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Type of Application of this Guide to steps used in this type of manufacturing
Manufacturing
Chemical Production of
Manufacturing | the API

| Starting

Material
APl extracted | Collection of | Cutting and
from plant plant initial
sources ' extraction(s)
API derived Collection of | Cutting,
from animal organ, fluid, | mixing,
sources or tissue and/or initial
processing

Biotech/ Establishment |
fermentation | of master cell |

cell culture

bank and
working cell
bank

Maintenance

“Classical” Establishment
Fermentation | of master cell | of working
to produce an | bank cell bank
APl

APl consisting | Collection of | Cutting/

of
comminuted or

plants and/or
cultivation.

comminuting

powdered and

herbs harvesting

Herbal extracts { Collection of | Cutting and

used as API plants initial
extraction

Increasing GMP requirements
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112 Testing of Intermediate and Active Ph
armaceutical Ingredients (APIs)

11.21 An impurity profile describing the
identified and unidentified impurities present
inn a typical batch produced by a defined
production process should normally be
established for each APL The impurity profile
includes the identity or some gqualitative
analytical designation fe.g. retention time), the
range of each impurity observed, and type of
each identified impurity.The impurity profile is
normally dependent upon the process and
origin of the API Impurity profiles are
normally not required jfor APIs from herbal or
animal tissue origin. Biotech considerations
are covered in Chapter 18.

11.22 The impurity profile should be
compared af appropriate intervals against the
impurity profile in the regulatory submission
or compared against historical data in order
to detect changes to the API production

process. J (XFEREZEZFIZLS)
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