


ASTEC CO., LTD — Fukuoka, Japan

We,
ASTEC CO,, LTD.
4-6-15, Minamozato, Shime
Kasuya, Fukuoka, Japan, 811-2207

Declare under sole responsibility, that one of our products
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Fulfills the safety requirements of the following technical standard
IEC 61010-1:2010+A1

This declaration is based upon the test report, Report No. 50290024 001 and CB Certificate No. JPTUV-104962
issued by TUV Rheinland Japan Ltd.
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ASTEC CO., LTD.
4-6-15, Minamizato, Shime, Kasuya
Fukuoka, Japan, 811-2207
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EC DEC TI OF C FO 1ITY

Manufacturer: Kitazato Corporation
Address: 100-10 Yanagishima, Fuji, Shizuoka 416-0932
Japan
Phone: +81-545-65-7122 Fax: +81-545-65-7128
E-mail: info@kitazato.co.jp
European Representative: Dibimed - Biomedical Supply, S.L.
Address: C/ Jorge Comin, 3 Bajo 1-2, 46015 Valencia,
Spain
Phone: +34-963-056-395 Fax: +34-963-056-396
E-mail : info@dibimed.com
Product: Trade Name: Cryotop
Code number:

Description: A PET-film attached to ABS-handle and equipped with a
straw cap, used to load and store oocytes or embryos in
vitrification and for preservation.

Classification: Class IT a
Rule 2 according to Annex IX of the MDD

Conformity Assessment Route: Annex V applied

We hereby declare that the above-mentioned devices comply with the (legislation of the member states where the

Notified Body is located - if a Notified Body is involved -) transposing European Medical Devices Directive

93/42/EEC.

Kitazato Corporation is solely responsible for this Declaration of Conformity.

General applicable directives: =~ Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June
1993 concerning medical devices (MDD 93/42/EEC), as amended by
Directive 2007/47/EC.

Standards: Harmonized Standards (published in the Official Journal of the European
Communities) applicable to this product are as per the “LIST OF APPLIED
STANDARS”.

Notified Body: BSI Group The Netherlands B.V. (ID #: 2797)
Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The

Netherlands
Tel: +31-20-346-0780

EC Certificate: Standard: EN ISO 13485:2016
EC Certificate #: 548538
Issued by: BSI

Signature Date /(/(& J-D 2W* /

Name INOUE
Position: President and Representative Director, Kitazato Corporation






















































ADS_SGC_FOR_029 issue_01 Certificate of Conformance

CERTIFICATE OF CONFORMANCE

CoC REFERENCE: ADS.STP.COC_001

MANUFACTURER: ARQUIMEA ADS

PRODUCT DESCRIPTION: PART NUMBER:

Spermtrack STP'10'DB.0321060020; STP'10'SB.0321060020;
STP'10'R.0321060020; STP'10'G.0321060020

DATE CODE/LOT REFERENCE: Qty: 15 (db), 15 (SB), 15 (R), 5 (G)

1222 S/Ns: 009-023 (DB); 009-023 (SB), 008-022 (R), 004-
008 (G)

CONTRACT NUMBER:

OV/22/06/00018

APPLICABLE SPECIFICATIONS:

NA

With this document ARQUIMEA ADS S.L.U. certifies that the product described here above
meets all the quality and performance requirements defined in the applicable specifications
and in accordance with the Project or Contract requirements.

OTHER DOCUMENTS

Reference: Attached: Y/N
[ ] TEST N/A N
Xl TRACEABLITY (This document) N
[ ] OTHER N/A N
RFW/RFD/NCR:

PROJECT REFERENCE: 0620[01]0206
PROJECT NAME: Spermtrack

REMARK:

NA

Signed: Signed:

ARQUIMEA ADS Project Manager ARQUIMEA ADS PA Manager

Date: 22/03/2022 Date: 22/03/2022
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