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To whom it concerns,

FertiPro N.V. updated the instructions for use of SpermFreeze. A summary of the changes is listed in
the table below.

Instructions for use SpermFreeze

Previous version FP09 111 R01 D.1

New version FP09 111 R0O1 D.2

Changes - Some small editorial changes (symbol sperm handling is added,

the bibliography and contact address are added to the black
section, the wording “sterile filtration” has been replaced by “aseptic
filtration”; the HSA concentration has not changed in the product,
but is rounded in the IFU to 4 g/L, “only for the intended use” is
deleted)

- Wash medium is added in the section “Material not included”

- Small correction in the product specifications: the sperm survival
test is performed on density selected spermatozoa.

- The temperature of the tap water used in step 2 of the thawing
protocol is added: “Place the straws in tap water for 5 minutes
(room temperature or 37°C).”

- The Portuguese, Dutch and Greek translation are added to the
instructions for use.
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