REF—5y— b

Betamethasone (0.05%) Cream Formulation
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&S ETH: BEES: BiIEET A 2023/09/30
10.0 2024/04/06 1682147-00015 #EERA: 2017/05/17
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30 Hudson Street, 33nd floor
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04,/06 1682147-00015 MEAERE: 2017/05/17

AREE REHE:

P201 {EAATICEURERBBEZAFT S &,

P202 £ THREFTEFHAHEREIT HZ2FETMYHEbHENI &,
P260 ¥ CAE/ " HR/ SR/ BER/ ATL—ZRALL
W2 &,

P264 Btk WMRISEEHE K< HES 2 &,

P210 COE R ZERT B LT, SREXIFEEZ LA

Eo
P23 IREBE~ADBMEE®ITHZ &,

P280 {REFR MREKR RERE FEREERAIT I L,

CaEE:

P308 + P33 [EK EXFIXK EDBZLHH5E : EEIDZE
SEREETEZITHT L,

P391 R ZEIINT 52 &

RrReE

PA05 fEfE L TRET H &,

B

P501 I, BHREARBIN-VEHRICEET S &,

GHS FEIZEZE L E WML DERB ST
HEEL,

3. MERUHSER

LEWE - BEVOR . REY
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(422 CAS &5 EHE (% w/w) BHRATREE
£S5

RrAS8L 8009-03-8 >=20-<¢=30

FHAAFNLLI ARV AL OFY | 541-02-6 7 7-475

b2

JaELySya—i 57-55-6 <10 2-234

E/RTFTUVET)EY Y 123-94-4 3 2-669

4-o00-3-AFILTz/—) 59-50-7 0.1 3-900

| Betamethasone 378-44-9 0. 064
I %1 C16-18 7La—)L 68439-49-6 0. 05 7-97
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 1682147-00015 EER B 2017/05/17
4. HREE
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215,
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EERELEEXZITS,
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FELUERBRE K UHZER <,
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BERADOFIZKREES,
HE=BERTHRIEEITED.
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EENEE2ITD,
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RAHDBERZE AT D=DITKEEET S
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 1682147-00015 MEAERE: 2017/05/17
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 1682147-00015 MEAERE: 2017/05/17

BERINF-KRITIBERT HRIICEKET S &,

27N TADOMBMNLEARL—L 3 Ik, ToP=FO
vhko—)L, @EUGEANERE. SULKRLES KLUVE
ZBREFIE. EXERFAER. EXRERLEERFIOERD L
Exa—%&EOCRENHYET.

123

RELGRERY D BEYESRILODVERRICAKTES,
BRELTRET S L.
BZLOAMAYEADHS,
EEDHEIZHE>TRET 5.

EMEZIEME D ROBREBEEEVOL LITRE LG
sRERL A

REGBRHFAEMH D OBESBULWHME - MRAGL,

8. [F<ERILRUVREIEE

EERRBICETIRIBRERR/HFRRE

D%, CAS &= BE (RER | EERE/EER | HHA
&) B HREE
3= X WN 8009-03-8 OEL-M (= X 3 mg/m* HAREERE
~) ¥ (B8R
)
FHIER: BAAME, TE 18 XE MIHLTELAMELD
LY TELIYMETHD. ZOEICHEINIYEIX, EFEWH
ENLD+REEENLHS.
TWA (R AR 5 mg/m* ACGIH
E)
E/RTTIVUEBTIEY Y 123-94-4 WA (IR AGE 10 mg/m* ACGIH
E)
TWA (FEIR = 3 mg/m’ ACGIH
E)
4-n0n0-3-AFJL7x/—JL | 59-50-7 TWA 200 pg/m3 (OEB NER
2)
HEEHYHIRE | 100 pg/100 cm2 AN ER
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) RER
AR RS
| HZFERYHIE [ 10 yg/100 cm* | FIEB
SMEERYOFTEEE EDEHBE
5% CAS & BiE (RER | EEREE/HRE | HA
%) i3
RILLTILTEFR 50-00-0 ACL 0.1 ppm A (BEE
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REF—5y— b

Betamethasone (0.05%) Cream Formulation

RE= WETH:
10.0 2024/04/06

BBES
1682147-00015

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERL A 2017/05/17

=E)

OEL-M

0.1 ppm
0.12 mg/m®

AAERME
22 (SR

E)

HEEHR: SEREMEYME, F28 ABICHLTEE - CBMEN
AHdEFEAONLIYE., REREMEYME F18 ABITHL
THLANICREELHIME., EVAYE,
ShEHME, FHIONLEBEM+SGHMET, EFHRH LD
AREMTHOA, BMERERLLDRA+TITHS.

(552 B AL (25248

OEL-C

0.2 ppm
0.24 mg/m*

AAERRE
P (HER

E)

HMIER: SEREEYME,
AHHEEZONLIYE., REREMEME F153H ARITHL
THLNMIBEMNHLIME., ENAYE,
SNHMER, FHIONLEEM+SEMET, EFHRLH S DL

B2 AR LTEZ L CBAEMK

B 28 A IZH5E
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STEL 0.3 ppm ACGIH
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MLA. SR, 3 LLEZ7AYVIVICENERSE SN D
AN H S BZEE. T2 —X—ILFH LLFZDEID
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation #+ ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
10.0 2024/04/06 1682147-00015 #MEERL A 2017/05/17

RERVEHRDORESR
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REF—5y— b

Betamethasone (0.05%) Cream Formulation

Apuhlic

-5 ORGANON

RES ;ETH: BEES: BiIEET A 2023/09/30
10.0 2024/04/06 1682147-00015 #EERA: 2017/05/17
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RISt RIGHERE L TIEAESIALGLY,
LR EH BEDIRETIEIRE,
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ATIEREBRREMEEGMERRT S EAH S,

BOBRILERIERIST S ENDH D
SR CASENBERYMNER SN D,

WTHEREENE MELZL,
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REF—5y— b

Betamethasone (0.05%) Cream Formulation

Apuhlic

-5 ORGANON

&S ETH: REES: BTEZRET B 2023/09/30
10.0 2024/04/06 1682147-00015 #EERA: 2017/05/17
5
RhkOoF4 LA
2EEME (E0) LD50 (5 k): > 5,000 mg/kg
7% OECD HERH A FS 4 > 401
BE: BT spwanroFont=-7—42c&E3<
AaMEEE (BR) LD50 (S v k): > 2,000 mg/kg

2EFEE B0

atsEE (RkA)

2EEE BR)

2EHEE B0

2EEE (RA)

2EEE B

2EEE B0

2EEE BR)

4-o0RA-3-AF)LTx/—)L:

JoELrydya—):

E/RTFTIVUBTIERY !

HiEk: OECD ;T%ﬁﬁ"f F%ffz 402

Ly,
#%E: LT 2MEILF

FhAAFLLZOAR A OXFY .

LD50 (5 k): > 5,000 mg/ke

LC50 (T v k): 8.67 mg/l
BREERFR: 4 h

HEBRRE HMLA/Z X+

7% OECD RB&RSA A K54 > 403

LD50 (%4 ): > 2,000 mg/ke

TERAD M COMEELFREEVIZEDOKRES

LY,

LD50 (5« k): 22,000 mg/ke

LC50 (T v k):> 44.9 mg/|
RREERFRE: 4 h
HEBRRE MLA/IX b+

LD50 (*4%): > 2,000 mg/ke
TEAAD M COMEELITEEMIEE
L\

LD50 (S v k):> 5,000 mg/kg
7% OECD SRE&RH A K54 > 401

WMEDKREE

BHITE

bhf=T—2IZED<

edF¢::d

AR

B BT SPEM ST ONT—RITEDL

LD50 (5 k): > 2,000 mg/ke

wE BUTIVEN/ONIT—FIZEDIL
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REF—5y— b

Betamethasone (0.05%) Cream Formulation

R ZE =
10.0

;ETH:
2024/04/06

BBES
1682147-00015

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERL A 2017/05/17

2EHEE B0
2EFEE (RA)

AtEE @R

Betamethasone:
asEE (o)

asEE (RkA)

I k&+24EC16-18 7)La—)L:
=tsEt &M

REREE /Rt

LD50 (= R): 600 mg/kg
LC50 (5w k): > 2.871 mg/|
IREERERE: 4 h

RERRE MLA/ZX b

LD50 (S5« k): > 5,000 mg/ke

LD50 (5w k): > 5,000 mg/kg
LD50 (¥ R): > 4,500 mg/kg

LC50 (T v k): 0.4 mg/|
BREERFR: 4 h

LD50 (5w k): > 2,000 mg/ke
HE BT IPEMTONT—RIZEDL

FIRARREGERICEDCRY DETELRL,

B4

RhAS 32 L
i
Hik
fER
3

2
#ER

JoELrySya—)i:

2
A&
R

E/IRTTYVUBTYEY Y

"E
el

A
OECD FHBRA A K51 > 404
RERIHL

BT MEMGHEONI=T—RIZEDL

FAAFLLI ARV AL OXFYY:

A
RERIHGL

S
OECD FHBRA A K51 > 404
RERIE G L

e
REERIE L
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
&S WETH: BEXE: RIEIZRET B: 2023/09/30
10.0 2024,/04/06 1682147-00015 MEERA: 2017/05/17

|liE= L LT AMENSBLNET—2ICEDL

4-0aA-3-AF)ILTx/—IJ:

& oYX

ik : OECD HERA A K54 > 404

fER D I~AEBEEMT S EEEBENH D

Betamethasone:

(= S

fER D BEORERE

T F¥S4EC16-18 ZILa—IL:

(= S

ik : OECD HERA A K54 > 404

fER D RERIEAL

e D LT AMELISBLNETF—2I2E DS

BIcxd 5 EELEEE /BRI

FIFETREAERMICE DR Y DFETEAHLY,

0%

RrOS54 L

(] Lo

fER D BBAOFIEAE L

Bk : OECD iXERH A K54 > 405

e L LT AMENISBONET—2ICE DL

FHAFILOIORVAIOXH Y.

(Ed S

fER ;. IB~NOFIEALL

JovvySy)a—):

2 oY E

fER ;. IB~NOFIEALL

pab: : OECD iERH A K54 > 405

E/RTFTIVUBTIERY !

(Ed S

fER ;. IB~OFIEALL

e L LT AMEISBLONETF—2ICE DS
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/09/30
10.0 2024/04/06 1682147-00015 #EVERL B 2017/05/17

4-oaA-3-AFILTx/—I:

(Ed LR

FEER D BRICRT A A HREE

Hik . OECD EXERA 4 K54 > 405

Betamethasone:

| & L S

fER . BAORIEAEL

T FE4EC16-18 ILa—IL:

(Ed Lo

fER . BAORIEAEL

Hik © OECD HERHA KS4 > 405

e L ST AME, SELNET—RICRS<

WoE R % 2% 1 4k S 1 B J8 IR

BEREE

FIFARTRERIERICE DR Y DETELLY,

PRI, 25 =X E T

FIFRTRERIERICE DR Y DETELLY,

5%

W= EFN

ERER A A T . BEa—S5—&%

EREDIRE D RISHER

& D EILEY R

R D et

e L BT AMEN BN T—4IZE <

FAAFLLI ARV AL OXFYY:

HERa AT © B v/ EEREEER (LLNA)
RED TR D RIS

2 DY HRA

fER =

JoEvrySy)a—):

HERA A T D RFIUIAE—Y 3 VERER
REDTRE L RIEYEA

[ DO EILEY R

HER =
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REF—HL— b

Betamethasone (0.05%) Cream Formulation

R ZE =

10.0

;ETH:
2024/04/06

BBES
1682147-00015

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERL A 2017/05/17

E/RATT7YVUBT)EY V!

RS2 T
CANER S
2

FER

(CEe

4-o00-3-AF)LTx/—)L:

A1 T
ANk S
2

TEAA

Betamethasone:

ANk Y
2
FER

I ¥4 C16-18 7)La—)L:

HEBRE AT

ANk Y
2
ik
#ER
&%

AR E R R

Ea—5—i&

£ 8 H

EILEY

=3k
BLTIMEMGTON-T—RIZEDL

IxIvAtE—aVEER
R & &ft
EILEY b+

AEIDREIERN S HEEDBHIEN KRS HrTaetE
(FEEMA D B o

¥R
EILEY bk
FLVREMEME

Ea—5—i%

R &AL

EIILEY F

OECD B&H A K> A > 406

(=45

T AMELILCBON-T—RIZE DL

FIATREAERICEDCRY AFETELL,

B
RO 3 L
in vitro TOEEEMN

in vivo TOEEEM

SRERZ A 7 in vitro ZEBEKEERER
R fE
BE BT 2pELIEONE=T—2IZEDL

HERAZ T WHEL B RMBR /N LEER (in vivo MifaE MR
E&)

B YvOR

B 520 EREREST

7% OECD SRE&RH A K54 > 474

R e
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 1682147-00015 MEAERE: 2017/05/17

#E: BLUT ELFON-T—2IZHEDIL

TFTHAAFLOYARE OXYY:

in vitro TOEEEM D HREA T MAEYMERV S EIREREZERER (AMES)
7% OECD EBRA A K51 > 411
R

HEER A T in vitro RBAKREEHER
7% OECD HBRAA K54 > 473

HR: =t
HERA A T in vitro BHEBYHRECTFERRR
HR: Et
in vivo TOEEEM D HBRE A T HELBMARMmMBR/MZAER (in vivo MifaEiER
;;) Zvk

REERE: RA FGER)
7% OECD FRERAA K54 > 474
BRI

HEER A 7 in vivo HELEEFHERR Z AULSFEH DNA &5k
(UDS) EE&

B Jvyk

BERE ]RA

7i%: OECD HE&RH A K54 > 486

R fEt

JoELrydya—):

in vitro TOEESME D BEBRA A T MEMERANSEIRERE RS (AMES)
R fE

SRERZ A 7 in vitro ZEBEKEERER
7% OECD HERAHA K54 > 473
R E

in vivo TOEEEM D HEBRA 4 T WELBYARMBR/MEEKER (in vivo MiRaE MR
E&)
B YvOR
B E5R: EREREST
R fE

E/RTFFTYUBT Y)Y
in vitro TOEEEM . RERA A T in vitro RBEARERE
A% OECD SRER S A K54 > 473
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ié%‘_ a :/_ F Apllhlic
Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30

10.0 2024/04,/06 1682147-00015 MEAERE: 2017/05/17

4-y00-3-AF)LT7x/—):
in vitro TOEEEMN

Betamethasone:
in vitro TOEEEM

in vivo COEEEMS

ATEMRRERRME - TEX A

vk

I kX C16-18 7ILa—)L:
in vitro TOEEEMN

BER
#E: BLUTAELFON-T—2IZEDIL

HERY A T MEYERAV S BRIFRALERER (AVES)
7% OECD HERAA K54 > 471

BRI

#E BLUTPELLFELONT—2IZEDIL

HERS A T in vitro HELBYHRECTFERAR
R
#E BLUTPELFELON-T—2IZEDIL

HEBRY 1 T WAEMERA NS EIFRALESER (AMES)
R

HEBRY 1 T WAEMER N S EIFRALEHER (AVES)
R

HERS A T in vitro HELBYHRECTFERAR
R R

RERA A 7 in vitro Z2BAERERKER
R B

HERAR 4 T LB AR MEBR /N LEAER (in vivo MifaE R
E®)

B:.YvOR

BERE £0

R AR

RIAE  ATEMIARALZERE LTHET S LIITER
A

HEBRY A T WMEMERAV S B'IFRALEHER (AVES)
7k OECD HRERAA K54 > 471

BER e

B BT SPEM ST ONT—RITESL

HERS A T in vitro MABMMILEE T LR
75k OECD BRI A K54 > 476

R Bt

%5 BT BWEN 5B DN F— 5 IE T
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RETFT—HRI— A
Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/09/30
10.0 2024/04,/06 1682147-00015 #E VR B: 2017/05/17
HERA A T in vitro 2B AEEHER
Hi%: OECD HE&HA FS 4 > 473
R e
Bz BT AME, BN T— 512K
A AE
FIARRERIBERICE DR Y HETELEL,
5
REOS54 L
& Sk
BEZIK RAHIAATEE
iR 25 e 2 &
FER fetE
Javvrydy)a—i:
iE AV
BEZIK RAHIAATBE
iR E R 2%
R =
HSTEEMY

BRADEZEDEZ N,
B4

RrhOS 3 L
IERICH S 8L

BEIRIC I B E

BRI A T AR/ REBHER YV )=V THR

B ovhk

BRERR. R AATEIES

R FE

& BT smELIEONE-T—FIZE DL
HERA2 A T ZRENB L UBEHKE

B Sy bk

TSR RIS ER

R FE

BE BUTIYEIEONET—2IZEDL

FHAFLOIORV A OXY Y

HERA2 4 T R A ES R ER
B oy bk
BERE RAGER)
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04,/06 1682147-00015 #E VR B: 2017/05/17
J3%: OPPTS 870. 3800
R 2
BIRORERE~NDFE D RERA A T M AES SRR
oy
REEK A GR)
J53%: OPPTS 870, 3800
R 2
JoELvySya—i:
EIRICH T HEE D HEBRAq T ZHREREESMRR
FEBTHX
SR RAAAVTESE
R 2
BBIROEE~NDFHE D R4 T SHINESLUBERE
. THX
BRI A AALTEEE
R 2
E/RATFTIVUBTYRY
EIRICH T HEE D ORERA A T HEHE/ABTERHRY ) —— ot RERSEMA
HEHEHER
oy

REER: RMAAATEIBE

7% OECD HERAA K54 > 422

BR B

HE BT IMENTONT—RIZEDL

BEROFEE~DEE D HRAq T AR/ FEEEURY ) o T EREEBSE A
HEhEHER
B oy bk

RERZE: RAAATZEE

7% OECD HBRAA K54 > 422

BER e

#E: BUT MEL TN -T—2IZHEDIL

4-oOn-3-AF)T7x/—I:

FIRIZR T 82 D HEBRAq T —tHAREESMHRAE
B Sy bk
BERE: SRAHRAATEBE
R e
REDHEE~DEE HERA A T B/ REBERV -V THER

B oy bk
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§ é 7-‘_ a :/_ F Apllhlic
Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30

10.0 2024/04,/06 1682147-00015 MEAERE: 2017/05/17

RER®: RAFAATEBE

I ¥4 C16-18 7)La—)L:

HEENERSYE (EEIXCE)
FIRTTREERICE DR Y DETEAHL,
5

4-700-3-AFILITx/—):
| A D RREAORBDOEE N,

FERMRBSTE (RETCE)

R B
Betamethasone:
BIROEE~DEE - k=
BRERK AN
FAFEM: LOAEL: 0. 05 mg/kg (AE
R BREM,  FELIBOONNT-,
B Sv bk
BRERK KT
FAEEM: LOAEL: 0. 42 mg/kg AE
HER FEMBOHLNT-,
B.YvOR
REREK AN
FHEEM: LOAEL: 1 mg/kg AE
HR . FEMZBOONT-,
$BEHESE-7ERAAV R . IMEBRICKDERBADEE

ENHEIZH D,

FIRICK 3 588 D HEBRAq T HAREESMHRER

B oy bk

BRI REEAM

R e

BE FEUT2MELIEONET—2IZEDL
REODRE~DZE D BB T HRAES R

B oy bk

BRI RIS

R et

B BT SPEM ST ONT—RITESL

RHIcH=5. XERERFICLHEF RTER RER HA, KWER LE 2T OEE
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
&S WETH: BEXE: RIEIZRET B: 2023/09/30
10.0 2024/04/06 1682147-00015 MEERA: 2017/05/17
5%
Betamethasone:
"&Wﬁ% L NTER RER DA MR DR BT
TEAAD R D RECH-5. NIREFCEIZEIBESRDES,
RERESH
5
RrOS54 L
2 Iy b
NOAEL : 5,000 mg/kg
REZR D MARAATEEBE
PR EE B 2 &F

FHAAFLOY ARV E S OXY Y.

(i Doy kb

NOAEL : 1,000 mg/kg

LOAEL : > 1,000 mg/kg

bR 2 D EBRFHAATEEE

ik . OECD HERHA K> 4 > 408

JoELrydya—):

& Sy bk AR
NOAEL : >=1,700 mg/kg
BREZR D ERBRAATEEE
IRERRE D2 F
E/RATTIVURET)RY !

[ DSy k

NOAEL : >= 12,500 mg/kg
BEZ% D ERBRAATEEE
IR ERRE . 84 Days

= ALl AMEMSBLON-T—R2IZE DL
4-o00-3-AFITx/—):

[ R S

NOAEL : 200 mg/kg

LOAEL : 400 mg/kg
BE5ZR D ERBRAATEEE
3| . 28 Days
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES HETH: BIARE BTEIZETH: 2023/09/30
10.0 2024/04/06 1682147-00015 #EERA: 2017/05/17

Betamethasone:

(& LR

LOAEL : 0.05%

bR S D RISEM

PR EE B : 10 -30d

ZROME RS D NTER RER BR

2 AV S

LOAEL 0 0.05%

B E5RH% D RIEEM

PR EE B 8 @

ZHfE 2R )

2 WY R

LOAEL 0.1 9%

BERH® D RISEM

IR SR 8

ZHfE 2R )

[ N

LOAEL . 0.05 mg/kg

b aE ) = qu|

IR E SR . 28 d

ZRONE RS DMk, MIRR, BT

IbFX{C16-18 7ZJ)La—)L:

& D 9wk

NOAEL ;> 100 mg/kg

EaE ) D ERAAATEES

PR : 90 Days

Hik . OECD &=HE&H A K51 > 408

e LT AMEMSBLON-T—2IZE DL

BZAREN

FIFATTEELIERICE DR Y DEETELLY,

AEIZH T HREBEER

5

Betamethasone:

%A D RS BT

RS COEK: BRI RIEM
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A: 2023/09/30
10.0 2024/04/06 1682147-00015 #E VR B: 2017/05/17
12. BIBREER
$REEH
s
REOS54 L
As : LL50 (Pimephales promelas (77w kAw KI/)):> 100

mg/ |

IREERFRE: 96 h

HWERYE: KEE S

7#i%: OECD HE&H A K54 > 203

fmE: AT mELIT/ONI=T—2IZE DL

SOUOEOKEESHSY © EC50 (Daphnia magna (743> 3)):> 10,000 mg/|
IZX9 HF M BEEERFRT: 48 h

WERME: KHEE D

BE BT 2mELIEONET—2IZE DL

B KEEYICHT H5F M ¢ NOEL EFERE (2) (Pseudokirchneriella subcapitata
(#%:%8)): >= 100 mg/|
RREEEERE: 72 h
WERYE : KIEE S
A% OECD HERH A K54 > 201
HE EUT2PEIEONET—RICEDIL

SOVIEQKEREEHEY © RAXEZERE (Daphnia magna (A4 32>3)):10 mg/|
X9 B EMH (BHESH) BREEAFR: 21 d

BERE : KIEE

% BT s2mELIBONET—2IZEDL

FHAAFLLYARVASOXY Y

aEn : LC50 (Oncorhynchus mykiss (=< X)):> 16 ug/l
BREERFR: 96 h
& AMERFEICEITH2EHEL

SOUEQKEEEMEY © ECS0 (Daphnia magna (FAI2>3)):> 2.9 pe/l
[Ixtd BEMH BREERERT: 48 h

7% OECD HERH A K54 > 202

5% AEERFEICESTLIEHEL

. KEEWIZT 5E M ¢ ErC50 (Pseudokirchneriella subcapitata (#&%)):> 12 u
g/l
AREE R 96 h
Fi%: OECD HEEAHA K541 > 201
HE ARERFECS TI2EMHEL
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R ZE =

REF—5y— b

Betamethasone (0.05%) Cream Formulation

;ETH:
2024/04/06

BBES
1682147-00015

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERL A 2017/05/17

RSN (S

SOVIFEQKEERHEY ¢

X9 BEME (BEEN)

MEMIZHT HEME

JoELySya—)i:
y: &k

SOVFEQKEERHEY ¢

X9 5F M

L KEEYICHT HEN

SOVIAFEQKEERHY ¢

[Txd HEM (BHEEN)

WEMIHT HEM

E/IRTTYVUBTYEY Y

aEN

SOVAFEOKEERHTY ¢

(s e aeY=—3 3

EC10 (Pseudokirchneriella subcapitata (#k%)):> 12 ug/l
BREREFME: 96 h

7% OECD FRERA A K54 > 201

&% AMERFBEICETLEHEL

BRRESZEEE (Oncorhynchus mykiss (Z¥<X)): 14 ug/l
BRFERFRA: 90 d

7% OECD ERB&RA A K54 > 210

#E BAEERFECSTLIEHEL

RKRESLRRE (Daphnia magna (A4 3I2>2)):15 ug/l
RREERERE: 21 d

A% OECD HE&H A K54 > 211

HE ARERFECSTIEMHEL

EC50: > 2,000 mg/|
BREERFR: 3 h
ik B EAES 88/302

LC50 (Oncorhynchus mykiss (=< X)): 40, 613 mg/|
RREERFRE: 96 h

EC50 (Ceriodaphnia dubia (2 <> 3)): 18,340 mg/|
RREERFRE: 48 h

ErC50 (Skeletonema costatum (iEi¥IEEE) ): 19,300 mg/|
BREERFMA: 72 h
7#i%: OECD ER A K54 > 201

RAEZERE (Ceriodaphnia dubia (X >3)):13,020
mg/ |
BREERFMA: 7 d

RAESZERE (Pseudomonas putida (Ya—KFEFR - TF
A)): > 20,000 mg/|
BREERFMA: 18 h

LL50 (Leuciscus idus (a1 ®—7&)): > 100 mg/|
BREERFR: 48 h

&% BT MEIS/FON-T—FITEDL
EL50 (Daphnia magna (A=< >0)):> 32 mg/l
BREFERFRA: 47 h
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
WS BETH: BEES: BTEIKET B: 2023/09/30

10.0 2024/04/06 1682147-00015 #MEERL A 2017/05/17

ik ¥8H 67/548/EEC, Annex V, C.2.
7% BRERFEICE T H5EMHEL
BT IMEMG/ONI-T—RIZEDIL

R KEEWITRT BEM  EL50 (Pseudokirchneriella subcapitata (#E)): > 100 mg/|
RREERERE: 72 h
WERME : KIEE S5
A% OECD SRER A A K54 > 201
BE AEERRBIZST55HEL

NOELR (Pseudokirchneriella subcapitata (#k%)):> 1 mg/|
BREERFR: 72 h

HERME: KEE S

7% OECD RERA A K54 > 201

%% FMERFBICETEIEFHEL

SOVIEQKEREEHEY 0 RAXEEZERE (Daphnia magna (FA 32 >3)):> 0.22
[Ix9 BEMH (BHESMN) mg/ |

BREERFMA: 21 d

A& OECD SRER A K54 > 211

&% BREERREICHTIEMHEL

BT 2MEIS/ONT—RICEDL

MEMICx T 55 : EC10 (Pseudomonas putida (2 —FEFRX - TF4)):> 1
mg/ |
BREERFMRE: 18 h
w5 BT IMEL/FONT—FITEDL

4~/ 00-3-AFILTx/—I:
y:Eis : LC50 (Oncorhynchus mykiss (=Z<<X)): 917 ug/l
RREEEERE: 96 h

SOUOEQKEESHEY © EC50 (Daphnia magna (A4 32 >3)): 1.5 mg/l
X9 &M BREERFRE: 48 h
A% OECD SRER A K54 > 202

TR KEEWIZRT BEM  ErC50 (Chlorella pyrenoidosa (Y ALS-EalL/ A K
)): 15 mg/|
RREERFRE: 72 h
7% OECD ER S A K54 > 201

EC10 (Chlorella pyrenoidosa (Y AL S - EalL/ A KH)):
2.3 mg/|

BRI 72 h

7% OECD FRERA A K54 > 201
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R ZE =

REF—5y— b

Betamethasone (0.05%) Cream Formulation

;ETH:
2024/04/06

BBES
1682147-00015

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERL A 2017/05/17

M-o7545—keBEEE
tt EH (R )
X9 BFE (BEEN)

WEMISHT HEMN

Betamethasone:

X9 BEF M

BB (BMHESM)

X9 BEME (BIEEN)

-0 79 %— (KEREFS
tt RE (8% )

I kx4 C16-18 7)La—)L:

BEN

SOVOAEDOKEESHEY

(s e aY=—3 3

SOVaAEDOKEESHEY

SOVIAEOKEESHEY

S KEEWICKT BEM -

SOVIAFEQKEERHSY ¢

1

BRANESZEEE (Daphnia magna (X743 >2)):0.32 mg/l
AR R 21 d
A% OECD HERAH A K54 > 211

EC50: 22. 86 mg/|
BREaRFf: 60 h

EC50 (Americamysis (7 A ')A I R)):> 50 mg/l
IREERFR: 96 h

EC50 (Pseudokirchneriella subcapitata (#k%)):> 34 mg/|
BRERFE: 72 h

7% OECD RERA A K54 > 201

w5 BREERFECS TLIEHEL

RAEFERE (Pseudokirchneriel la subcapitata (#%)):
34 mg/|

BREERFME: 72 h

7% OECD E&H A K54 > 201

&% FMERFBICETEIEHEL

ANEZERE (Pimephales promelas (77w kAy KX/
2)): 0. 052 mg/|

BREERFMA: 32 d

ik OECD E&H A K54 > 210

BARESERRE Oryzias latipes (F1A44)):0.07 ug/l
RREERFRE: 219 d

#i&:OECD ER A K54 > 229

RAEZERE (Daphnia magna (A2 >10)): 8 mg/l
BREERFR: 21 d

7% OECD EE&A A K54 > 211

1,000

LC50 (Leuciscus idus (24 M—F&)):> 1 - 10 mg/|
BREERFME: 96 h

EC50 (Daphnia magna (F# =3 <>3)):> 100 mg/|
AR EE R 48 h
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 1682147-00015 MEAERE: 2017/05/17
" e BT IMBE,I LB ONET—2I28 TS

BEY - ofEY

5%

REOSH L

HE R R ZEETIEALL,

EofE: 31 %

IREERERE: 28 d

7#i%: OECD HE&H A K54 > 301F

BE EUT2MELIEONET—2IZE DL

FhAAFILOIORYA S OXFY .
R DR So@ETIEAN,
E08E: 0.14 %
MR 28 d
Hi%: OECD HERHA FS5 1> 310

JoELySya—)i:
RS L KR SofEk,
H£0fE: 98.3 %
REEERER: 28 d
7i%: OECD RERH A K54 > 301F

EJRATTYVUBT)EY !
SR D WBR ZoEE,
BE: FELTd2mEIOELONE-T—2IZE DL

4-oOn-3-AF)T7x/—I:
E RN D R SR,
E0fE: 78 %
RREERER: 15 d
Hi%: OECD &HE&H A FS5 4 > 301

T k%1 C16-18 7ZJLa—)L:
SN L ORR BN,
E0fE: > 60 %
IREEEERE: 28 d
7% OECD HE&H A K54 > 301B
EE BT mEIBONT—2ICE DL
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REF—5y— b

Betamethasone (0.05%) Cream Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
2024/04/06 1682147-00015 #MEERL A 2017/05/17
EHERE

B4

FHAFILOIORVASOXHY:

ERERN

n-4%o %/ —IL/ KOERE

(log &)
JoELySya—i:

(log &)

E/RTFTIVUOBTIEY L

|m¢99/—w/mﬁm%#:

(log &)

4-o00-3-AFI)LTx/—)L:

HERERNE

n-#A%9 %/ —IL/KDERER

(log &)

Betamethasone:

n-#A%9 %/ —IL/KDERER

(log &)

I ¥4 C16-18 7)La—)L:

HERERNE

n-#%o%/—IL/ KSEFRH

(log {E)
TEPOBEE
T—A7%L
FTIUB~DOHEH
FEZS
toEECE
T—27%L

n-4%o%/—IL/ KOERE

72: Pimephales promelas (77w kAw K3/ )
EWiE#mEEF (BCF) 7,060 - 13,300
7#i%: OECD HE&H A K54 > 305

log Pow: 8. 023

log Pow: -1.07
ik BELSFRA| (EC) No. 440/2008, +/EZE, A8

log Pow: 6.1

#&: Cyprinus carpio (34)
$¥EMmEF (BCF) :5.5 - 13

log Pow: 0. 477

log Pow: 2. 11

& A58
EWiRmERF (BCF) : < 500
BE BT 2mELIEONET—2IZEDL

log Pow: > 4
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/09/30
10.0 2024/04,/06 1682147-00015 MEAERE: 2017/05/17
13. BELDOIE

BEARE

BREEY D A BBAORAIZRENLST S,

BEME T KAEEH L TIE G S AL,
ERRBRR UL L EOBRBE. UYL LEEEEOHIC. BAES

BEEYVLEXREICRRT S,
FICHEENEWNMES, RERAGRELTEET 5.

14, WX LDERE

I Bl
R _E #61:% (UNRTDG)
EEZES (UN number) : UN 3077
E&E#ix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name)
(betamethasone)
E&E 5 #8 (Class) 9
BB %R (Packing group) o111
Z ~)L (Labels) 9
REAEH .
fii 22%6;% (IATA-DGR)
UN/ID #%E (UN/ID number) : UN 3077
E&E#ix4 (Proper shipping : Environmentally hazardous substance, solid, n.o.s.
name)
(betamethasone)
E&E 5 #8 (Class) 9
BB/ (Packing group) o 11
Z ~)L (Labels) :  Miscellaneous

WatEr (EYH) (Pack- : 956

ing instruction (cargo air-

craft))

WaiEr (REH) (Pack- : 956

ing instruction (passenger

aircraft))

REFEM .

#5_E#i% (IMDG-Code)

EEZES (UN number) : UN 3077
[E&#%£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (betamethasone)
E&E 548 (Class) )

BEZE M (Packing group) o111

Z AL (Labels) © 9

EmS O2— F (EmS Code) . F-A,S-F
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 1682147-00015 MEAERE: 2017/05/17

BESEYE EZS - EZD)
(Marine pollutant)

MARPOL 73/78 MiEE I1 BV IBC 3 — FICL B IEOHAME SN DR AEME (BB - EHKH)
e SN KEBORFITITIEZSE,

]

=110}

Bl PR
EoREDERGIX. ]HE 15258 I 5.
A DR EHE

CCICRBEATLIEES T, FROBMETOLOT, KRRET—2 2 — FOFRTHRHGS
NEESICHABESN-MHEOFEDOAITEDIVTVET, WX, REFE. Nvr—oH%
A4 XEMBOMAORUDEEICLY, EEEIDAREELHYES,

REFLHERHES DM

15. ERZES

BE LR

HBhE

BRI, AT BRI EMASE, (3000 045 5 L)

(373

BEEILEYE

[e%4 5
Jony—1, 2—CFH—)L 106

[a— (FIFIL (C=16~18) ) —w—EFEFIRY (FF2xT 250

Br—1, 2—4)) RlFa— (FILF5=ZIL (C=16~18) ) —w
—erFOXIRY FFPTHEU—-1, 2=DA)) ]

FBRE/LEE

BEFNRLSILIAED

JEER

BEDHTERITHINEZHED

JEER

BEEENLEHARYME

JEER

ERFEDEH oM=L EWE (BRFLEYR)
EH

ZEREORBH oh-LEWE (HFREHEFHE)
EH
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ReF—8L— A
Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 1682147-00015 EER B 2017/05/17
‘ BAMELBAITREREVRUVUEEY
EEDLSTEMD 2 FEITHAMRE9
x4 EHE (%) %
K505 % L >=20 - <=30 2026 % 4 A 1 B
2244668810 10-FAAFILISY 50-<10 2026 & 4 A 1 BLE
ORYA S OEH
TAaRT—1. 2—SH— 0 2025 % 4 A 1 BLK
5003 AFLTx/—I 50-<10 2025 % 4 A 1 BLK

AHEERTIRELRVRUVEEY

EE ST & BITSEE 18 %)

=23

kel

RTOZ% L

2026 £ 4 A1 BLARR

2,2,4,4,6,6,88,10,10-TAXAF)ILL AR A2 O0F%H

2026 £ 4 A1 BLRR

Jany—1, 2—CFH—)L

2025 4 A1 B

NABRKEDE (HBRSEERAESTTED2)
EEE

HELEMEREETERA

JES% Y

R EFRRAI

JES%Y

m7IILEIénhEFREA

e Y

AHBRFIPEFRRAI

e Y

FEBREMEEIRTS - WRE— (EEY)
JESL Y

EVE URIYMEIESE

JEE% Y

¥ YEHEHIRESEREE

JESL Y

BEHRABRRE

JES% Y

P& £ 20508 S

JES% Y

Y g e

EIRAIE 2, IERBEMETRIRE 1 AEEYE
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04,/06 1682147-00015 MEAERE: 2017/05/17

s
FEITHRAIEE 194 FRIRMETIRE 11 TOMODAEY
BESRFRUBLEEOMILICEY 5EE

(£ 5 iEHEE : ERAMBEIZIFZLE LA
G TpeS D BEELME
FREE R U1 F P S
FMERBHERY (@ - @A)
JES% Y
BEREMBAERE @dE - @A)
e Y
EXDONEBE VERICET 5%
EXREY
COHBOBSITDODVWTEEAS ORY M) —~DEBEIFR :
AICS CORE
DSL L ORE
IECSC CORE
16. FOHD1EH

ASDS [CHEVNWTHBZEREZDBHNMRNEDRENMERTDERIL. EXMETHIEEE
BHEYT

5| B >k . BHE#MIT—4. EHMESDS I2®H I F—%4 . O0ECD eChem
R—R2ILE I VERMIEEYMER http://echa. europa. eu/ D&
RIEE

URIN—=2a UL ERSNEBEBRFANETE 2 AR THRARTIATLES,

BftZ2+—<v b+ . #/RA/H

ZTDHDREEED £

ACGIH © XE, ACGIHPRSFBIME (TLV)

ZEE (EEEE) D EEIRIBEMMAE, BEEEMEIES

BAEZFESRS FBRE | BAEEXHEYS HABFEEZOEHE -1 tEYEOHREE
)

ACGIH / TWA o 8 HfE. BEREANETH

ACGIH / STEL D EERRERR

RENE (EERBE) /ACL . BIEREE, RERE
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ReF—2U—F A

Betamethasone (0.05%) Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
10.0 2024/04/06 1682147-00015 EER B 2017/05/17

BAEEHLERZE (FBE L HRBEE

) /OEL-M

HAEEGEFZE (FEE D BAREBREE

) /OEL-C

AlIC - A—RXR FSUTDIELERA AR M) ANTT - TS5 DIILEREERKE, ASTM - X
E#M RGBS bw - (KE; R - A, ZEFRE. £ESEENHLESNLIME: DIN -
FaUBRBHaEE: DSL - ERYMEY RN (BF%); Ex - FED XWORIEEREFT EEX
bNBDRE, Elx - FED XIOREERIFT EEAONSER/EES, InS - REKOR TP
—JL; ENCS - L FTZEDEEFLEME) X b ErCx - FED XUORIGERIFTEZEZLNDK
R&R RG - BRI OF5IE; GHS - HRAMI X T L GLP - HEREkHEE, [ARC - EIR
DATRZTHEE, [ATA - EEMZEERS, IBC - BRIEFHDOESHEEEXZD-HDOMMOEE
BRURKICE T 2EFRRRA; 1050 - 50%EFRE: 1CA0 - EFREREMZEME: [ECSC - hER
FeEYEAE: INDG - ERELERYMBRIE IN - ERESEHE. ISHL - FsBRE/EE
(BA); 1S0 - EFRZE/LHME. KECI - REBRFLFHMERK: LC50 - 50%EHILIRE: LD50 -
50%HEE (FHHEE) | MARPOL - MMHICK BFRDMHLD-HDEMRER: no.s. - #I
mAMBARSIN TS LD ZERRC: Neh - FUHAL NOWEC - EEFMHHZERE, NOAEL -
BESZMHZEL AL, NOER - BEAEHZELRTEIS. NOM - A X2 a2XRA NTP - REE
REMTOT 5L NZIoC - Za—D—F v MEEME AR, O0ECD - ZFH HEASMEME, OPPTS
- LEMER M - AFHIER: PBT - #OMRMEN - ARBENE - HEMEWE) © PICCS - 7
1 VELEMEA oAV ) —; QSAR - (EEH) HBEFMHER. REACH - LEHMEDE
$x. EFffi. 3B WA KL UEE (REACH) IZBI¥ H#RAI (EC) No 1907/2006: SADT - B imE5f#
mE; SDS - R&ET—2— b TECI - 2 A ICEAFDILEMED A oAU R TCSI - BIE(E
EMEA R M) —; TDG - fER¥E%E, TSCA - AEMERFE CKE); UN - E&E; UNRTDG
- BRESEIRYEZEES. VB - FEICHABRUFEICEERML WHNIS - ERGRKE
EMMERBRIAT A

CORET—RI—FUUAT TSDSI &0V5) TRIET HHF|MUT TRFEHI &0V D5) K. FEH
BERICENT., BHOKEOMH. BFHR. RPERDLETERTHLHEHIHLEZLDTY,
AERIT, HREOZTEGEEL., FH, LB, RE. Bif. EERVFERICETISHIF R E
LTOAERSNTEY . WA BSRIERIIREREEZLTHLOTEHY FHA, KIFHIE.
SDS DEEEZITTRESN TV AIRESNHAICEHTIIOTHY ., FZAHGAMORR EBAE
HET, XETOAPTHEASNDIBE. AXHITERNGVRY . BRICEE S GO ETREMS
AHYFES, AEBOERAEFSMICEV TR, FERRVHERZTEZERY 55HRIC. FRES
MORBRBERICETHEREMOBEY L EZEH T, FRESMUOERT 2HETORENKR
[CETHEAHBOEFEL. A, LE, RUOREICOWNT, HRBEWLET,

JP/JA

31/31



