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7= AR . Gentamicin (8%) Injection Formulation
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ik : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
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Gentamicin (8%) Injection Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
1.14 2024/04/06 1845012-00015 A2 H #H: 2017/07/25

ZIEHE : % %‘

(ER=at] D faks

1 o M 330 B : H360D A REXFIG ) Lit i 5 o
H373 Kl s B el ] GEE A T .
H400 XK AR AR K

HA11 X /KA WA B 0 A K BARREE2

Pt |
P201 {8 FH AT HUS & UL .
P202 TERIEFEI T AT 2 A8 i ar v 2704850
P260 AN N 25 5 26
P273 R P BT
P280 BRI ¥ T/ Fid i/ 5B 4 IR 2B/ 5 B 4 T L

B L

P308 + P313 tnfEfhBIs A5 E: RE/Hi2.
P391 Wi Y.

b7
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EFAE:
P501 K N W)/ 45 218 B HE ) PR AL 2R Ak B
WA R
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RRAEE
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Gentamicin (8%) Injection Formulation
A &7 H 4 SDS 45 HIAET H #: 2023/09/30
1.14 2024/04/06 1845012-00015 w4 H#H: 2017/07/25
15 R A= Ei fealun=r WP BIRFETEE (% w/w)
(CAS No.)
Gentamicin 1403-66-3 8
R 100-51-6 1.5
4., BREEH
— Y D WEESEANIERS, TR
TEREAR RSB R0, BEER .
PN DOWMRON, BEBEESSAL.
.
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R i 2 i DOVETEGE I K AR o
WO AR RS, R
TN DWW A,
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FHIK ANk 1
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K e & el ] e H 4 .
o R e R 1 D BRI T ARERAN NGRS, TR AT BEAFE R B I DL R
WA NBi 254 (S5 8 1) .
ot = AR PR ) $E D OXREAHBNIRT
5. JHBHTE
KK TTHE T KK i
ETIRS(TRN
AR (CO2)
Tk
ANEE K KA DR NARIE.
e fE R P D RAR S BRI RREIRA Y.
B R E =TT e SRR
HFEBRBEr=1) COmEMAY
REIR KK 712 D AR T R O R B A R I A ) K K A i
WK VA ENARFT I 548 -
LB T, BRI,
e .
THBIN 53 IR R IR 35 % DR KIEIR, Ik E g AR A
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3/17



H2 % S BRI A

%8 GB/T 16483, GB/T 17519 4wl

-5 ORGANON
Gentamicin (8%) Injection Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
1.14 2024/04/06 1845012-00015 A2 H #H: 2017/07/25

6. MRNSALHE

NABTAF TG B s FIRE

SREREF

BT ORI it

MRS S R B RROTIE

LA P ) Ak B R

BN ANB 3%
WL EEB (S 799 MNP 3£ 2 (S 15 8
).

8GR R A B .

WNRERA IR 224, AISREURE BT 1k — 20 iR B
BBV By i (Bldn: B s A .

TRBE AL B 3275 G iR K -

BUARTCIR B ™ A Y, ROE AR R .

FAPETER R .

XEF KB IRR UL,  HEAT B 3 BORFH A 1 25 £ 7 s it DA e
PR . SR AT DU R S e B3 R, U2 (el i
BB A IE IR A o

JE I 24 1 R A7) 7S B8R B 1 v e A ek o

b7 B SR AT REIE X AR R RO AL, DA i
HEBCIAE T B RRI o T 2 AT 0 B AR
A% SDS FYEE 13 B RIS 16 7045 th 1 455 H 7 BRI ZX 2R
EESERSS

7. BIELESMHE
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Gentamicin (8%) Injection Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
1.14 2024/04/06 1845012-00015 )2 H #A: 2017/07/25
P B KR e BRI A7
) VRSB | T Sp B N i o
5 SE A )
(RSP D ARNEA MR R WARIE .
8. BEfihiEHFAMERT
1 40 B S R b 4 A PR B
H5y hZ Bl | BUE R A BHISE I B | K
5 (CAS No.) | (¥ffE=X) i3
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RG]
2)
HAhf5 2 0TO
TR DO ERE S TR S g R R, DA SRR (o A
BUL IR E R ER .
FTA LR 42 il H N %8 & StHIAT, %2 AR P i i B
VS (GMP) R ISR, DAARIF = dh . L ANFIIRSE .
SEISERAE AN ELREFIR S P
AMEBG 3%
LA e e DR R R R R, B SRR VR Bon 2R B e
HEFEFR R MR e (E, A F I AR 4
e AR A D ARk AL AR R R
AR I B 3 D RS A AR 1 2 e IR B H B
WR TR aG s Bk A . SRPIaimt 55, i Il s & 10
P HS.
WS RGEA AT R B A B A SR e, 1 (R R
o H AR A R R
SN D LAEARESEEG AN
F i3
oy L B FEE
DAt D RAE MR B R A AT e AL 2, TETE TAESA T R
LR rhe RGN 22 282
fEHES, PR R .
LA BRI Ve 5 T T BT o
B WIZE, NOR.: TREEHEE. SEmA Ap
MBS R R AR . T PRSI . BT W
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CARIRST G LN
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Gentamicin (8%) Injection Formulation

A BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
1.14 2024,/04/06 1845012-00015 A4 H #: 2017/07/25

B Tt
R ToHE R
SRR TR 7k
pH A FH AR YR
JA P/ T ] T k)
Wi 2T AN FE THIEE R
TN s >93.3 °C
Ay LS ToHHE BRE
SR (R, =44) ANiEH
GifE GRAED ANiEH
PRIE LR 1 8 IR T Bt v Rl
PRIETIR 1 B TR ToHE vERE
UK B VR
HAEE THHE TR
R /A THAR R
L Te g vk
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KIEE ToHE vERE
B R/ Ko e R M THE %R
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Gentamicin (8%) Injection Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
1.14 2024/04/06 1845012-00015 )2 H #A: 2017/07/25

At LIRS AR A SR,
5T LR

BT

bt L HER

10. FezE AN & BLE

R DR RN RN fEE

Fase COIEEAM R RRE.

fe 65 [ v D ERR RS RBRIEEIREY.
EIEST A% R

I3 4 P 2544 DR IARIE,

LY DAL

&[G 1) 43 it = 4) D OBH R R

11. FEZER

PR PN
el
T
IR FR 422 i

aEN

WRAEBAE 5 B F T 9%,

rﬁ'a .
atEg D AMEEMEATE: > 5,000 mg/kg

Jiik tHRITE

SUE N EEHE D AR TME: > 10 mg/1
BFRNFIR]: 4 /N
TRIR S : B2/ 5

7k T
45y
Gentamicin:
aMg s : LD50 (KHR): 8,000 - 10,000 mg/kg

LD50 (/INER): 10, 000 mg/kg
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Gentamicin (8%) Injection Formulation

A BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
1.14 2024,/04/06 1845012-00015 A4 H H: 2017/07/25
SVER AT LC50 (KER): > 0.2 mg/1

T Fr I H): 4 /N
DMFREL: Fy 2/ 5
FlE RN ET, BOA MR BE Bk,

LD50 (k) 67 — 96 mg/kg
PR KA

LD50 (Kf): 371 — 384 mg/kg
JerpmAt: WA

LDLo (#£¥): 30 mg/kg

PLE IR HEIK A

xR

St O dE LD50 (K BR): 1,620 mg/kg

TERN L LC50 (KER): > 4. 178 mg/1
FEFEI[A]: 4 /NS
MRRIR B W/ %
J77%: OECD Ui U 403

R k8 ot/ 1

WAEBAE 5 B L F T 9%,

H5

Gentamicin:

R ES

gE R 8 1) B R

7

e ESH

Fik OECD Mk 5 1) 404

gER T 52 )%

o E R BSR4/ R )

WA 15 B FHET 5.

Hy

Gentamicin:

e KR

g A0 P 1 HIL IS )
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Gentamicin (8%) Injection Formulation
&N &7 H 4 SDS 4% 5 HIIETT H #: 2023/09/30
1.14 2024/04/06 1845012-00015 )2 H #A: 2017/07/25
K
s R
4k D SRR, 21 RNTKRE
ik : OECD X 5 405
WP R B 57 kit A
B kit
AR 15 BT #1753,
TP R st 488
WA 15 BT iHAT 53.
Ha
Gentamicin:
#E D TR
K
MR DRV AR
B DRk
s OBER
Fik : OECD i 50 406
gh R DB
A FE 20 B oA 1
WA 5 L FHEIT 5.
Hy
Gentamicin:
AR A IS DR B D MRS AR A L B A A SR R SR AR 1 G
gE R M
M RPN i N A SR N R S W 3
gh L B ]
AR P 3 K] F: 1 D AR AL i LS A B AZ RIS (IR N 4R R AR R IR
g /N
YLERIRAR Bk ST
SEHL B
K
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Gentamicin (8%) Injection Formulation

xR LA E IR

&N &7 H 8 SDS 4% 5 HIIETT H #: 2023/09/30
1.14 2024/04/06 1845012-00015 )2 H #A: 2017/07/25
ARk A3 TR = TR 41 ] &2 R AR (AMES)
gE R M
Ak P 3 TR = MR it i Ry EARA I A A G LN E Y R Ui £ W )
gE: MR
YRR IR MR
s SRS
BUE
RIEIAEE BT TFHAT 9
H5
Gentamicin:
FUEE - PFAE JoEdE 7k}
K
)& JINER,
PRIRRA 'gA
Er AR | 103 J&
Fik OECD 4t ) 451
g 9914
AEFE
ATREXT AR Lk i 3
Ha
Gentamicin:
N B HEAE H R DY P AR B 5 1 08

g KR
H=FH BE 77: NOAEL: 20 mg/kg =&
SER T R RS

TAREAL: ERR-HR LR B

Mg x4

9% G B NOAEL: 3. 6 mg/kg A
gER TIRRG-FR )L

MRARAL: IR RG-RR LR B
[N

YR JEEE A

R H B LOAEL: 75 mg/kg 1A
sER ARG L.

10/17



2 AR BB A
28 GB/T 16483, GB/T 17519 i '
-t ORGANON

Gentamicin (8%) Injection Formulation

&N BT H 1 SDS 4% 5 HIIETT H #: 2023/09/30
1.14 2024/04/06 1845012-00015 W gmH HH#A: 2017/07/25

TR EHG-R LR E

FhlE: /N

P N

R E FEME: LOAEL: 10 mg/kg A
R IR IAE TSR, , KA.

TR RAG-HE LK E

FhJE: KR

P fEE N

KRG EE M LOAEL: 50 mg/kg A
R IR IAE TSR, , KA.

PERAERE - VA DRI ANSRBUTIR AR, AR R I AR B AR

7K B
o} B M R R DA A/ R RR R E
g KRR
PHBRE BN
a5 1 Y
B FET 2 i B

XL B IR DMK IR LK
Fift g /1N B
Qeaigie: A

a5 1 Y

RIS E RASNE- — k&M
RIEIAF B FTRET K,
FRIGESERASNE- REZM
KB E R T REIE 2
oy

Gentamicin:

EgsE D E, AE

PPk D KB B Bl o 0 g B I A E .
BEELEEN

44

Gentamicin:

e DR
LOAEL © 3 mg/kg
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Gentamicin (8%) Injection Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
1.14 2024/04/06 1845012-00015 )2 H #A: 2017/07/25

PR IR 1N

T 2 I (7] 12 A

ERE = §

REAR DoOMXeEk,  JRERE
s BT

LOAEL : 50 mg/kg
PRIRE O ETF
T[] P 3 M

LR E D E, AE
g BT

LOAEL © 6 mg/kg

PR IR /NG

T a5 (7] D3 M

LR E C I, ', NHE, OB
g DK

NOAEL © 5 mg/kg
LOAEL © 10 mg/kg
RFIRG N

T a5 (7] © 52

A E = R 17
g DK

NOAEL © 12.5 mg/kg
LOAEL © 50 mg/kg
PREIRG N

T a5 (7] 13 A
BARE -

K FFEE:

& N

NOAEL ©1.072 mg/1
PBIRF O CHrdR/ D
T g ) [A] © 28 K.

WAR/A © OECD Ml 5 ) 412
WAEE

RIEIAF BT TRET K,

12 /17



WER L EBAR YA

8 GB/T 16483 GB/T 17519 il

-5 ORGANON
Gentamicin (8%) Injection Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
1.14 2024/04/06 1845012-00015 )2 H #A: 2017/07/25
N R BARR
Hoy:
Gentamicin:
'A Ep oS B
LEE NE
SR Sk, e, Wik, H, jB)LHE
12. =F%FER
HLEEN
Ha
Gentamicin:

XA AR A TE MY

ff 1

X /IR LRI T

M- (KR A fE )
V=R (KK A fE )
XHMEVIIN R

EC50 (Daphnia magna (/K#%)): 86 mg/1
FEFEIFIA): 48 /MR
771 OECD il 5 ) 202

LC50 (Americamysis (H#f4F)): 30 mg/1
F TR A 96 /NS
Tk I E K RE 850. 1035

EC50 (Pseudokirchneriella subcapitata (%ki#:)): 10 pg/1
RFERTIE): 72 /MBS
J7i%: OECD 10 201

NOEC (Pseudokirchneriella subcapitata (£%#:)): 1.5 pg/1
SEFEIS )2 72 /N
J7i%: OECD il 10 201

EC50 (Anabaena flos—aquae (ZKIEERE#E)): 4.7 ug/l
SEFEITE): 72 /N
J7i%: OECD Pt 201

NOEC (Anabaena flos—aquae (ZKIEERE#E)): 1.6 pg/l
SEFEIS A 72 /N
J7i%: OECD il 10 201

100

1

EC50: 288. 7 mg/1
FEFRITA]: 3 /NS
TR AL : WP 4]
J7¥%: OECD WK 5 01] 209
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Gentamicin (8%) Injection Formulation
&N &7 H 4 SDS %5 HIAET H #: 2023/09/30
1.14 2024/04/06 1845012-00015 )2 H #A: 2017/07/25
2K R
X A 2 B LC50 (Pimephales promelas (fEkfi%kf)): 460 mg/1

XA ALK TR MY

8k

XK AR TEE

XA AR A TR MY

MIREE (12 T1E)

FEAEA R
A5

Gentamicin:

AW

2K R
A W

HEMERRE T
Aoy

Gentamicin:

1SR/ 7K 7 e &R H

2K HEE:

RIS Al 96 /N

EC50 (Daphnia magna (/K#%)): 230 mg/1
FRFRTE]: 48 /K
J3¥%: OECD sl = )0 202

EC50 (Pseudokirchneriella subcapitata (%ki#:)): 770 mg/1
TR A 72 /N
J7i%: OECD i ] 201

NOEC (Pseudokirchneriella subcapitata (£%#:)): 310 mg/1
TR A 72 /NS
J71%: OECD L5 U 201

NOEC (Daphnia magna (/Ki#%)): 51 mg/1
FRERRTME] 21 K
J5{%: OECD Mt 50 211

g WL AT PR B
EWIRRE R 100 %
FZFENE]: 28 R

J79%: OECD Mk 5] 314

2k B P A YRR AR
WA 92 - 96 %
FFEIt A 14 K

log Pow: < -2
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Gentamicin (8%) Injection Formulation

&N &1T H 3#H: SDS 4% 5 HIIETT H #: 2023/09/30
1.14 2024,/04/06 1845012-00015 A4 H H: 2017/07/25

1E W/ K43 B R 50 log Pow: 1. 05

HIEPFEB

HAFFERFEEH

13. BHLE

HEF:

JR AL ANENE R IKHEN T 7KIE
T4 24 My AL HE

15 G EE W) R S AR 2815 BV AT B R A 3 P A R FH B AL B .
WA ANER : F R A P2 AL

14. BHER

H bRt

Ff3Z (UNRTDG)

A E 5 UN 3082

BEE E 12 4 FR ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
(Gentamicin)

Z 9

(el 111

P2 9

MR =

223% (IATA-DGR)

UN/ID 4w 5 UN 3082

B4 Bz H 4 7k Environmentally hazardous substance, liquid, n.o.s.
(Gentamicin)

el 9

(Rl 111

PR Miscellaneous

ALBEIH (T 12 KAL) 964

ALEEYI (12 KAL) 964

WIS 2 =

#5312 (IMDG—Code)

A E w5 UN 3082

& EiEi 2R ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
(Gentamicin)

K51 9
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Gentamicin (8%) Injection Formulation

Apuhlic

-5 ORGANON

A &7 H 4 SDS %5 HIAET H #: 2023/09/30
1.14 2024/04/06 1845012-00015 )2 H #A: 2017/07/25
LB ©OIII
bR 9
EmS %% : F-A, S-F
WS G/ 1) LR

# (MARPOL73/78 A#1) P I1 A1 IBC FEN]
AN3dE T LR 77

B Wi

GB 6944/12268

A [ g 5 © UN 3082

& B2 44 DO ERREYR, RAEMER
(Gentamicin)

e ©9

(el SR

PR 9

WS G/ R

R B Ya e

AR B P RS H, SRR T A L S BRI A5 iR I R B AR5

Rl TT 30, A RO A X IR SR R A [F A AN A

15.

EAER

BERHER

BRI Bl ¥R

5t B4 2 A A

Gy B 5 1R 43 ST B H 5
KITRY

Wb b B AT 28 3 YA & T AR I8 Sa A o7
PR E T HAZFZTRIAER:
AICS DORE
DSL DORE

IECSC CORME

RIIN

16.

HpfER

&1 H ©2024/04/06

HMER
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Gentamicin (8%) Injection Formulation
&N &7 H 8 SDS 4% 5 HIIETT H #: 2023/09/30
1.14 2024,/04/06 1845012-00015 A4 H #: 2017/07/25

2% ik D ONTEAREE, BdERIET Rl SDS. OECD eChem [/ 93k

REER, D REKIMELSEME TR, http://echa. europa. eu/
H 35 = . %£/A/H
FRENE FEES

ATIC — KR T AL A fiE B ANTT — BV B R EE B ML, ASTM — SEEM R SLIR &
bw - K ; CMR - FU&. FARMSAMEBTMEYR; DIN - fEERHELSES; DSL - I KEN
YR 45 ECx — Bl x%RUB M ELx — Fl#E x%RN AT ZE; EnS — Biafdit; ENCS
- HAMARHFEY 45 ErCx — Sl x% KR ; ERG — RiZdER; GHS - 4xEkik
G RAEREHIE; GLP — RUFSLIG=ME; 1ARC — EBRRAERF AN ; TATA — EFRATE
Bt 1BC - [E Friisiz i fa ki S S A s F s & B0 1C50 — ik g, 1cA0 - [H
PrECH MU ; TECSC - FHEIAFIR L5, MG - EFrifzsaliey; M0 - EiRiEHE
M ISHL - HATI 4 g dikz,: 150 - Eprbriefb 2, KECT - #hEI A L FEY R 4 5% ;
LC50 — MR NFEPEBOICIREE ; LD50 — MK AFF LBt R CEEEIEE) ; MARPOL - ERRES
ARG TS AL noo.s. — RAFIN; Neh - FFFAE; NOWEC - T CHE) 1EH
WEE; NO(MEL - Err L (5% fERFI&E; NOELR — TGl WLAEH fifar % ; NOM — SRV 824Nk
NTP - [EZFFBHEEMEIAL,; NZIoC - i 245, OECD - &5 A1E S5 KB, OPPTS ~
HRPE ARFFEEDRPAZE; PBT - FEAME. AV RBREREERNY; PICCS - FEHE
e 5 EY A, QSAR - GE&E) Z5M—iGMEX R, REACH - BRI SR E ST
M PR SBCRIBREIERL (BC) 1907/2006 55 SADT - Wi SDS - %4
ARV TCSI - GEEALFEMRIEM; 06 - G kWici; TECI - REEGLFEYIRTE
By TSCA - EREAFJY L, UN - BeAE,; UNRTDG - BEA E Tk it yE i @i 43,
vPvB — ERFAMERIE A RV WHMIS - AR ek i fE B R4

HTTE

BN TR AT, A BRI S (SDS) A 2 H IR L5 BRI TE R . S5 B A R %
SRR ML NI Al sk, AAEMRATAER, AR MR A CRIESS ss B S
BROCARESL, BERARPLINE 54 SDS TASHIE IRFE MBI %, 21 SDS Hh AR S AT 3L
AP BHE & sH] TAETR AR, BEERAIE B TE AL AR P R8T AR R E PR8N T 75 A5 A
BfE L A I DA T SO SRS BRI, QAR 2™ i SDS MPRHFE FPEVEAS (A
EHD

CN/ZH
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