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CHAPTER 4 DOCUMENTATION

F4E XEE

PRINCIPLE
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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, 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.

BUGEXERT. RERIEVATLORARGE
FEEHBLTHY . GMPEREIEIES T A-HD
BETHDH. BERADMENDZSERUEAE, 2LEESE
DREBEEERATLANTRERIRET S,
XE(L, ERN—X, EFER. EEEKEZETTER
DHETHEET D, XEVATLEZERT S4B
M. EEROREDTRTOEAICERE. ST
MIENICEEE 5258 EE£TEEREIL. BE
L. E=H—L.EBHIHLETHS, AEEEEER
DRTLIE, BERBENERIN TSI EE RIS
EMTEDLSICIELADEEBELETODEHRRIER
[ZDWTCDEEMEFTDICERSRT AEICMAT. E
REEIODVWTHBEDEFEIEL-HDFTERIZ
HMTEREST L,

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.

GMPAMDEEMEFEELEIRT HADICHWSXE
EIZIZ2 DD ERNLIEFENH D, BRI (R, B3R
FIH) LR RETHD, BULENEEEEXE
DREFICHIGLTEBASESIE,

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.

XEDIEREMNE. T2, FENE. ZHSETRILET S
SOBU L EEBEFEERT D&, HREX. XEHIC
BUAL, EE TR I CENTESLIE EET
(written) 1EWVSBEEIX. ADFZEHBIRIZHS =T —
MR EICXELSN =, LTRSS I=CE
=EKT 5,

REQUIRED GMP DOCUMENTATION (BY TYPE)

BEREINSHCGMPX E (88 5I)

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

YA REZ—T74)L: B ERROGMPIZEEELT-1E
¥(EHERRMRLI=XE,

Instructions (directions, or requirements) type:

4 BE
ZR&

BEREGETRHEWVEEREE) D

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.

BRE HEIRICBLTEASN, HEES
NBHEMRITHSEABES LEITNIFESAENER

FHEHOFMERRLI=b0, MEFFHEORMELT
DREZERT=T

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.

g, BE, aE HBROERZE. T XTOH
FHEH EE. RUVGELHNIT)aVEL—2EIR
TLDEMEZRL,. TRXTOMINIE, G, BIK
R, REBROERERELL-LO, FERAIN-T18
WEIE&PAT(;R WEIZHLT, HIEREELEEIZH
iLTHE,

Procedures: (Otherwise known as Standard
Operating Procedures, or SOPs), give directions for
performing certain operations.

FIRE: (Bl& ., BEFEFIRE. SOPELTHHL
NTLD)BEEDERETIHDIERETEID
Do
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Protocols: Give instructions for performing and

KiestEE BEDEIEEET HIEFRERIT. LR

recording certain discreet operations. T 5-ODEREEZ 51D,

Technical Agreements: Are agreed between contract|ffliiZ2%y: RIEEBLZFTEEB DR TERLIZNEE
givers and acceptors for outsourced activities. (DEZ SR

Record/Report type: SLERE 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.

HRE HHREADBEEEETRI=OIZELNT-
FBADOEE. FIZIX 1FE. RELI-ER. FHED
L, RUELEShENAYTFOBAX. BEEEFED
FEGDNYFZEDERDINERET 2D,
EREERTAEOICALLNEET—2EET,
BEFEZICELTIIEEIN-FRENEDT—4
HEET—RELTAHAVANIDODVWTHRETSIE, 4
HEH, MBHEDRELLTHWSTRTODT—
RFET—RELTHETSHIE,

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.

HEBRAEE  BESNBREE~DE S HETMER

RBEVEEET OY T ILICET REBRER DM
BEXIZET L0,

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 HBREEICRDEAEELT. \yFICEAET
BPATDY T ILAA LT —30 5Tl (B E &8 i ¥Rk
£) . RBEIZHEIN=/\TA—EORIFIERD
FHiiE . 2EMEWLIEE 2 ICANWWTEEMELTH L
[,\

Reports: Document the conduct of particular REZ EFHFOERE. JOCHM FWNIIEAEEE
exercises, projects or investigations, together with ﬁﬁbf';&’é#% Eim. 1S TR IT 5D
results, conclusions and recommendations. D,

GENERATION AND CONTROL OF XEDEREERE

DOCUMENTATION

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 hybrid 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 ERBOXEZHRELESTTHE, EREIE
[T RTOHBEDEIKIZEEIXZEDOHKIZERIC
WHAY 5 EHEATLITEETESLSICL, &
PIZXEIEL, NYT—FENBEDNBETHY.
YR EENAINTINSIE, ZADXE (FERE
8% (X, HAHERITXEFH., thDERS \ld:"f‘ﬁ’\—x
DEIE, BETHIMETHEET D, EXR, IEXLE
A, 720K, BHRFOBREEEF AL,
BEITABADVATLEE—DBEEOTADY
ATLTHRREZVNELH D, ToTL—h EXE
RKDFOBEFXENDHEVLEEBEZERT 5L,
REITRELEBICH->T. DT M EREL
FTHRLOBYLEEEERT HE,

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 XEIX, BEICKETL. ERL. BEL. BBHRT
H2EEIZEHLT, XEIF. iznlﬂi*%%s &
A, RUBLERFGEAZZEDEERFITEET D
e BANSDIEEXEDHEEC our(auﬁi!é
BRETHDRYZFERTLIRMDEBENEDTHBE,
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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 EERMAEENTVSIEHEL, BEDOREEZIT
EEENKZEL,. BAL. BHEDT5E, E5F
SRR NAETHEELTHAITEETHS L, HN
HEENHDBE,

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
intended use. Standard Operating Procedures, Work
Instructions and Methods should be written in an
imperative mandatory style.

44 IERINEENTWSERIL., EYIZESIL., 7
FBLOTLKTHE XEDHKRKEAEIIFERBM
[CEDHLELHIE ZEIREFIEE. (FXEEREIY
A, MR TECZE,

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 REEHEEATLANOXEZ(X., THMICE
EL. RFOREIZLTHLZE, XEFHETT 5L
I FFEICKIBIBRDEREHRSC VAT LEE
FAsE32L,

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 NEFFEZLTIHELHLD, T—2DEA
NLELRXETHNIE, BADE=ODFELLIEE
EHBIE,

GOOD DOCUMENTATION PRACTICES

XEEHE

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

47 FEZMECAIZBEMEIZ, $IFAIEEL, JHETE
HWHETITOZE,

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 FLER(F . BERZIToM-FEWMETE T LR
2. EREMOEE BT HEELERAEIAT4E
BHETHERT DL,

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 XEIZBATAEDISBEETH, ELLAR
EANSGTE, EEIETOEROFZMAALETH D
CE METHNIX,. EEDEREZILHRT HL,

RETENTION OF DOCUMENTS

XEDREF

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 EDRENATNTNDEEEFICEET S
M F TR EIZRESN AN EXETHE
[CHETHE, REUHBEZECTERENTEHEE
1RIET 2D HERESEAETL LMERIES (TN
Jy5F—r952¢,

4.11 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 periods
be applied to certain documents.

A1 NFOEMNHARBRMNSTERDITHFHIE
FIZKBN\YFOHRAHIEZRDELEDLSERDNG
NHRWEIR., RELEZTNIXGZESENEWLS SR
DERFBENN\YFOXEITEHAIND, RERET
. \YFOXEIL., \yFHEHRASN-RERDER
PREAERDE T H NI RO R DLGELSFIIRTE
T5HIE XEDRFICEHTHMMDEREIEL. 45
TE D B i D FEFE (5] 2 (EAdvanced Therapy
Medicinal Products) IZE8iEL =548 TRah. $H5D
EHICALTEKLYVEWVRFHRNAERINDZE
NRESIN 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.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 ZDMOFEBOXETEH., BREHBEIEE. Z0
XEICEAOIEEFTHRETH D, BERFTHAE
EMQBEREEFTD. ET—S4ECEELXE
BIRIX, N)TF—=2a R WNEREEICET ) £,
ABNEDLEREIEIRETHIE, T—2HFHLL
T—A—KICEHFIN=GEEE. TIEOXE IR
(X, ) TF—avLbiR— b WNIREERERL R—
FEEMTTVDRET—NEREXENSHTE
MNTEL, COELSLGERIE, XEILL. N\yTFDX
EDRFICEHTHIEREBELZEEICANDIE,
ZIE. FOoERN\YTF—30DT—ADOBEIF. £
NFOHBFRHIEZLREENLAN)T—2avcE
DNTWWBRY ., NYT—2aV [T EDET—4%
RIEFETHILE,

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.

BEREINTLSXEDFIZRD IV TEITS,
MEEEEEVATLATIEAORELREDSR
?li’éﬁ':%ﬁ?‘éf:&)(:E*éhééi%’é%ﬂﬁ?é

SPECIFICATIONS

RS

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

413 HERH. 2EMH. RURREGIIOVT
BHICEZESN, BAD A= IMEELHDE,

Specifications for starting and packaging materials

HERHEBEMHORIEE

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

114 BREE. —RAEHH. KV ERrHED
BREELUTESGCE, £, 4T HBAE.
SREEANDE,

a) A description of the materials, including:

a) UTZETCHEMHDOEEH,

— The and the internal code reference;

RSN HRUHASEI—F

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

-~ERAICRBE SN TVSEEFEERTEDSE
5

O

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

—RBSNEHIERE . RUSSICRYRERMHOR

BT

— A specimen of printed materials;

“RIEMHOERYRR

b) Directions for sampling and testing;

b) BRIAERENEABRDIE T,

c¢) Qualitative and quantitative requirements with
acceptance limits;

o) MBMEZH S -EMMEREIR. RUEENE
REIE,

d) Storage conditions and precautions;

d REXULRELDIERE,

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

e) BARERAIORKXREHM.

Specifications for intermediate and bulk products

PREIEMEUNLIHGDORIEE

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 FRAIERENILVIBEROBRKEN . EETIE
PINLEHEE ., RITZITWAEICFBATESLSIC
HoTWEFNIEESHN, ZUTHIEE. RKE
gé&fﬁﬂ FOIREULOBREEICEAET

Specifications for finished products

REMDOREE

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

416 RRESOABREEITROERZET ML
ISR 5L,
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a) The designated name of the product and the code
reference where applicable;

a) HESN-BMERUVZRETHEEESRI—|,

b) The formula; b)AL 5,
c) A description of the pharmaceutical form and oFlf & BED MR

package details;

d) Directions for sampling and testing;

DREERIEABR DTSR

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

o) MIBMEZHLEMMNEREIE. RUE
REIH,

EMNE

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

) REEMH. LB T DG & FRIGEEL LD
EIREHE,

g) The shelf-life.

g) A,

MANUFACTURING FORMULA AND PROCESSING
INSTRUCTIONS

SENHF RV IEERE

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

AFEEIh XEELE-HELA. ROIEEREZL
ﬁ%ﬁﬂht &U‘/\‘J?"U"fx-_&l 1?523’%)-_&

417 The Manufacturing Formula should include:

417 MENF X TFRRFET L,

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

a) iznn'@l ﬁznn@;ﬁ.*ﬁi( B ELT—%;‘%:‘EHE:—
I\O

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

b) ¥z, RO EERV/N\YFH A 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) AT ST NTOHERMRUVLNTNDLA
0)3%# EzLOD BETHARTDMEICONTE
P4

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

d) FRBEZF - FERBRINE. RUVEZET D
156, EETHPEINED R,

418 The Processing Instructions should include:

418 IRENEITEZESL L,

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

a) BLUEHAEALLNDELREE

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

b) EELGEEDEBDIEET A, RVITEXTE
DSREBIZIL, Fim. LT RE. BRE)

c) 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) EERWMEREMG, URIDOH M., ChhoEE
LESELTLWASIETEERSATOENERER L
FERMBMNRESN TS, RUVEKENFRS

NERISEL TSI EDHERE,

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

d) FFH R A 7e TR R E (B A1, [RA 4, Al
L2 RHORNER. ERLEO/ 545
12N ;EI. E3 (<]

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

e) BEZH - IENEEDERE

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

f) LETHNIL, B, K=, RUKRETIHEE(E
gﬁgﬁ@%%#éﬁ&)f:/ VLB GDREDER
I,

g) Any special precautions to be observed.

g BEREITANESEANGERFRE,

Packaging Instructions

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

4191@’3®§znn~ &ﬁ'i @Z‘Z ;ﬁadt‘ ﬁu-ué
N-BEEHEZRAET I L, AFEREICE.
TERFEZANDD . BWIBSREENHLE,

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

a) NILIVEGDNYTFEES, RIRERDN\YVFES
EEH-HRE,

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

=

[=R==8

b) BZHT S5, Flf. RUE

DECd,

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

o) ZREADHOHBDOH. EEHVIFTETE
LE-g8& 41X,

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) DLEGEARMBOHE. TR BERUSE
EMHOBRBICEHAELEI—FPSRESEETRE
23Rk,

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) ZAUTHIHE. BELI-RIRIMBORFI RIFE
i RUN\YTFESDSREVELOBEHRE
ZECICRETHAINRTLTVDEYRA,

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;

) RE. RMEEED., LRIOE G, StEIN=-2
HEETEIDELINTWVEWLNESE, SUXEAME

NRESN TSI E, RUEEMNERSNERIC

BLTWSHLDHER (AT IUR),

g) Special precautions to be observed, including a
careful examination of the area and equipment in

g (ERZEFRIRT DRID SV T SV RAEHERIC
THOD. RERVEEDARLGREZEL . B

order to ascertain the line clearance before RIREFREFEFEIE,

operations begin;

h) A description of the packaging operation, h) E%Eﬁﬂﬂ'ﬁ%&ﬁﬁﬁ BXES0. a¥igkn
including any significant subsidiary operations, and |EZauf

equipment to be used:;

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

D REEROERERBEZEC ITENEEDF

i o

Batch Processing Record

SLERC K

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 BUERFIFEESNSGN\VFIEIZREFTHT
& RFTDARSIN-HENF LR EEREDEE
[CEDIZE. UTORHEESD L

a) The name and batch number of the product;

a) DB MENVFES,

b) Dates and times of commencement, of significant

intermediate stages and of completion of production;

E%?T‘iﬁo)ﬁﬁ&é\ ERGPRIRERVRTERABL
=37

c) 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;

) HETHENDEEEIRRZEEL-EEEDH
AMA=ZI%IL) RUOBETHNIE, ChoDEE
FHERLI-AYD A,

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) ERIHEL-BEHERBMOELELITNYFE
5. HREBRES (W\YFES. RUBEURL-ER
XiZEMLTEBRELERHEZED),

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

o) BEYHEEFRIVTHE. RUERALEE

HEE,
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f) A record of the in—process controls and the
initials of the person(s) carrying them out, and the
results obtained;

f) TERNEEEENERBLEAEREOM=DvIL
DLk, RUEon =R,

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

g) AEDNDEFNZTNEYLRETORRINE,

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

h) BLEMLA R U IIEBIERIENSD LN ESERIZ
'LTL,'C ABDELLFMZHRAZ S AT RIS/
ERIZBY HECE

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

D BEEROEEEICLDER.

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
(0O0S) data reports.

ENUT—rESNF-IEEZHGEMICE=2)TL.,
FELTWSIGEIC. BEBMICERIN-REE
HEOBER VR HRIESN (00S) T—28EIC
BRB-oTHERATES,

Batch Packaging Record

INYF AL ER

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 INYFBERERIER/N\YF . LT ESN T
'&7/\‘/9‘;&( -L-.I-LJ%#tj_é t E‘. ?E.imng;(
LT HEIFICEDICILE,

The batch packaging record should contain the
following information:

NYFEREHREITROFERESL L,

a) The name and batch number of the product;

a) MADEBMENYVFES,

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

o) BREEEDSEA B 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;

d 2ETRERNOERRIRETHEEEDH
AMAZv)L)  BEGSERIFIINLDEXEHER
L/T:A%a)%ﬁﬁo

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

o) IRNEEOREEBH-AERNELOR—
PR UEA EORRD TR

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

HRELERALE-EESIVDSRERZED. X
fEL-EEEXDFHM,

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

) ATREERY , Ny F DRSS, AMHRAE. RUE
ggo)EﬂF'mllG)EK%'é‘&‘)’C ERALERTMHEOTY
)2

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

g BERERENSDUVNELHEBIZH L THHARD
ER%ZL. FAGEESVTEE TRV ERIZH
¥ AR E ANT-EC iR,

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 controls in place
during packaging there may be justification for not
including this information;

) WY T HERE 1T OO, TRTORTHHE
ENNWOBEROHE., FR. BERVITREEIEA
REESN-2ESBESHWNIENEFS. RUEL
N8R0, BEEEORBRELEFEELH
i)%ﬁg‘é)i CDBEBREESENLHLEDLELELSNDT

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

D BEEEDEEEICKDEKER,

PROCEDURES AND RECORDS

FIEELRR

Receipt

ZA
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4.22 There should be written procedures and

422 FHFEEH ONILOEE|, hEE L. KRR

records for the receipt of each delivery of each 80 —REBEME. ZREEME. RUERTR
starting material, (including bulk, intermediate or MEO., BEZENDZMEICEHTIXEILSNI-FIE
finished goods), primary, secondary and printed ERRFEMAH DL,

packaging materials.

4.23 The records of the receipts should include: 423 ZADEEIETRREZEL L,

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

a) EACREBRICEH SN TODEMHED AT

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

b) (aLEGHHEIT) R BRI, RV
XIEES

c) Date of receipt;

c) % AH

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

d HIGREDBIEREREDEH

e) Manufacturer’ s batch or reference number;

e) EEEDN\VFESHWIISHERES

f) Total quantity and number of containers received:;

f) FANT-BIRDOLELH

g) The batch number assigned after receipt;

g) ZARICE| Y TON=/N\VFES

h) Any relevant comment.

h) BEd a4k

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

424 HART. HERH OB EETRE., LEMH.,
?g,_lé\&%l ISLT O EMBOFIREEZXEL

Sampling

RIRERER

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 BIAREIRICAVLNSFELEE. RIT HE
RUBEMBEOFL, SWNMNIGEDELEZETLT-
HOEREEZEL . FIEEXEILTEHIE,

Testing

AER

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 EDENENRETORM M B R EHER
TRHD, TEREFERITLIEEZRLE-FIRE
ERADTE EIELI-GREREE R T D&

Other

Z 0t

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 BRREFEBRHEIZODDNVTXZILEIN-FIE
EEEMBERRICHEATELIE BHIZ.EESh
FEEEICEAREELOTIGEADHEHIEIZF
FATERE, IRTOEHKE. BESh-EESE
NRATESLE, EELT—RICRLTHAINEEE
EHSEE. BEERT—ADEBELADOIDBELSIC
HOTWABVRTLTHAIE,

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.

4.28 MEIZIGLT, Ny FDOEIRZEIEIZT 1=
i) HWRDEN\YFDRBDEFRERELTHLE

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:

4.29 HEIIGEIZIE, FEEDOHIZDOWNT, A, F
B, EMEETE. $]E. 1To-HEEICBET S8k
gWEEEREXEIETHIE,

— Validation and qualification of processes,
equipment and systems;

—IR . EBRUSRTLONYT—3 0 &8
B i

— Equipment assembly and calibration;

-HEDMHITRURIE

— Technology transfer;

-BifigEn

— Maintenance, cleaning and ; sanitation;

-R5F, AR, @&
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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;

-ER )AL, GMP-HfiMEEDOH T EK-#14£.
BEDMRDIRIZECHEDEIR

Environmental monitoring;

“BIETE=4YLY

— Pest control; -Bh RBAER

— Complaints; -E1E

- Recalls; -[E]4%

— Returns; -1

- Change control; -EEEHE

- Investigations into deviations and non— &R, RUTSESDHFEE

conformances;

- Internal quality/GMP compliance audits;

-NEPREEER GMPOECZ A&

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

-BEICISCTERHEOBEBIZA L, HaRhERE)

— Supplier audits.

-HiexEDESR

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

430 EHEE, HEBEEDFEEHICDOULTIEH
HERFEFIEENRAEIN TSI,

4.31 Logbooks 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
people who carried these operations out.

431 TE BV EEGHIAR, BLEEE. B
ARESNTVSREDFEREZRERTFI DL,
ENLEFRINIC, R, B 77, RIE. RSF.
AR BEEREEERIAOICERATIE B
BIZGLT, Bt RUCHSDREEEITIA D
AMESHD.

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

432 BRR DAV RTLIZEENANED—
EREMETSHILE,
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