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the label should be designed to ensure that it is read and understood. the label should be placed on the primary container,
usually the package, which contains the active ingredient of the product, or on the packaging or the package insert that
comes with the product. it should be visible when the product is opened and closed. the label should be printed on the

principal panel of the package. labels should include a name and address of the manufacturer or packager, and the date of
manufacture or packager. the label should also clearly identify the product's ingredients and directions for use. it may also
include a warning or precautionary statement and may be accompanied by a photograph, illustration, or other graphic. the

label design should be considered in a global context. international regulatory and national regulatory requirements will
likely apply to new products or reformulations of existing products. the position of the label relative to the user also may

vary in countries other than the united states. due to differences in physical dimensions, position on the product, and other
factors, the label design may be more appropriate for one country than another. footnote 77 for example, the labeling of a
product in australia is usually located on the back of the package, while in many countries (including the united states), it

is located on the front. footnote 77 in addition, the label design should be considered in the context of the industry,
manufacturing, and storage of the product. certain products are manufactured in a standardized way, and therefore the

manufacturing operations must be considered as part of the product design. for example, the label should be configured to
reflect how the product is manufactured and stored. the timing of certain visual elements should also be considered, such
as the time a label is applied to the product. footnote 79 for example, in the united states, label warnings are required to

be placed in the paperboard between 60 and 120 minutes before the product is shipped to the consumer. footnote 80
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product labels must be legible in order
to ensure the correct product is

administered. if users have difficulty
reading the label, they may not be able

to recognize that the label is the
correct one and may therefore

administer the product to the incorrect
patient or the wrong patient may get
the product (see note 20 on page 17).
the product name should be written in

a font size no smaller than 10-point
type and should be printed in black on
a white background. the display panel
should include as much of the product
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name as possible without obscuring
key information or causing confusion.
the product name should be written in

a manner that is easy to read and
distinct from other information. the
most common reading order is from

top to bottom, left to right. footnote 30
for example, the first line would be:

brand name, product name, food
name, active substance, strength,
package size, dosage form, expiry

date, indication, additional information.
. the information provided in the

product’s label must be
understandable, readily available, and

easy to use. the international
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regulatory standards applicable to the
product label will be taken into account
by the panel in their evaluation of the
label. the wording and arrangement of

the key elements and their content
should be such as to allow easy

understanding, which is consistent with
these standards. . the information

provided in the label should be
accurate and consistent with the

information on the product packaging
and other available sources. the

information provided in the label must
be correct and valid at the time of use.
the label should be current, even if the

product is out of date. 5ec8ef588b
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