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IV Set Manufacturing

IV Set Overview:

IV sets are critical medical devices used to administer fluids and medications directly into a
patient’s vein. They are indispensable in treating conditions such as dehydration, electrolyte
imbalances, drug delivery, and blood transfusions. With demand steadily rising, the
manufacturing of 1V sets requires precision, compliance, and advanced technology.

Introduction to IV Set Manufacturing:

In the healthcare industry, medical devices must adhere to strict regulatory requirements.
For IV set manufacturing in India, manufacturers must obtain a CDSCO manufacturing
license. The process involves detailed documentation, facility inspections, and quality
compliance. Partnering with experienced consultants can streamline this journey and
ensure a faster, smoother approval process.



Enhance your IV set manufacturing project with Operon Strategist. Contact us today for

expert guidance on manufacturing plant layout design and turnkey solutions tailored to
optimize efficiency and compliance

Types of IV Sets:

Filtered IV Sets — Enhancing Infusion Safety

Equipped with micron filters (0.22 to 5 microns) to eliminate contaminants.
Protect patients from bacteria, particulate matter, and air emboli.
Prevent phlebitis and enhance medication safety.

Vented IV Sets — For Rigid Containers

Designed for glass or hard plastic containers.

Small vent allows air entry to maintain smooth fluid flow.

Prevents complications during infusions from rigid containers.
Non-Vented IV Sets — For Flexible Containers

Suited for flexible plastic IV bags.

No vents; air must be primed out.

Allows controlled bag collapse during infusion.

Gravity Tubing (Gravity Administration Sets)

Relies on gravity and flow regulators for infusion.

The bag is suspended above the patient, creating pressure.
Includes Y-sets, T-sets, and V-sets for multi-line medication delivery.
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IV Set Manufacturing Process

Manufacturing IV sets requires precision engineering across several phases:
Phase 1: Filling

e Verify raw materials.
e Heat and mold components with strict monitoring.
e Inspect for size, weld marks, or defects.

Phase 2: Pressurizing

e System check of assembly machinery.
e Engage needle coat, center bar, rubber plug, and injection needle.
e Adjust feeding speed via vibrating container.

Phase 3: Cooling

e Produce subcomponents using molding.


https://operonstrategist.com/contact-us/
https://operonstrategist.com/services/turnkey-project/manufacturing-facility/
https://operonstrategist.com/services/turnkey-project/

e Assemble:
e Drip Chamber Assembly (drip chamber, disc filter, airway spike,
cap, protector)
Clamp & Roller Assembly
Male Luer Assembly
Y-Connector Sub-Assembly

Phase 4: Remolding

e Assemble subcomponents on automated machines.
e Pack in sterile pouches.
e Sterilize in a sterilization plant for final use.

<+ Need clarity on IV set manufacturing? Operon Strategist offers step-by-step consulting
for compliance and setup.

IV Set Manufacturing Machines

The following machines are essential for production:

Injection molding machine & molds

Sealing machine

Automatic packaging & blister packaging machines
Sterilization plant

Scrap guiding machine

Weighing scale

Water pump & chilling plant

Air compressor

Electrical fittings & testing equipment

Raw Materials used for IV Set Manufacturing:

Key raw materials include:

Polypropylene

Non-toxic medical grade PVC (kink resistant)
HDPE

Packing material

Nylon + HDPE filters

Printing ink
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Each material must meet medical-grade safety standards to ensure product reliability and
patient safety.

Regulatory Compliance in IV Set Manufacturing

To manufacture and market IV sets globally, compliance is mandatory:

India —» CDSCO Manufacturing License
USA — FEDA 510(k) clearance (21 CFR Part 820 QSR compliance)

Europe — CE Marking under EU MDR
Global — ISO 13485 certification for QMS

Operon Strateqgist ensures regulatory compliance, plant setup, and certification support so
you can focus on production.

Operon Strategist: Your Partner in IV Set Manufacturing
Excellence

As a leading medical device regulatory consultant, Operon Strategist provides:

Turnkey manufacturing solutions
Plant layout design & setup

CDSCO licensing support

ISO 13485 implementation
Regulatory compliance (US EDA, CE Marking, QMS)

With Operon Strategist, you can establish a world-class 1V set manufacturing facility that is
efficient, compliant, and market-ready.

FAQs

What approvals are needed to manufacture IV sets in India?

Manufacturers must obtain a CDSCO manufacturing license and comply with ISO 13485
standards.

Can |V sets be exported globally?
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Yes, but exporters must comply with FDA (U.S.), CE Marking (Europe), and ISO 13485
standards depending on the target market.

What types of IV sets are available?

Common types include filtered 1V sets, vented IV sets, non-vented IV sets, and gravity
administration sets.
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