CHLAUFRRE Z B W\ =/ BBk Ic K B
SO-MIXD B

CHL/IUMMRa Z B O\ 7=/ 5H B IS kB
S9-MIX$ & Weo-factord g7 &

IFIIAERETNDOOEEZOENDS,. ARTIIN
FUNF—EORBERICDWTIEPHTEL,

BiniRes

OFERICHZ>TIE, EMIMITBYRIFHMEET
ZUENHY. BWERVIRBEERLE /Sy
FFAMETHRTIONEELL,
OIBESHCH BB ADITEENSE, A HZ XA
WIS UEEBRDOWTERTH2LENH S,

50 50 75 75
No treated Uv+ OFX treated W+
B uv
o 4YOTER uv+ » 40 o o
§ 30 g e é %
2 10 s 10 = =
. . B Nl |
% 10% 20% & $1.25 & 55y X025 X05X10
£Bss 3/—;;1'3'1“—2'91 ‘3’6 (&%Oig‘}& S9+Quinolon (‘9%0\::@&0043ctor+QuinoIon
RAEREDH = AEERIE DR
Y BT ONARREOHEENEL. ¥y EYHBMORDIEMAD N, TDHEA
REEE LCEREENS ELT SOmixITIMA SN HBERIC
¥ BET. RALEEEDHBAL ;E;ﬁig;iw s L,
¥ EIRIEDEL R IR
. MILESH L MEENH S
\—=% 2 3 2
¥HORRBSNATETHS. Y ETOANZKAICLDRBHERE
T&EBRTILA,
A ERIGROMRIR
ff:iEA
BHDBE : i

YIMERWBABSHOREEELTES
DFEPRAESNTODP, KRS
BT & BFHERER S IE E NI — D T ik
THD.

¥ In vivoD T —4 L DB CREREBTO
BRYOBR, XSHOFMICHEITH
60

— 235 -



FRARBERIDIIGNOD A A 2 |

BERERRPEZAMEEE
F s

Q ABHERT VIVF—HIEINS LT

K7 LIIFE-EmBIEE NS ahhitst
ERON, HIZEALSY. F/OU0RYE
DL ICHMENFIHCEDEELH S.

Q. COHEBRIITICHIRATEBZM?

HBUEDRO Y == 215,
L UBRFRBY B mE
RO Y= J I35,

— 236 —

Q. AFERIMED SN ?

RIS D W IIIEIBBME DIRTE.
it > Tt gE S H e T LIV F -1
EHDHHDTIIMEL.

Q. BRARIZ 350\ CHMRIIEL IS & B H B
[LHBUBEHS 0D, KT LIVE— B
WENP?

KT L NF—DEENELN

Q. EHKDIMER N AT AL BM
DFHMICH T ?

FEMOIERICHRODE IS LTI
e, U UERKRMEHEROBEBEDR &
U= lidhiEsd.




QAT LIF—DFHEL/NS LIVIC
TRV EBERNERNFEICADN?

ABEMOFEIECSENLVELED,
RARHERSMIRVERBEAL.
EDLTHRT LIVF — Ml L E
L1Ed. RERSTONAERTICANL
FHmIZ T B DNE .

- 237 -

—DDRBEDRBEZEZ LITHE N
ZLTH, ENDBAKICEL>TD
REEMETHDMEPEHE
THELLEMTESNEND
SELEFRITHS.




‘g&? S T A2
ERE

PSZ D R (ER L S5
ZR

SRR (ETfEU B

HEE (AREGREt 25— RIS

BH¥N— (AR IEESS - HNEER)

- WM GRRERERRREZER)

B (BEFHEEERHEEEER 2002F9IA%F0)
FHEE (BEyOEERDEEEHER 2002410 ALD)
BO BT @EUY CFERKREEERYE)

BH B GUBRERZEREZEIIORD

MATER ORTERFFEER)

T CGRERERIKFLEMERNEE T

ZBEE
&TER (ENERES AR LTS , FHHEE 20024 12HFT
RIEEE '

M (AREREEY Yy — - BHFRT 2003 €1 EVERE)
%A : '
W (BE%SA T T2 AR & — R S M)
S — CRIRERIASE - SR T 2234 )

KEPRUE (FESTEESER A DO SEI)

k# & (ENTESGR AR LD - BEv 25 —)
WART (1—t—BEEE)

INBEER (B AT — RIGHER - BATIZ
MMRBIEA (EAEY - HIRTIZeY > & — 3553 RIT9ET)
EE B (AREREST S — - B




LA IR R RS (B h AT
Sy s

(B EBR AL ORFE &R A IR 2 A
MUBEIZ D W T ORI ST, REEORHE )

SHEZEE BHE— HAERL¥EAR. BNZRERZ2NNSE

=

AT B R e FE N U 2 FR 2R A U 72 (b RO IGEE L %R B E U LERE 4
56 RBIEDRAMAE (2002 F£6 H 30 H) B2 &nb, Eumﬁm%%%7k&
EQEENFERHEB INEETH o7z, BmEWICIE EU s EU BERITIERICEL, E
UmmmFA%7£&E# 31 1HfOEHR ﬁﬁﬁhto_@f7fﬁlf )

FERZFEML7ZEEZ2EE U7z bSO R IERIRCREIENR TNz Ehs, &
ﬁ&%ﬁﬁ~ﬁﬁﬁ NHZENFENS,

ZDEDIEH T, ECVAM ° ICCVAM Tid, EERFZ N FE TULITRET L,
N T —3 a >IN 7= RBE OMEFRE R O L FBH R T OMER 1o s
ECTER, COMERIEDOHKREE LT, ICCVAM 12, ECVAM DREMZEES ESAC MK

RU7Z 3D in vitro KEREMERRE, FURE A OFMEEE /02X DERL TV,

FE o ARRBERZEIC AT 2 E R & U T, SESEERRAHEE L ToMaE itk oit
FNY F—32a VEBNET SN, COMERNIESHRESIZNET b0 EEbs,

OECD T3, FEEEEMNREE L T, LLNA &M Reduction, Refinement 25 & L /= id
Bk U TIERICRO 5z, Fiz, BRI DR BRI RN E MK 23 TRRB S
N, BELSHI RIAMEINBRIABTH D, EUMRIESE 7 KHEICBNWT, Bk
MREFEBL ZBRBREDOEUBNORTEREIEE OECD LAV TOREBEOF ROBEETT S
N2 &, 5. OECD 2B BB - HIEds4mEENs &IN5,

ARIIZBWTIE, AR, FMIEARS - FMSEHEHBL, EE¥E—AEkoT. KA
FHIB (nvitro) @ 3T3 NRU PTIDWTEMAEITW, NI R AZEL Th

CERZERDZEDOIRHZITV, REE L TIRAMNEEORERICE > 72,

KO EZE L TEME L TH B E, RIRITBITDBEIL, RFFEHE ORI T
WA BT P EANOFEHITHED DN NWEIZH B, BAKITBWTIE, 1TBGRA O
B (ECVAM. ICCVAM) MEELHA BRI ALANEERE KD KEHNE 5T BN,
RIBIZBWTIE, FTEGRA ORI N 72 < . RIFFEIE N E OISR, MM s
B EMORMEMIT 21T > T B %ib\%@Mn&%@ﬁ%%74/¢%%@ﬁ&ma
B ETETITEES TWwin, BERREBEOBRFE EFIAOREEZR B DITIE, AFR
WZHBWTH, ECVAM ® ICCVAM IZIEET 2 AR E o, ﬁﬁ;mwﬁﬁﬁﬁm%%é
BLU. HARTA MANERPDIT B AT LMEODNRBTHHEEZD,

A. HEBE® BHEBSOENERIOBIERLLL., BE
AEED. BEREERL S EE AR MichEZNR ETHo . F=. EUTL

LI B O I 2ok 2 E Ut g LRIE I TRREIC AL, Wﬁﬁ@émé

2% 6 KK EQRFTF EHOME TH 2 2002  NEEVHASHM LAY, 510, S5
6 30 HEMA DT LeMEX EUR  CHERERO BB ﬁé“ttw

RIEREE TRKEICHT B EU e EU R & NUT T a Y LERBIEOMATRE ©



EH ECVAM % ICCVAM 17 &5 REEDR
HOFMOEMANRKESELLEETH D
27,

AWFEIZB NTIE, Dlaik D I s DBk K
OEM e XD E B ERNERBCIDIEE
U, BYRRGE#HLTD T E T BiERA
BHEoORBEAAZRET S Z L2 BEICH

EWGLEHERE L TE -,

B. W5 h

B-1 {EH8INE

TEWINEELT. BB ORNTEIC L BN S,

WL DMDKR— AR—Z (SCCNFP, OECD,
ECVAM. ICCVAM 71z &) ZEHIMICHRERT
5HEEDHIT EU WZDWTIFEHMIE O/ 5 T
ERTHDH COLIPA, HKEIZDWTIE CTFA
EOEBEEL THEEL 2, Zofl, %
DEGBIRMEIZ DN TIE, EF%EDEHE
Za—ALY—bBEL L

(i BB~ DL )

ARPFFCV B FE B AREREIZ BE T 2 1E R 2 1N
ETHH0THO. EREW OBUMALEZ H
BIHOTHD, b NOBM OHERDEAL I
Thhd 5 & 2 A0,

C. KR
C-1 EU kBTrEYERRIE, RF
HEHRFE O
B

C-1-1 /feHMREFE 7 ARE
WEEEIL, BB e R U225 &
U7z bt DRFERE (L2 R DA AE EU (b
PfE R 6 RIIE DM TIE D HIRR (2002 4F
6 A 30 H) PEIZSAT 7 RKRERETZE
Uige, BHESZ0DIIED AVLOFEER »
SEUIZEBL T,
AREREIZA- T, 200285 H2 3 HDOEU
HaOREZARTORRERT., 6 A1 1
HOE UiaAai (8 2 Fi=/second
reading) CTOERMNITHINZ2Y, a2 TEHR
INZANEFIT, 2002462 B 14 HITERIRE 7=
EURMBHEES2O [FEDIEH ] SI3KERRE
OBV, 8A26 HICEUMBMEERIZ. EU
BB 2HRBTERINEHNEOTNTIE
ZITANSIRNEDREZR L 722,

ZTDH%, EU#S SEURBEHEESITFEER
BAZA D, BN, 12RA300HREBERE

20TPRNT, HERUHEEE2OREED
REREZRRLI=96,

EU 2T EZERTRABINEZE T X
RIEZE% 20034 1 A 15 HIZHAZEL D EU
PHESH 20034 1 H 27 HIZARLEZ 9, Iz
B. B (Official Journal of the European
Union) 1213 3 A 11 BT THEEZ N 9,
Z OB RIS 5 7T RKED HANE T,
UTD@EOTHDB 9-1n,

@1LHE R R ML HERIREL O E U8
73w

MRS < R E O E TR T RO RS L
MR T IR ER K18 A (200449 )

< UL ARE R B B IGE 0 E oo @ Nk
M7 PRI R A 1L SER7e B R B L

12 E ULt IES R D64E%K (20094
3 A),
EUZESN., OECDONYF—2a>®

HEREEB L LT, SCCNFPEW
ECVAM & i U CL f8 & OB DB RS
BEILICBE T 2 IR EDTFEEILET 5,
@ T EB A ENE L MR E L BYERE
Fhn L 72 F B E S O8O E URNOIRSE
BE(E U ToB /s s /-8
un&d@ﬂ'%ﬁ@)
-ﬁﬁ&m%%%ém MWI®IW&#ﬁ
1 RO A
me%%mWﬁwaﬂ(%mﬁ9ﬂ>
SERTLIRF R I, (L RES R D64
(20094F 3 ) LAKE
BISL AR, A S B B R
TH2013FE 3 A ORFEER
EUZE£Z. OECDONY F—
a DEREZEE LT, SCCNFPER
ECVAM&E Wik U T, T4 OB O BT
BELIZBE T 2 HIR/ EDFEERIET 5.

C-1-2 ECVAMIZBITBREDHRA
Rin

ECVAM®D#MZE B TH HESAC
(ECVAM Scientific Advisory Committee)
INFETRARLUZREERBR GKEER)
LT D@21,

-+ 3T3 NRU Y@M (19974 11H)

- EPSKIN™ 7 [EJE R 1Bk (1998454 )

- I v hTERK BB &M (199844

A)

oy
&y
[N



< BN AI D3T3 NRU JEM4 R

DA (1998458)

- B IBAENE D 7= OLLNAGRE (200043

H)

* EpiDerm™ i J& B iR (200043

A)

+ CORROSITEX™ |7 & @ fr ik (2000

F£12H)

cJRIRBEEO D ORI (2002
F£5H)

- JRIBEEO DO eREEHR (20024
5H)

CBEFEEOZDOY A 7 AT A

(200295 A)

F7ZECVAMIZ, 200296 A4~6HZIspra
(Italy) TEVCAM Status Seminar 2002 % B
#HlZ, ZotIF—0BMIZ. MI0FEMIC
MAECVAMDEB #HIET 5 I &, W
EUDILEWER) > —BA&E . (bRERE 7
KREIE, B RHEFRICBE L TSR OIEH)IC
BT Bpriorities AT ETHoZB L

VI,

C-1-3
D RLIg
SCCNFP id, 2002 4 6 A 4 HiZ{b#tRE
Bloge 2 ER & UToih EHRAE LR 3
DMBEMFIIZDWTUTORMERL - 19,
Z @ SCCNFP @ HMRE 3L HE e 55 7 KKk
WHERRTSITEBYA ROBRELTEE
THolz,
S iITN) F— bk an iz illnk

< EMAE (invitro) ¢ 3T3 NRU PT

RFPEFHRICET S SCCNFP

- REEAMEER (nvitro) 9w RTER.

EPISKIN™ ., EpiDerm™

@I icN)F— a3zl kit REDR

- REEAEERR (nvivo)

 RERZ AN (in vitro)
®N)T—a PoRBRE RETRENER
L)

- felR B R

- e ER

- AR B

- R ERIB A R

: LLNA

C-1-4 /M¥&
FED EU BT 2BYEBEIEOHH W &

U T 1993 - DALME SRR 25 6 RBIE LISk,

KOBEICHAEREL T, FalBEEES
EDFHBITEDE T KREEMBRIL L2 &N
®iFohs,
FARBEBRFEOE mE L TL, TEY A
RELTETRREICHEHEZES 52X %
SCCNFP %3, BB &1 Tt A vl e /n 0% 2 1
MV L7z Z &N 55, Td SCCNFP @
RIRIL, LR 27 ORE O %2230 3
5 ET, ECVAM DURRBLUZRREDHTH
ARG RBREEZRL, X SIS E R
DB/ REBE ZAREICT 5 B THEE T
Hol.

C-2 XEIZBIT2RELEBAEOHM
C-2-1 ICCVAM lzBiT 5Bk Mm
R

ICCVAM 13, KEEITRIOME 2D il
O BEETH 5 RE 0 Validation Z2#E T %
ZESELUTHEL TETHD., BAER
NIEHS OEANEZEESELTHEMT SN
TWwb, BIE, ICCVAMIZ9ETO 1 5 W5
HBEMNS DRETHERIN TS,

AEEIT. invitro FEEEMRREL T,
HIRDOE FEEETINTH D EPISKIN
EpiDerm Z WSk, & 51213 Rat Skin
Transcutaneous  Electrical  Resistance
Assay (TER ) IZDW T, ICCVAM M E#&
PHZHERE T A Z EMWE# (Federal Register)
IZNFS Nz, Ts ORBIEOFEMIZIL.
BIND ECVAM WSNY F—3 3 > &% LT
HMEER O ESAC WERR L= HEIZDNWT
&, ICCVAM O ETY L Ea—/S3IT K B5E
7O 2B 0EL TERT 2HHEA O
M 7O 2 NEA SNz, REHEET
{3, EPISKIN, EpiDerm. Rat Skin TER i%
DEZ A / BRSO A2 ST T S A Ry
M AF— A BT HEE MRS L T
FHATDHZENFAEETHD, in vitto TH
DFEERNE SN 255 13BN R Z2 A8 T 5
ZEMNTESDMN, in vitro TRIEORKENE
5EN7EA. in vivo TOREZBRDNHET
HBHELTNWG NS,

F72.ICCVAM 13 ECVAM & 5T H % F5
B, BEWNRRBLU ZHBRIEICDONWTIE, 5

U

(WFi



HEEIOFMEZEHE L 2 WFHGEE ot 2 &
EWATS0ORRGT, AE FHEEIM T
A= OEEERRICOW TR
T—a  ERBRTHD 190,

R, ICCVAMIZ /) 22— hENTVWBL
2WITRHO L BE GEh a0 —) WU
TOBEOTHB., ZO5H, OECD IZBWT
4 RS54 Abainiz Up-and -Pown £
RSTNHA BSA BERES N 3T3
NRU A#wERBIC DWW T EERRE E 1S
IR TH D,

+ Up-and-Down % (GEEaE%)

B EREIMET 5200 in vitro i
5 (BEEHME)

IR ERWSEEEMERR Gi4s
14)

+ EipOcular™ Model (BR##E)

+ 3T3 NRU Mt Gtk

2002 4 11 A 8—9 BIZv HhITHEZN
7= Trans Atlantic BusinessDialogue O&
HCKkEE EU OEREIFROIHESFICD
WT, BU IZBIT 2 RN 7 RBIEK
P 5 B 2R EE i 5 D AR 7€ 22 1R IZ A D BR
DB NI T B 72D, B 1k
D)X Oy b T a2 s gk SLAMERE R
TI—TX0HRINGZ, ZOXRETOHE
MBEE 7 — T O REIL, KE ICCVAM K
VBERM D ECVAM 28N F—3 a Vi L
TWBEMEQERE, &L <IIMHEFRIEZ KD,
ESICR W TOF®RAH., Zhb 2 DO
AMEERSIC L D N T a AN RE L
DOMAESZSE., £ LU TREEMRICEIT TO 8
BighzakddbDTHBEL TS 2D,

C-2-2 /¥
AEDQRENTHIT 2 ABERFE OHmE L
Tid, ICCVAM 7%, 3 H# o invitro KEE &
HilB 2 AE L2 &Ny ensd, Znid.,
ECVAM @ ESAC 28GR L 7z it BRiEIC D W T,
ICCVAM W§HilifeitE 7ot A 2 MM T2 Z &
WD, N)F—a ryENREFEOHA
PREE. & U TREEBFICH T TOMER /)
ORNZHRTHHDERDNS,
ICCVAM & ECVAM O/ A ) OFia,
AEFMHRAREE S U To s o
EENYF =3 PHEES 2002 4 11 BITH
# & 7z TransAtlantic Business Dialogue

DEFKITLDIET HHDEBDLNS,

C-3 OECD OB
C-3-1 OECD HA RF1 »OBH
INFETIZLLNA 1 RIA >invivo
BRI EER AT A RS- >, in vitro BE K
WERBR 1 BS54 2. in vitro XE MR A
A RTA . BBRIEE - S & - IR
RBEOHA R I4 DWW THAR LS T
REER - BN ER2ES M TRE L.
f=Nilicde IS Ny 3 Db A SN Rt [ AN SY )
RATTID E &, BERSEWIN2E U
T. OECD iZ# gL T& %,

SEEIL EEEEERR S U T LLNA
%\ Reduction. Refinement % # & L 7= ;iR
EELUTERICHED BN (OECD A RS
12 429) .

F /-, in vitro @R T 1 K51 > 432,

in vitro FEEWINGRERT A B5 1 > 428 12D
WTIIEMESETRE N, E<HTI RS
A MEENBRAATHD, Fiz, invitro
BEEEERRA M RS> 430 (Skin
Corrosion: Transcutaneous Electrical
Resistance Test). in vitro 57 & & & il
1 RZ- > 431 (Skin Corrosion : Human
Skin Model Test) I2DW T, BRI EIC
PIEREPTH D,
AEROEERRICEL T RO s
VBT RS54 2 401 28,2002 4 12 BIZ
OECD - B4 M oHIRE Nz,
FOMOBBEICDNTIE, HEDEZ A
FFRTUZTB T B IFMIEF SN TR,

C-3-2 /B

AED OECD O#Ejm & LT, LLNA ¥
W B REAE AR (OECD A FIA >
429) L TERICEDH SN Z &, invitro
BRI RT 12 432, in vitro B
WAERER T A1 R 51 > 428 I DWW TIEHEMRK
LETRBIN, ELHARIA1fLan s
FABTHBTENBITENS, EU b
EEETRREITBNWT, BIWERLPEEL
R E O E U ORFEEEIEIZ, OECD

NIV TORFE OFENRRRE N2 ENSG,

S, REBEEBOMENTFEZINSE, 0O
ByEiy, AEEBEFICET S ECVAM &
ICCVAM OHMEHHOEKEZEMN OECD 4



ARIAANDHKERETH 2 ENE B
A %o

OECD BB A B 51 2id. HEbs
WEICEAENDSZENE, AFRITBWTIL,
Tl ZE AL & U RER IR DR IS
PREEEZ LGNS,

C-4 HAEIBITH>REBEHEEOEM
C-4-1 RERZMARICBITISREBED
B

k1 3 EICAE AR EWIGL I THHY) £
AL OB SRR IR DIREDIgEL A8
BN, OO B Mid, AR
FENYF—2 a VICETRIERAIEL .
FRRER S ST OEME SITHAYE A
EOERHICE VREIICEMT A EThH
b, ZOFHMIIZED, BiKDH DT OECD T
ARRBENTZARFEOH R - REZHSMITL,
TG QORI BT D HH O n]E O PENM X
WHELEFBIEET S ZE2BRLTNWS,
Rk 1 3EERUERE 1 4 &3 ECVAM
TREIZAF 2. BfE. OECD THA RIA
CEIBEBENTWBIBalb/c 3T3 #Hila%
W Neutral red B ABEEEE U XH M
RERAREEL 12 DWT, Tl 2% MEE B
2MBL T, BEMIGIME L TER, TN
SOREOEMICDONTIE, FR1 3EEK
VSRR 1 4 BB DOARE AR WIEEHE O iR &
WEHICRE S T 5,

YR 1 4 EOAR FEHEORE TN EEE
ELTIE. 12 A5 ADAARBERNREE
2] GEIKAICBNTABEY Y RIT A
ELUT, AHRILOBHIENIZ CNETO R
A ROMEERE L 2 ENBT 505,
o, TR ERBPEZL<ABELZAD
ZEifohs, 5121 OCED /i1 R A >~
ML U726 28E L, AT HIEDOF
BIZDONWT, EEMEONY) 55— g L e%E
WLz ENgFons,

C-4-2 HBEBYSERNKEBHEESKS
V% By

HABME RS 2RI, N T—
aEEREFMERRVEME U TERE S
NTWws, NYF—a s HE820E, NUF
—2a BT AEBEEHEYTIEEAT,
W, HRF Y b TH2 3 RTEETT IV

% F A 2 2 JE o BB R D RN 1)
Feq VO BRI T H 5, FrlE

WHREgE & N7 HA O HBRICB L T

N F—2a » NEERTREN BN EBETH T
HBH, —H. HMEEERIL, KFHRIENSE
Fa Nz Balb/c 3T3 #ifle# My Neutral
red RRODGABZIEEE L 2B LR BAE
E) OFMOEBEHEYL TWE,

HFRIZ BT, FoMoHREICEL T,
FHPHEEMNEEGELEN)F—a VB
BN R BT BIRn, :

C-4-3 /IME

AFRIZ BT D A BRIE O+ SpFR AN 1)
V7= 1E B, A B AR EVISEHED A3 i L
TWBRIIZH B, Fiz, FEMT SRR IE
ONYF—a DN TH, BEREWER
REVEZLESNEHEL TWBHRFY Mok b
G R RRBR RO AN T 55, O
DIEENL, REEOBRREIL, LHERICBE S
HEEELZNCHRDLTEROHOREELE A
5NTVWHEZ AIZH5D0 bHINBN, £
7z, iFE, 8 FICHEDEARFEUZEI O
UHR ) gk G B R L N ) F—32 3
BN DRV A BT AERRITHEY DN
Mol Eb—RHELTEALLND,
ZORMEFTHT B0 REDOLD
IRITIOFEMP BB 5NN ETHD, A
WMOBRRENATA R4 D ERICEER S
DL KDIEN— MEENBRETHA D,

D. £
BRERNEOHTR AU, REQRFE
FREFMHELTIE, EU 2B DM
G TRKEDRIABETEND, ZOHT
REIEDEIIIC &0 B A v aeia AR %
EE BB OBERRBEPHS N E 5o .
FOLDIEHT, BN, KA BIT B K E
EHFICBWTIE, ECVAM & ICCVAM 2
(NUF—2 a3 2 EN-REEDOIE R |
R (HENF—2a > 0EME & A
WHOBENETL TEZ, ZNHO/ME
i3, EU BRSO DA 5T 0
IN=)WVAY 2 —=RELTDOECD /i1 RS
A ADRIANEDBENBEEDTH 5,

Z D ECVAM ® ICCVAM DTS/ 78)
OB, ECVAM. ICCVAM MW ZENFh

vy



OITBERAIOHE TH A Z L IERL TV S
EEZSND,

— 77, BFRIT BN TIE. ECVAM ® ICCVAM
D &S BITHER M OARERIET MR 272 < |
ARFHENRBIE OB, 5 MHsE & it %
WOREMITZIT O TWBIZEEY, ZOW
FKRBIIHA B F1 AEEE OITFHEERD
FWFETIZIEE> T, FO#E., OECD
HARIA MBI BERDIREHHEE <
720, BKEEED OECD H1 R5A > &izo
TLESTNE,

WREE [ O 23 JHIT9E R & HanR L7z as,
%%@%%%%ﬁﬁ&;%?alwmﬂ~
FAL—TareBEZDLEE, TTHERMOD,
$%ﬂﬁ@ﬁ%&ﬂm%%@ﬂﬁﬁﬁﬁa%
A%, 9T B2 EiIck> T, ECVAM ®
ICCVAM & OEEN—FF 1 ¥ —3 3 MIEH
«@E%m\bﬁ%"ﬁ% OECD Jif RS54 1L

IZBWTHAARDIRENBILITE DRND |

ZHNBICAB LT =AY T —RNR
ENREZEZDHDTHD,
D. ¥

BRI AR EE L 2R B AR S U b &
DIRFEEE BRI T B IR 2 3RV 7= E UMk
mﬁ 7T RHIEDN, EU #2BL U EU #

RTERBIN, 3A11AMTIOERICHE
ez, 20X H T, ECVAM ®©
ICCVAM Tld, REEEREE 2 FE TR
BT, NUF—varah=_REEo
FHEFERE AR E O FFE P Z AT TOM A
BHORNNEL TERZ, OECDITBWNWTH
R JBRAEM R E UC LLNA 0801 RS 1
AEE N, SE IR B O R R AN
HMR S TRRBINDIZOHENDH - 1=,

ROBEPREZEL TEMELLEL TH3 &,
AIRNZPBT B MR, AR B ORER T B
Mﬁﬁ%ﬁi%y%«wﬁmkﬁaowmm
)=y %éo%%%%ﬁﬁﬁw%%tﬂmwﬁ

EZR 57201208, BRICBNTH, ECVAM
% ICCVAM ﬁmﬁ‘%ﬂw B O, {7

OREEFMMEREZREL, T1RT1 1L
NERUIDTD AT AMED PRETHD &
EXD,

E. @RERER
L

F. &3k
1) Commision Directive 2000/41/EC,
June 19, 2000; Official Journal of the

European Communities, 1145,
20/06/2000, PO025-0026 (FAT&ER —
1)
2) EUROPEAN PARLIAMENT, P5-
TA(2002)0292,

(RITER—2)
3) Council  documents,  9843/02,

17/06/2002,
(AT &R - 3)

4) Council Press, 11584/02(Presst255),
26/08/2002, (RFHER—4)

5) PE-CONS 3668/2002,08/01/2003 (&
&%k —5)

6) EUROPEAN PARLIAMENT, Ab~0001,
08/01/2003 (FsfEE—6)

7) EUROPAL Daily
15/01/2003 (E{ER—7)

8) Council Press, 5433/03(Presst13),
27/01/2003 (FAHER—8)

9) Directive 2003/15/EC of the European
Parliament and of the Council, February
27, 2003; Official Journal of the
European Union, 166, 11/03/2003,
P0026-0035 KU HAFEFRC (R &R —
9)

10) CTPA News update, February 6, 2003

(ATER—10)
11) CTPA News update, March 3, 2003 (&

Notebook,

&R —11)
12) ATLA, 30, 261-262 (2002) (& E
—12)

13) FRAME News, Issue No.55, August
2002 (BATER—13)

14) The Proceeding of the ECVAM Status
Seminar 2002, ATLA, 30, Suppl 2 (2002).

15) SCCNFP/0546/02, final June 4, 2003,
Memorandum concerning of the actual
status of alternative methods to the use
of animals in the safety testing of
cosmetic ingredients. (RITEE —14)

16 ) Federal Register Vol.67, No.147,
31/07/2002, p49706-49707 (R & —
15)

ey

v



17) The Rose Sheet, Vol23, No.31, p8
(2002) (GRATER-16)

18)http://iccvam.niehs.nih.gov/methods
/epiderm.htm

19) ATLA, 30, Suppl 2, 23-32 (2002) (G
BR—17)

20) ATLA, 30, Suppl 2, 227-236 (2002)
(B E B —18)

21)The Rose Sheet, Vol23, No.49, p32
(2002) (RHER-19)

1. MR

el

2. FERK

BW¥E—, “EEBRAEE O EBRE M An
HLEFT T A4EDOES 1) OECD WEE
LTWaH0 : BIEOBHE, 41 6EAAH
MERRB RS 74—55200 24 1
2A5H

H. MM EHEOHE - B&RNK
7L

err
Yt %

&
S



20.6.2000 .

_Official Journal of the European Communities

AT E R

L 145/25

COMMISSION DIRECTIVE 2000/41/EC
of 19 June 2000

postponing for a second time the date after which animal tests are prohibited for ingredients or
combinations of ingredients of cosmetic products

(Text with EEA relevance)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the Européan
Community,

Having regard to Council Directive 76{768/EEC of 27 July
1976 on the approximation of the laws of the Member States
relating to cosmetic products ('), as last amended by Commis-
sion Directive 2000/11/EC (%, and in particular Article 4(1)(i)
thereof,

After consulting the Scientific Committee on cosmetic products
and non-food products intended for consumers,

Whereas:

(1) The main objective of Directive 76/768/EEC is to protect
public health. To this end it is indispensable to carry out
certain toxicological tests to evaluate the safety for
human health of ingredients and combinations of ingre-
dients used in cosmetic products.

(2)  Pursuant to Article 4(1)() of Directive 76/768/EEC
Member States should prohibit the marketing of
cosmetic products containing ingredients or combina-
tions of ingredients tested on animals after 30 June
2000 in order to meet the requirements of the Directive,

(3)  The second subparagraph of this provision also provides
that the Commission should submit draft measures to
postpone the date of implementation of this provision if
there has been insufficient progress in developing satis-
factory methods to replace animal testing, and in partic-
ular in those cases where alternative methods of testing,
despite all reasonable endeavours, have not been scientif-
ically validated as offering an equivalent level of protec-
tion for the consumer, taking into account OECD
toxicity test guidelines.

(4)  In the absence of any scientifically validated alternative
methods to animal experiments and any pertinent
toxicity test guidelines in the field of alternative methods
adopted by the OECD, it was necessary to postpone the
date provided for in Article 4(1)() of Directive 76/
768[EEC for the first time by Commission Directive

(") O] L 262, 27.9.1976, p. 169.
() O] L 65, 14.3.2000, p. 22.

97/18/EC in compliance with the second subparagraph
of this provision.

{5)  Three alternative methods have been validated in Europe
to date. It is unlikely that the scientific state of the art
will change significantly before 30 June 2000. Therefore,
the date provided for in Article 4(1)(i) of Directive 76/
768JEEC should be postponed for a second time in
compliance with the second subparagraph of this provi-
sion and Article 2 of Directive 97/18JEC.

6)  These three methods are being incorporated into
Community law through their entry onto Annex V to
Council Directive 67/548/EEC of 27 June 1967 on the
approximation of laws, regulations and administrative
provisions relating to the classification, packaging and
labelling of dangerous substances (%), as last amended by
Commission Directive 2000/33/EC (¥).

{7y Council Directive 86/609/EEC () of 24 November 1986
on the approximation of laws, regulations and adminis-
trative provisions of the Member States regarding the
protection of animals used for experimental and other
scientific purposes (%) provides that an animal test shall
not be carried out if an alternative method is available.

{8)  These methods are therefore mandatory for use in all
sectors including that of cosmetics.

(9 The Commission has proposed a Directive amending for
the seventh time Directive 76/768/EEC in order to solve
definitively the issue of experiments on animals in the
cosmetic products sector. Such a proposal should be
adopted by co-decision procedure involving the Euro-
pean Parliament and the Council

(10) Taking into account that it can be expected that vali-
dated alternative methods will become availablg™ for
other tests in the next two years and that the proposed
Directive shall be adopted by that point of time, it is
appropriate to postpone for the last time the date to 30
June 2002.

(11)  The measures provided for in this Directive are in
accordance with the opinion of the Committee on the
adaptation to technical progress of the Directives on the
removal of technical barriers to trade in the cosmetic
products sector,

HAS ADOPTED THIS DIRECTIVE:

Article 1

The date of 30 June 2000’ shall be replaced by ‘30 June 2002’
in the first sentence of Article 4(1)(i) of Directive 76/7 68/EEC.

() OJ L 114, 1.51997, p. 43.
(9 O] L 196, 16.8.1967, p. 1.
() O] L 136, 8.6.2000, p. 90.
(4 O] L 358, 18.12.1986, p. 1.
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Artide 2

1. Member States shall bring into force the laws, regulations
and administrative provisions necessary to comply with this
Directive by 29 June 2000 at the latest. They shall forthwith
inform the Commission thereof.

When Member States adopt those provisions, they shall
contain a reference to this Directive or be accompanied by
such a reference on the occasion of their official publication.
Member States shall determine how such reference is to be
made.

2. Member States shall communicate to the Commission the
provisions of national law which they adopt in the field
covered by this Directive,

Anticle 3

This Directive shall enter into force on the third day following
that of its publication in the Official Journal of the European
Communities.

Article 4

This Directive is addressed to the Member States.

Done at Brussels, 19 June 2000.

For the Commission
Erkki LIIKANEN
Member of the Commission
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Cosmetic products ***II

European Parliament legislative resolution on the Council common position for adopting
a European Parliament and Council directive amending Council Directive 76/768/EEC on
the approximation of the laws of the Member States relating to cosmetic products
(15073/1/2001 - C5-0072/2002 - 2000/0077(COD))

(Codecision procedure: second reading)
The European Parliament,

- having regard to the Council common position (15073/1/01 — C5-0072/2002"),

- having regard to its position at first reading® on the Commission proposal to Parliament
and the Council (COM(2000) 189°),

- having regard to the Commission's amended proposal (COM(2001) 697%),
- having regard to Article 251(2) of the EC Treaty,
- having regard to Rule 80 of its Rules of Procedure,

- having regard to the recommendation for second reading of the Committee on the
Environment, Public Health and Consumer Policy (A5-0180/2002),

1. Amends the common position as follows;

2. Instructs its President to forward its position to the Council and Commission.
P5_TC2-COD(2000)0077

Position of the European Parliament adopted at second reading on 11 June 2002 with a
view to the adoption of European Parliament and Council Directive 2002/.../EC amending
Council Directive 76/768/EEC on the approximation of the laws of the Member States &
relating to cosmetic products

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty eéta‘olishing the European Community, and in particular Article 95
thereof,

OJ C 113E, 14.5.2002, p. 109.
0J C 21E, 24.1.2002, p. 88,
OJ C311E, 31.10.2000, p. 134.
OJ C51E, 26.2.2002, p. 385.
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Having regard to the proposal from the Commission ~,

5

Having regard to the Opinion of the Economic and Social Committee

Acting in accordance with the procedure laid down in Article 251 of the Treaty 7,

Whereas:

(M

)

;)

4)

Council Directive 76/768/EEC ® has comprehensively harmonised the national laws
relating to cosmetic products and has as its main objective the protection of public health.
To this end, it continues to be indispensable to carry out certain toxicological tests to
evaluate the safety of cosmetic products.

The Protocol on protection and welfare of animals annexed by the Treaty of Amsterdam
to the Treaty establishing the European Community stipulates that the Community and
the Member States are to pay full regard to the welfare requirements of animals in the
implementation of Community policies, in particular with regard to the internal market.

In accordance with Council Directive 86/609/EEC of 24 November 1986 on the
approximation of laws, regulations and administrative provisions of the Member States
regarding the profection of animals used for experimental and other scientific
purposes’ and with Council Directive 93/35/EEC of 14 June 1993" amending for the
sixth time Directive 76/768/EEC, it is essential that the aim of abolishing animal
experiments for testing cosmetic products be pursued and that the prohibition of such
experiments becomes effective in the territory of the Member States. In order to ensure
that this prohibition is fully implemented, it may be necessary for the Commission to
bring forward further proposals to amend Directive 86/609/EEC.

Directive 86/609/EEC has established common rules for the use of animals for
experimental purposes within the Community and laid down the conditions under which
such experiments must be carried out in the territory of the Member States. In particular,
Article 7 of that Directive requires that animal experiments be replaced by alternative
methods, when such methods exist and are scientifically satisfactory. In order to facilitate
the development and use of alternative methods in the cosmetic sector which do not use
live animals, specific provisions have been introduced by Directive 93/35/EEC. However,
these provisions concern only alternative methods which do not use animals and do not
take account of alternative methods developed in order to reduce the number of animals
used for experiments or to reduce their suffering. Therefore, in order to afford optimal
protection to animals used for testing cosmetic products pending implementation of the

OJC311E,31.10.2000, p. 134 and OJ C51E, 26.2.2002, p. 385.

01 C367,20.12.2000, p. 1. '

Position of the European Parliament of 3 April 2001 (OJ C 21E, 24.1.2002, p. 88), Council
Common Position of /4 February 2002 (OJ C 113E, 14.5.2002, p. 109) and Position of the
European Parliament of 77 June 2002.

0J L 262,27.7.1976, p. 169. Directive as last amended by Commission Directive 2000/41/EC (OJ
L 145, 20.6.2000, p. 25).

OJ L 358, 18.12.1986, p. 1.

OJL 151, 23.6.1993, p. 32.
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prohibition of animal tests for cosmetic products and the marketing of animal-tested
cosmetic products in the Community, these provisions should be amended in order to
provide for the systematic use of alternative methods which reduce the number of
animals used or reduce the suffering caused, in those cases where full replacement
alternatives are not yet available, as provided by Article 7(2) and (3) of Directive
86/609/EEC, when these methods offer consumers a level of protection equivalent to that
of the conventional methods which they are intended to replace.

Currently, only alternative methods which are scientifically validated by the European
Centre for the Validation of Alternative Methods (ECVAM) or the Organisation for
Economic Cooperation and Development (OECD) and applicable to the whole chemical
sector are systematically adopted at Community level. However, the safety of cosmetic
products and their ingredients may be ensured through the use of alternative methods
which are not necessarily applicable to all uses of chemical ingredients. Therefore, the
use of such methods by the whole cosmetic industry should be promoted and their
adoption at Community level ensured, when such methods offer an equivalent level of
protection to consumers.

The safety of finished cosmetic products can already be ensured on the basis of
knowledge of the safety of the ingredients that they contain. Provisions prohibiting
animal testing of finished cosmetic products can therefore be incorporated into

Directive 76/768/EEC. The Commission should establish guidelines in order to facilitate
the application, in particular by small and medium-sized enterprises, of methods which do
not involve the use of animals for assessing the safety of finished cosmetic products.

It will gradually become possible to ensure the safety of ingredients used in cosmetic
products by using non-animal alternative methods validated ar Community level, or
approved as being scientifically validated, by ECVAM. After consulting the Scientific
Committee on Cosmetic Products and Non-Food Products intended for Consumers
(SCCNFP) as regards the applicability of the validated alternative methods to the field
of cosmetic products, the Commission will immediately publish the validated or
approved methods recognised as being applicable to such ingredients. In order to
achieve the highest possible degree of animal protection, a deadline must be set for the
introduction of a definitive prohibition.

The Commission should agree a timetable of deadlines for the prohibition of each test
currently carried out using animals up to a maximum of five years for all tests. An
exception may however be made for tests concerning repeated-dose toxicity,
reproductive toxicity and toxicokinetics, for which there are no alternatives yet under
consideration, in which case the deadline should be a maximum of ten years from the

date of adontion 0Jfﬂu‘5 Directive, Such excentions chould be guthoriced by the
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Commission.

Better coordination of resources at Community level will contribute to increasing the
scientific knowledge indispensable for the development of alternative methods. It is
essential, for this purpose, that the Community continue and iricrease its efforts and take
the measures necessary for the promotion of research and the development of new non-
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(10)

(11)

(12)

(13)

(14)

(15)

animal alternative methods, in particular within its Sixth Framework Programme as set
out in Decision No .../2002/EC of the European Parliament and of the Council .

If necessary, in order not to prevent the introduction of new products which offer
significant improvements in health protection in terms of preventing illness, disease or
serious health disorders, the Commission should bring forward a proposal in
accordance with the procedure laid down in Article 251 of the Treaty. Such a proposal
should not compromise the objectives of this Directive.

The recognition by third countries of alternative methods developed in the Community
should be encouraged. In order to achieve this objective, the Commission and the
Member States should take all appropriate steps to facilitate acceptance of such methods
by the OECD. The Commission should also endeavour, within the framework of
European Community cooperation agreements, to obtain recognition of the results of
safety tests carried out in the Community using alternative methods so as to ensure that
the export of cosmetic products for which such methods have been used is not hindered
and to prevent or avoid third countries requiring the repetition of such tests using animals.

Public opinion demands that animal testing for cosmetic products should be forbidden.
In order to promote rapid development of alternatives and to ensure animal testing is
not relocated to third countries, a Community prohibition on animal testing needs to be
combined with mandatory labelling of products and ingredients tested on animals and
measures which ensure that cosmetic products and ingredients tested on animals are
not put on the Community market after a specified date. If satisfactory non-animal
alternatives are not fully available by that date, it will be possible to apply such
measures without compromising consumer safety while still allowing a considerable
amount of product innovation.

It should be possible to claim on a cosmetic product that no animal testing was carried
out in relation to its development. The Commission, in consultation with the Member
States, should develop guidelines to ensure that common criteria are applied in the use
of claims and that an aligned understanding of the claims is reached, and in particular
that such claims do not mislead the consumer. In developing such guidelines, the
Commission must also take into account the views of the many small and medium-sized
enterprises which make up the majority of the 'non-animal testing' producers, relevant
non-governmental organisations, and the need of consumers to be able to make
practical distinctions between products on the basis of animal testing criteria,

Fragrances should not be used where they do not fulfil an essential purpose, in
particular in products intended for children or products for external intimate hygiene.

The SCCNFP stated in its opinion of 25 September 2001 that substances classified
pursuant to Council Directive 67/548/EEC of 27 June 1967 on the approximation of
laws, regulations and administrative provisions relating to the classification, packaging
and labelling of dangerous substances'’ as carcinogenic (except substances only

11
12

OJL
OJ Special Edition Series I, Chapter 1967, p. 234. Directive as last amended by
Commission Directive 2001/59%/EC (OJ L 225, 21.8.2001, p. 1).
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carcinogenic by inhalation), mutagenic or toxic for reproduction, of category 1 or 2,
and substances with similar potential, must not be intentionally added to cosmetic
products, and that substances classified pursuant to Divective 67/548/EEC as
carcinogenic, mutagenic or toxic for reproduction, of category 3, and substances with
similar potential, must not be intentionally added to cosmetic products unless it can be
demonstrated that their levels do not pose a threat to the health of the consumer.

(16) Given the special risks that substances classified as carcinogenic, mutagenic or toxic for
reproduction, category 1 and 2, pursuant fo Directive 67/548/EEC may entail for human
health, their use in cosmetic products should be prohibited. For the same reasons, the
use of substances classified pursuant to Directive 67/548/EEC as carcinogenic,
mutagenic or toxic for reproduction, category 3, in cosmetic products should also be
prohibited, unless the SCCNFP considers such use as safe. The evaluation of these
substances for use in cosmetic products should not involve the use of animals.

(17) In order to improve the information provided to consumers, cosmetic products should
bear more precise indications concerning their durability for use.

(718) Certain substances have been identified as an important cause of contact-allergy reactions
in fragrance-sensitive consumers. In order to ensure that such consumers are adequately
informed, it is therefore necessary to amend the provisions of Directive 76/768/EEC to
require that the presence of these substances be mentioned in the list of ingredients. This
information will improve the diagnosis of contact allergies among such consumers and
will enable them to avoid the use of cosmetic products which they do not tolerate.

(19) A number of substances have been identified by the SCCNFP as likely to cause
allergenic reactions and it will be necessary fo restrict their use and/or impose certain
conditions concerning them.

(20) The measures necessary for the implementation of this Directive should be adopted in
accordance with Council Decision 1999/468/EEC of 28 June 1999 laying down the
procedures for the exercise of implementing powers conferred on the Commission ™,

HAVE ADOPTED THIS DIRECTIVE:
Article 1
Directive 76/768/EEC is hereby amended as follows:

1y Article 4(1)(i) shall be replaced by the following:

"(i) ingredients or combinations of ingredients tested on animals in order to meet
the requirements of this Directive, where satisfactory methods to replace animal
testing exist or, where these are not yet available, methods exist which reduce
the number of animals used, or reduce the suffering caused, in particular
methods which are scientifically validated as offering an equivalent level of
protection for the consumer, and in any case not later than -

13 OJL 184, 17.7.1999, p. 23.
" Five pears after the adoption of this Directive.
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The Commission shall agree a timetable of deadlines for the prohibition of each
test currently carried out using animals up to a maximum of five years for all
tests. An exception may however be made for tests concerning repeated-dose
toxicity, reproductive toxicity and toxicokinetics, for which there are no
alternatives yet under consideration, in which case the deadline shall be a
maximum of ten years from ... . Such exceptions must be authorised by the
Commission.

Animal testing conducted after the date referred to in the first subparagraph
shall not preclude the marketing of cosmetic products or ingredients already in
use within the Community if such testing was not conducted by or on behalf of
the manufacturer, his agents or suppliers.

When implementing this provision, the Commission and the Member States
shall take account of the need to ensure that producers in third countries are
afforded notice and treatment equivalent to those in the Community and in
particular to avoid any discriminatory or unfair treatment,

Testing authorised in accordance with the procedure laid down in Article 4a (2),
second subparagraph, shall be exempted from this provision."

2) in Article 4(1), the following points (j) and (k) shall be added:

"(G) substances listed in Directive 67/548/EEC which are classified as carcinogenic,
mutagenic or toxic for reproduction, category I or 2,

(k) substances listed in Directive 67/548/EEC which are classified as carcinogenic,
mutagenic or toxic for reproduction, category 3, unless they have been
evaluated by the Scientific Committee on Cosmetic Products and Non-Food
Products intended for Consumers (SCCNFP) and found acceptable for use in
cosmetic products.” ‘

3) the following Article shall be inserted:
"Article 4a

1.  Member States shall take all necessary measures to prohibit the performance
within their territory of animal tests:

(a) for testing finished cosmetic products;

(b) for testing ingredients or combinations of ingredients, as soon as an alternative
method has been published by the Commission, after endorsement of its
scientific validity by the European Centre for the Validation of Alternative

Date of adoption of this Directive.
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5)

Methods (ECVAM) and the ECVAM Scientific Advisory Committee, following
consultation of the SCCNFP, and in any case from 31 December 2004.

2. In exceptional circumstances where serious concerns arise with regard to the
safety of an existing cosmetic ingredient, but are not such as to necessitate a
precautionary immediate withdrawal from use, a manufacturer or competent
authority may apply for a derogation from paragraph 1(b). An application shall be
made to the Commission, which shall consult the SCCNFP and the European
Parliament,

The decision shall be taken in accordance with the procedure referred to in Article
10(2). A derogation shall only be granted if:

(a) theingredient is in wide use and cannot be replaced by another ingredient able
to perform a similar function;

(b) the specific human health problem is explained and the need to conduct
animal tests is justified, supported by a detailed research protocol proposed as
the basis for the evaluation;

(¢c)  the results of the research are made publicly available and independently
assessed.

Ingredients tested in accordance with this procedure and found to be safe shall be listed
in a separate annex to the Directive, which shall include a reference to the location of
the test data.

Ingredients found to be unsafe or only safe to be used under specific conditions shall
be listed in a separate annex to the Directive, which shall include a reference to the
location of the test data and any specific conditions of use which shall apply.

3. For the purpose of this Article, "finished cosmetic product” means the cosmetic
product in its final formulation, as placed on the market and made available to the final
consuiner, or its prototype."

in Article 5a(2) the following indent shall be added after the first indent:

- the information required under Article 7a(1) (a), (b), (d), (f), (g) and (h). The
quantitative information required under Article 7a(1)(a) that is to be included in

the public inventory shall be limited to dangerous substances covered by Directive
67/548/EEC,"

Article 6(1)(c) shall be replaced by the following:

"(¢) the date of minimum durability. The date of minimum durability of a cosmetic
product shall be the date until which this product, stored under appropriate
conditions, continues to fulfil its initial function and, in particular, remains in
conformity with Article 2.

The date of minimum durability shall be indicated by the words: “best used before
the end of ...” followed by either:
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