











TEST SUMMARY DESCRIPTION

TEST IMPORTANCE
Endotoxi Endotoxins can cause inflammatory responses and potentially serious adverse
ndotoxin reactions, e ven in small amounts.
Critical quality control measure that ensures the produc  tis free from viable
Sterility microorganisms. Critical batch release test, ensuring each lo  t meets the highest
safety standards bef ore distribution.
COVID-19 Ensures the produc tis free f orm SARS-Co V-2 contamination, and impor  tant

safety measure, especially giv en the global impac t of SARS-Co V-2 pandemic.

HRIPT (Human Repeat
Insult Patch Test)

To asses the po tential of the produc t to cause irritation, sensitization, and
allergic contac t on the skin.

Tetrapanin (CD81,

These te trapanins are considered canonical mark ers for exosomes. Tetraspanins
are impor tant in mutual cell contac t, exosome up take, gamete matur ation,

CD63,CD9) Lo
fertilization, and embr yo development.
Placental Alpha Microglobulin-1 (PAMG-1) is highly specific to human amniotic
PAMG-1 fluid. It is produced by the decidual cells of the placenta and is present in high

concentr ations. Used f or identity and strength analysis, ensuring produc  tis
unadulterated human amniotic fluid.

Exosome Size

Exosome siz e distribution pro vides crucial insights into the exosomes biological
properties, functional capabilities, and overall quality of the amniotic fluid.

Distribution preparation. Exosome size can influence their cellular uptake, biodistribution,
cargo content, and ultimately their ther  apeutic po tential.
Important visual indicator of product quality and purity. Amniotic flud is typically
Color clear with a slitght y ellow or amber tint.
Turbidity is an impor tant quality par ameter as it can indicate the presence of
Turbidity particles, cellular debris, or o ther components that might aff ect the produc t’s

purity, stability, and efficacy.

Total Cell Count

To ensure complete removal of cells and confirm a cellular nature of product, as
cells have been associated with adv erse eff ects.

pH

Important for ensuring product stability, efficacy, and biocompatibility.

Osmolality

Useful f or evaluating the concentr ation of dissolv ed par ticles, required to mee t
standards.

Zeta Potential

Zeta po tential pro vides impor tant about the stability and o  verall surface charge
of particles in a suspension, like exosomes in amniotic fluid. It can help predict
the tendency of the exosomes to aggregate in amniotic fluid, wich can impact

safety and efficacy of the product.

Sub-Visible Par ticulate

Subvisible particle specifications are crucial for ensuring quality and safety.
These specifications help the presence of particles that are too small to be seen
with the nak ed eye but ha ve the po tential to cause adv erse eff ects.
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