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5.30 For each delivery of starting
material the containers should be checked
for integrity of package, including tamper
evident seal where relevant, and for
correspondence between the deliver y
note, the purchase order, the supplier’s
labels and approved manufacturer and
supplier information maintained by the
medicinal product manufacturer. The
receiving checks on each deliver y should
be documented.

5.33 There should be appropriate
procedures or measures to assure the
identity of the contents of each container
of starting material. Bulk containers from
which samples have been drawn should
be identified (see Chapter 6).

5.30 HEERHNELXENZEIC. TOERIC
DUL\T, 2Dzt (BZHI35%5. i
ZED) Z2FIVIIRELDIC, HImE. BFE
Y= ODEA}LtéEZE%EI':%%f%%D‘{%
B DFGRINIREEE - HIGERBIRE
DOECHEENRVEZFIVI TR, BLiXan
2BONSZMBEFIVIENEILT DL,

5.33 HEENDOZFZZOANSYIORE—1*
EHERCIZIEWDRFEIEX (55D HBE,
BRAAHEEREN) VIO BRRE. 4 ESND
ct (BeEEE)
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2. The identity of a complete batch of 2. HERERNOZEBR/N\YFOR—IEE. EE.
starting materials can normally only be BLCYITNEETOEEISFERU. FEFE

ensured if individual samples are taken — B F YO IOV TEEENEIEE
from all the containers and an identity [CDHFREEEND . BERDHIEPDDHDY>
test performed on each sample. It is TWERZITSCLR HREEROSFZZ0MA.
permissible to sample only a proportion 1 DERNBEIEICININRREN TRV EZ AR
of the containers where a validated SECED. NUF-3aVBEOFIRHHEIZESNTL
procedure has been established to BimalclEsFEns.

ensure that no single container of
starting material will be incorrectly
identified on its label.
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3. This validation should take account

of at least the following aspects:

-nature and status of the manufacturer
and of the supplier and their
understanding of the GMP requirements
of the Pharmaceutical Industry;

-the Quality Assurance system of the
manufacturer of the starting material;

-the manufacturing conditions under
which the starting material is produced
and controlled;

-the nature of the starting material and
the medicinal products in which it will be
used.

3. CONUFT—23YRBPR<EBTORIEZ
ERIBIL:

BEERHRAEORZERINR, ERS
R OGMPELHHT T HBAR ;

-BREMORSEORERILSATA ;

RS, BIBU TSR ;

-HREROMBERVENSZERIIERER
DHEE ;
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Under such arrangements, it is possible
that a validated procedure exempting
identity testing of each incoming
container of starting material could be
accepted for:

-starting materials coming from a single
product manufacturer or plant;

-starting materials coming directly from a
manufacturer or in the manufacturer's
sealed container where there is a history
of reliability and regular audits of the
manufacturer's Quality Assurance system
are conducted by the purchaser (the
manufacturer of the medicinal products
or by an officially accredited body

EDIIREHDT . ERERIOZ ATIS2:(C
DWTHES R ER 2 bR I 2/\UFT —2 3B HD
FlExEfEITIEN. UTFCEEITHFERNS
DV\THERINS:

CE— R BNEREE Y (I TIEHS ARII S
FER

- RSEENSERMASNDIN. X(HEFEE
DREFENHD. MEEEBEDMERIES AT A
ZEBAB(EXRROREFRE) XIINHIEE:
FEEINTEHIRCEEAL TLT, RIEEDTIHES
NIEEZRICTAI I AR ;
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t is improbable that a procedure could be  FIRICDOWVWTHRI/N\UF—23>%FEwI DL

satisfactorily validated for: (. L TFOHBEREETHS

-starting materials supplied by - JO—-N—D&SRPNTFICLDEIGEIN B HFE
intermediaries such as brokers where the [RRIT, RETHARAXIFEERINTORWVEG
source of manufacture is unknown or a

not audited;

-starting materials for use in parenteral SEHRBIERIDIHFEERER ;
products
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(#E) 4. The quality of a batch of starting 4. ERERN\yFOMEBEF. RERBY T

FPAYJIA8  materials may be assessed by taking and ZRERURKER I B E(CLDFHIITE S, HEERE
testing a representative sample. ERF(CERERENIeH > TIVECOBMICERTE
The samples taken for identity testing %. RRBY > T I 2 #wd BIHIRERNT 5 Y
could be used for this purpose. The STIVESHRETRISREL. Y>> EHEIC
number of samples taken for the LI, BEYITINERK S BI2HDE < D

preparation of a representative sample BOTINEEFR. FERIOMES. HiaE0XH
should be determined statistically and RMMEGY TINDITE N ZZRLU TREIT S
specified in a sampling plan. Eo

The number of individual samples which

may be blended to form a composite

sample should also be defined, taking

into account the nature of the material,

knowledge of the supplier and the

homogeneity of the composite sample.
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71xwIA16 1.5.5 If sampling of imported product is

necessary, it should be fully
representative of the batch. Samples
may either be taken after arrival in the
jurisdiction of the National Competent
Authority, or be taken at the
manufacturing site located in another
jurisdiction in accordance with
national law and a technically
justified approach which is
documented within the company’s
quality system. Responsibilities in
relation to the sampling should be
defined in a written agreement
between the sites. Any samples taken
outside the National Competent
Authority jurisdiction should be
shipped under equivalent transport
conditions as the batch that they
represent.

1.5.5 A R RORAIEENMNETHNIL,
LEZEIA) WF R TRICRRIDEDTHDE,
ZOEDOHBOEFEEHIFHACEIB U (TIRIK
HIRENT 3. XI(IECEDEREFR AT E
LR7IO—F (HTEEOREIATAICHW
TXEENTVRED) (CREST. fREFEAIC
PRTE 9 D RUNESHESRICH V\TIRIFEIEANT B
HHNES .

HEARAERENCRE 9 2 & 7. HeXhtizgEoSU
DEMER(CTEDHTH{CL. TOEDZHBD
BEEEREIES) CERERSNIEARIK (L. ZOMRIEDY
RBIINVFLAISFOEMFEHDTFICHXS
nacet,
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1.5.6 Where sampling is performed at a

PHWIA16 manufacturing site located in another

jurisdiction, the technical justification
should include a formal Quality Risk
Management process to identify and
manage any risks associated with this
approach. This should be fully
documented and include at least the
following elements:

i. Audit of the manufacturing activity
including any sampling activity in the
other jurisdiction and evaluation of
subsequent transportation steps of
both the batch and samples to ensure
that the samples are representative of
the imported batch.

1.5.6 fEIHAICPATE S 2 RIEHERICH LT
BRAFRBN RSN SIES(CE, EXNR
VAIRZIAY MDTOLAZEUT, €5LE
BRAFRER 7 I O—FICHESURIEISEL. B
HU . 2ORMNBREZYMEZRI L, TNZ
FTERICXEILTBEEE(C DREELITDOEIR
Z=ZHBE,

I SRMEBRACSITPREFRE (FRIAIRER
DIFZEZZV) DEELNARAEREEDS
SZE AN F R UMRE DERR AT YT DIz
1T0T, HRAN AN YF 2RI D
b DTHDILZERIT DL,
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(E) }iridAug?rrlgpggP;?gi\sfgps[)cg)er?t&i]fljsl study, i, @IENCATONRIZNAR (thEEXN

F71*YIAX16 - - (CBVWTEREREN AR AN B AR D) W F 2K
conclusions that samples taken in the Ry Y — o

1.5.6 other jurisdiction are representative of RIDLOIEREERIIET —I2FD) - O

the batch after importation. This study AA(F. MKEEI T ZE0TL .
should at least include:

® description of the sampling process in o fEISEMICHIIBIRIAIFER SO AD5AR
the other jurisdiction;

- ((jjgcscripti?r%hof the trlanspgrttﬁd ® LRV A/ \wFMEMEN 24

conditions of the sample and the = Mg A

imported batch. Any differences D HERDBIL, TOEI TR

should be justified; 9L

t'akggm Ptar:ati\gﬁ analy_sig_otf sampées o MEEANICEVWTERERSNIARARL . BIA

in the other jurisdiction an /|~ - %

samples taken after importation; and BRICRERSIUARRDLERIIAT

: tconsideratig.n of th IS e itntterval - o R{KIFENL 5%/ \yF DE A L DRE DB
etween sampling and importation o R 1S A = i

the batch ancF generation of data to EI’JFE'EJB@U%”TLL‘ H§FE'EJ®_$”BEI‘D\@1:D(_‘;E&)

support appropriate defined limits BNTVWSILEEMIDT — 2RI Lo
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iii. Provision for random periodic analysis

P*YIA16 of samples taken after importation to

justify ongoing reliance on samples
taken in another jurisdiction.

iv. A review of any unexpected result or
confirmed out of specification result.
These may have implications for
reliance on sampling performed at a
manufacturing site located in another
jurisdiction and should be notified to
the National Competent Authority for
the site where certification is
performed. Such an occurrence should
be regarded as a potential quality
defect and investigated in line with the
guidance in Chapter 8 of the PIC/S
GMP Guide, Part I.

i, b E B N (CH L\ TE Héﬂﬁ’_*ﬁ
e CH B IZEEH A%
Tl MABICHRAZENESIIC T7|<
BMUTCEEHMNCOMIDIRE.

iv. THIE h#E R X (L AR 18 5t & 1
SNIEERECODOVWTOEE %na
4@%?@(:?&7‘@“5*”1&5‘@ (

— ull
51

o
Zt

L\‘Ciﬁ’ﬁéﬂkiﬁﬁﬁﬂywﬂﬁﬁ(:%
2252500 6ENDD RN E

MENZEHEOEOERBABHNI B
Ct.ZEOUREBRER . BENLRE
AREHTZEEL.PIC/SDG
MPHARSA>D/)N—-HKI 5 8F

DAAHF>ZCA> TR RRAEIBE,
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1.5.7 Different imported finished product

7+wIA16 batches may originate from the same

bulk product batch. If testing upon
importation is required (see 1.5.4),
the Authorised Person(s) certifying
the different finished product batches
may base their decision on the quality
control testing of the first imported
finished batch provided that a
justification has been documented
based on Quality Risk Management
principles. This should take into
account the provisions of paragraph
1.5.6 in relation to reliance on any
samples taken in another jurisdiction.
Evidence should be available to
ensure that the integrity and identity
of the imported finished product batch
has been established through
documented verification of at least
the following:

1.5.7 A SNEREERD)\WFHERST
WTE. LI EGROE—/\yFheiEsnizetmn
THIAENHNES., BARICGGREREITICEN
E3kand (1.5.42=8) B5IE A-Y314
ARIN=Y(F, FelCEA SN &R R/ \vF
DEEBEIEAERICEDVT, ER23RRERE
I\yF =R T BHIEZITLS D, 22U, mEY
AORIZSA MDORANCEDVWTEEH NI E
fEanNTW3E. ZOZHMC(E. MMETEAIC
BVTERENIARAOF FBICEET 2/ 505T
1.5.6 OMEZZBRICANDE, DEKEELL
TICOOWTX E LNtk zEU T, H&E
FRBEROEA ) WF DT R U E—EHHE
SN TUVBR LBV EE > THER I DL,
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SEEH : PIC/S GMP HAR5AY (12/12) D

HEEXAES

(#E) i. relevant requirements for storage of i. 2EAIO/IVIEGOETEICOVWTCEET S
FPA*wJIA16 the bulk product prior to packaging have  EREIEZiEZLTLWBIE,
1.5.7 been satisfied;

ii. the finished product batch has been i, BRSNLEHDOT T, HEEEEED Ny
stored and transported under the FHETEE. EEN TR,

required conditions;

iii. the consignment has remained secure iii. HEXENENEZR(ARTENTHD. BFEHF X
and there is no evidence of tampering (BRI (CERE ASNIEEERDR T,

during storage or transportation;

iv. correct identification of the product iv. HEmOIEMERERINEIIEN TS,
has been established; and

v. the sample(s) tested are V. sHBREN AR, H53%/ VLTI \wFH5iES
representative of all finished product ﬂtr‘fﬁ‘?‘éﬁa E/\vFZ2REKIDEDTHDIL,

batches derived from the bulk batch.
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T
HEEERGS

1) HROEZFEHEGMPICDOWT

2) GMPEAIEICDWLT

3) GQP/GMPREKRICHITDRBBELOERIIRICONT
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MEEERHS

2-1) BAQEZERGMPICOWVT (™

> HARDEZEZGMP(ZL., PIC/SHIEE(CMEIFT. PIC/S GMPEDFvvI%iBsH23
tEZESD. PIC/S GMP Guideline (3&&Z A& T. GMPOEPRFEFI%
VINSOT AT BEZBEIRL. TDOISITEDSNTEZN, 2014F0OPIC/SHN
BEMSEFI10FEZFRBL . EFROREAEERESTETV\BRERT B,

> EFRFAFIESNTVBEFRLD DB, PIC/S GMP EBADGMPOF vy I hismtEs
N3EELIELIEHSN. IOV EREZE PSR CTEI O LI, ERTH
#FDOQMSE T ELRIERDEZ XS Z2HRAL. BARDEREMGMPIIPIC/S GMP
ZN—-AlcL. BRMBOERFIANMBHETHNEL, FEZ2ANCUTRETSLS
[CUTIRESH  MMEGIEFENLPITVNEE R D,
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2-2) GMPEHILKICOWVT (1/2) ‘m

HEEEAGS

> GMPIIHAIVAICED{PracticeTHACEEND TERRULIZL,

» GMPERHIECRUE[EF]EOFTHERTFOEHN TOERZ RULBD THHEFIC
EREOERADIEZHIRIDEDTIFRV, ULhH T, [BIEVTRUEEHICRST . &
HEFOSEEANTHNITSENIER |, [RFRIISOEREZRUESAT, Thhre
HTHNE, HBEE. HHRRMERDNBOESNBLARL TN,

> UDUN'S. GMPIRIEDZNDERE(E. GMPEHIKICI/BEINTVSINESINTRmD 5T
TUTWBDTIERLD ?

> HBWHEHZBHIEICHFEIT DLEARPIEETHD. BESN TVDTENIATIEIR,
GMPERIEEIYA I AN-R(CEDVWEAB THINE L 2D CGEFFINRETH D,
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2-2) GMPEHIEILONT (2/2) (™

MEEERHS

> BHIEEFEEmBRIELLDD. [BIROZEM(COWVWTHHEREINNEIEZITOTIEWVWBREDD,
FTUVGELIDEHIEIRARN ISR ERIBEI AIORLFITNONTH ST FEUDOSEHIHEH
EIFBNEDLTWS ., AN BREBHNHRE TR,

> GMPETHECF > TEAIEDSENMTON TEH EHANCFEEY)(CCE TS
BIOBLEAHEARET T DEN EERERNDIRFZESNTHD, S COLREAHNRENIL,
TN TEEVRFEEED DT ENME TRV,

> "EGRBIEOESTNHANSN., ARSBIENMOHEECOWTCESZHAO TS, GMP
FHIE (2022FhR) MHEE BRI OEHEHIFRESN ., AN (CEERMERNYI—D
FhCRENN, EMICEEEIERVY —. BRI — DRI TERB0ENMDTIEAL,
WA (CFNBBHINZ N\ RAREE/EISEEICEO TS, ITEHRREOHEEI DAL Fv—(C
IRV ATERIDIEEEL T—D(CEXEDSNIBHENIFIERLPITVNEE Z D,
ZOLDIZEDICTERLD,
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2-3) GQP/GMPHERICHIzEEELoERsmco LD

BEEESHS

> GQP/GMPHRERC. SARBNSEIREIHEEN(CHESIERZZIIIRC(E. ITD
R NIDOVWTE X THB.
@ FEABVHRBAATDEFCLD., SARENEUERFESNTORVDTEROD
@ FABEOIEFEOHIRTOBLDFR(F{ATH
R HEER/EANMAIDAN-ZATiRBALR AN ETEENEDH
> F9QO,Q(CDOVTHRETRVAES, tihTHESREL. MEB(IGU CERBADIEE B S %
ITVIEUCERARL TLVEE,
> GMPEMECZEEBRICOVWTEEENKTE, HEER/EANMAIVAN-ATERA
AJEEEEZBDTHNIL, BIFLEABRBLEDEMICTF YLD T B,
® EHMEITOLET. AP REIODOVTEDSLSRIEEZBUNIIFRTET 20N EES
HERFE(CIRD
0 EHIEFIELTOEHZMFELTLREDT(EIEL HKETESESHITHD, HZER/
EBRASHRFIUAIAR=ATRRIITIDHEDH,
o[ A I AN-ZXTIIRIERV, RegulationfZhs] TIXEPREVICEINTREN S, 38
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2-3) GQP/GMPHEARICHY zEaELoEE oLt

® GQP/GMP/GDPICEUT. ZEFADZE X S\ TIHD REFZMEREUIZVS
hon, NMEBEHADEEEZERICABRINBLZHEIDHULET,

o ERER|EUAF(IHIFGRIFAROMEEZEE R TR TETRVEDIHEE:
mBZEZEERC AN, BAREINIGBERBEZES TH:ERIN. BHE(C
,ub‘C ITREOE RTINS TR R, f&imz J1—R)I\wJg3eha]

BETY,

o {BU. RN AEUIICIELLEANEZTHEALS(C. AT+ RIEHROIEH
Z2HEFREVUE T, BRICAIARAZFCOVWTIIEFlZBVENEZIBE(CRD
e T AEAFNBETTE,

.IIIn
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