PRODUCT INFORMATION

Elution medium for itG Ge-68/Ga-68 Generator

Product No. D010

Product Description

This product is manufactured according to GMP require-
ments. It is tested for sterility and bacterial endotoxins
and is intended for the elution of the itG Ge-68/Ga-68
Generator. To be used by qualified personnel only.

Content: 5 vials containing 4.15 ml 0.05 M HCI each
> 5 ml PP bottle, crimp top
> Chiorobutyl rubber stopper, 20 mm, with FluroTec™
Barrier Film center tear-off crimp cap, 20 mm, red

Application

This product is only to be used for the elution of the itG
Ge-68/Ga-68 Generator. It is not inteded for direct use in
patients.

Packaging

This product is packed ready to use. It is labeled accord-
ing to ITG manufacturing documents. Each package,
packed in white cardboard boxes, contains one to five
vials.

Storage

Store this product in a dry place, protected from light at
temperatures up to 30 °C. Keep this product out of reach
of children.

Product Release

This product has been released according to the product
specification. Each shipment includes a Certificate of
Analysis (CoA) which contains all batch specific informa-
tion. For further information please contact us directly
(contact details see below).

Toxicology

Handle, transport and store with care, avoid inhalation,
ingestion, eye or skin contact. Wear suitable protective
clothing!™. For detailed information we refer to the cited
reference.
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Notification

This document does not exempt you from performing
the standard control upon receipt of incoming goods!

This product has been manufactured according to the
regulations applicable at the site of manufacture. It is a
solution with defined specifications as declared in the
certificate of analysis — suitable for the elution of the
itG Ge-68/Ga-68 Generator.

The quality of a potential final pharmaceutical product
has to be checked by the producer, the quality of the
product is only partially determined by the quality of the
ingredients.

The product is not intended and not suitable to be used
directly and/or unprocessed in humans.

The customer has to ensure himself that he is in com-
pliance with all applicable legal requirements from all
competent authorities for the site of use.




