WestS

MixJect® Transfer Device

Please refer to the device instructions for use (IFU) for complete set of directions for the device.

Intended Use/Indications for Use:
The MixJect® transfer device is intended for transferring, mixing and injection of drugs
contained in vials.

Contraindications:
Currently no specific contraindications are known for the MixJect® transfer device.

Cautions/Precautions/Warnings:

e Before you begin: Before handling the components, wash your hands with soap and hot
water.
e Place all items on a clean, flat and steady surface. Remove the vial caps from the diluent
and drug product vials. Disinfect the vial injection sites (vial top) with an alcohol swab.
e In case that diluent is not transferred:
o Make sure the MixJect® is connected to the vial.
o Make sure the prefilled syringe is connected to the MixJect®.
e Federal (USA) law restricts this device to sale by or on the order of a physician.
e This device is intended to be used for one patient and one vial.
e Contents are sterile and non-pyrogenic.
e For single use only.
e Reuse compromises safety and efficacy — it may cause contamination due to loss of
sterility.
e Re-sterilization may damage the device
e After reconstitution store the drug in the conditions recommended by the
manufacturer.
e DO NOT use if package is damaged.
e Dispose of used device in accordance with applicable regulations.

Registration Information

Information herein is for use only in countries with applicable health authority registrations.
The MixJect® transfer device is 510(k) cleared by the United States Food and Drug
Administration and carries the CE mark (0344). Products are shown for INFORMATION
purposes only and may not be approved for marketing in specific regions. Please contact your
West Pharmaceutical Services, inc. (West) representative for product availability.

West and the diamond logo are registered trademarks of West Pharmaceutical Services, Inc. in the U.S. and other jurisdictions.
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