W2 ZEBAR U

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

€3 MSD /) e

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15

1. AbE2 R AVARIR

EZY S

3 R B AR R R A B
i e e m A L g 44

Gentamicin (10%) Injection Formulation

MSD

Hihl 5 485 SEFFAIE
gl - B - P 200331
HLE 50 +1-908-740-4000
N LR 86-571-87268110
L R A b EHSDATASTEWARD@msd. com
W EARH &
HEPE % B
PR ill FH i ANiE A
2. fEReMEAER
MRS PR UGN
Bt BIE
SBR TR

FREXT AR LIS . KIEUR R
P AA KR,

B 2 2 G AT . KA AR E RO

XPKAEEYA

GHS fE R 251
A FE R

e EELE B R g dE (KB
=9 LD

At GEED KRAERE
KK A E

GHS IR EHR

5] 1A
a1

a1
2 2

1/16




tFmZEFARURHB Q MSD A"“""‘

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

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15
FIE : Eg %%
(EREALI D fak
fe B vt B © H360D R REXI AR JLid it 2 .
H372 KHA Y I 5 Hefih o 5% 28 B 1 Rl 5
H400 /KA AV TR K
H411 XK A A 85I B A KIHRR S0 .
195 78, 156 B TR
P203 {F AT HUAS B HEE T A LA Ui i 1.
P260 ANZE N 55 5025
P264 VMV J5 MW e Bk o
P270 i A S I AN B R & . AROK BRI
P273 WEGRERI A EE H .
P280 FCHRIT 4 F& /By Mk /47 B F B /B4 B /W S35 4%,
o B
P318 WnfEfh e A 5EE: KREE.
P391 W AR .
&7
P405 A7 TALZIINA «
RFAE:
P501 K5 N BE W)/ 75 aeidk BIRLAE (K RV AL PR AEFE
YRS
WA G BT AT HE.
BERE
ATREXT IR JLIE UG E . KU E i 2 X 48 B i g 3
HRfEE
KHKA AT K . KHKA A # 0 B KRR g
GHS REFEHHABGEE
A A IE
3. WA/ HBER
Y/ IR EW) D OREW
Hor

2/16



tFmZEFARURHB Q MSD A"“"“”

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

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15
12 S A FR LR Eil Rl WIEBIREVERE (% w/w)
(CAS No.)
Gentamicin 1403-66-3 10
4. IRIEHE
— L DS MEEE ANE R, S RIS .
TEFER B el A 10, ShEE .
LION DR, BEHEETSAL.
s .
diRe i D hndaEfh, 7R IE RO B K e R
W62 8t 35 G A A AR RN
s .
=T AT S VAR
BT FH A AY R P
IR i 2 firk DOVEEE R K e R B
QBB R IR, BEE .
'gA DN ANES N,
.
FH KAV JECHK 1T
T EE B RPRE IR A B 52 D ATREXT AR Lid Rt
KB B2 F il 2 6] 2 B 3 A
XHRY b RCE s D BRI T RER AN NRYT, TR REAAAE B R SO N
WER AP E (S HE 8 1) .
X B2 A2 PR Al B D OXHEREBIA T .
5. HBiTEHE
KK TTE T K K DOKWES
ETIRLAS(ERV
ALK (C02)
T¥r
ANEIE R KA DR MRIE.
Al fa it D BRI W] Be o i R
HEBRGE =) DOBREM
REIR K K T 12 D NR A A R B PR R & A K K e

WK EIARAT I I A 4% -
FERAERELT, BHRBIAHELS.
WM

THBIN RS IR R 3 25 DOERKEIT, A g U .

3/16



W2 ZEBAR U

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

€3 MSD /) e

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15

(O RNDIE /A"
6. VRN S
N AR By s AN AR 4%

SHEREF R A BB (S 7)) MNP @ (SIS 8
) o
B LRy $E I BRI EIA

RS R TERRTTE

UnRERf PR 4z, PR i B L3t — 2 A itk St 1
ol sbien = OF /e Q1 I A= SR E IS ERTIIY SO

TR B I AL B T Y I BRI o

GURTCIE B L, OB RS R .

R EAT R

T FT A ) Ak A ) TR B IR UL, AT FEIE R H A 2 B e 16 e L
PR 8 FERT LR Z SRR BB A4 ), DU AR RS i) A4
B GG RIS
FH I 224 (PR AL 7510375 FE A B 1 s TR AR
i B SR AT R IE A X MR R R AR B, DL
HETBCA T F A R R o 6575 T [ A7) 3 P R
A% SDS [IZE 13 EB43FIEE 15 HB4r45 H T 4 e by B R R 1)
FHRAT B

7. BERESRF

BERE

FAR 1 e B S [ B/ ANARBE 375 43 1 T AR HE .

J5 5P B 4 T 38 X WA R BN, 5 BB HE AR R

AN BRI AR i 7 R B AR -
LS ON R
ANBLLIH
T A 5 BRI
b JE ARG e B Ik o
BT TR 2B A4 R, 420 R AP Tolk TAEFI 22 44l
VLT A B
PREFRZRZ A
i FAS P2 S B AN L AR R A
AN Ik IR B IR R I R RS

By 1E B AR L 47 Ak

e

GAEAE A TEAEA & AR IR A N

4/16



(o B AR U EIMSD A

J 18 GB/T 16483, GB/T 17519 %t

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15
TR 25N
PRIEE A
¥4 1B R 8 1IN SR I A
LIy R /RS W e oE it Bae i i
o AE A
AR AL CORNEA IR R WHRIE

8. EAmFEHIRAALTY

f 4 R B BR M 4 i PR AEL

Hsy NESC kAl U-GE S RIS RER | KHE
5 (CAS No.) | (A=) 3

Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB N

2)

HAth {5 B 0TO

THE s DR A AR A SRR, DARE | AR (B anfE
b B TR B .
T TR H B N 1 WA B F AT, JRegg A R B
S (GMP) ISR IEEAE, DAERIP =M. T ARIEL.,
SEIG A EAS B R B IR A

MERTT 3%

R N DOnREA R R HE B R, BE B RV o R
HEFFFE e IO e L, U FH i LR

R/ roE Y| G R

HI THI 575 47 DR A O bR 2 A IR B B H B .
MR TAEAREBGES B A R Ew %, 15 EE A1
P H B
L G A V] A LR B 2R . SR B, U i S T
o A PR A I 15 7% o

B A A4 B 4 D LAEARBRSEIG AN

FHip

o L B TFE

A D SRR LA B R T R AL A, TETE LA I iR
HEARBE e RAM L 2B = .
{EFHIF, AR R W
15 GBI NRIE e Ja A T i A .
ﬁm%&%ﬁﬁ,m@%=Iﬁ%ﬂﬁﬁ\éﬁ%¢A%%%
Ehy AIE I HAR R AR RE . T TAE S s . BEyT WA
iﬁﬁﬁ&h%ﬂ

9. FHLERM:

5/16



W2 ZEBAR U

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

€3 MSD /) e

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15

NSRS N Witk
e et
Uk TR
kR BME Te B R
pH & 3.0 - 5.5
I P/ B ToHE vk
W1 R A > 100 ° C
A ToHE Bk
PR A 1
iR (A, S48) AN
S GO TR SR
1BRIE EIR T S8R EIR ToHHE TRl
IRIETIR T TR ToHHE TRl
AU TEHE Bk
AL ToHE B R
WL X ToHHE TRl
il TEHHR R
VAR

K Cipr
IE 8 /KRR K T B Vot
5 R TSR R
Gy AR T B R
B

IBE)FE THR R
TR TeRRIETE

6/16



tFmZEFARURHB Q MSD A"“""‘

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

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15
EA D W BOR A A AN
NTHE D RBHETERE
TR
RifE D REUER

10. e R B

SR DR R R G
FaE T COIEEFRMTRE.
e 65 o2 D AR R AR RN .
7 T G 1Y) AL DR RARIE
SRR DA
NS4 Y] DO TER S R .
11. BHEZER
Fefig it PN
J R f
TA
HELFs ik
SR
R E B FIT K.
Hy:
Gentamicin:
Sk DR : LD50 (K f): 8,000 — 10,000 mg/kg

LD50 (#NE): 10, 000 mg/kg

SRR B © LC50 (KR): > 0.2 mg/1
FRERIE]: 4 /N
MRRIRBE: B4/ 0%
B AERERMTETN, WA W BA S,

]l
=
&t
=
-
o}
bl
5
&
D
—

50 CKR): 67 — 96 mg/kg
JeREIRAT: HHIK A

s

LD50 (K B): 371 - 384 mg/kg




tFmZEFARURHB Q MSD A"“"“‘

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

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15

LDLo (#£¥): 30 mg/kg
YLEEIRAE: FIKA

7 R JB o/ 30
RIEIE (5 BT 4790 2K,
4H 43

Gentamicin:

"w& <
4R i TERTIS

2 AR BE B 5 / R RIS
WA E B L FH T2,
ik

Gentamicin:

"%ﬁlﬂ)ﬁ R
EZE S DR R MR R

IR BB R B

BREK

RIS DA B AT K.
IR T B

IRYE DA BT K.
Ao

Gentamicin:

| %3 CEHE R

A FE A B R A
RIEIA 5 B L F T,
445y

Gentamicin:

AR AL R 351 o DR A A L A R TR R AR B
g5 B

DRI PRSP Gt AR AR R 5
SRR BRAR ]

8/16



W2 ZEBAR U

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

€3 MSD /) e

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15
R P 2 R B TR AL i FLAND L A AORZ RS (A PN 4 i 5t 4036
g /NS
YLIERAR: Bkt
2k H [
o ik
WA G BT Tk,
4143
Gentamicin:
HUEME - PR ToEd vk}

AR
Al AT R ) Uit s 2
4043

Gentamicin:

Xof BT R 5

xR LA

MR AR # i e
g KRR

= FfE /7 NOAEL: 20 mg/kg 14
25 3 o B R RS

MR - LR &

ME: X%

R & FEME: NOAEL: 3. 6 mg/kg 1A
SR BRI L.

MRAAEA: GG LK E

g KR

g kW

9% B TR LOAEL: 75 mg/kg fAH
ghi L a1 ) LEEE .

MR AG-G) LK E

P /MR

R BiEW

9% B TR LOAEL: 10 mg/kg 1A
g BT R, REIIETE .

MM RiG-Ta) LK E
L= RPN

Jergidite: BN

9/16



tFmZEFARURHB Q MSD A"“"“‘

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

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15

9% E T LOAEL: 50 mg/kg A
R JRLAETI ., |, RERIIWIE.

AFERE - PR DORIEASSRATR AW, AR RN AR B AR
FREERE ARG S — K
ARYE DA 5 B/ AT 02K

FREERE RS SE- REEM
KM B R i e ) 48 B I AR

oy

Gentamicin:

"ﬁ%ﬁ B, NHE
PP D KBRS e 2R R I R
EFYEEMN

Ho

Gentamicin:

g N

LOAEL © 3 mg/kg

A3 e N

T g I (1] 12 A

AN E B

SER DMK, VREEE
g DT

LOAEL © 50 mg/kg
A3 o OETF

ez N [H] © 3

LA E = N SRER
g LT

LOAEL © 6 mg/kg
PRt N

ez N [H] 3

A E Com, H, NHE, M
g N

NOAEL : 5 mg/kg
LOAEL © 10 mg/kg
PermIBft N

BRI A : 52

10/ 16



tFmZEFARURHB Q:g MSD A"“"“‘

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

Gentamicin (10%) Injection Formulation

AEIR: Sk, BR, Wriksk, B, jGJLHFE

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15
| ks = S 1%

g N

NOAEL o 12.5 mg/kg

LOAEL © 50 mg/kg

A T N

T TR} [A] © 13

B E o

WA fEE

WA E BT HIT K.

N2 BRI

4143

Gentamicin:

aA D OHEBLE

AE NH

12. &F%FER

AT
oy
Gentamicin:
X AR AIEAR KA T HES)Y) @ EC50 (Daphnia magna (ZK¥%)): 86 mg/1
f TR [A]: 48 /NI
J7i%: OECD i ) 202
LC50 (Americamysis CHEHF)): 30 mg/1
FEFaIS(A]: 96 /NS
Jrik: FHEE I RE 850. 1035
X R /K AR b © EC50 (Pseudokirchneriella subcapitata (Zgi#g)): 10 ug/1

FEFEINE]: 72 /N
77922 OECD 3RS0 201

NOEC (Pseudokirchneriella subcapitata (Zki#)): 1.5 pg/1
T FEITH]: 72 /)N
77 OECD ik 1 201

EC50 (Anabaena flos—aquae (JKAEHIEHE)): 4.7 pg/l
R HRIFIA]: 72 /BT

11/16



tFmZEFARURHB Q MSD A"“"“‘

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

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15

J7¥%: OECD i 5] 201

NOEC (Anabaena flos—aquae (FKAEFJEH)): 1.6 pg/l
FEFEIFIE): 72 /NS
J51%: OECD M3 U 201

M-BRl - (SR A fE ) © 100
M-PRF (K KA e 3) |
XA i B © EC50: 288.7 mg/1

FEFEIT ] 3 /A
TR TR IR 4]
J7i%: OECD M 5 U] 209

R AR PR

4143

Gentamicin:

AW bt DOGEHL WP AR
YRR 100 %
FFR A 28 R
J79%: OBCD MR 50 314

EYERES

oy

Gentamicin:

"IE%E%NJ@J\EE%%I : log Pow: < 2

e L2l w7 A

TEHHRE TR

HAWIR A ELEAH

TEE R TR

13. BEHFLE

KB

TR Ik 2 i DOANESRKHEN R KIE .
¥ AL B

5 YLt ) DR R BRI VR AT ()R SR A FEIZ TR T B AL B

WNTEFANEDR : FR AT A B

12/16



W2 ZEBAR U

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

€3 MSD /) e

Gentamicin (10%) Injection Formulation

A & H3: SDS %5 HI BT H #A: 2024/09/28
5.0 2025/04/14 804039-00021 A H HH: 2016/07/15
14. B@fEE
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R 15 G Ak 2 i H 3 DORFIN
SR ERG AL 2 44 58 DORBIN
5 F A =Y AR B s sh At 25
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e [ P B s A TR A b H % DORFIN
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i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15
FERBRAE T ELZ RPN EE R
AICS CORME
DSL CORME
IECSC CORME
16. HAMbfERE
& H : 2025/04/14
HipfzE 8
253k DAY, KR T 5L SDS. OECD eChem 7" FUkliHy

REER, DU Z &5, http://echa. europa. eu/
TAFZEMNTE B 2R : RN BT — AN B AT TIET .

H H1#% 20 D H/A/H
HREIENE RS

ATIC — KA TV AL S B ANTT — BV B RGBS IS LA, ASTM — S5 E AR S2I6 2 ;
bw - /R ; CMR - FUE. BRI EIMEYR; DIN - fEE RS2, DSL - INERKEN
MR 45 ECx — SIS %N MRS ; ELx — SIS xRN A, EmS — Riafiit; ENCS
- HABARAGHALEY R A5, Brex — 5l x%EKRN IR ; ERC - NATER; GHS - 4Bk
SR RARREEHIEE ;. GLP — RUFSLIGEIIE; TARC - EFRREAERT S ; TATA - EPriis
B¥ith2; 1BC - EPrECE a2 AR IE A 0 TC50 — MRz ; 1CA0 - E
brICHAT A2, TECSC — HEBIAEYIR 45, MG - EFrfEiE By, M0 - ERFrigH
M, ISHL - HATM 24 fMf@EER, 150 - EbrbrrEfb 4y, KECT - #EIIG A4 5t
LC50 — MR ANBELBESUAE; LD50 — MK ANBEEHEtE CREESEE) ; MARPOL - EHFrB
IEREAGE RIS A2 nooos. — RBFIBAE; Neh - EFAGE; NOWEC - LA, (FEE) {EH
W NOMEL - Bnf W CHS) YEAfIE; NOELR — Jonl WAEH a3, NOM — S5 a2 A INIE;
NTP — EZHBEAHERIAL; NZToC — Hidi 2 L= 445%; OECD - &FA1ES REAZL; OPPTS —
HYBG . REFIRE SRR AT, PBT - FEAME. AW KRB, PICCS — FRfEE
RS0 FFR 4% QSAR - CGER) 515K ; REACH - BRI S I FH LK T1b
SOmIEM . VAL BEACRIEHENEM (EC) 1907/2006 5 ; SADT — [ AR /MR SE; SDS - %4
ARV TS, TCSI - SEEEALEMRIEN; D6 — fakfewizi; TECI - REEA L FEYIRTE
By TSCA - REA RIS, UN - BCEE; UNRTDG — ARG fabs Seniaf i d i 15
vPvB — EREAMERN AR RS WHMIS - AR P aR M E B R R

HIEH

TEBATTRHAE, AL AEBRUWIAS (SDS) T 54 2 H IR IS S iR thf5 8 A %
SRR L I A7 8. EMRATTER, AMUCRAEMESER K fRIE S s BB S
BROCARES, LR MIE RS R 57 SDS Tl € MRrE M BT 9%, 2 SDS FR AR SR

15/16



tFmZEFARURHB Q MSD A"“"“”

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

Gentamicin (10%) Injection Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 804039-00021 Mg H 1 2016/07/15

AR RHE A B TAEMTRAERT,  PER S BT ORI B o B AR B T i o A 11
BB A TR AR SC IS BRI, AR & SDS AMPRHRGIE IR AL (i
EHD .

CN/ZH

16 /16



