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WHO

production

All operations involved in the preparation of a pharmaceutical product, from
receipt of materials, through processing, packaging and repackaging, labelling
and relabelling, to completion of the finished product.

manufacture

All operations of purchase of materials and products, production, quality control,
release, storage and distribution of pharmaceutical products, and the related controls.
manufacturer

A company that carries out operations such as production, packaging,
repackaging, labelling and relabelling of pharmaceuticals.
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CFR 210

(3) Component means any ingredient intended for use in the manufacture of a
drug product, including those that may not appear in such drug product
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ICH Q7

Packaging Material
Any material intended to protect an intermediate or API during storage and
transport.

WHO

Packaging material

Any material, including printed material, employed in the packaging of a
pharmaceutical, but excluding any outer packaging used for transportation or
shipment. Packaging materials are referred to as primary or secondary according
to whether or not they are intended to be in direct contact with the product.

EU

PACKAGING MATERIAL

Any material employed in the packaging of a medicinal product, excluding any
outer packaging used for transportation or shipment. Packaging materials are
referred to as primary or secondary according to whether or not they are
intended to be in direct contact with the product.
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ICH Q7

Drug (Medicinal) Product
The dosage form in the final immediate packaging intended for marketing.
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CFR 210

(4) Drug product means a finished dosage form, for example, tablet, capsule,
solution, etc., that contains an active drug ingredient generally, but not
necessarily, in association with inactive ingredients. The term also includes a

finished dosage form that does not contain an active ingredient but is intended
to be used as a placebo.
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CFR 210

(10) Lot means a batch, or a specific identified portion of a batch, having
uniform character and quality within specified limits; or, in the case of a drug
product produced by continuous process, it is a specific identified amount
produced in a unit of time or quantity in a manner that assures its having
uniform character and quality within specified limits.

ICH Q7

Batch (or Lot)

A specific quantity of material produced in a process or series of processes so
that it is expected to be homogeneous within specified limits. In the case of
continuous production, a batch may correspond to a defined fraction of the
production. The batch size can be defined either by a fixed quantity or by the
amount produced in a fixed time interval.

WHO

batch (or lot)

A defined quantity of starting material, packaging material, or product processed
in a single process or series of processes so that it is expected to be
homogeneous. It may sometimes be necessary to divide a batch into a number
of sub-batches, which are later brought together to form a final homogeneous
batch. In the case of terminal sterilization, the batch size is determined by the
capacity of the autoclave. In continuous manufacture, the batch must correspond
to a defined fraction of the production, characterized by its intended
homogeneity. The batch size can be defined either as a fixed quantity or as the
amount produced in a fixed time interval.

EU

BATCH (OR LOT)

A defined quantity of starting material, packaging material or product processed in
one process or series of processes so that it could be expected to be homogeneous.
Note To complete certain stages of manufacture, it may be necessary to divide
a batch into a number of sub batches, which are later brought together to form
a final homogeneous batch. In the case of continuous manufacture, the batch
must correspond to a defined fraction of the production, characterised by its
intended homogeneity.

For control of the finished product, the following definition has been given in
Annex 1 of Directive 2001/83/EC as amended by Directive 2003/63/EC: 'For
the control of the finished product, a batch of a proprietary medicinal product
comprises all the units of a pharmaceutical form which are made from the
same initial mass of material and have wundergone a single series of
manufacturing operations or a single sterilisation operation or, in the case of a
continuous production process, all the units manufactured in a given period of time'.
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CFR 210

(11) Lot number, control number, or batch number means any distinctive
combination of letters, numbers, or symbols, or any combination of them, from
which the complete history of the manufacture, processing, packing, holding,
and distribution of a batch or lot of drug product or other material can be
determined.

ICH Q7

Batch Number (or Lot Number)

A unique combination of numbers, letters, and/or symbols that identifies a batch
(or lot) and from which the production and distribution history can be
determined.

WHO

batch number (or lot number)

A distinctive combination of numbers and/or letters which uniquely identifies a
batch on the labels, its batch records and corresponding

certificates of analysis, etc.

EU

BATCH NUMBER (OR LOT NUMBER)
A distinctive combination of numbers and/or letters which specifically identifies
a batch.
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CFR 210

(17) Theoretical yield means the quantity that would be produced at any
appropriate phase of manufacture, processing, or packing of a particular drug
product, based upon the quantity of components to be used, in the absence of
any loss or error in actual production.

(18) Actual yield means the quantity that is actually produced at any appropriate
phase of manufacture, processing, or packing of a particular drug product.

(19) Percentage of theoretical yield means the ratio of the actual yield (at any
appropriate phase of manufacture, processing, or packing of a particular drug
product) to the theoretical yield (at the same phase), stated as a percentage.
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ICH Q7

Yield, Expected

The quantity of material or the percentage of theoretical yield anticipated at any
appropriate phase of production based on previous laboratory, pilot scale, or
manufacturing data.

Yield, Theoretical

The quantity that would be produced at any appropriate phase of production,
based upon the quantity of material to be used, in the absence of any loss or
error in actual production.
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Deviation
Departure from an approved instruction or established standard.
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6.72 All deviation, investigation, and OQOS reports should be reviewed as part of
the batch record review before the batch is released.
8.36 Out-of-specification (OOS) investigations are not normally needed for

in-process tests that are performed for the purpose of monitoring and/or adjusting
the process.
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ICH Q7

11.15 Any out-of-specification result obtained should be investigated and
documented according to a procedure. This procedure should require analysis of
the data, assessment of whether a significant problem exists, allocation of the
tasks for corrective actions, and conclusions. Any resampling and/or retesting
after OOS results should be performed according to a documented procedure.
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WHO

17.13 Out-of-specification results obtained during testing of materials or products

should be investigated in accordance with an approved procedure. Records
should be maintained.
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