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WANE AND TITUE OF TNGIWIDURAL TGO WHOM REFORT I 88UEDE
70: Koichi Mitomo, Plant Director, Gifu Plant

FFM NAME BTREET ADDRESS

Meiji Seika Pharma Co., L. 2890 Kitagats, Kitagata-Cho, Motosu-Cun
GITY, ETATE AMD FIP CODE TYPE OF ESTABLESHMENT 1N WPE'E-"TEE

Gifia, 5010431 API Manufacturer

THIS DOGUMENT LISTS OBSERVATIONS MADE BY THE FOA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACIUTY. THEY ARE INSPECTIONAL
OESERVATIONS, ANMD DO NOT REPRESENT A FINAL AGENCY DETERMMNATION REGARDING YOUR COMPLIANCE. IF YOL HAVE AN OBJECTION REGARDING AN
OBESERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTAVE ACTION W RESPONSE TO AR OBSERVATION, YOU MAY DESCUSS THE
DBJECTION OR ACTION WATH THE FOA REPRESENTATIVE(S) DURING THE INSPECTION OR SUSMIT THIS INFORMATION TO FO& AT THE ADORESE AB0VE. IF
YOU HAME ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE.

CURING AN INSPECTION OF YOUR FIRM (1) (WE) DESERVELD:

QUALITY SYSTEM

Dhservation 1
Failure to have a quality unit that is independent of production and fulfills quality assurance ((JA) and quality

control (QC) duties.

Specifically,

Your written procedure Roles and Responsibilities of Operations related to GMP, 40-60-018-00-00-V17, page 10
states the QA manager is responsible review of the validation protocol and reports. Page 11 of the procedure states
Validation Manager is responsible for approving the validation protocol, validation report and releasing equipment
for produetion. Validation Master Plan for the production of ©°°7  ind related validation activities

were approved by the Validation Manager.
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FACILITIES AND EQUIPMENT SYSTEM
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Observation 2
Failure to exercise sufficient conirols over computerized systems to prevent unauthorized printing of drug

substance labels,
Specifically,

a. Computer Tag. No. 10020792 used for printing * _ _
shipping ]nhclsdwamtruqmmwuj}m uwm:: and pusmrdmacwssfurpnnhng Iabe!s.

control log did s capture access to the room during label printing operations for drug substance

Observation 3
Failure to properly maintain buildings and facilities used in the manufacture and storage of intermediates and APL.

Specifically,
Material warehouse No. 1 used to store raw materials and infermediates for the usc in production of

|has water leak damage and mold growth on ceiling tile o
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