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EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices, Annex II Section 4

No. CE 563702
Issued To: Kitazato Corporation

100-10 Yanagishima
Shizuoka
Fuji
Shizuoka
416-0932
Japan

In respect of:

Sterile vitrification and thawing media with gentamicin sulfate for use in assisted
reproductive processes.

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Gary E Slack, Senior Vice President Medical Devices
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Catalogue
Number

Device Name Model,
Type

Intended Purpose per
IFU

Classification

91101 Vitrification media
with gentamicin,
with phenol red

VT601 Vitrification Media is
used for vitrification of
oocytes (MII) and
embryos.
Thawing Media is used
for warming vitrified
oocytes (MII) and
embryos.

Class III

91121 Thawing media
with gentamicin,
with phenol red

VT602 Class III

91195 Vitrification media
with gentamicin,
without phenol red

VT601N Class III

91196 Thawing media
with gentamicin,
without phenol red

VT602N Class III
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Certificate History
Date Reference

Number Action

05 September 2019 9664638 First Issue.
31 March 2020 9719587 Minor amendment to correct clerical error in supplementary

information page of certificate.
Current 3338854 Manufacturer name change from ‘Kitazato Corporation Shizuoka

Office’ to ‘Kitazato Corporation’.
Legal address change and manufacturing site relocation from
’81 Nakajima, Fuji-City, Shizuoka, 416-0907, Japan’ to ‘100-10
Yanagishima, Fuji, Shizuoka, 416-0932, Japan’.
Removal of ‘cryopreservation’ from Intended Purpose column,
for Vitrification Media.
Administrative change to format of device schedule table
(column order changed).


