20 Alon Hataver Street, Zone 6, P.O.Box 3017
Caesarea Industrial Park 3083900, lsrael
Phone: (972) 4 6373381 FAX: (972) 4 6373984
5757 Waest Century BMd. #805, Los Angeles, CA 90045 USA
Phone: (310) 6709066 FAX: (310) 670-9069

Declaration of Conformity
Medical Electronic Systems Ltd. (MES) located in Caesarea Israel, manufacturers of the SQA Sparm Quality
Analyzer and its accessories as detailed hereunder, hereby declares that our products conform with and meet the
essental requirements set out in the IVD Directive 98/79 EC.
Conformity assemsent route for all products isted below is Annex |l of the IVDD 98/79 EC.

Classification for all products listed below is General VD, according to IVDD 98/79 EC.

Product P/N#: Software Version Product
0303 NA- device includes only SQAT™™|IC-P
0307 Firmware SQA = Sperm Quality Analyzer
4039 2.48.107
4035 24945 SQA-V
4034 2.47.13 = | zer
4032 248107 SO Speon ety Ansly
V-FA-00740-00 2.60.31
V-FA-01226-00 89.03.05
F-£A:00455-00 L0028 QwikCheck GOLD
F-FA-00766-00 1.00.37 Sperm Quality Analyzer
F-FA-00556-00 1.00.22
F-FA-00772-00 1.00.37
VS-FA-01063-00 Vieko
VS-FA-01147-00 SQA-Vision .
VS-FA-01220-00 3.00.65 SQA = Sperm Quality Analyzer f;'\
VS-FA-01482-00 LJ %
SQA™M.O 7~ 7] CONG TY
10-FA-01652-00 NA SQA = Sperm Quality Analyzer '« /1{04 NHIEA HUU ¥
10-CA-01680-00 NA SQA-IO: TestKit (S0 tests)  — o]+ vy TONG ¢
SQA-Vision™ X MEDAZ
A-CA-01082-00 NA Fixed Coverslip Slides ;\;D\ VIET NAM
0700 NA QwikCheck Test Strips NN .
A-CA-01681-00 NA QwikCheck ™ Test Strips: 50 tests 1;4 “._1_&
A-CA-01752-00 NA QwikCheck™ Test Strip QC ==
0800 NA QwikCheck Dilution
0200 NA QwikCheck Beads
A-CA-01659-00 NA QwikCheck™ Beads- Low Range
A-CA-00691-00 NA QwikCheck™ Beads Proficiency and
Training Kit
A-CA-01188-00 QwikCheck™ Beads Precision and
I Linearity Kit
A-CA-01057-00 /___QwikCheck™ Vitality Kit
0900 / __ QwikCheck Liquefaction
A-CA-01698-00 /QuwikCheck™ Liquefaction Kit (100 Vials)
4021
4023
V-A-00424-00 ) »
V-A-00480-00 FIAM BQXSperm Quality Analyzer -
A-A-00335-00
A-CA-00907-00 Yin W Capliaries
A-A-00335-00
V-A-01235-00
0112 NA 50 Disposable Capillaries for SQAIIC-P
01208 Sperm Quality Analyzer
RS Cleaning Kits for SQA™ -Vision, SQAT™ -/
o NA QwikCheck™
0113 NA Cleaning Kits for SQA™ |IC-P
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Conforming to Product Standards:
1SO 13485:2016 (including MDSAP program)

IEC 81010-1:2010

IEC 61010-2-101:2018

IEC 61010-2-020:2016

MEDDEV 2.12/1

EN I1SO 14871:2012

EN 1SO 15223-1:2016

EN 62304:2006

EN 60601-1-8:2007

EN 60601-1-6:2010

EN 62366:2008

EN 1SO 23640:2015

1SO 80000-1:2009

EN 14254:2004

In compliance with these standards we prepared the required technical documentation,
put into place comrective action and vigilance procedures and have appointed Arazy group GMBH, The Squalre 12,
Am Flughafen, 60549 Frankfurt am Main, Germany to act as our Authorized Representative in the European

Community through whose services we have previously registered our products with the Competent Authority as an
IVD General.

Full Name: Taly Vider-Cohen  Position: Director of Regulatory Affairs and IP

Date: 23DEC 21  Signature: @L&c_
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