CDSCO Manufacturing License for
Disposable Syringe

Introduction
To manufacture disposable syringes in India, companies must obtain a CDSCO manufacturing

license. This ensures compliance with safety, efficacy, and quality standards—safeguarding
both healthcare professionals and patients.

Rising Demand for Disposable Syringes

Disposable syringes are increasingly replacing traditional glass syringes because they are:

e Sterile and ready to use
o Cost-effective

e Safer against infections like HIV/AIDS

They are widely used in hospitals, research labs, and veterinary care. Global demand continues
to grow due to vaccination programs, infection control measures, and government support.

Manufacturing Process
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Disposable syringes are produced using polypropylene via injection molding. The process
includes:

1. Molding of barrels and plungers
2. Assembly with stainless steel needles

3. Sterilization using ethylene oxide (EO)



4. Blister packaging for distribution

Strict quality control is maintained at each stage.

Raw Materials & Machinery

Raw Materials: Polypropylene, elastomers, stainless steel needles, silicon, EO gas, packaging
material, and printing ink.

Machinery Used:

e Injection molding machine

e Syringe assembly unit

e Barrel printing machine

e Blister/ribbon packaging machines

e Auxiliary equipment (dryer, mixer, chiller, grinder, QC tools)

Market Potential

Disposable Syringe market size with respective year
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The disposable syringe market is growing rapidly due to:
e Healthcare expansion

e Global vaccination drives



e Shift from glass to disposable syringes

e Increasing awareness of infection prevention

Common syringe sizes: 1 ml, 2 ml, 5 ml, 10 ml, and 50 mi.

Role of Operon Strategist

Operon Strategist supports syringe manufacturers with:

e Plant layout & cleanroom design
e Regulatory approvals and CDSCO licensing
e Process validation & quality assurance

e Guidance for global market access

This enables manufacturers to focus on production while staying compliant with international
standards.
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