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DRUGS: Top Regulations Cited in Warning Letters, 2015

21 CFR 211.113(B): ABSENCE OF WRITTEN PROCEDURES

21 CFR 211.42(C)(10)(I11): ASEPTIC PROCESSING AREAS ARE DEFICIENT REGARDING
AIR SUPPLY THAT IS FILTERED THROUGH HIGH-EFFICIENCY PARTICULATEAIR...

21 CFR 211.167(A): EACH BATCH OF DRUG PRODUCT PURPORTING TO BE STERILE IS
NOT LABORATORY TESTED TO DETERMINE CONFORMANCE TO SUCH...

21 CFR 211.42(C)(10)(V): A SYSTEM FOR CLEANING AND DISINFECTING THE ROOM
AND EQUIPMENT TO PRODUCE ASEPTIC CONDITIONS

21 CFR 211.192: QUALITY CONTROL UNIT REVIEW OF RECORDS INADEQUATE
21 CFR 211.28(A): PROTECTIVE APPARELNOT WORN

21 CFR 211.166(A): LACK OF WRITTEN STABILITY PROGRAM

21 CFR 211.165(A): TESTING AND RELEASE OF DRUG PRODUCT FOR DISTRIBUTION
DO NOT INCLUDE APPROPRIATE LABORATORY DETERMINATION OF-...

21 CFR 211.42(C)(10)(VI): ASEPTICPROCESSING AREAS ARE DEFICIENT REGARDING
SYSTEMS FOR MAINTAINING ANY EQUIPMENT USED TO CONTROL THE ASEPTIC...

21 CFR 211.113(B): VALIDATION LACKING FOR STERILE DRUG PRODUCTS

21 CFR 211.68(A): CALIBRATION/INSPECTION/CHECKING NOT DONE

21 CFR 211.22(D): PROCEDURES NOT IN WRITING, FULLY FOLLOWED

21 CFR 211.165 (C): WRITTEN PROCEDURES FOR SAMPLING AND TESTING PLANS

ARE NOT FOLLOWED FOR EACH DRUG PRODUCT. | e
21 CFR 211.42(C)(10)(IV): ASEPTICPROCESSING AREAS ARE DEFICIENT REGARDING 3
THE SYSTEM FOR MONITORING ENVIRONMENTAL CONDITIONS. |
21 CFR 211.111: TIME LIMITS ARE NOT ESTABLISHED WHEN APPROPRIATE FOR THE 3
COMPLETION OF EACH PRODUCTION PHASE TO ASSURE THE QUALITY OF THE... 1
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