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v USP<61>
» Sample preparation

— Aseptic testing with sterile media
— Homogenous mixture

o Water soluble

+ Fatty productsand gelatinous
+ Aerosolized materials
+ Transdermal Patches

Microbiology Testing for Non-sterile Products
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v USP<61>
» Three testing methods

— Filtration
— Pour plate
— Surface spread

* Incubation, enumeration, results

Microbiology Testing for Non-sterile Products
https://www.youtube.com/watch?v=2RsuPBZK058&t=966s
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Microbiological test J4 o (e (A2 Limitation 4 (e b test ) s Uy

Limitation for enumeration techniques (contamination test or bioburden

: 44) determination)

Not all organism present in the product will grow under testing condition
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* USP<61> - Limitations

— Not all organisms present in the product will grow under
testing conditions

* Viable but non-culturable

Microbiology Testing for Non-sterile Products
https://www.youtube.com/watch?v=2RsuPBZK058&t=966s
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Microbiology Testing for Non-sterile Products
https://www.youtube.com/watch?v=2RsuPBZK058&t=966s
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USP <51> - Antimicrobial Effectiveness
Testing (AET)

Microbiology Testing for Non-sterile Products

https://www.youtube.com/watch?v=2RsuPBZK058&t=966s

v JSP<51> - AntimicrobialEffectiveness Testing [AET)
- Purpose of the test:

- Testing performed to determine the effectiveness of
antimicrobialpreservatives by inoculating the sample with
a6t of challenge organists and the number of CFU
surviving at different time points s recoraed,

* Testing must be performed on sterile and non-sterile products that
contain antimicrobial preservatives, even if the active drug
Intrinsicall s antimicrobial

Microbiology Testing for Non-sterile Products

https://www.youtube.com/watch?v=2RsuPBZK058&t=966s



To determine the effectiveness of antimicrobial
preservation, how?

By inculcating the sample with a set of 6
challenge organism , then we choose 5 from these
6, after that the number of CFU survival of
different times point recorded
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s USP<51>

— Sterile - Multi-dose products that contain preservatives to
inhibit growth during the withdrawing of individual doses

— Non-sterile - Products that contain preservatives which are
used to protect the product from microbiological growth

during usage and manufacturing. aladlal) salall 3 5 () S a 3Y
— Testing is performed on the product as it is distributed by 48 = samall 38 5l pein
the manufacture (finished product) O5S Cua

— Preservatives used should be below the level that is toxic test the preservative for
to the user . N finish product in finish
container

Microbiology Testing for Non-sterile Products
https://www.youtube.com/watch?v=2RsuPBZK058&t=966s
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USP <51> - Product categories — Based on route of administration

Injections, parenterals including emulsions, otic, sterile nasal and
1 ophthalmic products made with aqueous bases or vehicles

Topical (aqueous bases or vehicles), non-sterile nasal and emulsions,

2 including those applied to the mucous membranes
3 Oral products other than antacids with aqueous bases or vehicles
4 Antacids made with an aqueous base

Microbiology Testing for Non-sterile Products
https://www.youtube.com/watch?v=2RsuPBZK058&t=966s

We have to know the category of products to the
preservative efficacy test that we have to do and to
interpret the result.
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Organism Type | Result Criteria

Not less than 1.0 log reduction from the initial calculated
count at 7 days, not less than 3.0 log reduction from the

L Bacters initial count at 14 days, and no increase from the 14 days
count at 28 days.
5 BaCter Not less than 2.0 log reduction from the initial count at 14
AcSChid days, and no increase from the 14 days count at 28 days.
. Not less than 1.0 log reduction from the initial count at 14
3 Bacteria

days, and no increase from the 14 days count at 28 days.

No increase from the initial calculated count at 14 and 28

1-4 Mold and yeast s

* Additional criteria required for EP testing for parenteral, ophthalmic, topical and
oral liquid based preparations.

Microbiology Testing for Non-sterile Products
https://www.youtube.com/watch?v=2RsuPBZK058&t=966s



* USP<51>-How is testing performed?
— Inoculum is prepared per USP instructions
— Sample is inoculated with tested organisms

» S. aureus, P. aeruginosa, E. coli, C. albicansand A. brasiliensis

» Categories 1, 2, and 3 — final inoculum concentration is between 1 x 10°

and 1 x 10°CFU/ mL

—— — 3 - challenge Jexi
. Ez;Le/gorLyél — final inoculum concentration is between 1 x 10° and 1 x 10 L Jhaay Ja
m

Antacids very basic

— Incubated and plated on specific days per product category
requirements

Microbiology Testing for Non-sterile Products
https://www.youtube.com/watch?v=2RsuPBZK058&t=966s
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* Determining Acceptance criteria

— USP <1111> - Non-sterile products: Acceptance criteria for
pharmaceutical preparations

— Chapter recommendations for acceptance criteria

— Cutaneous—
» TAMC <200 CFU/g/mL Like creams
» TYMC<20 CFU/g/mL
» Absentof S. aureus and P. aeruginosa

Microbiology Testing for Non-sterile Products
https://www.youtube.com/watch?v=2RsuPBZK058&t=966s
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