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1. DOCUMENT HISTORY (CCEZ0DRBRE)

Adoption by Committee 12.11.2009
ZERIC L BHIR 2009411 H 12H

Entry into force of Pl 030-1 01.03.2009
P1030-10%8%h H 200943 H 1H

2. INTRODUCTION (XU ®IiZ)

21 (ICH Q7 D&E%)

The adoption of ICH Q7 as the first truly harmonised GMP guideline for active
pharmaceutical ingredients (APIs) and the associated development of regulatory frameworks

to implement the guideline as a regulatory standard mark the beginning of a new era of
regulation for medicines.

ICH Q7OHAIE, EIM OGN LTI ROMGE Y 25T b DO Th o7z, RERGIL,
ICH Q7/%. JAZK (active pharmaceutical ingredients; APIs) (2 DWW TCOEIZ (GRIE : =R T) 0L 7=&A))
DCMPH A Z L ATH Y | EHHHIE COIREREL LTOHA X v R EFE T 572012, R
BT B E BT L LI b DN Th S,

2.2 (PIC/S T® ICH Q7 D)

The adoption of ICH Q7 by PIC/S occurred in May 2001 with the current version of the
guideline having been available since 1 September 2007 as GMP PE 009 (Part II).

PIC/ST®ICH Q7TO8MIX, M A T A DRI FEZN L7=20014F5H Th v | LIk, GMP PE
009 (Part )& L CRIFH ST\ 2%,

23 (ICHQ7 ZFEITTAHKRKDEM)

The primary objective for implementing ICH Q7 is the reduction of the risks associated with
the manufacturing quality of APIs and this cannot be achieved without an effective inspection
system which addresses the specific aspects of the global API industry.
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ICH Q7% 3T+ i KD ML, HiE SN HAPIONEICED D Y A7 KT 5 2L Thd, =
UL, 7 — L2 APIEE R O R LA 22T ISR U T2 R R 7R 2R S AT A DAFLE TR LTI IERR
TERU,

3. PURPOSE (E®)

31 (ZOXLFEDOERERN)

It is recognised that due to their background and experience the majority of GMP inspectors
are more familiar with the inspection of finished products. Therefore, to assist inspectors not
specialised in the inspection of API manufacturers this document has been developed to
provide training and guidance for the preparation and performance of such inspections.
ZOHE RO G GMPELEE ORI /7L, 2N E CRERGOBZIZEAB LA TN, Z &
X, JRKFBOOLNTWDITTH D, Thdx, APIHLEREZ OEENHI CTLRVWERTEEXET D
eolZ, ZoXFEZHE L, TORKE LTE, OO LI RELEDOIMETLDDbD L L
T, BLUOO@ZD L) REROUE & FRDOTDDHA X AL LT, Thd,

32 (ZoXEOMOEBROMAIME)

This Aide-Memoire should also contribute to a harmonised approach for inspections of API
manufacturers between the different PIC/S Members.

Z OISR, BE& ZRPICIS A L R—[E OB OAPIFLER(ZE OB LRI L CORM LT 7 ua—F
WHEBT2HDOTHA D,

4. SCOPE (@ A#:H)
41 (ARXEBOEWEF 2 E~DIHEREE)

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.

FATIREAU TR, T OCEIT GRIE : Bex 2o e B0 F U 2 )i S 72) BT OIRFEL 72> T B,
ASCET, HITREIT-CEN A FOMRREZRET S Z EIZHME LTV,
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42 (BRNZED APl IZET 2 EEHA~DFRL)

This Aide-Memoire focuses on the preparation for inspections and chapters and/or sections of
GMP PE 009 (Part 1) which are specific to the inspection of APl manufacturers or critical for
the quality of APIs. For sections which include requirements similar to those in GMP Guide
Part | devoted to Finished Products such as personnel, documentation, etc., Put refer directly to
GMP PE 009 (Part II).

Z D ki,
O ELEOHE L .

© APIOBUESEF TR R B D WIZAPISO B ICEE 72
GMP PE 009 (Part 1) D/ Hilz D>\ T,
ERZzAEbE T,
7ok, BRI 5 GMP Guide Part IO Z 4L EFEL L TV D Bk EIE (B 2 13 E ., SCEED
£ 97) O a Tk LTiE. GMP PE 009 (Part 1) D SRIE A EHEICER S Lz 0,
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5. AIDE MEMOIRE f{#=#k

1. Preparation of APl inspection  (JREKZE R D%E(H)
Inspection Workflow Supporting preparatory state
Element DTN documents (check box)
EROER v BT 3o AR EE
Inspection Review the reports of any recent inspections carried out Inspection reports oK I
history and the outcome At
T :néfmﬁotﬁé@%ﬁmﬁﬁmowf@ﬁ%%
ZlbEa—15%
If appropriate, contact the inspectorate that conducted the ok
last inspection to verify the information
b LZENDEYRIGE . HREERT D7D, 5
DELEEATHILEELNR L a2 7 b et
Basic D_etermme the number of different APIs produced at the Products Quality ok [
information site Review(s) (PQR)
Mz 2R YA ) S URr==S SEE ) K SH A~
elated to the | S AZIGERT CUGET B A MO M A 5 BB L
APls (PQR)
APIZBET 2
FEAHIR L
Determine the classification of the APIs (antibiotics, ok O
hormones, cytostatics etc.)
FRIEDORX 3 EFARD (FUAEWME. FE s MIEEH
Al Ceam) )
Determine the intended use of the APIs (topic, oral, ok [
injectable, inhalation, etc.)
FED R &+ 2 HiEzefi~sd (BT, &, EH,
LN,
For each API, establish;
BRI LT, ROZEEMND
- grade (freeze dried, micronised, sterile, etc.); ok
7 L— I (RS, Pokirb, WERE)
- batch size; and oK I
Ny FHA R BRLO
- number of batches produced per year ok [
AR BLET 58y TR
Basic Determine if the facilities are multipurpose or dedicated Site Master File OK o

A A RE—T 7

FRRICIILTRER BB IR A TRV E S, RIUIBRTY, HBTLITBIS TR ESNTIToTTF SV,




AIDE-MEMOIRE Inspection of Active Pharmaceutical Ingredients, PI 030-1, Jan. 2009, 7/51 B Ier SCie“tiﬂ

1. Preparation of APl inspection  (JR3K# 22 1 ¥&(i)
Inspection Workflow Supporting preparatory state
Element Yy documents (check box)
EROER : BT CE YEA AR 7
information WA 2 BE) (v =) M, MR, | A
related to the D
site
BTG RT
% AR 7ot
it
If APIs are potent or highly toxic determine the oK I
containment measures
H LAPISBETEES 5 WITE W EEE T 50 TH
U, HTIADFHEEZTRD,
Review a list of manufacturing equipment ok [
HERRMEROY A b EZ L E2—T 25
Review a list of SOPs ok [
SOPsDY A &L Ea2—F 5
Review the flow of personnel and materials through oK [
finishing areas
RAEMLXIICED ETO, NS FEMEIOBEI# A L E
2—7%
If manufacturing operations, products or services, are SMF ok
outsourced establish the name and address of the
YA h~AF—=T 7
subcontractors
b UBEOEE . Wb 5 I — 2 esmEieL | 777
TWSDTHIIE, ZDOEFETRDLFLAEFT & Rt
%)
Basic Review: (LI T# L B =2—9 %) Pharmacopoeia; ok [
information B35
related to - AP specifications and test methods; CEP; oK [
processes RO & SERTE (EP i & MERERA)
a2 2B ASMF(previously
%37 HAcfs | - Process flow charts; DMF) ; ok [
5 FatADTa—F ¥ — (R~ AX—7 57
AV 5 LHTODMFT
- Detailed description of the process; H5) oK I
7ot ADFEMAR R CTD part 3.2; Batch
Manufacturing
- Stability studies results; Record if ok

2 E PERRBR DR R

appropriate ;
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1. Preparation of APl inspection  (JR3K# 22 1 ¥&(i)
Inspection Workflow Supporting preparatory state
Element Yy documents (check box)
EROER : BT E YEA AR 7
EsAA JELA
- Impurity profile; bLEITD 7H = ok [
T 7T a7 7 A CTD part 3.2 /3 >
F RGO
- API starting materials definition etc. ok
APIDHFEME DIE 7R &
If appropriate, contact assessors of the dossiers oK I
b LA T 2581k, CKRBEFFED) RMIEFEO
i (assessors) & &% & D
Review validation status Validation Master ok [
NYF—va rORME L E2—F 5, Plan; list of activities
scheduled
NYF—vgr~vA
A —7F v FHE S
TN DIER D Y A
k
Changes Review recent major changes (new product, equipment, ok [
oyl building renovation or extension etc.)
BT OEERET L2 L E2—95 (FOR, s,
B DOBUE & D WTIEER L)
Review scheduled major changes oK [
ST IN TV FERLEFE L L E=2—T 5
2. Quality Management System  (FWE~X TP A bR T A)
Area of s i
operations / Notes Crucial questions/ Show me dL;ES:nre:]:S Response
items T EEIE HBELREWHRREZTAL0 B (check box)
YEZE XA =
Internal audits | Approved and documented Are internal audits being performed as 2.40 Yes [J
(Self schedule, which covers all GMP | scheduled?
inspections) activities available WNEBREAS X A 7 2 2 — Vi@ D AT No [
NEEE (G ABIh, poXFE I | cvs e
o) Al a—)v, ZHFETD
GMPiE@) % 77 /85— LTy % Z | Can they be substituted by third party Yes []
L audits?
Z OWNEREEAIT, B =AHBIC X D No [
BRI S A DS RIHED 2
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2. Quality Management System

(FE~RXTP AL R RAT L)

Area of .
operations / Notes Crucial questions/ Show me Zl;gsomr::zg Response
items T EEE BEEREUREREZTHH0 A E (check box)
e X E
How is the frequency of internal audits
determined? O Year
RE SN NEREER T & O OB
TN
Composition of the team Is the composition of the audit team Yes [
appropriate determined according to an SOP? ’
(NHER, B AR F— | BEF—ADMKIT, SOPIZHE-ST No [
ADORAITHEEI TH D Z L REINTNDEN?
Has consideration been given to: Yes [
UTOHEHAZEZFELTNDN?
- Conflict of interest No [
FFE OXE L
- Code of conduct Yes [
1TEhOHIEG
No I
- Qualifications Yes [
(FEAEED) WL
No I
- Independence from the area being Yes o,
audited (e.g. Who inspects the QA Noo
function)
BEAT 3~ X AR B O
(B Z 02, FEDSQABKRE A & 2295
M)
Qualification of any external How is the suitability of external 240, Put conent (=
. . 3.30 AV RFEA) ¢
auditors auditors assessed?
SER AT B O MRS AT SNBOBEEB OB 2 LD L DI
AL TV BE 0 ?
Effectiveness of the system to How does the company ensure that 241 Put comment (=

plan the corrective and
preventive actions
EIEHE S L OTiHE % L
BT DHVAT LARAHTH S

corrective actions are effective and are
completed in a timely manner?

ZOEHKT, RIERENDRIAT
bhicZ b, BLOFA LY —IT5%
TLEZLOMERZ, EDOX DT

AV RREA)
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2. Quality Management System

(FE~RXTP AL R RAT L)

Area of .
operations / Notes Crucial questions/ Show me Zl;gsomr::zg Response
items EBFEIE HERBERRREZTDHO A E (check box)
e X E
& STNDHN?
Verification of the completion of
an action
HLAFEDE TIZ 2V T O
BIATLBDD = & . Put comment: (=
How do_ they c_heck the effectiveness of Xy R EEAD
preventive actions? -1
TRAHEEO AL LD X HIZF =
v 7 LTCWBHN?
The flow of information is How is the responsible management 2.41, F)’(Ut/(:(;m;igt]\():
effective informed about the results of the audits? | 2.18 i '
BROWNPIRNTH D Z | BEORERIZ OV THEEEZ T2
& WREEIIED L T E0?
Product Regular PQRs performed in a Is the data evaluated for the presence of | 2.50, Yes |:|,
Quality timely manner (e.g. within three | trends, and are these acted upon? 2.51
Review (PQR) | months from the end of the F—2E K L ROFEIZHOWTEE No [
BT L B period being evaIL\Jated). LTV B2
o (g | 2RV TREITETEINOE | 2L vy R o BRI,
KL E ) PQRsZ T % Z & (BRI, | 5z b 5T D72
I &V DR D
37 HRLIN) Are complaint, out-of-specification Yes [,
. (O0S) and deviation investigations,
Data from in-process controls, . .
. reported, considered and evaluated in
batch rel'eas.e ar'1aly3|s aer other the PORS? No [J
key quality indicators e included L HUANO0S). Bk O
TRNEE, ANy FHMOE | pigdg, @5, %L, 2LT
OOGH, BEOMOEEL | pQRs Tl % LT 572
SRR FERE DN D DT — X DNVELEE
EhTnwbZ e Are the PQR results used to re-evaluate Yes |:|,
the expected monitoring ranges in
Batch Manufacturing Records? No [
POQROFER%E . Ny FREETHRED
MfFshaE=% 1 > 7 #ifH% BT
i D72DIEHLTND A2
A review of OOS, critical IPC Are required changes highlighted in the | 2.5, Yes |:|,
and API test results, deviations, PQRs implemented through the change | 6.61, 6.72,
complaints, returns and recalls, control system? 8.36, 11.15 No [

non conformances and related
investigations, including the
effectiveness of the corrective
and preventive actions conducted

POQRSTIEH SNT-MNERLEE 2 2
FEY AT LML > THEBEL T
B2
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2. Quality Management System

(FE~RXTP AL R RAT L)

Area of
operations /
items

YERKIRAEH

Notes

ERFEH

Crucial questions/ Show me
BEEREMAETEZZTZHO

Supporting
documents

BT XE

Response
(check box)

00S, HEEZ TRNEFHE X
OREEOFRERR R, i, 7
L—A &R, RS
LEET LR EDOL B a—,
NI T o I B IEHE B &
O FPHHEEOAIMEDO L &2
—batl L

A review of changes conducted
[TolEEDOLVE 2—
Stability program data verified
B LI R ERT 1 7T LD
T—X

Based upon the review, the
validation status of a
manufacturing process is
evaluated and recorded

LB 2=, g
IatAONY F— g 4R
eI L <, REkdT D

2.5,
12.60

Put comment (=
AV hEFRA)

Complaints
7 L—2A

All quality related complaints
recorded and investigated
according to a written procedure
MEIRDETDO I L— A
B, FIEFITE - TRigk S
FEINTNDHZ &

How are complaints reported, including
orally, recorded and investigated?

7 L—A%, EOXoICHms (N8
ETe) S, FiERSAL, AEE S
NTNDH)N?

15.10

Put comment (=
AV NERA)

Complaint records include all
relevant details (date and source
of the complaint, nature of the
complaint, references to batch
number and production date)

7 L—LOfEEE, BET S
ETOFMFEEEZZATND
ZE (ZL—2DRERNE
BAEGFT, Ny FEKES L HE
HA~DZMH)

Is the nature of the complaint correctly
reported — i.e. is it possible to establish
if there is a recurring problem?

7 L— LMD ELEHESN
TWah? — JFhbb, GRE:
[L 27 L—2A70%) BIEOFTREMED &
DM EREDTNDN?

15.11

Put comment (=
AV NEFA)

The complaint investigation
report identifies corrective
actions and follow up/preventive
actions

Has the impact of this complaint on
other batches been considered?

ZDY L—AEDBMD R FIA X
I NEBZDDEZBELTNDLN?

15.11

Yes [,
No [
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2. Quality Management System

(FE~RXTP AL R RAT L)

Area of .
operations / Notes Crucial questions/ Show me Zl;gsomr::zg Response
items T EEE BEEREUREREZTHH0 A E (check box)
YEXRIH/E R
7 L— LAEWEFIL, £IE
#HEL, 740 —T 7T
PifE 2 E$ 2 Z & AV Alae
ThoHZ &
The final report specifies the Does the corrective action correctly 15.11 ZUt/cT;:gtj\():
kind of response provided to the | address the problem, or it is focused on i '
originator of the complaint and “customer satisfaction”? (i.e. the
the decision on the status of the company looked for the root cause of
product the problem, or simply “reimbursed”the
Bekipady - (DY% s L— | originator of the complaint?)
LOH LS TEHE~DEE O | AEREIE, YixfMEICEL<EDY
KL @O OB, ML bDOTHLIN? FHITHEE
IZOWTHELTWDS Z & e EREADEELOTHD
m?
(FT7xbb, EFEIFZOMBEDIRA
FRZ R\ I2bDTHLN? %
NeEBHEIZIZ L—LDH LM THIC
“HHEE LTZb D TH DN ?)
Was source of the complaint removed Put Commfnt (=
in an effective manner through AL RERA)
preventive actions?
7 Vv—LDRRE, THHEZELT
T, DR FET, WY FRHTH
D2
Complaint records and reports Are complaints correctly evaluated in 13.12-13, ZUt/cT;:gtj\():
are evaluated in the PQRs in PQRs? (i.e. is there any evaluation of 15.12 i '
order to identify trends, product reoccurrence and trends?)
related frequencies, and severity | 7 L — A%, PQRSIZE W T IE IZEF
7 L= hORBEBLICRSE | flishTwan? (Fabb, Bk
FEL PQRSTRHIET 5 2 &0 | R0 b L v RIZOWTOFHERITHH
ZHE R LY R ®RICRD | g ;)
DERE. BRLOERMEEZREE
TAH-DTHDH Are corrective/preventive actions Yes |:|,
managed through the change control
system? No [
FEIEHE T EIT AR S X
TLmBLTEEINTNDEN?
Recalls The “recalls SOP”specifies the Is the recall process clearly documented | 15.13, 15.14 Put commint (=
I threshold (by way of example and easy to follow? A RERA)

cases, or other means) for which

EUL O 7 vt A%, AfEICIERS
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2. Quality Management System

(FE~RXTP AL R RAT L)

Area of .
operations / Notes Crucial questions/ Show me Zl;gsomr::zg Response
items T EEE BEEREUREREZTHH0 A E (check box)
e X E
a recall shall be considered ., ENIHESTITO ZEBFSHT
“EURFNEE" T B EBRET | 502
NI (G0 BT
KoTh®2) ZHELTH
LTk
The “recalls SOP”specifies who
can initiate a recall, and how the
recall process shall be managed.
(i.e. who is to be informed, and
how recalled goods are to be
treated and stored)
“IEFNEE T, FEA B AR5
TERHRDPEREL T
HT L, FLT, F0koiz
HX D7 ot A & HS 5 )
EFHELTWASZE (Theb
B, HEREEEZITV, £ LT
B SNTBihE ED L DI
WL, (RETD0EBEL
TWHI &)
The recall procedure clearly Is there a requirement to inform the 15.15 Yes [,
defines how to inform the authorities, and request cooperation (in
regulatory authorities in_ the case | terms of advices and/o_r actions), in No [
of recall related to a serious cases where the recall is related to a
problem potentially life-threatening situation?
BN FIEL, ERZRBBICER | B, ZORWBEMICIRD A6
DD EIDOEEITFBNTIL, PEDN I D6 ATBCS I [EIN 2 8
TEERIZEDOLHICHEET | L, (7 RS R EEE VS B
D00, FREICHEIN T | Arb0) HE#ELZRD D &V IHE
HZk DEELTNDHN?
3. Personnel (M%&)
Area of .
operations / Notes Crucial questions/ Show me 3225:{::;:2 Response
items TEEEIR HEERERRTEZTLHO B (check box)
YEZE XA

Cf. Scope 4.2 3.
ZoxFE NEM#ME] 04258
EBROZ &
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4. Building and facilities ~ (&#13 X UER)
Area of .
operations / Notes Crucial questions/ Show me Z‘;':C’Eomret::g Response
items T3 BEARMRTEZIZHD | myygps | (Checkbox)
PRI/ R
General Product protection increases Have procedures been implemented to 4.10 Yes |:|,
— R from early through to final protect the API from contamination
manufacturing steps during the final stages of manufacture? No [
BT~ DOIRHET, VIR A~ | (e.9. sieving, milling and packaging)
5 B SIS BRI 600 T ik | RIS D IACBBE T 5% B AP £
HEICFEL LT boT | #EOFMEZH D2 (B2 1ZHHE,
ok ittt & OV E)
The level of product protection | Have procedures been implemented to 4.10 Yes |:|,
is dependent upon the product protect the AP1 when exposed to each
type and the expected time of stage of the manufacturing environment No [
exposure to the environment (sampling, loading, unloading, etc.)?
L ORGE LT, o | ARG B TAPIS RSB BT 1 &
AT L BEA~ORBRH | Sh256 o7V s v—7
WCEoTEEDZ L 4T HINNET =T
EITO86) . APIDOIRED =12 {7
ONPDOFEZHE L TNDLHN?
APIs with microbiological What are the additional controls? 4.10 ZUE/CT;;;\():_
specifications require EO L BREMOEREIT->TND " '
additional controls M9
WA DS 2 RO APIE,
WE LY bAINR e R A
WHEET 5
Have controls been implemented to SMF Yes |:|,
ensure that the activities in surrounding
areas/neighborhood are not an actual No [J
source of contamination?
JABH DT/ I TOIEHED, API
~OEBEDHYIRE IR BN &%
TRAET 2 72D DE B Z )T > T
DI
Have controls been implemented to 4.43 Yes |:|,
ensure that highly toxic non
pharmaceutical materials (herbicides, No [J

pesticides, etc.) are not manufactured in
the same building/equipment as used for
APIs.

FEEICEEDOEWIEER L OWE
(BREEA], FHFN2E) 28, APIsIZ
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4. Building and facilities ~ (B## X UMER)

Area of
operations /
items

TERXIRRE

Notes

ERFEH

Crucial questions/ Show me

EEREMBRRER TS50

Supporting
documents

BT XE

Response
(check box)

ERT 28, RiE TG LR e
WY BB EIT>TNDE)N?

APIs specific
areas /
activities
AP
72Kk, 1
e

Tank farms
& BBAA Rk

Avre the general condition of tanks and
ancillary equipment (pumps, pipes,
vents, etc.) appropriate for their
intended use?

X BIOZOMNE R (R 7,
RA T FIRE) OERRHRIRREL,
T OERT S Aok L CGEylch
BHIN?

Avre all tanks and associated pipes
appropriately labelled and secure?
BTOY 7 B XOMHT HEEHE
FEYNICRR S, RERKEICR
STNDL)?

7.21,
7.22

Yes [,

No [

Yes L,

No [

Solvent recovery plant
BAIEIL 7 > b

See recovery chapter
WU DEEZZRRD Z &

Washing rooms

U=

Are washing areas appropriately
managed and controlled?(equipment
flow, storage of dirty and clean
equipment, labelling)

Vel Ll O E R - B S h T
L00? (BESROBR, Bl o0
R L7 O IRE | KR BIR)

4.10,
411

Yes L,

No [

Control rooms
(=g

Have computerised systems been
validated?

Ay Ea—H LT AT AIRY T —
FEITWDN?

Have the backup systems been verified?
Ry I T v T AT DIHGE (MRl
ENTNDHEN?

Avre procedures in place for the analysis
of data?

T =2 OOHTITE Y R FIRIFE L
TNDN?

54

Yes L,

No [

Yes [,

No [

Yes [,

No [

Compressed air /nitrogen /

PIC/S
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4. Building and facilities (8% X UYiEs%)
Area of .
operations / Notes Crucial questions/ Show me Zl;Fc)E?nr::E Response
items ¥ B ¥E BEELRBMRTEZISDD | gyyxs | (Checkbox)
PRI/ R
other utilities Aide-Memoire
IEfGres 22 o o — on Utilities (Pl
TAVT 4 009)
Sewage and refuse Is waste effectively removed from 4.60 Yes |:|,
Tk X OESR production areas (e.g. using closed
systems like containers or plastic bags No [J
to prevent contamination of other
areas)?
FEFE T2 SRR B E K H LY
o CWa2 2 (BRI, fho
Ik DIBEYEFL Tz, BRésdb b
WETTAF Y 7Ny s D XS 7R
PHREMHALTNWD?)
Avre all waste disposal systems correctly | 4.60 Yes |:|,
identified?
BEFE D > AT KX S i E I No [
Bz L TWDH0?
HVAC Does the HVAC system provide an 4.21, Yes |:|,
73 (Heating Ventilating and | appropriate environment for finishing 4.22
Air Conditoning) areas where APIs are exposed? No [
APIERBIIC R B SN DO HE . 22
AT MMIWIERBRE 2 5 2 TV D H
Water Drinking (potable) water Avre records of CoA available? 4.30, 4.31, Yes |:|,
K acceptable if suitable for SOMTEERA I A TFRIHED ? PIC/S
intended use Aide-Memoire No [
ZORNET 5 HRICEY) on Utilities (PI
THIUE, ERDFIE S Has testing at an appropriate frequency 009) Yes [
HHDOTHLZ & been conducted? WHO ’
HER T R MEE TIT o TWA 222 | Guidelines for No []
drinking-water
Does potable water meet at the quality Yes |:|,
minimum WHO guidelines (e.g. free
from chemicals such as carcinogens, No [

toxic substances, metals, organochlorine
pesticides, lindane, DDT, organic
compounds, etc; radiologicals and
microorganisms)
FEHKITRAREE T HWHOD 1 K
FTA NS TWD N2 (BRI,
WD LD RALFIHNPFAL L2 2
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4. Building and facilities

(BWE X UMEER)

Area of
operations /
items

TERXIRRE

Notes

ERFEH

Crucial questions/ Show me

EEREMBRRER TS50

Supporting
documents

BT XE

Response
(check box)

L BBAMEDE., BmEmE. B4
B, AHEFRRZBAL VT,
DDT., H#{b&W7ie & ; BaEmE
B LU AY)

If water sourced from river, wells, etc.
and treated by the manufacturer, has the
treatment process been validated?

H L, IR H TR EEKEET D
K BEREF NUEE L CNDHDT
HIUE, T OLBEKITEYNZAY T
—hrENTWBEN?

Have the affects of seasonal variation
and human activity on the water quality
been addressed?

KEDOFEEHEER L OANOIFENC X
HEEEER L, TN HOWNT
B #AE L TWD?

Is the process monitored?
KROWHE T ot 2| TET=F =B
ESATAY AN

4.33

Yes [,
No [

Yes [,
No [

Yes L,

No [

Non-sterile API intended to be
used in a sterile drug
HEEERMICENT 2L
Z H & T D IR R

Is the water used in the final isolation
and purification steps monitored and
controlled for microbial counts,
objectionable organisms and
endotoxins?

B 7R 7 Bl - RS CRE T S
KT, MAEWREE, FERB LY
TR MRV UIAICONTE=Z =N
I, POFHEINTHAEN?

4.34

Yes L,

No [

Design

o

Defined areas or other control
system for different activities
(storage, sampling, quarantine,
production, etc.)
FHOEE) (RE. 7Y
7, bR, WiE7e L) 1o
T HE SR dH D0 %
MOEH AT AN H D Z
L

4.14, SMF

Put comment (=
AV NEFA)
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4. Building and facilities (8% X UYiEs%)
Area of .
operations / Notes Crucial questions/ Show me Z‘;’;’E?nr::zg Response
items ¥ B ¥E BEELRBMRTEZISDD | gyyxs | (Checkbox)
Ve XIRIE R
Potential contamination and 4.11 F;Ut:/co}in geg;():
cross-contamination has been ! ’
prevented by the location and
placement of equipment
YRR SH Y D ATREME T
BERORBEMER LA
7T ML T
L2 &
Flow of Avre the flow of materials and personnel | 4.13 Yes |:|,
materials and appropriate for the processes?
personnel AR X OWRE oBh#ix, 3% No [
JFA BB & TRBIHEG R b D TH DD 2
MEEED
B Are appropriate indications displayed in Yes |:|,
critical areas ?
(gowning instructions, labelling for
clean/unclean areas, No [
incoming/outcoming materials, etc.)
BEEXIFIIT, BWERFRNINT
WHD? (EROIER, 15/ IFE
FIORR, FFHiARFFHHL
DFEMEHN T DR L)
Containment Design of the multipurpose use | Has the containment area been qualified Yes |:|,
EHLiAD containment area for multipurpose use?
ZHABHOE CIAOKIRD | E CiADXEIX, £ BRI #EREE No [
B DOWEBEBR SN TNDH )N ?
If HVAC is not dedicated, what controls | 4.22 iut\/ccg;n:gt]\():.
are in place to prevent ! '
cross-contamination?
H LERNEH TRV OThHIVL,
RYFEYREH T2z, ok H7z
WO R BN ST ?
Penicillins and cephalosporins | Are they produced in dedicated areas? 4.40 Yes |:|,
SES Sl A
ey enrobon | OTEBEHRETRES AT
ARY v IOk No []
Other highly sensitizing, toxic, | Are sensitizing, toxic and potent 441 Yes |:|,
potent materials materials either produced in dedicated
MO IEF I RAEME. Tk, % | areas or are validated inactivation No [

and/or cleaning procedures established
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4. Building and facilities

(BWE X UMEER)

Area of
operations /
items

TERXIRRE

Notes

ERFEH

Crucial questions/ Show me

EEREMBRRER TS50

Supporting
documents

BT XE

Response
(check box)

IR =V E

and maintained.

BRAEE, FEE. & D W IXE ARG
OWEE, FHARKECEES L TY
L2

HDHNINY F— b ENTARIE RS
TEEALDITIED . FENL S 4L, HMERFS
nNTNLH0?

Controls to prevent
cross-contamination
RXIGGe % < Te D DB

Have procedures to prevent
cross-contamination been established?
R Z < T O FIAZ ML L
TNDH)?

Is the performance of these procedures
being monitored?

TN DFNEDOMREITE =7 — 21T
STWDHN?

Ave staffs exhibiting appropriate
behaviour and personal gowning
techniques to prevent cross
contamination?

2By 7IE, BXFLRE S Ted D
WY R1TE, BEOMEEHRORLT
=y PR L TND N2

4.42

Yes [,
No [

Yes L,

No [

Yes [,
No [

Are measures in place to ensure that
cross-contamination from equipment,
materials and personnel moving from
one dedicated area to another area is
avoided?

& % B X387 & il o0 KIgI T B B
Didm. JEM S L UM R O XE
YeSBE T BV D 2 & A REE T
DIeDDTFERDH DD ?

4.42

Yes [,
No [
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5. Process equipment (T FEE)

Area of .
operations / Notes Crucial questions/ Show me zlégsomr:;:g Response
items FEEEIE HBEELREMREREZEZITIHO B E (check box)
Ve XIRIE R
This section is to be developed at the 5.
next revision of the Aide-Memoire
ARZEIL, Aide-MemoiredD R DELET
JCTHIE T %
6. Documentation and records (r#Efb B L UFEeR)
Are§ of . . Supporting
operations / Notes Crucial questions/ Show me docUments Response
items ¥ B #IH EERRMABREZIZ2DD | gpiyyem (check box)
Ve XIRIE R
Cf. Scope 4.2 6.
o E A 04.2
HEWOZ &
7. Materials management  (JRAFRHE )
Areaf of - . Supporting
operations / Notes Crucial questions/ Show me documents Response
items HEEEIE EEREMEREZRITLHHO i (check box)
YEZEXIRIA R =
Suppliers Critical materials and their Have supplier control procedures 7.11 Yes [
qualification suppliers been defined and implemented? ’
HetaF O | EERFEME S £ odks HeAa A PR FIEE S E S 4, E No [
PEFEAT T&ENnTNE0?
Supplier evaluation Have the following been considered 7.31 Yes [
BEIEE DR in supplier control procedures?
G EEHEFIRETIE, LT OF No [

HNERB SN TND)?

- a review of the history of supplier
A E DBERED L B2 —
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7. Materials management  (JRAFEHE )
Area of s i
operations / Notes Crucial questions/ Show me dl;Fc)Eomre:]:S Response
items EHEE HBEELREMRERREZEZITHHO A E (check box)
PRI/ R
- completion of a questionnaire by Yes [
the supplier including information
about quality system, quality
certifications, third party audits, No [
site master file etc...
HEAGE B EA 5ER LT
WA Z L, ZOEREICIIRD
O REHA G,  AEYA
7 A e E OFERE, BB =R
YA b RAE—=T 7 A NI E
- a supplier audit including QC labs Yes [
(considered for critical materials) ’
QCo7 RzahefitinHiid (H No [
B TR EHZ DN THEET 5)
- evaluation of samples (for new Yes [
suppliers)
P> T DT FHLGE O No []
By
Approved suppliers list Does the list include the name and 7.12,7.13 Yes [J
KABFOMAEE « U A K address of the manufacturer (not only ’
trader)?
\ . No [
VA ML, BHEEOHRRLT)
RERE ORI S EFIREENT
W52
Is it an updated and controlled 7.20 Yes [
document? ’
HAGHEE - U A MTEFHS S, No [
FHINTNWDIELRSTWS
N
Is it available for people in charge of Yes [J
receiving goods? ’
WROZBELEEF T, 0V X b No [
DORHANFRE L e > TWNED?
Starting Additional records - Origin of raw materials: country, National or Yes [
material from BN REESE supply chain, veterinary international ’
animal origin inspection / certificates, age of guidance No [J
with TSE risk animals documents (e.g. °
FEtORIR : @4, 77 A | EP general
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7. Materials management

(AT EHE )

Area of
operations /
items

TERXIRRE

Notes

HEHHEIEH

Crucial questions/ Show me
EEREMEREZRITLHHO

Supporting
documents

BT XE

Response
(check box)

TSED Y 22
EHT 8
RO H )
=

== BRIEEFHY e RER
FH. B OHE

- Type of tissue used, collection
method, risk of cross
contamination during the
collection
BT Dk &2 A 7, R
. B ORXIGGY A

- Manufacturing process: overview of
the process, reduction of the TSE
risk (validation), risk of cross
contamination, cleaning
validation
RE TR TREOES,. TSEY
AT DR (RY T == ),
RYXFPY 27 7 ) —=
T enNYF =g

- Traceability: supply chain,
availability of the information
back to the slaughterhouses /
animals

Fe—HEU 7 (F—FDi#f

M) YT A4 F 2= B
RIS B £ TR - T
DIEHRD NFAI6EM:

monograph
5.2.8)

Put comment (=
AV REEA)

Put comment (=
AV REEA)

Put comment (=
AV REEA)

Change control
J8 B AR P

Changes are effectively
managed through the change
control system

EHRI AL EH AT 1
WL TRRMICER ST
WnHZ &

Is the Change Control system used to
manage changes to materials and
suppliers?

A B KOG E (T DA H
EERT L7200, BEEHY R
TADMERI TN DN ?

7.14,
13.

Yes O,
No O

Storage
TR g B

Transportation and storage for
raw materials, and
intermediates requiring special
handling

LEIEAN 16 QAL A e )
RS K O ROk
LR

What systems are in place to ensure
appropriate transport and storage
conditions have been maintained?

WY e BEEIRFET D=0 ED
KR AT BN D2 Ei-,
PRSI DHEEF SN TN D) ?

7.20

Put comment (=
AV NEFA) -
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7. Materials management  (JRAFEHE )
Area of .
operations / Notes Crucial questions/ Show me Zl;gsomr::zg Response
items EHEE HBEELREMRERREZEZITHHO A E (check box)
Ve XIRIE R
Validated electronic systems Where status control of material is by | 10.11, Yes |:|,
for material status control are physical location are the locations 5.40,
acceptable. In sut?h cases, well marked? 7.20 No [
physical segregation may not JFMEIFOIRIE (AT A4 X R) K4y
be required PR NE BRI L > T D
FMBORE (ATAZ2) | g 2o taicmrg L
BHOIZODNRYT—=hE | gm0
NEE ALV AT ENTFES
NHbDOTHDHZ L, ZDI | Isaccess to these locations restricted Yes [,
I IREE ERA 7 TEEE XY | to designated personnel?
L XA, BHETT~OT 7 A%, HEES No [
NTERRBICRE SN TWNSH ) ?
Where status control of material is by Yes |:|,
electronic means, is access to the
electronic system restricted to
designated personnel? No [
FEMEIORRE (AT 4 4 R) FH
WETRFIEC L D81, €
DEFHIR AT LT, FHFEIN
B ORNBT 7 ATEDL LD
Lo TNBIN?
Bulk materials Non dedicated tankers Does the cleaning procedure, and 7.22 Yes |:|,
IV R JEHH DL v H— (gt | certificate of cleaning, for
%) non-dedicated ta_nkers f_:over No [
accessory parts, including transfer
hoses?
IEHHOWL S o — () (1
DN, IEELD I, B L UNE
FALOFERIZ, (FEES (kR
—RAEEL) b AN—LTND
ne?
Note: Section 7.22 is If non dedicated reusable containers 7.22, Yes |:|,
applicable to reusable are used, is there evidence that they 8.51
containers are properly cleaned? No [J

7E : Section 7.221%., A &
nNaEW|ERHEIND LD
ThD

b LIS O P nTaE e s &
2D THIUT, WIEITIEFE
fLENTWD & DREILITH 27> ?
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7. Materials management

(AT EHE )

Area of
operations /
items

TERXIRRE

Notes

HEHHEIEH

Crucial questions/ Show me
EEREMEREZRITLHHO

Supporting
documents

BT XE

Response
(check box)

Sampling
VNS4

Sampling plan
Yo7 TR E

Avre sampling plans appropriate for
each type of raw material being
selected for testing?

YU IEENL, REBRAEAT O
T DITIEE LT B OF & A 7T
DOWTHG R D THDN?

Does each sampling plan include a
rationale for the selected method?

Y7 L, B®E L
FFIEIZ DN T OFERR 2RI 2 5
ATWNDN?

7.33

Yes [,
No [

Yes L,

No [

Sampling environments
appropriate for the materials
being sampled
YTV U TREIR YT
U 7 aAT D A EHI R L
THETHDHZ L

Has consideration been given to the
sampling environment for each
material being sampled?

BT T EAT O BIRMENT Kkt
LT, o7V o FEREICONT
DEFBNENTNEN?

Does the plan take into account the
material type, its susceptibility to
microbial contamination, its use in a
particular manufacturing step and the
final dosage form?

P VR RORES
BLTHWB0?  FMEoZ A7,
DB GRS DS M, FriE
IR BGEBECOMEH, B LU
B GAIR

7.34

Yes [,
No [

Yes L,

No [

Analysis
s

Identity testing
iR R

Is each batch identity tested?
Ny FICHERHER 21T > T D
2

7.30

Yes L,

No [

Extent and frequency of
testing
IR 0D FE it L & A

If reduced testing performed, how
was the supplier approved?

b LAMRBRZIT > TWHDTH
X, TofEEE ED X DR
i L7z ?

7.31

Put comment (=
AV NEFA) -
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7. Materials management  (JRAFEHE )
Area of s i
operations / Notes Crucial questions/ Show me dl;Fc)Eomre:]:S Response
items EHEE HBEELREMRERREZEZITHHO A E (check box)
Ve XIRIE R
At what intervals is full testing Put Commfnt (=
AV RETA)
conducted?
EokRZERT, 7 (&RBRE
) ORBRZITIDON?
8. Production and in process controls (3 & THRANEH)
Area of . . Supporting
operations / items Notes Crucial questions/ Show me i Response
Va ) = 2,
e KRR B A HEIE BEELREMRREZZTSL0 BT (check box)
General All the production operations | Are production operations actually 8. Put commfnt (=
. . - . . . . AV MEFEA)
considerations verified for compliance with performed in dedicated or PIC/S
on the the production documents multipurpose facilities? Aide-Memoire
production specified in 6.2, 6.3, 6.4, 6.5 BEEE 2 EBRIZ T TWAD on the
operat.lo.n.s and of the GMP G_U|de_, and the V. ELHEME NS B RO 2 Inspection of
on facilities process described in the .
Biotechnology
B (R E T O ASMF ormodule 3, part 3.2.1 | Are the critical parameters recorded | manufactures ves [
B of CTD or as described by and controlled? !
SORE T [ienwag W A0 ks, |
7\ — a I N
TO el A No OJ
\ by
& STOMEERL, To | '
GMPZ A F16.2,6.3, 6.4, Do formal procedures describing the Yes [
B.5DFIAIZBE SHL TS | production process exist? ’
WELHL OBMAMEEER | 7 0¥ X 2R TOBERA No [J
THIL, TLT, ASMF | FEEZFEL TS 22
URFER ) HDVIT
CTD®part 3.2.1P>module 3 Do production operations correspond Yes []
(& AVNMEICH M4Q) (zik | with the defined process? ’
~ERTWAFioTrw = | BEERZ BEShz7atx No [
ICHE LTS 2 iR | & ETHH0THLN?
5L
Is the facility monitored to ensure Yes [
appropriate conditions are
maintained?
PV = =AY N e N NO D
YHMRRIE, WY RS MR S
NTNDZ &R T2E=F—
MBI TNBEN?
Has the method of monitoring been Yes |:|,
verified?
F=X Y T OHEIHERINT No [
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8. Production and in process controls

BGEL TRNEHE)

Area of
operations / items

TERXIRRE

Notes

HEHHEIEH

Crucial questions/ Show me
EEREMEREZRITLHHO

Supporting
documents

BEMTXE

Response
(check box)

WD ?

Is an appropriate level of protection
given to centrifuges, filters, ovens,

etc?

B2 LAV OURGED 3L B
W, 7A4NE— A—T LI
G256 TNEMN?

Does the monitoring of the quality of
water demonstrate that the
specification has been met

KOEBEDE=2Y 7%, #kk
ICAELTWA Z EEFEHT 51T
BVALDOTHHN?

Are the critical parameters trended?
BERNRTA=ZT L Fah
NGRSV

Yes [,
No [

Yes [,
No [

Yes [,
No [

Compliance to
registered file
and general
consistency
BiRE 7 7 A IV
DNESFE . —f%
B 7B S

Do the parameters stated in the
registered file relate to the operations
documented in the Batch Record?
VRSB L 7o B8 7 7 A VT
WBROENTNT A—=FR, Ny F
g b E TV D
e

- Process parameters,
Tat R e RTA—H

- IPC,
TREPNAEER

- Specifications for intermediates and
finished product
AR L ORI 5
Bisk

Does the facility have the capability
to manufacture the batch size of the
APIs produced?

Fhwi, WiET HAPIsD /N T
A RERETADIC BLEZ) B
NEFHELTNHDEN?

1184
Registered file

Yes [,
No [

Yes [,
No [
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8. Production and in process controls (3 L THRANEH)
Area of Notes Cruci . Supporting
operations / items R rucial questEms/ Show me documents Response
Y [ 4T EEEH EEREMBRREZITZH0D A E (check box)
Is the inspected site’s address Yes |:|,
consistent with the registered file?
WAL HAT o T R O TR L No [
EE T 7 ANE—HTHHLOTH
D02
Avre all production areas declared in Yes |:|,
the registered file?
RIEXIIE, Wb BT 7 No [
ANTESLELDOTHDLN?
Production Raw materials: Dispensing Avre dispensing areas and equipment 8.10, 6.52 Yes |:|,
Operations area surfaces, equipment and fit for purpose?
REEXE environment Ny (FRE) KIgE (22i2d No [
JORE NPT RIRORM., | 5) Ffitsisid. HAICK Ll
Hediis L OB BTHLOTHLN?
Are containers suitable and 8.11 Yes [,
appropriately labelled?
(ERT2) KTz o B No [
HLEbOTHY ., oI
IRENTNDN?
Is material status controlled? Yes |:|,
SR EEOARTE (AT A 2 R) 13
XN TWHDEMN? No [
Critical weighing activities Are all critical activities witnessed or | 8.12, Yes |:|,
independently confirmed and | subject to equivalent controls? 8.13
verified ETOEREREXILHLENET No [J
BEERFEIEZIT, MSLL | 350, 2R RSAREFE LT
T GRY: - BIOEZEE D, B9
HBHVIVAT N EEEA
) MR L WiEEA 325 = & | Do production personnel verify that ves O,
materials are correct prior to use?
REERIC bR > TV OIE No [
L EARTNCEM B E LW &
EHERLTNDHMN?
Yield within expected range Have appropriate yield ranges been 8.14 Yes [,
RN OIER (&) | set?
HIEZR RN RE SN TVND No [

N
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8. Production and in process controls (3 L THRANEH)
Area of . . Supporting
operations / items Notes Crucial questions/ Show me i Response
Va ) = 2,
e I FEEE EEREMRREZZTIHO YT (check box)
Is the batch yield within range? Yes [
Ny FORERIL (TOED HILE)
HPHP D 2 No [
For critical process steps, are Yes [
deviations in yield investigated? ’
FEER 0 ADERETIE, IR No [
(&) O®PAEZFHEEZ L TWD
ne?
Deviations documented and Are deviations documented and 8.15 Yes [
investigated explained? ’
BRI SCEAL EREEIT D | WD EM S SCE LS L, 2o No [J
e A SN TNBHN?
Has an investigation been performed Yes [
for critical deviations and, if ’
necessary, corrective actions
implemented? No [
BEARBBUCOWTIEFENTH
. b LLETHITRESEN
T TNBHN?
Process status indicated For each major unit of equipment is 8.16 Yes [
TatADIREE (AT A # | the processing status identified? ’
2) W3FERETHIL FHEA ML, F oL No [
ORAE (AT A X R) OFANE L
TWDH?
Reprocessing and Reworking | What systems are in place to track 8.17, Put Commfnt (=
A . . AV MEFEA)
appropriately controlled materials for rework, or reprocessing, | 14.2;
PN T35 L OVELE 5] | and to prevent unauthorised use? 14.3
WEHT 5 b N TR0 ML 0 JFA R & U1
BT 57201, BLUERIN
RWERZBI STz, Eo kD
RIEEN IR AT BN DN ?
Time Limits Time limits for process Where time limits have been set, are 8.20, Yes [
A ] 1) B operations, and for the storage | these being met? 8.21 ’
of intermediates FFREHIBR 23R E L CWHD D Thiu No [

INTALEAESIZBE LT o,
B RO HEEOREIZB L

X, FRbiE GRYE @ BEEMED)
BELTWEMN?
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AIDE-MEMOIRE
8. Production and in process controls (3 L THRANEH)
Area of Notes Cruci . Supporting
operations / items R rucial questEms/ Show me documents Response
Y [ 4T EEEH EEREMBRREZITZH0D A E (check box)
CORFTHIFIFR Are deviations documented and Yes [
evaluated? ’
LI CEAL L. il 21T o TV No [
D2
In-process Written Procedures available Do written procedures exist to 8.30 Yes |:|,
Sampling and for the monitoring and control | monitor and control the production
Controls of production process process? No [
TEATOYy | fETROT=2) 7L | METROT=XY) V7 LEHRD
TV EER | HEEHIZEA L TOFIEERD | ZOOFIRESFEL TNDN?
LTk
Are the procedures based upon Yes |:|,
development / historical information?
ZORE TROFNAL, BAFERE No [J
INE TORBETOFRICHE SN
72HDTHLN?
Acceptance Criteria Do the in-process controls and 8.31 Yes o,
appropriate to process step / acceptance criteria become more Noo
stage stringent for the later processing
FPARHET, Y%7 nke R | steps?
DAF w7/ BN TR | TRNEE &2 OFFRHIBHEI,
WEO R LD THBE I L TROBPEIIRDIZE, LVEL
IR TNDHI?
Critical in-process controls Has the Quality Unit given approval 8.32 Yes |:|,
are documented and approved | for in-process controls?
by the Quality Unit SREERFIE, TREANEEICEAL T No [
HERTENETEIZT, 3CGEF | 0&REETFoTNDEMN?
ATV SR 23 &R
17O &
In-process controls performed | Are qualified staffs performing 8.33 Yes [,
and documented by qualified in-process controls?
staff MM A A9 DB TR E No [J
TRNEHIL, BREEZE | 2827285 T05H0?
TOMEAFER L, DL
E+srz & Are adjustments made to processes in Yes [,
accordance with pre-established and
validated limits? No [

TOMSLEINT, FL TR T —
FENTZREEICHE-> T, Futk
ANZHKET DN TN TN D
M
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8. Production and in process controls (3 L THRANEH)
Area of . . Supporting
operations / items Notes Crucial questions/ Show me i Response
A ~EZ
e I EHEE HBEELREMREREZEZITIHO A E (check box)
Are IPC results documented in the Yes [
batch record? ’
THRNER (IPC) OfERIL. Ny No [
FREETHEICCE LI TV S
ne?
Sampling Procedures Avre there written sampling procedures | 8.34 Yes [
documented and scientifically | which are scientifically sound? ’
sound BHEH 2R EYEZ RO 7 v No [
YTV TDOFNTLE | S FIEERGELTWDN?
fbZiv, NoORFRHRIEY
HE o &
In process sampling : Avre sampling procedures designed to | 8.35 Yes [
Prevention of contamination prevent contamination and ensure the
and assurance of the integrity | integrity of the sample? No [
of the sample o7V T FIET, YT
TRNEH : GROMIEE | LoiERebiiE L, posatid
LY L TNVOFERMEER | (RFET 5 L9 ST A v ERTY
AET A b B9
Blending Blending of batches defined Does the company blend batchesand | 8.40 Yes [
Batches of and controlled is this process defined and controlled?
Intermediates or | /N FOIREIX, HEZIT | BEEEINNyTFEREELTVD No [
APls WV, FEET S M ELTZEOTR(T vt 2) % H#
KD 5 EL. POBELTVSN?
APISDIRE /N
v F
Only batches meeting Have all input batches been 8.40 Yes [
approved specifications may manufactured by the same process,
be blended been individually tested and meet No [
KR ORI A U723 | specification? ’
YT OHOREFHEND | gy 52 Toy FIAL
ce Fot ALY ESRE LD T
HoT, MOENEND/N Y FIZ
DUWTHSE U TRBR ATV, ik
WAL THNDHDTHDHD?
Is the blended batch tested for 8.43 Yes [
conformance with specification?
BREZEITo TNy FIL, HEOHE No [

AR L TWDn?
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AIDE-MEMOIRE
8. Production and in process controls (8 & TRENE )
Area of Notes Cruci . Supporting
operations / items R rucial questEms/ Show me documents Response
Y [ 4T EEEH EEREMBRREZITZH0D A E (check box)
Traceability of material used Is it possible to identify all the input 8.44 Yes |:|,
in a blended batch batches that make up the blended
RAITHE A L2 RA BT & | batch? No [
L—HEUTantnsz | BRENYTEOHIEDITHEHL
L TN Y T OETITOWTHRIE
FRIE : Ny FRGRDZDOREEED)
MBHEETH D) ?
Validation of the homogeneity | Is the blending operation validated to | 8.45 Yes |:|,
of the blended batch show homogeneity of the combined
BE /Ny FO¥—Hiz-ouy | batch where physical attributes of
THONRYF— 3016 2% | API’sare critical in the dosage form? No L
- IBETEEIT. APISOERRFEEN
YA > TEETHLIHA
WZiE, 20MABEDET Ny F D
B—MENGGET N T —va v
DB HN?
Impact of blending process on | Does the blending operation 8.46 Zu::o;nj;nigtj\():l.
product stability adversely affect product stability? If ! ’
BETE (Fatx) ofl | sohave further stability tests been
SR TEME~ D R & | performed.
TN = b TR I D2 I
EHZTWIRWN?
HBLEZDE O RBNNH D HIE
BRDLEERELITO &
Expiry / Retest date Is the expiry/retest date of the blended | 8.47 Yes |:|,
determination batch based upon the expiry/retest
fEFRATE B/ T8 B ok | date of the oldest batch in the blend? No [
e BENy FOMMBIRA /AR
HiZ, YZREEIToTombdrn
Ny FOMERHRE /AR H I
ESNTnHmn?
Contamination Prevention of contamination Is the carryover of degradants and 8.45, 8.50, 8.51, iut/ccr;:gt]\():
Control of batches by carry over from | microbial contamination, that could 8.52 ! '

15 Yl A

a previous batch
FATT Ny FOX ¥ J—
F—_— (L) 285
Ny FOHEGAERIET 2 2
L

impact upon the established API
impurity profile, prevented?
YAPIDOREN. S = ARl ~ =
T 7 AMIEEERITTTHH D
PO DX v U A—"—F L
UGG, BilksiiTn b
2
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8. Production and in process controls (3 L THRANEH)
Area of . . Supporting
operations / items Notes Crucial questions/ Show me i Response
A ~EZ
e I EHEE HBEELREMREREZEZITIHO A E (check box)
Consider (HZER) -
- Frequency of inter batch cleaning.
N F T OEEA L O BEE
- Environmental controls
B B
- Open processing operations
BRHCIRRE T oo TALFR (RS
9. Packaging and identification labelling of APIs and Intermediates
(FE L FREO L & FBAIRR)
oper:t\iroer?sc;fitems Notes Crucial questions/ Show me 2‘;‘35::;:? Response
Va ) = =
R RE EEEE BEEREMRTEZTDHD B (check box)
Packaging and Impact of packaging Do Packaging materials alter the 9.21 iut\/cc;mg:gt]\():l.
labeling materials on product quality quality of the API or intermediate? ! '
WEB LOERR | [N E~OTEEMOA | UirWZEEMIL. APIH 2 W IXHH
NAVAN EOMEEEZDZ T2
Representative label Does the BMR include a 9.36 Yes [
REFELRDTIVOEHR representative label? '
Ny FRGERGEE (BMR) 13, X No [
RERDRART L FRIE - HEHAL
I DY L TN) EBEHATND
ne?
Prevention of cross Avre there appropriate procedures to 9.22 Yes [
contamination if containers avoid mix-up and cross ’
reused contamination? No [
b LAREZEEALTWD | BERAR Z O X534 ik
DTHIUL, ZXBFYD; | D7D D@L 72 FIEMRTFE L T
ERInTVnAEZ L D72
Consider (HZER) -
- cleaning (PeigJ5ik)
- removal of labels
B ST TR T~
JVDRRE
. . Yes O,
The issue of labels must be Is there an effective system for the 9.3 N
on

controlled

issuing of labels?
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9. Packaging and identification labelling of APIs and Intermediates

(RE L RO DL L RAIERR)

Area of

Supporting

operations / items Notes Crucial questions/ Show me documents Response
N RS
Ve I/ EEEE BEELEMMREREZZT 5D P (check box)
TR DFEHIIEEZ | LoUUWIR D FHIZOWTORR
LTV R IUEe 5720 77 GEEEID) VAT MIFHEL
TN ?
The labelling of an APl must If and API is transferred outside the 9.43, Yes [
ensure traceability and control of the manufacturer is the 10.22 ’
provided instruction on any name and address of the manufacturer No [
special transport or storage incorporated into the label ?
requirements b LAPIZ Y B34 0 B Est NA O
APIDFIRIE, FL—=TEY | 1o L c a0 ThiuE, 20
T4 ERIEL, WkdH D GRIE - Biten) BLE¥E DX BB
BIRERORROREDRE | L ofie 5 AL TH S
HIZOWTOHETE 525 e
e
If required, are special storage Yes [
conditions incorporated into the ’
label 2 No [J
(RBDA3 e e S I A =S
PEIR T SNVZFA I TV DD ? N/A O
Effectiveness of the sealing Has the sealing system been 9.46 Yes [
system validated? ’
V=Y e VAT AOR | Y VEITIFIDO VAT NN No [
ik T—hL TV ?
10. Storage and distribution (££% 3 X O'ELRE)
Area of . . Supporting
operations / items Notes Crucial questions/ Show me documents Response
N RS
KRR FEEEE BEEREMRTEZTDHD B (check box)
Storage and Appropriate storage areas Is there adequate space including 411, Yes [
distribution ) e Kk A 35 = | specific areas for returned, rejected, 10.10 ’
RER L OELE | b quarantined materials? No [
W2 A= ZARFIEL TV D
AR
TR, RS, BEEERS JONREET
AR EFREL D T2 8 ORFE 72 X %
HEND
Have the specified storage conditions | 10.10 Yes [

been fulfilled?
FOHE I TV AIRE &M%
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10. Storage and distribution (fR%&3 L U'EZzE)

Oper:t\iroe:sc;fitems Notes Crucial questions/ Show me zlézsomr::ﬂg Response
A REZ
e I EHEE BEEREHRREZTHH0 B TE (check box)
7oL TWnHm?
No
Are FEFO / FIFO rules met? 7.42 Yes [
FEFO / FIFOD L — L {23 A LTV
L2 No [
AR
FEFO & 13 “First-Expired First-Out” D%
FLC, EIMERHIRATIND DA
FHLTLHZ L,
FIFO & [T First-In First-Out’ DI EE T,
FANEHLET DL,
B 722, LIFO & X *Last-In First-Out”
Thh, BANENLEZERT S
Controls of transfers under If quarantined material is to be 10.20 Yes [
quarantine transferred, are there effective ’
X4y (FEEE) % d o (| | controls and documentation in place No [
MEID) BitoSH to prevent use before formal release °
by the manufacturer?
B LIS (D) B Sh T 2 NA D
MEZ2 BT 20 Thiug, g
FIZ & B IERL AT £ s
MEn2Z &2 <TODFER:
B L SCEALBFET A &
Transport methods and Has the responsibility for the transport Yes [
conditions been assigned? ’
Bk 7k & & BRI L BET AT No [J
ZaYN
Is the assignment appropriate? Yes [
Z OFATARHNTE L) Tdo 5 D> 2
No []
How are the specified storage 10.21 Yes [
conditions maintained during ’
transport?
. . . No ]
BERICH - TH,BUE SN RE
FUEDHERF ST D2
Is the level of control over the 10.23 Put comment (=

contractor for transportation
adequate?
BEEREFLL TV D EE~DEH

AV BEFEA)
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10. Storage and distribution (fR%&3 L U'EZzE)

Oper:t\iroe:sc;fitems Notes Crucial questions/ Show me zlézsomr::ﬂg Response
Va ) = 2,
e I EHEE BEEREHRREZTHH0 B TE (check box)
VAU EN R b D TH D0 ?
Consider (ZfEA)
- audits by the APl manufacturer
APIEFIZ L A A
- agreements
B0 RO EDORERE
- questionnaire, etc.
Toh— e
The traceability of materials Is there a system in place for product 10.24 Put commfnt (=
AV NEFN)
and products extends to the recall?
point of first supply - . o .
. ! WY 78 v AT ADNFTE
FPRHS £ OO | L— %2@\”275 WM AT R
by
T YT A1E O ’
REREICETRSLDOTHD
N
11. Laboratory controls (7 7R D& EE)
Oper:t‘iroe:sc;fi tems Notes Crucial questions/ Show me 21;252:::]:3 Response
N, ‘\ =
e KRR B HEEEH HEREMRERZZTLHD B (check box)
See PIC/S Aide Memoire FR¥E : Aide Memoire P1-0230 % A kv | 11.
P1-023 IZ“INSPECTION OF
PHARMACEUTICAL QUALITY
CONTROL LABORATORIES” T %
12. Validation (A\NY T —3 3 V)
opergizer?s?fi tems Notes Crucial questions/ Show me Zzgsz:::ﬂg Response
N e
RRIEIER EHEH HELREMEREREZITLHD YIRS (check box)
Validation Is the company's validation policy 12.10, Yes [
Policy documented? 12.11 ’
NI VS NE N N
A} b
Wokay a ’
Avre all critical manufacturing steps 12.12 Yes [

validated?
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12. Validation (XU 55— 3 )

Oper:t‘iroe:s(;fi tems Notes Crucial questions/ Show me zlézﬁomr::ﬂg Response
N, /‘\ =
e KR B HEEEHE HEREMRERZZTLHHD B (check box)
ETOEBERELEERAT v 713N 0O
Fe R SRTNSHM? No
Validation Validation protocol Is the validation protocol compliant 12.20 Yes [
Documentation established and approved by with the company’s validation policy? ’
XY F— 3 2 | the Quality Unit NYF— g7 ha— Y \o O
D3TEAL NITF—vavTaba— | Ge¥goR) F—va v gt —
JVHIE SAL. BN | i T B
EOARINLTNDLZ E
Critical steps that require Has the rationale for identifying 12.21 Yes [
validation and acceptance certain manufacturing steps and ’
criteria specified operating parameters as critical, been No [
N F— N E R EE A | documented? ©
2Ty FLHFLENEE | HORERT T LEETHD L
ENTWBHZ & SNDEENRT A= ERET D
72O OFMEAARILICE L ST
W52
The validation approach What is the validation approach 12.10, F;Ut:/co}in gegt]\():
adopted defined and adopted? 124 ! ’
documented NYF—vagr - TFa—FiF, &
LAY T =Y ay s | ok RFEMEASLTND
T a—FiE, BUE S, M
POXELINTNDZ L
Consider (BE.R) -
- prospective, concurrent, or
retrospective
TRIRY, FIRFRY, IR
- the number of process runs
AR N 1S b BRATESy AL
The results of validation must | Are variations from the protocol 12.22, ZUE/C?;Q;\():
be documented documented and justified? 12.23 !

N F— g VOFERIIT
B LT b0

Any identified deficiencies
evaluated and documented

BEIE STz 7g 2 B
b IThaaHmL, SCGEk
THZE

Fa ha—nb0 X i, XER
LT EDELSHEEZFTLTNEN?

Any corrective actions
implemented and documented

Put comment (=
AV FNEFEA)
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AIDE-MEMOIRE
12. Validation (/N F—3/a V)
Oper:t‘iroe:s(;fitems Notes Crucial questi_ons/ Show me zlézﬁomr::ﬂg Response
e KR B HEBEH HEREMRERZZTLHHD B (check box)
a7 A JEIEHE TH - T
b, IhaFTL, CEL
THZE
Qualification Qualification (DQ, 1Q, OQ, Have all qualification activities been 12.30 Yes |:|,
T RE MR PQ) conducted for critical completed before process validation
kR ST, equipment and ancillary begins? ) No [
systems (both new and 2T OHEMEMROTEEIL, 7 mk
existing), for intended RNy F—3 g R BT DRI
process, as appropriate FFoTNAHI?
MRS (DQ, 1Q, 0Q,
PQ) &, HEZREIREZTD
MET BT AT 5 (BB
FOBLAZEOM ) Zxt LT
122k,
U ALGAEIIEAERNE T
L1 (FatR) lTxftlL
THIFH &
Approach to All operations determined 12.12, ZUE/C?;Q;\():
Process critical to the quality and 12.40 !
Validation purity of the API are to be
A Y | validated
Feg A | PAIOSER L OWIEICE
7S a—F HEThoEREINTZAT
OEAEIE, N T — M EAT
ek
If prospective validation has not been | 12.41 Put commfnt (=
performed, has the validation AL PERN)
approach taken been justified?
H L, TRIANY F—ra v a{To
TN BIE Z DT> TVNDHAN
UF—v a7 u—F0IEY
DEGH ST ITOR T B2
Prospective Prospective validation 12.42, F;Ut:/co}in gegt]\():
Validation consisting of at least three 12.50 !
FHEg )Y 5 — | consecutive successful
gy batches must have been

completed before commercial
distribution of the API

Wie TH 3EIDHEHET D
Ny Fnbied TR Y
T =3 U YUAPIO T
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AIDE-MEMOIRE
12. Validation (/N F—3/a V)
Oper:t‘iroe:s(;fi tems Notes Crucial questi_ons/ Show me zlézﬁomr::ﬂg Response
e KR B HEBEH HEREMRERZZTLHHD B (check box)
WRAMZSE T LCRITIE7R
5720,
Concurrent Where only a limited number | Are batches released for commercial 12.43, Yes |:|,
Validation of API batches are distribution, before completion of 12.50
[EIRERy ) 1) 5= — | manufactured, or where concurrent validation, subjected to a
gy manufacture is infrequent, thorough monitoring and testing No [J
concurrent validation of at programme?
least three consecutive FIRE N T —3 g D58 TR,
successful batches is TR D 7= DI T 5 /8 v FI2iE.
acceptable WERE=S ) LT LRBROT
(R HNT=ADEDAPIN » F 5 WA TN DI ?
NHEIN TV DEE. &
2WERIER D o 212780
APIN Y F D8 D7p T
BT D 3%y FITON
TORFFYNY F— 3 v
DRBINDEDTH D,
Retrospective The number of process runs Are batches selected for retrospective | 12.45, Yes |:|,
Validation selected for retrospective validation representative of all batches | 12.50
ARy 2N ) 5 — | validation should be sufficient | made during the review period? No [
gy to demonstrate process EER AN F—3 5 L O |28
consistency. In general, data FELEAYF (EEE) . L e
from ten to thirty consecutive — st RIc o< b To
batches should be exe}mined Ny FERETDEOTHSM?
Test results from retained
samples can be tested to
obtain data for retrospective
validation
BRI AN T — 3 v D
DIZRET HRETrER
DOXZEIE, TrtAD
ERC O LR VA | N R oY Nl
DB ETH L, —RIZ,
10~30D e L=y F 4
WD, RAETF TG
DOFRERFE R A [HEER Y
T—=varOT—XE5
TeOITE$ 5 2 &3 Hk
Do
Impurity Profile | Process validation should 12.52 Yes |:|,

Ry~ a7 7

confirm that the impurity
profile of each API is within

FRRICIILTRER BB IR A TRV E S, RIUIBRTY, HBTLITBIS TR ESNTIToTTF SV,




Inspection of Active Pharmaceutical Ingredients, PI 030-1, Jan. 2009, 39 /51 B IJ[O SCie““ﬂ

AIDE-MEMOIRE
12. Validation (/N F—3/a V)
Oper:t‘iroe:s(;fi tems Notes Crucial questions/ Show me zlézﬁomr::ﬂg Response
N, /‘\ =
e KR B HEEEHE HEREMRERZZTLHHD B (check box)
A v the limits specified
TrtA - NYF—Ta s No []
13 BAPIO A 7 0 7 7
A NVDIHLE ST BRENIC
L L EWHRTDH L
Periodic Review | There should be a periodic Avre Product Quality Reviews used to 12.60, Yes [
TEHIR 72 A review of systems and confirm that the process under review | 2.5 ’
processes with respect to remains validated? No [
validation status Ui E L E=— (PQR) 1, L& 0
NI T =2 ayORE (R | 2—%175 TR (Frtx) BER
TALZA) WCHLT, YA | RYF—rEnRECHD Z L
TAHETR (FEEAR) O | 21D 5EVIEETITDAT
EMMREBELITI 2L, | WABne
Cleaning Focus: multi-purpose facilities | Are cleaning procedure validated? If Yes [
validation and final manufacturing steps | not, is there any justification? ’
V== - | B Z EMOREEEGE | LD FIRE AN F— R ST No [
NYF—=vay | Fe, BREOREEAT Y | W2 LI T—IRER
7 TRV OTHIUE, GEDTEG
{EDTFEDR) ZETHD & DHLHS
FARINTNDED?
Is cleaning validation directed to Yes [
situations that poses the greatest risk? ’
IV == 7 e RN TF =g U No [J

Kb R&ERY A7 2T DHRNE
Vialb— B ELEHELE
HDTHDHH?

Rational behind the use of
either validated or
non-validated cleaning
methods for equipment used
at different stages of
production

KR 7R GBS CRE 9%
HEERZOWVWTONRY F— |
HEDO, HDWNINYT— |k
Z SN TWARVEELDO S
EOFEMIX, ST RE
HoO b

Are documents available regarding
risk assessment which consider:

DLFDEIZONWTEELTWAY
A7 s TERAL S (UATFEE)
DXENHDLN?

-characteristics of contaminants (e.g.
toxicity, solubility, potency and
stability)

HR DORHE (21X, i,
BRYE. 0 (RED) | LEME)

-equipment (product contact material
and relative surface area, places
difficult to clean)

Bean (RLEL & Bl 2806 & M

Put comment (=
AV NEFA) :
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12. Validation (XU 55— 3 )

Area of
operations / items

TERXIRRE

Notes

ERHEE

Crucial questions/ Show me
BEEREMAETEZZTZHO

Supporting
documents

BT E

Response
(check box)

TR, TE L2 N EE 2R B T
-process flow (purification steps,
bulk size, product change over)
Trt2ofn (K EAT v
7T A X oYY
B A M)

-at the minimum, selection of

product(s) which represent(s) the
worst case scenario (product
changeover, maximum acceptable
residue limit, etc.)
L7 TH, V—ANr—2D
Wit (R OG Y &2 BE, &
KABHRTYREE R L) 2R
L DBRE
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Cleaning procedures are to be | Are the cleaning procedures routinely | 12.71 Yes |:|,
validated used in production the same as those
7 ) —=2 7 JEIZNY 5 | used in the validation studies? No [
—hEhTWn3Z L B LOFIE (procedures) X, /N
Vr—Ta UlETCHEALI-EN
LR CFNADS, i< B H AL
ENTHBEN?
Are the cleaning methods applied in Yes |:|,
production the same methods as those
used in the validation studies? No [
EE LD FE (methods) 1%, 23V
T—vary#ETERINTELD
&R CHFE R SIS S Tn
D02
Is cleaning routinely performed after Yes |:|,
the manufacture of the same number
of batches?
WL, (REE: U F— a No [
VTRELEFME) R CHED Ny
FOREDZIZ, A EHINATHILT
W52
Sampling methods involving Avre personnel performing sampling 12.73 Yes |:|,
rinse/swab, with an acceptable | properly trained and assessed?
recovery, validated (including | %> 7V o 7 %47 5 kB 1%, k% No [
sampling for microbiological | 1|22 ) @I OIE A =21 T
assessment) WBIN D
YTV T HEEAN)T
— FMTPITND Z L. | s the sampling method used to ves [
B 7Y 5L LTI | monitor cleaning procedures the same | 12.76 ’
U2/ 207 OJENS | method used in the validation studies? No [
. IhsEEssnsmE | VT U IIRER AN T —va
Ao LANETEH | RIS Lo LR U BT,
5, (AT A | 7V —=r I FEEE=4—1LT
AL RNDIEDOF T | WO
IhEteZ &)
Analytical test methods Is the analytical test method 12.74 Yes |:|,
appropriately validated sufficiently sensitive related to the
M oERER T EIL. Y | established residue limits? No [
NYF—hERTNB L | ITOREBRIIEL, T OIS
FRAFWIIREE I BE L C 4o 2n ek
EHLTNDMN?
Microbiological aspects Has inhibition of microbial growth by Yes |:|,

A ) 72

residue been considered during test
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AIDE-MEMOIRE
method validation?
BTN & 2 BUERI O e DB No [J
FRBRAEOAN) T =g I
EBEEZLTNDEN?
When processes and Has the effectiveness of 12.75, Yes [
equipment including water cleaning/sanitization procedures been | 5.21, ’
system have to be controlled validated ? 5.23 No [
for microbiological B =F 4B —a Dk °
contamination, there shall be | 4. i zsiit 1 5 Y 55— | XL C o
appropriately %79
cleaning/sanitization '
procedures validated Are “clean/dirty status” hold times
TR (FrtR) BEG Ok on ery S e Yes L],
_ S and sanitizer residue limits correctly
VAT DEET) BRI considered?
EDPFRICOVTOBBIE | ysroiiie,/ 11T RETOR No LJ
BRETDHEE AT | ] b = 5 A F— ORI
hSRIEORETC Y| . @O EB SN T2
=7 = a O TFNENTEE
LTWsZ & Is the water used for cleaning/rinsing Put commfnt (=
. . AV MEFEA)
appropriate for the next manufacturing
step?
PV o A E T 2K IE RD
BEAT v L > TR b o
THDHN?
13. Change Control (ZFE&H)
Oper:t‘i:)e:sc;fi tems Notes Crucial questions/ Show me zzzﬁomret:ﬂg Response
N ‘\ 2,
e KRR B EEEHE HEREMRERZZTLHD B (check box)
Cf. Scope 4.2 13.
ZoXFEO NEMEE o
42HBRDZ L
14. Rejection and re-use of materials (JFUEHZE DBEZE L B H)
opergizer?s?fi tems Notes Crucial questions/ Show me Zzgsﬁgﬂg Response
o —

e IR HEEHEHR BEEREMRTEZTDHD B (check box)
Solvent and Specifications appropriate Has a rationale for solvent / material 14.41, Yes [
material for the intended use specification been documented? 14.42 ’
Recovery HEE 32 HRICBI LGl | 1AL WE OB 5 it No [
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14. Rejection and re-use of materials (JFEM'E DBEZE L BEA)

Area of
operations / items

TERXIRRE

Notes

ERHEE

Crucial questions/ Show me
BEEREMAETEZZTZHO

Supporting
documents

BT E

Response
(check box)

R L OWE
DalY

ke AT L

HLE S > TWHEN?

If it is to be used for multiple
processes, does the specification
account for the presence of
contaminants introduced from other
processes?

H L (Hihixs) ZAMOH DT
b, EORKITMO T ot
ZInB A2 TL DIGYEM OFAE %
ZRLTNDHEDTHLMN?

1441

Yes [,
No [

Outsourced services are to be
controlled
SNRZRED BT E AL L
TnsHrZ

Is the level of control over the
supplier of outsourced services
appropriate?

SN EFEORAREF T RITL TV
HEBLSVITHER DO THD
2

(see section 7.3);

7.3,
16.

Put comment (=
AV NEFA) :

Documents and records must
be maintained

EB LU AR LT
WnHZ e

Are relevant SOPs, batch records and
CoA available?

BHE 95 SOPs, /N Fidkirds &
OSHTEFAEIZIATFARETH 5
AR

Are recovered solvents formally
approved and released for use?

BN L 7= i, i ez EET &
BEISN HERENTZHDOTHD
ne

14.40,
14.43

Yes [,
No [

Yes [,
No [

Identification and controls of
equipment used for recovery,

transportation and storage of

solvents

B AE L7z e %A1
EER, B X OVERIORE

Is the identification of the equipment
used recorded or cross referenced in
the batch record?

EGZfE ] L7 i3 R E ST
WABN?  EiEoNy FllE e
ETOMASENG D02

Avre appropriate procedures in place to
avoid mix-up and cross
contamination?

BEERF (R v 7 A7 v 7) BEIO
RXGYL% 8T D T80 DY) 72 F

14.41,
14.43,
521

Yes [,
No [

Yes [,
No [
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14. Rejection and re-use of materials (JFEM'E DBEZE L BEA)

Oper:t‘iroe:s(;fi tems Notes Crucial questions/ Show me ziggomr:::f Response
N R A
e KR B HEEEHE HEREMRERZZTLHHD B (check box)
EAFEL TN D 02
Rejection Rejected APIs and Do procedures exist and are they 141 Yes [
I intermediate materials shall be | adequate? ’
quarantined and recorded TFIEENFIE L. D>2F ONENHE No [
BEFEAZATOAPISB LU | g1 b0 TH B2
RITRRRE L . 2 DOReER AT o e
- . . . ut commen
szt How are materials identified and 2y REEA) -
The disposition of material stored?
P MR ORE L RS % £ D L 5147
shall be recorded B
WE (=7 VT A MR | '
PBERL, FeaEATS 2 & Is a list of rejected materials Yes [
maintained? ’
PRI L7-MED ) A MERFFLT No [J
WD ?
Do the Certificates of Destruction for Yes [
disposed materials correspond with ’
the list of rejected materials? No [
PERE L 7= o THEFERE ) 13,
PEFEME DY A MR ST
DHDEDHIENRH DM ?
Reworking Is an investigation performed beforea | 14.30 Yes [
LR decision to rework is carried out? ’
PR A R ET DRI AT O &M No [
EEEMELTNDEN?
Have reworked batches been 14.31 Yes [
subjected to:
BAHAN Y FIZH L TROZ E & No [

IToTWBEMN?

- appropriate evaluation
1 1E 72 AT

- stability testing
L E MR BR

- a review to show equivalency to
original process?
AROTHE (FrtR) IZHL
TRSVEASTFET 5 L Ea—
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14. Rejection and re-use of materials (JFEM'E DBEZE L BEA)

Oper:t‘iroe:s(;fitems Notes Crucial questi_ons/ Show me zﬂzﬁomr::::f Response
e KR B HEBEH HEREMRERZZTLHHD B (check box)
Is validation performed if more than Yes |:|,
one batch is affected?
GRIE: FAEET) 1 2B LDy No [
FREEEZ T DNELPD NV T
— g ETOTNAEN?
Is a report issued if only one batch is Yes[],
affected?
Tl —DoDNNy F Ui 5T No [
RNENHIREEFELZREITLTND
N
The impurity profile of a Are the impurity profiles of reworked | 14.32 Yes |:|,
reworked batch shall be batches similar to routine production
comparable to routine batches? No [
production batches FHINT ANy FORMM T 7 74
BIMLIAYy FORMBI T 0 | L AEICEES A Ny F &
Ty AT, BEMUICHE | REch i
SND Ny FIHILT DB
DTHDLHZ L
Additional testing and test Are routine analytical methods 14.32 F;Ut:/co}in ;eg;():
methods if routine test adequate for the analysis of reworked ! ’
methods are found to be batches?
inadequate H #0992 R85 AL, BN
GRIE : LAY FIZKE | TR F OIS EY TH D2
LC) HHEMIZEHT R
Cr e . . Put comment (=
BRIGENREYITHDL 5 wmmmmmmﬂ@mm@mmm X R EEA) -
13, B R L OutEy | degradants or other impurities?
DHERD S = & eI, GRYE : AL
B & 2) AHNBY 72 55 i o 5 i
FOMDOFRHPERHTEDHD
ThHoHD?
Returns Policy on returns documented | If the company accepts returns, are the | 14.50 Yes |:|,
ST WEIZ DWW T DO CE | returned APIs and intermediates
ftEhTnsz L identified as returns and subsequently No [

quarantined?

b UYSREENELETAEL T
DD THIUL, £ DR S FIZAPIs
BROPEMEE, MR & LTE
YNZEAI D S e ChakEz F 2
o TNNBHN?
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14. Rejection and re-use of materials (JFEM'E DBEZE L BEA)

Area of
operations / items

TERXIRRE

Notes

ERHEE

Crucial questions/ Show me
BEEREMAETEZZTZHO

Supporting
documents

BT E

Response
(check box)

Records of returns maintained
WD E RS A2 &

Does the procedure for handling
returned product require the reason for
returning the product to be identified?

W SN /AT D FIEE
1%, OB NS & - H & 4
ETDHIEEFERLTNDMN?

Do the company’s records allow
identification of the transportation and
storage history of the product, whilst
the product was outside the
company’s control?

T DAEEDTHIL, UL LN E D
TEOFEHIMNIH DM S E O,
DL L RE DB DRFE 3 W HE
me?

Avre the details recorded in the
documentation associated with the
returned product adequate and
appropriate?

W ST AL TR D SCGE ISRk
LT D22 S I, 153 h0i
b DOTHDN?

Is returned product appropriately
dispositioned for reprocessing,
reworking, or destruction?

B S AT RSN I R ALER BRI
BHDVTFERICE L C ORI LE
ENTHBEN?

14.51,
14.52

Yes [,
No [

Yes [,
No [

Yes [,
No [

Yes [,
No [

15. Complaints and Recalls (7 L— A & [E]IR)

Area of
operations / items

VEERXIHR

Notes
pE=k o

Crucial questions/ Show me
BEEREWRRTEZTZH0

Supporting
documents
BEftiixE

Response
(check box)

Cf. Scope 4.2
ZoXFEO NEMEE o
425

15.
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16. Contract manufacturers (including Laboratories) (ZFtfitE ; ZET N2 ar)

Oper:t‘iroe:s(;fi tems Notes Crucial questions/ Show me zlézﬁomr::ﬂg Response
(E et ER¥R BEREMARREZI5H0 sitycs | (checkbox)
Cf. Scope 4.2 16.
ZoxEO TEAFEE] o
425 B

17. Agents, Brokers, Traders, Distributors, Repackers and Relabellers ({RERJE, fh3¥E, BH¥E. Bk
£E. BOEEETBLIUBRTER)

Oper;?iroer?sc;fi ems Notes Crucial questions/ Show me Zl;gsomr::]rt‘g Response
Ve IR E HHER BEREHMRREZT2HD B (check box)
General Relevant sections of Part Il 17.10, ZUSOF g:gt]\():l
— A ST are applicable to  Agents, 17.11 ! ’

Brokers, Traders and
Distributors  (e.g. chapters 2,
3,4,6, 74,910,114,
14.52, 15).
Part HDBRT 5 SIEM, R
HE, i ¥E . BH¥EE.
BROBLEFERITHAH S
%)
Repackers and relabellers are 17.11, ZUSOF g:gt]\():l
considered as manufacturers 17.40 ! ’
(full compliance with Part II
required)
TR B L OHRRE
Fix, BUEEE L L TR
&b (Part lI~D5E4 i
AEVRLELRD)
Traceability of Effectiveness of the system For some APIs, consider the 17.20 ZUE/C(I“;Q;\():_
APIs and Wy 27 AOFE availability and completeness of " '
intermediates required documentation back to the
APIs & (A original manufacturer
DORL—HrY B HFLOAPISIZRE L Tid, #3723
b ER BN (F U DF) ol
FHASLBR- T, EOFH &4tk
DOHEBNBFRETH D Z & DB EN
INTWDHZ & GRICEMRED .
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17. Agents, Brokers, Traders, Distributors, Repackers and Relabellers (fRERJE, {hirdes, HEHEHE, ik

¥%, BOREEBIUHERTESR)

Area of
operations / items

TERXIRRE

Notes

ERHEE

Crucial questions/ Show me
BEEREMAETEZZTZHO

Supporting
documents

BT E

Response
(check box)

Are these records readily available?
ZNO ORI EICAFTT S
ZEMARETH L0 ?

Yes [,
No [

Transfer of
information

THHROIREE

Is the customer informed of any
additional manufacturing operation
carried out on behalf of Agents,
Brokers, Traders, Distributors,
Repackers and Relabellers (e.g.
micronisation, Gamma irradiation,
freeze-drying)?

KBS, Mr2Ed . BH ¥ Bk
HH . BOEEE BRUOHFERRE
FHX T2 0 b o T o i 7e %
FMBY 7B S R R O 7R
EZITTNDEN?

17.60

Yes [,
No [

Are the original APl manufacturer’s
name, address and the batch
number(s) supplied provided to the
customer?

g2 TRk (V) ©
REREEOLHRB X OEF. BI Y
Ny FRERFITBECRESTH
D2

9.43,
17.61

Yes [,
No [

Is the original AP manufacturer’s
name and address included on the
CoA and displayed on labels?

A OAPIBLERER O LT LW
ERTIE, HTRERE (CoA) IZRi#k
ENTEY 22T~ UL HFERN
ENTNDEMN?

11.44

Yes [,
No [

Is quality or regulatory related
information exchanged between
partners in a timely manner?
SESOHLN AR D IEHIE, S— BT
—HITHA LY =T FIE TR
NWTNDHD?

17.60

Put comment (=
AV MEFA)

In case of quality related problems,
are Agents, Brokers, Traders,

17.71,

Yes L,
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17. Agents, Brokers, Traders, Distributors, Repackers and Relabellers (fRERJE, {hirdes, HEHEHE, ik
®£%E. FOEEEBLIUBRTESR)

Area of
operations / items

TERXIRRE

Notes Crucial questions/ Show me Supporting Response
documents

HEEEE HEREBRREZITDHOD B (check box)

Distributors, Repackers and 17.72
Relabellers involved? No [

AR DR OSA T, B,
s BH¥EE. MEEE. /7
AEEER BLOERTEETLED
DEWEROLHIZR>TND
e

Are they informed of any Yes |:|,
investigation and actions undertaken?
Tl anfi7s 2 4R L O E No [J
b, REE, e, BH %A,
Lk, HOdSEs . BLUEER
IREFITBEHTHLITRoTY
D02

Repackaging Do procedures, records, and 174 Yes |:|,
relabeling environmental monitoring indicate
A that controls are in place to avoid No [
PR mix-up, contamination and
cross-contamination?
FIE CFk) | fdgk. BLOBREE
=2V TVE, E OB BRI A
(R I AT v 7)) BILORXIEY
BT OICEHY THh D Z L ER
LTV ?

Are samples retained? 11.7 Yes [
YT NORFET> TN DN ?

No [

Stability Is retest or expiry date available? 17.20 Yes [
FERBRIIRS K OME IR | o o

S PO S O
b D L7 >TWNDED T No [

When an API is repacked in a Yes |:|,
different type of container are the
mandatory stability studies

conducted? No [
APIZ R Ip oo 2 A T ORETTH
WET LG BENREEAT R
EMETE LT > TND ) ?

FRRICIILTRER BB IR A TRV E S, RIUIBRTY, HBTLITBIS TR ESNTIToTTF SV,




AIDE-MEMOIRE Inspection of Active Pharmaceutical Ingredients, PI 030-1, Jan. 2009, 50 / 51 B li‘e SCie“tiﬂ

17. Agents, Brokers, Traders, Distributors, Repackers and Relabellers (fRERJE, {hirdes, HEHEHE, ik
®£%E. FOEEEBLIUBRTESR)

OperaAﬂ:)e:S(;fi tems Notes Crucial questions/ Show me 2‘;252:;:2 Response
e KR B HEBEH HEREMRERZZTLHD B (check box)
If micronisation, Gamma irradiation, 17.50 Yes |:|,
freeze-drying is performed on behalf
of the Agents, Brokers, Traders 115
’ ’ ‘ No [

Distributors, Repackers and
Relabellers are the mandatory stability
studies conducted according to section
11.5?

H L. hifk, Vo~ —RRE,
FERLEESMRBEIE 3 B
F.ESER, FOEERDH DT
BRREENTOTNEDTHN
i, section 115124 > 7o IEH 72 275
EAHTHREMEFELZIToTND
e

18. APIs manufactured by Cell Culture / Fermentation (KEfatsz,/ FEIZ X » B3 5 APIs)

operaAti:)e:s(;fitems Notes Crucial questions/ Show me zlégsomr:;:g Response
1 7 A
VRS T ERER BEELEMAERERT S0 B (check box)
See PIC/S Aide Memoire SRIE : PIC/S Aide  Memoire P1-024 | PIC/S
P1-024 D% A b LIZ“INSPECTION OF Aide-Memoire
PIC/S Aide Memoire P1-024 BIOTECHNOLOGY on QC
eSO L MANUFACTURES" T % Laboratories
19. APIs for use in Clinical Trials (EEFEFRBR CEH 3% APIs)
opergiroer?s(jfitems Notes Crucial questions/ Show me zzgsz:et:ﬂg Response
N, —\ =2
e XIRHA ERER BEREMRREZRTDHD Y (check box)
This section is to be 19.

developed at the next
revision of the Aide-Memoire
ZDEILX, D
Aide-Memoire® ¥k DE&ET i
THIET S
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6. REVISION HISTORY (ZXETBEE)

Date Version number Reasons for revision

Acronyms (B§&53&) :

ABTDRR: Agents, Brokers, Traders, Distributors, Repackers and Relabellers
(RERIE, fhIr3ed. HAEHE, BEEE, Fuises. mRor¥Ed)

APIs: Active Pharmaceutical Ingredients  (J513¥)
ASMF: Active Substance Master File (8 Gk i)
BMR: Batch Manufacturing Record (/% v F L& 5o fkE)
CEP: Certificate of the European Pharmacopoeia  (FRJN & 07 ~ i A 7EH )
CoA: Certificate of Analysis (%34T ERH )
CTD: Common Technical Document (=€ T2/ =%/ KX¥=2AL})
DMF: Drug Master File U (FEFEA) BEkE)
00S: Out of Specification — (RkAF GiEE) )
PQR: Product Quality Review (& fE L B =— (WESEFERLVE2—) )
SMF: Site Master File (A h~2¥—7 7 A) (EWE LT IEELRGEFRERERE] )
SOP: Standard Operating Procedures (B ¥EfR/ETFIEE)

Bibliography (Z%&3C#R) :

1) EMEA Note for Guidance on quality of water for pharmaceutical use
(http://www.emea.europa.eu/pdfs/human/qwp/015801en.pdf)

2) WHO Guidelines for drinking-water quality
(http:/lwww.who.int/water_sanitation_health/dwq/guidelines/en/index.html)

3) Related PIC/S Aide Memoires and guidance documents:
- Quality Controls Laboratories (P1 023)
- Biotech (P1 024)
- Utilities (P1 009)
- Explanatory notes for industry on the preparation of a Site Master File (PE 008)

These documents are available on the PIC/S website: (http://www.picscheme.org)

(20154E01H27H : BRXHFF = v 7))
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