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Why is it important to use ultra clean 
containers in biopharmaceutical and vaccine 
applications? 

To comply with USP<788>, biopharmaceuticals and vaccines 

products require production in a low-particulate manner or filtration 

prior to final fill. Every item the drug product contacts throughout 

manufacturing can add to the particulate load. Pre-cleaned, sterile, 

ready-to-use containers ease this burden. 

 

USP<788> and equivalent regulations require that injectables are at or 

below particulate limits outlined in the regulation. Particulates can come 

from the drug ingredients, containers, tubing and equipment used in 

production of these products. Some products cannot be filtered prior to 

final fill, requiring a process which limits particulate-contributing factors 

wherever possible throughout manufacturing.
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Ultra Clean Bottles and 
Carboys for the Most 
Critical Applications 



whyis it important to assure cleanliness of containers

Never Assume
When considering options for cleanroom and critical 
containment use, it should be noted that sterility means that 
contamination is limited, but sterility claims do not imply that 
a container has any limitations on particulates. This must 
specifically be indicated on the container claims. Similarly, 
containers produced in a cleanroom environment can help 
to facilitate validation of low particulate claims. However, 
such containers cannot automatically be assumed to meet 
USP<788> requirements - they must have a low particulate 
claim that is measured.

Regulation Interpretations
Containers themselves do not currently have quantitative 
regulation or limits relating to particulates when used in 
drug manufacturing, so extrapolation of USP<788> is the 
closest alternative. Understanding that this regulation is for 
final injectable product, the desire is for containers to have 
lower particulate amounts than allowable by USP<788>. It is 
important to remember that contribution of particulates from 
multiple sources, even at these low levels, could accumulatively 
result in exceeding the allowable limits.

Visit thermoscientific.com/criticalenvironment for additional 
information and product brochures.

Summary
To make informed container choices, understanding regulatory 
requirements and product claims is essential. Thermo Scientific™ 
Nalgene™ Certified Platinum Clean products are validated to contain 
below 1/3 the allowable USP<788> particulate limits.

Nalgene Certified Platinum Clean Bottles and Carboys are sterile, low-
particulate and come ready-to-use, making them the best option for 
particulate-sensitive applications.
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