k) Pharm

UG

Hopitaux
Universitaires
Geneéve

Production of alcohol-based

handrub

Formulation 1

Diaporama

Formulation | For 10 litres

Reagent quantity (mL)

Reagents Final concentrations
(vol/vol)

a) Ethanol 80%

b) Glycerol 1.45%

c) Hydrogen peroxide 0.125 %

d) Distilled water g.s

8333
145
417

g.s



Before starting production, check that the factory line has been completely cleared.

That is to say, ensure that the working area is free of any unnecessary raw ingredients
and materials, and that it has been cleaned with alcohol.




Set out all the equipment needed for production and check that it is clean. If necessary,
calibrate the final container for the volume of 10 liters by drawing a mark on it (engraving
this mark is recommended to prevent its erasal by alcohol or other substances).



Set out on the workplace the amounts of raw ingredients required for production.
Check that the names and quantities are consistent with the manufacturing documents
and check their validity (expiration dates in relation to the period of use of the finished
product).




To facilitate measurement in the measuring cylinder, use a funnel or transfer into a
beaker beforehand.



Measure 145 mL of glycerol 98% into a 250ml graduated measuring cylinder

Try to avoid letting the viscous glycerol run down the side of the cylinder. Wait until all
the bubbles formed have risen to the surface in order to be able to note the exact level
of glycerol in the measuring cylinder.



Reading the volume

Set your sight horizontally at the base
of the meniscus.

BEWARE: Misplacing your sight for reading a
graduated measuring container can lead to significant
errors in measurement. The best readings correspond
to the base of the meniscus*.

Wait until all the bubbles formed have risen to the surface in order to be able to note
the exact level of glycerol in the measuring cylinder.



Measure 417 mL of hydrogen peroxide 3% in a 500ml measuring cylinder

Proceed in the same way for the measurement of hydrogen peroxide 3%.




Every time an analysis
certificate is not available,
verify the alcohol
concentration with the
alcoholmeter. If the
measured percentage of
alcohol is less than 96 %,
calculate the new
amounts of ethanol and
distilled water.

In order to facilitate measurement in the beakers, transfer the alcohol into a bucket
beforehand.




Measure 8333 mL of ethanol 96%
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*5000 mL of ethanol 96% in a 5 litre measuring jug
*3000 mL of ethanol 96% in a 5 litre measuring jug
«333 mL of ethanol 96% in a 500mL measuring cylinder




Measure 1105 mL of distilled water (or boiled cold water) into a 2 litre measuring jug

If distilled water is not available, boil water for 15 to 20 minutes and let it cool to
room temperature (between 15-25°C).




Pour the measured quantity of hydrogen peroxide 3% into the final recipient

If using a plastic
container with tap,
check that it is
closed.




Pour the measured quantity of hydrogen peroxide 3% into the final recipient

Then rinse the cylinder that was used for the glycerol with some ethanol (using
ethanol from the amount already measured), until all glycerol residues have been
removed.




Add the measured amount of ethanol gradually, in 3-4 doses, and mix between each
addition.




Add the quantity of boiled cold water or distilled water needed to complete the
volume of solution to 10 litres.

10 litres: previously

- marked




Close the container with the screw cap as quickly as possible to prevent any
evaporation and then gently mix by shaking the recipient for 5 minutes.




|dentify the container (name of institution, preparation name, batch number, production

date)




Tidy up and then clean the workspace with alcohol.




Packaging: Distribute the solution immediately into bottles.

Check that the factory line has been completely cleared. That is to say, ensure that
the working area is free of any unnecessary raw ingredients and materials, and that

it has been cleaned with alcohol.

Use a beaker to transfer the solution into a measuring cylinder.
Measure 100 mL of solution in a measuring 100 mL cylinder, and then pour the 100 mL

into the individual bottles.




LABELLING

*Check that the labelling table is free of any other labels or equipment before starting
*Use self-adhesive labels preferably or appropriate adhesive

*Check that the label includes all required information, namely:

Name of institution, Preparation name, ingredients and concentration, batch number
and expiration date, instructions for use, precautions and warnings

«Stick a label on each bottle, in a way that ensures that the information is legible

P Composition: Ethanol 80 % (v/v), Glycérol 1.45 %
2 (v/v), Peroxyde d’hydrogéne (H,0,) 0.125% (v/v)
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QUARANTINE

Once labelled, put the entire batch into quarantine (= every bottle) for at least 72 hours
In order to allow the destruction of any spores that may be present in the alcohol and on
the surfaces of the bottles.

DO NOT DISTRIBUTE

Productdesignation :
Batch number:
Production date :

Batch size:

|dentify the quarantined batch using an identification form.

Place the quarantined batch in a separate and identified area in order to avoid any risk
of use before release of the batch.




