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According to our (Global Info Research) latest study, the global Sterility Testing Kit
market size was valued at US$ 926 million in 2025 and is forecast to a readjusted size
of US$ 1917 million by 2032 with a CAGR of 10.7% during review period.

Sterility testing kits are reagent and consumable combinations used to detect viable
microbial contamination in sterile drugs, biologics, cell therapy products, medical
devices, and aseptic manufacturing process samples. They typically include fluid
thioglycollate medium, soybean-casein digest medium, rinsing fluids, sterility canisters
or membrane filtration units, positive and negative controls, and rapid components such
as gPCR or ATP bioluminescence reagents, supporting compendial culture, membrane
filtration, direct inoculation, and rapid microbial methods. Key purchasing factors include
growth promotion performance, low detection limit, compatibility with antimicrobial
samples, lot consistency, sterility assurance, regulatory documentation, and validation
support, with a gross margin of approximately 58%.

Demand is mainly driven by sterile drug release testing, biologics and cell therapy batch
QC, medical device sterility assurance, and commercial-scale CDMO capacity
expansion. As injectables, ophthalmic products, vaccines, recombinant proteins, CAR-T
therapies, and iPSC-derived products move into multi-site clinical and commercial
production, customers increasingly require low sample volume, shorter release cycles,
and auditable data records, supporting the shift from in-house prepared media toward
ready-to-use media, sterility canisters, and rapid testing reagents.

Product upgrades are concentrated in two routes. The first is the shift from compendial
culture workflows to closed membrane filtration, prefilled media, and disposable sterility
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consumables to reduce false positives and manual handling risk. The second is
the adoption of rapid microbial methods such as gPCR, ATP bioluminescence, and
automated growth detection in cell and gene therapy, short-shelf-life
radiopharmaceuticals, and high-value biologics release. Leading suppliers usually
provide reagents, consumables, instruments, software, and validation services together,
while standalone kit suppliers face higher barriers to enter large pharmaceutical supply
chains without regulatory and method-validation support.

Regionally, Europe and North America are driven by compliance, data integrity, and
automation replacement, while China and broader Asia-Pacific benefit from biologics
capacity expansion, pharmacopoeia harmonization, and domestic adoption of sterility
testing systems. Key risks include long validation cycles for rapid methods, high
customer switching costs, reliance on compendial culture methods, and lot-to-lot quality
variation; opportunities are strongest in short-cycle cell therapy release, standardized
CDMO QC platforms, and domestic substitution.

Report Scope

This report is a detailed and comprehensive analysis for global Sterility Testing Kit
market. Both quantitative and qualitative analyses are presented by manufacturers, by
region & country, by Type and by Application. As the market is constantly changing, this
report explores the competition, supply and demand trends, as well as key factors that
contribute to its changing demands across many markets. Company profiles and
product examples of selected competitors, along with market share estimates of some
of the selected leaders for the year 2025, are provided.

Key Features:

Global Sterility Testing Kit market size and forecasts, in consumption value ($ Million),
sales quantity (Units), and average selling prices (US$/Unit), 2021-2032

Global Sterility Testing Kit market size and forecasts by region and country, in
consumption value ($ Million), sales quantity (Units), and average selling prices
(US$/Unit), 2021-2032

Global Sterility Testing Kit market size and forecasts, by Type and by Application, in
consumption value ($ Million), sales quantity (Units), and average selling prices
(US$/Unit), 2021-2032
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Global Sterility Testing Kit market shares of main players, shipments in revenue ($
Million), sales quantity (Units), and ASP (US$/Unit), 2021-2026
The Primary Objectives in This Report Are:
To determine the size of the total market opportunity of global and key countries
To assess the growth potential for Sterility Testing Kit
To forecast future growth in each product and end-use market
To assess competitive factors affecting the marketplace
This report profiles key players in the global Sterility Testing Kit market based on the
following parameters - company overview, sales quantity, revenue, price, gross margin,
product portfolio, geographical presence, and key developments. Key companies
covered as a part of this study include Thermo Fisher Scientific, Merck, Sartorius,
BioM?rieux, Charles River, Rapid Micro Biosystems, Neogen, HiMedia, BD, Bio-Rad,

etc.

This report also provides key insights about market drivers, restraints, opportunities,
new product launches or approvals.

Market Segmentation
Sterility Testing Kit market is split by Type and by Application. For the period
2021-2032, the growth among segments provides accurate calculations and forecasts
for consumption value by Type, and by Application in terms of volume and value. This
analysis can help you expand your business by targeting qualified niche markets.
Market segment by Type

Direct Inoculation Media Kits

Membrane Filtration Canister Kits

Rapid Molecular Sterility Kits
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Rapid Bioluminescence Sterility Kits
Automated Growth Detection Kits

Other Sterility Testing Kits

Market segment by Sample Matrix
Filterable AqQueous Samples
Antimicrobial Samples
Viscous and Oil-Based Samples
Cell and Biologic Samples
Medical Device and Material Samples

Other Sample Matrices

Market segment by Compliance Grade
Pharmacopoeia-Compliant Kits
GMP QC Release Kits
Rapid Method Validation Kits
Research and Development Kits

Custom Validated Kits

Market segment by Time to Result

Conventional 14-Day Kits
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Accelerated Culture Kits
Rapid 1-7 Day Kits
Same-Day Molecular Kits

Other Turnaround Kits

Market segment by Application
Sterile Drug Release Testing
Biologics and Cell Therapy QC
Medical Device Sterility Assurance
Raw Materials and Process Monitoring
Environmental and Aseptic Process Monitoring

Contract Testing and Research Services

Major players covered
Thermo Fisher Scientific
Merck
Sartorius
BioM?rieux
Charles River
Rapid Micro Biosystems

Neogen
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HiMedia

BD

Bio-Rad

Scharlab

Condalab

Tailin Bioengineering
Huankai Microbial
Hopebio

Coolaber

Market segment by region, regional analysis covers
North America (United States, Canada, and Mexico)
Europe (Germany, France, United Kingdom, Russia, Italy, and Rest of Europe)
Asia-Pacific (China, Japan, Korea, India, Southeast Asia, and Australia)
South America (Brazil, Argentina, Colombia, and Rest of South America)
Middle East & Africa (Saudi Arabia, UAE, Egypt, South Africa, and Rest of
Middle East & Africa)

Chapter Outline

Chapter 1, to describe Sterility Testing Kit product scope, market overview, market
estimation caveats and base year.
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Chapter 2, to profile the top manufacturers of Sterility Testing Kit, with price, sales
guantity, revenue, and global market share of Sterility Testing Kit from 2021 to 2026.

Chapter 3, the Sterility Testing Kit competitive situation, sales quantity, revenue, and
global market share of top manufacturers are analyzed emphatically by landscape
contrast.

Chapter 4, the Sterility Testing Kit breakdown data are shown at the regional level, to
show the sales quantity, consumption value, and growth by regions, from 2021 to 2032.

Chapter 5 and 6, to segment the sales by Type and by Application, with sales market
share and growth rate by Type, by Application, from 2021 to 2032.

Chapter 7, 8, 9, 10 and 11, to break the sales data at the country level, with sales
guantity, consumption value, and market share for key countries in the world, from 2021
to 2026.and Sterility Testing Kit market forecast, by regions, by Type, and by
Application, with sales and revenue, from 2027 to 2032.

Chapter 12, market dynamics, drivers, restraints, trends, and Porters Five Forces
analysis.

Chapter 13, the key raw materials and key suppliers, and industry chain of Sterility
Testing Kit.

Chapter 14 and 15, to describe Sterility Testing Kit sales channel, distributors,
customers, research findings and conclusion.

Global Sterility Testing Kit Market 2026 by Manufacturers, Regions, Type and Application, Forecast to 2032


https://marketpublishers.com/report/in_vitro_diagnostics/global-sterility-testing-kit-market-gir.html

. +357 96 030922
Market Publishers info@marketpublishers.com

1 MARKET OVERVIEW

1.1 Product Overview and Scope
1.2 Market Estimation Caveats and Base Year
1.3 Market Analysis by Type

1.3.1 Overview: Global Sterility Testing Kit Consumption Value by Type: 2021 Versus
2025 Versus 2032

1.3.2 Direct Inoculation Media Kits

1.3.3 Membrane Filtration Canister Kits

1.3.4 Rapid Molecular Sterility Kits

1.3.5 Rapid Bioluminescence Sterility Kits

1.3.6 Automated Growth Detection Kits

1.3.7 Other Sterility Testing Kits
1.4 Market Analysis by Sample Matrix

1.4.1 Overview: Global Sterility Testing Kit Consumption Value by Sample Matrix:
2021 Versus 2025 Versus 2032

1.4.2 Filterable Aqueous Samples

1.4.3 Antimicrobial Samples

1.4.4 Viscous and Oil-Based Samples

1.4.5 Cell and Biologic Samples

1.4.6 Medical Device and Material Samples

1.4.7 Other Sample Matrices
1.5 Market Analysis by Compliance Grade

1.5.1 Overview: Global Sterility Testing Kit Consumption Value by Compliance Grade:
2021 Versus 2025 Versus 2032

1.5.2 Pharmacopoeia-Compliant Kits

1.5.3 GMP QC Release Kits

1.5.4 Rapid Method Validation Kits

1.5.5 Research and Development Kits

1.5.6 Custom Validated Kits
1.6 Market Analysis by Time to Result

1.6.1 Overview: Global Sterility Testing Kit Consumption Value by Time to Result:
2021 Versus 2025 Versus 2032

1.6.2 Conventional 14-Day Kits

1.6.3 Accelerated Culture Kits

1.6.4 Rapid 1-7 Day Kits

1.6.5 Same-Day Molecular Kits
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1.6.6 Other Turnaround Kits
1.7 Market Analysis by Application
1.7.1 Overview: Global Sterility Testing Kit Consumption Value by Application: 2021
Versus 2025 Versus 2032
1.7.2 Sterile Drug Release Testing
1.7.3 Biologics and Cell Therapy QC
1.7.4 Medical Device Sterility Assurance
1.7.5 Raw Materials and Process Monitoring
1.7.6 Environmental and Aseptic Process Monitoring
1.7.7 Contract Testing and Research Services
1.8 Global Sterility Testing Kit Market Size & Forecast
1.8.1 Global Sterility Testing Kit Consumption Value (2021 & 2025 & 2032)
1.8.2 Global Sterility Testing Kit Sales Quantity (2021-2032)
1.8.3 Global Sterility Testing Kit Average Price (2021-2032)

2 MANUFACTURERS PROFILES

2.1 Thermo Fisher Scientific

2.1.1 Thermo Fisher Scientific Details

2.1.2 Thermo Fisher Scientific Major Business

2.1.3 Thermo Fisher Scientific Sterility Testing Kit Product and Services

2.1.4 Thermo Fisher Scientific Sterility Testing Kit Sales Quantity, Average Price,
Revenue, Gross Margin and Market Share (2021-2026)

2.1.5 Thermo Fisher Scientific Recent Developments/Updates
2.2 Merck

2.2.1 Merck Details

2.2.2 Merck Major Business

2.2.3 Merck Sterility Testing Kit Product and Services

2.2.4 Merck Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.2.5 Merck Recent Developments/Updates
2.3 Sartorius

2.3.1 Sartorius Details

2.3.2 Sartorius Major Business

2.3.3 Sartorius Sterility Testing Kit Product and Services

2.3.4 Sartorius Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.3.5 Sartorius Recent Developments/Updates
2.4 BioM?rieux
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2.4.1 BioM?rieux Details

2.4.2 BioM?rieux Major Business

2.4.3 BioM?rieux Sterility Testing Kit Product and Services

2.4.4 BioM?rieux Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.4.5 BioM?rieux Recent Developments/Updates
2.5 Charles River

2.5.1 Charles River Details

2.5.2 Charles River Major Business

2.5.3 Charles River Sterility Testing Kit Product and Services

2.5.4 Charles River Sterility Testing Kit Sales Quantity, Average Price, Revenue,
Gross Margin and Market Share (2021-2026)

2.5.5 Charles River Recent Developments/Updates
2.6 Rapid Micro Biosystems

2.6.1 Rapid Micro Biosystems Details

2.6.2 Rapid Micro Biosystems Major Business

2.6.3 Rapid Micro Biosystems Sterility Testing Kit Product and Services

2.6.4 Rapid Micro Biosystems Sterility Testing Kit Sales Quantity, Average Price,
Revenue, Gross Margin and Market Share (2021-2026)

2.6.5 Rapid Micro Biosystems Recent Developments/Updates
2.7 Neogen

2.7.1 Neogen Detalils

2.7.2 Neogen Major Business

2.7.3 Neogen Sterility Testing Kit Product and Services

2.7.4 Neogen Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.7.5 Neogen Recent Developments/Updates
2.8 HiMedia

2.8.1 HiMedia Details

2.8.2 HiMedia Major Business

2.8.3 HiMedia Sterility Testing Kit Product and Services

2.8.4 HiMedia Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.8.5 HiMedia Recent Developments/Updates
2.9BD

2.9.1 BD Details

2.9.2 BD Major Business

2.9.3 BD Sterility Testing Kit Product and Services

2.9.4 BD Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross Margin
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and Market Share (2021-2026)

2.9.5 BD Recent Developments/Updates
2.10 Bio-Rad

2.10.1 Bio-Rad Details

2.10.2 Bio-Rad Major Business

2.10.3 Bio-Rad Sterility Testing Kit Product and Services

2.10.4 Bio-Rad Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.10.5 Bio-Rad Recent Developments/Updates
2.11 Scharlab

2.11.1 Scharlab Details

2.11.2 Scharlab Major Business

2.11.3 Scharlab Sterility Testing Kit Product and Services

2.11.4 Scharlab Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.11.5 Scharlab Recent Developments/Updates
2.12 Condalab

2.12.1 Condalab Details

2.12.2 Condalab Major Business

2.12.3 Condalab Sterility Testing Kit Product and Services

2.12.4 Condalab Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.12.5 Condalab Recent Developments/Updates
2.13 Tailin Bioengineering

2.13.1 Tailin Bioengineering Details

2.13.2 Tailin Bioengineering Major Business

2.13.3 Tailin Bioengineering Sterility Testing Kit Product and Services

2.13.4 Tailin Bioengineering Sterility Testing Kit Sales Quantity, Average Price,
Revenue, Gross Margin and Market Share (2021-2026)

2.13.5 Tailin Bioengineering Recent Developments/Updates
2.14 Huankai Microbial

2.14.1 Huankai Microbial Details

2.14.2 Huankai Microbial Major Business

2.14.3 Huankai Microbial Sterility Testing Kit Product and Services

2.14.4 Huankai Microbial Sterility Testing Kit Sales Quantity, Average Price, Revenue,
Gross Margin and Market Share (2021-2026)

2.14.5 Huankai Microbial Recent Developments/Updates
2.15 Hopebio

2.15.1 Hopebio Details
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2.15.2 Hopebio Major Business

2.15.3 Hopebio Sterility Testing Kit Product and Services

2.15.4 Hopebio Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.15.5 Hopebio Recent Developments/Updates
2.16 Coolaber

2.16.1 Coolaber Details

2.16.2 Coolaber Major Business

2.16.3 Coolaber Sterility Testing Kit Product and Services

2.16.4 Coolaber Sterility Testing Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.16.5 Coolaber Recent Developments/Updates

3 COMPETITIVE ENVIRONMENT: STERILITY TESTING KIT BY MANUFACTURER

3.1 Global Sterility Testing Kit Sales Quantity by Manufacturer (2021-2026)
3.2 Global Sterility Testing Kit Revenue by Manufacturer (2021-2026)
3.3 Global Sterility Testing Kit Average Price by Manufacturer (2021-2026)
3.4 Market Share Analysis (2025)

3.4.1 Producer Shipments of Sterility Testing Kit by Manufacturer Revenue ($MM) and
Market Share (%): 2025

3.4.2 Top 3 Sterility Testing Kit Manufacturer Market Share in 2025

3.4.3 Top 6 Sterility Testing Kit Manufacturer Market Share in 2025
3.5 Sterility Testing Kit Market: Overall Company Footprint Analysis

3.5.1 Sterility Testing Kit Market: Region Footprint

3.5.2 Sterility Testing Kit Market: Company Product Type Footprint

3.5.3 Sterility Testing Kit Market: Company Product Application Footprint
3.6 New Market Entrants and Barriers to Market Entry
3.7 Mergers, Acquisition, Agreements, and Collaborations

4 CONSUMPTION ANALYSIS BY REGION

4.1 Global Sterility Testing Kit Market Size by Region
4.1.1 Global Sterility Testing Kit Sales Quantity by Region (2021-2032)
4.1.2 Global Sterility Testing Kit Consumption Value by Region (2021-2032)
4.1.3 Global Sterility Testing Kit Average Price by Region (2021-2032)

4.2 North America Sterility Testing Kit Consumption Value (2021-2032)

4.3 Europe Sterility Testing Kit Consumption Value (2021-2032)

4.4 Asia-Pacific Sterility Testing Kit Consumption Value (2021-2032)
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4.5 South America Sterility Testing Kit Consumption Value (2021-2032)
4.6 Middle East & Africa Sterility Testing Kit Consumption Value (2021-2032)

5 MARKET SEGMENT BY TYPE

5.1 Global Sterility Testing Kit Sales Quantity by Type (2021-2032)
5.2 Global Sterility Testing Kit Consumption Value by Type (2021-2032)
5.3 Global Sterility Testing Kit Average Price by Type (2021-2032)

6 MARKET SEGMENT BY APPLICATION

6.1 Global Sterility Testing Kit Sales Quantity by Application (2021-2032)
6.2 Global Sterility Testing Kit Consumption Value by Application (2021-2032)
6.3 Global Sterility Testing Kit Average Price by Application (2021-2032)

7 NORTH AMERICA

7.1 North America Sterility Testing Kit Sales Quantity by Type (2021-2032)

7.2 North America Sterility Testing Kit Sales Quantity by Application (2021-2032)

7.3 North America Sterility Testing Kit Market Size by Country
7.3.1 North America Sterility Testing Kit Sales Quantity by Country (2021-2032)
7.3.2 North America Sterility Testing Kit Consumption Value by Country (2021-2032)
7.3.3 United States Market Size and Forecast (2021-2032)
7.3.4 Canada Market Size and Forecast (2021-2032)
7.3.5 Mexico Market Size and Forecast (2021-2032)

8 EUROPE

8.1 Europe Sterility Testing Kit Sales Quantity by Type (2021-2032)
8.2 Europe Sterility Testing Kit Sales Quantity by Application (2021-2032)
8.3 Europe Sterility Testing Kit Market Size by Country
8.3.1 Europe Sterility Testing Kit Sales Quantity by Country (2021-2032)
8.3.2 Europe Sterility Testing Kit Consumption Value by Country (2021-2032)
8.3.3 Germany Market Size and Forecast (2021-2032)
8.3.4 France Market Size and Forecast (2021-2032)
8.3.5 United Kingdom Market Size and Forecast (2021-2032)
8.3.6 Russia Market Size and Forecast (2021-2032)
8.3.7 Italy Market Size and Forecast (2021-2032)
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9.1 Asia-Pacific Sterility Testing Kit Sales Quantity by Type (2021-2032)
9.2 Asia-Pacific Sterility Testing Kit Sales Quantity by Application (2021-2032)
9.3 Asia-Pacific Sterility Testing Kit Market Size by Region
9.3.1 Asia-Pacific Sterility Testing Kit Sales Quantity by Region (2021-2032)
9.3.2 Asia-Pacific Sterility Testing Kit Consumption Value by Region (2021-2032)
9.3.3 China Market Size and Forecast (2021-2032)
9.3.4 Japan Market Size and Forecast (2021-2032)
9.3.5 South Korea Market Size and Forecast (2021-2032)
9.3.6 India Market Size and Forecast (2021-2032)
9.3.7 Southeast Asia Market Size and Forecast (2021-2032)
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