GYNEMEDIA

PREFACE CE-marked for Gynemed

Dear distributors and friends,

the businessman, inventor
and founder of the Ford Mo-
tor Company, Henry Ford,
wrote in his book “My Life and
Work” a sentence, which has
often been quoted in a diffe-
rent formulation: “Any custo-
mer can have a car painted
any colour he wants so long
as it is black.”

The central statement of this
sentence was quite the same
for the pipette design at Gyne-
med. But as far as the demand
always exceeds the offer and
in order to enrich our range,
we implemented new micro
glass pipettes in the most
common sizes and angles.

In addition, we would like to
present you our new DENU-
Tips for denudation, handling
and manipulation of oocytes
and embryos. As an USP
please have in mind this pro-
duct is made out of polyamide
and polyamide is considered
to be bisphenol A (BPA) free.

Both products are CE-mar-
ked, MEA-tested and manuf-
actured in Germany.

For further information, please
take a look at the folder.
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DENU-Tips and Micropipettes
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EC-Certificate of Conformity

The Notified Body

MEDCERT ifizi

und Prij fisr die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company

Gynemed GmbH & Co. KG
Lisbecker Str. 9

23738 Lensahn

Germany

has introduced, applies and maintains a Quality As:
for the products / product

Denudation pipettes for assisted reproductive technology

The compliance of the Quality Assurance System with the below mentioned
requirements of the Council Directive 93/42/EEC was verified by an audit:

Annex V
The license of certification is subject fo surveillance by MEDCERT.

This certificate is valid until: 27 July 2019

Report No.: 6587PSO9F

S - 6587
Certificate No.: 6587GB414180307

Hamburg, 07 March 2018 'MEDCERT Identification No.: 0482
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EC-Certificate of Conformity

The Notified Body

MEDCERT und Pri fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms thot the company

Gynemed GmbH & Co. KG
Libecker Str. 9

23738 Lensahn

Germany

has introduced, applies and maintains a Quality Assurance System
for the products / product categories:

* Culture Media for the in vitro culture of human embryos,
oocytes and spermatozoa for use in Assisted Reproductive
Technology

« Density gradient for separation of cells including processing of
sperm cells

* Mineral oil for assisted medical reproductive technologies

«  Micropipettes for use in human reproductive technologies

The compliance of the Quality Assurance System with the below menfioned
requirements of the Council Directive 93/42/EEC was verified by an audi:
Annex Il excluding section 4

The license of certification is subject to surveillance by MEDCERT.

This certificate is valid until: 27 July 2019

Report No.: 6587PS09F

Process No.: QS — 6587
Certificate No.: 6587GB410180307

Homburg, 07 March 2018 MEDCERT Idenification No.: 0482
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Denuding Tips & Pipettes

tor Micromanipulation
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Denudation - Holding « Biopsy « ICSI
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KEY features DENU-Tips

& Made out of Polyamid - Considered to be
Bisphenol A (BPA) free.

& Sterile - Sterilized by gamma radiation and
packed 20 in a vial.

& Different sizes available - The DENU-Tips are
available in a variety of sizes with inner diameter
from 135 pm to 300 pym. For easy differentiation,

& CE marked - To meet international standards
(Class lla).

& Shelf life - Sterility and functionality guaranteed
for 3 years from time of manufacture.

& MEA - A Mouse Embryo Assay (MEA) result is
available for each lot number upon request from
our website.

each size is color-coded.

DENU-Tips

The DENU-Tips are used for the manipulation
and transfer of oocytes and embryos during IVF/
ICSI procedures.

How to Order

The DENU-Tips are ordered by supplying the Code (GY), Inner Diameter size and Number of Tips in Box
(20 or 200) as shown below.

CODE ‘ 1.D. SIZE (color) ‘ BOX of 20 ‘ BOX of 200
GY 135 (yellow) GY-135/20 GY-135/200
GY 140 (white) GY-140/20 GY-140/200
GY 150 (green) GY-150/20 GY-150/200
GY 155 (green) GY-155/20 GY-155/200
GY 165 (black) GY-165/20 GY-165/200
GY 170 (red) GY-170/20 GY-170/200
GY 175 (red) GY-175/20 GY-175/200
GY 200 (orange) GY-200/20 GY-200/200
GY 275 (gray) GY-275/20 GY-275/200
GY 300 (brown) GY-300/20 GY-300/200
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Gynemed Pipettes for Micromanipulation

KEY features Micropipettes

@ Individual serial number - Each pipette has @ Customized production - Available on request.
its own serial number. This is an additional quality

control element that allows full traceability of . .
individual pipettes_ For each pipette’ an image ‘ CE marked - TO meet |nternat|0na| StandaFdS

from its release may be obtained. (Class lla).

& Made out of borosilicate glass - Prepared & Shelf life - Sterility and functionality guaranteed for
from medical grade borosilicate glass tub. 5 years from time of manufacture.

& Sterile - Sterilized by gamma radiation and indi- @ MEA - A Mouse Embryo Assay (MEA) result is avai-
vidually packed. lable for each lot number upon request from our
website.

HOLDING

Holding Micropipettes are used for the fixation of
oocytes and embryos during micromanipulation.
Available straight or with bending angle.

BIOPSY

Biopsy Micropipettes are used to perform biopsies
on the embryo (blastomere and trophectoderm) or
the oocyte (polar body) for Preimplantation Genetic
Screening (PGS). Available straight or with bending
angle and with blunt or beveled tip.

ICSI

ICSI Micropipettes are used to aspirate the sperm
and inject it into the oocyte. Available straight or with
bending angle and beveled tip with or without spike.
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Gynemed Pipettes for Micromanipulation

Micropipette Specifications

PARAMETER HOLDING BIOPSY ICSI
Total Length 55cm 5.5¢cm 5.5¢cm
Arm Length 0.9 mm 0.5 mm 0.9 mm
Tip Type Polished Blunt Beveled
Beveled With or without spike
Tip Size (ID)* 22 ym 10, 15, 20, 30, 35 pm 5.0, 7.0 ym
Tip Size (OD)* 80, 100, 120 pm - -
Bending Angles 0°, 20°, 30°, 35°, 40° 0°, 30°, 35° 0°, 20°, 30°, 35°, 40°

* Inner Diameter

BILIMSEL TEKNOLOJIK VE TIBBI URUNLER TiC. LTD. STI.

Designed and distributed by:

GYNEMED HAMILTON THORNE

Gynemed Hamilton Thorne, Inc.
GmbH & Co. KG 100 Cummings Center

Libecker StraBe 9 Suite 465E
23738 Lensahn Beverly, MA 01915
USA

Germany

Tel.: +49 (0) 4363 90 32 9-0
Fax: +49 (0) 4363 90 32 9-19

Tel.: +1 978-921-2050
Tel.: +1 800-323-0503
Fax: +1 978-921-0250

info@gynemed.de sales@hamiltonthorne.com
www.gynemed.de www.hamiltonthorne.com

- Made in Germany -
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