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Gentamicin (10%) Injection Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 804047-00019 #EERLA: 2016/07/15

BREBICLSER (BE NE) OEE,
H400 7Kk &= =4I IEE (23R LVE M,
HA11 REAMEGRRIESE(C & > TKEEWIZEM,

Rk

P201 ERARTICERIREGRBAEEZAF T H &,

P22 2 THREFEZHAHEBETHETHMY HFEbHENI &,
P260 S X FZEREZMA LGN &,

P264 ERtk WMRITEEZ# L CEZS 2 &,

P270 COELZH#ERTHEEIC, MEBENIFEEE LGN
&Es
P2I3 IREBE~DHMH EEITHZ &,

P280 REFR . RERRERE REMmEFBERHITH &,
IERHBE:

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

P31 iR ZEEINT B &,

ReE
P405 fEfE L TIRET B &,

BEEE:
P501 NEY),  BERERBIN-NEHERICEET S &,

GHS AR L E LMD ERE T
R L,

3. MRV

LEME - BEEYDRF . RAW

5

Ta==r2 CAS B & BEHE % w/w) BN R

=5

[centamicin 1403-66-3 10

IFLYST7IUmEEE—F 1) [139-33-3 0.01 2-1265

NN

4, CRABE

—fBE7 K/NA4 X D BHOBEN. ST NGV EEFIFELICEEDERT
Z+5,
ERNESICEBE. TLEFBAHIEEE. EMDIETE
235,
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Gentamicin (10%) Injection Formulation

RS WETH: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 804047-00019 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, KTRZ®REFT 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

> TIXR B ELVH KA
FEDORIREEN

HERERIEY

JKIEFE

fit 7 )L a—JLiasH K

“EkRZE (C02)

3R H A A

MEL,
RIEERY~DBREIIBEICEEZRIZTIEENH D,

RERERILY

IO Do BB ORI & DB ISR U CEEAFRERNS,
RAHOBBEANT BLBHITKERET 5.
RLTHNERIBED LT+ % NSRS DBET .
Righ > EBEEHC &,

BRERTS BORE ASEEEIZIE, BRRTFRBEERT 5.
REBEEAT 5.

6. IWLBOIEE
MEIZHT 2 EEEE, B © RESLEAT 5.

BRURIFHEE

REICHT HFEEE

REGRYKZLNDOT FNA X (HBE T Z258) . BEARE
BR#REERICEN (IRE 8231 .
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GEHEIICIEEDIDHEHC HLERADFELEFAFAMINYTRHE
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Gentamicin (10%) Injection Formulation
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MBS ETH: BEEE BIEIZRETH: 2023/04/04
6.0 2023/09/30 804047-00019 #IEYERLR: 2016/07/15
I2&3),

HLADERTHEDAERDY

2

FBRINEERBKEREL. LHT 5,
RHEAZE L CERTERVGHIE, A BEBKIZEET 5,

FEERRINHM TRIREE S,

ZEICZENIEE. WREZELFOEYLGH CADFE
ELT. BALHBWVEKSICTEHIE, BHRIZEICERALEE
MERCTTRWEFRZENTEEIFEEICIE, BULL=
BEEULRBNICZRET S,

REYE EEYRRIEITRET S &,

AESEZME., BETIEICEK. SMAFEEAASLIUVEDOR
B> THIETZ &, FORBICERSIAEDEIZON
THLRBETHD, EORUNERAINEIINEHEET HIHLEN
Hbd,

ASDSNDEE 13ELVI5I2HENT., MABARKRELUVE®D
ERFIOEHEHY .

1. BEEVWERUVRELDIERE

874
T E et R
BFr#x, £HBS

ZERFIEFER

e ok [ 3
BAEXE

FLEBLERUVREREDBEDRFENKRESE,
TREBENTELGENEEE. BAIREEEZFAL T
LY,

REOKRIA TN,

SR EZRERALLGLN &,

RARAELELN,

AR& DEfALERET S,

BikWVRIIREZ L <KD 2 &,
BISBRERAEORKRICEDE, EXEHOFESLUREHD
EITHREICEVVRYIES Z &

BREFHALTHECIE,

CHOHEREFERTHEEIZ, RBEXITEEEZLGEWNI &,
RNOEREMZHLEL. RE~ANOBREZR/MRICTSL5F
B9 5%,

3|1

BEOFERATICIEEMEADIX EOREELHZHEIL.
EEBOELIZTA ISV VI VATLAELUREZV Y
J—%#HREBE LTI,
FERAPEIHRERVEEEZZILT S,
BREINF-KRITBERT HAICEKET LS L,
27T 4 DHEMEARL—aVICEk, TP =Fa
vho—), BUGEAGERE. BULKRLESKUVF
FBREFIE, EXHEER. EREREEERFIOFERDOL
Ea—%28ORENHY ET,
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Gentamicin (10%) Injection Formulation

&= WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 804047-00019 MEMER B: 2016/07/15
123
RELGREERY DBYESRNLDDODVERFITANTE S,
BELTRET S &,
BZLLAMAYED D,
EEDHEIZR>TRET 5.
EMZIEYME D ROBGREFEEVSLLITRE LA :
SREE I
REGRBAEMH DOBESBUOME FMRGL,

8. I EMHLRUVREIEE

ERRECETIRIFRERR/HFERE

53 CAS &= EE (REl |FERE/HEER | H#
£E) B HREE
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RIER
2)
SEHRIER: 0TO

R xR D RHREZEEYSICRENLGIVOCZTY VIEERBLY
SERMEEALTT (Bl BESHLGWVI A v 7 RER
1)
B, KXEBFIUVRRERET SO, £T200=7 )Y
TEBIFRMREICLYERESh, GIPBZIRVEES L

DHENRHYET,
EBRETOARL—2 a3 o THNIREANZIIHF ZBHESE L
EFHA
RER
MR FARER D BEYLRFAEREENFATELRWMES. FIEECETE
THENA RS54 VOHEEANDIXLENREIN-EEE, HF
RREREXFEALEL LS,
T4NE—84F D WRTFRSAT
FORER
ME D TELKEFER
IBEDRER D A RU—IL R EREREDL LLIET—VILEERT 5.

FEEREL LIEERICROZIVVRE, S X, T70Y
W ELRRET BHIHEF. BUIGEI—VILEERT 5,
MLA., SR, 3LLIEI7RYVILICENEESLEIND
ATREMEMNH BIEEIE. 7 —RAP—IL KL LLIFFDIFLD
L7 z—REQOTOTFIavEFRALELLES,
EERUVEARDGZRER D AZ 74 —LELCIEERERI—FEFERALEL LS,

9. MEARLEHER

5/19



RET—HRI—F

€ MSD [} e

Gentamicin (10%) Injection Formulation

RES ETH: BEES: BiIERETA: 2023/04/04
6.0 2023/09/30 804047-00019 #IEYERLR: 2016/07/15
YIIRIK AE 7N
& poidiz]
2 me
BELoLEVLED)E T—421L
LY== i ) =1 T—21L
30 m LH) BB B UN5Hb i & >100 ° C
aIERE (BER. &F) JEEZY
TR GRIAR) T—R%L
BETRARVERLEBR AIHRER
IRREGEDO LR/ AIRER © T—44L
&
IBRRGEEDO TR/ AIATE : 7—427%4L
&
1P T—RL
DERE T—271L
pH 3.0 -5.5
RFEIRE 1
BAFRMEE T—A271L
FHE
EFE (BhRAMEER) T—A271L
BfRE
KiztE CIPS
n-#4%4 %/ —IL/ KSR T—271L
(log &)
ERT FT—REL
BERV/XITHEAZE
teE T—A271L
BE T—R%EL
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Gentamicin (10%) Injection Formulation

TS HETH: BIBRE: BIEIZRETH: 2023/04/04
6.0 2023/09/30 804047-00019 #EERAB: 2016/07/15
B HRAFRE D T—A%L
IRFEETE ek
L4 OAREGIEIEBIEEYME L L TIEREINEL,
NTE D T—R%EL
P4
FFHAX D TFT—AiL

10. REHRURIGHE

I TH D RIBHERE LTIESEINLGL,
LENREMN D BEORETIEIRE,
fEl& A E RIG AT REME D BUOBRERIERESTHIENDH S,
WTHEREENE DORRGEL,
BERYE D ERIEH
BREE LD EERY D BREELSREERMITA SN TULEL,
11. BEMHEHR
AREED H D REBZEDOFER © |BA
RS
EE
RBIZA-E=BE
st
FIATTRERIERICE DR Y DETEAELL,
B4
Gentamicin:
2MENE #&N) © LD50 (Z v k):8,000 - 10,000 mg/kg
LD50 (=~ X): 10, 000 mg/kg
2EsE (]RA) : LG50 (T k):> 0.2 mg/I
RBEERE:4 h
HERRE MLA/S X+
HZ: CORETRETIIBEINATLVEL,
2MENE (ZOMmOER) © D50 (v k): 67 - 96 mg/kg
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Gentamicin (10%) Injection Formulation

RES WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 804047-00019 #EERLA: 2016/07/15

REZR: 5k

LD50 (5« k): 371 - 384 mg/kg
BEZI% AN

LDLo (HJL): 30 mg/kg
RERER: F2IRA

IFLYOTI VNS MY DL

AEME o) © D50 (v k): 2,800 mg/kg
2HusE (RA) : LC50 (T b, AR):> 1 mg/l

BREERSEMA 6 h
HEBRRE MLA/ZT R+
7i%: OECD RE&EHA K54 > 412

REREME.RBHE
FIATTRESIERICE DR Y RFETERELY,
%
Gentamicin:
"E N
fER D BEORIERH

RIzxd 5 ERGREGEERRIBE
FIATREGERICEDRYPETERL,

B4
Gentamicin:
"@ DoyX
fER . BEORRHK

IFLYCTIVNERE—F F) DL
"E R
fER AR~ DRIE AL L

PR 25 BRI (3 52 B A 1%
RERESE
FIATRERERICEDRYDETERL,

FEIR AR RAEIE
FIARTRELERICEDOCRY DEETERL,
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Gentamicin (10%) Injection Formulation

&S ;ETA: BEES: RIEIZRET B: 2023/04/04
6.0 2023/09/30 804047-00019 #EERLB: 2016/07/15
B
Gentamicin:
"ﬁﬁ% D T—A%L

IFLYOTI UM S YL

RERA A T D RFUAE—Ta VR
EAOES 1) D RIS
& . EILEY R
WaP: : OECD :HERHA K> 4 > 406
fER DB
-3 D T AMmENINSB LT —RIZE DL
HTEHRR ZE 2R
FIRARENIBRICE DR Y DETEALLY,
%
Gentamicin:
invitro TOEESEME © HREEA 4 T in vitro WEEYMISEEFEESE
R 2
SRERA A T in vitro ZBAEERAER
R TR
in vivo TOEEEM D BB 4 T EEL B RMmMBR/MZERER (in vivo MifaEER
E%)
B:.v9R
W52 FlcEet
EER: 2

IFLYCTISUNEE=F )DL

in vitro TO&EESM D HEBRAA T MEMEANSEIRERLET EHER (AVES)
R e
BE BUTE3MEMIBON-T—RIZEDL

HE A T in vitro BILEMEIEG T ERAR
SRt

SRERA 4 71 in vitro 2 EIAERFERER
R fat
HZ: EUT2PELILBONET—R2IZEDL

in vivo TOEIGEM D R A T HELEYARMBR/MEEER (in vivo fERaS 4R
2 )
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Gentamicin (10%) Injection Formulation

&S ETH: BEEE BIEIZRETH: 2023/04/04
6.0 2023/09/30 804047-00019 #IEYERLR: 2016/07/15
B.v9R

BRERE SRAHRAATEBE
#5i%: OECD SRERH A K51 > 474

R 2k
A
FATRELIERICEDOCRYSETERLY,
By
Gentamicin:
EHRAE-TERADF D T—A%L

IFLIYCTIVNERE—F M) DL

2 AV

BE5Z% D ERBRAATEBE

A 10358

R D et

&= D BT AMELNSELONT—2IZE DL

4hES

BBRADEZEDE TN,

By

Gentamicin:

RICx 9 HEE D REBRA 4 T R AEEEERER
B Sy bk

4 5E 7: NOAEL: 20 mg/kg AE
R BELCEEERERSES G, o1

BERDOHKE~DEE D BREBAA T ZRNE L UVRBRREERE
& oyx
F =1 NOAEL: 3. 6 mg/kg AE
R L - BBIREMEE DL,

HEA 4 T ZRBNE L UBRREKE
E: Sy bk

B2 BEIER

FAEEM: LOAEL: 75 mg/kg AE
R IE - BRIREM,

HEBA4M T ZBNE L UBRREKE
B woR

B 52K BIER

FAFEM: LOAEL: 10 mg/kg AE
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Gentamicin (10%) Injection Formulation

RES WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 804047-00019 #EERLA: 2016/07/15

R RBRRERET, , FHEBDHLONEN ST,

REBA4 T ZRNE L UBREE
oy bk

BREER: BN

HESMH: LOAEL 50 mg/kg AE

R BRRE , ABEEH NG T=,
HEEEE-TEAADF D AHDOEZMREICKSIEE~NDEEZZDHSEERIEHNH
271=,

IFLIOCTIVEER-F )DL
FIRICK S D2 D RERA 4 T Ot AEESERER
B Sy bk
BERE RAFRAATEEE
R e
fmE: AT 2MEI/FON-T—F2ICE DL

RREDHE~DEZE D HEBRAA T RIS L VHRERE
oy bk
BERE RAPRAATEISE
R e

HEENBRSYE (BEIXCE)

FIFATRE A IERICE DR Y BETEAL,

HEENERESE (REECSE)

RELTHLIVWEIRHICHEYRARAALESE,. RIREZZICLZES (BB NE) OEE,
%

Gentamicin:

IZ R g2 . Bl WNE

TEAAD R D REITh=5. RIIREIFCEBICKIEFDES,
IFLOOTIUNERRE=F M) DL

REDTRER D A LA/ R NIE)

IZ R g2 . RE

TEAAD R D RECh-5. XIREFCBIZE2BHRDOEEDS E1,
REERESMN

B

Gentamicin:
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Gentamicin (10%) Injection Formulation

€ MSD [} e

&S METH: BBEERE: AIEIZRET B: 2023/04/04
6.0 2023/09/30 804047-00019 #E4ER R 2016/07/15

2 PN

LOAEL 3 mg/kg

B E5RR RN

A% 55 o 12 # A

1Z RO AR Bl

fiE 4K Ent, SRAEAE

i YL

LOAEL 50 mg/kg

B E5R BT

A% 55 B 3 &

IE RO AR Big RNE

i HIL

LOAEL 6 mg/kg

B 5 #E AR

i 55 B R 3 &

IR R AR mik, g WNE, FFiE

2 Sw bk

NOAEL 5 mg/kg

LOAEL 10 mg/kg

B 5 #E AN

i 55 B 52 &

IR R AR B, Mmik

2 Sw bk

NOAEL 12.5 mg/kg

LOAEL 50 mg/kg

B 5 #E AN

i 55 B R 13 &

gl B

12
NOAEL

bR
R 25 BE Pl

2
LOAEL

R 5
PR 55 e ]
Ak

IFLYOTI VNS MY DL

vk

500 mg/kg
MAHIAATEHE
13 &

vk

0.03 mg/|

A # LA/ R MIE)

4 58

OECD B A A K354 > 412
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Gentamicin (10%) Injection Formulation

RES ;ETA: BEES: RIEIZRET B: 2023/04/04
6.0 2023/09/30 804047-00019 #EERLB: 2016/07/15

RAABEN

FIRAREIBRICE DR Y DETELLLY,

AEIZHT B REBRER

By

Gentamicin:

A IAATEIGE D EREES B

Rl RE
FEIR: HFLY, HFEL, HEE HISY, RIEMEHIE

Gentamicin:

SOVIOEOKEESHEY © ECS0 (Daphnia magna (A4 32> 1)): 86 mg/l
[Zx9 5FMH BREEEFAE: 48 h
Fi%: OECD FRERA A K54 > 202

LC50 (Americamysis (FA Y H I R)): 30 mg/l
RREERSME: 96 h
Bk 7 IEAMSHHR

R KEEWICHT HEM © ECS0 (Pseudokirchneriella subcapitata (#5%)): 10 ug/|
RS 72 h
7#i%: OECD :RERH A K54 > 201

RANESZEEE (Pseudokirchneriella subcapitata (%%:%)):
1.5 ug/l

RREERFR: 72 h

ik OECD HER A K54 > 201

EC50 (Anabaena flos-aquae (L 7/ /89 F1)7F) )47 ug/l
RREERFR: 72 h
7% OECD HER A A K54 > 201

RARNESZEEE (Anabaena flos-aquae (L 7/ /N9 T 1)
7)) 1.6 ug/l

RREERFR: 72 h

7% OECD ERB&A A K54 > 201

M-2754—(CKEREEE : 100
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Gentamicin (10%) Injection Formulation

RES WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 804047-00019 #EERLA: 2016/07/15

4 EE (BH) )
W-27948— (KEREEE 1
T RE (181H) )
MEMIxtT 5EMH . EC50: 288. 7 mg/|
REERFE: 3 h
HERS A T IR
7% OECD :RERH A K54 > 209

IFLYSTSUVEEB_F )DL
y: &2 : LG50 (Lepomis macrochirus (ZJL—=JL) ):> 100 mg/|
BRFERFR: 96 h
% BT 2MmEIBON-T—FITEDL

SOVAEOKEETHEY © EC50 (Daphnia magna (A 3> 1)): 140 mg/|
IZxtd 5&EMH RREERRE: 48 h
A% DIN (FA Y ITEBEH) 38412

BRE S KEEMIZHT HFEM ¢ ErC50 (Pseudokirchneriella subcapitata (%k3%)): > 100
mg/ |
REFEERE: T2 h
7%k OECD iRE&H 4 K54 > 201
&% BT MEMHFON-T—FITE DL

EC10 (Pseudokirchneriella subcapitata (#kZ)):> 1 mg/|
BREEEER 72 h

7#i%: OECD HE&EH A K54 > 201

fEE AT A2YMEI/TON-T—F2ICE DL

SOVIFEQKEESHEY . RKEZERE (Daphnia magna (A =22 0)): 25 me/l
[Zxtd B&EMH (IBHESH) BREERFR: 21 d

WMEMIZHT SEMH : EC10 (&1455iE): > 500 mg/|
BREEREE: 30 min
7% OECD HERA A F5 4 > 209

%B - R

B

Gentamicin:

oM DR RES R HEE

0% 100 %
REEERFME: 28 d
7% OECD HERAA FS 1> 314

IFLYOTIUNEB-F YL
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Gentamicin (10%) Injection Formulation

€ MSD [} e

&S ;ETA: BEES: RIEIZRET B: 2023/04/04
6.0 2023/09/30 804047-00019 #EERLB: 2016/07/15
EofEM R SoEETIEEL,
EnfR 2%
AREERER: 28 d
7#i%: OECD REEH A K51 > 301D
B
B4
Gentamicin:

n-#4%9 %/ —IL/ KSERFRE

(log 18)

log Pow: < -2

IFLUSTEIUVEER_F M) L

HERERNE

n-4% %/ —IL/ KDERFH

(log f&)
TEP OB
T—AR%L
TV URB~DEEHE
&
toEEEE
T—H%L

F&: Lepomis macrochirus (FJL—F)L)

“EWiRHEREF (BCF) : < 500

BE: BT SMEI /LT —FITE DL

log Pow: 4.3

13.

BELOIE

BESE
ERREEY

BRERRVEE

75 BB AEDRH I WNLST B,
BREME T KA L TG 5L,

ZORBIE. VHAILELRREEDLOHIC, BAZRIT=

REYVEREICRRT S,

BICHEENEWNMES. REAGRELTEEYT S,

14.

M EDEE

B R

R _E #6i3% (UNRTDG)

E#EZES (UN number)
E&E#i% 4 (Proper shipping
name)

UN 3082

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
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€ MSD [} e

Gentamicin (10%) Injection Formulation

RS WETH:
6.0 2023/09/30

BBEERE:
804047-00019

AIEIRET B: 2023/04/04
#EERLA: 2016/07/15

EE 54 (Class)
BFREF#R (Packing group)
Z ~NJL (Labels)
REAEH

fin22ifizx (IATA-DGR)

UN/ID #+%& (UN/ID number)
E&E#i£ 4 (Proper shipping
name)

EE 5 %5 (Class)

BEREM (Packing group)
Z ~NJL (Labels)

mafET (EMH) (Pack-
ing instruction (cargo air-
craft))

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

REEEMN

72 L% (IMDG-Code)
E:E&S (UN number)
EE#% 4 (Proper shipping
name)

EE 545 (Class)

B ER (Packing group)

Z AL (Labels)

EmS 23— F (EmS Code)
BEEEYE &Y - EZD)
(Marine pollutant)

(Gentamicin)
9

I11

9

B

UN 3082
Environmental |y hazardous substance, liquid, n.o.s.

(Gentamicin)
9

[T1
Miscellaneous
964

964

B

UN 3082

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
(Gentamicin)

9

IT1

9

F-A, S-F

EE]

MARPOL 73/78 MiRE I1 RUFIBC A— FICK A X oWMAMEShHBHEME (B - EZY)
s S REBOHMIZITIEZS,

& P

EOREDERG L. HE 15258 T 5,

FAHDREHNE

CCICRHEN TV DEESEIL. FROBMETDREHT, ARET—4 L — O THRS
NEESICHBSNEMHOBEDAITEDVTVEY, BESEET, XEFR., v yr—I4%
A X EMFOMBDRAUDEEICLY . EESNLHAHEELAHY T,

RERLREERHES

17
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Gentamicin (10%) Injection Formulation

RES WETA: BEES: AIEIRET B: 2023/04/04
6.0 2023/09/30 804047-00019 #EERLA: 2016/07/15

€ MSD [} e

15, BRAZS

BEEER
A&
fElRY. EERABYICERS LG,

e
|| st

[ ex4

=

=

2, 2", 2" ", 2" — (A1, 2—=CA )LDk
0) mEFREEDF Y oL

268

FERL/EE
HUEENREULEShIEEY

IR
HWEDHAEZITEIREEFED
IR
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