REF—5v— b

Betamethasone Injection Formulation

Apuhlic

-5 ORGANON

&S ;ETH: BEES: BiIEIZZETA: 2023/09/30
8.0 2024/04/06 1267893-00017 #EERK A 2017/02/12
1. E2RE USSR

EEHDBATE Betamethasone Injection Formulation
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Organon & Co.

30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
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fEREEER
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ReF—2U—F A

Betamethasone Injection Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04,/06 1267893-00017 MEAER E: 2017/02/12

AREE REHE:

P201 ERRTICEIKERBAZEZAF T H &,

P202 £ THREFEEHAHEMIT HFETMYHEbHREWNI &,
P260 S R b/ EKERALIGZLNI &,

P264 BRIk LMEITEEEZ K <CHKS 2 &,

P20 CHOBEREFERT 5L EIC, REXITEEEZLAZN
Eo
P2I3 IRIEADMHEZ BT D &,

P280 REFR REKR RERE RE@mEZERAI L&,

CaEE:

P308 + P33 XK BERIFIFK BEOBENAHI5E : EAIDZE
SEREETEZITHT L,

P391 R ZEIINT 52 &

®rE:

P405 EfE L TRET B &

B

P501 NBY, BREARZDINE-NEHRICEET L&,

GHS L LB WMbDERAESE
HEREL,

3. MERUHSER

EZEHE - EEMOR . EEY

B5y

E#8 CAS &5 EHE (b w/w) BERATERE

5

NUULTIILa—IL 100-51-6 >=0.1-<1 3-1011

|Betamethasone 378-44-9 >=0.3-<1

EDTA =5 b1 o LZKF04) 6381-92-6 <0.1 2-1265, 2-1265

4. HRAEE

— MR T RNA R D BHOBEL. [SNTChBNEEZFELICEENDZEE
ZIlT5,
ERARSICIBE, FEEREAHDGEEE. ERMOETRE
ZT5.

WA LIzi5E D RLDRAESE. FIRTEIDSABET 5,

ERLEZRITS,
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ReF—2U—F A

Betamethasone Injection Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
8.0 2024/04/06 1267893-00017 #MEERA: 2017/02/12

REIZftELI=5E

RBICA-=5&

RARATEBE

BMERRVCEREERDR

HEELTRHIRER
BREEEY 2EDRE

EER IS I SHEFREEEE ¢

EMLIIGE,. BEBICREERITALZEDKTEVERT,
BERLEKRRE L UHZER <,

ERELEEZ(T5,

BERAORICKREEXS.

HEBERT BRICTERITES.
FTHHEEBEE LT, KTRE%%T 5,

REAHY BT A XERLETEEREZIT5,
MARAATZIEE . BE(CHAELL,

ERELEEZ(T5,

AKTOELLTT,

BREADEZEDE TN,

RHIchz5. RIIREIFLKBIZK DEFZDOEE,
MOGBAEEIELOREITEEFILL., #HEIN TSR
EREFERTHE, BEOWHMENHZHEIE. BB 8D
WYL EANREEEZSEBOZ L (JEE 8 #38MH) ,
IEHBRERLIUREREEZITH I &,

5 KKEFDIEE

Y 75 KA

> TR D78 LVE XA

JKIESE

it 7 )L —)LiasE A F
bRk (C02)

3 2R 5 K H

MR L,

BERUVRIFHEE

REICHYHEIEEHE

BREORIKRESTE REERM~NDBRREIREICEERETEENH D,

BERBERIEY RREIEY

BEDHXAE WGORN & BHQIREICIE C CAYGHKFREZRL S,
RAHDBRE AT H=DITKEEET 5
RETHNEREBEI VT FERKBEEN BT
RgMoRESEDZ &,

HRZEITSEDRE KKBFIZIE, BIXMFRBEERT 5.
REEZFERT D,

6. IRHBDIEE
AMRICHT HEEEHE, RE © REEZERT D,

REGIMYRVDT KA( R (EE T £38) . EARE
EQHEEHEICEN (BB 8 £BH) .

REBE~OHREZRITEH L,

REFHRALTHLE, INPIEFEIhZELEDS,
LERICLEDIDEHC FHLRADELIEAAIN)THE
I2& %),

FBRINFREKEREL. UNT 5,

TRHEMNE L EURTERVES(E, A BRERICERT 5,
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REF—5v— b

Betamethasone Injection Formulation

Apuhlic

-5 ORGANON

R ZE = WETA: BEES: AiIEIZRET H: 2023/09/30

8.0 2024/04/06 1267893-00017 MEMERHE: 2017/02/12
HLRAHRVRHEDFERDY @ FEEGRIM TRIREE S,
2 ZRICCENIBE. MBRREESEOEYLGH LIADFE

ZELT, LGADLBWVESICTSHI &, BHREICERALEE
MERVTTROWEIFDZENTERHEICIE, BUL-Y
BZzBULRBNIRET D,

REYE T EYGRRINFITRET 5 &,

ABGBEME. BEITDIEICE, FMFRARESIVEDOR
BlICfE-TRESTH L, ZOREICERSALHEICON
THLRA%ETHS. EORUNBREINLINEHET SLEDN
Hdo

ASDSDIER 13HBLV L ITENT, ABRBRELVED
EHHEDORZEDY .

1. BREVERUVRELOIE

: 67 A
BeitTrgx R
BRHR, EFfEg

ZERFIEEIR

Ffih (] ¢
BAEXE

XL EBHLERUVGREHREDEDRENKRESE,
THEMINTELGNGEE., BAAIREEEZFAL T2
AW

REBOPKRIZA AL,

SRMBRERALGN &

RAAE LN,

RE DEfZERIT S,

BRWVERIEIREELCHES Z L,
BISBRERAEORRICE DT, EXEMHOBFLELRLUZ2MED
ETREIHORYIES Z &

BREFRHALTHECI L,

COERBFFERTHEETIZ. MEBEXITEEEF LGN &,
RBNOEREMZHLEL. RE~ANOBREZR/NDEIZCT I L5
B9 5,

i g =]
BEQOFEADICEEMEADIEIS EDOREELH SIHE(X.
EEBROELICTA IV TV RTLELIURED Y
T—%#HEBEL T,
FRAGIHRERUVEEZZILT S,
FBRINERKRITBERT SENKET S &,
T7o)TA4OMBEMEARL—LaVIZE, To9=7a
vha—)L, BEUIGEASLESRE, BULGKRLES LVFE
ZBREFIE. EXRFAER. EXERLEERFIOERD L
Ea—%EOCRELHYET,

BEEIRNILDDNEBRICANTE S,
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fé;—‘_ 9 :/_ F Apllhlin
Betamethasone Injection Formulation i ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
8.0 2024/04/06 1267893-00017 HEER B : 2017/02/12
BELTRET S &
BELSAOYED D,
ZEOREICR>TRET S,
AR IE M E ROVMIFBEHEE V> L LITRELALY
TR ELE F
RELBTRDEMH WIHWWME: MR L,
8. IXKEHLEURERE
ERBICETIEANREBR/HBRE
54 CAS & BE (REF | FHEE/EEER | HH#
£E) EIREE
ROSIL7ILa—L 100-51-6 OFL—C 25 mg/m’ BAEEEE
22 (HER
)

HMIEHR: REREEYME F28 ABICHLTEE o CRMER
AHodEFEZONDIME.

Betamethasone 378-44-9 | TWA | 1 pg/m3 (OEB 4) | mM&B
AHIIEER: KIS
| HE=ERYSIE | 10 pg/100 cm* | AIED
R AR R HE. RXEBFVREZREI SO, £T0O=T YUY
TEBLHRMBRFICIYERSh, OMP BIITRVERSH
SPRENHYFET,
JRA, FBCRRETIERY FhHEW TS,
YA —XTAER VR TFLMIGIEMEERALET,
RBEETHMYHKSBER. T7RVIILET SAREEEZDOCL
TWa=H. BRI LN SAE—TT 4 F ¥ ERY b,
BRI—FELUZOEIOMGET/NA REBFEALE
¥ CORRENGIMEE. SAV LA ELIERYTFH
v T ETRYHFEWES .,
Ri#R
MR FAfREER BUGRAHFRIEENFATERVGS. FTRE < EFH
THENA RS VOBEENDECENTSNIGEE, T
BREREEFEALEIL £ 5,
TA4NE—54T WHFRIA T
FORER
#HE it 38 fn P F &R
Et FRE_ETERTALERIFALFLEL S,
RORER YA FO—IL T EREREL LIXT -V LEBRT 5.

ERRED L FERPIZKRDZIVRE, S X+, 270V
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ReF—2U—F A

Betamethasone Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04,/06 1267893-00017 MEAER E: 2017/02/12

W ENRET HEE(E,. BRI —JILEERT 5,
MLA. SR+, H LI 7OYVILICEAEES LSS
AREMENHDBEIE. TJT—RA—ILEREL LLIEZFDELID
LT z—RBEOTOTI a3 vEBRALELE S,
RERUVEADRER D AT —LELIEERERI—FEFEALELL S,
MERAHABELEBEWVKLSIZ, EESNADIZIRVICEDIE, (K
FBEOH— AU rEEBMLTERALELLES B, RU—T
Ly, T7RY, EFR, FLNMETR—YHE) ,
BRINT-AREMDHIKIRER CIHEEILEY L AETIT-

TLEEL,
9. MEMRTLFER
IR IR RE DRK
& D T—48%1L
R D T—48%1L
R LEWGEDE L T—8%L
Al R E R L T—8%EL

BRAXINERARVHEER @ T—424L
AIRATE (B, =UE) DOEERE
AR GRIK) D T—4871L

BRETRARVERLRE AIARR
BEGEEOLR /AR ER @ T—%27%L

f&

BRREGEOTR/AIRTR © T—42%4L

&
51K R TR L
SRR F—4nL
pH TR
RERE TR L
BARKEE T AEL
FhE

BRLE (BRIEER) D T—aiL




ReF—2U—F A

Betamethasone Injection Formulation i ORGANON

RES ETH: BEES: BiIEET A 2023/09/30
8.0 2024/04/06 1267893-00017 #EERK A 2017/02/12
REE
KB T—A27L
n-4%4 4%/ —IL/ KD ERZRE JEEZY
(log {i)
AT T—RHL
FERV/XITHEAZE
E F—A1L
B F—Aa71zL
HRHRFE T—A27L
BRI IR RN
[ = AERIIEEEYME E L TIEDEINAL,
b ieat =i
HFHARX JEEZH
10. REMRUVRGHE
RISt RiHREEE LTlEaEI NGy,
LR EH BEDIRETIEIRE,
fElRAEERICATHENE BUOBRIEFIERET D ENH D,
WTHEREEE MELZL,
R EIRYME EEEE
ERAEE LGN HBRERY BREEEDFBERYITFE SN T,
1. EEHER

AREMEDH L RERBOER

atsk

%A

P2 IS $Efi

B

RIZCA- =154

FIAMTREAERICEDCRY AFETELL,

B

2EFEE (RA)

SMEMHTEME > 5 mg/l

7121



ReF—2U—F A

Betamethasone Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04,/06 1267893-00017 MEAER E: 2017/02/12

RREEEER: 4 h
HEBERE MLA/IX b+
FHiE EEICKSAE

B4

RN T7IILa—):

SME% #E0) . LD50 (T k): 1,620 mg/kg

AtEN (RA) © LC50 (5w k):> 4.178 mg/|
MEERRE: 4 h
HEBRERE MLA/IX b+
Hi%: OECD :REEHA K54 > 403

Betamethasone:

SME% #0) : LD50 (5 v k):> 5,000 mg/kg
LD50 (¥ R): > 4,500 mg/kg

SEE (]RA) : LG50 (T k):0.4 mg/l
RREERER: 4 h

EDTA Z=F kY o A=K

atEt (B0) © D50 (5 k): 2,800 mg/ke
atEEE (RA) © LC50 (5w b, AR):> 1 mg/l

RREERERE: 6 h
HEBRRE MLA/I X+
Hi%: OECD RHERAHA FS1 > 412

REBERY./R#HE
FIATRETERICE DR YNFETERLY,
5%
RSN TILa—)L:
[ R
ik : OECD HERHA K54 > 404
fER D REBRIEGZ L
Betamethasone:
| iE L e
fER D BEORERE
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ReF—2U—F A

Betamethasone Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04,/06 1267893-00017 MEAER E: 2017/02/12

RIZxY 5 ERGHREERREE
FIATREAERICEDCRY AFETELL,

%
AR NLTFILa—):
(= S
R D BBAORIE., 21 BUARIZEE
ik : OECD HERHA K54 > 405
Betamethasone:
| i L
fER . EBAOFIEAL
EDTA =7 kU o L= KF0%:
| iE S
fER - 3NOT - g
e 3% B R (3R 18 A1
RIER{EY
FATRESERICE DR YNETELLY,
AV E A o
FIATRE T ERICE DR YNFETERLY,
5
RUDNLTIILa—)L:
RERA A T D RFIURAE—Ta VEER
REDITEHK D HIEREM
[ D EILEY R
ik : OECD :RE&RHA K54 > 406
fER DM
Betamethasone:
REDIEHK DORBRE
[ D EILEY R
fER D BORMEEYE
EDTA =3 kU LZKF09:
SRR AT D REIUIAE—a VAR
EAOER 230 D IS
& D EILEY R
ik : OECD HERHA K54 > 406
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REF—5v— b

Betamethasone Injection Formulation

R ZE = WETA:

8.0

2024/04/06

Apuhlic

-5 ORGANON
BIERE BiIEIZRETA: 2023/09/30
1267893-00017 YEERABR: 2017/02/12

FER
5%

4R ER R

(=33
BT AMEMISHONI-T—RIZEDL

FIRARIRELERICEDCRY DETELL,

%

RN T7IILa—):
in vitro TOEEEMN

in vivo COEEEEMN

Betamethasone:
in vitro TOEGEM

in vivo TOEEEMN

ATEMRRERRME - TEX A

vk

EDTA =3 kU LZKF09:
in vitro TOEEEMN

BS54 T HENEAL D ERRALTRRER (AMES)
BRI

HERAR 4 T iEEL B SR MEBR /N LEAER (in vivo MifaE R
E%)

B.YvOR

B2 BRERNES

R fEt

HEBRY 1 T WAEMERA N S EIFRALEHER (AMES)
R =%

HERS A T in vitro I BYHIEGFERAR
R 2

RERA A 7 in vitro Z2BAERERKER
R B

HERA A 7 IHELERMER/NZERER (in vivo ifaESMER
E®)

B YR

HEREK 0

R AR

RIAE  ATEMIARALZERE LTHET S LIFTER
L\o

HEBRY 1 T WAEME RN S EIREALESER (AMES)
BER e
B BT SPEM ST ONT—RITEDL

B2 A T in vitro BABWEREETERRAR
SR fa

HERY A T in vitro REKREEHR
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R ZE =

REF—H— b

Betamethasone Injection Formulation

;ETH:
2024/04/06

BBES
1267893-00017

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/02/12

in vivo TOEGEMN

RMAM

R 2

#E EUT2PEISBONE-T—2IHIL

R A 7 WAL BMARMIR/NMERER (in vivo MifaE R
ER)

B YOR

BERK thAAATZI5E

7% OECD RE&H A K54 > 474

MR 2

FIRARIRELERICEDCRY DETELL,

%

NPT IILa—)b:
&

B 5%

IR E SR

Hik

tER

EDTA ZF + Y o LK

2

R EREH
R 55 e ]
#ER
&%

ATEEE
BREADEZEDEEN,

B

RUTNTILA—b:
BEIRICHR S HRE

E4ZPS

RARAATZHE

103 58

OECD EXERH A K51 > 451
(=4

Zv bk

RAIAATIEE

103 ;&

P

T A2MELILBON-T—RIZE DL

HEBRa 4 T ZRHEES / DHRERE

B oy bk
BERE: RAFAATESE
R e

#E: BUT MEL TN -T—2IZHEDIL
HEBR2 14 T ZRME L URRERE

B Y9R
BRI BRAHAATEIGE
R e
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RET—FV—F

Betamethasone Injection Formulation

Apuhlic

-5 ORGANON

RES HETH: BBES BIEIRET B 2023/09/30
8.0 2024/04/06 1267893-00017 #EERLB: 2017/02/12
Betamethasone:

BROEBE~DEE

HEEM-TEAAVE

EDTA =7 kY o LZKF0%:
PEIRICK S &

FERMEASYE (BEETCR)

& oyx

RERE: HAN

F4EF M LOAEL: 0. 05 mg/kg AE
ER BRREN. , FIEHLRBOHLNT,

B oy bk

BERK KT

FAFEM: LOAEL: 0. 42 mg/kg (AE
HER FEMBOHONT-,

B wHR

BRERE HRAN

FEZ M LOAEL: 1 mg/kg AE
WBR FEhrBHENI,

BYMERRICKDERBADEZENAEICH D,

RS 4 7 iR AT S MR

B oy bk
BERE: RAHRAATEBE
R fEt

#E: BLUT YPELSFELONT—2IZEDIL
HEBRYA T ZRENE L URRERE

B oy bk
BERE: RAHRAATEBE
R fEt

FIATREAERICEDCRY AFETELL,

FERMEREE (RETCR)

RHIcH=5. XERERBICLHEF RNTEAF RER BA KWK 0LE 8T OEE.

B%:

Betamethasone:

)
TERAA

EDTA =7 kU o LZKFn%:

RBEOTFK
) A

TEAK, RER BHER, BWR 0K BT
RHIIH=5. RIFREFBICEDBHBOES,

WA #H LA/ R N/E)

K&
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ReF—2U—F A

Betamethasone Injection Formulation i ORGANON
&S WETH: BEXE: RIEIZRET B: 2023/09/30
8.0 2024,/04/06 1267893-00017 #EERE: 2017/02/12

72z 2>k D R#lIch=3. REREECBICLIBBOBEDEZ .,

REESEH

5%

ARYUSILTILa—)L

iE S RN S

NOAEL ©1.072 mg/|

BREZI% D RA@LCA/STRN/E

i 5= B R . 28 Days

Hik : OECD HERHA K54 > 412

Betamethasone:

(& Lo

LOAEL ©0.05 %

REZER D HEEM

(EFA ST © 10 -30d

[ERF S D BTERK RER A

& oo w bk

LOAEL ©0.05 %

BREZI% D HIEREM

(EFA ST |

[ERF RS )

& DY YR

LOAEL © 0.1 %

BREZI% D B

A 5 B 8 3@

ZRlE RS )L

& N

LOAEL ©0.05 mg/ke

B 5% - u

AR ER . 28d

ZRlE RS D Imi%, KRR, BT

EDTA Z=F kY o A=K

[ D Zv bk
NOAEL ;500 mg/kg
BE5ZR D BRAAATEEE
3| 138

||z L Sy bk
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ReF—2U—F A

Betamethasone Injection Formulation i ORGANON
RES WETA: BEXE: RIEIZRET B: 2023/09/30
8.0 2024,/04/06 1267893-00017 HEMER B 2017/02/12
LOAEL ©0.03 mg/l
REZR D BRA@ LA/ R NIE
i yAlied | D4 8
& . OECD &=HE&HA K514 > 412
BAAEENE
FIFARTRE S IBERRICE DR Y HEETELLN,
AR T 2 RBHER
5%
Betamethasone:
%A D EMES IR
R IE COEAK: RO, BREE, R
12. BRIEBEFEHER
SREEN
0%
ARUDNLT7ILa—I:
;- : LC50 (Pimephales promelas (77w kAw K2/ )): 460

mg/ |
AREEREME: 96 h

SOVOENKEELSHEY © EC50 (Daphnia magna (#4322 3)): 230 mg/|
IZx9 5&FM BEEERFRT: 48 h
#i%: OECD SRERHA K54 > 202

S KEEWICT HEM © EC50 (Pseudokirchneriel la subcapitata (#:%)): 770 mg/|
RREERER: 72 h
#i%: OECD HEEHA K54 > 201

RAESZERE (Pseudokirchneriella subcapitata (%%%)):
310 mg/|

RREERERI: 72 h

Fi%: OECD E&EHA K54 > 201

SOVIEQKEREHEY © RAXEZERE (Daphnia magna (A4 32> 3)): 51 mg/l
[Zxt9 B &M (BIESM) BREEAER: 21 d
A% OECD SRER A A K54 > 211

Betamethasone:
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R ZE =

REF—5v— b

Betamethasone Injection Formulation

;ETH:
2024/04/06

BBES
1267893-00017

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/02/12

SOVAFEOKEERHY ¢

[Tx9 BEFME

BEKEEMICHT HENE

RSN (S

SOVIAFEQKEERHEY ¢

X9 BFME (BIEEN)

-0 79 %— (KERERE
tt RE (8% )

EDTA =7 kY o LZKF0%:
faEl

SOVIAFEQKEERHSY ¢

(s e aY=—3 3

R KEEYICHT HEN

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

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

7Ai%: OECD HE&H A K541 > 201

% BARERFEICH T EMHEL

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

BREEEFRE: 72 h

7% OECD RERA A K54 > 201

w5 BAREERFECS TLIEHEL

RREZEERE (Pimephales promelas (77w hAy KI/
2)): 0. 052 mg/|

IREERFR: 32 d

7% OECD E&EH A K54 > 210

BARESERRE Oryzias latipes (F1A44)):0.07 upg/l
RREERER: 219 d
Hi%: OECD HE&RAHA FS 14> 229

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

1,000

LC50 (Lepomis macrochirus (JJ)L—=F)L) ):> 100 mg/|
RREERFRE: 96 h

BE BT IMEITEONT—FITE DL
EC50 (Daphnia magna (F# =< > 1)): 140 mg/|
RREEHERE: 48 h

7iE: DIN (FA Y IEMRE) 38412

ErC50 (Pseudokirchneriella subcapitata (#%)):> 100
mg/ |

BRERFE: 72 h

7% OECD ERE&RA A K54 > 201

&% BT IMEI/TONT—FITEDL

EC10 (Pseudokirchneriel la subcapitata (#k)):> 1 mg/|
IREERFRE: 72 h
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RET—FV—F

Betamethasone Injection Formulation

R ZE =

8.0

;ETH:
2024/04/06

BBES
1267893-00017

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/02/12

SUVIAFEOKEETHEY ¢

X9 BFME (BIEEN)
WMAEMIZKT HEMN

BB - SfEE
%,

RUONTILa—)b:
R

EDTA Z=F kY o A=K
SO

EREEN
B
RUDLT7ILA—)L:

n-#4%4 %/ —IL/ KSERFRE

(log &)

Betamethasone:

n-#4%4 %/ —IL/ KSERFRE

(log &)

EDTA =3 kYU 9 L=KF0¥:
EREEN

n-A%o %/ —IL/KNDERFRE

(log &)

OB
F—BIL

7% OECD EXBRA 1 K51 > 201

#E: BLUTAELFON-T—2IZEDIL

RREERER: 21 d

EC10 (GEME:BIE): > 500 mg/|
AREERERE: 30 min

7% OECD EABRA A K51 > 209

R ZEM,
EofE: 92 -96 %
MREERER: 14 d

HR: ZAEETEGZL,
£ 2%
RREERER: 28 d

7% OECD FRERAA K54 > 301D

log Pow: 1.05

log Pow: 2. 11

F&: Lepomis macrochirus (FJL—FJL)

EWiRMEEF (BCF) : < 500

RAEZERE (Daphnia magna (A 2> 1)) 25 mg/l

B BT SPEM ST ONT—RITESL

log Pow: 4.3
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REF—5v— b

Betamethasone Injection Formulation

Apuhlic

-5 ORGANON

RES ETA: BERE BTEIZRETH: 2023/09/30
8.0 2024/04/06 1267893-00017 #EMERLR: 2017/02/12
AV OBAOFEN
JEZY
thoEELE
T—R1L
13. BELDIEE
BEESE
BRREEY A BAREOBRHEIZLNLDT B,
BEME T KAEEH L TIE A S AL,
FEREARBRRUEE ZOERIE. VA IONLFERITERED-HIZ, BRI FZI(T1-
BREYWIBEEIZRFTET 5,
BFICEENEWNES., REARELTEET S,
14, @XEDIEE
B B AR Fl
& £ &% (UNRTDG)

EEES (UN number)
[EE#ix & (Proper shipping
name)

EE 5 $8 (Class)

B EMR (Packing group)

Z X)L (Labels)

REREMH

fZe8% (IATA-DGR)

UN/ID &5 (UN/ID number)
EE# %4 (Proper shipping
name)

EE /%8 (Class)

B EMHR (Packing group)
S RJL (Labels)

WawEr (Y (Pack-
ing instruction (cargo air-
craft))

WatER (REWH) (Pack-
ing instruction (passenger
aircraft))

REAEMH

73 L &% (IMDG-Code)
EEZES (UN number)
E&#i%£ 4 (Proper shipping

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

(betamethasone)
9

I11

9

ZE

UN 3082

Environmental ly hazardous substance, liquid, n.o.s.

(betamethasone)
9

11
Miscellaneous
964

964

ZY

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
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ReF—2U—F A

Betamethasone Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04,/06 1267893-00017 MEAER E: 2017/02/12

name) (betamethasone)
EE 5 $8 (Class) ©9

A/ ZE#R (Packing group) o111

Z ~R)JL (Labels) 9

EmS 32— F (EmS Code) . F-A/S-F

BEEEYE &S - EED) 0 EE

(Marine pollutant)

MARPOL 73/78 Mi&E I1 B U IBC 3— FIC L L oHAME SN DK AEME (B - EZKD)
S IKBORAICIEIEK S,

PR il
EoREDERGIX. ]’HE 15258 I 5.
R DOREXE

CCICRBEATLDIEES . BROBMETOLOT, KRET -2 — FOFRTHRHGS
NEESICHABESN-MHEOFEDOAITEDIVTVET, WX EE. REFE. Nvr—oH%
A XEMFOMBDRBDERICEY ., EREINSAREELHY FT,

RERCAHERHES cIM

15. BRZES

BEE AR

HBEE

fEfEY). IEERBYIZEZY LA,

(573

BEFHE L EME

=z 5
2, 2,2, 2" —(xAV—1, 2=DANLD=}Y) 268
0) mEFEEOF ) D LE

FERE/HEE

HEERBIEZShIZEEY

JEE Y

HEDHREZITEIREEFEY

JEE Y

BEEEHLEHARYE

JEZE

ERREORHOSN-tEYE (BREFILEEDHE)

JEZH
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REF—5v— b

Betamethasone Injection Formulation

RE= WETH: BEERS:
8.0 2024/04/06 1267893-00017

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/02/12

ZRREDORBH oh-LEME (HFHREHEFHE)
E

BARFZENTRERRVRUVEEY

EH

AHEERTIRELRVRVEEY

EE

AHNEERTIRELRVRVEEY

JEEZE

NABRKEDE (HBRSGERAESTTIED2)
EEE

HELEMERE TR
S

sarhE TR A

IR

M7 LIRS ETIHRA
IR
BHRBEHFIPEFEHRAI
IR
FEREMEERTS - WRE— (EERY)
S

=R U RIMEFE

S
LENEHHITEERRER
JEEL Y

BEHRABRRE

S

X300 b S

S

finfaR &%

BRI 2 3 KBRS TANRE 1 AEEYE
fnZek

TEATIRAISE 194 RERMETRIRE 11 TOMDEEY

BESRFRUVBLEFTOMILICEY 5&E

EQSY N peS D AERAMECH)
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ReF—2U—F A

Betamethasone Injection Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
8.0 2024/04,/06 1267893-00017 MEVER B 2017/02/12
& FEiE D BEEEYE
BFER U RS/
MREMBHERE Ead - @AZq)
JEZY
BEMERBHERE EH - AL
JESZY
BEEVOLER VERICEAT 5%
EEEREY
COHBORSICDODVWTEEAS VRV ) —~DERHIFR :
AICS e
DSL N
IECSC - p
16. ZOHOTESR
TSR
5| FA 3Tk D BHEfTT—42 . EMESDS [ZE I F—4 . 0ECD eChem
R—2IILEIVERMILEYMER http://echa. europa. eu/ D&
RiER

URIN—2a U o EBESNERBREAXETEH 2 AR THRARTIATLET,

BftZ7+—<v b+ . #/RA/H

ZTDDEEEED £

BAEX(FGAEYS (FRE | BAEXF4ERS HREEZOHE -1 tE2VEOHBEE
)

BAEXFEFSE (FRE | BRAHBERE

#) /O0EL-C

AIIC - =R FFUTDIFRILELZRAAD MY NTT - TS DILERBEE, ASTM - XK
EMHSRGS b - KE R - EH M, TERRE. £EEEUELH L ESNHME: DIN -
FAURBHEELE DSL - BRYMEI R~ (BF%); Ex - FED XWORIEERET EEX
bNBHRE: Elx - FED XWOREERIFT EEZONDIEREE, InS - BRKOR TP
—JL; ENCS - LB EDBEFILEME )R b ErCx - FED XWORIEEZRIFTEEZONDH
K&, ERG - RERWOFEIE; GHS - HRFM T L GLP - HERERERE: [ARC - EFF
NATRZTEE . [ATA - EEMZEERHS, IBC - BREFHOESBEXD-HDOMAMOIEE
RURBICET 2EREMRA; 1650 - 50%EFRE: ICA0 - ERREMZEME; [ECSC - PER
FeEYELE: INDG - ERELERYRE IN - ERESEHE. ISHL - sBRLBEE
(BAF): IS0 - EFZELHE. KECI - REBRFLFEYMERE: LC50 - 50%HERE LDSO0 -
50%EEE (FHEILE) | MARPOL - MMAIC L D FRDHILED=HDERRSE, no.s. - I
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ReF—2U—F A

Betamethasone Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
8.0 2024/04,/06 1267893-00017 MEAER E: 2017/02/12

MBAMNARSN TS LD ZERRC Neh - FURAL NOWEC - EEZMHERZERE, NOAEL -
BAESMHRZEL AL NELR - BEEEZERFES NOM - A £ a2HA NTP - XEE
REMTOT S L NZIoC - Za—2—5 v FMEZEME AR, OECD - #Z3F1H HEASMME, OPPTS
- LEMEREM - AFHILER: PBT - oMY - ARSBHEN - HHME WE) © PICCS - 7
1 VEUMEERE A R ) —; (QOSAR - (EEH) #WEFMEHEES, REACH - LEHMEDE
f. FME. B WS L UVEEE REACH) (ZB§¥ SFRAI (EC) No 1907/2006: SADT - B INESfE
BE; SIS - RET—H2Y— b TECl - 2 A [CEAFEDILEMED A VR M1 TCSI - &E1
EMEA R M) —; TDG - EEYE®E, TSCA - HEWMERHIECRE)  UN - E:&; UNRTDG
- BRESRIRMEEES. B - FEICHABRUFEICHEREML WHNIS - ERSRIRE
EUEMERBBRIATL

CORET—RI—FUUAT TSDS) &0V3) TRIT HFMUT TRFEH &0V D) K. FEH
BERICENT., BHOKEOMNH. FHR. RPESDLETERTHLHEHILEZLDTY,
AIEHIE. HEOREGEEKL., FHA. LE, RE, 80X, EERVCRRICETLIHI TR E
LTOAERSNTEY . WHARSREIERIIAERIEEZLTHLOTEHY A KRIEHRIE.
SDS DEEZICRSN TV AIRESNEHAICHTIIOTHY .. FZAHGAMORGZ EBAE
HET, XETORPTHEASNDBE. AXFRITERMNGVRY . BRICEAESEOATREMS
AHYES, ABEBOFERAFSMICEVN TR, FERRVHEZEZEZERY 55812, FRES
MORBRERBICETHAHEMOBEY L ZEH T, FRESMUDOERT 2HETOREDKR
[LHETHARHEBOEKEL., FA. LB, RUOREIZOVT, #EEEWVLES,

JP/JA
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