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According to our (Global Info Research) latest study, the global Rapid Sterility Test Kit
market size was valued at US$ 478 million in 2025 and is forecast to a readjusted size
of US$ 647 million by 2032 with a CAGR of 4.4% during review period.

In 2025, global production capacity for rapid sterility test kits reached approximately 3.0
million units, with actual output of about 2.58 million units. The average market price
was around USD 180 per unit, and leading suppliers reported gross margins between
45% and 65%, driven by high value-added reagents and proprietary rapid-detection
technologies. A Rapid Sterility Test Kit is a microbiological testing product designed to
rapidly detect microbial contamination in pharmaceuticals, biologics, cell and gene
therapies, and medical devices. Compared with traditional 14-day sterility tests, rapid
methods typically deliver results within hours to a few days using technologies such as
ATP bioluminescence, fluorescence staining, flow cytometry, or nucleic acid
amplification.

Upstream components include biochemical reagents, fluorescent probes, enzymes,
culture media substitutes, and disposable consumables. Midstream manufacturers
integrate reagents, assay protocols, and detection compatibility into standardized kits,
often supported by validation documentation for regulatory compliance. Downstream
users include pharmaceutical manufacturers, CDMOs, biologics producers, cell therapy
companies, and quality control laboratories. Purchasing decisions are driven by
detection speed, validation status (USP, EP, JP), sensitivity, and compatibility with
existing sterility testing workflows.

The rapid sterility test kit market is expanding as pharmaceutical and biologics
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manufacturers seek faster product release and reduced inventory holding times.
Growth is strongly supported by the rise of biologics, vaccines, and cell and gene
therapies, where traditional sterility testing is a major bottleneck. Regulatory agencies
increasingly accept validated rapid methods as alternatives or supplements to
compendial tests. Manufacturers focus on improving sensitivity, robustness, and
regulatory alignment while reducing false positives. Future growth will be driven by
automation, closed-system testing, and integration with rapid microbial detection
instruments in GMP environments.

This report is a detailed and comprehensive analysis for global Rapid Sterility Test 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 Rapid Sterility Test Kit market size and forecasts, in consumption value ($
Million), sales quantity (K Units), and average selling prices (US$/Unit), 2021-2032

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

Global Rapid Sterility Test Kit market size and forecasts, by Type and by Application, in
consumption value ($ Million), sales quantity (K Units), and average selling prices
(US$/Unit), 2021-2032

Global Rapid Sterility Test Kit market shares of main players, shipments in revenue ($
Million), sales quantity (K 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 Rapid Sterility Test Kit

To forecast future growth in each product and end-use market

To assess competitive factors affecting the marketplace
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This report profiles key players in the global Rapid Sterility Test 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 Sartorius, Thermofisher, Fujifim-wako, Merck,
New England Biolabs, bioM?rieux, Charles River, BD, Rapid Micro Biosystems,
PerkinElme, etc.

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

Market Segmentation
Rapid Sterility Test 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

ATP Bioluminescence Sterility Test Kit

PCR-Based Rapid Sterility Test Kit

Fluorescence-Based Sterility Test Kit

Market segment by Test Method
Growth-Based Rapid Sterility Test Kit

Non-Growth-Based Sterility Test Kit

Market segment by Application
Pharmaceutical Product

Biological Product
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Medical Device

Others

Major players covered
Sartorius
Thermofisher
Fujiflim-wako
Merck
New England Biolabs
bioM?rieux
Charles River
BD
Rapid Micro Biosystems
PerkinElme
Yocon

Hillgene Biopharma

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)
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Middle East & Africa (Saudi Arabia, UAE, Egypt, South Africa, and Rest of Middle East
& Africa)

The content of the study subjects, includes a total of 15 chapters:

Chapter 1, to describe Rapid Sterility Test Kit product scope, market overview, market
estimation caveats and base year.

Chapter 2, to profile the top manufacturers of Rapid Sterility Test Kit, with price, sales
guantity, revenue, and global market share of Rapid Sterility Test Kit from 2021 to 2026.

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

Chapter 4, the Rapid Sterility Test 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 Rapid Sterility Test 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 Rapid
Sterility Test Kit.

Chapter 14 and 15, to describe Rapid Sterility Test Kit sales channel, distributors,
customers, research findings and conclusion.
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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 Rapid Sterility Test Kit Consumption Value by Type: 2021
Versus 2025 Versus 2032
1.3.2 ATP Bioluminescence Sterility Test Kit
1.3.3 PCR-Based Rapid Sterility Test Kit
1.3.4 Fluorescence-Based Sterility Test Kit
1.4 Market Analysis by Test Method
1.4.1 Overview: Global Rapid Sterility Test Kit Consumption Value by Test Method:
2021 Versus 2025 Versus 2032
1.4.2 Growth-Based Rapid Sterility Test Kit
1.4.3 Non-Growth-Based Sterility Test Kit
1.5 Market Analysis by Application
1.5.1 Overview: Global Rapid Sterility Test Kit Consumption Value by Application:
2021 Versus 2025 Versus 2032
1.5.2 Pharmaceutical Product
1.5.3 Biological Product
1.5.4 Medical Device
1.5.5 Others
1.6 Global Rapid Sterility Test Kit Market Size & Forecast
1.6.1 Global Rapid Sterility Test Kit Consumption Value (2021 & 2025 & 2032)
1.6.2 Global Rapid Sterility Test Kit Sales Quantity (2021-2032)
1.6.3 Global Rapid Sterility Test Kit Average Price (2021-2032)

2 MANUFACTURERS PROFILES

2.1 Sartorius

2.1.1 Sartorius Details

2.1.2 Sartorius Major Business

2.1.3 Sartorius Rapid Sterility Test Kit Product and Services

2.1.4 Sartorius Rapid Sterility Test Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.1.5 Sartorius Recent Developments/Updates
2.2 Thermofisher
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2.2.1 Thermofisher Details

2.2.2 Thermofisher Major Business

2.2.3 Thermofisher Rapid Sterility Test Kit Product and Services

2.2.4 Thermofisher Rapid Sterility Test Kit Sales Quantity, Average Price, Revenue,
Gross Margin and Market Share (2021-2026)

2.2.5 Thermofisher Recent Developments/Updates
2.3 Fujiflim-wako

2.3.1 Fujiflim-wako Details

2.3.2 Fujifim-wako Major Business

2.3.3 Fujiflim-wako Rapid Sterility Test Kit Product and Services

2.3.4 Fujifim-wako Rapid Sterility Test Kit Sales Quantity, Average Price, Revenue,
Gross Margin and Market Share (2021-2026)

2.3.5 Fujifim-wako Recent Developments/Updates
2.4 Merck

2.4.1 Merck Details

2.4.2 Merck Major Business

2.4.3 Merck Rapid Sterility Test Kit Product and Services

2.4.4 Merck Rapid Sterility Test Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.4.5 Merck Recent Developments/Updates
2.5 New England Biolabs

2.5.1 New England Biolabs Details

2.5.2 New England Biolabs Major Business

2.5.3 New England Biolabs Rapid Sterility Test Kit Product and Services

2.5.4 New England Biolabs Rapid Sterility Test Kit Sales Quantity, Average Price,
Revenue, Gross Margin and Market Share (2021-2026)

2.5.5 New England Biolabs Recent Developments/Updates
2.6 bioM?rieux

2.6.1 bioM?rieux Details

2.6.2 bioM?rieux Major Business

2.6.3 bioM?rieux Rapid Sterility Test Kit Product and Services

2.6.4 bioM?rieux Rapid Sterility Test Kit Sales Quantity, Average Price, Revenue,
Gross Margin and Market Share (2021-2026)

2.6.5 bioM?rieux Recent Developments/Updates
2.7 Charles River

2.7.1 Charles River Details

2.7.2 Charles River Major Business

2.7.3 Charles River Rapid Sterility Test Kit Product and Services

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

2.7.5 Charles River Recent Developments/Updates
2.8 BD

2.8.1 BD Details

2.8.2 BD Major Business

2.8.3 BD Rapid Sterility Test Kit Product and Services

2.8.4 BD Rapid Sterility Test Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.8.5 BD Recent Developments/Updates
2.9 Rapid Micro Biosystems

2.9.1 Rapid Micro Biosystems Details

2.9.2 Rapid Micro Biosystems Major Business

2.9.3 Rapid Micro Biosystems Rapid Sterility Test Kit Product and Services

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

2.9.5 Rapid Micro Biosystems Recent Developments/Updates
2.10 PerkinElme

2.10.1 PerkinElme Details

2.10.2 PerkinElme Major Business

2.10.3 PerkinElme Rapid Sterility Test Kit Product and Services

2.10.4 PerkinElme Rapid Sterility Test Kit Sales Quantity, Average Price, Revenue,
Gross Margin and Market Share (2021-2026)

2.10.5 PerkinElme Recent Developments/Updates
2.11 Yocon

2.11.1 Yocon Details

2.11.2 Yocon Major Business

2.11.3 Yocon Rapid Sterility Test Kit Product and Services

2.11.4 Yocon Rapid Sterility Test Kit Sales Quantity, Average Price, Revenue, Gross
Margin and Market Share (2021-2026)

2.11.5 Yocon Recent Developments/Updates
2.12 Hillgene Biopharma

2.12.1 Hillgene Biopharma Details

2.12.2 Hillgene Biopharma Major Business

2.12.3 Hillgene Biopharma Rapid Sterility Test Kit Product and Services

2.12.4 Hillgene Biopharma Rapid Sterility Test Kit Sales Quantity, Average Price,
Revenue, Gross Margin and Market Share (2021-2026)

2.12.5 Hillgene Biopharma Recent Developments/Updates

3 COMPETITIVE ENVIRONMENT: RAPID STERILITY TEST KIT BY
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MANUFACTURER

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

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

3.4.2 Top 3 Rapid Sterility Test Kit Manufacturer Market Share in 2025

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

3.5.1 Rapid Sterility Test Kit Market: Region Footprint

3.5.2 Rapid Sterility Test Kit Market: Company Product Type Footprint

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

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

4.3 Europe Rapid Sterility Test Kit Consumption Value (2021-2032)

4.4 Asia-Pacific Rapid Sterility Test Kit Consumption Value (2021-2032)

4.5 South America Rapid Sterility Test Kit Consumption Value (2021-2032)

4.6 Middle East & Africa Rapid Sterility Test Kit Consumption Value (2021-2032)

5 MARKET SEGMENT BY TYPE

5.1 Global Rapid Sterility Test Kit Sales Quantity by Type (2021-2032)

5.2 Global Rapid Sterility Test Kit Consumption Value by Type (2021-2032)
5.3 Global Rapid Sterility Test Kit Average Price by Type (2021-2032)

6 MARKET SEGMENT BY APPLICATION

6.1 Global Rapid Sterility Test Kit Sales Quantity by Application (2021-2032)
6.2 Global Rapid Sterility Test Kit Consumption Value by Application (2021-2032)
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6.3 Global Rapid Sterility Test Kit Average Price by Application (2021-2032)
7 NORTH AMERICA

7.1 North America Rapid Sterility Test Kit Sales Quantity by Type (2021-2032)
7.2 North America Rapid Sterility Test Kit Sales Quantity by Application (2021-2032)
7.3 North America Rapid Sterility Test Kit Market Size by Country
7.3.1 North America Rapid Sterility Test Kit Sales Quantity by Country (2021-2032)
7.3.2 North America Rapid Sterility Test 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 Rapid Sterility Test Kit Sales Quantity by Type (2021-2032)
8.2 Europe Rapid Sterility Test Kit Sales Quantity by Application (2021-2032)
8.3 Europe Rapid Sterility Test Kit Market Size by Country
8.3.1 Europe Rapid Sterility Test Kit Sales Quantity by Country (2021-2032)
8.3.2 Europe Rapid Sterility Test 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)

9 ASIA-PACIFIC

9.1 Asia-Pacific Rapid Sterility Test Kit Sales Quantity by Type (2021-2032)
9.2 Asia-Pacific Rapid Sterility Test Kit Sales Quantity by Application (2021-2032)
9.3 Asia-Pacific Rapid Sterility Test Kit Market Size by Region
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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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9.3.8 Australia Market Size and Forecast (2021-2032)
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