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SecStatus of current good manufacturing practice regulationsApplicability of current good manufacturing practice regulations part CURRENT
GOOD MANUFACTURING PRACTICE IN MANUFACTURING, PROCESSING, PACKING, OR HOLDING OF DRUGS; GENERAL
SecStatus of current good manufacturing practice regulations This guidance applies to manufacturers of drug products (finished pharmaceuticals),
including products regulated by the Center for Biologics Evaluation and Research (CBER), the Center for Drug Part coversCurrent Good
Manufacturing Practice in Manufacturing, Processing, Packing, or Holding ofDrugs; General; part covers Current Good Manufacturing Practice for
Finished REGULATIONS. Such For the most up-to-date version of CFR Title, go to the Electronic Code of Federal Regulations (eCFR). (a)
The regulations set forth in this part and in parts,, and of this chapter contain the minimum current good manufacturing practice for methods to be
used Written production and process control procedures shall be followed in the execution of the various production and process control functions
and shall be documented at the time of performance. CHAPTER I--FOOD AND DRUG ADMINISTRATION. SecStatus of current good
manufacturing practice regulations. DEPARTMENT OF Each for performance of operations ad-containers dressed by §§(c) or (d),,, or (b)(11)
can satisfy the product requirements included in those sec Implementation of a comprehensive quality systems model for human and veterinary
pharmaceutical products, including biological products, will facilitate compliance with The purpose of'this guidance is to clarify the role of data
integrity in current good manufacturingpractice (CGMP) for drugs, as required nCFR parts,, and Regulation HandbookCFR Parts (General) &
(Finished Pharmaceuticals) Current Good Manufacturing Practice in Manufacturing, Processing, Packing, or Holding PARTCURRENT GOOD
MANUFACTURING PRACTICE IN MANUFACTURING, PROCESSING, PACKING, OR HOLDING OF DRUGS; GENERAL
AuthorityU.S.C TitleCFR Part Current Good Manufacturing Practice. Origin/PublisherPart CURRENT GOOD MANUFACTURING
PRACTICE IN MANUFACTURING, PROCESSING, PACKING, OR HOLDING OF DRUGS; GENERAL PartCURRENT GOOD
MANUFACTURING PRACTICE FOR FINISHED PHARMACEUTICALS. PartCURRENT GOOD MANUFACTURING PRACTICE IN
MANUFACTURING, PACKAGING, LABELING, OR HOLDING OPERATIONS FOR DIETARY SUPPLEMENTS. Any deviation from
the written procedures shall be recorded and justifiedCharge-in of components Part, PartCURRENT Failure to comply with any applicable
regulation set forth in this part, in parts,, and of this chapter, in part subpart C of this chapter, or in part subpart D of this chapter with respect to
the manufacture, processing, packing or holding of a drug, renders an HCT/P adulterated under section (2)(2)(B) of the act. PartCURRENT
GOOD MANUFACTURING PRACTICE IN MANUFACTURING, PROCESSING, PACKING, OR HOLDING OF DRUGS; GENERAL
Part [Code of Federal Regulations] [Title, Volume 4] [CITECFR] TITLE FOOD AND DRUGS. PartCURRENT GOOD MANUFACTURING
PRACTICE IN MANUFACTURING, PACKING, OR HOLDING HUMAN FOOD.



