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2. BEYRHEZ MR BB IRESTR BT AT HERI M - FIAIEEEET beta

lactams EHAEE + K
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HE -
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In order to minimise the risk of a
serious medical hazard due to
cross-contamination, dedicated and
self-contained facilities must be
available for the production of
particular medicinal products, such

as highly sensitising materials (e.g.

Cross-contamination should be
prevented for all products by
appropriate design and operation of
manufacturing facilities, The
measures to prevent

cross-contamination should be

commensurate with the risks. Quality

penicillins) or biological preparations

Risk Management principles should

(e.g. from live micro-organisms).

The production of certain additional
products, such as certain antibiotics,
certain hormones, certain cytotoxics,
certain highly active drugs and

non-medicinal products should not
be conducted in the same facilities.

For those products, in exceptional
cases, the principle of campaign
working in the same facilities can be
accepted provided that specific
precautions are taken and the
necessary validations are made. The
manufacture of technical poisons,
such as pesticides and herbicides,
should not be allowed in premises

be used to assess and control the

risks.

Depending of the level of risk, it may

be necessary-to dedicate premises

and equipment for manufacturing
and/or packaging operations to
control the risk presented by some
medicinal products.

Dedicated facilities are required for

manufacturing when a medicinal

product presents a risk because:

i. the risk cannot be adequately
controlled by operational and/ or
technical measures,

ii. scientific data from the

toxicological evaluation does not

>}
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used for the manufacture of
medicinal products. (GMP Guide 48
A13.6)

RERZIOTRATS R RERRBER
R RRRE - B AR B a0
EE - HIEEsiEE (Fl : EREE)
EA MBI (B4 - REENMEY )

M#ﬂ%ﬂiﬁﬁ]ﬂ’]
FABGHENE » MEIT L BAIRENE » FEFISH
HUIETE T - BTDABERZAE R — S R RIBR B
LR -

support a controllable risk (e.g.
allergenic potential from highly
sensitising materials such as beta
lactams) or

iii. relevant residue limits, derived
from the toxicological evaluation,
cannot be satisfactorily determined
by a validated analytical method.

Contamination of a starting material

or of a product by another material or
Amongst
the most hazardous contaminants are

product must be avoided. ..

highly sensitising materials,
biological prcparétions containing
living organisms, certain hormones,
cytotoxics, and other highly active

materials. (GMP Guide £&HI] 5.18)

Normally, the production of
non-medicinal products should be
avoided in areas and with equipment
destined for the production of
medicinal products but, where
justified, could be allowed where the

measures to prevent
cross-contamination with medicinal
products described below and in
Chapter 3 can be applied.
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