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B.2.2 Procedure for unidirectional airflow testing

B.2.2.1 General

The velocity of the unidirectional flow determines the performance of a unidirectional cleanroom. The
velocity can be measured close to the face of the terminal supply filters, or within the room. This is done
by defining the measuring plane perpendicular to the supply airflow and dividing it into measuring
points (grid cells) of equal areal1g],

B.2.2.2 Supply airflow velocity

The airflow velocity should be measured at approximately 150 mm to 300 mm from the filter face or
entry plane.

The number of measuring points (grid cells) is highly dependent upon the instrumentation used to
perform the measurements, configuration of room infrastructure, location or process equipment and
the design of the installed filter cell. The minimum number of measuring points (grid cells) should be

determined by Formula (B.1):

N=410xA (B.1)

BT EERTA - B RSME A RNGENERIFFIAEK -

EU & PIC/S Annex 1 Manufacture of Sterile Medicinal Products

4.30

FKY "working position” FIXZR - 1B)ZA "working position” FIENX - B
HITHONBENERMENUES 14644.3 483 - B0 TIEEAIXRETUE -

The speed of air supplied by unidirectional airflow systems should be clearly
justified in the qualification protocol including the location for air speed
measurement. Air speed should be designed, measured and maintained to
ensure that appropriate unidirectional air movement provides protection of the
product and open components at the working position (e.g. where high-risk
operations occur and where product and/or components are exposed).
Unidirectional airflow systems should provide a homogeneous air speed in a
range of 0.36 — 0.54 m/s (guidance value) at the working position, unless
otherwise scientifically justified in the CCS. Airflow visualization studies should
correlate with the air speed measurement.

AIRZ

WHO TRS 1044 Annex 2 WHO good manufacturing practices for sterile pharmaceutical

products

4.30 The speed of air supplied by unidirectional airflow systems should be clearly

justified in the qualification protocol, including the location for air speed
measurement. Air speed should be designed, measured and maintained to
ensure that appropriate unidirectional air movement provides protection
of the product and open components at the working position (for example,
where high-risk operations occur and where product or components are
exposed). Unidirectional airflow systems should provide a homogeneous
air speed in a range of 0.36-0.54 metres per second (m/s) (guidance
value) at the working level, unless otherwise scientifically justified in the
CCS. Airflow visualization studies should correlate with the air speed
measurement.

Z3KTY "working level” FIXIR - 5B K PIC/S GMP Annex 1 AiEA[E - 8%

"working level” FIEX -
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WHO TRS 961 Annex 6 WHO good manufacturing practices for sterile pharmaceutical

products

4.3 For the manufacture of sterile pharmaceutical preparations, four
grades of clean areas are distinguished as follows:

* Grade A: The local zone for high-risk operations, e.g. filling and making
aseptic connections. Normally such conditions are achieved by using a
unidirectional airflow workstation. Unidirectional airflow systems should
provide a homogeneous air speed of 0.36-0.54 m/s (guidance value) at a
defined test position 15-30 cm below the terminal filter or air distributor
system. The velocity at working level should not be less than 0.36 m/s.
The uniformity and effectiveness of the unidirectional airflow should be
demonstrated by undertaking airflow visualization tests.

X RV ZR AN 73 AP ER 73 NEEIEEE M7 15-30cm & - X—m5 14644.3 1

@ - 5—E&7 N ZZE7E the working level A AR1ETF 0.36 m/s -

o XELEFMIZEREFECRAMS @ oK 1SO 14644.3 K77 AL RE TR T EIA

TN E

o XNEEFMHNZEERCRS  RRBEIISMAENRAOEL - ZINERFUENRT
T HNENEFARIEFSIESENEX - 218 1SO 14644.3 g7 AHITRINE LK
MEERENMUERNZE - BRRERENBIRITFIERIRRRE - ERE N

£ 0.36-0.54m/s WESKARMBEE LIFEAYX RN REEX T SEHE -
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https://www.cde.org.cn/main/news/viewlnfoCommon/e01438c838e7c6c5f1a1395d3205

c08a

24. RTAFEKR (PLAFHARTERKELBWIGKT LN AESEN (1EKENRE )
BB EA
https://www.cde.org.cn/main/news/viewlnfoCommon/c65849d54e7fb2d2850ee81bae74
1e2a

25. RTFAHIEK ({EZ2ARBHIZAEEEERBRENAZHRTAESEREN (1EKENTRE ))
RUREA
https://www.cde.org.cn/main/news/viewlnfoCommon/682dc7ddb4253a5e7a6f8ff18183b
f06

26. RTAHIEKR (ERFHIZAETHRFIEEEMREARESEREN (kBN ) BEINE
gl
https://www.cde.org.cn/main/news/viewlnfoCommon/d1903177899d450b9084ecd4019
4c34f

27. RTAHIEKR (B FEFELBIHAAZMESTENTABESEN (1EKENE ) &
DA:RpERSI
https://www.cde.org.cn/main/news/viewlnfoCommon/a2c565d240039807abcb4dc73b88
34a4

28. RTAHIEKR (IEZ2AmABHALNRASRANAZMEZAESEN (EKEDE ) BRI
PRI
https://www.cde.org.cn/main/news/viewlnfoCommon/8736a5337243b2dac1a38cd87c6e
5fa4
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