Clinical Chemistry
Reagents Production
Consultancy

ColinConsulting



Specific
®Solutions

CStin

Specific Solutions
www.colin.com.tr

ColinConsulting

1. INTRODUCTION: GLOBAL IVD MARKET & INVESTMENT OPPORTUNITY

The In Vitro Diagnostics (IVD) sector is one of the fastest-growing strategic segments.in global
healthcare. As of 2023, the global IVD market exceeds USD 100 billion and continues to grow
at a rate of over 5% annually. Key drivers of this growth include an aging population, rising
rates of chronic diseases, increased demand for early diagnosis, and rapid technological
advancements.

Clinical chemistry reagents represent one of the most fundamental and high-volume
segments of the IVD market. Every day, millions of tests are performed in hospitals, private
laboratories, and medical centers using these reagents. For investors, this area presents a
highly attractive opportunity thanks to low production costs, standardized manufacturing
processes, and a consistent demand structure.

Leading global analyzer manufacturers include:
Roche Diagnostics (Switzerland)

Abbott Laboratories (USA)

Siemens Healthineers (Germany)
Beckman Coulter (USA)

Mindray (China)

Hitachi (Japan)

All of these companies produce analyzers based on similar biochemical principles. Reagents
are chemically universal, but depending on the analyzer, only sample volume and dosage
sensitivity may differ—meaning the same formula can serve multiple devices with only minor
volume or concentration adjustments.

At Colin Chemical, our consultancy enables investors to enter various markets using a single,
standardized formula compatible across many analyzer brands.

2. ABOUT US

With over 25 years of experience in the chemical industry, Colin Chemical provides turnkey
consultancy services for clinical chemistry reagent production. We assist investors and
manufacturers in establishing independent production lines under their own
brands—covering everything from formulation and facility setup to application and
regulatory compliance.



CStin

Specific
®Solutions

Specific Solutions
www.colin.com.tr

ColinConsulting

3. SCOPE OF SERVICES

Our consultancy includes:

Formulation packages and know-how transfer for clinical chemistry reagents
Facility setup planning and equipment recommendations

Application and validation for target analyzers

Guidance on UTS, CE, and other regulatory procedures

Consultancy for sourcing open (bulk) reagents from global suppliers

Filling of bulk products into 10-70 ml flacons: All test kits (e.g., Glucose) use the same
base solution regardless of the analyzer; only the reagent volume per test changes.
Thus, a single universal formula can be standardized for use across different brands.

Labeling, branding, and barcode implementation consultancy

4. PRODUCTION PROCESS

Step-by-step production:
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Selection of target test kits and analyzers

Development of universal reagent formula

Import of bulk products or local production setup
Procurement or custom production of 10-70 ml flacons
Trial production and analyzer compatibility testing
Validation and quality control reporting

Completion of UTS and CE registrations

Market launch and distribution planning

5. ADVANTAGES OF WORKING WITH COLIN CHEMICAL

Why partner with us:

Ready-to-implement formulation packages

Fast time-to-market with end-to-end production setup
Simplified reagent development using universal solutions
Opportunity to manufacture under your own brand

High profit margins with low per-test production costs
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6. TARGET CLIENTS

Our consultancy is ideal for:
Diagnostic device distributors
Laboratory supply and IVD trading companies
Medical manufacturers and health-tech investors
New market entrants in the diagnostic sector

Existing producers looking to expand their product range

7. SAMPLE PRODUCT LIST
We offer consultancy for the following reagent kits:
Albumin
Alanine Aminotransferase (ALT)
Aspartate Aminotransferase (AST)
Calcium
Catalase
Cholesterol
Creatinine
Glucose
Iron
Phosphorus
Total Protein
Triglycerides
Uric Acid
Unsaturated Iron Binding Capacity (UIBC)
Urea

This list can be expanded or customized according to your target market and analyzer
portfolio.
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