RET—H—+h EIMSD A

Prednisolone / Chloramphenicol Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 MEER B: 2020/04/23

1. E2RRUSHER

MDA . Prednisolone / Chloramphenicol Formulation

HieEOSH4T. ERRUBESES

HiGEOHR . MSD

EFRr C BER REAT @ 810 MSD Xt EIETS
BREES : 048-588-8411

BFA—ILTFLR . EHSDATASTEWARD@msd. com

RAERERES : +1-908-423-6000

HRARRUERALOHIR

HRERZ D BESMA

fE AL DR S

2. ERAEEOEH

{250 GHS 7248
HEHAM D B2
HEiEES . R4 1B
GHS SRILES
BREXITO VR : %
EEMREEE D fEl&
fElxA EHIER : H351 EMNADEZFNDEEL,
H360 A£JERER (FRRIBR~ADEEZED BT h,
FEEE

RERE:

P201 = FARTICEIREREAZEZAF I H &

P202 € THOREFIBEHAERI DETRMYZEDOLGN &,
P280 fREF R REKR MRERE REMZERIT S &,
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€ MSD [} e

Prednisolone / Chloramphenicol Formulation

RES ;ETA: BEES: BiIEIZETA: 2023/04/04
5.0 2023/09/30 5723171-00010 #EYERLA: 2020/04/23
EEE:

P308 + P13 XK BERFKIXK BEDOBEHLAHDIE5E : EEIDZE
SEFYETERITH L,

®rE:

P405 e L TRET B 2 &,

BE3E:

P501 NEBY.  BREZREIN-VNEHERICRET L&,

GHS T HHICRZY L E LMD EREEE

EEGHERVEESNDE

EEREOME

MLANIRIZAD E. BEBHBRIBENEEZLZEA/H D,
BMLALDEMICEY ., REOHEMLGRIBE-LRZENEE
DEREMENH D,

MI. N FYUTHLLEZDEIADREDREIC, MLAE
DRENEREERICADETALH D,

3. MRV

LEME - BEEYMDORXF BEY

%)

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

55

JoELygy)a—i 57-55-6 >=1-<10 2-234

IChloramphenicol 56-75-7 >=1-<10

fnEg, £/ -016-18-7J)LFJ)L TR |68955-20-4 >=0.25-<1 2-1679
TIVEE, TR LIESE

IPrednisolone 50-24-8 >=0.1-<0.25

FEITH/ = 112-72-1 >=0.025-<0.1 2-217, 2-3704
KTFho-1-+—JL 112-53-8 >=0.0025 -<0.025 2-217

1S B MEREEE O — —JLJKER 8003-05-2 0. 002

4. HRBE

— BB T RN R

WwALF-GE

EHDBE®. [SNT CMEBVWEERELICEENDZEZE
215,
ERAREICIBE. FRERMAHLERIL. EMMDIERE
2T,

RWAATZIGE ., HIBEEIDBER~ABET 5.
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€ MSD [} e

Prednisolone / Chloramphenicol Formulation

BBEERE:
5723171-00010

AIEIRET B: 2023/04/04
MEER B: 2020/04/23

RS WETH:
5.0 2023/09/30

REIZfFE LI=5E

RICA-F=5H&

RAAATZGE

RAMERRVEREERDOR

LERLHIRER

WRHEZY 2EDRE

EENICx T AR EE ¢

ERLEZRTS,.

EMLEE, BELICREBZRAITAESEDKTEVNRY.
BERLERBRESUV#HZR <.

ERLEZEZTS,

BEAORIZKRERES .

HEBERT HRICERISHKS.

BIZA2EBEIZE, KTELTT,

RFHH Y RGT HHESICITEREETEREZITS,
RARAATZIGE . BEITHMEZL,

ERLEZEZTS,

KTcOz&EL<TT

ENADEENDEEL,

AERER ISR EADEZEDE TN,
BMLALDEMICEY., REOHEBEMLGRIBEIIIZENE
EORREMNNH D
BLADNRIZAD &, BBHABRIBNEELZE0H D,
HAMSEZEFBELDREITEEZLL., HEESIh TSR
ERZERATH L. BROTRENHDHBEE. HESD
BYGEANREEZSROCE (HE8ZE3H) .
XEREBSURMEREERITAH &,

5. KKFFDIEE

Y73 5H K F

5> TIXR B 7ELVHKH
FEDORIREEN

HERGEEIEY

KIEFE

it 7 L3 — L3 sH k|

ZEgbxFE (C02)

¥R H KA

MREL,
BIRERM~NDOBREIIREICEERIFTEENH S,

RERERILY

BHEDHKAE RGORR & BIREICIE C CEVAENFRZANS,
RIAHDBRERNENT H=DICKEEET 5.
RETHNEREBEI VT FEZRKBEEIO ST,

R o RBESHEDZ &,

HRETSEDRE KEFFICIE, BIeXREBZEZERT 5,

REEZERT 5.
6. IRHFDEE
AMRICHT HEEEE. RE @ REEZERT D,

BRURIFEE

REBRICHT HFEER

ZEERYKZLNDOT FNA4 R (HB T 258) . BEARE
BR#REERICEN (IRE 8 23H) .

RE~OBHZEITLHZ &
REZHERLTHDL, EAPIEFERZIED D,
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Prednisolone / Chloramphenicol Formulation

TS HETH: BIBRE: BIEIZRETH: 2023/04/04
5.0 2023/09/30 5723171-00010 #EER A 2020/04/23
FRINFREKEREL. 09T 5,
FHAZE L EIRTEHWNMESIE, thABAREICERT 5.
FHLRAORVRIEDAERY @ ZIENF-LOE, IBEELEINEHRBTRIVERY ., BEYLESS
2 ¥ L. BRET D,

BMLADEXHADREZETS (THHE. BLADETHEL
EREDOEHEZERICEDER .
BLANERHICHAGRETHRESND LEREDES
ERBTHNT, REICHLAZEBBESE TR LA,
ABEGMERE. BETIRICE, FHHFREARSLIVEOR
BIcit>TRET S &, TORBICEASAEYEIZON
TLRETHD. EQRANBERAEIN SN EHERET HRLEN
H%

ASDSDIEB 13EXIV152ENT, ABBRELVED
ERHEOREDY

1. BEEVWERUVRELDIERE

874
Rttt 2R

BFTHER, £

ZEMPIEER

e ok ] 8¢
A K

BESHNSEL. FEBEFRXMIGINLIERESISHRIT &
n"&H5,

B, EE, FREFEFEHESEK L EOBEY LT
BEZHET S,

FTRRBENTERVNGEEIE. BAAIREEZFEAL T
1AW

BEOKRMRIZA T,

MLAZRALAEWNI &,

BRRERALGZWNI &,

BRARAFEZLY,

ARE DiEfLERIT S,
BISRERAEOKRICE DS, EXEHOAESLUREHD
ETHREICHENERYIES &

BREFHALTHELZE,
MLADEREEEZIBAEITS,
FARALEVWEAICIEIRRZZEHANTE L,
BOENEMNSESITS,

BHESHEIIH L TFHLEFEEEDH L,
FNOREMZHLEL. BEAOBREZHNMRIZTEEL5:E
295,

i E |l
BEOFEAPIIEEDE~DIE EOTRESENH I BEIE.
EBFROELIZTA ISV VT VRATLABLEURE Y v
J—%HREBELTLIEELY,
FRPIISRBRUVEEEZZILT S,
FBRINEKRKRIIBERAT DHENTEET S &,
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Prednisolone / Chloramphenicol Formulation

TS HETH: BIBRE: BIEIZRETH: 2023/04/04
5.0 2023/09/30 5723171-00010 #EER A 2020/04/23
T7) T4 DHMBMGEARL— 30z, o970
vhao—), BYHEAESRE, #SUEKRLES L VE
ZMREFIE, EEFLEER. EXERLCERAFHOFERADOL
Exa—%&S00ELAHYET,
RE
TREHRESEH BWOHESRILODN=BEBIZANRTE L,
iR L TRET S &,
BZEZL-oNMYEHD S,
ZEDHEEICHK--TRET 5,
REREEEYE ROBZFEBEE LS L LITRE LA
RER{L A
RENRBAEMH WEHLME: IR L,

8. [F<EMILRURBIEE

ERRBICET IR RBRR/HFERE

5 CAS B = EBE (REY EEEREE/EAER | HH
fE) EIHREE
Chloramphenicol 56-75-7 TWA 300 pg/m3 (OEB
2)
Prednisolone 50-24-8 TWA 10 pg/m3 (OEB 3) | &R
HEEYHIBRE | 100 pg/100 cm? AR
IEEMIEEE T — —JLKER 8003-05-2 TWA 0.1 mg/m’ ACGIH
(7K £R)
EMEMNRBERBRE
5% CAS&ES |XEME AYEry | EEHRER (FREE H
] B EA
e R HREER D = =LK |8003-05-2 |# K 4R FR BHEET |35pg/gCr |BAREXE
R (7k£R) BEFES

Sl e

RER
PR FRRER

TJA4NE—RA4T

e, REEFSLVREZRET LD, 2100 =F7) Y
JEBIIRMRETICKYERESA, WP EIICHRVERESL
BHENHYET,
BRETCOIHELIUVERTELVIVTADESYOBRH %
<S5 AT, BAYMOBERICEYZIMFRMBALEELLY F
I . A—TF T A4 AT INA R),
F—ToNVRYU5ERMELET,

BYRBAPFIEENFATELG S, FEIEX < EEE
THEZEHA LS4 D OHEEND I BEBNRESNHZEIE, F
RREHFEEFEALEL LS,
WHFREARAIAOES 17
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Prednisolone / Chloramphenicol Formulation

RS WETH: BEBES:
5.0 2023/09/30 5723171-00010

AIEIRET B: 2023/04/04
MEER B: 2020/04/23

FORER
e it 2 S F %
S FRAEABETCERITAEERIFLELELS,
IRDFRER Y4 Fo—IL G EREREL LLFT—YILEFRT S,
HEREEL LIIEZERICEOSMRE, S X+, T70Y
W ENKLET ZIGEEIX. BUEIT—JILEERT 5,
MLA., SR, 3LLIEI7RYVILICENEESLEIND
AREMEMNH BIEEIE. 7 —RAV—IL KL LLIFFDIFEFLD
L7 z—REOTOTIavEFRALELLS,
EERUVEBARDRER A= 74—LH LLITEBREAI—FEBERALELL S,

MREMNBHLBVESIC, EEENDIEZRVICEDE, &K
EEOA—AUrZEBMLTERALELELES Bl RU—T
Lyy, 2702, RFR. FIMETR—YRE) ,

BEREIN-FAIREDHIRIRER CIBESILEYLHFETT

TLESLY,
9. PEARTLENER
YER IR G /A RV N
il T —AEL
R D T—48%L
RO L= () E CT—AhL
AR R E R T—AEL

BRXMBEBRRVHEER @ T—274L

AIATE (BMR. A MI. N R VTHLLEZDEADREDREIC, LA

EQRENEEEHRICADIEETALH S,
AIRE GRIK) o JRERY

BRETRARVERLRRE AIARR
BREHEOLR /AR ER @ T—2%4L

B
BERGEOTR/AIATR © T—24L
B
IR o JFERY
HEmE DT—ARL

6/28



RET—HRI—F

€ MSD [} e

Prednisolone / Chloramphenicol Formulation

MBS HETH: BIBRE: BIEIZRETH: 2023/04/04
5.0 2023/09/30 5723171-00010 #EYERLA: 2020/04/23
pH T—A2%L
RFEEE JEEZ L
BAFEANEE T—2L
FHEE
EALEE (BhELTESR) JEEL L
BEE
KBt T—EIL
n-#449 4%/ —JL/ KSE%EEK JEEZY
(log 18)
ERE JEEZ L
BERV/XIZHENZE
tE FT—41L
#=E TR
HXHRARE JEEL L
IRFEE JEIEFME
ER b4 1% A SITEIEEME L LTIEREI N,
NFE T—21L
BT
FFHAX T—21L
10. REHRUVREGHE
RIS RIGHBRE LTI EINLEL,
LR E S BEORETIIRE,
fElREE R ATREE M. N R UTH LLEZEDEIDANEDRIZ, LA
ENRENRREHICAZIBETNALH D,
BONVBRIERIERIGT A ELDH D,
BETBHREEH B, &K, NIE
MLADHKEZEITS,
BMERYE E&1E &
BIRAELDBRERY BREELNHBERDITHMON TV,
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Prednisolone / Chloramphenicol Formulation

&S METH: BBEERE: AIEIZRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 #EMER R 2020/04/23
11. BEHERR
AREMDHLRERROFHR © WA
RIS e fih
EE
RIZA-=15&
A=t
FATRELIERICEDCKRY SETERELY,
5%
JRELYS ) a—:
SEst D) . LD50 (Z v k): 22,000 mg/ke
2sE (RA) © LG50 (T k):> 44.9 mg/|
BRI 4 h
HEBRRE MLA/S X+
SMENE 8BR) : LD50 (*7H¥):> 2,000 mg/kg
THERAAV R COYMEE-ILEEYIREDOREESEILE
LY,
Chloramphenicol:
SMsEE @O : LD50#0 (v k): 2,500 mg/kg

WE, £/-C16-18-7/L %)L ::xT)b%E + RO LIESE:

2MsEE #&o) : D50 (5 k): 4,010 mg/kg
% BT 2mEMHFONT—FIZE DL

amEt BR) © D50 (S5 k):> 2,000 mg/kg

7% OECD HERA A K54 > 402
#E: BT SMEMTONT—RIZE DL

Prednisolone:
AaEEE #&0) : LD50 (¥ R): 1,680 mg/kg

LD50 (5« k): > 3,857 mg/ke

2ET (RkA) D ®E T2%L

2ET BR) D ®E T2%L

2EE (Z0th0REI) D50 (T v k): 147 mg/ke
REZ® KT
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Prednisolone / Chloramphenicol Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 MEER B: 2020/04/23

LD50 (w2 R): 767 mg/ke
REZR BN

TFESTH/ =N

SHEst #En) : LD50 (T k):> 2,000 mg/kg
Fi%: OECD SRERH A K541 > 401
TERAV M COMEFIEREEYIZHEOROS M ITE
Ly,

2usE (RA) : LG50 (T k):> 1.5 mg/I
BREERR: 1 h
HEBRRE: &K%
FERAAD M COMEFELILEEVEIREDORASEILE
LY,

SMENE 8BR) : LD50 (v H¥): > 5,000 mg/kg

RFTFHho-1-F—):
SEst #En) : LD50 (Z v k):> 5,000 mg/kg
7% OECD EB&AH A K54 > 401

AansEE RA) : LC50 (T k):> 12 mg/|
RRERMER: 6 h
HERIREE: &R
TEAAD N COYEF-ITEESYITAEDORASEILE
LY
BE AT AYEIBON-T—FIZE DL

SMENE 8BR) : LD50 (7 H¥): > 5,000 mg/kg

IE R EEE D = = ))LKER:
2nEE (go) : LD50 (¥ R):> 50 - 300 mg/kg
BE BT smEIEONET—2IZHE DL

2MEE RA) D TEAAV N BRBREICEBETH S,
BEREEY. /R

FIATRERIERICE DR Y RETEHLY,

%

JoELySya—i:

i L oYX

ik : OECD :RERAA K54 > 404
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Prednisolone / Chloramphenicol Formulation
&S METH: BBEERE: mIESRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 #EVERL B : 2020/04/23
=2 BRI L

¥, T/ -C16-18-7I/L %)L J:Xﬂb#ﬁ F U LIESE:

12

Ak
R
ke

Prednisolone:

lliw=

TESTHh/ -
12
TR

FFh-1-4—:
(£
R

IEEAMHER D = = )LKER:

"ﬁ%
e

A e
OECD EAERA A K54 > 404
R B R4

BLTHYEIS/FOAT—RIZEDIL

E b
R IERIE7E L

Ek
RERIHZL

4FERILUTORBETERML
BLTSYEILHELoN-T—2IZEDIL

RIZxd S ERTRGNE BRSE

FIATRE L ERICEDOCRY &

%
JaoEuvy4gy)a—i:

12
R
Ak

Chloramphenicol:

llw=s

METERL,

AV ES
RADRFE L
OECD FE&EH A FZ4 > 405

BEEDRRIH

HER, %/wm187»#ﬂ,1xT»ﬁ F YO LIESE:

12

R
ik
ke

e

RIS HF AT H R E

OECD FERH A K541 > 405

BT IMENSFEONT—RITEDL
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Prednisolone / Chloramphenicol Formulation

&=

5.0

;ETA:
2023/09/30

BBEERE:
5723171-00010

€ MSD [} e

AIEIRET B: 2023/04/04
MEER B: 2020/04/23

Prednisolone:

Iliz=

TESTH =
i

fER

ik

KTFho-1-4—IL:
&

TR
Ak

IEEMHEER D = —JLKER:

|ﬁ%
e

PR 25 B4R (3 52 B kA 1

B AR
FIRAT R ERICEDCRY S
FEIR AR RAEIE

FIRAT R ERICEDCRY S
BS:

JaoELySya—i:
HERA A T
KEDTRR

8

IR

AT
R~NDRIF. 21 BLAIZEE
OECD FRE&H A K> > 405

Y
BR~DRIF. 21 BLAIZEE
OECD FRE&H A K> > 405

RICHT DA AT FEZE
REBEMEIZEDILC,

METERL,

METERL,

XA E—2 a3 UEHR
R 1§ Al

EILEY b

(=4

Wi, %/4m187»¢ﬂ,1xTwﬁ F LU HLIELE:

HERA AT
Aok X 237
2

ik

HER

Prednisolone:

llw=

IFxFovA4tE—2 3 VAR
B S ¥

EIILEY b+

OECD HE&H A K> 4 > 406
e

F—BHL
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Prednisolone / Chloramphenicol Formulation

RS WETH:
5.0 2023/09/30

BEES: AIEZRET B: 2023/04/04
5723171-00010 #MEMERL A 2020/04/23

TESTH/ -
HERE AT
REOIER

12
ik
R

KFH-1-4—J:
REEA AT
EZEOIRRK

&
Hik
fER

AT ZE R Rt

XA E—T 3 VR
IS 1A

EILEY b

OECD EAERAA K54 > 406
(=4

K T e (e A= 5 5
B B Al

EILEY H

OECD EAERA A K54 > 406
(=4

FIRATRE L RERICESCRY DETER,

%

JaoEuvy4gy)a—i:
invitro TOEESEHE

in vivo CTOEIEES

Chloramphenicol:
invitro TOEESEHE

RS A T WEME B B EREATRAER ES)
SRt

HERY A T in vitro REKEEHER
7% OECD HEBRA A K51 > 473
BER e

HERAR 4 T EEL B AR MBR/NZERER (in vivo MifaE R
ER)

B v9R

B 52 RS

R fatt

HERS 1 7 DNA BI5 L1818, HELYMBEO TR DNA &K
(in vitro)

FAMRTL: B b2 EAEHS R

R B

BERY 1 7 DNA HRI5 L 161, WELMMBRAOTES DNA ARk
(in vitro)

FTAMRT LA 5y NEFHRE

HR: Bt

B A T BEME AL S EIREATRRER ES)
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Prednisolone / Chloramphenicol Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 MEER B: 2020/04/23
R

in vivo CTOEIEEMS

HERZ A4 T in vitro RBEKEEHR
TANDRT L (ZELEEMR
BR B

HERA A T RBHRESR
. YvOX

ARRE: B5

R Bt

HEBRA 4 T IMERER
B:vHR

mAaE: 55

R e

HERA A T INRERER
B Sy bk

AR S5

R pEt

WE, £/-C16-18-7/)L%)L TRFIIE, F MUHLIES:

invitro TOEEEM

Prednisolone:
in vitro TOEEEME

in vivo TOEGEEMN

HERY A T WAENMER VNS EREBAZRERSER (AES)
7% OECD HERA A K54 > 471
R e

RS A T WM E B B EREATRAER ES)
SRt

HERA A TR UNE

R 2

HERA A T kR B A R ER
R 2

HEES A 7 I EFRMBR/NZERER (in vivo MRS R
E%)

B oy hk

REZR &0

R 2

HERS A T kR BRI ER
B £k

R 2
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Prednisolone / Chloramphenicol Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 MEER B: 2020/04/23

TESTHh/ -

in vitro TOEGEM D HBRA A T MEYMERV S EIREAREERER (AVES)
7% OECD HERA A K54 > 411
BER e

HERZ A4 T in vitro RBEKEEHR

7% OECD HEBRA A K51 > 473

R e

#E: BT SMEILR/ONT—FITE DL

HEAA T in vitro BADWMIEETERAR

R fE
HE: LT 2PEhoBohf-T—2IZE DL

KFH-1-4—):

in vitro TOEIGEM D REBRYA T MEMER VS EIRRALRRER (AMES)
7k OECD HERA A K51 > 471
R e

HERZ A T in vitro RBEKEEHR

7% OECD HERA A K54 > 473

BER e

#E: BT SMEI /LT —FITE DL

HERZ A T in vitro HELBYHRECTFERER
BER e
#E: BT HMEIR/ONT—FIZE DL

in vivo TOE=EME D HEBA 4 T EREM (in vivo HILEEHMEMEEER
BR. FBMESH)
B IR

RERZR: RAHAATEGE
7k OECD EXBRA A K51 > 474

IR fatt
EHNAM
ENADEZEFNDEEL,
B
Jarvvyyy)a—i:
Fi:d D Iv bk
bR ) D RARAATEEE
IREREERE . 25
HE R D e
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Prednisolone / Chloramphenicol Formulation

AIEIRET B: 2023/04/04
MEER B: 2020/04/23

RS WETH: BEBES:
5.0 2023/09/30 5723171-00010

Chloramphenicol:

&= : IARC: (EIMSASABRZCHERS)
ENAE-TERAAD R FYRERICH DV THEILAEDREMLZINLH S

Prednisolone:

bz Jv bk
BEZE% #0
MR EE T 18 ¥ B
R (=X
EhESEY

HTERER FRIRADEEZED B Fh,
D%

JaoEvySya—i:

PEIRICH T DR E HEBRY 4 T A EESEEHER

B YOR
BE5ZIK: SR AATEES
R =
BEDEBE~DZE HERA A T ZREMNB L UVUBRERE
B:.v9R
BRERE SRAHRAATEBE
MR 2
Chloramphenicol:
fBRORBE~DZE YL, AR

R BECHEEERERESWGEN o2

E: 79X
FH4 =M LOAEL: 500 mg/kg AE
R - BRREMN. . BREARER

B oy bk
FE =M LOAEL: 500 - 2,000 mg/kg {AE
R -RREN.  BMERRER EFHE.

FE oYX
FAEM: LOAEL: 1,000 mg/kg AE
R L - BRREMN., . BREARER

BYERICE D EMMBER S UVEBAB LW/ EFEREA
DEZENAEICH D,

AREHEE-TERAAD K
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Prednisolone / Chloramphenicol Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 MEER B: 2020/04/23

1|
B, %/4m187w#ﬁ'IxTwﬁ F U LIESE:

BEROEE~DEE D BB T RIS LUVHRERE
B Sy bk
BERE RAFAATEISE
R e

Prednisolone:

BEIRIC XS SR E D AR A T 2R / MHIRERE
& v hb
BEZR KT

45 13: NOAEL: 1 mg/kg AE
HR RRRICEEREL,

REDHE~DFTZE . BEBA4M4 T 2RSS LUVRREXRE
B voR
BER®K 0
FAESM: LOAEL: 0. 5mg/kg AE
R FELAEOHON-, , OZH

HER4A4 T ZRWELUVBRERE
oy bk
‘5K #0

4 &M LOAEL: 30 mg/kg AE
R E L=MmA

B oy bk

BERE KT

FAEFE M NOAEL: 25 mg/kg AE
R BRREORB~ODZETTL,

EESME-TEAAVE D BMRRICLDERBICEEENHSEN—MIAFAESNIT
AF

KFho-1-4—JL:
RIS & D HERAA T AR/ REERR ) — oS RERSEMER
HEHOEHER
E: Sy bk
BERK RAAAEEE
R fE

REDHKE~DFEZE . REBAA T LR/ REEUERI)—Z U RERSEME
HEHEHER
B Sy bk
BRERE RARAATEEE
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Prednisolone / Chloramphenicol Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 MEER B: 2020/04/23
R

IEEMHEER D = —JLKER:

BROEBE~DFE D HEBAA T RN LUVRRERE
B voR
BB BRERES
R 5

s BT HYEISR/ONT—FITE DL

EESME-TEAA U D BYRRICEDERENODEBEZENBEIZH D,

FERMEREE (EEER)
FIATRERERICEDRYDETERL,

By

Chloramphenicol:

EXAOES 233 o #0

IZ RO AR © %, B

Hi# E/-C16-18-7)L%)L TRTILE F+ FUHOLESE
l7ezx 4>k D FEREBADOFEDOEEFN,

FERMBSRSTE (REICR)
FIARTRELERICEDCRY DTSR,

5
Chloramphenicol:
Aok X 23 D #0, }kA
IZ Rz D Mk, B, BT
Prednisolone:
| IZRORE AR . B BB R
TEAAU R D REITHh=5. RIIREIFCEBIZKDEHRDES,
IEEMIEEE D = = )LKER:
Aok X 237 0
1Z RO AT . ERf
TEAAU R D EBEEGEE 10 mg/ke bw RETEHMIZEITHIEXRGEE~ADE

FENFEELT,
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RET—H—F EIMSD A

Prednisolone / Chloramphenicol Formulation

&S HETA: BEES BIEIRETH: 2023/04/04
5.0 2023/09/30 5723171-00010 #EYERLA: 2020/04/23

RELEEMN

5%

JoEuvy4Sdya—:

& v kAR

NOAEL : >=1,700 mg/kg

BEZK D BHRAALEEE

IREEEERE D2 &5

Chloramphenicol:

2 PN

IZ R g 25 N 1

JiE 4K . BEFER ARERD
&, T/ -C16-18-F7/I X)L TRAFILE F FUHLEE:
L D Zvhk

NOAEL : 428 mg/kg

LOAEL ;970 mg/kg

BE5Z2% D BRAIAATESE

YA : 90 Days

Prednisolone:

2 D 2wk
LOAEL : 0.6 mg/kg
B 5 REg 0O
A% 55 B 63 Days
IR R AR . HhE
i DN
LOAEL : 2.5 mg/kg
B 5 #E © &0
i 55 B R : 68
gl -
i A S
LOAEL ;1 mg/kg
B 5 #ER% .
AR & B : 24 @&
EdiglinA R
KFHo-1-4—:
& : Jvk

| NOAEL : > 2,000 mg/kg
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R&T-—%—t CIMSD /A
Prednisolone / Chloramphenicol Formulation

RES ETA: BBEERE: ATEIZRETH: 2023/04/04
5.0 2023/09/30 5723171-00010 #EERLB: 2020/04/23
B 5 E D BMHRAALEEE
B 25 B . 41 - 45 Days

IERMIEE D = = )LKER

L AR

NOAEL o < 1.25 mg/kg

bR S D BRAAATES

5% 25 e P 2 F

IEES D AT AMEMISB LT —RIZE DL
BIAEEN

FIATTRELIBRICE DK B Y HETERLY,

By

KFHho-1-F—JL:

| coBEFLFREMEINCLIREEHDORBIEEE LS LEHIRICLEDEEENH S,
AEIZH T B REBERER
By

Chloramphenicol:
— % IER D EMERR MK

ZRaofEsR: B

K BAETRMAM, BE, TH, RE BEE HEX &
it

Prednisolone:

RAAATZGE COERK T RUDLETE, BERE OFL, REARE, RTHMm
W& KEZEWE SETIR

JaoEurygdy)a—i:
y: k- : LC50 (Oncorhynchus mykiss (=< X)): 40,613 mg/|
RRERRER: 96 h
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RET-H¥—+ € MSD [} e

Prednisolone / Chloramphenicol Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 MEER B: 2020/04/23

SOUOHEOKEESHEY © EC50 (Ceriodaphnia dubia (X< 3)): 18,340 mg/|
[Tx9 5FMH BREEEFAE: 48 h

R KEEWICT BEM  ErC50 (Skeletonema costatum GE¥IEE) ): 19,300 mg/|
RRERRER: 72 h
#i%: OECD SRERH A K54 > 201

SOVIOFEOKEEEHEY . RREEZERE (Ceriodaphnia dubia (22> 3)): 13,020
(239 HFM (BIESM) mg/ |
RN 7 d

MEMI T HE N . RAREFERE (Pseudomonas putida (Ya—FEFX - TF
4)):> 20,000 mg/|
REEERFME: 18 h

Wk, %/wm187»4ﬂ,IxT»ﬁ T U LIRS
=M : LC50 (Danio rerio (E75 74w 2)):5.2 mg/l
BREERFRE: 96 h

SOVAEOKEELSMEY © ECS0 (Daphnia magna (A3 >1)): 2.8 mg/l
129 5&F M RREERR: 48 h

7% OECD RE&RH A K54 > 202

& BT sMEIEONT—2IZE DL

R KEEMIZHT HEME ¢ ErC50 (Desmodesmus subspicatus ($k)): 34 mg/|
BEERFME: 72 h

SOUVIOFEOKEEEHBY - RKELERE (Ceriodaphnia dubia (32> 3)):0.204
12Xt 5 &M% (IBHESH) mg/ |

B T d

w5 BT MENS/ONLT—RIZE DL

MEMIIKT HEMH D BRAKESELEE (Pseudomonas putida (Va—FEFR - TF
4)): 550 mg/|
RREERFM: 18 h

Prednisolone:

SOVIOEOKEESHEY © ECS0 (Daphnia magna (A4 3 >3)):> 85 mg/l
[Ixt9 &M BREERFME: 48 h

B KEEMICHT HEN | RREFEIRE (Pseudokirchneriella subcapitata (#%)):
160 mg/|
BERME: 72 h

EC50 (Pseudokirchneriella subcapitata (fki%)):> 160 mg/|
BBERE: 72 h
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RET—HRI—F

€ MSD [} e

Prednisolone / Chloramphenicol Formulation

&= WETA:

5.0

2023/09/30

BEES: AIEZRET B: 2023/04/04
5723171-00010 #MEMERL A 2020/04/23

=9
~

X9 HFE (BHESM)

TFESTH/ =N
sk

SOVIFOKEEEHDY

(s e aT=—3 3

S KEEWIIHT BENE -

SUOVAFOKEESTHDY ¢

X9 HE M (BHESE)

W-279 45— (KERKEERE
tt RE (1814 )
FTh-1-4—):

ast

SUOVAFOKEESTHDY ¢

[Tx9 HFM%

O KEEYIIHT HEME

VAFEQKEEBEHSY ¢

RAEEZERE (Ceriodaphnia dubia (2223)):0.23 mg/l
RN 7 d

LC50 (Oncorhynchus mykiss (=< X)):> 1 mg/l
BREERFMAE: 96 h

Fi%: OECD BRI K54 > 203

&% AMERMEICETLIEHEL

EC50 (Daphnia magna (74 =< >2)):3.2 mg/|
RREERSME: 48 h
7#i%: OECD RE&EH A K54 > 202

EL50 (Desmodesmus subspicatus (#k%)): > 10 mg/|
RREERFMAE: 96 h
HERME: KEE S

EL10 (Desmodesmus subspicatus (#k%)): 2.9 mg/|
REEERFME: 96 h
WERYE: KEE

EC10 (Daphnia magna (F# =< > 1)):0.0063 mg/|
BERME: 21 d
7k OECD ERE&H A K54 > 211

1

LC50 (Pimephales promelas (77w kAw K2/ )):1.01
mg/ |
REEERFME: 96 h

EC50 (Daphnia magna (F#4 =< > 1)):0.765 mg/|
BREERFR: 48 h
7% OECD ERER A A K54 > 202

ErC50 (Desmodesmus subspicatus (#k%)): 0.66 mg/|
RRERRER: 72 h
#i%: OECD HE&H A K54 > 201

RANESEZE (Desmodesmus subspicatus (&) ): 0. 085
mg/ |

BERME: 72 h

7% OECD FRERAA K54 > 201
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RET—HRI—F

€ MSD [} e

Prednisolone / Chloramphenicol Formulation

RS WETH:
5.0 2023/09/30

BBEERE:
5723171-00010

AIEIRET B: 2023/04/04
MEER B: 2020/04/23

-2744—keBEEE
% EH (3B )

X9 HF M (BESH)

WMEMIZH T HEMN

IERMIEEE D = = )LKER
BEN

[Tx9 HFM%

M-270458— (KERREEE
tt EH (R )
REM (BIESM)

X9 HF M (BHESM)

M-2795— (KEREEE
tt RE (181%) )
MEMICHT H5EMH

SOVIFOKEEEHDY

TOVOEOKEESHEY

A KEEYICHT HEN

SOVAFOKEBEEHRDY

1

EC10 (Daphnia magna (74 =< >23)):0.013 mg/|
RREERERA: 21 d
Hi%: OECD SREEH A K54 > 211

ECO (Pseudomonas putida (a—KFEFRX - TFH)):>
10,000 mg/|
RREERER: 30 min

EC50 (Oncorhynchus mykiss (=< X)):> 0.001 - 0.01
mg/ |

BREERFMAE: 96 h

&% BT mEIBON-T—2ITE DL

EC50 (Daphnia magna (74 =< >2)):> 0.001 - 0.01 mg/|
BREERFMAE: 48 h

s BT MEMHTON-T—FITE DL

ErC50 (Pseudokirchneriella subcapitata (k%)):> 0.01 -
0.1 mg/l

BREERFMAE: 96 h

&% BT MEMHFON-T—FITE DL

EC10 (Pseudokirchneriella subcapitata (#k%)):> 0.01 -
0.1 mg/l

BERME: 72 h

& BT MEMHTON-T—FITE DL
100

BAEEEERE (Pimephales promelas (77 v kAy K3/
r7)):> 0.0001 - 0.001 mg/|
RREERER: 32 d
HE BT 2MEMBONET—RIZEIL
RKRESEEE (Mysidopsis bahia (T FFYR - /\E
7)):> 0.001 - 0.01 mg/|
RREERFMRE: 35 d
fmE: AT SMEI /TN -T—F2ICE DL
10

RRBEZERE

BREERER 18 h

(A F17):> 0.001 - 0.01 mg/I
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RET—AL—F
€I MSD [ rune
Prednisolone / Chloramphenicol Formulation
&S HETE: BEES BIEETH: 2023/04/04
5.0 2023/09/30 5723171-00010 #EVERL B : 2020/04/23
" BE BUTINE,I SBONET—2IZEDL
BB - Y
%

Jaurygya—i:
EofEME

i, €/-C16-18-7/L %I
£

TESTHh/ =
£ RN

FFh-1-4—:
ERIE

IE R EEE D = = ))LKER:
£ RS

EREEN
5% 0
JaELySya—i:

n-4%4 %/ —IL/ KDERFH

(log &)

Prednisolone:

n-4% %/ —IL/KDERFH

R R,
£ 98.3 %
REEERFME: 28 d
7#i%: OECD :RE&H A K54 > 301F

IRTIVE T MIDLIEE:
D RR Bk,
AR TT %
BREERFAE: 30 d
7% OECD EXBRH 4 K54 > 301D

R HOEME,
EofE: 92 %
REEERFME: 28 d

ER: SO,

019 %

PSR 28 d

7% OECD :RERH A K54 > 301D

HR: ZOMRE,
#E: BT HMEIR/ONLT—FIZE DL

log Pow: -1.07
A% BELSIRE] (EC) No. 440/2008, HEE, A 8

log Pow: 1.46
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RET—HRI—F

Prednisolone / Chloramphenicol Formulation

€ MSD [} e

RES METH: BBEERE: mIESRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 #EERLB: 2020/04/23
Il Cog &)

TFESTH/ =N

(log 1)
KFFho-1-F—IL:

(log 1)

IEEMHEER D = —JLKER:

n-#4%2 %/ —IL/ KSEFRE

n-#4%2 %/ —IL/ KSEFRE

log Pow: 5.5

log Pow: >= 4

®E: BLUTHMELLFON-T—2IZEDL

|n—7J"7 B/ —IL/KDERE - log Pow: 1.27
(log f&)
TRPOBE
T—27%L
FTIVB~ADEEY
EZY
toEEEE
T—4A7%L
13. BELOIE
BEHE
HREEY A BRADEH IR NS T B,
BEEMZE TRAHE L TIEE 54,
BRERFRUAE EORBIE. VYAV LFELIZEZEDEOHIZ, BaEZT1:
BEEYMNEBZXEERIZERT 5,
BICHEENENMGS., REAKELTRET S,
14, @ELDEE
E PR
Rz L& (UNRTDG)
EEES FEFZH
E&E#iX 4 (Proper shipping JESK Y
name)
E&E 5 #E (Class) JESK Y
Bl fERR M (Subsidiary risk) EZY
B2 (Packing group) JEgY
S X)L (Labels) JEEZH
fi 2ok (IATA-DGR)
UN/ID Z+& (UN/ID number) JEEZH
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RET—HRI—F

Prednisolone / Chloramphenicol Formulation

€ MSD [} e

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 MEER B: 2020/04/23

EE#%4% (Proper shipping : JEE%Y

name)

E &5 48 (Class) |
Bl fER&tE (Subsidiary risk) @ JEE%Y
B2 (Packing group) D OJEERY
S AR)L (Labels) D OFERRE
WafEr (BEYH) (Pack-  JEFZH
ing instruction (cargo air-

craft))

WafE R (REH) (Pack-  JEFZH
ing instruction (passenger

aircraft))

7 L #fiz% (IMDG-Code)

EEES |
E&E L4 D EEZE
E&E 54 D IEE%H
B R |
BHRER S
NI |
EmS o—F DOIEERY

BEFEME &Y - FEY) 0 FEH

MARPOL 73/78 MiRE I1 RUFIBC A— FICK A X oWMAMEShHBAME (B - EZY)

s S REBOHMIZITIEZS,
& A
EOREDERG L. HE 15258 T 5,

A DR ERE
JFEZ Y

15. BRAZES

BEEMN

HRAE

fElRY. EERBMICERS LG,
L&&

BEHm{EFME

T

=

=

Jansr—1, 2—FH—)L

106

FrYHYL=FIF)L (C=8~18) =X JLT7—k

214

60 )

FILA/—IL (C=10~16) (C=11~14DVThHhEELELDIZIE

171
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RET—H—F CIMSD A e

Prednisolone / Chloramphenicol Formulation

RES WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 5723171-00010 MEER B: 2020/04/23

HERER/EE

REFNBLEShLIHED

JEEX S

WEDHFAIZZITEIREREY

JERZY

REEEN LEHARME

JERZY

ZRREDOBH o =L FYE (BFLFHE)
JEEZH

ZEREORBH oW EFEME FHREHEFME)
JEEX Y

BAREZBENTREBRVEVEEY

EE ST &0 2 FEITHAIRE 9

[ ex4 EHE (%)

5%

Jany—1, 2—F—)L >=1-<10

2025 4 A1 BLRR

—--——5[\aa—N— [ZT—t FOx >=1-<10
——— (EFBFIAFIL) —Z=Z—
(M—=FkAZ7z=)L) TFIL] 7EF

7S

2024 £ 4 A1 BLARR

BMEERTIRELBRVRVEETY
EE ST & (BITRE 185%)

EZ

5%

Janr—1, 2—F—)L

2025 4 A1 BLRR

—-Z——v4HOo0—-N— [ZT—-EFOFXL——— (EFOFIAF
J) ——Z— (@—=—F0OT7zxz=J)) TFIIL] FEFFTIF

2024 £ 4 A1 BLARR

BHECEMEREEFRRA

JEEZY

nch B FRHFRA

e Y

W7 L)L EFRFE A

e Y

AWERSEFHRA

e Y

FRRSHEXEITS - NRE— (BEWD
Y
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RET—HRI—F

Prednisolone / Chloramphenicol Formulation

€ MSD [} e

MRS HETA: BIEE S BIESETH: 2023/04/04
5.0 2023/09/30 5723171-00010 #EVERL B 2020/04/23
EM R CRIPARFEE
=
EZ SES
IPkiBEar U hzaET 585 17

tEhEHHITEETRRER

JEER Y

BEHARARRE

L

DE 008 e A

JEERY

R E%

el E LTREISh TGN

zik

el e LTHREISh TL W
BEFRERUVBLKEEOMHILICEY 5i&E

(£ 5 FEAEE ; EREMEICITZY LGN
EETETBES DOBAEBEMEICEEELAN
FREE R U W S SE &
FREMFEMERA (EE - @AZA)
JEZY
WEMERBEERE EE - @A)
E| ]
BEEVMONEBER VERICET 5%
EEREY
COHBOBBICDODVWTEEAS URY M) —~ADERIHER :
AICS N
DSL E
IECSC TE

16. ZDthDTER

27128




RET—H—F EIMSD A

Prednisolone / Chloramphenicol Formulation

&S HETH: BIBRE: HTEKETH: 2023/04/04
5.0 2023/09/30 5723171-00010 #EYERLA: 2020/04/23
5| FscHk D B#E#IT—4. EHMESDS [CEDILF—4. O0ECD eChem
R—2ILE I VRRIMNEEYER http://echa. europa. eu/ D&

URIN—=C 3 UL EESNERBREANETE 2 KR THRARTEINATVETS,

Bf#72+r—<v bk . #/A/H

ZDHDREEEND £

ACGIH © [E, ACGIHRHBAME (TLV)
BAEE(RGERS D HREEZOHEHE - 1 £EYEHNHEE
ACGIH / TWA © 8 EfE. BEREMMET

AlIC - A—R FSYTOIELELERA AR, WNT - IS O)ILEREHEHRE], ASTM - X
EMFRERGS, bw - AE; O - HFHUH, ZERME. £EBESHELHLI LN IME . DIN -
RAVRBIGaEeE, DSL - EAMEY AL (hF4); ECx - FED XWORIEERIFT EEX
SNDEE: Elx - FED XWOREZERIZT EEZONDATEES, EnS - BEABORT D2
—JL; ENCS - It EEZDEFILEME YR b ErCx - 2D XOREBZEZRIZT EEZZODNDE
K%, ERG - BERIEDFF|E; GHS - HREFM A T4 GLP - HAEREMREE, [ARC - HE
NATFEHES; TATA - ERMEEERES; IBC - BRILZEZDESEEZED-ODOMMDIEE
RUHKIEICET 2EMAEE; 1650 - 50%EERE; ICA0 - ERERMIMZEMES; [ECSC - hEI
HitEWaEL5%, ING - EEELERYRIE; IN0 - EEBEME; ISHL - $BHRLEE %
(BAR); IS0 - EFFZ41eH4E, KECI - BREBIFILEYME AR, LC50 - 50%EIERE,; LD50 -
50%E5tE (FEEBBIEE) . MARPOL - MMAIC K BB DHIED=HDEKRER n.o.s. - #hIz
RMBDBTREINTWSEDZERRC: Neh - FUEE] NOAEC - BESHFEEE. NOWEL -
BEEMFELAN)L, NOELR - EEEUHZEEREIE, NOM - A X anKRAI NTP - KEE
REM IO S L NZloC - Z2—S—F 2 FIEEWEAR, O0ECD - &FFip AR, OPPTS
- tEMEREME - AFILR, PBT - #oRuM - £HREREN - A5 WE)  PICCS - 7
A EVIEEMEA VRV R)—: Q)SAR - (E=H)) #E:E&EFMEHERS, REACH - LM EDE
$%. FTff. 3B WH KL UEER (REACH) (B3 S3#RAI (EC) No 1907/2006; SADT - HCEMMEDfE
BE, DS - ET—2L—F; TECI - 2 A IZERTFEDIEEMED A >R 1), TCSI - &1t
BEMBEA RY R)—; TDG - fEEEE; TSCA - HEEWMERSE CGKE) ; UN - Es&; UNRTDG
- EEAERYEEEIS . VPVB - ERICHAMBRUVIETICEHERME, WHNIS - EXIERIKRE
EUMERRRT L

CORET—RI—FUUT TSDS) &0V5) TRIMT HEM (LT TRFEH VD)X, AEHE
BERICENT, BEOREOHH. FHR. RPEIDLETERTHSEHHLIZEDTY,
AR, REOXREGHREWV., £A, LE, RE, #@X. BERVRRICEIIAI TR E
LTOHMERSNTEY ., WHBLIRARIEIHRERKRZELTLDOTEHY TEA. RIFHIL.
SDS DEREIZREINTVAIRESNHBICETILOTHY . ABRAELA/MORA EBAT
HET, XETOERPTERASNDEGEE. AXPITERNGVRY . ARICIEILE oG VETEES
AHYFET. ARBOFEABFEMICENTIE, AERERVHREEEZERT 58I, FRES
MDRBEGBICHETEARADBEYLGHMESHT. FABSFUOERT 52HETORENIRNRT
[CHETHERHGBDEEKL, FH, VB, ROREICDOWVNT, HERBLET,

JP/JA

28 /28



