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INTRODUCTION R

This Guide is based on the EU Guidelines on Good Distribution Practice (GDP) of
Medicinal Products for Human Use (2013/C 343/01). The EU Guidelines have been adapted
by the Expert Circle on GDP for PIC/S purposes. However, the EU specific references have
been deleted in this Guide.

KA Fige NHESRKSO GDP IZBETAEUDOH A RI A4 IS, EUDHA RT A v
IZ GDP OHEMEEHEIZL Y, PICIS OIS bETHRHAENL TS, —F T, EUBEADS
RIEIIART A RBHIBRL TWD,

This Guide has been adopted by PIC/S as a guidance document. It is up to each PIC/S
Participating Authority to decide whether it should become a legally-binding standard.

KA RIZ, PICIS TRV TA X AXLFELLTHEDLATWD, ERWEIOH 2L
RHME D IOHWIL, & PICISIMMELRRFETH 5,

The wholesale distribution of medicinal products is an important activity in integrated
supply chain management.

Today’s distribution network for medicinal products is increasingly complex and involves
many players.

These guidelines lay down appropriate tools to assist wholesale distributors in conducting
their activities and to prevent falsified medicines from entering the legal supply chain.
Compliance with these guidelines will ensure control of the distribution chain and
consequently maintain the quality and the integrity of medicinal products.

=GO HIFE 58 (wholesale distribution) X, %774 « F=2— « XV AV MIHAS
NE-EBERXEHTHDL, SHOEERLBEMEL. TTEITHEALL, Z{03MELEIIAL
/C\l/\ZDo

MHHARTA IFHERCIEROEfZ XL, BEENBEIERY T T4 « F=— ik
AN HEEY Y =V ETD D, YEZETA RITA L OBETFIIRBEBAEOEIRAZEIEL., i X
DESLDOME LM T 5,

Wholesale distribution of medicinal products is all activities consisting of procuring,
holding, supplying, importing or exporting medicinal products, apart from supplying
medicinal products to the public.

Such activities are carried out with manufacturers or their depositories, importers, other
wholesale distributors or with pharmacists and persons authorized or entitled to supply
medicinal products to the public.In the territories of some PIC/S Participating Authorities
importation may fall under GMP and a manufacturer’s license may be required.

EE G OEGEREIE, ERELOFE, RE. BKE, MEHANLRLITXTOFRHTHY . —

Tl
Zh]
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e~ DEEMBEKG LT TH D, TOFETRIEER FTREES. WAL, toOEER
B FITEAIZ L TEEGRZARICMEGEST 2 2R s Eke 52D EITE
DR S D,

PIC/S MY R D & % fEIKIZ IV TIEL, GMP 1Y T Him AR’ d D | BIEEOFF Al & 23
ETHLDNH D,

Any person acting as a wholesale distributor has to hold a wholesale distribution licence in
accordance with national legislation.

B IEEE L L UIEEST 22 ToH L., FEROBRGNICIH > EHEBRERTFEZF7-7< T
AR AN

Possession of a manufacturing licence includes authorisation to distribute the medicinal
products covered by the authorisation.

Manufacturers performing any distribution activities with their own products must
therefore comply with GDP.

Trbr 4 2 RS KFER I, ARBONBRICEFEMOHTBRCOKRBIGEENLTWD, BARLO
JdiEE) 2 3 5 IEER 1T, GDP 2T LR T b ewn,

The definition of wholesale distribution does not depend on whether that distributor is
established or operating in specific customs areas, such as in free zones or in free
warehouses.

All obligations related to wholesale distribution activities (such as importing, exporting,
holding or supplying) also apply to these distributors.

Relevant sections of these guidelines should also be adhered to by other actors involved in
the distribution of medicinal products.

HFINRGEEZ O EFEIT. IWFEATEES (distributor) NHHBAESHHISCHHRRXAKO L 5 74
B O BRI IR ISR SN ETITEE LTV D0 E 9 MITIHIKRFEL 220,

EIFERGEIRE) (] 2 Xdm A, daH . RE EIEEE) CHETI2EToRERBIL. Th b DORE/
MEEFICOEAIND,

INLDOHA RTA L OBETLIEY va i, ERLOBEICEDODZOMOBIGRE LM
ST ORERD D,

| A glossary of some terms used in the Guide has been incorporated as Annex 1.

ZOHA RFEHLTWHWDENL O HEEIL, Annexl ([Zit# L T\ 5,
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PURPOSE B

In order to ensure the maintaining of high standards of quality assurance and the integrity
of the distribution processes of medicinal products, to promote uniformity in licensing of
wholesaling of medicinal products and to further facilitate the removal of barriers to trade
in medicinal products, the following Guide to Good Distribution Practice (GDP) for
Medicinal Products has been adopted.

i 72 AR YE (standards) O ShERFEFS L ONER G OB T v 2D FEAM (integrity) % RFE
THEOIC, ERLOHEFZRFCRTOR b2 L, ERLIG| OEEBEO PR Z L 0 — g
27z, LT OESKS LB E (GDP : Good Distribution Practice) D79 DA A K
DEIR E iz,

Administrative measures of national health authorities should be directed towards the
application of these standards in practice, and any new or amended national regulations
for good distribution practice should at least meet their level.

These standards are also intended to serve wholesale distributors as a basis for the
elaboration of specific rules adapted to their individual needs.

It is recognised that there are acceptable methods, other than those described in this
Guide, which are capable of achieving the principles of the Guide.

This document provides guidance for preparation for inspections and may be used for
training purposes.

FEO~NVAZ T RIS BOER KT, ZoEEZRAT D it ~% T, GDP (2%
TOHHBLLEIC XD HHEIT, 2R b IN6DLVLIZHEA LRTIX R B0,

INLOEAETEL, HRRGEE TN ZTNOERICADEEHED LV — IV EERT 572
HOIAL LTHALARATNIERLRANVIELERLTNS,

ZDOHA RIZBRARIZIFIELAMNC S . 2O H A ROFHIZ ZER T & 5 5% 5 ] B8 72 5w S 1 E
THZEEFFRHEL TWD,

ALEIX, BEEHOT-DOTA X U AT DI, Fv—=0 T ICHHTHZ LD
AEETH D,
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SCOPE i

The standards set out herein apply to medicines and similar products intended for human
use. It is recommended, however, that the same kind of attention be given to the
distribution of veterinary medicinal products. This guideline can also be applicable for
Investigational Medicinal Products (IMP).

TOICEHB L EEL, b b~OEHERNE LEEELSEMORGIER TS,
LU s, BiHERGOFEIC S FRREEEZ ) 2 L2 #RT 5,
DA RTA XEBRIE (IMP) b #EHAIEETH 5,

At the time of issue, this document reflected the current state of the art.

It is not intended to be a barrier to technical innovation or the pursuit of excellence or to
place any restraint upon the development of new concepts or new technologies, which have
been validated and provide a level of Quality Assurance and integrity of the distribution
processes at least equivalent to those set out in this Guide.

ALEIT, BITHAICBO TR ZRBIESE TN 5D,

DA RNIZ, Db ZDOHA FTHRESNTL LD ERIZFIIANY T — FEngftIhz
il 7 v 2O MERE LSV B L OEEMEE - L CWiuiE, B8 <o S B sk o R EE
ERDIER, HLWHEAEZITH LWHINOBREZHIRT 2 2 L3 L TERKL TW2RN,
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1. QUALITY MANAGEMENT @&E~%XY A v b

1.1 PRINCIPLE JEHI

Wholesale distributors should maintain a quality system setting out responsibilities,
processes and risk management principles in relation to their activities.

All distribution activities should be clearly defined in procedures and systematically
reviewed.

All critical steps of distribution processes and significant changes should be justified and
where relevant validated. The quality system is the responsibility of the organisation’s
management and requires their leadership and active participation and should be
supported by staff commitment.

EIFERGEEE T, BE., 7o ABIONESCHEBRT LY A7 ~vx P A FOFAIZRH L
BV AT AEMEFELRTRIE R D R0,
2TOWRBIZELLIEENLX, FAEICTFIEZHEL, AT ~vF v 7l Ba LRTE RS
VAN

ETOWBT R EAOBEBERZEMBLOERRET L, E4ML, REZISCTAYT— ]
L2 nide s,

ME AT AT, MEOREZOEMLTHY, HHD) —F— v 7B INEBI~D S NN
FREh, EBOHRIZEX Y ZEIRARTIER LR,

1.2 QUALITY SYSTEM SEY AT A

1.2.1

The system for managing quality should encompass the organisational structure,
procedures, processes and resources, as well as activities necessary to ensure confidence
that the product delivered maintains its quality and integrity and remains within the legal
supply chain during storage and/or transportation.

TWEEEOE OO AT A, S, FIE, e xBLI0NY Y—2EESh i, F
Bom s (transportation) ORI, BT AN ZONE L2 E MR L, WIERY 7
AF 2= WNIZHEREIND Z L2 RET DO KLERIEE 25 F 20172 5720,

1.2.2

The quality system should be fully documented and its effectiveness monitored.
All quality system related activities should be defined and documented.
A quality manual or equivalent documentation approach should be established.

B VAT AMIREICLENL, TOFOMEEE =X — L0 iE R b0,
E2TOIEBICET A2V AT AZ2EICL, XERLZTNIER L7220,
B~ 7 VERIRRESOLEICL DT 7o —F 2L LT IER B0,

1.2.3

Designated responsible person(s) should be appointed by the management, who should
have clearly specified authority and responsibility for ensuring that a quality system is
implemented and maintained.
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REANPOMRZEZHERSNIZAIT, WEY AT 2R LRI 5 2 2R T 2R E R
ERRAEICGZ DR ITIER SR,

1.2.4

The management of the distributor should ensure that all parts of the quality system are
adequately resourced with competent personnel, and suitable and sufficient premises,
equipment and facilities.

W 72 137 18 %%0)1“%% BV AT ADOETOEMSICEWNT, ARARER, WI»>+5
IREE) ., HE a)d}ﬁ%f%“ﬁj)ﬁ:J:%T%Elbfih‘ﬁﬁfi%fib\o

1.2.5

The size, structure and complexity of distributor’s activities should be taken into
consideration when developing or modifying the quality system.

B VAT LAOWEL L OEEORR, RIEITEREE OEB OBE, #MiE, HESZEZE LR
Hﬂéi?@t%?ﬁtb\o

1.2.6

A change control system should be in place. This system should incorporate quality risk
management principles, and be proportionate and effective.

BHEEHL AT DA R2TNERLR0, BV AT AT, mE Y A7 vV A FOJR
HIEBRL, BAEL, AOTRIINIER L 20,

1.2.7

The quality system should ensure that:

i.  medicinal products are procured, held, supplied, imported or exported in a way that is
compliant with the requirements of GDP;

1. management responsibilities are clearly specified;

111. products are delivered to the right recipients within a satisfactory time period;

iv. records are made contemporaneously;

v. deviations from established procedures are documented and investigated;

vi. appropriate corrective and preventive actions (commonly known as CAPA) are taken to
correct deviations and prevent them in line with the principles of quality risk
management.

B AT DI T2 RIEL 2 T b 722w,

i [EHAIT GDP OERFHICHA T D L IR, REF. . MAEZ RIS 2
L

i. REHZOBEMIWARICHEIATWVWSL Z &

i, WA IR RE AR NG E LW EEICRE XSS 2 L

iv. FLERITEWM R AERINh D Z &

V. HENLETFIENSOBRIITICE LS NRESIND Z &

vi. LA BEELHIET 572012, B Y 27~ A FOERNCIR - 729 72 & 1E P15
LiE (—XP9IZ CAPA ELTHILNTWD) #FEETHZ &
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1.3 MANAGEMENT OF OUTSOURCED ACTIVITIES AHMEFFEH ORI A b

The quality system should extend to the control and review of any outsourced activities
related to the procurement, holding, supply, import or export of medicinal products. These
processes should incorporate quality risk management and include:

B AT AE, EESOFE, R S, AT EOEB 2SR LB
BHLLE2LHMBE LRTIER G20,
INH0TatRAFTMEY ARV AL NERVIAR, UTFTEETZ &,

1. assessing the suitability and competence of the Contract Acceptor to carry out the activity,
preserving the integrity and security of the medicinal products, and requesting, preserving
documentation, and checking authorisation or marketing status, if required;

ii. defining the responsibilities and communication processes for the quality-related activities
of the parties involved;

iii.monitoring and review of the performance of the Contract Acceptor, and the identification
and implementation of any required improvements on a regular basis.

i. ﬁ%%ﬁ EELOFERMELE X2 )T 0 2 RFT 5, CEEZERLMERFT D, L3
WZIG U CRIEIRGEARBEOEVHERNZ2 T = v 7 T2 Vo tifE 2 Eii CX 24
R AN L ik

i,  PBMRFOMEICERT DIEE) O BT & HAE HIEDER

i, ZHEEOR T3 —~ U 2ABLOT R TOEREN-UEFHEHOBE L EICET 5 E
Myt =r ) 7L Ea

1.4 MANAGEMENT REVIEW AND MONITORING XV AV P EaBLVOE=FY »
4

1.4.1

The management should have a formal process for reviewing the quality system on a

periodic basis. The review should include:

1. measurement of the achievement of quality system objectives;

11. assessment of performance indicators that can be used to monitor the effectiveness of
processes within the quality system, such as complaints, recalls, returns, deviations,
CAPA, changes to processes; feedback on outsourced activities; self-assessment processes
including risk assessments and audits; and external assessments such as inspections,
findings and customer audits;

iii. emerging regulations, guidance and quality issues that can impact the quality
management system;

iv. innovations that might enhance the quality system;

v. changes in business environment and objectives.

REHFIEMWICHES AT L2 b EadT 5 EXR e X %2R 52 &,

LE 2 ICEUTa2ETeZ &

1L SEY AT LD HEDERKD HIE

. Bl 2 X8 E, |, ', &, CAPA, 7u b 2A0OETF L Vo E Y AT ARNIZEBIT A7 1
2 OF ML BT R O
ANEBEFL L IZIEEI O 7 — KNy 7
UR 7S EEZ S E LY =& X
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R, A, BEER Lo AN EE
iﬁ%t@&gv*?xykyx%AK%%%ﬁiéﬁﬁ HA X AR IO E X E
V.EWE VAT AEBIERT 27200, ) RXR—2 9 v
v.t/%XﬁF%H%@fﬁ

1.4.2

The outcome of each management review of the quality system should be documented in a
timely manner and effectively communicated internally.

%ﬁ AT LIZBT S~V A b E 2 OFFERITEG) 2R BN SCE L L ZRAICHERIC
REL 2T NIER B0,

1.5 QUALITY RISK MANAGEMENT @BV X7 <=RX VA b

1.5.1

Quality risk management is a systematic process for the assessment, control,
communication and review of risks to the quality of medicinal products. It can be applied
both proactively and retrospectively.

BV A=A ME, EERELOMEBIZNTHY A0 M, 2 he—L, 23 2=
= arBLOLEa2DEODOREN R Ta v ATHD,
ZAUETFHANC S EIBEICHEH TE 5,

Quality risk management should ensure that the evaluation of the risk to quality is based
on scientific knowledge, experience with the process and ultimately links to the protection
of the patient.

The level of effort, formality and documentation of the process should be commensurate
with the level of risk. Examples of the processes and applications of quality risk
management can be found in guideline Q9 of the International Conference on
Harmonisation (ICH).

1.5.2

MBIV AR YA NI, BEA~O Y R 7 G0N T 1 A0 T ORMER RO BRI
HOE, HENICITERFOREICORND I EERIEL R T IE R DR,

FHO L)L ERXME, XELOREIT, VAZORELHIETREITH D,

T ABLOREY A3 A FOFIIE, ICHQI 2B+ 5 &,
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2. PERSONNEL EB§

2.1 PRINCIPLE J§HI

The correct distribution of medicinal products relies upon people.

For this reason, there must be sufficient competent personnel to carry out all the tasks for
which the wholesale distributor is responsible.

Individual responsibilities should be clearly understood by the staff and be recorded.

G OBMY R BT NCEKET S, 20D, HIRNGEEZEOELEL LT, ECDEK%L
BT T HRDRBOARBREEZR AR TR O, Hx OFMITHEYEIC L > THMEIC
P S, SRR L722 T nuiE e 60,

2.2 GENERAL —j%

2.2.1

There should be an adequate number of competent personnel involved in all stages of the
wholesale distribution activities of medicinal products. The number of personnel required
will depend on the volume and scope of activities.

EH G OEIFIRTIEB O TOERBIZOWNWT, WUARKOBEKE R EE2EE IR TNIER
LRV, MELRESO AT, HFEIoHELE A a -T2k b,

222

The organisational structure of the wholesale distributor should be set out in an
organisation chart. The role, responsibilities, and interrelationships of all personnel
should be clearly indicated.

HIFEIR 72 EH OMMME T, EEKICEH L 2T E Ry, ETOEEOKRE, Btk
FOMAEBMRIIHAMICIEE L2 ide b an,

223

The role and responsibilities of employees working in key positions should be set out in
written job descriptions, along with any arrangements for deputising.

X — LR AR g VOREEOEE L EFIL, REOT LoD o THRB TR EBICTEH
L7 auid e 5720,

2.3 DESIGNATION OF RESPONSIBILITIES EfEFEDE4

2.3.1

The wholesale distributor must designate personnel responsible for GDP compliance.
Relevant personnel should have appropriate competence and experience as well as
knowledge of and training in GDP.

HIZEHRIEZEA 1L GDP WA ICEME L F S ER 24 LT IE o620, Y ERITHE Y /26
ﬁkﬁ%%ﬁ%\GDP_%ﬁéﬂ%%%iﬁwﬂﬂ:/7%xiﬁThi&%&Vw
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232

Wholesale distributors should nominate personnel for out of hours contact (e.g.
emergencies and/or recall). Designated responsible person(s) may delegate duties but not
responsibilities.

H7e R Te KA TS (B 2 TR AR ICEE NS EBEEZBRL 2 THIE R 6720,
A SNEEEFERIRBEZEZRBINL N, BEEFEEIS LR,

233

Written job descriptions for designated responsible person(s) should define their authority
to take decisions with regard to their responsibilities. The wholesale distributor should
give the designated responsible person(s) the defined authority, adequate resources and
responsibility needed to fulfil their duties.

B4 SINT-EEEFEORGEREICBWT, ZOEMFEIZ BEREREOHERZER L RITR
SR AN
B IEEF T, BB ICZORE 2 XTI 2WHMMER, E@Y72) Y —ABLO0ETEE S

22T IER B,

234

Designated responsible person(s) should carry out their duties in such a way as to ensure
that the wholesale distributor can demonstrate GDP compliance and that public service
obligations are met.

A SNTEEEEIR, BEZ2 27722 LIk oT, 20 L5 A7 iENEIGEKTE¥E4E D GDP
~DOHEEGEREDORBICHA L TWDL I LERIETE D I LW LRTHIT R LR,

2.3.5

The responsibilities of the designated responsible person(s) include but are not limited to:

i. ensuring that a quality management system is implemented and maintained;

ii. focusing on the management of authorised activities and the accuracy and quality of
records;

iii. ensuring that initial and continuous training programmes are implemented and
maintained;

iv. coordinating and promptly performing any recall operations for medicinal products;

v. ensuring that relevant customer complaints are dealt with effectively;

vi. ensuring that suppliers and customers are approved;

vii. approving any subcontracted activities which may impact on GDP;

viii. ensuring that self-inspections are performed at appropriate regular intervals following
a prearranged programme and necessary corrective measures are put in place;

ix. keeping appropriate records of any delegated duties;

x. deciding on the final disposition of returned, rejected, recalled or falsified products;

x1. approving any returns to saleable stock;

x1i. ensuring that any additional requirements imposed on certain products by national
legislation are adhered to.

A SNEEEEOEMLIIUTOMEY THLHA, ZHLITRE SRV,
i MEITRTVA DNV ATLOBITE MR RIET D Z &

© Copyright eCompliance 2015
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ii. MERZHXONTEE ELEOEHEEMEOERICESAEZHTHZ &
i, BABEBEB LOMBHIEENER S, L TWDLZ EERIET HZ &
iv. ETOEELORENEELZa—T x—hL, HFEIZERTDHZ &
v. BRI IBEOEEZEOICOUHE T LaRkilET o2 &
Vii YO A Y EBBENP KRB IND T EERRIET D &
Vii. 2T GDPIZHELZEX DR EBLEKBT D&
WHEE,ﬁ%@ﬂﬁW%T B O U DU L FHHEICHE > THEME L, 4272 R EALE R
TohbdZ L aRkitd+ 5o &
m.éﬁéﬂt%%®ﬁﬂﬁ%ﬁ%%ﬁ?é*k
X, EAh, R, BUCE 72 IXBE S ORI SEZRET HZ &
ﬂ.%mT%&Xkyam@Lﬁ%ﬂmﬁé &
OO OWTIHRE O NS EHOERERTT A LA RIETHZ &

2.4 TRAINING +tL—=r7F

2.4.1

All personnel involved in wholesale distribution activities should be trained on the
requirements of GDP. They should have the appropriate competence and experience prior
to commencing their tasks.

HZREOIEIFICEDL DI ETOEEBIT GDP OERFIHIZOWT M —=v 7 %22 T 203
AR AN
BEHITEBZRB T IR NEERBREZAE L TCWVWDH I &,

2.4.2

Personnel should receive initial and continuing training relevant to their role, based on
written procedures and in accordance with a written training programme. Designated
responsible person(s) should also maintain their competence in GDP through regular
training.

EEIIFIREICE S, XEfLINE N —= JEHEICE -T2, ZHEICBERT 2 EAEE

BIOHRE BT LT RTIE R, BEELEMHN R P —=2 712K Y GDP Ok %
HEFFL 20 i e B 720y,

243

In addition, training should include aspects of product identification and avoidance of
falsified medicines entering the supply chain.

MZThL—=0 2721, OB EYS T T4 F 2 —IBALEZBEEROBREDOHZE
frZ &

244

Personnel dealing with any products which require more stringent handling conditions
should receive specific training. Examples of such products include hazardous products,
radioactive materials, products presenting special risks of abuse (including narcotic and
psychotropic substances), and temperature-sensitive products.

© Copyright eCompliance 2015
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LV HERBRBNREDNER SO R 2] > HRIZ, Fhle b v —=v 7 22T il
BBV, ZhbORGEOF L LT, AERMG, BNEWE., FEEHISHDWREED D D
i (R, MEMRELZE) BIORERZHERL AT OND,

2.4.5

A record of all training should be kept, and the effectiveness of training should be
periodically assessed and documented.

ETO M r—=v7OiREEHRE L, EMWIZ L —= 7 OF9ME2RHE L, kL2
niFe 570,

25 HYGIENE 4

Appropriate procedures relating to personnel hygiene, relevant to the activities being
carried out, should be established and observed. Such procedures should cover health,
hygiene and clothing.

Fhi I HERICHEET 2 EEOHAECHT LI FIRELHRLL, BIELRATAERLRN, Z
DX 5 R FNAETMERE, WA, dkzatl &,
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3. PREMISES AND EQUIPMENT fiig ¥ L O'#%fE

3.1 PRINCIPLE J§HI

Wholesale distributors must have suitable and adequate premises, installations and
equipment, so as to ensure proper storage and distribution of medicinal products.
In particular, the premises should be clean, dry and maintained within acceptable
temperature limits.

R FEEE L., EXRGLOMY)RRE LR EEZRIET D720, WUk, i, EE 25k
FLZ2ONIE R 5780,

FRIC MR ITER CHBE L TEB Y GREITFASANICHEREE I A TR R B R,
3.2 PREMISES gk

3.2.1

The premises should be designed or adapted to ensure that the required storage conditions
are maintained. They should be suitably secure, structurally sound and of sufficient
capacity to allow safe storage and handling of the medicinal products. Storage areas should
be provided with adequate lighting and ventilation to enable all operations to be carried
out accurately and safely.

MBITER SN D RERMEDPMERTD I L 2RIAET DL D REFEZITEIE L 2T TR
R, MERITEUICZETH Y, MEICHERS, BEELzLR2ICRE L, ROHES ZT0
T RIRS BTN B, REXKEII S TOEENIEM TLZEITH KD X 9 ) 722 B
CHMREMAD Z L,

3.2.2

Where premises are not directly operated by the wholesale distributor, a written contract
should be in place.

The contracted premises should be covered by a separate wholesale distribution
authorisation if required by national legislation.

MR A% I R IR S 1T K 0 S S RV A, SOIEE L 72 A A RS LR LI AR B 7
AN
AR E O ES CER SN DB, BIRHEREGFSLETH D,

3.23

Medicinal products should be stored in segregated areas which are clearly marked and
have access restricted to authorised personnel. Any system replacing physical segregation,
such as electronic segregation based on a computerised system, should provide equivalent
security and should be validated.

EIGITAME 2~ — 27 O D RBEEXE CHRE SN, FrSn-EZBEUMIEB A 2250 L
RITHIER SR, I a— X VAT AL DEFHIREEEO X O 72, BRI D
DWINR D VAT ALRIEOLREE R AN T — M LT 5720,
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3.24

Products pending a decision as to their disposition or products that have been removed
from saleable stock should be segregated either physically or through an equivalent
electronic system.

The requirement for physical segregation and storage in a dedicated area should be
assessed using a risk based approach.

At least, falsified medicinal products, expired products, recalled products, rejected
products and medicinal products not authorised for the internal market must always be
physically segregated.

The appropriate degree of security should be applied in these areas to ensure that such
items remain separate from saleable stock. These areas should be clearly identified.

Oy DRTEN 72 SN TR WRLEECIRGEATRE/R A b v 7 bR E SN =8 IT, WENE -
BRI%OB VAT LI VREEEL 2T iERe b0,

W 7 RS L O AR KO LEMEICOWTIE, VA R—ZA 7 Fa—F |2 S &
FEAM L 22 PR B A,

Dl b AEE, WIRARE, FINES, REEGRBIOERNTEE I N TR VWES
fnld, MEMICHREEL 20X b2, 2D ORIEICHEY) K EOPHLEZH#E T, 2
SOYNIIEATHER A Ny 7 E GBS N T W2 ITNIE R B W ELRIEL R ITIE e 5720,

TS O XTI RIZERR L2 e 50,

3.2.5

Special attention should be paid to the storage of products with specific handling
instructions as specified in national legislation. Special storage conditions (and special
authorisations) may be required for such products (e.g. narcotics and psychotropic
substances).

EOERTHE SN 2R 2R WA R S - i, FilREEZL bR iE R b
R, ZO XD R ETITRF R O RE KM (B X ORRIOF ) NERSNDGERH D, (B
ARV SALEEEEE )

3.2.6

Radioactive materials and other hazardous products, as well as products presenting special
safety risks of fire or explosion (e.g. medicinal gases, combustibles, flammable liquids and
solids), should be stored in one or more dedicated areas subject to national legislation and
appropriate safety and security measures.

A5 M ) BT ot D R 7 L S0 K RSO IR S O BRI AR R e Ao B (B 2 X ER T A
ALRME D RARCENR) X, EoEELEYREERONR ERY . 1 7 Frl Eo B XKk
BB L2 Ze b7,

3.2.7

Receiving and dispatch bays should protect products from prevailing weather conditions.
There should be adequate separation between the receipt and dispatch and storage areas.
Procedures should be in place to maintain control of inbound/outbound goods. Reception
areas where deliveries are examined following receipt should be designated and suitably
equipped.
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ZABLOCHAEASITE, [KERMEOXENPSHBEZRELR2TNIE 2L,

2N & ERE OB ORIE, WY S L TOWRTIE R b2,

N HEY S OE B AR+ 2 FIREZRBEH L 2T TR b0,

SRR Gh & AT 5 2 AT, FRE S s U e B & i 2 72 e b,

3.2.8

Unauthorised access to all areas of the authorised premises should be prevented.
Prevention measures would usually include a monitored intruder alarm system and
appropriate access control. Visitors should be accompanied by authorised personnel.

RBAISNIEHHFROETORE T, FaESNRWIEHAD ZR1E LA TdiE RS 2,
WA, BIRRICIE, BRAFOEMR, EREELICEY T 7B A EFHE 5T,
AKREICITAR LEZEEZITSE 20T R 5720,

3.2.9

Premises and storage facilities should be clean and free from litter and dust. Cleaning
programmes, instructions and records should be in place.
Cleaning should be conducted so as not to present a source of contamination.

JEFR B L OMRE R IXEF T, ZHARIFEZ NN &, ERETH., fERB X O 2 E i
L7 auid e 5720,
HRITVEROREZ B3 25 X 9 Fha LT il 6720,

3.2.10

Premises should be designed and equipped so as to afford protection against the entry of
insects, rodents or other animals.

A preventive pest control programme should be in place. Appropriate pest control records
should be maintained.

Mk, BERCT > HEZOMOEBM OIRAEZ R KIBICHEI TE 5 L 9T S L 72
THE R B,

T IH A 72 5 B BRI A B L7 T iE e B2, ) 2 E R EREREL e A R L R T il e
SRAAAN

3.2.11

Rest, wash and refreshment rooms for employees should be adequately separated from the
storage areas. The presence of food, drink, smoking material or medicinal products for
personal use should be prohibited in the storage areas.

WEEBOTZO ORI, FUEV BB ITORE K YN0 L 22 i3 o ev, A
B e b, BB, BUEM R EE G ORE KIRA~OFRFHIARITE L LT ide b en,
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3.3 TEMPERATURE AND ENVIRONMENT CONTROL RERB IUVREESH

3.3.1

Suitable equipment and procedures should be in place to check the environment where
medicinal products are stored. Environmental factors to be considered include
temperature, light, humidity and cleanliness of the premises.

WO e LOFIHZEMH L, EERLARESH TV LIREZ T =y 7 LAaghide b
A
BRETNSREERICITRE, o, BEBLOBEOEEENZ EN D,

3.3.2

An initial temperature mapping exercise should be carried out on the storage area before
use, under representative conditions.

Temperature monitoring equipment should be located according to the results of the
mapping exercise, ensuring that monitoring devices are positioned in the areas that
experience the extremes of fluctuations.

The mapping exercise should be repeated for significant changes according to the results of
a risk assessment exercise.

For small premises of a few square meters which are at room temperature, an assessment
of potential risks (e.g. heater / air-conditioner) should be conducted and temperature
monitors placed accordingly.

EHORNCRE KIEOREBN 2 F M TORMORE~ v © 2 7% FE L2 Tz o220,
BEEGREE L2~ VU TEEORBICH > TRE L, BEHREES KNSR E S, 1E
WORFMEZBZ TWRWNWZ L 2R LT IE R B0,

v EUTEEIR, VA M EEM LR CREREENRD - HAICHER L2 TN
X7 B0,

B/ A — MO/ R CEROLGAIX, AIfEEEOH DLV 27 (flzxide —%—) OFf
iz L, TOMPBICKSTIREREAEBEZRE L2TIE R bR,

3.4 EQUIPMENT R{f§

3.4.1

All equipment impacting on storage and distribution of medicinal products should be
designed, located, maintained and cleaned to a standard which suits its intended purpose.
Planned maintenance should be in place for key equipment vital to the functionality of the
operation.

3 i DTS B 2 5 2 2 2T ORMIZZ O A BYIZE L2 R EICEKRG S, i
B, MRS, BELRTERS W,

FTEINTCA T FT A, AR —2 3 VORI RZ2EEREBM O OITHY Tk
FHIE R B,

3.4.2

Equipment used to control or to monitor the environment where the medicinal products are
stored should be calibrated at defined intervals based on a risk and reliability assessment.

© Copyright eCompliance 2015

19



ERHREDPREEIN TV IRELZEFHRFZIXERT 2®&MIE. VA7 B X OMEEMEFMmICE S
EHESINT-BBTKRELRZRTNIER D220,

3.43

Calibration of equipment should be traceable to a national or international measurement
standard. Appropriate alarm systems should be in place to provide alerts when there are
excursions from predefined storage conditions. Alarm levels should be appropriately set
and alarms should be regularly tested to ensure adequate functionality.

EEOKEIL, EELIFEBEHREEC N L —AABTRITNIE R SR,

WO R BRI AT L EHFEL, HOPLORELILRERELHEN LT & SBREFT DHER
W LRTNIER B0,
BRLUAVTETICEy PL, BERABEUICHEEL TWDH Z LA RIET 5 L 5 EHICHER
L2 uid7e 6720,

3.4.4

Equipment repair, maintenance and calibration operations should be carried out in such a
way that the quality and integrity of the medicinal products is not compromised.
Procedures should be in place to ensure the integrity of medicinal products are maintained
in the event of equipment failure.

OB, AT T U ABIOREERIT, EELHOMERTEEERELR DI NWE 95
L7 FE e 57w,
FEOMIEDOBRICERL OZREMNHERT 22 L2 RETAFIEELHA 2 TNIE RS 20,

345

Adequate records of repair, maintenance and calibration activities for key equipment
should be made and the results should be retained. Key equipment would include for
example cold stores, monitored intruder alarm and access control systems, refrigerators,
thermo hygrometers, or other temperature and humidity recording devices, air handling
units and any equipment used in conjunction with the onward supply chain.

FEREBOBE, AT AB IO EFEINII#EICTESE L, BEERE LR
SRAAAN

FEREIRITIE, X EHHMAE, RABRBIOT 7 BRAEH AT A, HE, B
FEEIIM OB EREREEE, EHREB LY T I A F o EHET LRSS F
nas,

3.5 COMPUTERISED SYSTEMS =2 Ez2—#{LI X T A

3.5.1

Before a computerised system is brought into use, it should be demonstrated, through
appropriate validation or verification studies, that the system is capable of achieving the
desired results accurately, consistently and reproducibly.
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AV a— LV AT A BT ARNCEE RN T g FE R T o~ g vk
HBLTYATADNIERIZ, —EMfEZ - T, BEHMERSEELWHEREZERT HZ L AlHEE
TAHZLEHEEIFFELRTILE R B0,

3.5.2

A written, detailed description of the system should be available (including diagrams
where appropriate). This should be kept up to date. The document should describe
principles, objectives, security measures, system scope and main features, how the
computerised system is used and the way it interacts with other systems.

VAT ADFEMRREREEAFAREE LATRIERS Ry GEUASANEZE D),

T AVIE R Z HEFE L 722 T i e B 72,

SCEITRAI, BBy, ZAeRMAR, VAT LAO0EMHEAB L OEERMEE, Fokolcarya
— AT AP, BEIREO LMD AT A EFHEERT 2 ERHE L7
FHE e B,

3.5.3

Data should only be entered into the computerised system or amended by persons
authorised to do so.

MROHDHEEDOHRN, 2 Ba—H by AT AT —HX AN, BETEHEHICLiThn
X7 5720,

Data should be secured by physical or electronic means and protected against accidental or
unauthorised modifications. Stored data should be checked periodically for accessibility.
Data should be protected by backing up at regular intervals. Backup data should be
retained for the period stated in national legislation but at least 5 years at a separate and
secure location.

T 2T ER), BEFRFETRIESH, BREOETITEKBINROVEENOREL T
7 57,

RET — HITEMHNCT 7B AFREIZONTT = v 7 LRTHRIER S0,
FT=FIIEMICN Y 7T v T LU TCRE LR T RIE R D R,

Ny 2T v 7T =2 ZEOERTHRESN TWDHIF, 2724074 &b 4R, Bin-%
BRI CHREFLRTIZ RS20,

3.54

Procedures to be followed if the system fails or breaks down should be defined. This should
include systems for the restoration of data.

VAT ALADKMBEETLIIFA T UDOBRIZEDIRE FIEEZER LR T NIE R B2,
IR T =2 DETLV AT DGO DL L,
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3.6 QUALIFICATION AND VALIDATION 7 F V74— ar RN TF—vay

3.6.1

Wholesale distributors should identify what key equipment qualification and/or key
process validation is necessary to ensure correct installation and operation. The scope and
extent of such qualification and/or validation activities (such as storage, pick and pack
processes, transportation) should be determined using a documented risk assessment
approach.

EIFERFEEF L, EERTEMA CEIEARIET 22O EERERO I/ AV 7 45— a R
FERTa AR T = a R MNnE WD T EEHEM LTI R0,

DX AV T 4= a N T—va UiRE (BlE, RE. By SB IO
WMET oA BERE) OfEERBELZXENM LY A ZFMOHiEEZHWTRE LRITH
X7 6720,

3.6.2

Equipment and processes should be respectively qualified and/or validated before
commencing use and after any significant changes (e.g. repair or maintenance).

F e Tut 2T, FNFAFEAMBLIOETOEELRLEE (2 ITEHRLA T F o R)
DHBICTF Y T 4 lr—aronN) T —ya rZ2ERLRITIER B0,

3.6.3

Validation and qualification reports should be prepared summarising the results obtained
and commenting on any observed deviations. Deviations from established procedures
should be documented and further actions decided to correct deviations and avoid their
reoccurrence (corrective and preventive actions). The principles of CAPA should be applied
where necessary. Evidence of satisfactory validation and acceptance of a process or piece of
equipment should be produced and approved by appropriate personnel.

NYF—=2arvBILOI7FV 740 05—2ary®BEZEF, 2TCOHLNTEREETENH L, Bl
ENEETORMEZ 2 A2 FLUTER LR TIER B2,

ST L7 FNED S O BiILCEAL L B O R E L HREOBIEOITE GEIER X O TEHAE)
ERELRTNIZ bR, %% 7556 CAPA QA Z#EA L T b,
TRRvAELEREO SR T = a VB X OAKOGELE, EYAREE N ER L, K
WL b0,
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4. DOCUMENTATION x#Efb

4.1 PRINCIPLE J§HI

Good documentation constitutes an essential part of the quality system.

Written documentation should prevent errors from spoken communication and permits the
tracking of relevant operations during the distribution of medicinal products.

Records should be made at the time each operation is undertaken.

R 2 3CERIL, MBI AT LAOERNRERTH 5,

XEICEY, BBHICE a3 a=r—va VilkT 227 —2B1k L, EFES OO
MOBEET 2/E(DBHAZAIREL T 5,

RLERIT AT VR O FE R RFIS/ERK L2 1 i 7e B 72w,

4.2 GENERAL —#%

4.2.1

Documentation comprises all written procedures, instructions, contracts, records and
data, in paper or in electronic form. Documentation should be readily
available/retrievable.

XEAE, AN EF 2 EMDT. 2ToXE SN EFIE, BFHE. 2, Lk LU
LEFAEGICAFARE/MEARE TR IT RS20,

4.2.2

With regard to the processing of personal data of employees, complainants or any other
natural person, national legislation on the protection of individuals applies to the
processing of personal data and to the free movement of such data.

EE, OEEH LY TCEELIZZEOMDOBERADEAT —Z OB L Tix, EAFEICE
THEOEENMEAANT —FORB N BLIORNOOTFT—FOBEHABEOBICETAEINS,

423

Documentation should be sufficiently comprehensive with respect to the scope of the
wholesale distributor’s activities and in a language understood by personnel. It should be
written in clear, unambiguous language and be free from errors.

SCEX, HERGEEAOEBORBEANT oMM ARETHY, BEICHME T DL EEL LR
TV B ARV,
TR CERE TIIRVWEFE TRE I, MEVORWE T LT IE R B,

4.2.4

Documentation should be approved, signed and dated by designated persons, as required.
It should not be handwritten; although, where it is necessary, sufficient space should be
provided for such entries.
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WEITERINDIEGE., A SNTEEBICELV AR L, B4 LEHAMEZRALRITNIE RS2
A
LEEFFEEITERNIE, LALERL, WERHDL LI T X EFLAT LD 5
MAR—=ZAZHELARTNIE RS R0,

4.2.5

Any alteration made in the documentation 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.

LEOWNDETL, BAHLEHMRYLETH D,
EHETHHETIAV VAR baiAAlND X oicL T8 Z &,
WY RGAEICIE, BREICKTHIEHA LKL TEB Z &,

4.2.6

Documents should be retained for the period stated in national legislation but at least 5
years. Personal data should be deleted or anonymised as soon as their storage is no longer
necessary for the purpose of distribution activities.

LEZEOEREICEHMINTZHERET 200 LT 0 &IESFEME LARTHITRS R0,
EHNT — Z [ ZRIEB D72 DI ORE N REL 72 o TZBITHIR T 2 4 & L nidiz
572,

4.2.7

Each employee should have ready access to all necessary documentation for the tasks
executed.

BHBIT., EEOBRITOLIIVLERETOXLECRZICT 7 2ATERTNITR L0,

4.2.8

Attention should be paid to using valid and approved procedures. Documents should have
unambiguous content; title, nature and purpose should be clearly stated.

Documents should be reviewed regularly and kept up to date.

Version control should be applied to procedures.

After revision of a document a system should exist to prevent inadvertent use of the
superseded version.

Superseded or obsolete procedures should be removed from workstations and archived.

EXRARBINTEFIRZEHA LR TNERLRWICEREZL S Z L,

LEITIFAHABRNEN2NW & ., RAE, BZPMBICEE LR TER 620,

XEITEHIZLE 2 L, AR EE LR TIE R 520,

FlEEX, REEZEH L2 TNE R 62V, XEOUETORIZIHRAAHEICHER I
WED VAT AER T RITNIZ R B0,

BER E 7 IX IR O FIEEIZEELG L IFWMEL, RE LTI RS20,
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4.2.9

Records must be kept either in the form of purchase/sales invoices, delivery slips, or on
computer or any other form, for any transaction in medicinal products received or
supplied.

Records must include at least the following information: date; name of the medicinal
product; quantity received, supplied; name and address of the supplier, customer, or
consignee, as appropriate; and batch number, expiry date, as required by national
legislation.

Records are made contemporaneously and if handwritten, in clear, legible and indelible
handwriting.

EEGOZEE I REO 2 TOREIZ OV T, BE IO RE, MhE, ara—%
FNXEOMOERAIT X AFEIIRE L2 T IE R 6720,

FLERICIIA R EBUTOFEBRPEFENTWRITNIT RS RV,

A, EESOLT, Z AHE, B E, SURGEr 774 Y, MEELIINMZADL
B LOMERT, FEOEFRTHERINDIGE NNy FHES, SHAMR, SiekixERHR, FEZ
DGAITHIBE CTH AL T S HE R WERRRE LT b7z,
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5. OPERATION f{E¥%

5.1 PRINCIPLE

All actions taken by wholesale distributors should ensure that the identity of the medicinal
product is not lost and that the wholesale distribution of medicinal products is performed
according to the information on the outer packaging.

The wholesale distributor should use all means available to minimise the risk of falsified
medicinal products entering the legal supply chain.

All medicinal products distributed in the intended market by a wholesale distributor must
be appropriately authorised by the national authorities.

All key operations described below should be fully described in the quality system in
appropriate documentation.

EFRREEFO2TOTENL, ERGHOBMNREL 2D Z L, ERGHOEFREND
ARSI NTIERICHE > TEIET D Z EE2RIAEL 2T IE R B 720,

HIRREEF L, ELARY T IATF ==V IAEEBBAT LIV A7 2KV ET D0, 7
BRZREY WD FEZFELLRITNITR L RN,

HERTZEFOBER LI-HHICEEIN S EELIL, @UICKEEOYRHOARBEZ T RITN
X B0,

DTFICRBE L FEREZIX, MEVAT LAOFTHEHY R CE(ICIVEEL2TNE RS
720N,

5.2 QUALIFICATION OF SUPPLIERS 7 J A ¥ & #&4%F M

5.2.1

Wholesale distributors must obtain their supplies of medicinal products only from persons
who are themselves in possession of a wholesale distribution authorisation, or who are in
possession of a manufacturing authorisation which covers the product in question.

FIFEARGEEE NI S D EEGE 2T D005, HRRGRFEHFOEEN, Yo
BERKR A OEE NS TR TR B,

5.2.2

Where medicinal products are obtained from another wholesale distributor the receiving
wholesale distributor must verify that the supplier complies with the principles and
guidelines of good distribution practices and that they hold a licence.

ERS 2 OERIRCEEE N OHEAT D5 AT D HEREES T, b7 T A s GDP
DIFANETA RT A ZHEE L, BFEZFF->TWVDL I EZHRB LRTNIERS R0,

5.2.3

Appropriate qualification and approval of suppliers should be performed prior to
procurement of any medicinal products. This should be controlled by a procedure and the
results documented and periodically rechecked using a risk based approach.

i 7p HEIEICB W TS, ALK > TH 77 4 Y O 7w st o reiR & &R & F i

L2 uid7e 6720,
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I TFIEEFICLIDEHRIN, BRITCEAISNEHNICV AT RXR—=ZA KT Fa—F|2LY
ﬁ%mbﬁfﬁiﬁgﬁv

524

When entering into a new contract with new suppliers the wholesale distributor should
carry out ‘due diligence’ checks in order to assess the suitability, competence and
reliability of the other party. Attention should be paid to:

LN 7T LHLORKEZRSET, HEREEEL T2—TFTV V=202 F=v
7KL, oA OWEUINE, BB I OEEMELER LR T iEeb 2wy,
UTICEZELRTNE R0,

1. the reputation or reliability of the supplier;

ii. offers of medicinal products more likely to be falsified;

i11. large offers of medicinal products which are generally only available in limited
quantities;

iv. diversity of products handled by supplier;

v. and out-of-range prices.

i 7T A Y ORI E TR E

i, {438 S 7 AT REME O i VO R SR L o FR iR

i, —fRE SN HE LD AT TERWVERSOKEORM
iv. " 77 A4 XLV EY b B O SN

V. B X OHLES Ok

5.3 QUALIFICATION OF CUSTOMERS RHZ O j& #&- 1t 52 Afh

5.3.1

Wholesale distributors must ensure they supply medicinal products only to persons who
are themselves in possession of a wholesale distribution authorisation or who are
authorised or entitled to supply medicinal products to the public or otherwise authorised to
procure medicinal products from a distributor (for example medicinal products intended for
clinical trials).

R FEEE L., EXRGLOMBIIIE T THIFROKEZ F > TV DN ERE 2 AR T
HERBELITERZRFF > TWE, EIIMICHWEE P LEAT 5 KGR (B 2 XK RS H o
EHS) 2o TWAHEICRAD Z & 2R LARITIER S R0,

5.3.2

Checks and periodic rechecks may include: requesting copies of customer’s authorisations,
verifying status on an authority website, requesting evidence of qualifications or
entitlement according to national legislation.

HREBLOBEERICIIUTEELZ &,
ﬁg@%m DER, HFO T =7 YA FTOMR., BEOEREITHE - 7 ks E 721X
ERETRE DFEHL D B3R,
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533

Wholesale distributors should monitor their transactions and investigate any irregularity
in the sales patterns of medicinal products at risk of diversion (e.g. narcotics, psychotropic
substances). Unusual sales patterns that may constitute diversion or misuse of medicinal
product should be investigated and reported to competent authorities where necessary.
Steps should be taken to ensure fulfilment of any public service obligation imposed upon
them.

HFEWRFGEEFIL, TORBIZEEA L, MHAORNOH 5 EHRE (B 21X, ) o
el 7e 38 TIX 72 WIRFE R Z — U A L 2 T il Ze 7220,

MHASSEAOATREMED & 5B HE TRWIRFE/NY — U THAE L, LIS U TYRICHE LA
FHE e B,

ENHICHRELN DI B TORAMBBEOREZERT HZI L E2RIET HDAT v 72 ERITH
X7 B 720,

54 RECEIPT OF MEDICINAL PRODUCTS EXMDZERY

541

The purpose of the receiving function is to ensure that the arriving consignment is correct,
that the medicinal products originate from approved suppliers and that they have not been
visibly damaged during transport.

ZATEROEMAOBRIL, BELERERZBENPNELWHEDO T, KRNV T T4 VEREEO
EIS T, METICHEL W W A HHTHRETA L THL A,

54.2

Medicinal products requiring special handling, storage or security measures should be
prioritised and once appropriate checks have been conducted they should be immediately
transferred to appropriate storage facilities.

Frgk e Ry, B EIX LB RPERSNHERLT, BEL T EEARTF=v I &
T BT HNITHEY R RERRICBE L 2R s 20,

543

Batches of medicinal products should not be transferred to saleable stock before assurance
has been obtained in accordance with written procedures, that they are authorised for sale.

RGO N Y FIE, FIEEICKE ST, THEMARNEOLND £ TWIBAEERA v 7 IZ
BEILARWD L,

544

If a falsified product is suspected, the batch should be segregated and reported to
competent authorities as required by national legislation.

BIEN LN DRMIL, 2Oy FE2REE L. FEOBSHNIIENYZ S /IZE®E LT
2B,
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55 STORAGE f#%&

5.5.1

Medicinal products and, if necessary, healthcare products should be stored separately from
other products likely to alter them and should be protected from the harmful effects of
light, temperature, moisture and other external factors.

Particular attention should be paid to products requiring specific storage conditions.

EHGB L OMEIZSE C~ VR 7TRUEE, ANBED D RO H Do R & 45 TRE
\%\mE\@E%®%®%%glﬁE@ﬁ@%ﬁ#%%%bﬁﬁhﬁﬁ%&wo
Bl OBRE SRR SN DB ITHICEEZH Y 2 &

5.5.2

Incoming containers of medicinal products should be cleaned, if necessary, before storage.
Any activities performed on the incoming goods (e.g. fumigation) should no
impact on the quality of the medicinal products.

N L7z S AL = > 7 ik, REISE O TRE NSRS L2 E e bew, AR ICE i
TL5TNTOEE (Bl ITHR) ZERLOMEICEEL G XTI QL.

5.5.3

Warehousing operations must ensure appropriate storage conditions are maintained and
allow for appropriate security of stocks.

O HEE TEO R R SRR T L 2 L 2 RIEL . TEEOBEYI R L2 A MR LR T
B IRN,

554

Stock should be rotated according to the first expiry, first out (FEFO) principle.
Exceptions should be documented.

FERE I At L (FEFO : first expiry, first out) O JFANIHE > CThEE S W72 e 572
AN
BT SCEAL L2 iuiE 2 & 7220,

5.5.5

Medicinal products should be handled and stored in such a manner as to prevent spillage,
breakage, contamination and mix-ups. Medicinal products should not be stored directly on
the floor unless the package is designed to allow such storage (such as for some medicinal
gas cylinders).

PRI TR, B, ERB I ONRREZ L O BV, BRE LRTHEE RS0,
EHRHFIIZDO XL I ICRFF SN TWARWRDY (Bl I X%ODDERH T AR XD X HI2) K
WCEHEEWTHRE LW &,
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5.5.6

Medicinal products that are nearing their expiry date/shelf life should be withdrawn
immediately from saleable stock.

IR R E IR Z LB > TV DL RGIIESICRFEREEN L & LT 5 Z &,

5.5.7

Stock inventories should be performed regularly taking into account national legislation
requirements. Stock irregularities should be investigated,documented and reported to the
competent authorities when needed.

FEJ G O PR ENE . EHENCE OEEOZERFHZZE L TEM L2 s 20,
FEEA =B LR2WEAIFHAEL, XEAL, LEISCTHZYRICHE LR TIE R bk
A

5.6 DESTRUCTION OF OBSOLETE GOODS HifRHIh G DOkE

5.6.1

Medicinal products intended for destruction should be appropriately identified, held
separately and handled in accordance with a written procedure.

FEL LD & DMWY L, BIERERE L, FIEEIE> TRV Z &,

5.6.2

Destruction of medicinal products should be in accordance with national or international
requirements for handling, transport and disposal of such products.

S S DREFE LA E 0 F T EERA R Z S LB OBk, Bk KO T 5 R
FIHICHED 2 &,

5.6.3

| Records of all destroyed medicinal products should be retained for a defined period.

ETOMEE SN IEE R OFREITRE SN HRERE LT b,

57 PICKING EyFxv7

Controls should be in place to ensure the correct product is picked. The product should
have an appropriate remaining shelf life when it is picked.

ELWHRERE X 7 INDZ 2B LR TNIE RS0,
By X I8 RTEY R FAE YR ER LT IR R0,

5.8 SUPPLY ##t:&

For all supplies, a document (e.g. delivery note/packing list) must be enclosed stating the
date; name and pharmaceutical dosage form of the medicinal product, batch number,
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expiry date, as required by national legislation; quantity supplied; name and address of the
supplier, name and delivery address of the consignee (actual physical storage premises, if
different) and applicable transport and storage conditions. Records should be kept so that
the actual location of the product can be known.

ETOMHB IOV TECE (B 2 EWmnE/ NERHBE) 2RE L.
« Hff

o FEOBHITERINDLH

o EHLOZERE

s NyuTFEF

o fEHHIR

. fitinE

o VT TAYDLFREER

o frZ ANOELELEF (b LR > TOIUXEBRICRE T 2 M%)
e WA TE DAL K ORE &M

ZRE L2 T 6720,

LB EBRICR S OFIE- DN DN D RICHRE LT i b 720

59 IMPORT AND EXPORT AR X O

5.9.1

Import and export activities should be conducted in accordance with national legislation
and with international guidelines or standards when appropriate. This is also the case if
the wholesale distributor is holding medicinal product in a free zone. Wholesalers should
take the appropriate measures in order to prevent medicinal products not authorised for
the internal market and intended for export from reaching the internal market.

A KO H OTEBNIFA S T 2 K EOHE B L OEEN R T A R 7 A4 0Kt -> THE
ME L 722 T VLR B,

AV HEIZEIRGE EE DN AR B K I E R A RE L W AEE LR TH D,
HIZERBEFITBANTH TERRIN TV AWERLZRMH L X2 &7 28546, HATHICA
LRWEEEYI R FREFHE LD L,

5.9.2

Where wholesale distributors obtain/supply medicinal products from/to other countries,
they must ensure that entities are authorised or entitled to supply/receive medicinal
products in accordance with the applicable legal and administrative provisions of the
countries concerned.

HTEHRIEEA NEK M2 MO FE NS AMOE~ TG e 256 FAITBERE DR
THEOHYT DM L OITBOREIC & 2 EE M OHEHG ZEHOKR, ELFEKREZF->T
WHZ LR LT NIER bR,
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6. COMPLAINTS, RETURNS, SUSPECTED FALSIFIED MEDICINAL PRODUCTS AND
MEDICINAL PRODUCT RECALL Ef. Efi. AENRERDPNWIERLBIOCERLDOE
Iz

6.1 PRINCIPLE JEHI

All complaints, returns, suspected falsified medicinal products and recalls must be
recorded and handled carefully according to written procedures.

Records should be made available to the competent authorities.

An assessment of returned medicinal products should be performed by designated
personnel before any approval for resale.

A consistent approach by all partners in the supply chain is required in order to be
successful in the fight against falsified medicinal products.

ETOERE, Wi, BESEDLDN D ERLB LRI, B INFIEEICE SV THEERE
<EO bR TER LR,

FLEKITIFTEE Y /A AFRIE TR ITIITR L 220,

B SNZERLPFERGEINDIHAE., WL A SNZEEIC XV EHME L 2T
SR AN
BEE~OXMPIREZRDNCEL 2DIZ, $ 774 T =2—OLTOBRBRENFICRY T =
EMERIND,

6.2 COMPLAINTS #i{F

6.2.1

Complaints should be recorded with all the original details.

A distinction should be made between complaints related to the quality of a medicinal
product and those related to distribution. In the event of a complaint about the quality of a
medicinal product and a potential product defect, the manufacturer and/or marketing
authorisation holder should be informed without delay.

Any product distribution complaint should be thoroughly investigated to identify the origin
of or reason for the complaint.

HHIIRTOF Y VT AOFEMETLE LR ITIER 6720,

EHMHOMBICHEKT2EEF L, MIRICHKT 20 L 2 LTz o220,

EHRLOMEICHE L, MAEORMO NS 256, Miks s REARITREIC
Bia<motsdl &, WLOoWKoO S HILFEMICHE L, WHEORKE 2IXBEB 25 E Lk
T 5,

6.2.2

If a defect relating to a medicinal product is discovered or suspected, consideration should
be given to whether other batches of the product should also be investigated.

HhoOXRMPRNIZShIELZBbh D56, "EOMONNy FHLHET DI L2 EEL
RITNIER B R0,
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6.2.3

| A person should be appointed to handle complaints.

EIEEZNBE T2 EE 2 R4 LR ITE RS 20,

6.2.4

If necessary, appropriate follow-up actions (including CAPA) should be taken after
investigation and evaluation of the complaint, including where required notification to the
national competent authorities.

VETHNILEY e 7 v —7 v 7178 (CAPA 2 & 1) Z H1H O A L OFHM % £ hE L .
ZNICIFEREND A, EOFEYL /{~0H#EEEZ i 2 L,

6.3 RETURNED MEDICINAL PRODUCTS EfmIhZEXRME

6.3.1

Returned products must be handled according to a written, risk based process taking into
account the product concerned, any specific storage requirements and the time elapsed
since the medicinal product was originally dispatched.

Returns should be conducted in accordance with national legislation, and contractual
arrangements between the parties.

A record/ list of returned goods must be maintained.

dh S 7o R IE . WA ICBIER U 72 RR 2k A IR 0D SR SIS0 2 3K o 8 S W01 A & U 7 g 20
LORMRERZBRE L7, XFLZV AT RXR=—207 BRI LVBY FDRTINIERL 2
A

Rnld, EoOiERER L OBEREROZK EORD OISV FER L2 ide ben,

RLEKA U A MIAMERF L 22 iE e B,

6.3.2

Medicinal products which have left the premises of the distributor should only be returned
to saleable stock if all of the following are confirmed:

FLI&3EH ORiRe A & H 7 E IS AN RS FTREZRAEE S IR D DIE, TP ETHRINTHEE
IR Z &,

1. the medicinal products are in their unopened and undamaged secondary packaging and
are in good condition; have not expired and have not been recalled;

ii. medicinal products returned from a customer not holding a wholesale distribution
authorisation or from pharmacies authorised to supply medicinal products to the public
should only be returned to saleable stock if they are returned within an acceptable time
limit, for example 10 days;

iii. it has been demonstrated by the customer that the medicinal products have been
transported, stored and handled in compliance with the specific storage requirements;

iv. they have been examined and assessed by a sufficiently trained and competent person
authorised to do so;the distributor has reasonable evidence that the product was supplied
to that customer (via copies of the original delivery note or by referencing invoice
numbers/batch numbers, expiry date etc., as required bynational legislation), and that
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there is no reason to believe that the product has been falsified. |

. EHESHO ZROENKHEE THEN 2 B2 RETHIROIN TIE e < B TIER VY,

. ERRFERTEF R VWEE., ELEARICERMZERMT S Z L 2RKRBINTZE B 5
SNTERSZRTBEEICKE TGS, FAHE., FlA X108 MURNICR S,

i, RO [EIE G D FFE O TR O B R FIH A2 85F L Clig ik SAURTE S Y bz 2 & %Gk
BHCTXx 5,

iv. +o M —=v %50,
FTNEFEMTHILEE2ARIN-HEYZ2EBICLvRE, FMMich TR, BEEF TR N
BRI SN AR ZFF > TR0, (FEOHGICLVEREIND AV P F LD
MEDIAIE—F X EVROE T Ny FEL, FEHAMROBESEICELY) AR EBEIRT
WD EWSET 720,

6.3.3

Moreover, for medicinal products requiring specific temperature storage conditions,
returns to saleable stock can only be made if there is documented evidence that the product
has been stored under the authorised storage conditions throughout the entire time. If any
deviation has occurred a risk assessment has to be performed, on which basis the integrity
of the product can be demonstrated. The evidence should cover:

AR ER 2R E SRIE D ER S 2 RS G & IRIE FTRE 7R AR AL I B 9~ 0 1, 5L 23 4T oo 1 [
ERENTRESRETIHER SN E W) CTEL LSS 52555 12R 5,

MOENOHEBPNFEAELEZSEAE. VAT ERAA L F2FETL, Thaikicilihosetts 3z
REL 72T Vi e 5720,

AEMLICIZLL T2 B 2 &,

i. delivery to customer;

1. examination of the product;

iii. opening of the transport packaging;

iv. return of the product to the packaging;

v. collection and return to the distributor;

vi. record of temperature readings during transportation;
vil. return to the distribution site refrigerator.

1.

ii.
1ii.
V.
V1.
vii.
viii.

6.3.4

J# 2~ D Bt 1%

pURTNOY

i 125 F 21 % oo B #f

W OUNE~DRD

IR b LR FEH ~ DI

i 125 TP OO YL O A H Y 0 R
B 125 512 44 T JEEE ~ D 3 i

Products returned to saleable stock should be placed such that the ‘first expired first out’
(FEFO) system operates effectively.

ARG Rl RE 7R fEE ~ DAL e AN L) (FEFO) v AT A& RMICER L 722 X2
SRAAAN
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6.3.5

Stolen products that have been recovered cannot be returned to saleable stock and sold to
customers.

BEES L, P S R, RGERTREAREEICIRAI L, BRICIRTE L TR B0,
6.4 FALSIFIED MEDICINAL PRODUCT %3

6.4.1

The sale and distribution of a suspected falsified medicinal product should be suspended
immediately.

BEDOEWNDOH LA OMRGER L OR XL, ZEHICTE LR2TAE R0,

6.4.2

Wholesale distributors must immediately inform the competent authority and the
marketing authorisation holder of any medicinal products they identify as falsified or
suspect to be falsified and act on the instructions as specified by the competent authority.
A procedure should be in place to this effect. It should be recorded with all the original
details and investigated.

BIES LN SNTEEERELRLZORNOH LWV REBBIZHONTY, HERGEEEITED
(CHTEE Y R de K OV AR E KGRI RF B IR L, FTEE Y RIS R WV IREINTZHEREBE Y IT/TE L
RN B0,

COHMOTEODOFIEEZHRE LR ITILITR LR,

ETOLFV VLM ERAEREEZTE L2 TNIE R B2 0,

6.4.3

Any falsified medicinal products found in the supply chain should immediately be
physically segregated and stored in a dedicated area away from all other medicinal
products and be appropriately labelled. All relevant activities in relation to such products
should be documented and records retained.

VT IAF == TRWESHIZBIERIT, 2 6ICWEICREEE L. & ToMoEER )
OEENZ KIS RE L, WUICHRR LT idie b,
COEIBRELICET 22 TOREIICE M LKL RFLRTNETRE R0,

6.4.4

Upon confirmation as a falsified medicinal product, a formal decision should be taken on
removal of such product from the market, ensuring that it does not re-enter the supply
chain, including retention of any samples necessary for public health, regulatory, or legal
needs and arrangements for its disposal.

All related decisions should be appropriately documented.

EEROERE LZ LT, 2ok RflGofgrsofEirERlckesh, Y7740 F
T VICHERALLWI L 2EER L, AROEE, B3 BENICLERBLOREED S
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BB o TNV ERFFLRT IR B 20,
ATORET 2R EITEYICSCEN L 2T L7 6 220,

6.5 MEDICINAL PRODUCT RECALLS &I & D EIX

6.5.1

There should be documentation and procedures in place to ensure traceability of products
received and distributed, to facilitate product recall.

[ 2 2R T D DI EB L OREENDRMDO =Y BV T 4 ZRFET D720 D
WELFIEEZEMR L 2T o0,

6.5.2

In the event of a product recall, all customers to whom the product has been distributed
shall be informed with the appropriate degree of urgency and clear actionable instructions.

WP OB, MENEEINTZE2TCTOBBICHEY 2BAEICL Y, WAkt & &
HIATHEHAE L2 T iE e 6720,

6.5.3

The national regulatory authority should be informed of all product recalls.
If the product is exported, the overseas counterparts and/or regulatory authorities must be
informed of the recall as required by national legislation.

E OHH Y ITiE, 2 TOREUZ#ELE L2 TR o7,
B S5 A TSN TS0 B Y R E o R 0 BRI AW AN A A L 2R T
X7 5720,

6.5.4

The effectiveness of the arrangements for product recall should be evaluated regularly (at
least annually).

[T 56972 B D IR O FHIH O F M 2 E WA IZEHE L2 T iZe bavy, (D L b4 1
[

6.5.5

| Recall operations should be capable of being initiated promptly and at any time.

FEINAEZRIEL, WO THTHLNTHBTE D Z L,

6.5.6

The distributor must follow the instructions of a recall message, which should be approved,
if required, by the competent authorities.

Bl EH IFER S NTHE TEEY JFICEAR SN EIER O R RICED R S TR B0,
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6.5.7

Any recall operation should be recorded at the time it is carried out.
Records should be made readily available to the competent authorities.

ETOBRINAER T HEN SN2 R R TRk SR T IER 570,
RLERIZETEE Y RN A LI AF AR TR T IT R b0,

6.5.8

The distribution records should be readily accessible to the person(s) responsible for the
recall, and should contain sufficient information on distributors and directly supplied
customers (with addresses, phone and/or fax numbers inside and outside working hours,
batch numbers as required by national legislation and quantities delivered), including
those for exported products and medicinal product samples (if permitted by national
legislation).

Fli&FdkiE, EIROBEENESICAATE LI L TR &, Wl Lo iR AR
TbEd (HORBOFTHE) . BE¥(ERL I OERGI OBKIZET 280 2 FH ((ERT.
MERH P B L ORHADOEF L L O T 7 v 7 2F 5, EORH TERINDHEIT Ny FTE
BB LE) AR LTI R sy,

6.5.9

The progress of the recall process should be recorded for a final report including
reconciliation of the recalled product.

B 7 2 AOESRBIE, BRSO —HERE2E 0, IEREEL LR LT nE
AR AN
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7. OUTSOURCED ACTIVITIES
7. SMER T REE S

7.1 PRINCIPLE JEHI

Any activity covered by the GDP Guide that is outsourced should be correctly defined,
agreed and controlled in order to avoid misunderstandings which could affect the integrity
of the product. There must be a written Contract between the Contract Giver and the
Contract Acceptor which clearly establishes the duties of each party.

GDP WA RICEFEFNILETCOEL THHBERLEINDI L DI EMICHTE S, 8oz
L MIET A REM DO H AR A RET AR ESNEF LR T IER B R0,
BitE EZEBFEORICIE., NTOEBEZWAKEICED =R EN T IE R B0,

7.2 CONTRACT GIVER ZEjt#&

7.2.1

| The Contract Giver is responsible for the activities contracted out.

ZREHE TSN EFE L I B ICHE R,

7.2.2

The Contract Giver is responsible for assessing the competence of the Contract Acceptor to
successfully carry out the work required and for ensuring by means of the contract and
through audits that the principles and guidelines of GDP are followed.

An audit of the Contract Acceptor should be performed before commencement of, and
whenever there has been a change to, the outsourced activities. The requirement for audit
and frequency should be defined based on risk depending on the nature of the outsourced
activities.

Audits should be permitted at any time.

FRtH I, AP ERINTAFEZLBDICEIT TR ZFO L ZFML, BB IW
EEARIC L > T, GDPOJFAIE HA XL RS> TND 2 EERIET DEEND D,
SZREHEOBERIL, MBEFEEBOHBBLOEREOH -2 TOLAICHTE > TEI LA
TR bRW,

BE A DOZRIB L OBHE X, AMIEFEBOMEIKGFET ) 27125 2 L,

EERIT W72 DS FhE L2 T uid e H 720,

7.2.3

The Contract Giver should provide the Contract Acceptor with all the information
necessary to carry out the contracted operations in accordance with the specific product
requirements and any other relevant requirements.

ZREE L, ZREE I BEORG OERFHL LV, £ OO EESRFEIHIZHE > T, 249
LIEEGZELL ERMTH2DICHERETORFBRELEE L RTNITRE 20N,
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7.3 CONTRACT ACCEPTOR =3it#&

7.3.1

The Contract Acceptor is responsible for the activities covered by GDP and delegated by the
Contract Giver.

ZREE L. BEE DN DOEEI N GDP 2 B0 EFBIC OV TEMEZFF D,

7.3.2

The Contract Acceptor should have adequate premises and equipment, procedures,
knowledge and experience, and competent personnel to carry out the work ordered by the
Contract Giver.

ZREEIR, BREEDNOXFEL L EB 2 RITTE L 010, WU kluikdk K OBM. FIE,
B LU, BLXOARREEZAL TV ARTH i?‘i%iﬁb\

7.3.3

The Contract Acceptor should not pass to a third party any of the work entrusted to him
under the contract without the Contract Giver’s prior evaluation and approval of the
arrangements and an audit of the third party by the Contract Giver or the Contract
Acceptor. Arrangements made between the Contract Acceptor and any third party should
ensure that the wholesale distribution information is made available in the same way as
between the original Contract Giver and Contract Acceptor.

ZREE T, BRC Lo TIES R R 5 EF S BFEE O R B & O E D KRR B
OZFFEFLRXERICLDBE =FAEERLIC, F=FIBE LRV &,

ZHBELHE _FOMTRDLENTEWHEICE > T, HEICEAT LHE®S. YW DOEEE Lt
FOMEFMUEIICHMT L2 L%, RIELRITHITR LR,

7.3.4

The Contract Acceptor should refrain from any activity which may adversely affect the
quality of the product(s) handled for the Contract Giver.

ZEHEIL., BIEEOEDICERO N AL ONEICERZEZ KITTENDOH D\ 51T
FLELEZD L,

7.3.5

The Contract Acceptor must forward any information that can influence the quality of the
product(s) to the Contract Giver in accordance with the requirement of the contract.

ZREH T AICE B L LIT T A REEO S A ERIL. BRIOERITEWEFEFITHEE LT
X7 5720,
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8. SELF-INSPECTIONS HORK

8.1 PRINCIPLE J§HI

Self-inspections should be conducted in order to monitor implementation and compliance
with GDP principles and to propose necessary corrective measures.

HC AL, GDP OJFAIDFELT L WPk AT =X — L, WERREFEARET LD
EhE L2 5 e,

8.2 SELF-INSPECTIONS HCDAK

8.2.1

A self-inspection programme should be implemented covering all aspects of GDP and
compliance with the regulations, guidelines and procedures within a defined time frame.
Self-inspections may be divided into several individual self-inspections of limited scope.

H O AMEE X GDP 02 ToOHEB L OHH ., A4 K74 FIRE~OBESZHMEEL. kD
DI RFRIENICESE L7 1 Ui 72 5 720,

H 2SI ME Mo T, TRENRESNZHWECTCACART I LTIV EBEIND
BHabb b,

8.2.2

Self-inspections should be conducted in an impartial and detailed way by designated
competent company personnel.

Audits by independent external experts may also be useful but may not be used as a
substitute for self-inspection.

HeSABRIZESHEL A SN B ARAEEIC L > T, AETHMARFTETER LR TIEA
SRAAAN
INL U720 BEMFIC L A2EBIIANI THIN. BEABmONRbY L3252 LixTERn,

8.2.3

All self-inspections should be recorded. Reports should contain all the observations made
during the inspection. A copy of the report should be provided to the management and
other relevant persons. In the event that irregularities and/or deficiencies are observed,
their cause should be determined and the corrective and preventive actions (CAPA) should
be documented and followed up.

ATOHDAEBRIT, kLT b2,

WEZEX, AZTOTRTCOBERERELZELZ L,

WMEEO I —ZREFL L OMOBEBREFICERB LR TiERs 0,
RERLKRMPNBEINTHE, TORKREZRE L, BETHAE (CAPA) #3E/LL, 7
Fa—7 v LRITFIIERE RN,
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9. TRANSPORTATION i
9.1 PRINCIPLE J§HI

9.1.1

It 1s the responsibility of the supplying wholesale distributor to protect medicinal products
against breakage, adulteration, theft and to ensure that temperature conditions are
maintained within acceptable limits during transport.

EF 2. L. BEHENOSTY  EPICERESLSE 2R EFENICHEE T 2 0 3dts4
HEERTFEEE DE fffﬁ)}:)

9.1.2

Regardless of the mode of transport, it should be possible to demonstrate that the
medicines have not been exposed to conditions that may compromise their quality and
integrity.

A risk-based approach should be utilised when planning transportation.

a6 9, EERLOMESCTEREZBR ) TEEOH ZEREICBR I WD & %2 &
T ENARETRIT IR B R0,
BIEDOFEEEIZIE, VAIR—ZART7 7o —F 2 LA TdniERe bR,

9.2 TRANSPORTATION #i%%

90.2.1

The required storage conditions for medicinal products should be maintained during
transportation within the defined limits as described on the outer packaging and/or
relevant packaging information.

EE T ICE R SN D RESMEIE, kI o CRER T2 BEO RIS S R
FEPNICHEER L2 b T2 & 7eu,

0.2.2

If a deviation such as temperature excursion or product damage has occurred during
transportation, this should be reported to the distributor and recipient of the affected
medicinal products. A procedure should also be in place for investigating and handling
temperature excursions.

B ORG-SR O E N R ICRE LGS, EEEL X OZOERKE O M= A HE
%L&ihi@%ﬁwo
BEOCHBAZFAE LIV TS ZOOFIRELHZ D Z &,

9.2.3

It is the responsibility of the wholesale distributor to ensure that vehicles and equipment
used to distribute, store or handle medicinal products are suitable for their use and
appropriately equipped to prevent exposure of the products to conditions that could affect
their quality and packaging integrity.
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FLRE, AP E 73BN S M RB IR, H@RICHEL TR, T bomELmiE
DM E 2 LT AREEDOH DR FICHESNRNE D BRI ZH A TV D Z L 2 RGET

HZEE, HERGEEEDEMLTH D,

0.24

There should be written procedures in place for the operation and maintenance of all
vehicles and equipment involved in the distribution process, including cleaning and safety
precautions.

Wi eEEFHAL D, 7 vt 2V B 52T ORI O #IER L OHER:

WZOWTOFIRELZMWZRITNIE RS 20,

9.2.5

Risk assessment of delivery routes should be used to determine where temperature
controls are required. Equipment used for temperature monitoring during transport within
vehicles and/or containers, should be maintained and calibrated at regular intervals.

FCTIREERENERINDINDEZRETDHICIE., ERKOU A7 TEAA L &2 FEH L7
TR bR,
GREHICHECa TR T, BEEZT =X - HMEE ., EHANICETFIAKELRITHR

X725 720,

0.2.6

Dedicated vehicles and equipment should be used, where possible, when handling

should be in place to ensure that the quality and integrity of the medicinal product will not
be compromised.

medicinal products. Where non-dedicated vehicles and equipment are used procedures

ERmzROHE. WETHONIEIHAENBS L ORMEZHEMNT 2 2 &,
HHTAVEEESELRMEAI Mo HE . ERGOMESLEREN R bR X S5 ICF

HEEZHx 52 &,

9.2.7

Deliveries should be made to the address stated on the delivery note and into the care or
the premises of the consignee.
Medicinal products should not be left on alternative premises.

EOWRICFEEH SN ER, MR ADORKICOEREZHL > TRE L2 T2 57220,
EHELIIRDY OERICHKE LW &,

9.2.8

written procedures should be available.

For emergency deliveries outside normal business hours, persons should be designated and

WE OEBRBNOBRZOREDEICEE R4 L, FIREEZHADZ &,
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0.2.9

Where transportation is performed by a third party, the contract in place should encompass
the requirements of Chapter 7.

Transportation providers should be made aware by the wholesale distributor of the
relevant transport conditions applicable to the consignment.

Where the transportation route includes unloading and reloading or transit storage at a
transportation hub, particular attention should be paid to temperature monitoring,
cleanliness and the security of any intermediate storage facilities.

BENE =FIC LV ERmINDIGE, B i?a@%*%lﬁ%a@ &

s FEEORME T, HEREEEND, Bl SN 2@ESLMEEZ MDD SN TR
TR B,

AR IEIC IV T, il L. R A 2 if_iﬁﬂUL%,ﬁf®—ﬁfff%£%aUﬁm\ EAEES
B OWREOE=42Y) 7 HEHEBIOLEMEICITFICEELZL D

0.2.10

Provision should be made to minimise the duration of temporary storage while awaiting
the next stage of the transportation route.

s/l — FORDOBEPEDFF> TV D —RREOKMEZ KD ETHLAREZHRLD 2 L
9.3 CONTAINERS, PACKAGING AND LABELLING =77, BEERBITI~NL

9.3.1

Medicinal products should be transported in containers that have no adverse effect on the
quality of the products, and that offer adequate protection from external influences,
including contamination.

EIELIRLOMEICEREELRIFSRAVE SR a T THEL, FREEDEARER
DRENLHEUNRE LR TIE R B RN,

9.3.2

Selection of a container and packaging should be based on the storage and transportation
requirements of the medicinal products; the space required for the amount of medicines;
the anticipated external temperature extremes; the estimated maximum time for
transportation including transit storage at customs; the qualification status of the
packaging and the validation status of the shipping containers.

ar T EEEORERRNT, EEGHORE LEOERFHICHK S
e EHELOEICERINDAN—R

o THEINDHEIRE DR

o THEN DB O —FERE & E 8 7 ik H M

o ALHRIRAE O 3 KK

e LT FONYTFT— g REE
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033

Containers should bear labels providing sufficient information on handling and storage
requirements and precautions to ensure that the products are properly handled and
secured at all times. The containers should enable identification of the contents of the
containers and the source.

VT FIIE, BBV EREOERFEEB LR N FICEDICEDODNEETH D Z L 2R
RAET Dty eiEE éﬂﬁﬁﬁ%ﬁﬁLi;wvv%%ﬁLﬁrmmi&%ﬁb\
aVT T NEEHFTAEA T2 L2 LT bz,

9.4 PRODUCTS REQUIRING CONTROLLED CONDITIONS #®H&LENEREIN SR

9.4.1

In relation to deliveries containing medicinal products requiring special conditions such as

secure supply chain for these products in accordance with requirements laid down in
national legislation. There should be additional control systems in place for delivery of
these products. There should be a protocol to address the occurrence of any theft.

narcotics or psychotropic substances, the wholesale distributor should maintain a safe and

JRECTFEMIED L 90 RFFR R RN BER SN D EIEMLOFIEICE L ClT B RTEES I
EOEEICEHEIHINZERFEINE > TEENOWERY T T4 F o — U B LT R
SRAAAN

INHOREOEEIZIEK, BMOVATAEHZDLZ L,

WHED IR/ T2 a ha— Va2 b2 &,

0.4.2

Medicinal products comprising highly active and radioactive materials should be
transported in safe, dedicated and secure containers and vehicles. The relevant safety
measures should be in accordance with international agreements and national legislation.

EIEMER K OB E 2 B0 EEMLIT, ZECTHEHOMERa T F L HmIC K > Tk

L7 auiE 7 5720,
BhET 222X RiE, EENRAEEBLOSEOEEICHEES LR TR L 20,

043

Medicinal products comprising highly active and radioactive materials should be
transported in safe, dedicated and secure containers and vehicles.

The relevant safety measures should be in accordance with international agreements and
national legislation.

FEFITIEVECHMERBHC K VR SN D EHEMIT, Z2 T, EH T, Z2R /i L Hiljiz
iof%%bﬁihfﬁ%ﬁw
B L 7-ZaxtRiE, EEAE EEOEEICESHRTIIER S R,

9.4.4

| If temperature-controlled vehicles are used, the temperature monitoring equipment used
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during transport should be maintained and calibrated at regular intervals.
Temperature mapping under representative conditions should be carried out and should
take into account seasonal variations, if applicable.

T A Bl &2 R 9 5 72 S IX B O] b 2 IR E B AR AR M ITHERF L 22 T iE e 5 3
EMHICHRE L T iE 26720,

VEREGES, REBEOREHTORE~ yE U 72T L0, FEHALHE2EE L
RIS AR,

9.4.5

If requested, customers should be provided with information to demonstrate that products
have complied with the temperature storage conditions.

wRkEnHe, BEERLPRERERMFICES L TWeZ &2 EiEd o2 RE R L2
FHIEXR B0,

9.4.6

If cool packs are used in insulated boxes, they need to be located such that the product does
not come in direct contact with the cool pack. Staff must be trained on the procedures for
assembly of the insulated boxes (seasonal configurations) and on the reuse of cool packs.

WA > 7 227 — Xy 7 2T 2856, MaPNESE7 — Ny 7 R L n Lo R
ETOHOULEND D,

Y FIIWEAR v 7 A0S (FHEIC K2R &, 72— "y 7 OFMEHFIRO L —=
V72T THUER BN,

0.4.7

There should be a system in place to control the reuse of cool packs to ensure that
incompletely cooled packs are not used in error. There should be adequate physical
segregation between frozen and chilled ice packs.

J—NXy P OFEHEERT L UAT LAERIT, o CTAREUICHEI SN Ny 7 A X
NEWNWZ EERIEL R ITHIER S 7220,
WHAEBBHT A Ay 7 2 @UIcyEmIC ST 52 L,

9.4.8

The process for delivery of sensitive products and control of seasonal temperature
variations should be described in a written procedure.

v T 4 TREGEORET v ZARLWEDOFHELD 2 b —id FIEFICEHE LA
TR S0,
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ANNEX 1  Glossary of Terms JH 38

Competent Authority:Organisation that has the legally delegated or invested authority,
capacity or power over wholesaling of medicinal products in the jurisdiction in which it is
located.

Competent Authority / FTi#E 4 J5
FIT7E O 48 HE Hi sk o £ 3 5 O HIZ 2 W THEBR & 7213 RE 1 2 1B K58 £ 72 13Ty S 7o /L

Contract Acceptor: The company who is contracted to conduct an activity covered by GDP by
the contract giver.

Contract Acceptor,” 3% it &
ZEND GDP WA E 2 (B2 FEiiT 52 L2 BH LS4t

Contract Giver :The company who is contracting out any activity covered by GDP to another
legal entity.

Contract Giver, Zit#H
GDP O H & 72 2 35 2 th O 6 E 72 AR I ANV R RN T 5 &4k

Due diligence: This is a term used for a number of concepts, involving either an investigation
of a business or persons prior to signing a contract, or an act with a certain standard of care.

Due diligence,/ 7 = —7 U ¥z » R
TNEBHOBLHICENISDEV R AERIEE FORAE, L3I FEOEMEFFEOITLED LD
RBEEOMEICH SN HETH D,

| Export :Allow goods to leave the customs territory of the country or economic area.

Export /% H
Fsh & B E 2 IEREE OB G XKt Ens 2 L,

Falsified (counterfeit) medicinal product:

Within the EEA:

“Any medicinal product with a false representation of:

a) its identity, including its packaging and labelling, its name or its

composition as regards any of the ingredients including excipients and the strength of those
ingredients;

b) its source, including its manufacturer, its country of manufacturing, its country of origin
or its marketing authorization holder; or

c) its history, including the records and documents relating to the

distribution channels used.”

Source: 2013/C 343/01

Outside the EEA:

Any medicinal product “which is deliberately and fraudulently mislabelled with respect to
identity and/or source. Counterfeiting can apply to both branded and generic products and
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counterfeit products may include products with the correct ingredients or with the wrong
ingredients, without active ingredients, with insufficient (inadequate quantities of) active
ingredient(s) or with fake packaging.”

Source: WHO Technical Report Series, No. 957, 2010

Falsified (counterfeit) medicinal product, /%4 ({4i&) [E 3K 5

EEA W :

LIT DR DR a2 R 2 TOREIEN

a) @i | TV EERHEN. AR ETIXRNA & Ty OMRE X O E R
b) ORI, JREEE 2 IFHIERTARITRE ; 72X

c) TOREEE, MW oh i@k ok L OGHE

Higt . 2013/C343/01
EEA 4} :

Mg E B L ORNEIZHENCHEIICOWTRoTZR R Z Lo, BiEIReRERELNIC S %R IE KN
WHAEERH D . BENICIZEROK DO LD LR TR TD LD, ARG OEENT
WZRWHEDOLEENPATREL TS0 (REEZREEOLOL) BOEAELHDH] RTOE
3
Hi# . WHO Technical Report Series, No. 957, 2010

Free zones and free Warehouses: Free zones and free warehouses are parts of the customs
territory of the country or economic area or premises situated in that territory and separated
from the rest of it in accordance with national customs regulations.

Free zones and free Warehouses,” H & 5 il L O H X A JE
HHEE SIS L OE B XA RIIEE TR FE OB X E 72Xz oikicd 5z ¢, &
E O BEBEICHE > T O KI5 08 L TW5b,

Good Distribution Practice (GDP): GDP is that part of quality assurance which ensures that
the quality of medicinal products is maintained throughout all stages of the supply chain
from the site of manufacturer to the pharmacy or person authorised or entitled to supply
medicinal products to the public.

Good Distribution Practice (GDP) FEiid #i#i (GDP)

GDP ITMBERIEO—RTH Y | EELOMENIEEE N GE B E I ITEEK L Z AL IR
LHZLEERBRINDIVEREF S TV LHEAICELETOVTTA4F = — 2 DETOERETHE
FF4 52 &Ea2RAET 5,

| Holding : Storing medicinal products.

Holding /& ¥#
EIHMLAITRT 52 &,

| Import : Allow goods to enter the customs territory of the country or economic area.

Import /g A
EE 2 IR EE O BEBLER I E AND Z L EFFRIT5H2 &,
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Manufacturing Licence : A written authorisation from the national regulatory authority to
manufacture (& distribute) those medicinal products covered under the licence.

Manufacturing Licence / fili 7#& 72
EOHH Y [T LD MRE 2 HEERLOME (BLXOWH) OXEIC L DK

Procuring : Obtaining, acquiring, purchasing or buying medicinal products from
manufacturers, importers or other wholesale distributors.

Procuring /7 £
MEER, MAEE EIIMOEFBIRTEE L OEERGLOIG, #E

il

Public Service Obligations : The authorisation/licence holder shall, in respect of a medicinal
product that has actually been placed on the market in its jurisdiction and within the limits
of his or her responsibility, ensure appropriate and continued supplies of that product so that
the needs of patients in its jurisdiction in respect of such medicinal product are covered.

Public Service Obligations /A3 ¥ — B 2 &% #

FEIEEE IR Bl STV D EH S OGRS FF AR R 13 O B AT 0 & P PN C 3 B Ak ﬁ
PR 2 Z OERLPEH S 2 FEXIBNICEFOMLERICKHETE 2 X 2Rk 2
ERIEL 72T HIER S 20

Qualification : Action of proving that any equipment works correctly and actually leads to the
expected results.The word validation is sometimes widened to incorporate the concept of
qualification.

Qualification i #% M FF Al
HLOIEBEBNEFITEEL, HIFSNOI/-RZERCLLLOT L E2ENT 178, N T—v
W) ARG AIC LV EEMRM oM RS B L TIERLTHER SN D

Quality Risk Management : A systematic process for the assessment, control, communication
and review of risks to the quality of the drug (medicinal) product across the product life cycle.

Quality Risk Management, /it E U XA/ v~ T A b
WHTA TV A I NV BECIDED, BEEHOBEIIHDPDDL I AZIZONTOTEAAL M, 2
Yha—), ala=fr—Tar, LEanbLRDIRMIE-TTrER

Quality System : The sum of all aspects of a system that implements quality policy and
ensures that quality objectives are met. (International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use, Q9).

Quality System /HE > AT A
B FEEFEITL, MEBEANOBEAEERIET D VAT LI »b D H 5 D5 MHHEORF,
(ICH : H >k EU EZE & HLHIFR = RS, Q9)

| Supplying : All activities of providing, selling, donating medicinal products to wholesalers,
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pharmacists, or persons authorised or entitled to supply medicinal products to the public.

Supplying fL#5
H ERBFFEZITARICERLZME T I2EARINTFRITEEEZRE 72 AAICK L TERL O
feflt, IR7E, HHOETOITS

Suspected falsified (counterfeit) medicinal product : Any medicinal product suspected to have

a false representation of:

a) its identity, including its packaging and labelling, its name or it composition as regards any
of the ingredients including excipients and the strength of those ingredients;

b) its source, including its manufacturer, its country of manufacturing, its country of origin or
its marketing authorisation holder; or

c¢) its history, including the records and documents relating to the distribution channels used.

Suspected falsified (counterfeit) medicinal product, /&% ({4i&) DOEEVWDH 5 R4
BEOREMER L TWVD I LMD DR,

a) @i TN EELHEN. AT IFRNE EE RS OMEE LS E R ;

b) Foin., JFEEF 2 ITRERGARIRE 7003

c) ZFOEE, B boiniciftiBmg okl L OScHE

Temperature :

Deep freeze : Below -15 °C

In a refrigerator : +2 to +8 °C

Cold or Cool: +8 to + 15 °C

Room Temperature: +15 to + 25 °C

Ambient: The required storage temperature of non refrigerated medicinal product; usually
stated on the product as ‘store

below 25 °C’ or ‘store below 30 °C’.

Temperature / J& &

F4—F 7V =X : —15CUTF

Bk . 215 +8C

mik . +8MmH+15°C

HiE o +F15 015 +25C

SRR - FEMEIERS CERINDIRE ; @HRMSIE [25CLLT TR, £721% 130°CU
TCRF EERiLEhd,

Transport : Moving medicinal products between two locations without storing them for
unjustified periods of time.

Transport, i 1%
TN EARAY LI A CELD LR, 200G FOMICERK L ZE#HNT Z &,

Validation : Action of proving that any procedure, process, equipment, material, activity or
system actually leads to the expected results (see also Qualification).

Validation,/ NV 5 —3 3 >
bHFIE, FYavx, EE, FEME, EEEIIV AT ANERBICHRINEEREZ LT
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Wholesale distribution : Wholesale distribution of medicinal products is all activities
consisting of procuring, holding, supplying, importing or exporting medicinal products, apart

from supplying medicinal products to the public.

Wholesale distribution ~ #15¢
EIR G OEFITEER S OFE, R, 5. WAZTZITWmEE Vo2 TOEBTH DN, EHK

b DI~ DG IEER <,

| Wholesale distributor: Operator who conducts wholesale distribution activities.

Wholesale distributor,” H15¢ i 72 2 &
B 2 Fhn 3 5 EE H Y &
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