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CHAPTERB
QUALITY CONTROL

PRINGIPLE

Rl

This chapter should be read in conjunction
_with all relevant sections of the GMP guide.
Quality Contraol is concerned with sampling,
specifications and testing as well as the
organisation, documentation and release
procedures which ensure that the necessary
and relevant tests are carried out, and that
materials are not released for use, nor
products released for sale or supply, until
their quality has been judged safisfactory.
Quality Control is not canfined to laboratory
operations, but must be involved in all
decisions which may concern the quality of
the product. The independence of Quality
Control frem Production is considered
fundamental to the satisfactory operation of
Quality Control.

XEBEF. GMPHA FSAOETOHEEL
sravepRTHRL L. .
GEEERI. RAER. ABERUVERICED
et RELEETLIABEERBEL.
FEHHEUVHEGOGBENRBRTEDLIHLOT

HHAEHBKETIETRYUZRAELEANDS

FHOHEHFATET. UHEIETERTXITHEHS
OEHHEBETLAWIEERBUETIEE.
XEILEUHGITEFMHMEFE-BAbLDI350

tHd. HEEFEIT. RBREFECRLT.
HAaOSREBIcEb 3TEEOHDILETOR

FlclELZTAELRLSE L, REFENR
ENLDRILTWVWEAZ L. REEHEOBEY
LEBICHBELELEILND,

GENERAL

EEWR

6.1 Each holder of a manufacturing
authorisation should have a Quality
Control Department. This depariment
should be independent from other
departments, and under the authority of
a person with appropriate qualifications
and experience, who has one or several
control laboratories at his disposal.
Adequate resources must be available
to ensure that all the Quality Control
arrangements are effectively and
reliably carried out.

6.1 HEFTOAXGEEL. REEEHRMZ
HT 3o &, BEBAMAE. ROFMAML
BULTHEY. . BULRBEUERZESR
TEHEE(BTFTIC12DLORERARES
BELTWBC L) OEBOTIZHS
ELETOREEROIMAL A HRB M
DEEHEEL - TERITSABILER
T HH.THEY Y —ANH A&
THLSTRALEL,

6.2 The principal duties of the head of
Quality Control are summarised in
Chapter 2. The Quality Conftrol
Department as a whole will also have
other duties, such as to establish,
‘validate and implement all quality
control procedures, oversee the control
of the reference and/or retention
samples of materials and products when
applicable, ensure the correct labelling

6.2 RETHAMOEOETREX. 2 X
tELHLRhTWVWE. RETESMETE
FELT,. ETORBEBRFIEEMHL
L. AU TF—hL. RETHZE. AN
HEURGOESER  -RERKOEHEE
EBTLIoL (HATH58BE) . RHH
BUSBORROBELRRRERIEY
Aot . BRoReEoE=_AY TR
MEBIZTLZIEL.EGOREICHAEST S
EHOBREERHICBEMTHIEFE, TO
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of containers of materials and products,
ensure the monitoring of the stability of
the products, participate in the
investigation of complaints related to
the quality of the product, etc. All these
operations should be carried out in
accordance with written procedures
and, where necessary, recorded.

moBFTELAET L. Cho2TOHEXERE
FEEICHE-TREL. (BELESE)
T H &,

RRBEGOFAEIT. HEFHE. IEAR

6.3 Finished product assessment should [ 6.3
embrace all relevant factors, including BOo#R. #E (aFz238d) XEOB
production  conditions, results  of E.ERERAB~OBEGRURKRAE
in-process testing, a review of MOBREXED. ETOHEERZDSE
manufacturing (including packaging) T &
documentation, compliance with
Finished Product Specification and
examination of the final finished pack.

6.4 Quality Control personnel should have |6.4 REEEOARER. REENEURAR
access to production areas for sampling HOoOo#EE. EEBICIATETH
and investigation as appropriate. HI k.

GOOD QUALITY CONTROL LABORATORY | A HEERBENSEEE

PRACTICE

6.5 Control laboratory premises and
equipment should meet the general and
specific requirements for  Quality
Control areas given in Chapter 3.
Laboratory equipment should not be
routinely moved between high risk
areas to avoid accidental cross-
contamination. In particular, the
microbiological laboratory should be
arranged so as to minimize risk of
cross-contamination.

65 EEEHBEZORMEUVEMIR. HI3F(C

T RHEEEERICEAYTA—-BHNRY

 RBEOBRRFHEB LT L. BRREOD
R, BENOGXEEFTLERT S
H,.BUZRIVEBEOMEZEEMNICBH S
TG HEL, BFITHEDERER.
REFROYRIEHRMNITEIEISR
B¥d2E,

ABREOAR. BBRU

6.6 The personnel, premises, and equipment | 6.6 JwA, BiEF
in the laboratories should be XOMERUABICEVELDERIC
appropriate to the tasks imposed by the BoLTEUITHLHSE, E7E (S5
nature and the scale of the EHER) CHERTIFEHNIZARL -4
manufacturing operations. The use of HORBEOFERTZ. REOCEBANLN
outside laboratories, in conformity with EHBEEALIA, ChIREEBRIRSE
the principles detailed in Chapter 7, cR#TLEI_ &,

Outsourced Activities, can be accepted
for particular reasons, but this should
be stated in the Quality Control records.

DOCUMENTATION X #1E

6.7 Laboratory documentation should follow | 6.7 RBEOXE{LZ. E4ZicRTERIC
the principles given in Chapter 4. An S3CE, COXEBELOEERDIEIRYE
important part of this documentation EHICBTLILOCHY. LLTOHEME
deals with Quality Control and the Biz2WT., REEEHNMAAERIZHA
following details should be readily WMETHSZ &,
available to the Quality Control

________ Depart MmNt e

_______ () Specifications; | W) B® .
(ii) Procedures describing sampling, (i) MEER., S8, 288 (ZBU7—2




testing, records  (including
worksheets and/or laboratory
N notebooks), recording and verifying;
(iii) Procedures for and records of the
calibration/qualification of instruments
__________ and maintenance of equipment;,
(iv) A procedure for the investigation of

Out of Specification and Out of Trend

results;

(vi) Data from environmental (air, water
and other utilities) monitoring, where
__________ required; e

{vii} Validation records of test methods,
where applicable;

CHBEVIVERDY .
FEICBET 5 FIR
i) MEOHE  BRERIRUCEED
REERICMTITERUER
T BRARUVERAA LA ERREE
CREXBIZHT 5F R

i) (ZuTrEe) RBRAFEONUF—
avinik

6.8 Any Quality Control documentation
relating to a batch record should be
retained following the principles given
in Chapter 4 on retention of batch

documentation.

Ry FXEBOBREICEHLTE4EICE
TR T Ny FIEBRICHEST D
RETEXRERETH L.

6.9 Some kinds of data (e.g. tests results,
yields, environmental controls) should
be recorded in a manner permifting
trend evaluation. Any Out of Trend or
Out of Specification data should he

addressed and subject to investigation.

6.9 H5BOT—F% (AL, HBOHKR.
IRE, BEEFE) . HRoFmMNATE
Z3E5EHTEE HREMSHANTEZX
EHREAOT -2 NHNITER[ZL T,

FREAXRHORRET HI L,

{

6.10 In addition to the information which is
part of the batch documentation, other
raw data such as laboratory notebooks

;

BAO My FXBO—HTHAEBIZMA
T. BBRE/ - - ERESOHMOET
— AL BEEL.BEBICHATRETHD

and/or records should be retained and &,
readily available.
SAMPLING #®ERER

6.11 The sample taking should be done and
recorded in accordance with approved

{iv) Instructions

__________ sub-division of the sample;

(v) The type and condition of the sample
container to be used;

identification of containers

"""" (Vi) Any special precautions to be
observed, especially with regard to the
sampling of sterile or noxious
materials;

{ix) Instructions for the cleaning and

BITUTORREEREBLE.RBESKEZFR
FITE-T, BERRETL., ERT S
&,

iy (BRI ERTHo R AR
CHELT) BT RERAATERER

(ix) BHBBRBBORFRURECHET
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storage of sampling equipment.

6.12 Samples should be representative of
the batch of materials or products from
which they are taken. QOther samples
may also be taken to monitor the most
stressed part of a process (e.g.
beginning or end of a process). The
sampling plan used should be
appropriately justified and based on a
risk management approach.

.12 BFIZ, THAEHERL-AHHXELH
MDY FERETHLOTHAHZ L,
IBTRIEAOBE M  WEBES (HlX
. TEOHRHXELHLY) 24—
ToHhd., hoREEFHERLTE &L,
ALW2REEDRHEE. B R4 EE
RL.URSRIRD AV LD 7FO—F
IcE I &,

6.13 Sample containers should bear a label
indicating the contents, with the batch
number, the date of sampling and the
containers from which samples have
been drawn. They should be managed in
a manner to minimize the risk of mix-up
and to protect the samples from adverse
storage conditions.

6.13 REFBRIZIXT,. NvFEHEE. RERR
ARUBHEIERSAE-ERETT L
EHIZ.REVMERTIANEMATT D
e, BEROVACEEMEL., BFEL
CHWVREEEIMNLSYUZREEERES
LE53EFBTSHL.

6.14 Further guidance on reference and
retention samples is given in Annex 19.

6.14 BER - RERBFBICHITIELREIHA
FUvRAK, PRy P R19IZFRTF,

TESTING

B

6.15 Testing methods should be validated. A
laboratory that is using a testing method
and which did not perform the original
validation, should verify the
appropriateness of the testing method.
All testing operations described in the
Marketing Authorisation or technical
dossier should be carried out according
to the approved methods.

6.156 BB AZZEZNNYT— b+ B &, AN
YF—LavEREBLTOLEVLWRER
EERODDIRBER, A4RABRAEOME
UIMERIETIL. REREENITH
WMHERERFREBICER ShiEz2T
DRBEEXE2. RESIEFERIZR-T
ERTDHC &,

6.16 The results obtained should be
recorded. Results of parameters
identified as critical quality attributes
should be trended and checked to make
sure that they are consistent with each

6.16 Bonf-HBRMEREIER TSI L. E
ERERMEERESAEZASA—4IC
DTWTORRE, HRAESFTL. Fov
PEFToT.EWVIZI—RLTWECZ L%
HATIC L, WHALTIHEIZTIRYA

recorded and the records should include
at least the following data:

(i} Name of the material or product and,
where applicable, dosage form;

{ii) Batch humber and, where
appropriate, the manufacturer and/or
o SUB IO e
(iii) References to the relevant

__________ specifications and testing procedures;
(iv) Test results, including observations
and calculations, and reference to any

certificates of analysis;

other. Any calculations should be hUBIBODELTHRET I L,
critically examined.
8.17 The tests performed should be |6.17 BEELA-RBERETSICL. 20T

GEE. PHECELUTOF~4%8E
T BRHXEEHRORHRG (RETE
$8) Ml

H-HESE

) BBERE (BEEREAUHEZSED) .
TRzl ororiREAENERT D
BEZXETOBRE




(vi) Initials of the persons who verified

the testing and the calculations, where
.......... appropriate;
(viii) A clear statement of approval or
rejection (or other status decision)

and the dated signature of the

(ix) Reference to the equipment used.

i (B9 BBe) RBRRUHBEICOLT
EELBEOAM =

i) A FaR (REtoREOHE)
TOoOWTOHBELRBREUVEESLE
EEEOHMFTAUVUESR

(ix) FRALEEHOS RS

6.18 All the in-process confrels, including
those made in the production area by
production  personnel, should be
performed according to methods
approved by Quality Control and the
results recorded.

618 ETOIRNEE (AEEHERTHE
HMAOABIZE>THLPIDLOES
). RETEEMAARBLEARERIC
HoTEEL., SREFHHBT DL L,

6.19 Special attention should be given to the
quality of laboratory reagents,
solutions, glassware, reference
standards and culture media. They
should be prepared and controlled in
accordance with written procedures.
The level of controls should be
commensurate to their use and to the
available stability data.

.19 HBEDHRE. RE. H>XHFH. &
ERRUEBOREZE, BRHEEES
W3k, TALFFEIRRICHE-LTH
H - EETLIIE, EBLALE,. £OD
AEREVCHBATRLGREET—2ICH
BLEEOTHB &,

6.20 Reference standards should be
established as suitable for their
intended use. Their qualification and
certification, as such, should be clearly
stated and documented. Whenever
compendial reference standards from
an officially recognised source exist,
these should preferably be used as
primary reference standards unless
fully justified (the use of secondary
standards is permitted once their
traceability to primary standards has
been demonstrated and is documented).
These compendial materials should be
used for the purpose described in the
appropriate maonograph unless
otherwise authorised by the National
Competent Authority.

.20 BERZE., TOERBEBMICET S~
BT H_ L. BERELTOBEBMERE
ERUSHEIMZHBEICITHL. XEEL
TEHLE, AHICRIESLEHBTMG
OAEERBREGSAFET LB E X,
tRuRAEEFRSTVRY . BiIMLL
EERBFEERE-RFELEHE L THE
AEyBEMEELYL (—RBERAD
FL—HENVFsE2RIEL,. XBET S
hbold, CREEROERAIHESH
53) . findoaRERERT. FEER
ko THERRBESATVWRY . ZHTDHE
JUSTIIRRENEARICERAT S
bl

6.21 Laboratory reagents, solutions,
reference standards and culture media
should be marked with the preparation
and opening date and the signature of
the person who prepared them. The
expiry date of reagents and culture

media should be indicated on the label,

together with specific storage
conditions. In addition, for volumetric
solutions, last date of

the

6.21 RBEORE., A, RERRUVIF
k. FOREBARUVHEABERVIZHASR
ENRBEERFTAHACLE. BHEOREE
ez, RERUVIEHOEHHEB A
SARNIEIZRTE, MAT.,. BEASH
AOEBEFRIZOVWTIE. EROEEDE
MEBRUVUEREOEETCHEHSLE D 7
B R—FRT L.
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standardisation and the last current

factor should be indicated.

6.22 Where necessary, the date of receipt of

any substance used for testing
operations (e.g. reagents, sclutions and
reference standards) should be

indicated on the container. Instructions
for use and storage should be followed.
In certain cases it may be necessary to
carry out an identification test and/or
other testing of reagent materials upon
receipt or before use.

8.22 (BLELZHSE) ABREXRICALIYE
(PR, B, AERVFEER) T2
WT.EDRABZBRFLIZRRTT S
EERARVAREICHTIEREFIZWNED
CE.RABXIZERAMWNC. REDPHO
HEAB -hoBRRERET S AR
BEOBEEH 5.

6.23 Culture media shouid be prepared in
accordance with the media
manufacturer's requirements unless
scientifically justified. The perfor'mance
of all culture media should be verified
prior to use.

6,23 ik, HEYMNICRUBEERILOE
Y, it ELFOEREEHICH ST
BT LS EL, FRTLAEIIC. 2TODH
WmOMEFERIET S L,

6.24 Used microbiclegical media and strains
should be decontaminated according to
a standard procedure and disposed of in

a manner to prevent the cross-
contamination and retention of
residues. The in-use shelf Jife of
microbiological media should he
established, documented and

scientifically justified.

6.24 MEMPHARICERLEBHRBRUR
i, BENLGFEFCHE-TREL.
TEFRRUVRIOBE*HLET S A
BRTEETLIZ L. HEYVRENEBRRAOD
EWmicoWTHH-BRlE2oENR%
BREL. XEETREEHI1T, HEMIZ
R4 ERT L. :

6.25 Animals used for testing components,
materials or products, should, where
appropriate, be quarantined befare use.
They should bhe maintained and
controlled in a manner that assures
their suitability for the intended use.
They should be identified, and adequate
records should be maintained, showing
the history of their use.

6.25 7. AMERTIHGORABRIZFERT
2. (BULBE) FRAWCES
RETHIL. FRAEMNICTHETEZ I L %
RIETIELEOMBEL, TR LZZ L, #
FEEANTLIELELIZ, FOFEHEBELS T
THEYLEBREFRFET LS L.

ON-GOING STABILITY PROGRAMME

TEME=S IS

(RE - FEOREFHTCARLTIURBOR B
ERUNICE-S—L. TORBRERBL. BET S
~EOMBIOSSLEHET.)

6.26 After marketing, the stability of the
medicinal product should be monitored
according to a continuous appropriate

programme that will permit the
detection of any stability issue (e.g.
changes in levels of impurities or

dissolution profile} associated with the
formulation in the marketed package.

6.26 RFE -0 REOHA ICEHEST S
RESEOME (FZE. F#HHLALX
FBEH IO 7 NLIZEFBEL) A H
hidBRHEHCTEIELBEENTOSTS
LiZ#--T.RERICEERORENL %
EZAE—FEHZ L,

6.27 The purpose of the on-going stability
programme is to monitor the product
over its shelf life and to determine that
the product remains, and can be

6.27 TEME=ZAYCTOBEBNIE. BEDHH
RBlchlrTCRIEFE=Z—FTEZ L,
BRURREIIhERBESETCERAHR
BHICHE-TREY . ELEFEYHTS
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within
labelled

expected to remain,
specifications under the

storage conditions.

CELNBMBTELNENETHIET
H5,

6.28 This mainly applies to the medicinal
product in the package in which it is
sold, but consideration shouid also be
given to the inclusion in the programme
of bulk product. For exampte, when the
bulk product is stored for a long period
before being packaged and/or shipped
from  a manufacturing site to a
packaging site, the impact on the
stability of the packaged product should
he evaluated and studied under ambient
conditions. In addition, consideration
should be given to intermediates that
are stored and used over prolonged
periods. Stability studies on
reconstituted product are performed
during product development and need
not be monitored on an on-going basis.
However, when relevant, the stability of

628 BREME=AY ST, BEESh=A

ZREOEFERICFELLTHERZIHNS
M, s HEBIC>WTEREST S
ELPlRIE. FONNLINREEET S
M-WEEmAIASBEEHR~BET I
CREMBETA2HBEL. DERORG
DEEE~OEREFML. RVITESE
BTFTTeRBRIFT 2L, MAT, RYEIC
bthoTHBESh. FEShLLIHMEA
C2WTHERETIZE. BERLER
SPEO T EHRRANGHEERICE
BeshTuowhid, #EWICTE=Z4—Y 5
DEFAELVA, BEICLY. BBEEL
HRokREitE=_424—F B,

(*RE-FHEVRBVESETHAFER-EARLEL D)

reconstituted product can also be }
monitored. )

6.29 The ongoing  stability programme |6.29 REMHE=4 VL JTE, E4EO—#
should be described in a written At CREFEFRICRBL., HFR

protocel following the general rules of
Chapter 4 and results formalised as a
report. The equipment used for the
ongoing stability programme (stability
chambers among others) should be
gualified and maintained following the
general rules of Chapter 3 and Annex
15.

FREBLLTERAGDIDET S &,
ZEBE=FZVSTICAVWHRHER (LU
hHREEF YR —) T B3ED—
BRBRUTZTRYyZA15I28#-T, @i
HEZERURTETEZITS Z &,

6.30 The protocol for an on-going stability
programme should extend to the end of
the shelf life period and should include,
but not be limited to, the following

6.30 ¥EHE= RV VIS OEREMERIL.

FHPARORHYETHNRN—T5HI &,
Tl 2B LELRTORTA—4 %8
&,

parameters:

{i) Number of batch(es) per strength and
different batch sizes, if applicable;

() SERECL. RU (LT 5HE)
BNy FHAXTEONRNYFH

(i) Relevant physical, chemical, (i) HETHHEMN. LFEHM. BEYVED
microbiological and biological test BEUEMPEHLERARAE
methods; '

_______ (iv) Reference to test methods; | (v) BMBHAOSWE
(v) Description of the container closure | (v) BBRERRICODVLTORE

_______ (vi) Testing intervals (time points); | (vi) BBEE (24 LRV by
(vii) Description of the conditions of | (vii) REOEH (RHAEBCHL THEE®L
storage  (standardised ICH/VICH Ehf-ICHA/VICH&# (R0 X
conditions for long term testing, RIZESLEE20) EAVWAHC L) 22




consistent with the product labelling,
.......... should be used); ...

{viii) Other applicable parameters
specific to the medicinal product.

(viii)y TOERRKICHIERzhION
S A—4 '

6.31 The protocol for the on-going stability
programme can be different from that of
the initial long term stahility study as
submitted in the Marketing
Autheorisation dossier provided that this
is justified and documented in the
protocol {for example the frequency of
testing, or when updating to ICH/VICH
recommendations).

6.31 REME=-S4 YT OREHEEL.
BRERZBEEIEPTIRESIA -4
DEBEEUHRBROERFEFLAEL
2THEW (MAEHBOHEE. XL
CHAVICH#REH~EHTIHH
B) . EL, FORYHEERL., B
REFEEPIZHET EZZ &,

6.32 The number of baiches and frequency
of testing should provide a sufficient
amount of data to allow for frend
analysis. Unless otherwise justified, at
least one batch per year of product

manufactured in every strength and
every primary packaging type, if
relevant, should be - included in the
stability programme (unless none are
produced during that vyear). For
products where on-going stability
monitoring would normally require
testing using animals and no
appropriate alternative, validated

techniques are available, the frequency
of testing may take account of a
risk-benefit approach. The principle of
bracketing and matrixing designs may
be applied if scientifically justified in
the protocol.

6.32 Ny FHRUSRREEX,. ARTH %
AEETIICTRET—IRERET
ZED0TCHhH L, HRBUERSIAL
WY . #F8EShIB8RIIC2E. (&
T 598 ERABRU—RBED 2
A FEC, PR EH TN YFHRRE
MFATSLIZEEFN I L (RAEIC
EEESAGTVWBEER) . BFX
BHEERTIHEBRAREHEZS2 Y
YHICBREELEERhTEY, YL EE
(RYUTF—FShiEl) XE0ORRAIC
DT, RBEEICVARI—-RERxT 1
whrEZBLTELZZA AL, RIEFE
FPCHEHPEMN-CRAEETREE. T34
FA4 T ERUI MY FLUTKRIZE
SBRHEOFANE*=ERHLES.,

6.33 In certain situations, additional batches
should be included in the on-going
stability pregramme. For example, an
on-going stability study should be
conducted after any significant change
or sighificant deviation to the process or
package. Any reworking, reprocessing

or recovery operation should also be-

considered for inclusion.

6.33 HHWKJWTF TR, BMONRNYFERE
HEZRYLVYIZEHEZ L., BRI,
IBRIIAEICRIERLEBEXGE
RKEBREADAIEE, RERE=2YH
PRBRETIL. BLE. BMIXEE
HEA*RE2QERIZCERDI Ny FIZT20T,
REFE-ARAVTICEHDICLELE
BN R -

(*RE . ES5EZ63A~6HER)

6.34 Results of on-going stability studies
should be made available to key
personnel and, in particular, to the
Authorised Person(s). Where on-going
stability studies are carried out at a site
other than the site of manufacture of the
bulk or finished product, there should
be a written agreement between the
parties concerned. Results of on-going
stability studies should be available at

6.3 REME=FYITRBOERIE.
BEREFARY.,. BicA—VSA4XFiR—
VURHRAATETHIIE. RERES
AYUTERBEARAILIRE N TR
MOBEBFUNOEEFRTERI L
LK. MEERORRHENEZ C
L, REMHE-—ANVIHBOERE.
LRICLIBEOLOESEHRCHA
TETHAIZ &,
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the site of manufacture for review by the
competent authority.

6.35 OQut of specification or significant
atypical trends should be investigated.
Any confirmed out of specification
result, or significant negative trend,
affecting product batches released on
the market should be reported to the

relevant competent authorities. The
possible impact on batches on the
market should be considered in

accordance with Chapter 8 of the GMP
Guide and in consultation with the
relevant competent authorities.

6.35 MEANFELVWEEEERIE. RE
WAT HZ &, ABFTOHERIXTEHEL N
BOERARERIA. IBICHEF SN
BRolAyFIcERT HIBEEE. BES
BIcHBETE L. EGMPHA KT A
vESEICH#SI LY. BBRYUBIZIE
LT, TRBIZHEBELTWENR Y FIZR
FdHBERHET L L,

6.36 A summary of all the data generated,
including any interim conclusions on the
programme, should be written and
maintained. This summary should be
subjected to periodic review.

6.368 EHIhEETOF—20BE (70
T LICBEYTIHHAMNEREST) X
‘EL. BETHE. HindDMER.
EmBEEOoORRELGDH I L,

Technical transfer of testing methods

HBREZLED BB K

6.37 Prior to transferring a test method, the
transferring site should verify that the
test method(s) comply with those as
described in the Marketing
Authorisation or the relevant technical
dossier. The original validation of the
test method(s) should be reviewed to
ensure compliance with current
ICH/VICH requirements. A gap analysis
should be performed and documented to
identify any supplementary validation

that should be performed, prior fo
commencing the technical transfer
process.

6.37 RBFZF*BETIHOERE, BE
CHRI- T, HBERAENARTERITSN
RiZEET IR REBFEREIC
HBIh-FAEFIHEHET LI L ERE
TEHECE.BRBRAEORSAYTF—2ay
H=EEL.BFOICHA-VICH®DE
RBHICEBLTWS DL EZRIET S
CE . HBMBE DR ERMBT BICE
ToT. ¥y THHERE-XH{LL.
MEArOBBERMANAYTF—LavORK
NHEMIERT L L,

6.38 The transfer of testing methods from
one laboratory (transferring laboratory)
to another Ilaboratory (receiving
laboratory) should be described in a
detailed protocael.

6.38 HHRABRE (BEREARE) roil0
SBRE (BEE2Z2T2RRE) ~OHE
FEOBEX. REFEFICHFMICLER
TA5Z&,

6.39 The transfer protocol should include,

but not be limited to, the following
L Parameters: s
") ldentification of the testing to be
performed and the relevant test
__________ method(s) undergoing transfer,
(ii}y Identification of the additional
__________ training requirements; ]
(iii) Identification of standards and
__________ samples to be tested,
(iv) Identification of any special

transport and storage conditions of

test items;

6.39 BEORKIAEEGE., PAECEHUT
CDI\"?)‘—")'\' Eﬁt:ko

(i) BELTERTHSERBRRBRUVZTOR
BMAEDOHE




(v) The acceptance criteria which should
be based upon the current validation
study of the methodology and with
respect to ICH/VICH requirements.

HEEBRABICETIEEONY T—
CAVERRBRUICHA/VICHODE
REFCE T HEHLSE

6.40 Deviations from the protocol should be
investigated prior to closure of the
technical transfer process. The
technical transfer report should
document the comparative outcome of
the process and should identify areas

6.40 REMHEEMALSORBIEX. BiigE 7
AEACETIICERTEAT I &, B
HBEEORERET., 4 DEROLE
HWREXRIETHIE. (BT HEBE)
BICHBAKICHAI2ENNYT—v 3
VERBLTLIABERET LI L,

requiring further test method
revalidation, if applicable.

6.41 Where appropriate, specific [ 6.41 (WYL BE) OHA FS5 4 v(cH
requirements  described in  other PHRTLWAREOEREEHADGEM,

guidelines should be addressed for the
transfer of particular testing methods
(e.g. Near Infrared Spectroscopy).

MEORBRAE (HAFERADTRE)
OBEICHALTROLH D,

CHAPTER 7 ®7¥
OUTSOURCED ACTIVITIES NESHEAER
PRINCIPLE R Al

Any activity covered by the GMP Guide that
is outsourced should be appropriately
defined, agreed and controlled in order to
avoid misunderstandings which could result
in a product or operation of unsatisfactory
quality. There must be a written contract
between the Contract Giver and the Contract
Acceptor which clearly establishes the roles
and responsibilities of each party. The
Pharmaceutical Quality System of the
Contract Giver must clearly state the way
that the Authorised Person certifying each
batch of product for release exercises
histher full responsibility,
This Chapter deals with
responsibilities of manufacturers towards
the Competent Regulatory Authorities with
respect to the granting of marketing and
manufacturing authorisations. 1t is not
intended in any way to affect the respective
liability of Contract Acceptors and Contract
Givers to consumers; this is governed by
other provisions of national law.

GMPHA FSA R —F5%HFEIZD
WTHBERTHI2BEEF, TEUZAEOR
MNXIEEEICSANYBIRBEEMT S
f-b, BIEICEEL. (BEEEN) AEL.
HHRTLIIL. ERXBLRZEEOR TEHAR
NahthiEaod,. FFORINRUVUKK 28
BICHITA2CLE. ZEEHOEESRE IR
TLZ,. BROEFENAYFICHETATSTHNEEIT
SHF—YUYSAXER—VYIoHEFDL2EEE
EFTsAE%. BEZZRLATAERS

LN,

LB, EREAZRUVEESNTEZME
THOHMALURICH TS, EEEFORET LR
YIRS, BRBERUVEXFOHBEEICHT S
EB-EETI_LE. 2<(EELTWLEY
Ly, (BERZEOROEFEMBEHLTNS)

GENERAL

EHRER

7.1 There should be a written contract |7.1 MBS METHEE. BETIHAHRILHE
covering the outsourced activities, the E.RUTHhICEHEL TR S EETH
products or operations to which they are TRROAAAN—ZATLLIEHEN
related, and any technical Hhohi k.
arrandements made in connection with
it.

7.2 All arrangements for the outsourced |7.2 {H I BB EEDOLHOLETORR
activities including any proposed  (FEHEMXTFOohORROOERS
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changes in technical or other
arrangements should be in accordance
with regulations in force, and the

Marketing Authorisation for the product
concerned, where applicable.

E0) X, BAShTLI2ERREV (&
LI IBE) UEBRBICHROIWEREIS
fE-oTWLWDH I &,

7.3 Where the Marketing Authorisation
holder and the manufacturer are not the
same, appropriate arrangements should
be in place, taking into account the

principles described in this chapter.

73 RERAGEARLEBEENEA—TH
WS, CoBEEEch-RUZE
ELTHEYERRAOAB-TWEZ &,

THE CONTRACT GIVER

ERE

7.4 The Pharmaceutical Quality System of
the Contract Giver should include the
control and review of any outsourced
activities. The Contract Giver is
ultimately responsible {o  ensure
processes are in place to assure the
control of outsourced activities. These
proccesses should incorporate quality
risk management principles and notably

Ldneluder
7.4.1 Prior to outsourcing activities, the

Contract Giver is responsible for
assessing the legality, suitability
and the competence of the
Contract Acceptor to carry out
successfully the outsourced
activities. The Contract Giver is
also responsible for ensuring by
means of the contract that the
principles and guidelines of GMP
as interpreted in this Guide are

______________ foltowed: o
7.4.2 The Contract Giver should provide

the Contract Acceptor with all the

information and knowledge
necessary fo carry out the
contracted operations correctly in
accordance with regulations in
force, and the Marketing
Authorisation for the product
concerned. The Contract Giver

should ensure that the Contract
Acceptor is fully aware of any
problems associated with the

product or the work which might

pose a hazard to his/her premises,
equipment, personnel, other
ceooeeeenao Materials or other products;
7.4.3 The Contract Giver should monitor

and review the performance of the

Contract Acceptor and the

7.4 EREOEELRAE VAT LIX, ATBE
XEXOBBRRURBEZSO L. EF
Eix,. N BERXCLZOERERERLIO
TA7ARANBETINSZ & E&RET
TAIAERMARENHD, irs 70+t
Aizik. FEVASxC A FOREE
FERUYUANL, BICUTESHAI L,

741 EXENHERTHICKAL-T. &
HEHEF., REFIZIOVWTHEZNTE
HEXEEYICRETLL-ODEE
., BEMRUVENEFET 2 XE
AHd, EEFE. FAAFS1 >
CHBHASHTWAGMPORABRUY
HA KAVt &%, B
FOTRIEETLHIEELH D,

FEXBHE., BTEAhTWEIZEHARY
USRI RAIABETRBICEL>TE
HEEEZBEICEET ILOLER
e2TOMELNEE., RRHIZHK
TAEC¢, EREEG., FORRRRIT
EEICHEELT., ZREORD. B
. AB, toRHFHIGRORS
CREBEFHELTEFRAHLIME
MehiE2EEATHICERT S
EERIEETH L,

ERBFL. BREFORTRAEE=
2—L,. BEFHELELEBIZ, BED
HEMNSENEIREL. EET S L.
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identification and implementation
of any needed improvement.

7.5 The Contract Giver should be
responsible for reviewing and assessing
the records and the results related to
the outsourced activities. He/she should
also ensure, either by himself/herself,
or based on the confirmation of the
Contract Acceptor's Authorised Person,
that all products and materials delivered
to him/her by the Contract Acceptor
have beeh processed in accordance
with GMP and the Marketing

Authorisation.

756 BREEF. AHASNABERERICHEL

EBREUER+BEL. FHMI2E8E%
T2+ EXEFL. BEOXIERESE
DA—VSAZAFRA—Y o OBRIZHE
ST, REEHINSBLWEETOEGX
TMEAGMPRURFBREBEIZH ST
MIESHTWWBIEERIET S &,

THE CONTRACT ACCEPTOR

RHE

7.6 The Contract Acceptor must be able to
carry out satisfactorily the work ordered
by the Contract Giver such as having

7.6 REEG. BEULTED.

R, MEEU
BB, AFITHFREGARZERTLIF. £
REFAREILALAEXEZENICRETE

adequate premises, equipment, HiFHIEE 5@,
knowledge, experience, and competent
personnel,

7.7 The Contract Acceptor shouid ensure |7.7 R2HFHX. B#shike2To®R. B#H
that all products, materials and HEUvaABELAFTORMBOENIZEL L
knowledge delivered to him/her are THYITHALEEERIAETH &,
suitable for their intended purpose.

7.8 The Contract Acceptor should not|7.8 RHEEFEZ. FEENEMCIRRDHIZON

subcontract to a third party any of the
work entrusted to him/her under the
contract without the Contract Giver's
prior evaluation and approval of the
arrangements. Arrangements made
hetween the Contract Acceptor and any
third party should ensure that
information and knowledge, including
those from assessments of the
suitability of the third party, are made
availabie in the same way as befween
the original Contract Giver and Contract
Acceptor,

TOFHMREVREBEZFTSIEHL, B
ShEFEOVWHILRIBSEEZEIC
BEFELTREGLEWL, 2RELE=ZSH
ODHTHRENI2INEHIE. TOFTEHELE
SEHECMHMERMKIC. BHREUVNE (B
ZSEOEVHEAE@EICEETEILOES
T)YIPRATERTHICELEEZRIAET S D
DTHBZ &,

7.9 The Contract Acceptor should not make

unauthorised changes, outside the
terms of the Contract, which may
adversely affect the quality of the

outs‘ourced activities for the Contract
Giver.

7.9

REFT. BHOFREMIrSHNT, |
ADERZ2To-THRHAGHEVL, ivhdE
BlE. ERBCEL-~THABEREEDOR
HEBERERETBEANSH S,

7.10 The Contract Acceptor should
understand that outsourced activities,
including contract analysis, may be
subject to inspection by the competent

authorities.

710 REREF. AHNERFE (ZERRZE
B0 NERBICLHGERERTLEAN
HAZLEERTHC &,

‘THE CONTRACT

RHE

7.11 A contract should be drawn up between

711 FRBLIZEBFOHTENEEMER
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the Contract Giver and the Confract
Acceptor which specifies their
respective responsibilities and
communication processes relating to
the outsourced activities. Technical
aspects of the contract should be drawn
up by competent persons suitably
knowledgeable in related outsourced
activities and Good Manufacturing
Practice. All arrangements for
outsourced activities must be in
accordance with regulations in force
and the Marketing Authorisation for the
product concerned and agreed by both

L, ¥EZAHETEXICHET LIEAD
ERERUEBE O RERERET I L,
ZHEORMOHAEE, AREREER
VUGMPICELTEYZHNBEEZET S
BEENERT L. AABEFEED
FORETOmRRHFE, BIFTSsh TS
FHRUVEZRBOBRTRBICKST
WhEMThELZLSS . ASEHIFREL =
HLOTHITAEEE TN,

parties.

7.12 The contract should describe clearly |7.12 R2HLUEFEOLELELNATETIERD
which party to the contract has HBE MAENEATE. XN BE. Y
responsibility for conducting each step T54Fz—V. BERE. R HOREHE
of the outsourced activity, e.g. BUBA, FHHORREUHEEE.
knowledge management, technology HE REEEREOERE (TIEAFE. B
transfer, supply chain, subcontracting, FRRRUSHEEDL) ) EEHETHHE
quality and purchasing of materials, EEHET LN, ENEICHEICERT S
testing and releasing materials, &
undertaking production and quality

controls (including in-process controls,
sampling and analysis).

7.13 All records related to the outsourced
activities, e.g. manufacturing, analytical
and distribution records, and reference

samples, should be kept by, or be
available to, the Contract Giver. Any
records relevant to assessing the

quality of a product in the event of
complaints or a suspected defect or to
investigating in the case of a suspected
falsified product must be accessible and
specified in the relevant procedures of
the Contract Giver.

713 N EXFRICHEL-2TOREE
(AzEHE, AFRUVEBEOLTHE)
RUSERIT. EXTENXRET LS. XE&
ERAEMNAATETHI L., BEFEL
CERMENELALIBEICETIHR
ORBFHERIHERNELLLIES
THETL2RARAICHART IERE L.
EREATIRATRTETRIERS
F.EXBAOMETAFIEEFICHELD
HhEEsa80,

7.14 The contract should permit the Contract
Giver to audit outsourced activities,
performed by the Contract Acceptor or

0o £

714 BHFEF., RPAEEXITIHFEIZCEELE
B2EEICE>TEESREZATER
ERe2BETET I L, EXHFICEDH S
%0)'(.'35% a

their mutually agreed subcontractors
QCHAPTERB BUETE P RNET T
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