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4 2. Principle [&RI

(R3]
2.1 i. The use of appropriate technologies (e.g. Restricted Access Barriers Systems

(RABS), isolators, robotic systems, rapid microbial testing and monitoring systems) should
be considered to increase the protection of the product from potential extraneous sources

of particulate and microbial contamination such as personnel, materials and the
surrounding environment, and assist in the rapid detection of potential contaminants in the

environment and product.
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5 4 Premises }tEs% V2020

(R3]
Table 2 : Limits for microbial contamination during qualification
Settle plates Contact plates EBTEIL—b J998T -k
Grade | Air sample cfu/m’ (diameter 90 mm) (diameter 55 Grade | IP-H>75— cfu/m3 | (B#290mm) | (EZ55mm)
cfu/'4 hours mmj) cfu/plate cfu /4850 cfu/FL—h
L] 1B} -
= e A EET
B 10 5 5 B 10 5 5
C 100 50 25 c 100 S0 25
D 200 100 50 D 200 100 50

Note 1: All methods indicated for a specific Grade in the table should be used for qualifying
the area of that specific Grade. If one of the methods is not used, or alternative methods
are used, the approach taken should be appropriately justified.
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6 4 Premises 5% V2020

(R3]
Table 2 : Limits for microbial contamination during qualification
Settle plates Contact plates EANE WIS IAIRNTL -
Grade | Air sample cfu/m’ (diameter 90 mm) (diameter 55 Grade | I7—9>75— cfu/m3 | (B#&90mm) | (E#&55mm)
cfu/'4 hours mmj) cfu/plate cfu /4850 cfu/FL—h
L] 1B} -
= L A EET
B 10 5 5 B 10 5 5
c: 100 50 v-a c 100 50 25
200 100 D 200 100 50

Note 2 Limits are applied using cfu throughout the document. If different or new
technologies are used that present results in a manner different from cfu, the
manufacturer should scientifically justify the limits applied and where possible correlate
them to cfu.
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9 Viable and non-viable environmental & process monitoring

S £ (MEY) CHEE (BINTF) ORBIOEAE=IUYY V2020

(R3]
9.28 The adoption of suitable rapid or automated monitoring systems should be

considered by manufacturers in order to expedite the detection of microbiological
contamination issues and to reduce the risk to product. These rapid and automated
microbial monitoring methods may be adopted after validation has demonstrated their
equivalency or superiority to the established methodology.
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9 10 Quality Control (QC) V2020

[[R3]

10.10 For products with short shelf life, the environmental data for the time of
manufacture may not be available; in these cases, the certification should include a review
of the most recent available data. Manufacturers of these products should consider the use

of rapid monitoring systems.
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10 FeH V2020
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