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Orbifloxacin Solid Formulation

A T H 8 SDS 45 B AET H8A: 2023/04/04
2.1 2023/09/30 801077-00018 A4 H H #: 2016/07/15

A 7.y &1l 2 A

FE AR . Orbifloxacin Solid Formulation
G R SN B
1] 3 e AR N P 44 © MSD
ik D B A85 SRR IRIE
el - B - BB 200331
51 © +1-908-740-4000
A S : 86-571-87268110
R A2 b : EHSDATASTEWARD@msd. com
RS RH &
et g i
PR i FH 18 D AEH
2. fal bR
ERBMMR
AR5 AR COBR
Bt D RBHETR
S D RBHETR
PREEXT IR J LI Rl 5
GHS &/ 1425
HETE R DK 2
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15517 D B
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H8A: 2023/04/04
2.1 2023/09/30 801077-00018 A4 H H #: 2016/07/15
SR :
]Q‘J_(E%H ﬁ%m

P201 {5 H A7 EUAS % FH i B
P202 7P I T BTl & it V1 20 #sh .
P280 #BH P FE/ By iR/ s IR 2=/ 8 b A .

iR N
P308 + P313 Wi BeiA 58 KEE/HiZ.
T
P405 £ IAL TN o
RFME:
P50 ¥ PN 254/ 258 8 3% B E (1) R Ab 3 T Ab R
LY/EEY ARy e
RIEIA S B FHAT 72K
BREE
PREEXT IR Lt A 35
HRAEE
R IA S B THHAT 5K
GHS ARAHE K HAN & E

o 2B 55 MR I 12 2 S OV LA S
5 B 2 S AU R B R TR
AT B EGHEAT H B R AR W] RETE U E R R IR B o

3. Ba/HBER

VIR /IR AW D REW

Ha

k.25 S R WAL B eSS WRIZEBIREVEE (% w/w)

(CAS No.)
Orbifloxacin 113617-63-3 >=3-< 10
ik JIE R B 557-04-0 >=1-< 10
4, 2R

— R L D SR ANE R, LRI EE
TERERFR LA 0, FhEE.

LGN DOIRN, BEEEES AL
W .
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Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H8A: 2023/04/04
2.1 2023/09/30 801077-00018 A4 H H #: 2016/07/15

i Jk 5 fi Do, 7R AR RO K R B Rk
it 4TS Y A AR EEE
s
T F AT ENE A R -
B BUAY) R P

R G 2 fi D Wk NERES, FHUKFR .
WSRO A RS, s

gA DA ANESI,
s
FHZKA Bk T

e B IR PR AN A B R ) DOMREEXT IR ) LiE R
S5 A Bzl 2 5 RS AU R kT
W20 5 HR B B 2 5 SO U 5008

X R R 1 RS D BT ANIERAN AR, TEA] REAETE R FE S O R
HEEIN NP % (S 05 8 71) .

X BE A R A R D OHERBIGIT .

5. JEBiTEHE

RKTT1E T KK DKW
PLAIE
AR (C02)
THr

S IE KK DR IHRIE.

A fE 1 D BIE AR E R ORI R, AN R AR B T A R

FE, B R KU, XA I AR RSB
BRI M R] B2 AT

AHERRLE ) DOBREND
HAENY
SR AN)

RFIR K KI5 DR AR DU PR R G A K K S I
WKV FRFTIT I 2 4% o
FEZARTEILN, B HRIIRK A 4.

.
BTN G R IR DR 2 % DOEERKIRULY, A E g SRS .
(U RNDIE/A2

6. RN S
NABHF . By RN AR 4%

DB WIE AL BRIV (S WA 799 A NP3 & @2 i (S 5 8
) o
R (R it DRGSR
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Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H8A: 2023/04/04
2.1 2023/09/30 801077-00018 A4 H H #: 2016/07/15

NRERA IR 24, PRI R 1E 3 — 20 (iR s
TR IR AL B 5205 Y BEER K -
AR TCVE B A Y, ROE AR S A )R

MR SR SR TERRTTE ¢ BB I R YR R AR 2 A A R AR B

L P Y R Ak A e B iy AR AE A SR A (e R4 2 S W i AR R IR
D .
B Bk B AE RO, IR R Ik B — e WL 2
TR IR S

b 75 B S AT REIE F T X AR R R TN AL L, LR B
HESCI A T ROAT RNl o 1875 2 B AT 408 1 T A
A% SDS [Y5 13 #i MIER 15 R 2045 15 E 7 B 5 BRI

Il
1. BB SR
AR
HoA S L R T BRI KRR MO 2 AT 2 R
SO A S i e BB AR, SUAEHERR .
Jed B A TR, L LREE IR A R AR
22 A B LR
REH.
3B 4 5 MEL
S 60,15 1 K B A
ST T T ST R0, 8 B 0 0 Tl T 22 4 i
VEHEAT AL R
R R 1P L BB B AR
R I (R 8 35«
S B U U
SRS H A 11 B
AN IR IR LA E R P B
57 - B A4 L
7
AP A LR MR R AR
RS
e B A LT SR
AR LS R R R
BRI
AR D RIE A IR R R
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Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H8A: 2023/04/04
2.1 2023,/09/30 801077-00018 B4 H #: 2016/07/15

8. Bz A&

fa B A R S BR b A PR A
Hor 2 | BUEMRA | BHISE BRI
5 (CAS No.) | (#fdEaX) i3
Orbifloxacin 113617-63-3 | TWA 0.2 mg/m3 (OEB PN B
2)
T e R Bk 557-04-0 TWA (FTWR N | 10 mg/m’ ACGIH
PR )
WA (WRRctE | 3 mg/m? ACGIH
i
TAE= D ER AT DA, BORBREE DD 5 A S YHEf .
BB TARE A SR & T AT, &2 A i A B
G (GMP) HJRIRAE, DAORIP ™. T ARG,
AMEBT 5%
R ESNIETR DR R R R ROE X, O R R P R on R ik T
HEAF TR R, U F WP R A
JUR/sE it T i
AR T B 4 R DR ) A IR A H R
W TAERIESGE s BB A . SR %, 1 IS A I
P HE.
R v B B A B R Ay . SRR 5, 15 R R
A ORI 4 I ) B 4
S JRAN By A5 4 D LARERERSEER A AL
SREA
ML L BT E
PAAE D SRAE OB R I AR T BR R AL A, B AR TR P L A
BEAR IS PP R 2 =
SR, AR BRI
WG IA RIE e 5 7 T EF A
BRI iEEE, MARE: TREEHIVHY . A& AR A
e BB AR . Tk TAE RSB BT MR A
iz AT BEE .
9. HEiuiet
SIS IR COBR
el D REIETE R
S D REIETE R
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Orbifloxacin Solid Formulation

€ MSD [} e

FAS BT H SDS %5 RIEVT H #: 2023/04/04
2.1 2023/09/30 801077-00018 B4 H 391 2016/07/15
KRB E TE B Bk}
pH {4 TE B Bk}
Hs £/ 4 TE B Gk
W1k sF AR ToHHE TR
A 2 AiEH
AR IEF TeHE R
Gy (4, S 4) %I\%ﬁﬁﬁﬁﬁﬁﬁﬁﬁmﬁm/&%Wﬁ#'%ﬁ@é
SR Gl Te B Bk}
BRE IR 1 50k ERR Te B Gk
FRIE IR/ S8 IR Te B Gk
AAUE TE B Gk
RAEE TE B Gk}
B /R TE B Gk
Gl TE B Gk
TR
K T B Bk
IE3FRE /7K S HE R AL T Bt Bk
SRSy Te B Gk
G LI Te B Gk
Bz
BRI Te B Gk
JRIERTE TN
ER A WAt BIR S AN 53 2R 9 A
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Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H8A: 2023/04/04
2.1 2023,/09/30 801077-00018 B4 H #: 2016/07/15
NTE TCEHE TR}
Rite ToEHE TR

10. FasE A &R

S S RGN S N G
FaE 1B IR E .
Ja L [ B I AbER BT e R A () n] RETE BB MEER A S RIR S
.
CIRST =R %032 g VA
W 3 47 P 2% A o KABRIKAE .
Tt G A A A o
LY AMH
GRS )53 i =4 WA FERE I 8= o
11. BEZER
Fefis e PN
S Ik fi
TA
RS G 22 fh
SEEH
WA E BT/ HATHIE.
[T
argnEt Sk > 5, 000 mg/kg
VAR AR WARA
Ho
Orbifloxacin:
Ak LD50 (K ER): > 3,000 mg/kg
T RN, BA WSR2 Bk .
LD50 (/NE): > 2,000 mg/kg
BVE BT R, WA MEERA S,
LD50 (K): > 600 mg/kg
SER: AR
T AERXANERE TS, BA WSR2 Bk .
SR EE ESEH WA Ei A
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

&N & HI: SDS %5 R RAET H #: 2023/04/04
2.1 2023/09/30 801077-00018 W) 4w H: 2016/07/15
Sk R E DR AR
SPEE T OLEREREET) LD50 (A B1): > 200 mg/kg

Jergigie: LA

LD50 (/ L\) 500 mg/kg
LD50 (CKHR): 233 mg/kg
Jergigte: sk

LD50 (/MER): 250 mg/kg
JLBRIRAL: KN

TERRREE:

aMgnEdE : LD50 (KHRL): > 2,000 mg/kg
J71%: OECD it 3 ) 423
VAL ) R BRAYITE S D R
BT HET R i A

SR R : LD50 (%K fR): > 2,000 mg/kg
eV HE TR i H A

B R o/

WRIEIAE BT AT K.

44y

Orbifloxacin:

e L OFKR

7k D BRI (Draize Test)

P D TR BRI

TEARRREE:

T OER

4] D TR B A

Tk L ET R IR

= 2 R 4 G/ R 38

MR IUA 5 BT 702K
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Orbifloxacin Solid Formulation

€ MSD [} e

[[ZES & HI: SDS %5 RIVAETT H #: 2023/04/04
2.1 2023/09/30 801077-00018 ) H #A: 2016/07/15
453
Orbifloxacin:
s ESH
gh IR 5 P 1 IR s T
Jiid: AR i) 36 (Draize Test)
e famR ek
s ESH
gER Tt AR A i
H/IE FE TR R
A Y4 S VR
54 Sk
R IA 5 B TH T oK.
IR S A
M4 IA 1S B TR HET K.
41453
Orbifloxacin:
M7 gt SN VAZ
£273 Iibw e 2
g JC B
R e B B
TERRIREE:
AR SN VAR X
gz B kA fk
M JAC B
DR OECD 451 406
iR A 4
H/IE TR
T B R
4B A S B LTHHET L.
445
Orbifloxacin:

PR H I A 75 11

TARSEAY: 2R 0] R ARG (AMES)

EE SR LY
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Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H8A: 2023/04/04
2.1 2023/09/30 801077-00018 A4 H H #: 2016/07/15

TSR /) Btk LR 1k
gEARL: Bk

TR EAY: Yetr fRm AR
MR R G0 ARk 40 A
gh 1 BAYE

A P R B3 D MIARZRA: R G
g /MR
YIRS B HE
Pt PEIE NS
ghE 5

SRR 41 DNA & Bt
)=HN
YHARAL: AN

PeRIRBZ 41

gE 5 v
AETE M B R AT - PP D OMGIESE A EAS B LUE S A T A B AR P i
TE R EREE:
Ak 3 TR = DRI AR LB AT i A R SR AR e
gE 5 v
v FET R i E
M RN =it N A SR N g VR W
J79%<: OECD ik 5] 473
gh = v
Tk BT R B
AR 4R 22 ARG (AMES)
gE . v
vt FE TR i E
R
WA E BT HIT k.
Ho:
Orbifloxacin:
= N
A T 2y u
T iR I (] R
NOAEL © 200 mg/kg RE
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Orbifloxacin Solid Formulation

A E1T H 3 SDS % HIAETT H BA: 2023/04/04
2.1 2023/09/30 801077-00018 ) H #A: 2016/07/15

gER L

M AN

PR 2y u]

T T2 I} 1] £

NOAEL . 200 mg/kg ME

gER o AR

Lty

PREEXT IR JLiE R 5 .

24

Orbifloxacin:

T T A 1 2 DR AR B B S

Mg KR

DA 3% o 2

A2 BE—fEE M NOAEL: 50 mg/kg A
FUAIR G % & NOAEL: 50 mg/kg A
SR EARIEMH.

AR ) LK B 50 DO EAR-RRILRE
g KRR
PR 4N
WERG-16 ) LEE % . : LOAEL: 333 mg/kg & &
g TEER ., AR B AR RV R & A IV G B AR
JERREIA RE2m .

TR ER-FE LR E

Mg %

PR 4N

SRR — 35V NOAEL: 20 mg/kg 1A

WERG-16 ) LEE % . : NOAEL: 60 mg/kg {4

gh i R AG R B L., ANTE E AR R R IR
JEERPERDN JEARIIA R, , PR s inmb .

MR K EH

Mg K

PRRF &N

R H 7P LOAEL: 2. 5 mg/kg A
GRS PE R R BRI, BRI

EFEREE - PG DRSS, AR E KR B A R Y

W RRERER:
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H8A: 2023/04/04
2.1 2023,/09/30 801077-00018 B4 H #: 2016/07/15
ot ST P DM EE e R A A/ K B F IR IR R
FhlE: KR

PEIRE BN

J79%: OECD iR 5 ) 422
gk B

R BT R B

SR LR B B DOMASREL ER-IR LR B
Tl KR
PRRA TN
gE 5L [HME

i F TR A

R R E RAEE- — kT
RIEIA 5 B L TRHET K.
RS E RATE- REEM
RIEIA F B LR AET K.

HELRRNE

Ha:

Orbifloxacin:

g YN

NOAEL © 20 mg/kg
LOAEL © 80 mg/kg
PR Y

T R I [A] 3 A

AR SR, OB, B
g AN

NOAEL © 80 mg/kg
LOAEL © 250 mg/kg
PEIRIT 2N

T R I [A] - 3 H

g RPN

NOAEL : 50 mg/kg
LOAEL © 250 mg/kg
A Y

T R I [A] D14 K.
A DR, B
SR . BmiEIReEEL
i D OMERBETI AR
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Orbifloxacin Solid Formulation

[ZEN &7 H #: SDS %5 RIVAETT H #: 2023/04/04
2.1 2023/09/30 801077-00018 T gmE HE#A: 2016/07/15

s R IV

NOAEL © 2 mg/kg

LOAEL © 3 mg/kg

PRIRTE 2y u]

75 I ) D90 K.

S E =

e © T ERIE RS

M N

NOAEL : 37.5 mg/kg

PRIRSE 2y u]

75 I ) D30 K.

g ]

NOAEL © 7.5 mg/kg

LOAEL © 22.5 mg/kg

et ;1=

i fi 1N ] 1 H

fER . HpEThae &L

i famRr sk

M N

NOAEL © > 100 mg/kg

PeEmis CBA

75 I ] D90 K.

%1 D RET R r s

M fEE

R IA G B TR HET K.

PN u

25

Orbifloxacin:

aA COER XA RGN, B EThREEREL, IR, T
e, KE

ks AT RESEDEEAE .
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Orbifloxacin Solid Formulation

TES BT H:
2.1 2023/09/30

SDS 45 B AET H8A: 2023/04/04
801077-00018 A4 H H #: 2016/07/15

12. % ER

W RREREE:
xSRIk

XARER A AR AT S

b

XK AR

AR

FEAMEA Rt
i

W RRERER:
R AR

LC50 (Leuciscus idus (BEfAFER #)): > 100 mg/1
GRS A]: 48 /NS

J7%: AR E Tk briE (DIN) 38412

Ve BT R B

EL50 (Daphnia magna (7K#%)):> 1 mg/1
TR [E]: 47 /NI

RIEH: KA 2H 53 (WAF)

J5i%: 67/548/FEC 454, iV, C2.
v FET R B

T8 R A R FE I T B 1

EL50 (Pseudokirchneriella subcapitata (%£%#:)):> 1 mg/l
FEFERT R 72 /BT

NI KRE L5 (WAF)

J7i%: OECD M =)0 201

FVE: FE TR I H S

TERR SR fif vk BE I o 2

NOELR (Pseudokirchneriella subcapitata (£%3E)):> 1 mg/l
SEEHI: 72 /N

RIS /K& 457 (WAF)

J7i%: OECD M =)0 201

FVE: FE TR I H S

EC10 (Pseudomonas putida CESLEMIEE)): > 100 mg/1
RFaf ) 16 /N

RERA: /K& 457 (WAF)

eV He TR o O dhE

E4E M NRIRE 75 A
ik H TSR R
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Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H8A: 2023/04/04
2.1 2023/09/30 801077-00018 A4 H H #: 2016/07/15

EMERE S

Hr:

TR R EREE:

1E B/ 7K B R 3 log Pow: > 4

B REBHE

TeEHE TR

HAIREFEEH

TeEHE TR
13. KFEMLE

KB

JRFEAk 2 i ANEE PR AKHEN T /K& o

2y AL 1,
15 L35 K 25 75 2 325 22 VR AT PR IR 3R A B 3 B 1 A R Bl AL
WIE HANER : FARAd P AL

14. BEER

H Frig i

Fi3Z (UNRTDG)

A E g5 ANiEH

164 [ i i 44 AN

25 AN

B fE R A&

L2525 ANiEH

Fr2s ANiEH

Z33& (IATA-DGR)

UN/ID ¢’ ANiEH

Fk A [ s fi 44 A&

25 A&

KBS M ANiE

25255 AN

bR AN

AU (TR1E ¥ A1) ANiEH

AU (%12 €L A&

#8312 (IMDG—-Code)

BeA E 5 A&

Ik A [ 3 B 44 ANiE
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

€ MSD [} e

&N &7 H #: SDS %5 HIAETT H #: 2023/04/04
2.1 2023/09/30 801077-00018 B4 H #: 2016/07/15

e D OANEH

RE a1 L RE

(R DANE

PR DANE

EmS %5 . ANEH

ST Ge/8) ANiEH

% (MARPOL73/78 A%1) BN 1T A1 IBC FN
ANTE FH T R 77

H R
GB 6944/12268
BeA E 5 ANiEH
64 [ iz 4 FR DOREH
B COREH
WEERM D ANEH
ALHE 5 D ANEH
P2 COAEA
KRR B a g it
ANid
15. EHER
BRI
BRI B ia A
KL
e ST o AR T 2R s fa b2 i
PO T HEXFHRF LG R:
AICS D ORME
DSL DO RME
IECSC K 5E
16. HAnfER
BT H 1 2023/09/30
FHAhfE B
Sk WA AREAE, BERUE T JE R SDS. OECD eChem |71 W48

REER, DI E IR, http://echa. europa. eu/
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%1% GB/T 16483 GB/T 17519 ikl

Orbifloxacin Solid Formulation

A BT H 1 SDS %75 B AET H8A: 2023/04/04
2.1 2023,/09/30 801077-00018 B4 H #: 2016/07/15
H % . #/H/H
FREN RS
ACGTH D EEBUG D BA RS (ACGTH) 2 RIRME  (TLY)
ACGTH / TWA D8 JNEF, B EINACTEEIME

ATIC — WEAH TMbAL 2 FiE B ANTT — ELVG [E K BE S HbLe ; ASTM — SEEA R SLgR 2
bw - fAEL; OMR - B, BCRAMSUESEEYG; DIN - EERMER S DSL - IEKEN
MR 455 ECx — Bl x%RUM IS ; ELx — SIAE x%SNHIAGTZ; EnS — N afkjfi; ENCS
- HEAMBAMFIEY R L3 ErCx — 5l %KAMV IR ERG — NAF8FT: GHS - 42Ekfb
MG RAEREHIE ; GLP — RUFSZIG=ME; TARC — EBRRAEMF 7EHLA; TATA — PRt
B4y, 1BC — [ b iikis fn i B Ak 22 S A A A IS AT s 25 B0 ;. 1C50 — P4k g, 1CA0 — [
PrECHMIZ L, TECSC - HEIIAIEY A3, MG - Eprigis ik, M0 - Eirigs
M, ISHL - HAT Z e gRESR,; 1S0 - EErbrEfb 14y, KECT — #E A FY R4 5%,
LC50 — MR AT EBOIEIKREE ; LD50 — MR ABEEEESEE CEAEOERE) ; MARPOL - HEFRP;
IS RIS He A noo.s. — RAFIBK; Neh - FHFAIE; NOWEC - £ W, CHEE) 1EH
WEE; NOMEL - JErr il (A% fERFI&E; NOELR — JCrl WLAEH fifar % ; NOM — SR7HEF 2 4NiE;
NTP — [EZXEHE MBI, NZToC - #ri 2 b4, OECD — &5 &/E S K E41Z:; OPPTS -
HHPE ARFIFEER A AZE,; PBT - FEAME. AW RSN, PICCS - FEHEE
S SEYR 45, (QSAR - GER) S5 —THMEL R REACH — BRI S A H &K T1b
SR . YA . FRBURIBRANERE (BC) 1907/2006 5 ; SADT — H NI f#da i, SDS - %4
ARV TS ; TCSI - SEEEA LIRS M DG — Gk &Wick; TECI - REEALFYRTE
B TSCA - REGHYFEEIE; N - BEE,; UNRTDG - BC& E X Tal feiahm i g iy,
vPvB - EREAMER EAE RS WHMLS - TAEgRTER M EERSR

STTEH

PEBAVIT RN ST, A2 R UL AS (SDS) T kA 2 H IR AL BEER TE R . M5 B R E%
SRR ML N, A7k 8. JCEMRATITRR, AR K SRR B BB A
BROCARESS, IERIRMIE R R 54 SDS TARHE MR EM A SC, 2 SDS WA RS AR 3
MR RHRE & SO TAE TR RS, RS BT FORRT S RO S AR E PR T i 75 A
B SR I A 5 SO RIS SRV, EFE 7 5287 i SDS MPRHKIE PR IPAG (dn
EHD o

CN/7H
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