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(INTRODUCTION)

It PIC/S 473! % 12 % B EMA GMDP
IWG ¥ # s SHpENLERF 2
2015/C 95/01 < i+ % A #> £ < PIC/S
GM(D)P txfc= £ R ¢ #3 5 PIC/S

The present PIC/S Guidelines are based on EC
document 2015/C 95/01, which has been drafted by
the EMA GMDP IWG and transposed for PIC/S
purpose by the PIC/S Sub-Committee on the

AV iR Harmonisation of GM(D)P.

Adpale L PIC/S #* 175 4p # ~ | These guidelines have been adopted by PIC/S as a
o2 PIC/S ¢ B 4 *g # 8 % p 7 /4 | guidance document. It is up to each PIC/S

TE IR TLEF 22944 2 | Participating Authority to decide whether it should
i g become a legally-binding standard.

These guidelines follow the same principles that
underlie the guidelines of the PIC/S PE 009
GMP Guide Part I1: Basic Requirements for
Active Pharmaceutical Ingredients Chapter 17

AR RR with regard to the distribution of active substances
and the PIC/S PE 011 Guide to Good Distribution
Practice for Medicinal Products.
;ka‘;] Pl A% B ol EZ@?J » | These guidelines provide stand-alone guidance on
BEREHF 3l Adp5] KT # “v | Good Distribution Practice (GDP) for importers
OREE R ﬁl H45(% = #%  J | and distributors of active substances for medicinal
%E'?) TR I EH R o g ¥ | products for human use. They complement the
Jo okl 2 4 1k fv F 4 o rules on distribution set out in the PIC/S PE 009
GMP Guide Part I1: Basic Requirements for
Active Pharmaceutical Ingredients, and apply
also to distributors of active substances
manufactured by themselves.
e Rkl Eip il 2 GigiEd > ¢ 2 £ | Any manufacturing activities in relation to active
e ST ALK RP & T | substances, including re-packaging, re-labelling or
ZELRALRRRF(F -3 Rk | dividing up, are subject to PIC/S PE 009 GMP
%) o Guide Part 11: Basic Requirements for Active

Pharmaceutical Ingredients.
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¥- % #B (CHAPTER 1-SCOPE)
11 | Adpalag * »e 4 % @ 2 Rk i@ | These guidelines apply to distribution of active
& o Jpopl 2 Prdp 7 T & #]:4 | substances, for medicinal products for human use.
SiE P g F A S B awR £ 4+ § 2 @ | An active substance is any substance or mixture
* G L% 52 3 »cs | of substances intended to be used in the
Lok g 8 . g o B s 227 | manufacture of a medicinal product and that,
MR EIE R 5 g 0 ViR 7 3B 2 % o | when used in its production, becomes an active
ingredient of that product intended to exert a
pharmacological, immunological or metabolic
action functions or to make a medical diagnosis.
12 | Adpsl2 p e R E i@ ¢ 7 | For the purpose of these guidelines, distribution
R %J o REE li'—f[%i\'ﬁ%J dt sk | of active substances shall comprise all activities
ity Ed o consisting of procuring, importing, holding,
supplying or exporting active substances, apart
from brokering.
1.3 Adp 3l 3 g * 3 RoR &Y B A $ o | These guidelines do not apply to intermediates of
active substances.
i r‘%??,f‘. 3% (CHAPTER 2 - QUALITY SYSTEM)
2.1 Rl EE A BT €2 aiF - % &2 | Distributors of active substances should develop
—,’E! FPAp B PR U422 R & B 32 | and maintain a quality system setting out
R g Bk bie BT R 'R B erin | responsibilities, processes and risk management
f2E E* 0T SR ARG #E R principles. Examples of the processes and
B AR 20 & F R & ¢ | applications of quality risk management can be
LU found in PIC/S PE 009 Guide to Good
Manufacturing Practice for Medicinal Products
Annex 20 on Quality Risk Management.
22 | &F iR HiE2 A B 2§ & | The quality system should be adequately
KA eni® £ 397 ~ K % 2 3% & 7 | resourced with competent personnel, and suitable
oo B RFE ¥ and sufficient premises, equipment and facilities. It
should ensure that:
() Jofl & e pit ~ ﬁ%l »~ ~ gE7F ~ & | (i) active substances are procured, imported, held,
& ﬁgj M¥a £ hplz GDP & | supplied or exported in a way that is compliant
Fs with the requirements of GDP for active
substances;
(i) 3B F S Fp ) (if) management responsibilities are clearly
specified;
(i) Rl A g 4 a0 BF R % | (iii) active substances are delivered to the right
I FEeni % % recipients within a satisfactory time period;
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(iv) * L 755 & hle Prig 7354

(iv) records are made contemporaneously;

(V) HEE

SRR TN W

(v) deviations from established procedures are
documented and investigated,;

(Vi) REF R G FIZRA B
¥ T 5 4% (CAPA) » 1
AR i

(vi) appropriate corrective and preventive actions,
commonly known as ‘CAPA’, are taken to correct
deviations and prevent them in line with the
principles of quality risk management;

;%K}z%'/'l‘%klpq 1?1 Eﬁ—t

(vii) changes that may affect the storage and

LR/ TR distribution of active substances are evaluated.

23 | wEA Ezw%*ﬂ LpE X[%"‘” {%_ié"ﬁtﬂ’ The size, structure and complexity of the

[CRCE ARER Y AR A ° distributor’s activities should be taken into
consideration when developing or modifying the
quality system.

¥=% 2% (CHAPTER 3-PERSONNEL)

31 |EH P RLE i {7 18 4 /rﬁv ¢ — | The distributor should designate a person at each
BHorip - ¢4 f 0@ % & 4 & | location where distribution activities are
7 dp LR LR BF A iR &k | performed who should have defined authority and
Send T2 g W»a‘ﬁ T 2. A B & | responsibility for ensuring that a quality system is
pfe 7 H BT oAkdg T2 4 R ¥ 4pi% | implemented and maintained. The designated
BRI A > e v FEL P FE person should fulfil his responsibilities personally.

The designated person can delegate duties but not
responsibilities.

3.2 S0 R EEH 2 2t A R &2 F | The responsibilities of all personnel involved in
P LHBGE o 4 R B4R R # | the distribution of active substances should be
GDP gz & R - 2 g2 5 i | specified in writing. The personnel should be
B oy 4 R KB v rr R R oL 2 & | trained on the requirements of GDP for active
WE TURIE -~ RE Y o substances. They should have the appropriate

competence and experience to ensure that active
substances are properly handled, stored and
distributed.

3.3 AR RERT AR Z DHRIEF 0 F | Personnel should receive initial and continuing
<y H B%Hz-#g i m%\ra‘ % ¥ 42" % - | training relevant to their role, based on written

procedures and in accordance with a written
training programme.

34 | BFFATT YRR ¥ P s 2 | Arecord of all training should be kept, and the
BRI FRE v 2o effectiveness of training should be periodically

assessed and documented.
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¥r&§ ¥ (CHAPTER 4-DOCUMENTATION)

41 |2 ite g A ARNT A5 T R | Documentation comprises all written procedures,
TF F e ARA ~dp 4 > £ X k4&Z | instructions, contracts, records and data, in paper
By o 2 Rk 2 B ,EEMB’» o i& | or in electronic form. Documentation should be
S B ApsiAp M2 15 v 2k | readily available or retrievable. All documentation
AR MR KT R related to compliance of the distributor with these
guidelines should be made available on request of
competent authorities.
42 | MEHPFEE R PR A | Documentation should be sufficiently
I A IRFE, 00 R OV B f£a7:E | comprehensive with respect to the scope of the
BB ERE T PareaniE S | distributor’s activities and in a language
PR understood by personnel. It should be written in
clear, unambiguous language and be free from
errors.
43 |2 ¢ srigiFaiEe L /% X T | Any alteration made in the documentation should
I op Ep R LR LiFH B ke | be signed and dated; the alteration should permit
T oo ff PF o L rxI®d ek o | the reading of the original information. Where
appropriate, the reason for the alteration should be
recorded.
44 | & =4 B RV AP E8 H R 57 | Each employee should have ready access to all
FARM 2 2 i o necessary documentation for the tasks executed.
#2 5 (Procedures)
45 | @ &5 f‘%ﬁ R R R # 5 5 <0 | Written procedures should describe the
EHER T A e 35 B chd e 4 | distribution activities which affect the quality of
AN BETF f’vi%—wm,ﬁ o2 ( 7 | the active substances. This could include receipt
AR )~ #2502 ek &~ B3 | and checking of deliveries, storage, cleaning and
E % 27 48 R 5 e | maintenance of the premises (including pest
B8 i@ few izt 5 o control), recording of the storage conditions,
security of stocks on site and of consignments in
transit, withdrawal from saleable stock, handling
of returned products, recall plans, etc.
46 | A D f F & F & k2 % R % | Procedures should be approved, signed and dated
BN FR TP P o by the person responsible for the quality system.
A7 | BEFBF R R F xT K P8 iT | Attention should be paid to the use of valid and

ERRF o2 R FLE (AT K
A~ TRARA P 2 R
RS % SEF A AR R LAk

i AR R R P AR A

approved procedures. 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
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1R AR R A

prevent inadvertent use of the superseded version.
Superseded or obsolete procedures should be
removed from workstations and archived.

(Records)

4.8

LB o LN E - TR
e el R TRy £ &
P S AREIRC - MR Nt A N
FTRALFE R TP PRI - E oI
B %P2 R E BB EEL

Pt 2EH i")iﬁ °

Records should be clear, be made at the time each
operation is performed and in such a way that all
significant activities or events are traceable.
Records should be retained for at least 1 year after
the expiry date of the active substance batch to
which they relate. For active substances with
retest dates, records should be retained for at least
3 years after the batch is completely distributed.

4.9

i

F R | SRS IR
il Emp P~ b’?q‘f'%‘?
ﬁ'—‘ﬁ-ﬂii"—“—fﬁmﬁ?{i& Y

ERF IR Wi R (407 4p k)
FAE AR 2R A R B
hto K& EAE A - KRR E P g on
T mE R I RAEERE S E
i o R e R T

¥T B8 e Brd 3

4
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Records should be kept of each purchase and sale,
showing the date of purchase or supply, name of
the active substance, batch number and quantity
received or supplied, and name and address of
the supplier and of the original manufacturer, if
not the same, or of the shipping agent and/or the
consignee. Records should ensure the traceability
of the origin and destination of products, so that
all the suppliers of, or those supplied with, an
active substance can be identified. Records that
should be retained and be available include:

() #p ~ REER - PEAEE
R IR K

(1) identity of supplier, original manufacturer,
shipping agent and/or consignee;

(i) =opm - Al p&
B[R A

(i1) address of supplier, original manufacturer,
shipping agent and/or consignee;

(i) #ppim ¥

(ii1) purchase orders;

(v) XFEE/FFE gz @4

(iv) bills of lading, transportation and distribution
records;

(V) ffce

(v) receipt documents;

(Vi) B S d A

(vi) name or designation of active substance;

(vii) %3 }‘im%“%f{,

(vii) manufacturer’s batch number;

(viii) ~ 7P E > ¢ T
#PZ S

’

(viii) certificates of analysis, including those of the
original manufacturer;

(iX) R2p IS R>cp o

(ix) retest or expiry date.




¢ R

¥IF TEF2 X#E (CHAPTER 5 - PREMISES AND EQUIPMENT)

5.1 TEHT2 X R § ¥ X4y xg | Premises and equipment should be suitable and
% AL #EAE § chRETF 2 Bk i3 4 (4o | adequate to ensure proper storage, protection from
Frfs %~ B RATHELS F B 1254 | contamination, e.g. narcotics, highly sensitising
B & e B2 R Eaud o materials, materials of high pharmacological

activity or toxicity, and distribution of active
substances.

52 | &7 % P2k A K4 | They should be suitably secure to prevent
AR unauthorised access.

5.3 FE R opL 2 s B2 % & £ PIRR | Monitoring devices that are necessary to
B v g meniR B T ik BB 1% F_en | guarantee the quality attributes of the active
PRAZE (TR o substance should be calibrated according to an

approved schedule against certified traceable
standards.

¥ i¥# (CHAPTER 6- OPERATIONS)

37H (Orders)

6.1 | HARFER > Wi B 5 ~ [ 2 | Where active substances are procured from a
BRERFApZREFTE manufacturer, importer or distributor that

manufacturer, importer or distributor should be
registered according to national law.
Jz § (Receipt)
6.2 JR BT R B 3 R #r | | Areas for receiving active substances should
R S R JEA - (R f protect deliveries from prevailing weather
BG RE IR 2 R E R A | conditions during unloading. The reception area
SRR I e S IR TS should be separate from the storage area.
Deliveries should be examined at receipt in order
to check that:

(i) 27 BALH (i) containers are not damaged,;

(i) *75 % 24F5% % = &2 A3 & | (i) all security seals are present with no sign of

R tampering;

(iil) H&or 2. = FEtE s @ * | (i) correct labelling, including correlation

2. LB R H;u?» 7}5 fe P> 2 [ e | between the name used by the supplier and the

M ES S in-house name, if these are different;

(iv) ¥ 2~F e & T3 bil4e4 #5938 | (iv) necessary information, such as a certificate of

2= S analysis, is available; and

(V) #eje2 Rl BB H - ko (v) the active substance and the consignment
correspond to the order.

6.3 | 3t EdE e KA ¥ il X | Active substances with broken seals, damaged

8
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SRR ERERES S AR

A 2T F k .,‘m‘.»%t,llf,ﬁ,_,gﬁ_’_@g% % H

packaging, or suspected of possible contamination
should be quarantined either physically or using an
equivalent electronic system and the cause of the
issue investigated.

6.4 |HEBFLET NPk %i% ' 4o/ s | Active substances subject to specific storage
FAE TR ERSRAEZ A S | measures, e.g. narcotics and products requiring a
Fo: TryERT 3 5 dp 7 {o4p M | specific storage temperature or humidity, should
EERTEFRT o be immediately identified and stored in

accordance with written instructions and with
relevant legislative provisions.

6.5 | ¥ FH PR LS ﬁi%J ~ 2 kL | Where the distributor suspects that an active
ZEV N E B 2R H R 2 F 4 | substance procured or imported by him is falsified,
2V E a4 20 F 3k B4 R | he should segregate it either physically or using
o T Al g o an equivalent electronic system and inform the

national competent authority of the country in
which he is registered.

6.6 |dEF 2 Rt AT ~ B HIE Rejected materials should be identified, controlled
oo gt H K Epedg @ * 2t @i¢ 2 | and quarantined to prevent their unauthorised use
- W EH M PSR chk 47K | in manufacturing and their further distribution.
= AP Records of destruction activities should be readily

available.

%% (Storage)

6.7 | RALE RE f[%@; e % & i 2 2 e | Active substances should be stored under the
s 4o B PR R AoR A 34 0 £ | conditions specified by the manufacturer, e.g.
BRI A R [ R e 58 o | controlled temperature and humidity when
REGFIEE RS UE R F 5 % &0t | necessary, and in such a manner to prevent
L&Y % EF & 4z 4 R = | contamination and/or mix up. The storage
HEL - conditions should be monitored and records

maintained. The records should be reviewed
regularly by the person responsible for the quality
system.

6.8 | ¥ 7 & e hEFiE R s % E & | When specific storage conditions are required, the
AR I R TSR TR storage area should be qualified and operated

within the specified limits.

6.9 | R/ R4FIFE T ¥ L4~ A& | The storage facilities should be clean and free

B2 B o ok B~ KJp T 1 4 % 12
Bk R BT A P R 2
=4 o

from litter, dust and pests. Adequate precautions
should be taken against spillage or breakage,
attack by micro-organisms and
cross-contamination.

9
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i There should be a system to ensure stock rotation,
e.g. “first expiry (retest date), first out’, with

T RSN RN kY @’ regular and frequent checks that the system is

T 30 4 &5F I % Sk S48/ | operating correctly. Electronic warehouse

»L o management systems should be validated.

6.10 | BR2E > - & A mixRE 3
o 4ol L ﬁp( p)iﬂ
Rk 5L

6.11 i&ﬁ * 2 p #enp ol 2R 2 F 8> | Active substances beyond their expiry date should
e %4 20§ F k Kii€4% 8 2 | be separated, either physically or using an

E ER FA M S N 2 A equivalent electronic system, from approved stock

and not be supplied.

6.12 | ol & enpk g 2 iF ﬁi%Ji *bpF> @47 | Where storage or transportation of active
R Fr iR ;LJ‘F{ P By X %P5 i % <h&g | substances is contracted out, the distributor
WA E L eF 3K 2 @ | should ensure that the contract acceptor knows
BPEw &R &Y FEE LS | and follows the appropriate storage and transport
# = ﬁfﬁ‘fg% o R4 ;fw‘ﬁ Z 5 $48 » X | conditions. There must be a written contract
?’«J‘Ff 7 7 g erd 2L ahix e 1 1% | between the contract giver and contract acceptor,
o which clearly establishes the duties of each party.

The contract acceptor should not subcontract any
of the work entrusted to him under the contract
without the contract giver’s written authorisation.

2} %% = (Delivers to customers)

6.13 Bl W d ik BN 2 AL F 2z | Supplies should be made only by distributors of
mb’a' AL EE A E =G H s 3F 4| active substances registered according to national
o'l law to other distributors, manufacturers or to

dispensing pharmacies.

6.14 | AL 2 i i %] 13 B R T iE 2 38 | Active substances should be transported in
* 2

ﬁi%J VI ERESF g H RS 5 3 B2 | accordance with the conditions specified by the

e 3% o A ELs =t 2o BRI RERF | manufacturer and in @ manner that does not

W oTH REF BeR & Pk 4F | adversely affect their quality. Product, batch and

VR Bk i oo container identity should be maintained at all
times. All original container labels should remain
readable.

6.15 | B # 3 7 % AT yERE P RPLZE 2 3F | Asystem should be in place by which the
renjie, i HEw o distribution of each batch of active substance can

be readily identified to permit its recall.

T (Transfer of information)

6.16 |F4 [ T g @ = &Y %0 | Any information or event that the distributor
EiwF M EE o ¥ ki o4p B E | becomes aware of, which have the potential to
= oo cause an interruption to supply, should be notified

10
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to relevant customers.

6.17 | B4 7 R R AL 2 W i R T Distributors should transfer all product quality or
RS TR ERTASEL % regulatory information received from an active
2o BRI 0T A 4 5 R | substance manufacturer to the customer and from
AL R Ry o the customer to the active substance manufacturer.

6.18 | B RALELE ¢ uFHF > Bk & | The distributor who supplies the active substance
Fokl 2 2 B3 e r?f]a- ¥4yt > % | to the customer should provide the name and
Heorig et 8o % p 33 B2 R 4> | address of the original active substance

LT P fuﬁa .LM “

manufacturer and the batch number(s) supplied.
A copy of the original certificate of analysis from
the manufacturer should be provided to the
customer.

6.19 | E4H ikl M2 & £ R | The distributor should also provide the identity
FLaE s Jp @i By o sl o R ?\1:@ of the original active substance manufacturer to
BMF IR SERTEZ NEFE competent authorities upon request. The original
i g R (Rt o TALRE ) R a‘ﬂ manufacturer can respond to the competent
Sd W RPIE) - authority directly or through its authorised agents.
(In this context ‘authorised’ refers to authorised by
the manufacturer.)
6.20 | ~ 17EM F ehdF TR PP 4B 0 | The specific guidance for certificates of analysis is

BRprUg R (F RN
Z)PE 009 % 11.4 & o

detailed in Section 11.4 of PIC/S GMP Guide Part
I1: Basic Requirements for Active Pharmaceutical

Ingredients PE 009.

¥-F % - ¢ %2 vz (CHAPTER 7 - RETURNS, COMPLIAINTS AND RECALLS)

7.1 W@ w okl & R 3w 2FE 402 i | Returned active substances should be identified as
G such and quarantined pending investigation.

7.2 C BRI p 2 R % W5 & | Active substances which have left the care of the
FEuf & T oarg i 4 e i@ w 3| | distributor, should only be returned to approved
V4 e SR stock if all of the following conditions are met:
(i) Z Rt ZEirixg kA ® 7% | (i) the active substance is in the original unopened
YOG T RE 23 & | container(s) with all original security seals present
IR A hF R and is in good condition;
(i) S@ MR EF A ¥ aif | (i) it is demonstrated that the active substance has
ET R E R e 5 P e B8 | been stored and handled under proper conditions.
Lokt o F Written information provided by the customer

should be available for this purpose;

(iil) ¥ dx 4R e R (iii) the remaining shelf life period is acceptable;
(iv) ZRhpLZEe d &2 2L e = 25| (iv) the active substance has been examined and

11
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Tl B E A B R G R T

.
v s

assessed by a person trained and authorised to do
SO;

(V) A% 4 Fu/v gt 4 o

(v) no loss of information/traceability has
occurred.

W Y R ROREE e B H o
2R IEE 2 BRSNS
WP oo & B PF BT 2 R
REDST] Bt mE B F U
i RS Tk

This assessment should take into account the
nature of the active substance, any special storage
conditions it requires, and the time elapsed since
it was supplied. As necessary and if there is any
doubt about the quality of the returned active
substance, advice should be sought from the
manufacturer.

73 | 3w hflEs SERS o ii*wi Records of returned active substances should be
—il v itz v E e maintained. For each return, documentation
should include:
() #RFE3w2 Ryl * 4 %% | (i) name and address of the consignee returning
B oak; the active substances;
(i) B nqie LR #L2 | (ii) name or designation of active substance, active
FE AT KT substance batch number and quantity returned;
(i) w32 d (i) reason for return;
(iv) ¥whplzi@ * &gk 2 H | (iv) use or disposal of the returned active
AR substance and records of the assessment
performed.
74 | E3 XEFFRE MDA R A | Only appropriately trained and authorised
Vg iT Rl Ew FIE 3 8% 3 ¥ 4 | personnel should release active substances for
8 R F2 RoklE s Hacl Rk B3 | return to stock. Active substances returned to
Bk kL3 pRiE I o saleable stock should be placed such that the stock
rotation system operates effectively.
¥ 22 w2 (Complaints and recalls)
75 | &#HmA v e e a2 75 ¢ | All complaints, whether received orally or in
FOHRERE G ﬁﬁ» ‘v Zsd % A | writing, should be recorded and investigated
Hooft g MR ESFTY 372 F | according to a written procedure. In the event of a

G S R E L R L R
A P AR L E BT e el

RV

k3
F o
T
‘?‘“

SIERE- HafFd e ¥ RR
et afed F 25 FARGELD
-} I‘j‘@/ifbo

complaint about the quality of an active substance
the distributor should review the complaint with
the original active substance manufacturer in
order to determine whether any further action,
either with other customers who may have
received this active substance or with the
competent authority, or both, should be initiated.

12
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The investigation into the cause for the complaint
should be conducted and documented by the
appropriate party.

7.6 e g E 2 Complaint records should include:
@i ¢ ;”r-‘ﬁ ek L E B oy (1) name and address of complainant;
(i) 4% I13% ¢ /et 2 4+ 2~ 58 #7(4e | (i) name, title, where appropriate, and phone
EEPF)E T ERAE number of person submitting the complaint;
(i) ¥ grenn B 7 R 242 | (iii) complaint nature, including name and batch
FE number of the active substance;
(iv) = 3]¥ Fenp B (iv) date the complaint is received,;
(V) A= 4ok B-cnizds > 7 #B~3% 7 % | (V) action initially taken, including dates and
ZPpHEARNEL identity of person taking the action;
(Vi) =P 9T B2 3 BT 5 (vi) any follow-up action taken;
(vii) =% R ¥ 27 4 ehw i o 7 ¥ | (vii) response provided to the originator of
Iw Renp H complaint, including the response date;
(viii) ¥ 2% 3 =0 op 2 g % 4 | (viii) final decision on active substance batch.
',"’L °
7.7 LG ARE - A S4p B Y JRHE R 2 | Records of complaints should be retained in order
B M0 i g B3 4 e = e | to evaluate trends, product related frequencies,
(EEpr)ecd %% 0 ¥ PR 407 | and severity with a view to taking additional, and
HF e if appropriate, immediate corrective action. These
T R4y B F 8 4 PipFit | should be made available during inspections by
o competent authorities.
7.8 A R X R &2 k% i B | Where a complaint is referred to the original active
P 3BT AT 2 K4k e 7 f&| substance manufacturer, the record maintained by
Tkl 2 2 ] 1% B AT B enix e w | the distributor should include any response
& e3P 2 REDFTR o received from the original active substance
manufacturer, including date and information
provided.
79 |3 EEAV B R 4 &2 FRpF i | In the event of a serious or potentially
Warg # s MRS I8 R 2 ¢ 8 | life-threatening situation, local, national, and/or
T HGIH R A o international authorities should be informed and
their advice sought.
710 | &7 2 o A2R 0 K T R % kY v | There should be a written procedure that defines
T IR o the circumstances under which a recall of an
active substance should be considered.
7.11 11 | The recall procedure should designate who should

be involved in evaluating the information, how a

13
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WArat g o R R e R R v T

e ©

mdp R AR (FE%315) &
By g e

o

recall should be initiated, who should be informed
about the recall, and how the recalled material
should be treated. The designated person (cf.
Section 3.1) should be involved in recalls.

¥ A% pAE$ (CHAPTER 8- SELF-INSPECTIONS)

8.1 BRI Apsl 2 78 B &4 1840 | The distributor should conduct and record
PRAGFI 8p AE P o self-inspections in order to monitor the
implementation of and compliance with these
guidelines.
8.2 | Bikpeyr zehpFir 4 H 7 =¥ hp | Regular self-inspections should be performed in

SEP

accordance with an approved schedule.

14




i (ANNEX)

F# gy 512 psE A (Glossary of terms applicable to these guidelines)

# 3?’ - 2 R =
- BEARY & - k7" 4% | Aspecific quantity of material produced in a
voard & 2 T E 0 B 0 ] | process or series of processes so that it is
pAR P AR T U E o E 35 | expected to be homogeneous within
Batch Feno pig fiend 29 > — B | specified limits. In the case of continuous
N 7 AR F Y% 4 A 4% | production, a batch may correspond to a

AR R BT B F - F
TR AHETERFFREN
it A2 B R .

defined fraction of the production. The
batch size can be defined either by a fixed
quantity or by the amount produced in a
fixed time interval.

Batch number

%"ﬁ'k.V_JJ ;ﬁ;}*h =X Z_ ﬁﬁ:;j_ N A
[ FgianfbiFe & o ;ﬁ g

A unique combination of numbers, letters
and/or symbols that identifies a batch (or

pLEE TR A A2 EH SR | o) and from which the production and
g e distribution history can be determined.
- FTRBALE > EHERIE | The demonstration that a particular
o v g gmiE 2 d sf 4+ | instrument or device produces results within
Calibration ERIFFI N 9T A 2 ihig % & | specified limits by comparison with those
A At M H A 4 2 2% A | produced by a reference or traceable
FEULEPN o standard over an appropriate range of
measurements.
Consignee B A ZE D SELY | The person to whom the shipment is to be
E S delivered whether by land, sea or air.

Contamination
~ 4

R ~P A S A E S
A ~pER b EAEL e
FogErAEEP @R
Bt 8P 2B
BRFR

The undesired introduction of impurities of
a chemical or microbiological nature, or of
foreign matter, into or onto a raw material,
intermediate, or active substance during
production, sampling, packaging or
repackaging, storage or transport.

Distribution of
active substances
T L % il 4

All activities consisting of procuring,
importing, holding, supplying or exporting
of active substances, apart from brokering.

Deviation

Departure from an approved instruction or
established standard.
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* 3 2 i
B EE 2 F B/ARS 974 | The date placed on the container/labels of
2. P ¥ dp 3% RO 474y | an active substance designating the time
_ THP RN o dokE s fdr B 2e0 | during which the active substance is
Expiry date ) o .
5 4 EET L wHp FadE A% % | expected to remain within established shelf
x poHp

YRR, T Az 2
3 ST

life specifications if stored under defined
conditions and after which it should not be
used.

Falsified active
substance

B~ ZFRPE

ERLG TR REL R

=g
a) RALZE o> ¢ fEH e

2T LS M E RS

AR R B & A e
by # k& - s i’é’ﬂ?\lﬁﬁi‘
?ileﬂ?\ 2 h AR

Qﬁﬁﬁ’f%%ﬁfﬁﬁ

AR BE ehie drEr 2 2 o

Any active substance with a false

representation of:

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

b) its source, including its manufacturer, its
country of manufacture, its country of
origin; or

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

Holding , . ) )
o e Rk o Storing active substances.
ERATHERPE2ZEH 3 | Adocumented description of the operations
M2 FH 7eniv ¥~ FH P2 | to be performed, the precautions to be
Proce}iure FEE FER 2 ¥ h i+ | taken and measures to be applied directly
= LI o or indirectly related to the distribution of an
active substance.
Je 3 Ry i » FAHEWEA Obtaining, acquiring, purchasing or
Procuring BEE N W R R buying active substances from
P d % manufacturers, importers or other
distributors.
Quality risk LA 4 S A R | A systematic proF:ess_ for the ass_essment_,
management e W R AR - IR 2 control, co_mmunlcatlorl and review of risks
SR WA hh )k B AT e to the quality of an active substance across

the product lifecycle.

Quality system

%2, 4L
rr{*' }FT PR

(ICH Q) -

The sum of all aspects of a system that
implements quality policy and ensures that
quality objectives are met (ICH Q9).




* 3 = 2 R=
th Bakr F 4 H w3 22| The status of materials isolated physically
Quarantine N MRSk i o 1T F 15 5 | or by other effective means pending a
I 3/ 5 PR EY o decision on the subsequent approval or
rejection.
T - R REE - RS Mg | The date when a material should be
Retest date ) .
H AR & @ * enp oo re-examined to ensure that it is still suitable
E%pE
for use.
5 R 48 TR R A2 | All activities of providing, selling, donating
Supplying I EH N F R8¢ fuehis | active substances to distributors,
R o pharmacists, or manufacturers of medicinal

products.

Signed (signature)

The record of the individual who
performed a particular action or review.
This record can be initials, full handwritten

K - LB R
(%8 %) SRFEIPFVROTFIER - signature, personal seal, or authenticated
and secure electronic signature.
Transport ad B B2 B # # k¥ | Moving active substances between two
(transportation) | # » H j32c A 42 # § pF | locations without storing them for

Wi (1)

unjustified periods of time.

Validation
i

- BE vzt d o H-
Brilfes A ks B
BRFHEL EHFY - R A
23

b AR R e R

A documented program that provides a
high degree of assurance that a specific
process, method, or system will consistently
produce a result meeting pre-determined
acceptance criteria.
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