EC DECLARATION OF CONFORMITY

Manufacturer: KOEK Biyoteknoloji Biyomiihendislik ve Medikal Hizmetleri Sanayi ve Ticaret Anonim Sirketi Ege Serbest
Bolgesi Subesi.

Address: Zafer Sb. Mahallesi Niliifer Sk. Ege Serbest Bélgesi ESBAS B Blok Apt. No:29/4 Gaziemir/iZMIR
Phone: +90 232 503 37 08
E-Mail: info@koekbiotech.com

R&D Office: Dokuz Eyliil Universitesi inciralti Yerleskesi DEPARK Saglik Zeytin Binasi Mithatpasa Cad. 56/20- 215 Balgova / iZMIR
Phone: +90 232 236 78 14
E-Mail: info@koekbiotech.com

Product Name: Microfluidic Sperm Sorting Chips- Sperm Separation Device
Model: FERTILE® (MFU1), ZyMot™ ICSI (ZIH0002) & FERTILE PLUS® (MFI1) ZyMot™ Multi (850ul)(ZMH0850) &
FERTILE ULTIMATE® (MFI13), ZyM6t™ Multi (3ml) (ZMH3000)

GMDN Code: 17987 - Filtration system, semen
Class and Rule: Class lla Rule 2
Conformity Assessment Rule : Annex Il Section 3

The Directors and Manufacturers: Koek Biotechnology, Bioengineering and Medical Services Industry & Trade Inc. located at Dokuz Eylul University
Inciralti Campus DEPARK Health Olive Building Mithatpasa Str. No:56/20/215 Balcova-lzmir, Turkey, and Koek Biotechnology, Bioengineering and
Medical Services Industry & Trade Inc. Egean Freezone Branch Office located Zafer Sb. District Nilufer Str. Egean Freezone ESBAS B Block Apt.
No:29/4 Gaziemir/lzmir, Turkey Herewith, declare that the filtration system, semen, known with the trade mark Microfluidic Sperm Sorting Chips
Model FERTILE® (MFU1), ZyM6t™ ICSI (ZIH0002) & FERTILE PLUS® (MFI1) ZyMot™ Multi (850pul)(ZMH0850) & FERTILE ULTIMATE® (MFI3),
ZyMot™ Multi (3ml) (ZMH3000)are Class lla rule 2 devices and they manufactured in conformity with EU Directive 93/42 EEC, Annex Il Section 3.

Used Standards: AASTM F1929-98, EN 1041+A1, EN 556-1, EN 62366-1, EN 868-6, EN ISO 10993-1, EN ISO 10993-10, EN ISO 10993-13, EN
ISO 10993-5, EN ISO 11137-1, EN ISO 11137-2, EN ISO 11607-1/A1, EN ISO 11607-2, EN ISO 11607-2/A1, EN ISO 13485, EN ISO 14155, EN
ISO 14644-1, EN ISO 14644-2, EN ISO 14644-3, EN ISO 14644-4, EN ISO 14644-5, EN ISO 14644-6, EN ISO 14644-7, EN ISO 14644-8, EN ISO
14644-9, EN I1ISO 14937, EN ISO 14971, EN ISO 15223-11.

1ISO 13485:2016 Certificate No / Date: 2021/MDQMS/10149/01 — 06 April 2024

Notified Body Information: Kiwa Certification Services Inc. ITOSB 9. Str. No:15 Tepeoren Area, Tuzla, Istanbul-TURKEY
Phone:+90 216 593 25 75 Fax:+90 216 593 25 74

Notified Body Number: 1984

Certificate Number: 1984-MDD-17-461

Date of Last Issue: 27 May 2024

KOEK BIYOT NOLOY! BIYONUHENDISLIK VE MEDIKAL
HIZ. SAN. VEX)XC A S.EGE SERBEST BO.GE SUBESI

City, Date: IZMIR, 14 June 2023 Zater SHIMab\Niufesk_Ege Serbest Bofges Sit
LSBAS B
Balcovae VP ¢

Name: Selcuk KILINC, MD (General Manager & Branch Office Manager) Wersis Mo 03
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