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1. Change 1 – Shelf life (post-authorisation)
	Internal application no.
	-

	R4BP case no.
	-

	Case type(s)
	Post-authorisation data

	Entry into force of change/amendment
	14 November 2017


1.1 Change sought
Data was submitted to confirm the provisional shelf-life of 2 years granted upon product authorisation.
To confirm the shelf-life in HDPE, the applicant has provided a GLP study, evaluated below (paragraph 1.2).

1.2 Assessment of new data

Samples of Tanalith E 3462 were stored for 2 years in HDPE at 25°C. The study was reported to GLP (Woolley, AJ, 2017, study no 41500831). 
	
	Initial
	6m
	12m
	18m
	24m

	Tebuconazole (%w/w)
	0.180
	0.182
	0.178
	0.190
	0.187

	Propiconazole

(%w/w)
	0.183
	0.181
	0.176
	0.172
	0.165

	Copper

(%w/w)
	8.88
	8.63
	8.49
	8.23
	9.16

	Appearance
	Dark blue, opaque, homogeneous liquid
	Dark blue, opaque, homogeneous liquid
	Dark blue, opaque, homogeneous liquid
	Dark blue, opaque, homogeneous liquid
	Dark blue, opaque, homogeneous liquid

	Odour
	Strong fishy odor
	Fishy odor
	Strong fishy odor
	Strong fishy odor
	Strong fishy odor

	Packaging
	1L, translucent white HDPE bottles, no sign of corrosion or degradation
	No change
	No change
	No change
	No change

	Weight loss (%)
	-
	< 9.5x10-3
	1.3x10-2
	1.4x10-2
	3.8x10-2

	pH (neat) at 25°C

(CIPAC MT75.3)
	10.82
	10.96
	11.01
	11.08
	10.75

	pH (1%) at 25°C

(CIPAC MT75.3)
	9.63
	9.92
	9.71
	9.80
	9.58

	Alkalinity at 25°C (%NaOH)

(CIPAC MT191)
	18
	17.9
	17.9
	18.0
	17.9


Tebuconazole and propiconazole content was determined using HPLC-UV and copper was determined using ICP-MS, representing the basic copper carbonate content. The methods are the same as described as in the original PAR of Tanalith E 3462 and are considered validated.
The propiconazole content decreased by slightly less than 10% during storage. Considering the change was still below 10%, quantification and identification of breakdown products is not considered necessary. Other substances and parameters did not significantly change during storage. Therefore, the product is considered stable for 2 years at 25°C, when stored in HDPE containers.

1.3 Conclusion

The provisional shelf-life of Tanalith E 3462 of 2 years in HDPE is confirmed by an adequate study and is therefore considered final. 
The study provided did not affect the conclusion with regard to the fulfilment of the conditions of Article 19 of the BPR. The same risk-mitigation measures apply.

