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1. DOCUMENT HISTORY (Z @O CEDJEE)
Adoption by Committee  (ZESIC XL HEIRA) 24 April 2002
Entry into force (FEEhA) 1 July 2002

2. INTRODUCTION (iU ®Ii2)

2.1 Technological and technical progress have increased in the pharmaceutical industry in the last
decades. Progress has not only been made in the area of production equipment, technology
and quality control but also in the area of auxiliary systems such as HVAC and media
systems.

Bl JOTERMOER T, Z 2B HETRETECWTHIE L TV 5, AR, JIEH
. BN B TOREEEO SO LT, HVAC (k) BEURAT 4 TOV AT LD X 9 72JF
WA THLRLND,

* GREWE) 0 T=oF w7 L, “heating, ventilating, (and) air conditioning”system DOWSFR Tl > T, —fik
BCIx T2530) v AT L EREND,

2.2 PIC/S has paid due attention to these systems for the manufacture of medicinal products. In
2001, the annual PIC/S Seminar was devoted to the inspection of utilities used by the
manufacturer of pharmaceuticals (Prague, Czech Republic).

PIC/SIZ, EHMBOBEEIZE L T, TN HDO T AT ATHILOTERE %> T& 7=, 2001452, PIC/S
DFERE I F—1F, BEEMUEEEPENT22—T 1 V7 4 OFERIZONTOHDTH- T
(F=adtfiFl, 77 TOEHK) .
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3. PURPOSE (HY)

3.1 The purpose of this document is to provide guidance for GMP inspectors to use for training
purposes and in preparation for inspections.
ZoOXEOHMIT, GMPEZEOFIMIC, BILOEZOEHICHT 22 L TH D,

3.2 The Aide-Memoire is the direct result of the 2001 PIC/S Seminar and was drafted with the
aim of facilitating the effective planning and conduct of GMP inspections of utilities. The

Aide-Memoire should enable the inspector to make both an optimal use of the inspection time

and an optimal evaluation of GMP compliance.

Z O EERE. 20014EDPICISE X F—COEBHRRENTHY . 2—F 1 VT 4 ODGMPELZED
R ETH & FEERDICTHHNTREEINIZ DO TH D, ZOHSEkIT, EEE ICALN

I OBIRIN IR & GMPIESF D RERHE O 5 21T 5 Z L Z2FTRRICT 2 b D ThH D,

4. SCOPE (i FH#iPH)

4.1 The following Aide-Memoire describes different areas which could be evaluated during the
GMP inspection of HVAC systems, pharmaceutical water, steam and medicinal gases.
However, the Aide-Memoire should be considered as a nonexhaustive list of areas to be

looked at during an inspection.

PLFICIR R A sdkiL, HVACY A7 &, BUEKFIK, 2REPB L OEEH T A DGMPA L 1 23
FTREEL RERICOWVWTIRARZEDTH S, LLARD, ZOMEEFIIELETICR NS

Boobo, RoNZFEMHZ Y A RLIEbDTHLEBERXDH T L,

4.2 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.

FATRERUC, T OSCEIZITRA ORI E KBS Eiz, ZO3CEN, HilfdEHdH 0L, Lo En
TARBEESNDBREA~OREEEL 705 Z ITERK LT, LsLann s, RIERER (industry) (3,

MEEIZR U T, PICISOHELECff Sk 2 B E T XEXTh D,
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5.AIDE MEMOIRE  (fi=8%)
1. Area of operation/Items
Notes Crucial questions .
HVAC for medicinal Supporting documents
products  (YEZEHiPH TEHH HEES EE Y R IR B SCE
3R 5 OHVAC)
11 Key design parameters® * Need for separate systems + How do you prevent PIC/S GMP Guide 3.10,
s o SEELT-S 2T LD MENE cross contamination by 3.14,5.10, 5.1, 5.18,
BHERRG Lo/ T A—
Py - Level of filtration (Filter air? 5.20.
specifications) HiRE, ERICE DR
Annex 1- 29-31,
HED L~ (T 4 — NEREED LI
< Annex 2 -9, 10, 14, 15,
1: Important for the D) LT TR0
introductory inspection Recirculation or makeup air K Annex 15- 9, 10
Visv—4
WA DAL TR R E - IR0t
- I1SO 14644-4: Clean
%
Tho _
. ' rooms and associated
+ Location of filters
trolled
SN — Dl controlle
L. . . environments — Part 4:
« Position of inlet and air return,
Design and
dust extractors
construction.
Ay b (ZEERREHL
n) xr—Ux—r (% International
KR R) OfE, BERE Organisation for
KUILE Standardisation 1SO,
- Temperature  J&J% Geneva (April 2001)
« Humidity 1@
EN 1822: High
- Air changes  #a%[E1%%
efficiency particulate
- Pressure differentials =27
air filters (HEPA and
5=
) ULPA):
-Design of ducting 47 ~%&®D
o Part 1 — Requirements,
B
testing, marking;
- Easy and effective cleaning
. Part 2 — Aerosol
THEA DRI G & B
production, measuring
- Alarm system i 27 A
equipment, particle
« Air flow direction- LAF and/or
counting statistics;
turbulent
KM — J&E andfor Part 3 — Testing the
ELIR planar filter medium;
Part 4 — Testing the filter
FIFRIZLTRER, B IAZA TRMEVET, FOUXERZITBE E4 A, Hl SATENIESL TR S TR I,
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Area of operation/Items
HVAC for medicinal
(TE¥HEH A

3K 5 OHVAC)

products

Notes

B
i

Crucial questions

Eie AR B

Supporting documents

BT E

element for leaks (scan

method);

Part 5 — Testing the
efficiency of the filter
element. European
Committee for
Standardisation,
Brussels (parts 1-3
were ratified in March
1998, parts 4-5 in

August 2000).

EN 779: Particle air
filters for general
ventilation —
Requirements, testing,
marking. European
Committee for
Standardisation,

Brussels (July 1993).

1.2

Qualification of HVAC
systems*

HVAC ¥ A7 A Difst
A

1:  Important for the
introductory inspection
WEIDOEZE TITEE
Thod

- DQ, 1Q, 0Q and PQ

+ Average speed and uniformity

of airflow

S R & JRGE ¥ — 1

« Pressure differentials

EHAEE

- Air changes #a%i[m1%%

+ Integrity and tightness of

terminal installed final filters

RIidAE 7 4 L H —D5EA

P & T

+ Number of particles

*Recovery tests

BT

FHERER (%)

* 1 (GRIE) RIS,

+ How have you

implemented
recommendations and
correct deviations
mentioned in
qualification reports?
GEMIRY72) WA M
FHEEREETE KRS
AT HERER R IEHE &
FEDXHICLTE
TLTTS D2

+ Who is responsible for

evaluating if

requalification is

Guide - 4.26, 5.21,
5.22,

5.24,5.37, Annex
1-30,

Annex 15 — 2-18.

EN ISO 14644-1:
Clean rooms and
associated
controlled

environments

Part 1:

Classification of air

N A NN N

RAZATRENE T, FOUTHRITME A, HWT LATENIL TR > TR E W,
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1. Area of operation/Items
Notes Crucial questions .
HVAC for medicinal Supporting documents
products  ({FE2&#iMH THA HEE R EECASENE AT CE
=I5 OHVAC)
Ve ECEERED AL necessary? cleanliness.
TeDb MEZERRIZEY b Lk M oD PR International
BUE ST EEE E ClILE DUENZ R T-DT Organisation for
189 % F TOMLEERFRH 2 b, oo Standardisation 1SO,
RHBEBF TR E B BILITFHEICH DD Geneva and
NnNo, iR European
] ‘ - What are the Committee for
- Air temperature  ZE5EE
requirements for Standardisation
* Smoke tests A E— 7 7R regular CEN, Brussels (May
+ Requalification (parameters for requalification? 1999).
requalification) 1@*@"@3@ ﬂiﬂ}qéﬁﬁf@*ﬁ"fﬁfﬁﬁ% EN ISO 14644-2:
=g = ROBLE L8
MR GERMORmRI | RORESE Lo and
_ > 25 P
B> TDO/INT A—H) BRI associated
- Change control 25 B/ B + Show me your controlled
deviations and change environments
control reports for
Part 2:
HVAC? .
Specifications for
HVAC (B L T _
testing and
FhoOH & 28 T AE R .
monitoring to
DREEFEER LT .
prove continued
THE 72\, ) )
compliance with
I1SO 14644-1.
International
Organisation for
Standardisation
ISO, Geneva and
European
Committee for
Standardisation
(September 2000).
1.3 Walk round tour « Are rooms for the production of | + How do you challenge | Guide - 3.6, 3.7, 3.12,

CHREXINZ) & &
o¥a)

medicinal products equipped

with HVAC in accordance with

your alarm systems?

EAOEH T T L

4.27

Annex 1 -29, Annex
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1. Area of operation/Items
HVAC for medicinal
(TE¥HEH A

3K 5 OHVAC)

products

Notes

B
el
I

Crucial questions

Eie AR B

Supporting documents

BT E

Confront differences
between design
specifications, drawings (in
SMF) and reality,
unplanned maintenance and
change control and
following items
AR, XHE (SMFD)
T L THERMOMDIEE
G EITV, FHES
(unplanned) PRAERCZE BT
B, HDHNE, HOWD
FIHIZOWTODREED

ﬁ%)/?bo

GMP requirements®?

3 D RLESR 1T, GMP R
12 A L7z HVAC %1 2 C
WD ?

1:  Important for the
introductory inspection
WEIDOELETITEETH
%)

« Location of filters

7 4V H —DNE

« Position of inlets and air return

A by b (ERREHL
M) ¢x7—U%—1 (2R

PR R) ONLiE

+ Dust extractors,

BERRIL 5| 441

« Pressure differences (across

filters, between production and
adjacent rooms)

FEIE (iR & B R
DD T 4 NV F—DFEE)

+ Logbooks-maintenance and

calibration
ny7y 7 - R LUK
1

+ Monitoring of other process

parameters
o7 atz AT A —2D
T=H VT

+ HVAC alarm systems function

ZE DT AT L OFERE

D (HaeMEBN D) file
BiE, FoLoizLT
WEFH?

+ Place and procedure for

sampling?
RN AOY T
LI

+ Where and how do you

weigh and refill starting

materials?

JRBROFRE R & fik e L
(refill) 1. fTADY;

FrcEoL izl T

WETH?

2-14

N A NN N

RAZATRENE T, FOUTHRITME A, HWT LATENIL TR > TR E W,
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1. Area of operation/Items
HVAC for medicinal Notes Crucial questions Supporting documents
products  (YEZEHiPH TEHH HEES HE G M B SCE
=3 OHVAC)

1.4 Monitoring of HVAC + Environmental monitoring Guide 4.15,
systems (particles, micro organ, Annex 1 4-6,
HVACY AT LDE=H humidity, temperature)
vz BREEE=X1V 7 (hit., #

A, W, IRE)
+ Chemical residue testing
AR R R

15 Maintenance and + Maintenance program The interaction between Guide 3.41
calibration of HVAC AT F v AGHE unplanned maintenance
systems - Calibration program and requalification
HVACY AT L D4 & MEEFTH FHES DR A L T
KIE - SOP’s IRYE(FEEFIEE T R PR D B

- Records  FrédH OHIWHT ED X D127

- Breakdown/Emergency STWETN?
including challenges of alarm
systems
Tr—r By S RARE,
AT ADF v LY
ZEle

1.6 Documentation for HVAC « Technical data 45 —# Guide 4.1, 4.26, 4.28,

systems

HVAC A7 5D EAL,

- SOP, records-maintenance,

calibration, validation,
monitoring, deviations, change
control

SOP, FCERHADIRES,
NY)F—=vay, T=H)

AN N g

RIE,

+ Validation protocols and reports

NYF—arn7Fa kha

—VEHIEE

+ As-built engine drawing

As-builto=> o (B
B, % TIX)

4.29

N A N S

AL A TR ENET, R

T H %

T EFE A A, T SATENIL TR TS,




PI009-3 “INSPECTION OF UTILITIES” (25 September 2007) AIDE-MEMOIRE Page 9 of 21 pages LifeScientia

2 Area of operation/Items
Pharmaceutical water Notes Crucial questions ]
Supporting documents
system o
eV AR B E
VRGP, /T H
BIEAKT RT A
2.1 Key design parameters WFI  (FEHAK) + What are the design Guide 3.10
BHIBREREINTA—H -Weld quality 8By D && | features that prevent
FDA- Guide to
+ Passivation of pipeworks entrainment?
Inspection of Highly
BE S O A ERE AL R (RIR) [RIfE 2B <% »
Purified Water
- Vent filters -~ k7 4 L4 FEoRHgE LT, £
Systems
DE D72 H DNIFEAE
All kinds of pharmaceutical LTW5HH? Annex 1-35
water  (BZEAKDOETD
- Who owns the system? Annex 15 -9,10
IR L TC) B
HENZTDOV AT LD
- Suitability of construction .
EHEMTEZALTY
materials
DN?
HERR A D A
+ Slope of pipeworks
B O A
+ Recirculation at adequate
velocity and temperature
) 722 & JREE T OO FEAE
BR
- Sanitary joints
P=F Y =DV a A N
+ Capacity x daily demand
REJ1 R AR
* Valves 7SV 7 ¥
+ Draining /flushing
N e A
7
+ Samplings ports
P TR~ |
2.2 Qualification DQ, 1Q, OQ, PQ AND + All qualification 3.34,338,5.22,5.24
TS MEMETR COMPUTER completed? Annex 15 - 2-18.

VALIDATION IF NEEDED
DQ, IQ, OQ, PQB L M E
RSy Ea—FAN

4T ?dQualification/ L #&
TLTWAN?

« For existing systems,

N A N S

ABATHRENET, FOUTAZICBE A, B &ATENTL RS> TR SV,
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2 Area of operation/Items
Pharmaceutical water Notes Crucial questions ]
ystem Supporting documents
EEA AN ek AT CE
TEHEHIPH, " HHA
BIEAKT RT A
VF—vayv show me deviation and
- Drawing, with all sampling change control reports?
points BRAEGFELTWD Y
BCOHT VT RA AT BB LT,
28 FCHk S A7 EH, AEEFOER
- Setting operation and cleaning EEERINTZW
parameters-1.Stage + Does staff understand
TEER LOVERL/ N T A — what, how and why the
4 - First Stage DX E work is performed?
- CONSISTENTLY BtR 222 > 713,
PRODUCING WATER OF MofEkZ, ED XD
DESIRED QUALITY IZ LT, & LTz
FOR 42D ME DK % Bl AVEAT D e, B L
T& DIEFRIZRRE TWVDH?
+ What do signatures
mean?
BAHTDHZ LN, Mk
BT 20 %&m->T
WD
2.3 Walk round inspection + Water quality grade and + How is the system kept | Ph. Eur. current edition

HERIDE DAL

Is water for injection
produced and used
according to
requirements of Note
for Guidance on
Quality of Water for
Pharmaceutical
Purposes and Ph Eur?
BT 7K I “Note for
Guidance on Quality of
Water for

Pharmaceutical

purposes of its use
KOWEZ L—REZDH
- feed water  JFUK
GUpasE
- distillation — sight glass

KE—YA NI TA

* pre- treatment

- storage tank-filter, break valve,

Q-spray ball

WX 7 -F 4 NE— T L

— 7, Q- AT L—KR—L
- distribution loop-temp,

conductivity, TOC

in a validated state?
RISKFAK AT B %
NYF— FEnik
REIZ, afaiz LCfR-
TWDL D2

+ Let me have a look in

the sight glass!

YA NI AERE
TR GRE: 9o
N 7T 23BN
TG, FARICK
VEREhLDT, £
DHEFFE PR 4 el

CPMP - Note for
Guidance on Quality of
Water for
Pharmaceutical
Purposes

Annex 1 -35

BRI TR, R IAZA TR EVET, JUUTRZICEE £ A, HIWT SATENIL TH U > TTF I,
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2 Area of operation/Items

DEVEIZHE > TS
Sh TS
M

Confront differences
between drawings and
reality, unplanned
maintenance and
change control.
B & Bl L Dgex
Bt 5, FHES O
L EHEFDYEE
“hbd

Follow the system from
pre-treatment to user
points: in each part,
check leaks, sampling
points (access), who
does what, start up and
shutdown, cleaning /
disinfection /
sterilisation), quantities
produced.
AALER N & o —HF —
WA b FEE R
Bt —ARA v
FOFEY) £TT A
7 Lz EEITIE D 4
N=FT V=7 ¥
YTV TRA R

(77 AW RENE

s 2) T, FELMA
Yo ETFy

TOC

+ heat exchanger integrity

B R D e

+ user points-number, design and

location
DOEFH. Bk, B L OB

« control system-alarms, record of

action, set points and
demonstration

WHY AT h — B, BifE
DFlgR, RERA M B

RFELVA ML —v g v

* monitoring print outs

F=X VU TREROTY v
7o b

* DISINFECTION? HOT

WATER? STEAM?
CONTINUOUS

RECIRCULATION?
7 ?

R 7o BR 2

Bok? &2,

+ Show me records of

alarms that have

occurred!

B (77 —2) B
TR DFEEE AT
Taw

Pharmaceutical water Notes Crucial questions ]
Supporting documents
system ‘ B
EEA EHEERMEH AT CE
VE¥REER, I A
BEAK Y 2T A
Purposes” & BN & 07 AN —TIREE, EEE, %)

BRI TR, R IAZA TR EVET, JUUTRZICEE £ A, HIWT SATENIL TH U > TTF I,
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2 Area of operation/Items
Pharmaceutical water Notes Crucial questions ]
Supporting documents
system o
A AN ek AT CE
VRGP, /T H
BEAK Y 2T A
T5, (R¥—1FT v
TEBLOV Yy b F
v B THES
WE) | BET LR
24 Quality control testing + PROGRAMME, INCLUDING - How do you perform Ph. Eur. current edition
ARNERtiea TEST METHODS sampling (handling, CPMP — Note for
B FEEEL T e T A volume, done by, all Guidance on Quality of
* SCHEDULE? A7 ¥ =a— points covered)? Water for
L2 FTV T EED Pharmaceutical
+ SAMPLING, WHO TAKES LI LTITWET Purposes Guide 3.43,
SAMPLES, TRAINING, » (B, o7y 4.15,4.22,6.7
VOLUME SAMPLED, VIR HERY T
HANDLING OF SAMPLES YITEITO I, BTO
VAN AUINEZ N /A A Y BEAN—L
NVERET D002 £REL TWn5HH) ?2
ToHE, VT AORBEN _
+ What are alert, action
+ Limits (micro, chemical, o
limits?
endotoxin) .
B LU EOR
FRECHE (M. (g, . .
I DL 72 b
T RhFy)
DTTHh?
+ Out of spec. results (OOS)
AR (00S) - Source water testing?
+ Trending of results FUKOBERITL T
BB D kLo R4 B
+ Check that all points are
sampled over time,
accessibility to sampling
points
ETORA L N ERRFNIC
T T LTND D,
PV TRA AT
IR ATRNET =T 5
25 Monitoring - Temperature i By whom and how are Guide 4.15

0=

ARZ

L NN

SAGATBHENET,

FOUFE LRI E EW A, Il EATENTL T RS> TR SV,
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2 Area of operation/Items
Pharmaceutical water Notes Crucial questions ]
ystem Supporting documents
et AR B E
TEHEHIPH, " HHA
BKAK L RT A
ET=H VT - Speed EJE corrective actions made? Annex 1 -44
- Ventfilters X2 b7 4% | FIEHFEITHED &0k
« DI column regeneration IZITH DTETh?
Wit AT T LD
- pH
-UV light PW) UVZ > 7 (K
BUKDGE)
- Conductivity {m=EJE
- Leakage VU —7
- TOC AHARESHTR!
2.6 Maintenance and + Maintenance program The interaction between Guide 3.41
calibration of water (S =74 N unplanned maintenance
systems + Calibration programme and requalification
K AT LORAE EFLIE WIET w7 T 5 FHESME R E LTz R D
- SOP’s RS METRHERR D LT
PRI TFIAE LA 7 EOFHE TR E 13 E
- Records  FC&RHA DEIITLTNWETS
+ Breakdown/Emergency AR
including challenges of alarm
systems
TL—=r 80y S BEARD
Ko ZAUTITER S AT A
OF v L UHET
2.7 Documentation - Drawing — up to date  (SMF?) Guide 5.38

XEAL

B — iR TR (SMF2MFH 5
D)
+ OOS evaluation

00S (BitxshiER) DOFFAf
+ Deviation reports

ML
+ Change control reports

P S

+ Operation of the system

Guide 4.1, 4.26, 4.28,

4.29

0=

ARZ

L NN

RAZATRENE T, FOUTHRITME A, HWT LATENIL TR > TR E W,
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2 Area of operation/Items
Pharmaceutical water Notes Crucial questions ]
Supporting documents
system
eV AR B E
TEHEHIPH, " HHA
BKAK L RT A
BT AT LOEILFIEE
+ Cleaning / sanitation
[sterilization
gV —= 7 =T =
EpNod
+ Logbook — monitoring
parameters- see 1.6, incidents,
filter changes, shut down
periods, cleaning/sanitation,
maintenance
ay7y s — E=X
T EATSTCNDHINT A—
X - 1BHED, NTTI
TANE—HER, ¥ v bF
v UoWIRL, 2 ) —=v
=7—vary/WEE LR
DTk
3. Area of operation/ltems
Pharmaceutical steam Notes Crucial questions Supporting documents
system {EEREF,THH AR A I H R BT SCE
BIHRR VAT A
3.1 Key design parameters * entrainment prevention Guide 3.10

BT A—Z D

=3
iy

FIKE LB 1L F ik

+ Cross contamination

factory/clean steam
RXIHYLN 2 (FR{: : factory
Wfactord % A I 2 2) /2

J—rRF—n

+ non condensable gases reduction

BRI A A ) S D H
B

Annex 15 -9-10

BRI TR, R IAZA TR EVET, JUUTRZICEE £ A, HIWT SATENIL TH U > TTF I,
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3. Avrea of operation/ltems
Pharmaceutical steam Notes Cructal questions Supporting documents
system 1P, THH HEE AR EECPASENHE AT
BERR AT A
+ slope of pipeworks
B O A
+ no dead legs
Ty Ry ZRRnz
3.2 | Qualification DQ, 1Q, 0Q, PQ AND - All qualification 3.3.4,3.38,5.22,5.24
R AT COMPUTER VALIDATION IF completed? Annex 15- 2-18

NEEDED THE SCOPE OF 4 C O TR MERAT 1

VALIDATION SETLTWNBN?

DQ, 1Q,0Q,PQ. BXLUVIY F | - Forexisting systems,

— g COHIPHE L THER show me deviation and

BEICITa sy va—# 0 F change control reports

— gy BAED Y AT L
LT, @il LUt
EREHOMEES
mRINzWn

3.3 Walk round tour * FEED WATER-TYPE, LEVEL,

YIRS ADE e
What kind of steam is used
for manufacture of
pharmaceutical products
— factory, clean steam
generator)?
E DR DR R &
3 A D BGE T L
TWnsH0 (— L, 7
U— U RKGE ) 2
What kind of source water
is used for production of
steam?
REROBEIHEA LT
WD K OFEHIT & D
Eobone
Confront differences

between drawings and

TEMPERATURE

JRK - FEEE, Lok, REE
+ Sample points location, number,
access
YTV TRA DY
Atk 7oA (TrER
D GHE)
+ System for removal of air loop
N—THNDERIRED L AT
L (ZOFRSCITERG /)

EEd

ARZ

IENEOAS NN

IREATHECET, FOULARIGEE E A, HIETBIRLTRIOCHS TF W,
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Avrea of operation/ltems
Pharmaceutical steam
system YEZERiFH,THH
BIEERR T AT A

Notes

Crucial questions

Eie AN E B

Supporting documents

BT E

reality, unplanned
maintenance and change
control.

B i & SR DR DR
MOMOEREZREE
PEDH, FHESMRE L
LEEEMEZEEHDOE
%)

Follow the system in
logical order.
LK AT Lxia
BRNEFIZ LTzh3» T
FxvITD

Pay attention to leaks,
sampling points (access),
who does what, start up
and shutdown, cleaning
[disinfection /
sterilisation), quantities
produced.

V=0 H7y 7
KA (Tr2RRD
B | TS
DM, AH—RT
DAZE SENO N S
v I RS
W) | ET DK

BIZIEREH D

3.4

Monitoring

ETE=H YT

« control of entrainment

TRTRIF A 0> B

« level control of feed water

JRK D IKAL A

« pressure control inside still

FREE RN D £ ) 48]

Guide 4.15

FIRIZL TG, B, IRZA DM EONE T, ROUIAZICEE A, T LATENIL TR > TR EY,
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Avrea of operation/ltems
Pharmaceutical steam
system YEZERiFH,THH
BIEERR T AT A

Notes

NETETEN
A

Crucial questions

Eie AN E B

Supporting documents

BT E

- temperature R

- filters 7 4 L& —

+ blown down frequency
Ta—Zv O

+ emergency shutdown and start
up
FHEILEAZ— T v

3.5

Quality control testing

i B8 BEERBR

+ methods (contains non
condensable gases and

additives)

Jitk GREEEYET 236 L O

)
- limits  FRAEfE
- sampling H 7Y
- OOS results Lk M il
- Trending results B 43474
ES

Guide 3.43,4.15,4.22, 6.7

Annex 1- 68

3.6

Maintenance and
calibration of the system
BT AT LORAES

K UOMIE

+ Maintenance program
weETa s 7 A

+ Calibration programme
T IE S

* SOP’s 1EAE(ERETIRE

- Records FCéRdA

+ Breakdown/Emergency
including challenges of alarm
systems
TL—=r By S
1, ZAUTITERS AT A

DF v Lo hET

The interaction between
unplanned maintenance
and requalification
FHESMR A & BRI
FFRTAf o> [ OFE H D
BlEMET E S e o T
WETD?

Guide 3.41

3.7

Documentation

XEf

+ Drawing — up to date (SMF?)
X i DI TR (SMFRAT D
Ho?)

+ OOS evaluation

Bk St R O R ATl

Guide 4.1, 4.26, 4.28, 4.29

FIRIZL TG, B, IRZA DM EONE T, ROUIAZICEE A, T LATENIL TR > TR EY,
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Avrea of operation/ltems
Pharmaceutical steam
system YEZERiFH,THH
BIEERR T AT A

Notes Crucial questions

HEER Eie AN E B

Supporting documents

BT E

+ Deviation reports
T B A

+ Change control reports
% B A PG

+ Operation of the system
AT WOTERE

+ Cleaning / sanitation
[sterilization et/ =
T—vay /R

+ Logbook — monitoring
parameters - see 1.6, incidents,
filter changes, shut down
periods, cleaning
/sanitation,maintenance
ny 7y —%=FY) 7
NI AL, — LeEHESR
DZE, NTFTN, T4
B VX T
M. e =2 AE

| N 1%/35\‘%@1\@0

Avrea of operation/Items
Pharmaceutical gases
TEXEHIPH THH
BUEERMES A&

Notes Crucial questions

e =N HE L I

Supporting documents

BT GE

4.1.

Key design criteria
(compressed air)
BERFREE LT
e

OmEZE)

+ air inlet-source, contamination
risks
ZEROBAETR, HYD Y A7
- filters (pre — final)
T4NE—FFH (L — Tr
A F )
« suitability of materials
W MEZET) OBEaTE
- welding &0

Guide 3.10.

Annex 15- 9-10

BRI LT RN, E, 17

AT ENET, FROUTERZICBE EE A, B &ATENILTHSUIM S TR SV,
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4, Area of operation/ltems
Pharmaceutical gases Notes Crucial questions Supporting documents
TR THH HE R i AN E Tk ESOIGR'E
B NER A
« prevention of contamination
(receiver vessel) {54 DBf Ik
(ZKAH)
- valves %A
4.2. | Qualification - (DQ,1Q,0Q? PQ) + how do you assure that | Guide 3.34, 3.38
TS R Af - solid contaminants, water, oil filters are replaced in ISO 8573 Compressed air
limits time ? 1-7
B O, KBS IO | 74 v —Z 3 | Amnex15-2-18
DR DR E VI DL, &
« capacity, filter pressure drops, DEHIRFET 2D
alarm operation 2
=72 N 2 131 [N )
JEDIBE T BROBRAE, /R
4.3 | Walk round inspection. 11 type of the productnon

HEFEDDLEDOELE

Identify all used gases
with the risk for medicinal
products.

R AT ADETIC
DN, EFEL~DY
7 ERET D

Confront differences
between drawings and
reality, unplanned
maintenance and change
control

Bt & ERR ORI A 22
THEDLED, FHESMRE
LEREREREED
NEA)

sterile (terminally sterilised,
aseptic procedures)

RIFND 2 A T (ks
WA BEREERIER) RUE
“non” (XX A4 I AT, &
RGO ZETHAHD)

11 labelling anddentification of
the system

VAT DOFEIR L

+ Connections-risk of mix up
FEEORI D W AT 2
V27

« Identify all other used gases
AT Do A (KRIK)
DETEHANT D

EEd

ARZ

IENEOAS NN

IREATHECET, FOULARIGEE E A, HIETBIRLTRIOCHS TF W,
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4, Area of operation/ltems
Pharmaceutical gases Notes Crucial questions Supporting documents
TR THH HE R i AN E Tk ESOIGR'E
B NER A
Follow the system in
logical order
AR ERAIE T C Y% o A
T LD R LT
1<
+ contact with the product
or with the “process
equipment”
N SRR = Sl = i
A Mtkar" & Okt
4.4. | Operating the system + Changing system for filters
WL AT hOiER TANE—ITONT DY A
T LDEE
+ SIP system
TEEIRE > AT A
+ Back-up systems
Ny I T TFUAT A
+ Capacity-consumption
EVAR-RIEE ¢
4.5. | Monitoring of the system + Leakage tests Guide 4.15
SAFLADE=LY v U — 7 3R
7 + Filter integrity tests
T 4 NV H —SEAMERER
+ Pressure control
JE 3l
4.6. | Quality control « Pollution - oil, water, particles, Guide 3.43, 4.15, 4.22,
i B bio-burden 6.7
Hiv — W, K, K, A
AN—F
4.7. | Maintenance and + Maintenance program The interaction between Guide 3.41

calibration of the system

VAT LORAEERIE

e a 7F h

« Calibration programme

BESa 75 A

unplanned maintenance
and requalification

FHESMR AR & TS

FIRIZL TG, B, IRZA DM EONE T, ROUIAZICEE A, T LATENIL TR > TR EY,
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4, Area of operation/ltems
. Notes Crucial questions .
Pharmaceutical gases Supporting documents
TR THH HEE R HE BRI 9EH AT CE
B NER A
- SOP’s fRHE(EEFIEE A U 7R DS ME T R
* Records FC4iH AT 5 D75 D> D) Wr
« Breakdown/Emergency ZES LTOETN?

including challenges of alarm
systems

TV—r xS REEIE,
ZHUTIET T — o () v

AT EDOF ¥ LoV EET
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