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The global Single-Sample Qualitative Testing Instrument market size is expected to
reach $ 1077 million by 2032, rising at a market growth of 4.5% CAGR during the
forecast period (2026-2032).

Single-Sample Qualitative Testing Instruments are in vitro diagnostic devices designed
around single-patient, single-test-unit, or single-sample on-demand testing workflows.
They typically use single-pack reagent strips, sealed cartridges, individual reaction
vessels, or disposable chips to complete sample reaction, signal acquisition, and
automated result interpretation, generating qualitative outputs such as positive/negative
or detected/not detected. These instruments are mainly used in emergency
departments, primary care facilities, hospital laboratories, and public health screening
settings. Their upstream supply chain primarily includes optical detection modules,
sensors, temperature-control components, liquid-handling and microfluidic parts,
miniature pumps and valves, precision plastic components, PCB control boards,
embedded software, and matched testing consumables, while downstream customers
mainly include hospitals, primary care institutions, specialty clinics, independent
diagnostic laboratories, and public health agencies. On an ex-factory equipment basis,
global production capacity reached about 111,000 units in 2025, shipments were
approximately 89,200 units, the average ex-factory price was around USD 8,600 per
unit, and the industry gross margin was roughly 38%—52%. The market is currently
characterized by international suppliers maintaining advantages in mature on-demand
diagnostic platforms and premium molecular point-of-care systems, while Chinese
manufacturers are expanding more rapidly in single-pack chemiluminescence and
compact rapid-testing instruments.

The market for single-sample qualitative testing instruments has evolved from a
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supplementary segment focused mainly on urgent and infectious-disease
testing into an increasingly important part of near-patient diagnostic infrastructure.
Current demand is concentrated in emergency triage, primary care, hospital on-demand
testing, and public health screening, with particularly active use in respiratory
pathogens, communicable disease assessment, and rapid clinical decision support. On
the supply side, major European and North American diagnostics groups continue to
lead premium platforms and established test menus, while Chinese manufacturers are
expanding more rapidly in single-pack chemiluminescence, compact immunoassay
systems, and portable molecular testing instruments. The competitive landscape is
therefore becoming more segmented, with international suppliers retaining advantages
in high-end systems and domestic players widening their presence in decentralized and
lower-throughput settings.

Future development will be driven by menu expansion, broader platform applicability,
higher workflow automation, and deeper penetration into decentralized care settings.
Molecular systems are expected to move beyond single-pathogen testing toward
multiplex panels, syndromic testing, and more clinically actionable assays, while
immunoassay platforms will increasingly emphasize modular single-test consumables,
automated interpretation, and low-maintenance operation for non-central-laboratory
environments. Leading companies are strengthening their positions through
acquisitions, technology integration, and portfolio upgrades, indicating that near-patient
diagnostics has become a strategic growth direction within the broader IVD industry. As
instruments become smaller, more cartridge-based, and more software-enabled,
product differentiation will increasingly depend on menu breadth, analytical reliability,
operating simplicity, and the ability to reproduce consistent performance across diverse
clinical settings.

The most important growth driver is the healthcare system's rising need for faster
diagnosis and quicker intervention. Routine infectious-disease surveillance, emergency
departments' need to reduce decision time, the strengthening of primary care
capabilities, and clinicians' preference for completing testing and initial management
within the same patient encounter all enhance the value of single-sample qualitative
systems. Regulatory and industry discussions are also placing greater emphasis on the
quality of testing performed outside traditional laboratories, encouraging manufacturers
to improve standardization, traceability, and quality-control functions. In China, local
suppliers benefit from cost competitiveness, quicker market responsiveness, and better
adaptation to domestic use cases, which may support further adoption in county-level
hospitals, community clinics, and decentralized departments within larger medical
institutions.
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At the same time, the industry continues to face meaningful constraints. Some platforms
offer rapid testing capabilities but still require broader assay menus, stronger clinical
validation, and more real-world evidence to improve utilization and long-term adoption.
Regulatory requirements, hospital procurement processes, reimbursement conditions,
and staffing rules for near-patient testing differ across countries, making international
commercialization more complex. In addition, these instruments are usually tied closely
to proprietary consumables, which means that supply stability, consumable economics,
and service capacity directly influence customer retention. Competition will therefore not
be determined by instrument pricing alone, but by whether suppliers can build a durable
closed loop across platform design, assay menu, consumables, and after-sales support.

This report studies the global Single-Sample Qualitative Testing Instrument production,
demand, key manufacturers, and key regions.

This report is a detailed and comprehensive analysis of the world market for Single-
Sample Qualitative Testing Instrument and provides market size (US$ million) and Year-
over-Year (YoY) Growth, considering 2025 as the base year. This report explores
demand trends and competition, as well as details the characteristics of Single-Sample
Qualitative Testing Instrument that contribute to its increasing demand across many
markets.

Highlights and key features of the study

Global Single-Sample Qualitative Testing Instrument total production and demand,
2021-2032, (Units)

Global Single-Sample Qualitative Testing Instrument total production value, 2021-2032,
(USD Million)

Global Single-Sample Qualitative Testing Instrument production by region & country,
production, value, CAGR, 2021-2032, (USD Million) & (Units), (based on production
site)

Global Single-Sample Qualitative Testing Instrument consumption by region & country,
CAGR, 2021-2032 & (Units)

U.S. VS China: Single-Sample Qualitative Testing Instrument domestic production,
consumption, key domestic manufacturers and share

Global Single-Sample Qualitative Testing Instrument production by manufacturer,
production, price, value and market share 2021-2026, (USD Million) & (Units)

Global Single-Sample Qualitative Testing Instrument production by Type, production,
value, CAGR, 2021-2032, (USD Million) & (Units)

Global Single-Sample Qualitative Testing Instrument production by Application,
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production, value, CAGR, 2021-2032, (USD Million) & (Units)

This report profiles key players in the global Single-Sample Qualitative Testing
Instrument market based on the following parameters - company overview, production,
value, price, gross margin, product portfolio, geographical presence, and key
developments. Key companies covered as a part of this study include Roche, Danaher,
Abbott Laboratories, QuidelOrtho, bioM?rieux, Siemens Healthineers, Bosch, QIAGEN,

SD Biosensor, Molbio Diagnostics, etc.

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

Stakeholders would have ease in decision-making through various strategy matrices
used in analyzing the World Single-Sample Qualitative Testing Instrument market

Detailed Segmentation:
Each section contains quantitative market data including market by value (US$
Millions), volume (production, consumption) & (Units) and average price (US$/Unit) by
manufacturer, by Type, and by Application. Data is given for the years 2021-2032 by
year with 2025 as the base year, 2026 as the estimate year, and 2027-2032 as the
forecast year.
Global Single-Sample Qualitative Testing Instrument Market, By Region:

United States

China

Europe

Japan

South Korea

ASEAN

India
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Rest of World

Global Single-Sample Qualitative Testing Instrument Market, Segmentation by Type:

Molecular Testing

Chemiluminescent Immunoassay

Other
Global Single-Sample Qualitative Testing Instrument Market, Segmentation by Test Unit
Format:

Cartridge-based

Single-pack Reagent-based

Test Card or Strip Reader-based
Global Single-Sample Qualitative Testing Instrument Market, Segmentation by Clinical
Application:

Infectious Disease Testing

Emergency and Acute-care Testing

Pregnancy and Reproductive Testing

Other
Global Single-Sample Qualitative Testing Instrument Market, Segmentation by
Application:

Hospitals
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Clinics

Others

Companies Profiled:
Roche
Danaher
Abbott Laboratories
QuidelOrtho
bioM?rieux
Siemens Healthineers
Bosch
QIAGEN
SD Biosensor
Molbio Diagnostics
Beijing Hotgen Biotech
Beijing GBI Biotechnology
Sansure Biotech
Xi‘an Tianlong Science and Technology

Coyote Bioscience

Key Questions Answered:
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1. How big is the global Single-Sample Qualitative Testing Instrument market?

2. What is the demand of the global Single-Sample Qualitative Testing Instrument
market?

3. What is the year over year growth of the global Single-Sample Qualitative Testing
Instrument market?

4. What is the production and production value of the global Single-Sample Qualitative
Testing Instrument market?

5. Who are the key producers in the global Single-Sample Qualitative Testing
Instrument market?

6. What are the growth factors driving the market demand?
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1 SUPPLY SUMMARY

1.1 Single-Sample Qualitative Testing Instrument Introduction
1.2 World Single-Sample Qualitative Testing Instrument Supply & Forecast

1.2.1 World Single-Sample Qualitative Testing Instrument Production Value (2021 &
2025 & 2032)

1.2.2 World Single-Sample Qualitative Testing Instrument Production (2021-2032)

1.2.3 World Single-Sample Qualitative Testing Instrument Pricing Trends (2021-2032)
1.3 World Single-Sample Qualitative Testing Instrument Production by Region (Based
on Production Site)

1.3.1 World Single-Sample Qualitative Testing Instrument Production Value by Region
(2021-2032)

1.3.2 World Single-Sample Qualitative Testing Instrument Production by Region
(2021-2032)

1.3.3 World Single-Sample Qualitative Testing Instrument Average Price by Region
(2021-2032)

1.3.4 North America Single-Sample Qualitative Testing Instrument Production
(2021-2032)

1.3.5 Europe Single-Sample Qualitative Testing Instrument Production (2021-2032)

1.3.6 China Single-Sample Qualitative Testing Instrument Production (2021-2032)

1.3.7 Japan Single-Sample Qualitative Testing Instrument Production (2021-2032)
1.4 Market Drivers, Restraints and Trends

1.4.1 Single-Sample Qualitative Testing Instrument Market Drivers

1.4.2 Factors Affecting Demand

1.4.3 Single-Sample Qualitative Testing Instrument Major Market Trends

2 DEMAND SUMMARY

2.1 World Single-Sample Qualitative Testing Instrument Demand (2021-2032)
2.2 World Single-Sample Qualitative Testing Instrument Consumption by Region
2.2.1 World Single-Sample Qualitative Testing Instrument Consumption by Region
(2021-2026)
2.2.2 World Single-Sample Qualitative Testing Instrument Consumption Forecast by
Region (2027-2032)
2.3 United States Single-Sample Qualitative Testing Instrument Consumption
(2021-2032)
2.4 China Single-Sample Qualitative Testing Instrument Consumption (2021-2032)
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2.5 Europe Single-Sample Qualitative Testing Instrument Consumption (2021-2032)
2.6 Japan Single-Sample Qualitative Testing Instrument Consumption (2021-2032)
2.7 South Korea Single-Sample Qualitative Testing Instrument Consumption
(2021-2032)

2.8 ASEAN Single-Sample Qualitative Testing Instrument Consumption (2021-2032)
2.9 India Single-Sample Qualitative Testing Instrument Consumption (2021-2032)

3 WORLD MANUFACTURERS COMPETITIVE ANALYSIS

3.1 World Single-Sample Qualitative Testing Instrument Production Value by
Manufacturer (2021-2026)
3.2 World Single-Sample Qualitative Testing Instrument Production by Manufacturer
(2021-2026)
3.3 World Single-Sample Qualitative Testing Instrument Average Price by Manufacturer
(2021-2026)
3.4 Single-Sample Qualitative Testing Instrument Company Evaluation Quadrant
3.5 Industry Rank and Concentration Rate (CR)

3.5.1 Global Single-Sample Qualitative Testing Instrument Industry Rank of Major
Manufacturers

3.5.2 Global Concentration Ratios (CR4) for Single-Sample Qualitative Testing
Instrument in 2025

3.5.3 Global Concentration Ratios (CR8) for Single-Sample Qualitative Testing
Instrument in 2025
3.6 Single-Sample Qualitative Testing Instrument Market: Overall Company Footprint
Analysis

3.6.1 Single-Sample Qualitative Testing Instrument Market: Region Footprint

3.6.2 Single-Sample Qualitative Testing Instrument Market: Company Product Type
Footprint

3.6.3 Single-Sample Qualitative Testing Instrument Market: Company Product
Application Footprint
3.7 Competitive Environment

3.7.1 Historical Structure of the Industry

3.7.2 Barriers of Market Entry

3.7.3 Factors of Competition
3.8 New Entrant and Capacity Expansion Plans
3.9 Mergers, Acquisition, Agreements, and Collaborations

4 UNITED STATES VS CHINA VS REST OF THE WORLD
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4.1 United States VS China: Single-Sample Qualitative Testing Instrument Production
Value Comparison

4.1.1 United States VS China: Single-Sample Qualitative Testing Instrument
Production Value Comparison (2021 & 2025 & 2032)

4.1.2 United States VS China: Single-Sample Qualitative Testing Instrument
Production Value Market Share Comparison (2021 & 2025 & 2032)
4.2 United States VS China: Single-Sample Qualitative Testing Instrument Production
Comparison

4.2.1 United States VS China: Single-Sample Qualitative Testing Instrument
Production Comparison (2021 & 2025 & 2032)

4.2.2 United States VS China: Single-Sample Qualitative Testing Instrument
Production Market Share Comparison (2021 & 2025 & 2032)
4.3 United States VS China: Single-Sample Qualitative Testing Instrument Consumption
Comparison

4.3.1 United States VS China: Single-Sample Qualitative Testing Instrument
Consumption Comparison (2021 & 2025 & 2032)

4.3.2 United States VS China: Single-Sample Qualitative Testing Instrument
Consumption Market Share Comparison (2021 & 2025 & 2032)
4.4 United States Based Single-Sample Qualitative Testing Instrument Manufacturers
and Market Share, 2021-2026

4.4.1 United States Based Single-Sample Qualitative Testing Instrument
Manufacturers, Headquarters and Production Site (States, Country)

4.4.2 United States Based Manufacturers Single-Sample Qualitative Testing
Instrument Production Value (2021-2026)

4.4.3 United States Based Manufacturers Single-Sample Qualitative Testing
Instrument Production (2021-2026)
4.5 China Based Single-Sample Qualitative Testing Instrument Manufacturers and
Market Share

4.5.1 China Based Single-Sample Qualitative Testing Instrument Manufacturers,
Headquarters and Production Site (Province, Country)

4.5.2 China Based Manufacturers Single-Sample Qualitative Testing Instrument
Production Value (2021-2026)

4.5.3 China Based Manufacturers Single-Sample Qualitative Testing Instrument
Production (2021-2026)
4.6 Rest of World Based Single-Sample Qualitative Testing Instrument Manufacturers
and Market Share, 2021-2026

4.6.1 Rest of World Based Single-Sample Qualitative Testing Instrument
Manufacturers, Headquarters and Production Site (State, Country)

4.6.2 Rest of World Based Manufacturers Single-Sample Qualitative Testing
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Instrument Production Value (2021-2026)
4.6.3 Rest of World Based Manufacturers Single-Sample Qualitative Testing
Instrument Production (2021-2026)

5 MARKET ANALYSIS BY TYPE

5.1 World Single-Sample Qualitative Testing Instrument Market Size Overview by Type:
2021 VS 2025 VS 2032
5.2 Segment Introduction by Type

5.2.1 Molecular Testing

5.2.2 Chemiluminescent Immunoassay

5.2.3 Other
5.3 Market Segment by Type

5.3.1 World Single-Sample Qualitative Testing Instrument Production by Type
(2021-2032)

5.3.2 World Single-Sample Qualitative Testing Instrument Production Value by Type
(2021-2032)

5.3.3 World Single-Sample Qualitative Testing Instrument Average Price by Type
(2021-2032)

6 MARKET ANALYSIS BY TEST UNIT FORMAT

6.1 World Single-Sample Qualitative Testing Instrument Market Size Overview by Test
Unit Format: 2021 VS 2025 VS 2032
6.2 Segment Introduction by Test Unit Format

6.2.1 Cartridge-based

6.2.2 Single-pack Reagent-based

6.2.3 Test Card or Strip Reader-based
6.3 Market Segment by Test Unit Format

6.3.1 World Single-Sample Qualitative Testing Instrument Production by Test Unit
Format (2021-2032)

6.3.2 World Single-Sample Qualitative Testing Instrument Production Value by Test
Unit Format (2021-2032)

6.3.3 World Single-Sample Qualitative Testing Instrument Average Price by Test Unit
Format (2021-2032)

7 MARKET ANALYSIS BY CLINICAL APPLICATION

7.1 World Single-Sample Qualitative Testing Instrument Market Size Overview by
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Clinical Application: 2021 VS 2025 VS 2032
7.2 Segment Introduction by Clinical Application

7.2.1 Infectious Disease Testing

7.2.2 Emergency and Acute-care Testing

7.2.3 Pregnancy and Reproductive Testing

7.2.4 Other
7.3 Market Segment by Clinical Application

7.3.1 World Single-Sample Qualitative Testing Instrument Production by Clinical
Application (2021-2032)

7.3.2 World Single-Sample Qualitative Testing Instrument Production Value by Clinical
Application (2021-2032)

7.3.3 World Single-Sample Qualitative Testing Instrument Average Price by Clinical
Application (2021-2032)

8 MARKET ANALYSIS BY APPLICATION

8.1 World Single-Sample Qualitative Testing Instrument Market Size Overview by
Application: 2021 VS 2025 VS 2032
8.2 Segment Introduction by Application

8.2.1 Hospitals

8.2.2 Clinics

8.2.3 Others
8.3 Market Segment by Application

8.3.1 World Single-Sample Qualitative Testing Instrument Production by Application
(2021-2032)

8.3.2 World Single-Sample Qualitative Testing Instrument Production Value by
Application (2021-2032)

8.3.3 World Single-Sample Qualitative Testing Instrument Average Price by
Application (2021-2032)

9 COMPANY PROFILES

9.1 Roche
9.1.1 Roche Details
9.1.2 Roche Major Business
9.1.3 Roche Single-Sample Qualitative Testing Instrument Product and Services
9.1.4 Roche Single-Sample Qualitative Testing Instrument Production, Price, Value,
Gross Margin and Market Share (2021-2026)
9.1.5 Roche Recent Developments/Updates
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9.1.6 Roche Competitive Strengths & Weaknesses
9.2 Danaher

9.2.1 Danaher Details

9.2.2 Danaher Major Business

9.2.3 Danaher Single-Sample Qualitative Testing Instrument Product and Services

9.2.4 Danaher Single-Sample Qualitative Testing Instrument Production, Price, Value,
Gross Margin and Market Share (2021-2026)

9.2.5 Danaher Recent Developments/Updates

9.2.6 Danaher Competitive Strengths & Weaknesses
9.3 Abbott Laboratories

9.3.1 Abbott Laboratories Details

9.3.2 Abbott Laboratories Major Business

9.3.3 Abbott Laboratories Single-Sample Qualitative Testing Instrument Product and
Services

9.3.4 Abbott Laboratories Single-Sample Qualitative Testing Instrument Production,
Price, Value, Gross Margin and Market Share (2021-2026)

9.3.5 Abbott Laboratories Recent Developments/Updates

9.3.6 Abbott Laboratories Competitive Strengths & Weaknesses
9.4 QuidelOrtho

9.4.1 QuidelOrtho Details

9.4.2 QuidelOrtho Major Business

9.4.3 QuidelOrtho Single-Sample Qualitative Testing Instrument Product and Services

9.4.4 QuidelOrtho Single-Sample Qualitative Testing Instrument Production, Price,
Value, Gross Margin and Market Share (2021-2026)

9.4.5 QuidelOrtho Recent Developments/Updates

9.4.6 QuidelOrtho Competitive Strengths & Weaknesses
9.5 bioM?rieux

9.5.1 bioM?rieux Details

9.5.2 bioM?rieux Major Business

9.5.3 bioM?rieux Single-Sample Qualitative Testing Instrument Product and Services

9.5.4 bioM?rieux Single-Sample Qualitative Testing Instrument Production, Price,
Value, Gross Margin and Market Share (2021-2026)

9.5.5 bioM?rieux Recent Developments/Updates

9.5.6 bioM?rieux Competitive Strengths & Weaknesses
9.6 Siemens Healthineers

9.6.1 Siemens Healthineers Details

9.6.2 Siemens Healthineers Major Business

9.6.3 Siemens Healthineers Single-Sample Qualitative Testing Instrument Product and
Services
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9.6.4 Siemens Healthineers Single-Sample Qualitative Testing Instrument Production,
Price, Value, Gross Margin and Market Share (2021-2026)

9.6.5 Siemens Healthineers Recent Developments/Updates

9.6.6 Siemens Healthineers Competitive Strengths & Weaknesses
9.7 Bosch

9.7.1 Bosch Details

9.7.2 Bosch Major Business

9.7.3 Bosch Single-Sample Qualitative Testing Instrument Product and Services

9.7.4 Bosch Single-Sample Qualitative Testing Instrument Production, Price, Value,
Gross Margin and Market Share (2021-2026)

9.7.5 Bosch Recent Developments/Updates

9.7.6 Bosch Competitive Strengths & Weaknesses
9.8 QIAGEN

9.8.1 QIAGEN Details

9.8.2 QIAGEN Major Business

9.8.3 QIAGEN Single-Sample Qualitative Testing Instrument Product and Services

9.8.4 QIAGEN Single-Sample Qualitative Testing Instrument Production, Price, Value,
Gross Margin and Market Share (2021-2026)

9.8.5 QIAGEN Recent Developments/Updates

9.8.6 QIAGEN Competitive Strengths & Weaknesses
9.9 SD Biosensor

9.9.1 SD Biosensor Details

9.9.2 SD Biosensor Major Business

9.9.3 SD Biosensor Single-Sample Qualitative Testing Instrument Product and
Services

9.9.4 SD Biosensor Single-Sample Qualitative Testing Instrument Production, Price,
Value, Gross Margin and Market Share (2021-2026)

9.9.5 SD Biosensor Recent Developments/Updates

9.9.6 SD Biosensor Competitive Strengths & Weaknesses
9.10 Molbio Diagnostics

9.10.1 Molbio Diagnostics Details

9.10.2 Molbio Diagnostics Major Business

9.10.3 Molbio Diagnostics Single-Sample Qualitative Testing Instrument Product and
Services

9.10.4 Molbio Diagnostics Single-Sample Qualitative Testing Instrument Production,
Price, Value, Gross Margin and Market Share (2021-2026)

9.10.5 Molbio Diagnostics Recent Developments/Updates

9.10.6 Molbio Diagnostics Competitive Strengths & Weaknesses
9.11 Beijing Hotgen Biotech
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9.11.1 Beijing Hotgen Biotech Details

9.11.2 Beijing Hotgen Biotech Major Business

9.11.3 Beijing Hotgen Biotech Single-Sample Qualitative Testing Instrument Product
and Services

9.11.4 Beijing Hotgen Biotech Single-Sample Qualitative Testing Instrument
Production, Price, Value, Gross Margin and Market Share (2021-2026)

9.11.5 Beijing Hotgen Biotech Recent Developments/Updates

9.11.6 Beijing Hotgen Biotech Competitive Strengths & Weaknesses
9.12 Beijing GBI Biotechnology

9.12.1 Beijing GBI Biotechnology Details

9.12.2 Beijing GBI Biotechnology Major Business

9.12.3 Beijing GBI Biotechnology Single-Sample Qualitative Testing Instrument
Product and Services

9.12.4 Beijing GBI Biotechnology Single-Sample Qualitative Testing Instrument
Production, Price, Value, Gross Margin and Market Share (2021-2026)

9.12.5 Beijing GBI Biotechnology Recent Developments/Updates

9.12.6 Beijing GBI Biotechnology Competitive Strengths & Weaknesses
9.13 Sansure Biotech

9.13.1 Sansure Biotech Details

9.13.2 Sansure Biotech Major Business

9.13.3 Sansure Biotech Single-Sample Qualitative Testing Instrument Product and
Services

9.13.4 Sansure Biotech Single-Sample Qualitative Testing Instrument Production,
Price, Value, Gross Margin and Market Share (2021-2026)

9.13.5 Sansure Biotech Recent Developments/Updates

9.13.6 Sansure Biotech Competitive Strengths & Weaknesses
9.14 Xi'an Tianlong Science and Technology

9.14.1 Xi'an Tianlong Science and Technology Details

9.14.2 Xi'an Tianlong Science and Technology Major Business

9.14.3 Xi'an Tianlong Science and Technology Single-Sample Qualitative Testing
Instrument Product and Services

9.14.4 Xi'an Tianlong Science and Technology Single-Sample Qualitative Testing
Instrument Production, Price, Value, Gross Margin and Market Share (2021-2026)

9.14.5 Xi'an Tianlong Science and Technology Recent Developments/Updates

9.14.6 Xi'an Tianlong Science and Technology Competitive Strengths & Weaknesses
9.15 Coyote Bioscience

9.15.1 Coyote Bioscience Details

9.15.2 Coyote Bioscience Major Business

9.15.3 Coyote Bioscience Single-Sample Qualitative Testing Instrument Product and
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