PIC/S GUIDE TO GOOD DISTRIBUTION
PRACTICE FOR MEDICINAL PRODUCTS
PE 011 (Draft 1, 20 August 2013)
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¥ 1% &F ¢ (Chapter 1 Quality Management)

1.1 & B] (Principle)
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Wholesale distributors should maintain
a quality system setting out
responsibilities, processes and risk
management principles in relation to
their activities.
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All distribution activities should be
clearly defined and systematically
reviewed. All critical steps of
distribution processes and significant
changes should be justified and where
relevant validated.
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The quality system is the responsibility
of the organisation’s management and
requires their leadership and active
participation and should be supported
by staff commitment.

1.2

& F 4 3t (Quality System)

1.2.1
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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.

122 | &F s sufgoe s = 2 iv o 3 &8 | The quality system should be fully
HA oo o #rg 8 Wg % xutp i | documented and its effectiveness
HE S LA R e o 3T mo_nl_tqred. All quality system related
LR AR AR ,i . activities should be defined and

documented. A quality manual or
equivalent documentation approach
should be established

1.2.3 Designated responsible person(s)

should be appointed by the
management, who should have clearly
specified authority and responsibility
for ensuring that a quality system is
implemented and maintained.

1.24

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

1.2.5 F’“ WA &R kS 0 kY £ | The size, structure and complexity of
WY Rl A s E AR A distributor’s activities should be taken
B o Into consideration when developing or
modifying the quality system.
126 |2 &% L F4] %5 -t % 5%k | Achange control system should be in
FEETRG R B pIaC(_e. Tr_lis system should ir_lco_rporate
Bt GG RETR B Bk B o quality risk management principles,
and be proportionate and effective.
127 | & & Sk The quality system should ensure that:
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i)medicinal products are procured,
held, supplied, imported or exported in
a way that is compliant with the
requirements of GDP;
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il)management responsibilities are
clearly specified,;
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li)products are delivered to the right
recipients within a satisfactory time
period,;
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Iv)records are made
contemporaneously;
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v)deviations from established
procedures are documented and
investigated,
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Iv)appropriate corrective and
preventive actions (commonly known
as CAPA) are taken to correct
deviations and prevent them in line
with the principles of quality risk
management.

(Management of Outsourced Activities)
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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:

1)assessing the suitability and
competence of the Contract Acceptor to
carry out the activity and checking




authorisation status, if required,;

i)defining the responsibilities and
communication processes for the
quality-related activities of the parties
involved;
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1ii) monitoring and review of the
performance of the Contract Acceptor,
and the identification and
implementation of any required
improvements on a regular basis.

14 g AN 42 E TE‘ (Management Review and Monitoring)
141 | ¢ EE'_T:{ Bk N nfe e ) £ & &% | The management should have a formal
Bhse o B e ds: process for reviewing the quality

system on a periodic basis. The review
should include:
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I)measurement of the achievement of
quality system objectives;
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i)assessment of performance indicators
that can be used to monitor the
effectiveness of processes within the
quality system, such as complaints,
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;
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ii)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 | & - B &F ks seng 4 % % &% | The outcome of each management
PFedi § ok i (7 #REE o | review of the quality system should be
documented in a timely manner and
effectively communicated internally.
1.5 %% A & g 2 (Quality Risk Management)
151 | &Fh's¢@EwF* 3= ~ ¢ | Quality risk management is a
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systematic process for the assessment,
control, communication and review of
risks to the quality of medicinal




products. It can be applied both
proactively and retrospectively.

1.5.2
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Quality risk management should ensure
that the evaluation of the risk to quality
Is based on scientific knowledge,
experience with the process and
ultimately links to the protection of the
patient. The level of effort, formality
and documentation of the process
should be commensurate with the level
of risk. Examples of the processes and
applications of quality risk
management can be found in guideline
Q09 of the International Conference on
Harmonisation (ICH).

% 2% A ¥ (Chapter 2 Personnel)

2.1 B B] (Principle)
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The correct distribution of medicinal
products relies upon people. For this
reason, there must be sufficient
competent personnel to carry out all the
tasks for which the wholesale
distributor is responsible. Individual
responsibilities should be clearly
understood by the staff and be
recorded.

2.2 - i A B (General)

221 | B2 # R 4 gc% {3k 4 F 4 | There should be an adequate number of
ST PR BB R iE 4 —‘_E,ﬁs » | competent personnel involved in all
B LR e %ﬁg - $$‘, Fﬂ 2 (v ¥ stage_s_of the whc_)lgsale distribution
TR activities of medicinal products. The
. number of personnel required will
depend on the volume and scope of
activities.
222 | pBEH P E%‘] Z B =_d = | The organisational structure of the
a\, Jf; > 73 il—\ﬁ;"_r “rg AR e \_/vholesale o_Iistr_ibutor should be set out
i 3 SBAF IR pT B - in an organisation chart. The role,
responsibilities, and interrelationships
of all personnel should be clearly
indicated.
223 | EM4g-E R B“Fki 2 & 4 E’E‘F‘« The role and responsibilities of
—;5 » 1 E H R IE & B 2% g | employees working in key positions
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should be set out in written job
descriptions, along with any




arrangements for deputising.

23 T2LEF AR (Designation of respon

sibilities)

2.3.1 ifkb FEHPR AP EE % = i& | The wholesale distributor must
VEH R fF AR o A A designate pgrsonnel responsible for
B2 1 i ehi 4 8w 2 | GDP compliance. Relevent personnel
B iRE SR LEH PR F should ha\_/e appropriate competence
o & % BB g e - " | and experience as well as knowledge of
B LA R T and training in GDP.
2.3.2 #L WAF A R w2y ¥ pFE 2 | Wholesale distributors should nominate
AR (¥4 g i el & w person_nel _for out of hours contact (e.g.
1{> . %ﬁ»a‘g ¥ 2 Fg‘ F AR anﬁ sz | emergiencies and/or recall).
1@ A 5 . 2 - . | Designated responsible person(s) may
Fz}}ul‘” ’191’3@:}7‘%;?;?‘1{ d )
elegate duties but not responsibilities.
2.3.3 A dp 2 FEARDE S Eﬁkiz»;n, Written job descriptions for designated
R f@%jﬁa Hied g 2B oAp b responsible_person(s) shOl_JIgI defin_e
PSS R SR X their authority to take decisions with
BA B R EF AR A regard to the_:lrr_esponS|b|I|t|es._The
o ,E . : %“lﬁz .t wholesale distributor should give the
ESl R X A PR designated responsible person(s) the
defined authority, adequate resources
and responsibility needed to fulfil their
duties.
234 | #dg ez fF 4 B ok | Designated responsible person(s)
F ég"r“‘;? ﬁ TESRELEH AT should carry out their duties in such a
,;5 FaERIEF Eens AH R wayas to ensure that the wholesale
distributor can demonstrate GDP
BT compliance and that public service
obligations are met.
235 | A4pTZ fF AR IBRF The responsibilities of the designated
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responsible person(s) include but are
not limited to:

R TR AL FE R
¥

1) ensuring that a quality management
system is implemented and maintained,;
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i) focusing on the management of
authorised activities and the accuracy
and quality of records;

i) re 5Bk 2 F R E 2
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i) ensuring that initial and continuous
training programmes are implemented
and maintained;
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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,
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vii) approving any subcontracted
activities which may impact on GDP;
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viii) ensuring that self-inspections are
performed at appropriate regular
intervals following a prearranged
programme and necessary corrective
measures are put in place;

iX) % 75 B ot A I
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IX) keeping appropriate records of any
delegated duties;

X)) 3w ~ B~ woT s B/
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X) deciding on the final disposition of
returned, rejected, recalled or falsified
products;

Xi)¥o B3 3% 53 » 7 48 5
B3

Xi) approving any returns to saleable
stock;

Xii)ﬁfﬁ'—ﬁ TR LS HEFTA S
ArdesEand s B R

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

2.4 3% (Training)

241 | $EpegiEslEd ot A R & | All personnel involved in wholesale
BXELRELEH iﬁ#.ﬁ Fez_ 2 distribution_ activities should be trained
B B F LS L4 g | ON the requirements of G_DP. They
b4z ek o should have the approprlate _
- competence and experience prior to
commencing their tasks.
242 |~ B RERT 424 2 3 5 25 | Personnel should receive initial and
P d o B d Bap b g continuing training relevant to their
2 EFDR okt R | F AR _role, based on written prpcedure;s _and
2 S iE T ﬁ g E in accordance W|_th a written training
LA programme. Designated r_esp_on3|b!e
i person(s) should also maintain their
competence in GDP through regular
training.
243 |k s 2R ¢ 35 A S W] @ | Inaddition, training should include
DA RN Vb NN, W aspects of product identification and
avoidance of falsified medicines
entering the supply chain.
2.4.4 L B iE 2 g2 2. & 55 BE | Personnel dealing with any products
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which require more stringent handling
conditions should receive specific
training. Examples of such products
include hazardous products, radioactive
materials, products presenting special
risks of abuse (including narcotic and
psychotropic substances), and
temperature-sensitive products.

2.4.5
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A record of all training should be kept,
and the effectiveness of training should
be periodically assessed and
documented.

2.5 fE\d (Hygiene)
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Appropriate procedures relating to
personnel hygiene, relevant to the
activities being carried out, should be
established and observed. Such
procedures should cover health,
hygiene and clothing.

¥ 3R TEH 92 & #H (Chapter 3 Premises and Equipment)

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

3.2 T ¥ F-#r (Premises)

321 | IFEH TR S A R %4 | The premises should be designed or
HArE PRk iE 2 o (T BT adapted to ensure that the_reqyired
244k % 24t & % g » | StOrage conditions are maintained.

P ERPERET R A E AT They should be suitably secure,

B ik h o B i structurally sound and of sufficient

w oS wo e e w T | capacity to allow safe storage and

P a2 & 23 J0E T F ¥ | handling of the medicinal products.

E Storage areas should be provided with
adequate lighting to enable all
operations to be carried out accurately
and safely.

3.2.2 Where premises are not directly

iF;F.;lri?- arzbE B d #l,;? F 4l ?\5 S
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operated by the wholesale distributor, a
contract should be in place. The




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

legislation.

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

323 | =
5

324 |2 - A g2 e d ¥ 4 | Products pending a decision as to their
& 5B 5 A5k 2 B 5 Bl4est oy | disposition or products that have been

removed from saleable stock should be
segregated either physically or through
an equivalent electronic system. The
requirement for physical segregation
and storage in a dedicated area should
be assessed using a risk based

@%*&%%@7
F&%ﬁtfr% * % R EE 45 S
B 2B S PR W T
B BRZ AFRERPM S F % | approach. At least, falsified medicinal
R B ALE RIR AR o products, expired products, recalled
BeiF B R ¥ F A F B prod_ugts, rejected products anq
RS A RATH L SRS medicinal products not authorised for
& the internal market must always be
physically segregated. The appropriate
degree of security should be applied in
these areas to ensure that such items
remain separate from saleable stock.
These areas should be clearly
identified.

325 | BEwLE FEP 2 RP T_E 4y | Special attention should be paid to the
BIE S 2 B Epk s o b4 & & | Storage of products with specific
(AoBrps 3 2 o b B & » ) han_dllng instructions as specified in
VTR AGE GOS0 2 Hk national law. Special storage conditions

- (and special authorisations) may be
#fE) - required for such products (e.g.
narcotics and psychotropic substances).

326 |&MpE 2 H s g2 % 5> | Radioactive materials and other
71E 4=k~ YBOF % # 7k > | hazardous products, as well as products
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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 local
legislation and appropriate safety and
security measures.

327 |z f "2 4 b w3k A & 4>t | Receiving and dispatch bays should
LR F g2 B o T TR ~ d1 [ | protect produg:t_s from prevailing
BTG R PR B weather conditions. There should be
AZEEHFEPNfrB A S B adequ_ate separation between the receipt
RS F LR %f@% o3 and dispatch and stora_ge areas.

r e TR R AR Procedures should be in place to

LR maintain control of inbound/outbound
goods. Reception areas where
deliveries are examined following
receipt should be designated and
suitably equipped.

328 | B AEPHEZ A B 2~ $24E | Unauthorised access to all areas of the
FE P BB o A 5 authorised premise_s should be
A AR R A prevented. Prevention measures would

- Ily include a monitored intruder
R RS LR Y TR Y e .
LRk . alarm system and appropriate access
v control. Visitors should be
accompanied.

329 | IFEHITE REF K R %45 52% | Premises and storage facilities should
PRV EBRE AR KT be clean and free from litter and dust.
A Eak SN Y i o Cleaning programmes, Instructions and
IR R records should be in place. Cleaning

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

3.210 | T E -tk 22 K % K ok & | Premises should be designed and
B X EANH W Pie ~ o R E | equipped so as to afford protection
B ARG E o against the entry of insects, rodents or

other animals. A preventive pest control
programme should be in place.

3211 | B 1 enik 4 % ~ ¥k % 2 £ 4 % | Rest, wash and refreshment rooms for
BB G E IR o 20 Ak | employees should be adequately
FHES R A B A separated from the storage areas. The
®F I B o presence of food, drink, smoking

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

338 & 2 % E +] (Temperature and Environment Control)

3.3.1

B £ %y ARRAE R ARR R
FRiE g o & 4 F 5ok
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Suitable equipment and procedures
should be in place to check the
environment where medicinal products
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are stored. Environmental factors to be
considered include temperature, light,
humidity and cleanliness of the
premises.

3.3.2
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An initial temperature mapping
exercise should be carried out on the
storage area before use, under
representative conditions. Temperature
monitoring equipment should be
located according to the results of the
mapping exercise, ensuring that
monitoring devices are positioned in
the areas that experience the extremes
of fluctuations. The mapping exercise
should be repeated for significant
changes according to the results of a
risk assessment exercise. For small
premises of a few square meters which
are at room temperature, an assessment
of potential risks (e.g. heaters) should
be conducted and temperature monitors
placed accordingly.

3.4% % (Equipment)

341 |BE T2 EHE 2 973 K& | All equipment impacting on storage
Motk BB & H g 2 p chendl 2 2 | and distribution of medicinal products
N A R X 2 sho_uld_be designed, located gnd o
AR 0 il 7R maintained to a standard which suits its
@k B . intended purpose. Planned maintenance
e should be in place for key equipment
vital to the functionality of the
operation.
3.4.2 2 E ORI #F &5 0F T8 2 | Equipment used to control or to
pg R R Ké} bta THMEL AR monitor the environment where the
Uﬂpg: YR FE R (7 R o medicinal products are stored should be
calibrated at defined intervals based on
a risk and reliability assessment.
343 | %tk BT A I K 7s' | Calibration of equipment should be

Wwﬂfﬂ? ek iy &
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g (F i F o

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

12




regularly tested to ensure adequate
functionality.

344 | #enfaig ~ kw2 & 7% | Equipment repair, maintenance and
3k E P # R & o 4ok | calibration operations should be carried
B P Bt AR AL R E out in su_ch a way that tr_]e integrity of
% o 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.

345 | J (TR 4K PE i § g - 4 | Adequate records of repair,

‘g "R RS E k4 %3 & | maintenance and calibration activities

o BEAER & dEdork B~ TR for key equipment shoulq be made and

NBEEERE AT ? 'FH,: s . ;2 | theresults should be retained. Key

. i B R ok iy oz equipment woult_j mclugje for example

. ‘ EIRA R cold stores, monitored intruder alarm

BREEEXE T F 1?@‘” X E " | and access control systems,

O pAEP Y eniz PR G o 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 % 5 (Computerised Systems)

351 | #* ¢ ”ml" % kv ook Bk &g ot | Before a computerised system is
S E Rk R R 0 2% % Kap | brought into use, it should be
BEE @f; £ 3+ iE 3] 37 #p | demonstrated, through appropriate
T validation or verification studies, that

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

352 | ¥ EBE AT w ma P (3§ | Awritten, detailed description of the
P& S BIfR) > pap i { #7 - < | Systemshould be available (including
R B DR R et Up o cate The
GHERELRAN R pLup o daie. e
T T A dopurr]ent shoulo[ describe principles,
i N T E= 7 objectives, security measures, system
N scope and main features, how the

computerised system is used and the
way it interacts with other systems.

353 |} G4t B4 i® J ¢ 12 | Data should only be entered into the
N 1 L fc . o computerised system or amended by

persons authorised to do so.

354 | F R = ;% rz | Data should be secured by physical or

wH 2 R b2

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

355 | Ttk A e g pRE T A
B R - T
#%»Tf.}%’ S5 ljbo

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

3.6 % # 2 Frox (Qualification and Validation)

361 |5 EH [ AEin e B AR A
S vd B [ E B BRSO AR AT s H_ R
o R RE X KR Tl py
Moo 3%k TE A B AT E (B 4o iy
&\ﬁ%aé%ﬁﬁ)ﬁﬁwﬂz
BREM 2 2 b %3G > 7V R
T o

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

3.6.2 Tﬁ/{‘%'—’?/ﬁﬁ.ﬁpm&pl% EAR- TP )3
¥4 (e iR )R T
Sz & [ FrrT o

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

363 | G FEIEFHRFEFL > RER
PE- T enle & 2 3T i e LR T
S E SO Bl 4
R RPN ) R L
PELEEAF L (BRI H
W) L ERPGRY HLIFHE
(CAPA) o & Hresacd P 1L 2 jife
B K FET R Gy ht AW

2 Pk o

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

¥ 4% % #®g3@ (Chapter 4 Documentation)
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4.1 B B] (Principle)
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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(- 44 %)

421 |2 #& 7 A AT S A58 | Documentation comprises all written
G ARR 47 4 s 8 ‘] . % 4% | procedures, instru_ctions, cont_racts,

3 OF AL R o~ A 2 B records gnd data, in paper or in

B o electronic form. Documentation should

] be readily available/retrievable.

422 |3 ME1 -~V PR & H s B A F | With regard to the processing of
L By 2 AJE 0 J ik 3 ¥ $ M 2 | personal data of employees,

H% 5B 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.

423 |2 BT BEHN T SF gaa ¥ & | Documentation should be sufficiently
Rl AAMMEE, ¥ UEIT comprehensive with respect to the
BiRE S 2R o 2B R sc<t)_p§t_of thedwholcelsale distriblgcor’ts .

ST w R AE . activities and in a language understoo

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

424 | BpF > 2t )@.d #.4p T2 4+ R | Documentation should be approved,
s EE A p P o 2 24 | signed and dated by designated
PAER LR, R 2R LR i;g: » | persons, as required. Itshould_nqt be
B o bt K hn PLL handwritten; although, where it is

necessary, sufficient space should be
b~ provided for such entries.

425 |~ 279 #ri2Fehiz e 3 ie s & 3 | Any alteration made in the
Fxpop # ;3% { s iy oo2F g B | documentation should be signed and
Bk enF e i F pF o { st dated; the alteration should permit the
Bosediz o reading of the o_rlgmal information.

' Where appropriate, the reason for the
alteration should be recorded.

426 |2 ERERP 2L TR 28 B | Documents should be retained for the

Wir oo IS TE o F AT

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

427 | & =4 B BV g2 H 7 | Each employee should have ready
T AR 22 1E o access to all necessary documentation
for the tasks executed.
428 | EHFBF R & * 5 »xd 54508 | Attention should be paid to using valid
BR o2 G PP R H and approved proce_dures. Documenys
A~ L2 D P ERP should have unambiguous content; title,
CE BTN E LT E ﬁ . ux | Nature and purpose should be cle_arly
B N stated. Documents should be reweyved
? ) regularly and kept up to date. \ersion
CEIERCY o I '% * % | control should be applied to
AR A EDE gy o AP B3 0| procedures. After revision of a
AR Y AR ",f % §F A e document a system should exist to
prevent inadvertent use of the
superseded version. Superseded or
obsolete procedures should be removed
from workstations and archived.
429 | rpx &g &~ HE - § %0 | Records must be kept either in the form
T e B A58 Ry # 42 e ~ i | of purchase/sales invoices, delivery
Bt b g BG T D08 slips, or on computer or an_y_other form,
ETAFH R BE LA forgny transa_ctu()jn in medll'cg]alle ;
S T N R products received or supplied. Records
) 7" I must include at least the following
T3 =F ~ %7 X7 F H | information: date; name of the
SRR A e R CaE S medicinal product; quantity received,
supplied; name and address of the
supplier, customer, or consignee, as
appropriate; and batch number (if
required).
% 5% i¥¥ (Chapter 5 Operations)

5.11%( ) ( rinciple)

PR BH T e v E A
R R NS BIER
PEEH BB S ETR RS
ST o PR EH T RE T
RRERSTE A Sk R X R
S IIE R PR V-2 S

CRERCY T A

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
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the legal supply chain.

FREEHF L BRLERE
AL F WA T .
T M TTE RS LAY
C AR U G IA R U

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 kWM 23T

(Qualification of Suppliers)

521 | % s’ﬁﬁ'ﬂ RN i e % Wholesale distributors must obtain
2 BT T R A ﬁ E their supplies of medicinal products
i W%ﬂiw 2 BT R A ﬁ pnly from_persons who are themselves

B 1 B o in possession of a wholesale _
distribution authorisation, or who are in
possession of a manufacturing
authorisation which covers the product
in question.

522 | ¥ — 3% & 4 7 P 1¥ % 5 | Where medicinal products are obtained
B s 458 Jf R IR i ehge 3¢ | from another wholesale distributor the
FHFLIE T ESPUEHR receiving wholesale distributor must
B o 2 .. | Verify that the supplier complies with
#m}?ﬁlh#p%'sf;ﬁ—*pj’i‘ the princi sy
. principles and guidelines of good
e distribution practices and that they hold

an authorisation.

523 | hitfFiE @ 5%“ 2z @ o ¥ | Appropriate qualification and approval
'g;@rr;r i (7§ v 2 f1a o | of suppliers should be perfc_)rmed prior
FINTE 9 BV %i/—? ¥4 2 # g3 |toprocurement of any medicinal
R R T T products. This should be controlled by
;, 0% N a procedure and the results documented
= and periodically rechecked using a risk

based approach.

524 | #EHFHE L8 ThEEE % % | When entering into a new contract with
L P LR A EE A | New suppliers the wholesale distributor

& iE 7 R F & ¥ (‘due diligence’
checks) - # % 2 &1 3 hH_:

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

e P EE AT A

1) the reputation or reliability of the
supplier;

i) offers of medicinal products more

= likely to be falsified;
i)~ &4 & §F &5 A @ * 9| i) large offers of medicinal products
B which are generally only available in

limited quantities;
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V)it e R -

Iv) and out-of-range prices.

53 % » g% ¥ (Qualification of Customers)
531 | g4 fmEd i 1——)@ Wholesale distributors must ensure
R A T they supply medicinal produgts only to
SN e R —«FUMK%E persons_whofare tﬂell“nse:veds_ T -,
N . possession of a wholesale distribution
Aksfﬁ P2 5 e (BlaeTest authorisation or who are authorised or
WRTE) 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).
532 |#% &% w4 4 £ »# 3 ¥ & | Checks and periodic rechecks may
ek 2 EH T @L B < .i z # 1 | include: requesting copies of
R 2 o cus_tomer’s autho_ris_ations according to
national law, verifying status on an
authority website, requesting evidence
of qualifications or entitlement
according to national legislation.
533 |7 k&2 #F &5 (4ofps | Wholesale distributors should monitor

ook Y E) o pH
FHFREREAGERE YT
e F G ORHARE AET B RO
BFEpo B IR h o R E
A A E MR R E
FHEHE f iz 2R JREF
E

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

5.4 f2 f (Receipt of medicinal products)

54.1

fe 2. P ch i isd eh i $
FER G ERKR P
BoouE ‘};;fn ﬁ_@’@%;{pg&;\pa 53

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

5.4.2

Medicinal products requiring special
storage or security measures should be
prioritised and once appropriate checks
have been conducted they should be

18




immediately transferred to appropriate
storage facilities.

543 | A AT F w £ %7 44 & | Batches of medicinal products should
B s 2zt B O ¥ AR H T 7 44 | not be transferred to saleable stock
4R o before assurance has been obtained in

accordance with written procedures,
that they are authorised for sale.

5.5 #¢ 13 (Storage)

551 | #H¥ it s (% & pF)R e 2 | Medicinal products and, if necessary,
BE R REL(N RS E)A healthcare products should be stored
Fehg S AR AT T separately from other products likely to
LR ER - RAEZH @ hE alter them and should be protected
: g p ik » | from the harmful effects of light,
FREFIFORT  BFHAILT oy '

o perature, moisture and other
SRR ey S external factors. Particular attention
should be paid to products requiring
specific storage conditions.

552 | R E o BRE &2 F B AR F | Incoming containers of medicinal
R L 'P F% o $ti& iy i # & (7 | products should be cleaned, if
iz e 7L (40U ) 0 4 v g5 | Necessary, before storage. Any
| 55&&%%" . activities perfor_mec! on the incoming
R goods (e.g. fumigation) should not

impact on the quality of the medicinal
products.

553 | g & iT ¥ JFar ik R4F i § ohtE 3 | Warehousing operations must ensure
TR TRESEEE > o appropriate storage conditions are

maintained and allow for appropriate
security of stocks.

554 | w f E®RpALDIE LD b &R 2 | Stock should be rotated according to
FET G BT U the first expiry, first out (FEFO)

b o principle. Exceptions should be
documented.

555 | ZE R R ILIF A E R ﬁﬁ;éﬁ /5 4 | Medicinal products should be handled
% R ;E‘ 17 3\ EJE & #% 73 o # 5. | and stored in such a manner as to
FFERGITH I o % 22, prevent_spl!lage, breqkage, N
b g f px s, 5 L (5 contamination and mix-ups. Medicinal

i = 5y 1+ .
PRYN Pg " 5 éﬁwi) products should not be stored dl.rectly
on the floor unless the package is
designed to allow such storage (such as
for some medicinal gas cylinders).

556 | #iT4 »cp #p/% dp ch% 5. > & | Medicinal products that are nearing

KT EEEFTHE o their expiry date/shelf life should be
withdrawn immediately from saleable
stock.
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5.5.7

RERP AL Lz i RE 5
SR BHFA RS UREE 2

+ Lo

=

Stock inventories should be performed
regularly taking into account national
legislation requirements. Stock
irregularities should be investigated
and documented.

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

561 | & 43 ®E % &7 - 4~ B | Medicinal products intended for
TP RRBE G AR EIL o destruction should be appropriately
identified, held separately and handled
in accordance with a written procedure.
56.2 | & el ik R A Y R 2% 48 | Destruction of medicinal products
A &P & Ut 4 - 3@ | should be in accordance with national
o EE 2B Fo or international requirements for
handling, transport and disposal of such
products.
5.6.3 | #773 & & & Xk &% & 7 i 2| Records of all destroyed medicinal
B3 iR Tg o products should be retained for a
defined period.
57# b (Picking)
Bl &g o #1723 v R4 | Controls should be in place to ensure
E N RE A S o #iE A 5 | the correct product is picked. The
4 R o product should have an appropriate
remaining shelf life when it is picked.
5.8 & & (Supply)
g B 0 W R & po | Forall supplies, a document (e.g.
g2 (i % E/a ;{-,‘g‘ﬁ) ~ # | delivery note_/packing list) must be
St e A | B s | oo taing e i rame o
. SERT LA
(& P) ]’t{%ﬁ{g‘ ]Lf@m ‘f%i# medicinal product, batch number (if
el PI’:% Nkl e required); quantity supplied; name and
B (e 9 B s 1T B2 F | aqdress of the supplier, name and
PF)Z G * @ B RS 2 o X | delivery address of the consignee
S T 0 M BA &R | (actual physical storage premises, if
RN % o different) and applicable transport and
storage conditions. Records should be
kept so that the actual location of the
product can be known.
5.9 & » &2 ' (Import and export)
5.9.1 Import and export activities should be

%%ﬁ”£WM@@i§%%i
FEHIT o
FHERFREHEEREFHE UL
APtz BRI AGTRERP P HZ
gyt e

conducted in accordance with national
legislation. This is also the case if the
wholesale distributor is holding
medicinal product in a free zone.
Wholesalers should take the
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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

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

$6F ¢ 1w~ 3/2F2 FE vt (Chapter 6 Complaints, Returns,
suspected falsified Medicinal Products and Medicinal Product Recalls)

6.1 & B (Principle)

Y R R G/ R
WoT R AR R E oG AR AR
BI o gl F M T
Pofg oo 3w B A BEE ATH G F
TR FEE o F RSP
BIE o AR ey & R
#F - K 5N o

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

6.2 ¢ ¥ (Complaints)

6.2.1

U AR AR T RAsim o 2 E
Seon BR E L AR MY SRR TT
AN ot Je Ml Ry U g
A SR Z Y R B T e
Wgpar/dtdFvmy Loz
A EN Y AR E D B
FEIRY e R F) o

Complaints should be recorded with all
the original details. A distinction should
be made between complaints related to
the quality of a medicinal product and
those related to distribution. In the
event of a complaint about the quality
of a medicinal product and a potential
product defect, the manufacturer and/or
marketing authorisation holder should
be informed without delay. Any
product distribution complaint should
be thoroughly investigated to identify
the origin of or reason for the
complaint.
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6.2.2 | fedp T4 B Of F/aZY PR AL o | Aperson should be appointed to handle
complaints.
6.23 | &BPF > A EHZ TG Y RS 0 i | If necessary, appropriate follow-up

Bl s LB B (¢
& CAPA)« ¢ 3 & jfi 4ri 4
&g o

actions (including CAPA) should be
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

9w Sk E GO ARAIL 0 gk
i Rl ) W N
TR TR RE EED R
SRR St
B ooi@w TRk E M2 R

Returned products must be handled
according to a written, risk based
process taking into account the product
concerned, any specific storage
requirements and the time elapsed since
the medicinal product was originally
dispatched. Returns should be
conducted in accordance with national
law, if relevant, and contractual
arrangements between the parties.

6.3.2

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

S , 2 ]\

& 4% (secondary
package) * B £ ~ A X4 ~ KA 2
oo REH T ARG AT T o

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

I1) medicinal products returned from a
customer not holding a wholesale
distribution authorisation or from
pharmacies authorised to supply
medicinal products to the public should
only be returned to saleable stock if
they are returned within an acceptable
time limit, for example 10 days;

gt = ZP FeLikki T
Bk REE BT R RIL -

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

Iv) they have been examined and
assessed by a sufficiently trained and
competent person authorised to do so;
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v) the distributor has reasonable
evidence that the product was supplied
to that customer (via copies of the

» | original delivery note or by referencing
invoice numbers/batch numbers, etc.),
and that there is no reason to believe
that the product has been falsified.

6.33 | Z Q 7R B R 0E 2 20 & 2(4c | Moreover, for medicinal products
) F At RS 2P AN requi_ri_ng specific temperature storage
ﬁr B - F kT Ao ok conditions such as low temperature,
N G L returns to saleable stock can only be
Bh et Gmpind » AT made if there is documented evidence
FrepETRA % Z 27 | hat the product has been stored under
PP A &R LR 2 T T R | the authorised storage conditions
E throughout the entire time. If any
HER L E deviation has occurred a risk
assessment has to be performed, on
(i) -&F:x1 %~ which basis the integrity of the product
(i)-#% 4 A2 & can be demonstrated.
(iii) ﬁﬁ@@l & _The e\_/idence should cover:
(V) 4T % 2. & 3 & % i. delivery to customer;
N Ii. examination of the product;
(V)-fc B A ST 3w BiFH ) .
9 A B i A lil.opening of the transport packaging;
(vi) -i3¥ i3 sl iv. return of the product to the
packaging;
v. collection and return to the
distributor;
vi.return to the distribution site
refrigerator.
634 |¥wvI¥4HEXE 32 A% H |Products returned to saleable stock
¥ ik L 3| ¥ £ 41 (FEFO)2 % | should be placed such that the “first
EINVE RS A expired first out’ (FEFO) system
operates effectively.
6.35 | 7§ %‘g (6Pw 2 2 HF VW ﬁﬁ?@ % | Stolen products that have been
TH LRGSR jﬁ ° recovered cannot be returned to
saleable stock and sold to customers.
6.4 % /% % (Falsified Medicinal Products)
6.41 | Bz rimat st 0 ix/2 a4 & 2 | The sale and distribution of a suspected
FH o falsified medicinal product should be
suspended immediately.
6.4.2 |34 7w £k /2 % & g 1y | Wholesale distributors must
FYE-F S L R immediately inform the competent

Moo ik M It A TARM

|Fﬂ;7:\£.ﬂp§aifr_}’r¥ 4-"—‘#3

authority and the marketing
authorisation holder of any medicinal
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W F 24 ol o e st R
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products they identify as falsified or
suspect to be falsified and act on the
Instructions as specified by the
competent authority. A procedure
should be in place to this effect. It
should be recorded with all the original
details and investigated.

6.4.3

ERCRANEY W S-S VAE Y P33
B2 i f%ﬁ IR T 5 20t iR
BH B B2 L RE TG AR
Mad BRI N> Eit 2 Rk

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

6.5 % &% Jz(Medicinal Product Recalls)

6.5.1 | B T i &E v {TE % P2 | The effectiveness of the arrangements
FooT(E b EE- K)o for product recall should be evaluated
regularly (at least annually).
6.5.2 | wx (T¥ R = T A iz e pFiz | Recall operations should be capable of

being initiated promptly and at any
time.

6.53 |EF4 F 2 f} SR A Fls N m#;] The distributor must follow the
F o0 B PE S Zw e 4 0 g | instructions of a recall message, which
d i *g WP o should be approved, if required, by the
competent authorities.
6.5.4 Any recall operation should be

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

6.55 |EFH k&R é 7w fc 4 B % *t | The distribution records should be
B ¥ e SN EHE D readily gccessible to the person(s)
W L”i’J,L,Aa\ m(@ BB L s respo_nS|bIe fo_r the_ recall, qnd should
Lo\ T orTRERY m% </ B BEAE - contain sufficient information on
Y fr&%) P distributors ar_ld directly supplied
L = i customers (with addresses, phone
ek FEoetes i (22 F Jﬂwﬁg % | and/or fax numbers inside and outside
RE) e 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).
6.5.6 | Az &R B foékT & 4 | The progress of the recall process
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should be recorded for a final report
including reconciliation of the recalled
product.

¥ 7% 4 °HiT¥ (Chapter 7 Outsourced Activities)

7.1 = B (Principle)

‘.

er»ﬁ R AiE

TR )@-,P
ﬁv’]”:ﬁfﬁ, %2
fhz %z o L3

/,‘!‘_} L‘/
A=A SO B

£ i -

(w, e“} (= -\3}“,»%

ﬂt\ ﬂ-l fJ

™ok & 38
g e ?E

PN -mb‘fgf' p
T +
Tl q Ek
(v =3 vl (v

G

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

party.

7.2 £ 3=% (Contract Giver)

721 | % giiﬁ foE TR e o The Contract Giver is responsible for

the activities contracted out.

722 | % gf-éﬁ fFiTh & ;L—ﬁggz? % 7 | The Contract Giver is responsible for
& fz 1 (Fenig 4 0 FE A4y 5] assessing the competence of the
S8 FUER A LR P E N Contract Acceptor_ to successfully carry
B 274 S AL E'Jﬁ % o 4 oh fF out the work required and for ensuring

SRR B , by means of the contract and through
Y@ HEEE L rxg g I -on oug
A=A e 7w~ audits that the principles and guidelines
P 7 252 2 #5015 © #81% | of GDP are followed. An audit of the
WS AT M IF R AT 2R ' | Contract Acceptor should be performed
AL o A B ML R (7 | before commencement of, and
Foy o 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.

723 | % gi—‘ﬁ B3 e ;Lﬁg “73 & & | The Contract Giver should provide the
FaougdapFrist Contract Acceptor with all the
i e R DR S information necessary to carry out the
v e s r contracted operations in accordance

) ENEE o

with the specific product requirements
and any other relevant requirements.

7.3 ,-.g <X (Contract Acceptor)

7.3.1

F R R hITEE TR
% ) ﬁ-’%‘ AT s R LB A

The Contract Acceptor should have
adequate premises and equipment,
procedures, knowledge and experience,
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ﬁ’u,t{rr:é -'-"F]J""]‘-‘*l‘}m‘T 1F o

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

732 | X3=F AL FF A=k -~ F | The Contract Acceptor should not pass
LTEIR2EPES 2 (d 432 |10 a third party any of the work
F R g X 7)), 7 ]g 4% 1+ | entrusted to him under the contract
ptn it s = without the Contract Giver’s prior
Lzl FEE R = 3 o ;

I evaluation and approval of the

)1 e o _. ,, | @rrangements and an audit of the third

P AL 4w EH RS T | harty by the Contract Giver or the

Ak R R & 2 F 2 X 35 5 | Contract Acceptor. Arrangements made

3o between the Contract Acceptor and any
third party should ensure that the
wholesale distribution information is
made available in the same way as
between the original Contract Giver
and Contract Acceptor.

733 | X332 Jﬁ R T o 'ﬁ % 3~ 22 | The Contract Acceptor should refrain
2 A ST A €% 2 7 2 gi g | fromany activity which may adversely
iz S o affect the quality of the product(s)

handled for the Contract Giver.

734 | % gﬁ% R R LA K& F > » £ | The Contract Acceptor must forward
EERLERV ABFESST | AV information that can influence the
E quality of the  product(s) to the

Contract Giver in accordance with the
requirement of the contract.

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

8.1 m B (Principle)

F"‘_]:L/?J‘*% f’rl’ta 58
RERD R AL £
q*w»lﬁ Zas: R SUEEE

Self-inspections should be conducted in
order to monitor implementation and

compliance with GDP principles and to
propose necessary corrective measures.

8.2 p 3% 4 % (Self-Inspections)

821 |BLF TR F'&gja FIp 2 25 p 2% | Aself-inspection programme should be
AbrE o f s ERREY @ﬁ'#ﬁ implemented cover_ing all aspects of
AR bt,;% 2ok #Fl 312 42 | GDP an_wd co_mpl_lance with the
Boo B ARY ATTRBEIR T regu!atlons,_gmde_lmes and procedures
% Help £ u|ehp A AP g\ ) W|th|.n adef!ned time frarr_le.. .

L e =10 Self-inspections may be divided into
several individual self- inspections of
limited scope.

8.2.2 g 5\ é’, oRd o #Fl F_or & p 2% | Self-inspections should be conducted in

an impartial and detailed way by
designated competent company
personnel. Audits by independent
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i ORI EY o A W ot B | external experts may also be useful but
E R A may not be used as a substitute for
self-inspection.
823 |#73 p A AP RS s o 4 | All self-inspections should be recorded.
e 7t Jfr Hp ¥ mrﬁ ‘52 g P Rbeports §hou|d cc?n;ain_ all tr?e
2 . . A TN observations made during the
?; . 5 a 1 f@%; i ﬂ inspection. A copy of the report should
H s 4p i ﬁ ? ?Iﬁ_ﬂ& AR .
%2R A R R '?F] L v % be provided to the management and
e % IR ™ | other relevant persons. In the event that
SR ”(CAPA)’@"’ M2 =0 rregularities and/for deficiencies are
2 i B observed, their cause should be
determined and the corrective and
preventive actions (CAPA) should be
documented and followed up.
¥ 9% ## (Chapter 9 Transportation)
9.1 mB] (Principle)
9.11 |3 &4 [ i A& & % 5 | Itis the responsibility of the supplying

R B AR Y & who!e_sale distributor to protect

3 1B f" TR R AIE R medlcma_l products against breakage,

PrAT g B LA 2T adulteration and theft, and to ensure
that temperature conditions are
maintained within acceptable limits
during transport.

9.12 | AixmiFiEH 4T rsﬁg. 43 4 | Regardless of the mode of transport, it
ZPERT EED ;g_-a i 5 % 3| | should b_e_possible to demonstrate that
FRETE R o A the meo!lc_:mes have not been e_xposed
0 h g AA i‘_*ﬁ%‘lﬁﬁﬁlﬁ%*ﬂ .| to conditions that may compromise

their quality and integrity. A risk-based
approach should be utilised when
planning transportation.

9.2 & (Transportation)

921 | & x ér_i@’ﬁi%lﬁﬁi% % eniE 3 1% # | The required storage conditions for
oadE bl e/ fp Rl & T meplicipaldp(rjodycts should be "
bR R RoF A maintained during transportation within
AR the defined limits as described on the

outer packaging and/or relevant
packaging information.

922 | ¥ ér_@’ﬁigl g 4 kA 408 B e | If adeviation such as temperature
- - 4 :}g Jsil 4 4 7 % ¢ | excursion or product damage has
8 52 F¥ ot A2hn occurred during transportation, this
4% EUnE R %é,a‘.m'%;‘ﬁ: . should be reported to the distributor

and recipient of the affected medicinal
products. A procedure should also be in
place for investigating and handling
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temperature excursions.

923 | EFHF B iFr FTFH ~ & | Itis the responsibility of the wholesale
R AJLE Rehd §w2 % i & | distributor to ensure that vehicles and
HIpa® b ¥ EF g g v p o+ | €quipment gsged to distribute, store or
AEEBAT BT STE ¢ handle_medlcmal produc';s are suitable
S 2 EEAD R o for their use and appropriately
N Lmb@ ,E .

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

924 |#75 S EL R4 B g2 K & | There should be written procedures in
B & 4T3 g mﬁ # #2 & » | place for the operation and
FRFEAE T 2ALEN maintenance of all vehicles and

equipment involved in the distribution
process, including cleaning and safety
precautions.

925 | B ik & B AR L T f;’ A 78 B | Risk assessment of delivery routes
’F" g R FEpF > bz /8 should be used to determine vyhere
EL N T (H& R chzp i | temperature controls are required.

BT I LT :tag;za Kt oo Equ[pmt_ant usegl for temperatu_re _

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

926 | p L@ & EpFRE ¥ i ¢ * & | Dedicated vehicles and equipment
* B RS K o 2R Y ih should be used, where possible, when
LR R SR handling medicinal products. Where
R § R B R R non-dedicated vehicles and equipment

’ ‘ are used procedures should be in place
to ensure that the quality of the
medicinal product will not be
compromised.

927 | F 4 RiE 1 E N E A% o | Deliveries should be made to the

W P R Pl f g end b &y gddress stated on the deI!very note and

FE Pt o BEA T G Az mr | IO the care or the premises of the

(X iR e o consignee. Medicinal products should

” not be left on alternative premises.

928 |4t ¥ ¥ ¥ p b2 ¥ L iF | Foremergency deliveries outside
# o fedy ®HE AR T 3 % 6 | normal business hours, persons should
2R be designated and written procedures

should be available.

929 | # @ﬁ;—lﬁi L% = 3 P & % | Where transportation is performed by a
e 5 %= F2 % fo pteb s g | third party, the contract in place should
FEHD B jﬁﬂ@ﬁ]dﬁ 94 iF i encompass the_ requirements of Chapter
tAM o AT T 7. Transportation providers should be




bre S E S pE > 4 W)/ &8 | made aware by the wholesale

BB R FE R E RS K distri_b_utor of th_e relevant transport

2% r o conditions applicable to the
consignment. Where the transportation
route includes unloading and reloading
or transit storage at a transportation
hub, particular attention should be paid
to temperature monitoring, cleanliness
and the security of any intermediate
storage facilities.

9.2.10 | & &->+iF ¥ jﬁc‘ & TR A % Provision should be made to minimise
LA EA R % %2 ~ T — p¢ | the duration of temporary storage while

B @*J p¥ il T Eg; o awaiting th_e next stage of the
transportation route

9.3% %41 ~ ¢ %2 # 7+ (Containers, packaging and labelling)

931 | EHELESF 7 g # 24 # = {¥ | Medicinal products should be
* 2 i ¥ REH 4 %72 % ¢b 4 | transported in containers that have no
TR SR T JU adverse effect on the quality of the

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

932 | EBELEFHWME ¢ A )@; iz P& | Selection of a container and packaging
B Rky R iE 5 mﬁg 4 ~ # 7.4 | should be based on the storage and
BTz B s SR b 20 ’Fém ;g | transportation requirements of the _
BOUE GEY b BB fo o medicinal products; th(_e space required
the B2 EE R R R o for the amount of medicines; the

TR ARTCEESH ¢ anticipated external temperature
extremes; the estimated maximum time
for transportation including transit
storage at customs; the qualification
status of the packaging and the
validation status of the shipping
containers.

933 | AT RET JZE 5 & F | Containers should bear labels providing
2H WA REE AL ELFR 0 sufficient information on handling and
FE B 5B E R +3@* A storage requirements and precautions to
DA % R o ensure that the products are_properly

handled and secured at all times.

94 FRIPELNE R (Products requiring controlled Conditions)

941 |#xF % J}"‘Lr [EE s p- A 4o | 1IN relation to deliveries containing
2 R n R oA B ¥ # 2, g+ | medicinal products requiring special
FEHNFRERL B AR conditions such as narcotics or
T MEEE 2 AT A s o p_syc_hotroplc substanc_:es,_the wholesale

. e a4 e e ex .o .. | distributor should maintain a safe and

},@— "1-‘]‘4\1 m? %'J S0 ,fvbifﬁ,‘?a@ﬁ b
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secure supply chain for these products
in accordance with requirements laid
down in national legislation. There
should be additional control systems in
place for delivery of these products.
There should be a protocol to address
the occurrence of any theft.

942 | x>~ &% 2 ¥ 4 g% 7% 45 | Medicinal products comprising highly
1% & §mif % § % 14 % x4 | active and radioactive materials should
)Ffr G R o AT # e f@ﬁ be transporte_d in safe, dec!lcated and
B A 2 BN A d t& Bt 2. 2 | SECUre containers and vehicles. The_
7 relevant safety measures should be in
=’ accordance with international
agreements and national legislation.
943 | ¥R R AR A & 0 B¢ * & | For temperature-sensitive products,
&k & (b —}(r B & 4% ~ 8 4~ | qualified equipment (e.g. thermal
EE SRR ) UAERA 5L paclt<a_g|ng, ter:wperatu:e-contr?lleltlj ]
» =2 o containers or temperature controlle
%; i &ja; f}@ﬁﬁ ;gﬁ f’&@ vehicles) should be used to ensure
= B R ST i R correct transport conditions are
maintained between the manufacturer,
wholesale distributor and customer.
944 | By s AFEpsrR v g0 & § | If temperature-controlled vehicles are
IR )f% T FREE £ o | Used, the temperature monitoring
[@ﬁﬁ A ME R T G A R equipment used during transport should
N v oa " be maintained and calibrated at regular
ERE. Vet (uam) || .
intervals. Temperature mapping under
representative conditions should be
carried out and should take into
account seasonal variations, if
applicable.
945 |4 % » & RKpF o JR Ik E AP B ? If requested, customers should be
FLo P A 5F ¥ P sy g | provided with information to
Bk RN o demonstrate that products have
complied with the temperature storage
conditions.
946 | Arpffait * Lire p% B %%t | If cool packs are used in insulated
3 e A B %&%@eﬁ% - f 1 | boxes, they need to be located such that
NS E N (g; &+ e | the product does not come in direct
B)E AR L Ar e AR 2 contact with the cool pack. Staff must
e ‘ " | be trained on the procedures for

assembly of the insulated boxes
(seasonal configurations) and on the
reuse of cool packs.
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9.4.7

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

9438

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




