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Decision rule and statement of conformity
	The selection of the decision rule for statement of conformity (hereinafter: decision rule) occurs before the test is carried out during the analysis of the order and coordination with the customer. The selection algorithm is based on the decision rule flowchart (ILAC-G8:09/2019 “Guidance on Decision Rules and Statement of Conformity”, ch.6) and consists of the following.
Case 1: the customer does not need a conclusion of conformity - in this case, the Laboratory prepares a certificate of analysis or a test report, which indicates the obtained measurement result and uncertainty of measurement.
Case 2: the customer needs to indicate a conclusion of conformity and certain legislative or regulatory rules apply to the test objects.
This case includes, first of all, the testing of medicinal products, which are subject to the general rule of establishing tolerance limits in the specifications of pharmacopeial monographs and, accordingly, in all other regulatory documentation regarding the quality assurance and control of medicinal products. According to the information specified in the European Pharmacopoeia (Ph.Eur., General Notice, Test and Assays, Limits), and, accordingly, the State Pharmacopoeia of Ukraine (1.4 MONOGRAPHS, Tests and Quantitation, Limits), it is indicated that “The prescribed limits are based on data obtained in routine analytical practice and are intended to demonstrate that the article being examined complies with the requirements of the monograph. They take account of normal analytical errors, of acceptable variations in manufacture/preparation and of deterioration to an extent considered acceptable. No further tolerances are to be applied to the prescribed limits.”
Thus, for testing medicinal products, the Laboratory applies the generally accepted pharmacopeial rule of binary decision (meets or fails) when no guard bands apply to the established tolerance limits.
In this case, if the test result falls within the limits of the specification/normative documentation according to which the test was conducted, then it “meets the requirements”; if the result exceeds the established tolerance limits, then it “does not meet the requirements”.
Case 3: the customer needs to indicate a conclusion of conformity and standards that contain a conformity decision process are applied to the test objects. In this case, the Laboratory applies the decision process specified in these standards.
Case 4: the customer needs to indicate a conclusion of conformity, but for test objects, the standards do not contain information about the decision-making process, nor are there any legislative or regulatory rules regarding this rule.
In this case, two options are possible:
[bookmark: _Hlk191202368]1) The customer determines the decision rule that best takes into account the risks of false acceptance and false rejection of the analysis result, the Laboratory notes in the analysis certificate that this decision rule is specified by the customer;
2) In the absence of a choice of decision rule by the customer, the Laboratory provides the analysis result and measurement uncertainty without a conclusion on compliance.
	
I-01-SOP/S-4.4-02/D1, v. 02   effective date: 26.02.2025

I-02-SOP/S-4.4-02/D1, rev.01, comes into effect from:
