MICLAB-080

14. Gel-Clot Procedural Flowchart

Turn on heating block

Ensure pyrosperse is at room temperature

Sort products by reviewing codes

v

Allocate each sample with a sample number (label produ
bag and identification sheet). Label vials of process wate

with sample numbers.
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Pool contents of products into numbered 20ml
depyrogenated test tubes (as per Section 3.1.1)
Dilute Raw-Materials according to specifications if
necessary (see Section 5).

Adjust the product pH. (adjust to between
ph 6.0 and 7.5 - see Section 3.1.4)
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Label new 20ml depyrogenated test tubes with
sample number and required dilution

Make up dilutions (using table 12 as a guide) and
vortex well.
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Transfer 10ml of diluted product into a new 20m
depyrogenated test tube and add 200ul of
pyrosperse.

Prepare Endotoxin according to label on bottle and
vortex for 1 hour.
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IMPORTANT
Check CofA for Lysate sensitivity and Endotoxin
concentration. This will determine standard and PPC
dilutions. NOTE: Each Lysate lot sensitivity must be
verified, refer step 7.3.
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Set up standard tubes using 10ml depyrogenated
test tubes (according to Section 7).

Set up PPC tubes and a negative control using
20ml depyrogenated test tubes (as per Section 4)
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Once Endotoxin has been vortexed for an hour, add appropriate
volume to first standard tube, and PPC tubes (use Appendix 2 as
guide for PPC's). Vortex each tube for a minimum of 30 seconds
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Perform serial dilutions on standard tubes (as per Section 7),
vortexing for a minimum of 30 seconds between each tube
(use Appendix 1 as a guide).

Prepare and label the 10mm x 75mm test tubes
(in foam box) according to Section 8.
Pipette product and water samples into these tubes.
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Prepare and pipette pyrogent (as per Section 9).
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Carefully transfer tubes to heating block once pyrogent has been
added to each tube. Commence 1 hour incubation after the 3rd tube
has been added to the block.
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Following the hour of incubation, gently remove
tubes from the block and check for gel formation
(as per Section 9.2).
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Record all results on Form 685 and report results
in Logbook.
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Dispose of test materials (as per Section 10),
swab work bench and equipment well with
70% IPA.




