akssert

CERTIFICATE

Meran Tip Uriinleri Teknoloji
San. ve Tic. Ltd. Sti.

Burhaniye Mah. Tunuslu Mahmut Pasa Cad. No:17 Uskiidar ISTANBUL / TURKEY

[SO13485:2016

Scope: Design, manufacture and sales of ophtalmic surgical disposables; gases and solutions,
ophtalmic surgical instruments, ophtalmic active corneal cross-linking device

Hereby, AKSSERT Audit and Certification Ltd. Co., certificates that the above stated company gave the appropriate management system
according to the requirements of the above standard. This certificate valid for 3 years since the decision date as long as the system is
effectively maintaned and surveillance audits are carried out. The validity of certificate can be checked through www.akssert.com
www jas-anz.org/register. The Certificate is property of AKSSERT Audit and Certification Ltd. Co. and shall be returned if requested.

The reference standard is 1ISO 13485:2016
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"SERTIFIKA

Tam Kalite Guvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek Il

Firma Adl : Meran Tip UrGnlerd Teknolol San. ve Tie. Lid. Sii.

Firrma Adlresi : [stanbul Uskiidar Burhanive Mah. Tunuslu Mahmut Pasa Cad. Ne.17
ISTANBUL / TURKIYE

Urefim Adresi » Istanbul Catalca Trakya Ser. Bél. Ferhatpasa Mah. Atatiirk Bu.
A. Riza Ef. C. E4 B.K2 ISTANBUL / TURKIYE

ligitl Yénetmelikler ve Ekler 1 MDD 93/42/AT Tibbi Cihazlar Yénetmelidi - Bk I
{Madde 4 Harig)

Urlnter : 1= Spekulum - Sinuf | - Sterll

2- Sllikon veya PV Hortum Sefi [VELVFE) - Sinif lla - Steril
= VFEMF Sistem
- Akkaon VFE Sistem
- Hawva Flitresi

3- Medikal Tekstil - Sinif | - Steril
- Oftaimik Cerahi Ortd
- Cerahl Bohoa el
- Camrahi Ameliyat Gamiedi
- Cerrahi Amellydt Masa Ortsi

4- Oftalmik Tamepenicr =-5inif lla & Sinif kb - Sterl

Sivilaar - Sinif g & Sinif |l
- Silkon Yodr = Sinif e
- Perflorodekalin - Sini g

Gazlar - Sinif lla
- Qkigfleropropan EEEFB]
- S0IEGr Hekzaflort [SFé}

5 Oftalmik Bevalar - Sinif lio - Stedl
-KaopsUl Boyas (Tripan Mavis)
-Membron Boyasi | Tripan Mavisj|
-ILMt Boyast | Brillant Mawisi)

Sertifika Numaras) TMLZ018.106.86577
Rapor Numaras: s MDL3004.18

Ik Belgelendirme Dengtimi T27.11.2015
Tescll Tarihl 1 06.04.2016

Revizyon Tarhi/MNo Fros
Gecerllik Tarhi 1 05.04.2021
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CERTIFICATLE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex |l

Company Name - Meran Tip UrOnlerd Teknolojl San. ve Tic. Lid, §ti.

Company Address : Istanbul Uskiidar Burhaniye Mah. Tunusiu Mahmut Pasa Cad. Ne.17
ISTANBUL/ TURKEY

Maonufactuing Address : Istanbul Catalea Trakya Ser. Bal. Ferhatpasa Mah. Atatlrk Bu.
AL Riza B C. B4 B.K2 ISTAMBUL / TURKEY

Related Directives and Annax. MDD 23/42/EEC Medical Devices Direclive - Annex |l
[Excluding Section 4)

Product : 1-Speculum — Class | - Sterle

2-Sllcone or PYC Tubing Set (VFLIVEE) - Class lla - Steriie
~NFEMFl Systems

- Akkon VFE Bystem

- Flowy Filter

I-tdedical Texile — Class | - Sterile
- Ophthalmic Surgical Drape
- Surglcal Fack
- Surgical Gown
- Surgicdl Table Drape
4-Ophthalmic Tampohades - Class lla & Class b - Sterlle

Liguids - Class lla & Class e
= Sllicones il — Class o
- Perflucrodecaline — Class lla

Gases - Class |la
- Octafivoromropane [C3F8)
- Sulfur Hexofluonde (SFa)

5Ophthalmic Dyes — Class lla - Sterlle
- Copsule Dye [Trypdn Blus)
-Membrane DYE
= L Y

Cerfificate Number : M.2016.106.8577
Feport Numiber : MD.3004. 1B
Initial Assessment Dofe SR TS
Registration Date +06.04.2014

Revision Date /No -
Expiry Date 1 D5.042027
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M111000V
M111300V
M11 1500V
M11 2000V
M11 5000V
M11 5500V
M11 5700V

Silicone Qil 1000 ¢St Vial
Silicone Qil 1300 ¢St Vial
Silicone Qil 1500 cSt Vial
Silicone Qil 2000 cSt Vial
Silicone Qil 5000 ¢St Vial
Silicone Qil 5500 cSt Vial
Silicone Qil 5700 cSt Vial

Density (at 25°C) 0,96-0,98 g/cm3;



MERAN Cataract Drape Single Pouched 102*120 cm oval aperture 6x4cm adhesive

102 cm (40")
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