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1. DOCUMENT HISTORY (CEDER)

Adoption by Committee 31.10.2008
Entry into force of P1 028-1 01.03.2009

2. INTRODUCTION  (iZ U ®1i2)

2.1.

2.2.

2.3.

(RXJHYLY A7 L BAERF Y A7)
The process of packaging of medicinal products is listed among the risk factors that may

affect the quality of the finished medicinal products and may also cause mix-ups.

EHEMOUETRIZ, £V b, RKERLOWEIEET IRV A7 R & Bl
IR (mixups) ZEZTHBENARNY RV FFA2 LV EFTDHENTE D,

(S ER IR 03 L OSFRR TR A Y 260 72 H)

The increased number of the defects of medicinal products occurred due to deficiencies in
the process of labelling and packaging has drawn inspectors’ attention towards the need for
identifying and clarifying the critical aspects of this specific stage of inspection, in order to
have a uniform interpretation of the provisions of the current GMP guide concerning
packaging of medicinal products and prevention of mix-up.

FIR (labelling) 35 & OVELHE (packaging) D TFE T, KIEIZ L VA U D EIES O KBEOEMBEERT
X, MEORFEDBEBEOEERMEAFE L, DOWMICT A2LERDLHT-DIC, HEEOE
Bz INOOFRENIET S Z Lilhd, &) D, ERRMOEEIE L TOHIED GMP 7 A
FO#EZ FUE : RTOFHEIZ) ZH—AITR L2 TUEWr 2wz & BEERF O 1L 4
LRFNER LRV ETH D,

(Z D S8k D VERL )
In the light of technological progress, considering the wide variety of medicinal products
developed, the 2005 PIC/S Seminar (Bucharest, Romania) was dedicated to the GMP
inspection of the final stage of manufacturing process (primary and secondary packaging,

labelling.

HiTESOB RN, BB SN L& O ERE ML 25 2 T, m%ﬁw>mms&mmr
(Bucharest, Romania) %, EHMLORKEME (—kBLIO ke, 70 7)) o GMP &
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Ll #T7,

This Aide-Memoire is the outcome from the 2005 PIC/S Seminar.
Z OffSEkIT. 2005 PIC/S SeminarO YR Th 5,

3.PURPOSE (H HY)

3.1.

3.2.

(Z D SEkAERL D A #Y)
The purpose of this document is to provide guidance for GMP inspectors in preparation for
inspections. This document aims to define the minimal requirements acceptable for an
inspector as well as the requirements that provide maximum safety for the finished product
(“best practices™).

ZOXED AN, GMP BEREICERDMEHFONA X o Anfttt 5 L Thd, £/, 2D
WEE, SRRSO AR KIBIZS 25 (“best practices”) TR & Iz BEEITH L THR S
N5 GRE  BERENEMRE L THRRDZ ENHED ?) R/NROEREZAMICT 25 B A2 R
S TW5D,

(WE~FR YA FOY—L L LTOFIM)
The Aide-Memoire is the direct result of the 2005 PIC/S Seminar. The Aide-Memoire should
enable the inspector to assess the GMP compliance of the packaging process using the

quality risk management tools.

Z @ Aide-Memoire 1%, 2005 PIC/S Seminar O EIZERILREREY TH S, Z D Aide-Memoire
X, BEREICHE VR R2 A MY — L2 FEH L COUETED GMP OE4E5F %2 3l
THZLEAREESIEDLLDTHD,

4. SCOPE (G &)

41

(BB % D R— L TR N T E~DHER)

The following Aide-Memoire describes different areas which could be evaluated during the
GMP inspection of packaging and labelling process. However, the Aide-Memoire should
be considered as a non-exhaustive list of areas to be looked at during an inspection.

LI AR A Sek T, BB I OERO TRO GMP EE2E TN+ XX Ex 7208 2R~
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4.2

TW5, LOLEns, ZoEEkE. E8BFICALNATHAH) FHICEHLTO, £Taxh
NR—=LTWAHYU X FTIEIRWN, ¢EX DL,

(HELE L L C Ol =8k DR FIH)
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. The advice in this

Aide-Memoire is not mandatory for industry. However, industry should consider PIC/S

recommendations and Aide-Memoires as appropriate.

Z O SEOARIER T, ZOEIRFO GRIE : GMP Zko) KELZXKBREETVD Y
DTHD, ZOXLED, HIFEH-CRAOBIOEE L7252 ik, BERLTH W, ZoOfH

SEIZFRLHT 2T RN T, ERUITH L TEBRR b DO TIERY, L LR 6, ERIT,
PIC/S OHELE Ll Sk 2 072 b DL BER H 2 L,

k k 3k
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Area of Notes Crucial questions Supporting
operation/ ltems (EERER) documents
Packaging materials  (‘G12&E41E})
1.1 Quality and « purchasing from approved suppliers; » What is the policy for GMP Guide
. s IKRENTY T T A YD DN suppliers’ approval? 1.2 iv, 1.3 vii,
purchasing « YT TA Y EART B IEF | viii, 5.40,
FEB IO | auditing the manufacturing sites of suppliers LI EDORRZ b DD ? 5.41,4.2,
- of primary packaging materials for sterile 411
= products (vials, rubber stoppers, syringes, « Show me the audit report
etc.) and of printed materials; s BEAMEELAETTFEN
o BEEEIE GO —REEEE (N1 T L
Tafe, U V) I KOG
DNT, BT IA Y ORISR OB
« compliance with specifications; * Do the primary materials Ph.Eur
o B ~DHA ; specifications comply with the
Pharmacopoeial parameters
« up-dating the documents (quality and limits?
specifications), in accordance with the o —IREIEMBIOHIIIL, K
marketing authorization and any subsequent MNFR T DNT A =5 LR
variations; EEICHEA L TWHD 0?2
o IRFEAREL I NEDBROERITNES T
D, FE (ER) O
« delivery from supplier made such as to
preserve the quality (to prevent
contamination).
s MMEERS LI FHERE<C LD
VT IALXMOEREINTNDED?
1.2 Receipt =t « quality documents: « Show me the records and GMP Guide
certificates of analysis; SOPs which apply when 5.27,5.4,5.3,
) o SRR SCE - receiving primary packaging 5.42,5.43 4.19,
BRI E materials or printed materials | 4.20, 421
o —IRELAEREL & FHIRI G 2
« checking the conditions for packages Moz NEZ#EAT 5, 3
shipment and handling; $k & SOPs&x RAETTF W
o AL O E BV DORNDTF = v
7 « Describe internal labelling
system
« integrity checks and identification of each o« NDTZRY T« RT
batch of primary packaging material or LEBMHALTTIW
printed material received;
o R AT — IR B D D\ ITHIBIE
BEMDENy FOFEEMNTF = v 7 L
Bl
« de-dusting and cleaning of packages on the

MRXICIR RN BB IRI(THHVES . RXIIEXEERT2-HDSEENTT,
EHNOERETHIL, BT EXIESNTITH>TFEW
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outside (separate area).
o WAL OMMIDBREREE 7V —=2 7
(&3 o K< D FEh)

1.3

Storage areas
PR X

« adequate capacity, order and organization,
location plan available;

o BEIZRMAF ¥ X EF & X3, BLiE
TITUMTERRR I L

« the cleaning status, procedure and records;
e 7 U —= 7 DOREE, FiEk L OGER ;

« physically separated areas for “quarantine”,
“approved”, “rejected/recalled” materials or
a system that provides similar safety;

o “PREEL7ZT . ERBLEY . KL
L7z //TEM L 72 Wit O Wy BRI R S
N2, & D WIEFRR R Z A 52
BYAT A

« secured conditions (physically separated
areas, controlled, authorized access) for
storage of primary and secondary printed
materials (cartons, labels, leaflets);

o —WEMMEHS L O TR OEIRIGE S
Bz EH— b, Tv, FAE IR
) OREICBE L To, 2R
(BRIl S U7 R, BB S AU
STz Xgk)

« storage of one batch per pallet — when the
number of recipients allows -, without
mixing batches on the same pallet ;

e 1Ly FHIEY 1Ny FORE
— 2, ZESEIZOWT, FFeh
LB EIITEMT 5, —=Z L, RN
Uy M GRYE : 26 <HitloaiEmie
D) BEDONy FEEIRNE

« storage conditions adequate to each category
of materials (qualification of the ventilation,
air conditioning unit, critical parameters
monitoring — temperature, humidity);

o MK T T I VI R A RN
KROWIEIER AR, Z2Fbkds, HERNT
A—HE=H Y T —RE LR

« existence of an efficient system to prevent
entrance of rodents, insects or other animals;

o BB, B HOWIHhoB DR
ANEB SEFRTR AT ADOTFLE |

« adequate control over destruction of
materials.
FEEICEDM D, Win DL 22

« Show me the seasonal/annual
trends and results of
temperature and humidity
monitoring

s MELREOET=XY) T

\ZDWT, Z=E RO B
Ly R &R DR R A WA
TFEW

» Show me the location plan and
records concerning these
activities
INHDIZELTO R
o MEERIC ST DA BB
AR D) RRIEFE & AT
Taw

GMP Guide
3.1-3.4,55,
5.7,5.28,
5.29,3.18 -
3.23,3.25

MRXICIR RN BB IRI(THHVES . RXIIEXEERT2-HDSEENTT,
EHNOERETHIL, BT EXIESNTITH>TFEW
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1.4 Quality control | * sampling plan and conditions, according to « Show me the sampling plan GMP Guide -
b o the material being sampled,; and records for primary Annex 8:1, 5,
B P e BINT REPYFITIGELTO, BT Y v packaging materials 3.40, 3.41,

7 EHE & SR (including labels) 6.1,6.6,6.17,
o —REEEMEL (T UL%EE | 5.54, Annex
« specific laboratory equipment for the testing Ip) ¥ TV o TEHEE | 1191
of packaging materials; iR E YT I
o TIBPEIERER O T RS
« Show me the approved
« testing of packaging materials/packages in specification and current
accordance with the methodology approved results from internal testing
in the marketing authorization (functionality | « AR OHE & +EHER
tests according to the manufacturer DI OFERZ L TTS
specification and tests according to current VY
edition of relevant pharmacopoeia);
o AR FEAKGEE CHRRRYE DO FIEFRITIE - 728, | » Show me the certificates
LERRE e dE i o ER (B33 238/ | issued by QC for one or more
WG - T2 BEZEE O M I L ORERIEIC | of these materials /packages
e > TOMREMEORER) used for primary packaging
o —RUEMBHIEN T 2%
- integrity testing for primary packaging, MBEEIZEE LT, QC »
differentiated for each category of finished F4T L= 1 oL E ok
products (when applicable); ERETFIW,
C KB O T T VICESW TR L
7o —REEME oM 4T
%A
- in-process controls with relevance for the
quality of the primary packages used
(weight, filling level, blister scan, leak test,
verification of the printing of labels, bar
code reader challenges);
CEA L —RadE SO S EICEE L T
BANER (E&, £~V 7Y RY
—AXx ., V=& TLDTY
YT 4 T DR, N A= Y —F—
DF ¥ L)
- assessment of the integrity for a sterile
product packaging.
- HER T D/ ELEE O SEAME DA
15 Manufacturing | * designed and built-up to minimise the risk of | « Show me the qualification (1Q, | GMP Guide —
) contamination and mix-up -enough space, 0Q, PQ) of utilities used Annex 1:
Premises logical positioning of packaging equipment, inside the primary packaging | 5,11, 12, 3.7,
(packaging separation of each and every primary and area 3.8
secondary packaging line (different o —REEEKIE D NI TEH
area) cleanliness levels); TH2—7 4 VT 1 Ok
SR (8 '?ﬁ%jisot(ﬁiﬁ'efsﬁir%EOD J 207 EEhET PERHIE (1Q,0Q,PQ) & Rt
e LHREBLUPENL T v ) TFa,
w7 —Fy I A=A RO BRI 72

K& (logical positioning) . filx »% LT
—WBLOZR@ET A (Blpolzy
U7 IV AL~ULTH D) DOIEE;

» Show me the results of
environmental monitoring

MRXICIR RN BB IRI(THHVES . RXIIEXEERT2-HDSEENTT,
EHNOERETHIL, BT EXIESNTITH>TFEW




PIC/S :AIDE-MEMOIRE  PI 028-1 13 January 2009
GMP INSPECTION RELATED TO PACKAGING (A#&BH% D GMP #£2)

Page 9/12

l_iie Scientia

« qualification (1Q, OQ, PQ) of utilities
(HVAC, PW, WFI, sterile steam, inert gases
used, if applicable);

e a—F 4 VT4 (ZEFH. RERUK. HSA
ARy EREAR, b LS T L2613, ##
WMT D2RIEET R)

« monitoring of environmental conditions
based upon the nature of the product (sterile
or non-sterile).

o (ERFEIE, FER) HEOMEICK
SBRBERMEOT=H Y

(especially for primary
packaging of sterile products)
s BEEE=X I VT OREE
RETTFEW R, EH
RS O—REEE)

* How is the access ensured for
products/materials and
personnel to production areas?

o BUERIRICR LT, B
FEBLOANDT 72 R%
CORRIZEBL T D02

1.6

Packaging
equipment and
process
TR &
0 A

« high performance, qualified and
well-maintained; equipment, able to ensure
the control during the primary/secondary
packaging;

o EVERE. BASMERIAL A S, 2o R<
AVTEINTNWAHZ L, 3 —k/RE
EEEFOBEHEARIETE D L) 725
A

« line clearance (working area, packaging lines,
label printing machines and other equipments
should be clean and free from any other
products, materials or documents previously
used);

e TAL I VT T A (FERE, @D
A, FTY) v MR BROWO
AL, £ ORTORRUTHE Lz fth oo 8l
fhy MBS D VIESCE S, BV EEX
nNTnspZ &)

« content of adequate level of details on the
checklist for line clearance;

e TA VI NVT T UADF 27 YA RN
FDONFIZONWT, R L~L &R
ze&

« line cleaning;
c FTA LT == T,

« cleaning of dust extractors
s FHEREED S ) —=2

« checking of the type of label used and its
attachment on the primary package;

s fENTZT VDL AT R
~ENERMT T EDF =y T

« the presence of safety elements of the
package (to prevent the counterfeit);

o WEFMOREMEROFE (RBIEHED
iiEo7=9)

« Show me the qualification (1Q,
0Q, PQ) of utilities used
inside the primary packaging
area

« —RALEE KIS D IR TE
LTnWda2—7 4 U7 4
(R#%) OBEREIERHE (1Q,
0Q,PQ) ZRHETTEW,

- Show me the checklist used for
line clearance

s TAV T VT TR
TH5Fzv 7 URANERE
TF&EWw

*1Q, 0Q, PQand CQ
*1Q,0Q,PQ BL* CQ

- Show me the
qualification/validation of the
packaging equipment/process

- RLMERERR 7 n e A O MR
PERHE,NY =Y a v &
HETTFaW

- Show me the calibration and
maintenance records for the
packaging line

- AR A OWIE & RED
FLERE RE T FEW

- Show me the SOP and
program for mix-up
prevention

3.34-3.39,
Annex 15
-19,5.44-5.53,
5.55,
5.57,5.38,
5.39

MRXICIR RN BB IRI(THHVES . RXIIEXEERT2-HDSEENTT,
EHNOERETHIL, BT EXIESNTITH>TFEW
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« validation of the packaging process (critical
process operation) — protocol, report and
records;

o BIETR (BEZRT 1 AHE) ONY
F—vary — Fubha—u, @WEER
FOGLERE

« adequate functioning of electronic devices to
establish identity, such as barcode or RFID
readers.

o BB EFENLT DD OB LR OEY) e
BERE s N— a3 — FEAI #dH DT
RFID (¥ % 7 ; radio-frequency
identification tag) > FEAEL Y £

« waste handling
o BEFEH O

- BAERFEPIEDOSOP L 7 1

7T LhERETFEN

1.7

Documents
E

- batch packaging records (BPR) — on paper
or electronic form (attention paid to level of
access, electronic signature, etc.) for every
batch or sub-batch manufactured;

- Ny FadkEiekE  (batch packaging

records ;BPR)
—HE L TWDLIETONy FEIEY
TRy FIZEAL T, N= =0 K
n, (TreADLYL, BFELRY
WZHEBEDRADI TV D))

- SOPs and instructions for reconciliation,
especially for the printed materials
(including investigation of any discrepancy
noticed and solving before batch release);

FEZ, FIRIBS SR LT BEIRE

(reconciliation) ¢ SOPs & 45X, (R—
BIZRPT W R R COFME L Ny F
TR D% O MBEOMR % E L) ;

- defined and adequate action limits regarding
reconciliation;

- BEMRAICE L CoOBE L, mueihE
PREEAH ;

- adequate control of return in storage area of
excess packaging materials;

© R TR OIRE KIRA~ DR L D
IRAESE R

- adequate and documented investigation of
packaging process deviations.

C BIET 1 A DI OE ) SCEH L X
TR

- How do you ensure the

security of the data entry in
the electronic BPR?

- BTN TR

WA ST —2Dk*
2 VT 4%, EDORRITRGE
LTWNDLD0?

- Show me the records of

investigation of any
discrepancies noticed during
reconciliation?

- BERRAETIZEB W TER

—EOHFEDTRERE R T
SHEEAN?

- How did you investigate the

packaging process deviations?

C AETEROGMIT, ok

WA L TV D D02

- Show me the SOP for

handling the obsolete or
damaged printed packages

- < /2o 7= (obsolete) & %

UM RE U 7= FIRIGS i
DOHARV MBI LT SOP %
RETFEW

4.7-49,
4.16, 4.18,
5.56, 5.15,
5.39

MRXICIR RN BB IRI(THHVES . RXIIEXEERT2-HDSEENTT,
EHNOERETHIL, BT EXIESNTITH>TFEW
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1.8 Personnel it & | - adequate in terms of qualification and - Show me the records of 21,2.2,25
training regarding hygiene practices, medical checks for operators | vi, 2.7 -2.10
clothing and operation on particular working in primary
packaging equipments; packaging area.

- @B EL (hygiene practices) . &4 - REEE CUESE T B
(clothing) 35 L OMEE DRZERROEER | BICE L TOFRET =
B L T, SRR & IR OB v 7 OFtdkE RETFIW
5 ONEOTEGIME ;
- knows and applies the procedures regarding - Observe and discuss with
the activity performed; personnel involved in the
CATHEREICE L COFIEEM->TNWD Z packaging process, to see the
L BIWMTADZ L level of their knowledge on
the operations they perform
« performs operation reliably and with no < AIEEICER D AT E A
impact on the quality of the product; HLismT bl L, oM
o MEERICIEEZITZA A Z &, BIUOELM 1T HERICE L TomE#%ko
BIZA Ry NERIFS RN & LRV ERDZE,
« training of maintenance personnel and - Show me the records of
contractors. training on line clearance
o (REBIREEE L EERE A3 (contractors) SOP
DR T A LI YT T AD SOP
DTN T DR
HETFEW

1.9 Quality + Quality policy, risk management, risk - Show me the self inspection 9.1, 8.3, 8.6,

assessment plan and outcome Annex 15 —
assurance CEEFR, VAT~ F =Y A b, VA | HOAREE S EOREE | 43,44
B REE 7wl RETFIW

« self inspection system (frequency based on
the critical aspects of packaging materials/
processes, taking into account the number
and gravity of the quality defectsand taking
the appropriate preventive and corrective
measures);

s HERM T AT & (R#A1T S EM 7
o ADQBEEMICESOBEE, SEX
Mo L BADTE#BETH, @O
BhtsE e B E A & D) ;

« investigation of complaints to identify the
package/packaging related cause;

g EIEEEIC B SRR A R E T
L7000, EEDORA

« assessment of the change control impact on
the package/packaging of the finished
product, during the whole shelf life of the
product;

o MR OFEPBHIREMICDIE>TO, Kk
B O @Y OO R E D
A X7 N DR

- How did you investigate the

complaints related to
packaging?

LT L—2%

EORRICIRAA L TV D92

MRXICIR RN BB IRI(THHVES . RXIIEXEERT2-HDSEENTT,
EHNOERETHIL, BT EXIESNTITH>TFEW
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« release procedure on printed and primary
packaging materials;

HIMPE 3 L O — IR WZEE I DV T O
JEFIE

6. REVISION HISTORY  (ZkEJEE)

Date Version number Reasons for revision

(201547 H 15 A FER T)

BRI IIRRRB IR THBYVET  RXIIEXE BB T H-HDSEENTT,
EHNOERETHIL, BT EXIESNTITH>TFEW
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