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Gentamicin (10%) Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLA: 2016/07/15

BEREICLSER (B RE) OEE,
HA00 KAEEMIZFEEICEUVEFE,
HA11 REAMMERIZEZEIC K > TKEEMIZE %,

REXE:

P201 EFRRETICEIRERBAZE ZAFTH &,

P202 £ THRELIEEHAERTIETRY HbOLENI &
P260 = R b ZERZEZWA LGN &,

P264 Btk LMEITREZ L <KD T &,

P270 COEREFERTHLEIC, RBXRITEEEZ LGN
&Es

P2I3 IRIBE~DMEEETH &,

P280 IREF R MRER MRERE RE@mEEATHIL,

ﬂﬁ%ﬂHLJ

P308 + P13 [EK BRIFIEK BN BN HDHIHE | ERMDILE
SEREHETERITHI L,

P391 R ZEEINT B 2 &,

ReE

P405 EfE L TRET B 2 &,

BEEE:

P501 NEY),  BERERBIN-NEHERICEET S &,

GHS AR L E LMD ERE T
R L,

3. MRV

LEME - BEEYMDORXF © BREY

5%,

=22 CAS B = 8= % w/w BEMARER

E55

Gentamicin 1403-66-3 10 -

IFLOOT7IUMEE—-F 1) | 139-33-3 0.01 2-1265

L

4, CRIEE

— BT K/NA4 X D BHOBENL. ROB”T ChEBVWEESEELICEEDEZERS
2IT5,
FERARSICIEE. FTEEEBAHIEEE. EMDIERE
ZI1T5,
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Gentamicin (10%) Injection Formulation

RS WETH: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 804047-00021 MEMER B: 2016/07/15
WA LT-5HE RLGAATZISE . I ERDISEI~BET 5,

BREIZtE LSS

RICA-=5H&

RARAATGE

RMERR VEBRMEERDE

LERLHIRER
LEHEZY 2EDRE

EEICx T AR EE ¢

ERLEZRTS,

EMLIEE, BELICREBEZAITAESEDKTEVNRY .
BERLERBRE S U#HZR <.

ERLEZEZTS,

BERADHIIZKRZERES .

HEBFERT HRICERISHKD.

FHEEE LT, KTIRZ®RFT 5.

FFHH Y RGT HHEICITERBETERERIT5S,
RARAATZGE . BEICHMEZN,

ERLEZEZTS,

KTtOz&E<TT

BRADEZEOEZ.
RELTHLIVERBICOEYSRAAALTEZISE . BBORE

HaMBERFBLDREITEEZLL, HEESA TSR
EREZERATSHE. BREOFRENHDHESE. HESD
B REANREEZSROCE (HBE8E3H) .
XEREBSURMEREERITAH &,

5. KKFFDIEE

W75 H KA

2> TIXR B ELVH KA
BHREORKRASE
HERBRIEY)

KIEEE

fit 7 JLa—)LiasH Kl

ZEgbR3*E (C02)

3 2K H A E

MRLTL,
REERY~DBREBIIBEICEEZRIITHELH D,

mERERIEY

BEDHENAE WZORR & BFIREICIE C TEYGERNFRZANS,
KAHDOBRERANT H=DIZKEEET S,
ZETHNERBIEI T HERKEEA BT .
R o RBSEDZ &,

HRZETSBDRE KKBFIZIE, BIXMTRHBEERT 5.
REEZERT .

6. IRHFDEE
AMEIZHT HEEFE. RE @ REREZERT .
BRURIHEE REGWMYFZLNDOT FNARX BB T 258R) . BEARE

BnREEICEN (FE8E23H) .
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RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLA: 2016/07/15

REICHT HEEEE

HLAHOERVHEDFERD

22

RE~OHREZEITH L,

REFHEALTHL, INPIEFENELEDHS,
LEHICLEDIDEHC G LRADERIEIAAIINYTHE
I2&3),

FRIN-REKEREL, 09T 5,
FHMNELCEIRTELZWGAK, hABBKIERT S,

FEMEGRIA TRINS E 5,

SEBICZENTIGE. BREEESFOHEYLH LAHFE
ZELT, GADRBWVWESITTH &, MHRREICHERLEE
MERVTTRVWEFSZENTERHEICIE, BURLY
B EULGERRNRET 5.

mEYE T EYGRRINFITRET S &,

AEMZERE. BETDIRICE, FMABRABRESIVEDOR
At TEBEY S &, TDOHRBICERSAEYEIZON
THLRKTHS. EORUNABEREINLINZHEET 2LEDN
Hdo

AKSDSDIEB 13H LU 15 ITHWT, HABBKRE L UVED
ERHEORZEDY .

1. BBEVWRURELDER

Rk
530 0bo S
BFTHER, £

ZEMPIEER

e fih [m] 58
BAEXE

FLEBLERVRERBEDEDRFENRESE,
FTRRBENTERWNGEEIE. BAAIREEZFEAL T
AN

BEOKRMRIZA ALY,

SRMERK[ERALEGENI &,

BRARAFELZLY,

AR&E DiEfLEEIT 5,

WMFEWVEIEIREZELCHES &,
BISRERAEOHKRICE DS, EXEHORAESLUREHD
ETHREICHENERYIES &

BBRZZFHALTHEC L,

CHOHERFEFERTHEEIC, REXITEEEZLGEWNI &,
FNOREMEZHLEL. REAOBEE&H/NIRIZCTSIELI:F
295,

E& L%

BEOFEAPIIEEDE~ADIE EOTTESENHZBEIL.
EEGFDELIZTA ISV VI VRTLELUREZEY ¥
D—%#FJ/ELTLIEELY,
FEAFIEIRERUBREEZZIET S,
FBERINF-KRITBERT DAICHEKET S L,
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Gentamicin (10%) Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLA: 2016/07/15

27T 4 DHBEMLEARL—aVICEk, ToP=FO
vho—)L, BUGEANERE. BULGKRLESLVE
Z2BREFIE. EXFLEER. EXERLEERANOERDOL
Ea—%28ORENHYET,

®RE

REBRESEH D BEYIESRILODVEREBIZANMTE L,
L TRET S &,
BZEZL-oNMYEHD S,
BEDOHREICH->THRET S,

BRI ME D OROBGEEEVNSL LITREE LA
RER L H

RERNBROEME D BIHUVHME:MREL,

8. [F<EMILRURBIEE

ERRBICET IR RBRR/HFERE

5% CAS = 1R (REW | EERE/REE | HA
fE) HE | R EE
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
2)
FEHBIEHR: 0T0

B4 ESk D RPEEZEETAICREYNAEIVOCZTYVIEERLY
AERMEFERALET . EENBLWY A VY BHER
1) o
G, REESFURBEZRET S, 20207
JEBIIHRMHRTICKE YRS, WP EIIZHRVERESL

BLEAHYET,
ERETOARL—2 a3 v THNIEENLIIHFHFZHES L
FEA,
RER
MR FARERE D BYILEFHREENFBATELENMES., FHHIECETEE
THEHA FSA4 Vo OERNDIELSBENATSIN-BEF,
IRREREEFFERALEL LS,
JANE—B"A4T D WMETFRAYA T
FORER
e D HEREFR
IRDRER D YA FU—IL R EREREL LCIEFTI—JILEERT 5.

FEREL LIEEFRICROZIVMRE, S X, ZT70Y
W ENRRET BHIHEF. BUILGEI—JILEFERT S,

MLA, SR, 3LLIFEI7OVILICENEESLSND
AREENHBIEEIE. 7T —X—IL L LLIEZFDIFELD
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Gentamicin (10%) Injection Formulation

RS WETH:
8.0 2024/09/28

BBEERE:
804047-00021

AiIERET B: 2024/04/06
#EERLA: 2016/07/15

BERV/ X(THEMEBE

kE T—AR7EL
BE T4l
B HRAEE T—421L
IBRENE BRMELL
b4 ABEGIBEEME L LTIEREINGL,
NF=E T—ARL
FFIEHE
FFHA4X F—4a1L
10. REHRUVREGHE
RIS RIGCHEKR E L TIIREINALY,
LR EMN BEORETEEE,
fElREE R ATREE BUOVEBRIERIERIET A2 ENH D,
TR EEE MREGTL,
R EIRYE [ 2]
BREEL D BERY BREEENHBRERYIEF SN TV,
1. HEMHER
AREMD H S REBREOER © BRA
RIS &l
EE
RIZCA-T=-5H&
SMEt
FIFARTREAIEMICE DR Y D ETEAL,
%
Gentamicin:

=2MET &0

aMEE (RA)

LD50 (5 k): 8,000 - 10,000 mg/kg
LD50 (% 9 R): 10, 000 mg/kg

LC50 (T v k): > 0.2 mg/|
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Gentamicin (10%) Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLA: 2016/07/15

BREERME: 4 h
HEBRRE MLA/S X+
BZ: CORETRRETIXB|EINATLVEL,

RS (OO © LD50 (Z v ): 67 - 96 mg/ke
REHER: FRAIRMN

LD50 (5« k): 371 - 384 mg/kg
BE52K: AN

LDLo (HJL): 30 mg/kg
B 52 #RARMA

IFLYOTIUOEBRZF Y DL
AMEE B0 D50 (Z v k): 2,800 mg/ke

SEE (RA) : LGS0 (T v b, A XR):> 1 mg/l
BREERFRE: 6 h
HERIRE MLA/SX b
7i%: OECD HER A A K54 > 412

RERRYE/REE
FIATTRERIERICE DR Y DETEAELL,
D%l
Gentamicin:
"E L =
HER . BEORERE

RIZxY 5 ERGIREGEIRRFE
FIATTRE L RERICESCRY DETERL,

%
Gentamicin:
"E R
fER D BEORERE
IFLUOT7IUNERE=F M) DL
| L R
fER : BRAORIEAL
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Gentamicin (10%) Injection Formulation

RES ;ETA: BEES: RIEIZRET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLB: 2016/07/15

PEOR 35 BEE 1 XIS R S e T

R e

M ATRELIERICEDOCRYSETERLY,

PR 25 R E 1%

FIATRERIERICE DR Y DETERLL,

B4

Gentamicin:

||1J"ﬁ§% . T—AKL

IFLYCTIVNER=F M) DL

RERS A T D RF VA tE—T a3 VR
REDTEFR D RIEYEA
2  EILEY
ik : OECD :E&H A K54 > 406
fER D e
iE% D FBLlTAamEMSBLoNnT—2IZEDL
SEMRERRYE
FIATTRERIERICE DR Y DETEAELL,
B4
Gentamicin:
in vitro TOEEEME © HRERA A T in vitro WELE MM E G FEESE
R 2
RERA A 7 in vitro ZBAEERER
#E5R: INEARE
in vivo TOEEEMN D HERA2 4 T I B SRMBR/NLERER (in vivo MIRaEER
E%)
E: 79X
RERR: ARG
R 2

IFLYOTIUNEKER—F )L

in vitro TOEEEMN D HBRA AT MEYMERV S EIREAREERER (AVES)
T S =
w5 BT MEMS/ONT—RIZE DL

SRS A T in vitro BLBMAIEET ERHER
SR Rt
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RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLA: 2016/07/15

SRERA A4 7 in vitro ZBEEERER
R fE
B BT ApEIEON-T—FICE DL

in vivo TOEEEM D HERA A T HELBARMBR/MLERER (in vivo MIRAEMER
E&)
. YvOX

REZR: RAHAATESE
75i%k: OECD EABRA A K54 > 474

R =
M
FIATTRESIERICE DR Y DETEAELY,
B
Gentamicin:
KO -TERAAD L D T—A%L

IFLYOTIUMKER=F M) IL:

T2 D Iy bk

BRERR D BMRAHRAATESGE

IR EEEERE © 1038

R DB

e T AMmEINSB LT —RIZE DL

4hEst

BBRADEZEDE TN,

By

Gentamicin:

HIRICK 9 D5 E D RERA 4 T HRAEESEAER
B Sy bk

4R NOAEL: 20 mg/kg AE
R BELCAEEEREIBRE SN ENDT=

FRROFEE~DHE D HEBRAA T ZRSLUVKBRERE
& oYX
FE =1 NOAEL: 3. 6 mg/kg AE
R IE - BRIRSMEILALY,

HEB44 T 2RSS UVBRERE
B oy bk
BERRIE: BEEER
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Gentamicin (10%) Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLA: 2016/07/15

F A1 LOAEL: 75 mg/kg AE
HER K- RS,

REBA4M T ZRNELUBREREE
B vHR
?&’—’fﬁﬁ%: REREN
= LOAEL 10 mg/kg AE
‘f‘*% &R 5t , ABEEH NG T,

AR A T ZREME L URERE

& v hb

"5 IRAER

FESHM: LOAEL: 50 mg/kg {AE

R BRRET, , FREEDHLONG, ST,

HREFE-TERAAV D ABDOEZFHREBEICLDEENDODBZEDHHGIERENH

Of:o

IFLUSTSUREB=F )DL
WFIRICH T BB D REA 4 T Ot AEESERER
B Sy bk
BERE RARAALTEEE
R e
fmE: AT 2MEI/FON-T—2ICE DL

REDHKE~DFEZE . BEBA4M4 T RIS LUVRREXRE
oy bk
BERE RAAATEIEE
R e

FERMBSBSTE (BEEIXCE)
FIRATRE L RERICESCRY DETER,

FERMBSRSTE (REICR)
RELTHLIVERHICOEYBRARALESR. RIEIRERFEICLSES (B RE) OEF.

D%

Gentamicin:

IZ R g2 . Bl WNE

TEAAU R o REICHh-5. XIIREFLKBIZKIBHRDOESE,
IFLUOT7IUNERE=F M) DL

Aok X 237 D RAM LA/ R FIE

IZ R g2 . RE
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Gentamicin (10%) Injection Formulation

&S ;ETA: BEES: RIEIZRET B: 2024/04/06
8.0 2024/09/28 804047-00021 #IEYERLR: 2016/07/15

l72x 4>k L R#ICh=3. REREFCEICLIBBEOBENSZN,

REERSSM

%

Gentamicin:

2 PN

LOAEL 3 mg/kg

BEZK . BN

iR E=BERE 12 #R

1RO ES D B

JiE 1K © NERE, SRS

2 D YL

LOAEL . 50 mg/kg

BRERR . KT

IR EEEERE 33

IZ R i 25 . B WE

2 D HIL

LOAEL : 6 mg/kg

BE52% . AN

A% 55 B 33

IZ R 25 © Mm%, Big RNE, FFE

2 AV

NOAEL : 5 mg/kg

LOAEL : 10 mg/kg

BEZ2% . AN

YA . b2 &

IZ R 25 D BiEg Mm%

L D Zvhk

NOAEL : 12.5 mg/kg

LOAEL . 50 mg/kg

BE5Z2% . AR

YA 13 8

IZ R i 25 . B

IFLYOTIUNEB-F YL

2 . Iw bk

NOAEL . 500 mg/kg
BE5Z®R D BRIHAATEIES
A% 55 B : 13 8
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Gentamicin (10%) Injection Formulation

RES ;ETA: BEES: RIEIZRET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLB: 2016/07/15
T2 AR
LOAEL 0.03 mg/|
BEZK A FCA/S A N/E
R 4 8
Hik OECD RE&RHA FS 14> 412
RAABEM
M ATRELIERICEDOCRYSETERLY,
AT T 5 RBAHER
B4
Gentamicin:

RAAATZGE

Rl B

Rl RE
FEIR: HFELY, HFEL, HEE, HIGY, RIEMEHEE

12.

REFERE

4 REEM
B4

Gentamicin:

X9 &M%

SUOVAFOKEESTHDY ¢

BEKEEMICHT HEMN

EC50 (Daphnia magna (F#4 =< > 1)):86 mg/l
RN 48 h
7% OECD EREXR A A K54 > 202

LC50 (Americamysis (F A H I X)): 30 mg/l
REEERFME: 96 h
Ak 7 IEAMSHHR

EC50 (Pseudokirchneriella subcapitata (%ki%)): 10 ug/l
BREERME: 72 h
7% OECD FRERAA K54 > 201

RAESEERE (Pseudokirchneriella subcapitata (#%%)):
1.5 pg/l

BREERME: 72 h

7% OECD ERB&A A K54 > 201

EC50 (Anabaena flos—aquae (Y 7/ /NPT U7) )47 g/l
BERME: 72 h
7% OECD FRERAA K54 > 201
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Gentamicin (10%) Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLA: 2016/07/15

RANEZERE (Anabaena flos-aquae (L 7/ /N9 F1)
7) )1.6 ug/l

RREERFMA 72 h

7% OECD ERB&A A K54 > 201

M-275 42— (OKEREFE : 100
% RE (2% )
M- 75 48— (KERERE : 1
Tt RE (1B1H) )
MEMIZXT HEMHE : EC50: 288.7 mg/|
REERFME: 3 h
REEA 4 7 ORI
7i%: OECD SRERA A K54 > 209

IFLYCTSVNEBE—F DL
AaEl : LG50 (Lepomis macrochirus (FJL—=)L) ):> 100 mg/|
REEERSME: 96 h
fEE AT A2YEI/ON-T—FICE DL
SOVOEOKEESHEY © EC50 (Daphnia magna (A4 3> 3)): 140 mg/|
IZx9 5&MH RREERRT: 48 h
A& DIN (R4 W% 38412

SR KEEWICXIT HEM © Erc50 (Pseudokirchneriella subcapitata (#%%)): > 100
mg/ |
RREERFME: 72 h
7#i%: OECD REEH A K54 > 201
EE AT A2YEI/ON-T—FICE DL

EC10 (Pseudokirchneriella subcapitata (fk%)):> 1 mg/|
RREERFM: 72 h

ik OECD HE&RH A K54 > 201

w5 BT sMmEITONT—2IZEDL

SOVIFEQKERBHEY | RKEZZERE (Daphnia magna (A2 >0)): 25 mg/l

X9 HFE (BHESE) BREERFR: 21 d
MEMICHT H5FMHE : EC10 GE1ESEIE): > 500 mg/|

REERRERAE: 30 min
7% OECD HERHA K54 > 209
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Gentamicin (10%) Injection Formulation

RES ;ETA: BEES: RIEIZRET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLB: 2016/07/15
BREH - HSEYE
5%
Gentamicin:
EofEM D KR RERNETEE

H£of2: 100 %
RRERRER: 28 d
#i%: OECD REEAH A K51 > 314

IFLICT7SUNEER=F ) DLA:
RS D BR SOMBETIEEGZL,
£ 2%
REEERSME: 28 d
7#i%: OECD :RERAH A K51 > 301D

Gentamicin:
n-#4%9 4%/ —JL/ KHEZRE © log Pow: < -2
(log fE)
IFLICT7S VOB F ) DA
HERERMN : F&: Lepomis macrochirus (FJ)L—=)L)

AW iRiERERF (BCF) : < 500
#E: BT HMEIR/ONLT—FIZE DL

-4 4%/ —JL/ KHEZRE : log Pow: 4.3
(log &)

TEADOBEIE

T—REL

AV URBADEEN

| ]

thoEERE

T—RHEL

13. BELOEE

BEEFHE
ERRBEEY D WA BBRAEDORFEICHVNLST S,
BEMZE TKABEH L TIEE AL,
BREHRVAE D EOBRBRE. UM VLFEEEFREDOIZ, BAERITT-
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Gentamicin (10%) Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLA: 2016/07/15

REYVEREICRTET S,
BICHEENMEWNMES. REAGELTEEYT S,

14 BELDOEE

& R
R _E #6i3X (UNRTDG)
EE &S (UN number) : UN 3082
[EE#i%£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)

(Gentamicin)
=& 448 (Class) © 9
A 285k (Packing group) o111
Z ~JL (Labels) 9
REAEH -
finZ2i#fizx (IATA-DGR)
UN/ID S (UN/ID number) : UN 3082
E&E#% 42 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)

(Gentamicin)
EE5 4 (Class) © 9
A 285k (Packing group) o111
Z AL (Labels) . Miscellaneous
WatEr (EYH) (Pack- : 964
ing instruction (cargo air-
craft))

Watsr (REH) (Pack- : 964

ing instruction (passenger

aircraft))

RIEAEH D BH

& _L#i:% (IMDG-Code)

EEZES (UN number) : UN 3082

EE#% & (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Gentamicin)

EE5$E (Class) 9

B E#K (Packing group) o 111

ZA~)L (Labels) : 9

EmS 23— F (EmS Code) . F-A S-F

BEETEYE XS - F&H) 0 &ZB

(Marine pollutant)

MARPOL 73/78 MiEE 11 RV IBC I— FIZ & AIEOHAMESNHBAME (B - )
s SN KEBOHRBITIEIEZS,

E3]pse o)

EDHEDERS . BHE 15 258T 5,

16 /20
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Gentamicin (10%) Injection Formulation
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RES WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 804047-00021 #EERLA: 2016/07/15
A DRERE

CCICRHEA TV SEESEIL. FROBMETDORHT, ARET—42 L — O THRS
NEELS ICHABSNEMBORMEDHCEINTVET, EEDEE. ZEFER., Nvr—oY%

A X EMFOMBORAUDEEICLY . EESISAEELAHY ET,

REFNLRIEEEHES C1

15.

BRAER

BEEER
HRE
ek, EERBRMICSZE LGN,

L&EX
BEmILFME

[ e2%

=

=

2, 2’,2",2"’—(19)—1,
0) mEREDS ~Y LR

2= D=k

268

HEREMEE
WUEENBEUESIIEFEY
JEERH
WEDHFAIZZITEIREREY
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