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BEHIZOWCERE (BS54 5H 30 HEADEE XA
#0530 % 15), BAREHOES

2023 6 A 6 H %901 HRMEZELES (EiEFHEMH)

202346 H20 B  BAfREE GrE) o#x

202346 A 26 H 5 192 RN EFRES

202347 H 10 H  fHEER O HKIE

202349 H 4 H e Bk OEZ

202349 H 7 H % 193 ERIN B RAES

2023411 A 30 B % 194 BRI HEFRES

202441 H 30 H % 927 M&LELEEES (i)

202441 H 31 H/25H 202442 4 29 AT ERMNLOER - [EROEE

2024 -3 H 13 H INIWERAESERNLREMLEZESZERE~WE

2024 £ 3 H 19 H %934 FRELLZEEES (%)

(3 A 21 HAFFIEA S BRE Z@EE)

<BEmLTEZERZTERE>
(20214ETH1H D)

A K& (ZER)

KB B (ZEERE FEAD)
I e (ZEERMAHE F)EAD)
i BT (ZEERHE FE=)EALD)
EFH AHED

A Fofkd

HH

<EmREZELSHTIMYEFREREMZELE>
(20224 A 1 B D)

AT FEE (ERE) P& IR
FH% BRE (EENARE FIEA) HIT K
A M (EEAE FETIEAD) R Y2

WA B e 1=
(R RS Al A
(i g FEAY
FEH i w1
ZH A MY BUE
HH fth



(2023410 A 1 B D)

EE W (EE) e A
fHiF BEHRZE (EENRE FEEAD) HAF
o e (R FE NEAD HIT K

HE AT Al -
(i R ES FEAY
(i WA
A ARE B

FEH dife

<HF 192 EAMHEMREZEMASEANLE>

SHa B (A EEMMRTFPRTER PRI IERE K2 2R 0 B

%)

<F 193 EFMHEMREZMSEARES
i B GEHBIMRERFER EFEMREAERNERET  #i%)

e B (MBI RZERER  EEVTERE R 25 2 5 2

%)

<F 194 EFMHEMREZMSEARES
fErt S (Y~ VX BWEEREREE SMEEAER ERR)
ZH B (ENMERSEMMEERTT |RRNNmH F-=RK)

e B (AEBHIRFERER AR E 2 2l 5 B

%)
F& WE (AART P REHAFERE 20%)
e = (RMEEAN BEERRNERT TS —REEESEE)

#

#

#



C

HEHAl (FEAI%E) ELTERAShLIMY TAFriern—2] (2250 T,
BB S 2 WV TR iER B M 4 520 L 72,

[ AF =2 1%, R, BRICERAISEORERFIOHETHERIN
TEBY, 2oHAE ((AFrtra—R] & [HLRFVAFLELE— R IL
VUL VR AFALE LR —RF N T A T [Fo7 7 ) a—b
rrUon] © 18U ELEFRTLIEEICHS T, ENEhOEREDO)
(BT D EAEENRE SN TV D, SROEMERZEFMOKEIL, [AF
Tlo—RA | OFERAEELZH D ZODORBEEDOLEIHRD LD TH D,

AFntrm—2 (LT IMCl &b 9),) &, mvitroBBETOELT—ED
RS, b NRYBHEOZNVEEL ELICEBIT A LI EENE S
HH00, FENITETEMERICEIRIND Z LERREINTND, MCIIHER
K OVH LR ORI L > TR SIS L, £, [AFrere—R] H
kDAL AT, HWALT R DLARORAS ) —VDIEL BEIF, TAF L E—
2| UADPSDIEL BREREERTHIITHORWVWEEZONDZ D, HLAF
v, HAET Y O LR ORA X ) — LV OREMEIZET 25T T. MCOADE
VBT ORMEEZITO 2 & & LT,

I AW BRI, MC2#BWE & L ANERE, ErEit,. KER
HiEME, BN, ATERAEME,. B MBI 2MAZSICETILOTH S,

MClZ, BERNTELO—RERE ) — )L LIRS ENRWEE X, £,
In vitro CIlIEFE /LT —VPOEEIZ LY MC OENETH LV RS, b
N TIZEMBHENZVEE L L B2 MC Z8ET 5 LIEMIECREEE LN L
7 MC {E{Es8INT 5 & WO RERPBE LN TE Y . IBENT MC Ot ZE L
THZEITBESNDGN, BRLE MC OIFE A SIIRIN ST EE P I S
no LBz,

MC ([ZIT BRI A & LT,

Flo. BRAMEIZZ WV E W LT,

KEREGBMEIZOWTHREBAREL R LR, 2R LEERGRBRIIET
—HEOAORKBTHLZ LD, BHEFEMLREREZHFCET., b 0RER
N6 NOAEL 2RO B Z LT TE o T,

AT AEBEORBBE L BT LB R, 7 v b 3HERAEEBEERABROMERIC
¥S%, MC ® NOAEL # & A& TH 5 5% LEH L. 690 mekg (KE/A &
HWr L7,

b MZBITDLIHRIZONT, AZESIL, MC 1.75~10 g/ \/H Z BRI ¥ 5K



BRIZENT, EEOEER OHHERBOEMNRO Nt DD, MC%OmM@
RE/B (17.756~21.25 g/ A\/H) ZERIE LR B TIX, BHETFRIEEERIT
%hﬁﬂok:kﬁ%\tFﬁkmzmnwmg%EM%QBHﬁﬁﬁbf%%ﬁ
BEITRD LA & L7,
APEEMFREICESHE T, SR cFEEOBARAD MC BHEIT 0.85
mg/ N/B TH D, SROERAEELEIZHEN, TAF Lo —X ] OEHAEIC
BT oHEZHIBRT S ZLICLY, —RELR~DEREENMPAZERESND Z L
5, BRIZBWTHKELFUENHEE SNDSFAEERH D EREL, \K2HA
Y TlEdhH 523, BARICEIT HHEEEELEZRD MC O—HBERELY, KEIZE
75 MC KOt Faxi 7oL AFLtira—=x (LT THPMC] W9, )
DAFEREHIMEL R CMETH D 1.1 mgkg KE/H & HEEH LI,

AZEESIL, MC ([ZI3EEEMEN2<, ADI 2R ETCE5 LW L=, LT,

(7)) EREEWRIERZO MC OFREL. @BRZ2EES Y TEdH 57, 1.1 mg/kg
RE/H EHEFHINDHZ &

() MCIZIZE A ERIRENINT &

(7) & 23 MC 250 mg/kg AEE/H % 23 HREER L CTHLEMEEEEFTRDO LN T
WRW T &

(I)?yFSﬁﬁiﬁﬁﬁﬁﬁ@%%%%@5%%%%&LkMC@F@%T@
% 690 mg/kg KE/H F Tlix., EBRIMIZBWOTEHEEENED ST
Ze

Mo, [AF Lo —A ] N eE L CEUICER SNDHE. ZaMticBe

WIRNEEZZ BV, ADI ZRET D MBI & HE LTz,



. MR MmEDOBE
1. A%
HERA (B (1, 2)

2. BNZE
4 - AFLELE— K]

#4, . Methyl Cellulose (/8 1, 2. 3)

3. {bER?

R=—CH3; X/Z—H (f 2, 4)

4. NF=E

EREICBWTHEFAPRD LN TS [XF ki m—R | 3OS
BT, OFEIIHAEI AT RN (BR3),

k. A BEAFBEIC TAF Lo —R | OFRKEEORIELZERE L
F (LT THRSEBEWEEEE) Lvo,) &, BRI E L T—kaIcEHRS
AUTUND MCHE, 2% /KIEIR DIRFE O BERLEFESHY 4 mm2/s~110,000 mm2/s O &iFH O
LOTHY, BFEITV1IT~KH0 TRETHI EHALTWD, (B 2)

5. HRF

[(AF v —2] ORSHEETIE, 8T IRz L7cbolx, A b
F U HE (—OCH3=31.03) 25.0~33.0%% &1, ), MERIT IRKdmiZ, A~EHAE
DR UTFHEROME TH Y | ITBVDRRV, ] EENTWD, (B 3) HIkE
BEYIEEFE T, [HROBEOZERITHFFLRY] L LTS, (B 2)

6. HEAHE
HR R EEE AL, [ AF Lo —2 ] OBEEFIECHONWT, ROXH I

1 CAS &% 5 : 9004—67—5

2 I MEMRINMAEEMRREICBNC, A —RAE@RT S 7L a—ADKEEK 3 HREFAF LS
L, BEEEIL3 LD, A X TEOEREITA55T% LR DN, BKIT 256~33% L o THEY . ZHITE
BECRT & 1.47~2.03 L7025 Li# SN TIN5, (BHE4)

3 AEHMEETIE., BIMME LTOAF AL R —RERTEICIE., [ AFLELre—R] LRI,

4 ARFHEEICB VT, AP THO LN OV TIE, BIRICA S 2R,

5B EESOEERFEH L. A TF B — R 2%KBEROEEIZIZIE L THHZ o n, B E OMEITITITHEE
LELIRDEMHALTND, (B 2)



AL TV 5,

RSV HAEEEE L, KEME T N oA METHZETT VY&
na—AL Lizth, BIELATFNVERIGSEDLZ LT, AT LVELVE—R 52155,
Z D%, MCHREUKIZIET RWHEEZFIA LT, BlIAERY CThHHIELT NI v Ak
DAY ) —VEBKICLVBRELTERL, @i Bikd 5, (BE2, 5)

7. BEMH
RS EEHES O EEFE 1L, TMC 1X3EA1 A v KB E S F TR O T
EThb,] LHALTWS, (B2, 6)

8. EEXIIRROFRE
%9 ALY ATEEMHFED MC OEIZBWT, 1905 /£, Suida 7 /L
VAR =R ATFAURBEERAIE T, B0 —AXAF L —T LE{EA
FELTEONHHEINT WD O H D, (B 4)

9. ELWERUVHENEFICEITLHEANRER

(1) EAPEICH T HERKR
BAEIZBWT, MC I e LTHRESK TS, (BHR3)
9 AR AEEMH B LUE, TMC (THALZER]. RoKHAIL B85
Al NA U =FL LTRSS ). TREDIED, ERdn, {LbEsn. BEH
I I v IR R BESHELRETOLHVOND ] EORELRD D, (BR 4)

(2) BNEZIZHTHERAKR
® I-TYIREESR
MC 1%, BEIIMIICET 52 —7 v 7 2A—RFHE (GSFA) ([ZIN#E S H,
HEAL FUEAL. SLRA ZEAIROHERA & LT, BWEREHEE (GMP)
(e THERTE2WE L SN TS, (BRT)

@ FXEIZHBITAFERAKR
MC 1%, —RIcLZLe L& 5 (GRAS) MWETHH ., GMP O FTOfE
AN LN TWD, (HHE8)

® FrMES (EU) [2BIT5ERKR
MC X, —¥OREHEZRE, —EEMRIC GMP O FTTHERHTHZ N TX,

6 EU BN THEASRBRDOLN TV ERMFEIMERZOMALEL2ZRE LEZRINES - PHERBEESHAA
1333/2008 OFEEN /N—h A £ 1 IZBWTHESN TWA AN GRINTAER (AFHEMLIIMRL)., %%, 8
W SUTAEY SR O IEFALIEE, % —, EEBENPOBBEA T SN TORVRIEREILE OB E L (BE iR



JRWELPR D RIS EBETOHEHADFRO 5N TS, (ZH9)

@ FA—RIFSYTRUE=Z21—-2—5 2 RIZBITAERIKR
MC iZ. GMP IZf > THEATX 2WE L ShTW5, (BRR10, 11)

10. FHEZFORBRVHMYEEDHE

S TAF L= ] (IZOWT, BAGTEE ICHRREELEDOERE N2 S
. BREESIRD 00N LD, BEEEFEAE (LK 15 FiE/#F 48
5) F24LFEI1IEHE 1 BFOREICESEZ, ARELEEZESICR LT, BLEREY
B OKFEN e SN2t D TH S,

EAFEHEIT., BRLEZES0RMEREEFMEROBEMEZITIZEIZ,
[(AFrtre—R] OFAREECONT, £ 1 OLEEBVHET D LEEBEFT
HELTWD, (BHE1)

£1 TAFIEILO—R] OFERAREEREE

(BERRER 7 1 X E )

SIE% BT
(HIBR) (R YEA 3 E L e AFNEAa—Z2OHEE, BHO 2.0%L F Tl
V) JhiFe b, 2770, AFABLa—REAILARF

SAFILRIT— ATV T A HIVIRFL AF LRIV
2—AF RNV YAREBFT T TV a— gl Y UL
O 1Y EEPEHT2BEICH - UL oM
EOMAEGD 2.0%LL FTRTNITR B0,

W EETe), BMEFNOREBRMIT EN TORVWRIBREILO T L—r 7 U —A (KB UV —2%FR<) ., &
EBEDPOBRMAT SN TR WEEELELE (BEZICALE I TN 0), EEFNOEBRAT T ST
WRNWANE —I L7 (BENZ —INTERLS), RARIAXTNTA—F— ATV T 04 —F—ROZED
OB TOR AT Ny 7 A0 DK, a—k— EFEXITEEMT SN 2F 0 ba—be—%kR<) Kk
Ca—be—ilY, BEEHORBEAMT SN TWRNWER, Wi, B2 (IATr2E&ER0bOXIT
K AMES BEAO LD EERL), WSS mToRsn (FshlEmirorpERBIHELEET))
T OMBHICGEMA S AN LR, GMP ICHEWER L BNEER T AT OICKNBERESBI LI L0
BRONEIFEHLRTIUER RN EE2ERTHEEREIN TV,



I REMITHRIMEOHE

MCITtEN T —EBOEEXIEMFEMEOLZNEEIZLY , MBI EZD (R
12, 13), LA L, MC [ZEEMIZITETHEMFEFICEIR NS Z ERFESN TS

(M8 13, 14), Informatics (1972) 1%, Letzig (1943) (& 12) Z#5|H L., ME
Ry TV RO LT F oA kD MC OBEZNZECEZTARD in vitro R D
F. MC OBEZFMHELITIRD LR @MELTWDS (BR15), 7.
FAO/WHO &M EMZES# (JECFA) (1990) X, Bargen (1949) (=H16)
W ONZ Bauer KO Lehman (1951) (HBR17) #5/H L. MC (3i@%. MEMWIZ X
D0 EZITIZK NI ERDT y R TIEH, BENTEAR—ZXE XA F ) —)L LT
KGRI NI N EZHE L TS, (2HR18)

T, T AF e —2 ) ORETRIZBNT, 1. 6. OB, KbREL
LTHEILATAZRHW, BIERDE L THEILT V) DARUAY ) —LRER ST
HH00, BAKIZEVENT P DLARORAZ ) —VidkREIN (R 2, 5), X
Frtra—x ) f BT b U ARG S (1L5%LLT) . A ¥ —/LiEH
ERSE S TER IR (10ppm) LAFIZZ25 & LTW5 (BHR19),

I, R EEREEFEE L. AT IOV T, ZOWHAIE-242CTHY
ZEOBIKICE DR TR, TO®ROEE, Mk TRICBW T EEBICLVRE
I (B8R 2), AFrtern—2) FOREEFIEE TR (0.1lppm) LT ERD
LTS (R 19),

DT ENDL, TAFELR—R ] BHEDEAT IV, EILT ) TLRNAH
)= DIEL BRI, TN 6.1x106mg/ A/HY, 7.5x10 mg/ A\/H 10K O} 6.1X10°
tmg/ N/EVETRY | TATFLELa—R | UANLDOIRERE (EILATF L 21X

8 [XFkua—R| OERKEELD A S ) —VIREBIIEFIRTH LN, TOIEFERIT, MC O—HERE
DETMERERERTHALEELTH, [ AFAELE—Z] UADLLDIEBEED 104450 1 A58 & He
FEh, FHEbrnEEZLND,

9 M. 2. OLBV, BRKEELE#KDO MC O—HEIREZ 60.61 mg/\/H (1.1 mg/kg KE/H) & L., HH
LMW EEFZE OB FEZEICHHT 2L, [ AFLEir—2] EROEILAFALOIZ FEEIT, 60.61
mg/ A/H X0.1 ppm=6.1X106mg/\/H & 725, (£ 19)

0 M. 2. OBV, HREUELERDO MC O—HERE% 60.61 mg/ \/H (1.1 mg/kg (KFE/H) & L. HiK
KR EEHEOEEFELIRICHTT 2L, (AFLrvrm—2) fkoElF M) v ADIEL BEIT,
60.61 mg/ A/H X1.24%=75X101mg/AN/H & 725, (B 19)

n . 2. orBH, HREMELERO MC ©O—HERE% 60.61 mg/ \/H (1.1 mg/kg (KFE/H) & L. HiK
EEREEEEOEH G EL EICHZ T2, [ AFrbro—2] OfEESEROAZ /— 101X &
X, MC O~ HEREOE THPEHELERTHS LIETH L, 60.61 mg/A/H X10 ppm=6.1X104
mg/ N\/B & 725, (R 19)



102 mg/ A/H12 13 HEfbF U A 9.7 g/ AJAM, AKX J—/1:129 mg/ A/H15) L
T, +31heneEBZ 25058,
UEXY, AEESIT, MCITHEER & OVEILIR S ORI L > TR S iz <
<, Fle, [AF e —R ) HEOEATF IV, LT R TARORALY ) —)b
DIFSBEIT, TATF VLR —R] DANEDIZS BE LT HSIZD RN EE
ZAbhdZ <‘:7b>%\ AL AF N, AT MY D LAROAE ) —VDOREEMEIZET S
FMIEATHOT . MC OADOLEEMICET 25 E21To Z & Lz,

IKNENRE
(1) KB (/n vitro) (Letzig (1943) ; JECFA (1990) IZTEIR)
D RIVURIFNILTFUICEB M DEOREDRAR GIER]I)

0.5% MCI/KIFIR 2 T > BRI X T/ 7 VT F - REET Y 7 A
WRT1: 1OhBIZHFRL (LLT, FREZ ZNEIVER AR OERB &7
%), 4 0.25% MC IEROBXHEE 2 20°C CHIE T 2B A2 1T 72, 72k,
HIEIE, FIRESZEOFRIEE A o F 2 N—XEET 24 BEERSE-%I1C
1T-o7,

ZORER. & 0.25% MC ImROFEMEITR 2 0L BV THY, A F 2
N— R E T 24 ReER S B 72 OWEIR A R OVEIR B OMXPREE L, BEE %

2 B EEA KR - RTEDHHMESEERRIGLEYERREY A7 FMEESD ELATF VIR DHEERY A
JFHIZONWT) 12k D e, 2017 FEOFERKIGEWEE=4 ) » JHERFRE BREAK - KKJURER
2019) IZHESWTRADIFRES 156 m¥/H ., {z@% 50 kg & L. 24 FEIBRAAKRKICIES BENTZBO KGR D
WANIZEES AL A TNV OIX BEEZHEE LGS, FHELE LT 042 pgke RE/H EHEIND E LTINS,
O ERES0kg THE TS L, FHHE L LT 2 1X102mg/ /B EHEFH SN D, 2B, BENOOIIEER
X2 ngkg/ BRI & LTRY., ZOMEEERFHIRE .1 kg THE T2 & 1X101 mg/ /B ARG &GS h
5, (B 20)

B RRBEERESAR - BRETRSMSAEERKGEWEREY A7 ERS O LA T VLR HEEY A
JEHMBIZOWT ) 12k B E, RRUSNDIEILA TFNVOHEEREIZOWTUIIEEAET =2 R0, AFTE

= CHEES L RS ALK, AP OIES BRIV OLEHEEINDE LTEY ., HLA
FNLDOt FOERITL BRIBITBANIZFTECTHEEEZLND, (B 20)

W [SFnFE R - REHE] KLbE, AE2EKOFT N v AD 1 BEREIZERFHT 3,828 mg/ A/
AThy., BEMEYE (F M) YAE (mg) X2.54/1,000) T, 9.7g/ N/ L ENTWS, (B 21)

B A& —VOBREO—BEREYL, IRIWFEME (RY E= A7 va—v) OHEFHIEL RIS T 5 &,
UToLBviitans, (&M 22)

Frangot and Geoffroy (1956) %, A ¥ / — /LR RFET 2 — AT 12~680 mg/L. ((F¥) 141 mg/L) . KFEE
FEIEIZTY) 32~452 mg/L EF AL LT3 (B 23), F/-, &RHIEREX. [SfoaEEREE -
SR LT, TRA - Bk NERTHT 8.7 g/ /A, /INET 182 g/ N/H, [Tz —LAEL

(AAME, ©—/LROPER « Zofh) NEREET106.6 g/ /B, /NET10g/ N/AETHD, (B 21)

BAETIE, [TaAa— k) OAZ 2 —LOBEIL BERBEIF DA% ) — LOBHRWIZOWT] (BF
243 A 25 BITARFE 0325 2 5) ICL-> T, BRT12mgmL EEDHHN TS,

DlbEX, BED2—ZANEDORAE ) —LOEREOFEMEL . TLa— NS DAL ) — L OERE
DOEREOEFHIZ, ERFEHT 129 mg/ A/H. /NET 3.77 mg/ /B EHEFH SN 5, k. EBREICS>WVWTUT
PUF o CHER L 72,

CERY: « B OB RE X141 (mg/L) + (7 a— A8k OEREX1.2 (mg/mL)

16 JHEZBNT, KEL-~UL 400 DF 0 —ZXFESLOMC Z2RBWE L LTHEHR L LTS Tnd, 2B,
FEELALOHEMNEORA b FUEOEEBITHEH I TR0,

17 FERPRSEENL, A A N UL RESEERE 2 HV T 34.5 sec DKRYETHRIE L7z,

10



WML T2 0T (0.5% MC /KB &R & A K SUTIREET N U 7 A
THIR L7z 0.25% MC IFIR OFEXHREE L, 24 1.96 KT 1.94) 12T
ELVHMERTIIROD N7,

F2 %0.25%MCABEDEREE GRBRI)

. 20°C TOFE XL E
0.25% MC A& e ”
P NIER 24 B4
Wi A | 0.5% MC KIEHE+ 27> -k 2.04 1.93
i B 0.5% MC KEK+ /327 V7 F o) b 502 195
78 I . .
RN

E1) 0.5%MC 2RI 572 DICHWEREAERIT, 1LIZO&E 1g 0T v agd, M 1.01
ThHoT,

E2) 05%MC ZARTL7DITHWIZEEET ) U LARKEAERIZ, 1LIZHSE 1.0gDR 7 LT F
g, MHRPRSEE 1.01 Tho T,

Letzig (1943) 1%, ARBRIZIBWT, XT U KON 7 LT F oz AN
72 N TRIZREAGIC £ D MC OFER D FRIISIGECEX o7z & LT 5,

@ MERICK DM REOHERRER (RERI)

0.5% MC16 KiFi & & FOMERAER T 1 : 1 OBIZHRL (LU, ARIE
BB C LT5). % 0.25% MC IRIEDOARRIREEE 17 % 20°C CHIE T 5 R BR %
1T-o7,

ZORER. % 0.25% MC BEOFEXEEITIR 3 LBV THY . HNER
DOVRIE C OFEXTREEE 1L, FlRaRBRICHBIT 5 0.5% MC KIEHE 2 KB K THR L
72 0.25% MC S OAERHEE  (2.05) LT, bInicEmnoi,

£3 %0.25% MC iaROMBXE HEI)

0.25% MC &% 20 C TP
. () A

FRE % 24 FF[Et4
i C | 0.5% MC KISk + MERR IR e ™ 2.10 2.09

1¥) 0.5% MC Z#AWRT57-DICHW-EERIEKILZ, £ FOMEKEZAKTL : 1OLETHFRL, ABLT, k
N THRMLEZLDTHY ., T 7 L TEREROVSBIERAEZA LT\ e, I OMEREIR OFE %R E
12 1.07 TH o7z,

Letzig (1943) 13, ARBOERENG, v NOMERIZ, MC O f#ER %
BTN EFBIL T 5,

11



@ MEFFAFIFiltragol™IZk B MC S EDORERAER (FREXRII)

0.5% MC16 JK¥EHR % 2% Filtragol fhH /KL ML > Chafn L7 &K T
1:1OFRICHFRL UUT, ARELZEBRD KRR E & 35), % 0.25%
MC BEROFEXHEE 17 % 20C CRIET AR E2ITo 72, BB, A v F2X—
HZIRECOERARKMEZ 6 B E TR Lz,

ZDORER. % 0.25% MC ISR OMEREIZER 40 LB THD . 0.5% MC
KEBHRIZ 2% Filtragol K ZHRMT 5 &, FRTT ITHEMET LIAH
2o Flo, A U F2a_—HEET 2% Filtragol iK% 0.5% MC /KIERIZ
24 RREWEA S B 7%, FELWHERTARD O, S, RVREEAS
HHE, KEXISIOIET LA, KEYEIZITELR2) T,

F4 & 0.25%MC iAERDBEXFE (GERM)

0.95% MC i 20°C T OFRKRPHEFE
ARER% | 24 BRI 6 H%
Wi D | 0.56% MC /KIAE#E+2% Filtragol | 9~ <I(Z7LE% | 1.11 1.06
K
WIRE | 0.5% MCKEE+ hLr= Tl | 2.05 2.02 1.99
L 7=2REE K

) 0.5% MC Z&A IR 5 7=V 7= 2% Filtragol fliH/kix. 2 g @ Filtragol 2 100 mL Dk & & $1Z 1 K
MME L., TnEABTHILICL>TEHELADLD, T OHMBKOHRHEEL 1.01 THho7-,

Letzig (1943) %, HBRINZET T2 ERICE W TER® b7z, Filtragol
TR Z MC RN L2 E 2 AR TT ICHERE LR T LEES
I, 0.5% MC #&#E7Y 2% Filtragol fliti/KIZ X > TEER MBI N2 L 2T
ELTWD, 72k, MCOEERZRRIL, MKDEREAERID TH D ATF NIV
A—AETTIEHRL, MBS FORRERMETIT LR SR b
LTWo, £7o, KRBROFBERNG | BERIEH OBRIZTEA S VKo R4
. KBRS ORE EFAERZ DT NICETHEHALTWD, S HIZ,
0.5% MC KIEME TR b= bi%, Filtragol FIZFEL TWH EEbh b
AT —EOIERICLDbDTHD EHBRINTND LA L TWND,

Letzig (1943) (X, R I ~MMOFEEN S, MER, X7 KO 7 L
T F UL, MC OEEER b Z 5 & 2 X n—F T, BEFEHFH Filtragol
R LIS EIL. MC OBZSENHER I E LTS,

18 EEFEFHA Filtragol 1%, FEDRREANOHE LN LD THY | IbBNRZ FUnEMEA L, -5
7 F U REER LISMT Te A B RIESR R O AN D EREE b G & STV 2,
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@ HEFEHMHKIZKLD N PEOEIRER HEBRIV)
0.5% MC16 /KIS Z FZEH /K XL b CTRfn L7-REKT1: 1 DL
AL (UT, FREEZERF KOEKR G £725), % 0.25% MC ik
@*ﬁﬂ%ﬁfﬁ 17% 200C CRIET HRBREIT -7,
ZORER. % 0.25% MC ISR OMERFEIZER S 0L BY THD . 0.5% MC
KIERIZEMFEFH K 2 RINT 2 &, RBRIIOER D LRI, FBE R
KoT,

£5 £ 0.25%MCBEOHEREE GRERIV)

0.25% MC ik 20CCOMRRIE
AR E % 1B | 24 KRR
VWK | 0.5% MC /KiER +3#EmEA™ | 3 <IiER | 1.42 1.12
F
¥ 7| 0.5% MC /KIFiE+ h/v=2 G | 2.03 2.02 1.99
G L7278 K

) #EERHKOFHIREEIL 1.01 Th oz,

Letzig (1943) %, &R 24 FFfEZ OB GIZOWT, 7 =— U V7 IEIRIC
X DB OREITRO NI T-720, FfR 24 BRI Ik fig4t
NI E 7+ ThDH I ENHEEINDIELTWD, £z, B E—FE
(SN MC 1%, o< BTz @ad 52 &id7el, 20K
WRIZD e ELBATEDOR B W HS LR D Z L1 T OFERERD O HR
TE5&LTWD, TOHREIT., DAY OEHIZ X 555N S Z &
WZANBNDEMNEIDPRATHL ELTND

Letzig (1943) X, O~@OREFERNS, MC T2 TOEEFEOIEM T
WRHLOTIERL, AT —FBIZX > THMBEIND I ERHALMNTR- T
L. ZOEEFE L, BEEHA Filtragol X OEFERICEET D EMBAL TV D,
F7o, MCKBEEPZLETITHLEET 5 Z L idR, BRNMEOELT —
TOERICE Y, LEBIE ST OMKDRAERMBAET D Z ERHERIND
L L. ZOGE. B X > THMERY D —EHWRIL S5 E 5 AR
ThiHELTWNS, (BH12)

(2) RUR, KB, Bt (5w k) (Bauer RU Lehman (1951) ; JECFA (1990) B U
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EFSA (2018) [ZT5IA)

SD 7 v b9 (FKBEME 1 DT, It 2 P0) (o, JEFEETEIE MC20Z2 S E&RE L7
B (0% MC fafHEE) XTI CHRRER) 4 90 H (13 38) MEE I,
BHETHESORE =NV, FBOTEEZITORBRNER SN TV 5DH2,

ZDOFER, 50% MC fEHETIX, RBERICHETXBOARKIC—BEN <,
XA 13 B ORBRIM D 5> H 8 TLNRFITHHE ST, 50% MC D
M (1.84*=1.24 mg) 22ClE, RREEOME (8.71£2.80 mg) 2 DHIFHDEDF
et S, FERENRD LN, 50% MC EIRHEO i CTIIT BB O &
BEEITIRD NI o T,

Bauer &N Jehman (1951) %, MEEDORFP TEXMAIBH I N TWNAZ &0
O, MEINTZXEEIIMC UAOWEICHK T HEE 26N, £z, 50% MC
FRIEEDOHEIZ I W T, R DAL L BFEICHD LIZ0X, =2 a4
RIRD MC (2L ->T, HIELETDO A ) —v (XBROFIEYE) ORI LE
SN2 ENEZEDLELTEY, 612, BENT MC 23t/ o—R KA
B )= VKSR SN D BEITRD b -o7zE L5, (B 17)

(3) RYR., ##n. HEit (T v k) (Braun o (1974) ; JECFA (1990) R T* EFSA

(2018) IZTHIA)

SD T v 24 (W, &8E 3 L) 12, A PFTHEA H4C TER L7 MC2 (ks
JE : 3,300 mPa - s, S5 FE K 77,000) O 3.5%KIEEE. KR 6 EEREE%
WCHFEREOFES (8500 mg/kg AHE) +o88 (1) KU HRRERO#ES

(#1500 mg/kg RE/H) T 5RER (1) REINTWD, Z2F, &R (1)
X, EH, BERNC 6 REfEER L,

HER [ Tk, &E5% 24 R 6 FREIFER. £ o%IE 12 FFEFR TR L UE
BEARL, #E1LD 96 RFEZICERZR L, BRI T3 5% 24 RREMBE TR
LOEFEAHERL, REEEND 24 BEZRICEZR L, MREBRIZBWV T, SRRk,
PRE OZEAF R ORGFHEEZRIE LTz, 5612, R T3 51% 24 B E T 6
R PR CRER e L. MR o ZFR bR 3 O HEME 2 8IE LT-,

AR I OfER., DI, B, HLE. T M, K6 FERMEEF DR

19 KFRBIZHWZSD T v FOKEIL, 55~116 g Th -7,

20 JFEESICBWT, FRBICHVW MC 00788 LUTHEXIIA b U EOEHERITFEIHR I N TV,

21 ABRIT, MC DS OEEHEREZ &bE 5720, 50% MC fEHE O MG O R EICA Y 4 5 Bk
& xHRERC B 2 T,

22 13 A OFEIE IR 2

28 EELHIL, ZLOBRBICEENEXIFUEBRTHZ LTI FUHOAF LT AT IVPIKSIE S,
JRIFICAZ )=V ROF@BBIBRHEND Z ERHE SR TEY ., ARBRICHOWZEMRFEE Iy b EDORY F
UINEFEN TS LEFAL TNV,

24 ARRBRICAVWS SD 7 v hOMREIX, #E 192~250 g, #f 185~215g TH o7,

2% EELEICBNT, FRBRICHW-MC DA FFUEOSERITTHMEIN TV,

26 {E R DRI 2 B BRLN IR Y OB DO L,
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FHEEORE &I T AEIEIL, WTLh 0.1%KiE CTh - 70, #EFOHH
TEMEDEINRIL, MRS bICR 5% 12 BEICREME L 20 #E5% 72 RO
BEPA~OHIHEEDOEINROEEHT, MET 102.2£2.7%27Th o7, 5%
72 B DR ~DHFHEME D EIE DA FHX 0.1% K Th -7, FERHF O R
{LIRFETIE, BEHEEIIRE S o7z,

Flo, BB OFE., LR, Bhi&. g, i, &R OREE S 0BG X
NS, SEEOEEBEEEOEIREIINTNAE 0.1% K ThoTz, &5
% 120 FER DR A~DOFHEEDBEINE D EFHE, T 0% Th o720, METIX
BEORBANDY . ZOTDBEHEE R EH SN TEEEN R I TV D,

Braun & (1974) 1%, AXRKBROFENS . KE 3,300 mPa + s D[14C]MC %
BILTHIEEAERNI W EfEmfT TnDd, 72, EEETRP T
FHEMEOAHME (0.1%K7F) (CBH SN2 Eic>nT, b L—Y—85ERCE
A S A7 R VAL E N TR S N 5 IBRR TR S U2 E 0+ B0 14C Rk 7 28
W S22 IR THAEEERH D & LTnD, (BR24)

RN & Sz 2R (EFSA) (2018) 1%, #&5-L7= MC 3. MibE Tz E*
WIS DVNEIHEES N D Z L3, & THEMERICHHEI NS E LTS, (B
fE25)

(4) YR, HEt (E ) (Machle o (1944) ; JECFA (1990) R TFEFSA (2018) IZT

51A)
RRANBME 24 (WHRE AKOB) KO10mOKIE 14 (BERE C) 12, MC
(43 F & : 30,000~150,000, A k¥ FHEEE : 30.49%) SWKEIR LT V%
F6DLBYHEERSYE, EEFEToA M UEENS, EEF PO MC 47
ROBBBERINTND, £lo. RPAOFBERAF ) —LOEBHAIE SN
TWo,

®6 HEBAZX

1 A 10g R

2 A 10 g 43 (MC 5 3 H Rz Bias)

3 A 10g WER+77210¢g/H

4 A 10g WEAR+77250¢g/H

5 A 10 g 77 50g/H%Z 10 Afkeitk, BHERE+7 7 50 g/H
6 A 10 g 45 (MC $EH 4 B RNz BAs)

7 B 10 g WE

2SI R R

15



8 B 10 g 3L
9 C 5g (BLEWR) BT F '
10 C 98¢ Br F o

AFERTIL, MCOWAKIZITEME L, BUKIZITEBR T 2MELAFH LT, g
SELEEZBKTOIEL, MCZ&E I V%, flEEoTWmEZREL,
A, WK CTHREL T MC ZEfESEIBKABEFDOA XV EELZHIE L
7o28,

ZORER, HERES 1~4 128V T, MC #EREZOEEFRDORZEED MC D
B DV T, MC #EHf% 2~3 HUNIZKER S D MC 258k &, 4 B H L%
ITELBD LN oTz, WBRE A IOV TE, BENFALOLDOEE B
FF2) TIFERLEMCHOA MXTEED 90.4% % FEE L7=2, BHBO%
& (RBRES 1) TiE 76.6% Lot ST, £/, BEVNEFELDT T
10 g/ HDOEE EBRES3) TIELT5.8% Thols A, 77 DE% 50 g/H
(M LZ5E RBRES 4) TIE65.6%ICHP L., 7750 g/B%E 1 nHE
BLE#%, BEZEFERENNT T 50 g BICLEHEE (RBRES 5) Tl
56.6% TH V., S HIZ, BFURFELFAIUIVEATLES FEBRES 6) Tl
90.8% ThH -7, £7-. #HE B IHOWVWT, BHREDESE ERES 7) Tk
76.8%., BEZFIICLIEEE FBES8) TIX81.T% Th-oTl, #ERHE CIC
SWT, MC 5 g OE GRBRES 9) T 97%20TH Y, MC 9.8 g DiFHE
(FARBRE S 10) TIIA 86%2 Th o7z, 7ok, RBAE S 5~10 TiE, Bukit
B R O KIHFRE L SRR S 72 MC BHEA PRV EBELHFETHIESN
Too WATIHEAEICEIREND MC 10 A U EE S, Bukihit A1k O
KRB ICEIR SN D MC HED A XU EELZAFT D &, ERLZ MC
DA N UEREICRHL, RBRES 5~10 TlXZNEi, K 97%. £ 112%,
7 100%. #J 98%. #J 99%. & 93%DENE L HD TV 29, HErE S 5~10 O
BMRETIZBWTIRIZTEENEEFICH SN RE o1, 7o, XBEO
P oWk, BRBRE A 1L, % 10 BRI MC 10 g 28 H L =25 O fRg) D
BRI 613 2.00 mg/L, MC ##H 3 FFfZ kO 17 K% ORAEN L ITENnEh
2.25 mg/L KN 8.00 mg/L 3 &7z, & HIZEFOMBIAETIX 2.00 mg/L Th
D, ZOHDOREZNURIORFOXEEREILDOT ) 447 mg Tho7oZ &h
. Machle ©» (1944) X, MC EE 17 B2 IR O b -3 07 EFITIE
EAEBWRMNINE L, 2, 2L, MCO A & VRN 2 CilElt, WL,
ILSNT-EIRE L CTFRINDLIXTBOE (452 ¢) O 0.1% U T CThol-Lt L

28 MC H DA hFHEL, Zeisel I1ETHRIE LTz, #EEH~D MC OFRMENGREROFERIL, 99.8% TH -7z,
29 REBSITHBWVTC, Machle  (1944) @ Fig 1 7B e~ H - 7214,
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TW5, #ERE Cix. MC 5 g #BtERFICE S L FHORITIL, ﬂ%ﬁa;t <
Do o To, EFORIZIE 8 mg/L A& TV zn, FEORIZIZEL A
Lo 7o, MCEEUZ 16 Kl £ TORMIZHE 72 XF2 1T 8.75 mg L)T“C“
Holz, MC9.8g B L 7% TlX., S 6124720 1.85 mg 23 EIN 7z,

I BT, AL —VOHRIICHOWTIE, #ERE C 1X. FEEDRFIRENER
FIZHEML7ZBIZ A X /= VORFIEESEEM L7225, JRFPOFEEIHEI L 7
WHIZH A X 7 —/VO¥EMPBFRD HiL, £72, MCOEE%, RPALZ /—LiR
ENXTRHIMTDORF A X ) — ) VBEL B D Z L3 ho T,

Machle & (1944) 1%, BWBHENVoWBEE L L HITMCZERTH 2D
ZLDREBLOEFHEAELZBRT 50, BOBHENZEEL & LIZERT
% &R BEEEME N2 L LTz MC EIEM» N+ 5 & LTnWs, £z, 8
BL7 MC A FFI T, BFICEGRRS, FEMICETEESICEIR I I,
2, MCEZREIZERLAEESETH, AFX/— Vv ELTHINSIL, ZOFEFEX
IIFEBICBb I THRtt SN o &L, @F LV D0k LTns, (2R 13)

(5) kIR, ## (E k) (Knight (1952) ; NTIS (1972) IZTEIH)
e 72N 256 4 (B 23 4. &2 4) 12 MC (Methocel® 65HG30) % 1
B EOHEAZZET T 0.6~89¢g D 3EMAETERI Y-, KEREL 24 FFiHE
BB T 96 B & COEMARBM L, A X UEEZHATE L3, TR, &
MLZEEDOIZZET (97%) 7 96 ReRILINICEE R ICHet Sz, (R 14,
15)

(6) ANBIREDE L H
AEELIT. MClt. BENTELO—RAL XX ) — LIRSS RE S s b
Exlc, £lo. Invitro ClIIEEFRENLT —EBOREIZ LD MC OXENIENT D
EWVIOFERS, B N TIEEMMHENZNVEE L LI MC ZEET 5 L inftt
RBEEEMEDNZEL LT MC EILREMT 5 WO RRENELNTEBY, BE
WT MC OWHENEALT 5 Z EIFBESNDA, BE L MC O A E1T%
NS TEEFICHMEIND LB T,

2. =%
(1) Ef=EH
MC Z#BmE & Uit B 2:BaiEiL, 7080 THD 20,

30 Methocel® 656HG DFE LA % 1 7IZEB W T, $5EE 3,000~5,600 mPa + s, A hXUEEE 1 27~29% & il
IhTnd, (BFE26)

31 MC ZBRL7BEOFEEFOA X EBEZREL, 2 b — A #EEFOA PR EEEZMIEL T, #E
oo MC B2EH L7z, #EH o MC OFIMNEIEER TIX 93% 23 EIN S 7z,
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&7 MC BT 5EEEMEDRERMKIE

e | AER | EBR s HE% AR | R
FLE W
BT |18 | 50 pg/plate Rex Blevins &t
ZEIRIE | 5%8K | (Salmonella (fS3HE | Taylor (1982) ;
£ (in |[EBR | typhimurium MALZ D [JECFA (1990) &
vitro) |#Ek |TA98. TA100, HIEIZH) | VEFSA (2018)
TA1535, bbb |[ICTHIA (R
TA1537, D, 27, 18, 25)
TA1538)
] e A E Rttt |Ishidate &
(S. typhimurium |70 mg/plate (3% | (1984) ; JECFA
TA92, TA94, MR (1990) KT
TA98, TA100, )| EFSA (2018) (2
TA1535, b | THIA (/28
TA1537) ED, 18, 25)
HHEE e HE [EY Prival & (1991)
(S. typhimurium |10 mg/plate (REE| (ZHR29)
TA98, TA100. PR D
TA1535. HEEZ)
TA1537, IRy PR
TA1538, ED,
FEscherichia coli
WP2)
(EEE ] e HE pepk®2 | JECFA (1990) K
#&H | (S typhimurium |475 mg/kg K=/ NEFSA (2018)
Bk | TA1530, G46) H \ZT5IH ; Litton
faE: 7 v ) |HEERGHREO®&RES Bionetics (1974)
5,000 mg/kg 1K JE G SUAS RS
H/H (MR 18, 25)
5 H Rt EE
5
[z SAEs| e HE (X
(Saccharomyces |475 mglkg {KE/
cerevisiae D3) H

18




(fEFE: 7 v k)

B [A] SR A 45

5,000 mg/kg &
H/H

5 H fE R
5
LR | | b MRIERMRE | REAE fetE®2  |JECFA (1990) &
B (KR | (WI-38 Hifm) 8,000 pg/mL *EFSA (2018)
(in | HER RENEHELRIETF (ZTHIM ; Litton
vitro) |BR ETF Bionetics (1974)
E U ERR
(ZH8 18, 25)
Fx A =—ZANL | KEHAE petE™L | Ishidate &
A Z —iBHESFMIR 4.0 mg/mL (1984) ; JECFA
(CHL #mfa) RENEME LR IETT (1990) K
ET. 24 K148 EFSA (2018) I
R i 2B e AL EE THIH (P28,
18, 25)
s (et |7 v b CERE) e A& fatt™2  |JECFA (1990) X
B |[KE 475 mglkg K/ *EFSA (2018)
(in |®R H (ZC5IH ; Litton
vivo) |BR HA[E] gl R 0 e 5 Bionetics (1974)
5,000 mg/kg & |[F2E2 | RER SRR
#/H (MR 18, 25)
5 H FELR e %
5.
B 7y b () e A= ferE®2 | JECFA (1990) &
£ 3E 475 mg/kg KE/ Y EFSA (2018)
AR H (Z THl M ; Litton

R [E] SR O 45

5,000 mgkg &
H/H

5 HIfHE
E

RIS

a2

Bionetics (1974)
J5 e C R HE 3R
(=M 18, 2H)

1) EFSA (2018) i%, Ishidate & (1984) 22\ T, REBHERENEENITRENTNDIOATHY |

BRIE R OFEMAREN TRV EFERHL TV 5,

(ZHE 25)
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#2) EFSA (2018) X. Litton Bionetics (1974) 22>\ C., HEANENE S-S CIXFHFR&KANTH 5
M. FHMERES (2018 &) TIiE., REMIDOFHMUENOER v FaL RICESWEREBRTH D LIEH
LTW5, (&M 25)

BnEMHOEELED

MC DB T 2R R K VYRR F 2T 23 B E Tid, Wit bzt

DFERDHFBLNTND Z D, AZAESIE, MCIZITEREMSEIT RV &
L7z,

708, EFSA (2018) 1%, MC O&EFEMEIZE T 5 3B R IXRER - Of
HRMEICL2b0THY, BEFHETEZ 2D TILRWAS, in vitro X In
vivo DBEFHERRIZIB W T, MC IZIEKEEMEOEE L L TEFER S
TS Z EZEEE 2, MCITEEEMEICET 2BEITE LRV &Rt T
W5 (B 25),

(2) 2HEH
MC 2 #BE & LR OB 502 MmN ERICE T oM AIZRE I T e
AN

(3) REHRESEHN
D Swk 9% BEBEOKREHER (Tainter (1943) ; JECFA (1990) R T EFSA
(2018) [ZT5IA)
7y b GRHER) (MM, £HEL 5 L) (2, £ 8 DLBH MC?
(Methocel @, %5 : 4,000 mPa « s) OFHEAZZHE L T, 95 HEREER S

THRBNEmRINLTND
*8 HEERT
HAEFTE (%) 0 CxPREHEE) 10
mg/kg AHE/HICHRE 0 9,000

1) EFSA (2018) |z X A#ukifE, (M 25)

ZOREFR, BOLNTFRIZLUTDOLEBY TH S,

- BEHELMEEEMNEX, MCEEFHOMIZHW T, BRI TERE
U 12% % O 14%3800 LT,
-E@ﬁﬁﬁ%ﬁ\Mcﬁﬁﬁ@MmmﬁwT\ﬁ%ﬁrw&flmwwm,
oo 728, TOMOEIERZOMMERIL, HLORERIIED NN T-,

32 DM, A AR OV ik
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7R, REMEBEOREICBONTCOHBREMER G OREIIFBD LN o

776

Tainter (1943) 1%, MC #&G5FDOMEIZ I T AIREIEINE DRI HOWT,
BEOLLEBEHEORMICERT AL LTWS, (2E30)

AEERIT, —HEBOLOMBRTHL Z &0vH, NOAEL #4525 Z &1
%iﬁb\k#ﬂLﬁLho

@ Svbk8HMrARBOKRESRE (Deichman R U Witherup (1943) ; JECFA
(1990) R UK EFSA (2018) IZTHIH)
Tae s Ty b GRHAE) (MERE, &8 80 &) (2 9 Lk MC
(Methocel ®, ¥5E : 1,500 mPa + s) OREGHEAZFREL T, £ 8 7 AREEE
B 5 K OO 2R BN FEM I LTV D

x£9 HEXRTE

HEHRE 0 (ktFR#E) |80 mg/10 g (8,000ppm) {EEH + 10 g/L
(10,000ppm) KA

mg/kg (KHE/HIAHET? |0 400 mg/kg K/ HIEEE+ 900 mg/kg KT/
Hokisi (&3F 1,300 mg/kg (AE/H)

E1) FHEIZBWT, MC OFIEIIN 436 mg/H TH Y . TONFITRAERIC LY 125 mg/A. HKIZ &
D 311mg/HTH-oTmE L TWVD, (B 31)
E2) EFSA (2018) 2k 2#aFfE, (18 25)

ZORER, WTNOLRBRBHTICRETREBIEIRS 5T, HEE, &K
KE, KEHEMNE, V‘]HEFHTE&UV@@#&%E’J@@F)TEKOI/\“C\ T RREE &
E_RTEITED N2 - T2,

Deichman % O Witherup (1943) (%, A#RBxD MC EE ClL, MC 2 #5
LTHT vy MNIBETH D LRI T 5, (2E31)

AEERF., —HEOAORBRTHDHZ L6, NOAEL #1552 ik
%foeu\H:lLﬁuto

® SEEH
a. YYORABERBOFRSHRER (Letzig 5 (1943) ; JECFA (1990) [ZTEIMA)
(1. (1)
UTomEL, mankiERBRo@Et 2B FERRESN T2 NG
DD, MC DR FIKGIRERM Z G L, =T A~OEEL R LI
RThHDZEND, ZEBERE LTRET D,
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~U A (FEE2[E) 12,

b. Zv k9 BEEOKREIAE (McCollister 5 (1973) ; JECFA (1990) RV

EFSA (2018) ZTsIA)

LI o R

N

RER NV EE SN TV D,
SRR L ED LTz,
L. MC DR+

AR 7 15 K OVl SR O REA 23 B C 72 <
WEMEFT A & U CRHME R RE D O HIWT S EE L Wb O BECREEE - HEIRE
» MC #EZ AR ARE LIZERO T v b OBEOEEIIxTT %

B YA
5%%

BELEHRTOHLZ LD, 2EEEE LTRET D,

SD Z v b (MErE, &£BE4% 10 JC) (2, £ 10 BV MC (KE : 10
mPa - s (fER5EE) KN 4,000 mPa - s (BFEEE) . A X EHEE : 28.8%)

OEGHZREL T, 90 HERERG T2 BRAERS TN D,

®10 REBFOHRE

L7 L MC16 DARG IR R AER33 1 g %
GET LRy T aRE LR BB UXIs gt & 4 8
MRS, KELZRET D
ZORER, REREEDO~ 7 ZDREIL,
Letzig (1943) 1%, ARBRIZBITH~v U ZA~D
KRR Z B CHRICE X ZIC LD L PHETERNo72E LT
W5, (2l 12)

O HAVTZ PR

HZ L

AERE (%) | TR
0 CxfEREE)
1 3 10 3 10
mg/kg (AE/BICHET |0 900 (2,700 |9,000 [2,700 9,000

1) EFSA (2018) |z Xk A#ukifE, (M 25)

REFHTROONTFTRIT, UTD LB THD,
< 10% xR G (EREE) OmEIZR W T, FIREE O 22 JE R IR E DR &

N < DDz O BB OIFA33F80 b LIz,

< 10% 58 ([RKEEE) OMERE. 10% =58 (BHE) OMEREIZB W T,

EZon BV EEPBR I NI,

- 3% EHEE (IRKSE) O, 3% EORGR (FHE) O, 10%%& 5
B OURKE) Otz T, BEENDT LTI 2N FEEICHEM L,
- 1%, 3% KON 10%HEH#E (IRFEE) OmEICIHBW T, ®REEL b ThT
INAREBMOMFINZED SN, WINLABETRD LN

3 HRIZEDO MC & RitEE TIKGFET 5 2 LT k- TR,

3 RRBRIZIBW T, M, Dl ATHER, B OREOEHEEZFHIL TV 58, SEHEEOHD 370 b

T ligee D BARIZ DWW TR EN TR WY,

22
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7

ek, MRTFAIRE, RRE, MPRFLER, TAVHIVERRAT7 74 —8
JEME, ZVZ I VBRENLVE VEE ST AT I —BIEM, AIRATR, R
HERR T RIRR A N OB E IC W T, B ER G OEEITR D b
MmoTo, T2, 10%E 5/ (GHE) OBV TRELE (1 4]) PO LI
T2, R BER G \CEED RN SRR NER Th o7 L LT D,

McCollister & (1973) 1%, o< M 3|/mWEME, BEEOHEEREN
K OMEEHEIN D 9 372 3HIIZ oV T, Bauer 2 (O Lehman (1951) (&R
17). McCollister 2T Oyen (1954) M TNZ McCollister (1961) (23T
bHWEIN TS E LTS, (3E32)

EFSA (2018) 1%, 3% 58 (2,700 mg/kg {AE/H) 2B\ T, AER
HEIRD LN oToE LTS, (B 25)

c. Iv bk 2 FEBEOKREHER (McCollister 5 (1973) ; JECFA (1990) R U
EFSA (2018) IZT5IRA) (B#b.)

ITomEid, BBRAGIELOEROFMPHAKE TR, BOLONATR
WEMEFT A & U CRHME R RE D O HIWT S EE L Wb O D BECREEE - HEIRE
O MC WRERIEROEG LIEBEO T v N OEEOIRERICk 3 2 2B LMK
BELEHRTOHLZ LD, 2EEEE LTRET D,

Wistar 7 v b (MR, &RES 200C0) (2, R11 OEFBY MC (KEE : 15
mPa s (f&F5EE) . 400 mPa « s (FREE) KT 4,000 mPa - s (EHEE) .
A N¥UVEEE: 28.8%) OFREHARTEL T, 2 FHIRERE T BN
Ehi STV 5,

=11 BREBEDRE

HERE 0 (tfR | IKKsEE HURG B A EE

) 1% 5% 1% 5% 1% 5%
mg/kg A | 0 500 | 2,500 |500 2,500 500 2,500
[EZHa

) EFSA (2018) 2 X A#EE, (B 25)

TORER., EEGRICBWTHEA LIEEEOR K OFUIXTREE APl L
T,

TDIENy, LT O NTRO bz,
- BB OSMEEHEET RS 12,

18 T 24 DA %I 5EHE L =3k
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THESBHRERICOVWT, WOPAEEZELZTLIZLORBRA ST

B, BRYERGICEEITRO b o T,

mB, BEE, FE, TR, MEFRRE., SIMEFICRIT 2 MmiE IR
RERRER T VA VRAT 74 —B{EE, WIRAT R O R B
FIREICR N T, BMERGOREBIRO T, £7o, HABRBIFHT,
7 v FOSBUITEE TH Y . BELTENIRED bikholz, (ZH32)

(4) BMNAM
S bENAMERER (McCollister 5 (1973) ; JECFA (1990) R UFEFSA (2018)
[ZCT3IA) (B# (3) @b, ¢)
Wistar 7 » b (MffE, &84 30 B) 12, & 12 O LY MC CHE : 10
mPa + s (EREEE) KN 4,000 mPa - s (BREEE) . A R HSE : 28.8%)
OEEHZHRE LT, 2FEMBERG T 2B BB ERI N TN D,

K12 BE5BHORE

FRRETE o (xR | (EHE RS R L

i) 1% 5% 1% 5% 1% 5%
mg/kg AE |0 500 2,500 | 500 2,500 500 2,500
[BICHET

7£) EFSA (2018) (2L 2#kfE, (&M 25)

ZOREFR, ZFREHICBWT, BERAEROBINTIFE O R T,

ek, FEEHE, KEWNCHES 24 20 A%ICER L-5BEFOFBREEZE LW
FREEICOWT, #BRWERGOZEITRD bR oT,

McCollister H (1973) 1%, AEBROMEIL. MC BNEEEAMEZEH LN
ZEHERLTWD ELTND, (B 32)

AEFEERT, ARBRICBITHEMETT MC ©7 > MIBIT RN AT
VY & LT

(5) EEFRLESH
Sy k3R EESE AR (Bauer B U Lehman (1951) ; JECFA (1990) ‘R U
EFSA (2018) IZT5IA) (B#HB1. (2))
SD 7 v & (M, £HA 50 12, R 13 DL MC2 OREHARE
LT, K 8 HARREHRE Lz, ZnbolE (Fo %) 2 sw, 5
S Fy i (MR, 8% 5 0) 18, £ 14 DL BV HRERHZHREL T,
BEALZAD 4 D AIREERE G- U721, Fo AR & [AARICREL S, B b Fo R
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(MERE, SRES 518 & Fr UL FERRICIRER G T 28R GAUBR 1) 2" FEhE
SNTN5

£ 13 BHEBEORE GEERI (F#ERK))

RERE (%) 0 0.17 ** 5
meg/kg AE/H ICHEE? iia 0 61 690
i 0 57 775

E1) BREBHME 42 B LY 05%ICEF,
H2) MBI, BB EL L ORSR TV,

F14 BEBEORE ERI FRURER))

H

=X E (%) 0 5

mg/kg FRE/HIZHE i 0 690

;3 0 775

RER [ OFE R, Fo OB TEEEORE fa?i%ﬂ[l#m&)%imio
728, Fo kO Fr ROBEMOATERE, Fi1 KO Fe RO IBEDOEE
AR O BLENY) T OFIRR P 7% O B IR RS R I W T ’Fﬁ%ﬁ%’%ﬁ&
BOZBIITHR D oz, (ZR17)

AFERIT, A1 TITEEMEREEHD T o #BRmER G O
BIIROONZR o2l b, BB 1 TOHBMIIK+ 25— aﬂﬁﬁoé
FEFEEMENE N IR BT 2 IR S NOAEL %2, ARBROREHETH
% B%MBEM Uiz, HEREM) T 690 mg/keg AE/H., MEEHE T 775 mg/kg
{RE/B LI LT,

(6) EHEDFELED

MC (CITBEREM TRV T LT,

R GHEMEIZOWTIL, SRLULERKERGABRIIET—HEDA DR T
bHoHZ s, BEEEHNRERZHM T, 20BN D NOAEL %K
OHI EIEXTE o7,

FENAMEIT 2 LT LTz,

ATEFREBMEICOWTIEX, 7 v b 3 HRAEEMERR (Bauer X Lehman

(1951)) ITBWT, HED L OIREMICKTT D HEBRME R 5 OB EITF
LRI Z Linh . BEMWICRTT 2 — A EME K OVEFER I N REIC
3 2 BIEICFR D NOAEL 2 KRB OKEHE TH 5 5% bHE M L, HEHREY
T 690 mg/kg KE/H ., MEHENW T 775 mg/kg (KE/H &l L7,

bz e, REESIE, MC O/ NOAEL 1%, 7 v ~ 3 tH{CA%H
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EHERBOREHETH D 5% LEH L2 HEBHE TD 690 mgkg KE/H &
21T D

3. ErIZBITAHR
(1) RIRLLEREAZE (Tainter (1943) ; JECFA (1990) K Ur EFSA (2018) IZT5IA)
(B#B2. (3) D)
Bk (84) 12, 15 DL MC2 (FiE : 4,000 mPa - s) ZE50REBRA
(Z =27 RTE Y —fK) AR UER S 2 A0% LB 580 i S v T
%, XPERHIRE & RBRHIFIL 1~2 8 2 ICRAICHE Y RS, #BREITRBR A
DI —EDRBFELEIL 72,

*® 15 FHABAMICETAEBRE, REBHRUV MC ERE

. _ MC & B & %_Ef 150
R ERE (g/A) ! a&t (A)
*TRREART |0 g/ H 0 80
HEREAR |5 g/H (HRk : MC 35%. 7 7 > 65%) 1.75 5
10 g/H (KR : MC 35%. 7 7 > 65%) 3.5 13
5gX2/H (#&mL : MC 35%., 77 :61.5%. | 3.5 11
it~ 27 %> 7 A 3.5%)
5 gx2/B (#Ak : MC 45%, 77> 45%. | 4.5 16
felb~ 7 %7 A 10%)
5 gx2/B (& : MC 90%., B&fb~727 %3 9.0 33
7 2 10%)
5gXx2/H (#Rk : MC 100%) ** 10 8

E1) AZEB2ICBWT, RBRAERELRBRATOMC EAELZR U CEH L,
H2) RBREIXEy —®k

FORER, RO EFEOEHWERIT 127.4g TH Y . BHEREIIK 1 [
IR THY., —F. BRBREIEDO S H, MC IMATT T v b~ 7 %2 7 A
EEDRBRE A BT 2B O, EEO YR EE L OPHER L F
BEICHEML, £7-, MC5g% 1 H 2 BEERT IHMICBWTIE, £FEOFY
MEEIL 232.1 g/H GHREARIOK 2 fF), BEERIEIE 1.6 B/HIZEM L7z, *t
FRHIFICH N TE TR DEN LS, FRETHY , MRATIEY D53 D X
I IRTRATRD b2 o Tz,

Tainter (1943) (%, HERHAMIH OFEFEOEE K CHEERE OISOV T,
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MCo#EED, ABEFOMOBHIMEOEAELV GEHETHL I LERL
el LTWnWb, £z, MCEEROEMEDELREEOEMIOWVWT, A K
RO MC PREFTHARZICERTH & LTW5D, (8 30)

(2) BIELLERRAZE (Eastwood 5 (1990) ; EFSA (2018) IZTEIA)

fEER N 5 & (B, 22~46 %, (AE : 71~85 kg) |2, BEE%L 7 BHE

B CREBRHAR) 727, MC250 mg/kg {KE/H 200 35 36 (17.75~21.25 g/ \/
H) % 23 BRI 5 E1& BN ER SN TW5, 723, MC OFE)
EROFEIZOWT, 1 BIZERT S MC % 200 mL Z&ZKICHEBESE, 1 By
Z 3 [ENCH T, BRERCEY Y 2 — R AN TER S &, BT HEE
BEErERSET,

F72. MC 8 g # IR L7277 N VMR 2 WV CITHERE 2 FERR 4~ DR 2171,

f R K UM B OS5 #& B IZ 24 FFASR 2 BRER L7,

ZORER, BEHRICE T TORRASRD b,

RHEMEER (24 FRENZD) [ZOWT, SREIFE TITFEHEL 1262 TH

STEDITHAT, HEHIMTIE 258 g LARICHM LT, 72k, wEEFE
2 (24 KRS 0) X, SRR OFIE 31.9 g (25 L& G-HIE O EIE
56.7 g Tholz, £lo, MERMEBHEIRE LR OHFEZT 0 — LV EOPEM &

(FLBBEFEEEYSZD) ITOWTIR, ERZEEHMED 371 mmol/g 726 204
mmol/g, 58 umol/g 7>5 36 pymol/g IZHEIZHAD L1z, i, ZHuH D 24 K
AR PR & O FIEITITF B REDRD LR T,

- BRI 3 BTN L, 2 BITRED L. FHRGE RS IL 48 BFHE)

5 49 B~ T < Oz inL iz,

CME = VAT 0= VREICEGITER O e o T,
-MIE MY 7 U Y FRET 2 Gl TEMNABIE S NN, 5 BIOFEEEICITH

BIREACERD 20Tz,

- MR HORAETE A RIS, 4 CERRSEIIC EH R BB EEN Th - 7,
- AL RORATE BT, 4 CERRSEIIC E# R L BN T - 7,
7R RERTRIRIC B D15 1 BRI 0 MBI R O A > R U LR

DONT, BT NRBUERNED S0, BRRFRICIE S R EEE N T
o7,

c RBEICBWT, R, R 7B R ONEMILERD b h-oi-,
- WEBREEBICEBWT, T ULAFT—ERERZEOMEFE L RWIEROFZIX

RO LN T,
Eastwood & (1990) 1%, MC OB HEERIZ L 2 BHFHEEERITED L

niginolzE LTn%, (ZH 18, 25, 33)

35

IRLEAEN TV D HESEO R 7 L — RO MC # /.,

36 UEFD 7L —7 ADI (25 mg/kg (AHE/H) % 10 L EICHYTHELOIOREL TV,
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(3) sEFEEH

UUTOmmRIL, @EEKEREE~OEMGEIRELEL LToD MC DIEAZK%

HLIZbDOTHY, EEOEEROME@USND MC ORFZEICE T 5 IFHIT
ZLWbDD, MC ODREFIZRDIMADEGEENDLZ LD, BEFEER L LT
FLET D,

AT LR ZE (Hamilton © (1988) ; JECFA (1990) &Y EFSA (2018)
\ZCHIAH)

fEEE 53 437 (18~70 % (F¥) 27 %)) 12, £ 161 DB 7 T7&R
(VaEROAF L VFERER) 19 g&2K8 AR (19227 g38) L Lbil
FERMARA S E72%, 39279 50 4 (Bt 6 4 KOt 44 4, 18~70
) IE(EZAIZ 3B CPRREE 9 4. &EGHE 20 T 21 4) 27T, MC (fh
JE : 4000 mPa + s, A FFUEEE  30%) OEREEAZFREL T 1 BRERA
IH, FRGEEOIEFE, BEOEZXROBEIEE~OFELFHDHAIRL
ez GRBR 1) AEfINTWVD,

K161 1 OFERT

AEREE | BBREEC | MC EBEE

1 94 0g/H (XtHEEE: 7T &R)

2 20 4 2¢g/H (FERtEE 19 g PITEA)
3 21 4 4g/A (EfidEHK 38 g PIZER)

Fio. BHEEROBRE 1494 (BHE144 KO &ME1354 . 18~T0%%) (T,
£1620EBVTITHR (VaEROA L PFREHE) 19g 2K 8 A A
(#7227 ¢g3%8) L& b 1AM SE%, L0279 594 (B34
RO 56 4) ZHEESIC 4 B (%8 14 X 156 4) (2471, MC CHEE -
4000 mPa - s, A F¥VEEE : 30%) EEEEAZZRE L T 10 HERA S,
EMUEROZIAEME, EFEOEER OERSE~DOFEL T DRI LB
BRI NEmINLTND,

37T 1#EMNIC 3 BRI EOPHEN D HFE,

38 14 228349g £ LTHEH LT,

39 I RFSHEICEWO T, JHEEES 4 L ETHY, 1 EHEFBORRER > TWHRWE, 235, HHE
BN 3EILLT S ~7cF (24) RUEMEOHIEZ 1B ETE o728 (14) TR B GBRSESNT,

0 FIEREEHRICBWLT, HEREA SEILTTHY . 1 EGEFEORIE D> TR,
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162 HEIOHAEHRTE

AR | HEBRES | MC BIE

1 15 4 0 g/H CeIFREE, (ERUEEEMBHEY 7Y Ak 11 g FIZ
dANa34gER)

2 15 4 1g/H (ERtESR 9.5 ¢ PIZEAH)

3 15 4 2¢g/RH (ERAEHK 19 g PIZER)

4 14 % 4 g/H ((EfhdEH 38 g PIZEAH)

AR [ OFRERIZUT DO LB ThHoTe,

« STRREER O'MC 2 g/ AR EREIC B W T, BHERIE R CEFEE ROV T,

TR REBEELM LT, ENENABETRD LN,

- MC 4 g/ B LRIV T, $HEREIZ T T R EEHB L X THEICH

IRL7Zh, BEERICOVWTUE, AEEFRO N7, o, EE
EREER OCEEFTOKTEHEEDOEIMPRD N, KITEBICHE
ZITBO LR o T,

c FEORE S R OME@BICRE RBITRBO b7,

Fo, MBRIOKERIILLTOLEY THoT,

c EREBRICEW T, JHERL, EEEFEERVCEFETOKSEHEIT

T RFEGHE LN ARICEM L, BEEE, EIFOKE, HW
il % O A DFEBRIZONTIE, FEETEO IR o7,

-MC 4 g/BEREHICBWT, #EEFOKSEFR (73.3£1.5%) 1. 77k

REEHIM (69.0£2.1%) Lt AEICHEML, £/, HHEROWE
DI E WD S HAEDFRO BT,
Hamilton & (1988) %, MC |[IHEERIE N NEFEEEOEINICHEHTH O |

fEEE R OMEMBE 2R E LA B VT, MCIZEWERANITZEA ERL,
BEMERHDLE LTS, (B 18, 25, 34)

(4) ERMZBITIHMEDELED
AZESIT, MC 1.75~10 g/ A/B BB 53R BRICBN T, EEOEER
OBEEERIBEOEMNRBD L=t DD, MC%om@gﬁﬁaa(n7&41%
g/ N/B) ZEBHRIE LR TIL, BHFIEEERIT @Eh@ﬂot_k#

5.

bt 73 MC 250 mg/kg {KH/H % 23 HF?TEHRL'C bEMEITRD LN

VN &l L7,
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I. —HIENREDHIE

1. REDCENRE

(1) BAEIZH I+ 5H#EE

O EEEMHHAZTICED (HEE

SR 4 FERASEHAFZHEO TRENNMEEEZRE - SEMEHAZE W
SPET {EIZ X H5FAEICE S EMEHEHIET 258 o—HThD, £E
ERHAELEIC LR EREOHEICE D DL TlE, SftE
FED MC OEREIL. 0.85 mg/ A\/BUTH-7ZLRLTWD, 72k, HPMC
DOEREIL., 151 mg/ A/HTHD ERLTED, MC DEREE HDOED L
2.36 mg/ N/H & 725, (BHE36)

@ X—4y rN\RTy FARICKSERERE
1985 DO ~—72r v bRy P HRICK 2EBREFREICHB VT, MC OfFE
B&EIZ0mg/H EREINTWD, (HR3T)

(2) BB ITLHHE
® KRE
MC X, HPMC & [Flfk, Bk Z b —fR&am HEimsE L < i34 A =4
U=%7 VA NHOA T RVER, EROKER T —T 1 7L L
TR RSN TWD, (R 2)
KENCBIT 2 —REMAROERELE (X2 ) —%7 U A NHES
tr,) (M S MC KO'HPMC O&EFHEERIZ. R1TO LB ThHD,

£ 17 REICEF2—REMARVEERAICERASINS MC RU HPMC 0OF&
STDHBEEHY

F —MEMmA (1) A (t) ait (b
2000 2,000 3,600 5,600
2003 2,000 4,000 6,000
2006 2,500 4,500 7,000

B REWIEEF E L, MC BROHBEERICET 27 — N2 0izo),
2006 FO—frEMHAKROCEERLFIZHEHR S D MC KO HPMC O &FHHE

U EEEREHTEE RIS LSRRI B REOMEICE D 2RI BV T, STICEED MC o—A—HE
B&EZ, MC of&HfiE (959,970 keg/4E) K OMaHIE (910,000 ke/4E) ZFEic, EMNEIT OHRE (49,970
kg//E) ZEH L, 209 bHo/RMAITHFE (48,860 kg/4F) ([CHSXHAEEREEZMHF L, BEER20%%2 5
BLUEAETEE (49,000 kg/4) @ 80%DE (FEEE (39,000 kg/4E)) ZaFiomfEAD (12,600 HA) T
L., INZ 1 B4 ICHELHEL W5, (B8 35, 36)
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£ (7,000 t) ZKkEDAAD (298,444,215 N) 2T L. MC KO HPMC @
A HHEEELA R K64 mg/N/H (1.1 mgkg (KE/HB) LHEL TW5D,
(MR 2. 39, 40, 41)

@ xEEH
HENZBIT D 1984~1986 FDOE LN OB ERE TIE. MC 2 &irt
b — ZAFFERIEOEEEREIT, 12.2 mg/ AN/A Tho7-, (ZHE42)

2. FBELERERDERE

SROEFIX, T AFreron—2 ) OFEHEICETLIHAELHIRT 2D TH

%f) - <‘:iﬂ% FEREENLIESND &, —REL~OEREDHIMNEE S,

WCREL-HEAE, BRICEWTH, EfE (2) OorEBh, KEIZBITS
MC&U&WMC@aﬁ—Hﬁﬁ%T%éleﬂgWEMﬁ%Eéhéﬂ%@
B D0, BEMIZIIKEIZB T 2BREBW M52 LiFE I 0nEL
TWb,

Fo. SROEREELEIZHEN, —KEL~OFEREEMAZE I ND 08,
MC DEHFIC 2.0% % B2 THERASND AN H 2 &ML, —HORER
fh s BT 4 )V AFEORRIRABERS & T “/7?@5{:75)%77< W H
HE « ZRICERTA2R8ME1TEZICS W=D, MCOFAHIREZZFITRNWE &z
L0, BRELTEINIBEOHRMESL LTEL, REJEMLAAWT ENRTFHIS
nNsELTns, (2

AFERIT, FEEEREEFEOHIIIRYS LE 2. BEOKEICKIT 5 MC
L OVHPMC O&#H— HIHEE L FMSEELEXRO MC O—HEBRELE L, @KAR
REL Y TIEH 52, 1.1 megkg (KE/HSEHEF LT,

42 200647 H 1 BEETOXEOAND (B 38)

3 READEET 60 kg 2 AV -, (BH2)

4 HIREEME E A 1L, MM D MC OFRMNEN 2% %2 50 & LT, S8R L ORI DR AN (2—
T4 7HEIELT) I, %n%ﬂa%utﬁoumut BERI K QRO RS (EEAIE L0 1% 1~5%.
Ty s A (BEFELT) 111.0~25%, ¥YIF Ly Z7HRIAI v 7 2 BEHIE LT 131.0~
3.0%, B (2—T 4> 7HIE L) X 0.8~6.0%, A&7 (/LA (HMELTO 1L 50~99.99%ilF NIz~ A
a7 eENOFR (BEAE LT ROMEOFE (FEHMELT) X 3.0~8.0%Ths LHMHALTVS (&
R 2), 2B, BAT LI v 7 AHPEFR—2 =1L B L, [TV v RE1T, F—F, v, BFELR L%,
BB TE 2 m /N EREORE (BhaETe) (OEE, M. MAEHIL. ik, WER. &E. &
B2 L2 LBIS U THEICREGLIEH 0] EERESITONTND (B 43), F7-. SUSEEEREER,
i, PRy THRTA Iy 7 RO T, EARICHIBEEZIMZA S5 ETYIX Ly v e
D, BEEE FREREL BN EEA LBl EHBHL TV D,

4 ERLEIER (2021) [2k5 e, BARICBWT MC #EFESORNMWE LTHERAL- L 20ROKET
DI KREHREIT—A—HYE720 607.5mg THh5, (M 44)
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2

HOE R UERREEFICE 1 55T

. BAEICE T SEEE

BRBEEZEBSIZBWT, 2Tt a—2 ) OFMIFEITHOIL TR,

EFRREEZEH 1+ 5 EHE

(1) JECFAIZ& I+ % EF{h

1963 ., #F 7T HEA/IZBWT, JECFA X, MCIZHOWT, 7 v MEiizgMR
Bk Ot MBI 2MRATEERENROONTE LT, £/, KANEIRERR
THIFE DD OWINARD HNR2NZ Enb, IEROBRIC L 2 FMEATRIZOW
TEEBOMET/2NE L, ADI # 0~30mg/kg AE/HE L TW5, F7=, &
DR MR K OVELE D DREBERRISTOBRIIZE 2 DEBIZONWTERD
FENLEEND E LTS, (BH45)

1966 4. F 10 [FIEAICHB T, MCIZOWT, HIRFIAF LD —R
F rVU oA (CMC-Na), HPMC KOAF LT )t u—R L (KNEIREN
FRILTWD Z & KVEIEE D D OWINNFED G WRTHEL TWnWDH Z &
MH, ZNUV—FTOFMMAAETLDLI EIN, 2oL Ere— X5

(modified cellulose) 4 f&? 27 /L—=7 ADI & LT 0~30 mg/kg AHE/A & RE
INTW5D, £, BFREEI I Y —HlI#EN EoSE, %E 37z ADI
EEB2ZTHLREWVWE LTS, (&HR46)

1973 %, F1THEEAICBWT, F 10 EEE TS MC 2 &MLt
Lua—2fH 4 LR O ey e Ltk ire—2x (HPC) ([2oWT., HPMC
HAWEZ v b 2 FREREROKEGRBROMKELZ ZICHHMmI L, 71—
ADI % 0~25mg/kg (KE/H L SN TW5, £z, BEFRENBMNOLGE, *E
SN ADIEEZBZTHRWE LTS, (HH4T)

1989 4, % 35 BEIEHITHBW T, H 17T FlaE TiMiis v/ MC 2 &MLt
g —2RE, —FIba—AKNRZFI)LEe FadxoFit/ra— RO
T, Bl s ATER AR, BaEME. © MBI 2HMAELHRER
WZRHI L2/, 7 v—27 ADL IIfFE L2V E SN TW5, 7272L, Zhbd
e —2EEBRENNIME L THERTL255IE, BT EREZEIZAND
VENHDHE LTS, (BRR2, 18)

2002 £, & 59 EE/ITBWT, BEILRF I AFLELR—2F R ¥
LDZHONWT, BERBREZLE2—L, ZNETO 7T EOMILE/L e — 2O
AR EZ TR LEE, 7T oMl —28EE L blo, 7 L—7F ADI
TREFELRVEEIN TS, (BHR48, 49)

(2) REIZHIT LM

H L EEEZEE 1T, MC 1% 21CFR Part 182 (§182.1480) I2BW T,
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GRAS E L L LERITHNTELD, 20D, 6745 MC OZ2 M7 b
I TONTWARWE LTW5, (R 2, 15)

(3) FRMIZE 1+ 5L

1992 4. KM AL FZEES (SCF) X, 5 oMkt ro—= (MC,
HPC. HPMC. =F L A FLtra—A KR CMC-Na) 2o\ T, & 35 [
JECFA &8 DR %22 T -3l 21T > 7-f5 %, 5O T /o —20 ADI I
BELRWE LTS, RiHiiE, BE~OERMEN—KEIZ0.2~3.0%ThH D
WECFEROLIZETAIHEOTHY ., ZoFmENTHIIE., B TIEAITEZY
< WELTWb, 2L, B TIEROREMEEE T MO BER S DFEIC
DNWTIE, BIEMEERT L EINTWD, (ZH50)

2018 £, EFSA (28T, MC &L/ u— 2T oW CHIHMEA
fToiz, ZOfER, ADI 28 ET HL4EIT 2L, HEINTWD HRLEUE
BEIZBWTRZE2MEICBEN RN E SN TS, B, Blre—2EHOKRE
& 95 X—& % A JUEIL 506 mg/kg (KE/H TH Y, B o— TR L
T, BEMEIZBREO R WREREO B L34 660~900 mgkeg (AHE/BTHD &
INTND, (BH 25)

(4) A—R FSUFRUZ2—S—5 > FIZE 1+ 3 5
Fe2 F T YT RO= 2—T—TF v RIcE 5 FEIERER T X oo 7o,
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V. BEmEREZENE

[(AF =2 1%, R, BRICERAISEORERFIOHETHERIN
TEBY, 2oHAE ((AFrtra—R] & [HLRFVAFLELE—RA L
VUL VR AFALE LR —RF N T A T [T 77 ) a—b
etV oLa] o 1fUEEFATLIHAEICH, TL, EnEThoffEHED)
(BT D EAEENRE SN TV D, SROEMERZEFMOKEIL, [AF
taru—R | OFERAEELZHDZOORBEREEOLEIHRDI LD THD,

MC %, in vitroREBRTOE LT —FDEEL, b FREBYRH OSSNV EEREL L
BICERTHZ LICL VRN Db o0, FEMIZITE TEMEPIZEIY
SNDHZ ERHEINTND, MCIFEER &K OTEILIRF OBESRIZ L - TR S
LK, Fe, TAF LR —R ] HEROEIATF IV, LT U T LKA
2 ) —NLDIFELBEIZ, TAFLELO—R ] UANLDIELBE L HTHSIC
Ml EZONDZ D, BILATF A, HWILT R DLARRAE ) —)LDE
VBT DI T . MC OO REMEICET 23MEEZIT) = & & L,

MCi, BEANTELO—RERXE ) — L LIRSS NRWEE X T, £,
in vitro CIIEEFE LT —B OB LY MC ORENELT D WV I FERS, b
N CIEEWRHENZVEEL & b2 MC 28T 5 &SRR E N L
7o MC {HALMDSEINT 2 L WO RBRNBEON TR Y | BENT MC OWERE{L
THZLITEESNDA, BER L MC DIF & A ST S U #E I Ha S
nNnEEZ7,

MC (C T E MR & LT,

F720 BOAEIX RV E W LT,

RERGFEEIZOWTRBAGEZ RS LR, 2R LULERERGERRITIET
—HEOAOHBRTH DL Eoh, BHEFMAERLZHTE T, ZNH0RER
N NOAEL ZRODHZ EIXTE o Tz,

ERER A B ORBRAGEZ RET LIoER, 7 > b 3 UATEEERBROBERIC
#,-73%, MC ® NOAEL #RxEHAETHD 5% bHHE L, 690 mg/keg (KE/H &
L7,

t MZBITHHREIZONT, AEERIE, MC 1.75~10 g/ \/B ZBE S 55
BRIZEWNT, EEOEER OHHERBOEIMNARBO bzt oD, MC 250 mg/kg
RE/A (17.75~21.25 g/ \/H) ZEBERIE 53R TIL, BHEFIEEERITER
BN oT=Z LD, B MY MC 250 mg/kg AF/H % 23 ARHER L T HEME
FEIIFEO L LT LTz,

AEERFHAEICESHFTIE, SMTEEOHAAND MC EHRET 0.85
mg/ N/BTH D, SWDFEREELEIC LN, TAFLELr—Z] OFEHEIC
BT oHEZHIBRT D2 Z LXK, —REM~DEREEMNAEREIND Z L
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5, BRIZBWTHLXRELRCENHEEINDAEENRDH S EIRTE L., @R A
B Clddb s, ARICEBIT HAHBERLIERDO MC O—HEREZLZ, KEIZE
7% MC KO HPMC O&AHEREHFMEL R CETH S 1.1 mgkg AE/H & H#
L7

AZELIT, MC IZiTEEHEN <, ADI 2R ETCEH ¥ LT, £ LT,

(7) FEREMENRIERZ O MC OEFREX, BRZ2EES Y TEH 57, 1.1 mg/kg
{ZIKE/EI LHEE SN D Z &

() MCIXIZEAERIN S 72N &

(%) k& M) MC 250 mg/kg AH/H% 23 HEER L THEMEREITEOONT
W &

(=) 7v b 3HRAFEBEERBROKEHED 5% 6H M L7z MC OERETH
% 690 mg/kg AHE/H £ TiX. EREMICEBWVTEEEENTEO LTV RN
ok

Mo, TAFveELrE—2 ) DRI E L CEUVICER SN DEE. eI
DI NEZE 2 BiL, ADI ZHFET DB &l L7z,

5
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<P : BEFR >

&R AR E

CHL F ¥ A =— AN LA L —iR M

CMC-Na | Sodium Carboxymethyl Cellulose : 7 /VRF T A F L/ —RAF K
UL

EFSA European Food Safety Authority : FRJN £ 22 4R

GMP Good Manufacturing Practice : & 1F f5& 8 &

GRAS Generally Recognized as Safe : —fXIZ&Z &L 72 EZND

GSFA General Standard for Food Additives : B HmTsMICET 5 a2 —7 v
7 A —RHRE

HPC Hydroxypropyl Cellulose : £ KX 7' E/LE/Lm—2R

HPMC Hydroxypropyl Methylcellulose : & R 7r bt /L AF /L0 —
A

MC Methyl Cellulose : X F /L&) —2A

JECFA Joint FAO/WHO Expert Committee on Food Additives : FAO/WHO
BRIV EMFRESE

SCF Scientific Committee for Food : FKJN & LA EEE S
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