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Projected Timetable for Publication and Implementation of Texts 
Signed-Off by the Pharmacopoeial Discussion Group (PDG)

Effective harmonisation of monographs and general chapters requires that texts signed-off by the PDG be published and implemented by all three 
pharmacopoeias. This process of adoption and implementation takes place according to the particular procedure of each pharmacopoeia. The table 
below shows the projected timetable for publication and implementation of all signed-off texts, based on information provided by each pharmacopoeia.

General chapters (December 2011)

Item Sign-off

Stage 6A Stage 6B Stage 6C

Adoption and publication Regional implementation Indication

EP JP USP EP JP USP EP JP USP

Dissolution Jun. 22, 2004 2005/06 Mar. 31, 2006 31/03/2005 2006/01 Apr. 1, 2006 01/04/2006 2006/01 Apr. 1, 2006 01/04/2006

Rev. 1 Nov. 8, 2005 ― ― ― ― ― ― ― ― ―

Rev. 2 Nov. 12, 2008 2009/06 July 30, 2010 01/04/2010 2010/01 July 30, 2010 01/10/2010 2010/01 July 30, 2010 01/10/2010

Rev. 3 Jun. 10, 2010 2010/11 (Sep. 30, 2012) 25/02/2011 (Oct. 1, 2012) 01/12/2011 2012/01 (Oct. 1, 2012) 01/12/2011

Disintegration Jun. 21, 2004 2005/06 Mar. 31, 2006 31/03/2005 2006/01 Apr. 1, 2006 2006/01 Apr. 1, 2006 01/04/2006

Rev. 1 Oct. 30, 2007 2008/06 Mar. 2009 06/06/2008 2009/01 Mar. 2009 01/08/2008 2009/01 Mar. 2009 01/08/2008

Uniformity of Content/Mass Feb. 18, 2004 2004/12 Mar. 31, 2006 01/04/2010 2005/06 Apr. 1, 2006 01/10/2010 2005/06 Apr. 1, 2006 01/10/2010

Rev. 1 Nov. 9, 2010 2011/03 (Sep. 30, 2012) 25/02/2011 01/04/2012 (Oct. 1, 2012) 01/12/2011 01/04/2012 (Oct. 1, 2012) 01/12/2011

Tests for Specified 
Microorganisms Nov. 8, 2005 2006/06 Sep. 28, 2007 01/08/2006 2007/01 Oct. 1, 2007 2007/01 Oct. 1, 2007

Rev. 1 Jun. 5, 2008 2008/12 Mar. 2009 01/04/2010 2009/07 Mar. 2009 01/10/2010 2009/07 Mar. 2009 01/10/2010

Microbiological Enumeration Nov. 8, 2005 2006/06 Sep. 28, 2007 01/08/2006 2007/01 Oct. 1, 2007 2007/01 Oct. 1, 2007

Rev. 1 Jun. 5, 2008 2008/12 Mar. 2009 01/04/2010 2009/07 Mar. 2009 01/10/2010 2009/07 Mar. 2009 01/10/2010

Corr. 1 Jun. 10, 2009 2009/06 Mar. 24, 2011 01/07/2010 Apr. 1, 2011 2010/07 Apr. 1, 2011 Apr. 1, 2011

Microbial Contamination Limits 
for Non-sterile Products Nov. 8, 2005 2006/06 Sep. 28, 2007 01/11/2008 2007/01 Oct. 1, 2007 01/05/2009 2007/01 Oct. 1, 2007 01/05/2009
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Item Sign-off

Stage 6A Stage 6B Stage 6C

Adoption and publication Regional implementation Indication

EP JP USP EP JP USP EP JP USP

Bacterial Endotoxins Jan. 3, 2000 2006/06 Mar. 30, 2001 31/07/2000 2001/01 Apr. 1, 2001 01/01/2002 2001/01 Apr. 1, 2006 01/01/2002

Rev. 1 Nov. 11, 2008 2009/06 Mar. 24, 2011 01/04/2010 2010/01 Apr. 1, 2011 01/10/2010 2010/01 Apr. 1, 2011 01/10/2010

Corr. 1 Oct. 27, 2009 2009/11 Mar. 24, 2011 01/04/2011 Apr. 1, 2011 01/10/2011 2011/01 Apr. 1, 2011 01/10/2011

Rev. 2 June 15, 2011 23/11/2011 01/12/2012 01/12/2012

Extractable Volume 
of Parenterals Jul. 18, 2000 2001/06 ― 31/07/2000 2002/01 ― 01/01/2002 2002/01 ― 01/01/2002

Rev. 1 Jun. 10, 2004 01/06/2005 Jul. 21, 2005 14/11/2006 Jul. 21, 2005 14/11/2006 Jul. 21, 2005 14/11/2006

Revision: Sign-off cover sheet Nov. 9, 2010 ― ― ―

Particulate Matter in Injectables May 21, 2001 2002/06 ― 31/03/2001 2003/01 ― 01/01/2002 2003/01 ― 01/01/2002

Rev. 1 Jun. 10, 2004 Mar. 31, 2006 01/03/2007 Apr. 1, 2006 01/04/2007 Apr. 1, 2006 01/08/2007

Revision: Sign-off cover sheet Nov. 9, 2010 ― ― ― ― ― ―

Sulphated Ash/Residue 
on Ignition Feb. 11, 2000 2001/06 Dec. 27, 2002 01/11/2002 2002/01 Jan. 1, 2003 2002/01 ―

Rev. 1 Sep. 10, 2002 Dec. 28, 2004 01/02/2006 Jan. 1, 2005 01/04/2006 ― 01/04/2006

Rev. 2 Aug. 4, 2005 2005/06 Mar. 31, 2006 01/02/2006 2006/01 Apr. 1, 2006 01/08/2006 2006/01 Apr. 1, 2006 01/08/2006

Sterility Sep. 10, 2002 2003/06 Dec. 28, 2004 01/05/2003 2004/01 Jan. 1, 2005 01/01/2004 2004/01 Apr. 1, 2006 01/01/2004

Rev. 1 Oct. 30, 2007 2008/06 Mar. 2009 01/02/2009 2009/01 Mar. 2009 01/08/2009 2009/01 Mar. 2009 01/08/2009

Corr. 1 Jun. 3, 2008 2008/06 Mar. 2009 01/02/2009 2009/01 Mar. 2009 01/08/2009 2009/01 Mar. 2009 01/08/2009

Corr. 2 Nov. 11, 2008 ― ― ― ― ― ― ― ― ―

Corr. 3 Jun. 10, 2009 2009/06 Mar. 24, 2011 01/07/2010 Apr. 1, 2011 2010/01 Apr. 1, 2011

Analytical Sieving Jun. 10, 2004 Mar. 31, 2006 01/09/2005 Apr. 1, 2006 01/09/2005 Apr. 1, 2006 01/09/2005

Rev. 1 May 8, 2007 2008/01 Sep. 30, 2009 01/06/2009 2008/07 Oct. 1, 2009 01/12/2009 2008/07 Oct. 1, 2009 01/12/2009

Bulk and Tapped Density 
of Solids May 8, 2007 2008/01 Sep. 30, 2009 01/08/2009 2008/07 Oct. 1, 2009 01/08/2009 2008/07 Oct. 1, 2009 01/08/2009

Rev. 1 Jun. 5, 2008 2008/12 Sep. 30, 2009 01/04/2010 2009/07 Oct. 1, 2009 01/10/2010 2009/07 Oct. 1, 2009 01/10/2010

Corr. 1 Jun. 10, 2009 Mar. 24, 2011 11/02/2011 Apr. 1, 2011 01/08/2011 Apr. 1, 2011 01/08/2011

Rev. 2 June 15, 2011 23/11/2011 01/12/2012
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Item Sign-off

Stage 6A Stage 6B Stage 6C

Adoption and publication Regional implementation Indication

EP JP USP EP JP USP EP JP USP

Gas Pycnometric Density 
of Solids May 8, 2007 2008/01 Sep. 30, 2009 01/08/2009 2008/07 Oct. 1, 2009 01/08/2009 2008/07 Oct. 1, 2009 01/08/2009

Flowability (Powder Flow) Jun. 10, 2004 2005/06 Mar. 31, 2006 01/06/2005 2006/01 Apr. 1, 2006 01/08/2005 2006/01 Apr. 1, 2006 01/08/2005

Tablet Friability Feb. 18, 2004 2004/12 Mar. 31, 2006 01/03/2006 2005/07 Apr. 1, 2006 01/08/2006 2005/07 Apr. 1, 2006 01/08/2006

Optical Microscopy Jun. 10, 2004 2005/06 Mar. 31, 2006 01/06/2005 2006/01 Apr. 1, 2006 01/12/2005 2006/01 Apr. 1, 2006 01/12/2005

Powder Fineness May 8, 2007 2008/01 Sep. 30, 2009 01/11/2011 2008/07 Oct. 1, 2009 01/05/2012 2008/07 Oct. 1, 2009 01/05/2012

Specific Surface Area Nov. 11, 2003 2004/09 Mar. 31, 2006 01/05/2005 2005/04 Apr. 1, 2006 01/04/2005 2005/04 Apr. 1, 2006 01/04/2005

Porosimetry by Mercury 
Intrusion May 8, 2007 2008/01 ― 01/11/2011 2008/07 ― 01/05/2012 2008/07 ― 01/05/2012

Laser difrraction measurement 
of particle size Nov. 11, 2008 2009/06 Mar. 24, 2011 01/04/2010 2010/01 Apr. 1, 2011 01/10/2010 2010/01 Apr. 1, 2011 01/10/2010

X-Ray Powder Diffraction Oct. 30, 2007 2008/06 Mar. 24, 2011 01/04/2010 2009/01 Apr. 1, 2011 01/10/2010 2009/01 Apr. 1, 2011 01/10/2010

Water-solid Interactions Oct. 26, 2009 2010/03 (Sep. 30, 2012) 01/06/2011 (Oct. 1, 2012) 01/12/2011 2011/04 (Oct. 1, 2012) 01/12/2011

Amino Acid Determination Sep. 9, 2002 2003/06 Dec. 28, 2004 01/01/2009 2005/01 Jan. 1, 2005 01/02/2009 2005/01 Apr. 1, 2006 01/02/2009

Capillary Electrophoresis Sep. 10, 2002 2003/06 Dec. 28, 2004 21/05/2009 2005/01 Jan. 1, 2005 01/07/2009 2005/01 Apr. 1, 2006 01/11/2009

Corr. 1 Oct. 27, 2009 ― 01/11/2010 ― 01/05/2011 ― 01/05/2011

Corr. 2 Jun. 9, 2010 2010/06 July 20, 2010 01/10/2010 July 20, 2010 01/02/2011 2011/07 July 20, 2010 01/02/2011

Isoelectric Focusing Sep. 9, 2002 2003/06 Dec. 28, 2004 21/05/2009 2004/01 Jan. 1, 2005 01/07/2009 2004/01 Apr. 1, 2006 01/11/2009

Protein Determination Sep. 10, 2002 2003/06 Dec. 28, 2004 01/02/2007 2004/01 Jan. 1, 2005 01/08/2007 2004/01 Apr. 1, 2006 01/08/2007

Peptide Mapping Sep. 10, 2002 2003/06 Dec. 28, 2004 21/05/2009 2004/01 Jan. 1, 2005 01/07/2009 2004/01 Apr. 1, 2006 01/11/2009

Polyacrylamide Gel 
Electrophoresis Oct. 15, 1999 2001/09 Dec. 27, 2002 01/06/2009 2002/01 Jan. 1, 2003 01/12/2009 2002/01 Apr. 1, 2006 01/12/2009

Microcalorimetry June 15, 2011 23/11/2011 01/12/2012 01/12/2012

Beginning in 2011, Adoption and Publication for USP indicate date posted to website.
Sep. 30, 2009, Oct. 1, 2009: Supplement 2 to JP15
July 30, 2010: Partial Revision by Ministerial Notification No. 322
Mar. 24, 2011, Apr. 1, 2011: JP16
(Sep. 30, 2012), (Oct. 1, 2012): Scheduled dates associated with Supplement 1 to JP16
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Mongraphs (December 2011)

Item Sign-off

Stage 6A Stage 6B Stage 6C

Adoption and publication Regional implementation Indication

EP JP USP EP JP USP EP JP USP

Alcohol, Rev.1 Sep. 9, 2002 1/6/03 Mar. 31, 2006 01/06/2005 1/1/04 Apr. 1, 2006 01/08/2005 1/1/04 Apr. 1, 2006 01/08/2005

Alcohol, Dehydrated, Rev. 1 Sep. 9, 2002 2003/06 Mar. 31, 2006 02/06/2005 2004/01 Apr. 1, 2006 02/08/2005 2004/01 Apr. 1, 2006 02/08/2005

Benzyl Alcohol Jul. 18, 2000 2001/10 Dec. 28, 2004 31/03/2005 2002/04 Jan. 1, 2005 31/03/2005 2002/04 ― Mar 1 2005

Rev.1 Nov. 18, 2005 1/6/06 Mar. 31, 2006 01/02/2008 1/6/06 Apr. 1, 2006 01/08/2008 1/6/06 Apr. 1, 2006 01/08/2008

Rev.2 Jun. 3, 2008 1/12/08 Mar. 24, 2011 01/04/2010 1/7/09 Apr. 1, 2011 01/10/2010 1/7/09 Apr. 1, 2011 01/10/2010

Corr. 1 June 15, 2011 23/11/2011 01/12/2012 01/12/2012

Calcium Disodium Edetate Nov. 18, 2005 2006/10 ― 01/06/2007 2007/04 ― 01/12/2007 2007/04 ― 01/12/2007

Calcium Phosphate Dibasic Dihydrate Nov. 18, 2005 2006/10 Sep. 28, 2007 01/06/2007 2007/04 Oct. 1, 2007 01/12/2007 2007/04 Oct. 1, 2007 01/12/2007

Rev. 1 June 15, 2011 23/11/2011 01/12/2012 01/12/2012

Anhydrous Calcium Phosphate Dibasic Nov. 18, 2005 2006/10 Sep. 28, 2007 01/06/2007 2007/04 Oct. 1, 2007 01/12/2007 2007/04 Oct. 1, 2007 01/12/2007

Rev. 1 June 15, 2011 23/11/2011 01/12/2012 01/12/2012

Carmellose Calcium, Rev. 1 Jul. 17, 2003 2003/09 Dec. 28, 2004 1/6/06 2004/04 Jan. 1, 2005 1/8/06 2004/04 Apr. 1, 2006 1/8/06

Croscarmellose Sodium Oct. 24, 2001 1/9/01 Mar. 31, 2006 01/02/2005 1/4/02 Apr. 1, 2006 01/04/2005 1/4/02 Apr. 1, 2006 01/04/2005

Cellulose, Microcrystalline Feb. 18, 2004 ― 01/09/2005 ― 01/09/2005 ― Sep 1 2005

Rev. 1 May 11, 2005 2006/06 Mar. 31, 2006 01/06/2006 2007/01 Apr. 1, 2006 01/08/2006 2007/01 Apr. 1, 2006 01/08/2008

Cellulose Powder Feb. 18, 2004 ― 01/09/2005 ― 01/09/2005 ― Sep 1 2005

Rev. 1 May 11, 2005 1/6/06 Mar. 31, 2006 01/06/2006 2007/01 Apr. 1, 2006 01/08/2006 2007/01 Apr. 1, 2006 01/08/2006

Cellulose Acetate, Rev. 1 Feb. 5, 2003 2003/09 ― 01/11/2004 2004/04 ― 01/01/2005 2004/04 ― 01/01/2005

Cellulose Acetate Phthalate Oct. 24, 2001 1/6/02 Dec. 28, 2004 01/11/2004 1/1/03 Jan. 1, 2005 01/01/2005 1/1/03 Apr. 1, 2006 01/01/2005

Rev. 1 Nov. 9, 2010 1/11/10 (Sep. 30, 2012) 01/08/2011 1/1/12 (Oct. 1, 2012) 01/08/2012 1/1/12 (Oct. 1, 2012) 01/08/2012

Citric Acid Anhydrous May 23, 2001 2003/06 Dec. 27, 2002 ― 2004/01 Jan. 1, 2003 ― 2004/01 ― ―

Rev. 1 Nov. 11, 2003 N/A Mar. 31, 2006 01/11/2004 N/A Apr. 1, 2006 01/01/2005 N/A Apr. 1, 2006 01/01/2005

Rev. 2 Jun. 9, 2010 N/A (Sep. 30, 2012) 01/08/2011 N/A (Oct. 1, 2012) 01/08/2012 N/A (Oct. 1, 2012) 01/08/2012
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Item Sign-off

Stage 6A Stage 6B Stage 6C

Adoption and publication Regional implementation Indication

EP JP USP EP JP USP EP JP USP

Citric Acid Monohydrate May 23, 2001 2003/06 Dec. 27, 2002 ― 2004/01 Jan. 1, 2003 ― 2004/01 ― ―

Rev. 1 Nov. 11, 2003 N/A Mar. 31, 2006 01/11/2004 N/A Apr. 1, 2006 01/01/2005 N/A Apr. 1, 2006 01/01/2005

Rev. 2 Jun. 9, 2010 N/A (Sep. 30, 2012) 01/02/2012 N/A (Oct. 1, 2012) 01/08/2012 N/A (Oct. 1, 2012) 01/08/2012

Crospovidone Nov. 9, 2010 mars-11 (Sep. 30, 2014) 25/02/2011 1/4/12 (Oct. 1, 2014) 01/12/2011 1/4/12 (Oct. 1, 2014) 01/12/2011

Ethylcellulose Feb. 6, 2002 2002/11 ― 01/11/2004 2003/06 ― 01/01/2005 2003/06 ― 01/01/2005

Rev. 1 Oct. 27, 2009 N/A ― 01/02/2011 ― 01/08/2011 ― 01/08/2011

Hypromellose Nov. 10, 2003 2006/06 Mar. 31, 2006 01/06/2007 2007/01 Apr. 1, 2006 01/12/2007 2007/01 Apr. 1, 2006 01/12/2007

Hypromellose Phthalate Jun. 6. 2006 1/1/07 Sep. 28, 2007 01/02/2005 1/7/07 Oct. 1, 2007 01/04/2005 1/7/07 Oct. 1, 2007 01/04/2005

Lactose Anhydrous, Rev. 1 Feb. 5, 2003 2003/06 Mar. 31, 2006 ― 2004/01 Apr. 1, 2006 ― 2004/01 Apr. 1, 2006 ―

Rev. 2 Nov. 8, 2005 N/A Sep. 28, 2007 01/11/2007 Oct. 1, 2007 01/05/2008 Oct. 1, 2007 May 1 2008

Rev. 3 Jun. 5, 2008 1/12/08 Sep. 30, 2009 01/02/2012 1/7/09 Oct. 1, 2009 01/08/2012 1/7/09 Oct. 1, 2009 01/08/2012

Rev. 4 Nov. 9, 2010 nov-10 (Sep. 30, 2012) 01/08/2011 1/1/12 (Oct. 1, 2012) 01/08/2012 1/1/12 (Oct. 1, 2012) 01/08/2012

Lactose Monohydrate Sep. 10, 2002 2003/06 Mar. 31, 2006 ― 2004/01 Apr. 1, 2006 ― 2004/01 Apr. 1, 2006 ―

Rev. 1 Oct. 25, 2006 ― ― ― ― ― ― ― ― ―

Rev. 2 Jun. 5, 2008 2008/12 Sep. 30, 2009 30/09/2011 2009/07 Oct. 1, 2009 01/08/2012 2009/07 Oct. 1, 2009 01/08/2012

Magnesium Stearate Jun. 3, 2008 2008/12 (Sep. 30, 2012) 01/02/2010 2009/07 (Oct. 1, 2012) 01/08/2010 2009/07 (Oct. 1, 2012) 01/08/2010

Correction Nov. 11, 2008 2008/12 (Sep. 30, 2012) 01/11/2011 2009/07 (Oct. 1, 2012) 01/05/2012 2009/07 (Oct. 1, 2012) 01/05/2012

Methyl Cellulose Nov. 10, 2003 ― 01/02/2008 ― 01/08/2008 ― 01/08/2008

Rev. 1 Nov. 8, 2005 1/9/06 Mar. 31, 2006 01/04/2010 1/4/07 Apr. 1, 2006 01/10/2010 1/4/07 Apr. 1, 2006 01/10/2010

Methyl Paraben Feb. 19, 2004 2002/01 Mar. 31, 2006 01/06/2005 2002/07 Apr. 1, 2006 01/08/2005 2002/07 Apr. 1, 2006 01/08/2005

Rev. 1 Jun. 10, 2009 juin-09 (Sep. 30, 2012) 01/02/2011 1/7/10 (Oct. 1, 2012) 01/08/2011 1/7/10 (Oct. 1, 2012) 01/08/2011

Polysorbate 80 Jun. 3, 2008 2008/12 (Sep. 30, 2012) 01/02/2010 2009/07 (Oct. 1, 2012) 01/08/2010 2009/07 (Oct. 1, 2012) 01/08/2010

Corr. 1 Oct. 27, 2009 nov-09 (Sep. 30, 2012) TBD 1/1/11 (Oct. 1, 2012) 1/1/11 (Oct. 1, 2012)
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Item Sign-off

Stage 6A Stage 6B Stage 6C

Adoption and publication Regional implementation Indication

EP JP USP EP JP USP EP JP USP

Povidone Oct. 25, 2006 2007/10 (Sep. 30, 2012) 01/08/2009 2008/04 (Oct. 1, 2012) 01/08/2009 2008/04 (Oct. 1, 2012) 01/08/2009

Corr. 1 May 28 2007 (Sep. 30, 2012) 25/02/2011 (Oct. 1, 2012) 01/12/2011 (Oct. 1, 2012) 01/12/2011

Corr. 2 Jun. 3, 2008 2008/12 (Sep. 30, 2012) 25/02/2011 2009/07 (Oct. 1, 2012) 01/12/2011 2009/07 (Oct. 1, 2012) 01/12/2011

Saccharin Feb. 5, 2003 2005/06 Mar. 31, 2006 01/02/2006 2006/01 Apr. 1, 2006 01/04/2006 2006/01 Apr. 1, 2006 01/04/2006

Saccharin Sodium, Rev. 1 Feb. 18, 2004 2005/06 Mar. 31, 2006 01/06/2007 2006/01 Apr. 1, 2006 01/08/2007 2006/01 Apr. 1, 2006 01/08/2007

Saccharin Calcium Feb. 5, 2003 ― ― 01/06/2007 ― ― 01/08/2007 ― ― 01/08/2007

Sodium Chloride, Rev. 1 May 23, 2001 2003/06 Dec. 27, 2002 ― 2004/01 Jan. 1, 2003 ― 2004/01 ― ―

Rev. 2 Nov. 11, 2003 N/A Mar. 31, 2006 postponed Apr. 1, 2006 Apr. 1, 2006

Sodium Starch Glycolate Nov. 10, 2003 2004/12 ― ― 2005/07 ― ― 2005/07 ― ―

Rev. 1 May 11, 2005 2006/06 Sep. 28, 2007 01/06/2006 2007/01 Oct. 1, 2007 01/08/2006 2007/01 Oct. 1, 2007 01/08/2006

Starch, Corn Oct. 24, 2001 2002/06 Dec. 28, 2004 01/03/2005 2003/01 Jan. 1, 2005 01/03/2005 2003/01 ― 01/03/2005

Rev. 1 Feb. 18, 2004 2004/10 Mar. 31, 2006 01/02/2008 2005/04 Apr. 1, 2006 01/08/2008 2005/04 Apr. 1, 2006 01/08/2008

Rev. 2 Oct. 29, 2007 2008/06 Sep. 30, 2009 01/04/2010 2009/01 Oct. 1, 2009 01/10/2010 2009/01 Oct. 1, 2009 01/10/2010

Starch, Potato Oct. 24, 2001 2002/06 Dec. 28, 2004 01/03/2005 2003/01 Jan. 1, 2005 01/03/2005 2003/01 Apr. 1, 2006 01/03/2005

Rev. 1 Oct. 29, 2007 2008/06 Sep. 30, 2009 01/04/2010 2009/01 Oct. 1, 2009 01/10/2010 2009/01 Oct. 1, 2009 01/10/2010

Rev. 2 June 15, 2011 23/11/2011 01/12/2012 01/12/2012

Starch, Rice Oct. 25, 2006 2007/06 Sep. 30, 2009 1/4/10 2008/01 Oct. 1, 2009 1/10/10 2008/01 Oct. 1, 2009 1/10/10

Starch, Wheat Oct. 24, 2001 2002/06 Dec. 28, 2004 01/03/2005 2003/01 Jan. 1, 2005 01/03/2005 2003/01 Apr. 1, 2006 01/03/2005

Rev. 1 Oct. 29, 2007 2008/06 Sep. 30, 2009 01/04/2010 2009/01 Oct. 1, 2009 01/10/2010 2009/01 Oct. 1, 2009 01/10/2010

Rev. 2 June 15, 2011 23/11/2011 01/12/2012 01/12/2012

Stearic Acid Jun. 3, 2008 2008/12 (Sep. 30, 2012) 1/11/11 2009/07 (Oct. 1, 2012) 1/5/11 2009/07 (Oct. 1, 2012) 1/5/11

Sucrose Oct. 30, 2007 2008/06 (Sep. 30, 2012) 01/11/2011 2009/01 (Oct. 1, 2012) 01/05/2012 2009/01 (Oct. 1, 2012) 01/05/2012
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Item Sign-off

Stage 6A Stage 6B Stage 6C

Adoption and publication Regional implementation Indication

EP JP USP EP JP USP EP JP USP

Talc Nov. 10, 2003 2004/09 ― 01/09/2005 2005/04 ― 01/09/2005 2005/04 ― 01/09/2005

Rev. 1 Jun. 3, 2008 N/A Mar. 24, 2011 01/02/2011 Apr. 1, 2011 01/08/2011 Apr. 1, 2011 01/08/2011

Ethyl Paraben Feb. 19, 2004 2002/01 Mar. 31, 2006 01/06/2005 2002/07 Apr. 1, 2006 01/08/2005 2002/07 Apr. 1, 2006 01/08/2005

Rev. 1 Jun. 10, 2009 juin-09 (Sep. 30, 2012) 01/02/2011 1/7/10 (Oct. 1, 2012) 1/7/10 (Oct. 1, 2012)

Propyl Paraben Feb. 19, 2004 2002/01 Mar. 31, 2006 01/02/2005 2002/07 Apr. 1, 2006 01/04/2005 2002/07 Apr. 1, 2006 01/04/2005

Rev. 1 Jun. 10, 2009 juin-09 (Sep. 30, 2012) 01/02/2011 1/7/10 (Oct. 1, 2012) 1/7/10 (Oct. 1, 2012)

Butyl Paraben Feb. 19, 2004 2002/01 Mar. 31, 2006 01/11/2005 2002/07 Apr. 1, 2006 01/01/2006 2002/07 Apr. 1, 2006 01/01/2006

Rev. 1 Jun. 9, 2010 juin-10 (Sep. 30, 2012) 30/09/2011 1/7/11 (Oct. 1, 2012) 01/08/2012 1/7/11 (Oct. 1, 2012) 01/08/2012

Carmellose Nov. 11, 2008 2009/09 Mar. 24, 2011 01/11/2009 2010/04 Apr. 1, 2011 01/10/2010 2010/04 Apr. 1, 2011 01/10/2010

Beginning in 2011, Adoption and Publication for USP indicate date posted to website.
Sep. 30, 2009, Oct. 1, 2009: Supplement 2 to JP15
July 30, 2010: Partial Revision by Ministerial Notification No. 322
Mar. 24, 2011, Apr. 1, 2011: JP16
(Sep. 30, 2012), (Oct. 1, 2012): Scheduled dates associated with Supplement 1 to JP16


