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Drug Product 

l Drug Product Guidance (1987 update) 

l ANDA Drug Product Impurities (12/98 draft) 

l ANDA Blend Uniformity Analysis 

l Post-Approval Changes - Sterile Aqueous Solutions 



Drug Product 

l Submission of Documentation in Drug Applications 
for Container Closure Systems Used in Packaging 
of Human Drugs and Biologics (Published) 

l Metered Dose inhaler (MDI) and Dry Powder Inhaler 
(DPI) Drug Products: CMC Documentation 

l Nasal Spray and Inhalation Solution, Suspension, 
and Spray Drug Products: CIVIC Documentation 



Drug Product 

l SUPAC IR - undergoing revision 

l ’ SUPAC WMR Manufacturing Equipment Addendum 
(final l/99) 

l SUPAC SS Manufacturing Equipment Addendum 
(draft 12198) 

* SUPAC Transdermal Systems 

l PACPAC 

l AMPAC 
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General 

l Stability Testing of Drug Substances and Drug 
: Products (Ql A g QIB, QIC) (6/98 draft) 

(undergoing revision) 

l Changes to an Approved NDA or ANDA 
(revised for publication) 

l Revision of 21 CFR 314.70 - Post-Approval Changes 
(public comments) 
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l ICH Documents 

QIA - Update, Revision, Extensions 

Q3A - Update 

438 - Update 

Q6A 

M4 - Common Technical Document 
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