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CHAPTER 4 DOCUMENTATION

HBAFE MXEL

PRINCIPLE

EED

Good documentation constitutes an essential part of
the quality assurance system and is key to operating
in compliance with GMP requirements. The various
types of documents and media used should be fully
defined in the manufacturer's Quality Management
System. Documentation may exist in a variety of
forms, including paper—based, electronic or
photographic media. The main objective of the
system of documentation utilised must be to
establish, control, monitor and record all activities
which directly or indirectly impact on all aspects of
the quality of medicinal products. The Quality
Management System should include sufficient
instructional detail to facilitate a common
understanding of the requirements, in addition to
providing for sufficient recording of the various
processes and evaluation of any observations, so
that ongoing application of the requirements may be
demonstrated.
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There are two primary types of documentation used
to manage and record GMP compliance; instructions
{directions, requirements) and records/reports.
Appropriate good documentation practice should be
applied with respect to the type of document.
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Suitable controls should be implemented to ensure
the accuracy, integrity, availability and legibility of
documents. Instruction documents should be free
from errors and available in writing. The term
‘written’ means recorded, or documented on media
from which data may be rendered in a human
readable form.
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REQUIRED GMP DOCUMENTATION (BY TYPE)

ERINDHGMPXE (BRI

Site Master File: A document describing the GMP
related activities of the manufacturer.

H AT RA—T74 ) BLERTOGMPIZEEL -1
EEHEBLI-XE,

Instructions (directions, or requirements) type:

BEHZUERINIBEREE OBE

Specifications: Describe in detail the requirements
with which the products or materials used or
obtained during manufacture have to conform, They
serve as a basis for quality evaluation,

g SLETIRICBL TSI, LEEL
NHFRHITHGHAES LRI NI H0ER
BEEOHEERERL-L0. REFEORMELT
@%ﬁg)&%f:?o

Manufacturing Formulae, Processing, Packaging and
Testing Instructions: Provide detall all the starting
materials, equipment and computsrised systems (if
any) to be used and specify all processing,
packaging, sampling and testing instructions. In-
process controls and process analytical
technologies to be employed should be specified
where relevant, together with acceptance criteria.

sLhEmA, 85, B, HBROBRE T ATOH
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WE%&EAT@. HEICIGCT, #imsdE L L4128
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Procedures; (Otherwise known as Standard
Operating Procedures, or SOPs), give directions for
performing certain operations.

FIEE: (Bl& . BEIREFIEE, SOPELTHLADL
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Protocols: Give instructions for performing and
recording certain discreet operations.

S EE BEOIEAET SR AT 0
THRODERESEZ L0,

Technical Agreements; Are agreed between contract
givers and acceptors for outsourced activities,

R RAE LS ORTEELL MR
DES R

Record/Report type:

REREHE

Records: Provide evidence of various actions taken
to demonstrate compliance with instructions, e.g.
activities, events, investigations, and in the case of
manufactured batches a history of each batch of
product, including its distribution. Records include
the raw data which is used to generate other
records. For electronic records regulated users
should define which data are to be used as raw data.
At least, all data on which quality decisions are
based should be defined as raw data.

a2 EEE~OBAEE R T B Ebh-
A DEE, DAL, (L, RELESER, BEO
SEHL, ROBESh ST OBA L, REEASD
ERBO YT EDBEOTHIERHT 250,
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24 F—RELCRNGMZDNTHET S L, &
e, AEUEORELLTRANST A THT—
Bl EF—REUTRET AL,

Certificates of Analysis: Provide a summary of
testing resuits on samples of products or materials'
together with the evaluation for compliance to a
stated specification,

ARREE s RE~O RS he s
REVZEHET O LT ILICET SRR RO
BEERHET LD,

1 Alternatively the certification may be based, in—
whole or in—part, on the assessment of real time
data (summaries and exception reports} from batch
related process analytical technology (PAT),
parameters or metrics as per the approved
marksting authorisation dossier.

1 REAREIC DS FREL T Ny FICEET
BDPATOUT LA2A LT —R2OFHE (B E LR R
&), REEICREIN =/ \SA—SDAEIERO
HiEZE ., 2EMOROEHLMICHOCEMEL THE
LYo

Reports: Document the conduct of particular

BES BEOEE. JASOM BWNMIAELRE

exercises, projects or investigations, together with |FMELT1=C&EFER, i, S1&E5F - TR 54
results, conclusions and recommendations, D,
GENERATION AND CONTROL OF

DOCUMENTATION

NEDERELEE

4.1 All types of document should be defined and
adhered to. The requirements apply equally to all
forms of document media types. Complex systems
need to be understood, well documented, validated,
and adequate controls should be in place. Many
documents (instructions and/or records) may exist
in hybrid forms, Le. some elements as electronic and
others as paper based. Relationships and control
measures for master documents, official copies,
data handling and records need to be stated for
both hybrid and homogenous systems. Appropriate
controls for electronic documents such as
ternplates, forms, and master documents should be
implemented. Appropriate controls should be in
place to ensure the integrity of the record
throughout the retention period.

41 EEBOXELARELETT L BEREIR
TFTATOWBEDRAKIZLELEDERICHEKFIZ
BRTS, SV AT LITIERTERLSIL, @
s EEL, N T—hEhAIERRBETHY,
B EBMAINTINETE, 2LOXEFERE.
ER I, HAOEAITETFH, OB [TMEA—R
DE5, BT IBETHEET D, BA, EXE
A, F—2ORIEW, BREOBREBES XL,
RBRETABAOVATLEE—DEBEOWMEDY
AT LTCHRRBUBRHD, ToTL— ERXH
AQESUBFXEOBNGEREERTH L,
BETARELBRICh->T, BROTLEEEET
THISBEVLEBEERTEE,

4.2 Documents should be designed, prepared,
reviewed, and distributed with care. They should
comply with the relevant parts of Product
Specification Files, Manufacturing and Marketing
Authorisation dossiers, as appropriate, The
reproduction of working documents from master
documents should not allow any error to be
introduced through the reproduction process.

42 XEIT, BRIZHAL, L. BEL. BH T
Hob, MEIZHRLT, XER, S1RHiEE, BB H
B, RUBLERSEABREORERYICEETS
CERANSDEEXEOHEMIZOVTIL, HH
BIETORYEBRHETLIRIMOLBVDLOTHLIE,
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4.3 Documents containing instructions should be
approved, signed and dated by appropriate and
authorised persons. Documents should have
unambiguous contents and be uniquely identifiable.
The effective date should be defined.

43 IBEIMNEFTNCLLEEIL. BIEDREEEZRIT
T-BEEMNKEL,. BAL, BdEDITACL 258
(IR ACHEL TR TRETHI L B
RAEEHDIE.

4.4 Documents containing instructions should be laid
out in an orderly fashion and be easy to check. The
style and language of documents should fit with their
lintended use. Standard Operating Procedures, Work
Instructions and Methods should be written in an
imperative mandatory style.

44 IBEAEEN TS ELEIL, BEYICESIL, B

FLAPICTHie, XEOKRLHBIIFEHEM

ICEbEAIE TERFEFIEE, FEIBRELH
PREY. SRR TEL(C L,

4.5 Documents within the Quality Management
Systemn should be regularly reviewed and kept up—
to-date. When a document has been revised,
systems should be operated to prevent inadvertent
use of superseded documents.

45 BEEHEBVATLARAGXEZ, EHMICHE
FL, BEROREICLTHECE XEFWTT DL
Zid, FEBICESBRDFERHEHC VAT LEE

4.6 Documents should not be hand-written;
although, where documents require the entry of
data, sufficient space should be provided for such
entries.

46 XEEFEZXLTILSEWLA, T—2DEA
%g%ﬁfﬁf&hfi RBADLOHOFREL Tz

GOOD DOCUMENTATION PRACTICES

XEEH

4.7 Handwritten entries should be made in clear,
legible, indelible way.

47 FEEDORAIKBRIC, HIERardki, SHETE
fé-l:‘ﬁff_{._‘l’j'?t_&

4.8 Records should be made or completed at the
time each action is taken and in such a way that all
significant activities concerning the manufacture of
medicinal products are traceable.

4.8 FRERIL. ’é-{’ﬁ%éﬁof—ﬁdzw;tm?u—ﬂ# _
12, BEEQOEICHTHEELIEEN BT
HREETERT &,

4.9 Any alteration made to the entry on a document
should be signed and dated; the alteration should
permit the reading of the original information. Where
appropriate, the reason for the alteration should be
recorded.

49 XEBIZEATHEDLOILERTH, EALAN
EANDCE, THEBEDHROERSFETHS
CéWETHNL, FEDERERET A L.

RETENTION OF DOCUMENTS

XEDRE

4.10 It should be clearly defined which record is
related to each manufacturing activity and where
this record is located. Secure controls must be in
place to ensure the integrity of the record
throughout the retention period and validated where
appropriate,

410 FORBIPINFIOIEFECERET S
M ER FRLENRECICREShDAELE TR
[ZETEHE, BEUMEEC TR0 LS

RIS H-HITERLEEEITL, RBLRBEEAN

JF—r35HIE.

411 Specific requirements apply to batch
documentation which must be kept for one year
after expiry of the batch to which it relates or at
least five years after certification of the batch by
the Authorised Person, whichever is the longer. For
investigational medicinal products, the batch
documentation must be kept for at least five years
after the completion or formal discontinuation of the
last clinical trial in which the batch was used. Other
requirements for retention of documentation may be
described in legislation in relation to specific types
of product (e.g. Advanced Therapy Medicinal
Products) and specify that longer retention perlods
be applied to certain documents.

411 NFOBEHDHREDSIFRVITHATHE
BITkB\yFOHFHERDEELSERONT
hhEO R, {%ﬁbﬁlfﬂlffiéﬁb\tb")ﬁﬂl
DOERBESN A AWFOXEISHEASND, RRET
(X, SV FOXEEL, NyFRERSK-REOR
FRERBORTRNIDHOB DG EESEILIRE
THE XEQORFICHTHMOEREBIHL. &5
EOB R OIELE (PIX iTAdvanced Therapy
Medicinal Products) ICREL - &SRS, H5
ZHICHLTRIYEVEESRABAINSCE
MREESh TS,
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4.12 For other types of documentation, the
retention period will depend on'the business activity
which the documentation supports. Critical
documentation, including raw data (for example
relating to validation or stability), which supports
information in the Marketing Authorisation should be
retained whilst the authorisation remains in force. it
may be considered acceptable to retire certain
documentation {e.z. raw data supporting validation
reports or stability reports) where the data has been
superseded by a full set of new data. Justification
for this should be documented and should take into
account the requirements for retention of batch
documentation; for example, in the case of process
validation data, the accompanying raw data should
be retained for a period at least as long as the
records for all batches whose release has been
supported on the basis of that validation exercise.

412 ZoMoEHOXETE, REMMIE. 70
NECHHIBEZDRETCH S, BLERFTREE
EFOBREEMITE, ET 22 SCEELXE
(AR, 73)T—=a RN EHEICET 5) 1,
BAFESLRHIBRET AL, T—20EHLW

F—a=RICEHFIN-BEE. TEOXEWIX
&, U F—=tavlbiR—hEh IR EEELR—
hEEMTTOWBET—EEEXEMIMINTE
MNCED, COENTIBHIT, XEELL, WFOX
EORGICHTIERBELEEICANDE, #I
AIE, TR RN T =23y DT —ADBET. &
NyFOHPFIEELREN/ ) T—av &
BNWTWBRY ., NYF—Lav R BOET—4%
RETIIL,

The following section gives some examples of
raquired documents, The quality management
system should describe all documents required to
ensure product quality and patient safety.

BERSNWLTOLIXEDRZRDEI LV THEITLH,
REEREEERVRATATRERORELEEOR
_éii’é?{%éﬁ‘éfzaf)t:%*éhéﬁi%é%&iﬁié

SPECIFICATIONS

HEE

413 There should be appropriately authorised and
dated specifications for starting and packaging
materials, and finished products.

413 HFRE, QFRME, RURRERIZONT
B EBESh, BADO AT, BRENH DL,

Specifications for starting and packaging materials

HERBEQRMBOBRBE

4,14 Specifications for starting and primary or
printed packaging materials should include or
provide reference to, if applicable:

414 HERHE, —ROEHHE, FVLERFHVHD
HBREIUTEELCE, £, BYT 541,
SREEFANDIE,

a) A description of the materials, including:

a) LFEBLRMBOREHE,

- The and the internal code reference;

RSN A B RUHNBEI—F

- The reference, if any, to a pharmacopoeial
monograph;

}f@%ﬁl:ﬂ%ﬁé%ft\é%éfi@éﬁ%%%@%?ﬂ

- The approved suppliers and, if reasonable, the
original producer of the material;

~ﬁ<;%2‘c‘<h7‘_f tEEE, RUBSICIYERMHOR

lEJ'B

- A specimen of printed materials;

“RAMEOENRE

b) Directions for sampling and testing;

b) BIKERREGERDIER,

¢} Qualitative and quantitative requirements with
acceptance fimits;

o) MAREZ - -EHMEREIER, RUTENR
*;Iﬁﬂ

d) Storage conditions and precautions;

d REFHLAELOZIEFR,

e) The maximum period of storage before re—
examination.

e) BHEBRFIORABREHM.

Specifications for intermediate and bulk producfs

BEERRU LS HGOEEE

4,15 Specifications for intermediate and bulk
products should be available for critical steps or if
these are purchased or dispatched. The
specifications should be similar to specifications for
starting materials or for finished products, as

415 fRR B LN IR ROFZEN . EETIE
VINLEREE., RIZZOTRABICRIBTELLIIC
o TWRIThIERSEW, BUTHIEE. REE
gétﬂiél?ﬂ ;‘zt\lim%ﬁﬁém@iﬁ*%%f FET

Specifications for finished products

EREFOBRRE

4,16 Specifications for finished products should
include or provide reference to:

4 6 ﬁ%ﬁznn@iﬁ*ﬁifi?naoﬁggi‘a tﬁ\j.l-‘
IBEBTEIL.
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a) The designated name of the product and the code
reference where applicable;

a) HESNIAHRVEAT HBERBHI—F,

b) The formula:

b A .

¢) A description of the pharmaceutical form and
package details;

ol LB ORI

d) Directions for sampling and testing:

DRETRREABROIE T

e) The qualitative and quantitative requirements,
with the acceptance limits;

o) MIBEZH-EMNEREER, RUEENE
REIR,

) The storage conditions and any special handling
precautions, where applicable;

) REEMH., LEEATHHEE. JABIRELLO

g) The shelf-life.

g) E?jj%iaﬂio

MANUFACTURING FORMULA AND PROCESSING
INSTRUCTIONS

SENARULEERE

Approved, written Manufacturing Formula and
Processing Instructions should exist for each
product and batch size to be manufactured.

EReh. X2EL-EENE . RUTREREZ
BETL, BRUNFHA RTS8,

4.17 The Manufacturing Formula should include:

417 BLERFETREEL L,

a) The name of the product, with a product
reference code relating to its specification;

Ia:) Nas, ARORKBEICHBELL-ERSEI—

b} A description of the pharmaceutical form,
strength of the product and batch size;

b) Fift. HREDEERUN\YFHA XD,

c) A list of all starting materials to be used, with the
amount of each, described; mention should be made
of any substance that may disappear in the course
of processing;

o) [T AT ATOHERMEVENLFADMLA
E‘zo)'_;% ho&%%o)i@*é'éiﬁ ST AHWMEICONTH
ERTBHIE,

d) A statement of the expected final vield with the
acceptable limits, and of relevant intermediate
yields, where applicable.

d) FRsEE - FPRRENE, RUEETS
HE. BETIPRIREO RS,

418 The Processing Instructions should include:

418 TRERHEEEI TRz,

a) A statement of the processing location and the
principal equipment to be usad;

a) BIEBAEAL LS ELIRE.

b} The methods, or reference to the methods, to be
used for preparing the critical equipment (e.g.
cleaning, assembling, calibrating, sterilising):

D EELEEOEEORES . B RS
DEREE BIAIE. BRI T HE. W),

¢} Checks that the equipment and work station are
clear of previous products, documents or materials
not required for the planned process, and that
equipment is clean and suitable for use;

o) KERUMEEEMNG, LHIOHG, TnHLER
LESELTVD TR TEERENTOEOESERL
FEM#MSREShTOSIE, RUERBNERS
NERIZEL TS LD,

d) Detailed stepwise processing instructions [e.g,
checks on materials, pre—treatments, sequence for
adding materials, critical process parameters (time,
temp etc)l;

&) EL R TR EEE PIE BME. 5
ig%a; ggﬁmﬁﬁﬁf, BETIEQ/NSA—R (B
B+ ;DEJ‘I 2. o

e) The instructions for any in—process controls with
their limits;

o) BELZH - TREATEDRRE.

f) Where necessary, the requirements for bulk
storage of the products: including the container,
labeling and special storage conditions where
applicable;

) BBRTHIIL BER, R, RUBRHTOHERIE
gg&&%%#’é%‘&ﬁ:/ WWORBDBREDER

g) Any special precautions to be observed.

g BERETAERANGIESE,

Packaging Instructions

AEERE
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4.19 Approved Packaging Instructions for each
product, pack size and type should exist. These
should include, or have a references to, the following:

419 HAORER, BEAE. AEMEC LIRS
h-BEEREEHEBET L, ABEREIZE,
TRBEZANDS BVEBRESHD L.

a) Name of the product; including the batch number
of bulk and finished product;

a) NLIRF DI wFEE, RREKON\VFER
EEH-ER48.

b) Description of its pharmaceutical form, and
strength where applicable;

b) &7 BHIEE. A, RUSEMDRM,

¢) The pack size expressed in terms of the number, [c) REZBEEOFOE SO, EERWVMIBETE
weight or volume of the product in the final L8y 11X,

container;

d) A complete list of all the packaging materials d HELEAEMBONE., TiE. BERUSAE

required, including quantities, sizes and types, with
the code or reference number relating to the
specifications of each packaging material;

EMHOBRBICHEL—FPSREBEZRDR
230 2l o

&) Where appropriate, an example or reproduction of
the relevant printed packaging materials, and
specimens indicating where to apply batch number
references, and shelf life of the product;

e) H LT HIES. FELE-RTMHOERRIEE
Hn, B \‘BTﬁ%W%Fﬁ&UﬁﬁU):ﬁﬁmfﬁ
EETICRETIHORRLUTLDEYRA,

f) Checks that the equipment and work station are
clear of previous products, documents or materials
not required for the planned packaging operations
(line clearance), and that equipment is clean and
suitable for use;

HEEE. RUEEEAR, LEOH S, sHEichi-8
BELCIHRBELEL TOENES, iU R
HERESNTOATE, RUEEBNERSNERIZ
BLTWAMDHEER(SAUDITIUR) .

g) Special precautions to be observed, including a
careful examination of the area and equipment in
order to ascertain the line ciearance before
operations begin;

g) fEEZhtR ﬁ"%’)ﬁu(l)?f./’?’)?ivxiﬁﬁ%;
ERAYLATON [ZEQJS’ZU;E%U)}. &#ﬁﬁ’&a@ 5
BT ASHIIGEESRE,

h} A description of the packaging operation,
including any significant subsidiary operations, and
equipment to be used;

h%%%&%ﬁﬂiﬁ’ﬁ%&ﬁfﬁé%l_’&a% LBERED

i} Details of in—process controls with instructions
for sampling and acceptance limits.

D REEROERIAREZSOIENEEDR

o

Batch Processing Record

RhELER

4.20 A Batch Processing Record should be kept for
each batch processed. It should be based on the
relevant parts of the currently approved
Manufacturing Formula and Processing Instructions,
and should contain the following information:

420 SHERERITELESN D\ FLIZREFTHS
& BEORBEINREN A LHERRENVEE
[CEOE UTOFEBRESTC L,

a) The name and batch number of the product;

a) MEORHENNVTFES,

b) Dates and times of commencement, of significant

intermediate stages and of completion of production;

g%%iﬁa)ﬁﬁﬁé\ BEEOPERERURTEARE
23,

o) Identification (initials) of the operator{s) who
performed each significant step of the process and,
where appropriate, the name of any person who
checked these operations;

o ML TEROSEEIBEEZL-EEEZOH
AA=2w ), RUBETHNIE, ChoD{ER
EHERLE-AYDOLH.

d) The batch number and/or analytical control
number as well as the quantities of each starting
material actually weighed (including the batch
number and amount of any recovered or
reprocessed material added);

) ERICHEL-EEEREHMOSEELIINYTE
B, RBREEES (/1 \WFES, RUBRIRLEEH
RiZEMLTHERBLEREEEE).

&) Any relevant processing operation or event and
major equipment used;

o) BhEd HELEFEER O IHBE, RUERALEE
LRE.
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) A record of the in—process controls and the
initials of the person{s) carrying them out, and the
results obtained:

) TRRABELEhERELEEREO/=I VL
OFEHR. RUFLNIHER

g) The product vield obtained at different and
pertinent stages of manufacture;

o BENThEThERERETOMRIE,

h) Notes on special problems including details, with
signed authorisation for any deviation from the
Manufacturing Formula and Processing Instructions;

h) SiENA RO TEEMEMNOLNMIDIRIRIC
LT, RIEEOFE R LSRR LE S AR
BRICEY orH. '

i) Approval by the person responsible for the
processing operations.

DEEEEORTEZICLORR.

Note: Where a validated process is continuously
monitored and controlled, then automatically
generated reports may be limited to compliance
summaries and exception / out—of-specification
{00S) data reports. '

TN T RSN IEERERNICEDAIUTL,
BIBLTLDIBEIC, BEMICERShIREEE
HAOBER VR B84 (008) F—28R &1
BEBoTHERTES, '

Batch Packaging Record

Ny F AR

4.21 A Batch Packaging Record should be kept for
each batch or part batch processed. It should be
based on the relevant parts of the Packaging
Instructions.

4.21 1\ F AR E AT, WTMEEN -
YINyF LI ULBRET S50 é. BEERIEDH
L ABIECHDI(IE,

The batch packaging record should contain the
following information:

NFBERRIEITROBREZSO L.

a) The name and batch number of the product;

a) BB DAFENNYFES,

c) The date(s) and times of the packaging

o) REEZEDER BEFLL

d) Identification (initials) of the operator(s) who
performed each significant step of the process and,
where appropriate, the name of any person who
checked these operations;

A ETHEANER L LR E T FEENE
AA=ow L) BDERGEEFRIhoOREREHER
LizA¥D 4.

e) Records of checks for identity and conformity
with the packaging instructions, including the results
of in—process controls;

o) THRNEEOKRRELI SO LARIERELOR —
R UHESEOHE DL,

) Details of the packaging operations carried out,
including references to equipment and the packaging
fines usad;

) FELFRALEBRSIVOSRFEREENH. R
RELI-BEEROFE.

f) Whenever possible, samples of printed packaging
materials used, including specimens of the batch
coding, expiry dating and any additional overprinting;

f) MEELIRY ., /v FOEE. BHMER, RUGE
j;ngmﬁﬂa)ﬁzkéé‘&)t FERLE-RTHOY Y
o

g) Notes on any special problems or unusual events
including details, with signed authorisation for any
deviation from the Packaging Instructions;

O AEREREN DOV ERECHLTLRAD
ZL%FL., HIARERWNLEE CIEBVERICE
F DM IRE AN T304k,

i) The quantities and reference number or
identification of all printed packaging materials and
bulk product issued, used, destroyed or returned to
stock and the quantities of obtained product, in
order to for an adequate reconciliation. Where there
are there are robust electronic contrels in place
during packaging there may be justification for not
including this information;

) BRI R E (T O1=IC, TATHORTMH
ENNIREOHE, R, BEROSRESEMA~
BHEW-ELSRBSHOERNES . BUEL
h-REOE, AEEEOMBRELETERENS
?E&f&? COFRESTENACCHES SN

i) Approval by the person responsible for the ) BEEEOEERIZKORE,
packaging operations.

PROCEDURES AND RECORDS FIRELER R

Receipt A
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4.22 There should be written procedures and
records for the receipt of each delivery of each
starting material, (including bulk, intermediate or
finished goods), primary, secondary and printed
packaging materials,

4.22 ZHFERE (UL OBIH), RS, RRRR
L), —RBEMH, ZRABEMH, RURTR
MO, BRI EORBICHT AIXE LN LFIE
LRHELHEI L,

4.23 The records of the receipts should include:

423 ZADRRIITHREELI L,

a) The name of the material on the delivery note
and the containers;

a) BOE G REBHRITEBREINTOSRMH DL

b) The “in-house” name and/or code of material (if
different from a);

b) (abROBBRIDFEMBOIHNIBH, RES
XiFEs

c) Date of recsipt;

c) 2 AH

d) Supplier’ s name and manufacturet’ s name;

d HEEFORBLESETDAN

o) Manufacturer’ s batch or reference number;

o BEEED T ERRLIBRES

f) Total quantity and number of containers received; |[f) 2 ANT-BFEBOBRELH
g) The batch number assigned after recsipt; ) BARICEIETON \“J?‘ﬁﬁ—
h) Any relevant comment, h) BEd 504k

4.24 There should be written procedures for the
internal labeling, guarantine and storage of starting
materials, packaging materials and other materials,
as appropriate,

424 AFT, MR OB R, SR,
BUBBIBLT, BORMHOFIREE XTI

Sampling

BRAAERER

4.25 There should be written procedures for
sampling, which include the methods and equipment
to be used, the amounts to be taken and any
precautions to be observed to avoid contamination
of the material or any deterioration in its quality,

4.25 BIMERICAVLLh B EERN, BT 28
RUBRMHDFBE, iR EOELERTLH
HOEERHEELET, FIREXELTHIL,

Testing

FER

4,26 There should be written procedures for testing
materials and products at different stages of
manufacture, describing the methods and equipment

to be used. The tests performed should be recorded.

4.26 HIEQTHETNERETORMY LNREHER
500, FHEEERY SEBERBLEFIRE
KA HIE EMLIARERET DL,

Other

Z0Th

4,27 Written release and rejection procedures
should be available for materials and products, and
in particular for the certification for sale of the
finished product by the Authorised Person(s). All -
records should be available to the Authorised
Person. A system should be in place to indicate
special observations and any changes to critical
data.

427 AR EFERHEICOVDTIERINI-FIE
EEXRMHEHEKICRIRTELE FHIC, BESh
EREEICLOIRENGKOTIE O HEHIEICFH]
ATEDIE TATORENT, BEShL-ELE
MFRTELC L, ERLT—RITHLTHAGER
AL BELT—ADEBENDIASBIIIC
HoTWALVATLTHACLE,

4.28 Records should be maintained for the
distribution of each batch of a product in order to
facilitate recall of any batch, if necessary.

428 BEIZHLT, Ny FORIRETIRIZT 510
?\ HRAOEWTFORBORREREFLTELC

4.29 There should be written policies, procedures,
protocols, reports and the associated records of
actions taken or conclusions reached, where
appropriate, for the following examples:

429 BEGIBEHICE, FROBIIDONT, A4, F
IF. SEHERTEL, e, ToHBICEET DR,
B RERE X BT S,

- Validation and qualification of processes,
equipment and systems;

-I{ﬁfi\ RERUVVATLDON) T30 EEEMH

- Equipment assembly and calibration; ~HEEOMI TRUKIE
- Technology transfer; -F iz
- Maintenance, cleaning and ; sanitation; -{®5F, B BE
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— Personnel matters including signature lists,
training in GMP and technical matters, clothing and
hygine and verification of the effectiveness of
training;

-FA) AL, GMP- MM EBEIHORE, BR-AE.
HEOMEBEOBIIAEUBANEIF

- Environmental mohitoring;

~BEE=4Yuy

~ Pest control; -BF R

= Complaints; &5

- Recalls; -4

- Returns; -R

- Change control: ~EEEIE

- Investigations into deviations and non- -, RUAEESDRE
conformances;

- Internal quality/GMP compliance audits; ~-NESEEE /GMPOBR A%

- Summaries of records where appropriate (e.g.
product quality review);

~BRIZIECTRREDHME (FIZ T, Rk ERE)

~ Supplier audits.

-HIERBOER

4.30 Clear operating procedures should be available
for major items of manufacturing and test
equipment.

4.30 SLHERE,  BREBOFEERICDNTIHHA
BUEFIEENBEShTNAIEL,

4.31 Loghooks should be kept for major or critical
analytical testing, production equipment, and areas
where product has been processed. They should be
used to record in chronological order, as
appropriate, any use of the area, equipment/method,
calibrations, maintenance, cleaning or repair
operations, including the dates and identity of
psople who carried these operations out,

431 FE, BNNIEEL HHEE, WEEE, M5
MNEESh TOWSEEOERIRERET I
FHOIERFRIC, B, &£E -/ Fi%, KIE, 5T,
BN, CEEEARGTOLOIERTLIIE P
EIZIBLCT, Bt RUChLDIBREETIADSE
AEEHB,

432 An inventory of documents within the Quality
Management System should be maintained.

432 RETADAVI AT LIZEFNINED—
BREFATHIL, ‘
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