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1% ngsm (Chapter 1 Quality Management)'

1.1 & Ry (Principle)

B EHHEITE—BRLEY
FAMNRE - ARARBETERE
AE T A8 - '

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

ﬁﬁ%—ﬁéﬁ%%}%é‘“ ;’%’%}Eﬁ@ 3 iﬁ

HEBAKKES  EAmY
ﬁ%%%&%%ﬁékai%%

[ SERAE i

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. .

ERAMREEENEE  AE
BRAAERH RHBER > NA
CEFEE TR

The quality system is the responsibility
of the organisation’s management and
requires their leadership and active
participation and should be supported .

1.2 &5 % & (Quality System)

by staff commltment

Hath  THBBABREER

121 | B LY A%EOA0%ER « | The system for managing quality
2R~ A28 B R R & 8 2 5% | should encompass the organisational
T By 0% %5 44 | Structure, procecill,lres, processes and
resources, as well as activities _
é)] B AR AR t}&i Hj necessary to ensure confidence that the
SRR e product delivered maintains its quality
and integrity and remains within the
legal supply chain during storage
and/or transportation.
122 | %8 A%ERD ;‘cﬁ'—/{ b » 3 B F | The quality system should be fully
HF M - BB E 4 448 B | documented and its effectiveness
B 55 B BT DU B RIS o ME T monitored. All quality system related
z 5 %»f R & ;@E LA o activities should be defined and
documented. A quality manual or
equivalent documentation approach
- should be established
123 | #E 2 & F A8 EHEHEIEPF] | Designated responsible person(s)
35 9k 0 H Bk R B & 5% # o | should be appointed by the
R AREAR B & 404 $47 B 4 | Management, who should have clearly
o . |-specified authority and responsibility
for ensuring that a quality system is
- | implemented and maintained.
1.2.4 | ZE4575 00 % 12 2 Bk P A 8 & | The management of the distributor

should ensure that all parts of the




ek 5P %& THEE
R o

quality system are adequately
resourced with competent personnel,
and suitable and sufficient premises,
equipment and facilities.

1.2.5

AR BEARE AT BES

4 5 B R AR

PE o

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

1.2.6

RAHBGEEMHAKL KA %}T‘é
a4 %Y AR EER A B JE 4R BB,

BRI R B A & -

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

1.2.7

o A SIERES

| The quality system should ensure that:

1)5?“3@/]*,1;&% ﬁﬂ B ?\)\
EX RV BN E@é}éﬁ%

‘)medicinal products are procured,
held, supplied, imported or exported in
a way that is compliant with the

| requirements of GDP;

H &R
)% E S AR AL

iiymanagement responsibilities are
clearly specified;

i) HABEHHEAILLE
oGBS

iii)products are delivered to the right
recipients within a satisfactory time
period;

iv) 7}":‘3?5‘1.'?5‘ 7% B b ) B 3%/’!? 3055

iv)records are made
contemporancously;

waﬁﬁﬁﬁﬁﬁég%uxﬁ
iLays s

v)deviations from established
procedures are documented and
investigated;

[ (CAPA) » UK 2 8
45 JE 35 By 1k 48 £ O ¢

T w45 i Tk
R 3R

vi) #k B #

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

13K L% (Management of Outsourced Activities) -

EN XYY E Pty
Mk A BB - S
i%ﬂ%’ﬁ’—%ﬂ’]'ﬁ#ﬂﬁ%é ° Lkme
A A5 AR IS O

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)3 18 % &%ﬂﬁﬁ%%a i3
&%ﬂs%%hﬁﬁaﬁ%@,

i)assessing the suitability and
competence of the Contract Acceptor to

carry out the activity and checking




authorisation status, if required;

DR ERER TN O

HRBEMAE -

ii)defining the responsibilities and
communication processes for the
quality-related activities of the partzes _
involved;

iii) & &%éﬁ‘-aﬁ%éﬁ%,& > LA
BRI BB IFTAE LA S
zﬁn

iii) 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 %“}E-"‘F P2 QRE’E" (Management Review and Monitoring)

1.4.1 | B8 E B K EX A2 ZH B E 5 | The management should have a formal
Hhth o ABbs: process for reviewing the quality
' system on a periodic basis. The rev1ew
| should include:
DERLEASKBIEY *%g ; i)measurement of the achlevement of
quality system objectives; :
1) 3P4 *T 2R BBt W & % W A | ii)assessment of performance indicators
A2 H M B9 3542 0 4o F 35 ~ | that can be used to monitor the
2 ~ 5 EFAMHIE(CAPA) ~ A effelgtiveness of pr(;;:esses wiihin the
& . Yo % g - [quality system, such as complaints,
= %fﬁ\ , ZE‘{I: * f % Eﬁ%f R deviations, CAPA, changes to
A RIFEE 0 % ﬁltﬁf\ 45K processes; feedback on outsourced
AL S SMERTRAE > o EE M activities; self-assessment processes
EHMRHEERR %-}5 WFE4% © |including risk assessments and audits;
and external assessments such a8
inspections, findings and customer
o - | audits;
) 111)%-{1 R~ 45 5] M&@ BELY iii)emerging regulations, guidance and
-3 ff R B | quality issues that can impact the
quality management system;
WV)THELY AR LRE iv)innovations that might enhance the
. quality system; |
VB EEBA if:‘%' BB E - v)changes in business envuonment and
objectives.
B—-BRY A4 E-J’J % & & R JE & | The outcome of each management

1.4.2

| Hfrai’,éﬁﬁijﬁ“ ML AT P 3R o

review of the quality system should be
documented in a timely manner and
effectively communicated mternally

1.5 &% I‘Uﬁ'%"}i (Quality Risk Management).

[.5.1

R

o BRI E A A R B
HABRED %?%unw%’m’%z

BoXoise o HAAF A THE

| BRI A

Quality risk management isa

systematic process for the assessment,
control, communication and review of
risks to the quality of medicinal




products. Tt can be applied both

| proactively and retrospectively.

1.5.2

iR 6B
HHAT
BwARE -

5] 4 R, ICH(International

R

5 H A R S E R
R UFE o BFEERAK
BARE A E - BT
~ R RO B R R F

Y REEERERIER &

Conferéence on Harmonisation)Q9

Quality risk management should ensure
that the evaluation of the risk to quality
is based on scientific knowledge,
experience with the process and
ultimately links to the protection of the
patient. The level of effort, formality
and documentation of the process
should be commensurate with the level |
of risk. Examples of the processes and
applications of quality risk
management can be found in guideline
Q9 of the International Conference on

# 2 & AF (Chapter 2 Personnel)

Harmonisation (ICH).

2.1 R B] (Principle)

WABUATEMA &8 R T4 -

A A&

By EEEHPBAR B
b BB ES AR E R

TAEANB A %E?ﬁ@ﬁﬂﬂﬁdﬁ“k R

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.

22— AR (General)

2.2.1 %ﬁ%&%ﬁ%%ﬁ%kﬁ%ﬁ
i P R b B S RS S B
P A B SRR G AR R

B o

There should be an adequate number of

competent personnel involved in all
stages of the wholesale distribution
activities of medicinal products. The

| number of personnel required will

depend on the volume and scope of
activities.

222

o, s BE ARG

MEEH B ARE R e ha
| BB ARNY

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

223

&ﬁi%@iﬁ%%

B4 E A T A &R
FoORREREAMEZEH

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




arrangements for deputising.

2.3 35 £ Z & & A B (Designation of responsibilities)

2.3.1

PLESIE S T LB R A B R
REHREZEEAR - BHA
BREAFMENENBBHRUR
BRERLEREH RS E
1 RIEH MY ER -

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

23.2

MR E T RREES RSy
MEAL (REFE4M/HT
W) - MR EEALTHER

[ BRI RIZA (247 T 45 4 ok FofE -

Wholesale distributors should nominate
personnel for out of hours contact (e.g.
emergiencies and/or recall).

Designated responsible person(s) may
delegate duties but not responsibilities.

233

BB EZAFABNEOBRER

BT A AR A e B R

Koy i - B EYHEF L1
BHTHBEEZERARBAATHSA
R~ BEERABE -

| duties. .

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

23.4

GNP R S

EHHAFELBEREHREE |,

BATAEIRB BES T APATH
B - | :

- | compliance and that public service

Designated responsible person(s)
should carry out their duties in such a
way as to ensure that the wholesale
distributor can demonstrate GDP

obligations are met.

235

W 2 A AR E G
1B R BRI

not limited to;

The responsibilities of the designated.
responsible person(s) include but are

DHEARETEE R AZIITRYE
3

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

)% ENBRHEHEER L4
RIEESLY

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

)RR AT RIFE Gt & 2
TR

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

V) 98 B L Bp S ATAEAT B 5 )l
HER

iv) coordinating and promptly
performing any recall operations for




medicinal products;

VEREARERA GBS T

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

TIVEREEERES BB

vi) ensuring that suppliers and
customers are approved;

VIR BFF A T fE B B S RS
RN R B o S

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

viii) AR A FA RS2 EH B
oy T H MR AT A REM
HEBH B ahsG gt

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

4 ;

X)REHAREBRF AL &L

ix) keeping appropriate records of any
delegated duties;

)P A RE ~ B ~ B~ AR
o0 e TR HE ¢

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

VML R B S AT B B B
BT

xi) approving any returns to salcable
stock; . .

Xii)ek 1% 3 <7 B P9 vk 4 HHAF R R
P st b R4l B K

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

2.4 3|4 (Training)

24.1

SR EYEEN A ANBJE
B B SR REH AR R
oo SRR BATE AT AR S
T BABER o

AAll personnel involved in wholesale

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

242

ANBEEBEBRSRE DR

4 %R AR M 6 AT

BEEY G - Tz AEAR

o J5 40 B G L 0 A
LA R BIUT RS ©

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

| training,

2.43

sbsh o R R AT E SR T B
LB B Gyl B BN TR AL

In addition, training should include

| aspects of product identification and

avoidance of falsified medicines
entering the supply chain.

2.4.4

Personnel dealing with any products

EURFRERAREXERA N




% % 9 - Lﬁﬁ

mw#-ﬁﬁ%Zﬁm‘ﬁ%ﬁ

LA ABRERRRZER(E
| EREE
REBEAURAYE R o

Rl ir &% A %)

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

BT PR D k2 bk B
OBy F OO TR E BT R X
e

Arecord of all training should be kept
and the effectiveness of training should
be periodically assessed and
documented.

2.5 44 (Hygiene)

| AR ERATAE £

B % R A T R
AR 2R LR a4E
A A IR -

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.

¥3 ﬁ:'f’ﬁ BIZ PR B (Chapter 3 Premises and Equlpment)

3.1 R A] (Principle)

RS L AR BT R

WA G B AR

PEYITEE S VT
B A R AR 3

| BR B MR AR T #5608 L PR ) B8

[ 7

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 e ¥ 3547 (Premises)

3.2.1

AF 3 55 A FE 3k 3t &*HL.LMEW- i
F AT & AR o AEE B
AR @ Eweat HExsa
ARANBETRSBERERE
g‘?ﬁ =14 {n%ﬁ Fﬁal@ﬁﬁ%ﬁ
AR BA O R 5 A W AT BT R
¥ |

g R

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

'3;2

S

ERBmIF A b B h &
BRAGmERGY A E

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




AT EGHELRELKR
ﬁzﬁﬁﬁTﬂ%&ﬁiﬁﬁw
Z B R

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

3.2.3

B RN R R T LR
FIEHRABZGEEE - 25
KF B e B2 O K o DUE AL A
GHEHETFRHEGCS  BRAE

GELESS ¥

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
eleéctronic segregation based on a
computerised system, should provide

| equivalent security and should be

validated.

324

EAE— S AERERCHTH
ERBEHRZ TS Flhoktpl|

BIFRRRES R BERRES
FlE 28T A% Aiadk -
SRR B B G 2 kAR
Fakei 2R BaITR
/B RS B
35 TR 5 5t B A B B P T g ) B
S A BT Bk

FEF A8 R ST 38 E L B B
EE’[% l_l}'l:‘/}y'_ r}j\:r-fﬁz'j—éé /% uu]—%’f? il

e

Ko B

Products pending a decision as to the1r
disposition or products that have been
removed from saleable stock should be
segregated either physically or through
an equivalent electronic system. The
requirement for physical segregation
and storage in a dedicated area should

| be assessed using a risk based

approach, At least, falsified medicinal
products, expired products, recalled
products, rejected products and
medicinal products not authorised for
the internal market must always be
physically segregated. The appropriate
degree of security should be applied in
these areas to ensure that such items
remain separate from saleable stock.
These areas should be clearly

| identified.

3.2.5

CEAERE R B P kLA B A

B BB 2 B R GEAT o A
(o FLEF B BG RoE#h R 3)
] RE B4 ﬁ:@%ﬁﬁﬂ#(u&#ﬁk
J}JJE) '

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

3.2.6°

ﬁ%i%m&ﬁ%ﬁ%i%%’
DY EAR S I i X o3 S
PR oY & &b (o R T
AR B ) o BRAA
—RHAESCBNERAARE &

Radioactive materials and other
hazardous products, as well as products
presenting special safety risks of fire or
explosion (e.g. medicinal gases,
combustibles, flammable liquids and

10




INTEEERY EXSTOIOE ¥

solids), should be stored in one or more

| dedicated areas subject to local

legislation and appropriate safety and
security measures.

327 |MEREALRERERHEE R ;%,2;’\ Receiving and dispatch bays should
SR RMEZBE - B - & ¥ | protect products from prevailing
G RAEIEEE ﬁ L tadk o B .wéeather conditio.ns. Ehere Shoﬁld be o
P a adequate separation between the receipt
‘ Eg ;\—i} zzgij 2;’5* ;g %ﬁif and dispatch and storage areas.
q SR VA " | Procedures should be in place to
R maintain control of inbound/outbound
| " goods. Reception areas where
.| deliveries are examined following
receipt should be designated and
" | suitably equipped.
JEBS Ak RIS 2 A B # A5 4 | Unauthorised access to all areas of the

3.2.8

GEEZ AT EE o

VLA A Bk - R
BEOHEANELLERA LR
= BB o Bk P
ABFER) o

authorised premises should be
prevented. Prevention measures would
usually include a monitored intruder
alarm system and appropriate access
control. Visitors should be
accompanied.

V5% 45 P B 3 30 B AR 5 507

Premises and storage facilities should

BT H BIRRAE - J& Bk | be clean and free from litter and dust.
T~ R R A o BV EE Cleaning programmes, instructions and
LB 5 A 55 SR o records should be in place. Cleaning
e should be conducted so as not to
present a source of contamination.
3.2.10 | 5 % 35 A7 69 3% 3 B3R M5 J& [ ok B | Premises should be designed and

ERES €223 T EINEY &1

BRI E

equipped so as to afford protection
against the entry of insects, rodents or
other animals. A preventive pest control
programme should be in place.

3.2.11

BIWMHREE  BHETREBGT
R EREE - B2 Al
EFRE % HoR %%&MA
1& R o B

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

| personal use should be prohlblted in the

storage areas.

33BE RIS

iﬁ] (Température and

Environment Control)

3.3.1

JE B 38 % 0 3 4 R AR 3
?‘f?%éﬁ%ﬁ%% EE G E

Suitable equipment and procedures
should be in place to check the
environment where medicinal products

BHEFOHEEEGMOBE - A&

11




S BRERFEER -

are stored. Environmental factors to be
considered include temperature, light,
humidity and cleanliness of the
premises.

1332

A B AR RIS T A

1 de R AT AT A S B R

B o
8B BSR4
BWF 0 LABEAR B R H A
ﬁ&ﬁ%mxﬁ%%ﬁﬁ 3
B 4R B AR R B R4S B E %
RBEENEHAERLETE
AT - HAHBPEF 2RZAR

4o B 4

,$ wBmAE £ ﬁgﬁhﬁT;%Eim
b s (B 0 g AR BB H T

1EEEREBEERS -

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 momtors
placed accordingly. -

| 3.4 %% (Equipment)

34.1.

.I”ﬁi

%ﬁé‘éﬁ’ﬁ%ﬁ&ﬁﬁﬁ]%uniﬁﬁﬁ
AR ?Ezf. B é’Jé’J#“B—'F
o ﬁﬁﬂfi o RAFE R A
T Y féél bt BRI
20 S |

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

3.4.2

AWNER RERELBEREZ
B e R M ST JE SRR AL

ST oY B ] ] e AT BLIE. ©

Equipment used to control or to
monitor the envitonment where the-

‘medicinal products are stored should be

calibrated at defined intervals based on
a risk and reliability assessment.

3.4.3

S 6 B M T A A B R

ERE AL o BAMEENE
ﬁ%%u&%%ﬁi%ﬁ{#ﬁ
b R A ETHERR
%’ﬁﬁﬁﬂﬁ%ﬁuﬁﬁw
o9& B

Calibration of equipment should be
traceable to a national or international
measurement standard. Appropriate
alarm systems should be in place to
provide alerts when there are

| excursions from predefined storage

conditions. Alarm levels should be

12

appropriately set and alarms should be




regularly tested to ensure adequate
functionality.

3.4.4

BB - BEUARR Y

3.4.5

Equipment repair, maintenance and
R E R B R ey g 8 o 4 3% | calibration operations should be carried
BAs Ak MR E 0 A A2 A ARAR 3 | Out in sqch a way that the integrity of
3 B A o the medicinal products is not
RS compromised. Procedures should be in
place to ensure the integrity of
medicinal products are maintained in
the event of equipment failure. '
FE WAE Bl Skt 0058 & 415 - 4 | Adequate records of repair,

| EREAR BT BAAGRE

Koo MsEEaEmkE - B0
NEEERBEAEH A G %
B~ BREMNREEBE R

| BERGEE - TRAEL BN

BAL MBAE AR PR 42 (TSR -

maintenance and calibration activities
for key equipment should be made and
the results should be retained. Key

“equipment would include for example

cold stores, monitored intruder alarm
and access control systems,

1 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 Bt & & (Computerised Systems)

13.5.1

R BHAC R AT RSB REST

BREETHHEERER  ZALE
Bk~ G A BRMMED TED
R o -

Before a computerised system is
brought into use, it should be
demonstrated, through appropriate
validation or verification studies, that

the system is capable of achieving the

desired results accurately, consistently
and reproducibly.

352

JET BUAF % 608 & fm B SR (G
B IEEAR) 0 SRR R M o X
B RRR AL~ BAR ~ A
ARHEAEE R R - THILA
Sk LR BB EAL 2 B EE) oY
T e |

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

3.53

RE @AW A B BARA R
R R AR - -

Data should only be entered into the
computerised system or amended by

“persons authorised to do so.

3.54

BoRH B IR e AL K, BT 7 kA

Data should be secured by physical or
electronic means and protected against

BRI AR RIS 1 2 -

13
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Ml e ARE éﬁiﬂa%é’,‘z 5
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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.

3.5.5

EHABKARERFE TR

P BRSO o E A G4 TR
BRRRS -

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 By g R AE % (Qualification and Validation)

3.6.1

A

HL 25 2E 4 7 JE AR AT FE T 5k R

B R/ R MR R EER A LA
éfJ » WAFEAR A G B AR 1E e R AE
Mo SRR R/ RAE AT E (B ot
'ﬁaﬁ& @%/}lL%i)zﬁEJ@&ﬁ
JE JB UA SUAE AL 8 B R 34 7 KR

o

j:E—D

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

H % mﬁi&’]—_%&]ﬁ“q’iﬁ?} A 1«1&3%‘
KB (e U R )
u%&/jczgxi o

Equipment and processes should be

|| respectively qualified and/or validated

before commencing use and after any
significant changes (e.g. repalr or
maintenance).

3.6.3

RERRA AR ERE  BER

o Hﬁﬁlﬁé’]ﬁ*%&ﬂ‘ o A A7 3, ) 3

Wil £ o SRR 0916 £ JEX
146 A B 3 — 4T B 45 1 £
BEerdERELAGBERATH
Ho) o ok B0 JE A 45 TR 3k
(CAPA) » A5k 38 9 sA R R A2
REBHNFTROREHARE
Ve BA% e ©

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

84 FEMHER (Chapter 4 Documentatlon)
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4.1 }? A (Pr1nc1ple)

%&x#%mgﬁ%z§%%~
BeofhOXHEBLELA DHEE
BB B AW EEH A
BIAE R ey o o AT HIRME £ 05
EtEsisk e

(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(— &M )

4.2.1

XA 63 2A %4‘\&%%%:’3&&%.

BIFTARRE ~ 354~ 54 ~ 4k
R E BB x#%%iwﬂﬁ/

Documentation comprises all written
procedures, instructions, contracts,
records and data, in paper or in
electronic form. Documentation should

3 RE be readily available/retrievable.
422 | FHMEBET S FIRERH 'f&'/ﬂ@ AFE | With regard to the processing- of
B R g{ﬁ{ 4 78 | personal data of employees,

2R 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. |
SO B LS SE 4% % 7% B) % [F] JE | Documentation should be sufficiently

423

BRALASHRER > ERETT

BT ER o TE RS
A ET LR SR -

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

4.2.4

MR

B XHR B LT AR
FZELBEREH - XA
FRRRFE BEEFHHEN
B ﬁ%&%%*m #yb 58

| BAEHEAN -

Documentation should be apploved
signed and dated by designated
persons, as required. It should not be

‘handwritten; although, where it is

necessary, sufficient space should be
provided for such entries,

4.2.5

AP AT AT O AEAT IS B B
PV BB KRB AR
BRGFTM - BEF > FUEY
Feindkz o

Any alteration made in the
documentation should be signed and
dated; the alteration should permit the

reading of the original information.

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

4.2.6

| ARTE

TR B % 4 PR R 6 8 B
SRR R 'é'“’f[ﬂ/\ g =4

Documerits should be retained for the
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.

4.2.7

B A B R T RE IR AT ﬁ\ﬁé
Mo % 8 B 2 3O o

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

4.2.8

JER R 8 BAL A A A 3 R A% Y

BE - XHRAEAHEGAE KL

A~ MR B W EHE R -
XIS L RETEH - IR

| AE D BN N - UHEE

T ASEF DL RIERARA
AT WA ) 5 56
ﬁ}%‘-ﬁ% RTARXE IR R EFE -

- AR RAEEY

Attention should be paid to using valid -
and approved procedures. Documents
should have unambiguous content; title,
nature and purpose should be clearly
stated. Documents should be reviewed
regularly and kept up to date. Version .
control should be applied to
procedures. After revision of a
document a system should exist to
prevent inadvertent use of the
superseded version. Superseded or
obsolete procedures should be removed
from workstations and archived.

BOAREHEE - EHE - WA
FEAT BT RARA B L B ~ A
IR Btk KB EEDE

| BFAEH AN BEEME
- B $CE o G

LB
EHBLEE - ZP - LEELH
Wbk B AR GRAS (R T ) o |

Records must be kept either in the form
of purchase/sales invoices, delivery .
slips, or on computer ot 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 (if
required). -

% 5 4 ¥ (Chapter 5 Operations)

5.1 & J] (Principle)

s L LR ﬁﬁ%‘ﬁf E %

RE LB Z R DR

A TSR AP 6, B F T B A
B IA AT » A E R AT
B BEAR P A A St AR 0 3R
L e P T T IN
Akt A2 AR - '

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

16




the legal supply chain,

T T T E Y Y ]
Btk &4 MMM R b T -
Fr A RIS BN A 4P 3

% X AL A AR -

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 1n appropriate documentatlon

52 EHZRT (Qualificatioh of Suppli

ers)

5.2.1

B EH W LRI A BRI K
ZEHHFTHRBHAE A
BLREx BT THEOAER
AT RERE S

Wholesale distributors must obtain
their supplies of medicinal products
only from persons who are themselves

| in possession of a wholesale -

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

5.2.2

He B — AR WA B R R
B 0 U ob JR AR SRR ) BL A
ST PE L R SE VT )

Fodd AR B SRR RA e

HE o

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

523

R AT

FATAE T B B2 0 B
& @ RT RME -

LR EH > AL R
1B AL 34 7 B B 0 8y 7 3

| emEw -

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

524

PR SE A B AL LT O 4L R 4 &
Me &g BB EE EAL
BERYHHEEE S LEHARTHER
JE AT R B A% (‘due diligence’
checks) « H 3 F ZAE R

When entering into a new contract with
new supplicts the wholesale distributor
should carry out ‘due diligence’ checks

| in order to assess the suitability,

competence and reliability of the other
party. Attention should be paid to:

i) f@?&]‘é’]fﬁ%ﬁiiTs}%f ;

i} the reputation or reliability of the
supplier;

.'11)& L Ifa‘ T RE A ff /2 B g4 25 | i) offers of medicinal products more
B ' ‘ likely to be falsified; |
IMKEkﬁ @%m%ﬁﬁ%imm@m%mdmwmmmm@m
#mou, "~ | which are generally only available in

[imited quantities;
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iv) and out-of-range prices.

5.3 &7 88 (Qualification of Custome

Is)

53.1

%bb%ﬂ&ﬁéé T&-‘]J}& /E’EE{% ) /\ ‘é/[/\ }:n
BROFHERREZEHTT
R o S E G T B E IR

TREHHRGFES (Sl EE R
HEAR) -

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).

53.2°

mE &ﬁiﬁﬂ%ﬁé EF’ #AH 4 B3

BR B 2 B0y ¥ R SR R B
48 B ZER s o -

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

| according to national legislation.

533

,ﬁﬁﬁﬁm

ﬁﬂ%fiz.é‘?%wx%ﬂf: (o fi B
By Jh AR AP R Fﬁ%)
R B ﬂﬁ&ﬁ%ﬁ%

o FA B R RA SR A R4y
fi BB BT UHAE 0 LR
ﬁaﬁﬁﬁajaﬂa$&ﬁﬁﬂ£$& » AREAR SR
HmE & B AEAT N R R
ﬁo :

#E

Wholesale distributors should monitor
their transactions and investigate any
‘irregularity in the sales patterns of
medicinal products at risk of
diversion.(e.g. narcotics, psychotropic
 substances). Unusual sales patterns that
may constitute diversion or misuse of
medicinal product should be
investigated and reported to competent
authorities where necessary. Steps
should be taken to ensure fulfilment of
any public service obligation 1mposed |

upon them.

5.4 %% (Receipt of medicinal products)

5.4.1

Bz B e RAERIEEN RIE

I RESER - BRRABENHEE

GRS T E LT ERAE
B -

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

e g

B0 LRITHANBERES
H6 0 R AR TE o AT
éﬁ*ﬁéﬁl . JE 31 Bp i fgrlaé/”;%

i

Medicinal products requiring special
storage or security measures should be
prioritised and once appropriate checks

have been conducted they should be
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| immediately transferred to appropriate

storage facilities.

5.4.3

EAAEHE RRAARTRD B
B 0 BRI R R TS ) T 44
A -

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

5.5 4% (Storage)

5.5.1

BREfgRAEL(LEN)EAL
o 5T BB B B (R AR A )R
FHESRTHBESF ARTZE
R BESBREREWSRE
AERFHBE - BEHANEES
BRI ZESR -

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

552

BV BB RBEAERG
ATJETRAER - HEm B
BAESTAT S (4@ ) » AT %
WAL o

Incoming containers of medicinal
products should be cleaned, if
necessary, before storage. Any
activities performed on the incoming
goods (e.g. fumigation) should not
impact on the quality of the medicinal
products.

553

B R R AR M AT

HHARBFERE - -

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

5.5.4

R BRI I E BRAE
TN BAPIBERET R
e |

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

5.5.5

Bdb B LAy ok R~ AR 5
RRME T NRERGG - R
AT EBEERAMARL - BRI
6L 35 ST A B A 2 o Kk et (4]
ho 38 5B AL BS4RMR)

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

5.5.6

(Bt ks /B B 5 &

SR ST B AR A B -

Medicinal products that are nearing
their expiry date/shelf life should be
withdrawn immediately from saleable
stock.
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5.5.7

K&@W%ﬁ%ﬁ&%%ﬁﬁﬁ
B2 RFRBET AWERR
HA -

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

5.6 BEWMH %K (Destructlon of obsolete Goods)

56.1 | BAyerey B EEEEF ~ oM  Medicinal products intended for
| AR BRRBREERESRE - destruction should be appropriately
' identified, held separately and handled
. ; in accordance with a written procedure.
5.6.2 | 2 2 545 o JE 4R B B 7 R B 3 | Destruction of medicinal products
é e B & E R @Q P ﬁ Jg should be in accordance with national
3 or international requirements for
& RELRE handling, transport and disposal of such
- products. '
5.6.3 | PR A 45 8B S iy BER AR Fﬁ R % | Records of all destroyed medicinal

-%m%uﬁﬁ

products should be retained for a
deﬁned_period.

5.7 # % (Picking)

B 0 e 4 7 R AR

Controls should be in place to ensure
the correct product is picked. The

EH A ES REMGE S
FiBE e o | product should have an appropriate
remaining shelf life when it is picked.
5.8 £t f& (Supply ) _ . |
PR e 0 Y4B M b 2 L ui B8 B | For all supplies, a document (e.g.

Wz HCERE/OKFE) &

Tty B AER B 0 B Sk 3R AR
(b Bop)- HREES - FHEHLH
B ~ B AW E ~ R
BB B R FE LGSR
W) A i ey &k
S BT AARTF 0 BAE ;Ei‘;méﬁa
Ff%/;n_ﬁ. ’

LT o b

delivery note/packing list) must be

‘enclosed stating the date; name and

pharmaceutical dosage form of the
medicinal product, batch number (if
required); quantity supplied; name and
address of the supplier, name and
delivery address of the consignee
(actual physical storage premises, if
different) and applicable transport and
storage conditions: Records should be-
kept so that the actual location of the
product can be known.

5.9 sy AHLE H (Import and export)

5.9.1

$wﬂkﬁﬂﬁﬁm EX -3 Y Ed
B E AT ©

%%%%%mkﬁﬁm’uwm

‘*a@z@wm@%lmﬁ%&

Import and export activities should be
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.

592

| S BT/ A CR RS
[ B LA

» S BREMR AR
%é\%_ﬁ_fﬁi %551%&?&:}%
T RE/BRAFR R -

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.

%6 :%‘: H '.;ﬁ: iR E ~ 4%/’5‘ ¥R # &L e (Chapter 6 Complaints, Returns,
suspected falsified Medicinal Products and Medlcmal Product Recalls)

6.1 A} (Principle)

| TRERATIRAE o &
B/ B EHEAENEATA KRB
B -8 e

FRF W~ iRE S Bh/ 2R
Bl R RS DR
BRI o B EL BT
A o RE AT B E
ERBRAHITE

All complaints, returns, suspected
falsified medicinal products and recalls
must be recorded and handied 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. |

62 % (Complaints)

6.2.1

VARG AT R Rk B o SR
oo B BG4 AR B 69 P IRIEAE
B 4 o oA BN B b L iéf&%%
’fuﬁu\:}&];b-z—$ iﬁ: i@iEF
%E%&@¢ﬁ%WﬁﬁA°&
ﬁﬁ%%%1$%ﬁﬁ@%§u
u:qu*ﬁéﬁizﬁjc)ﬁﬁl '

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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622 | JEBi fi )\. B A IE EP "*ﬁ: FA%E - | Aperson should be appointed to handle
complaints.
623 | sbHEBF 0 _@_ &:%SFI% B 1% 0 JE | If necessary, appropriate follow-up

BRERETHBEEREETE(L

4 CAPA) » &5 L/RB s £ B
B - |

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

6.3 iR 5 & (Returned Medicinal Products)

6.3.1

BEGBARERMEZRE > LR
FEME G S E S A M ey B R A
MR ERREL B R
ﬁ%%ﬁﬁﬁ%ﬁ@%%A%

o iR W 1E ?I@mir‘*#& i Z
&&Aéﬁfb

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

TS W AE KT 2 B 50 R
KRR A TR > 4R
W B T4 E R

Medicinal products which have left the
premises of the distributor should only .
be returned to saleable stock if all of

| the following are confirmed:

i) #% % a5 4 6 % (secondary

package)k B Et ~ RRAE S RER

B~ kB Ak Y AR o

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

AR A R RIEZRA T
ST EYEYY VR ATy

S0 R AR A9 0 B PR (B
W+ R) BTREETHE SR
7 o

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;

1) 4& EF’ L BH i'?i Fa AR BH AR
(EF RS Ti SRR R o

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;

V)% R B d % e 4 B R
Wz B A B AT IR B R E -

#% | 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
or1gmal delivery note or by referencmg
invoice numbers/batch numbers, etc.),
and that there is no reason to believe -
that the product has been falsified.

6.3.3

TR BERGHREZE LG
RB)R A A R A E S
BB — EEAE A A
ﬁﬁ;#m F %z&@i‘f&é’%w

Bir o EAEATRERE  ET
BHE S RN S T AR
| B o
REHRESRE -

(i) -EEERP

(i) - & &

(iii) -4F 3+ iE 8y &

(iv) - MR @2 & e
(V- & LR E4EHH
(vi) 18 e SR 4% 26 4 4 R

Moreover, for medicinal products

 requiring specific temperature storage

conditions such as low temperature,
returns to saleable stock can only be
made if there is documented evidence
that the product has been stored under
the authorised storage conditions

| throughout the entire time. If any -

deviation has occurred a risk
assessment has to be performed, on
which basis the integrity of the product
can be demonstrated. .

The evidence should-cover:

i. delivery to customer;

ii. examination of the product;
iii.opening of the transport packaging;
iv.return of the product to the
packaging; -

v. collection and return to the
distributor;

vi.return to the dlstrxbutlon site
refrigerator.

6.3.4

BHETHE B AL A S &
KB EAR B B 5 H (FEFO)Z 4
& o LA%»’( 1 -

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

6.3.5 | ¥ @ BMIE 2 & & F T § 18 2 | Stolen products that have been -
T E B AR R BN recovered cannot be returned to
\ ' : | saleable stock and sold to customers.
6.4 #/% 8 (Falsified Medicinal Products)

6.4.1

JE 3L Bp 4% 0k 5% o145/ 2

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

6.4.2

S CR s i B e = )
YR I B AR
Bl o B4R E E MR 45 T AT A

Wholesale distributors must
immediately inform the competent
authority and the marketing
authorisation holder of any medicinal

YEE > BT B LT
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W RAE

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

AR AR B IR 2 B A/

& 3L B AT 0 B P A 38 7 A 1

AL ER 2 PIESR - TR
B E 8 B T UL XL BRI &
&% o ,

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 _re'cords

6.5 B % B i (Medicinal Product Recalls)

retained.

6.5.1

RN AEELDRIFERIEZ

REME(ED FE—R) -

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

6.5.2

E&ﬁ%%%i%ﬂ&ﬁﬁﬁﬁ
BEy o '

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

6.5.3

HH L AE T HILHENSE

o bR EINCIRE 0 BE
W EE R -

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

6.5.4

HATAET A AE TR T AL
Gk o S4B S BRp AR AL X B AREA -

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

16.5.5

| B sk et B A AR St

BAF o BEAAMNES A
G5B P I B ARG F) sk
ko Tﬂ%mm%%ﬁﬁﬁ%
BRI E) OHEHE
BRELHRBEENERETRBZ
ML) °

The distribution records should be
readily accessible to the person(s)
responsible for the recall, and should
contain sufficient information on
distributors and directly supplied
customers (with addresses, phone
and/or fax numbers inside and outside
working hours; batch numbers as

| required by national legislation and

quantities delivered), including those
for exported products and medicinal
product samples (if permitted by
national legislation).

6.5.6

R I = R N e o

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

ETES ﬁ’Jff’F’#E‘ (Chapter 7 Contract Operatlons)

{7.1 BB (Principle)

PR ol REHREMMBEZ
ZOMERBFRAE -REALR
PR L FAETRYEE LY
M2 R - FrE R E 2]
BAEMEH  AHVYFREHE
GEHEEFE -

{.

Any 'act1V1ty 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. '

72 ik (Contract Giver)

7.2.1

RtEaEREESG

The Contract Giver is responsible for
the activities contracted out.

7.2.2

EEE S eyt Vs
BRZIIMMESD AR AL ]
L EER XX ST R -AP
R 45 8 oy 4t % B EAE - K AME

| EMBZ A REE RIMEEH @

PO ERATRCE 2 - B
BEBEANRENMEERY 2 A%
FURE - B HETH H—y:ﬁﬂ‘
FEH o |

The Contract Giver is responsible for
assessing the competence of the |
Contract Acceptor to successfully carry
out the work required and for ensuring

'by means of the contract and through

audits that the principles and guidelines
of GDP are followed. An audit of the
Contract Acceptor should be performed
before commencement of, and -
whenever there has been a change to,
the outsourced activities. The
requirement for audit and frequency
should be defined based on risk
depending on the nature of the
outsourced activities. Audits should be
permitted at any time.

7.2.3

RuH BRBELHE AR LB
T AppHEREsERgER
BAEfy Kb ia i & R 0 ERE R AT

BREAEE

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

7.3 %¥# (Contract Acceptor)

7.3.1

A A A E WA K AT R

B~ B Sl LB RARTRA

The Contract Acceptor should have
adequate premises and equipment,
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procedures, knowledge and experience,




B TR RF AT AR -

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

732 | % FRBRHLEFRITF B
ERERBRERE =N (R
# RZFHEHERAT) 0 FAFRRE P
s B ARG E =T o
R E6H BARTH = HaAE ey &
He o BAEFMEESREZ TN
RARBEEeE R LA YL
xR o

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

733 | %t LR LN AL R AN
— ZELSETRTCERTRBE
AT IE R o :

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

(734 | kA LBAKRBEHRR  wE
| HHFRAEAFT RS EEALY
ZHH .

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

% 8% B #&E# (Chapter 8 Self-Inspecti

ons)

8.1 & B] (Principle)

BB RBATHE T B LE REY
MEBR > BIITEREE L
whob BG4 LR H A

Self-inspections should be cohducte_d in

' order to monitor implémentation and

compliance with GDP principles and to
propose necessary corrective measures.

8.2 § #F# (Self-Inspections)

82.1 | BAEREMFHEE N TG R
st E 0 a0 kad REHR
#4HEEEFER KRR
Boo B BB IR EE T
B ABABEH G B BB EM

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

822 | & H B M6 4 3 45 K4 8] P13
HIABRAR > WAL Bl

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

KBUT - WL A E R
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personnel. Audits by independent




THAH BB (27 T SULRA B

KREM -

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

8.2.3

FrE A REMIET ARk - e
%@%&éﬁ%@ﬁﬁﬁzﬁﬁ

BE - REBAR #fdﬁ:@"‘”‘iﬂ%
&;@4&#@ MAR - #BAERA

ERIBIFREEERRE » B45
B FA I 42 0 (CAPA) JE T A L
BB HE

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

‘documented and followed up.

F 9% &8

(Chapter 9 Transportatlon)

9.1 & Al

(Principle)

9.1.1

| #BB~ BE

MEEHHAMAAALBREED
E%l:' éﬁ'f#:?guﬂuu H o Brab sk dE -
BB AR 42 1 % 0 4
F JE 9T % 09 8L FRAVEAET

It is the responsibility of the supplymg |

wholesale distributor to protect .
medicinal products against breakage,
adulteration and theft, and to ensure
that temperature conditions are
maintained within acceptable llmﬂs
during transport.

9.1.2

| R S R B R R E R R A

LARATEHB AT - A RBAEFH
HRRELRGRBELATRLEE
Bin B R GRA - BA

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

| their quality and integrity. A risk-based

approach should be utilised when
planning transportation.

9.2 ##r (Transportation)

9.2.1

5 B AT BT

| ey et @ K Ao/ AR B LK H

WA R E -

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

922

EAEE AR E R G

RAEmRAR 0 BRMEHH R R
BERERZURAE - BARFHA

ﬁ&ﬁ_lﬁzﬂg'@%&éﬁ ba /}L °

If a deviation such as temperature .
excursion or product damage has
occurred during transportation, this

-should be reported to the distributor

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

27




temperature excursions.

9.23

B E A T R AR A N E S~ B
FRAEEELGERREBES
HIFERA® > BREEFEURHE
ﬁm%ﬁ@/ﬁ:’]'ﬁﬁ% - 82
RREMEHIEFER -

It is the responsibility of the wholesale
distributor to ensure that vehicles and
equipment used to distribute, store or -

handle medicinal products are suitable

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

924

P Ey T ER T e
O YT LTV
aEFRAZEEEFA -

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

9.2.5

T 1R 54 60 4 TR 3T o SR
BT ﬁiﬁ‘&ﬁ%&%

- }F@ 5 HA BAT ?Eiéﬁ.#xﬁ

Risk assessment of dehvery routes
should be used to determine where
temperature controls are required.
Equipment used for temperature
monitoring during transport within
vehicles and/or containers, should be

| maintained and calibrated at regular
| intervals. -

9.2.6

BRI YE 3 A g

mEFE R TR A R
Aoy himfiast - ERAIEEMAM
BB gt BA R NRER
LURRAR R G BB G

Dedicated vehicles and equipment
should be used, where possible, when -
handling medicinal products. Where
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.

9.2.7

WM % % & R AR 4 K
W REXFKEENFLERAE
Ve EBG T « B SR G AR ATH

_R%W%%ﬁé

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

9.0.8

WwAEFEEFRHSZREEE
W B AHEABABRE LS
ZH e

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

1929 |3

ﬁ?@"%ﬁ}pﬁ%”‘ =% AlA#
s P Tz g R - gbdh o $ib
BT R SN R EE
MR - BEHEE T A LT

Where transportation is performed by a
third party, the contract in place should
encompass the requirements of Chapter
7. Transportation providers should be
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T REe\mEeF - 457 E &8 | made aware by the wholesale
BB R - 38 0 R 83 7 g2 47 3% | distributor of the relevant transport
Wz B 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 1ntermed1ate '
| storage facilities,
19210 | & BRiER @AY 0 EH FA#H | Provision should be made to minimise
' Fo LA bpsa A o AN T — lii the duration of temporary storage while |
& EREG Y G - : awaiting th.e next stage of the
{ransportation route
9.3 B A4HE - 65 B4Z~ (Containers, packaging and labelling).
931 | 8L EAYH LY REE LR B4 | Medicinal products should be
AEBEREL &S 5— S ¥ :3 transported in containers that have no
LWy B ,@ Fo B P B adverse effect on the quality of the
o products, and that offer adequate
protection from external influences, -
‘ including contamination.
932 |EEEEH 7}% B, % oF o B4k B2 | Selection of a container and packaging
' | B RES B L 7?51 7% | should be based on the storage and
BAE 0B~ T AN tralzis'pf)rt?tion drequire}-lments of the "
. . s BA @ 40 sm gh e | Medicinal products; the space require
A z{fﬁ% ﬁfh Jﬁ_ i I@iﬁiﬂ @i for the amount of medicines; the
9 KRR LINE B - 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 sh1pp1ng
, containers.
933 | B GHMEEE TR AR R | Containers should bear [abels providing
R EwEEEEY AR B 0 oL | sufficient information on handling and
R AR e R 8 44T B AR A6 46 i & | Storage requirements and precautions to
BT RS R o ensure that the products are properly
- handled and secured at all times.
9.4 F Zix B0 E R (Products requiring controlled Conditions)
94.1 |ERXREBHRIEHENES » 0¥ | Inrelation to deliveries containing
| BB R Gk % R % > it | medicinal products requiring special
2 AT AR E S 2 8 condﬁtlons such k&)lS narcout;s orh -
, psychotropic substances, the who esale
ﬂ}; % :{ii Z,j s % i jﬁi;{ -8 ﬁl’ distributor should maintain a safe and
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| £ BB EH -

EBL - BA i EERRER

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.

9.4.2

Bogd - RRAATENERR
HE R B4R B B R B A A A
E TR ES ST L
EE ST I E R 3 B

e

&0

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

9.4.3

AR AR AR BRAE

BB RB B IRR AR B
R AFHAR RIBAE F) ARESR E S
Wl MBEHHAES HE
HBF 0 YedF Ao B O SE B R

L

For temperature-sensitive products,
qualified equipment (e.g. thermal
packaging, temperature-controlled
containers or temperature controlled

vehicles) should be used to ensure

correct transport conditions are
maintained between the manufacturer,
wholesale distributor and customer:

94.4

B B AT 6B B
B T AT M BURE o

J& AT AR R AR R TT 0B R

CEN-E S kN ICE 3K

If temperature-controlled vehicles are
used, the temperature monitoring
equipment used during transport should
be maintained and calibrated at regular
intervals. Temperature mapping under

representative conditions should be
| carried out and should take into

account seasonal variations, if
applicable.

9.4.5

B P BRE > BREMANE
o LA E RIE RS R
B GHAEP

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

19.4.6

Elas g R AST e ARLA

AERAEREBEREIR - BT

LB BS KRS (RE G R
BYREHAMER A ORSZH
&R o -

If cool packs are used in insulated
boxes, they need to be located such that
the product does not come in direct
contact with the cool pack. Staff must
be trained on the procedures for
assembly of the insulated boxes
(seasonal configurations) and on the
reuse of cool packs.
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9.4.7

A # 4T &  E A A
R ES S LEETE T
G o A ROAE SRS ERAH &
TEA A - :

There should be a system in place to

-control the reuse of cool packs to

ensure that incompletely cooled packs
are not used in etror. There should be

adequate physical segregation between -
frozen and chilled ice packs.

9.4.8

BEEGRFRABELRE S
ZERFRREGHEBE G

BH o

The process for delivery of sensitive
products and control of seasonal
temperature variations should be

described in a written procedure.
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