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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.
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.

ul

Z L enpi g AN £ i idag ¢ | The wholesale distribution of medicinal

£ B s ds o L4 chi#F niF 4 e % p | products is an important activity in

Figer ¢ 5% 5 4 'ﬁ o kR mtegrz%ted_supply_ chain management.

S R LR U e Today’s d_ISt_rIbu'[IO_I’l network for medicinal

Hocgn s YTTir G . AEEEA A A b products is increasingly complex and

~ (v ¥ TARE iz~ By, S E

X o = 1 involves many players. These guidelines lay

Tedd? o BT AT R REH D | 0w appropriate tools to assist wholesale

Fho s MEE ST | 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.

I oL gk 4 4p e B B B Wholesale distribution of medicinal

R ﬁ;—] ~ gxﬁ;ol Sl SELS IS S produc_ts is all a_ctivities co_nsist_ing of_

e ¢ 5B RS oo pkgiass | Procuring, holqllr_lg, supplying, importing or

L g A e Ot 9 he publc

i#b }f? @ﬁ ? 2o ET BRI Such activities are carried out with

Foadp s Bk QT e ik & PICIS | manufacturers or their depositories,

§ R pMORITo &~ ¥ A7) | importers, other wholesale distributors or

» GMP =l ph - 2 7 5§ & 32 & | with pharmacists and persons authorized or

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

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

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.
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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).

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.
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% 1% &5 ¢ 12 (Chapter 1 Quality Management)

1.1 & B (Principle)

PRI R FEHER Wholesale distributors should maintain a
AR OB S RARE bk E T2 R A quality system setting out _
Bk B o responsibilities, processes and risk

management principles in relation to
their activities.

B EE AR R R All distribution activities should be
B ¥ v iE kBN % B o i@ 4);n | clearly defined in procedures and
Tt MARHE S B E X R systematically reviewed. All critical
SRR B T R - steps of distribution processes and

significant changes should be justified
and where relevant validated.

R U L HehfiEo g & The quality system is the responsibility
#2585 4 % #4448 o 2z f 1 | of the organisation’s management and

0 ) requires their leadership and active
participation and should be supported by
staff commitment.

1.2 5% & % (Quality System)

1.2.1 Wﬁ;ﬁ KA E G CARS The system for managing quality should
AR TIRE R ,—gfn » 11 FE % | encompass the organisational structure,
B3N EREER AR s prolcl:edures_, processes and resources, as
o o RO L Xodd Aok well as activities necessary to ensure

, Frapp  fhp ik confidence that the product delivered
e maintains its quality and integrity and
remains within the legal supply chain
during storage and/or transportation.

1.2.2 S SLE L A 2 i Rl H | The quality system should be fully

4 et A B gpfgr KR ) s e docu_men(tjed a:rd itsl_effectivenessI ]

#4 T RS R 2okr i 2 | Monitored. All quality system relate
r a activities should be defined and

documented. A quality manual or

equivalent documentation approach

should be established

_i.}ll L}:‘Fuj*) Ii o

1.2.3 A 4p '”if BE AR Y F IR Designated responsible person(s) should
tpik o BB %g& B R ER be appointed by the manggement, who
U e 5 Bk SR (7 R g o should have clearly specified authority

and responsibility for ensuring that a
quality system is implemented and
maintained.

124 YR ey K R ns-wfgr % | The management of the distributor
4wk
i

B (T 2 A g Z g K 4geniE should ensure that all parts of the quality
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system are adequately resourced with
competent personnel, and suitable and
sufficient premises, equipment and
facilities.

1.25 R AR R U zf&“ » &% & 38 | The size, structure and complexity of
B A s R AT o distributor’s activities should be taken
into consideration when developing or
modifying the quality system.
1.2.6 Ml & %L E 4 ks 2 ke | Achange control system should be in
PR ERRM 2 iR pIaC(_a. This system should ir_lco_rporate
b B F pRETR B L K quality rlsl_< management pr_mmples, and
be proportionate and effective.
1.2.7 Sk SURAE The quality system should ensure that:
)% g p s B~ B éi%J »~ | 1)medicinal products are procured, held,
& @?J NS & AR DR supplied, imported or exported in a way
that is compliant with the requirements
of GDP;
i) LB g Fenp 2 I)management responsibilities are
clearly specified,;
TN R0 e )= o NI BT li)products are delivered to the right
R recipients within a satisfactory time
period;
IV)» 3 7 B8 e PFRE (7 3edk S iv)records are made contemporaneously;
V)l 2 &3 0 kit g v)deviations from established procedures
are documented and investigated;
vi) RBRSE R G IR R 0 3B~ | iv)appropriate corrective and preventive
W g R # %5 (CAPA) » 4 actions (commonly !<n_own as CAPA) are
R R taken to correct deviations and prevent
them in line with the principles of
quality risk management.
1.3 & * i ¥ ¢ 12 (Management of Outsourced Activities)

SR AR E PR E S
TR o B B A2
AT ENFEHEF L AR
FrEFLGEERE S Z

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:

BRI L o
u4\+wﬁﬁf%§ﬁﬁ$£ﬁ

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

i)defining the responsibilities and
communication processes for the
quality-related activities of the parties
involved,;

IDESESEEE B gt
oo TEE| R H(TE PR 2

Joy ©
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11i) monitoring and review of the
performance of the Contract Acceptor,
and the identification and
implementation of any required
Improvements on a regular basis.

1.4 ¥ g /%; w3t %2 &7 (Management Review and Monitoring)

1.4.1 LN R AR A R | The management should have a formal
ngrﬂ o B R E 42 process for reviewing the quality system
on a periodic basis. The review should
include:
)i = S P T E I)measurement of the achievement of
quality system objectives;
i) =iG v * i\ PRl P U i I)assessment of performance indicators
24 st qﬁ 5 yov 25~ w | that can be used to monitor the_
o ~ 19w % SN N R effelq'ilvenetss of prohcesses W|t|h!ntthe
ik apakd o £ oh 0 fe . quality system, such as complaints,
(Tf,:;f\)i /;Ej!l i\,u’si;,l; 2:’); recalls, returns, deviations, CAPA,
e E’* - N j " N .. | changes to processes; feedback on
&l 2 Ayt 5 PR 0 A0 d B | gutsourced activities; self-assessment
BH DA EREEE 2 L 79 | processes including risk assessments and
Fots oo audits; and external assessments such as
inspections, findings and customer
audits;
Hi)AT2 R~dp sl 2 ¢ L& F ¢ | lil)emerging regulations, guidance and
Bk Seen g TRAL quality issues that can impact the quality
management system;
) FCR U OIS - S Iv)innovations that might enhance the
quality system;
VF ERBEE PP o v)changes in business environment and
objectives.
14.2 The outcome of each management

review of the quality system should be
documented in a timely manner and
effectively communicated internally.
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15 &%k & ¢ 2 (Quality Risk Management)
151 SRR IRET TR E Quality risk management is a systematic

FIoAE 2 FAFESTR G2
SR B r S R TR B
Zow A o

process for the assessment, control,
communication and review of risks to
the quality of medicinal products. It can
be applied both proactively and
retrospectively.

152 gp;‘rﬁ; "op LRSS R R Quiality risk management should ensure
s A g J‘r”"’—k SRARE L R BB Fhat the evalua_\tior_l pf the risk to quality
‘j & 51 2 ,/ﬁé LA e ptymgcndy | IS basgad on sc_lentlflc knowledge,
F ANz e g g | SXPerience with the process and
" ultimately links to the protection of the
B L o patient. The level of effort, formality and
e R YR AR R B 2 0| documentation of the process should be
¥ %% ICH(International commensurate with the level of risk.
Conference on Harmonisation)Q9 45 | Examples of the processes and
3l o applications of quality risk management
can be found in guideline Q9 of the
International Conference on
Harmonisation (ICH).
% 2% * % (Chapter 2 Personnel)
2.1 & Bl (Principle)
Zgcn FE@ 4 rig A B o 5 > | The correct distribution of medicinal
POFEL T R AR T iz A products relies upon peop!e: For this
B R 21 ive1ivn reason:[th;are must b:atsuﬂ‘lmentt i
T o PR competent personnel to carry out all the
ﬁ T S5 B MR I IE ) ks for which the wholesale distributor
£ Is responsible. Individual responsibilities
should be clearly understood by the staff
and be recorded.
2.2 - 44 % (General)
2.2.1 Pl R g Mt e S E R I There should be an adequate number of
T EE R RS E AR competent personnel involved in all
TR BBALIFER R (F jrqj; stage_s_of the Wh(_)l(?sale distribution
5 %o activities of medicinal products. The
number of personnel required will
depend on the volume and scope of
activities.
2.2.2 P E L m:sy%k Bz ig?k The organisational structure of the
B FF RS G AR hd wholesale distributor should be set out In
PN %k.% PERER R an organisation chart. The role,

responsibilities, and interrelationships of




E

all personnel should be clearly indicated.

2.2.3 et A B ek d s ﬁ%\,—; % v 72 £ 4] | The role and responsibilities of

B2 EP izt %xgg,;hpa - | employees working in key positions
should be set out in written job
descriptions, along with any
arrangements for deputising.

2.3 B § 2 4n7% (Designation of responsibilities)

2.3.1 PHEHP LR UER A The wholesale distributor must designate
TEEBE AR AP A R RE personnel responsible for GDP
G i 4 B iesk o R BRI A ;:]ompllance. I_?(?[Ievant pirsonneljhould
1o ik e g 2 JRVE 2 ave appropriate competence an
LMFP‘ BRG B ARp AT experience as well as knowledge of and
R training in GDP.

2.3.2 PEEHE R Y EFERL Wholesale distributors should nominate
A B (4B &E 2~ wic) o | personnel for out of hours contact (e.g.
W R F AR T 4R emergencies and/or recall). Designated
WA GRS E responsmle person(s) may _delegate

et duties but not responsibilities.

2.3.3 Widp T2 fEF 4 R 23 % Barie | Written job descriptions for designated
PR 2 1B AR B R g responsible person(s) should define their
HopFEHTRES Hr LT aut_horlty to tgk_e_o_lemsmns with regard to
LR H BT 2 s i thelr_respon5|blllt|e§. The Who_lesale
DR ' distributor should give the designated
PR responsible person(s) the defined

authority, adequate resources and
responsibility needed to fulfil their
duties.

2.3.4 Wdp T2 fEF AR L #wﬁ; Designated responsible person(s) should
MR 13 TREFE ST RIR carry out their duties in suc_h a way as to
BEEas SREARG - ensure that the wholesale distributor can

demonstrate GDP compliance and that
public service obligations are met.

2.35 Wdp ¥2 fEF 4 B 0Bk £ 350 iz | The responsibilities of the designated
=R responsible person(s) include but are not

limited to:
DFE B B I k2 T M i) ensuring that a quality management

i

system is implemented and maintained,;

II)'E‘ A *“&ﬁik%ﬁ/éﬁva

?IE& KA

i) focusing on the management of
authorised activities and the accuracy
and quality of records;

1) ensuring that initial and continuous
training programmes are implemented




E

and maintained:;

V) #2533 2 2 T 7 05 fr
e¥

Iv) coordinating and promptly
performing any recall operations for
medicinal products;

V)FE - F L E

V) ensuring that relevant customer
complaints are dealt with effectively;

vi) ensuring that suppliers and customers
are approved;

VPR T R R A AR
2 gLty

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

Vil s R L R F > A g b
THFRMEEFANEP T BH
(Rl ﬁ”%ﬂ;}dﬂ—'%@;

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

IX) e 3 B 5T BAR I i gk B

IX) keeping appropriate records of any
delegated duties;

X)E’—i—’ﬁﬁf}ﬂ \#Eq"’ \\'}"l«]/(\]’%\_/ﬁ
e g Y

X) deciding on the final disposition of
returned, rejected, recalled or falsified
products;

Xi)Fr 88w Fie » V4 8 R

xi) approving any returns to saleable
stock;

Xil)Fe if 38 < B 2
shngde gl B B R

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

2.4 3" (Training)
2.4.1 FEPFEHEH T AR All personnel involved in wholesale

B AR R P e
FIEERRE TR E A g%

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

2.4.2 AR RERT AR Z DG Personnel should receive initial and
F o BE e A B M R 2 continuing training relevant to their role,
iy LR R | e witen taing
BT aEH K HE2 T
j jjiﬁ TR dE H A L2 g programme. Designated responsible
T person(s) should also maintain their
competence in GDP through regular
training.
2.4.3 phrh s R ¢ 35 A F-E s % | Inaddition, training should include the




e B2
Fo o~ B EE N R4 o supply chain.

2.4.4 FUBE I E T2 & 50 B f 7 | Personnel dealing with any products
4 ﬁ X H DR o mgA 5 | Which require more stringent handling

F PESTER S-ANE e cor)d_ltlons should receive specific
?r BT R A (¢ § training. Examples of such prod_ucts_
Fﬁﬂﬁi’rﬁ CiamaEA B E)2 # mcluo!e hazardous products_, radloac_:tlve
LA . f . materials, products presenting special
B RAR TA R risks of abuse (including narcotic and
psychotropic substances), and
temperature-sensitive products.

2.4.5 &3 97 TR e 2 P ens | Arecord of all training should be kept,

e R AP IERL R 2 L o and the effectiveness of training should
be periodically assessed and
documented.

2.5 &4 (Hygiene)

BT IR d] 2% @ = & £ | Appropriate procedures relating to

Bird dphl 2 425 - ¢ $22& - f&= | personnel hygiene, relevant to the

4 BIRE activities being carried out, should be
established and observed. Such
procedures should cover health, hygiene
and clothing.

% 3F (T Hr2 %k % (Chapter 3 Premises and Equipment)

3.1 & R (Principle)

PHEEFHFLHER i * &343 | Wholesale distributors must have

T EHA S fe i & 3 pg » 11 xx (% | suitable and adequate premises,

R E G N B LT installations and eqmpment,_ S0 as t_o

ot HEE « 3k & sk o | SNSUTE proper storage and distribution of

BB R B Ep medicinal products. In particular, the

e S g R premises should be clean, dry and
maintained within acceptable
temperature limits.

3.2 i E£ ¥+ (Premises)

3.2.1 FEF TR A DPE LR ER The premises should be designed or
TR ik T iE ,:E o (T ¥ 3w £ | adapted to ensure that the_reqyired
tE R T#Jﬁ Eq f + x_| storage conditions are maintained. They
B T MG A AL should be sunably secure, strl_JcturaIIy
o, ek f,., g T r,ﬁ% m sound and of sufficient capacity to allow
etk R % A safe storage and handling of the
L AL 2T T | medicinal products. Storage areas should
* be provided with adequate lighting and

ventilation to enable all operations to be
carried out accurately and safely.

10
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3.2.2 TEH T2 e ad PP FHF F Where premises are not directly operated
W RE K25 4224 9 034 | by the wholesale distributor, a written
]i 2o PR PR L A B 2 contract should l_:)e in place. The
Lo & fo contracted premises should be covered
‘ by a separate wholesale distribution
authorisation if required by national
legislation.
3.2.3 FEEREF TR R R T Bt Medicinal products should be stored in
Fraed A ﬁ 2 58T o i fm 4 1% | segregated areas which are cl_early
HRIE A2 S 5 4ot T oag v & s | Marked and have access restricted to
LTI IEMT R B RS author_lsed pers_onnel. Any system
Gh > R R - replacmg physical segregation, such as
electronic segregation based on a
computerised system, should provide
equivalent security and should be
validated.
3.2.4 EiFg- HAg gl d w4 Products pending a decision as to their
A A u/ﬁg 2 B Bldhosg i disposition or products that have been
B BEZ Tr %o BT AN SIS removed from saleable_ stock should be
bEakd 2 33 AT IR i segreggted either phys_lcally or through
RN T U e an equivalent electronic system. The
’ b ?f A f“’ﬁ“ requirement for physical segregation and
B2 B R E & o 2% @ | sorage in a dedicated area should be
P& W ES v IcE &K IET | assessed using a risk based approach. At
B ARERPN P OB least, falsified medicinal products,
BB AR E RIRAL o expired products, recalled products,
R 88 AT F A R rejected products and medicinal products
FERSE A RS T AL SR 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.
3.2.5 REFwAR ﬁ] LNPEIEAN L A= Special attention should be paid to the
EIRE 2 B RREG o LA S storage of produ_ct_s wi_th spe_zcific
(Ao fis 8 2 5o A B * )7 ran_dlll?_g as;pec!flledt in natlonacll_t_
(1 i egislation. Special storage conditions
;‘)ﬁoi FoRGE T B B2 FoReE (and special authorisations) may be
required for such products (e.g. narcotics
and psychotropic substances).
3.2.6 R U R S S Radioactive materials and other

B TR BG4RGB % Hak

hazardous products, as well as products

11
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X PME R DA N (argﬁ * & 48 ~ | presenting special safety risks of fire or

T kA 2 W RN R ERE ) 5 i | explosion (e.g. medicinal gases,

BHA- RS BHLENELR colrpdbl)Jstirl])IeslafLammabclje_quuids and

o v o8 g »ge | SOlids), should be stored in one or more

o m;j I“* i ) FRES R i dedicated areas subject to national

7 L legislation and appropriate safety and
security measures.

3.2.7 e "2 AR RREFELE S L Receiving and dispatch bays should
PR FZBE R T [ F | protect products from prevailing weather
Bk R REE PIRM e BT AR conditions. There should be adequate
SHIPSZ AR A f B ngaratlhon t:jetween the recellapt ang
S TR T ey TRy ispatch and storage areas. Procedures
LT P should be in place to maintain control of
TERFRA - inbound/outbound goods. Reception

areas where deliveries are examined
following receipt should be designated
and suitably equipped.

3.2.8 el b RS2 A B E D E ) Unauthorised access to all areas of the
T EFTena g R o A Homid authorised premise_s should be
FelTp i ,?:lz B4R kLA i prevent(?d. Preventlon_measu_res would
RPN I S R usually include a monitored intruder
R . alarm system and appropriate access _

v control. Visitors should be accompanied
by authorised personnel.

3.2.9 EEPFHTE B3R Premises and storage facilities should be
PR EG B R B KR clean and free from litter and dust.
Ho4nl R kb BOEFEIEAL Cleaning programmes, instructions and
&% E LR records should be in place. Cleaning

S should be conducted so as not to present
a source of contamination.

3210 | iTEH e EMRE BRKEEF Premises should be designed and
EARIVE VSN VR A TR RS S PN equipped so as to afford protection
=, P P gpp Rantd > ©oags | against the entry of insects, rodents or

£ % b other animals. A preventive pest control
i i =gl 7= )
programme should be in place.
Appropriate pest control records should
be maintained.

3211 | Fienik L3 ~ 9% 3 %2 48 % & | Rest, wash and refreshment rooms for
BTG R E hrRaE e 2 ok Ak | employees should be adequately
ER R RN P SN T separated from the storage areas. The
@ I . presence of food, drink, smoking

material or medicinal products for
personal use should be prohibited in the

12
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storage areas.

3.3.F & % ¥ ¢ 4] (Temperature and Environment Control)
3.3.1 f@ BAE R TR H R ARR AL Suitable equipment and procedures
B GRS o Z Y R AIkRE T should be in place to check the
3 & ds T g er(m& <R A& -k | environment where medicinal products
ME are stored. Environmental factors to be
' considered include temperature, light,
humidity and cleanliness of the
premises.
3.3.2 R RBEALA AL aiEE TN An initial temperature mapping exercise
dafé * w7479 G ARl 3= | should be carried out on the storage area
TER bef?jre use, under representative
m B omler @ mon e opl e e | conditions. Temperature monitoring
’f;ii ® 'EJT’Q 4 f@f PR ’ "Zf equipment should be located according
AE R PIRCE e EE to the results of the mapping exercise,
+Jf§«% E R B < B R RIY | ensuring that monitoring devices are
FREER R  £ <% | positioned in the areas that experience
FF% fi_ T E 5 ﬂtl A 'J~ the extremes of fluctuations. The
A F R ITES T BRRFFLZ mapping exercise should be repeated for
NI (hed R RS F ) 0 T B2 tl significant changes according to t_he
ST ISk 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.
3.4 3% % (Equipment)
34.1 R '5@5 BN KA All equipment impacting on storage and
M ik BB 4 H3pw_p chenfiagz; | distribution of medicinal products should
R A | ncard which s 5
D A S Ep
i;jj Trﬁg%ﬂ A BREIER S intended purpose. Planned maintenance
Lk should be in place for key equipment
vital to the functionality of the operation.
3.4.2 PR EH AR ESR TR Equipment used to control or to monitor
& %o kh % T i s | the environment where the medicinal
AR % enEERY R RLiR 7 b o | Products are stored should be calibrated
at defined intervals based on a risk and
reliability assessment.
3.4.3 XHRE BT ﬁ‘ﬁ;ié = e Calibration of equipment should be

BI'R R - KA B &y o

traceable to a national or international
measurement standard. Appropriate

13
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3R 3 Bl B AETE R R iE 2 alarm systems should be in place to

PR T EOdR > ¥ 2k Lf § # B4R s | provide alerts when there are excursions

SER STRIE = Vi 2 ! from predefined storage condltlpns.

¥ 3F i o Alarm levels should be appropriately set
and alarms should be regularly tested to
ensure adequate functionality.

3.4.4 T enaig s MEZ & 7% 7 {8 | Equipment repair, maintenance and
BT IERSFE 2 k% | calibration operations should be carried
w4 Bt A RE S out m_such a way th_at_the quality and
% A integrity c_)f 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.

3.4.5 BB TR 423 & chiig - S 2 42 | Adequate records of repair, maintenance
¥ ek ¥ R3S % o B4gx | and calibration activities for key
R AL - DN ,&.ﬂz Eap o T equipment should be made and the

o sl A results should be retained. Key
?%JJ «U‘/—»}%}E’.‘m_/ﬂ& .E—— . Id include f |
COER BB EE 3§ A equipment would include for example
sy re cold stores, monitored intruder alarm
xE 2 R '% P EERKA o | 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.

3.5 7 " it % % (Computerised Systems)

35.1 i T ARtk kim0 k Su B o i | Before a computerised system is brought
i F GwEsC R FEIL 0 2% & kuay & | Into use, it should be demonstrated,

Fi~ #4r f M i )3 8 chse | through appropriate validation or

P verification studies, that the system is
capable of achieving the desired results
accurately, consistently and
reproducibly.

3.5.2 B¥BE 5 d o mp (4 e | Awritten, detailed description of the
LB > P @frg\ 2o 2 system should be available (including
SR R e Kept up to date. The document
FEP RS LR (R pt up to date. The documen

SR should describe principles, objectives,
o @ * 2 B H B % 3L de e .
N security measures, system scope _and
) e main features, how the computerised
system is used and the way it interacts
with other systems.

14
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3.5.3 SR R4 @‘J V0] Data should only be entered into the
2z g@; computerised system or amended by
persons authorised to do so.
354 ﬁ;::}f;f@ I T S RPF - - | Data should be secured by physical or
B - d,f'ﬂ]:ﬁ ﬁq,.; B RETH 2 electronic means and protected against
BB TR ALT GB o acc(iqugntal_ or ur;authgr(ijsed o
T moaifications. Stored data should be
Yo fo T W 0 T Bedy s i B checked periodically for accessibility.
P"/z/{ TEAF AR RIS AL .
Data should be protected by backing up
F 2O BERGG S E 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.
355 T Mok A p s ﬁﬁpﬂkgﬁ gz Procedures to be followed if the system
Bl MR e 4 g@;ﬁ R % | fails or breaks down should be defined.
4 This should include systems for the
restoration of data.
3.6 %% % rr» (Qualification and Validation)
3.6.1 FOEE AT R n] 0 AR 4R & Wholesale distributors should identify
Sz~ M AR ATFE LT FE R 2 4 | what key equipment qualification and/or
2 J (el FEM 5{% B pE it ¥ key process va!idatilclm _is neczssary to
. o gk ensure correct installation and operation.
SRR S fi& ﬁi&]) The scope and extent of such
f EPQ %] % Rt v Bk e qualification and/or validation activities
P A (such as storage, pick and pack
processes, transportation) should be
determined using a documented risk
assessment approach.
3.6.2 HHB AR LR 2 TR Equipment and processes should be
AR SHEras A aE) A Y respectively qualified and/or validated
e 78 B FE AT o before commencing use and after any
significant changes (e.g. repair or
maintenance).
3.6.3 & F Frre s 55; IR o R ﬂ? Validation and qualification reports
BT % 2 2T T P LR B should be prepared summarising the
TG 7};;‘@_? ER :},.:Bx;g. *5 results obtained and commenting on any
Fh D R A observed deviations. Deviations from
IR S ;El’f#' N established procedures shoqld be .
- VTR i documented and further actions decided
(CAPA) = & fema>xemg ¥ 2 i A2 | 14 correct deviations and avoid their
REFAFT A % X B | reoccurrence (corrective and preventive
T2 %8 o actions). The principles of CAPA should
be applied where necessary. Evidence of

15
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satisfactory validation and acceptance of
a process or piece of equipment should
be produced and approved by
appropriate personnel

% 4 F < i*(Chapter 4 Documentation)

4.1 B

(Principle)

[ SR i{#%\w?, RIIVA:id
g'g/”\’%' éiffz&ﬁ%j\ﬁr"?/i
WamEfi > T FFESEH P T
EenifHio 275 5 (TERF R

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.

4.2 General(— #xR %)

421 e gUAARNTIANER Documentation comprises all written
Frt E G AR d L 8 k& procedures, instru_ctions, contracts,

Br® fcdh o v i 2 B (R [Be records and data, in paper or in

T o electronic form. Documentation should

] be readily available/retrievable.

4.2.2 FHA Y ’%iﬁ fix@H B £ | With regard to the processing of
T2 B frik BN % 4 2 R personal data of employees,

H B o 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.

4.2.3 i %‘a‘*’? c R oF o) I EAR Documentation should be sufficiently
B 1A, ¥ g 1w | comprehensive with respect to the scope
BidcanEs 20 292 2R of(’;h_e wrlmlesale dlst(r;buttor’é zctlvmes

e and in a language understood by

PAEE S 2 R personnel. It should be written in clear,
unambiguous language and be free from
errors.

4.2.4 EHRE 2 ERA 7?}‘»«11;1 T'I;i 4 A +% | Documentation should be approved,
B~ ER T op o2 2k 7 | signed and dated by designated persons,
@r AP, eT R L BE B alsﬂzeqwrr]ed.hlt shptu_ld not be handv%/fr_lt'geni[

e & although, where it is necessary, sufficien

Ef: ) B3 s FW SR S space should be provided for such
entries.

425 T EP R T ER R RE R Any alteration made in the
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TP P ERLRFRAPRR
KPP oo g g o { eI®d e
b2 o

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.

4.2.6 v ERERPN E L AR TR Documents should be retained for the
i 0 w35 5 o B4 F4La | period stated in national legislation but
LM AR R T T s g g | & least 5 years. Pe_rsonal data should_be
AT L deleted or anonymised as soon as their
T " storage is no longer necessary for the
purpose of distribution activities.
4.2.7 & AR RV EE R Each employee should have ready access
TE AR 22 2 o to all necessary documentation for the
tasks executed.
4.2.8 EdFw g & * 2 S hE e Attention should be paid to using valid
TEARB o 2 BTG PREOPN R and approved proce_dures. Documents
HARAT S TR P e AP should have unambiguous content; title,
A XL T ERE LK) nature and purpose should be clearly
Boih r (eEATR P G ¢ stated. Documents should be reweyved
S regularly and kept up to date. Version
(0 T Al A RR Y TR | conirol should be applied to procedures.
A g o PSR B A | After revision of a document a system
& Tk ",f 2 i should exist to prevent inadvertent use of
the superseded version. Superseded or
obsolete procedures should be removed
from workstations and archived.
4.2.9 TP iy R 5 % 40% | Records must be kept either in the form

=

E- \ﬂ:%._%f - w hE\'lq"""jﬁ
/} 75'—1?"‘ rﬁj- k iiﬂr]lj?
il Bm\%wr%’£&k*P
ICEE SR E R RS TN
_M'E\;;,i;gf.dﬂza PR a0 B e
l;;iiiu;;]'{lﬂ (IZQLE]P\/ZT?NJ:FLL)

EE RS TERRFRE P4 i S
LRSS Y SRE R
BA

o
T

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.
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& (T ¥ (Chapter 5 Operations)
5.1 & B (Principle)

FOFEHF BTG TR R All actions taken by wholesale

B2 a2 % B0 0 2 & genge | distributors should ensure that the

A R & TR B identity of the medicinal product is not

B - lost and that the wholesale distribution

SRR ?@ﬁr\?}%npﬂbﬁ .~ .

Fostd A SRR F S T of medicinal products is performed

LRI < , ., ., | according to the information on the outer

PTG G BER ~ 83 B | hackaging. The wholesale distributor

feddz J* should use all means available to
minimise the risk of falsified medicinal
products entering the legal supply chain.

PFEHF 2 EH 2 475 E e | All medicinal products distributed in the

FP-i80 &Gt 0 H 2 3 ir}ten_ded market by awhole_sale

Voo nid B4 ITE Rt Sk s dlstrlbytor must be approprlately_ _

G BT AN authorised by the national authorities.

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

52 & 2 T ™ (Qualification of Suppliers)

5.2.1 POFEFH T LI ERPN L Wholesale distributors must obtain their
& £z H;_f@ﬁﬁ PR E T . 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.

5.2.2 K - B FEHp ey Where medicinal products are obtained
Eﬁ ;%1{,%,» ,;1 B F o i i e 28 1@ | from another wholesale distributor the

FEERET TR LETEL recc_eiving wholesale_distributo_r must
% E A LE*?" m}%, EIBE ve_rlfy that the suppllgr complies with the
principles and guidelines of good
distribution practices and that they hold
a licence.

523 AT iE R E LM o B¥E | Appropriate qualification and approval
BT TG NFHRRT 2P of suppliers should be pe_rf_ormed prior to
CREISEE S RUF:Y S TN IR pro_curement of any medicinal products.
A L T This should be controlled by a procedure
LEmEE . and the results documented and
= periodically rechecked using a risk based

approach.

524 | P BFEHF LEITOERF SR | Whenentering into a new contract with

new suppliers the wholesale distributor

18
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LGP REFF ?%%%*(‘due
diligence’ checks) 1/ 3=z H i g &
wmii%ﬁ‘sb“; faf*’fﬁ#’

should carry out “due diligence’ checks
in order to assess the suitability,
competence and reliability of the other
party. Attention should be paid to:

1) the reputation or reliability of the
supplier;

1) offers of medicinal products more
likely to be falsified;

i) large offers of medicinal products
which are generally only available in
limited quantities;

V)RR TEE A S F R

Iv) diversity of products handled by
supplier;

V) Fe A T B -

v) and out-of-range prices.

= ¥ (Qualification of Customers)

531

PEEHT pAFE BT
f@ f“‘bm}]\/f&‘ﬁ T\\Jﬂ’%‘

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).

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.

5.3.3

TR FE R L P (AofrpR
o n A Ry F)

PP E
HERTRZAZERE ¥
T e ¥R AR Bz By

R RS B R
v L F MR BEERH
IR YR S FHOE foaiEe o
R PRIEF X o

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
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obligation imposed upon them.

5.4 4z b (Receipt of medicinal products)
54.1 Yo b2 B end ik a0 The purpose of the receiving function is
FEEE s Rk p Pt g 0 | foensure that the arrivi_ng consignment
VR R BT AP RS S is correct, that the medicinal products
i originate from approved suppliers and
‘ that they have not been visibly damaged
during transport.
54.2 TR GETHEARDEID - (3 & | Medicinal products requiring special
T 2% PR AIE ) - L (T handling, sto_rage_ Or security measures
g ek B ts o o® Ti¥ 3 i on | Should be prioritised and once
T o appropriate che_cks ha\_/e been conducted
™ they should be immediately transferred
to appropriate storage facilities.
54.3 EFRAEDF e REY H L5 2% | Batches of medicinal products should
P2 AHIVH L ERET o not be transferred to saleable stock
before assurance has been obtained in
accordance with written procedures, that
they are authorised for sale.
544 FIRFA LB BER }@:Lk %3+ =t | If a falsified product is suspected, the
BRI, Ik WP G2 £ 2 4 gag | batch should be segregated and reported
SEREE Y to competent authorities as required by
national legislation.
5.5 #1% (Storage)
55.1 ZFraiRgEs (R PF)RE H s | Medicinal products and, if necessary,
T i B E 5 (& it § &) & en | healthcare products should be stored
BRSBTS P A EL I kAR separately from other products likely to
ERCRAZ H 6 G 2 A alter them and should be protected from
7, - - R AR the_harmful effects of light, temperature,
B m KA ke 1 T = B el | moisture and other external factors.
FELE o Particular attention should be paid to
products requiring specific storage
conditions.
55.2 & B pE S BB B R F B AR s | Incoming containers of medicinal
Jo 1R - iRk 47 & 17 chiz | products should be cleaned, if necessary,
miTs (40 0 7 PR BT E before storage. Any activities performed
c e o on the incoming goods (e.g. fumigation)
i should not impact on the quality of the
medicinal products.
55.3 BT X M adFig g okt Warehousing operations must ensure

ERETREREOEGE Do

appropriate storage conditions are
maintained and allow for appropriate
security of stocks.
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5.5.4 B3RP R LD R PE Stock should be rotated according to the

0 4 bl A RS s o first expiry, first out (FEFO) principle.
Exceptions should be documented.

55.5 Ze LR VLI L E R ﬁi#ﬁ ~ 75 2 % | Medicinal products should be handled
A3pens NESRZ kG B R F and stored in such a manner as to
ARG L u/f TR L prevent_spi!lage, brea_kage, N
B RGE an2t (b] 4R A Frop A contamination and mix-ups. Medicinal

45 77) - products should not be storeql dlrec;tly on
3 the floor unless the package is designed
to allow such storage (such as for some
medicinal gas cylinders).

5.5.6 Ty o) A R e Medicinal products that are nearing their

o R THEFTH LR GHSE o | expiry date/shelf life should be
withdrawn immediately from saleable
stock.

5.5.7 BiERPNZ2RE L dpieim 5 Stock inventories should be performed
drmbs B A5k 3 g ¥ o2 ¢ | regularly taking into account national
o RPN legislation requirements. Stock

irregularities should be investigated,
documented and reported to the
competent authorities when needed.

5.6 & # 4~ 4 (Destruction of obsolete Goods)

5.6.1 B4 E B F 17~ 4 B 2 | Medicinal products intended for
G RBRE G ALE AJT o destruction should be appropriately

identified, held separately and handled in
accordance with a written procedure.

5.6.2 e ) T Y A S Destruction of medicinal products
BN & R R AEJE - iF %~ &% | should be in accordance with national or
2B F oo international requirements for handling,

transport and disposal of such products.

5.6.3 AT AR Bk B TR AT R 2 Records of all destroyed medicinal
LS iR o products should be retained for a defined

period.

574 b (Picking)

f@ 3 ag EE r'ﬁﬁg H]3 5N R Controls should be in place to ensure the
LTFEY iR Y A correct product is picked. The product
gp . should have an appropriate remaining
shelf life when it is picked.
5.8 & & (Supply )

”'Li"ﬁ ER L 202 i (doiF E.Ef/é
KFH)RER p Y~ Fu o ffs

A A~ PR & s p Hp (1R

For all supplies, a document (e.g.
delivery note/packing list) must be
enclosed stating the date; name and
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pharmaceutical dosage form of the
medicinal product, batch number ,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.

5.9 #j » 14y &1 (Import and export)
5.9.1 %;%g?r@] & %J VR R PN L 2 Import and export activities should be
B R REER A EEH T o conducted in accordance with national
#w&? BOREBE R 405 0 A legislation and with international
yefp o B o) ﬁ“} P guidelines or standards when
q i% . ’ approprlate._Th_ls IS al_so 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.
5.9.2 FHFENP AL s MRBEFE Where wholesale distributors

e S R FE R N IR TS SR B
A FWHZ AT ERES

PR EMG R e Eﬂﬁgr‘%
ﬁﬁuugrﬁﬁrwwm@a £ i

AEPMZ R TR EER

‘¥
ﬂ>
ﬁi

T

‘J&'G

el

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.

6% U v G BB R

=% 4z (Chapter 6 Complaints, Returns, suspected

falsified Medicinal Products and Medicinal Product Recalls)

6.1 & R (Principle)
203 Y 3F 8w 5 ik~ # % 2| All complaints, returns, suspected
Wl R oAk k2 G ARA HE falsified medicinal products and recalls
BT & 4T B F MR must be recorded and handled carefully

@ o mipidw 5 aB T E AT B

BRI EGBE TR s
e AR R - et 5o

A el d R B ARTER o F

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

22




¢ =2

P

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

6.2 ¥ * (Complaints)
6.2.1 U R iedRYTd RAsm & o g% 4 | Complaints should be recorded with all
iR @4 Ap M enY 375 4oz | the original details. A distinction should
AN EEETEF AR be made between complaints related to
RN S Yy the quality of a m_edl_cma_u product and
ST A A EaE s o those relateq to distribution. I_n the event
Der A g o BRARAEE ST of 3 complaint about the quality of a
PR B ALY FRRRIR | medicinal product and a potential
R F] e 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.
6.2.2 oF A RAR E & Bop o B+ g | Ifadefect relating to a medicinal
NGB Hi s oo product is discovered or suspected,
consideration should be given to whether
other batches of the product should also
be investigated.
6.2.3 Bsdpn TA R B FIRY PFRAR A person should be appointed to handle
complaints.
6.2.4 & BRpES YR A ZIEZ1S > g | IF necessary, appropriate follow-up
BB E his FE B A TR (8 actions (including CAPA) should be
5 CAPA) » i i 4 3 8B - taken after |n\{est|_gat|on_and evaluation
of the complaint, including where
required notification to the national
competent authorities.
6.3 i¥ % % (Returned Medicinal Products)
6.3.1 Ww IR kd g 22 0 42 | Returned products must be handled

T2 A 5 Mk e AAH S TR
FAREGR L2 ESD R |
S FaEREA Y E T
FERELFBMZRTE £
BT > TR MEFE Y 52k Bl
H o

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.
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6.3.2 C BB EHF ITESH T2 B R 7 | Medicinal products which have left the
b AL AT mr), 2> 4w | premises of the distributor sh_ould only
T R T L SR be returned to saleable stock if all of the

following are confirmed:
i) % 5.enek & 2 (secondary I) the medicinal products are in their
package) & B 4+ ~ X 245 ~ ki 2 unopen_ed and unda}maged secon_d_ary
S T AES £ SN packaging an_d are in good condition;
have not expired and have not been
recalled;
i)d 25 i¥w2 &a &4 @5 | i) medicinal products returned from a
TR R LN > 457 2w 3 | customer not holding a wholesale
THL SR 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;
)5 % =@M & 52 &% EF % | i) it has been demonstrated by the
BJE & ;fé; ik & R o customer that the medicinal products
have been transported, stored and
handled in compliance with the specific
storage requirements;
iV)# 5o d X uae s dime & | iv) they have been examined and
#fg A BT AT assessed by a sufficiently trained and
EHFF ERBERED A e comp_ete_nt person authorised to C_IO S0;
n f > ¥ the distributor has reasonable evidence
ERLVT OSBRI R T e product lied to that
Yy I T that the product was supplied to tha
’ customer (via copies of the original
= gm% AP F o EBPME L | gelivery note or by referencing invoice
ZHRE) T md WEZE RS | numbers/batch numbers, expiry date etc.,
B~ BE as required by national legislation), and
that there is no reason to believe that the
product has been falsified.

6.3.3 TERPAREGEEECOME)L B Moreover, for medicinal products
S0 F 4ot P A 50 B | requiring specific temperature storage
-2k b n ? Rk T 15 conditions such as low temperature,

Ao A i 1T A % B e returns to saleable stock can only be

G ERBLE S AT ,5; made if there is documented evidence

i e T . L‘K . that the product has been stored under
RERSIFETRER RER the authorised storage conditions

HEP s E ™ 742 throughout the entire time. If any
()-F:x3 %= ] deviation has occurred a risk assessment

has to be performed, on which basis the
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i Uil
(iii)-& 3% ¢ &2 474F 5 integrity of the product can be
5 demonstrated.

(iv)-: 3w & 7-2_ 2 %
(V)-1cf A& Iwr LFHF
(Vi)-18 faj i A2 ¢ il B
(vii)- r?wﬂ E R 1 A A

The evidence should cover:

1) delivery to customer;

I1) examination of the product;

1) 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;

vii) return to the distribution site
refrigerator.

6.3.4 Ww 3 w48 R 52 A& & 0 H2c | Products returned to saleable stock
B R P8 L D (FEFO)2 % s | should be placed such that the “first
4 2B (¥ o expired first out’ (FEFO) system
operates effectively.
6.3.5 ¥ i w2 A5 Ew I 4 Stolen products that have been recovered
EREGEREG PR E - cannot be returned to saleable stock and
sold to customers.
6.4 = ~ # #(Falsified Medicinal Products)
6.4.1 Rz Tie b s iz~ 2 & a4l 8 2 | The sale and distribution of a suspected
FA o falsified medicinal product should be
suspended immediately.
6.4.2 PFEHF BB IR~ Z2ZN | Wholesale distributors must immediately
ARG BB I T e inform_the compe_ten_t authority and the
BHE P A ETES A Xk ma(rjlfe_tm? autgorlsatrl]on hctl)lde_rf;)f any
s W - medicinal products they identify as
?z#ﬂ i jj TJB Fﬁi ;jf ' % Fj i falsified or suspect to be falsified and act
ot & i — — | onthe instructions as specified by the
FEET RAnma 2GR ﬁ competent authority. A procedure should
be in place to this effect. It should be
recorded with all the original details and
investigated.
6.4.3 T e 3t i f@ég’;b ﬁw\ »é . ;*n j&% ; ,@ Any falsified medicinal products found

‘9 n)@iﬁyﬂ}‘ﬂ
7F°"Lrﬁ#ﬁfﬁém S v BT
By b e

¢t \'\
Tt'
(w
I &
P
;gn

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.
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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.

6.5 Z 5w Jc(Medicinal Product Recalls)

6.5.1 BREFJFE 2225 kA There should be documentation and
SR EH 2 R U A S procedures in place to ensure traceability
Jc o of products received and distributed, to

facilitate product recall.

6.5.2 Yo 4 A v e 350 . 2 £ | In the event of a product recall, all
N RIS S F - s A customers to whom the product has been
Lt H e £ . dlstrlbu'ged shall be informed with the

appropriate degree of urgency and clear
actionable instructions.

6.5.3 T A ST TS e g B 0 4o | The national regulatory authority should
A 5.e @l S E RBP4 2 4% | beinformed of all product recalls. If the
NSRRI B RN o product is exported, the overseas
B 3h A o counterparts and/or regulatory

- authorities must be informed of the
recall as required by national legislation.

6.5.4 BRI EG B r T T E L P2 The effectiveness of the arrangements
FooRM(R b EE- K)o for product recall should be evaluated

regularly (at least annually).

6.5.5 wAT TR A E R R RN S TET Recall operations should be capable of
:f,s o being initiated promptly and at any time.

6.5.6 EH LR «E} = I 4 m#F, The distributor must follow the
RV 3 R N R instructions of a reca!l message, which
WP o should be approved, if required, by the

competent authorities.

6.5.7 HiEFEPw g TERFR TR Any recall operation should be recorded
B0 XMk TRIELA 4 | atthetimeitis carried out. Records
BE o should be made readily available to the

competent authorities.

6.5.8 EH e R T IERT AR The distribution records should be

BE e THVENFZ LS
8L S s FTAGE R A

readily accessible to the person(s)
responsible for the recall, and should
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ST IE P AGER £ Y E RS

&ﬁyégﬁmé&ig%ﬁ%
BR(ERP L 2ZRE)

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).

6.5.9

WoT TR 2 R fe s T )
BRSEL RV RESIEED

The progress of the recall process should
be recorded for a final report including

o o reconciliation of the recalled product.
% 7% 4 *t i % (Chapter 7 Outsourced Activities)
7.1 & Bl (Principle)
E P AT E 2 & ¢H IR ¥ | Any activity covered by the GDP Guide
FEAE R RLE F 4 gy | thatis outsourced should be correctly
4o BEA 5w o i - 4 | defined, agreed and controlled in order
ek g X, BES 2 G L to avoid misunderstandings which could
AR LY T . | affect the integrity of the product. There
f} &7 ESTERET T EH | must be a written Contract between the
b Contract Giver and the Contract
Acceptor which clearly establishes the
duties of each party.
7.2 %z~ (Contract Giver)
7.2.1 Lk f v Ede o The Contract Giver is responsible for the
activities contracted out.
7.2.2 % giiﬁ fofiThe < ;L%!ﬁ-’g' fg 13 The Contract Giver is responsible for
B F2 1 0ER 4 AR AR TR assessing the competence of the Contract
2B R L E MR R P Acceptor to successfully carry out the
g3 % E‘Jiﬁ% RERNE T V\;oth required and fci:r ensErmg_by rhneans
HTE D g of the contract and t roug audits that
PR BRETXEE 2 Ay the principles and guidelines of GDP are

B A BT R A
b

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.

7.2.3

The Contract Giver should provide the




F

Fa -nugdapErs 458 R
iz H s M E R 2Ty
Tt o

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.

7.3 <3 +% (Contract Acceptor)

7.3.1 o3 ;Lﬁ Jf 7 GDP &% # % £ | The Contract Acceptor is responsible for
S8 ESLERTS O the activities covered by GDP and

delegated by the Contract Giver.

7.3.2 = giiﬁ &7 i % DT EF AR The Contract Acceptor should have
B ARR S Arilg ik 2 OB (T A adequate premises and equipment,
SVEE: »‘.,!L.%z 9722 (1 e F o procedures, knowledge and experience,

and competent personnel to carry out the
work ordered by the Contract Giver.

7.3.3 X3 H 25432 FF A=k ~ 8 | The Contract Acceptor should not pass
GEIPZ AP RS (4 4 "?L—% to a_third party any of the w_ork entrusted
R RO LT to him under the contract without the
LoihiE L (PR R Z S o % Contract Giver’s prior evaluation and
A app_roval of thfe arrangements and an
PR R RS I TR audit of the third party by the Contract
o TR Rt m FH R 2 T | Giver or the Contract Acceptor.
EREH 2 XEF ROEHT | Arrangements made between the
Fa 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.

7.3.4 = 3L iﬁ BELHE L 22 & 5 The Contract Acceptor should refrain
ST i A7 AR Bz es | fromany activity which may adversely
£ o affect the quality of the product(s)

j handled for the Contract Giver.

7.3.5 = giiﬁ R TR A & F o » 4 22 | The Contract Acceptor must forward any
FRAEFPTABPESST 2 information that can influence the
T quality of the product(s) to the

Contract Giver in accordance with the
requirement of the contract.

% 8% p 2 &+: (Chapter 8 Self-Inspections)

8.1 & B (Principle)

R i L Ay =
Fp B

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

8.2 p #* 4 2 (Self-Inspections)

8.2.1 Bt TR RPN 7R 2 A self-inspection programme should be
4234 > & 5 GDP & = 5 2 ;# | implemented covering all aspects of
IEIR *F‘l 52 R L e p AR GDP ar_ld comp_lian_ce with the
PR IR T 2 L R B regulations, guidelines and procedures

Frp A A P AT - W|th|.n adef!ned time frame._ _

T Self-inspections may be divided into
several individual self- inspections of
limited scope.

8.2.2 AR & F Ap TP 0 e%% Self-inspections should be conducted in
EAR AR Y it N an i_mpartial and detailed way by
(7o fp hh A REEPL T designated competent company
STt s (e A (T LBk AR personnel. Audits by independent

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

8.2.3 SN IEIENE B P TR I All self-inspections should be recorded.
TP EATRFL T R Reports _should contain_ all the_ _
BOFLPARRELE D T;f z # | observations made during the inspection.
WM AR EEREF AR A copy of the report should be provided

xR T L AT to the management and other relevant
FE = A oo = F p persons. In the event that irregularities
(CAPA) = = it 2 i BiLe and/or deficiencies are observed, their
cause should be determined and the
corrective and preventive actions
(CAPA) should be documented and
followed up.

¥ 9F ; %, (Chapter 9 Transportation)

9.1 & B (Principle)

9.1.1 FEEH P OB A AR E% 5 | Itis the responsibility of the supplying
2 Wﬁng ;}7‘& 3 Pl wholesale distributor to protect
FER AT P AR AT RS gl medicinal products against breakage,
BiERT adulteration, theft, and to ensure that

temperature conditions are maintained
within acceptable limits during transport.

9.1.2 GiEmEERT ; J&ie 34 P | Regardless of the mode of transport, it
¥R ¢kfevip3ERg | shouldbe possible to demonstrate that
EIER LRSIl O CE W the me_dlcmes have not been e_xposeo_l to
¥ i%%%ﬁ%}ﬁéfﬁ . conditions that may compromise their

quality and integrity. A risk-based
approach should be utilised when
planning transportation.
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9.2 & (Transportation)

921 %;%“e% L@ﬁ%i@ﬁ%% SRE T I The required storage conditions for
0 piadF hch & %2 4ppg ¢ %3 | medicinal products should be maintained

ERE TR 8 @ during transportation within the defined
limits as described on the outer
packaging and/or relevant packaging
information.

9.2.2 = ttséf%] 1= S -2 G- I 1)57,14& If a deviation such as temperature
& A S el dRE 4 & ¢ g2 | excursion or product damage has
SR 1{% CRBN S E-EYY occurred during transportation, this
8 R %%@PE“JW o 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.

9.2.3 P FEHF P f o A iER¥ S0 | Itis the responsibility of the wholesale
4 BE s & EJL % R ek 4 | distributor to ensure that vehicles and
FAHTFR R Y EERE equipment gs_ed to distribute, stor_e or
DA SRR AT B S handle_medlcmal producys are swtgble
& e o v ) for their use and appropriately equipped

Ao =R to prevent exposure of the products to
conditions that could affect their quality
and packaging integrity.

9.24 TR FEEH AR B iRA X There should be written procedures in
% 0 Ju#% 3 iv2 mkend G4z | place for the operation and maintenance
Boo # JEFAE 2AREA - pf all ve_hlc_les gnd eqmpme_nt mvglved

in the distribution process, including
cleaning and safety precautions.

9.25 BREHF %k E BRI Risk assessment of delivery routes
T g o WFEPE S 4B g;ﬁa; should be used to determine where
GIE N % TRl R ek o i | [EMPerature controls are required.
e .ﬁa%& Rep o Eqm_pm(_ant use(_JI for temperature

- monitoring during transport within
vehicles and/or containers, should be
maintained and calibrated at regular
intervals.

9.2.6 EiE R gE Vo i@ * & % oh | Dedicated vehicles and equipment
LR T SN N R T shoulql be use(_j,_where possible, when
% PF o bt i ¥ e uggmea | handling medicinal products. Where
ER2BESTE LI o non-dedicated vehicles and equipment

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

9.2.8
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For emergency deliveries outside normal
business hours, persons should be
designated and written procedures
should be available.
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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.

9.2.10

71&1

%E_Cl ’ }%F *iﬁ%w 1ﬁ7‘p

T“Féf}» 5 "m%ﬁ'l—’f

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

9.3 &% 4

A

(Containers, packaging and labelling)

931

H&ETr €423 20F
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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.

9.3.2
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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
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status of the packaging and the
validation status of the shipping
containers.

9.3.3 s AR RS ASE 2 %3 & & | Containers should bear labels providing
2 Hwi 3% ;g ¢he B33 g | sufficient information on handling and
R RS SRS storageﬂr]eqtli;]remerg[s atnd precautlolns to
2 ensure that the products are properly
ﬂi l'g‘f j\;;} a1 f i 34 *WJ . handled and secured at all times. The
% & ‘ containers should enable identification
of the contents of the containers and the
source.
4 7 & ¢ 4liF & A 5 (Products requiring controlled Conditions)
9.41 [EEF HrRE FIPE R 4o # | Inrelation to deliveries containing

RinhHN BB R EHD medicinal products requiring special

,@@ BREPNGEL 2 8 F aks > condri1tions guchss narcoti(t:]s orh e

.« 40 | PSychotropic substances, the wholesale
il ljjw mf jﬂ distributor should maintain a safe and

ARRPIEEERL L T e supply chain for these products in

3 kAP ERELIER - - :

»w N = 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.

9.4.2 Br4E >~ &% 2 ¥ 4 eh%E 5 5% | Medicinal products comprising highly
v B §RiB X S % st ch% | active and radioactive materials should
A i 15 il ¥ FE R be transported in safe, dedicated and
2R R L2 %ﬁ % o secure containers and vehicles. The
‘ relevant safety measures should be in
accordance with international
agreements and national legislation.
943 ‘}"‘]‘*f‘ BRACR A 5 )@f% * 25 | For temperature-sensitive products,
AL (B4R @ %~ B E .;‘ qualified equipment (e.g. thermal
5 4 ﬁé B ) R ,g‘}g = packa_glng, temperature-controlled
BT BB R R S FE containers or temperature controlled
= ,{,E#? b1 RE B RS . vehicles) should be used to ensure
T BT R AR ETRS AN correct transport conditions are
maintained between the manufacturer,
wholesale distributor and customer.
9.44 B d A EEFTR Y R Y If temperature-controlled vehicles are

PlRERTIEFAEZ KT

T
WHRAMIEETHERERRE

used, the temperature monitoring
equipment used during transport should
be maintained and calibrated at regular
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B EZTGRL(LRPF) intervals. Temperature mapping under
representative conditions should be
carried out and should take into account
seasonal variations, if applicable.

9.45 ok ¢ B RpF > 4k 4p M TR 0 | If requested, customers should be
VP A SRR R R provided with information to
R demonstrate that products have complied
with the temperature storage conditions.
9.4.6 AFR#H 1 F R4 R PF s pc i | If cool packs are used in insulated boxes,
§ A 5P B2 & R 1w | they need to be located such that the
BE e RERK(ZSPRE) £ pr_oduct does not come in direct contact
WY Rl R AR B AR 2 R e 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.

9.4.7 MG kLT B F 4 R e AR 1 There should be a system in place to

B £
* o FEIRA £ 38% F| A = 24 4ren | control the reuse of cool packs to ensure
TRV BT QERVY E WIS TRV that incompletely cooled packs are not
R i g MR - used in error. There should be adequate
) 2

physical segregation between frozen and
chilled ice packs.

9.4.8 Bt 2o AR P R R AR A& The process for delivery of sensitive
2 EERARE £ §MB B v en | products and control of seasonal
F 4] o temperature variations should be

described in a written procedure.
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Competent el ¥ e F 0% & | Organisation that has the legally

Authority FEH LA 3T B delegated or invested authority,

ERE-R 72 TR AR S N capacity or power over wholesaling
‘ ’ of medicinal products in the

jurisdiction in which it is located.
Contract Acceptor | #4 7 % ;Liﬂz % 222  GDP ;& % | The company who is contracted to
o3 ;Lﬁ o~ F conduct an activity covered by GDP

by the contract giver.

Contract Giver

440

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

a .,
Due diligence BE N A 2% o ¢ | Thisis aterm used for a number of
TR S hEF L gnE g & 4 | concepts, involving either an
Bieirena s Appmi i investigatipn of a_bu_siness or
B AL persons prior to signing a contract,
or an act with a certain standard of
care.
Export F B AR B s B4R | Allow goods to leave the customs
ﬁi%J 4 AT AT B o territory of the country or economic
area.
Falsified F Within the EEA:

(counterfeit)
medicinal product
B )E

by ik &dzd W p -4
mﬂiﬁ@ﬁﬂ*%%*

Xk 2013/C 343/01

“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 authorisation
holder; or
c) its history, including the records
and documents relating to the
distribution channels used.”

Source: 2013/C 343/01
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% /& * WHO Technical Report

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
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

Free zones and free
warehouses

B TR R
AR

EHE RIS 2R pd
FAa8d pEERT
B AR 38 BV AT BB B S

»Eié‘“ B sl AP PE’—E'-

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.

Good Distribution | GDP &_& % &g - %4 » | GDP is that part of quality assurance
Practice (GDP) Fi 3 L LR sl b T which ensures that the quality of
B LEH R 4R AL o ¢ 5l medicinal products is maintained
BRI E R A S thro_ughout all stages of the supply
S Rs AR - chain from the site of manufacturer
e ~ to the pharmacy or person
authorised or entitled to supply
medicinal products to the public.
Holding &% '+ REFE R Storing medicinal products.
Import ﬁi;-l » wF R e~ AR AR 2 i | Allow goods to enter the customs
AT S o territory of the country or economic
area.
Manufacturing Bl R g Moot 2 7 8/ | Awritten authorisation from the
Licence @ (L EH)E mhd 5 g4 | national regulatory authority to
e W E2FT HT o manufacture (& distribute) those

medicinal products covered under
the licence.
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Procuring AR ~ v 2 2 s+ | Obtaining, acquiring, purchasing or
R FEH P - E@ - App | buying medicinal products from
VO manufacturers, importers or other
' wholesale distributors.
Public Service HPRIFT dﬂz 13 ¥ #4573 % ¥ | The authorisation/licence holder

Obligations
oL PRARE E

iﬁ
e A HBERT S D AR
%‘%@P\Fﬁ )@‘rlﬂ"@'
FHFER R E T
GESS R

el @ﬂl- —

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.

Qualification M EwX g agndE s § ¥ | Action of proving that any
R FER DY % hE equipment works correctly and

S actually leads to the expected

Lo /;:34 X &6 4 results.
Feos - FER R R The word validation is sometimes
AP - widened to incorporate the concept
of qualification.

Quality Risk LA A ST H R ALY f%;.&f A systematic process for the
Management FE R 2 ER s H A assessment, control, communication
SRR GE R WEE A R RAR o and review of risks to the quality of

the drug (medicinal) product across
the product life cycle.

Quality System

v K
el O

L] ﬁrr?‘r;}“{ﬁ\& R L 5
?ﬁp 1}:Tl"-» i “""’F” = W gf’)“)&

fi o (ICH > Q) -

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)

Supplying
=¥

R T ES
IER B SRIER
R RS N2 AR s
# o

All activities of providing, selling,
donating medicinal products to
wholesalers, pharmacists, or persons
authorised or entitled to supply
medicinal products to the public.
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Suspected falsified
(counterfeit)
medicinal product
SRR, )E

f:_rz?;i.ufljs T A A F PRk

X

Q) amin s e g H ¢ K2
Tm s PR ER L
i g & AERRAA R
M S R N

EFSUEEE S R E 1A
BRFE RA RSP §3F

-

B
C)H % 45 & 582 E 4R T A

7

B enc grer o 2

o

Any medicinal product suspected to

have 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
authorisation holder; or

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

Temperature Akt et -15°C Deep freeze : Below -15 °C
wRE 4 L +2 3|48 °C In a refrigerator : +2 to +8 °C
MUE @ +8 |+ 15 °C Cold or Cool: +8to + 15 °C
%58 : +15 3|+ 25 °C Room Temperature: +15 to + 25 °C
W E R G 2 RO e Ambient: The required storage
RO K TR 7T ™| temperature of non refrigerated
R R S EF WAL | pedicinal product; usually stated on
%7 5 TE§%3 25°C ™2™ | the product as “store below 25 °C’ or
& TREF30°C LT o ‘store below 30 °C’.
Transport 4 B ek FF# % % 5> | Moving medicinal products between
LG H Bk Az A ¥ aopER o | two locations without storing them
for unjustified periods of time.
Validation FEHERARE 422K & ~ | Action of proving that any
FEPT HRL - Eds & % Fg @ s i | procedure, process, equipment,
N EEPEFL(E T AL material, activity or system actually
) - leads to the expected results (see
also Qualification).
Wholesale Pl iFEH e 7 M~ | Wholesale distribution of medicinal
distribution B B ﬁ;;] PN gi.g] 4z | products is all activities consisting
P iE e N R R pf proc_uring, holdin_g, suppl_yi_ng,
I RN importing or exporting medicinal
e products, apart from supplying
medicinal products to the public.
Wholesale TP E S SR g T Operator who conducts wholesale
distributor iﬁ ° distribution activities.
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	藥品品質攸關國人身體健康，為維護民眾用藥安全及持續提升我國製藥產業之國際競爭力，衛生福利部食品藥物管理署將藥品運銷管理列為近年施政首要目標之一，以期建構健全完善藥品供應鏈體系。

