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Validité de ka présente publication

Le conlenn wehnigoe Jes publicatiens de 1o CEL e5t cons-
tamment teve par la CEL alim yi'al reflsie 1°ézat actoel de
1a technique,

Lice penseignemeants cxlatifs 8 la daie de recondirmalion de
la publication sont disponibles anpriss i Burcan Central
de la CEL

Les renscignements telatifs & ces révizions, & 1"¢tublis-
sement ded ddilinng révinéocs ol oux amendements pelvens
22 oblcnns auprée des Uomatés nalenadx de Ia CE] et
daps les Jocuneenls cl-dessons:

4 Hulletin de 1a TLI

* Anouaire de 1z CEl
Peblié znnoellement

% Catalugue des publications de la CEL
Publi€ annusllement g1 maz & joor oégali2rement

Terminologie

kn ce quu concerns la tecming logie gémdeals, le loclaur se
repusiena & la CET 50, ¥ocabelalre Efecirorschnigre fuer-
pmferal (VED, goi se puésenes scwx Toone Je chapitres
séparta traicent chacon d'on sujet défini, Dwes déails
comphels sur 1= WEI pruovent £ obenns sur demande
Yo également [ dictionnzine mullilngue de 1n CEL

Les temes ef définitions fgwant dans Ja précents po-h-
calion ont €& seit Lds du VEI, seil spécifiquoment
approuvds anx fing da cotia publicatian.

Symboles graphiques et Liiléraux
Pour les symboles graphgues, l=s symboles littéesux et le
signes d'Usage piéral eprrowvés per la CEL 1o lecteor

o sullen;

= la CElI T
dgetrptecknigne,

Symboles fifpéraar & ulidiger £n

- 1a CETAT: Symbolcr groapiigies utiliselies s T2
marfried. frder, relowd of econpilation des ferifler
individaed e,

— LaCEl 617 Symibolas geapiiques povr sohénies:
ot pour bes appareils dlecrieméd  canx.

— la CLEI 8T8, Syacboles graphigues ponr ¢gmipomenis
Slertrigues #a pratiqre wéareedy

[.zn symboles £t =ipnes contenuy duny i préseae pabli.
caticn enf €16 $0iT ures dz2 la CEF 27, de 1a CEL 417, de
3 CZ2 ERY otfor de la CE1 RTR. seir specifiqueneat
appooives ama D e cenle puldacating

Pulifications dela CEI dtablies par le méme
camitf d*études

Lratientioe do lectews ez pitarée sur Jes Distes T guront 3 ha
oin de celle cublication i A et Tes puRlicatone de
i1 CE1 prepades per I comitd d &uwdes gii 5 f1abkli a
Zrézenle publice .o,

Validity of this publicatisn

The techrocal eontentl of TEC puklications is kep? under
constinl review by the IRC, rhus ensuring 1hai lhe conlent
reflects current technolopy.

Tafarmarinn relating m the date of the revonfomation of
the publicol:cn is averdablz from the JEC Central Qinee,

lofwroudion an the revieion work, ibe issue of revised
edirions ard amendmerls mav b oblaaed [om IBC
Mational Commatees amd from the following IEC saorces:

* [E< Kollerin

4 [EC Yearbook
Frblishesd yeerly

* Caralopue of [EC publicallons
Publiched wearly wilh repnlar npsdates

Terminalegy

For general lerminotngy, re=aders are referred o 1EC 50
Imierastinns] Elecirorecknical Yocabulery (FEV). which
is wssued in the form of atperats chapeers cach dealiog
wilh a specate Deld, Full detsilz of the TEY will be
aupplicd om reguesl. See also the [EC Mululmgual
Tcrionary.

The 1zt and definitiona contained in the preseni publi-
caiine Fave eilher been whken from the IEY or have betn
spreecifically approved for {he purpose of this pahlization.

Graphical and lelter symhals

For graphianl symboals, and letwer symbals and sagns
apprenved hy the TEC for zenerel use, readers are referrcd
1o putlications:

— IBC 2T Lenter symineds o b waed in eleciricat
ey -

- IEC A7 Graphicel syrabals for aie on syuip-
arent. Tndex, suirvey and compgilation wf rhe siagie
sheeisy

~ [RC AT frrapkical symbais for diggram?.,
and (or medical clecteical eoupoasnl,

[RC &TR: Lrapkical symboly for elesteonandical
Fguipaant fa el peactiza.

The symbcis and =ipnt comiaaned in (he proacat pubdi-
vaciem | awe eitler boen caken from OO 27, TEC 417,
T2 617 andeer 150 #78, wi have been specibucelly appen-
wved fur 1l poepse of Ot publicalcen.

1¥4 puklications prepared by 1he same
fechnical cnmmitiee

The crreattss 2 of readers 1= drzwn oo Lhe ens pages of this
Aublzasion which list oo 12C publicaiioos ssued Ty
the rechrical committe: which bis peegeed e presen
pubiizalien

uments

Copyright by the International Electrotechnical Commission
Tue Sep 20 11:28:39 2005

Document Sharing Hub

PDF created with g%l}‘clf_gt_%gq_ 1}égl?ro trial version www.pdffactory.com

Full document details: IEC scan



http://www.pdffactory.com
http://www.avadocuments.com/doc/iec-61010-2-041-1995-scan
http://www.avadocuments.com/doc/iec-61010-2-041-1995-scan

B 4344491 DLL4EBT 537 MR

NORME CEl
INTERNATIONALE IEC

INTERNATIONAL 1010-2-041
STANDARD Framiro ddtor

1658512

PUBLICATION SROUPEE DE SECURITE
GROUP SAFETY PUBLIC ATION

Régles de securité pour appareils électriques
de mesurage, de régulation et de laboratoire

Partie 2-041:

Frescriptions particuligres pour autoclaves
utilisani de ia vapeur pour le traitement
des matériels 2 usage médical et durant
las procédas de traitement de laboratoire

Safety requirements for electrical equipment
far measurement, control, and laboratory use

Part 2-D41;

Particular reguirements for autaclaves using
steam for the treatment of medical materials,
and for |aboratory processes

CrCEIN1998  Dnons v repiodoction résands — Copy-gbl — &l ol resuned

BLE—G T e ST P D210 MG DT e Bl 0t R part ol Ih 8 prbknalion mo ne repsoounsd o i in
ok beds pous Quelgua e 2umoga 3wl ¥ muzun pio Eny Eam a1 by dry fcara, vodhone & nauchorsl,
it Aacironicue Y0 TSN ¥ eomor e L aboincone ml indad:k phia eegewing avd mirghier, wibcul permaaen
et eI, S5 1ar s Al - |idian= inwiit ng Gamiha pudbiiche:

Burzau Coniral se la Cemmksken Chiwalazhnlquea mlarallgrals 3. e do Varembs  Qataes, Sukca

Sommissian E eetralechinique balzinzwnalz - GO0E PRIW T
lnterial anal Ela-plack nizal Commissian PR'CE CO2JF
RLEF TV Ty Ky (Lt oy o 0 DL R S L TR T |

W Do pelk va’ pRimlagen an v
Lo poze, see oyt cara oo

Dotuments

Copyright by the International Electrotechnical Commission

Tue Sep 20 11:28:39 2005

PDF created with

Full document details: IEC

PAIFacianNE

ro trial version www.pdffactory.com

scan

Document Sharing Hub


http://www.pdffactory.com
http://www.avadocuments.com/doc/iec-61010-2-041-1995-scan
http://www.avadocuments.com/doc/iec-61010-2-041-1995-scan

B usnuybal OLLYAEBA U?d MR

. 1010-2-041 @ G E]:19345

SOMMAIRE

AW AN T-PROP LS i i e st e ra e 1 e 0o bbb da e

Arteles

10

11

12

13

14

15

16

Damaine dapplication Bl aB el L e e e
FAFETANCAS MOTMIAL VB S oo e iiniiemi i so i ss s e a8 4 b et e bre i 8 b e s a0
BRI IO IS .t 1 oiiasit e v e r e E b dr R o g S S
ESSaiR i e . e e e e e e e
Marquage. indicationg el doctmMErHAlBN . e e e e e
Protection contre jes shocs £Bctiigues s e o e 1 o TP —
Protaction contra les dange = MECaiUES .o o e e ot r e raas
FRésictance macanique aux chacs at aux IMPacts ... e
Limites de températare de Mappareil et protection conlre I propagation du teu
RERISANCE & 18 ChEIEUN .o e e e e
Protestion contre les danners provenant des Haides e

Frofeciion contre les radialions, y compris 125 sources laser. et canhe
la pression acoustique ST uRrasonie e

Frotection contre les émissions da gaz, las explosions &t les implosiens ...
Eu gt | - PSP
Frotaclion par systemas do warmUEHERDE .o v eer s v s s s ran e s e e

D] et R o o L SO

BT B ottt ettt et em et e 1ot e te ettt eeom s oeme e et e e oe 11 o 1o et oeA e ke g e 0 e et

34
41
40
44

44

aE

Dotuments

Copyright by the International Electrotechnical Commission

Tue Sep 20 11:28:39 2005

PDF created with E’%Ic'i%%tﬁ- %glgro trial version www.pdffactory.com

Full document details: IEC

scan

Document Sharing Hub


http://www.pdffactory.com
http://www.avadocuments.com/doc/iec-61010-2-041-1995-scan
http://www.avadocuments.com/doc/iec-61010-2-041-1995-scan

B 4i4yud9) ObLY8689 30T WA

T013-2-041 @ |EC: 995 -3-

CONTENTS

Fage

[ oo

—-

Seoma AN DEEET o e e s e 1
2 Normative refarBnees . o e e e 13
B E T PSSP 13
L T OO OO VOO OO PYPROUT PR |
5 Marking and GonmmEr ATIAN ettt s e T
E Protection against elestnis SNOCK e e s e e S
T Protection Bgainat mechEMGE] BAZAMIS v oo reee e seme e e mee s semeee e eeeemeeeeecee | B0
B Mechanical resizlance o shock and iIMPECL .o oeeviems i e e e B
5 Equipmsnt temperaturs limits and protection against the spread (1 oo 39

10 FeSiStancs B0 BEAL o s i s e e e rm s e st O

11 Protection against hazards from LS ... e e oo 0

12 Fratecllon aqgainst radiation, mcludmg lager sourees, and agam-'tsunm .
and ullrasonic pressurg . PSP SPOTP - .

13 Protection against libarated gascs, explosion sad implesion .4

B S O L~ USSP )|

&

15 Protechion By imETIOGRE Lo e cresieimee s e rasas rms cras s s memme s cmm e mmme e memce s mme s mnm s aames

LT T A L] e o] OO PO P PSP PPUP. L.

BATIEBEES. oo oo oee oo e e e et e s es2erasesaeasss s eheeeabere Erers et cmmpesaesanmm s en et nems e m e emeeeneee A7

——Dotuments
Copyright by the International Electrotechnical Commission

Tue Sep 20 11:28:39 2005 Document Sharing Hub

PDF created with g % Pro trial version www.pdffactory.com

Full document details: IEC 5 scan


http://www.pdffactory.com
http://www.avadocuments.com/doc/iec-61010-2-041-1995-scan
http://www.avadocuments.com/doc/iec-61010-2-041-1995-scan

1]

2]

]

4}

5}

B 4A44BAL Ob14490 D21 W

4 1014-2-041 @ CE1:149895

COMMISSION ELECTROTECHNIQUE INTERNATICNALE

REGLES DE sEcumTE_ POUR APPAREILS ELECTRIGUES
DE MESURAGE, DE REGULATION ET DE LABORATOIRE

Partle 2-D41: Prescriptions particulieres pour auioclaves ufitisant
de la vapeur pour le traitement des matériels a usage méadical
et durant les procédés de traitement de iaborataire

AVANT-FAROFOS

Le CEl {Commieeien Elecirolechnigue Ilatermationsle) st une organieaton mondizla de nommeleslion
campeess 06 Mantemile dee comitée glectrotachnigwes natonaws: {Comitse natienavs de la CEI), Le ©E' &
pour objel de feveriser [ sgogdralicn wlemationale pour bouokes les questions de normalisation dens les
vamgines ds |'dlaetricie gt de |'dlectronique. A cot affel, la TEI, entrs avtres activitds, publiv dgs Neremag
Intarnatlenales Leor elabora on g3t confion & des combies ' @udes, agx travaux dasquels toul Somité
national intdressé par la spjet rasté peut pariciper. Les o-gansations intermatinnale s, gouvemenantalas al
v Cmmveansnmgnbalis s lmicon A s GE L perticogaend dgalemant Az Ieavsis Le Gl collabors
dfvcatavomant avac FOrgacizaion latematonale de KHesmaligalios (180), selen des concilions txées per
accard malre los deux crgamsabons.

Les décisions ou eceards ofliciels de la GEl en ~e gai conzarne 83 guastions tachriquas, pranarss par Jas
ceatlities FAMWAZ Qi want rAprAcRntas tons les Comiths nationaus &' nigressAnt & cR: Quast ona, eXpriment
cand fs plua grarde mesure poasible un eccord intemationel aur les zujets examings.

GCes décizions corelituent des Fecommandafone iematlonalas publldzs fous fmome da narmas. de
rapports tazhnrgues ou da guides of agradas somme taHas par ks Comithz nationau .

Cans le bul dengourega: l'unilicatiza jaterpaticnale, lex Somildz nationeax de la CEl g'engagsnt
& ppplicusr da tagon lransparenia, dass louka [ MABLurs ossiE, |Bs Warmas internaticnales da fa CEI
cans leurs rarmes paticnrales el reqie-nies. Tewte diverpence entre |8 rome de Iz CEl at la normea
nationale ou régicaale corre spondante dsit étre ind qwée &n termes claire dans cetl8 darmdisa,

La CEl na fled avcune procddes soneginant [0 marguage comme incication d'approbaticn et se
rogponsablling n'atl pas angagaa quand ua matér.ol ast deelara contarmao £ 'une de ses normes.

La Norma imernationz l& OFQ 1010-2-041 2 £t& établie par le comité d'études 66 de la GEI
Fecuring gdes apparel 3 de mesure. de cemmande et de laboratalre.

Ehe a le atatid dune publlzation groupée de sécurité corformamant gu Guride CEI 104,

L o rexte de netle norne st issn des documents suivants:

FOIZ Rapport de wvols

B 120F 215 GEI33AVD

Le rapport de votz indiqué dans [e 1ablaaw ci-dessus donng toulo inlormalion sur be vote
ayanl about! & Fapprobation de cetle norme.

Ly prézenlo partia 2 25t destiade 3 &re uti 2da conjaintenent aves |a CEI T010-1. Elie a
21é &tablie zur la basgs de la poariara édidion {1830) at son ameadement b (0598}
Las aditions cu amandements futurs de la CEI 121D 1 paurrant étre it en corsldération.
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1010-2-D41 & 1EG:1935 -5-

INTERKATIOMAL ELECTROTECHNICAL COMMISSION

SAFETY REQUIREMENTS FOR ELECTRICAL EQUIPMENT FOR
MEASUREMENT, CONTROL, AND LABORATORY U3E

Part 2-041: Particular requiremenls for autoclaves using steam
for the treatment of medical matarials,
and for laboratory processes

FOREWORD

1} Tne [EC (tnternafidnal Elactrswechnled] Commission) is 8 woclowith wyamgation for standardization
campriaing sl naka=al akcirotachnleal commiitees {IET Neiaoal Sommittaes). The object of the ILC ix to
promaty interpational cooperation on sl guoston: conderning standardizalon @k The elActrical and
elactranic fiekds. To this wnd and o addibon Lo ohar activities, the TEC publishas lnieratienel Slendards.
Their prepsrzticn -5 artimstad o lechnical commitees; any [EC Sational Committec interested in
e subject deall with may parlicigate n this praperetory work. latarnational, goveraments! and
won-gavernmental crganizatio-s lisising with the |EC elzo perbeipaks: 12 thie preparation. The 1EG
colisharates clozely with the bnlermationg Qqpanizalion for Standardizaban [S0] in sccordence with
candibicns: dolerenined by agrasment betwesn the lwo arganizatians.

Z)] The iormal decisione wr agwsrsnts of the [ES an technical matie-s, prepared by bechnical sommittens oa
vl all the Maticnal Committens having a special intereal thersim Gré rdpresonicd, axpreee, 2e Nearly o
poesitle, an intarnatlanal sonagnsus of opin:on on the subjacts drAlt witr.

5] Thay hpwe tha lorm of reecommendations fae nteenatianal use published in ke form of standarde, tachnical
ruparls or suickes 2ol ey @@ accepted by the Hational Comrmbiteas in that aenaa.

4] In oreed to promote intemations? unllcabon, [E< dational Commiltzes Undariake woapely IEG nteraational
Standards wansparently ta tha maxmum exteni possibla ln heir aationsl and regional standards. Any
divargence batwesr: the |EC Srandard and the coirasponding natiosal or regioral slanderd erall ba clearly

indicated in tha latter.

5] The IEC provides nie markin g gresedure to indicate it approval and san~ot Be rendered resposil.o far any
aquipment diclarsd lo te 10 conformity with sne of it sTandards.

Inlermatvoal Slandard [EC 1410-2.041 has been preparad by EC lechnizal eommiltes 66
[ Satety of measoring, control. and laboralory eguipment.

It has the stabus ol a group safety publication ir accordance wilth |EC Guide 104

The 1exl of 1his standard is based an the following documenis:

FCI= Sepai o veting

2R S 861 33RAVD

Full informaticn on the waling for the approval of s stendard ¢zn Be loand in the repon
an wolng indloated [0 1ha shova tabde.

This par 2 is intended to be usad in conjunston with [EC 1310-1. It was established an
the basis of the first edition {19853 and s amandmert 1 (1881} Consderaticn may be
grven to futurs edilions at, oramandmerts o, [EC 1010-1,
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-G - 1040-2-041 G GEL: 18395

Getle parie 2 compléle b modira 185 a-icles eorrasoondants o 13 GEI 1016-1 o8 tagen
& 13 ‘ranslermer an rorme CEIL RA2gles de sacuritd pour les AUTOCLAVES uhilisan de
Ja vapaur pour Jg trafement des matérials 4 psage medical ot durant les pracédds de
traitement dg fzborataing.

Larsqu'un paragraphc particulicr e la partie 1 n'est pas mentiernsg dans cetls partie 2, cg
paraqraphe s'appique pour duiant gu'il soil alseonabde. Lorsque cette padtie spécifis
saddilions, smodficatiane oir «remplacemants, la prescriplion, i moedalitd dhessai ow la
rate cormspond: e de {a partie 1 goit €ire adaplée an consaguance.

Dangs |a présente norma, ies caraciéres dimprimarie suivants sont amployes:

— prescripfions: ¢aractérés rHmains;

=  NOTES palrs cara J1eres romaing,

—  cenformité; caracleres taligues,;

- tesmes défimis & rarticle 3 et utilis®s dans toute CPitd NOIMB: PETITES GAP TALES
ACMAINES,

Le mat «wConftrmatés enfrangas nmest pas modifid.
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[ BB LALYARL NLL4E93 A0 W
1014G-2-041 & |EC: 1395 -7 -

Thiz narl 2 supolements or modifias ihe corrgspanding glagses ir 1IEC 1010-1 g0 as g
cenvarl tha: publizaiion inte the |EC stardard- Safety requirentants for AUTGOLAVES wsing
steam for the reatimanl of medical maferials, and fer laboratory processes,

Where 8 paticular subclause of part 1 i5 not mantioned in thiz pan 2, that subclause
applies =g far az iz reazanable, Where this part stales “addition”, "modification® or
“replacement’, 1he relevant regeiremsnt, test spesification er note in part 1 should be
adapied accordingly.

Inihis glendard, ihe following prinl ypes are psed:

— requirements: in roman type;
MOTES! b 2 all vanman tvsc,
- comlormily: in italic (poa;
— terms wged thraughout this slandard which have been defined in clause 3 small
ROMAM CARITALE.

The ward "Gomformity” is used throughoul thls standard instead of "Compfignog” in
accordanse with 1ha reguirements of 1ZQMNEC Gulde 2: 1881, ang all relerances in part 1
o "Comptiance” should theretare be read as “Conformity”. Part 1 will be changed to refles
"Conformity” when ite next edition is published.
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— 8- 1010.2.041 8 GE1:1985

INTRODUGTION

La préseria parie 2 de 12 CEI 1010 est nécessaire & cause o2 l'altention particuligre qu'il
convigrt de doraer aux S2-actéristigues des Squipemanis qui font Jeage de vapeur 8 des
Pressions supérieures Do infériguras & celles de la pressicn stmosphérique pous leyr
fonclinnmement. IPar eanséguent, ces équinsrmants somportent plusiel s pidces, 4 danger
polerdiel dans lewr consiruction, oui exigent an matigre de securitd des prescripiions
ditiérantas ge selles prévues dans |a parlie 1. '

DMautres normes natiora €s ou inlerngtiorales & d'aatres oaligalions légalas existent;
elles constilugn: un complémen; & cotle norme.
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B u5y439% GhLLESE LO3 EN

1210-2-041 @9 [EC:§385 - . -8-

INTREOQDUCTION

This part 2 of ICC 100 is required becavse of the spesial aticenlion which kas 1o be gven
to fealures of equipmert wh.an makes use of steam abgve or below BIMospheric pragsara
tor its furction, Tris ecuipmaent as & result hes many potentially hazardaus paris in s
construclion which cemard afferent requircments e safely, which supdlement gr madify
those which £°@ stated inpan ©.

It hag to be recopnized that otver natona! and international standards and regulatians
axist, which need 1o be considared gince they rray supplement {his standand.
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B 4344890 ObL4E9L SHT HH
—1% - 1019-2-041 £ CEL 1995

REGLES DE SECURITE PQUR APPAREILS ELECTRIQUES
CE MESURAGE, DE REGULATION ET DE LABORATOIRE {

Fartie 2-041: Prescriptions particuliéres pour autoclaves utilisant
de la vapeur pour l¢ traitement des malériels & usage medical
el durant les procédés de traltement de laboratoire

1 [Domalne d'application et phjat
Cai article <a la partia 1 asi applicatbls, & Mexeaption de ce qui suit:

.1 Domaing o'application
Rampiacement:

Ceite norme &'appligque auX AUTGCLAVES ¥ COMPrS caux ayant un systdme automatique de
chargement et déchargement, qui caomportent un RECIFIENT 50US PRESSION ulilisant de
la vapeaur & l'intgniaur de 1a plage de pressions absolues de 0 KPa &8 500 kFa, et prévus
pour e traitemant des matédauy & vsage madical et dans lag procédés de [wborioire, par
exemnple pour |a stérilisation.

NOTES

{ Les obligations cu régles idgales natonales gu actes s'appliquen; pour la sbcwrite das eyetémeas aute-
maligues 48 shargemen) ol de cdehargarment,

Y LA pression a'megphanigle (1 ba) et - 100 KPa,

Bans e cas ol un AUTOGLAVE comporte on géhéreiimr de vapeur avan! dans la méme anvelyppe
S0N prepre FECIFIENT S0US FRESSICN, les prescriptions de sécuritd applicables au BLGIMIENT
SO PHESSEIN di Fal GoLAvE B appllquen ausst au géndrataur de vapeur fvoir 14.105).

1.1.2 Appereis exclus ou domaine d'epplicatic
Adddition:

Afouter I nguvaau firel sivgng: !

—  encelnie d'environmemeant sous présslon,
NOTES

1 Dufail qus tous es AFTOCLAYES GONGArNSS par T4 pactie 2 ioat usaga de vapeur. les muiies fypes wlili-
sand die la chalam séwre, ces gaz toxigques ou des radiations ne sond pas corcernss.

2 Coite norme ne précies pas non plue lee preecripticne spaciales pour 13 preteclion corire s dangwrs
des presdudts shlssgucs 0 mbsrapleloglgues 4 haws ASqus asseees & A praRGE de FpLiacLave N las orescrip-
mor2 concernant le oo~ ceshon du RCZIP EYT S00E SRESEICN o ridra

1.4 Candiffans dreavironnoment
Aampigcemeants:

Ramplacar ie pramisr tirel par ia nouveaw firat gul saif:
- ufifisatioe 4 I'ntérigur et & 'extérigur sl spacifié par le constryciaar (voir 11.6 da
la partie 1].

Bemplacar e guatrifmg Heid por fe nouveo Hegd qad s

- humiditd relative maximale %5 5 pour tootes 105 TMpEratees cononses eglre 5 °C
gl 40 “C.
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B 4AYYEHL OkL1Y4S97 wikL M
101 6-2-041 8 IEC:1 995 -1 -

SAFETY REGUIREMENTS FOR ELECTRICAL EQUIPMENT FOR
MEASUREMENT, CONTROL, AND LABORATORY USE

Part 2-041: Particular requirements for autoclaves using steam
for the treatment of medical materials,
and for laboratory praocesses

1 Scope and abjact
Thig clause of part 1 is applicable sxcept s follows:

1.1 Seope
Aeplacement:

This standard applies to AUTOCLAYES, including those with an awtomatic lgading and
unloading systern, which incorparate & FRESSURE YESSEL using at£am within the absolute
pressura range from O to 500 kPa, and iIntended for the freatmant of medical makerials and
For labaralory processes, for example for slerilization.
HOTES
! Hational and other seguletons or codas apary for the salety of aviomatic leatng and usloading syatems.
.= all preezuras arg apecilias in abseilte 1arms ATMOSphARC prassare (1 barp = 103 kKPE.

Whare an AUTOCLAVE incorporates 3 steam gansdrater having ils own PRESSURE YEBSEL
wilhin ke same anclosurg, the applicable =satety requirzments for lhe AUTOSLAVE
FRESSURE vE53EL apply also to the steam gensrator [see 14,1050,

1.1.2 Egquipment exciudad from the scope
Addition;

Add the falowing new dash!
- pressurized envirenmeantal cakingts,

MCTES

Sinzn all & 700 AvES covRERS by chis par 2 uze ateam, other lypes Csing dry heal, wue pas oo radation
ara oot includad,

£ Ths standard does mot geal with special requiremanls dee peatecfian againat chemical and high-rias
m-e-bivlagical hazarde azsesated wilh U MTOSLAVE LOAT aor with fequirementa for the desig- & e
AzESSLRE vEscEl Lot

1.4 Eftvitonmental congitions
Repiacameants:

Repiace the first dash by the follewing Raw dach:

w incosr use, and cubkdoor uge for AUTOCLAVES 0f specilied by the mandafacturer
{20 17 .6 of pan 1].

Raplace the fourtt dash by the following rew gazh:

—  meximum relative sumidity £5 %5 at any lemperature between 5 'C and 40 ©0
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-2 - 1L10-2-041 &5 CEI10885

2 Relérences normatlives

Cet article de la CEL 10910-1: 1920 [aves ses amendemenls 1: 1992 21 2: 1295} est apphi-
cable, & I'evcaplion da <& qui suit:

Additian:
2.2 MNormes 150

Insdrer dans [a Nste les narmes suikantas:
80 3585: 1991, Verre borosiicatd 3.9 - Propriciés

(80 8T8 1991, Disques de rupture &f dispositifs & disque &g ruphura

3 Déinitiong
Cet anlzle de la partic 1 est applcabla, & 'sxceplion de o qui suit:

Défintions compitmontaires:
3.1 Appareils of dtats des a&pakeﬁs
Afouter fes deus rouvelles definbions qui siivent:

3.1.107 AUTOCLAVE: Appareil qui comparte un RECIPIENT 20US PRESSION QU récipiant sous
vide desting 4 soumaltre une CHARGE & un ensamble da conditions prescriles, par exemple
pour la stéelizallon.

3.1.102 CYCLE DE FONCTIONMEMENT: L'ensemble complst des étapes du procsdé conduiles
selon une séquence specifide.

A2 FParligs ot ACCIE5E0ires

Alouter las cing nouvalles définitions qui suivent:

2.2.101 cHaMBRE: Partig d'un AUTCCLAYE qui regoit 13 GMARGE, ot dans Rguaelle lg procsds
s déroule.

3.2.102 CHARGE: Appdreis ! matdriguy mis dans un AUTOCLAYE el destinds & E&tre
soumls au pracécd subvant un EYCEE JE FONCTICONNEMENT.

32103 REACIAIENT 50U PRESSION: Ensemble comprenant la cHAMBRE de IAUTDCLAYE,
son enveluppe (=i elle est mordal, la ou les porles gt tout Gutra cemposant qui est an
Naksor oavsne psrmansenie aves ks SHAMBRE de I'aUTICLAVE.

HOTE - L SECIPIENT 5005 PRESSIGK Ne carrpes* d pas los pacties qui pauvent en &tre eaperéaa t=led tus los
genérmatuurs co vapewr. |5 uyaster 2 oW AcoBaE5IMeE.
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£ Hormatlve referencas

Thig glause ol \EG TR210-1:1980 {Ineluding ts amendmant 1:1£$2 and ameandmen 2:1935)
is apolicable except as follows:

Adgifian:
2.2 150 standards

fnsart, i the existing Hst, 1the fallowing standarsds:
LSO 3586; 1991, Borosiicate glass 5.3 = Propenlies

IS0 6718 1891, Bursting dises and bursting dise devices

2 Deifinltlons
This clause of part 115 applicable excepd a3 follows:

Additonal definitions:
31 Eguiprtent and states of egquipment
Add the fallowing fwe new definitions:

$.1.101 AuTOCLAYE: Equipment which incorpgrales a PRESSURE YESSEL or vacuum vassel
for the pumpose of subjecting a LOAD to a prascribed sat of conditions, for exampta far
sterilization.

31102 OPERATING CYCLE: The complete set of stages of the process that is carried out,
in & specifigd sequence. ' .

.2 Fans ard sccesgoriss

Add the foflawing five new definitions:

2211 CHAMBER: Farl of an AUTOSLAVE which racgivas the LoAD and in which tha
process 1akes plage.

A2.132 LoAD: Eguipment and malerials put inlo an ALTSSLAYE 1o be processed through
an ORERATING CYGLE.

3.2.193 PRESSURE VESSEL:; Assambly comprising the AUTOCLAVE CRAMBES, jackal {if
fitted}, deon{s] and all other eormpatenis that arg in permanent open connaction with Lhe
AUTICLAVE SHAMBE=.

NSTE — The PESS5LRE wELEFL Cod5 N2t ins ude parts frem which it can be so.afled such ax sleam genarators,
pipewark, =nd fillirga.
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13 - ToA0G 2 041 B CEI EYs
G3.2.104 STERILISATEUR: Aapareil congu pour éliminer d'vns GHARGE €8 mMicra-organismes
wivants jusqu'a un niveau spaciic,

NOTE - bn pealijua, un fiweau abhselu e peul éire aiteint; aussi |3 ctéhlié o'exprime en armae do
probabilitg.

4 Ezszis
Cet article de 1z partis 1 axt appllsable, & 'exceplion des ca3 sulvants:

435 Couvercias et éfdments amovitles
Rempidcement:
Remplacer 14 deusiame phrase par e qui sufl!

N omest pas nésassaire de retirer les couversles dont 1@ démaontage neg nécessile pas
I'utilisation d'un oUTIL, §'Hs dispasen de verrouillages e séowrilé qui désaclivent auloma-
tlquement fes padies aui prasereralent un danger (vair 1.2} lorsguea 18 couvercle est ouvart,

4.4.2.4 Moleurs
Addition:
Ajoutar la nouvel alinda qui suit:

Lorsquiill st pratiquemant Impossibia d"arréter rapidement un mateur, un moteur sépard
Identlgue dait dtre assayé.

44210 Digpositis da ehaufage
Addition:

Ajouter lgs deux nouvealx Wrets gui suivani:

- les régulateurs de pression sauf les dispositifs de sécurité de surpression
conformes aux prescriplions de 11.7.4 doivent atre neutrzlisés da facon & alimenter en
permanence e systdme ou @ cinguit do chauftage;

- la pare dalimentation en £&u delt &tre simulée.
44212 Verouillages
Additions:
Ajauter & 12 fin du prommice afings la phrase qof suit:

Las systdmes de verrouilage macanigues doivant &ira neutraliscss 4 tour de rdla.

Afauter las nouveauy paragraphes suivants:
442101 Pamne ouv parne partielle de Valimeniation réseau

La tenzion d'alimgmtation g Capparcil 4 partir de Calimentation rédsaau dolt d'abord
atrg rédulte & 8% % de [a tension assiskEe pendant une durée de 5 mic et doit élre
Bnsuite coupsa.
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1010-2-041 T-EG: 1335 =15 =
2.2.7C04  STERIUZER: Apoarslus designed o render @ Loal frae from viable micre-
crganisms to a specif.ed extem.

WOTE - In prastca. ma ebsolute conwdiion can ba achieved; thersfore starlity in Arprasead m tarens of

probability.

4 Teste
This clause of pan 1 Is applicable except as follows:

4,25 Covers and removable pans
Raplacament:
Repiace Me second sentonce by the fallowing:

Covars which Jdo not reduire the ose ol a Toou for removal neged not be seimoved it they
have interleuks which automalically de-=ctivate all parts which would ctherwize prasant a
hazard (gae 1.2} whan tha sover is epensd,

4424 Molors
Addifian:
Add the folfowing maw paragraph:

Where it is impracticable bo slop 2 motor quickly, & separate identical moter shall be
1ested.

4.4.210 Hoating devices
Addifions:

Add the following wo Rew dashes:

— prassura  conbrollars,  excepl for overprazsure  safely devicas maating 1he
reguirements of 11.7.4, shall be overridden 1o energlze the heating system or cifeuit
conlinuously,

—  lozs of feed-water shall be smmulated.

44212 Inferipeks
Additions:
Ao & the erd of the first paragraph tha fohowing semtence.

Machanical irierlocks shall be disabled in turn.

Add the folfowing new subclavses:

4.4.2 191 Fafure, or parfal fadure, of the mainsg supely

The wokltzge of the power SL;:.vply'm tha aquipmant trom the mains supply shell lirsl be
racucead kb 89 3% ot the RATED woltage tor a period ot 8 min and 2hall then be switchsd o,
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