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1  Limits for particles

Volume � 10μm

>100mL 25 per mL
<100mL 6000 per container 600 per container 3000 per container 300 per container

� 25μm

3 per mL

� 25μm

2 per mL

� 10μm

12 per mL

Method 1
Light Obscuration

Method 2
Membrane Microscopy
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2. W.C. von Glahn, J.W. Hall. Am J Pathol 1949; 25:575–84.

3. E.J. Bruening. Virchow Arch 1955;327:460–79.

4. B. Pillari, Microbiology Team Leader OGD, FDA, Review of PF 30.6 

Particulate Contaminants of Sterile Injectable Drugs and Limits Set by 

USP General Chapter <788>, USP Workshop on Particle Size: Particle 

Detection and Measurement, Rockville, MD, December 8, 2010.

5.TheStandard,Vol.8,Issue3,Spring2011, http://www.usp.org/pdf/EN/

aboutUSP/theStandard2011Spring.pdf. 

6. R.E. Madsen, et al. Visible Particulates in Injections – A History and a 

Proposal to Revise USP General Chapter Injections <1> Pharmacopeial 

Forum, Vol. 35(5) [Sep.– Oct. 2009].

7. IBID, R.E. Madsen, et al.

8. S. Aldrich, Historical Perspective and Current Chapters Review, 

USP Workshop on Particle Size: Particle Detection and Measurement, 

Rockville, MD, December 8, 2010.
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manufacturing

Ready for
Sterilisation

washing

Automatic
vision

inspection
Packing/
labeling
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Outer
packing

4. Envision

2  ISO speci�cation for cleanroom standards
Class Cleanroom Standerds - maximum particles μm3  Epuivalent
���� �	
��
� �	
��
� �	
��
� �	
��
� ���
� ���

5 100,000 23,700 10,200 3,520 832 29 Class 
100 
6 1,000,000 237,000 102,000 35,200 8,320 293 Class 1000
7    352,000 83,200 2,930 Class 10,000
8    3,520,000 832,000 29.300 Class 100,000
9    35,200,000 8,320,000 293,000 Room Air
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TÜV 
TÜV
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DIN CERTCO

 

Mobile Cam�eld Lab

 

Dame Sally Davies
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MRSA
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PM2.5  
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SAFC

DuroAir

INTERPHEX China 

SAFC

Irvine

bulk dry powder media

SAFC

SAFC

Lenexa

Irvine

DuroAir Technologies

DuroAir

DuroPure

INTERPHEX China 2013 200

300

API China Pharm China  

1000 2000

GMP

GMP

INTERPHEX China

5

SAFC

SAFC

Animal  Component  Free

 

DuroAir CEO Robert Leadley DuroAir

air�ow shelter systems

IAQ

 

.  

PHARMPACK

4000
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AquaMate

Malvern Link II

AAF CLEAN 2013

 AquaMate

AquaMate 8000 AquaMate 7000

AquaMate 8000 190~1100nm 260

AQUAfast Merck CHEMetrics Hach

AquaMate 8000

Malvern Link II

Malvern Link II

Mastersizer Zetasizer

Malvern Link II Mastersizer 2000

Mastersizer 3000 Zetasizer Nano

DCS Scada PLC

AAF NELIOR 5

2012 9 AAF

CLEAN! 2013 CLEAN!

IPA

Reinraum Lounge

AquaMate 8000

AquaMate 8000

1.8nm

4200nm/min

AquaMate 8000 AquaMate 

7000 AquaMate 8000 325-1100nm

5.0nm AquaMate 7000

 

Malvern Link II

Insitec

Zetasizer Nano

zeta Mastersizer 

3000

13

Udo 

Gommel CLEAN 2013

AAF
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WSI Aclean    

A Clean

Riverstone 

LCD

Casella CEL-712

CEL-712

CEL-712

CEL-712

SteriBeam
UV

SteriBeam

PUV

120 80cm 2kw

MAC-E

MAC-E

IPLV 4.36

20%

Arco Comfort

Advertiser   

China Chamber of Commerce for Import &    www.cphi-china.cn/EP_Clean 5
Export of Medicines & Health Products

Finetech Japan FPD Exhibition & Conference  www.ftj.jp/zh-cn/ IBC

INTERPHEX China &  www.apichina.com.cn IFC

Nepcon China   www.nepconchina.com 13

Testo Instruments International Trading  ( )  www.testo.com.cn 7
(Shanghai) Co., Ltd.

The 12th CleanRooms China  www.crcevent.com.cn BC

WSI Ltd.  www.acleanglove.com 3

  Ad Index

Please visit our website for more information   , 
www.cleanrooms-china.com

P.6-21 P.22-24
Contents

http://www.cleanrooms-china.com/ebook_counter/url.asp?id=352
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=354
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=355
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=353
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=356


P.6-21 P.22-24
Contents

http://www.cleanrooms-china.com/ebook_counter/url.asp?id=352
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=354
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=355
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=353
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=356
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=364


P.6-21 P.22-24
Contents

http://www.cleanrooms-china.com/ebook_counter/url.asp?id=352
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=354
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=355
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=353
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=356
http://www.cleanrooms-china.com/ebook_counter/url.asp?id=365

	P: 
	22-24: 
	6-21: 
	6: 
	10: 
	12: 
	16: 
	21: 
	22: 
	19: 
	24: 
	23: 
	13: 
	5: 
	3: 
	7: 

	Link to ACT: 
	Link to CleanRooms China: 
	Previous Page: 
	Zoom Out: 
	Zoom In: 
	Next Page: 
	Ad Index: 
	Refer a friend: 
	Subscribe: 
	Link to CleanRooms China Conference: 
	Link to  China Chamber of Commerce for Import & Export of Medicines & Health Products: 
	Link to  Finetech Japan FPD Exhibition & Conferences: 
	Link to  INTERPHEX China: 
	Link to  Nepcon China: 
	Link to  Testo Instruments International Trading (Shanghai) Co: 
	, Ltd: 

	Link to  The 12th CleanRooms China: 
	Link to  WSI Ltd: 
	cover 3: 
	cover 2: 
	cover 4: 


