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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.
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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.
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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.
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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% &% ¢ (Chapter 1 Quality Management)
1.1 & B (Principle)
PEEHFE R REHER Wholesale distributors should maintain a
30 B mu%\, F‘ ~mARE b Y E LR R quality system setting out _
Bk B responsibilities, processes and risk
management principles in relation to
their activities.
T B EE ARSI R All distribution activities should be
B ¥ miE % BN % B o iF4);n | clearly defined in procedures and
TR BlAEN S B E 4 8 s%/stem?t(;c_:ill_yt/)ri_vlewed. All crltlgal
e g NN steps of distribution processes an
PUBRLR R & T T significant changes should be justified
and where relevant validated.
Sk Bz, f 78 The quality system is the responsibility
Heapdi 4 2 it W2 R of the organisation’s management and
VK ZES LA o requires their leadership and active
participation and should be supported by
staff commitment.
1.2 & & & ¥ (Quality System)
1.2.1 ﬂa%‘r KR E 7 R f# #2 5 ~ | The system for managing quality should
AR FRE LR EH 0 DLFEIRRE | €NCOMPASS the organisational structure,
Loz haE ﬁiﬂdji 4 A s A proI?edures_, processes and resources, as
- - well as activities necessary to ensure
‘ AR B KR E R confidence that the product delivered
@ maintains its quality and integrity and
remains within the legal supply chain
during storage and/or transportation.
1.2.2 SR RS A 2 i e[ H | The quality system should be fully
$ oot s 0 B Bk siqp M eris | documented and its effectiveness
LY ENVE N RV 3 B g &4y mo.nl_tgred. All quality system related
P LR activities should be defined and
documented. A quality manual or
equivalent documentation approach
should be established
1.2.3 Wi T2 T 4R R BRI Designated responsible person(s) should
tao ABGEZ BT RF AP 2 be appointed by the management, w_ho
'Ufﬁnﬂ%‘% imfﬁ 73 @ should have_c!e_arly speC|f|e_d authority
and responsibility for ensuring that a
quality system is implemented and
maintained.
124 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.

1.2.5 wE N Sk SpE o &Y £ 38 | The size, structure and complexity of
RS S R AN S R e distributor’s activities should be taken
into consideration when developing or
modifying the quality system.
1.2.6 Bl H R EH kg ke | Achange control system should be in
SRR ERM 2 ikER plac_e. This system should ir_1co_rporate
b B F pRETR B g K quality risk management principles, and
be proportionate and effective.
1.2.7 Sk SURE The quality system should ensure that:
)% ok~ B 05 ~ 5 & ~ 85 »~ | I)medicinal products are procured, held,
B @*J (3L AL hE R supplied, imported or exported in a way
that is compliant with the requirements
of GDP;
)R-l iy ol Kl il)management responsibilities are
clearly specified,;
A S fd P Fp LD lii)products are delivered to the right
R K recipients within a satisfactory time
period;
V)3 7 5 8 el Pt (7304 Iv)records are made contemporaneously;
VIR EZEI U2 Eivgrag v)deviations from established procedures
are documented and investigated;
vi) RBRSE R e IR R 0 F B | iv)appropriate corrective and preventive
s A o 5 (CAPA) » % | actions (commonly known as CAPA) are
I EIER AL 'ﬁ?i‘i . taken to correct deviations and prevent
them in line with the principles of
guality risk management.
1.3 & *b i % ¢ 12 (Management of Outsourced Activities)

7

EEAARB D EPHE R
M RET S BR ﬁ%*%J;
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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:

WL R BT
2 tREILBREPFR LT D

Bk i

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

542 o communication processes for the
guality-related activities of the parties
involved,;

)P T RZ2 FHx3E £ e ek iii) monitoring and review of the

P TEE| R H T E R J»jﬁais;iv‘

Jaw ©

performance of the Contract Acceptor,
and the identification and
implementation of any required
Improvements on a regular basis.

14 5 sLpf

R ¥+t 2 & 75 (Management Review and Monitoring)

141
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The management should have a formal
process for reviewing the quality system
on a periodic basis. The review should
include:

NiE & kA BAnEE

I)measurement of the achievement of
guality system objectives;

||)«J:;— LA S o S N
A ek gk *L};F%}’-\ AN
JTo 3‘5’?" TR N

(CAPA) ~ gz { 3 4 * T ¥ ¢h
wAER R A AR AR f 4R
T iT & %‘F‘ ; h ML > dod ?
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i e

i)assessment of performance indicators
that can be used to monitor the
effectiveness of processes within the
guality 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;

)T R4y 5l 2 6 BFETH
LUK s g ’Fﬁ’;ﬁg{ :

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.

142
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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 R IRET TR E Quality risk management is a systematic

FEAZFAEERTR G2 )
SLM AR e Hag * 3 Uw g
ow it 4 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 Ll U R L Y AR ) SR Quiality risk management should ensure
fo BB rah RS SR R B 'Fhat the evalua_\tior) _of the risk to quality
BT RS L e iRz | 19 based on scientific knowledge,
(FAANE v g % agp | EXPErience with the process and
" ultimately links to the protection of the
W - o patient. The level of effort, formality and
R e g AR BT 25| documentation of the process should be
¥ %2 ICH(International commensurate with the level of risk.
Conference on Harmonisation)Q9 45 | Examples of the processes and
7l 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 J Bl (Principle)

Frond FEd@ 4 rig A B o 5 > | The correct distribution of medicinal

P EH T R E Kb iE A products relies upon peop!e: For this

RRGEFHF f 21 iFo1iFA reason,tthf[ere must b:etsufﬂcnent —

bk tm o s e competent personnel to carry out all the

ﬁ K@flﬁ KRR B RIS tasks for which the wholesale distributor

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

2.2 — #.2 %(General)

2.2.1 R N R e g R e S E R There should be an adequate number of
L E # K48 gk iz L § > #¢ | competent personnel involved in all
TAOREBARICEREE e g | Stagesof the wholesale distribution
5 % o activities of medicinal products. The

number of personnel required will
depend on the volume and scope of
activities.

222 PHEFHF OERFF A LR The organisational structure of the
B B FEAET AT AR hd wholesale distributor should be set out in
S SVE RN N an organisation chart. The role,

responsibilities, and interrelationships of
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all personnel should be clearly indicated.

2.2.3 MaEA R end d ﬁ%k—;% % v 12 4 4] | The role and responsibilities of

B2 %P s d s Barmp o 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 FEFHF LR #;1 THF AR The wholesale distributor must designate
[ A= ﬂw&# - 4p B * B fu2& | personnel responsible for GDP
4 i 4 B insk s LR BB ﬁomphance. R(?[Ievant petrsonneljhould

" ” . ave appropriate competence an
fhrp HRIFHARELAND experience as well as knowledge of and
R training in GDP.

2.3.2 FEEHE R EPFRL Wholesale distributors should nominate
AR (4%, :g 4+~ wyc) o | personnel for out of hours contact (e.g.
gy T2 AR I (RERRCY PP emergencies and/or recall). Designated
WA GRS respon3|ble person(s) may _delegate

‘ ‘ duties but not responsibilities.

2.3.3 Mip T2 T AR 23 % Bk Written job descriptions for designated
PR 2 BB AP B R g responsible person(s) should define their
o B EHH RS #h T2 T ?#;Iiwrorrétsy to tgﬁ_gem%ll_cr)]ns V\rllltfll reglgard to
LR om A Hmarerd 2 fEes g g | Deir ponsibilities. The wholesale
D distributor should give the designated
o= T responsible person(s) the defined

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

2.3.4 Adp LR AR B AR Designated responsible person(s) should
EHH % A Lpug;a L R IONES )4 carry out their duties in suc_h away as to
B Ees SR EARG - ensure that the wholesale distributor can

demonstrate GDP compliance and that
public service obligations are met.

2.3.5 ip R 2 8 F ¢ R B ¢ 45 iz | The responsibilities of the designated
% B responsible person(s) include but are not

limited to:
SRR AN HFFE R 1) ensuring that a quality management
4,4 : system is implemented and maintained,
¥ £ rd 2 g2 &% ii) focusing on the management of
BrEF BT authorised activities and the accuracy
and quality of records;
Hi)Fe B 2 35 FotE 2 # 1ii) ensuring that initial and continuous

f'r % ‘g_;ff

training programmes are implemented
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and maintained:;

VI3 2 = T 7 T i

IE“% ;

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;

VPR T R R & AR
2 L i g

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

ViiFERE R 2 P o A d an
THFEPEFD NG ¥ BR
F”'\/‘—@ﬁ?%ﬁjdﬁ'%@;;

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

IX) 77 B 2T BRAE (R IR g K A

iX) keeping appropriate records of any
delegated duties;

X)#7F 38w ~E* s wofT s (%~ #
Bk ¥ R P E

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

Xi)J7 818w Foi8 2 ¥ 40 B R 5

xi) approving any returns to saleable
stock;

i) g ¥ R R RAS

e end s & R

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

2.4 3" (Training)
2.4.1 FHEPFEHEH DTG AR All personnel involved in wholesale

BEARPE R 2P0 LB AH
FIEER R G E N R Ok

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 o ARS 2 DIRG Personnel should receive initial and
3B A B M 2 continuing t_raining relevant to thgir role,
Fo gy R HEF A ﬁ s baseddon wrltt_;r: proc_?[:iureés gnpl in
R D AR H kR accordance with a written training
-y . programme. Designated responsible
T person(s) should also maintain their
competence in GDP through regular
training.
2.4.3 gtk s T BUR ¢ F5 A SEkw) 2 2 ¥ | Inaddition, training should include the




i il
ﬁ, %o~ IR N R 4A o supply chain.
2.4.4 =Y gi;;a“u+ “EJE2 & 50 8 # | Personnel dealing with any products
4 ﬁ IR Ul SRSy A which require more stringent handling
F }z Pz A& &~ bt g cor_1d_|t|ons should receive specific
%,r CEBUET R AS(P § training. Examples of such prod_ucts_
R - b B F 7 )R # mclud_e hazardous products_, radloa(_:tlve
erm materials, products presenting special
BRAR A& - risks of abuse (including narcotic and
psychotropic substances), and
temperature-sensitive products.
2.4.5 &3 975 TR e & 2 PRy | Arecord of all training should be kept,
e R TP IERL R 2 o and the effectiveness of training should
be periodically assessed and
documented.
2.5 fir2 (Hygiene)
BT IEEE S B :Ji Lﬁ = g1 & | Appropriate procedures relating to
B i dpRhi 2 425 » & 32 & ~ f&= | personnel hygiene, relevant to the
4R BRI - activities being carried out, should be
established and observed. Such
procedures should cover health, hygiene
and clothing.
% 3F (T H72 %k % (Chapter 3 Premises and Equipment)
31 R EJ (Principle)
PREFHF LR E A i TP R4 Wholesale distributors must have
it ¥ 0 s fo i 2 2 % > FE % | Suitable and adequate premises,
AR E A BN E R Y installations and equipment, so as to
et B R 450k 2 kagk 4w | ENSUre proper storage and distribution of
B R R B E - medlc_:lnal products. In particular, the
e s g T premises should be clean, dry and
maintained within acceptable
temperature limits.
3.2 i £ 31 (Premises)
3.2.1 FTEFTRE ARG U AEER The premises should be designed or

FOrTaEGES  (FESFARE
FATEF 2R RHEERF G A
ROF 7% 2R ¥
Foo hE T BRI Y PR X
R UHAEE & RE R 0

By
T:E_O

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.

10




3.2.2 TEF 2L e dad PFFHF F Where premises are not directly operated
WP LB 25 4228 4 o254 | by the wholesale distributor, a written
TR SNy S P contract should pe in place. The
ro & o 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
FIE DA R 2 R - B segregated areas which are cl_early
B RIE A2 S 5 > 4ot T oag i & s | Marked and have access restricted to
RN RSO WG N author_lsed pers:onneI.Any system
GhE > 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 BiFE-HAT gl d w4 Products pending a decision as to their
AN e % 2 BB B dhesg i disposition or products that have been
5 #E2 9% 5o P AL A% | removed from saleable stock should be
bEscd 233 AT IR i segreggted either phys_lcally or through
PNT T an equwalentelectromc system. The
’ M rﬁ'f , i o " ,ﬁff‘ requirement for physical segregation and
B2 & ® & R 2% > | gorage in a dedicated area should be
% gg VB E & v TE & BT | gssessed using a risk based approach. At
IR ARERPN B OB L least, falsified medicinal products,
,;1 Jg AE IR o expired products, recalled products,
Sl I & ST R rejected pr_oducts and medicinal products
BRELEARETVHLEEGE 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.
3.25 BEBAILERNZ S P 2L F Y Special attention should be paid to the
BT 2 B RpEG o gl g4 & | Storage of products with specific
(AR fis 8 2 55 A B4 * )7 han_dlln_g as spec!fled in natlonal_ _
NOTR ARG OE (12 #U*\) Ieglslatlor_l. Spemal_sto_rage conditions
7Y (and_spemal authorisations) may be _
required for such products (e.g. narcotics
and psychotropic substances).
3.2.6 h R BB R T2 F Radioactive materials and other

\—’r'\:" » 1A ,,E_ 315&"( :;& ~ Jg‘)/F .Lff. ;F”}‘;;‘\

hazardous products, as well as products

11




i

€ 2R E S (o F 5 A
TR T R RMAEE) o &
= BIBRERMPELR

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.

3.2.7 e %2 IR wR %iﬁ: gL Receiving and dispatch bays should
LR F 2 HE U ® ~ 4 [ % | protect products from prevailing weather
Bk R RGE IEM e BT AR condltlgns. There should be_adequate
SHIN S M AR Mi% AT Ze_parat;]on %etween the recelljpt ang
N R TSy TR ispatch and storage areas. Procedures
L= r i should be in place to maintain control of
TREFREA - inbound/outbound goods. Reception

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

3.2.8 el b RS aiE2 A R~ B A Unauthorised access to all areas of the
EEHarennrg T o %L authorised premise_s should be
Fodempl» g &R k52 g prevented. Prevention measures would
I Y R usually include a monitored intruder
LR . alarm system and appropriate access _

v control. Visitors should be accompanied
by authorised personnel.

3.2.9 j‘;‘p ;‘i— TR RE G R OE R R Premises and storage facilities should be
3 ), LR e clean and free from litter and dust.

ETR jﬁ LR b TIRFREUEL Cleaning programmes, mstructlor_ls and

&% i3 4 o records should be in place. Cleaning
should be conducted so as not to present
a source of contamination.

3210 | (FE SR EARE BREEF Premises should be designed and
EARIVE VSN N AR PP S PN equipped so as to afford protection
P E R ARGt E ¥ against t_he entry of inseqts, rodents or
i E AR K other animals. A preventive pest control

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

3211 | Fienik L3 ~ 4% % % 48 % & | Rest, wash and refreshment rooms for
BTG B DIRAR o B2 b Ak | employees should be adequately
R BN P SN B separated from the storage areas. The
# i o 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 & % k¥ ¢ 4| (Temperature and Environment Control)

3.3.1 B2 HE g R E 2 AR R Suitable equipment and procedures
B GRS o Z Y R RB T should be in place to check the
3 & ds T g Lr_m@}i CiBRR Sk environment w_here medicinal products
TR are stored. Environmental factors to be

e considered include temperature, light,
humidity and cleanliness of the
premises.

3.3.2 REF R RANAMENiER TR An initial temperature mapping exercise
bafé * it 7479 g ARl 3= | should be carried out on the storage area
o before use, under representative
R e conditions. Temperature monitoring
B RERIR A T ik R ‘;I_' equipment should be located according
RRE o RTERER IR L EE to the results of the mapping exercise,

Jff"i BB DR B R RIY | ensuring that monitoring devices are
e kb R Llp 3 £ <% | positioned in the areas that experience
E&’é T EL NI Et—l = 2 ' 2 ] | the extremes of fluctuations. The
sl -] miii% 7o 3 F A2 b | mapping exercise should be repeated for
il (ok NREF ) TR A significant changes according to t_he
ST LB R T PE o 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.

3.43%) % (Equipment)

34.1 PR 2 '34«4 B2 0 KA All equipment impacting on storage and
M ik PR L H3E P mﬁnv}%ﬁ?‘;{ distribution of medicinal products should
AN FE 2 e TR be designed, located, mal_ntalne_zd gnd
& m?g,@ SR # R @m f,ﬁ cleaned to a standard which suits its
Y intended purpose. Planned maintenance
P should be in place for key equipment

vital to the functionality of the operation.

3.4.2 LIRA-R T BEREGTRE 2 Equipment used to control or to monitor
HHE R Jk xé; bta Gl W A=A T the environment where the medicinal
%, AR wenpER R IRie (7 e o | Products are stored should be calibrated

at defined intervals based on a risk and
reliability assessment.

3.4.3 XK R 7};&1@ i B e Calibration of equipment should be

S TS SRS P T E L LS

traceable to a national or international
measurement standard. Appropriate

13
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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.

3.44 W s ME R o (vE 2 @ | Equipment repair, maintenance and
BT IERSFE 2 ek % | calibration operations should be carried
FA R bt AR AL R _out m_such a way th_at_ the quality ar_ld
B A integrity qf the medicinal products is not

i - 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 4K 3 chiis ~ Mk 2 #¢ | Adequate records of repair, maintenance
T sk ¥R 2% o B4k | and calibration activities for key
R AL DN ,A.ﬁ Eapp v equipment should be _made and the
TR ;?«E @/aa results should be retained. Key
LR BRA B EE 2 “;f@a: equipment Woulql mclu_de for example

g P— T kA= cold stores, monitored intruder alarm

KE R sap 'é *EEFRA | 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 & " it % % (Computerised Systems)

35.1 i T AR kim0 k BuR B i | Before a computerised system is brought
W F SR FEIL 0 %k Sy B into use, it should be demonstrated,
FESNEH D L e E P Y end thrqqgh appropriate validation or .
P verification studies, that the system is

capable of achieving the desired results
accurately, consistently and
reproducibly.

3.5.2 B¥ B8 k5 d o P GF 4 e | Awritten, detailed description of the

FEBFE) ) WP R L AT 2
B RA] PR & 2
,fi ffu% Fle o & 55y (? P

e * 2 B H @ k5L #ens

;\l)o

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.

14
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3.5.3 Ty g Ban@i Data should only be entered into the
3z g@; computerised system or amended by

persons authorised to do so.

354 g;:#;f‘ﬁ M AT I EiRd Data should be secured by physical or
B N dL;c,,Jfg iy #c > £ 73 2 | electronic means and protected against
BB RALT GB o accéq;)_nta}[l_ or uréa;uthgr(ijsid o

THE DD .. = | modifications. Stored data should be
%Ub?)% I:ﬁp f_lﬁ Bi‘f"" , %t{%\}@ 'ffil checked periodically for accessibility.
Pro=s 5t e == 7 =" | Data should be protected by backing up
B2 & e BhiF GG 5 F o 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.

3.5.5 T Pk A a1 Bﬁﬁ " ﬁﬂﬁ Procedures to be followed if the system
Bl MRGE 0 e gqug k& % | fails or breaks down should be defined.
® o This should include systems for the

restoration of data.

3.6 %7 % sz (Qualification and Validation)

3.6.1 PO E AT R e AR AR A Wholesale distributors should identify
S vE s M AR AeRE T AL iR2 % % | what key equipment qualification and/or
2 4% frehn FEM > Bh BB R TR key process va!idatilcl)n _is neczssary to

ak L (t e b Bk ensure correct installation and operation.
(%r,',‘fq '2 wh }f_‘ g o fii K%J) The scope and extent of such
ijja;@ N R etk v =0 h e qualification and/or validation activities
A (such as storage, pick and pack
processes, transportation) should be
determined using a documented risk
assessment approach.

3.6.2 AEE AR DR T Equipment and processes should be
AR SHEras & ) RA w | respectively qualified and/or validated
5% & FE A o before commencing use and after any

significant changes (e.g. repair or
maintenance).

3.6.3 BB G e ghzpdR 4 > M p | Validation and qualification reports
& ’ff»’ kg 2 IR I gb,ﬁ 3¢ | should be prepared summarising the
I L f;%@ i L ¥ g Beie— 45 | results obtained and commenting on any
B D B A observed deviations. Deviations from
4 LR R B TP established procedures shou_ld be _

- DA e R AR documented and further actions decided
(CAPA) - & fefm»camg ! 2 iiAZ | g correct deviations and avoid their
R K eFE sd @ F 94 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

L2

% 4 3 < i#(Chapter 4 Documentation)

4.1 kB

(Principle)

BT ELRIST f AR

M T2 EpELkp o "E/f-
WanEfd ¥ R FELEH AP T
Feg o 275 B T EPF 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(— #&3

T

42.1 ~ e UK ARTFAGNER Documentation comprises all written

G0t LG ARRE 4t 58 & procedures, instru_ctions, cont_racts,

Bk fcdh o v i 2 B (R B records and data, in paper or in

T o electronic form. Documentation should

] be readily available/retrievable.

4.2.2 T MAEL Y ;’%ﬁ gz H © i 4 | With regard to the processing of

T2 AT 0 ik BN G2 4 2 4 g | 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 IARERc SR NS oF o RS Documentation should be sufficiently

Bi® B 1Az, ¥0 g aw | comprehensive with respect to the scope

By fdemg= 2822 i of thp wholesale distributor’s activities

MR E S T bR AR and in a language understqod b_y

ok personnel. It should be written in clear,
unambiguous language and be free from
errors.
4.2.4 AR % #fgd Ady T2 4 1% | Documentation should be approved,
;a “EFAmop g o2 A £ 2 |signedand dated by designated persons,
gr L9, L2 ELRE als rr]equir:ed.r:t shpu_ld not be handv]\clfr_itten;
R although, where it is necessary, sufficient

Ef ) 3 gz Fl& i AR space should be provided for such
entries.

4.2.5 v e TFHERRIRER Any alteration made in the
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TP P ERLRE LFRAPR
KepF e f g o { 2el®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 2 ERRFEPN E L TR Tl 7 Documents should be retained for the
i w3 5E . A F4La | period stated in national legislation but
LEMER D R s e g | A least 5 years. Personal data should be
A A S f deleted or anonymised as soon as their
% B % | .

storage is no longer necessary for the
purpose of distribution activities.

4.2.7 A AR RVEFREEE NS Each employee should have ready access
TR AR 22 (o to all necessary documentation for the

tasks executed.

4.2.8 Rl i T B O SR g Attention should be paid to using valid
TEARB o 2 BT PRGN F and approved proce_dures. Documen'gs
HEAL LA P m,»%/ﬁi Fp should have unambiguous content; title,
~EREELE AT 5}; 3 ) nature and purpose should be cle_arly
Boiphr (rEAER D L ¢ stated. Documents should be reweyved
LT regularly and kept up to date. Version
(0 xS Bk R AR ool should be applied to procedures.
At g o PSR B 2R | After revision of a document a system
A ek “,f %A o should exist to prevent inadvertent use of

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

429 TP &y BRI S kg Records must be kept either in the form

I/(J?\f “‘;F%'E‘ﬁ_‘ﬁﬁ\‘lq:laﬁ
A '3‘%" uﬁ':l‘
;},l . B :E[}; ~ —'-r'r' F'%‘F‘ y & j’g_i«]{b

o

-
m
T
¢ TR
j'_
%

il ®  EF PG SR
bg‘ﬁ)‘:zi"ﬁ?\r?— %h_l;’gi}’"b
B~ A& 3P ﬁ?(fl‘&@l’\fz 2o

EEPFRT SR R
L AR R R B L e )

(RPN 2 L 28%T) -

RS FER R P o £
N 329 % AN A

K? o
Vi

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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% 5 F i¥# (Chapter 5 Operations)

5.1 & B

(Principle)

FOEEH G R TR R
e B ELIN G 2 B 1R B e
WEH ER e TR AT R
WP RET PP EFHP R
Hirp A Fkih o T &B’»”Lr”ﬁ ¥
e R R R EEE £

sz b

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.

FHEEHG L B2 G B
TR N AR B Y R
T MAE T E RS
FE 2 R T AN

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.

5.2 & 2 Tt ®  (Qualification of Suppliers)
5.2.1 FEFHF PR LEERP 2L Wholesale distributors must obtain their

ERZEBEETES -

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 I - BB EHFE-EFEL Where medicinal products are obtained
B> BT Jf FE IR s o 8 3E | from another wholesale distributor the
HE 83t wvrn ¥ xﬁ o reC(_aiving wholesale_distributo_r must
& e{ﬁﬁ%?ﬁ S B 45l . verify that the supplier complies with the
R principles and guidelines of good
distribution practices and that they hold
a licence.
523 AT IE P R W R4 | Appropriate qualification and approval
BT R G T HRRT 2P of suppliers should be pe_rf_ormed prior to
oo gl F;,U@ VIARR B A 2 B procurement of any medicinal products.
P T N T T This should be controlled by a procedure
. YR and the results documented and
= periodically rechecked using a risk based
approach.
5.2.4 FREEHE AETOERFEE When entering into a new contract with

new suppliers the wholesale distributor

18
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ATE N B %‘”ﬂ%#’(‘due
diligence’ checks) ! &z H & i &
R PN R iw’ﬁ%

I RE R A

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;

Iv) diversity of products handled by
supplier;

V) FeAe -

v) and out-of-range prices.

= ¥ (Qualification of Customers)

531

Hb l’n‘

;P‘L‘L} ﬁr‘;’/ﬁr'g‘—n—w,
B R LR R

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

a2 THHFRE"FG BFR
V%\‘JFVI«—i.’E'.x#BF ER
it (RIERPE L)

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

FOR 2 BRSSP (Ao
B LA B ) pPE
ﬁ‘dﬁ;’}%p_J NHEERR TN

T ke PR AR B R4
GHAE S BT B L EpE
v L LR MR RHP
B VFE R TR TR f ehiz e o
RIRAEF E 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 4 b (Receipt of medicinal products)
54.1 Yo b2 B i ik a0 The purpose of the receiving function is
FEEF s Rk p Poaai s 0 | foensure that the arrivi_ng consignment
MR B AP AR £ is correct, that the medicinal products
¥ originate from approved suppliers and
‘ that they have not been visibly damaged
during transport.
54.2 BT R THARTRJIL > #E5 & | Medicinal products requiring special
& }_# s R EIE - LR fF handling, storage or security measures
i m%ﬁ B TiE DA should pe prioritised and once
bk 2 o appropriate che_cks ha\_/e been conducted
A they should be immediately transferred
to appropriate storage facilities.
54.3 FRAEDF e EY L L5 2% | Batches of medicinal products should
PP 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.
54.4 FIRAR SR~ BE Bz | Ifafalsified product is suspected, the
R E A, Ik W 2 £ 2 4 gag | batch should be segregated and reported
SEEIE Ry to competent authorities as required by
national legislation.
55 #3 (Storage)
55.1 ZraiREa (v PF)RE H | Medicinal products and, if necessary,
T i e % 5(& R4t § &)+ F e | healthcare products should be stored
AEABES ° FFE I kA separately from other products likely to
BRCRAZHE GG F FFin alter them and should pe protected from
9 - B i N s the harmful effects of light, temperature,
RO T S T = 2 P moisture and other external factors.
FEILE o Particular attention should be paid to
products requiring specific storage
conditions.
55.2 B OPE O GERUE 20 3 B AR | Incoming containers of medicinal
B MUFR o MR e 7 ez products should be cleaned, if necessary,
s (d0E%) o 3 ERBTE before storage. Any activities performed
c oo R on the incoming goods (e.g. fumigation)
w should not impact on the quality of the
medicinal products.
55.3 A RETTE AR AAF A F R Warehousing operations must ensure
T RGP G o appropriate storage conditions are

maintained and allow for appropriate
security of stocks.
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5.5.4 Y - R E AR N TE | Stock should be rotated according to the
£ FF G A S ek first expiry, first out (FEFO) principle.
Exceptions should be documented.
555 LR LR O E R E’L#E 7% 4 % | Medicinal products should be handled
R3pens N ARz gk o F 27  | and stored_in such a manner as to
ARG RHE EL % siye kR prevent_spl!lage, brea_kage, N
B K (4o A ¥ A contamination and mix-ups. Mgdlcmal
’ 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).
5.5.6 :}'.5-1’? 5 ovcHp B BV iy Hp U Medicinal products that are nearing their
s R THEF N L R GBS B o | expiry date/shelf life should be
withdrawn immediately from saleable
stock.
55.7 BERPN FHRE LR 3 Stock inventories should be performed
irms B A5 RS w3 4 w2 ¢ | regularly taking into account national
LRV 33 STE S -E legislation requirements. Stock
irregularities should be investigated,
documented and reported to the
competent authorities when needed.
5.6 B 3 F~ 4k (Destruction of obsolete Goods)
5.6.1 B 4 h® B E 11 ~ A B &2 | Medicinal products intended for
GBI G ALE AJT o destruction should be appropriately
identified, held separately and handled in
accordance with a written procedure.
5.6.2 AT R BB ALY % H ﬁé’r_ 2 Destruction of medicinal products
BN &N R R AEJE - iF %~ &% | should be in accordance with national or
2 B R o international requirements for handling,
transport and disposal of such products.
5.6.3 T AR Bk B R T 2 Records of all destroyed medicinal
B3 iR TE o products should be retained for a defined
period.
5.7 4 b (Picking)
Jel & F g F12 S iR Controls should be in place to ensure the
ENTFEY i § EREY i correct product is picked. The product
= should have an appropriate remaining
shelf life when it is picked.
8 & J&(Supply )

,,»er.,ﬁ ﬂ_."f‘% ﬁ F 2o fi(-&r'i'i %,‘“_Ef/é

f"ﬁ TH)REP p & *r‘r'?f?-bk’

WA~ = 5L~ & o p Hp (iR

For all supplies, a document (e.g.
delivery note/packing list) must be
enclosed stating the date; name and
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BIpiE s 2 83) R -~ ik
BF PGS A »],:"F.‘ A et Lo
H R BRI T

o RAFRS M IRTF o i BRA &

mﬁ K;-’r}/n fﬁ* °

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 5 » &2 1 (Import and export)
5.9.1 o @?J x Z 5] DRERPN E L 2 Import and export activities should be
Hox 2 RMEER AR T o conducted in accordance with national
PO R *L 5% T A Ieg_lsla_tlon and with international
sefp s B A o) éni?* 5 g guidelines or standards when
A ﬁ;_ . ’ approprlate._Th_ls is alfso 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 PHBEHF A RRBEE Where wholesale distributors
FoPE 0 FRERH (IR drgsig & | obtain/supply medicinal products

A EPHMZ AT ERES

##Eéﬁf‘@éﬂ'?ﬁ ERE b R RE S

R S N RS
?ﬁﬁﬁg@? v PEER -

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.

F6F% ¢ A i@wsE iz 2 EZ & vz (Chapter 6 Complaints, Returns, suspected
falsified Medicinal Products and Medicinal Product Recalls)

6.1 = Rl

(Principle)

Y R NG s B E
woT s R et ik G AL A TR
B e BT A B K M PR B
Boizimiw & abe i@ A4 8P
A fed IR B HATER 0 F
ESHEEGBEF EREN

e X R F - et 5o

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
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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 YRR T RAsima > % 4 | Complaints should be recorded with all
B E R E AN Y 5 Aol the original details. A dist_inction should
AN EEETE F AR be made between complaints related to
s s i T el A R the quality of a medicinal product and
Z_¥ PR il B R vt R
BT A i A aEA s o those relateql to distribution. In the event
AR R of a complaint about the quality of a
PP & MRS SRR | medicinal product and a potential
B B 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 o IR # 5 o 0 &Y g | If adefect relating to a medicinal
WA E R BB P o product is discovered or suspected,
consideration should be given to whether
other batches of the product should also
be investigated.
6.2.3 Bt TA R R FadRY SFRAR A person should be appointed to handle
complaints.
6.2.4 &R PES ¥ IR OA R TS R | If necessary, appropriate follow-up
BB ¥ ihis i B A 8+ (¢ | actions (including CAPA) should be
4% CAPA) s iiif vi % 5B - taken after investigation and evaluation
of the complaint, including where
required notification to the national
competent authorities.
6.3 :¥ % % (Returned Medicinal Products)
6.3.1 W Bk d g R AR 0 ¢t 47 | Returned products must be handled

Rt A G Mk G A#H S T
PR IR K2 B R d |
Gt AT SR TR oW
TERRLFHBMIRATE LY
BJL o ¥ R EE e 52k Bl
g 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 WREHF ITESH T2 B R 7 | Medicinal products which have left the
b AP AT ”LFF # » 4 s | premises of the distributor should only
LRIl R 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
NS T AES £ SN packaging an_d are in good condition;
have not expired and have not been
recalled;
i)d 2 5 Qw2 ZE 4 2 | 1) medicinal products returned from a
T npE L4 0 47 13w T | customer not holding a wholesale
FH L R 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 &% (k5 % | i) it has been demonstrated by the
IR L e B R customer that the medicinal products
have been transported, stored and
handled in compliance with the specific
storage requirements;
V)& 5. d 3 LAk 25e & | iv)they have been examined and
B2 i A B h R assessed by a sufficiently trained and
RoEHT T AREEN AL competent person authorised to do so;
" o3 W e e the distributor has reasonable evidence
'~@¢ GE (BB RE R E hat th q lied to th
By U that the product was supplied to that
o customer (via copies of the original
= %E% Roxp #p % EBPE L | delivery note or by referencing invoice
ZHRE) 2w R E RS | numbers/batch numbers, expiry date etc.,
S as required by national legislation), and
that there is no reason to believe that the
product has been falsified.

6.3.3 TERPIREGIEE(oMR) 2 Moreover, for medicinal products
S R v M A S ﬁ’r B Hp requi_ri.ng specific temperature storage
P B Ryt 2F chRE T R conditions such as low temperature,

N g o - .= | returns to saleable stock can only be

A BT R ﬁﬁ%wﬁ—l?° . . .

S e A A e made if there is documented evidence
pERIRLE L BV that the product has been stored under
R E TR R the authorised storage conditions

M id E T A throughout the entire time. If any
()RS S deviation has occurred a risk assessment
(i)-A 5244

has to be performed, on which basis the
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E 2 B2
(i)-3Fix & K2 353 integrity of the product can be
demonstrated.

(V)19 % & &2 & %
(V)-Tc g A 553w LFHF
(V- By g A2 P R R e
(Vii)-i2 v 38 4 Bherd R o

The evidence should cover:

1) delivery to customer;

I1) examination of the product;

1ii) 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 T V48 5 E 52 2% 2% | Products returned to saleable stock
B R L3P L D(FEFO)2 k% should be placed such that the “first
4 2eid (T o expired first out’ (FEFO) system
operates effectively.
6.3.5 | fﬁg,%; BPw 2 AR Ew T T 4 Stolen products that have been recovered
EEREEEEG LT F cannot be returned to saleable stock and
sold to customers.
6.4 iz ~ # & (Falsified Medicinal Products)
6.4.1 Bz iz s iz ~ 2 &4 8 2 | The sale and distribution of a suspected
FA o falsified medicinal product should be
suspended immediately.
6.42 | PFEHFELIERGE 7,.-*,4? # & | Wholesale distributors must immediately
RO0UTR  BE > LI T i F inform the competent authority and the
WHE DTG A Xk marlgef[ing authorisation holde_r of any
1 8 #ﬁ—r SE M R & AT ]rcncled_:cc_:lr(;al products theby |]£1Iein_tf|_fydas |
BoREimd i EER R 4 el alsified or suspect to be falsified and act
¥ i ¥ on the instructions as specified by the
FEET RipmE ARG - 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 TRt i RAAT B2 %~ 2% > R | Any falsified medicinal products found
> oWie 7@ R AL 0 ¥ 52>t ikag | inthe supply chain should immediately
Hp B &% i ,x;%iﬁ 4L be physmally segregated and stored in a
- .. . + | dedicated area away from all other
ooty ARM FE A L BT e :
g b . medicinal products and be appropriately

labelled. All relevant activities in
relation to such products should be
documented and records retained.
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6.4.4

FEehn a ~ BER 55 L 3 Rk
e I ST Y. RV i%T ®oow 3
Tl o & rd R E R R
FFEesERA NEEFE S
7 g EATIE > 4l AT AR B
R § 5 ek

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 Jz(Medicinal Product Recalls)

6.5.1 BREFFE 22 B UEEAE There should be documentation and
e 42 i R > ) & 5w | procedures in place to ensure traceability
Je o of products received and distributed, to
facilitate product recall.
6.5.2 Yo 4 A FEw ez 35 i % % | Inthe event of a product recall, all
Fe R A FEH T R L customers to whom the product has been
it FER dlstrlbut_ed shall be informed with the
appropriate degree of urgency and clear
actionable instructions.
6.5.3 T AT RS A ﬁ‘ifﬁé » 4 | The national regulatory authority should
A 5o gi%] Do BB R L 24w | be mforr_ned of all product recalls. If the
i Rt H A IR T product is exported, the overseas
B W i A o counterparts and/or regulatory
. authorities must be informed of the
recall as required by national legislation.
6.5.4 BT EBE v T TEL 2 The effectiveness of the arrangements
F R (R EE - K)o for product recall should be evaluated
regularly (at least annually).
6.5.5 AT T A E P I R & AL Recall operations should be capable of
# o being initiated promptly and at any time.
6.5.6 AR LR Qg‘} F oI g m;}ﬂ The distributor must follow the
FoRERE GY AL B F instructions of a reca!l message, which
B RE b o should be approved, if required, by the
competent authorities.
6.5.7 HiFEmwt TEFR TP Any recall operation should be recorded
B0 BB S TRELL at the time it is carried out. Records
BE o should be made readily available to the
competent authorities.
6.5.8 Fo R wyciEF A R A The distribution records should be

?‘]«r ’ pfﬁs Z,Fﬁg"'\
il

FHpEE R
= et Ao T (i Fe b ab S

readily accessible to the person(s)
responsible for the recall, and should
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FTIIE R AT RS B R

Qe BLA (1% L F R R )2

wE) ® /Z\ﬂia?]:”é‘é{«& gl
A (RBEPN 2L 2 30T) -

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

W T E2 B R T jedT
BEFL P RESLELN

o

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

% 7% 4 *ti¥¥ (Chapter 7 Outsourced Activities)

7.1 & B (Principle)
Ee AR E2 L IR Any activity covered by the GDP Guide
FEAE SRR F4 gy | thatis outsourced should be correctly
4T BEA Sox Ao s o £ | defined, agreed and controlled in order
ek goi ks WAL A G A to avoid mlsund_erstandmgs which could
. A A ‘; E_ o ip e f j N ‘; . affect the integrity of the product. There
FJ AT EGTRRT TR | nyst be a written Contract between the
b Contract Giver and the Contract
Acceptor which clearly establishes the
duties of each party.
7.2 % 3=+ (Contract Giver)
7.2.1 A F g RiTEde o The Contract Giver is responsible for the
activities contracted out.
7.2.2 % ;Lﬁ it ;Liﬂ”zggz? fg 7 The Contract Giver is responsible for
L Rz 30T 4o AR TR assessing the competence of the Contract
i 2 B O B AL R B 2 Acc;iptor to sgljcc%s:fully carry Ot;Jt the
I D A, work required and for ensuring by means
iﬁ :{ - ijﬁ (i 3 4 P 'j 1% ¥ Hf of the contract and through audits that
PRLF BEFIFFLHET | o principles and guidelines of GDP are

R ey 5 SRR S
AR A T e
t e

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




.

T RS ASE R
L R RN
FehiTE 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.

73 %2t

+ (Contract Acceptor)

7.3.1

)

X7 F GDPiaZ M2 4

e

o

_nt‘\(
ol

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

7.3.2 = gﬁéﬁ &7 i g DITEF AR The Contract Acceptor should have
B ARR S Aril ik 2 OB (T A adequate premises and equipment,
EE RS L LR procedures, knowledge and experience,
and competent personnel to carry out the
work ordered by the Contract Giver.
7.3.3 XEHAELEH ¥ 4£:2% ~ #2.8 | The Contract Acceptor should not pass
GETPEHEPEZ (4 ;J:Aﬁ to a_thlrd party any of the W_ork entrusted
KR EF ) 0 A BT to him under th,e contract without the
1otz (P A R S S o Contract Giver’s prior evaluation and
T A approval of the arrangements and an
F R ]f,“: * - 0 Lr,' ) f audit of the third party by the Contract
o R Rt m FH R 2 T | Giver or the Contract Acceptor.
EREEH 2 XF R EAT | Arrangements made between the
Foo° 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 ﬁ BE LR LI A 5 The Contract Acceptor should refrain
ST i A 2 LR RiE P from any activity which may adversely
# o affect the quality of the product(s)
handled for the Contract Giver.
7.35 REF e iR ENE Fo w432 | The Contract Acceptor must forward any
FRUEFTAPFESSTL information that can influence the
T o quality of the product(s) to the

Contract Giver in accordance with the
requirement of the contract.

A

% 8% p %1% (Chapter 8 Self-Inspections)

8.1 = R

(Principle)

EREE IR 5 TE AN
FpNEHEFEo

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

8.2 p #\ & % (Self-Inspections)

8.2.1 B TP ERNLF A 2 | Aself-inspection programme should be
4234 > & 5 GDP & = 5 2 ;# | implemented covering all aspects of
IEIR ;}% 52 R L. p AR GDP ar_1d comp_lian_ce with the
P LR g B T 2 s BB B re_gtﬁ!atlogs%_guhdf_lmei and procedures

g AP AT - within a defined time frame.
Self-inspections may be divided into
several individual self- inspections of
limited scope.

8.2.2 AR OF i}; TN 2R ek Self-inspections should be conducted in
EAR > AP w4y an i_mpartial and detailed way by
(7o fp etk MG RFEP T designated competent company
St s e A LB 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 3 B A AR es 84 ke | All self-inspections should be recorded.
AP EF AR FZ TR Reports §hould contain_ all the_ _
BOFLEABRELF ﬂ;lz z # | observations made during the inspection.
WM AR EF A2 #% s A copy of the report should be provided

R 2 D to the management and ot_her relev_a_nt
FLEL R =R persons. In the event that irregularities
(CAPA) s < it 2 3 gi_o and/or deficiencies are observed, their

cause should be determined and the
corrective and preventive actions
(CAPA) should be documented and
followed up.

% 9% #fy  (Chapter 9 Transportation)

9.1 m R (Principle)

9.1.1 FEEH R T o A R# & | Itis the responsibility of the supplying
P g Wﬁ;ﬁ 4,; A P wholesale distributor to protect
FER AT P A AT RS gl medicinal products against breakage,
BERT adulteration, theft, and to ensure that

temperature conditions are maintained
within acceptable limits during transport.

9.1.2 AT PR T s,';ls[@.ﬁ‘; a7 P | Regardless of the mode of transport, it
¥R ékgoevi s ®ERg | shouldbe possible to demonstrate that
EIER -SSR S0y W the me_dlcmes have not been e_xposeo_l to
¥ i*ﬁ%ﬂ@ﬁﬁ]&‘é%ﬁ . 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)

9.2.1 & 5 &@ﬁﬁ@ﬁ“’r% SR RENES The required storage conditions for
o et EE pM e EF (rjnec_jicinal products shoglrc]l_ behmegn;_aingd
N uring transportation within the define
LT Eﬁ limits as described on the outer

packaging and/or relevant packaging
information.

9.2.2 5 é_séf%] 2= - QI e 3 us:,sgg If a deviation such as temperature
A SEUAE 0 pil 4RE 4 2 % g2 | excursion or product damage has
WE R ¥ ko Bt B E 2 A occurred during transportation, this
N ST 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 FOEEH P B o A R 20 | Itis the responsibility of the wholesale
B b A RILE S R R G dist_ributor to ensure_tha_t vehicles and
FEHIFR R D EERE equipment gs:_ad to distribute, stor_e or
DA SRR AT i S handle_medlcmal produch are sungble
3 & e o p— F’ ‘ for their use and appropriately equipped

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

9.2.4 SN I SR CE SR ESE R There should be written procedures in
% o ot} 3 T2 M3kend 6 4z | Place for the operation and maintenance
Boo ¢ 22X 2R o of all vehicles and equipment involved

In the distribution process, including
cleaning and safety precautions.

9.25 BREEHG REREERADR Risk assessment of delivery routes
IR A o @ 4?4 | should be used to determine where
G HR R * ST RLE R ek & 0 i | [@Mperature controls are required.

TH R ITFREE KT o Equipment usegl for temperature
- monitoring during transport within
vehicles and/or containers, should be
maintained and calibrated at regular
intervals.

9.2.6 FEE R RE V6 * & % o0 | Dedicated vehicles and equipment
# EE R L h chd e shouI(_JI be use(_j,_where possible, when
X %Pt i E ces gz | handling medicinal products. Where
Ep2BERRTR LI - 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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compromised.

9.2.7 by iz p H P rkor s Deliveries should be made to the address
B PR K q{% N H ¥ stated on the delivery note and into the
wro R g A ,1 %k % chiE g | Careor the premises of the consignee.
s Medicinal products should not be left on
alternative premises.
9.2.8 B F YRR Bf £ i#:i% > & | For emergency deliveries outside normal
HEEFTAR TG Ao AR o business hours, persons should be
designated and written procedures
should be available.
9.2.9 ﬁﬁﬁl%’r} = 2 HEFFEFE L XK F | Where transportation is performed by a
SRS F2ZBEROPPEIHT R third party, the cont_ract in place should
T ;/g_@ﬁ;];ﬁ 3B ﬁi?ﬁﬁ B 2 9} encompass the_ requwements of Chapter
o F R BT T f A 7. Transportation providers should be
43 ,J,@;{i Gt 3 H ek made aware by the Wholesale_ol_lstrlbutor
ST —- &= F | of the relevant transport conditions
WLERER CFEE L2 . | gpplicable 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.
9210 | & &3 EERALY > BT # 7 ﬁ & | Provision should be made to minimise
A SN T - REEET m%fr 2 the duration of temporary storage while
N awaiting the next stage of the
transportation route
93 % 34 ~ ¢ X% -1 (Containers, packaging and labelling)
9.3.1 R/ TRER S e A gg 4 3 2T Medicinal products should be
® 2 g E B 4% b AR (4 | transported in containers that have no
5 A2 G Y EE o adverse effect on the quality of the
products, and that offer adequate
protection from external influences,
including contamination.
9.3.2 EREGHME & £ Y § % | Selection of a container and packaging
SRR B E R R B R T should be t_)ased on_the storage and
E Al AN T %m&g;% u‘?_f;i Ny E] transfpprtatlon requirements of the _
LA MIEE 2 BE R & medicinal products; th_e space required
e i 2 @@?}? ﬁéﬁﬁﬁiﬁ% i . 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 KR EET L ERTE R Containers should bear labels providing
% # @i R %9 eh B 0 g | sufficient information on handling and
5 5 0T e P IR 2B ,; storaget;]e?t#]remen;s atnd precautlolns to
ensure that the products are properly
lfli ;f ;f;} fa il R dc 0 handled and secured at all times. The
~# f containers should enable identification
of the contents of the containers and the
source.
4 7 & ¢ 4liF # A 5 (Products requiring controlled Conditions)
9.41 [EXF R FIPE R dofrpsZ | Inrelation to deliveries containing
DR HH B E MG EHD medicinal products requiring special
,@@ BEEP: 22 & f o wgsa » | conditions such as narcotics or
Ry éé }@ 4o e 4 p_syc_hotroplc substanc_es,_the wholesale
g @# D5t distributor should maintain a safe and -
; s EFP“E'] ) - )1 secure supply_chaln f(_)r these pro_ducts in
RdZa 4 niE @ 5 % o | gocordance 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.
94.2 BriZ >~ B % 2 ¥ 4 a3 491 | Medicinal products comprising highly
2B §RiE % F 5% st on | active and radioactive materials should
A }_ #’ % 3 o R b 2 be transporte_d in safe, deo!lcated and
3 RPN R L 2 %& % o secure containers and vehicles. The_

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

9.4.3 ¥R RAR A & i * 5% | For temperature-sensitive products,
2% a2k ()4 Jg,v_ & % g y-# | qualified equipment (e.g. thermal
T’; AR D ) I FERA paclt<a_g|ng, tertnperatuie-contrct)llelii .
. + = mogay | CONtainers or temperature controlle
W - ra @y > ;‘i jgj&gi vehicles) should be used to ensure
oo A B FEDE B IR o correct transport conditions are
maintained between the manufacturer,
wholesale distributor and customer.
9.4.4 If temperature-controlled vehicles are

B d hEEpER T R T
PSP L E RS T T S
D 13*‘

a
a]

TR AR AR

used, the temperature monitoring
equipment used during transport should
be maintained and calibrated at regular




i

ERICEYOE

intervals. Temperature mapping under
representative conditions should be
carried out and should take into account
seasonal variations, if applicable.

9.45 4ok 2 & CRPF > Rk 4p B 3 AL > | 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 GFEF 4@ * R4 A PF > JEc e | If cool packs are used in insulated boxes,
gUAEE j—%;}{_ﬁg 2 fi» B 1w g | they need to be located such that the
B m A (F S e )z £ | Product does not come in direct contact
AT A B AR 2 2B . 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 e kST B A R HE Af 18 There should be a system in place to
* o FE R € 3% Tk % 24 fren | control the reuse of cool packs to ensure
TRV T STRVE TR STRIE | thatdmcomple'flt_erl]y coor:edlzakc):ks Sre nott
2 oo = o o used in error. There should be adequate
3 % 5 MR aE physical segregation between frozen and
chilled ice packs.
0.4.8 7 2o AR MPERRR AN The process for delivery of sensitive
2 B AR E K &8 B & (v e | products and control of seasonal
41 o temperature variations should be

described in a written procedure.
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Competent e d g iFe F % 53t | Organisation that has the legally

Authority FEH L R 4T B delegated or invested authority,

ERCR TR P R capacity or power over wholesaling
‘ v of medicinal products in the

jurisdiction in which it is located.
Contract Acceptor | # 7 % ;L—“F'f % 322  GDP ;& % | The company who is contracted to
= ’;—,L—‘F"f N F conduct an activity covered by GDP

by the contract giver.

Contract Giver
i 2L X

The company who is contracting out
any activity covered by GDP to

FoR i
a . another legal entity.
Due diligence BE_ P LA 2 4w > ¢ | Thisis aterm used for a number of
7R S hEF L gnE g & 4 | concepts, involving either an
Bieirena s Sppmi i investigati_on of a_bu_siness or
AL persons prior to signing a contract,
’ or an act with a certain standard of
care.
Export LR PR R s M AR | Allow goods to leave the customs
ﬁi%l 4 A AT B o territory of the country or economic
area.
Falsified Within the EEA:

(counterfeit)
medicinal product
B (7 )E

N Rt a A
OERSTREREER FES I |
BT R AR §
= —*ﬁ ; é
C)H %4k & F5 12
&gm éj’;r‘bt"\?],o

, 1$ ,{3_7&]

xR+ 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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Ty

& /& : 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

Free zones and free warehouses are

BRI BB 2 ER 0 pd

warehouses T R&pd fEEF RS | partsof the customs territory of the
’ o Bl AT 5 A AT 55 A matzy | COUNIry or economic area or
pd FhwREAA b7 4% 5 2k s e R4 w ga ¢ | Premises situated in that territory
R .g‘rrz; Z o " 777 | and separated from the rest of it in

' " accordance with national customs

regulations.

Good Distribution | GDP &_&-§ &z - %4 » | GDP is that part of quality assurance

Practice (GDP) Aty o WO N S which ensures that the quality of
FEBUEHRE |y gatioge - o g gL | medicinal products s maintained
ERINE RS SRBERE : :
3‘: t‘ij % ; i g‘k*&' &R chain from the site of manufacturer
A to the pharmacy or person
authorised or entitled to supply
medicinal products to the public.
Holding & % HaER - Storing medicinal products.

Import ﬁi%l »

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

Manufacturing
Licence

Rl

A written authorisation from the
national regulatory authority to
manufacture (& distribute) those
medicinal products covered under
the licence.
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Procuring
AL

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

Public Service
Obligations
ok PRIRR

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.

Qualification

=8
P

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.

Quality Risk
Management

SR RE

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 System

A
| 4 2, L4
e RN L

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
£y

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

A EIZE(T R )&

LR R R E
2 E 5

a) F Fermnl ) ¢ 58 ¢ %A
%ﬁ~;ﬁ§w*@@$»
i A & FERRAH B

SR S F i B
b)H ki > & 32H ®gwm ~ @
SRS R AR
?%*ﬁ 7:{; -
C)H &bk ¢ L BH T AP
Fﬁét’l”cf;‘k’ i °

*';L

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 Ak T et <15 °C Deep freeze : Below -15 °C
BR AR D +2 F]+8 °C In a refrigerator : +2 to +8 °C
“E : +8 F|+ 15 °C Cold or Cool: +8t0 + 15 °C
%38 : +15 §]+ 25 °C Room Temperature: +15 to + 25 °C
i A . . .
BRI R AL RE ST Ambient: The required _storage
o R temperature of non refrigerated
2l * ’l’i W HF AR | medicinal product; usually stated on
T s #3025 °C T || the product as ‘store below 25 °C’ or
& gk T% * 30 CrT o ‘store below 30 °C’.
Transport s B Lz B E 2R > | Moving medicinal products between
F F H B i AzE A ¥ apER o | WO locations without storing them
for unjustified periods of time.
Validation HHERARSE 42~ % # ~ | Action of proving that any
FEPT HHL s Sd N % spr® s i | procedure, process, equipment,
PR ENELE T RL material, activity or system actually
5 ) o leads to the expected results (see
) also Qualification).
Wholesale g4 ¢ 5 R~ | Wholesale distribution of medicinal
dist[ibution CREINTN g—,ﬂ 2« gi.gj vz | products !s all actiyities consi.sting
Lo iE A R R pf procuring, hoIdmg, suppl_yl.ng,
I I importing or exporting medicinal
o products, apart from supplying
medicinal products to the public.
Wholesale TP T AL o T Operator who conducts wholesale
distributor distribution activities.

PR

*
A
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