RET—S>—F EIMSD /A

Prednisolone / Chloramphenicol Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23

1. eZRREUSHITER

LMD ER . Prednisolone / Chloramphenicol Formulation

HieEosHaH. EMAUVERES

HIEBOSHEIR : MSD

1FFh : 1-13-12, Kudan-kita, Chiyoda—-ku, Tokyo, Japan
BEES : 03-6272-1099

BEFA—ILTKFLR . EHSDATASTEWARD@msd. com

RREREEES © +1-908-423-6000

HER A& R UER L OH R

HEAZ R D KEsA

{H A LEDHIE |

2. BRABEHOEN

L&D GHS 7758
EHAM B2
AREE : K4 1B

GHS S RILEHR

IERREXIEY VR : %

FEMREEE Dok

R B HER . H351 A A DB ZNDEEL,

H360 £ TEEER LA RADELENE TN,
IREE RLHE:
P201 EAATICERERAE ZAFT S &,
P202 £ TORLFBEHAERT 2 ETRYBbHIN &,
P280 REF R RER RERE REEEEAT LI L,
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RET—2V—F

€I MSD [ .

Prednisolone / Chloramphenicol Formulation

REE METH: BEEE BiEIZRETA: 2024/09/28
8.0 2025/04/14 5723171-00013 PE{ERLA: 2020/04/23
HRIEBE:

P308 + P313 [F< BRIZF K BOBELHHBHE | EMDDE
SEFEYHTERITDH L,

RE:

P405 EfE L TRETH Z &

B

P501 AEY.  BREADIN-WNIBERIZERET D&,

GHS P EEICEY L XL M DERFEFY

ERGHIRRUVEE SN DIE

BEEOHE

BLANIRIZAD E. BBHLRIBNEEDLZEAH D,
MLALDEMICEY ., REOHMEMGRIBE-IIZENEE
DEREMEN H D,

MI. NV FYYTHLLBZEDEIADREDREIC, #LAE
DRENERERICADEETNLH D,

3. MR URSTER

LEME - BEEYMDRXA BEY

%

=22 CAS S S8= (% w/w BN TRER
E5

JovELrygya—i 57-55-6 >=1-<10 2-234

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

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

TIVEE, T hUDLIESE

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

FTESTH/ =L 112-72-1 >=0.025-<0.1 2-217, 2-3704

KTFho-1-4—JL 112-53-8 >=0.0025-<0.025 2-211

EEMHEEE 7 = = JLKER 8003-05-2 0.002

4. HRHRE

—HREIT KA R

EHDHZEPL. [NV T CNBVWEERELICEEDSEE
25
EERAREICIHGE., FRERMAHIEHERIT. EMDIERE
25,
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Re27—8o—t EIMSD /A

Prednisolone / Chloramphenicol Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23
WA LIHE D RVRAAESE, BT ERDSABEYT 5,
ERULEZEZZITS,
KREIZf%E LI=5E D BEMLUEESR. BELICKBERTALSEDKTRERNRT,

BRLERBRE S UVHZER <,
ERLEZZITS,
BERADHIIZKRZERES .
HEBERY HEICERISEKD.

RIZCA-T=15& D BIZASEHBEIZE, KTKLTT L,
FEASH Y T 2B SICIIEREETREEZIT 5,
RAHAATEIGE D BRAFAAEGE. BEBICHENME,
ERLETZITS,
AKTcOxLLTT
SMHERRVEXRMERDOER © MLALOEMICEY . REOMEMGRIBEITEZENS
L EELGHIRAERK E5TREMELH D,
MLADRICADE., BEBHNERBNEZESZ E0H 5,
ENADEZTNDFEL,
EERERIIBRE~NDBEZEDE T,
REEZ T 2EDRE : ﬂmﬁégﬁﬁﬁbmtékiﬁiﬁu HRINTWBRE

RBKRZFERATH L BROFREMNHDISEEE. HESD
ﬁ@&@kﬁéﬁé*ﬁm & (HE8%3H) .
EEISHT DHAGEIREIR | IFRESIUMEREZERTSH &

5 KKFDIEFE

Y745 E A H © KIERE
fit 7 ILa—ILiasE K
ZEgbmkE (C02)

IR A H
10 TIX7E 5 AR LVH KH D ORIRGZL,
HEORBIRAEEN D RBEERINOBRBIRRICEERETEENH S,
HERGEIED D RFRERIEY
BHEDHENAE D RESOIRR ERIRKRICHE CTEYGEXRFREZANS,

RAHDBRERINT =OICKEEET 5.
RETHNIETKRIBE IV THEZ XKBEENSBET,
RgMoRESE D &,

HRETSEDRE DORKEFICIE, BRRTRSFEERT 5.
REEZERT .

6. WHFFDIEE
AMRIZHT HEESHE, RE @ REEZERT D,
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Re27—8o—t EIMSD /A

Prednisolone / Chloramphenicol Formulation

&S HWETA: BEES BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23
BERUVRIRHE REGMYKZLDT FNNA4 X (HB T %25H) ©, EARE

BnHERFEICEN BB 8E3H) .

REBICHT HIEEE D RBEADOBHEERTS &
TREHRELTHE, dNPIFNELDS,
BRINEERFKEREL. 82T 5,
RENELCERTELGWNERIE, A BEBKISERYT 5

HLADRTRHEDFERDY @ CENFIOE, wEEDINMERBETHROERY ., BULESF

27 CBL. BEI D,
BMLADERPADOREZEITS (THHE, BMLADETEL
EREOEEZERIC K DFR)
BLANERFIT+AGRETHRESIN D LBERIEDES
ZHTHDT, REICHLAZEBRSETIE LA,
AEMZERE. BETDIRICE, A BEEBRESLIUVEDOR
Bt~ TRET S &, TOMBICERSAEHMEICON
THLRKETHD. EORUNERSINLNZHET 2LEDN
H5b
ASDSDIEB 13ELV152ENT, ABBRELIUVED
ERFDEEDY .

1. BEVWRURELDOITE

ks

Bt et 5 D BBESNBHEL. BBEFRMIBIKLEREESIZRIT L
n"Hd,
BRMGE, EE. FLEREFESELRE E0OEN LT
BEBExHET S,

BFFEER, £FBRK D ABBENTERWNGEIE. BFAIREBEFEAL T
AW

REMIEEEIE D EEOKRRICHTITEL,
MLAZRALEWLI &,
BILERALBNI &,
RARAFEELN,
ARE DEMEEIT S,
BISBEAEOERICEDE, EEHOEERLUREMD
ETHRECRVERYES 2 &
BREFHALTHECI L,
MLADEREERBEZIBAOEITS,
FRALEWMESICIIESRZRADTEL .
HORENENDES TS,
HEINEBICH L TFHUEFEREZLES L,
FNOCREEMEHIEL, BE~OBRHEZR/NRICTHLS5:E
E9 5,
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RET—2V—F

€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

hR&E=

;ETA:
8.0 2025/04/14

BERE:
5723171-00013

BiIEIZRETH: 2024/09/28
#EERLB: 2020/04/23

e ok (=] 8¢
BERK

ERERIE

RELGFHRDEMH

mE

[ g =]

BEOERAPICIEEMEADIEL EDORREELHDHE (L.
EEBROBELIZTA ISV VI VATLAELURE Y Y
D—%&HJ/EBELTLESLY,
FERAPIIRBERVEREEEILT 5,
BEINE-KRRITEFERT DRICEKET LS L,

27U TADHERMEARL—aVIClE, ToP=7O
vha—)L, BUGEALERE. BULGKRLESKLVE
EBREFIE. EXFLEER. EXERLEERAMNOERDOL
Exa—%2&8TWENHY ET,

BULESRNILODNEBRBICANTEL,
BELTRET DI L,
BEL-o-MNYEDH D,
ZEOREIZH>TRET %,
ROBBFEHEE N> L LITEE LA
BEREH

BSRVWME: FMRGL,

8. [F< MR UREIEE

ERREICE TSR NRERR/HFRRE

5%} CAS &E BiE (REl | EHEE/RERE | HA
&) i HREE
Chloramphenicol 56-75-7 TWA 300 pg/m3 (OEB
2)
Prednisolone 50-24-8 TWA 10 pyg/m3 (OEB 3) | NER
HERYSIER | 100 ug/100 cm’ RER
IEEMERHEE 7 — — )LKER 8003-05-2 TWA 0.1 mg/m° ACGIH
(7K 4R)
EMFENEBERZRE
D% CASES | XEME AYEr) | RBERR | EERRE Higa
A 5 HA
Basic phenylmercury 8003-05-2 | #& K 4R 174 HEET [35ug/e-Cr | BAEZE
nitrate (k$R) BmEZER
B P HE. KXEFLIUVREZRETLH-H. 200 =T UV

JEBIRMREICIYERESA, WP ESICHVERESL
LLELRHYET,

WETOIHISLUVEEBTELRVNIY 7ADEEYDHBE %
<S5 AT, BAEYOERICEYZIIFHBMABELLRY E
I B, A—F 27 A RHEHT /A R),
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REF—5y— b

€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

&S WETB: BBES:
8.0 2025/04/14 5723171-00013

BiIEIZRETH: 2024/09/28
#EERLB: 2020/04/23

F—Tonv Ry iEmRIMELET,

RiER

MR FRRER BULBFRFEKEENAFRATEAWES., FHIXELETE
THEHA FS4 Vo OERANDIEL BARSIN-HBAE,
MREREFFERALEL LS,

T4NE—84T M FAEAERRSADEESI (4T

FORER

#ME MEREFR
g5 FREIZETERATAHIEERFLEL LS,

IRDRER Y4 Fo—)L P ERERKEL LLET—YILEFRT 5,
EEREL LIIEERICROZVVMRE, S X+, T7A0Y
WIEENRET DIESE, BUGEI—VILEBERT 5,
MLA, SR, 3 LEI7OVLICENEESISSNS
AREMENH BIERIE. T —XV—IL KL LLIFEZFDIELD
INT7z—RBEOTOTHo avEBERLELLS,

EERUVEBADZRER A=74—LHLLIEEBRERAI—FEFALEL LS,

EREABELEWVWKSIC, BEESNABZFZRVICEDIE, (K
EBEOAH— A rZEEMLTERALELELS Bl, R1U—T
Lyy, T70Y, BRFR, FLMETR—YRE) ,

BRIN-AEEDOHDIKBRER CIHEILEUHEAETIT-

TLIEELY,
9. MEMERPLPES
W KRS S UESVN
& L T—A%L
R L T—8%L
Ko LELEDIE S - 2~V
AR B E R L T—A%L

BRXIVBRARHELERE @ 72740

MI. "N RY2TH LLIEZFDIEADNEDMEIZ. LA
ENRENEREHICADZIEEFTNALH D,

AIRE (BfR. UR)

AIAE (&RAA) DOERERY

BETRAXRVCERELRF . ATARSR
BEGEOLR /AMRALR @ T—27%4L
]
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RET—2V—F

Prednisolone / Chloramphenicol Formulation

€3 MSD /) e

RES HETA: BERE: HIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 PE{ERLA: 2020/04/23
IBREGEFEDOTR /AR TRE : T—427%4L
E
5l k& JEZY
NRBE FT—R1L
pH T—AHL
RFEEE JEZY
HAFEANEE FT—R1L
FHFE
ENFLEE (BpAhTEER) JEZY
RRE
KB F—R1L
n-A49 % /) — )L/ KHERIRK JEZY
(log 1)
RRE JEZY
ZERV/ XIFERNZFE
tbE F—AHL
EE F—AHL
B HRABE JEZY
IRFAEME IRHEMLZL
iR ek AESFEIEEME L L TIEREINLL,
NFE FT—AHLL
BT
FFHA4X F—ALL

10. REMRVREHE

R E
LFEHRE M

RISHERE LTIEBESI NG,
BEDIRETIHRE.

7129



R&T-8—b EIMSD A

Prednisolone / Chloramphenicol Formulation

&S WETB: BEES BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23
fEREERICAIREE DI NV RYUTLLLEEDEFRMIDLEDMEIZ, LA

EQORENBREHICADIETNALDH D,
BOBRIERIERIGT S ENH D,

BT HNEEM DB KL RTE
MLADRLEZEEITS,
EMERYE D ERER
ERAE R RRERY D BRAEGABERMIEH o TULVEL,
1. FEHEEH
AR H S RERBOER © RA
R g
£330

BIZA-=5H&

SsEs

FIFAREIERICE DK R YSDETELRLY,

B4

JoEvydya—i:

SMEME #&N) : LD50 (T v F): 22,000 mg/kg

SMEME (RA) : LC50 (T v k) > 44.9 mg/|
MR 4 h
HEBRRE MLA/S Xk

2Et BR) : LD50 ("7 ): > 2,000 mg/kg
TFEAAV M COMEFHITEEDIEAMORESHTE
Ly,

Chloramphenicol:

SMEME O © D50 #0 (5w bk): 2,500 mg/kg

WEE, E€/-C16-18-7I)L*JL TXTI)LEE, F MY HLIESE:
A2MENE &0 : LD50 (5 k): 4,010 mg/kg
BE BT smEarFonf-T—42I12&ED<

2EE BR) : LD50 (T k): > 2,000 mg/kg
7% OECD BRI A K54 2 402
"% BUTIPEM ST ON-T—HRIZEDL

Prednisolone:
| ElE=E e 3] © D50 (*™9R): 1,680 mg/ke
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RET—2V—F

€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

&S WETB:
8.0 2025/04/14

BERE:
5723171-00013

BiIEIZRETH: 2024/09/28
#EERLB: 2020/04/23

2EE (RA)
2MEE BR)
AMEE (ZothofZEE)

TESTH/ L
2SN (B0

AEEE (RA)

aAnst BR)

KFho-1-F—JL:
asst ®&o)

anst (kA

aAnsEt BR)

EEMEEER D = = JLKER:
2MENE #&n)

2EE (RA)

LD50 (5« k): > 3,857 mg/ke
& T—3%HL
& T—3 %L

LD50 (S v k): 147 mg/kg
BERZK KT

LD50 (= ™ R): 767 mg/ke
BREZIK BN

LD50 (5« k): > 2,000 mg/ke
Fii%: OECD HERH A K54 > 401

FEAAD M COYMEBEFELILEAYTIAMOEOSELE

LY.

LC50 (T k): > 1.5 mg/l
RREERER: 1 h

HERIRIR: &R

FEAAV M COMEBFELILEAYITIEAEORASELE

AW

LD50 (%4%): > 5,000 mg/ke

LD50 (T v k): > 5,000 mg/kg
7% OECD SRE&RAH A K54 > 401
LC50 (T v k): > 12 mg/|
BREERFME: 6 h

HEBRRIR &%

wE BUTIMEM ST ONI-T—HRIZEDL

LD50 (%94 %): > 5,000 mg/ke

LD50 (w2 R): > 50 - 300 mg/kg
& BT 2MEMSBOAT—RITE DL

TEAAD M HFRREICEEBETH S,
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RET—ARAV—F
€I MSD [ rune
Prednisolone / Chloramphenicol Formulation
&S METH: BERE: miERET B 2024/09/28
8.0 2025/04/14 5723171-00013 WEER B 2020/04/23

REREN Rt

FIATFREGBERICE DK RYNETERL,

7%
JoEvySya—i:

1
Aix
R

WiEk, £/-C16-18-7/LFJ)L T
5] :
Hik
R
BE

Prednisolone:

ll#=

FrSTH/ =L
|@
T

FFHo-1-F—IL:
|@
#HR

EEMEEE D = = LKER:

"ﬁ%
]

A
OECD FHEXA A K51 > 404
REERIEE L

ATV, F U LIERSE:

A e

OECD FHEXAA K51 > 404

B2 & R Bt
BLTAYELIS/FON-T—2IZE DL

F—aHL

Ek
RERIEE L

Ek
RERIBGE L

ARRIUTORETEENM
BT 2MEMLGFONI-T—2IEDIL

RIcxd 5 ERGRGEE R
FAARELAERICEDCRYDETELL,

D%
JaEvy4d)a—i:

1
R
A

Chloramphenicol:

ll&=

A
ERADRIBG L
OECD FHERH A K541 > 405

B DERFIEK
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RET—S>—F EIMSD A v

Prednisolone / Chloramphenicol Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23

Wil £/-C16-18-7J/LFJL TRTILE, F+ b)Y LIESE:

i oYX

R D RICHT 3RS E

ik : OECD :E&HA K54 > 405

= D T oamELL"ELONI-T—2IZE DL

Prednisolone:
||i&= L T—AHL

TESITH/ -

£ LS
R D BRAORH. 21 BURIZEE
pap: . OECD ERER A A K54 > 405

FFho-1-7—L:

i LY A7 =S
b © BBAORE. 21 BLAIZEE
Hik : OECD ERAH A K54 > 405

BEMEHR D = = JLKER:

R D RICRT AR HEREE

& D BIEBEBMEIZEDL,

Mo R, 38 B 14 I B2 B Rt

BEEREAEY

FIATREAIERICEDCRYNETELLY,

IeF 0% 28 ERVE 1

FIATREAIERICEDCRYNETELLY,

%

JoEuvydya—:

HEga AT D REFIUTAE—T 3 VRER
REOTRE D RISER

& . EBILEY R

R DOEM

WiEE, T/ -C16-18-7/IL*I)L TRAFILE, + Y HLESE:
"ﬂﬁ947 L TEIUTAE—a VERE
REOTRIEE D RISER
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RET—2V—F

€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

&S ;ETA: BEEE AiIEIERETA: 2024/09/28
8.0 2025/04/14 5723171-00013 #E{ER B 2020/04/23

i EILEYHF

Hik OECD :RE&H A K54 > 406

R (=X

Prednisolone:

||i&= F—RHL

TrSTH/—IL:

HEgA2 AT IFoTvAtE—2 3 VRER

REODIRE R IS

i EILEY R

Ak OECD :RE&H A K54 > 406

R (=X

RKFHo-1-F—JL:
HEgA AT
REOTRIE

i
Hik
ER

AR R

IFxIA4tE— 3 ViER
RS i

EILEY bk

OECD E&H A K54 > 406
(=45

FARELERICEDCRYDETELL,

5% 8

JoEvydya—i:
in vitro TOEEEM

in vivo TOEEEM

Chloramphenicol:
invitro TOEESHE

HEBRA A T MEYMERV S EREALTEHER (AMES)
BR R

REER A T in vitro 2EBHREEHER
7% OECD BRI A RS54 2 413
BR e

HEEA A 7 I ERMER/MZERER (in vivo MRS
E&)

B TR

R 52 RN

R et

HEEA 1 7. DNA 1815 L1815, HELMAIDOAEL DNA 5/
(in vitro)
FRAMRAT L B b2 SR RHES R
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Re27—8o—t EIMSD /A

Prednisolone / Chloramphenicol Formulation

&S ;ETA: BEEE AiIEIERETA: 2024/09/28
8.0 2025/04/14 5723171-00013 #E{ER B 2020/04/23
R B
HERS 4 7 DNA 1815 L1815, HEAYMABDOTREL DNA &5
(in vitro)
TAMRT L 5y MR
R B

HERAZ A T MEMER LS EIREARET EHER (AMES)
R 2t

REZRA A 71 in vitro ZBAERERER
TAMORT L FELEEHRS
R B

in vivo TOEGEMN D RERAA T 2B REER
B vHX
B =

BR BT

HERA A T N ER
BwoX

R B

R e

HERA A T IR ER
Bovbk

mRaty: 58

R et

Wil T/ -C16-18-7IFIL TRTFIE + FUHLIES:

in vitro TOEGEM D HEBRA A T MAENMERV S EIREAZEFER (AVES)
7% OECD EXERAA RS54 2 471
BR e

Prednisolone:

in vitro TOEGEM D OHEBRA A T MAEMERV S EIREAZEFER (AVES)
BR e

HEER AT IR VNE
R BT

HERY A T kR A AT IR
R 2

in vivo TOEIEEM L RERS A T BILBMARMERMERER (in vivo MRREMR
)
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RET—ZV—k €3 MSD /) e

Prednisolone / Chloramphenicol Formulation

&S HETH: BERE: BIEIRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 PE{ERLA: 2020/04/23
oy bk
BRERK 0O
R 2t
HER A A Ttk B AR R ER
B e+
R 2t
TrSTH/—IL:
invitro TOEESHE D OREBRAA T MAEMERVWSEREALT EHER (AMES)
Fi%: OECD HERA A K54 > 471
R e

HRERA A T in vitro 2BAEEHER

Hi%: OECD HERA A K54 > 473

R e

HE BT smEIEON-T—2IZE DL

HEEA2 A T in vitro BELEMMRECFERRER

mER R
EE: BT HYELI/FONT—2I2E DL

FFH -1-F—:

in vitro TOEGEM D REBRE AT MAEMERAVSEIREREERER (AMES)
7% OECD EERA A K54 2 471
BR e

HEER A T in vitro REHKEEHR

7% OECD BRI A K54 > 473

BR e

"% BUTIMEM ST ONI-T—HRIZEDL

HERA A T in vitro HELBYHMREGFERHR
BR e
" BUTIMEM ST ONI=T—HRIZEDL

in vivo TOEIGHM D BRERA A T EERM (in vivo IHELIE B MRS G FRR
BR. FBMAKSI)
IR

REER: RARAATZER
7% OECD BRI A RS54 > 474
R e

At
EPADEETNDEEL,
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REF—5y— b

€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

&S WETB: BBES:
8.0 2025/04/14 5723171-00013

BiIEIZRETH: 2024/09/28
#EERLB: 2020/04/23

oA

JoEvySya—i.
5]

BE5R%

RE FE e

R

Chloramphenicol:

ll#=

ENAE-TERAV K

Prednisolone:

i
bR
Bk 5% v )
HR

HTESE

AN
RAAATIIEE
2

P24

IARC: (EIFRHS A BFZHERS)

BYMRRICEVTEINAMEDOREGIA H D

AV
#0O
18 7 A
(=45

ATEREX IR EADEZEDE T,

2% 8

JoEvydya—:
FIRICHK T D2

Chloramphenicol:

BROXKE~DEE

HERA A 7 S HREEE AR
B vHR

BERE RARAALTIGE

R et

HER24A T RS L URERE
B YwOR

B E5RE RAAATEIEE

R e

B I, AR
BR BELAEEREIRESNEGENST=

B TR
F =1 LOAEL: 500 mg/kg AE
IR IE - RIREM. . BMEREER

By bk
F 4= LOAEL: 500 - 2,000 mg/kg AE
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REF—5y— b

€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

hR&E= HWETA:

8.0

2025/04/14

BERE:
5723171-00013

BiIEIZRETH: 2024/09/28
#EERLB: 2020/04/23

EEEE-TEAADE

HBR E-RESKE.  REARER EIFUR.

B oUx
Fe4E M LOAEL: 1,000 mg/kg {AE
R E-RBRERSE. , BEREREF

BMRRICE D EMHNBES I UVEEAES S V/FEEREN
DEFZENAEICH D,

R, E£/-C16-18-7IIL¥)I TRFIE, F U LIESE:

BROEFT~DEE

Prednisolone:
HIRICX 9 HFE

HSEEE-T7ERAAD K

KT¥ho-1-4—IL:
FIRICRT T He2

HERY AT ZBNE S URERE

B ovhk
BERZW] RARAATZISE
FER: 2t

HER2 A T ZHEEESN / NHFERE
B oy

BERZK KT

4 5E S3: NOAEL: 1 mg/kg 1AE

R ZREICEEEL,

R4 T 2RI L UBEEE
B v9R

BEZ® &0

FAES=M: LOAEL: 0. 5mg/kg AE
R FEAEHLNT-, , OF

[

P

HERA A T ZRME L UVRERE
B oy

BEREK #0

FHE S LOAEL: 30 mg/kg AE
R B LMK

B oy

BERE KET

FHAE M NOAEL: 25 mg/kg AE
R BRIROEBE~DZETLL,

FMRRICEDERBICEZENHDZ EN—BPILFESNT
L\%)o

HEBRY AT L/ REEERY )2 ERERSSHM
HEHEFER
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Re27—8o—t EIMSD /A

Prednisolone / Chloramphenicol Formulation

RES ETH: BEEXS BIEIRETH: 2024/09/28

8.0 2025/04/14 5723171-00013 #E{ER B 2020/04/23
B oy b
BERE MAAATEIGE
R 2

BREROEBE~DEE D HEBRAA T AR/ REEERY ) —Z U EREREEMLE

HEHEHER
B ovhk
BERE RAAATEISE
R 2

B D = —JLKER:

BROKE~DZE D REBAA T 2RSS LUBRRREE
B voR
B 52K BEREREST
R B

EE: BT HAPEI/FONT—2ITEDL
AEEM-TERAAVE D BMRRICEIDERBEDEZENAEICH D,

FERNESREN (BEIETCER)
FARELGERICEDCRYDETELL,

D%
Chloramphenicol:
|§E®Iﬁ% 0
EZEr g2 C MKk, B

WiEs, £/ -C16-18-7J/L*JL TRXTIE, F FYHLIESE:
I7tzx42k L EREAOTEOE TN,

FERENEREE (REETCE)
FAARELAERICEDCRYDETELL,

D%

Chloramphenicol:

REOIRE 0O, |mA
ErlEER © Mm%, BEE BFEE

Prednisolone:

22 B BT, AR
TFEAAD R D REICHI=5. RIIREFLKBICLIERDESE,
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Prednisolone / Chloramphenicol Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23

EEMEEEE D = —JLKER:

REOERER N n!
Ra9kE 2R D B
TEARAU R o IREEE 10 mg/kg bw RETEMIZHE T EERGREADE

HENRE LT

REERSEMN

7% 0

JoEvydya—:

i Sy AR
NOAEL : >=1,700 mg/kg
BEZHK D BRAFIAATEGE
A% 55 FF ] 2 &
Chloramphenicol:

i N

ERIEES . Mm%k, B

fiE K D BETR, KRERLY

Wil £/ -C16-18-7J/L*JL TXTIE, F +YHLIEMSE:

L] D Iw bk

NOAEL . 428 mg/kg
LOAEL : 970 mg/kg

B 5 R D RBAATEGE
A% 55 B : 90 Days

Prednisolone:

2 A
LOAEL . 0.6 mg/kg
B E R - |

iR B : 63 Days
ErIEER . B

L] S

LOAEL ;2.5 mg/kg
B 5 R C#n0

iR B A : 68
ErlEER D RIT

L] oYX
LOAEL : 1 mg/kg
bR 0
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Re27—8o—t EIMSD /A

Prednisolone / Chloramphenicol Formulation

e WETA: BEES BTEHKETH: 2024/09/28
8.0 2025/04/14 5723171-00013 PE{ERLA: 2020/04/23
|H§E§E%ﬁ§] 24 &
ELGIE : TR

FTFHho-1-4—IL:

& AR

NOAEL > 2,000 mg/kg
BEZH®K RAAATEEE
BR FE FRE 41 - 45 Days
EEMEER D = —LKER:

i A

NOAEL o < 1.25 mg/kg
BEZHK D BRFHFRAAREES
A% 55 ] 2 &

e D T eamELLELONIET—2IZE DL
RAAEEN

FIFATTEELIERICE DR Y DEETEALY,

B4

KTFho-1-4—IL:
":@%Eit@ﬁ%%@kt&é%ﬂ%ﬁ@ﬁ@iiCé:timﬁt%tﬁ%%ﬁﬁ&éo
AEITH T 5 REBEEHER
B4
Chloramphenicol:

— A& IEER Y :-3: 5 | 11
EZMliEss: B

R BAETRMEM, BEL, TH, R BEE HER &
H

Prednisolone:
A AATEIGE COEK: S RU DO LETE, BB/ HFEL, FAERE KETHMm,
R, KIE=EME £EFIE

19/29



RET—S>—F EIMSD /A

Prednisolone / Chloramphenicol Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23

12. BBZEFEH

ZOoELYSYa—:
aEn : LG50 (Oncorhynchus mykiss (=< X)): 40,613 mg/|
BREERFRE: 96 h

SOVIEDKEESHSY © EC50 (Ceriodaphnia dubia (X< 3)): 18,340 mg/|
It &M RREERERT: 48 h

B KEEMIIHT HEM © ErCh0 (Skeletonema costatum GE;¥IEE) ): 19,300 mg/|
BRERFM: 72 h
7% OECD REEAHA K54 > 201

E*‘/./:%'O)Kiﬂﬁffﬁij]% . BRKESZEEE (Ceriodaphnia dubia (2 2>1)): 13,020

129 5% (IBHHMH) mg/ |
BREERFR: 7 d
MEMIZRT HEM D RKEZERRE (Pseudomonas putida (Y a—KFEFR - TF

4)):> 20,000 mg/I
MREREFR: 18 h

Wil T/ -C16-18-7I/IL %I ::wa?a F b H LIS

y: b3 : LC50 (Danio rerio (€757 wvra)): 5.2 mg/l
BREERFE: 96 h

SOVIHEDOKEESHSY © EC50 (Daphnia magha (A I <>3)): 2.8 mg/l
IZxt3 &M RREERRE: 48 h

75i%: OECD RER A K54 > 202

BE BT smEarFonf-T—2I12&ED<

BEKEEYICHTDEM ¢ ErC50 (Desmodesmus subspicatus (#%3)): 34 mg/|
IERERFME: 72 h

SOVIEDOKEESHYY . BRXEZEREE (Ceriodaphnia dubia (X2 >3)):0.204
[Zxt9 5F % (BESEH) mg/ |

BREEREAE: 7 d

& BT MEMSBOAT—RITE DL

eI HE M D RKESEREE (Pseudomonas putida (Y a—KEFR - TF
4)): 550 mg/|
BREERFR: 18 h
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€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23

Prednisolone:

SOVIFOKEESHDY

X9 HF T

EEKEEYIIRT EEN

TOVAFOKEEEHDY

[Cx9 HE M (BHEEH)

TESITH/ -

B
U UIEOKERFEBY |
REERE

BEKEEYICHT HEN

TOVIAFOKEBEEHDY

[Zx9 HEM (BEEN)

N-279 48— (KERERS
tt RH (181D )

KT¥ho-1-4—IL:

fBlE
S UUaSOKERERDY -
=55 B

EC50 (Daphnia magna (7 =< >1)):> 85 mg/l
MREEESERT: 48 h

RKESSEERE (Pseudokirchneriel la subcapitata (#%)):
160 mg/|
BRERFR: 72 h

EC50 (Pseudokirchneriella subcapitata (%k%)):> 160 mg/|
RREERFR: 72 h

H_j(ﬂ?/:én‘ )%

PRERRFRE: 7 d

(Ceriodaphnia dubia (X< >3)):0.23 mg/|

LG50 (Oncorhynchus mykiss (=< X)):> 1 mg/|
IREERFME: 96 h

7#i%: OECD FHERH A K54 > 203

&% BARERFEICK T EMHEL

EC50 (Daphnia magna (74 =< >0)):3.2 mg/l
MREERFME: 48 h
A% OECD FHERHA K54 > 202

EL50 (Desmodesmus subspicatus (#k%)):> 10 mg/|
MEERRER: 96 h
WERE: KIEE S

EL10 (Desmodesmus subspicatus (#%%)): 2.9 mg/|
MEERRER: 96 h
WERYE: KIEE S

EC10 (Daphnia magna (7 =< > 2)):0.0063 mg/|
MRERFME: 21 d
7% OECD HERAA K54 > 211

1

LC50 (Pimephales promelas (Z 7w kAw K2/ 7)) 1.01
mg/ |
BREERFRE: 96 h

EC50 (Daphnia magna (F#4 = <> 1)):0.765 mg/|
BREERFME: 48 h
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€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23

M- 7% — (KERERE
t EH () )

[Cx9 HE M (BHEEH)

WMEMIHT HEM

BEMHER D = —)LKIR:
sl

(X9 HF M

M-270%— (KERREE
%t B (R )
BEL (BHESEN)

BEE KkEEYIIHT EEMN

TOVAFOKEEEHDY

TOVAFOKEEEHDY

B KEEYICHT HEMN

7% OECD HERA A RS 4 2 202

ErC50 (Desmodesmus subspicatus (#k%)): 0.66 mg/|
RREERFR: 72 h
7% OECD FHERH A K541 > 201

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

BREEEFME: 72 h

7% OECD EHERAA FZ4 > 201

1

EC10 (Daphnia magna (74 =< >1)):0.013 mg/|
MREREER: 21 d
7% OECD RERAHA FS 4 > 211

ECO (Pseudomonas putida (¥ 2a—KEFR - TF4)):>
10, 000 mg/|
BREERFMAE: 30 min

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

MEERRER: 96 h

HE BT smEIEON-T—2IZE DL

EC50 (Daphnia magna (##4 =< >3)):> 0.001 - 0.01 mg/|
RREERFR]: 48 h
% BT MEI /O T—2ITEDL

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

BREEREAE: 96 h

% BT MEI /O T—2ITEDL

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

BEERME: 72 h

& BT 2MEMSBOAT—RITE DL

100

RAEZERE (Pimephales promelas (77w Ay K3/
2)): > 0.0001 - 0.001 mg/|
MREERSR: 32 d
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RET—2V—F

€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

&S WETB:
8.0 2025/04/14

BERE:
5723171-00013

BiIEIZRETH: 2024/09/28
#EERLB: 2020/04/23

39 HE M (BHEEH)

M- 7% — (KERERSE
Tt RE (181 )
MEDIHT 55

REE - K
0%

JoEvydya—i:
oM

£

cSFH/—IL:
%

T
P
pa:: )
-wu

KT¥h2-1-4—IL:
£

IEEMHEE D = = JLKIR:
£

SOVIFOKEESHDY ¢

EE: EUT SMEI /LT —2I2EDL

RREZERE Mysidopsis bahia (T FFTL X - \E

7)):> 0.001 - 0.01 mg/|
BREERFE: 35 d
w5 BT MEMSTONT—RITEDL

10

BRRXESZEEE NI T')7):> 0.001 - 0.01 mg/l
MREREERT: 18 h
&% BT sPEIMEONT—2IZE DL

R ZofEk,
HofE: 98.3 %
RREEHFRE: 28 d
7% OECD HERH A K54 > 301F

Wil T/ -C16-18-7I*IL TRTFIE + FUHLIES:

BR S0,

0 TT %

IEEERFME: 30 d

7% OECD HERH A K54 > 301D

R S0,
E0fE 92 %
MRS 28 d

BER: oM.

£ 79 %

BREERFE: 28 d

75i%: OECD BRI A FS 4 > 301D

BER: Bk,
"% BUTIMEM KT LT —RIZEIL
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RET—2V—F

€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

&S WETH: BERS: HIEZETH: 2024/09/28
8.0 2025/04/14 5723171-00013 PE{ERLA: 2020/04/23
EHEEN
5% 0

JoEvydya—i:

(log f)

Prednisolone:

(log f)
TESTH/—I:

(log fiB)
FFho-1-F—:

(log f)

BEMHER D = —)LKIR:

(log fE)

TiRB OB
T—27L

T VB~DEEH
JEZS
thoFEECE
T—4A7%L

n-#4%9 %/ —IL/KHDBEFRE

n-#4%9 %/ —IL/KHDERE

n-#4%9 %/ —IL/KHDERE

n-#A%9 %/ —IL/KHDERE

n-#A%9 %/ —IL/KADERE

log Pow: -1.07
Ak BELIRA] (EC) No. 440/2008, f1/EZ, A. 8

log Pow: 1.46

log Pow: 5.5

log Pow: >= 4

EE: BT HMEI/FONT—2IZE DL

log Pow: 1.27

13.

BELOIE

BEFE
BRBEED

BRBRRRUVAE

75 BB AEDREHE WL T B,
REMETKABH L TGS,
EOBEHRE. VHAILFELREEZED=OHIC,
BEEDVEREICRTT S,
FIHEEANEWMES, RERAGRELTHEET 5.

BAER I

14.

WX EDTE

El IR
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RET—2V—F

€3 MSD /) e

Prednisolone / Chloramphenicol Formulation

&S HETH: BEES: ATEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EER B 2020/04/23
f=_E #m3% (UNRTDG)
EEES A
EE#%4 (Proper shipping JEsH Y
name)
[E #4548 (Class) el
BIRfER&M (Subsidiary risk) L
A EE#, (Packing group) LS
S AR)L (Labels) LS
REAEH JEzY
finZ2#65% (IATA-DGR)
UN/ID &S (UN/ID number) LS
EE#ix%4 (Proper shipping el
name)
[E #4548 (Class) el
BIRfER&M (Subsidiary risk) el
A EE ) (Packing group) LS
S X)L (Labels) JEEL S
WaEr (EYH) (Pack- S
ing instruction (cargo air-
craft))
WalER (REH) (Pack- JEEH
ing instruction (passenger
aircraft))
i _E #iz% (INDG-Code)
EEES |
EE#i% 4% (Proper shipping JEER L
name)
[E#E 5> $8 (Class) el
BlRfERRE |
BRFR e
NI JEEH
EmS a—F o JEERY
BETEME L - kD) ¢ EREXG

MARPOL 73/78 Kt/R%&E [1 R U IBC A— FICX A [XBAME S HEEME (BN - EFZY)
s SN REBORERICIFIEKSH,

E R

EnHEDERF L. BHE 15 22HT 5,
DR EER

[
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Re27—8o—t EIMSD /A

Prednisolone / Chloramphenicol Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23

15, BAZES

AR

HRAE

fERY. EERBRYMICERL LB,
L&&

BEmEFNE

23 5

Jansr—1, 2—IF—)L 106

FRUHL=F7ILF)L (C=8~18) =X )LT7—F 214

FILA/—)L (C=10~16) (C=11~14DWWFThhZEEaLLDIZE 17
%, )

FER S/ EE

HESENBUE SN LIE5ED

FEZE

HEDHTERITEIREETEY

FEZY

BREEER LIRS ARYE

&Y

ERREOBOONI-LEYE (BIFLFEYE)
&Y

TRREDORBOONT-LEYE HREHIEEDEH)
&Y

EMELRMIRNEERMRVEEY
EES7&M2 (AIMED2 flk2)

| b4 EHE (%) BE
JoELySya—i >=1-<10 2025 F£ 4 A 1 BLIB%
2, 2—o4500—-N— [2—EFAOx >=1-<10 -
U—1— (EFOFIAFI) —2—

(4—=FB7z=)L) IFIL] 7EL

73R

EMEERTIREERVRUVESEY

FEES5 75 (B30 RlFk2)
23 [

JaeELrygYya—i 2025 F 4 A1 BLAR&

2, 2—o4/00—N— [2—ERAOFXL—1— (EFAFIAF
) —2— (4—=FBTz=)L) ITFL] FELFSF
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RET—H—F EIMSD A v

Prednisolone / Chloramphenicol Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 5723171-00013 #EERLB: 2020/04/23

EEEEELEME GRTLM4EREISE 594 &0 2)
ElEA

RARMEYE (FERESFERRNESTTED2)

23

2, 2—o4500—N— [2—EFAFP—1— (EFAFIAF
L) —2— (4—=+AT7xZ)L) ITFL] PFERFZIF
REILFYEREE T HRAI

&

s EFRRAI

FEZH

L7 LI E T HRA

FEZH

FRERPEFHAA

Y

HEBREMEEZETS - NRE— EERWY)

[

EY R URIMEEEE

3

%% BHES

IPKEBILEBRUhESET 5 8H 17

e E B R S B RS E
JEExH

BEHARRE

JEEZH

KERIFERFRE

[

R 2%
fERME L TRElSh TN
nz2iE
fERME L TREISh TN
BELSRERUVBLUEOHLICEY 5

(35 FEAEIE D AEREMEICEEZLE LGN
(EETEpeS DOBEBERYEICEIERLE LA
E AN SELE- 3093

FREMFBHERN (BWd - WAFFRD
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Re27—8o—t EIMSD /A

Prednisolone / Chloramphenicol Formulation

REE METH: BEERS BiIEIZRETA: 2024/09/28
8.0 2025/04/14 5723171-00013 WEMERR: 2020/04/23
e Y
HEMRERBEHERE (& - @ASA)
ey
BEDOLERVERICEAT 5%k
EEXREY
COHBORAIZODVWTEEA IRY M) —~DEEEIFR :
AICS N
DSL 3
IECSC N
16. ZOHo1EHR

ASDS [LENWTHBREFEZDBIHAZRNEDRENMERTDISEEE., EXWETHLIERE
Elzx ¥

5| B 3Rk D B#EMIT—42. BEAE DS I’ I F—4 . O0ECD eChem
R—2ILE L UVERMEEMER http://echa. europa. eu/D1&
RIER

LBIN— 3 U o EESNFEHBRAXETE 2 KR THRARTSINTVET,

Bito+r—<v k . #/B/H

FTOHDBEEDE X

ACGIH © ¥E, ACGIHFRREIE (TLV)
BAEEGESZS L HBRREZOEE - 1. £EYENHEEE
ACGIH / TWA © 8 HEME. EREMNET

ALIC - A—R FSUTDIELFERA AU MY NIT - TS OIVEREEHES; ASTM - K
EMHHRGS, bw - (KE; OR - BH M, TRFRME. £EESENHLSESNLHE: DIN -
FAYRRHARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
bNDRE, ELx - FED XWDORIEZRIFTEEZONDEREE, InS - BRAKOR 722
—JL; ENCS - L TEDBEFLEME R b ErCx - FED XWDORIEERIZFTEEZONDRK
f&E ERG - BRSO FEIE; GHS - HFRFAMI AT L GLP - HEREkHESE. [ARC - EF
NATZEE. [ATA - EEMZEERHS, IBC - BRIEFROESBEEEXZD-HOMMOIEE
BRUEREICET 5 ERRAI 1050 - 50%fEEFRE [CA0 - EFRRMMZERE: 1ECSC - hEIR
FlLEMELR MG - ERELEKRMAE, IN0 - ERESEHE, ISHL - SBRE/EE
(BF): IS0 - EFRZR#EEHE. KECl - REBIFLFEYMERE: LC0 - 50%HIERE LDS0 -
50%EtE (FHEILE)  MARPOL - MfIC & B FERDMILDI=HDEFREHI: n.o.s. - I
MBNATEN TS LD ZERS: Neh - FUREI NOAEC - |MEZTMHLZERE NOWEL -
BASTMZE LA NOER - BEEMHSZERMES, NN - A2 anxX[A NTP - KEE
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Re27—8o—t EIMSD /A

Prednisolone / Chloramphenicol Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

8.0

2025/04/14 5723171-00013 #EYERH: 2020/04/23

REMETOT I L NZloC - Za—o—F > MMEEWE RN, O0ECD - #FFIH HBAFME, OPPTS
- LEHMEREN - AFWHLLE; PBT - #ORMENE - £HRERENE - HEEWEHE) © PICCS - 7
1 VEVEEMEA AR )= (SRR - (EEH) HEEMHAEE, REACH - LFEYEDH
. ETMfi. R WH I UEEHE (REACH) [ZBS¥ H#RAI (EC) No 1907/2006: SADT - B ChnZE5 A2
mE; SDS - RE&T—4L— bk TECI - 2 A IZEEFEDILEMED A VRV M TCSI - &iEfE
FMEA R M) —; TDG - fEIRYEE, TSCA - HEMERSE CKE); UN - E&: UNRTDG
- BFESERYEEES. WPB - FERICHISRRVIERICESERNE. WIS - EXEEKRE
EUEVERHR AT L

ZORET—HI—F LT TSDS) &ULVS) TR I DFERLUT TREHRL L0V 3) (X, AEHE
BEFSICHENT, BHOZREDOME. BFHR. RESDLETERTHI LHHLEZLDTT,
AERIE. ERORELGEREKEL., FH. LB, RE. X, RERVRHICETIHI IR E
LTOAMERINTEY.,. WHELIRIEXIEIKREREELTEOTEDY LA KIERIL.
SDS DEEZEICRINTVAHESN-HAICEITZ2EL0OTHY .. YRAUEAMOHG EHAE
HET, RFTOERABTHERAINDIGE. AXDICERASBEWVRY .. IG5 A 0ATEEHE
NHYET, FEROFERABRALICEVTIE, AERRVHRZIEZEAT 58I, FAES
MDRBRBEFZIZEFTI2AMUBOFENLTMZSHT, FRAERUNDERT 25 ETOHENIKR
2B TR BOImFL. FH. VB, RTREICOWNT, HERBELET,

JP /7 JA
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