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4.3.2 XHEEE DIFRK

431 TRLIEZ7H—~ v MIPE- T, &FE L7 SCERIZ OV CSTHESE 2 1Bk L 7=, 1E
A U7 SO R & LT LT B,

4.3.3 I> RIRA > bOBRN S DX HREEIE

4.3.3.1 DG

B EBIRDFEMBFHICE T 2 8lA0 0, ERBRIFEORGESIRORE L=
YV RARA Y NN T D Z L 2R/ FHITT DD OB EREZER Lc, AEEBCIX, /ER L
ToSCERIBEEE D 5 b B FEBRICHE Y T 2 WikE xi4: & L. EFSA @ [Bisphenol A (BPA)
hazard assessment protocol (2017) | IZ& 5 Figurel %% & L7-, EFSA TlX, & &%
PEEMAEICHRE L TR, ARETIE, 58 (ugkgbw/day) TEIHLT,

4.3.3.2 T> RIRA > RRIDOXBREEIBDT57E

(1) EXIBHRDEEE

SCERY A b & TR ONEIZES & | BRI HOWTEARFRE LT, = FRA U b
X5y, Jrik @Rk, B o, REBBREOREE . 1E< 8 RE5RE, B5%mE. &
G MR R (UKD 1 H-(RE 1kg M7 0 ORGETRWIGEICHRE % FHi))
EH LT,

RO NAIT > RARA > RO (R 4-1 OFEA T Y [ RARA >~ Doy
FLET L ORRIE) (2FELIE (77 7~y BIE) & U, ERGEORHIZEEL T
IZ. EFSA @ [Guidance on selected default values to be used by the EFSA Scientific
Committee, Scientific Panels and Units in the absence of actual measured data (2012) |
(- SoIRY N

FREOEEH LT, HEOIRWIEIC, &h& (E L-Sa I3z ofER b &) 2@l
DOEFMICFEA LT, ANBITE 4-4 15T LB TH D,
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x 4-4 EXFHOERE

IYRRAYMES ik (BEDSHi) (3] 5% (y9/kg bw/day)
== ik =% ¥5mE
No. &= HIHER B BMOUER-SSRBROER | R5ER B 58 mESE 1 2 3 4 5 6 7
BE:2
1 [543 |2 [Emmt ROZ/FVB  |HROR (BE) OERIIHE~ 0.5,20, 50 p
HEFTEORS 1:480 1|9/kg/day 0.5 20.0 50.0
2 (544 |2 |wEmH Syk iSvh (B¥) OHEiR10-218 25,250 p
/Sprague-  |BET (¥52271>) 1:420 1|g/kg/day 25.0 250.0
Dawley
3 [553 [2 |EmEm Syl iSyh (BH) ([HUTHEIRI0E 25,250 p
/Sprague-  |~EF#Q1BFTHS (1R~ (120 1|9/kg/day 25.0 250.0
Dawley I-3-HIVE =)L)
4 [570 |2 ESTET Syb/Wistar [iSyh (5 (CXULT3SEMHE 50 pg/kg/day
5 1:420 1 50.0
5 [572 |2 ESEESE Syb/Wistar [iSyh (BUEK) OIEIRRIENSITF 0.1 mg/L 9ug/kg/day
Sy D, EEIRISACD (120 1 9.0
TS

(2) BRAEIREE EBREDEEDAN

FFR(D) CHEEER U 72 SCHER O FEARE I # 2 A T, SRSk Tl S A HETEH o
B (FEx RARA U bR, AEZOAE, WEHRBALORZEORN) KOHE
ZICBT AR g GGG CHIRBEOFR) . AEENRO Db &) 28 L7,

BARBNTIILL T O R T » 7 CHEM LTz, FHEHEE & AEEDHEDANHIITR 45 12

RTEBYTHD,

vV EBEONREMER L. YECEACTHME L TWA =y RARA v A EIET 5729
(ZSCHRABE S Z G L 72 ETH B 2 A ) Lz,

vV AN LETRTOMEEBIZOWT, EHETY RRA Y MY T L2020l L, £
o NARA M EHE L7561 TEZ EP) Oflic [O) 077 7%35T, £
PIAME TX ) & Lz, HIWC Y 72> Tk, 1EAF Lo RAA o b (B : BinT
FHBEDNAA A~ =T HHREHES) ITZY LW 0%, EFETY RAKRA v
FELTHEROES ZEE LT, (2B, [HEEEP] o056 k)| O7 7 7B A5
TWD LD, TBROEARFEREZAN LTATTHLIZ L EHEENITRLIZLDOTH
%)

vV ANLETRTORUEHEBICOWTHREZDOAELHFH~, WIhhrok5ETHE
ENBE SN bDIZONWTL THEEOFE] Offic T1) o7 Z 7 %3T, £
LAME To) & L7z,

v SCEROEEARIERZ AT LT2ATO [TRBRREOTER ) O, 2% TRk RBE O FEEHIC
B4 2R L7, 3T 47 ar be—LOirE#RIGEIL -1, XHT«
Tarira— L ERYT 4T arha— oW ERIGARE [—/1+ (KT 47
ar hr—/Le LTHWEWEOAFR) | RS2 WIGE L R L) & LT,

v  THEZORE] OMIZ (1) ©O7 7 7 &S CRlEEBIC W T, RE Sz
&R AT 4 7ar ha— L LOFEEDEFERERF L. AEENPAONT-H
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582X 1) 07T 7% T, FRUNEZEME LT, -, AEZOHFEOMIZ
(0] O7F 7 %STHEREEBIZOWTX, &2 TEZEME Lz,

x 45 BEHEBELAEEDOAN

IV RRAY XS »iE IYRRAYb NRHLOERE (BEIHTOHISE)
= R MR )
BSE2 | mumm HUE | BSE |(mERSE|TS 20 mERE wi (gom| 1 | 2 |3 | 4 |5 |6 |7 |FO
= EP Table
R ;|
I T1- |- - - [ = [~ e = = = = 0= = =]
2 |2 =7k yb 25, 250 u * FIvh (i) ORISARORZE (2N = 25  |250
/Sprague-  |g/kg/day RAE, FTEND) ETZATAUCLBREER
Dawley
X 1 Relative propotion (%) f the % 1 1 Fig.1
epithelial compartment, stromal
compartment and luminal
O 1 Incidence of morphological 1 1 Table 2
alterations in the VL and DLL in the
experimental groups at PND 180
X 1 The graph represents the relative 1 1 Fig.2
expression of integrated optical
density for the target proteins,
3 |2 =7k Fvb 25, 250 y * v (i) FISZARICHIDHERAHIRE = 25  |250
/Sprague- |g/kg/day EAYR=V-3-DIVE ) —IUC & DR ERERN
Dawley
X 0 Histological sections of the ventral |- Fig.4

prostate in PND180 in the different
experimental groups G1

O |0 Mean+SEM of the cell proliferation |% Fig.5A
index of the ventral prostate in
experimental animals in PND 180

o 11 Mean£SEM of the apoptosis index in |% 1 Fig.5B
the prostate ventral in experimental
groups in PND 180

o |0 Incidence ventral and dorsolateral  |% Table 3
lobes from experimental groups in
PND 180: Focal inflammation

o |1 Incidence ventral and dorsolateral  |% 1 Table 3
lobes from experimental groups in
PND 180: Multifocal Inflammation

o |1 Incidence ventral and dorsolateral % 1 Table 3

lobes from experimental groups in
PND 180: Inflammatory reactive

@]
S}

Incidence ventral and dorsolateral % Table 3
lobes from experimental groups in
PND 180: PIA VP

o 1 Incidence ventral and dorsolateral  |% 1 Table 3
lobes from experimental groups in
PND 180: Hyperplasia/dysplasia

(3) HEREDAS

(Q)DEEFZ I T, SRBEA TR E ST 5 SCHR (T BREBE O FREE ) OIS [ IREEZ: L
LISNOSCER) 1I2DWT, FEE= L RARA U MIEY L, 2OFEERH D ([EEEP) O
N IO ThoT FEZEOHE] OWMMS 1) TH5H) HIEEAZNRE LT, R
BGREENENOMEEEZ AT Uz, 728, MBEEORED AN E > TEL, 2T T«
Taryhr—LOMREENGE L,

SCERIZEUE CEAMESE) DR ESIL TV D a1, ZOBEAE AT Uiz, SCERICEES FE
HENTOWRVWRT T 7EORBRINTWDEHEAIE, IO ERE LEEEZ AL, TH
B O 1) 075 7 %3Te,
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B, FEZ RRA U RMZ
T IHEZOFME] OMN 11 THDH) HEHEBIZOWTIE, EEOEH I TET,
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ShREGREOMZEERIC -] L Lk,
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TR, EEACZEmE L,
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X IE

ZNp (TFEEEP] Offn 1O
ZOHFEE] OM T0] THDH) WEHBIZHOW TR EDE
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HiE

& 46 MREDOAN

IVRRA>b

HRE (BEHTTOHESE)

ANiEsR

X5
&8s

BHES
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IS8 E
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MERE

Bify

R
2205
RE
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Fig.
Table

=]

4hEE

Syb

/Sprague-
Dawley

25, 250

g/kg/day

fFoub () ORIZARORZE (BRENE

PYE, HEM) EFZRATAUCEBREEAN

25

250

Relative propotion (%) f the
epithelial compartment, stromal
compartment and luminal

Fig.1

o

Incidence of morphological
alterations in the VL and DLL in the
experimental groups at PND 180

Table 2

The graph represents the relative
expression of integrated optical
density for the target proteins,

Fig.2

“ETBES

vk
/Sprague-
Dawley

25, 250
g/kg/day

ok () FISZARCHIBHEMFIRE
EAYR=)L-3-TIVE ) — UL BEEHEA

25

250

Histological sections of the ventral
prostate in PND180 in the different
experimental groups G1

Fig.4

Mean=+SEM of the cell proliferation
index of the ventral prostate in
experimental animals in PND 180

%

Fig.5A

Mean+SEM of the apoptosis index in
the prostate ventral in experimental
groups in PND 180

%

Fig.58

Incidence ventral and dorsolateral
lobes from experimental groups in
PND 180: Focal inflammation

%

Table 3

Incidence ventral and dorsolateral
lobes from experimental groups in
PND 180: Multifocal Inflammation VP

%

74

62.5

Table 3

Incidence ventral and dorsolateral
lobes from experimental groups in
PND 180: Inflammatory reactive

37.5

62.5

Table 3

(@]

Incidence ventral and dorsolateral
lobes from experimental groups in
PND 180: PIA VP

Table 3

Incidence ventral and dorsolateral
lobes from experimental groups in
PND 180: Hyperplasia/dysplasia

%

62.5

Table 3
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(4) BEFEROMDF L

@M VR)DANFEREWHEE 2. MBI T 2 REHOHRBEORIGEZFEH L, 558
DXy T LT LT,

1) IEEDXIICDNT

£ ATITRTEBD 220X %2 T, ELMHBEICBNTHRESINZREENED
KA ST DA LT,

x 47 REEODRS

X5 e #F (ueg/ke bw/day)
1 0.00-0.10 0.00=x<0.10
2 0.10-0.20 0.10=x<0.20
3 0.20-0.50 0.20=x<0.50
4 0.50-1.0 0.50=x<1.0
5 1.0-2.0 1.0=x<2.0
6 2.0-5.0 2.0=x<5.0
7 5.0-10.0 5.0=x<10.0
8 10.0-20.0 10.0=x<20.0
9 20.0-50.0 20.0=x<50.0
10 50.0-100 50.0=x<100
11 100-200 100=x<200
12 200-500 200=x<500
13 500-1,000 500=x< 1,000
14 1,000-2,000 1,000=x< 2,000
15 2,000-5,000 2,000=x< 5,000
16 5,000-10,000 5,000=x< 10,000
17 10,000-20,000 10,000=x< 20,000
18 20,000-50,000 20,000=x< 50,000
19 50,000-100,000 50,000 =x< 100,000
20 100,000-200,000 100,000 =x< 200.000
21 200,000-500,000 200,000 =x< 500,000
22 500,000-1,000,000 500,000=x<1,000,000
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2) BREDEEORIRICDONT
HIEE (RAT 473 br—)b) LHEL T, AEEPHED DK GEDXSIE
ROA L VAL L, AEENROONRPS TR EEDXFITHEVEEAE L LT,
3) MREICDNT

F# AR EBY, REEP LAEEOARDT T VTS E . TN EERE
PR L7, E7o, BEGERORY L OOANFITE 49 1R LBY Th B,

& 4-8 HREOEEONEZ—V

THEEP FEZDHE RBE DI
O 1 s XHHERE (RHT 4T ar br—L) OBREEE 1

L LB EOREDLAZTH LT
R EOHOEBICHT-0 . SHREEOZREN 0
DOEEIT TN/A] & LT,

X 1 - -] ZRE#H
O X ZEHH
X 0 DLy

20




® 49 EEHEROBMYFLD

IS RRAY MRS} &

IYRRAVE

B5E (ug/k

g bw/day)

L MO

s BiHEN B R5R

k=S
=20
3

WERE

SR

Fig.
Table

1
0.00-0.10

2:
0.10-0.20
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7:
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500,000

22:
500,000-
1,000,000

PN ELE Suk Hi5yh (BE) OmRI0-21]25, 250
/Sprague- |BEET (+4=274>)  |g/kg/day
Dawley

Fovh (i) ORIIRORE (SRMEE
S, HEW) LT ZATAUCSBREER

25|

250|

Relative propotion (%) f the
lepithelial compartment, stromal
and luminal

Fig.1

Incidence of morphological
alterations in the VL and DLL in the
lexperimental groups at PND 180

Table 2

N/A|

N/A|

[The graph represents the relative
lexpression of integrated optical
density for the target proteins,

Fig.2

SENEES ED HSyh (BE) (U TR |25, 250 p
/Sprague-  |10B~EF#%21B TS [g/kg/day
Dawley |(£A>K-)L-3-LE/-))

Fovh () RIYZARCHIBIERFHIRE
A B=)b-3-DIVE - M & BE-EEF

25|

250|

Histological sections of the ventral
prostate in PND180 in the different
lexperimental groups G1

Fig.4

Mean+SEM of the cell proliferation
index of the ventral prostate in
lexperimental animals in PND 180

%

Fig.5A

Mean+SEM of the apoptosis index in
the prostate ventral in experimental
igroups in PND 180

%

Fig.5B

2.0

Incidence ventral and dorsolateral
lobes from experimental groups in
PND 180: Focal inflammation

Table 3

Incidence ventral and dorsolateral
lobes from experimental groups in
PND 180: Multifocal Inflammation

Table 3

N/A|

N/A|

Incidence ventral and dorsolateral
lobes from experimental groups in
PND 180: Inflammatory reactive

Table 3

N/A|

N/A|

Incidence ventral and dorsolateral
lobes from experimental groups in
PND 180: PIA VP

Table 3

Incidence ventral and dorsolateral
lobes from experimental groups in

PND 180: Hyperplasia/dysplasia

Table 3

N/A|

N/A

4.3.3.3 > RFIRA > bRIDRRERIERER

431 TRLEZ7H—~ v FMIE-> T, BELELRICOWT Y RARA > MO ZVER LTz, 1R L 72 BI IR E U CHEHL L 7=,
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4.4 EFEESF RO ERKE (C XKD iRE

[ Brp B <5

BfR. ANSES %

EOSE |

(2B 2 iR

DRI |

(FAO/WHO & [ & inisiny sz &5 (JECFA) , WHO,
KE (FDA. EPA, NTP)
Z. BPA OFAfl, £ dhH > BPA IRELICEI T 2 IERLH,

%) KRUEPHER (
ﬁﬂﬂﬂq /Q\

4 E (EU (EFSA,
AT )
- AaveldEo BPA

(ZRET DA IR L, EFRHRE S & OE BRI X ol 2 B L7,

4.4.1 EFEERAZNRUOERICESTD BPA OFFHEFH

= B A B 2 e ONE N BRI
FSANZ, Health Canada) 73517 L C\»% BPA
T3NIb D, BPAIRDFHMEFIEIZ DWW TO®RE L ETe,) ZHEAL,
fEk (TDI 72 &) ZEHF L7z, £/, ENEEOFHHIZ W TIX, B EZELZERIT

Pl ZHEER U7, BE LR RITE 410 1TRT 2B TH D,

BT % BPA O DU T ., [E KR 5
B 2R E (2013 4 11 H LARRICH

(EFSA.FDA.NTP,

Al OB & FEAT
BIFD

& 4-10 ERHEFERUVERIZE TS BPA OFFiRK5R

health related to the
presence of bisphenol A
(BPA) in foodstuffs:
Executive summary

R AESERIEL T - NS
< B OAE A B T
L. EAHEDOBPADE
B A e, BPAO M
X, BRI O B A
FOFIEIZ LY FHE L,
) C OB g S OFLIR T
DHEEGRIIRN T~ —
7 & (BMDL10) )&
ETFNVEBEAL, B ME
i EEHH L7- BT,
PEMA— A ERE (t
TDI) =% L7z,

@%ﬁﬁf& SEES A P B {5 R
EFSA Scientific Opinion on  |EFSAIZ, b FOkkx 72 |EROFHMEZEE 2. &
(2015) the risks to public HEHTOBPA~DIIL & |EME—HEE (t-

TDI) #4 u gl kg bw/day
ELTWb,

EFSAIZ, LEFEot-TDI%
HEEIX<S TR L R L,
BHEBROIE< BT,
EFLIZIZ<SBEEDN D,
o bW L FEFERIZ B
THREEEDBREIT V& L
W5,
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EFRERF R

FEBEZ A KL

SR

A #ER

UVER
EFSA Bisphenol A (BPA) EFSAA20204 (2617 T |BPAB RO XM L
(2017) hazard assessment BPA® 24 0 B2 %
protocol WA= TEAT S
7 bz,
SCHROFRTE - BHUH A,
SCHRR S D24 M O R
F15. Weight of
EvidencelZ}:>5< = K
RA v FRIOFELOEHE
EOMFAE, B
WD RDHE 2 J57
BN —RTEARA
MIRBEERDEAT >
7 HE,
FDA Final report for the BPAO M # 55T 5 |[FEMZFIZ X D MREtofs
(2014) review of literature and |7-% . 20094E11H 725 |5, &0 - BHIT<<ED
data on BPA/2014 20134ETHICONT T, 4 | Z2iHEONOAELE LT
Updated Review of S EF O ABPAICE] |5 mg/kg bw/day (4475
Literature and Data on |- 7 4300 30k & A8 AHOIC P« F o % F\ 72 3
Bisphenol A Wt LA 2 J2 0, PR - AR IR T 3k
SE) NWIETHD Z
L EHER LTS,
IRIMEHRE T — ¥ M OV f
L R O i B Bk F s
5. ZONOAEL# t ki
SMFE LTS E D, Be%
DTHDE L., &L
12X BBIROBPAIEL #&
LAULIC T B e~ —
NI TS TH D LR
LTW3,
NTP The CLARITY-BPA BPADIKH BB OREE (25,000 1 g/kg bw/daylh
(2018) Core Study® A Perinatal| 2 & ¢e, 7 v &2 HW 22| FOBPAZ &S L=/ L

and Chronic Extended-
Dose-Range Study of
Bisphenol A in Rats

AR M EE M RAR 2 R
M, HA RTA NEED
WieT» RARA b &R
Alko

— 7 xRl OfIcH
B HESEBRITIAS
Niginot=& L5,
EAESCHEREDOHET
RIGH AR oND T b
ST, fEaF& 5 REH
T—HLEHERIBON
ol LTna,

KR LR — s OE TR
TSI LB
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EFRERF R

CEN FEBEZ A KL B i B i
FSANZ 24th Australian Total (81 FEFED &5 - BB 2 % 17RO - Gk & %t
(2016) Diet Study Phase 2 L. 30 FEOFY (L L TEM - BBF D
BN OWT T &2AT BPAZHT L7-FER, S8fE
VN, 1995 fERTR20074F [ TBPARMR T S &
\CHEfE SN-RHFERE |[LTW5, EUTIEBPAD
HEDOT —2 & AnCiE |FrEBITIREM (Specific
2 A 2 2, Migration
Limits :SML) %0.6
mg/kgd LTWABR, &
HIBE W T B EUD R
WLITThY., FZANZIZ
MHTX DY A7 LI
LTW5A,
HealthCanada|BISPHENOL A (BPA) [20104E, BPAZ & e Y |5ArdfG SR, BPAIZMH
(2018) RISK MANAGEMENT |% —Rx— FLUFIIRE |S43. Health Canada
APPROACH: fERRA MR ED U 2 [1320084E O & il L
PERFORMANCE Mz, F72, WA |, WRA~IEL B
EVALUATION FOR  |agueen) ot |- BPAZ & |96%(% T L7= & 34 L C
BPA-HEALTH FRNL S EEEOLE [V 5,
COMPONENT DI LTAER, BPADR
B Ennwz & 42014
FITHER, TD%, 7+
o—7 v 7 DO=d, 2019
£ |ZHealth Canada? %
R DBPA% 4y
o
EWN 27 = —LA BPAO T2 2w & E: 12 & 2 R K OVELIRE
(BPA) (23 2MdEER | (>5 mg/kg bw/day) & [WSICBIT2MAEZHE 2
BIZOWT (PR EY F |[IEHE (£5 mg/kg b2 2: =42 JDU‘
W) bw/day) (2570 THiET, | TIXBAfEZRARILAFR

ﬁ%%@ﬁ%ﬁ<§ri
LB ERET LT —H
% TDIGE DML & 7
ANOAELS L< 1%
LOAELZEH T 579D |k
F—& & L CHHT S M
T DONWT, FAIZEE
BIN-HERIZHEST
B9~ 2 §m SC & AT,

nizELTns, if:\
AR OV TILE
BrRE & - R R T
%w& BN R AL D AR

WCHERT DM END D
E LoD, S%OFHMi~
M 7 AR S 2 S L C
W5,
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4.4.2 BEmezE - FRTENSD BPA DIFT(CE T DA

CODEX, EU (FEE, 77 A,
—ARNTUT, =a—U—=Jr RERGRE LT, RS -

RAY FT05) KE, 74 PEL @E A

BaEIEEN G O BPA OBAT

B DERHISEZRHAEL, £ 411 0BV R L,

R 411 BRBE - BHRAEN DD BPA OBITIZET 5:%REHE

ERRHEF

ESPEFSIL

M=

CODEX

EU

COMMISSION
REGULATION
(EU) 2018/213

- BT D & OBPAD KR ERATRRE E

(Specific Migration Limits :SML)
mg/kg

: 0.05

- REGULATION (EU) No 609/2013 CHEJ

LilEl, BEA LT AT aEM,. XY
—7— R, IR/ NR A OSREMBI A,
WO E FRGy & T A CEFE IS BT
HMER OB D = AL —T 4 T B D
BPADORATZEEIE

- RY H—ARxr— MO IEAMIURORE T

DOBPADE & £ 11

- FLIE (EfZ12200H R SUINE (U053

WET) ICEXDEHEBEX LAY —AHR %
— MUDOEHA D v 7 IR b o fliE o
BPADf fH Z 2% 1E

K

21 CFR 175.300

- BPAZ TS ETH5mRTUBIEDOa—T 4

7 E LT ORI HTREE R FLaLERs ~ o fil
MzdEil (CIRNERRED o - 7225 HE
A& HIlER)

KE BV T A=

Proposition 65

- REO TR FAFED R FBHIE £ D

) Warnings BPAIZ DWW\ T DS FROR & AL
i ] GB 9685-2016 Ran Ay - B b ORFERBITIRE A
(FCA1144) (Specific Migration Limits :SML) : 0.6
mg/kg
FLELH O£ LB AT EL R O L D g~
FIHZEE I
[ Standards and &G 5 OBPABAT : 0.6 ppm

Specifications
for Utensils,
Containers

and Packages
(Part I). Korean
Food Code

(Chapterl.3)

AL OFHELES B, Bes.
DRIE~DOF L L

RO Sy tr—
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ERHEE EPERSTE] M=
F—A T UT - -
(%)
- HEX2Wws oo, FDAOCFR SCEUHHI
~DEE M ZJ 5 Australian Standard
AS2070 —1999% FSANZ Code 1.4.3D#%%E
BRELICREHEH L TRV, FHEEDOIESIETE
% Mk
« 20104FIZAR U 1 —ARx— MUFFLEA~D
BPAfEH ® B W72 BERE B IR & 58 3%
=a2—Y—J R - o
e falp ey |+ BPAZERAR Y I —ARx— MUIFRZ A
; WA EERLL RO U A MBI,
% (Hazardous
Products Act)
wE vy /45 |[EUBEMIE, Bt | —
s EU®Regulation
(VL

77 A

LOI n° 2010-729
du 30 juin 2010

- BINCEEEMT AR T 2 ) — L A RS

DETORMOEE, Fir, srB0RlE,
AN, EHSE AR (2015451 H),
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