ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

1. t#RKRUEH1ER

EEHDBATE . Gentamicin (8%) Injection 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

{EE&RD GHS 1248

HIEEMN D R 1A
BEZNEREE (REEC © E92 (B RE)
&) #®&n0

KERREEEM B8 (&2 DR

)

KERBEEEH R (& D Ra2

%)

GHS SRILEFE

BREXIED VR : % %|
EEMAEEEE © fElg

EREEMHER © H360D fBIRADEZED B ZF 4,
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

H373 REAICHT-5H. RIIREFCE (BEO) ITL2@BHFORE
EosEn (B RE.

HA00 KAEEMIZIERE SR EHE,

HA11 REIERISZEIC L > TKEEYIZE M.

REXHE:

P201 fEARNICEIRGRBAZEEAF T 52 &,

P202 £ THREFEFHAERTHETHYHEHENI &
P260 S X b ZERERALGZLNI &,

P2T3 IRIE~ADRHE ZEEFHZ &,

P280 IREFR FEK RERE FE@EERIT LI L,
[EEEE:

P308 + P33 [EK BRIIIEKBDBEEL HHEE : EEIDZE
SFETERITSHI L,

P391 R ZE RN T 5 &,

RE:

P405 fEfE L TRET H &,

BRE:

P501 A, B AZBIN-NEHRFZICEEST S5 &,

GHS FEIZEZE L E WML DERB ST
HEEL,

3. MERUHSER

LEYE - BREYDXF . BAY

5%

[#==E CAS &S s8=E % w/w BN TRER

&S

[centamicin 1403-66-3 8

ARUDILTILa—) 100-51-6 1.5 3-1011

IFLYCT7 S UmEERE—+ ~Y) | 139-33-3 0. 01 2-1265

NN

4, HCRBE

— BRI 7 K/ R D BHOBEN. SN T GV EEIFELICEEDESER X
215,
ERNESICIBE. THEEERAHDBEIL. EEDIETE
215,

RAL=-SE D RWVAATESE., BT TEROGIINEENT S,
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
1.0 2024/04/06 1845020-00015 #MEERLA: 2017/07/25

REIZtELI=GE

RBICA-=5&

RARAATIIHE

AMEREVERMEERDOR

HEELTRHIRER

WREEZY 2EDRE

EEICH Y HFFRTTERE ¢

EBRLEZEZT5,

EMLIIGE,. BEBICREERITALZEDKTREVERT,
FBELEKRRE K UHER <,

EBRNEEZT5,

BEADHICKRERES.

HEBERIT DHICELRITES.
FHHiEBEE LT, KTIREXRSET S,

FEAHY T 2BRICIEEEETRREZTS,
ARAATEEE . BE(CEMAELL,

ERENEEZ(T5D,

AKTOFEXLLTT

BIR~ANDEZEDH TN,
RELTHIVERBICHE-YRAAALEISE., BERICES
DHEZIBETNLH D,
HOMABEEIELNDREITTIEEILL., HEIATLSR
EREFERITHLE, BEOWUREELAHDIGEX. HEHSD
B EAREEZSBOZ L (BB 8 #5H) .
IHEERLIUREREEZITHZ &,

5 KKFFDIEE

B 75 K F

0 TIEAR B 7R LVH K
BREORIKRESTE

HEREEIEY

KIEE

it 7 JLa—)LiaH kel

ZE{kxFE (C02)

3 2K 5H K E

MEGTL,
RRUIZEKRERELTEREICHEDZEL DS,
RIFERY~DBREBIIBEICEZRIZTEELDH D,

RERERILY)

RAEDHKAE RISORN & BDIRFEICIE C THUGERKFERZRLS,
RAHDBRHZERENT =DIZKEEET 5,
TETHNIERBEI VT TFERKEEL ST,
KMo RBESEDH &,

HRETSEBEDRE KKBFIZIE, B RFEERT 5,
REEZHERAT 5.

6. IRHFFDIEE
AR 5 EEEHE,. RE @ REEZEZEAT D,

BERUVRAREE

REICHT HEEER

ZEGMYFZLDT FNA R (HBE T E25]R) O, BARE
BO#EERICEN (IRE 8231 .

RIEADBHZERITS &,
REEHALTHD, BAPIENZLEDH D,
LEEICEFEFSINDEHC HLADELRIA AN TRE
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

I2&3),
FBRINFREKEREL. UHT 5,
FRHEMNELCEURTELMESIX., HABBRICERT 5,

HUAHORVRIEDOAERY | FEMELRINM CTRINEE S,

WAt ZEICZEN-BE. HREZECFOHEYLH LAOFE
#EL T, LBABHEWEDICTEHIE, BHRIEICERALEE
MERDTTRVWEFBZENTEEIBAICIE, BULE=Y
BHEEYLRBANICRET S,
REYMEZEYLRINEITHRET S &,

AMREHRE. BEITDHEICIK. SHFEEEREIUVEDR
B> TMETZ &, ZORBICERSINE=HMEIZDON
THRTH D, EDOBANBERSNEINEHERT H2LEN
Hbd,

ASDSNDEBE 13ELVI52HNT. HABARKRELUVE®D
ERFIOREDHY

1. BEVWERVRELOIEE

;67 A

B AT R *F 2R XK ERLRUVREREDEDRFERESHE,

BrEER, 2@fBK D T REHBEATELREVESIE. BREEKREEEFERALTCE
LY,

REMIKFEEIE D BBOKRIRIZHA T,
SRARMEBRERALGIN &
RAIAELELY,
AR&EDiEfZE BT 5,
BV RIIREZLCHES 2 &,
BESBREREORRICEDE, EXEHOBERLUREMD
ETHREICHVVERYIRS &
BREFHALTHELCZ L,
COEMFEFERATHEEFIC. RBEXITEEZ LGN &
RNOEEMEHILEL, BE~AOBREBEZH/IMRIZCTSEL5F
295,

et [E] 6 D BRI

BEXE D BEOFERADICEEMEADEXL EDORREENHDHEIL.
EEBFROELICTA IV VT VRTLEEIUREV Y
T—%#BBELTLIZELY,
FRAPIITRBERUVREEFZILT 5,
FEINERKRITBERAT DHIKET S &,
T7o)T4OMBMEARL—2 3 VICE, To9=F7a
vho—)L, BUGEANESRE. SULKRLES LUVE
EREFIE. EXFAER. EXERLEERFOFERADL
Ea—%8OCRENHYET,
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REF—5y— b

Gentamicin (8%) Injection Formulation

Apuhlic

-5 ORGANON

R ZE = WETA: BEES: AiIEIZRET H: 2023/09/30
7.0 2024/04/06 1845020-00015 MEERHE: 2017/07/25
®RE
REGREERY BUESANILDDNEBRICANRTE S,
BELTRET S &,
BZL-oMVYED S,
EEDREICH->TRET 5.
BEMZEIEYME ROBGFEFHE D> L LITRE LR
sRERL A
RELGBHRAEMH BSRVWHE: MRGL,
8. [F<EBHILRUREBHEE

EREICETIRDHRERR/HFRRE

5% CAS & BE (RER | EERE/EER | HA
£E) E | EREE
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB AER
2)
FFHTEER: 0TO

RUDJF7ILa—)L 100-51-6 OEL-C 25 mg/m’ BAREXR4L
22 (B8R
)

HIER REREMYME F28 ABICHLTEE o CREMEN
AHoHEFEZNDIME.

Sl BES

RER
M FARER

TANE—84T
FORER
ME

RORESR

SHREZEEYHICHBENGIOCZTIYVIEESLY
HERMEEALTT Bl BEASHBWVI A v I RER
1)

B, RXEBFVRRERES S, 20T
TEBIIRMRFICEYEESh, P BRIHVEESH
PENHYFET,

EBRETOFARNL—2 3 v THNIEFHGIGFERZLEL L
FEA

BYGBAHKEENFATERWNES. FXE < EFHE
THEHA FS A VOHEENDIE K EBATESNIHEE, P
RREREEZHERALEL LS,
WHFREAREASAOEE Y17

GESAESE

YA Fo—IL P ERERFEL LLFT-ITLEERT 5.
ERRED L FERDIZKRDZIVRE, S X b, 270V
VIR ENRET BI5EF, BYIGRIT—JILEERT 5,
MLA. SR, 3 LLEZ7AYVIVICENERSE SN D
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REF—5y— b

Gentamicin (8%) Injection Formulation

Apuhlic

-5 ORGANON

RES ETH: BEES: BTEIZRETH: 2023/09/30
7.0 2024/04/06 1845020-00015 #EMERLR: 2017/07/25
AL HDIEEIE. 7 —RL—ILEE LLIZFDEHLID
LTz —REOTOTFo a3 vEBFRLELE S,
BEERUVBADRER A= 74 —LEH L IFXEBRERAI—+ZFALFEL LS,

9. MEMEVLEHEE
PIRR R
1)
CAA
RhoLs0EDIE
AR B R
BRXIINE R RV HEER
AIATE (B, =UE)
AR GRIK)

BRETRARVERLRR AIARR

BREEEO LR /AR ER

B

BREGHEOTR / AIHTR

B

BAENERE

R
B (EpHhTEER)

BERE
KB

n-#A%9 4%/ —IL/ K&
(log &)

F—a#iL

F—a1L
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES ;ETH: BEES: BiIEET A 2023/09/30
7.0 2024/04/06 1845020-00015 AEERE: 2017/07/25
®ET D T—A%L
BERUVD ./ XIFHEAZE
kE T—R2L
wE s
A A R B L F—anL
e tEdis DOIEERM
v 3[R =T DO AESIEREEYME L LTIEREI AL,
nFE D T—81rL
RIFIEMH
PFHA4 X D TF—AkL
10. REMRUVRGHE
RIS D RIGHERE L TIEREINLGL,
LR E M D OEEOKETIERE,
fEREERICATHEME D RREEREBREREMERR TS ENH D,
BUOBIERIERET D ENH D,
BT REEH DORRAEL,
RN EIRYME D OEBIERE
BREELGHEERY D BREELSEERMIIE SN TULVEL,
1. EEMHEHR
AEEHED H L REZBOER © |RA
R RS HEfi
£
RBICA-BE&
SNSY
FIRT R BRI S CRBY HETERL,
ﬁtnn!
2EEE (#O) D AMEMHEE > 2,000 mg/ke
ik SHEIZKBAE
2MEE (]RA) O RMSMHEEE > 5 mg/l
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

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

B
Gentamicin:
AEE (#&o) © LD50 (v F):8,000 - 10,000 mg/kg
LD50 (% X): 10,000 mg/kg
SMEE (RA) : LC50 (T k):> 0.2 mg/I
MEERERE: 4 h
RERIRE MLA/ZX b
E&: CORETIIETIXEEINTLVELY,
SMUEE (ZO/MOEK) © D50 (S v k): 67 - 96 mg/kg
IRERK: FIRA
LD50 (T v k): 371 - 384 mg/kg
BRERE AN
LDLo (HJL): 30 mg/kg
BRI F5ARA
RUUNUNTIILa—IL:
AEE #@0O) : LD50 (T k): 1,620 mg/ke
St (RA) © LG50 (5 R): > 4.178 mg/|
MEERER: 4 h

HEBRRE MLA/I X+
7% OECD RE&RA A K54 > 403

IFLYOTEUNEER-F M) L:
SEsEE E0) : LD50 (5 v k): 2,800 mg/kg

2EE (]RA) D LCS0 (T b, AR):D> 1 mg/l
BREERFM: 6 h
HRIRE MLA/S R+
A% OECD REEHA K54 > 412

RERERE /R
FIARREAERICEDSRY DFETELL,
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

B

Gentamicin:
"E DoyX

fER D BEORERIH

AR NLTFILa—I:

(Ed Lo

ik : OECD :HE&EHA K4 > 404
fER D EEBRIEAL

RIZHY 2 ERTREGERRIBE
FIFARREGRRICE DR Y HFETELL,

B

Gentamicin:

(= S

fER . BEORRE

RUDILTILI—)L:

(= S
faR o ERAORBE. 21 BURNIZEE
#ik : OECD EXERH A K51 > 405

IFLUOTIUNEEZF YD L

(= S
fER . BRA~OFEAEL
Mo R, 5 IR E A (3 R I8 R 1
RERAEN
FIATRETERICE DR YNFETELLY,
IR A BEE T
FIATRETERICE DR YNFETERLY,
5%
Gentamicin:
||1fﬁ§% D T—AkL

RUDIT7ILa—)L:
BT RS - X P IRy |
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
&S WETH: BEXE: RIEIZRET B: 2023/09/30
7.0 2024/04/06 1845020-00015 MEERA: 2017/07/25
EEAOES 23 D HEEM
& D EILEY R
Hik . OECD E&HA K> 1 > 406
fER DEM
IFLYSTIUmEBE=F UYL
RERA A T D REIUTAtE— 3 VR
E3AOER 233 D B
2 . EILEY R
ik : OECD ERAHA K51 > 406
fE R Do
e T AMmEMBLON-T—RIZEDL
HIEMIBERRYE
FIFARTRERIEHRICE DR Y DETELLY,
5%
Gentamicin:
in vitro TOEEE=M4 o RERA A T in vitro BELEYHRECFERESAR
R 2
SRERZ A 7 in vitro ZEBEKEERER
=R EARE
in vivo TOEEEM D RERA A4 T HEEYHRMBK/MEERER (in vivo MRS MR
ER)
B TYX
RS2 AT e
R 2
RN TILa—IL:
in vitro TOEEEM D REBRAA T MEYMERNSEIREARAETEAER (AMES)
ER e
in vivo TOEEEHE : HRERA 4 T HEAEYHRMBK/MEERER (in vivo HIRaEMER
E%)
FETOR
BRER: BEENES
R e
IFLYVCTIVRERER=-FT M) LA
in vitro TOEIEEM D HREBRAA T MEMEARANSEIREAREZERER (AMES)
R EH

10/ 22



ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

#E: BLUT ELFON-T—2IZHEDIL

HER4 A 7 in vitro AL BMEIEG T ERAER
4B 1tk

HERZ A T in vitro 2EKREEHR
R e
HE BT IPEMTONT—RIZEDL

in vivo TOEEEMN D BB 4 T WE S RMBR/ N LEER (in vivo MfaE MR
E%)
B.YvOR

REREH: RAFAATZIEE
7% OECD EXBRH A K51 > 474

R 2k
RHEAME
FIATRE T ERICE DR YNFETERLY,
%
Gentamicin:
ENAE-TEIAAD R D T—AakL
RUDLT7ILa—)L:
& DOYYR
BEZK D ERARAATEEE
IFZErRRE 103 @
Hik : OECD :E&HA K54 > 451
fER DR

IFLYUCTIVEERB_-FT DL

& R S

BEZ% D ERAHIAATESEE

IR EER 103 @

fER DoEH

= T AMmEINSELONET—RIZE DL
HESY

BBRADEZEDE TN,

5%

Gentamicin:

2RI~ xtd 2822 D REBA A T CHREESERR
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

oy bk

4 5E 71: NOAEL: 20 mg/kg {AE
RR BEECEEERIBES NG S

REDRE~DEE . HEA4A T ZRMELURRERE
fE: Oy x
FAEEM: NOAEL: 3. 6 mg/kg AE
R - RESMEEELD,

HERAA4 T BN L UBRRER
B oy bk

BER%: EEA

FAEFEM: LOAEL: 75 mg/kg A=
R I - BRIREN.

HERAA4 T BN L UVBRRER

B wHR

BERE: EEA

FAEEM: LOAEL: 10 mg/keg AE

HR BREE, , FRIEIBOHOAEN ST,

HEEa 4 T ZREMNBLURRHEE

B ovhk

BERE: EEA

RESM: LOAEL 50 mg/kg AE

R BRI , BRERBROLSNEI DT,

HEEM-TEAADE D ANEDEZFHREICEISIREENDEZLEDHABEERISNH

2=,

RUDNLTIILa—):
HIRICX 9 58 . HERAa 4 T 2R / VHRERLE
B Svk
BERE: A AALEIGE
R et
BE BUTIYEIEONET—2IZEDL

REODRE~DEE D HEA4A T ZREMBLURERE
B vHR
BERE: A& RAALESBE
R pEM

IFLYOTS VNEFR= +FU¢A

WEIRICHR 3 SR D HEBRA A T IR AES M KER
B Svk
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

RER®: RAFAATEBE
BER
HE BT MEMTONT—RIZEDL

REDRE~DEE . HEA4A T ZRMELURRERE
oy hk
BERE: R&RAALEBES
R E

FERMESBSTE (HEEITCR)

FIFARREGRRICE DR Y HFETELL,

FERMEESTE (REFICR)

RHICH=4, XEREFXCE Q) [CL2EFOEFOSTN (Bl RNE).

B4

Gentamicin:
IZ R 2 . Bl WE
TEAAV R D REICH-5. XIIREFCEIZLIBHRDOES,

IFLUOTSUNEEER=F YL

RED TR D RAFH LA/ SR NIE)
IZR R D RE

TFTERAAD K D RECh=3. XIFREFCEBIZKIBEHROEZEDS Fh.,
RERSEH

5

Gentamicin:

[ N

LOAEL : 3 mg/kg

BE5ZR D BARN

IR ERRE 12 58

IZRO RS C B

JiE K D MM, FRAESE

[ 1%

LOAEL . 50 mg/kg

BE5ZR KT

IR ERRE 333

IZRO RS . Bl WNE

& oYL

LOAEL . 6 mg/kg
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

&5 R . BAR

IR & B 3

IE g R L ik, B, WNE, FE
& D Iw bk
NOAEL . 5 mg/kg
LOAEL : 10 mg/kg
B 528K . BAR

A = B R : 52 @&

IE g R C BRE, mig
2 Iy b
NOAEL : 12.5 mg/kg
LOAEL ;50 mg/kg
B 5 RE% . BAR

A = B R 13 &
gl e D B

ARUDNLTILa—I:

(i Doy kb

NOAEL :1.072 mg/|

b ) D RAE LA/ R R/IE)

R & B . 28 Days

ik : OECD :HE&RHA K42 412

IFLUOTSUNEEER=F YL

& D 9wk

NOAEL ;500 mg/kg

BREZR D ERHAAATEEE
IRERRE © 13 B

[ D Zv bk

LOAEL : 0.03 mg/|

BE5ER D RAM LA/ R ME)
3| 4 58

ik : OECD :HERHA K42 412
RAABEN

FIATRETERICE DR YNFETERLY,
AEKIZH T 5 REBEHER

B%:

Gentamicin:
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RET—HFV—F

Gentamicin (8%) Injection Formulation

R ZE =

1.0

;ETH:
2024/04/06

BBES
1845020-00015

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERLA: 2017/07/25

RARAATZBE

EZrfigas: BhiE

B NE
FEIK: OFL, HFEL, HEE HIBY, MRITIEHE

12.

Gentamicin:

X9 HEME

M-27048— (KERREEE
tt EH (2% )
M-27045— (KERREE
tt &RE (B )
MEMIZHT 55

SOVIFEQKEERHEY ¢

B KEEYICHT HEN

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

LC50 (Americamysis (Z AU AT R)): 30 mg/l
RREERER: 96 h
Bk 7 IEAMSHHER

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

BRAESEREE (Pseudokirchneriella subcapitata (#%%)):
1.5 g/l

RREERER: 72 h

A% OECD RERH A K54 > 201

EC50 (Anabaena flos-aquae (7 //NOT1U7F) )47 ug/l
RREERFRE: 72 h
7#i%: OECD HE&H A K541 > 201

RAEZLEREE (Anabaena flos-aquae (7 / /N9 T1)
7)):1.6 ug/l

RREEEERE: 72 h

7% OECD HER A1 K541 > 201

100
1

EC50: 288. 7 mg/|

RREERFRE: 3 h

RERAZ A4 T FEOR N

7% OECD HERH A K54 > 209
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETH: BEXE: BTEIZRET A: 2023/09/30
7.0 2024/04/06 1845020-00015 MEERB: 2017/07/25
|
RUSNULT7ILa—IL:
ks . LC50 (Pimephales promelas (77w bAw KX/ 1)) 460

mg/ |
BREERFR: 96 h

SOVIAEOKEEEWEY © EC50 (Daphnia magna (474 32> 3)): 230 mg/|
[Txd &M BREEEFRE: 48 h
ik OECD ERE&A A K54 > 202

B KEEWICT HEM © EC50 (Pseudokirchneriel la subcapitata (#3%)): 770 mg/|
BREERFRA: 72 h
7% OECD ERB&RA A K54 > 201

RAEZERE (Pseudokirchneriella subcapitata (#%:%)):
310 mg/|

BRERFE: 72 h

7% OECD RERAA K54 > 201

SOVIOFEQKEESHEY . RAXEEZZRE (Daphnia magna (A= 2> 0)): 51 meg/l
[Zxd S EMH (BHESN) BREEAFR: 21 d
A% OECD SRER A A K54 > 211

IFLUOTIVNEER_-FT )DL
BEMN : LG50 (Lepomis macrochirus (FJL—=F)L) ): > 100 mg/|
RREERERE: 96 h
BE BUTIYEIEONET—2IZE DL

SOVOENKEESHEY © ECS50 (Daphnia magna (A 3> 3)): 140 mg/|
IZxtd 5&EMH BEEERFRT: 48 h
& DIN (FA4 Y IEHE) 38412

R KEEMITHT BEM ¢ ErCh0 (Pseudokirchneriella subcapitata (#3)): > 100
mg/ |
BRERFR: 72 h
ik OECD FRE&A A K54 > 201
&% BT 2mEI BT —FITE DL

EC10 (Pseudokirchneriella subcapitata (#k%)):> 1 mg/|
RREEEERE: 72 h

7#i%: OECD #HE&H A K541 > 201

& BT IMEITEONT—FITE DL

SOVIOFEQKEESHEY . RAKEZZRE (Daphnia magna (A 2> 0)): 25 meg/l
X9 B EMH (BHESH) BREERERS: 21 d
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

WMEYICHT HEMHE © EC10 GEM4EIE): > 500 mg/|
IREERERS: 30 min
7% OECD HERAHA K54 > 209

%W - SR

A%

Gentamicin:

$ R D RR 2ESERIRE

E£50fE: 100 %
MR 28 d
#i%: OECD HERAH A K51 > 314

RO T7ILa—)L:

E R D R SR,
EofE: 92 - 96 %
RREERERE: 14 d

IFLUOT7SVHMEEE_F ) D LA:
SR R SORETIEGL,
£ 2%
MR 28 d
7% OECD HE&HA FS 1 > 301D

ERERKE
B%:

Gentamicin:
|n—7J"] 27—/ KDEZRE ¢ log Pow: < -2
(log &)

A

RUONLTILa—)b:
|n—7J"] 27—/ KBRS ¢ log Pow:1.05

(log &)
IFLYCTIVNEBR=FT RO L
EHREREN : #&: Lepomis macrochirus (FJL—FJL)

EWiRMERF (BCF) : < 500
#E: BUTSMEL TN -T—2IZHEDIL

n-449%/—IL/ KPEHRE : log Pow: 4.3
(log &)
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

TiEDOBEYE

F—arL

TV UBADEEY

JESZY

thnBEEFLE

FT—HRL
13. BELDIEE

BREESE

RREEY A BBRAORFIZIENMLST S,

BEME TARAHELLTIAE LR,
ERRERUEE L EOREE. YUY I LELREEZEODIC. BAEZIH-

REEVLEXREICRTRET S
BICHEENEWMES, REARELTEET 5.

14, EELDEE

E B 5
R L #45% (UNRTDG)
E:EES (UN number) : UN 3082
[E&E#i% 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(Gentamicin)
E:&E 5 #8 (Class) 9
BB/ (Packing group) o111
Z X)L (Labels) 9
REAEMH D&

finZ2 = (IATA-DGR)
UN/ID #% (UN/ID number) : UN 3082

EE#iix4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(Gentamicin)
E&E 5 #8 (Class) 9
B2 (Packing group) b
Z ~)L (Labels) :  Miscellaneous
HMEETR (EYH) (Pack- @ 964
ing instruction (cargo air-
craft))
HMEETR (REH) (Pack- @ 964
ing instruction (passenger
aircraft))
REFEH D EBE
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
&S HETA: BEES: BEIZET B: 2023/09/30
1.0 2024/04/06 1845020-00015 #EERL B 2017/07/25
& L &% (IMDG-Code)
EEES (UN number) : UN 3082
EE#ix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Gentamicin)
EE /%8 (Class) © 9
BB/ ZEHR (Packing group) o111
Z~JL (Labels) 9
EmS 31— K (EmS Code) : F-A, S-F

EEFEYE S - EERY) - BE

(Marine pollutant)

MARPOL 73/78 MIEE Il RV IBC a— FIZ K3 EIoBAMEIh I EEYYHE By - EEZL)
B INn-REOEMAIZITIEZS.

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

CCICRBEATLAEES . BROBMETOLOT, KRRET -2 — FOFRTHRHS
NEESICHABESNEMBOREDHIZE OV TWET, BELHEE. RBFR., Nv7r—DH
A XEMFOMADHRBDEEIZLY . EESIHAREELAHY ET,

REFLAHERHES DM

15. BRZES

B AR

HBhE

EE AT AY), ATAMERIASE, 2 LA A — FIL)

&%

BEFFmILFEME

=z £
2, 27,2 7,2 —(ZTHAY—1, 2=DA D= 268
0) MEEROF ~1) o LIE

FEREREE

HESENBELEESNLIE8EY

S

WEDHTERITEIREHED

JEEZ S

REEELIEHARYE

JEEZ S
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
1.0 2024/04/06 1845020-00015 #MEERLA: 2017/07/25

ERFEDRHoN-LEMHE (RELFEYR)
E

ZRREDORBH oh-LEME (HFHREHEFHE)
EH

‘ BREZBENTRERRVRUVEEY
EESTED 2 FEITRAIRE 9

=z EHE (%) B
Rosuza—n >0 -<10 -

‘ BMFERTIRECRVRUVEEY
EHEOT & (HITHE 18 %)

=z i

IRosnzra—n

RARMEDE (FBRSEERNEETT£0D2)
|EEE

HELEMEEETRRE

JES% Y

R EFRRAI

JES% Y

m7IILEIénhEFREA

e Y

AWEEIPE TR

e Y

FEBREMEEIRTS - WRE— (EEY)
JES%Y

EVE URIYMEIESE

JEEL Y

LY EHHINEEEEEE

JEE% Y

BEHRABRRE

JEEL Y

P& £ 21080 S

JES% Y

MR Leix

EIRAIE 2, I XBREMETIRE 1 AEEYE
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

s
FEITHRAIEE 194 FRIRMETIRE 11 TOMODAEY
BESRFRUBLEEOMILICEY 5EE

(£ 5 iEHEE : EREME )
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 N
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 £

BAEE(/4ETSE (FFE | BAEER4ERE HREEZOHE -l tEVEOHBTRE
)

BAEXFEFSE (FRE | BRAHBERE

#) /O0EL-C

ALIC - A—R SV TDIELFERASA AV RY; NTT - TS DLEREEE. ASTM - K
EMHSRGS b - KE R - EH M, TERRME. £EEEULH L ESNHME: DIN -
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ReF—2U—F A

Gentamicin (8%) Injection Formulation i ORGANON
RES WETA: BIERE BTEIZRET A: 2023/09/30
7.0 2024/04,/06 1845020-00015 MEAER B 2017/07/25

R viRRipsE#%E, DSL - ERAMEU R~ (BF4): ECx - FED XYORIGZERIZT EEZ
bNBEE: ELx - FED XYORIGZERIFT EEZONDIARTEA, EnS - BABORS D
—JL; ENCS - {tTBZDEEFILEME Y X k; ErCx - FED X0OREBZERIZT EEZONDR
F#, ERG - BEXEOF5IE; GHS - tHFRAMI X T4, GLP - HEREMEFRE, [ARC - EHE
MATRZEHEES; TATA - ERHMZTEES: IBC - BRIEFROESEELZDO-OOMMOIEE
RUHKGICET 2EEAEE; 1650 - 50%EERE; ICA0 - EREMMZHRES; IECSC - hEIR
HitEHE 4% INDG - ERELEKRYIRIE, IN0 - EEBEME,; ISHL - 3 BXLEEE
(BAR); 1S0 - ERZEL#IE, KECl - REBFILFEME R, LC50 - 50%EFEEE . LD50 -
50% 3t (F#EE=) ; MARPOL - MMAIC K 2FLEDHIED-ODERER: no.s. - il
RBDBTRENTWDEDZERRC; Nech - FUEE] NOAEC - BMEEMHFEERE. NOWEL -
BEEMFZELANIL, NOELR - EEEUZEER/EE, NOM - A X a2KRA, NTP - KEE
REMTOS S L NZloC - Z2—S—F 0 F{EEWEARIR, 0ECD - &FF1p HEARHE, OPPTS
- LEMELREMN - AERLR, PBT - #ofMEMEN - £AEREM - 5% (WE) © PICCS - 7
A VEVIEERMEA RN )=, (QSAR - (EEM) #H:E&EEMEHES: REACH - {LEHE D&
$%. M@, 32 WA KUZEER (REACH) B9 S3#REI (EC) No 1907/2006; SADT - B INER%fiE
BE, SIS - BT —42— bk, TECI - A IZBREFEOEEMEDA AV Y, TCSI - &1k
HMBEAL R M) —; TDG - fEfiEgi%; TSCA - AEWMERFE CEE); UN - E5&E; UNRTDG
- B EEERYEXES, VPVB - ERICHIBRUVIESICEHEEME, WHNIS - rEIBRERE
EUYEFER AT L

ZDRET—AI—LWAT TSDS) ELVS) TRET HEHR(UT TRIEHRI &0V3)IF, KEH®
BERICEVWT., B OZEOME. FHR. RUESNDLETERTHIEHHLIZBLDTT,
AiERIE, HRORETEIRL., FH,. LB, RE. @E. RERVRRICET I IHAIFURE
LTOAEREINATEY . DHLIRIEXITGEREZLTEOTIEHY FHA. RNIERE.
SDS MEBEICRINTWAIHESIN-ARKICEATIENOTHY . YZAEGLAMOES EHAE
HET. RIFTOELRAFTHEASINSEE. AXFIZERLSBVLRY . AMICIEE ST
NHYET, REROFEABFLEMICEWVTIE, AERRVHREELZERT 55812, FHER
MOERKRARBIZH ITHERYAGOBEYLFHEEZESH T, FRERMDERT A ETOHEDKR
ICEFTHARER[OEIEL., FH, LB, RUREICONT, ERELET,

JP/JA
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