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Legal basis for publishing the detailed guidelines: Asticle 47 of Directive 2001/83/EC on
the Community code relating to medicinal products for human use and Article 51 of Directive
2001/82/EC on the Community code relating to veterinary medicinal products. This document
provides guidance for the interpretation of the principles and guidelines of good
manufacturing practice (GMP) for medicinal products as laid down in Directive 2003/94/EC
for medicinal products for human use and Directive 91/412/EEC for veterinary use.

Status of the document: Revision®.

Reasons for changes: The only change is to section 6 as part of the improved guidance on
prevention of cross-contamination invelving also Chapter 5.

Deadline for coming into operation: 1 March 2015. However, the toxicological evaluation
mentioned in section 6 is to be carried out:

+ from 1 June 2015 onwards for any medicinal product newly introduced into shared
manufacturing facilities;

+ before 1 December 2015 for medicinal products already produced in a shared
manufacturing facility producing only medicinal products for human use or both
producing medicinal products for human use and veterinary medicinal products on 31
May 2015;

+ before 1 June 2016 for veterinary medicinal products already produced in a shared
mamifacturing facility producing only veterinary medicinal products on 31 May 20135,

# In January 2015 the deadline for coming into operation was adapted with regard to the tomcological evaluation
to align with the coming effect of the EMA guideline on setting health based exposure limits for use in risk
identification in the mamfacture of different medicinal products in shared facilities.
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Legal basis for publishing the detailed guidelines: Article 47 of Directive 2001/83/EC on the
Community code relating to medicinal products for human use and Article 51 of Directive
2001/82/EC on the Community code relating to veterinary medicinal products. This document
provides guidance for the interpretation of the principles and guidelines of good manufacturing
practice (GMP) for medicinal products as laid down in Directive 2003/94/EC for medicinal
products for human use and Directive 91/412/EEC for veterinary use.

COFMITA T4 AR LUT-IERREL

« Directive 2001/83/EC on the Community code relating to medicinal products for human use @ Article 47

« Directive 2001/82/EC on the Community code relating to veterinary medicinal products.?® Article 51

Z OXEX, Directive 2003/94/EC for medicinal products for human use 33 J OF Directive 91/412/EEC for
veterinary use.lZiRk < 5 31TV 5 [EHK T O good manufacturing practice (GMP)DJFRIIE A KT A > Ofif
BICPAL CoOTA X AE B2 TnD,

Status of the document: Revision®.

TEORE . e

a: In January 2015 the deadline for coming into operation was adapted with regard to the
toxicological evaluation to align with the coming effect of the FMA guideline on setting health
based exposure limits for use in risk identification in the manufacture of different medicinal
products in shared facilities.

20154E 1 HARZhA & L7=DiE, EMA O A RT7A4 2 (%) ORZA LHiZDHZDTHoT-,

(%) EMA guideline on setting health based exposure limits for use in risk identification in the manufacture of different

medicinal products in shared facilities

Reasons for changes: The only change is to section 6 as part of the improved guidance on
prevention of cross-contamination involving also Chapter 5.

EHEBEE: ME—DOEF L, KXBELROBIICAOWTZDOHAX L ADEZ S a6 @ik: —oLED3.6
m) ThY., ZOEFIIFESELBEKRT D

Deadline for coming into operation: 1 March 2015. However, the toxicological evaluation
mentioned in section 6 is to be carried out:

A 201543 H 1A, L2L, B3 306 Gi: coxzEoles) 25K I N TV DL EEFREE
RTIIMTIRR, BB, IAFATBHY T, FCIBBEOEL T, M L ITBIEIS PRS- TT SV,
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fliix, ATFDOX AT Rbi s, :

from 1 June 2015 onwards for any medicinal product newly introduced into shared
manufacturing facilities;

20154 6 H 1 A LI, LRGSR~ L B8 AT A ERLICEHT 5
(G - = DRI PR ETHB)

before 1 December 2015 for medicinal products already produced in a shared manufacturing
facility producing only medicinal products for human use or both producing medicinal
products for human use and veterinary medicinal products on 31 May 2015;

2015 4-5 H 31 HEES T, & MHOERKRF O % B E fisk TREICRE L W= ERE, 72
It N EEM OESEN, O A2 RS L QW ESE IS LTk, 2015 4E 12 A 1 B RS
-a—éo

(G - = DRXITIBEHPBLETH B, ; [BEKITE BIZHIE ThH B3, 2015 4£5 H 31 AEER T
BUEL COEEEE THoTh, 2016 4£12 H 1 HZE TIZITEHET 3. LHERLE,)

before 1 June 2016 for veterinary medicinal products already produced in a shared
manufacturing facility producing only veterinary medicinal products on 31 May 2015.

201545 A 31 AT, BEICH AR CEM A IER G O A2 5 L TV B EESITx L
TliX, 2016 £ 6 A 1 HURNZEHT %

(GRYE - Z DRXNIBEHNBLETH B, ; [ERILE BICHIE THS705, 2015 4£5 H 31 HE R TERE
LT EBIYHERESR Tho Toh, 2016 £6 H 1 AE TIZIt@H 75, FHAEKRLE,)
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PRINCIPLE (J5A1)

Premises and equipment must be located, designed, constructed, adapted and maintained to suit
the operations to be carried out. Their layout and design must aim to minimise the risk of errors
and permit effective cleaning and maintenance in order to avoid cross-contamination, build-up of
dust or dirt and, in general, any adverse effect on the quality of products.

Mg ds KL OMERRIE AT O NEAEZHEITHE T D & 9 12 ALE S (located)  #HK L (designed) | 1 15 S - (adapted) |
%LTﬁ%UMmmwLﬁﬁhﬁ@%ﬁwo%@V477F@£)k7#4/i\&@_k%9%&
L7l iudie 72wy
c IBER (errors) DY AT Hl/METH L
MR IRIEELE A T T U RAERRRICTH 2 L,
AR, RXIEYE, BEREITIHEOHR, £ L TRLME~OEZELBIT 5720 Th D,

PREMISES (Jiz%)

General (—@&RH9ZEE)

3.1 (HERITBIT DEREDNIEST)
Premises should be situated in an environment which, when considered together with measures to
protect the manufacture, presents minimal risk of causing contamination of materials or products.

%, SR RET D200 TRE ML EETEZZHA., FMEH 2 VIR 075D JFIR &
f£6)7\775>ﬂfd B LT, FORKEMESITHI &,

3.2 (BREBIVGRALTFURAMERIIXT ZER)

Premises should be carefully maintained, ensuring that repair and maintenance operations do not
present any hazard to the quality of products. They should be cleaned and, where applicable,
disinfected according to detailed written procedures.

fiak i, Bl LORA T AR WSS L TR 2 faF RS RN T L 2 RET D

Eole, HEHESHERT 2 &, @MiIiEEeREl352 L, BXO Y3258, sl T
JEEZES T, HEEITY Z &

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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3.3 (FREA, RE., BB X UHIDEM)

Lighting, temperature, humidity and ventilation should be appropriate and such that they do not
adversely affect, directly or indirectly, either the medicinal products during their manufacture and
storage, or the accurate functioning of equipment.

MRBA, R, R JUMRIE, BERbD LT L, MOoXED &) REESAMFIT, "iEhH 50
IR P ORI, AR OREE RBEREIC, BN D 2 WITMBEMICERZEL KT S 2 &,

3.4 (BhHEH)
Premises should be designed and equipped so as to afford maximum protection against the entry
of insects or other animals.

fiE% (premises) 1%, BEHH D WINIM OB OIRANIZH U TR KBORENGE LD X D12, &EHL., %
WI o2&,

3.5 (REABEDOAZOMIEL, BRESNOBITHIIR)

Steps should be taken in order to prevent the entry of unauthorised people. Production, storage
and quality control areas should not be used as a right of way by personnel who do not work in
them.

RAGRDE N (unauthorised people) D AEZ L T2 DFNEEZ S H 2 &, R, (REBLIOWLEEHED
XL, =2 CTIEEZThZ2WVWE h, IEHROBE ightofway) & L TERH L7ZR2WZ &

Production Area (B4 X 1)

3.6 (RXIBYDRhIE L H AR & DEER)

Cross-contamination should be prevented for all products by appropriate design and operation of
manufacturing facilities. The measures to prevent cross-contamination should be commensurate
with the risks. Quality Risk Management principles should be used to assess and control the risks.

B R (manufacturing facilities) (DT H) 72 5% 5 & IEHA (operation) (2 V. 2 TORIHIIXK LT, ZX{HYL%
<z &y XYL H L T2 D O R (measures) 1X. U A7 FHIE S5 (commensurate with the risks) =

Lo BV A7 =R AL B (Quality Risk Management) DJRRIZ . U X7 OFHM & O 72 DIZEHT 5
Z &,

Depending of the level of risk, it may be necessary to dedicate premises and equipment for
manufacturing and/or packaging operations to control the risk presented by some medicinal

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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products.

YA DU L5 TE, SDEFELMPTTY A7 26T 272010, MBEEES IV (F72013)
RO T D DOMER D 5 \VITHIE, FHLTILENELLTHS D,

Dedicated facilities are required for manufacturing when a medicinal product presents a risk
because:

B HEHMPLLT D X D 2D U 27 2R3 35681208, HFHRENERS D,

I. the risk cannot be adequately controlled by operational and/ or technical measures,

ZDY A7 PEER, BEO (F7203) BINKIZRI7IEIC L0 @IS HIEH kR,

ii. scientific data from the toxicological evaluation does not support a controllable risk (e.g.
allergenic potential from highly sensitising materials such as beta lactams) or

MR IR E D D ORI T — 2 A3, HIE R EEZR U A2 (controllablerisk) T D Z & DEAFIT %
Hz oy BlziX, BT 7220895 @ EICBIEEZROWE D OEBTENRT LV X —
JERDH D E) | FllE

iii. relevant residue limits, derived from the toxicological evaluation, cannot be satisfactorily
determined by a validated analytical method.

%‘@ia’]gyﬁﬁﬁ> HiE B BEE g 55%@&&@1@ (relevant residue limits) 23, 7NV T—hEhi= VAR IRFS
2RV 7R BE D R,

Further guidance can be found in Chapter 5 and in Annexes 2, 3, 4,5 & 6.

W2 DA K AL, Chapter5 3 O Annexes @ 2,3,4,5 BX O 6 TRLZZENTE D,

3.7 (MERBMOMEIET, 1 OBERFEIILCELAT TR

Premises should preferably be laid out in such a way as to allow the production to take place in
areas connected in a logical order corresponding to the sequence of the operations and to the
requisite cleanliness levels.

fiRkiE, 725 THUEFEDIEE ) & TWEE L SHUDIEEE LU ) (SRS L7 BRINEE (ogical
order) CHERE S N7 I CORIENFIRE L 72D K D el (way) IZLA 7D & (BE) +52 &,

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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3.8 (fEEFBIVIRERETORERX—XDELIMH)

The adequacy of the working and in-process storage space should permit the orderly and logical
positioning of equipment and materials so as to minimise the risk of confusion between different
medicinal products or their components, to avoid cross-contamination and to minimise the risk of
omission or wrong application of any of the manufacturing or control steps.

TEED B X OIS E (inprocess) TORE AX— 20w L, #ESBXOWHZIEFR L., 2O
HAICHE (Fioisi) Z AL T2 D THLH 2 L, TORBEIZIZ. RO XD B EBETHZ L,
- BFEOBL B D WITH W E O Z1REL (confusion) LTLE S VAT ZH/MET 52 &
- RXIGY AT D 2 &
c WD DBGEAT v T B D WVITEAT v 7 TH . AMER (omission) & 2 WM
HLMEZ2 18 ) (wrong application) D U A7 Zl/Mb T 5 2 &

%

7 JESCE, “orderly and logical positioning” & FR#k S 4L CV 5, “orderly” &k THRUEICHE T 2 NE/RIC) BlE S
L EMIREND, —F T, “logical” D EMRIZHMETILZARV, Wi X, “orderly” OIRHEEICH D Z & A RIIRIC
MHEFEBE ORI, TERHIRIEIZ) H5WIEEh b0 THEWE OMWEICE U TRk S 2 RHE)
2T 5 L. WA RS ND,

3.9 (BGERE RO NEIRER)

Where starting and primary packaging materials, intermediate or bulk products are exposed to the
environment, interior surfaces (walls, floors and ceilings) should be smooth, free from cracks and
open joints, and should not shed particulate matter and should permit easy and effective cleaning
and, if necessary, disinfection.

HFEM'E (starting materials) 35 &2 ON—RELIEF L (primary packaging materials) . 7 HL 5 (intermediate) 38 L OV S/1
7 B (bulk products) 2SERBEICIERTR SN AGATIX. FOWNMOFERm BE, R, BLOKRHF) X, ROF
HICHGT D Z &,
- ELMNTHDHZ L
I Ty IR, BRI LT-HET (openjoints) 23IEUVNT L
ORI DI Z 7N &
* B THIORNERIIRTER (cleaning) & (MELZRGA1E) 1HFEE (disinfection) 73 FIREZR Z &

3.10 (BEXIEN~D RRA R DOE LD S DOHER)

Pipework, light fittings, ventilation points and other services should be designed and sited to
avoid the creation of recesses which are difficult to clean. As far as possible, for maintenance
purposes, they should be accessible from outside the manufacturing areas.

BB HE (pipework) . FREAZREL (ight fitings) . #LXUMEFT (ventilation points) 35 KX UMD H— B X (services) 1,

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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B LDNEE L 705 19 7R EEFR DI (creation of recesses) ZMElT 5 K D IZEREF L. 2 oxi{b45 2 &,
AT F U AOHMICE L TL, HEDRY, BREXKIMOIMUN ST 7 BATEH LT HZ L,

3.11  (R#EAK (FLA ) OEE)
Drains should be of adequate size, and have trapped gullies. Open channels should be avoided
where possible, but if necessary, they should be shallow to facilitate cleaning and disinfection.

KU A (drains; i) (FBEUI72 KRE S ZFFL, 2O b7 v 7 H O (trapped gullies) ZFF>Z &, BIO L
TWAHEKIE (openchannels) X, FIREZRPRVBET A Z &, L2l METHI 6L, EFLHEEZIT
WHWE D ITEWE Ghallow) &35 2 &,

BRI ZOFRICTIL, “drains”iE, & Z TN FAREORIAKAO O OFERSy ) & 5 B TH 2 T %, “trapped gullies”
LWIHDIE, FUA VDS D2RMOYEBIIED 87 v T DL ThY, ~NROFBEEZAW, HDHW
FEE AR U TR E Lo, KB ERERSE 572006 ThA 9,

3.12 (B¥ERIRDOZERKF)

Production areas should be effectively ventilated, with air control facilities (including
temperature and, where necessary, humidity and filtration) appropriate both to the products
handled, to the operations undertaken within them and to the external environment.

RLEDII, 22 5REIEIER RIS L 0 . PERMICHR 235 (effectively ventilated,) Z &, Z OHUTIT
e, £ LT, Mx%iﬁiﬁ/\ TmEE GRIE - IR & BRiE) &, ARBREEND, ZhblE, ITO=HE
HOETIZX LT, WERbDTHD Z &,

LRk T

* ZOKITITh D 1R

- SMAIDERBE (external environment : 7 7E)

AR SIS ORE T, ZAUCIZEMWIMIOBREE 2 St L Bbh b,
3.13 (BEZD0HAHA(L)
Weighing of starting materials usually should be carried out in a separate weighing room

designed for such use.

HIRE W) ODFF & (weighing of starting materials) 13, 8% . & OFE72 FHIRIZEH O 47 BfE L 72 FF & =8 (separate weighing
room) TIT9 Z &,

3.14 (BEMEXRTOEEFR)
In cases where dust is generated (e.g. during sampling, weighing, mixing and processing

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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operations, packaging of dry products), specific provisions should be taken to avoid
cross-contamination and facilitate cleaning.

FYEE (dusty BREAET IS WX, o7V 7, BE, BAEBLOINLOENENO TR, ik
LCWAHREO@EER L) B ERERET, 7 ) —= TR ITT2EERITHZ &,

3.15 (GIERMICRIT 5 RERF & RXIEHROY 1)
Premises for the packaging of medicinal products should be specifically designed and laid out so
as to avoid mix-ups or cross-contamination.

%= 3\ DA IE R A, ik (premises for the packaging of medicinal products) 1. ZEFEIEE] (mix-ups) Z#ET HILD X
2T, FRANCERET L, D olRdEE 52 &,

3.16 (REXIEHDRHA)
Production areas should be well lit, particularly where visual on-line controls are carried out.

REIE, FHICRRICE DA T4 VERZAIT O HBEIE. oIS <T5Z L,

3.17 (IRNEHEDOERET)
In-process controls may be carried out within the production area provided they do not carry any
risk to production.

TR (in-process controls) 1%, & LZAUAELEIZRI L CTU A7 2RI S 20 ThiE, fliEX
WMNTIT>TH L,

Storage Areas  (REX1#)

3.18 (RERBOWMEF ¥ /T 1)

Storage areas should be of sufficient capacity to allow orderly storage of the various categories of
materials and products: starting and packaging materials, intermediate, bulk and finished products,
products in quarantine, released, rejected, returned or recalled.

PR XRIE, FEMER IO ORFED T T —IZ DT DEIR L LR (orderly storage) % FIHE & 4~
HIeOD, BTN T 4 &FGOZE, FHEAT IV =L LTUL ROBDBH D,
- HRWE R L OVRIEEH
- ] Ed L
< VT S KON AL
* PRBE (quarantine) "D, AR (released) L7z, BEZE L 72 (rejected) .
W AT (retumed) 3 D VMBI SAU72 (recalled) H i

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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3.19 (fRERIDBRESRM)

Storage areas should be designed or adapted to ensure good storage conditions. In particular, they
should be clean and dry and maintained within acceptable temperature limits. Where special
storage conditions are required (e.g. temperature, humidity) these should be provided, checked
and monitored.

PRI, BRAFRREIREBARIES LD KO IZRETT 20, HLWIEZD L ) IRENF LD X
INCT D&, PREXEIE, FFIC, THF TR L TRV 2 OfFR S D IREHANICHERT 5 2 &,
Feall e g et (B, BB, ) NERSNDERIE. TNOoDRMEREHEL, ThiaTF =
7L, TLTC, £E=4—2FDHT L,

3.20 (A - BEXEDOEM)

Receiving and dispatch bays should protect materials and products from the weather. Reception
areas should be designed and equipped to allow containers of incoming materials to be cleaned
where necessary before storage.

N+ FEIEIXTH (receiving and dispatch bays) 1L, RIENHFAM BB IO 2 RETEHIHLDOTHDH Z &,
Z AKX, AT ORaERERNCYZ U —12 L, LETHIUITEE (L kD X 95 125G
L., OFOREEZMATNDHZ &,

3.21 (FRMECREIRIRICHT DB

Where quarantine status is ensured by storage in separate areas, these areas must be clearly
marked and their access restricted to authorised personnel. Any system replacing the physical
quarantine should give equivalent security.

MRBEIRREDS . A0l L 72X H[ (separate areas) CODLREIC K o THREES L TW A EHAIEL, Z405H O X HEXHA
FEIZ R (clearly marked) L. 2> OHERRZ A9 D3 (authorised personnel) DT, 7 7 B R ZHIET 5 Z &,
B2 PREBE AR 2 a7 D v AT AL, TOYEMIREEE FEOE X2V T 425252 &,

3.22 (SLUT=H v 7Y v FRBOBEM)

There should normally be a separate sampling area for starting materials. If sampling is
performed in the storage area, it should be conducted in such a way as to prevent contamination
or cross-contamination.

WE . I (starting materials) (X L CiE, DB L=V 7V IREEETHZE, L, BT
U o T ERE X TIT O O ThIVUR, 15HDVIIRZXIEREHT 5 X 972 HIETITH 2 &,

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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3.23  (NEMEDOREERE)
Segregated areas should be provided for the storage of rejected, recalled or returned materials or
products.

R & 72 o 77 (rejected) AU ZAU72 (recalled) & DV MTIESL (returned) S AU72JEAM B E 72 X85 O 1,
B RfE U 7= X (segregated areas) % 525 Z &,

3.24 (BEEYHEOKRE)
Highly active materials or products should be stored in safe and secure areas.

FEFNEIETED MR E £ 72 138X, 2R THORED &35 Kk (safe and secure areas) ([ZERE 35 Z
& o

3.25 (FIRI DBZEEHM DEFBERDOERM)
Printed packaging materials are considered critical to the conformity of the medicinal product and
special attention should be paid to the safe and secure storage of these materials.

RIS O3 EM 1T, EEEOTEEM (conformity) 1I2& > THEETHLLEZ LN HLDOTHY ., LN
ST, FILOBM ORI DLNRIRE (safe and secure storage) (ZHFRI R EEZZFA D 2 &

FRETVE : 2 OHHIIMEEERLA~OXIGE LT, WHECT VR 01238 L7=GDPrI 72 H & E L T
HEINTWD EEbhus,

Quality Control Areas (g B & B2 /X 1)

3.26 (MEEHTRORERIRY S D4yHE)

Normally, Quality Control laboratories should be separated from production areas. This is
particularly important for laboratories for the control of biologicals, microbiologicals and
radioisotopes, which should also be separated from each other.

BE (normally) 1. SWVEEFLTZ R, SLEXINO08ET S 2 &, ZHUTRERT. AR (iologicals)
A1) (microbiologicals) 38 K OVBEHTEDE LA TH TR TIHEETHY , 2L =2>DT R £/,
BHWNIGHET D Z &,

3.27 (TR DIEER L URE D+578 A _— X DHELR)

Control laboratories should be designed to suit the operations to be carried out in them. Sufficient
space should be given to avoid mix-ups and cross-contamination. There should be adequate
suitable storage space for samples and records.

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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££ﬁ7f x., =2 “Cf??bﬁ/b}:ﬂ/ﬁ% W72 XD ICRET 5 2 &, BARF] (mixups) 36 KO XI5
Y% (cross-contamination) ZWEVT H720OIZ, + R ANR—RAEH X5 L, U7V EFRERE (records) DT
DDV IREANR—RAEFFOT L,

3.28 (BB OREDT-DDHEHAZENRE)
Separate rooms may be necessary to protect sensitive instruments from vibration, electrical
interference, humidity, etc.

RE), BTV T, R E SRS 2 g 57201, T DB BEER I T E 2
HTHSHD,

3.29 (BEAY Ik d TR TOER)

Special requirements are needed in laboratories handling particular substances, such as biological
or radioactive samples.

EWFHIIRY TN DD WVTHE R E R T D2 T LD L9 R E O 5 T AR
TE, Rl EENRBETH D,

Ancillary Areas (118 X1%)

3.30  (PRRERIRDAD XA~ b D53 HE)
Rest and refreshment rooms should be separate from other areas.

REAXKI IR L O 7 Ly & 2 KR, o KIE 6 0BT 2 = &
3.31 (EXRZBBIVC M LORBALE)
Facilities for changing clothes and for washing and toilet purposes should be easily accessible

and appropriate for the number of users. Toilets should not directly communicate production or
storage areas.

HEROT=ODOHiagds T OTFHEW A L a2 A& L7ciiskid, BHI2T7 7 B AR T, o2 OFHE
DN L THU b D THDHZ &, M LI, %Lki()\f%“gl:ﬂ?k EHEIZEED > TV (not

directly communicate with ; FiliRiEo = &) T &

SR : “not directly communicate with” %, A LIZITS DICERETERLTCWDINE, FHTSH S,

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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3.32 (fHidh=E - REMEREDORLEXIR TD5oHE)

Maintenance workshops should as far as possible be separated from production areas. Whenever
parts and tools are stored in the production area, they should be kept in rooms or lockers reserved
for that use.

AT F U ADTZODIVEZES (maintenance workshops) [, FLIE XIS H K DR Y 5BET 5 Z &, FAA<e
T E. (partsand tools) % FLE XK ICIRE T 25 81F. TOREDODHBEOTZDDOEHEH 5 E 1~ 51— (rooms
or lockers reserved for that use) d’%”ér"éﬂ LTk,

3.33 (Bv&DsrHE)
Animal houses should be well isolated from other areas, with separate entrance (animal access)
and air handling facilities.

FW)E (animal houses) 1%, MO Xk & X+ ICR@BEEZ 92 2 &, £72. OXIg~D A0 &350 A0
(animal access ; Bt A L) &, BILRMO LT A2 FF>Z &,

EQUIPMENT  (F&2%)

3.34 (BLERESOIRRIFEM)
Manufacturing equipment should be designed, located and maintained to suit its intended
purpose.

B R SS (manufacturing equipment) 1, Z O EIX L 7= B B8 H) 72 K 9 I2F%ET L (designed) 718 S (located) .
Z L CHERF (maintained) 95 Z &,

3.35 (FEB LUV A THEEDRAI
Repair and maintenance operations should not present any hazard to the quality of the products.

WEB LA T VEZ (repair and maintenance operation) TEZE1L., B O SWVE A 72 5 f&5E (any hazard) © 5-
RIpNT L,

3.36 (FrHIZRDOTEEFL & RERBOEM)

Manufacturing equipment should be designed so that it can be easily and thoroughly cleaned. It
should be cleaned according to detailed and written procedures and stored only in a clean and dry
condition.

FHHFEER (manufacturing equipment) (X, & ZH (27> D+ 571 (easily and thoroughly) (ZIEVFIL KD L 51235
T EEEMZe oA S VTS FIRICHE - TEILD ORER 215 E L. 2 DiF 1 CTHEME: L 72K HE (clean
RTITIIMLTER, B, IAZAMATTBHDFT, RIBBEOHELTYT, HEE X OITENIS TR > TFEW,
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and dry condition) CODH, REEZTH T &,

3.37  (Voif Fias DOFIE L HERY)
Washing and cleaning equipment should be chosen and used in order not to be a source of
contamination.

Vv A Es S L OSSR RS (washing and cleaning equipment) 1. CAUAMNEYLR E 72 H 720 KD IEE L.
MOEHTHZ &,

3.38 (BRI L UVELEPFIETE 2B THORE)
Equipment should be installed in such a way as to prevent any risk of error or of contamination.

Bas B, HDOWITIBEYD, Wi b U 27 55 X ) ARREETRET D Z L,

3.39 (BULEMIERTIHME)

Production equipment should not present any hazard to products. Parts of production equipment
that come into contact with the product must not be reactive, additive or absorptive to such an
extent that it will affect the quality of the product and thus present any hazard.

SRR W2t L CAMa 72 B G5 (hazard) ©oR S 7202 & BUNERERE 0 B LR A 13, LT,
eyl ’Eﬁig%ﬁzé (N z., fGEEZRT) L9720 (reactive) ZHE T, IRINEY (additive) &
DUNIWAER (absorptive) 72 PEE A H IR &,

3.40 (HiEIR L OEHE OB DB EM)
Balances and measuring equipment of an appropriate range and precision should be available for
production and control operations.

HTER L OVE B OVEZE (production and control operations) (213, Y] 72 %iH & A5 2 FF O KFE (balances) & HIE
JHHEZE (measuring equipment) ZfHH 25 Z &,

3.41 (BB OEHOREDERM L, EHFEEHOHRE)
Measuring, weighing, recording and control equipment should be calibrated and checked at
defined intervals by appropriate methods. Adequate records of such tests should be maintained.

HIE (measuring) % . FRE: (weighing) &, FCEE (recording) % . & L CHIME (control) Z1T D HEZRIL. W)/

Bk y, EOONT-EM TKIE (alibrated) & F =y 752952 ¢, DL ) REE  HBEE2ITo7-
Z Lt omEY)eiiikEY, REFTH L,

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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3.42 (EEEHFROWMEOTEEL R HFRDRTR)
Fixed pipework should be clearly labelled to indicate the contents and, where applicable, the
direction of flow.

[ T B2 (fixed pipework) 1, & OB & BIREIZ R L, 554 T 25513, Z OFEALITIH (direction of flow)
LMK TTHZ L,

3.43 (RIKAKEFEDOY=F A XDER)

Distilled, deionised and, where appropriate, other water pipes should be sanitised according to
written procedures that detail the action limits for microbiological contamination and the
measures to be taken.

FRBEK A A KE LTS T 255 13D /K OECAE$E (pipes) 13, K ZE15 G D 5 1 BRJE A (action limits)
BXO, 20179 =2 A AOTFEIZHOWTHEEICEIR L FIEFIZ LR > T, =21 X275
ze,

3.44 (KRMaHEZRDOHE)

Defective equipment should, if possible, be removed from production and quality control areas,

or at least be clearly labelled as defective.

KGO H Hi%ariE. b LAMETH 572 5%, BrEXkds K OVHE S BE XI5 (production and quality control areas)
MOMETHZ L, HOWIE, PRI THERERH D Z L ZBAMICER~TDHZ &,

(20154£ 02 A 11 A #ER)

RCTITMH TR, BB, IRXFATB3H Y ET, RIEBOBLTY, AR LOTHIIS TR TF S,
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