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%= INTRODUCTION |

n sl £ § 4 % 2 T# 5 | This Guide is based on the EU Guidelines
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343/01) - +%4p 31 = A% GDP N 3 [
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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% S F ¢ (Chapter 1 Quality Management)
1.1 & B] (Principle)

FREHE R - ERA R
#Brﬁgm%“i ‘/n ﬁii &Kﬁﬁﬂ}@ﬁj

Wholesale distributors should maintain a
quality system setting out

T kB responsibilities, processes and risk
management principles in relation to
their activities.

T EHE R AARA FORF E2 | All distribution activities should be

R RE U PR gé—g - | clearly defined in procedures and

Frereed B4l 5 22 BE AR s%/stem?t(;c_:z%[l I_)t/3 rci_vlewed. All crltlgal

P . steps of distribution processes an

PR Ry TR significant changes should be justified
and where relevant validated.

el R AE A ey =0 2 F & | The quality system is the responsibility

HApE 4 2 Mg oz fa | of th_e organ_isation’s management and

VRS 1A requires their leadership and active

participation and should be supported by
staff commitment.

1.2 5

% %¢ (Quality System)

1.2.1

R RRIE T ERER AR
AR~ FRE SR EE o R R
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The system for managing quality should
encompass the organisational structure,
procedures, processes and resources, as
well as activities necessary to ensure
confidence that the product delivered
maintains its quality and integrity and
remains within the legal supply chain
during storage and/or transportation.

1.2.2 SR RS 2 i s T EpIE | The quality system should be fully
S ‘_fr.ﬁg’f % su4p B ey | documented and its effectiveness
B R E ek BT ST mo_nl_tqred. All quality gystem related
VLR activities should be defined and
documented. A quality manual or
equivalent documentation approach
should be established
1.2.3 i T BT AR e F IR K Designated responsible person(s) should
faiko BEBGEZ B R EP be appointed by the management, W_ho
CURE e Tk SR (R R g o should have clearly specified authority
and responsibility for ensuring that a
quality system is implemented and
maintained.
1.2.4 R g ,@AF‘,‘ JEFE e 5Bk S The management of the distributor
Fh %I AR B g RAgenit 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.

1.2.5 BFER W’Em «ufﬁ » &+ 838 | The size, structure and complexity of
B R R EHE AR SR o distributor’s activities should be taken
into consideration when developing or
modifying the quality system.
1.2.6 Bl &L g+ 55 0t sk e | Achange control system should be in
FETRGEERR 2 ik Rk placg. This system should ir_mo_rporate
b B F AT B K Ko quality risk management principles, and
be proportionate and effective.
1.2.7 S Bk SURRE IR The quality system should ensure that:
)% Sengr o~ R - B ﬁz%l »~ | i)medicinal products are procured, held,
«@] a8k dpalen® R supplied, imported or exported in a way
that is compliant with the requirements
of GDP;
i) B LB 5 Fehp il)management responsibilities are
clearly specified;
i) A &g g PR ST lii)products are delivered to the right
FEER K recipients within a satisfactory time
period;
V)33 75 8 e PFiE (7 354k Iv)records are made contemporaneously;
VBEZRS 12 Eivgag v)deviations from established procedures
are documented and investigated;
vi) P& F R ‘G 2R R 2P~ | iv)appropriate corrective and preventive
if § G I 45 (CAPA) » 4 actions (commonly known as CAPA) are
o EIEE g;,ﬁg-_./-;; o taken to correct deviations and prevent
them in line with the principles of
quality risk management.
1.3 & ¢ i ¥ 1 (Management of Outsourced Activities)

BN Y X RS TR ) R
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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:

)iz i"aﬁ"ﬁ:ﬁ fTEd 2§ e
G EREG LA
PR o RPFHRAFT R

Fk 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;

H)MG 8 5T AR M B R
L RUE

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

)T HE P2 F 430
T E

SREA LIRS Ny

e ©

1ii) 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 ¢ 2§ é; 71 % £ (Management Review and Monitoring)
1.4.1 JELR )@f;‘u_ oA T HP e 3 The management should have a formal
W;ﬂr/, o AR E 42 process for reviewing the quality system
on a periodic basis. The review should
include:
)i = &5 kP Rt i)measurement of the achievement of
quality system objectives;
)= v * 1 ORI R R S O i)assessment of performance indicators
2} stk radn ik doY 3w that can be used to monitor the.
o 3w A BT H effelc?'ilvenetss of prohcesses Wltlh!ntthe
R sk T f Ol W quality system, such as complaints,
(f?;g)g /;E;\% if;,? fﬁF’zzi;}; recalls, returns, deviations, CAPA,
K ’L. v e .. | changes to processes; feedback on
&R 2 At »#73 B | outsourced activities; self-assessment
Vad kR kR E ?5 % % % 2 | processes including risk assessments and
Fots e audits; and external assessments such as
inspections, findings and customer
audits;
Hi)iTiz R ~dg 510 2 ¢ S | dii)emerging regulations, guidance and
T % e BR A quality issues that can impact the quality
management system;
V)7 3 & Sk S it Iv)innovations that might enhance the
quality system;
VF ERBEZ2 PHEARL - v)changes in business environment and
objectives.
1.4.2 F - R ROk EERT The outcome of each management

P 4T G pkB R T N IREAL o

review of the quality system should be
documented in a timely manner and
effectively communicated internally.
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1.5 &%k *& ¢ 1= (Quality Risk Management)
151 SRR ERAT Y U~ F Quality risk management is a systematic

%J ,f_xﬁi ‘&Tﬁ%r’rr’r’?ﬁ& \,f
Loy Ag o H g \E? TR B
% Y}"lﬂrk}_ﬁ iﬁo

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

15.2 SRR R R & B R ' = | Quality risk management should ensure
CRPE Y- E 1o SNSE 8 ;5@ z §_ | that the evaluation of the risk to quality
TEEIE- N SRR X is based on scientific knowledge,
AR E S Kﬁ % i experience with the process and
" ultimately links to the protection of the
W L o patient. The level of effort, formality and
R M IR AR R 6T =¥ | 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
5l 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 & B (Principle)
é&%wr‘m_ FEiE 4 Wrag A B o 5 ¢t > | The correct distribution of medicinal
POF LT R KA s A products relies upon people. For this
B # f; Hord fF21fFe1ivA reason,tthf[ere must b:atsufﬁment —

ok LI 2 3 e competent personnel to carry out all the
AR S f 5 B SR L TE tasks for which the wholesale distributor
B ke is responsible. Individual responsibilities
should be clearly understood by the staff
and be recorded.

2.2 - 42 2 (General)

2.2.1 S BTG P BB S E A There should be an adequate number of
R # R4 ﬁx& ik iz 4§ - o | competent personnel involved in all
ZARBEARTEL R (FEEF stage_s _of the thlgsale distribution
e activities of medicinal products. The

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

2.2.2 PREHF D RBEF R L The organisational structure of the
%40 ¥ ¥4k 9 4 feng | wholesale distributor should be set out in
S NBF A ART B an organisation chart. The role,

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

2.2.3 Mgt A R end d B 2 RIZ A 4] | The role and responsibilities of

Bz %3 ok 2 G BIRRm o employees working in key positions
should be set out in written job
descriptions, along with any
arrangements for deputising.

2.3 B § 245 7% (Designation of responsibilities)

2.3.1 PHEEHP LI ET L A The wholesale distributor must designate
[ R G E g ﬁaiﬁ 51 4p 8 ~ B b2 | personnel responsible for GDP
4 g e B Esk s B fEA ﬁompllance. Relevant personneldshould

C L g - ave appropriate competence an

fﬁ HERRT MRS AR B experience as well as knowledge of and
o training in GDP.

2.3.2 FEITHT R EY AR 2 Wholesale distributors should nominate

mEE A B (4o af EX3 3 ~ w4z ) - | personnel for out of hours contact (e.g.
%ﬁ’»#ﬁ T2 fEF AR T (reérslerger_lglles and/or recall).dD|e3|gtnated
RN ST I ponsible person(s) may delegate
duties but not responsibilities.

2.3.3 Wip TR AR 23 5 B Written job descriptions for designated
PR 2 OB Ap B L i enpe | responsible person(s) should define their
oM FEHP RES L BF authorlty to tgk_e_o_lemsmns with regard to
LR H BT 2 T i thelr_respon3|b|I|t|es_. The who!esale

SR F dlstrlbu'gor should give the de_S|gnated
ARG responsible person(s) the defined
authority, adequate resources and
responsibility needed to fulfil their
duties.

2.3.4 Adp LR A R B #L 7w Designated responsible person(s) should
EH T g} S TELR Wy carry out their duties in suc_h a way as to
BEEes SRELRG ensure that the wholesale distributor can

demonstrate GDP compliance and that
public service obligations are met.

2.35 Wip 2 T 4 R Bk @ 45 0 i | The responsibilities of the designated

yN-SL T

responsible person(s) include but are not
limited to:

I)Fl—ﬁ'— F’?,— N *"'3'(‘ TE B
P =2

1) ensuring that a quality management
system is implemented and maintained;

)F £ pigird 2 g2 &
EIFEE T

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

I LR S Tk T )
73 aiF

1ii) ensuring that initial and continuous
training programmes are implemented
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and maintained;

VAR 3 2 TR FiE e E St

22— W .
IT:'% s

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

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

vi) ensuring that suppliers and customers
are approved;

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

V|||)ﬁl£‘i J.’_,.Q;}-J!I:)J.é_- , l:"—lE’E%‘:’f”
THFEPMEFD AR 2 B
(el 4 ﬁ%ﬁ#ﬁ%@:;

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

iX) % 5 BT BRI S I el § A

iX) keeping appropriate records of any
delegated duties;

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

Xi) approving any returns to saleable
stock;

Xii)FE -
s e 4B R

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

2.4 23

(Training)

24.1

SR HBH S ] AR
B 7“#}:1 Pl & Rz EAK WMo AR ‘ﬁr'—r"lb

All personnel involved in wholesale
distribution activities should be trained

EEH o4 @k & 4 2 s o | ONthe requirements of GDP. They
should have the appropriate competence
and experience prior to commencing
their tasks.

2.4.2 ARRERST AR E DR Personnel should receive initial and

FRE TS PR R R continuing training relevant to their role,

FR oA T2 T A ﬁ fiei5 | based on written procedures and in

BRI R A5l accordance with a written tralnlr!g

R programme. Designated responsible

T person(s) should also maintain their
competence in GDP through regular
training.

2.4.3 gtk DU ¢ 5 A FEk B2 2 % | Inaddition, training should include the




A il
Foiz o~ B EEE N KR 4A o supply chain.

2.4.4 TR E R RJ22 A %0 2§ & | Personnel dealing with any products
A ﬁ T4 239 - 8 A 5 | Which require more stringent handling
: »ﬁ BE A5 it de conditions should receive specific
; ., ~ | training. Examples of such products
?fr FETUET R A S( 3 . . .
ﬁﬁﬁif—% . mli%ﬁ‘%ﬂ' g4 E)2 B mclud_e hazardous products_, radloac_:tlve
SO ’ materials, products presenting special
BRACR DA & risks of abuse (including narcotic and
psychotropic substances), and
temperature-sensitive products.
2.4.5 s 9r3 PR e 4 ® 2 %ens | Arecord of all training should be kept,
P TP IERE R 2 (E L o and the effectiveness of training should
be periodically assessed and
documented.
2.5 i (Hygmne)
ViR E R BT E 3 = 22 & | Appropriate procedures relating to
ﬁ fgri R 2 F2 B 0 & 3552 B ~ = | personnel hygiene, relevant to the
AR BRE activities being carried out, should be
established and observed. Such
procedures should cover health, hygiene
and clothing.
¥ 3F ¥ HHr2 &K % (Chapter 3 Premises and Equipment)
31 R EJ (Principle)
PEFEHTE SRR i £ R 5 Wholesale distributors must have
T E T s e if 2 % & 0 FE R | suitable and adequate premises,
R E R EHE R Py installations and equipment, so as to
Bt B~ f & gk pow | SNSUTE proper storage and distribution of
B E BB E N . medl_cmal products. In particular, the
e e g R premises should be clean, dry and
maintained within acceptable
temperature limits.
3.2 T ¥ 341 (Premises)
3.2.1 TEFTRE A F MR FR The premises should be designed or

#f ""Tﬁrﬁ Eﬂlm ]3’- I';v: [EJE T%#}%H%X@—E
FRER R BERZE S L
HF RV X G L H

S RS R R 2
R AR 2E T T

W
ﬁ:_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
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3.2.2 f’r*‘:‘—;ii—”% 2L fd g iE éfi B Where premises are not directly operated
R RE B2 e 4280 2% 4 | bythe wholesale distributor, a written
]i 22 (FE PTG L I?‘«] no contract should be in place. The
I contracted premises should be covered
‘ by a separate wholesale distribution
authorisation if required by national
legislation.

3.2.3 BLRETTEREET DR Medicinal products should be stored in
Firiedia ﬁ BT o (i % segregated areas which are clearly
BRI A2 S N Aol T o ;:, i marke(_j and have access restricted to
RN L L TN T author_lsed pers:onneI.Any system
G > ER R - replacm_g physical _segregatlon, such as

- electronic segregation based on a
computerised system, should provide
equivalent security and should be
validated.

3.2.4 FFe- il gl d 74 Products pending a decision as to their
o T A xlﬁ; 2 R Bldosg i disposition or products that have been
3~ HEZ Ty \_gp D R A removed from saleable_ stock should be
bEacd 233 54T IR i segregz_;\ted either phys_lcally or through
R T an equwalent electromc system. T_he
o . = e Pl o requirement for physical segregation and
2B FOEER L2 E storage in a dedicated area should be
BE B ER v IEEIET | assessed using a risk based approach. At

R APRERPN P B R least, falsified medicinal products,

BB A R o expired products, recalled products,

R 8% T § B A R E N rejected products and medicinal products

BREEASETHLEEG not authorised for the internal market

o 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 BEFRLLERNZSP 2T FY Special attention should be paid to the
EITEL 2 B REETG o LA & storage of products with specific
(AoRrfis 8 2 oo il 8§ » #)7 haqdlin_g as spec!fied in national_ _
I L TICEE Ieglslatlor_l. Spemal_sto_rage conditions
7). (and special authorisations) may be

required for such products (e.g. narcotics
and psychotropic substances).

3.2.6 kR R B d 2 & Radioactive materials and other

r‘:; N I/; —fa%]ﬂ'i} f;i N Jg\}/ s ;}5};;%

hazardous products, as well as products

11
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2R S (W FF F
TR T OREREE A
EHh- NI BREEP LR
oA RRLR I AAEE R 2

g R oo

—p

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 Yebh B2 O R FEA &L Receiving and dispatch bays should
IR F 2R feh ® I p ® | protect products from prevailing weather
Ak R R E IR BT AER conditions. There should be adequate
FHR MR AR b B (sjgparat;]on %etween the receipt ang
S N TR T a g Ry ispatch and storage areas. Eroce ures
o i should be in place to maintain control of
TER YA - inbound/outbound goods. Reception

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

3.2.8 elr b A4tz X B g Unauthorised access to all areas of the
i e I T o5l authorised premise_s should be
o dEE R r B EAF k2] prevented. Prevention measures would
Foon T H e 7R R R usually include a monitored intruder
T alarm system and appropriate access _

i control. Visitors should be accompanied
by authorised personnel.

3.2.9 TR P2 REF R R FIFIE Premises and storage facilities should be
YR EG ERE A LR FEY clean gnd free from Iitte_r and dgst.
bR g BRI Cleaning programmes, instructions and
&L AR records should be in place. Cleaning

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

3210 | fF¥Hgrramk ek R4 &% | Premises should be designed and
o U R FHAH B F P equipped so as to afford protection
=,y B @A Rantd 0 ¥ sgs | againstthe entry of insects, rodents or
b B R other animals. A preve_ntlve pest control

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

3.2.11 Aileanik L % ~4%3% % 408 % & | Rest, wash and refreshment rooms for
BEEG TEE IEaE o 2 0+ Ak | employees should be adequately
GEHEEL G FEAB A separated from the s_torage areas. The
® o presence of food, drink, smoking

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

338K

% &5 ¢ #| (Temperature and Environment Control)

3.3.1 BEFFETERAZ AR IR Suitable equipment and procedures
ER 3 kRE o 4§ hsks ) | should be in place to check the
%o LT EHAFE R RAE ok environment W_here medicinal products
IR T are stored. Environmental factors to be
considered include temperature, light,
humidity and cleanliness of the
premises.
3.3.2 BT W B N R ek F T An initial temperature mapping exercise
b i R T A SR BRI R should be carried out on the storage area
o before use, under representative
BB TR R R conglltlons. Temperature monitoring
Lo E urx Rl § A equipment should be Ioca_ted accorpllng
PR = = - | to the results of the mapping exercise,
+4f§>m L Sl R SR ensuring that monitoring devices are
T kb RIERY £ X FT® | positioned in the areas that experience
FEANGT 5 28T ar 2 'J~ the extremes of fluctuations. The
AR TESE RN FIEAZ mapping exercise should be repeated for
il (doh N ag F ) R ’d significant changes according to t_he
LR R ER L RE . 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.
34 %K% (Equipment)
34.1 PEETZ EHEFL2Z T3 K G All equipment impacting on storage and
R ;d IFE_p chenil g 2% distribution of medicinal products should
S EAEEFFoEFELE be designed, located, mai_ntaingd gnd
& 7 5 eR @gﬂ # o mAailie e cleaned to a standard which suits its
[ ' - intended purpose. Planned maintenance
A should be in place for key equipment
vital to the functionality of the operation.
3.4.2 PRI ERESE TR Equipment used to control or to monitor
F/Q %o RiEhee v A4z | the environment where the medicinal
VAR PR PR TR o products are stored should be calibrated
at defined intervals based on a risk and
reliability assessment.
3.4.3 A H PRI RET z;tig 7 T ] REv Calibration of equipment should be

AR - KA L g o

traceable to a national or international
measurement standard. Appropriate

13
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B3Rk Burs b TR RRE G E 12 alarm systems should be in place to
PR D EAR > ¥ 2k R B4R s | provide alerf[s when there are _e>_<cursions
W o 3 P RIGR AR R A A I from predefined storage condltl_ons.
¥ iE iF o Alarm levels should be appropriately set
and alarms should be regularly tested to
ensure adequate functionality.

3.4.4 TR s mEZ et ITE 7 B | Equipment repair, maintenance and
B3 IESSEE 2 i | calibration operations should be carried
FA R Bt AR SR out m_such a way th_at_the quality ar_ld
B R integrity qf 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 BBl IFR 4230 & g~ Mk 2 $& | Adequate records of repair, maintenance
¥ e dr ¥R % o B4tz | and calibration activities for key
#dork B s TR~ ,—}-.ﬂz g o equipment should be _made and the
RIS E . /m,ﬂfx results should be retained. Key
GBI e @EJ equipment woulq mcluQe for example

3 - s ‘j"j ) ? i == | cold stores, monitored intruder alarm

KEZ BN R Y DEFRA o | gng 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)

3.5.1 i TR k kiw o kKU AT i | Before a computerised system is brought
W F WEACR AR 0 3% 4 sap & | into use, it should be demonstrated,

FE T LI & PR cn 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¥ B8 % oo (G R PEe A written, detailed description of the
a‘*f BIfZ) > P h #7037 0 2 system should be available (including

R }%, EJ WL diagrams where appropriate). This
GRS R (T should be kept up to date. The document
ol R B H kT e shoul_d describe principles, objectives,

N T e T security measures, system scope and

i) 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 y EfEaL R &;%ﬁﬁi%l iR Data should only be entered into the
Py o computerised system or amended by

persons authorised to do so.

3.5.4 B RA TS 2 2R Data should be secured by physical or
7 % R 0h B 2L e 2> 35 2 | electronic means and protected against
BT REET B accidental or unauthorised
B T R O & P H L 2 R modifications. Stored data should be
Nk LR RGeS AA checked periodically for acce55|b|_llty.

L Data should be protected by backing up
A% 2 Bhik 5 & 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 - fzgzia Procedures to be followed if the system

Tk A EA P
E@ﬂ”%# B é ?&ﬁﬁ@»

‘,Uo

fails or breaks down should be defined.
This should include systems for the
restoration of data.

3.6 %7 % rrrz (Qualification and Validation)

3.6.1 FEEH T R P MR A Wholesale distributors should identify
SR~ B4 ARFE T FE iR H % 2 | what key equipment qualification and/or
2 4 frenD BN > B E'“é: iy key process va!idation _is necessary to
(doiss s e e ;Lh £ R AT R B H) ensure correct installation and operation.
E ﬁ&}%ﬁv 4 Kﬁl The scope and extent of such
;, L a ] 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 KEBEAALR R 5 2 T Equipment and processes should be
T AT o & ag)p s v | respectively qualified and/or validated
S & T o before commencing use and after any
significant changes (e.g. repair or
maintenance).
3.6.3 Validation and qualification reports

P S
jélam*%i’f‘/‘xili‘ﬁ/ﬂim
A BEARY BT REE-H
FhorBr mEE EFLLAY
4 LR R Y D DB
(CAPA)OL"]%F ELTRES: quﬂ,,. vid
REFT ol iyt B E

f’F}E ¥ H o

should be prepared summarising the
results obtained and commenting on any
observed deviations. Deviations from
established procedures should be
documented and further actions decided
to correct deviations and avoid their
reoccurrence (corrective and preventive
actions). The principles of CAPA should
be applied where necessary. Evidence of

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

LA

% 4 % < i*(Chapter 4 Documentation)

4.1 Pl

(Principle)

I%.F" 4 I-‘ K’f#é‘ F’f’?ﬁ N v’b'\“% m
WA T > ERELLkp v gL
Mo R TR E M AP T
Foanfpio 7B ITEF 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

421 TR T UKARNTFANER Documentation comprises all written
ZELL R I i R A P g 4 ~ % | procedures, instructions, contracts,
e g@; NS At - 1)) records and data, in paper or in
- electronic form. Documentation should
] be readily available/retrievable.
4.2.2 FHMAEL Y dﬂz ER ‘ti ts % 4 | With regard to the processing of
T )*% & W x4 2 4z | personal data of employees,
= B 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 BT A A ipa Flz. < it Documentation should be sufficiently
M id B A g;,; s R 2 comprehensive with respect to the scope
BidcmE= 20 2 B2 2Rk of (‘;h'e wlllolesale distijibuttor’csj Ectivities
. 0w . and in a language understood by
AT 2 f@ﬂ% + personnel. It should be written in clear,
unambiguous language and be free from
errors.
4.2.4 AR ¥ g d iy 22 4 | % | Documentation should be approved,
;a “ER T op o2 %A %7 | signed and dated by designated persons,
g L9, 2L PE I als rr]equirr]ed.klltshc_)u_ld not be handv]\clrr_itten;
ST although, where it is necessary, sufficient
Tj ) 3 s F’& o space should be provided for such
entries.
4.2.5 SRR FOERRIRE R Any alteration made in the
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TP op ;%R { B FE Bk | documentation should be signed and

kenF I o i ’a‘F p¥ >  :23@d 2z | dated; the alteration should permit the

b5 o reading of the original information.
Where appropriate, the reason for the
alteration should be recorded.

4.2.6 v RERERPN GE S TR TR Documents should be retained for the
i 0 e 3 54# o 4 4 72 | period stated in national legislation but
LIEHE P T ,,@q, v | at least 5 years. Pe_rsonal data should _be
AT 2 . deleted or anonymised as soon as their
'éf 3 storage is no longer necessary for the

purpose of distribution activities.

4.2.7 & ¥ A ﬁ 7,1?;? IR iR g H (T Each employee should have ready access
15 % 4n BE %o to all necessary documentation for the

tasks executed.

4.2.8 R I M & R Gy Attention should be paid to using valid
iT¥£42 R o 2 i F P AEHp % 0 | and approved proce_dures. Documents
HAEAT S B R P ERP should have unambiguous content; title,
SRR AL [ F ﬁ,};ﬁ\ 5 4] nature and purpose should be cle_arly
B r FEEAN S iR stated. Documents should be reV|e\_/ved
LT regularly and kept up to date. Version
(6 A ST PR ™ LW | ool should be applied to procedures.
A enEt By o ARSI R B R IR R & | After revision of a document a system
T F 2 WA o should exist to prevent inadvertent use of

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

4.2.9 Records must be kept either in the form

F
P ER LA F R E
%%&a’ﬁgﬁﬁpﬁ@m\é

’f"ﬁﬁ"“‘kir.%u_ PR P

%iiiﬂﬂWngix%g
WEPERBT ERF L F g
L % JEE g 4 % p 4

(R BP# 2 2 7)o

AR ITERFFET Ao £
B o T}ﬁ?’"}%"ﬁ AR ER

ﬁgo

=

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 % iv% (Chapter 5 Operations)

5.1 & R

(Principle)

PR B R B (T R
G et MRS SRR Pk
WEH R RTR TR B
W M FEHT LR A
Ty A &Rk TP T
et b F R p2

T W

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.

FREHH B ] B
CESCEN SR Y
T oo org WA E B S L s
E v A A

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.

52 & 2 T ¥ (Qualification of Suppliers)

5.2.1 PHFFHFRLERLERPN L Wholesale distributors must obtain their
& £ fi—:_}"‘%-%z B {8 B 7. o 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 - BREENFEI gy Where medicinal products are obtained
P> 4l /P FEin i g enge k3§ | from another wholesale distributor the
HE 38 wva 1%‘} =N 33 recgiving wholesale_distributo_r mugt
B AEH 5] m@ A4 31 o verify that the supplier complies with the

R SR principles and guidelines of good
distribution practices and that they hold
a licence.

5.2.3 AT iE P& R W o R4 | Appropriate qualification and approval
BT DT RRRT 2 of suppliers should be performed prior to
LIRS S PRS- X B I % prqcurement of any medicinal products.
R EL @ R G This should be controlled by a procedure

B m . and the results documented and
RS periodically rechecked using a risk based
approach.

5.24 PFFH P LB ITHERRFE F % | When entering into a new contract with

new suppliers the wholesale distributor
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AEHFE o E2FF TH(‘due
diligence’ checks) '/ i1z H & i %
Al get - AR TR S i 0 e AL =

SR

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;

i) 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) and out-of-range prices.

53 % =

157 (Qualification of Customers)

5.3.1

FOEEHG PR E R
Y T D

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

RAZ THHAL P HF G BRI
fFw e A A B AP
E(EFRRPN £ 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

TR E b (IR
B SR RY Y E)  JEE
R RBERZDALEREF N
;‘E;«&r”ﬁ FRH* PR jﬁé—rr%'ia“i ¥ 4
LR S R o R
G N F R
Fro Uy TR TR iz o
L PRIFF 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 4z f (Receipt of medicinal products)
54.1 Yo b 2o P end g i a0 The purpose of the receiving function is

FERE~ Bk p Paanig g 0 | to ensure that the arriving consignment

R P AT AP A £ is correct, that the medicinal products

¥ originate from approved suppliers and

‘ that they have not been visibly damaged
during transport.
5.4.2 BT REFRRGRID ~ #53 & | Medicinal products requiring special

S K pi'%[;@_; .g,d;@w » — » 3¢ ¢7 | handling, storage or security measures

WEPHR A B TEIYE should pe prioritised and once

b o appropriate che_cks ha\_/e been conducted
they should be immediately transferred
to appropriate storage facilities.

5.4.3 EFRAEIET e ETH L > 3% | Batches of medicinal products should

P2 E@BIVH LSRG o not be transferred to saleable stock
before assurance has been obtained in
accordance with written procedures, that
they are authorised for sale.

5.4.4 FRALG BER f@#&gi#b =z | If afalsified product is suspected, the

R Ear s ¥ P G2 4 2 4wl | batch should be segregated and reported

SEE Y to competent authorities as required by
national legislation.

5.5 %75 (Storage)
55.1 FRAREEs (& pF)REeH s | Medicinal products and, if necessary,

T v re % 5 ( ik & %) A Fen | healthcare products should be stored

AEABiks o A @S kM- separately from other products likely to

BRECBRAEZH B G T FE D alter them and should be protected from

2 ; - EH TG E S AT the _harmful effects of light, temperature,

L Fa TR T =S | moisture and other external factors.

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

5.5.2 B PE BB E 2% B ARG | Incoming containers of medicinal

s VUFF o HIE R ST products should be clea_ne_d_, if necessary,

L (4TE) > 3 ERETE before storage. Any activities performed
on the incoming goods (e.g. fumigation)

wER should not impact on the quality of the
medicinal products.

55.3 FREFEEmIFAFE § s Warehousing operations must ensure

ERREFEPOEGFE >

appropriate storage conditions are
maintained and allow for appropriate
security of stocks.

20




T

J <

55.4 B3 REpAIELNE RAE Stock should be rotated according to the

o GRS ek o first expiry, first out (FEFO) principle.
Exceptions should be documented.

5.5.5 ZE SR LR O E R Bt?}}f 73 4 % | Medicinal products should be handled
R Ae e N EaT 2 gE s o 5.2 (7 | and stored in such a manner as to
AR R L e 2y g ;,‘ B prevent_spi!lage, zrea_kage, edicinal

s1 N contamination and mix-ups. Medicina
%:5“ # R (e s Pg A products should not be stored directly on
o the floor unless the package is designed
to allow such storage (such as for some
medicinal gas cylinders).

9.5.6 FiTF P T & RGP Leng Medicinal products that are nearing their

o b TEFTHE SR G4 E - | expiry date/shelf life should be
withdrawn immediately from saleable
stock.

5.5.7 BERP AL L2 PeiFEF Stock inventories should be performed
drmb, B A5 RS 0 s g ¥ o2 i | regularly taking into account national
LRV =3 BTE-ER ' 1 legislation requirements. Stock

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

5.6 B # 1~ 4§ (Destruction of obsolete Goods)

5.6.1 B MG E G E &~ 4 B2 | Medicinal products intended for
TP RBE G AR RID o destruction should be appropriately

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

5.6.2 e AR R R @ﬁ'_ z¢ g_r‘; Destruction of medicinal products
B & R 2R EJR ~ 3F ¥ - A3 | should be inaccordance with national or
2 B F o international requirements for handling,

transport and disposal of such products.

5.6.3 MR R e Bl R T 2 Records of all destroyed medicinal
HFLE 1 B o products should be retained for a defined

period.

5.7 & f (Picking)

AT i - m? #]3 Nrrr iER Controls should be in place to ensure the

END T MG E EEend correct product is picked. The product

2o should have an appropriate remaining
shelf life when it is picked.

5.8 & & (Supply )

T Rt 2 (i [ H S
;g;—;—ﬁ)ziw PP g ;’:é}? e
A~ B R BEE 4 3 p #) (R

For all supplies, a document (e.g.
delivery note/packing list) must be
enclosed stating the date; name and
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RIpiz42Z3]%) EREIE ~ &
BT efFersah s ol A s
N R Syt R S

oo AR MR 0 A &

1%
T~

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

R R 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 g » &4y ! (Import and export)
5.9.1 %%grﬁ%] » % gigl DR ERPN S 2 Import and export activities should be
B E R AR (T o conducted in accordance with national
PR T B % R Ieglsla_tlon and with international
P I LR Y ey guidelines or standards when
e 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 PHEEHFRE AT E Where wholesale distributors
P S FAEIRH R T gzdg & | obtain/supply medicinal products
A FHML AT ERER - from/to_o_ther countries_,, they must ensure
F ;? EHT R 4R RS that entltles_are auth_o_rlsed or entltlc_ed to
B0 AR E I R A supply/recelvc_e medlcmal_products in
oo F - accordance with the applicable legal and
IR R R 5’ ?‘* e administrative provisions of the
countries concerned.
6% ¢ F-@wgiuiz-ZE2 &R vz (Chapter 6 Complaints, Returns, suspected
falsified Medicinal Products and Medicinal Product Recalls)
6.1 & B (Principle)
w3 ¥ 8% s g iz - 2% 2 | All complaints, returns, suspected
T AR R G ARR IR falsified medicinal products and recalls
BT o 6 T WA 4 B B must be recorded and handled carefully

BoxmBw el B €374 8
Ao ed A BRETE o F
B A B E 0 F kst
573 2 B R - R U o

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 ¥ 3% (Complaints)
6.2.1 vSRR e é:*rh’”r*ﬁ Rdsio & &% 4~ | Complaints should be recorded with all
B2 B 4 4p M enY 37 5 4oy | the original details. A distinction should
d F&é R 0 R AUY S8 be made_ between co_m_plaints related to
2 et T et B R R the quality of a m_edpmql product and
5 _ﬁj%# L e A eE Ao those relateql to distribution. In the event
A ‘ e of a complaint about the quality of a
TR & RERLY SR RIR | medicinal product and a potential
B R 5] 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 doF A RR #F &5 Bor o &Y g | Ifadefect relating to a medicinal
N HE R H B o product is discovered or suspected,
consideration should be given to whether
other batches of the product should also
be investigated.
6.2.3 Tedn AR f FadRY PR o A person should be appointed to handle
complaints.
6.2.4 & B PES YRR Z G {S 0 R | IT necessary, appropriate follow-up
BB s FE B L TR (8 actions (including CAPA) should be
5 CAPA) » ¥4 43 ¥ B - taken after investigation and evaluation
of the complaint, including where
required notification to the national
competent authorities.
6.3 :¥w & (Returned Medicinal Products)
6.3.1 Ww F2R 3 o AR AL 0 e 42 | Returned products must be handled

22 & & ?%m&%é@;wW
PRk FERZ B R4S %‘
BernmaERE A Y E T
TERRLFPHLRATE £ Y
FdR o R v 52 kg
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 MR EA Y T EHr2 #F & 1 | Medicinal products which have left the
F AL & T a4 By o g | premises of the distributor should only
A P TN L R be returned to saleable stock if all of the

following are confirmed:

1) % 5.0k & % (secondary 1) the medicinal products are in their

package) & B 4+ ~ A £ 4F Rk 2 unopen_ed and unda}maged secon_d_ary

oy RBH D AT T o packaging and are in good condition;
have not expired and have not been
recalled;

ii)d 2 59w 2 5 4 %= | ii) medicinal products returned from a
i;}k mpﬂ% B4 N > 4o7 19w 3| customer not holding a wholesale
LR o 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 & 52 383 2 | i) it has been demonstrated by the

B2 4 ;,L% Tk & koo customer that the medicinal products

have been transported, stored and
handled in compliance with the specific
storage requirements;

IV)E 5o d X Sua 2750 & | iv) they have been examined and

B2 EIAREARAZ T assessed by a sufficiently trained and

BoEHT S A TBERED A 5o competent person authorised to do so;

BRI E (et B R AeiE T E the distributor has reasonaple evidence

BN 353 iz
B that the proo_luct was supplied fco_that
‘ customer (via copies of the original

= %ﬁ AP F - RBIME L | gelivery note or by referencing invoice

ZHRT) T @B RAZE RS | numbers/batch numbers, expiry date etc.,

% ~ 2% o as required by national legislation), and

that there is no reason to believe that the
product has been falsified.

6.3.3 TERBARREGTIEE(GrE) & Moreover, for medicinal products
Fo R F At BHP A S ERY requiring specific temperature storage
B Bkt iF iRk g g conditions such as low temperature,
R L | % B o | TEUMSTO saleable stock can only be
EEEAIEA  FATEM AL made if there is documented evidence
P e a FETERNEE | hat the product has been stored under
RERE TR R G the authorised storage conditions
HEP i T 54 throughout the entire time. 1f any

()-EE3 %~ ;

(ii)-2 &2 & &

deviation has occurred a risk assessment
has to be performed, on which basis the
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(i)-Fix ¢ 22 473 integrity of the product can be
(iV)-i3w & F-2_ ¢ % demonstrated.

(V)-f< & & & F’W‘“ EEHE
(vi)-i& E%]jﬁiﬂ‘ RPN A
(Vii)-i2 w 3F 4 Bh s 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 Ve 3 va g R 52 45 23 | Products returned to saleable stock
¥R A4 D (FEFO)2 & st should be placed such that the “first
4 Pid (T o expired first out’ (FEFO) system
operates effectively.
6.3.5 @ %&,.é Bw 2 A A Ew 3 T4 Stolen products that have been recovered
g 53 % px % I Aﬂz o cannot be returned to saleable stock and
sold to customers.
6.4 iz -~ # % (Falsified Medicinal Products)
6.4.1 B T im b st iz~ 2% a4 & 2 | The sale and distribution of a suspected
EA o falsified medicinal product should be
suspended immediately.
6.4.2 PFHEEHFHRY DTG 7,_?5 #Z 2\ | Wholesale distributors must immediately
RiE S BE S 2 T ded »g inform_the competent authority and the
BB Z DT E A Hikd P ma(rjlfejun? autgorlsatrl]on hé)lde%c;f any
s medicinal products they identify as
f?ﬁ;@ T jj jjflffi gf 2 fiw% ii falsified or suspect to be falsified and act
s = A= P 7= on the instructions as specified by the
sk BV EEE L 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 R R R4AFE 2 B~ 2% 5 i | Any falsified medicinal products found
>R I & %t e | inthe supply chain should immediately
Hu R &% B3 ¢ i i be physu:ally segregated and stored in a
Footid AR A S 1Y (L dedicated area away from all other.
ey 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

FEeie B~ BEE - T TNk
AR MRS HT R 8

X1

FIR o & A s EARNE R R
FFPERSERA UEEA
7 §i¢T*E%JL@£é°hTP 1P Bl i
ENCER B REES

%%

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 # = Jz(Medicinal Product Recalls)

6.5.1 BEEREFYEZE2 5 U EE There should be documentation and
SRt 4 2 i e 1) & 5w | procedures in place to ensure traceability
Jc o of products received and distributed, to

facilitate product recall.

6.5.2 Yo 4 A Ew ez 350 Rtk ?‘ % | Inthe event of a product recall, all
ﬁf; ALY ot F e p R i &“ customers to whom the product has been

ff’? ¥ e E‘h#p / distribu'ged shall be informed with the
appropriate degree of urgency and clear
actionable instructions.

6.5.3 T A ST TS e g M 0 4o | The national regulatory authority should
A e gi,g] Do BRI E L 2 4w | be inforr_ned of all product recalls. If the
TR TEIE B LR o product is exported, the overseas
B % ek A o counterparts and/or _regulatory

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

6.5.4 BTG E L TiTE L P2 The effectiveness of the arrangements
FoAR(E b EF E- ) o for product recall should be evaluated

regularly (at least annually).

6.5.5 T ITE A E R EFE RN S TEC Recall operations should be capable of
o being initiated promptly and at any time.

6.5.6 EHE SR @‘} Sl A Eat A ma‘F, The distributor must follow the
£ &P w o Lk g | Instructions of a recall message, which
W PR o should be approved, if required, by the

competent authorities.

6.5.7 HiEFEPwejt FERERTEFE Any recall operation should be recorded
Bro TR TRELL S at the time it is carried out. Records
BE o should be made readily available to the

competent authorities.

6.5.8 EH bR v T AR AT The distribution records should be

BT e MAEHT 2B
HEE i TR R

readily accessible to the person(s)
responsible for the recall, and should
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N = 4220 L g R e
T B (R A g AR )2
i) @ é‘ﬁi;f]»’.ﬁr%ﬁ B AR &
P (RRIPNE S ZRE)

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

3;5-)%/1%? ek T gk d

AR ] r’rwﬁi;&_ B

v o (T E 2
BHARE
e

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

% 7% 4 ¢t iT% (Chapter 7 Outsourced Activities)

7.1 =Bl

(Principle)

R SR

Any activity covered by the GDP Guide
that is outsourced should be correctly

FER m_?ﬁw’us@m : _
PEGETE- Tk AR SRR A F defined, agreed and controlled in order
EAEEE XL W de b t(;favou:] mlsund_ersta;:nczrl]lngs v(\j/hlch{fﬁuld
y R affect the integrity of the product. There
l‘”] EATFRTRRS o must be a written Contract between the
b Contract Giver and the Contract

Acceptor which clearly establishes the
duties of each party.

7.2 % % (Contract Giver)

121 | AL i Rhe o The Contract Giver is responsible for the

activities contracted out.

7.2.2 % ;L-},z Tl 2 ;Liﬂ”ﬁ{;y By (7 The Contract Giver is responsible for
& f2 1 (i iR AR TR assessing the competence of the Contract
2 E R B 5 R Pl Acceptor t_o successfully carry out the
IR ﬂg} FEERSTE T E V\:cork required and for ensurmg_by means
SR RiE Lk o A 0 the_cor_1tract and th_rough audits that
F % ifg '%f ‘ ~ron fa the principles and guidelines of GDP are
PR S AL MFER L% | followed. An audit of the Contract
ARG & BV P T 4F | 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
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Fao BT A SRR
FxmH e ip R R kTS
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 <% (Contract Acceptor)

7.3.1 <3 dﬁ & é j GDP & # k2 £ | The Contract Acceptor is responsible for
LR E the activities covered by GDP and

delegated by the Contract Giver.

7.3.2 = 3L Jﬁ T e iR il e The Contract Acceptor should have
BN ARR e E R 2 B3 A adequate premises and equipment,

B oo U (74 _‘,Jﬂz 92 i HhL 1F o procedures, knowledge and experience,
and competent personnel to carry out the
work ordered by the Contract Giver.

7.3.3 L3 H A 5L F=H F A6 P | The Contract Acceptor should not pass
GEEEER SN CIE S B a third party any of the work entrusted
e DL E R to him under the contract without the
ATl PR Z S o Contract Giver’s prior evaluation and
. ; e approval of the arrangements and an
R ER RS R AT IEaR audit of the third party by the Contract

L . = party by

o Fr R FH 3R 2 T A | Giver or the Contract Acceptor.

ERAEH 2 ZFF RO | Arrangements made between the

7o 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 = ;L-g B X LI & & The Contract Acceptor should refrain
RT3 LT e from any activity which may adversely
£ o affect the quality of the product(s)

] handled for the Contract Giver.

7.3.5 = ;L-g &R RPR A K& F o » 4 32 | The Contract Acceptor must forward any
FRUEFTEELERSETL information that can influence the
Fa e quality of the product(s) to the

Contract Giver in accordance with the
requirement of the contract.

% 8% p 2 A+ (Chapter 8 Self-Inspections)

8.1 & g (Principle)

L TR GDP RRlz#iFE @ s
Mo 2 g BR
SR RN A

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 ¥ (Self-Inspections)
8.2.1 Tl LB E RPN A self-inspection programme should be
44234 > ¢ 5 GDP % = & 2 ;# | implemented covering all aspects of
FERN iﬁ SRR Ao A AR GDPI ar_ld comp_lciia?_ce witr:jthe ;
R I O T regulations, guidelines and procedures
‘:J o é‘;ﬁi e PR ER B within a defined time frame,
TS Self-inspections may be divided into
several individual self- inspections of
limited scope.
8.2.2 PRAARIRY o F i TP FR% Self-inspections should be conducted in
EAR > MAR P et N an impartial and detailed way by
(7o fpx eneh B RAEPLL T A H designated competent company
ot @A F LB RGP personnel. Audits by independent
external experts may also be useful but
may not be used as a substitute for
self-inspection.
8.2.3 iy A HPRS e R2 B¢ | All self-inspections should be recorded.

2
joA
“@ﬁ#ﬂﬁﬁwﬁimvbwpﬁa

?

FoNL R A pRELFELZE
AR AR EBIREFZ 2R
FEEARTF] > P H[LIFBH%

(CAPA) < i+ it % if Fi_o

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

5 9% Ei

(Chapter 9 Transportation)

9.1 &= Rl (Principle)

9.1.1 FEEHE IR T A RRE & | Itis the responsibility of the supplying
PEEF O B SRR #.g Sfd 2 wholesale distributor to protect
R A AT S hE medicinal products against breakage,
BIEET o adulteration, theft, and to ensure that

g temperature conditions are maintained
within acceptable limits during transport.

9.1.2 B PRGN T 0 3 S9 P | Regardless of the mode of transport, it
¥et ¢ k@ naviap2FEsg | shouldbe possible to demonstrate that
EIER ST ISLANEY Sy WY the medicines have not been exposed to
¥ i%%llﬁﬁ&%%ﬂ . conditions that may compromise their

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

9.2.1 B AE ﬁ%ﬁﬁ”’%%’ eRE T E The required storage conditions for
EI a;;ck thE sz App e EF medicinal products should be maintained
Ao gy 2 B R o during transportation within the defined

limits as described on the outer
packaging and/or relevant packaging
information.

9.2.2 = é_iﬁi%] 2220 e I - zg;,,ﬁ;g. If a deviation such as temperature
A S il dRE 4 H & ¢ g4 | excursion or product damage has
a2 R 5 ) O eporte toth disrbutor anc

B R b a M am B
PR R A mﬁ}; recipient of the affected medicinal
products. A procedure should also be in
place for investigating and handling
temperature excursions.

9.2.3 PEEHE ml*%& 7o A i »vi@ | Itis the responsibility of the wholesale
B~ ik & EJL % Rend gk | distributor to ensure that vehicles and
FEHIFRY L P EEGE equipment l_Jsed to distribute, stor_e or
PUASRBLY PP T handle_medlcmal produch are smteble
2 & s o FEH b o ) for their use and appropriately equipped

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

9.24 | #73 FHEH IR B fRE K There should be written procedures in
ok FEITE BT G A place for the operation and maintenance
B e JFFAE2AREA o of all vehicles and equipment involved

in the distribution process, including
cleaning and safety precautions.

9.2.5 B R A ~g H 2 R R EE PR TR Risk assessment of delivery routes
IR AT o WP 4B g‘_}}ﬁ}i should be used to determine where
GRS E RLE R K temperature controls are required.

FH e AEE R o Equl_pment useel for temperatu_re_

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

90.2.6 FEE LR RE Vo * &% gh | Dedicated vehicles and equipment
BRIk K 2L% % chd gRyr | should be used, where possible, when
KEF 7 g RS R IR handling medicinal products. Where
EEABRENE I - 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 b iE 1 E L H AT Deliveries should be made to the address
RN IR F Y —-5 & H T stated on the delivery note and i_nto the
w0 BE R 1B iE e 4R L enie e | Care or the premises of the consignee.
PR Medicinal products should not be left on
alternative premises.

9.2.8 ¥ F EPRFR b2 B £33 i | For emergency deliveries outside normal

HEETART G R0 AR o business hours, persons should be
designated and written procedures
should be available.

9.2.9 ﬁﬁ%l—fgﬂ %= > HEFFF &5k | Where transportation is performed by a
FEFER-RF2EROPFEHFTRE third party, the contract in place should
j‘r‘_ﬂjﬁ_’,ﬁ%ﬁﬁ %] Ao BE 2 94 encompass the_ requirements of Chapter
PRTIp" @ﬁ%i@ﬁﬂ F T ER 7. Transportation providers should be
o 1 E o ]}@Jﬁ SR made aware by the wholesale distributor
“‘Tﬁ Bt s Iid b "3 # | of the relevant transport conditions
W2ZRRER CFEE & 2L 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.

9210 | A &F*EERARY KT +i;2{‘ﬁ'rs« Provision should be made to minimise
A BN T - PR BT 3‘@] T m%fr = the duration of temporary storage while
R o awaiting the next stage of the

transportation route

9.3 %% 41 - ¢ %% &7 (Containers, packaging and labelling)

9.3.1 B STEAL T LI Medicinal products should be
* 2 g B A% b (4o | transported in containers that have no
A2 EG Y EiE o adverse effect on the quality of the

products, and that offer adequate
protection from external influences,
including contamination.

9.3.2 EHEFHWME ¢ AP R £ % | Selection of a container and packaging
SRk E i h R % g #7 | should be based on the storage and
Tz B TR h R B *m trans:pprtatlon requirements of the _

G hhMERL BEEF & Eh medicinal products; th(_e space required
gk 4 2 ﬁ‘@?} 5B s B o 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 KRk i E s g R Containers should bear labels providing
2 H i R F 0 ehh BF 0 g | sufficient information on handling and
i3 RSN LYY storagetLe(ﬁLremergs elnd precautiolns to

sy ensure that the products are properly
?i ;f j\f};'; ALK handlfed and secured at aII_ time_s: Th_e
* ‘ containers should enable identification
of the contents of the containers and the
source.
9.4 % & ¢ 415 2 chA & (Products requiring controlled Conditions)
941 |FEF EH5REH] eEE 5L ﬁr;ﬁrﬁ% In relation to deliveries containing
RinhiEA By, gy | medicinal products requiring special
)@_ﬁ( BRENE 2 2 & £ sz > | conditions such as narcotics or
e )@_&é ,@4 fh4e g ] p_syc_hotroplc substanc_es, _the wholesale
. VN distributor should maintain a safe and
i il L qﬁ } secure supply chain for these products in
%’}j\}*ﬁ"_’?_{mxflv FTEE PR : bro
e 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 B >~&% 27 4 %5 454F | Medicinal products comprising highly
2B §RiE i% F S 1A kst o | active and radioactive materials should
B AR E > % o ;@@e} R L2 be transporte_d in safe, deo!lcated and
2 RN R L 2 B secure containers and vehicles. The

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

9.4.3 ¥R R AR A f@-f% + 5% | For temperature-sensitive products,
Wk (b «&r’ R e ESNER ;ez qualified equipment (e.g. thermal
HHEBSEEE) U @g packa_ging, temperature-controlle”d .

P + = mgay | CONtainers or temperature controlle
wiep r‘; ;: %3” ﬁ @ii ,4'%& @ﬂ\ vehicles) should be used to ensure
oo A D R I correct transport conditions are

maintained between the manufacturer,
wholesale distributor and customer.

9.4.4 Bird AR Y R RE If temperature-controlled vehicles are

i?df& BT REZ &k > T
= ll‘z\ M’I'—k I—'—L—r‘*’}(‘f’rl_&}i,ﬁl E?] sy ¥

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

32




i R
I EZE &% (EpF)o intervals. Temperature mapping under

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

9.45 4% 2 & RPEF o B4 M T 0 | If requested, customers should be
P A S AR R R provided with information to
moo demonstrate that products have complied
with the temperature storage conditions.
9.4.6 AfEE iR % R4 A PF > SR ? | If cool packs are used in insulated boxes,
A S iz A R 124 | they need to be located such that the
B R (EE Fi LB)2 € pr_oduct does not come in direct contact
W E RS AR M AR 2 DR o 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 Jed % L7 F A s B E AF i There should be a system in place to
* o FEEF € 3% Pl K = 24 fren | control the reuse of cool packs to ensure
RV TRV SCRUE PRI RVY that incompletely cooled packs are not
Bt i ¥ 0T RBIRAR - used in error. There should be adequate
physical segregation between frozen and
chilled ice packs.
9.4.8 BF E o AR PR R AR A& | The process for delivery of sensitive
2 B nARZ £ &8 B & (e | products and control of seasonal
¥ 41 - temperature variations should be

described in a written procedure.
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Competent s e g i | 0% 53 | Organisation that has the legally

Augbority FEH LG E R RSB delega_\ted or invested authority, _

ERL -0 BFHRAES nF g capacity or power over wholesaling
of medicinal products in the
jurisdiction in which it is located.

Contract Acceptor | 34 7% 3= Jﬁ %322  GDP ;& # | The company who is contracted to

XA PR D P conduct an activity covered by GDP

by the contract giver.

Contract Giver

#-GDP & F =2 = 56

The company who is contracting out

£ 3o 132357 - i &2 {84 ena | any activity covered by GDP to
a . another legal entity.
Due diligence T H R A 2 eiE > ¢ | Thisis a term used for a number of
FE R S hBE% L gL EA 4 | concepts, involving either an
Riefren g Appmi investigatipn of a_buginess or
B AR persons prior to signing a contract,
’ or an act with a certain standard of
care.
Export LR MR B s M AEE | Allow goods to leave the customs
ﬁi%l a1 A AT S o territory of the country or economic
area.
Falsified TSR N Within the EEA:
(counterfeit) EAC BT B SUEN “Any medicinal product with a
medicinal product | e . false representation of:
G/Z(7 g )% ) a) its identity, including its

b)H & ik >

C)H k4> o F£ &8

cRRAARE @
BRFCERARSPE§F
?%éﬁ;ﬁ

el g
%ﬁﬁﬁ?vgo

Xk 1 2013/C 343/01

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

fd FEHep
AR

RIHBTIAM 2 ER 0 p o
SRR RS Lk

B AT B R B A
AR 2 W Ae - ML P H
QT;‘K/\/\F#

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
Practice (GDP)
%%%%@ﬁﬁw

GDP L5 J i sh— 14
ﬁm%&&@*ﬁ@@;%

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

Holding &% 3%

Storing medicinal products.

Import ﬁ%l »

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

Manufacturing
Licence

ZRldFvy

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

35




wﬁ_

Procuring
B

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

Public Service
Obligations
N PRIEF

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 W izwR g aunEE s § ¥ | Action of proving that any
e R a EPEY R E P equipment works correctly and

5, actually leads to the expected

. . Its.

FEAT— 377 R#&¢ F) resu e :

" e FEREEER | The word validation is sometimes

B PL A o . .

= widened to incorporate the concept
of qualification.

Quality Risk B A e iE R A M%“\,% A systematic process for the
Management R 23 ? *] assessment, control, communication
R R TN R AR RUBTE 3 and review of risks to the quality of

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

Quality System
M %ﬁ B

'*!errr'ﬁfﬁﬂ:(ﬁ\; F]Fo—f—.tr,rr,
ﬁfﬁp*ﬂf—» ,1\ ‘../ur,""fﬁ mﬁ’&

# > (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
Y

ST SR AR g -
IFFEF B GRER
A S NS WS S i3
# 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

R )E

ERgE G TR F M
2E&
Q) s # 3LH & 2

*%'T‘/“r'if‘i P AREE E\'Aa\
i A & FLPRAGE| R ip
A R e

b)E kik» & é EECR IR
5@% W’\‘E"% #T

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 At My <15 °C Deep freeze : Below -15 °C
BE AR +2 48 °C In a refrigerator : +2 to +8 °C
38 1 +8 F|+ 15 °C Cold or Cool: +8 to + 15 °C
%38 1 +15 3]+ 25 °C Roon_1 Telmperature_: +15t0 + 25 °C
BEE A AL RE ST Ambient: The required storage
o - temperature of non refrigerated
SR wER LK TAEEL | pedicinal product; usually stated on
T s’ féﬁ #3025 °C "1 | the product as ‘store below 25 °C’ or
B TEEE»30°C 0T o ‘store below 30 °C’.
Transport A B bz B4 6% 5 > | Moving medicinal products between
RS H Gk AziE A ¥ aopE o | two locations without storing them
for unjustified periods of time.
Validation HEMERARSE ~ R A2~ % ~ | Action of proving that any
FEPT HoRL S5 d & % surk @ i i | procedure, process, equipment,
FFHEEPEFL(E T AL material, activity or system actually
%) o leads to the expected results (see
also Qualification).
Wholesale R FEEM ¢ 3R Wholesale distribution of medicinal
distribution CRESN I @] & @?] 41z | products is all activities consisting
P E 4 S R pf procuring, holdln_g, suppl_yl_ng,
RN I importing or exporting med_lcmal
products, apart from supplying
medicinal products to the public.
Wholesale AR ko SCE: DS kgt Al Operator who conducts wholesale
distributor ;ﬁ o distribution activities.

P EH R
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