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USP CLASS 6 

MDM SILICONE FLUID
PN 40047, 40073, 40098

DESCRIPTION
Applied‘s MDM Silicone Fluids are pure, clear colorless polydimethylsiloxanes. They are available in standard viscosities of 100, 350, 100, and 12,500 cps. Custom viscosities up to 2,000,000 cps are also available. These fluids are ideal for lubrication of critical medical devices. MDM is soluble in a variety of aliphatic, aromatic, chlorinated, and oxygenated solvents and is compatible with many pharmaceutical, cosmetic, and medical device preparations. 

FEATURES
· High purity

· Chemical inertness

· High water repellency

· Low volatility

· Low surface tension

· Low order of toxicity and skin sensitization

· Resistance to decomposition by heat and oxidation

· Good lubrication characteristics for plastics and rubber

APPLICATIONS

MDM Fluid is intended for use in a variety of medical applications including: lubricant for plastic or rubber devices and instruments, inert protective coating and water repellent film on the skin, and a hydrophobic surface on glass and ceramic substrates.

MDM Fluid can be applied to the barrels of plastic syringes to insure smooth operation of the plunger. It may also be used to lubricate rubber o plastic tubes and metal instruments that are inserted into the body. MDM Fluid is recommended for application to hypodermic needles to allow easy insertion and is ideal for lubricating instruments to permit easier movement of the instrument and to minimize injury to body tissue. MDM Fluid may be used in conjunction with Applied Silicone’s 40097 RTV Silicone Lubricant for adherent thin, lubricant release coatings used in applications such as hypodermic needles and scalpel blades.

MDM Fluid can be used as an effective lubricant for the sockets of artificial limbs and eyes. It serves as a surface coating on latex urethral catheters to reduce irritation to the urethra. This product is not a suitable lubricant for repetitive rubbing contact on metals.

Films of MDM Fluid transmit water vapor readily, yet are highly repellent to water and water-based fluids. They can be formulated into effective barrier creams and sprays to protect the skin from water, waterborne irritants, and from many solvents.

MDM Fluid is ideal for treating the surfaces of glass, ceramics, enamels, plastics, rubbers, and metals. The fluid film provides a temporary water repellent, biologically inert barrier over the treated material. This barrier lessens damage to blood and delays its clotting.

MDM Fluid is an effective defoamer for many foaming fluids, both aqueous and nonaqueous.
Note: it is against Federal Law to inject this or any other unbound silicone fluid subcutaneously into the human body.
TYPICAL PROPERTIES

These values are not intended for use in preparing specifications.
	TEST
	RESULTS

	Part Number
	40073
	40047
	40098

	Viscosity, cps (at 25°C)
	350
	1000
	12500

	Appearance
	Colorless Liquid
	Colorless Liquid
	Colorless Liquid

	Color (Barrett Standards)
	< 2.5
	< 2.5
	< 2.5

	Specific Gravity (at 25°C)
	0.97
	0.98
	0.98

	Refractive Index
	1.400 – 1.405
	1.400 – 1.405
	1.400 – 1.405

	Volatile Content
	< 2.0
	< 2.0
	< 2.0

	Cytotoxicity
	Non-Toxic
	Non-Toxic
	Non-Toxic


PRECAUTIONS

A Material Safety Data Sheet (MSDS) is supplied with each shipment. Contact with the eyes may cause temporary eye discomfort. Avoid any contact with the eyes.

BIOCOMPATIBILITY
· MDM Fluid does not appear to have adverse effects when ingested

· MDM Fluid causes little to no acute toxic reaction when tested subdermally, intraperitoneally, or intramuscularly.

· MDM Fluid, when injected into the blood stream, can behave as an embolism of air. 

· MDM Fluid on the exterior of the eye can produce mild irritation, which typically subsides in a few hours.

This material is designed to meet USP23, NF18, 1995 “Dimethicone”, and can be used in most medical devices. Additional testing may be required for some applications. 

Master Access Files, including formulation, manufacturing methods, testing, and toxicology have been filed with the U.S. Food and Drug Administration. Customers interested in authorization to reference the Master Access Files must contact Applied Silicone Corporation. Please contact ASC for additional ISO 10993 data to support specific applications.
LOT TESTING

Each production lot is certified as having specified physical properties. Additional testing is available upon request. 
PACKAGING and STORAGE
Packaging is available in 8, 40, and 420 pound containers. Material should be stored in original, unopened containers below 30°C to maintain product integrity. Suggested retest date is twelve months from date of shipment. Retested conforming material can be used indefinitely if properly stored in clean containers.
DISCLAIMER

Applied Silicone Corporation warrants that this product meets applicable descriptions and specifications for a period of six months from shipment. No other warranties, expressed or implied, are intended. This product was designed for sophisticated users. The user must carefully review literature for uses where adverse effects are reported for certain applications of silicone in medical devices. The user of this material must independently determine that any product incorporating this material is safe and effective. The user of this material must thoroughly test any application consistent with industry requirements and/or standards. Applied Silicone Corporation disclaims any expressed or implied warranty against the infringement of any patent. Any suggestion of use by Applied Silicone should not be taken as inducement to infringe on any particular patent.
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