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1.Guidance for Industry. BACPAC I : Intermediates in Drug Substance Synthesis Bulk Actives
Postapproval Changes : Chemistry » Manufacturing > and Controls Documentation. FDA. February 2001.

2.Guidance for Industry. Changes to an Approved NDA or ANDA > Revision 1 » dated April 2004.
FDA. November 1999.

3.Guidance for Industry. Changes to an Approved NDA or ANDA : Questions and Answers * FDA.
January 2001.
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FDA. June 2010.
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Documentation (1) . FDA. November 1995.

9.SUPAC-IR : Questions and Answers about SUPAC-IR Guidance > FDA. February ° 1997.
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Equipment Addendum » FDA. January 1999.
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Documentation (1) . FDA. October 1997.

12.SUPAC-SS : Nonsterile Semisolid Dosage Forms; Scale-Up and Postapproval Changes - Chemistry
Manufacturing > and Controls ; In Vitro Release Testing and In Vivo Bioequivalence Documentation (1) .
FDA. June 1997.

13.SUPAC-SS : Nonsterile Semisolid Dosage Forms Manufacturing Equipment Addendum ° FDA.
December 1998.

14.Dissolution Testing of Immediate Release Solid Oral Dosage Forms. U.S. Department of Health and
Human Services. FDA.

15.Extended Release Oral Dosage Forms : Development » Evaluation ° and Application of In Vitro/In
Vivo Correlations. U.S. Department of Health and Human Services. FDA.

16.Guidance for Industry : Bioavailability and Bioequivalence Studies for Orally Administered Drug
Products—General Considerations. U.S. Department of Health and Human Services. FDA. March 2003.

17.Waiver of In Vivo Bioavailability and Bioequivalence Studies for Immediate-Release Solid Oral
Dosage Forms Based on a Biopharmaceutics Classification System. U.S. Department of Health and Human
Services. FDA.
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18.Guideline on Dossier Requirements for Tyle IA and Type IB Notifications. European Commission.
July 2003.

19.Guideline on Stability Testing for Applications for Variations to A Marketing Authorisation. CPMP
December 2003.

20.Note for Guidance on The Investigation of Bioavailability and Bioequivalence.
CPMP/EWP/QWP/1401 /98.

21.Guidelines on the details of the various categories of variations > on the operation of the procedures
laid down in Chapters 11 » ITa » IIT and IV of Commission Regulation (EC) No 1234/2008 of 24 November
2008 concerning the examination of variations to the terms of marketing authorisations for medicinal
products for human use and veterinary medicinal products and on the documentation to be submitted
pursuant to those procedures  (2013/C 223/01) .

22.Concerning the examination of variations to the terms of marketing authorisations for medicinal
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products for human use and veterinary medicinal products. COMMISSION REGULATION (EC) No
1234/2008.
(=) TGA BRI HEN
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Prescription Medicines
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