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21CFR21 1 Dk

21CRF211.68 Automatic, mechanical, and electronic equipment

—B8E. BBIEEIUVEBFILEE—

(a) Automatic, mechanical, or electronic equipment or other types of equipment,

including computers, or related systems that will perform a function satisfactorily, may
be used in the manufacture, processing, packing, and holding of a drug product. If such
equipment is so used, it shall be routinely calibrated, inspected, or checked according to
a written program designed to assure proper performance. Written records of those

calibration checks and inspections shall be maintained.
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21CFR21 1 Dk

21CRF211.68 Automatic, mechanical, and electronic equipment

—B8E. BBIEEIUVEBFILEE—

(b) Appropriate controls shall be exercised over computer or related systems to assure

that changes in master production and control records or other records are instituted
only by authorized personnel. Input to and output from the computer or related system
of formulas or other records or data shall be checked for accuracy. The degree and
frequency of input/output verification shall be based on the complexity and reliability of
the computer or related system. A backup file of data entered into the computer or
related system shall be maintained except where certain data, such as calculations
performed in connection with laboratory analysis, are eliminated by computerization or
other automated processes. In such instances a written record of the program shall be
maintained along with appropriate validation data. Hard copy or alternative systems,
such as duplicates, tapes, or microfilm, designed to assure that backup data are exact
and complete and that it is secure from alteration, inadvertent erasures, or loss shall be

maintained.
. . . SORBVEER I DERRLT
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21CFR21 1 Dk

21CRF211.68 Automatic, mechanical, and electronic equipment
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21CRF211.194 Laboratory records —GaERDECER—

(a) Laboratory records shall include complete data derived from all tests necessary to

assure compliance with established specifications and standards, including

examinations and assays, as follows
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21CRF211.68

1UF BR{EE
IVEA— SIS RESN T —EANDERENH LT HEEMNSN T,

@ REAZEDEEFTT ENDTIERABHINEIEEZHILTIEEN+IES
NTELY,

® FUEIHIELGKHBHERL, T—2ZRIRTHENBEMICTHON TS,

® VOV HEBREMNPCTRIZRMN—42—DIERFHF->THY, RiIAT—20H
BREERZIRMEL TV,

® 2013F6H18HIZYVOTFD HfHE6A12BIZ#LE TL =,
0 FEAHALEAMZEHESE, WICHADESIT/INTSA—REZTEHLTL V=,

. . . SORBVEER I DERRLT
Copyright© pharma-planning All rights reserved. \(\)Pharma I’lanning Co.Ltd 18
., Ltd.
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21CRF211.68
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21CRF211.194
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DIDERD A (Be&sEEEn) 2/2

I MHRA GMP Data Integrity Definitions and Guidance for

Industry March 2015
(REERRT GMPT—2 A VT T UTADBBLRFEADH A F VR 201553A)
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(PIC/S GMP Annex 11¢& RIFEE D ERE)

It is expected that facilities upgrade to an audit trailed system by
the end of 2017.
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