System
Uretim Kalite Glivencesi

Certificate Number: 2195-MED-3907110007

Sertifika Numarasi

Manufacturer: Yilmaz Medikal — Mustafa Nazlier i}
Uretici Mdicahitler Mah. Hasirci Sami Bey Cad. No:12 A $Sehitkamil/Gaziantep/TURKIYE

(1) Sterile Intraocular Lens Cartridge and Injector System
(1) Steril intraokiiler Lens Kartug ve Enjektér Sistemi

(2) Sterile Intraocular Lens Cartridge

(2) Steril Intraokiiler Lens Karfug

(3) Sterile Epidermal Skin Prick Test Applicator

(3) Steril Epidermal Deri Prick Test Aplikatord

(4) Sterile Ophthalmic Knife

(4) Steril Oftalmik Bigak

(5) Sterile Ophthalmic Sponge

(5) Steril Oftaimik Spang

Product(s):
Uriin(ler)

Product models are stated on the following page(s).
Uriin modelleri sonraki sayfalarda belirtilmektedir.

Model(s):
Model(ler)

MM0616-P010-R01, MM0616-P010-R02, MM0616-P010-R03, MM0616-P010-
R04, MM0616-P010-R05

Reference Report No:
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex V, Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system covers those aspects
of manufacturing concerned with securing and maintaining safe conditions of the respective product(s) and conforms to the provisions
of this Directive. The approved quality system is subject to surveillance pursuant to Annex V, Section 4 of Directive 83/42/EEC and
unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s). For class | devices
with sterile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing
and maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is
restricted to the aspects of manufacture concerned with the conformity of the devices with metrological requirements.

2195 kimlik numarali Onaylanmig Kurulug Szutest, yukanida belirtilen iireticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK V bolim
Jne goire bir kalite yénetim sistemi uyguladigini, bu yénetim sisteminin yénetmeligin sadece bahsi gegen driiniin Gretiminin giiveniik
kosullarini saglama ve devam eftirme ile ilgili gerekliliklerin kargtladigini beyan eder. Onaylanan bu kalite yénetim sistemi, 93/42/AT
Tibbi Cihaz Yénetmeligi EK V, bolim 4’e gbre periyodik olarak gbzetime ve habersiz saha denetimlerine tabidir.

Uretici, driinlerinin tasanminda ve yapisinda gerceklegtirdigi 6nemii dedisiklikleri Szutest'e bildirmek zorundadir. Steril
kondisyondaki sif | rlinler igin kalite yonetim sistemi degerlendirmesi-tretimin steril kondisyonun saglanmasi ve korunmastyla
limitlidir. Olgim fonksiyonlu siif | drinler igin Kalite yénetim sistemi degeriendirmesi diretimin cihaziarin metrolojik sartlara uyumunu

saglamastyla limitlidir.

This EC certificate is valid tilf 2024-05-26.
Bu AT Sertifikasi 2024-05-26 tarihine kadar gegerlidi

Issue Date/Yayin Tarihi: 2010-03-12 kiye BALKAN
Revision No./ Revfgon Mo 07 Recertification/Ye elendi Deputy General Manager
Revision Date/ Revizfom s 2454 Y °'-‘_. 1z Genel Miidiir Yardimeisi

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL f TURKIYE

Szutest.com.tr



Certificate Number: 2195-MED-3907110007

Sertifika Numarast

Product Models:
Uriin Modelleri:

YM200-22, OM200-22, AT200-22, YM200-22E, OM200-
22E, AT200-22E, YM200-28, OM200-28, AT200-28,

(1) Sterile Intraocular Lens Cartridge and Injector System | YM200-28E, OM200-28E, AT200-28E, OM200-22K,

Steril Intraokidiler Lens Kartusu ve Enjektor Sistemi OM200-28K, YM200-22K, YM200-28K, YM200-24,
OM200-24, YM200-35, OMZ200-35, YM200-24E,

OM200-24E, YM 200-24K, OM200-24K

YM210-22, OM210-22, AT210-22, YM210-22E, OM210-22E.
i i AT210-22E, YM210-28, OM210-28, AT210-28, YM210-28E,
(2) Sterile Intraocular Lens Cartridge OM210-28E, AT210-28E, OM210-22K, OM210-28K, YM 210-

Stenl Intraokdler Lens Kartugu 22K, YM210-28K, YM210-24, OM210-24, YM210-24E,
OM210-24E, YM210-24K, OM210-24K, YM210-35, OM210-35
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With 10 Pins YME100, YME100-R, OME100, OME100-R,
10 pinli ATE100, ATE100-R

With 8 Pins YME101, YME101-R, OME101, OME101-R,
8 pinli ATE101, ATE101-R

(3) Sterile Epidermal Skin Prick Test Applicator | With 1 Pins YME102, YME102-R, OME102, OME102-R,
Steril Epidermal Deri Prick Test Aplikatdrii 1 pinli ATE102, ATE102-R

With 5 Pins YME103, YME103-R, OME103, OME103-R,
5 pini ATE103, ATE103-R

With 12 Pins YME104, YME104-R, OME104, OME104-R,
12 pinli ATE104, ATE104-R J
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SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr




Product Models:
Uriin Modelleri:

(4) Sterile Ophthalmic Knife

Steril Oftalmik Bigak

Certificate Number: 2195-MED-3907110007
Sertifika Numarasi

Stab Knives Straight
Acil Bigaklar Diz

YM-15A, YM-15A-R, YM-30A, YM-30A-R, YM-45A, YM-45A-R, AT-15A,
AT15A-R, AT-30A, AT-30A-R, AT-45A, AT-45A-R

Stab Knives Straight Guarded
Agilt Bigaklar Diiz Korumals

OM-15A, OM-15A-R. OM-30A, OM-30A-R, OM-45A, OM-45A-R, ATK-15A,
ATK15A-R, ATK-30A, ATK-30A-R, ATK-45A, ATK-45A-R, OME-15A,
OME-15A-R, OME-30A, OME -30A-R, OME-45A, OME-45A-R

Slit Knives, Angled, Doubled-Bevel
Kornea Bigeklar, Agil, Cifi Tarafli

YM-180, YM-180-R, YM-200, YM-200-R, YM-220, YM-220-R, YM-240, YM-240-
R, YM-250, YM-250-R, YM-265, YM-265-R, YM-275, YM-275-R, YM-280, YM-
280-R, YM-285, YM-285-R, YM-300, YM-300-R, YM-320, YM-320-R, AT-180,
AT-180-R, AT-200, AT-200-R, AT-220, AT-220-R, AT-240, AT-240-R, AT-250,
AT-250-R, AT-265, AT-265-R, AT-275, AT-275-R, AT-280, AT-280-R, AT-285,
AT-285-R, AT-300, AT-300-R, AT-320, AT-320-R

Slit Knives, Angled, Doubled-Bevel
Guarded

Kormnea Bigaklar, Agih, Cift Taraflt
Korumalt

OM-180, OM-180-R, OM-200, OM-200-R, OM-220, OM-220-R, OM-240, OM-
240-R, OM-250, OM-250-R, OM-265, OM-265-R, OM-275, OM-275-R, OM-280,
OM-280-R, OM-285, OM-285-R, OM-300, OM-300-R, OM-320, OM-320-R,
ATK-180, ATK-180-R, ATK-200, ATK-200-R, ATK-220, ATK-220-R, ATK-240,
ATK-240-R, ATK-250, ATK-250-R, ATK-265, ATK-265-R, ATK-275, ATK-275-
R, ATK-280, ATK-280-R, ATK-285, ATK-285-R, ATK-300, ATK-300-R, ATK-
320, ATK-320-R, OME-180, OME-180-R, OME-200, OME-200-R, OME-220,
OME-220-R, OME-240, OME-240-R, OME-250, OME-250-R, OME-265, OME-
265-R, OME-275, OME-275-R, OME-280, OME-280-R, OME-285, OME-285-R,
OME-300, OME-300-R, OME-320, OME-320-R

MVR Knives, Straight
MVR Bigaklar, Dtz

YM-19, YM-19-R, YM-20, YM-20-R, YM-23, YM-23-R, YM-25, YM-25-R, AT-19,
AT-18-R, AT-20, AT-20-R, AT-23, AT-23-R, AT-25, AT-25-R

MVR Knives, Angled
MVR Bigaklar, Agili

YM-19A, YM-19A-R, YM-20A, YM-20A-R, YM-23A, YM-23A-R, YM-25A, YM-
25A-R, AT-18A, AT-18A-R, AT-20A, AT-20A-R, AT-23A, AT-23A-R, AT-25, AT-
25A-R

MVR Knives, Straight, Guarded
MVR Bigaklar, Diiz, Korumali

ATK-19, ATK-18-R, ATK-20, ATK-20-R, ATK-23, ATK-23-R, ATK-25, ATK-25-
R, OM-19, OM-18-R, OM-20, OM-20-R, OM-23, OM-23-R, OM-25, OM-25-R,
OME-19, OME-18-R, OME-20, OME-20-R, OME-23, OME-23-R, OME-25,
OME-25-R

MVR Knives, Angled, Guarded
MVR Bigaklar, Agil, Korumal

OM-19A, OM-19A-R, OM-20A, OM-20A-R, OM-23A, OM-23A-R, OM-254, OM-
25A-R, ATK-19A, ATK-19A-R, ATK-20A, ATK-20A-R, ATK-23A, ATK-23A-R,
ATK-25A, ATK-25A-R, OME-19A, OME-19A-R, OME-20A, OME-20A-R, OME-
23A, OME-23A-R, OME-25A, OME-25A-R

Crescent Knives Straight
Crescent Bigaklar, Diiz

YM-C, YM-C-R, AT-C, AT-C-R

Crescent Knives Straight Guarded
Crescent Bigaklar, Dilz Korumali

OM-C, OM-C-R, ATK-C, ATK-C-R, OME-C, OME-C-R

Crescent Knives Angled
Crescent Bigakiar, Agilt

YM-CA, YM-CA-R, AT_?:'-C&’-_?FE-CA-R

Crescent Knives Angled Guarded
Crescent Bigaklar, Acili Korumal

ATK-CA, ATK-CA-R, OM:GA, OM-CA-R, OME-CA, OME-CA-R

Trapezoid Knives Straight
Ikizkenar Yamuk Bigaklar, Diz

YM-TP, YM-TR-R, AT-TP, AT-TP-R

Trapezoid Knives Guarded
Ikizkenar Yamuk Bigaklar, Korumal

OM-TP, OM-TP-R, ATKATP! ATK-TP-R, OME-TP, OME-TP-R

SZUTEST UYGUNLUK DEGERLENDIRME A.S.

Tathsu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr
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Certificate Number: 2195-MED-3907110007

Sertifika Numarasi

Product Models:
Urin Modelleri:

(5) Sterile Ophthalmic Sponge
Steril Oftalmik Spang

5 Pieces
5'i Paket

YM-805, OM-805, YM-B05-R, OM-805-R

10 Pieces
10'lu Paket

YM-810, OM-810, YM-810-R, OM-810-R

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL / TORKIYE

Szutest.com.tr
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