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1. General comments

Stakeholder number General comment (if any) Outcome (if applicable)
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2. Specific comments on text

Line number(s) Stakeholder number
of the relevant
text

Chapter 9
Transportation:
Transportation,
9.1

Please add more rows if needed.

Comment and rationale; proposed changes

Comment:

The added guidelines of chapter 9 “Transportation” are
stipulated in detail and will ensue comprehensive investments
into transport control activities.

In practice transportation duration can range between few
hours to many weeks. In order not to impose the
unreasonable, rigid specification to transport at storage
conditions for short duration transports, transport
specifications should be defined by the manufacturer or
distributor based on stability data. E.g. if a medicinal product
fulfills the release specifications under accelerated conditions
(40°C, 6 months), it should be allowed to be transported for a
total of 36 hours transportation time at temp. <40°C.

Proposed change (if any):

9.1 The transport conditions for medicinal products during
transportation should be defined on the basis of their stability
data.

Comment:

Proposed change (if any):

Outcome
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