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CHAPTER 4 DOCUMENTATION
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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, menitor 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)

ERZh AGMPXLE (FREER)

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

HARTRBE—J 74 BERROGMPIZEELT-E
®EEFERRL-XE,

Instructions (directions, or requirements) type:

BEEEGERRIMNIERER) ORE

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.
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Manufacturing Formulae, Processing, Packaging and
Testing Instructions: Provide detail all the starting
materials, equipment and computerised 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.
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Procedures; (Otherwise known as Standard
Operating Procedures, or SOPs), give durectlons for
performing certain operations.

EEE (91%. RERFEIRE. SOPELCLED
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Protocols: Give instructions for performing and
recording certain discreet operations.

ERAEE BEDIEFET HERERT. TR |
TR-HDBRESALHLM,

Technical Agreements: Are agreed between contract
givers and acceptors for outsourced activities.

RN ZRAELFAESORTEELLABER
DEH.

Record/Report type:

THE HE

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.

R EER~OEGHZ T ZDICELNT:
HEAORE. FIZIE. (FE. RELSR. HAED
BEE. RUBEESh I AYTFDBEIE . EEEEDH
EGONVFIEOBBEOIMERHIT LD,
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&b, MEHAEORELLTRAVDITATOT—
RIETRELTREST H2E,

Certificates of Analysis: Provide a summary of
testing results on samples of products or materials’
together with the evaluation for compliance to a
stated specification.

HEREE HESNT-REE~OESETMmEE!
SENIEETOY LT ILICET ERBREROE
EHREHTILD,

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
marketing authorisation dossier.

1 BRBEREEICRDOAEELT, NuFICEET
APATDT WA AT —S Dl (R iR
&), RREICRHSN/N\FA—2CAERED
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Ly,

Reports: Document the conduct of particular
exercises, projects or investigations, together with
results, conclusions and recommendations. -

HEE FEORE. 700/ RVVGREER
LI EFER. Em. BrEZEF-TRRIT DD
@,

GENERATION AND CONTROL OF
DOCUMENTATION

XEOEMREEE

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, i.e. 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 hykrid and homogenous systems. Appropriate
controls for electronic documents such as
templates, 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 2REOXBZRELETI L. EREH
TR TOREOEEZLIXEORI IR
BRAT . ERLGVATLAITEMTESLSIZL.#E
PIzXELL. AV TF—FENBERBETHY.
BYILGEBRAZA TSI E, B{OXE(EEE.
i3 3. HEMAHTEFH. OSBRI IEHEA—R
D&5%4., BETHRETEET LS. RE. EXLE
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ADIILEFXEOBYLEBEZREST DL, |
BETRELHBICh->T. RBOES LRI
TALIBYREBEERET DL,

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 X &%, EEIZEHL. fFRRL. BEL. BBHT
HE HEICIELT, XEIL, B AtiHE, shEir
aEl. RFUSSEFERBREOMESSITEET S
e RENMNDEEXEOEIICONTIE., B
BETORYEERTLIEBOLEVLEOTHLZE,
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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 uniguely identifiable.
The effective date should be defined.

43 AN SENTLWHEH T, BEORELZRT
-EHEEENVEZEL. BEAL. BEEDOHEIE. BE
IZRARELRAR B THEL TR THLIC L. D
HEZEDHDZS,

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

44 BEASENLTHSRAIT. BYICREANIL. FE
BELYT T HIE XRDOHEAEREBIIFHEN
I2&bhE5IE, ZEREFIER. FRIERF N
Ao, HSERTECE,

4.5 Documents within the Quality Management
System 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 RBEEEBLATLNOXER. CHNI-H
EL. BHOREICLTHL{CE, XEERITT 5L
é'lg JI%;;IEI ct%aiﬁhﬁd){ﬁﬁﬁ’élﬂiC}zTA’é:@
m -E- |_

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

46 NELZFFESFLTIEHLELLENDS, T—4DEA
HRELRXECHNIE. BAOT-ODOTESLEE
EHDHE

GOOD DOCUMENTATION PRACTICES

XREE

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

47 EEEOIAIFAREIC, HFRTTRER., SHETE
BLWAETITICE,

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.

48 RER(E, BERZIT-RELVNIET LK
1=, E%nm@ﬂﬁl-ﬁ?‘éiihf?%ﬁﬁ%‘l“&
RHETERT S L,

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 XERICERATEREXDOLSLEETEH, BALAR
#FANAE. ERIEROBHROFIMNCTEETHD
L MHETHhIE. ZEOBAZEFTIL,

RETENTION OF DOCUMENTS

XEOEE

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 peried and validated where
appropriate. .

410 EORBRAEFNENOEEERICEHET S
M. F . ThofECICRESN AN E SR THEE
ITRETH L RFPRZEZALTRERDEEEE
Rl T H-HIHERLEEEZTL. LEQFEEIAN
IJ%‘_I‘?‘ézan

4.11 Specific requirements apply to batch
documentation which must be kept for one vear
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 periods
be applied to certain documents.

Al RyFOFHHEER,IFEHWNIHEHTE
FHIkDAvFOHEFHERVEELERONT
hHEVLER. BELATRIERSAL LSRR
OERBENSN\VFOXBIERASND, ABRET
(%, 1w FOXEE. AvFLRERSK-REROER
ERHEBORTHRWNMIDEROBLEELERIER
TEHENEORFICHTHMOERSRIL. &
EDHSDOIELE (| X (X Advanced Therapy
Medicinal Products) (ZB:BLI-E S TREh. 5
EHICEALTERIYEVLWVRERRBASRAShDCE
HREZNTIND,
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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.g. 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 TOMOBREOXETE. REHRIE. 20
NEICEALIBEETBRETHD, BMERFRE
EhORBERNIS. T3S EELNE
(PIAIE, AT —2avBMIRERICET3) (L,
RENEHLEBEGRET SIE, TE0HLL
T—E—RICBHEN-BEII, TEEOXEBHZ
(X, 2 F—av LR~ TR EEREBEL R—
FERMTTWAET 2 EREXEMIONTIE
MHTED, COESLERE, XR|EL, 7S FOX
EORFICHATAERFEEZZRICANDLIE, i
ZE. RT3 O TF—2DERIE. £
N FOHTHEELRBEA/A)T—a vz
DLNTWLARBRY, ) F—L 3V A O ET—4%
ﬁ#?%zte ’

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

ERSNTOHEXEBORZERD+I a0 THEITH,
mHEEEECATATIEASORELAEOR

EHERIETH-DITERShHE2XEZRRTS
8

SPECIFICATIONS

IRIEE

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

413 HERH. aEHE. BURRBERIZDONT
BYNZERBEN., BEDO A RIEEHNHDHE,

Specifications for starting and packaging materials

HERBEDEMHEORES

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

414 HERK ., —RAEHH, ZWLERTHEO
BEERRUTESL L T, RET LB
SEEEANDIE,

a) A description of the materials, including:

a) LTZ2CRA B O,

— The and the internal code reference;

-EESN-EHRUARSEI—F

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

-REFIZRBE N T LIRS IEEREFDSR
%

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

FEEN-RRES. RUBE LS RHHOD

&

— A specimen of printed materials;

-REMHORYRER

b) Directions for sampling and testing;

b) IREFEMERBDIETR,

¢) Qualitative and quantitative requirements with

o) BEZH--ERNEREE. RUTEMNE

acceptance limits; RERF
d) Storage conditions and precautions; d REFGHLAELOIERA,
&) The maximum period of storage before re— e) BERENORXERERM.

examination.

Specifications for intermediate and bulk products

PRISESERFALIESORBE

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 PEBRENNIBRKOBIFEN . EETIE
WINhO*ER. VIR TIWABICRHRATELILSIC
o TLVETRIERESEL, SN THRE ., HigE
ggﬂflﬁﬂ BLVIRRERORERICRET

Specifications for finished products

REHLOBER

4.16 Specifications for finished products should
include or provide reference to:

416 RERBSOBBEBITHROBEBBEZSL AEL
T8BT5E.
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a) The designated name of the product and the code
reference where applicable:

a) EEESIh-AMRUBLTHBSIEISHEI—F,

|b) The formula;

b)ARF,

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

c)FIf L AEDFHMIECE,

d) Directions for sampling and testing;

dEFERDEEBRORET,

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

o) MIBEZH-EHMNERTER, RUEENE
REIH,

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

) RERME. LE2THHEE. BRHGREKEVLED
Eiglﬁo

) The shelf-life.

g A XM

MANUFACTURING FORMULA AND PROCESSING
INSTRUCTIONS

HELARUVIEERE

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

RTEh. XELL-BENA. RUTEENES
Mo~k BUNYFHALXZEIZERT DL,

4.17 The Manufacturing Formula should include:

417 ELENAITRESTI L,

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

2) HaA. BROoRERCREL-MESsRI—
FD

b) A description of the pharmaceutical form,
strength of the product and batch size:

b) #l. BROSERUNVFHIXDEE,

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) HATHTATOEERBRUELEADOLA
ﬁ@g%hf‘éiﬁ@iﬂﬁ'ﬁiﬁﬁ?é%%:'JL“C’b
ERThHL

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

d) FEHAZH--FERRNE, RUBRETS
& . EETLIPEREDE.

418 The Processing Instructions should include:

418 TEEERZITiE2sT &,

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

a) BiEBFEAL oA ELEE,

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

b) EELUEEDREDERAE. HWIIERFE
NBREFIALE. FiR, BT RIECRH).

¢} 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) EERUEREE, G, UHOEE. ChhoRIE
L&HELTLAIRTEERSNTLELRERL
FRHABABRESR TSI L, RUEBAHIRS
NERIZHALTWAI LD,

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

d) EEHN7Z PR ST TR TR R (BIAIE, RAE. &l
M, gféﬂi%bﬂﬂﬁﬁi EETRONRTA—5 (B
. mEF)).

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

o) MiBHEEF-I-IRAEENERE.

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

) HETHNLE. BB, T, RUBSTHBEE
ggﬁﬁﬁ%#&ﬁ&)f:/Ubbﬁn"nd){%"é‘d)ﬁi

g) Any special precautions to be observed.

9 BERETAERILIBFR,

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 reference to, the following:

419 BA2NHE. BERE. AEBEI LITRIS
h-BERREFAETHL, AEEREBICIE.
TEREFRZANDD. RNESBEELHE L,

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

a) NILIBRONYTFES, BRESGD/ WFES
ESH-BRA,

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

b) 257 HBE. FIF. RUSEDI,

c) The pack size expressed in terms of the number,
weight or volume of the product in the final
container;

o) ZRIMADOPORRZAOH. EERLIFIETR
LT:‘E%'U”(Z’O

d) A complete list of all the packaging materials
required, including quantities, sizes and types, with
the code or reference number relating to the
specifications of each packaging material;

d) BEGZERMHOME. TZ. EERUSE
EMHORBICEEL-O—FOSRESESUSE
23R,

e) 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) ZH T H5E. BELL-RTMBORFIRIEE
B&. RUNVFEEOSRBREUVERDEDLME
EECICRBIINARTLTLHEMRRE,

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;

1) FE. RUMEEED. LAIORG. stEShi=3
BEERTRLEESATUWENES, HVEEMH
BEEShTVWAI L, RUREMNBERSNERIC

BHLTWADIDFER (SALIVTILR) .

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

g (FXRERB T HRIDTA 7T A HERIC
THH0. EBRUVEEDATLHREZEST. B
MIRERALTIEFE,

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

h) %iﬁ#ﬁﬂ]i’ﬁ%&ﬁﬁ%ﬁ’éﬁt\ BERIED
Es L O .

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

) RAERROBREEREEESCTENEERDS

4]

Batch Processing Record

HREH

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 BERRIEESND/ VT C LI R T B |
& BHOARBRISN-RENS L HEEEEOEE
TR3EF LTOBBEAL L,

a) The name and batch number of the product;

a) HGDAMEWTFES,

b) Dates and times of commencement, of significant
intermediate stages and of completion of production;

'E,% %iﬁwﬁﬁiﬁ‘ EELFRIBRERUETEADE
I,

L

¢) ldentification (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:

) HETHEADEEETELAFREL-EXEDE
MA=e ) RUBETHIIE, Chod X
ERELI-AMOEE],

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);

d) BERICAEL-EHERHAOELERIZNAYTE
B.RAREBREE (V\WFEE. RUBERLERH
XiGEMLTHEREL-RHEZSL).

e} Any relevant processing operation or event and
major equipment used;

e) BLET HRUEEFRBNITHER. RUERALEE
BEE,
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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,

H IBASEEFNERIELI-FESDI= vl
ORBE. RUBRLh-ER,

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

2 HENFhEThBUNTERBTORMANE.

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

h SLEAF RV IERERENDNNEHERIC
WLT, RRBOFALEMGRBES ALENEZM
ERIZBT HEEH.

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

D BEFEODFEEEICSDIKEE,

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.

o) F—rEh-ITEE#ENIZEZR)TL,
SR TLVDEBEIC. BRIMICERSN-BEEIL
BHEOBMEBERUER %N (00S) F—48&1Z
[R-THEATES.

Batch Packaging Record

INyFaEkinig

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.

421 1Sy FaERBEE\vF BWMINEEINh-
ST NRFTEIHULBRET DL, AR EREOR
WFEHEIRITETIE,

The batch packaging record should contain the
fallowing information:

ROFEERRITROREESTCL,

a) The name and batch number of the product:

a) BROEHENVFES,

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

o) AEMEEDEAB LR,

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;

dHETEROERLIEBETL - -EETDE
Bl (A=2rp)l)  HBRBE I NODERETESR
LI-A¥D A,

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

o) IRAEHEOEREZEH-OEBEELOR—
ERUVESIEOERDIR

f) Details of the packaging operations carried out,
including references to equipment and the packaging
lines used:

f) 5E é:{iﬂilbf_ﬂﬁ?ff./a)%"ﬁ‘f*ﬁ’éﬁms E S
BLI-AE={Ex=DOHE,

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

f) ATRERPRY . /v F DS . ESHRB. RUE
gga) HMRORBFESHT, BRLERFHEOTY
oo

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

o) BEBEEN,SONIEHERICHLTEERD

|BEEL. HALRERVLEE TIILVERICE

¥ AHH@LRRE AN,

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

i) BRI T B EAT OIS, TATORTHMHE
ELOBROHE, EA. REXLVEERESA~
EBHEN-BESRESHVIHAES. RUREL
hi-ER0E. QEEFOMBELEFERLH

%)fg . COfRBESENRLGEDLESEEZhES

ELHD

i Approval by the person responsible for the D AEEEOEFEICLDHEREE,
packaging operations.

PROCEDURES AND RECORDS FIEE ST

Receipt 2 A
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422 There should be written procedures and
records for the receipt of each delivery of sach
starting material, {including bulk, intermediate or
finished goods), primary, secondary and printed
packaging materials.

422 FHEFHEULOEEA] PEEE. REE SR
ZED) . —RAEMH. ZREEHE. RUEKTR
HHO, BESEDZBICET IXELSh-FIE
LREBRAHLHL,

4.23 The records of the receipts should include;

423 ZADRRITEHEITL,

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

a) BEEREFBICHIMNTLLSRHM B DB

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

b) (RGBS T RHBOTIHRNIBH. RO
RiiRe

¢) Date of receipt;

c) ZAH

d) Supplier’ s name and manufacturer’ s name:

d KB ORAMEREREDOEW

e) Manufacturer’ s batch or reference number;

o) BEFED/ \WFESRWISHRES

f) Total quantity and number of containers received:

) RAN-BHROBELR

g) The batch number assigned after receipt:

o BARICHYTONE-N\VTFES

h) Any relevant comment.

h) BEhET Ha A+

4.24 There should be written procedures for the
internal labeling, quarantine and storage of starting

4.24 ftART ., HERB OB EFE. SEMH.

|BRUSRISELT, O RHHOFIREEZXEL

materials, packaging materials and other materials, |4 A&,
as appropriate.
Sampling RIEERER

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

425 BABRRICAWLN AR RLEE. BT 58
BUBRHMEOER, LIS EOE{LE#IT5]-
HOEEBFREFEL. FIBEXELLT DL,

Testing

BB

426 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.

426 EEO TN ETNEBETORMEEMRERR
TH100. FiaLERAT SEEZRELI-FIRE
ZRASCEL. RELI-HEBZRET AL,

Other

T Dt

427 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 BHBEFERHEICOVTXELLESh-FIR
FERBHEEKUFIATELHI L, IS, BESh
EEEFICLLIREHUKDOTIHE~OHELEIZH
RATEH_ L TATORRIL, BESh-EAE
BHATESCL, BRGT—HICHLTHAIEE
ESTEE. EBELGT—SDBESHASEIIC
BOTWBLATLTHAZE,

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 HEIZIHEL T, /Ay FOEIERZEIZT 518
D BROENAIFOFEOEHEFRELTHLZ
&, _

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 LEGHEICE, FEOMOWT, At F
I8, BFEETE. &, To/HEIET SR,
B\ HEREXRLETHTE,

- Validation and qualification of processes,
equipment and systermns;

- TE.EBRUSATLONYTFT—1a2 0 S8R E
HME

- Equipment assembly and calibration; -EEOHITRUELE
— Technology transfer; BB Es
- Maintenance, cleaning and ; sanitation; -B5F. AR, &
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" |- Personnel matters including signature lists,

-E£AL GMP-RIMMREOHE . BR-RE£.

training in GMP and technical matters, clothing and |BBODROKRIIFE LKA ORI
hygine and verification of the effectiveness of

training;

- Environmental monitoring -BRE=A)T

— Pest control: R R R5E

— Complaints; &g

- Recalls; —[a14%

- Returns; —R &

— Change control; -FRER

- Investigations into deviations and non- -2, RUFREEOHE
conformances; _

~ Internal quality/GMP compliance audits; -HBREELT. - GMPO B R

— Summaries of records where appropriate {e.g.
|product quality review);

-HEITGLTREOHRE (FIAIX. R mEHE)

- Supplier audits.

~-figRBEDOEE

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

430 BEREE RBREBOFEHBAICOWLVTIEHA
BOEFIEEFIREShTNAIE,

4.31 Logbooks should be kept for majer 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
people who carried these operations out.

431 FE RO EELOWHE, BELKE. B S
HESShTWAREBOFERIERERETSE,
FThLiIBRN, B, EE A FE.BE. &5,
AR, BREELERTILODIERTSL B
BIZELT. Bft. RUChOOBREEFTIAOE
NEEHD,

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

432 BBIARDANATLAIZIEENDZED—
EREMFTHIL,
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