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Need
in a stock
preparation

Risk assessment

German Drug Codex and New German Formulary (Deutscher Arzneimittel-Codex / Neues Rezeptur-
F ium, /NRF) or ion of the Working Group of Pharmacists of Germany
(Arbeitsgemeinschaft der Pharmazierdte Deutschlands, APD) dated 16.10.2013

Preparation of compounding
directions and testing instructions

Compounding directions:

Starting materials and primary packaging;

Compounding technology and necessary equipment;

Health and hygiene measures, as well as occupational safety measures in handling high-risk substances;

Workplace preparation (including cross-contamination prevention);

Formulas and calculations;

Description of individual compounding stages, as well as the internal process control using specified values and equipment parameters;
Labelling (including the date of production, shelf life);

Storage conditions and precautions;

Internal quality control and required documentation.

Testing instructions:

«  Sampling;

«  Test methods (where applicable, references to a standardised testing manual);
«  Type of test, including permissible standard and critical values.

Workplace preparation,
compounding, documentation

in the ing record ( igraph 8 of the Ordinance on the Operation of Pharmacies (Apothekenbetriebsordnung, ApBetrO) dated 09.02.1987 )
Name of the stock preparation, dosage form;
Reference to the compounding directions;
Reference to the sanitary and/or occupational safety measures adopted (if necessary);
Description of starting materials (type, quantity, quality, lot, test number, and shelf life) and primary packaging;
Weight (actual and standard);
Type of balance used;
Process parameters;
In-process control results;
Date of compounding, batch number, batch size;
Signature of the person who compounded the stock preparation;
Expiration date or in-use time;
Date and signature of the person who performed the compounding and dispensing control (internal quality control approval).

In-process control

Elimination of the deviations

Are there any deviations from the Is there any possibility of

Disposal
of the
compounded

medicinal
product

compounding directions? eliminating the deviations?

Stock preparation compounding:

«  Following the compounding directions;

«  Following the two-person rule, especially at critical process points (DAC/NRF, NRF 1.2.3.2.).
l Yes

—

Filling, packaging, and labelling

Internal quality control of the
stock preparation in line with
the testing instructions

Internal quality control and

required documentation

Testing report

*  Reference to the testing instructions;

*  Date of testing;

*  Full name and signature of the person who performed the tests;

Full name and signature of the person who performed the compounding and dispensing control

Approval of stock preparation release

Approval of stock preparation

e performed (testing report);

«  Organoleptic quality control of the stock preparation;
*  Label check

«  Verification of the results of internal process control (compounding record) and the results of the tests

Yes

Are there any deviations from the ]

Elimination of the deviations

A
Yes

of

compounding directions?

medicinal
product

The figure is prepared by the authors
Fig. 2. Flowchart for compounding stock preparations
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