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Scope of application

The EmbryoSlide Flex culture dish is intended for the culture
of oocytes and embryos in the EmbryoScope Flex incubator.

Contraindications

None known.

Intended users

Embryologists, other laboratory personnel and clinic staff at
IVF clinics trained by Vitrolife A/S-certified instructors.

Intended patient group

Patients undergoing infertility treatment.

Intended users

Embryologists, other laboratory personnel and clinic staff at
IVF clinics trained by Vitrolife A/S-certified instructors.

Intended patient group

Patients undergoing infertility treatment.

Clinical benefits

« Improved embryo development
« Improved implantation/pregnancy rate
« Reduced pregnancy loss rate.

Limitations and restrictions on use

The EmbryosSlide Flex culture dish is only intended for use in
the EmbryoScope Flex incubator and must be handled by
trained personnel according to the instructions in this insert.
Any serious incident that has occurred in relation to the
culture dish should be reported to Vitrolife and to the
competent authority of the Member State in which the user
is established.

The EmbryoSlide Flex culture dishes and lids are sterile. The
pouches must only be opened in a sterile laminar flow hood,
and the culture dish must be covered by the lid when in use.
Warnings and precautions

WARNINGS

The EmbryoSlide Flex culture dish is intended for single use

only and MAY NOT be re-used. Any attempt by the user to
clean and re-sterilise the culture dish may result in

contamination with microorganisms or other risks of device
failure.

To avoid contamination with microorganisms, always place
the culture dish in a sterile laminar flow hood while loading
and generally handling the culture dish.

Always label the culture dish appropriately and validate the
label when the embryo is transferred either to a new device
or to the patient.

PRECAUTIONS

Do not use the rinsing wells for incubating embryos as no
images are acquired from these wells.

The reservoir and rinsing wells MUST always be covered by
a confluent oil layer of 1.2 ml of IVF-grade oil. This prevents
the medium from evaporating during incubation.

Evaporation of the medium can change osmolality, which
may affect embryo development.

Always place the culture dish in a sterile laminar flow hood
while loading it. Take care while loading and handling the
culture dish to reduce the risk of spilling any oil or medium.

If ANY oil or medium is accidentally spilled from the culture
dish while it is loaded or handled, the embryos MUST be
transferred to a new culture dish to prevent them from
being adversely affected by the spillage.

In case any oil is spilled on the culture dish outside of the
reservoirs, gently wipe off the oil by using a lint-free tissue
paper. If any oil is present on the lid, the lid must be
replaced.

If any bubbles are present in the well or oil layer after
preparation, they may block the camera light and
compromise image quality. In rare cases, bubbles may
dislodge the embryo from the bottom of the microwell.

Any bubbles must be removed carefully and relatively
quickly to avoid evaporation of medium.

Take care not to remove any medium when removing the
bubbles.

Discard the product according to standard clinical practice
for medical hazardous waste when the procedure is
finished.

Product description

The EmbryoSlide Flex culture dish is a single-use sterile dish
designed for the culture of embryos in the EmbryoScope
Flex incubator.

The EmbryoSlide Flex culture dish contains two types of
wells: six culture wells in which the embryos reside during
incubation and two rinsing wells that are used for rinsing
and handling the embryos. The embryos reside in a central

depression — the microwell — inside each culture well. The
culture wells are cylindric with a diameter of 1.5 mm and are
placed in a common medium reservoir. The microwells are
conic with a curved bottom and have a bottom diameter of
0.28 mm. See the illustration on the last page of this insert
for an overview of the culture dish.

Preparing the culture dish

Prepare one culture dish at a time to minimise handling time.
Work on a non-heated workbench and use cold medium and
oil.

1. Remove the culture dish from the pouch in a sterile
laminar flow hood.

2. Fill all microwells with medium using a micropipette
(max. diameter: 200 um). One filling of the tip will
suffice to completely fill all microwells. To avoid
bubbles: Slightly overfill each microwell to avoid
creating a depression in the surface of the medium. The
tip of the pipette must touch the side of the microwell
during filling.

3. Use a standard pipette to immediately fill an additional

140 pl of medium into the wells in the reservoir.

Carefully slide the tip over the wells while releasing the

medium. Make sure to fill the reservoir completely.

Fill each rinsing well with 35 ul of medium.

Load 1.2 ml of oil certified for IVF into the reservoir.

Make sure that all culture wells and rinsing wells are

covered with a confluent oil layer. Add an additional

amount of oil for each well or reservoir not filled with
medium.

6. Push up any large bubbles with a micropipette and then
remove them.

7. Cover the culture dish with the lid and equilibrate it
overnight.

8. Identify and remove any bubbles under a stereo
microscope.

9. Place the barcode label on the dedicated label tab on
the culture dish. The barcode must be placed so that it
is possible to read the text on the label when the
culture dish is correctly inserted into the incubator.
Make sure that the label is smoothed out as best as
possible to avoid wrinkles in the paper. If the barcode is
in any way damaged or not smoothly applied, the label
cannot be read. In this case, print a new label from the
EmbryoViewer software.

10. Load embryos into the centre of the microwells using a
micropipette.

11.  Place the culture dish in the EmbryoScope Flex
incubator.
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Product name
Culture dishes.

Product model and specification

Model and specification: 16453, EmbryoSlide Flex dish.

Product registration certificate number/product technical
requirement number

Product registration certificate number:
E:E# 20202180348

Product technical requirement number:
E:E# 20202180348

Product features

Sterile SAL 108
Bacterial endotoxin (LAL experiment) [EU/item] < 20
Mouse in-vitro embryo test (1-cytoplasm mouse = 80%

embryo) [expanded blastocyst percentage on
the fifth day]

All products include the quality inspection analysis report for
the corresponding batch number.

Product main structure and composition

This product is made of uncoated polystyrene.

Manufacturing date, expiry date and storage and
transportation conditions

Manufacturing date: see the product label.

Expiry date: see the product label.

Storage conditions: store at room temperature.
Transportation conditions: transport at room temperature.

Registration applicant/manufacturing organisation,
domicile, manufacturing address, production licence
number and contact information

Name: Vitrolife A/S

Domicile and manufacturing address: Jens Juuls Vej 20,
8260 Viby J, Denmark

Production licence number: CVR (DK) 27406793
Telephone: +45 72217900

Fax: +45 72217901

Agent/after-sales service company name, address and
contact information

Name: Vitrolife (Beijing) Medical Device Co., Ltd.

Address: Room 2006, 20th (17) Floor, Building No. 3, No. 6
Futong East Street, Chaoyang District, Beijing, China

Zip code: 100102

Telephone: +86 10 64036613

Fax: +86 10 64036613

E-mail: support.asia@vitrolife.com

www.vitrolife.com
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Symbol

Title

Description

R

Catalogue number
ISO 15223-1:2021
5.1.6

Indicates the manufacturer’s catalogue number so that the medical device can be
identified.

ETHEBNBERES. UEIRAET RS,

LOT

Batch code
ISO 15223-1:2021
5.1.5

Indicates the manufacturer’s batch code so that the batch or lot can be identified.

RTHHEBBUHUR A LUEIRRIHER,

Use by date
ISO 15223-1:2021
5.1.4

Indicates the date after which the medical device is not to be used.

KT EEBEAZETIRENAH.

Do not re-use
ISO 15223-1:2021
5.4.2

Indicates a medical device that is intended for one use or for use on a single
patient during a single procedure.

KTRENETREN—REER. RE— N FATBRBFENBE,

Do not use if packaging is damaged

ISO 15223-1:2021
5.2.8

Indicates a device that should not be used if the package has been damaged or
opened.

RTRENETIREMREEIFTITF. NAREE~ER.

CE mark

Declaration by the manufacturer that the device meets all applicable requirements
in the Medical Device Regulation (EU) 2017/745.

FHERAERIZIRE NS ETBMEM (RRE) 2017/745 HHIFEERER.

Sterilised using irradiation
ISO 15223-1:2021
5.2.4

Indicates a medical device that has been sterilised using irradiation.

ERETIREEIEINES,

Consult the instructions for use
ISO 15223-1:2021
5.4.3

Indicates the need for the user to consult the instructions for use.

KB RETRAERRA,

Temperature limit
I1SO 15223-1:2021

Indicates the temperature limits to which the medical device can be safely
exposed.

RRETRETURLRBNRETER,

5.3.7

Manufacturer Indicates the medical device manufacturer. RREFISENSNETS,
I1SO 15223-1:2021

5.1.1

Date of manufacture
I1SO 15223-1:2021
5.1.3

Indicates the date when the medical device was manufactured.

RTRETIRENHER .

Medical device
ISO 15223-1:2021
5.7.7

Indicates that the device is a medical device.

RNZIGEREST 5o

Unique device identifier
ISO 15223-1:2021
5.7.10

Indicates a carrier that contains unique device identifier information.

RREEH—IRETAE BRI
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Technical support

Tel.: +45 7023 0500
E-mail: support.embryoscope@vitrolife.com
www.vitrolife.com

Vitrolife A/S
Jens Juuls Vej 20
DK-8260 Viby J c €

Tel.: +45 72217900
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