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% INTRODUCTION

A ARNRAHNARE TER
B REHME ) 453 B H(2013/C
343/01) - $%453) ©4k GDP £ X B 4
PIC/S z B #9# M » B &35 3] LRIAEK
BEREM - | .
A8 Ak PIC/S #: A AE B35 3] X
o ZPIC/S € B X & HE B ATHR
RAFTHAAEINEBLEERAR
N ZARE -

This Guide is based on the EU Guidelines
on Good Distribution Practice (GDP) of
Medicinal Products for Human Use (2013/C
343/01). The EU Guidelines have been
adapted by the Expert Circle on GDP for
PIC/S purposes. However, the EU specific
references have been deleted in this Guide.

‘This Guide has been adopted by PIC/S as a

guidance document. It is up to each PIC/S
Participating Authority to decide whether it
should become a legally-binding standard.

BRLMGEST LA B BEEE T
FEWNES - RAOELEHHELR
BHMEOSH S L HE - RIEFH
R 0 T B DU B BSR4 T AT
BEs o BRABH - BRANGKE
JE&E T o ARG T AEIREH 4y
Bro it B0 R T R

The wholesale distribution of medicinal
products is an important activity in
integrated supply chain management.

. Today’s distribution network for medicinal

products is increasingly complex and
involves many players. These guidelines lay
down appropriate tools to assist wholesale
distributors in conducting their activities and |
to prevent falsified medicines from entering
the legal supply chain. Compliance with
these guidelines will ensure control of the
distribution chain and consequently
maintain the quality and the integrity of
medicinal products.

B e e R B R B
T~ PR~ AR AR TS
{BR a4 EELS R - EHES
AaMEHRLewnd ol &
M BB S 4575 K, v 25 67 R AR IGHE AL TR
B B th KR4 A B AT 22 3 2 PIC/S
SR EEMMBE R - AT
ANGMP @8 M > BT EERM
BT o |

Wholesale distribution of medicinal
products is all activities consisting of
procuring, holding, supplying, importing or
exporting medicinal products, apart from
supplying medicinal products to the public.
Such activities are carried out with
manufacturers or their depositories,

importers, other wholesale distributors or

with pharmacists and persons authorized or
entitled to supply medicinal products to the
public. In the territories of some PIC/S




Participating Authorities importation may
fall under GMP and a manufacturer’s
license may be required.

SEMAIHEREESRALE  BRE
B A kA Z BER o

AR T AT AR R
L2 B EES - Bt HBRBITER
B & ey YA LA T GDP o

Any person acting as a wholesale distributor

has to hold a2 wholesale distribution licence

in accordance with national legislation.
Possession of a manufacturing licence
includes authorisation to distribute the
medicinal produets covered by the
authorisation. Manufacturers performing
any distribution activities with their own
products must therefore comply with GDP.

BB T A BIFRANEHHE
TR R ERAARAE LR EE 4
Wt BELEREHERE AR
A ESE MM B ko
A B AR R )AL A S R
EHT c H L HEHETNESL
BT ARIE3 M EH -
$%ﬂﬁﬁ%%m %ﬁﬂﬁw#*
cl:r o

The definition of wholesale distribution
does not depend on whether that distributor
is established or operating in specific
customs areas, such as in free zones or in
free warehouses. All obligations related to
wholesale distribution activities (such as
importing, exporting, holding or supplying)
also apply to these distributors. Relevant
sections of these guidelines should also be
adhered to by other actors involved in the
distribution of medicinal products.

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

B &3 PURPOSE

/;E’W éﬁ##:?zuuﬁﬁé ﬁﬁ ‘:F W’fﬁ—%éﬁna
HARs i s b ~ L B LR FT
éﬁﬂéﬁl&iﬁ—-ﬁ‘iﬁ%&ﬁ&r H 5 gt
CEVEE-EIR

FHIAE X TR 94T B R R4
FERERALTH L BAEMH
AEI TR EEREEIHER

K o BIARE LI EHH
BT AELMAFRGERARZ

At o T AREITIRAZS A E
W R iR RA - K
X TR AEE RG2S LTH
Pk B Ay o

In order to ensure the maintaining of high
standards of quality assurance and the
integrity of the distribution processes of
medicinal products, to promote uniformity
in licensing of wholesaling of medicinal
products and to further facilitate the removal
of barriers to trade in medicinal products,
the following Guide to Good Distribution
Practice (GDP) for Medicinal Products has
been adopted.

Administrative measures of national health
authorities should be directed towards the
application of these standards in practice,
and any new or amended national
regulations for good distribution practice
should at least meet their level.

These standards are also intended to serve

wholesale distributors as a basis for the




elaboration of specific rules adapted to their
individual needs. It is recognised that there
are acceptable methods, other than those
described in this Guide, which are capable
of achieving the principles of the Guide.
This document provides guidance for
preparation for inspections and may be used
for training purposes.

5.8 SCOPE

AXFBRZAARERNAR BRI

s

R S o A G BT B
(IMP)

R TR B AT 8 Rk

# o A WHARANEBMAFREL
A% AR e 0 KRB A R
BB R - BiiA R BAT IR Esk
B PREMETEEZ REGEAE
SRR REN B RERNAG
Gl ZAZEE

The standards set out herein apply to

medicines and similar products intended for
human use. It is recommended, however,
that the same kind of attention be given to
the distribution of veterinary medicinal
products. This guideline can also be

applicable for Investigational Medicinal

Products (IMP),

At the time of issue, this document reflected
the current state of the art. It is not intended
to be a barrier to technical innovation or the
pursuit of excellence or to place any
restraint upon the development of new
concepts or new technologies, which have
been validated and provide a level of
Quality Assurance and integrity of the
distribution processes at least equivalent to

| those set out in this Guide.
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#1FE RE%&®E (Chapter 1 Quality Management)

1.1 & B (Principle)

L E G T BT R — ﬁﬂhé%
MHOBET  RERAERREERA

Wholesale distributors should maintain a -
quality system setting out

AR IEE A EE’%“TH@E& °

W A responsibilities, processes and risk
management principles in relation to
their activities.

FREESEEARA LEAEH | All distribution activities should be

% BREBAKAEE  Eem | clearly defined in procedures and

BHAERER SRR E RS F systematically reviewed. All critical

steps of distribution processes and
significant changes should be justified
and where relevant validated.

mEAGATEEFNEE LER
HASENRMEESE URET
By AR EE T LA K o B

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 3% 4 & (Quality System)

1.2.1 REAARLSHBES £/
' R HRRDZES » UL
3R BB A0 A S A
uu’g&mﬁﬁ il/‘-ﬁé Ji‘ﬁ’:‘%
4k o

The system for managing quality should
encompass the organisational structure,
procedures, processes and resources, as

'well as activities necessary to ensure

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

1.22 REARGERLR i#% » 36858 2
B AR LE A% e
BT AR AR R BT R &
F- it RAF L STHF o

The quality system should be fully
documented and its effectiveness
monitored. All quality system related
activities should be defined and
documented. A quality manual or -
equivalent documentation approach

should be established

1.2.3 MERZHEAB R EERE
Bk HBMAREREFERE
LABEAR L F BB BAT R Y -

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. '

1.2.4 BT EEREERST AR

The management of the distributor

“should ensure that all parts of the quality

S BEL AR RE RSB0




ik R X
AT s B REEETIR - system are adequately resourced with
competent personnel, and suitable and
sufficient premises, equipment and
e | - facilities.
1.2.5 BB RAE U SEE B G B E3E | The size, structure and complexity of
TSRS MBS - MR A 2kt o | distributor’s activities should be taken
| into consideration when developing or
modifying the quality system.
1.2.6 BEHBSFTH A4 )bk 48 . | A change control system should be in
AR RAESRER B E4& B R | place. This system should incorporate
Bt R E A S o quality risk management principles, and
. be proportionate and effective.
1.2.7 T A ERESE The quality system should ensure that:
' DB e3R8 ~ 27F - 18 -~ 8y A | D)medicinal products are procured, held,
KRB ELS RIS HEE supplied, imported or exported in a way
‘ | that is compliant with the requirements
_ _ of GDP;
NERBMELFRHHL ;- | ii)management responsibilities are
' clearly specified;
i) E LB T N T4 iii)products are delivered to the right
RS R recipients within a satlsfactory time
period;
VPR SAT E B B 5] B i 4T 3045 iv)records are made contemporaneously,
VB EEF X HLAESE v)deviations from established procedures
are documented and investigated;
vi) KBRS Y R EE R 0 #kH | iv)appropriate corrective and preventive
B L Nl #(CAPA) » 4 | actions (commonly known as CAPA) are
B IR L - taken to correct deviations and prevent
1 : them in line with the principles of
quality risk management.
1.3 Z4MEE % F (Management of Qutsourced Activities)
5 A SIEHRAD A HAE S | The quality system should extend to the
HRBE S BEAE S LR - A R3S 1 2 | control and review of any outsourced
EMEEWMBHRESE o thifif2JE activ.ities related to the procurement,
MG RS A hold}ng, supply, import or export of
| medicinal products. These processes
should incorporate quality risk
management and include:
e 3‘{“’-6%3?}1.»?’{ FE 2 B e | 1)assessing the suitability and
RES - B RARE 2 RN g a0 | competence of the Contract Acceptor to
| & s Q B o BT S _»kr—j— R | carry out the activi.ty, preserving the
30K L integrity and security of the medicinal




T

R

products, and requesting, preserving
documentation, and checking |
authorisation or marketing status, if -
required;

1), 86 2 91 5% 5 A8 B 78 3 5 A0 R

EREBIFARE -

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

i) & 27 & 8 &% & %k 0

o0 B RBATAEMLAREZ

B o

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 %3 E.bﬂ' Wi AREBEE (Management Review and Monitoring)
1.4.1 b B B AR R A MM | The management should have a formal
RE AL ARl process for reviewing the quality system
: on a periodic basis. The review should
include: :
DERLE A% BZHTE i)measurement of the achievement of
quality system objectives;
1H)3P4& T A 2R B & F,EF' X ARl ii)assessment of performance indicators
£2 4 2o 69 4523542 0 oW 2% ~ 1 | that can be used to monitor the
B~ R B E B ETARE effectiveness of processes within the
(CAPA) ~ HASF  RAELEM quality system, sucl*_l as complaints,
| @B R BRI R recalls, returns, deviations, CAPA,
EERS ’ &45 74 | changes to processes; feedback on
for st 4k BARRE 5 Sh R4S ’ o £ H outsourced activities; self-assessment
WM ERRASTERREEP # | processes including risk assessments and
FEHE - audits; and external assessments such as
inspections, findings and customer
audits;
)RR~ 53 MR B E LK % | li)emerging regulations, guidance and
HAGKBY LY quality issues that can impact the quality
management system;
V)T 3 i R ’%f' Rz MR iv)innovations that might enhance the
- quality system; -
v)}iij LRBRBRNBE - v)changes in business environment and
objectives. |
1.4.2 B—IE LY AR ER }f’é Bp The outcome of each management

B 308K 3 A BT

Wﬁﬁf%—i,”

review of the quality system should be
documented in a timely manner and
effectively communicated internally.
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1.5 &4 B &2 (Quality Risk Management)

151 | &8 RS2 L7 A BURE ~ &
HBBREFEESLTRARZ A

RE R A -

Gt LRBAFATHREIEGME |

Quality risk management is a 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.

152 | &H RBA 2RSS T AR
1 R LR fo B~ AR R R TR 4
MR B ERES X - LR
R WS &Y P X T
g e

o B R 2 o AR G R a4
a7 4+ R, ICH(International
‘Conference on Harmonisation)Q9 #5

3l

Quality risk management should ensure -
that the evaluation of the risk to quality
1s 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
Harmonisation (ICH).

% 2% AF (Chapter 2 Personnel)

2.1 BBl (Principle)

M2 o E A EATAEAR o B
MEEH AR E R BIEA

BRATHAME A HZIH - THA
BB F ek A k' B 4E R

| ws% -

“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

2.2 — %R % (General)

and be recorded.

220 | B e B SRR S
BREEHGEHBETHHBEANR A
FEABBERAGLEERMKERE
fﬁ]}"’io

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 | ERESHHEEE TR A
| B BERERHAEARNA
B~ BEDRIMER G -

The organisational structure of the
wholesale distributor should be set out in

-an organisation chart, The role,

responsibilities, and interrelationships of




ki

B X

all personnel should be clearly indicated.

223

WEEA Rt fo & - TR AR AH
B2 BH o BELE DRHRS -

The role and responsibilities of
employees working in key positions
should be set out in written job

|- descriptions, along with any

arrangements for deputising.

23 mEXI

& (Designation of responsibilities)

2.3.1 BB R T LB AR EARRE The wholesale distributor must designate
fE 4 AR5 3] - 48 B A B & B | personnel responsible for GDP
H BN RS ARRAA compliance. ]::{elevant personnel should
15 7] g % A RSS2 A8 B9 have e}ppropmate competence and |
' experience as well as knowledge of and
® | | training in GDP.
2.3.2 W B R G ERAEJE S ¥ W& 2 | Wholesale distributors should nominate
BAEAE (e BAEH - B) o | personnel for out of hours contact (e.g.
A e 5 2 AR AR T35 R AR emergel}];:ies and/m& gecall).leesignated
o, o . responsible person(s) may delegate
BN TR AT duties but not responsibilities.
2.3.3 BB EZHEABZZTHRRER Written job descriptions for designated -
BAJE AR 5L LBk H AR Bk B g3z | responsible person(s) should define their
Moo BB EL TR zﬁé E authority to take decisions with regardto |
AR 2R R E ﬁa 2 3R~ their respons1b111t1es The wholesale -
- distributor should give the designated
"R &H%‘ R° responsible person(s) the defined
authority, adequate resources and
responsibility needed to fulfil their
duties.
2.3.4 et T2 A E AR B LAESR LS Designated responsible person(s) should
AT RS 3] HUEAT /AR | carry out their duties in such a way as to
o EAE M XA RBE - ensure that the wholesale distributor can
demonstrate GDP compliance and that
| : public service obligations are met.
2.3.5 s T2 A E AR E &4 0 12 | The responsibilities of the designated

NG RE A

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

DEEGR S B B A R PITR M
#

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

)2 EARBHEHZETERL
SRETMHMARE

ii) focusing on the management of
‘authorised activities and the accuracy

and quality of records;

111)5&4%3%& EEE SIS :’J?ﬁ.
ATRBH

iii) ensuring that initial and contlnuous
training programmes are implemented




T

B X

and maintained;

iv) i 38 B 3L Bp AT AE 47 B o i
£ |

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

VFEAR R MR ILE P T

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

VIRELR B B P B

vi) ensuring that suppliers and customers
are approved;

VIE BT A T;a g

v /a\ﬂ;\#a 7]
Z BB HAE

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

Vil R F Pkt & 0 ABEY
IR 8 R B LB
AT 5% BB 6

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

BRI AR RIL 6 B E fdh S

ix) keeping appropriate records of any
delegated duties;

XA BT - 4EA - B B 2
BB SRR E -

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

Xy BT LBATHELELS

x1) approving any returns to saleable
stock;

XM$ﬁ§?EW%%%ﬁE&&

xii) ensuring that any additional

Fif Wi A 0y B dl B K requirements imposed on certain
. products by national legislation are
adhered to.
2.4 94 (Training)
2.4.1 BB SES A E ABRE | All personnel involved in wholesale
Be kI3 B L2 6k fBsad | distribution activities should be trained
47 ’VF AL BN REE - | O the requirements of GDP. They
should have the appropriate competence
and experience prior to commencmg
- ' their tasks.
2.4.2 ABRARBE DR AV & Personnel should receive initial and
% 9 0 H e M 80 R AT & 45 | continuing training relevant to their role,
Byl oAkt w2 M EABLES baseddon writ’feg proc.edures and in
3 P 2] 3 3 4 accordance with a written training
3%}{ AR F AR 5] 2T programme. Designated responsible
Heds o person(s) should also maintain their
competence in GDP through regular
' training.
243 | sh o DIERIE B3 & Bl R SRR

In addition, training should include the




3% B X
Gy~ BB NGRS supply chain.

2.4.4 EOREMESEREZE S L & & | Personnel dealing with any products
ABRESHE IR - EHBAE L which require more stringent handling
ho t A AEMZE S S KEEY oogd_itiong shoulld recfeive hspecidﬁc

. o gk a A traimming. Examples of such products
" ;E * Emﬁ {ﬂ&%iﬁ ;f( 2 ® | include hazardous products, radioactive
}fﬁ BRI~ e R R W R R)RH materials, products presenting special
BEMRA A risks of abuse (including narcotic and
psychotropic substances), and
- | temperature-sensitive products.

2.4.5 JEALTF AT DGR desk 0 Balsk ey | Arecord of all training should be kept,

RO JE BRI AR RS o and the effectiveness of training should
be periodically assessed and
documented.

2.5 1 (Hygiene)

EBITRER  BHARATRA
BARBZES 0 GIERE A
EBEERE -

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,

1 B3 EA LA A% (Chapter 3 Premises and Equipment)

3.1 R &] (Principle) |
A EL AR E B RS | Wholesale distributors must have
VISP ~ Bl R4 LAsR4R | suitable and adequate premises,

| ey per BB kg installations and equipmzn(;, S0 ]z;s to .
G g v B dp o | BE W _r | ensure proper storage anc istribution o
o P{ﬁ " /f 7~ %_ﬂ % ORR AR medicinal products. In particular, the
BXAOBRREN - premises should be clean, dry and
maintained within acceptable
_ temperature limits.
3.2 45 %355 (Premises)

3.2.1

1 339 71 S o 90 AR AR
Tl LT vy
FAg Rt SHERELE R

| PR ETEEMERREE

o AR BRB B HRAR
B R A FE B S 2 M AT AR AE

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 and
ventilation to enable all operations to be

10

carried out accurately and safely.
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3.2.2

EGHIFESEGRBTEHT S

B BAHTEERLH - b
M B AEEGRE RN %
LZER

Where premises are not directly operated
by the wholesale distributor, a written
contract should be in place. The
contracted premises should be covered
by a separate wholesale distribution
authorisation if required by national
legislation.

3.2.3

B BN BRI RE
EHERABXBEEE - fEMHRK

EBREEz X U EHILA &

BENEFRBEER BRARE
by g2 A db BATRE R -

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. |

3.2.4

S-S RERERCETH
B BEGBRZ BT e B
B BBERRE L BREHREH
FERXNZETAGT AR - &
HRABEQL T ETILEER
M BEBL R ERL R
BLRABRMEAN LT ERe
REAE Rk o

JEF B 52 3638 2 1 B & R
AR F RETHELEGR

o

Products pending a decision as to their
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

A 51 B PR A A
RERNAZ B LG - bl 5
(do R 55 35 2 36 AT 2L o6 P BT
fE B BB IR (A B 2R 3
) -

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

32.6

A R A B2 B

S DR BRI K S Sk

Radioactive materials and other
hazardous products, as well as products

11




=

}@3&

RAMRARGER (B A A~
THMARTHRERREER) » &
HELA-RFBEESBERESHR
HoZAMEFESHLEHBEREH
Hoa) BRI -

presenting special safety risks of fire or
explosion (e.g. medicinal gases,
combustibles, flammable liquids and
solids), should be stored in one or more
dedicated areas subject to national
legislation and appropriate safety and
security measures.

327

KEBEREEERAREE LD
SERAZPE - UFE -HEE
BBAGRE TR BRERF

BENGRIEER KRR

FRERMZUEBRRTUEL
3 B B o

Receiving and dispatch bays should
protect products from prevailing weather
conditions. There should be adequate
separation between the receipt and
dispatch and storage areas. Procedures
should be in place to maintain control of
inbound/outbound goods. Reception
areas where deliveries are examined
following receipt should be designated
‘and suitably equipped.

3.2.8

VT R T EN-E PN
VE LS A BB - A AIE
FOHERNANEEERAGRAE
FZATEE R EHEHY

ABER -

-| Unauthorised access to all areas of the

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

3.2.9

Yk 4 35 77 BAL AR 36 IR AT 45 30 0%
AR ARRRAE » B4Rt
£ B4Rk BAEE B L

Premises and storage facilities should be
clean and free from litter and dust.
Cleaning programmes, instructions and
records should be in place. Cleaning
should be conducted so as not to present
a source of contamination.

3210

AE 3 35 A 6 3R HT SLET B B SRARAR
# o Ak REREEHHA
B BABwAELNHE > B4
W o by B sk -

‘Premises should be designed arid

| equipped so as to afford protection

against the entry of insects, rodents or
other animals. A preventive pest control
programme should be in place.
Appropriate pest control records should
be maintained.

3.2.11

BreyihB s -HRZERBEER
SR EREEMBE BB AR
HBRAREY 8K - FHAA/A
ERMBES-

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 prohibited in the

12




i3 B X
| | storage areas.
3.3.REABEE 4] (Temperature and Environment Control)
331 | BEAGEEOREARFUER | Suitable equipment and procedures
2 AR o B B ey A | should be in place to check the
R EE ~ B b environment where medicinal products
BREE - are stored. Environmental factors to be
S considered include temperature, light,
humidity and cleanliness of the
o - | . premises.
3.3.2 BEIE & B AR AR R PR YR T B An initial temperature mapping exercise
o4k AT AT A0 6978 a4 | should be carried out on the storage area
JINR ‘ before use, under representative
+ | conditions. Temperature monitoring
amﬁ o f:ﬂ* o :é ﬂf ﬁ‘*;j ﬁﬂgjjj;\% equipment should be located according
> 2= 1 to the results of the mapping exercise,
‘?M@% BB O R o BRI ensuring that monitoring devices are
A5 AR R F“ﬁ‘%f‘%‘ ERHE | positioned in the areas that experience
W &8 AT o B A EFF AR 2N | the extremes of fluctuations. The
RUE W AR R AT JEMAT A 2 R, | mapping exercise.should be repeated for
PrshAE (do o RBE AL 0 BRI significant changes according to the
P4 LR ﬁ B R B fﬁ‘l =, | results of a risk assessment exercise. For
small premises of a few square meters
which are at room temperature, an
assessment of potential risks (e.g.
heater/air-conditioner) should be
- conducted and temperature monitors
placed accordingly.
4 %4 (Equipment) o
3.4.1 HERGREH B LA RS All equipment impacting on storage and
JEAR B A RLTAE B tyegiE e | distribution of medicinal products should
HBE-BERET  BHALE bf desiigned, locazted(i m}eiin;ained and
4 » cleaned to a standard which suits its
%Iﬁ S Mk AR intended purpose. Planned maintenance
S E should be in place for key equipment
vital to the functionality of the operation.
3.4.2 AR w R B R R REL Equipment used to control or to monitor
S BRBRMRE T ML | the environment where the medicinal
B, JL R W B RS ¥ 474 E. o | Products are stored should be calibrated
at defined intervals based on a risk and
__| reliability assessment.
3.43 A B B B T A6 B B R &, Calibration of equipment should be
Bl S B R A T o 2 5 B35 % #y | traceable to a national or international
: - . measurement standard. Appropriate

13
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ﬂﬁ%%uﬁﬁ%ﬁ&%ﬁﬁ#
R g ARl i&%fﬁ&ﬁ&
%] 3t % # zﬁl‘iﬂgfﬁﬁl«xﬁ?ﬁﬁ%
WA o

alarm systems should be in place to
provide alerts when there are excursions
from predefined storage conditions.
Alarm levels should be appropriately set
and alarms should be regularly tested to
ensure adequate functionality.

344

BT ~ B AR R

Equipment repair, maintenance and
BE B L LG R T EM ; x4 | calibration operations should be carried
A MR BA SRR E L | OU in_such a way that the quality and
HERE Pi ° integrity of the medicinal products is not
compromised. Procedures should be in
place to ensure the integrity of medicinal
products are maintained in the event of
equipment failure.

3.4.5 To B Ve Bl 422k 45 By 45 ~ 423 R & | Adequate records of repair, maintenance
AL sk BARAELEE o M4eex | and calibration activities for key
Bk~ BRIAEL SRR D equipment should be made and the
55 2 4t o ~ R 3 S results should bfdretainsd fKey 1

- . o . e equipment would include for exa:mp ¢
fO RIUR RS B ZARE | g stores, monitored intruder alarm
_ REALRER PR W IEAT2 % -and access control systems, refrigerators,
thermo hygrometers, or other
temperature and humidity recording
“devices, air handling units and any
equipment used in conjunction with the
' | | onward supply chain. '

3.5 E A1 A # (Computerised Systems) '

3.5.1 1 A ERSIL A S0RT 0 & # B BE5w 4% | Before a computerised system is brought
WL e R A S into use, it should be demonstrated,
BB A BRENEI ARG through appropriate validation or
£, - | verification studies, that the system is

capable of achieving the desired results
accurately, consistently and
, . reproducibly.
3.52 BTRFASHKERRAGEEHFE | Awritten, detailed description of the

LB ) SLRASERETE R - X
PR RR ~ B~ B2HWE
Ao E o x Rohe(EMLA &
o fTiE AR B A K B E
) -

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

14
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17 BIHENAN B BEFBANRE
BIR -

Data should only be entered into the
computerised system or amended by
persons authorised to do so.

3.54

BB EAYERE T H AR
R BRI A S B2
ﬁ%@i%&_“Tﬁmﬁu
BB RGN B REERE
PRSI RRAERR] B E D £
Bl R G2 bR T 5 & o

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

EH A RRB RGBT
FRTUAR "BOFEBEEAR R

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 B3 R #E3L (Qualification and Validation)

3.6.1

P Y T AT T AR T SR T
Wk RSEAR AR TR
Bl o) AR o SRR AR
(bt #r ~ YR AR ARRER)

2 R A B RAR AL A R R

DA -

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, transportation) should be
determined using a documented risk
assessment approach.

3.6.2

Bt SRR A B S AE R AT RAEAT
ﬁk%ﬁfﬁ(ﬁu ?Ef**iﬁﬁ'?)}% il
B RAERL o

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

3.63

JE A P BB o R
HAF 00 8 R BT AT B B &
o2 3 1 2 B XML 3k EGE—F
ﬁﬁu%ﬁﬁ%&ﬁ%iﬁ%
Ao EHEEASEAR G
(CAPA) - Ak ak sy 30 R A2
REABAFTREAEHOAEE
YEBAL R ©

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

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

% 4 % 304+ (Chapter 4 Documentation)

4.1 }? A (Principle)

BRSO R AR AR

L At BY
Iy - LHRBERE THE
R AR B AW B LEHEMAE

funieu o WATEREEHRR
o |

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(—#:#,.%)

4.2.1 XA AT TR ;'(, ) Documentation comprises all written
WM EBRREFE S AY & procedures, instructions, contracts,
SRR MIE 0 SO R AR L P TRAE/ER records and data, in paper or in
5 - . : electronic form. Documentation should

- be readily available/retrievable,

422 BB T~ W IRH R4etT 448 A | With regard to the processing of
HHZ B BERENESZHRE personal data of employees,

TR 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 B HL S A E B4 E 2 X4 | Documentation should be sufficiently
Jiik B T %4 #3300 § T+ | comprehensive with respect to the scope
BRRGETEE LT XEER of (‘;1‘{6 wkllolesale distlc'libutor’(s1 %ctivities

s e and 1n a language understood by

A ET LR RAR personnel. It should be written in clear,
unambiguous language and be free from
erTors. |

424 | RERE 0 XM EHIE E 2 A B | Documentation should be approved,

B HETHEAAL  XBARER signed and dated by designated persons,

BREE  BEEFTHANE a‘]s 1Tleql.liﬁed. }{t sh(_)u.ld not be handvg:it‘gen;

, b ok e " although, where it 1s necessary, sufficient

i?i . BRI 89 2B BB space should be provided for such
entries.

4.2.5 “Any alteration made in the

AP AT EREE
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| IEERAR B H ﬂA%‘éE%f&

F R
RETHEH - WEE i&ﬁé%ﬁ
§ 2 o

documentation should be signed and
dated; the alteration should permit the
reading of the original information.
Where appropriate, the reason for the
alteration should be recorded.

| PR R HEZ LA
|k BBERBE R ESZHRE)

DR REE BSR4
ARG S FEDQFETIE

8 #ﬁ SRR &a‘%l&;ﬁ%ﬁ
RHH T BETEAMLER -F
Mhk o BBk

HERRARER - EPRLHE
Z 4RI > RIS K A
(RERELSZRE) -

8RB AR K R R AT .E_itwf‘:'i’g +F

R THREEE 5’7 BEARRH

.

4.2.6 AR AR B M kA A L E 6 3 Documents should be retained for the
WA 1220 5 % - $EAFEH A | period stated in national legislation but
B ES B M E E%F J& 7 g | atleast 5 years. Personal data should be
BRE S o . deleted or anonymised as soon as their
storage is no longer necessary for the
. e : purpose of distribution activities.
427 | FHAAE R 'TF:&HTEK #E#47 | Bach employee should have ready access
SN & ‘to all necessary documentation for the
| _ tasks executed.
4.2.8 JEAT 3] G AR A 2 8 e Attention should be paid to using valid
| ERE  XMHEHAEYNE - | and approved procedures. Documents
HABA MY R B EEFBRE should hacxlfe unr:unbi%;;JLOLIIS1 %ontfnt;ltitle,
o , 5 nature and purpose should be clearly
j;ij; E;i iﬁ‘i i j‘i y ;gé;:&ﬂ stated. Documents should be reviewed
oo o ’ e regularly and kept up to date. Version
> R IEA B L R EAER AR | control should be applied to procedures.
AR AR RE R AR | After revision of a document a system
WA R TR RG4S - | should exist to prevent inadvertent use of
the superseded version. Superseded or
obsolete procedures should be removed
: from workstations and archived.
429 | 4EfqiE m:rali M~ B X G &4k F | Records must be kept either in the form

of purchase/sales invoices, delivery
slips, or on computer or any other form,
for any transaction in medicinal products
received or supplied. Records must
include at least the following
information: date; name of the medicinal
product; quantity received, supplied;
name and address of the supplier,
customer, or consignee, as appropriate;
and batch number, expiry date, as
required by national legislation.

Records are made contemporaneously
and if handwritten, in clear, legible and

{ indelible handwriting.

17
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% 5 F4E % (Chapter 5 Opera’uons)

5.1 B8] (Principle)
BLASE A IR IR AP A AF ? JEBE All actions taken by wholesale
| it mapa) 2 2 % > LR % Bophdt | distributors should ensure that the
S IE IR S L B AT identity of the medicinal product is not
R EAT o BLESEAY R T A lost and that the wholesale distribution
o e of medicinal products is performed
SRR A i B EK R > BARFRA T according to the information on the outer
| BT iEm D 1 # NGB packaging. The wholesale distributor
FEbe 2 B o - should use all means available to
' minimise the risk of falsified medicinal
products entering the legal supply chain.
A ES T 2B R B All medicinal products distributed in the
AR A XA 2 intended market by a wholesale
T o pr A A ERA LY A G distributor must be appropriately .
| B A i 5 AR - authorised by the national authorities.
All key operations described below
should be fully described in the quality
system in appropriate documentation.

S2@EHZE JF%‘:?&'T (Qualification of Suppliers)

5.2.1 R EA L A AR N R4S Wholesale distributors must obtain their
R ELZRIGE D o supplies of medicinal products only from

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

5.2.2 HH— B EHRFES Where medicinal products are obtained
BE 5 i 3% 40 4B AR 204 JE 69 4t 5 3E | from another wholesale distributor the
BELBEE ST é tEmy | recc_agrir;lg wﬁolesalel' distributi)r musth h
. -~ £ . verify that the supplier complies with the
PRI 3] 60 R AR T principles and guidelines of good

distribution practices and that they hold
a licence.
5.2.3 FL iR ATAR ST B aaa‘%ﬁﬁz%‘ﬁ‘ » JE#H4t | Appropriate qualification and approval
' JE T AT % 6 B AT R of suppliers should be performed prior to
% o JoiE LA S48 » B sLgg | Procurement of any medicinal products.
2 % % A b 5 R 2 This should be controlled by a procedure
4 and the results documented and
A - - periodically rechecked using a risk based
approach.
524 When entering into a new contract with

HEEH RN OBRREHE

new suppliers the wholesale distributor

18
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R X

WA &R BT E T AA%(‘due

diligence’ checks) A ¥ 4% H 43 i

L EEN A RTEM B
Ak

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

DT e BB R TR

1) the reputation or reliability of the
supplier;

11)@%%%11:!7& qﬁﬁ%’% N ﬁ
% .

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

i) A 3 B8 B 18 % 1 At R B BT 8
A S ) .
Sivae

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

WHRERAETERZ SR

iv) diversity of products handled by
supplier;

VMERA B EE -

v) and out-of-range prices.

5.3 B &3 7 (Qualification of Customers)
53.1 A EH AR R B L T e Wholesale distributors must ensure they

BEFERANESERZHL -

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).

ﬁé&i%ﬁﬁ%ﬁﬁ%%%

i » «u%%ﬁ,\ ERB) > B
HERERNRABEMELE
AR E R SR L Y
EEME BFOBEE > 258
AT E A BB AR BRI
B o NBRARJBAT HAT R A MRS
F BT RAE

-] 532 Checks and periodic rechecks may
&2 H R e el . {-include: requesting copies of customer's
HRIBER PR ES) - authorisations, verifying status on an
| authority website, requesting evidence of
qualifications or entitlement according to
national legislation. :
533 HAG 2 R 5 (e fLEk Wholesale distributors should monitor

their transactions and investigate any
trregularity 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

19
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obligation imposed upon them.

HHEARBBENEFESE -

5.4 Y &% (Receipt of medicinal products)
541 | Bz BerskgsiEsdEHE | The purpose of the receiving function is
‘ BEmin s B R BBk RJET - | to ensure that the arriving consignment
LB My A5 3 3% 20 B R 8RB bR is correct, that the medicinal products
I - originate from approved suppliers and
| that they have not been visibly damaged
during transport.

5.4.2 M B AT Ak sk B R 3~ 24 &, | Medicinal products requiring special
AP R LR 32 0 — 8.3k 47 | handling, storage or security measures
Wk ES o Bl éﬁ‘a"}‘ & should be prioritised and once
BE T3 o appropriate checks have been conducted

: . they should be immediately transferred
. to appropriate storage facilities.
5.4.3 o ok 42 2 2 s M VT 44 & BT 0 3% | Batches of medicinal products should
EURRBHEETHEERLESR not be transferred to saleable stock
\ before assurance has been obtained in
accordance with written procedures, that
\ they are authorised for sale.
5.4.4 SR B s~ BB Btk | If a falsified product is suspected, the
‘ % 7 Ak AR N E4- 248 R 18 | batch should be segregated and reported
EEX 3 VK to competent authorities as required by
national legislation.

5.5 #44% (Storage) |

5.5.1 8 B, 914 A (s B RE)E B B4 | Medicinal products and, if necessary,

| o fe ok B B (KRR B) ARG ay | healthcare products should be stored
EROHBE s ARASEH R si:para}‘:ely fro;n }?thT; imduCtS ﬁkcflf}; to
W R L3 T x ;, | alter them and should be protected from
Sg . 'ﬁﬁg‘%%ﬁ A S —f— " the harmful effects of light, temperature,
e i%ﬁ RAEAFHRAFZE B | 1 oisture and other external factors.
HAUEE ' Particular attention should be paid to

: products requiring specific storage
conditions. |

5.5.2 sh BWh o BB L2 SR ALFA | Incoming containers of medicinal
JE T DA R o BB Wy e 4742 | products should be cleaned, if necessary,
il (WEi) » REBED S before storage. Any activities performed
BB on the incoming goods (e.g. fumigation)

| ) should not impact on the quality of the
medicinal products.

5.53 Ak X R AR I B T AR Warehousing operations must ensure

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

20
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5.54 BEARERB A LN R ERE Stock should be rotated accordmg to the

Ve b EH MR JE T 2L 204E - first expiry, first out (FEFO) principle.
. _ Exceptions should be documented.

5.5.5 B RE APy Ak 3508 ~ AL ~ 55 % & | Medicinal products should be handled
LAk T X R IE R RS - 8 B 443 | and stored in such a manner as to
BB IR Lo ke | pr.event‘ spi!lage, ’Zrea:kage, Medicina]

IR A ER contamination and mix-ups. Medicinal
HRBAR R (P 3 B R A 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 BHAE AN RIEEE R & Medicinal products that are nearing their
| B BBPRT R AR o | expiry date/shelf life should be
. withdrawn 1mmed1ate1y from saleable
stock.

5.5.7 JERBNERERETHESTESR Stock inventories should be performed
ﬁg‘g BR¥BMETREE S x4 | regularly taking into account national

b BRRJEIEAL X A o legislation requirements. Stock
irregularities should be investigated,
documented and reported to the

_ ' competent authorities when needed.
5.6 BEE 45 % (Destruction of obsolete Goods) |
(5.6.1 | BN B R EE T~ 5 F4% | Medicinal products intended for
BEHRBERREFEE destruction should be appropriately
_ identified, held separately and handled in
accordance with a written procedure.
5.6.2 BOBBRRRKREEZEE s | Destruction of medicinal products
| BN RERES g,g 3% ~ ¥4 - & 2 | should be in accordance with national or
28 % o international requirements for handling,
‘ transport and disposal of such products.

5.6.3 PR AR Ko B R oY ek AR AT SR E | Records of all destroyed medicinal
R P DARAE o products should be retained for a defined

period. :

5.7 & & (Picking)

JE B8 69 % X sL#E 44 | Controls should be in place to ensure the
BT B A B sy & | correct product is picked. The product
. should have an appropriate remaining
- shelf life when it is picked.
5.8 4t JE (Supply ) |

PR R L2 (it BB/
BEBYAGEE B - B ASH

RIE - B B ARRA  Rok A B0K

For all supplies, a document (e.g.
delivery note/packing list) must be
enclosed stating the date; name ‘and
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BX

BAESXAL) RERE - #

e &I baE ~ LR ABRE

F Rk BOE A 0 E XA F

o REIET DURTF » BB E &
HRE B -

pharmaceutical dosage form of the
medicinal product, batch number ,expiry
date, as required by national legislation;
quantity supplied; name and address of
the supplier, name and delivery address
of the consignee (actual physical storage
premises, if different) and applicable
transport and storage conditions.
Records should be kept so that the actual

5.9 gy A g#i i (Import and export)

location of the product can be known.

5.9.1 o A\ Bt BARB k42 | Import and export activities should be
3B RO R ] RAZ BT o conducted in accordance with national

BT FEARBGE L k0 Sk leg.isla.tion and with international

JoRE 2 R NG B B R guldelm.es or stz'mf:‘lards when :

N - appropnate.. Th.1s is a1§o the case ifthe
wholesale distributor is holding
medicinal product in a free zone.
-Wholesalers should take the appropriate
measures in order to prevent medicinal
products not authorised for the internal
market and intended for export from
reaching the internal market.

59.2 T E S T A B R Where wholesale distributors

Tl sLSRREAR AR FE T AR
REZMMZACTHRIERL -
A ES T EELLE RS

| B o kAR B R S SR

EEMHIAETRIFESR -

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%F FI-BE-Bh 2 ERESEI (Chapter 6 Complaints, Returns, suspected
falsified Medicinal Products and Medicinal Product Recalls)

6.1 B8] (Principle)

f

A E iR Rl BER
ERARG AR ERE SR
BRI SRR T X B MM R
13 o ARATR 1 AL BT R & M

CEAT 0 Bl AR PTG o

BT RG - BB BN
HFT R A R — B A -

All complaints, returns, suspected
falsified medicinal products-and recalls
must be recorded and handled carefully
according to written procedures. Records
should be made available to the
competent authorities. An assessment of
returned medicinal products should be
performed by designated personnel

{ before any approval for resale. A
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B A B R A AR |

KAMEERRBLARBE B
RATBBEGFHNEFAANLE - R
FERREERMIARRAH
R HIRMIFRE 2 R/
¥ |

ik d
| consistent approach by all partners in the
supply chain is required in order to be
successful in the fight against falsified
_ medicinal products.
6.2 ¥ 3% (Complaints) .
6.2.1 P YA E Bt s o IR 4 | Complaints should be recorded with all
M 2 R GE 448 69 ¥ ¥ 5 4o s | the original details. A distinction should
AR E R R RO E SR blf madf. bet\;reen cc(l)mplaiints (rielated ;cio
3 sz 4ol ke g/ | the quality of a medicinal product an
;iﬁ p f 7;’flj iﬁ;iiiz/i:; those related to distribution. In the event
DS A of a complaint about the quality of a
FEF@PEAERBTFORR | medicinal product and a potential
REE - | product defect, the manufacturer and/or
marketing authorisation holder should be
informed without delay. Any product
distribution complaint should be
thoroughly investigated to identify the
) - | | . origin of or reason for the complaint.
6.2.2 | kB RIEEE LA BAL 0 B4 8 | If a defect relating to a medicinal
WE B Lz H bbbk o product is discovered or suspected,
consideration should be given to whether
other batches of the product should also
. be investigated.
623 | RIEEZABEAETREYRMAE - A person should be appointed to handle
g _ , complaints. '
6.2.4 b B0 0 WGP B BRIP4 0 & | If necessary, appropriate follow-up
FEGE B 15 SR e B & 478 (&, | actions (including CAPA) should be
4 CAPA)» #iB4o X MK - taken after investigation and evaluation
of the complaint, including where
required notification to the national
K competent authorities.
6.3 iR ¥ & (Returned Medicinal Products) )
6.3.1 B REKRET HAZET 7 | 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 legislation,
and contractual arrangements between
the parties. A record/ list of returned

goods must be maintained.
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6.3.2 LR EM A LAz B 5 » 2 | Medicinal products which have left the
KRR AUT A AR 4 48 | premises of the distributor should only
BB T E AL -be returned to saleable stock if all of the

: following are confirmed:
)8 5.4 9h @ % (secondary i) the medicinal products are in their
package)k B4t « k238 ~ sk AE B | unopened and undamaged secondary
| 47~ 2B AR BRI o packaging and are in good condition;

have not expired and have not been
recalled;

e ARG BR » #4&3F4 | i) medicinal products returned from a

TS e e R PR 4] P9 46 73R B £ | customer not holding a wholesale

TEE AL o distribution authorisation or from

| pharmacies authorised to supply
' medicinal products to the public should
only be returned to saleable stock if they
are returned within an acceptable time
: : limit, for example 10 days;

1ii)4& & p 3500 8 2 ¥ 3% ~ 472 & | iii) it has been demonstrated by the

RESLOBEHEEREL - customer that the medicinal products
have been transported, stored and
handled in compliance with the specific
storage requirements;

VBELOHEL LIS B L | iv)they have been examined and

WA Z RN B EATIRE AGT assessed by a sufficiently trained and

t o BT A AEBERENAERS c}?mé).ete'iét perski)n authoris]itli to dg S0;

N P 1y 4t v2 the distributor has reasonable evidence
gf‘;iﬁ %';(iu ?fi fﬁ}f‘fiﬁﬂib that the product was supplied to that -
wa ORIV o~ customer (via copies of the original
RGP ~ R BIF 0 RE P AL delivery note or by referencing invoice

ZAR) BEEGREZERS | numbers/batch numbers, expiry date etc.,
By~ BB . as required by national legislation), and
that there is no reason to believe that the
_ product has been falsified.
6.3.3 TR ARG SE (B B Moreover, for medicinal products

0 RA AR E SR
Pl — B A AR A B AR £

R ARBREDETHERRS -5

HEMMBERLE  BATERE R
50 R B R F T BAT RS -
HERBREET @

| rmesge

Gi)-& Bzt

' 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
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(1il)-E ¥ 0 % 2 3 3
(iv)-Rw) E Rz LB

(V- EERBBBELES Y
(Vi)-3E# 3B AE F 60 IBE fe bk
(vil)-18 B B 44 B 64 4 R R ©

integrity of the product can be
demonstrated. :

The evidence should cover:

i) delivery to customer;

i1) examination of the product;

iii) opening of the transport packaging;

| 1v) return of the product to the

packaging; . |
v) collection and return to the
distributor;

vi) record of temperature readings
during transportation; |

vii) return to the distribution site
_refrigerator.

6.3.4

REETHERBALA L AK
B 4% 50503 1 FEFO)Z & 4%
H A -

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

6.3.5

B BB IRE 2 E SR E T4

ERBEHERBRREHES -

Stolen products that have been recovered
cannot be returned to saleable stock and
sold to customers.

0.4 4 ~

# % (Falsified Medicinal Products)

6.4.1

FEEpiE b el s BB ER
- -

The sale and distribution of a suspécted
falsified medicinal product should be

- suspended immediately.

6.4.2 .

BB TE S T W AT BB
Bl BE LAIFFBEES
MR LT THAA BIRES
W ML RASR
FrER EMAE AT A B 3
R H B REE o |

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

643

R EAR R - B E R
B EATE BEREE - AT R
HRipt iz SRAGES > LEEEAE
T~ o AT A8 B 75 B0 T SA UAFAL AL

4 &5k

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 and be appropriately
labelled. All relevant activities in
relation to such products should be
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T ES
6.4.4 WhMG s B BAERXRK E | Upon confirmation as a falsified
B WA LM TH T4 » @3 | medicinal product, a formal decision
B }@ ’z’. HHE A kB RRE T R should be taken on remowval of such

1% G WARAT 0 B R AFEAR A
K@i%ﬁk4ﬁﬁ.%ﬁﬁ%ﬁ
BB E P olinék -

product from the market, ensuring that it
does not re-enter the supply chain,
including retention of any samples
necessary for public health, regulatory,
or legal needs and arrangements for its
disposal. All related decisions should be
appropriately documented '

6.5 B3

= Y (Medicinal Product Recalls)

Bt BRESHNESHR AR
S E X P WAL EACEF Ak

6.5.1 JE B4 S R AR A There should be documentation and
M R YE4Y 2 3k 9 0 sAH] & e | procedures in place to ensure traceability
Y o ' | of products received and distributed, to

- facilitate product recall.

6.5.2 o4 E SR BEH o BRE & | Inthe event of a product recall, all
BEBwE LEEYRERE R customers to whom the product has been
e hoiE B B AT NS A - distributed shall be informed with the

. appropriate degree of urgency and clear
' , actionable instructions.

6.5.3 FrR ELE W ES4 X% ¥ H > 4o | The national regulatory authority should
A& OEN  EEE NE4 2458 | beinformed of all product recalls. If the
MBS e E MR/ B product is exported, the overseas
A8 U B o counterparts and/or regulatory

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

6.5.4 JE XSG & e Rtk The effectiveness of the arrangements
HBM(E D HE—R) - for product recall should be evaluated

. regularly (at least annually). -

6.5.5 ) Ak K AR E JESE L BPEL - | Recall operations should be capable of
% o being initiated promptly and at any time.

6.5.6. | E A TRV E a5 The distributor must follow the

| & e nd » e doin & R4 3 4 | instructions of a recall message, which
BB should be approved, if required, by the
| competent authorities.
1 6.5.7 MATIETE AR B0 EBP Any recall operation should be recorded
S B RARSLEPIAEA X 44 | at the time it is carried out. Records
B - ' : should be made readily available to the
. competent authorities.
6.5.8 | EHEEE YT AR S | The distribution records should be

readily accessible to the person(s)

responsible for the recall, and should
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ETFHERE Y TR AR i
i%%x%ﬁﬁi&%%ﬁﬁw.
ﬁi) %\mﬁuuﬁgaa*iun
JEM&IW&Azﬁ&)

contain sufficient information on
distributors and directly supplied
customers (with addresses, phone and/or
fax numbers inside and outside working -
hours, batch numbers as required by
national legislation and quantities
delivered), including those for exported
products and medicinal product samples
(if permitted by national legislation).

6.5.9

B AR 2 BT Rk AR
REBE GHORBEBZHER
o o

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

# 7 ié—f’]"ﬁ? ¥ (Chapter 7 Outsourced Act1v1tles)

7.1 & 8 (Principle)

ATRBE

4
BB o

AT AR EZRIMEER
FRRAZE-RAELEH > @B HE
ERRERZEML K
HEALHELHEFERS
G QT HERTEET RAEH

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 &3t# (Contract Giver)

7.2.1

ZEEATRIERSE

The Contract Giver is responsible for the
activities contracted out.

7.2.2

Rt A EE LT RIT
BRZTHREN » HEARATE S| AP
Wz MR REL IR R A
5] %G BIMMEERBATA
HEDR ) BEFLICE 2B
BHRERENRIMER AR
%ﬁ%ﬁ’éﬁﬁﬁTh%ﬁ i
A% e

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

Lt E BRBXICEA LR

The Contract Giver should provide the
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%m’u&%mV%zzﬁw%i
BAEAT Btbda W B K EoEBAT
EWAEE o

Contract Acceptor with all the
information necessary to carry out the
contracted operations in accordance with
the specific product requirements and

7.3 %3

# (Contract Acceptor)

any other relevant requirements.

7.3.1 S 8% GDP % % $. B & % | The Contract Acceptor is responsible for
WHHRRZIEE - the activities covered by GDP and
delegated by the Contract Giver.
7.3.2 Pt E A E ik | The Contract Acceptor should have
B BA > ol BIEER R EEA adequate premises and equipment,
B AT R AR A AR o procedures, knowledge and experience,
and competent personnel to carry out the
e work ordered by the Contract Giver.
7.3.3 St E kBB EF A - 3 /& | The Contract Acceptor should not pass
RERY RN E = F(dEstx | toathird party any of the work entrusted |.
L HMAT)ET » RARIEE LGP to him undgr th,e coptract w1thf)ut the
Sineritez o= - 4 | Con G chaton .
FA BAET 5 :“75— 4 P 4 éﬁf‘t | audit of the third party by the Contract
Bt AR EHREZTMA | Giver or the Contract Acceptor.
KRB B THARYENT | Arrangements made between the
A ° - Contract Acceptor and any third party
should ensure that the wholesale
distribution information is made
available in the same way as between the
1 original Contract Giver and Contract
_ Acceptor.
7.3.4 S EFRB PR LA R The Contract Acceptor should refrain
BT HE % R R B R E from any activity which may adversely
&) o . - | affect the quality of the product(s)
handled for the Contract Giver.
7.3.5 S H AR B A # B R > W Fist | The Contract Acceptor must forward any

-'%;ﬁa E‘:ﬁ"%g—z

H RS T e
FH o

information that can influence the

| quality ofthe product(s) to the -

Contract Giver in accordance with the
requirement of the contract.

% 8% B &M (Chapter 8 Self-Inspections)

8.1 R A

(Principle)

2 %3] GDP B B Z 4T &
PE &k&%%%%ﬁ%%’ﬁﬂ

fTEHREH -

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

% 4% (Self-Inspections)

8.2 8 #
8.2.1 AR EHEHEENHITE H& | Aself-inspection programme should be

BiiE o 64 GDP &% &z | implemented covering all aspects of

R~ 455 AR RAE - A g | ODF and compliance withthe

g . 1 ‘ regulations, guidelines and procedures

AR F&}tif’ B Py =T 3] A R 1 1 within a defined time frame.

Hleg B REAER © Self-inspections may be divided into
several individual self- 1n5pect1ons of
limited scope, :

8.2.2 B R EMEDNIIET NI Self-inspections should be conducted in

FEAR 0 DNIE BBy A an impartial and detailed way by

5o 38 3L SR B E AR A AL T 4E designateld XOI“:Ill.pefn'E cgmpaxéy

ersonnel. Audits oy mdependent

R EARALRRE RS - Extemal experts ma)}[f alsoll):se useful but
may not be used as a substltute for
self-inspection.

8.2.3 Fih B REME T sk #1486 | All self-inspections should be recorded.

SARBUHHAPITZ A AR
BoREVABRBEEEFRE
HARAR B ERETRELE
X ERE > BEERBHEE
(CAPAME X tHAL A IEHE »

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. |

% 9F E# (Chapter9 Transportatlon)

9.1 RA|

(Principle)

9.1.1

B ES TR E  AABRRED

Rrir b BLakE - BB BE 0 R
%#&@ﬁ%%ﬁ&T%x%m
EAAMT o

It is the responsibility of the supplying
wholesale distributor to protect
medicinal products against breakage,
adulteration, theft, and to ensure that
temperature conditions are maintained
within acceptable limits during transport.

9.1.2

FAEMEFEBKT RS EH
ERAGRABEATHRATRES &
R REBEEGRA  BLEENER
# FREEH IR L

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.
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Bmn A A ERR G LR
R A EE AR SRR
AR SE BT -

9.2 & #4 (Transportation)
9.2.1 B e EERENEABESE The required storage conditions for
s R4 A% R e % 4 | medicinal products should be maintained
MAHEZREZEE - during transportation within the defined
: limits as described on the outer
| packaging and/or relevant packaging
information. |
9.2.2 2 E R A G £ kB B R EE | If a deviation such as temperature
%A LI BiBREL T A S Y | excursion or product damage has
M 7, RETRF N & A 3 occurred during transportation, this
éﬁgzgéiﬁiiﬁﬁéﬁﬁ should be reported to the distributor and
' recipient of the affected medicinal
products. A procedure should also be in
place for investigating and handling
, o temperature excursions. |
923 BLEIEAS T IR E o A AEAR B AN E | Tt is the responsibility of the wholesale
& . B RRIEE D B distributor to ensure that vehicles and
MAORTRAR  AESEE Equg;men‘tdt‘ls?:d a'io dis(;itribute, _sto;e ct))li
. o a2 o andle medicinal products are suitable -
ng@tg ;iﬁﬁ;zw FARA for their use and appropriately equipped
- - to prevent exposure of the products to
conditions that could affect their quality
and packaging integrity. :
924 | AL REH AR BEWMAR There should be written procedures in
B BEEEERE Ry ZT Ha | place for the operation and maintenance
B GiEEEREAEEEE of ail vehicles and equipment involved
- . in the distribution process, including
' cleaning and safety precautions.
9.2.5 BEERERBLRELBGEGE | Risk assessment of delivery routes
M itk o WS > g % % | should be used to determine where
AEAE N AR R JE ‘[Eemperature cogt;ols are required.
S a2 e - uipment used for temperature
RMBATHRAME - mc(l)nilioring during trans;)ort within
vehicles and/or containers, should be
maintained and calibrated at regular
, intervals.
9.2.6 b ek JRE 448 Al £ A 89 | 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 and integrity of
the medicinal product will not be
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9.2.10

EREANT —RRERTOTS

By o

T B X
compromised.

9.2.7 EREEZXRTE FRETNM Deliveries should be made to the address

| B BB RF XA LYy | stated onthe delivery note and into the

R A care or the premises of the consignee.
f; ﬁ;?ﬁ O Eg E&“ = ﬁ 1% Medicinal products should not be left on
alternative premises.
' 9.2.8 AEFBEGR 2T E&EE » & | For emergency deliveries outside normal
EREETABLAZTEHER - business hours, persons should be
: designated and written procedures
| should be available.

929 | EHEd E = F AT > 44 & &, | Where transportation is performed by a
LB eEz B R BEEL T B4 | third party, the contract in place should
ko it ARARE I AR 2 t;n%ompass the? requirep;ents ]gf Clgag)ter

: Y A X , oo . Lransportation providers should be
ﬁ# %??ﬁﬁ :ED j‘;'}; E‘.—Ff‘ & made aware by the wholesale distributor
ERBR 0 BHAERIBER | r e relevant transport conditions

T MR FRALEMN. - 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.

E AR EY - B 54545 | Provision should be made to minimise

the duration of temporary storage while
awaiting the next stage of the
transportation route

193 KEH

4% ~ @3 R4%5F (Containers, packaging and labelling)

SR R BRI R B SRR A -

9.3.1 BERAHLTAEEALARBM | Medicinal products should be
Bl Bl SR E A 42 ok ,g:_g; # (4 | transported in containers that have no
35 )2 M 2 4 AE P adverse effect on the quality of the
_ products, and that offer adequate
protection from external influences,
including contamination.
9.3.2 EEEFHBA QK B4 F 8 | Selection of a container and packaging
SRR RERE M B - % B4 gy | should be based on.the storage and
%oy 2 A ~ T S ERAG % 8 JE ~ 42 | transportation requirements of the
75 B %: ERH- & | B 4 medicinal products; the space required

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

RERBREFAREABFZER

P35 B B ST S RALE. - 3
AR MR THRATRE A G 0 B

19.3.3 Containers should bear labels providing
REwEEEREY LR FH » sk | sufficient information on handling and
2B AT TR AR B L R storage requirements and precautions to
58 R o 15 A5 0E R e S s 2t | STSWre that the products are properly

. . handled and secured at all times. The
P R - ‘ 1 containers should enable identification
of the contents of the containers and the
source. '
0.4 E B % 54546 £ & (Products requiring controlled Conditions) |
94.1 [BREBRBRFTHNHES > whHe#E | Inrelation to deliveries containing
HI R RS R B BT | medicinal products requiring special
BEBRENESZEL &Ry conditions such as narcotics or
BT A A A A 0 A B p.sychotropic substanc':es, .th_e wholesale
2 A0k B Tz S o A distributor should‘mamtaln a safe and
; }? —=NE . . secure supply chain for these products in
TERREFENEMEEFMH © | 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
s of any theft.
9.4.2 B -BARATRYE A4 | Medicinal products comprising highly
918 ERiE I H RN R A B active and radioactive materials should
B0 B A B o B S 2R be transporte:d in safg, de};:i_iciatec}F ind
: s P ' secure containers and vehicles. the
RBNESZAR relevant safety measures should be in
accordance with international
_ agreements and national legislation.
9.4.3 HE BB 6 £ 5 0 JB4E A 485k | For temperature-sensitive products,
B (P do AR G~ B qualiﬁe:d equipment (e.g. thermal
BEERBEE) URFEELL packa.glng, temperature—controllifl .
J sk 5 . g e - ..y | containers or temperature controlle
i?j,&i j #ﬁﬁiﬁﬁﬁ;ﬁ:;ﬁ 2% vehicles) should be used to ensure
voTEE YRR correct transport conditions are
maintained between the manufacturer,
- wholesale distributor and customer.
044 MR EEARAERNBEE If temperature-controlied vehicles are

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

9.45

B P RRE BREBMEH
LA B A o M AR R AR AR
A e

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

9.4.6

FERRBAEE AR A B BRER
THAELEESEZ R B T/E
BrakRAR(EHHERERE
HAERARABRHERSZ IR

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.

9.4.7

JBH 2T HARA B 6 B
R e ENE P ST
ARAE] o A RAR A RS BAR 4B

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.

9.4.8

BAEZORFRABEENEE S

ZERNRRT GBI
il 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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Competent AL R EWE Y 8% %4k | Organisation that has the legally
Authority FAEM B 4 L3 T a; - | delegated or invested authority,
EX-g Y B~ A RAE N R SRR - | CaDacity or power over wholesaling
_ ' of medicinal products in the -
jurisdiction in which it is located.
Contract Acceptor | #i4T7H£3# £ 32 GDP /% & | The company who is contracted to
G tE BEEE 8N E) conduct an activity covered by GDP
| by the contract giver.
Contract Giver ¥4 GDP &% % %5 B 245477 7% % | The company who is contracting out
RetE B3 B — A R4 ey, | any activity covered by GDP to
, g o | another legal entity.

Due diligence

FRANFMBZHE &

This is a term used for a number of

T H A% ALBIZHHITEASE R A | concepts, involving either an
BiiTEE » RARELS investigation of a business or
g ersons prior to signing a contract, -
| &R l;r an actp with a certain standard of
. care.
Export - AT R MR EERAESR | Allow goods to leave the customs
B REBEER territory of the country or economic
o area. :
Falsified BRMEERRN - Within the EEA:
(counterfeit) “Any medicinal product with a

medicinal product

/() #

EFEA TR TRz §

=]
{7

) BB A RO KR
LR~ 38 B AT R
B SRR, LR BT B R iR
RATEIZA

b ERE oty -8
BHRE-AREBRIK AN
THAE &

o) H &k GiF REHRBH
Bl 8 S8 SUAF ©

ROR 1 2013/C 343/01

false representation of:

a) its identity, including its
packaging and labelling, its name or
its composition as regards any of the
ingredients including excipients and
the strength of those ingredients;

b} its source, including its
manufacturer, its country of
manufacturing, its country of origin
or its marketing authorisation
holder; or

c) its history, including the records
and documents relating to the

| distribution channels used.”

Source: 2013/C 343/01
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B E A B o
EMERLE R R

PN T EEVEEE S

ZHBE -

5 B 7T F) A AR g
SLE -HERTROKEE

B Pl B HE R AR TR R A

REH BB~ BHRRCK
RB)ZERRY KRB
o |

A% © WHO Technical Report

Outside the EEA:

Any medicinal product “which is
deliberately and fraudulently
mislabelled with respect to identity
and/or source.

Counterfeiting can apply to both
branded and generic products and
counterfeit products may include
products with the correct ingredients
or with the wrong ingredients,
without active ingredients, with
insufficient (inadequate quantities

| of) active ingredient(s) or with fake

packaging.”

Source: WHO Technical Report
Series, No. 957, 2010

"|. Free zones and free
warehouses

|BaBESFEHREH
R

REBRRERZER A G
AHERABRERERABRE

BHAR IR R B B IR R AN

BRIz ey — R B E
AR o

Free zones and free warehouses are
parts of the customs territory of the
country or economic area or
premises situated in that territory
and separated from the rest of it in
accordance with national customs
regulations, .

-Good Distribution

GDP # & H %6 —2F 4 » | GDP is that part of quality assurance
Practice (GDP) FEAL B B G AR e 4k v pr | Which ensures that the quality of
% h1E REHIE T # ek Ak e > @ 4g¢# | medicinal products is maintained
. | s BB thrqughout all st‘ages of the supply
BN KE2AE - chain from the site of manufacturer
FETE Y A to the pharmacy or person
authorised or entitled to supply
medicinal products to the public.
Holding £ %% BEFH L o Storing medicinal products.
| Import &y A AT EWENEHARE & & | Allow goods to enter the customs
o AT territory of the country or economic
area. .
Manufacturing BZ BB pmisa2 T8 | Awritten authorisation from the
Licence = W(HES B LT R4 | national regulatory authority to
B W T T o ' manufacture (& distribute) those

medicinal products covered under
the licence.
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Procuring

gy

PEEH ~ EoE R
HEH W IRAT AT - R
78 TR

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

Public Service

BRI A% TR A 8

The authorisation/licence holder

BRIERFZANRWTE
B o

Obligations NEALSEE F A48 | shall, inrespect of a medicinal
UNE: S (E et 5B P90 MR AR AR protc;luct tha;;c lzsfs a};:tl.lal%ydl?esn placgd
kg . orsp 2 g | onthe market in its jurisdiction an
iﬁfj}f . BETHE | Jithin the limits of his or her
TR s responsibility, ensure appropriate
and continued supplies of that
product so that the needs of patients
in its jurisdiction in respect of such
medicinal product are covered.
Qualification ERRE TR ER B | Action of proving that any
L RS R NAT equipment works correctly and
B o actually leads to the expected
s 23 N results.
gjz‘ miﬁ RERA LR The word validation is sometimes
= & widened to incorporate the concept
of qualification.
Quality Risk BELEBEM4THER | Asystematic process for the -
Management L R4~ 44~ % | assessment, control, communication
e R R E B A G o and review of risks to the quality of
the drug (medicinal) product across
. the product life cycle.
Quality System AT G B R RAEAE S AR | The sum of all aspects of a system
=l R HEEZ AhEF mgiA that implements quality policy and
4% o (ICH » Q9) - ensures that quality objectives are
met. (International Conference on
Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use,
| @9) |
Supplying FRA Rt~ 458 - 3 & R | Allactivities of providing, selling,
TR EREETY - HEF - 42sMEqpt | donating  medicinal products to -

wholesalers, pharmacists, or persons
authorised or entitled to supply
medicinal products to the public. -
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Suspected falsified
(counterfeit)
medicinal product

S AU/ (1 B ) B

AT RE A T PR F IR
E
@%%%ﬁw’@%%&%&
¥& T~ 4 3% R M ME T A

wda o B4R B AL |

BATEIEN
DA RR it gy -

SRR ERERXRE?
THEE K

R sk oI REHREM
Bl B 408k L 3 o

Any medicinal product suspected to

have a false representation of:

a) its identity, including its
packaging and labelling, its name
or its composition as regards ‘
any of the ingredients including
excipients and the strength of
those ingredients;

b) its source, including its
manufacturer, its country of
manufacturing, its country of
origin or its marketing
authotisation holder; or

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

Temperature Ao ARR -15°C Deep freeze : Below -15 °C
B A 2 348 °C In a refrigerator : +2 to +8 °C
IEIE 48 B+ 15 °C Cold or Cool: +8 to + 15 °C .
o v - o Room Temperature: +15 to+ 25 °
f;m - ;__15 2 —f;& E p Ambient: The required storage
L IR IR Sh T temperature of non refrigerated
WA BE A RER L medicinal product; usually stated on
HRow B TEAER 25 °C 2T 1 | the product as ‘store below 25 °C’ or
£ TREER30°C LT ;- ‘store below 30 °C”.
Transport B e 2 M4 8% 5 » | Moving medicinal products between
L Re H R RABR w5 o | two locations without storing them
\ for unjustifted periods of time.
Validation FYRTR A ~ R ~ 3 fh - | Action of proving that any
B ﬁ B EH R AL E R | procedure, process, equipment,
B R T AT LR material, activity or system actually ‘
BmE) . leads to the expected results (see
| _ also Qualification).
Wholesale B W R ESE A 61,5308 ~ | Wholesale distribution of medicinal
distribution ki s AR JE - A Ry 8 | products is all activities consisting
FLEEE A 22 fF ;ﬁ— Sy A2 R G4 ,f of procuring, holding, supplying,
B B KR o importing or exporting medicinal
R products, apart from supplying
_ medicinal products to the public.
Wholesale BATHAR LS T B o415 Operator who conducts wholesale
distributor 2 o distribution activities.
L EH
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