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CV CONTROL

Air Cleanliness Monitoring of Cleanroom

SMARTDAC+ GX10/GX20

B Background

Cleanrooms in the pharmaceutical industry requires to monitor and record air
cleanliness during manufacturing process operation. Manufacturer have to measure
fine particles such as dust and impurities in the air with the particle counters. This
measurement is widely used by many industries such as pharmaceutical,

semiconductor, films and foods.

B Regulations

For pharmaceutical industry, there are several guidelines which determines cleanliness

of clean room.

Maximum permitted number of particles per m3 equal to or grater than the tabulated size
. GM P (FDA) At rest In operation
Grade 0.5pm 5.0pm 0.5pm 5.0pm
+  EU-GMP Annex-1 A 3520 20 3520 20
. P|C/S GMP Annex_1 B 3 520 29 352 000 2900
C 352 000 2900 3 520 000 29 000
* WHO_GMP D 3520 000 29 000 Not defined Not defined
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EU-GMP Annex-1 Manufacture of Sterile Medicinal Products
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Optional functions:
+/MC: Communication channel
+/MT: Mathematical

+/AS: Advanced Security
-/C3: RS422, 85

Modbus/TCP
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Receive data of particle density (pcs / ft3)
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B Additional features to support safe monitoring

€ Watchdog Timer (/MC: Communication channel option)

If the data has not been updated for a certain period of time due to communication failure or
any troubles, certain value can be set to be displayed. For this application, negative values are
displayed as value to tell abnormality to the monitors.
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€ BIT Operation (/MT: mathematical function)

Possible to obtain the status information of the particle counter by using the mathematical function.
Recorder get status information through Modbus communication (alarm/message).

Ethernet — 2(000010) « BIT.BOO(RCxxx)=0

(
BIT.BO1(RCxxx)=1
BIT.BO3(RCxxx)=0
(
(

BIT.B04(RCxxx)=0

Particle BIT.BO5(RCxxx)=0
counter
Status information example
I Bit0 [Light error(1:alarm. 0:0K)
= Flow error(1:alarm. 0:OK)
E : Bit3 |Laser error(1:alarm. 0:0K)
Bit4 |etc
vacuum pump Bitd |etc

Product solution for Pharmaceutical

GX20/GX10 Paperless Recorder with Advanced Security Function (/AS)
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