	Client Information

	Company Name:

	Purchase Order (if available):

	
	Quotation No (Mandatory for registration of samples):


	Mailing Address:


	RUSH SERVICE – as mutually agreed
[bookmark: _Hlk189480898]Send RUSH requests 3WD in advance to: SampleReceiptBPTSYD@eurofinsanz.com
NOTE: Checking YES will incur a surcharge
	Yes
	No

	
	
	☐	☐
	Submitted by: 
	Are the sample(s) Cytotoxic?
If yes, MSDS must be provided.
	Yes
	No

	Email Address: 
	
	☐	☐
	Tel: 
	Mob:
	Are the sample(s) Schedule 8 Drugs of Addiction?
If yes, the concentration is: _____________

	Yes
	No

	Date: 
	
	☐	☐

Note: If submitting sample(s) for sterility test, please notify Eurofins | ams if sample is believed or suspected that the sample(s) are non-sterile.
	Sample Information

	Quantity of Item(s)
	Volume / Item
	Batch Number
	Sample Description
	Please select   the test(s) required.

	
	
	
	
	Test Request

	*Stasis / Other
	Item(s) to be tested as
(select one from the dropdown menu)

	
	
	
	

	
	Choose an item.	Choose an item.	Choose an item.
	
	
	
	
	Choose an item.	Choose an item.	Choose an item.
	
	
	
	
	Choose an item.	Choose an item.	Choose an item.
	
	
	
	
	Choose an item.	Choose an item.	Choose an item.
	
	
	
	
	Choose an item.	Choose an item.	Choose an item.


	Please provide any previous validation details for this product/s (Eurofins eLIMS number of products previous validation)
	

	LAL Testing Requirement: Please provide the LAL EU Limit. 
(Required for registration)
	

	Sterility Testing Requirement:  Please answer the below queries.

	How is your product sterilized? i.e. Aseptic fill/ gamma irradiation/ EO/ Other
	

	What is the Gamma dose? What is the EO cycle time?
	

	NOTE: Samples sterilsed at a reduced dose or have a product history of failures will need to be tested in our simulated clean room. Additional charges apply.

	Sub Vis Testing Requirement:  What is the fill volume? (If submitting empty vials)
	

	*Please detail in special requirements on Page 2.


Sub-Visible Particle Count, Sterility & Endotoxin Testing Sample Submission Form
[image: Image result for eurofins biopharma testing group logo]
Label Parcel as: Eurofins BPT Laboratories Pty Ltd 
Sample Reception, Delivery Door 2, Building A, 
179 Magowar Rd, Girraween NSW 2145


	Eurofins BioPharma Product Testing - Sydney
A Eurofins BioPharma Product Testing Laboratory

ABN: 63 114 804 572
	179 Magowar Road, GIRRAWEEN
NSW 2145, Australia


	T | +61 2 9704 2300
www.eurofins.com.au/biopharma-services
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	Please complete the checklist below for Sterility/LAL validation testing purposes:

	                    Check list
	Yes
	No
	Details

	What is the batch size of the product? (i.e. how  many units are produced per batch?)
	
	
	

	Is the product filterable through a 0.45µm membrane?
	
	
	

	Is the product believed or suspected to be non-sterile? Please specify.
	
	
	

	Does the product contain any preservative or antibiotic substance? 
If so, state its name, % and/or concentration?
	
	
	

	Does the product contain:
	1. Protein or serum component?
	
	
	

	
	2. Polysaccharide e.g. dextran?
	
	
	

	Is the product (if powder) soluble in water?
If not, is it soluble in any solvent? Please specify.
	
	
	

	If liquid, is it miscible with water?
	
	
	

	Please specify the potency of the product.
	
	
	

	Please specify the Dose/Kg of body weight that would be administered in a single one hour period.
	
	
	

	Please specify whether the product is a parenteral or an intrathecal drug.
	
	
	

	Is the pH of the product between 6.0 to 8.0?
If not, please specify.
	
	
	

	Has the product come into contact with the following during processing:
	1. Cellulosic material
	
	
	

	
	2. Yeast hydrolysate
	
	
	

	Is the product of biological origin?
	
	
	

	Is the product from a GMO (Genetically Modified Organism)?
	
	
	

	Is it hazardous to analyst or operators? Is the MSDS available? (Please supply us with one).
	
	
	



	*Stasis Organism(s) (Please Tick) :

	☐	S.aureus
	☐	B.subtilis
	☐	A.brasiliensis
	☐	C.sporogenes (Not recommended for ISO method)

	☐	P.aeruginosa
	☐	C.albicans
	☐	 Others:


NOTE: A completed SSF with unambiguous testing instructions is required to register each project/sample(s).  Any Client-requested testing instructions in the Quotation must also be described on the SSF. Failure to include them may result in their omission for testing. Any changes to submitted SSFs must be communicated via a NEW completed and client-authorised SSF, not verbal and/or emailed communication to the lab. Failure to provide updated SSFs in a timely manner will likely delay registration and test turnaround time.

 *Any other special requirements (please specify):
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