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Maximum permitted Maximum Microbiological
Old Fed Std 209E = ISOEN14644 @ EUGMPAnnex1 = particles per m®equalto or Active Air Action Levels
greater than tabulated size (cfu/m?)
At rest In operation
0.5u 0.5u
100 ISO 5 Class A & B 3,520 3,620 1
1,000 ISO 6 — 35,200 — 7
10,000 ISO 7 Class C 352,000 3,520,000 10

100,000 ISO 8 Class D 3,520,000 Not defined 100
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Autoclavable Spray Bottle / Cleanroom Pens
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BioClean - Sterile Isolator Glove
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BioClean - Sterile Gloves
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Vileda - Origo System
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BioClean - Pharma Cover

BEMOES



Grade C/ D
C/D#&E,“\EB}J’ /Eli#\u g%ﬁﬂﬁ% Class10,000~1oo,om

Disposable Accessories
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™ People

¥ Process

u Equipment

™ Process Media
" Air

It is important to take the contamination from people into account , which
contributes considerable 30% of the total contamination in the cleanroom.

Anti-Static Footwear
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Non-woven Coverall
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Personnel A B(FEFHIR)

e Touch Contamination 1&g 3 BioClean JHEFE
e Skin/ Hair/ Mucous membranes £ HI BioClean [WEHE/ B1E/ OE/#BE
¢ Clothing 1%x& BioClean jF & BhETX

Equipment % Tyvek® = RR R E %

Berkshire & 24170

Improper Cleaning A& #ER Vileda AIERIBEZZ TR
Contaminated Supplies 5T 42544 Tyvek® SRRFVHER

BioClean AJiiE 23 [IFHEES
Berkshire & 24170
N/A
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- EN1149-1 Antistatic (AFE
- EN368 Liquid (REEZEMAIE)
- EN1146 Ignition (

- EN863 Tear Resistance Test (
- ASTM D6978-05 Chemical (
- ASTM F 1670 Blood Test (

- BREECENTEXBEL 1SO13934-1/9073-4 / 13935-2 & EN863  (IjgE1RIE)

- Helmke Drum Particle Count Test — Nelson Lab (it EE-FRENRFAIR)
-1SO14644 Cleanroom COC— NEBB (REFIRIERE)

- VDmax” Sterility Validation (REEIERS)

«1SO 9001/ 13485/ 14001 / 11137 TR ERRE
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