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4227 Determination of Silicone Qil Content for Prefilled Syringes

Silicone oil is a commonly used lubricant for lubricating the inner surface of
syringe barrel for prefilled syringes to improve gliding properties. This method applies
to the determination of silicone oil content for prefilled syringe barrels.

Instruments: Balance with an accuracy of 0.1mg, oven and water bath.

Determination: Take a suitable number of syringe barrels to be tested, add
silicone solvent (such as ethyl acetate, analytically pure) to the curling edge of the
syringe barrel, allow to stand for 5 minutes to dissolve the silicone oil, pour the silicone
solvent into the same evaporating dish (m11) previously dried to constant weight, and
then add 1ml of silicone solvent to each syringe barrel, wash the inner surface of the
syringe barrel, and combine the solvent into the evaporation dish mentioned above, and
use as the test solution. Then evaporate to dryness on a water bath, transfer to the oven,
dry at 105°C to constant weight (m12).

Transfer the same volume of silicone solvent of the same batch to an evaporating
dish (mo1) previously dried to constant weight, and use as the blank solution. Then
evaporate to dryness on a water bath, transfer to the oven, dry at 105°C to constant
weight (moy).

Calculate the average silicone oil content per prefilled syringe barrel by the
following expression.

Me [(myy-my, )-(mp-mgy )]
n

%1000

where M is the average silicone oil content per prefilled syringe barrel, mg/piece;
mu1 is the mass of the evaporating dish without the test solution, g.
My is the mass of the evaporating dish with the test solution, g.
Moz is the mass of the evaporating dish without the blank solution, g.
Moz is the mass of the evaporating dish with the blank solution, g.

n is the number of the test samples.
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