ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/09/30
9.0 2024/04/06 1832935-00015 MEMERKE: 2017/07/13
1. {e2RERUSHHIESR
ILERZDEZ . Gentamicin / Betamethasone Cream Formulation

HficEORLAH. FRRUEEES

HBBOSHEEMN : Organon & Co.
eSS : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302
BEES © +1-551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREHEES © +1-215-631-6999
HEAZRUEREOHIR
HAE A& D EEH
FHLDOHIE COIEERE

2. BRAELEOEY

{2 R D GHS 5%7

NS . R4 1B

BEEMESRSE (REIEC @ EH1(RTERK RER HA, BR 07 2T
=)

KERBEENE BEH (& D RH2

%)

KERFEENE RY (8 D Ra

%)

GHS SARILEFHR

BRRXIED VR : % %|
EEMAEEE D fEkR

fERAEEHIER : H360D FAIR~ADEZZEDH Fh,
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
9.0 2024/04,/06 1832935-00015 MEMERKE: 2017/07/13

H372 REIcH =5, RIIRERBZICK HhEH RTER *
&%, @A, MR MR 2% ORE.

HAO1 JKEEMIZF M,

HA10 REAMMGERIFLEC K > TKEEMITERE IR VS,

FEEE : .
RERE:
P201 EFARTICEIRRBAZEZAF TS L,
P202 £ THREFTEFHFAHEBIZFETMYHEbENI &,
P260 3 CAE HA/ A/ ER/ RATL—FRALL
o &,
P264 Rk WMEITEEE K <KD 2 &,
P20 COEL R ZFERAT AL TIT, SREXIFEELZ LGN
to

P273 IRIE~ADRHZERTBH &,

P280 {REF R MREKR RERE FEAEZEAT I L,

CaEE:

P308 + P33 XK BRIFIELK BDBEEHLHDI5E  EEIDZE
SEFEETERITSH

P31 R ZEEIURT H 2 &,

RrE:

P405 s L TIRET S &,

B

P501 B, BREARIDINE-NEHRICEET L&,

GHS I Y LB WMbDERAESE
HEREL,

3. MERUHSER

LFME - EEHOX . EEY

%)

%4 CAS &+ B2HE (b w/w BERATERE
&S

XrkAS 5 LA 8009-03-8 >=10-<20

ACFESS: 8012-95-1 >0-<10

T rF1ECI6-18 7)LO—IL 68439-49-6 2.25 1-97

-7 n0-3-AF)ILT7x/—)b 99-50-7 >0-<10 3-900

|Gentamicin 1403-66-3 >=0.1-<0.25

|Betamethasone 378-44-9 >=0.025-<0.1
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
9.0 2024/04,/06 1832935-00015 MEMERKE: 2017/07/13

4. HREE

— BT KN R

RALF-GE

REIZFELI=GE

RBICA-B&

RARXATEBE

BEERRVCEREERDR

HLEELTRHIRER
BEEEEY 2EDRE

ERICR T D4REEEE -

EHOBEN., AT ChENWEEEIELICEEDLSE*
25,

ERMNRSICIEE. TLERHIHZBEX. EMDIETE
25,

WULVAATEIGE. IR EROGEFRA~BHT S,
ERELEEZ(T5,

EMLI-IGE,. BEBICREERITALZEDKTEVERT,
BRLEKRE L UHER <,

EBRNEZXZ(T 5,

BERAORICKREEXS.

HEBERIT DAICERITES.

FTRHEE S LT, KTRE®RET 5,

FEMNHY BT 2B EICXERLETEEREZIT5,
ARAATZIEE . BECHAELY,

EBRLEZXZ(T 5,

AKTOELLTT,

ERANDEZEZDE T,

EHlchH=5. RIIREBIECBIZLZEHRDESE,
MOMAERIELOREITEEFILL., #HEIN TSR
EREFERTHE, BEOWHRNENHZHEIE. BB 8D
WYL EANREEESEOC- L (JEE 8 23MH) .
IHBRERLIUREREEZITH &,

5 KKEFDHEE

B 75 K F

> TIXGE DR LVH KA

KIEE

it 7 JLa—)LEHE kel
ZBitxFk (C02)
R H A F

MR L,

BHEORIKRAEM ARFERERALTERERICGEEAH D,
RRERY~NDBREIREICEERIETEENH .

HERBERIEY RREIEY

BEDHKAE BIGORN & BIREICIE C AU GHKFRZRL S,
RAHDBRE AT H=DITKEEET S
TETHNIERBEI VT TFERKEEL ST,
RgMoRESEDZ &,

HRZEITSEDRE KKBFIZIE, BIXMRBEERT 5.
REEZHERAT 5.

6. RHFRDEE
AMKIZHT HEERER. RE © REERZEAT S
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Gentamicin / Betamethasone Cream Formulation i ORGANON

RS HETH: BEES: BIEIZZET B: 2023/09/30
9.0 2024/04/06 1832935-00015 #EERR: 2017/07/13
BRUVERSHEE REGIMYJZLNDT KN4 R (EE T 588B) L. AARE

REBEICHT HEEFE

HLADORVRHEDHFERD

2

Bo#RERICEN (BE 8 E3H) .

RE~OBHEZEITSHZ &,

ZEZEHRELTHL, IAPIEFELZLED D,
BRINERBFKEREL. 89T 5.

RENE LKERTELZMERIE, ABBKISERT 5.

ZENFEDE, BELDINERETROVERY ., #EYLESE
IZ¥L. BET D,

AR EHRE., BETIEICE. SMFEAEEIUVEDHR
Bl - TIEF B L, ZORBICFERASINE=WEIZDL
THEAHKTHD. ENRANEREINDINEHERT HIHEN
Hbd.

ASDSDIER 13HELVI5ZHNT, MABAAKRSLIUVED
ERFIOTHDHY

1. BREVERUVRELOIE

ks
BitTrx R
BRHR, EFEK

REMFKIEER

ffih ] 8
wmAEXE

FEBLERUVREREDEDRFEXRESHE,
THEMINTELGNGEE., BAAIREEEZFAL T2
LY,

RIEPKRIZAT AL,

MLA, B, AR, TR, ZRBLLLFERTL—%2RAL
HNZ &,

RAIAELELY,

AR&EDiEfZE BT 5,

BV RIIREZLCHES 2 &,
BISBREREDHKRICE DS, EEHOHERLUREHED
ETHREICHVVERYIRS &

BREFHLTECIE,

CHOEMFEFERATHEEFIC,. RBEXITEEZ LGN &
RNOEREMEZHILEL., RE~NOBEER/NMBRIZCTSH LS5
B9 5,

3|1
BEQOFEAPICIEEVE~DIE L EOTTREEL D DHE (X,
EEBFROELICTA IV ITVRTLEEIUREV Y
T—%#BBELTLIZELY,
FRAPIIHRBERUVREEFZILT 5,
FEINERKRITBERAT DHIKET S &,
T7o)T4OMBMEARL—2aVICE, To9=F7a
vho—)L, BUGEANESRE. BULKRLES LUVE
EREFIE. EXFAER. EXERLEERFOFERADL
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
9.0 2024/04/06 1832935-00015 MEERE: 2017/07/13
Ei—2E80C0ENHY FT,
gE
TEHRESEE DBEYESARILODWERRICANRTE L,
HEiERLTRET S &,
BEL-AYEDD.,
LEDHREIZH-TRET 5,
ERNE e D OROBRFEHEE VS L LITRE LG
sREL 1L Al
RELRBROEMH DOBIBUOHE:MRAEL,
8. X BHILERVREBEE
EREBICETIRLNRERA/HREE
5 CAS &&= B2 (REF | EHEE /EER | H#
E) EIEEEE
RFOS 4L 8009-03-8 | OELM(S R |3 mg/m’ BAEERA
b) pa (HER
)

HMER: BOVAME, 18] FE MIHLTESAELS
HEHMTEHIMETHS. COBRICHESINLIMER, EFH

£ 5 D+H R H S
TWA (T AR 5 mg/m’ AGGIH
)
N T4 Ul 8012-95-1 OEL-M (= R 3 mg/m’ BAREXREE
k) 28 (FER
)

HMER: BOVAME, 18] FE MIHLTESAELS
HEHMTEHOIMETHS. COBRICHESINLIMER, EFH

BN LD+REEENAH 5.
TWA (R AR 5 mg/m’ ACGIH
)
4-on0n0-3-AFJ)L7x/—JL | 59-50-7 TWA 200 pg/m3 (OEB i
2)
HEEY HIBR | 100 pg/100 cm2 RER
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
2)

s HlEER: 0TO0

Betamethasone 378-44-9 | TWA | 1 ug/m3 (OEB 4) | masp

SRR K

| HZFERYHIE [ 10 yg/100 cm* | PIEB

B R xR D RETOMBESVEETERVI ) 7DEEHOBRHZ
<O AT, BAYVOERISHEU G RTALELGY E
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RET—HFV—F

Gentamicin / Betamethasone Cream Formulation

;ETH:
2024/04/06

BBES
1832935-00015

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/07/13

RER
FEIR FRRER

TJA4NE—84T
FORER
ME

e
ROFER

RERVEHEDORER

¥ Bl VXS RTLNLORE], #HEaTFE YR
BEFEDTEDV—ADNEE2=AY K. R TELH
W&,

Ba. RXEBFVRREREST S, 20T
TEBEIRMBRECL YRS, GIPBERITHVERS L
PWENHYET,

[RAl. BABCKEETIEERY HHOBENTLESLY,

2/ B—XTAE R VR T LM IGIEMEERLET .

B R BAHFREEAFRATERWMES, FRE < EFR
THENA FSA D OHERANDIE L BARSNIZZEIE, FF
RREFREEZERALEL LS,
WHFRAEAEREASAOES 1T

GESAE

FREZETCERIAEERLELL S,

Y4 Fo—IL RFERERFEDL LIEZT—IILEEFRT 5,
FEREL L IIHEERICEROZVMRE, S X+, T 70Y
W ENRET HEEE. BRIV ILEERT 5.
MLA. SR, LI 7OYVILICEAEEES LSS
AR HBIBERIE. FJ—AL—ILFEL LLIZFDEHID
L7z —RBOTOTFIavEFBRLELLS,
A=T7A—LB LLIEEBREAI—FEFRALEL LS,
MEREMABHLEWVWESIZ, EESNDIZIRVICEIE, (K
FBEOH— AU brZEEBMLTEALELLS B, RY—T
Lyy, T702, BEFR, FIMETR—YHLE) ,
FBRINT-AREMD H IR ER CIEEILEY R AETIT-
TLEEL,

9. MEMETLFHEE

WEIREE

&

R

RhoLEs0WEDIE

AR BE R
BRAXITNE R RV HHEEEE

AIRE (BR. =KD

21)—L
TR L
TR L
TR L
TR L
T—32%GL

FIRDERMEE L THESA TGN
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RET—HFV—F

Gentamicin / Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

RES ETA: BERE BTEIZRETH: 2023/09/30
9.0 2024/04/06 1832935-00015 #EERK A 2017/07/13
aIRtE GRIK) T—27%L
BETRARVERLRR AIRER
IRHEEFDO LR/ AIRER 0 T—4274L
&
IREGEHEDOTR/AIATER : T—4274L
&
kM >93.3°¢C
NRRE F—A1L
pH T—A3HL
RRERE T—27%L
BARKMEE T—27%L
FHE
EFLE (BhEhTEER) T—27%L
BEE
KiztE F—ALL
n-4%4 4%/ —IL/ KD EZRE F—AL
(log &)
ERE T—27%L
FZERY/XITHENEZE
tbE T—R7%L
BE T4l
HRHARFE T—R7%L
IRFEAFE JEIRF
iR ks AB S XEEEMEME & LTIEDE I,
NFE T—AR%L
R4S
FFHA X T—R2%EL




ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
9.0 2024/04/06 1832935-00015 MEMERKE: 2017/07/13
10. REERUVRGHE
RIS D RIGHEEERE LTIESFEI NG,
{EERIREHSE D BEEOIRETIHRE,
ERAEERICATREE D RRIEREBREREMERERT A ENADH S,
BMUOBIEHE RIS 5o ENBH D,
BB E &M . B,
R fEE M E D OEBMER
BEREELNRERY D RBREEGSBERYIIM SN TNELY,
1. AEHIER
TEED HHRRRZFBOER © KISEM
£H
RICA-T-1B4&
SHEH
FIFATTRERIEHRICE DR Y DETELLY,
5%
W= EFN
amEe (&O) © D50 (5w R): > 5,000 meg/ke
J53%: OECD SAERH A K54 > 401
BZ AT d2mEMBOoNn-T—2IZE DL
SMSEE BR) : LD50 (5w k):> 2,000 mg/kg

7% OECD EHBRAA K54 > 402

TERAAV M COMEFLIFTEEYEIZHDORESHITE
LY,

#E BLUTYELSFLOAT—2IZEDIL

NS T 4 U

atEt (B0) © D50 (5 k): > 5,000 mg/ke

SMEE BR) : D50 (24 ): > 2,000 mg/ke
FERAAV M COYMEFITEEYMIAKEORESELE
Ly,

I %21 C16-18 ZILa—IL:

=2st D © D50 (Z v k):> 2,000 mg/kg
wE: BLUTYPELSFOAT—2IZEIL
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REF—5y— b

Gentamicin / Betamethasone Cream Formulation

R ZE = WETA:

2024/04/06

BBES
1832935-00015

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/07/13

AsEt @0
atsEE (RkA)

2EEE BR)

Gentamicin:
AEE (#&o)

2EFEE (RA)

AlEE (Z0MhORI)

Betamethasone:
AErE #@&O)

2EHEE (RA)

RERRE/RiEtE

4-aA-3-AFILTx/—I:

LD50 (w2 X): 600 mg/kg
LC50 (5w k): > 2.871 mg/l
MR 4 h

HEBRERE MLA/S X+

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

LD50 (S k): 8,000 - 10,000 mg/kg

LD50 (= X): 10,000 mg/kg

LC50 (5w K):> 0.2 mg/I

MR 4 h

HRIRE MLA/S R+

% CORAETEHRTIEFHEEIATLVEL,

LD50 (5 k): 67 - 96 mg/ke
REREE: FRIRA

LD50 (5 k): 371 - 384 mg/ke
BEZK HAN

LDLo (HJL): 30 mg/kg
BREZER: FRARA

LD50 (5 k): > 5,000 mg/ke
LD50 (%9 R): > 4,500 mg/ke

LC50 (T v +): 0.4 mg/I
BREERFR: 4 h

FIATREAERICEDCRY AFETELL,

5%
RrAT 2 L

"E
Fik

e

OECD EXERH A K54 > 404
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RET—HFV—F

Gentamicin / Betamethasone Cream Formulation

;ETH:
2024/04/06

BBES
1832935-00015

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/07/13

| $EER
sz

NS4 VH:
&
fER

2

ik
FER
(CEe

4-o00-3-AFI)LTx/—)L:

2
Ak
#ER

Gentamicin:
| iE
fER

Betamethasone:
| iE
fER

I %21 C16-18 Z)La—IL:

RERIH L

BT AMEMISHONI-T—RIZEDL

e
RERIHL

A

OECD EHEBRA A K51 > 404
RERIHGL
BLTIMEMGTON-T—RIZEDL

A
OECD HREEHA FZ 41 > 404
I~ABREEMT S ERBEND S

e
R DR BRI

e
R DR BRI

RIZHY 5 ERTREGE/RRIHE
FIATREAERICEDCRY AFETELL,

5
RrAT 32 L
i

fER

Hik

%

NS T 4 U
| iE
fER

e

RANDRIFG L

OECD FHBRH A K54 > 405

BT IMEMTONI-T—RIZEDL

S
RADRFG L
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
&S WETH: BEXE: RIEIZRET B: 2023/09/30
9.0 2024,/04/06 1832935-00015 MEERKB: 2017/07/13

IkFF4ECI6-18 7ZILa—IL:

(Ed LR

fER . IRBANORIEAL

Bk : OECD HERAH A K>+ > 405

e LT AMEIMNMSBLONET—RIZE DL

4-oOn0-3-AF)LI7x/—I:

(= S

fER D RIZRT A A HHEE

Hik . OECD sE&H A4 FS4 > 405

Gentamicin:

| i L =S

fER D BEORTH

Betamethasone:

(= S

fE R ;. IB~NOFIEAL

PRI, 28 B VE 1 S I3 B2 8 Rt

RIER{ENY

FIFAETRE A ERICE DR Y DETEAHL,

R 3% B VETE

FIFATTRE A ERICE DR Y DETEAHL,

5%

RO 3 L

RERA A T . BEa—5—&F

REDIRE D RIS EM

& CEILEY R

R Do

e D EMTAMmEMALBLONET—RIZE DL

I kX C16-18 7ILa—)L:

RERA AT . Ea—5—&%

EEAoES 23 D HIEREM

& D EILEY R

pab: © OECD iERH A K54 > 406

fER COEM

e YT AMEINSBLONET—RICE DL
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
&S WETH: BEXE: BIEIZRET A 2023/09/30
9.0 2024/04/06 1832935-00015 MEER B: 2017/07/13
4-oaA-3-AFILTx/—I:
RERA A T D XEFUTAE— a3 VR
EEAoES 23 D HEEM
& D EILEY R
TEAAD R D ANBIORBICIEENSDEEDOBBESAKE T S AIREMEET-
[FEERLA D B,
Gentamicin:
[l DT84k
Betamethasone:
REDO TR . 54
& D OEILEY R
fER D OBULRMEMEYE
HiEMRERRYE
FIFETREAERMICE DR Y DETEAHLY,
0%
W= EFN
in vitro TOEEE=M4 : ERE&AR A T in vitro ZBAEERER
R 2
BZ AT d2mEMBOoN-T—2IZE DL
in vivo TOBEEM L REA A T BABRIEMLEER (in vivo MRS
ER)
FEBTHX

REERE: BRI

7% OECD FRERAA K54 > 474

BER e

B BT SPEM ST ONT—RITEDL

I kx4 C16-18 7)La—)L:

invitro TOEEGEM D HERA A T MEMERAVSEIREARETESER (AVES)
7% OECD RE&RA A K54 > 471
R 2t

B BT SPEM ST ONT—RITEDL

REER A T in vitro WEL B MM ECTFEERER
Hi%: OECD REEHA K54 > 476

R et

B BT spamnroEont=-7—421C&ED<
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
9.0 2024/04,/06 1832935-00015 MEMERKE: 2017/07/13

HERZ A T in vitro REKREEHR

7% OECD EABRA A K51 > 473

R e

HE BT MENTONT—RIZEDL

4-o00-3-AF)LTx/—)L:

in vitro TOEGEM D HREBAYA T MEMERWDSERREAZTERE (AMES)
R 2
Gentamicin:
in vitro TOEEGEM C RERA A T in vitro HELEIYMMREIEFEERER
R 2
REEZ A 7 in vitro 2BAERERAER
R TeAE
in vivo TOEEEEM D BB 4 T WIS RMmMBR /N LEAER (in vivo MifaE R
E%)
B.YvIR
B EZIR: B8R 5
R 2
Betamethasone:
in vitro TOEEEM D HREBRAYA T MEMERWSEREAZTELAE (AMES)
R 2
HERA A T in vitro BEBYMAREGTFEESAR
R 2
SRERZ A 7 in vitro ZEBEKEERER
R B
in vivo TOEEEMN D HRERA 4 T WELEYRMBK/MZEER (in vivo HifaEMER
E%)
B YR
BREZK &0
R T
HEMEERRE - 7EAA 0 BUNSECEBHBEARAEERERELTCHETSHIEILTER
vk Ly,
EHAME

FIARREAERICEDSRY DFETELL,
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON

RES ;ETH: BEES: BiIEIZZETA: 2023/09/30
2024/04/06 1832935-00015 #EERK A 2017/07/13
5
N
[ AN
BRERZR MAHIAATEIEE
i 5= B R 2
fER (=43
Gentamicin:
"%tﬁ‘/u'l‘i-?txx“/h L F—AaKL
HESY
BRADEZEDEZTN,
B5:
RrkO54 4A:
HRIC T B8 HERA A T &/ REBERV -V TR
B ov bk
BRERR: fRAHAALTBE
ER B
BE: BT spanroEont=7—421c&ED3<
BEROFEE~DEE HERA A T 2N L UVRRERE
B ov bk
BRERIK: KIS E
R 2
BE: BT spanroEont=7—421C&E3<
I kx4 C16-18 7ILa—IL:
IRICX 3 B8 D REBRA A T CHREESEAER
E:Sv bk
IRERIK: HSEA
R B
B BT spanroEont=-7—421C&ED<

HEBRA 4 7 ZHREES AR
B ovhk

BEER: RIEEM

R pEM

#E: BLUT ELLFON-T—2IZHEDIL

4-aA-3-AF)LTx/—):

|pEiRiost s 2522 HE 4 4 7 — R EES MR
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
9.0 2024/04,/06 1832935-00015 MEERE: 2017/07/13
oy bk
BRI SRAHAAVTESE
R e
BIRORERE~NDFE D BREBRAA T AR/ REEURY ) —= R
Eov bk
BRI SRAAAVTESE
R 2
Gentamicin:
EIRICH T HEE D HEBRAq T ZHREREESMRR
oy bk

S 5B S NOAEL: 20 mg/kg AE
R BEELAEEEREIRESINEM T

REODRE~DEE D HEBA4A T ZREMELURRERE
fE Oy x
F4 =1 NOAEL: 3. 6 mg/kg (AE
R E - REEMEEELD,

HEAA T BN L UHRRER
B2y b

BERE BERN

FA =M LOAEL: 75 mg/kg fAE
R I - BRIREN.

HEEa 4 T ZREMNBLURRHEE

B vHR

BERE: EER

FAEZEM: LOAEL: 10 mg/kg AE

R BREE, , FRIEIBOHOALEN T,

HER2A4 T BN L URREREE

oy b

BERE: EEA

F4F 1 LOAEL: 50 mg/kg A=E

R BRERET, , FREIBOOALE,L ST,

HEEEE-7EAAD D ABOEFHREBEICEKZREE~NDEZEDHAGHERIENH
>71=,

Betamethasone:

BIROERE~DEE DOy X

BERE HRARN
FH4E M LOAEL: 0. 05 mg/kg A E
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
9.0 2024/04/06 1832935-00015 #MEERA: 2017/07/13

HR BRRESE.,  FRARHLONT,

B oy bk

BERE KT

FAEFEM: LOAEL: 0. 42 mg/kg (AE
HER FEMBOLNT-,

B YOR

BRERE HRAN

FEEM: LOAEL: 1 mg/kg AE
R FENBOLNT-,

AESE-TEXAVE D BMRRICLDERFANOBEENRAEICH D

HEENEBREE (BEEIECE)
FIFETREAIERMICE DR Y DETEAL,
%

4~y nnA-3-AF)LI7x/—)L:
| i S D RREADRIBDOEE N,

FERMEREE (RESCR)
RHICH=5. RERERFICLHESE RTEXR RER BA KR 0LE BT OESF.

%

Gentamicin:

IZR R . Bl WNE

TEAA K D REICH-5. RIIREFCEIZEIBHRDOESE,
Betamethasone:

(LA DT ER RER A, BIE mE AT
TERAAD D REIITHh=S. RIIREIFCEICLIEFDOESE,
REESSH

5%

RbATE L

[ AN

NOAEL 5,000 mg/kg

BE5ZR RAIAATZIHE

A 55 B R 2 &£
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
9.0 2024/04,/06 1832935-00015 MEMERKE: 2017/07/13

NS4 VH:

2 I w bk, AR
LOAEL © 161 mg/kg

&5 R D BFAIAATEEE
IRERRE : 90 Days

Ik*4C16-18 7J)La—)L:

2 D2y kb

NOAEL : > 100 mg/kg
BE5ER C BAHIAATEEE
IR SR : 90 Days

ik : OECD :E&HA K54 > 408
iEs D BT AYMELNLELONT—RIZE DL
4~ AA-3-AF)LTx/—I:

2 Iy b

NOAEL . 200 mg/kg
LOAEL : 400 mg/kg

B E5RE% L EBRBRAATEES
A 25 B 28 Days
Gentamicin:

& S

LOAEL . 3 mg/kg
BE5R . AR

A 5 B 12 # A

HZ RO AR L B

JiE K COMEn, SRS
2 oYL

LOAEL . 50 mg/kg

B 5% . KT

A 55 B 3

TZ RO AR . Bl RE

/i YL

LOAEL © 6 mg/kg

B E5E% © AN

i = B R 33

TZ RO AR C Mk, B RE, R
2 D2y kb

NOAEL : 5 mg/kg

LOAEL ;10 mg/kg
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Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETH: BEXE: BIEIZRET A 2023/09/30
9.0 2024,/04,/06 1832935-00015 HEVERLB: 2017/07/13

REZR © BN

IR ER 52 &8

redal e D Big Mm%

& D Ivk

NOAEL © 12.5 mg/ke

L OAEL . 50 mg/kg

REZR © BN

PR EE B 13 38

12ROl D Big

Betamethasone:

( S

LOAEL ©0.05 %

BREZI% D RIS

AT 10 - 30 d

edal e D NTER RER A

& DIk

LOAEL ©0.05 %

REZEK D RIS REM

A 5 B 8@

edal e )

& DNIR

LOAEL C 0.1 %

BREZEK D RIS REM

R - 8

[ERF S )

& N

LOAEL . 0.05 mg/kg

BB D gOo

R = A : 28d

(ERF S D MR, MR BT

RAAVEEH

FIFRTRERIEHRICE DR Y DETELLY,

5%

INT T 4 ViH:
":@%Eit@ﬁﬁ%@xﬁwmﬁét%ﬁ@ﬁ@ﬂﬁé:tﬁﬂanruéoit@\xu;
AEBIEEHDEREZELDIDTHIERGESHITNRIEES I,
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Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
9.0 2024/04,/06 1832935-00015 MEERE: 2017/07/13
AEIZH T B REBAER
%
Gentamicin:

RARATZBE

Rl B

BHEH: NE
FERK: HFELY, HFEL, #EE HIRY, RRRMHE
Betamethasone:
A EifEss: BT
R S HEf fER: FTR, REE, R
12. BRIELEHE
SRS
5%,
RbAF R L
As LL50 (Pimephales promelas (77w kAw KX/ 9)):> 100
mg/ |
BREERFR: 96 h
BERME: KIEE S
A% OECD ER A K54 > 203
% BT omEIr /o T—2ICE DL
SOVIAENKEELSHEY © EC50 (Daphnia magna (A4 3> 3)):> 10,000 mg/|
[Ixd 5EM BREEEFME: 48 h

B KEEMIIXT HENE

SOVIAFEQKEERHSY ¢

[Tx9 BEME (BEEN)

WERE : KIEE 5

wHE: LT IMEI/FONIT—RIZEDL

NOEL #ESZ22E (&) (Pseudokirchneriella subcapitata
(#%:%)): >= 100 mg/|

RREERFRE: 72 h

WERE : KIEE S

7% OECD HER A1 K54 > 201

&% BT omEIS/FON-T—FICEDL

RAEZERE (Daphnia magna (A2 2>3)):10 mg/l
BREERFR: 21 d

HERME: KEE D

&% BT 2mEIBON-T—FITE DL
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Gentamicin / Betamethasone Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
9.0 2024/04/06 1832935-00015 #MEERA: 2017/07/13

NS4 VH:
y: &k

SUVIAFEOKEETHEY ¢

X9 HEME

SEEE O KEEWICKT BEN -

I +¥+21EC16-18 ZILa—IL:

BEN

SUOVIAFEQKEERHEY ¢

(s e aY=—3 3

4-oOn-3-AF)T7x/—I:

BEN

SOVIAFEQKEERHY ¢

IZxtd 5&EMH

R KEEYICHT HEN

LL50 (Scophthalmus maximus (22— k)):> 100 mg/|
BREERFRE: 96 h

WEEY A KIEE S

BE EUT2MELIEONET—2IZE DL

ELSO (FAILFT - by (ASXRBAAT ) ):> 100
mg/ |

AREEREE]: 48 h

WERME: KIEE S

HEZ: BT spannrodont-7—422&ED<

EL50 (Skeletonema costatum (R4 L b7+ JXA kY
£:)):> 100 mg/|
RREERERE: 72 h

WERME: KEE S

BE BT IMEIL/ONT—FITE DL
NOELR (Skeletonema costatum GE¥IEE) ):> 1 mg/|
BREERFMAE: 72 h

WEEME: KHEE R

BE BT IMEILTONT—FITE DL

LC50 (Leuciscus idus (a4 MD—F)):> 1 - 10 mg/|
BREERFMAE: 96 h

EC50 (Daphnia magna (F#4 X< >3)):> 100 mg/|
BREERFRA: 48 h
& LT IMEI/ONT—RIZE DL

LC50 (Oncorhynchus mykiss (=< X)): 917 ug/l
BREERFME: 96 h

EC50 (Daphnia magna (F#A =< >1)):1.5 mg/l
BREERFMRE: 48 h
ik OECD FRE&A A K54 > 202

ErC50 (Chlorella pyrenoidosa (Y ALS - EalL/ A K
#)): 15 mg/|

BRERFR: 72 h

7% OECD EE&AH A K54 > 201

EC10 (Chlorella pyrenoidosa (Y ALZ - EalL/ A KH)):
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REF—HL— b

Gentamicin / Betamethasone Cream Formulation

;ETH:
2024/04/06

BBES
1832935-00015

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/07/13

M-27048— (KERREEE
tt = (1% )

[Tx9 BEME (BIEEN)

WA T HEMN

Gentamicin:

X9 HEME

W27 %— (KEREEFE
tt EH (2% )
M-27045— (KERREE
tt &RE (815 )
WMEMIZT HEMN

SOVIFEQKEERHEY ¢

SOVIFEQKEERHEY ¢

B KEEYICHT HEN

2.3 mg/l
RREREERE: 72 h
Fi%: OECD EEHA K54 > 201

1

RAEZERE (Daphnia magna (A =2>3)):0.32 mg/|
BREERFMAE: 21 d
7% OECD HERAA K54 > 211

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

EC50 (Daphnia magna (#7242 > )): 86 mg/|
BREERFR: 48 h
7% OECD RERA A K54 > 202

LC50 (Americamysis (7 AU A2 R)): 30 mg/l
BREERFRA: 96 h
FiE T IEAMSERAR

EC50 (Pseudokirchneriella subcapitata (#k%)): 10 ug/|
RREERFRE: 72 h
7#i%: OECD #HE&H A K54 > 201

BRAXESERE (Pseudokirchneriella subcapitata (#%3%)):
1.5 pg/l

RREEEERE: 72 h

A% OECD SRER A A K54 > 201

EC50 (Anabaena flos-aquae (7 / /N0 T 1UTF) )47 ug/l
RREERFRE: 72 h
7#i%: OECD #HE&EH A K541 > 201

BAESEERE (Anabaena flos—aquae (7 / /N9 T 1)
7) )1.6 ug/l

RREERER: 72 h

7% OECD HERHA FS 4 > 201

100

1

EC50: 288. 7 mg/|
RREERFRE: 3 h
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Gentamicin / Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

RES ;ETH: BEES: RIEIZRET A: 2023/09/30
2024/04/06 1832935-00015 #EERLR: 2017/07/13
SRERAR 4 T MEIRHNH]
7% OECD RE&RH A K54 > 209
Betamethasone:

SOVAFEQKEERHEY ¢

X9 BEF M

SEEE O KEEWICKT BEN -

BB (BHESM)

SUOVIAFEQKEERHEY ¢

X9 BFME (BEEN)

-0 79 %— (KERERE
tt RE (B )

REM - S8R
%

NrAF4a L
RN

I k%24 C16-18 7)La—)L:

EC50 (Americamysis (7 A ')A X)):> 50 mg/l
BREERFE: 96 h

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

7% OECD RERA A K54 > 201

75 BREERFECS TLIEHEL

BRAESERE (Pseudokirchneriella subcapitata (%) ):
34 mg/|

BREEEFRE: 72 h

7% OECD RERA A K54 > 201

w5 BREERFECS TLIEHEL

BRANESZEREE (Pimephales promelas (7 7y kAY K/
2)): 0. 052 mg/|

RREERFR: 32 d

A% OECD RERHA K54 > 210

BARESERME Oryzias latipes (F1A 4 4)):0.07 ug/l
RREERER: 219 d
Hi%: OECD HE&RAHA FS 14> 229

RANESERE (Daphnia magna (4= >3)): 8 mg/l
BREERFMA: 21 d
% OECD HE&EH A K54 > 211

1,000

BR ZoBETIEAL,

0 31 %

RREERER: 28 d

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

BE BUTIPEILEONET—2IZE DL

22/ 29



RET—HFV—F

Gentamicin / Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

RE= WETA: BEES: AiIEIZRET H: 2023/09/30
9.0 2024/04/06 1832935-00015 #MEERA: 2017/07/13
E N HE: BRI,

£ RN

Gentamicin:
E RN

ERERKE
B%:

NT T4 VM

(log &)

ERERELE

(log &)

HERERNE

(log &)

Gentamicin:

(log &)

Betamethasone:

4-00-3-AFILITx/—J:

Ih-+2%/—L  koEEs

I +¥+21EC16-18 ZILa—)L:

n-#A%9 %7 —IL/KDERER

4-o00-3-AF)Tx/—):

n-#%o%/—IL/ KSEFRH

n-#%o%/—IL/ KSEFRH

E£0FE > 60 %

RREERER: 28 d

7% OECD HE&H A K54 > 301B

fmE: BT 2MmELIE/ONE-T—2IZE DL

R BN,

EofE: 18 %

BREERFR: 15 d

7#i%: OECD HERH A K51 > 301

R SN ETHE

H£5f2: 100 %

IREERFR: 28 d

7% OECD RERHA K541 > 314

log Pow: > 4
BE 58

A8
EWiRMEREF (BCF) : < 500
#E: BLUT MEL TN -T—2IZHEDIL

log Pow: > 4

#&: Cyprinus carpio (3 4)
EYEEEF (BCF) 5.5 - 13

log Pow: 0. 477

log Pow: < -2
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Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
9.0 2024/04/06 1832935-00015 MEMERKE: 2017/07/13
||n—7J'7 2/ —ILSIKSERRE ¢ log Pow: 2. 11
(log 1)

TEDOBEE

F—anL

TV UBADEEY

JEEZY

thDFELE

F—a%L
13. BELDIE

BREESE

BREEY D HABBAORFIIZREVNLST S,

BEME T KAEEH L TIE G S AL,
FELRBR VDL L EQBRBR. YHA O LEEEEOEDIC. BRAES

REMNEREICRTT S,
FICHEENEWNMES, RERARELTEET .

14 BEELDEE

I R il
ez _E #65% (UNRTDG)
EEZES (UN number) : UN 3077
[E&E#X 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name)
(betamethasone, Gentamicin)
E&E 5 #8 (Class) 9
BB %R (Packing group) o111
S AL (Labels) © 9
REFEMH .
fi 228455 (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3077
[E&E#X 4 (Proper shipping : Environmentally hazardous substance, solid, n.o.s.
name)
(betamethasone, Gentamicin)
E&E 5 #8 (Class) )
BB %R (Packing group) o111
ZRJL (Labels) :  Miscellaneous
WaiEr (EY#) (Pack- : 956
ing instruction (cargo air-
craft))
WaiETr (REH) (Pack- : 956

ing instruction (passenger
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
&S HETH: BERE BTE®RET B: 2023/09/30
9.0 2024/04/06 1832935-00015 #EERLR: 2017/07/13
aircraft))
REEEM ]
@ L #5% (IMDG-Code)
EEES (UN number) : UN 3077
E&E#ix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (betamethasone, Gentamicin)
E:E5 48 (Class) 9
AR (Packing group) o111
)L (Labels) 9
EmS a2— F (EmS Code) : F-A,S-F

BEEEME (Y - FEE) 0 EZH

(Marine pollutant)

MARPOL 73/78 Hif®E I1 RV IBC I— FIT& (L oBEAMEShIEAEME (B - EHKY)
i S n-KEBOERRBITIEIZS,

Bl PR
EnREDERF L, EEB 15 2838 I 5,
A DR ERE

CCICRBEATLAEES . BROBMETOLOT, KRRET -2 — FOFRTHRHS
NEES ICHABESNE-MBOBFEDHITEINTWET, WEHEE. REFER. Nvr—2H
A XEMFOMADHRBDEEICLY . EESISAREEAHY ET,

REFLAHERHES DM

15. BRZES

BEER
HBAE
EEERY, FIAMEERE, (3000 ¥ 0T 5 L)

L&EX
BRI FYE

x4 =

[a— (ZIFIIL (C=16~18) ) —w—EFAFIKRY (FF> T 250
Br—1, 2—=4)) RlFa— (FILS =)L (C=16~18) ) —w
—eFrFOXIRY FFPTHEU—-1, 2=DA)) ]

FEREMEE
BEFNRLSILIAED
JEER
WEDHRAIZRZITEIREREY
JEER
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Gentamicin / Betamethasone Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
9.0 2024/04/06 1832935-00015 #MEERA: 2017/07/13

EREE LR ARYE

E

ERFEDRHoN-LEME (RELFEYMR)
EH

ZRREORHo-LFEYE FHHREHEFHE)
EE

BREZENTRERRVRUVEEY
EE ST ED 2 (BITHARE 9

=z EHE (%) B

RTFOF 5L >=10 - <20 2026 % 4 A 1 BLIK

Ei9):] >0-<10

-7 00-3-2F)LT7x/—)L >0-<10 2025 4 A1 BLRR

ANEERTIRELRVRVEEY
EHEOT & (HITRE185%)

=23 5%

R>05%5 L 2026 & 4 A 1 LK

/N

BARMEME (HBRLWERINE 577 £0 2)
|| 35

RELFEMEEREEFRA
JEERY

SRt EFRARRAI

JEERY
ZILEILSRhETF R
JEERY
ARBERIPSFHAR
JEELL
HERLEMEEETR - NRE— (BERY)
JEELL

SR URIMEFE

JEELL

LY EHHICEE R &

F—EfEELEYE

=23 EHES EHE (%)

FILT 77— FILFI- A AH- ErFOFx |578 2.3
Ry (FFPTHE- 1, 2- DA
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Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
9.0 2024/04,/06 1832935-00015 MEMERKE: 2017/07/13

L) (FLXILEORFHMN16H5 1
SETHNDIDRUZDEEMTH-T.
BEHIFENT, 000FKFENLDIC
Rb, ) ROFZILI7- FILT=)L- F
AH-ERFOFIRY (FFPTH -
1, 2= D4)0) (PTG ILEDRFR
BMN16H0518FTNLEORUZFDE
EMTH-T. HEHHFENNT, 00
OXRFNDHLDICERD, ) HLIZThHD

BEEY

BEHRARKE

L

DE 00805

L

R 2%

ERRAIEE 2,3 REKRYMETIRE 1: AEUYVE
wzik

BITRAISE 194 KEBRYERIRE 11 TOMOEED
BESRERVBLEEDORILICEY 5k

(X5 FEAHhE : EREMEICIEZES LGN
& S EnE D BEELYE
BRI B U1 ¥ p SE AN
FREMFEMERE (@ - 8AZA)
JEEL Y
WEMERBAERY @dH - @A)
JEEL Y
EEVONEER VERICET 5:%1E
EEREY
COHBOBBICODVWTEEAS VRY M) —~ADEHIFR :
AICS > N
DSL N
IECSC ORE

16. ZDhoIFH

ADS [CHEVNWTHBZREHEZDBHMRYEDRENMERTOERIL. EXWETHIEEE
BHEYT
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
9.0 2024/04,/06 1832935-00015 MEERE: 2017/07/13
g
5| FA 3Cak D B T—4 . E&E SIS [ZE DI F—% . 0ECD eChem
R—A2ILBE LI UHMIEEMER http://echa. europa. eu/ D&
FEER

LRIN—Ca UL ERESNERBRANETE 2 AR THRARTINATLES,

Aft7+—<v bk : #/A/H

T OHDIEEDNEX

ACGIH © RE, ACGIHRFRE (TLV)

BAREXGEZFR FER @ BAEXGLEFR HRREZFOHT -1 LEVHEOHFBTRE
)

ACGIH / TWA 8. HEMETY

BREXRGEFR GFER & HERE

FE) /OEL-M

AMIC - A—R FSUTZDITEEERA A MY ANTT - TS5 SLERBEME: ASTH - %
EMHEBRTGR bv - AE OR - AU, ZERME. £ESUENHLE SN EIME: DIN -
FaUBREHaE%E: DSL - ERMEYR L (BF %) E0x - FED XhDOREERIFTT EEZ
BNBHRE Elx - FED XWOREZERET EEZONLEFEE, EnS - REFHORAT D2
—JL; ENCS - L BZEDEEFLEMEY R b Erlx - 8D XhORGERIFT EEZ NS
RE; ERG - BAREOFSIE; GHS - HRAMI AT L GLP - HERRIEME: ARC - ERR
AATHREE: TATA - ERfMEEXHR IBC - BREZGOESFEEXD-HDMMOEE
RURRMGICET SEFRMA. 1050 - S0hMAERE: 1CA0 - EFRRREMZERME. 1ECSC - hER
HleEMERE: INGC - ERELARYARE IN0 - EREEHE. ISHL - ST /LR
(B%); 180 - ERMELigE; KECI - BEFLPMERR: LC50 - 50%BIERE: LD50 -
B0%BIER CHMHBIE) | MARPOL - M & BBROBIEOT-HODEMEFEHN: no.s. - #Is
RBNAREA TS EDERRC Neh - FURAL NOWEC - REZHZERE NOWEL -
WESMHERE L)L NOELR - HAFUHLEAFSS, NOM - A5 a2XRA NTP - KEE
REMTOT 5L NZloC - Za—U—5 v MeREMEAR: OECD - #EFiHHBARME, OPPTS
- EFEMEREM - 2FHLE PBT - #ofMul - £AEREM - HHME WHE) ¢ PICCS - 2
1 VELEREA RV )= (SR - (EEM) HEEERE. REACH - L2HMEDOE
$. . & THLUER REACH) (ZBIF BIRAI (EC) No 1907/2006: SADT - H S i fE
B SIS - RETF—4Y— bk TECI - B4 [CBEEDQLEMEDS VR kY T6SI - &1
FYMEA AN MY —; TD6 - EREMEX; TSCA - EEWMERKECRE): UN - E&E; UNRTDG
- BRESRRYImERE, WP - FERICHIMRUIFREICHEERE WIS - FRG5RIKEA
EMMERRS AT A

CORET—RI—FUUAT TSDS) &0V3) TRIET HHFMUT TRFEHI &0V D) K. FEH
BERIZENT., BHOKEDOME. FH. RUCESDLETEETHLHEHMLIZLDTY,
AIEHE. HEOREGEREKEL., FHA, 0E, RE, #@X. EERVCRRICETIIHI TR E
LTOHERSNTE Y. WA BLIRAERITHRERIREZLTHLDOTEHY FTEA. KIFHIE.

SDS DEEEZITRENTVARESNERKICHTSIIOTHY . HFAELSORST EBAHE
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Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
9.0 2024/04,/06 1832935-00015 MEMERKE: 2017/07/13

HET, XETOERAPTHERASNDBE. AXFRITERNGVRY .. BERICEE G OETREMS
BAHYFES, ARGOEREFSMICEV TR, REFRRVHERZEZERY S5HRIC. ERES
MOERRERBICEITHIAEGOBEYGTMZEZEHT, FRESLOERT 5HFETORENRKER
CHTEHAHBOEEL., FA. LB, RUOREIZOVWT, EEEVEY,

JP /7 JA
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