R 4 1

$1ﬁ®/\¥ Ei%

a

TEL
o B ) 36 5 A,
4

(AL
b —
)

g8
e 3
R4 Mé T
g | Y 6% Bﬂ% iR
ﬁ ¢ #M %bm T%% <ﬁ
. ﬂ v .ﬂ.@ M—\L __n..nT,_IL:D m
@ | Ry K% R SEs w22 EES
£l fe oz e h S ZET &
L g = i ) H % o -
p 8 g R ey, 0% SHz i
% 0 U0 ﬁﬁﬁ BR o R R
m .Pe.\D.se) m_”_._..hn_lAn mw\n:_nm .\DT__alm__An._lAn
® et o RE &8 & S0
- O NGO Hw\Nv@ﬂ\ E._”E\b\mv@
: ‘24U ?E\L%&
e twﬁﬂ\A_u ._muw.n.ﬁome\
= MA + Obﬁfﬁm
B| W it O
o am
— %«_._. R
) nE
Ll - &
)
=ie 8
e\xtwﬁw\n
~ :\Dl\l.zﬂ__"u 6) %M ¢
g ewtﬁm vz & ve
S i H 83 £ L s
8 o= EE # = e b z g Q
o PALEESE = AR ) _ Jor
R - |C¢\ il ~IN |}~ “/“._m_n A_H m % >0
ﬁ R ._U/N 4 = e NQ S P Y ._u_A
mmm:w 2 8 e w |8 ﬁuefﬁ o
2 ﬂﬂ?%ﬁ R ﬁﬁb; e | S xf%mt \
R ﬁrﬁoﬁ_ v v mm%wt 18 e U}.wmve_.mﬁ =
b S 4 WIv@\C A\ 7®___._nh_._v,TADN\D o #@L._@____n_
C T\ /_U/_H/n._dl % ____|_|_m__ ~n— m%.”u R v &@\ Hv¢\ _
|_||_||_| ' \ ._M,ﬂo% e #H R R i
o |2 Fiae i RSkEoE |2 Sosiis g
<|® o M Eoteee = =i TR g
Y b ) EE¢1ﬁm R ﬁ#ﬁfn k
£ LR smA_u ____nfvhun % ._No.”u @ 7@
L .__._.n—_T\.rF — m~ & s &\ S @
U Lo & . ..uom__w.*a/_._l._._”_t N m_._l._/_u/pb ..ﬂ..@
u o |5V U Tu_uh_n.bb____naﬂm .ﬁ_t____nn_ln_l.\n F5a
< D h+%ﬁﬁ? bl E@TT% DR
N t?%%@h & wﬁﬁﬁﬁéﬁﬂ R
- O P U FIRE ogth 1o |
< p L F@%%%é%@
5 E% S S updseiee .
hm Mt ® n <d Mé
%m %M v 3 ® PR N
vo( <4 0 m __mlm__ [ANe! *
vw By mf m WHo &8 H HE-R ™
Lt 8 & s EY o iR
n|lL fu K e K §;S =3 S Eim
2125 o Ne e e N :
G sb n& ﬁo\ %mmm% ._”_.E 5] % H.m +~A._
e o« Re = DB o L
O i e s vz B tr 1
< ANRS ﬁﬁtm :6 X%ﬁ ﬁﬁﬁﬁ
- O A____nA_u HM .Pn\D.WMMm@_Z o
m \J = e
- tmﬂ OME#@H&H%
4 R
N




A R LR 2 REOBH VEScr WSS
i RV g BOHBER KUSHOREMHCRR
RO~ R4 M) 22 KB S+ WEEXEUEEEE
HE: +H LN B ERUISET HRERXN L QEERIC
LIQREZ e L8 52 L SERHR SR Uil
HlRVE w8 VPRI S VPWRERKMXE ,URNIE 85 VIKEGD
Z(®RIT L% ENHNE  LRRHELCRERYE  SNTESIE DI
L UR HRE URERS UV S+ OS L XNWRE VLN
uLs O 4ot O O O
X hd
RoNR RIUEHPRN N RPHEVUKKE #HXE B W
BREMR @rdvdkg 8 ZVUNRDT e L EHwdn LR
o MR K LK | ZRoHERS RGN MHE —~
| wE vemucwy STVPAEEEE N LB SERIEMRD Xz
Ui &S S RHFHE LJE HSE SR wHEMEeKE SHmg
SR EHRAWIELRKEEO WV Re SEISSHE SHVIHHRRN
MM% EKNCNORRIEM 1 4r | R LS oUeE F Y SHHIE o [
N K S@mCERE PR | £ U ORIEIIRES T H M H iy ~
uld O < ur O O O
S - w-3
0% BE B ORPEU R X QR
& ~ RESROMSMEPLRSN UERKEURWVE
RE T MESHB O SORIVYC HBEMHERLET —
HE £ RHUIKROKEELLD IXRESMH U4 x
R\ 2 RUDRISHW .QUOK R ,VENRR ,ON
C|Re 2 EROBRVUEUR LRBU R IEBRGH S
QWS E HEELLK OEREIRN L0 4T Xl
,Mhtu( B S UOPHEEYH UM UB P IS H0RR ~
o |USHE O O @)
Ll
@)
—
2 52
K_. 0% MR A= +i8
#HE KRR L+ T RREE bR i~
S| ERiE4O un-<£ RIW® R
RlR BIR vK=2 BENe T4
Z®R TR 103H 2 {48 ENFRTLY a
<|+ @48 W B NRERR N>
aluN O (el 1} @) 1@
L
< a1} onouw
< h e H a4+ o 8B < ) IOV
bS] SLi8 < | B ®\BIHESR RVE @I
®S OUR R hRU RELE | RISRE VB
L2 & H Woreeredn 0 V| §gVz SBESR | -
Us R L 2 ST IRUISE SN | R =L 2 W ISEEE R | X8
L|4E 0% U SERVE S &S MG | W SUEERIE L4
TIRE Smw S ZURRBEMEEVIK | 28 SR SELW
P R L DELE VKRRV | WhRERKDHCh | 41
nuﬁﬂ S =y LSHUB-—RFVEMH | BERCRKRVSBELIKR |~
<|#¥ O WERO @) HHSTO
- N [op] < 0
< < < <<




Al 4K 2

I ARCOREINAMEEEMOELE DM

(1) FFER7DEE

IARCE/4557 PREAMBLE (#)

FERSOREDEL AR

The agent is described according to the wording of one of the following
categories, and the designated group is given. The categorization of an agent is a
matter of scientific judgement that reflects the strength of the evidence derived
from studies in humans and in experimental animals and from mechanistic and
other relevant data.
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Group 1: The agent is carcinogenic to humans.

This category is used when there is sufficient evidence of carcinogenicity in
humans. Exceptionally, an agent may be placed in this category when evidenc of
carcinogenicity in humans is less than sufficient but there is sufficient evidence of
carcinogenicity in experimental animals and strong evidence in exposed humans
that the agent acts through a relevant mechanism of carcinogenicity.

Group 2.

This category includes agents for which, at one extreme, the degree of evidence
of carcinogenicity in humans is almost sufficient, as well as those for which, at
the other extreme, there are no human data but for which there is evidence of
carcinogenicity in experimental animals. Agents are assigned to either Group 2A
(probably carcinogenic to humans) or Group 2B (possibly carcinogenic to
humans) on the basis of epidemiological and experimental evidence of
carcinogenicity and mechanistic and other relevant data. The terms probably
carcinogenic and possibly carcinogenic have no quantitative significance and are
used simply as descriptors of different levels of evidence of human
carcinogenicity, with probably carcinogenic signifying a higher level of evidence
than possibly carcinogenic.
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Group 2A: The agent is probably carcinogenic to humans.
This category is used when there is [limited evidence of carcinogenicity in

L—T2A ERIRLTEZLENAMLNDH B, )
COATII—ITE. EFTBEVT FEAAEDRE LG

3,

humans and sufficient evidence of carcinogenicity in experimental animals. In | # |
some cases, an agent may be classified in this category when there is inadequate | BNH Y . ERBMICE VT TEIPAMD+ L LN AAH 515
evidence of carcinogenicity in humans and sufficient evidence of &l
carcinogenicity in experimental animals and strong evidence that the | HlLvond, WLDODADTZ—XTIE, EFITEWVLTIE TEMN
carcinogenesis is mediated by a mechanism that also operates in humans. | ATED AR+ S W) T, ERFWTIE TENAMED+ RS
Exceptionally, an agent may be classified in this category solely on the basis of | #t] A Y. ™MD, ZDERINPANE FTEHLHEET DERBEFIC
limited evidence of carcinogenicity in humans. An agent may be assigned to this | K D CTEH NI L EZ R T RELGIANNEFEET HHEIC.
category if it clearly belongs, based on mechanistic considerations, to a class of | D AT I —ITRWINDIZEAH D, HINMIZ, E FIZEWL
agents for which one or more members have been classified in Group 1 or Group | T FENAM DR EM LR NHDH_EDHT., CODATT
2A. JD—I2REEINEENHDH, —HOEARFOSIL 1EHL
LFOEREFNIL—T1RIF2AICHESIATVEEEIC,
ERABEMNOCATHLONICRLEIZET AEREFA. CONB
TdV—IZREINEZZELH DB,

Group 2B: The agent is possibly carcinogenic to humans. JIL—T2B: EFIZHTIENPAKDEDODNS, ZDhT
This category is used for agents for which there is limited evidence of | I ') —IZl&. E FIZHEWT MENAMEDOREM LR Kb Y.
carcinogenicity in humans and less than sufficient evidence of carcinogenicity in | EBRBMTIE TEVAMD+R LN "HIEEALBVEE
experimental animals. It may also be used when there is inadequate evidence of | IZFHAWBN D, Ffh. ERICEVWTIE TEALAEDF+52%
carcinogenicity in humans but there is sufficient evidence of carcinogenicity in | SE#t] T, EREMIZCEWVT IELAED+RLEIER] BdH D
experimental animals. In some instances, an agent for which there is inadequate | JBHEIZH., COATIT)—DHRAVVLNDZ EL”HD, HDHBEE
evidence of carcinogenicity in humans and less than sufficient evidence of | IZI1&. E FIZEWTIE TENAMDFR+H4GEH] T, EEBE
carcinogenicity in experimental animals together with supporting evidence from | MIZH W TIE TENAED+ D] BNH 5 EILE Z LA,
mechanistic and other relevant data may be placed in this group. An agent may | F B F R UMM OBEET — 2o XF T HAUNL—HEICHE LN
be classified in this category solely on the basis of strong evidence from | TWAHZBE., COATIY —ICHET I Hd. EFRAEFE
mechanistic and other relevant data. RUMDEET— 2o DBELRERDHICE>T, COAT

J)—ICREITELLH b,
Group 3: The agent is not classifiable as to its carcinogenicity to humans. JIL—T 3 EMIHTEIRENAEIZCOWTRETSHIEMNT
This category is used most commonly for agents for which the evidence of FHEVL, ZOATIV—IF, EFIZBEVLTIE TEALAAKEDOR
carcinogenicity is inadequate in humans and inadequate or limited in |+ EEEW] THY . ERFMIZEVT TELAMEDODFR+5%
experimental animals. XIFBEMGIIN] THDHIHEEIC. RL—BHUICERAEILDS,
Exceptionally, agents for which the evidence of carcinogenicity is inadequate FINEIIIZ, ERITEWVT TEPAMOR+SGEEN] THY.
in humans but sufficient in experimental animals may be placed in this category | ERBM TIL TELAEDO+HGEERI HDE5HN. ERFHYIC
when there is strong evidence that the mechanism of carcinogenicity in | ST A2FENAMERABFEAE FTHELEWVW. E X RTEER
experimental animals does not operate in humans. MNBHBEEIC. COATI)—ICHBEINBIENDH S,
Agents that do not fall into any other group are also placed in this category. MOVWTIhOTIL—TITHEEILGEWVWEEL, COATTY
An evaluation in Group 3 is not a determination of non-carcinogenicity or —(ZH5ET 5.

overall safety. It often means that further research is needed, especially when
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exposures are widespread or the cancer data are consistent with differing
interpretations.

Group 4: The agent is probably not carcinogenic to humans. JIh—T 4 EbCHLTEZLLLHEDNAELGZL, ZON
This category is used for agents for which there is evidence suggesting lack T3U—F., EFRUERBMICENT NELNAENGNI &
of carcinogenicity in humans and in experimental animals. In some instances, R T LN AHLSIEEICALVLOND, HIHEHEEIZIE. E
agents for which there is inadequate evidence of carcinogenicity in humans FEWT MENAEDOF+HDLGEEH] T, EERIFMICE T
but evidence suggesting lack of carcinogenicity in experimental animals, T TRERNMAENGWI EZTRET SN AHY . LKELEM
consistently and strongly supported by a broad range of mechanistic and other BERUMOMEET—FIC&>T,. —ELTHANIZHEIND
relevant data, may be classified in this group. EEIC. SOATTV—ICTREINDIELH D,

(2) ZRBVICEFTLHAROHT T —DEE
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(b) Carcinogenicity in experimental animals EREBVICEITEIRERNAE ZBREMICHSTIRENALEX. #

Carcinogenicity in experimental animals can be evaluated using conventional kDB YMERER, EGEFREBYVWZAVE-EHR., TOHMDOENA
bioassays, bioassays that employ genetically modified animals, and other in-vivo | BRED—DUEDI U T4 ANGERBICESZH T in vivo &
bioassays that focus on one or more of the critical stages of carcinogenesis. In BREZAVWCHHM IS ENTES, GHHLGERATMHR. X
the absence of data from conventional long-term bioassays or from assays with FEEOEEZIVFRA VD MELERBOT—2 08B WNES.
neoplasia as the end-point, consistently positive results in several models that EREMICETELIRNAEDERDEEICDODNTEEM|mT 2RI
address several stages in the multistage process of carcinogenesis should be F. ZEBELIABEOVC OMDERICOWLTHEE LWL
considered in evaluating the degree of evidence of carcinogenicity in DADETILTHoONE—BLEBHEOBERZEEIARNETH
experimental animals. 5, ZERFMICETEIRIPAMEICEAT HEERIE. UTOHT

The evidence relevant to carcinogenicity in experimental animals is classified Jy—oWnWIFnh—2IcnEInd,

into one of the following categories:
Sufficient evidence of carcinogenicity: The Working Group considers that a | ENAMED+ 2N (a) 2FHEULOEYIE. XIE (b)
causal relationship has been established between the agent and an increased | 1 EEDHY TEL LB, EL 2 ER#HE. XITEL SO
incidence of malignant neoplasms or of an appropriate combination of benign | FA I TEEI N2 DU LOMEMILI-HEIZCS VT, B
and malignant neoplasms in (a) two or more species of animals or (b) two or | F& . BEMEEOXARE M., XIIEMESLERESOEL
more independent studies in one species carried out at different times or in HHEEOREEREMEOHICERERMNAEIIN-D D EH
different laboratories or under different protocols. An increased incidence of Wrehdigad, WBEICEBRIN-HEBHR (GLPTEEAM
tumours in both sexes of a single species in a well-conducted study, ideally IZERINERER) T, 1 RBREOHYOMBEEE CEERLER
conducted under Good Laboratory Practices, can also provide sufficient evidence. | W¥EML=B& 4 T+ 9L L VUES,
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A single study in one species and sex might be considered to provide sufficient | 1 FBEOHYMDO R AFDOHZEZRA V1O ETH-TH., EHN
evidence of carcinogenicity when malignant neoplasms occur to an unusual | fEE A, FAER, A, ESOFEXITHRLEHICEALT,. E2F
degree with regard to incidence, site, type of tumour or age at onset, or when | HIEEETHEA LB E. XII,. EHBHACTESICET 2EEX
there are strong findings of tumours at multiple sites. FRNHAIEEF. T+DLRR] LHEENEIEAH D,
Limited evidence of carcinogenicity: The data suggest a carcinogenic effect but | EFAAMEDBEBEM LI T—2HhoHEILAERALTEIND
are limited for making a definitive evaluation because, e.g. (a) the evidence of M. BIZIEUTOLES GEAIL, REMFTMETSICIEIRR
carcinogenicity is restricted to a single experiment; (b) there are unresolved NHd5EE. (a) BNAMDIMN 1 HIDRABRICESN TS,
questions regarding the adequacy of the design, conduct or interpretation of the (b)) RERDFE. EREXTHEROZIMICEL TREBRTER
studies; (c) the agent increases the incidence only of benign neoplasms or lesions | ff A% FHEIT D, (c) BHEEBOA. XIE. BERBOD A&
of uncertain neoplastic potential; or (d) the evidence of carcinogenicity is | EANFBAELIHFED H DEREZEMESEDL, (d) ELAM
restricted to studies that demonstrate only promoting activity in a narrow range | D FEHLAY, HWVSEEOMEB R IR ICH T E52H4A T nE—
of tissues or organs. A—1EHADAZIMEELIE-HEICESNL TS,
Inadequate evidence of carcinogenicity: The studies cannot be interpreted as ENAMEDTR+DGIAN KELEMHXIETEMRANH S
showing either the presence or absence of a carcinogenic effect because of major | =6 . HENENAMEDEEOVVTNETRTLOMFIBITE R
qualitative or quantitative limitations, or no data on cancer in experimental o FF. EREBMIIETEINAICEAT ST —2HBFAT
animals are available. BET LY,
Evidence suggesting lack of carcinogenicity: Adequate studies involving at least | EN AN B W EEZRBT I VL EL2BFOETY
two species are available which show that, within the limits of the tests used, the | BZ A W= BN EHA BN T IR TEY ., TLoDHBEHEOE
agent is not carcinogenic. A conclusion of evidence suggesting lack of | R TEMNAM TRV EATEN TS, CORmIT, B
carcinogenicity is inevitably limited to the species, tumour sites, age at exposure, | 5t L =¥ iE. BB M. (X< EHOFH. E<EEE. RU
and conditions and levels of exposure studied. REICLARANMICEEENS,




