	Tar solution 20%
	Batch quantity 1000 ml
	Master manufacturing formula approved by

	
	
	

	Prepared by:
	
	
	
	

	Preparation date:
	
	
	
	Source master manufacturing formula: Dermatological preparations for the tropics, 2nd ed.

	Batch number: 
	
	
	
	

	

	Raw materials and packaging materials

	
	Quantity prescribed
	Source and batch number
	Actual quantity weighed/measured 
	Initials weighing
	Initials control

	Coal tar
	200 g
	
	
	
	

	Polysorbate 80
	50 g
	
	
	
	

	Industrial methylated spirit 95%
	to 1000 ml
	
	
	
	

	
	
	
	
	
	

	Glass bottle(s) with airtight closure
	
	
	
	
	

	

	Preparation
	In-process checks

	1. Mix the coal tar with the polysorbate 80.
	
	

	2. Pour this mixture into approx. 800 ml industrial methylated spirit 95%. Shake this mixture occasionally during one hour. 
	
	

	3. Allow to stand for 24 hours.
	
	

	4. Calibrate a bottle or vessel for 1000 ml.
	Calibration control
	

	5. Decant and filter the solution into the calibrated bottle or vessel.

	6. Make up to volume by adding industrial methylated spirit 95% to produce 1000 ml and mix well.
	Final volume:
	ml

	

	2012 jfmamjjasond 2013 jfmamjjasond 2014 jfmamjjasond 2015 jfmamjjasond 2016 jfmamjjasond 2017 jfmamjjasond

	

	Storage condition  in a cool and dry place, 

                                  keep away from fire and heat
	Yield
	
	

	Shelf life                   3 months
	Loss
	
	

	Expiry date
	
	
	Loss due to
	

	

	End controls before release of batch
	
	Checked by
	Result
	

	Batch numbers raw materials correct?
	
	
	

	Packaging materials correct (airtight closure), in good condition and closed properly?
	
	
	

	Labelling conform model?
	
	
	

	Expiry date stated correctly?
	
	
	

	Brown solution with a characteristic odour?
	
	
	

	No particulate matter?
	
	
	

	Are all boxes of this form filled correctly and completely?
	
	
	

	

	Batch released by (name and signature)
	
	Date:
	
	

	

	Model of label for stock
	
	Model of label for the patient

	For external use only

Tar solution 20%
Batch number and batch date

Do not use past: (production date + 3 months)
Store in airtight containers in a cool and dark place.
Highly flammable, keep away from fire and heat.
	
	For external use only

Dispensing unit and date

Tar solution 20% _____ ml
Patient name

Apply to affected parts of the skin twice daily. Do not cover with bandages. Avoid direct sunlight on the treated skin. 
Highly flammable, keep away from fire and heat. 
Do not use past (dispensing date + 2 weeks)


