RET—ZV—k €3 MSD /) e

Oxytetracycline / Diclofenac Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EYERH: 2019/04/17

1. eZRREUSHITER

EZEHDET . Oxytetracycline / Diclofenac Formulation

HieEosHaH. EMAUVERES

HHEEDORHELW : MSD

eSS : 1-13-12, Kudan-kita, Chiyoda—ku, Tokyo, Japan
BiEES © 03-6272-1099

BFA—ITELA : EHSDATASTEWARD@msd. com

RREREBEES © +1-908-423-6000

HERFAER UER_EOFIR

i Po . BE#A

£/ _EDOFIR |

2. BRABEHOEN

L&D GHS 7758
RIcaI2EETBGEE R © Ko 28
Rt

KRBT DR
ATEE DR 1A
REFNBSFESE (REEF<C @ X5 2 CHLE, K, ) 2/ R, R, A1)
=)

KEREHEN 28 (& Sl
%)

KERGEHENE RH (18 DR
%)

GHS 5 RILER
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Re27—8o—t EIMSD /A

Oxytetracycline / Diclofenac Formulation

&S HWETA: BEES BIEIRETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EERLB: 2019/04/17
feRRXIET URIL : % %l
TR MR DOfElR
ERAELIFR DT 7FLLF—MEERGEREZTEEN,

H320 BRHI;E

H360FD A FERE~NDEZEN S TN, BRERANDEZEDE %
.

H373 EHilch-5. XIFREFCTFICL VEERE CHIEE, m
R, Rk, g AR OEEOEEN.

HA10 REIME RIS EZ & > THKEEWIZIERIZTRULFE,

REME:

P201 ERRETICEIRERAZE ZAFTH &,

P202 2 THREFEZHAERI SFETHMYHZDLENI &,
P260 S X b BEREWRALG N &,

P264 B WMEIEIREEZ L CHES Z &,

P272 B I NI-FERIFEEENGHI BN &,

P2I3 IRIE~DREZRITH &,

P280 REF X REK RERE FRE@DEERAITSHI L,

HREE:

P302 + P352 RIEICHELT-IGE : ZEDKTHI Z &

P305 + P351 + P33BERICA-1-1mE : KTHORIEEEC %
5C¢, RIZAVAYPLURXZBERALTWTESZIZHE 515
BlEINT L, TOREEREERTDH L,

P308 + P313 (K BRIXIEXK BN B ENHDIHE | ERDIEZE
SFHETERTBHIE,

P333 + P13 RIERIBRIFIFE LA () KNEL-BHE  ERD
PRAFUTERITHIE,

P337 + P31 ERDFIEA R HE : ERMDER /" FHATEZIT
52 &,

P362 + P364 B IN-KEEHRE. BEATIHEEICIERE
45,

P31 R EEURT B 2 &,

RE:
P405 fEfE L TIRET D &,

BE3E:
P501 AEY. BB ERBIN-NEBRERICEET DL &,

GHS T HEICERY L B LMD EREEFHE
HMRZL,
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RET—2V—F

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

&S WETB:
13.1 2025/05/20

BEES HIERET H: 2025/04/14
4164054-00020

#EYERH: 2019/04/17

3. MR URSER

LEME - EEYMDORXA BEY

03

%4 CAS &= 8= (% w/w BN REE
E5

2-Fay kv 616-45-5 >=50-<60 5-112

Oxytetracycline 79-57-2 22 9-271

JoEL>Sya—)i 57-55-6 >=1-<10 2-234

[ A g SIAFFN 1309-48-4 >=1-<10 1-465

Diclofenac 15307-79-6 >=1-<2.5 3-3082

Riee kxS A2 F YL [ 6035-47-8 >=0.1-<1 2-1633

EDTA =+ k1D LZKF0 6381-92-6 >=0.1-<1 2-1265, 2-1265

4. BHRHEE

— BT KA R

WA LF-HE

REBIZE LSS

RICA-E=5E

RAAATZIGE

AMERRVCERMTERORK

HERGHIRER

EHDGEL., KD TChEBNEELIELICEENDZERE:
215,

ERMNRSICIBE. THEIRMLAHIIEEIX. EEDIERE
215,

WULAATZIEE. FIREEROEFRABET 5,
EENEEZZ(T5,

B LI5S, BEHICEBEEZENDKTHEHVERT,
BELEKBRELUHZER <,

EENEZZ(T5,

BEADRIZKIREXD.

HEBFERT IENERITES,

EML-15E. BEHICZENKTHLECES 16 HEEZ®
LR,
EEIZTERESICIE. a8 FLUXERYHNT,
EENEZZ(T5,

hAAATEIGE., EEIZHM L,

EENEZZIT5,

KTOZEXLTT L,
FULX—MRERIEERITHEZTN,

AR 3
EBEREADEZEDE TN, BRE~NDEEZEDE TN,
RH#lIchiz5. RIIREIFLLBIZLIEBRDOEEZEDSZ .,
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Re27—8o—t EIMSD /A

Oxytetracycline / Diclofenac Formulation

hR&E= HWETA: BEES BIEIRETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EERLB: 2019/04/17
WREEZEY S2EDRE D MR EEEEFBELDREITERZILL, HEESNTLSR

EREZFERATHE, BEORREENHDIHEEE. HESD
BYREANREREZSRBOCE (HE8Z3H) .
BRI SRFAGIEFE @ XFRESIUMEREERTLSI L,

5 KKFrDHEE

Y 45 E A N =
fit 7 L3 —ILiassE K F
ZBibixZ®E (C02)
3 2K E K

0 TIX7E 5 AR LVH KH DORMRE L,
FEORBIRAEM D RBEERINOBRBIRERICEERIETEENH D,

HERGRIED D REREY
BHRIEEY
EHREEY (NOX)
e R L

FHDHERGE D RESOINR ERDRKRICHE CTEYGHEXRFRZANS,
KAHDBERZAENT H=-OICKZEET 5,
TETHNIERBEI VT T EZRKBEN BT,
RN oRESED &,

HRZTSEDRE DORKEFIZE, BRRTRFEZERT S
REEZERT .

6. RHFFOEE

MEICHT HEEEE, RE @ REEZERT D,
BERUVEAREE ZEGRMYFZLDT (R (HBE T 238) . BAARE
BEn#REHEICEN (HE8ZSH) .

REBICXT B EEEIE D BRE~AOHREEEITSHE,
REEFHALTHDL, 3O ENFLEDD,
GEBEICIEEDIDZEHSC HLERAOFELIIA AN THE
I2&3),
FERINEEKEREL, LT 5,
REMNELCEIRTELGVGE(X. A BBREKISERT 5,

HLRAODRTHMEDAERY @ FESGRIMATRINESE S,

2 ZERICCENBE. HRREESFOHEYLH CADFE
ZELT. BABBVELSIZT ST &, HREICERLEE
MERVITTRVEFEIENTERIHEEICIE, BEURLE=Y
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Re27—8o—t EIMSD /A

Oxytetracycline / Diclofenac Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EYERH: 2019/04/17

B EYGBRHRNIRET 5.

RENE T B TRINFITRET S &,

AERERE. BETHIRICIEK. EMAEAREIVEDOR
Bt~ TRET S &, TOMBICERSAEHMEICON
THLRKETHD. EORUNERSINLINEHET SLEDN
H%

ASDSDIEB 13ELV152ENT, ABBREXIUVED
ERFDEEDY .

1. BEVWRURELOZEE

ks

BRI %t R DK EBLERUVGREREOEHOERENRESE,

BERFTHER, 2hRBRS DT RGBENTELRMESIE. BIIREEEZFERAL T
= AW

RERITESE D RBOKRIRIZHITFARL,
SRMEKERALLGWNI &
BRAAFERLLY,
REDiEfLZEEIT 5,
BEWRIEIEEEL<CHES T L,
BISBRERAEOHRICE DS, EEHORBELLUREHD
EITHREICVERYKRS 2 &
BREFHLTHELCZE,
COHEREFERTHEEIC, SRBRITEEF LGN &,
RNUCEEYEHLEL. RENOBREZR/NMRICT 5K 5F
B9 %,

fih [m] 55 D ER{EHE

BAERER D BEOEAPICIEEZMEADIE EOFREENHSHIEE T,
EEBROELICTA TSIV VI VRATLELUREY ¥
D—%FZEBELTLESLY,
FRATIEIRBERVBREEZILT D,
FBEINFERKREIERSMOHSIGNI L,
FERINF-KRREBERT SENEET S &
27U TADPREMEARL—aVIClF, ToP=7a
vho—)L, BULGEARESRE. BULKRRLES K VE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Ea—%8T0ELNHYET,

REGHREEN D BUIESRILODVWERBIZANKTEL,
L TRET S &,
BEL-o-MNYED S,
BZEOREICH>TRET S,

BRI E D O ROBESEHEENSL LITRE LA
S ER LAl
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RET—2V—F

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

&S WETB: BEES BIEIRETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EYERH: 2019/04/17
REGRHRAEMH BSEOHE: FIRGL,

8. F<RMILERUVREIEE

ERRBICHE T IRAHNRBRE/HFRRE

D% CAS &= B2 (RER | EHEE/RERE | HA
fE) BB | HRERE
Oxytetracycline 79-57-2 TWA 500 pg/m3 (OEB RER

2)

#ff1E#R: DSEN

HEERYHIRR | 100 ug/100 cm’ RER

[ [y SR FN 1309-48-4 TWA (kA= | 10 mg/m’ ACGIH
)
Diclofenac 15307-79-6 TWA 60 pg/m3 (OEB RER
3)
AR RS
| X =H YU #IFR | 6000 pg/100cm2 | &R
B PSE SPEEZBEIDICEIBULIOC=7Y UIEERLUY
HERMEFERALET B, B]EHSELZWNI 1 v I BER
0 o
BA. REEBLVRBEZRET LH-H. 2T00=T1) >
TEBIIRMBHRTIZKYERSN, WP EIICHWERESQ
BHENHYFET,
WETOIHSLUVEBTELRNIY 7TADEEYDOBE %
<S5 AT, BAYOBEIEYGIIFHEMABREELELY F
T Bl A—TF 2T x4 RHEHT/RA X)),
A—Tono Ry E&IMELET,
RER
IR FARER BYLBFAHESEENFETEL MBS, FHRIELETEM
THENA FS4 oOHEANDEL BN REINBEIX, T
WMREREFFERALEL LS,
T4NE—847T M FHEAERRSADEE (T
FORER
e MEREF R
= T2EMREFS
FREZETERATHIEERFLEL LS,
IRDORER Y4 Fo—IL FHERERED LLEXT—T I EEFRT 5,

ERRED LCRAERRICTEROZVMRE, S X+, 270V
VIR ENRET BHGEIE, BB I—TLEERT 5.
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RET—2V—F

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

&S ETH: BERE: BIEIRETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #IEMERLE: 2019/04/17
MLA. XM, L LLEI7OVIICEAEESLEND
AREMA H DIEEIE. 7T —RXP—IL KL LLIEFDIEHLID
L7 z—REOTOFoavEBERALELLS,
RERUEADRER A= T74A—LHLLKIEEBRERI—FEBERALELL S,

ERELIBHLGWVESIC, REShDE2RVIZEDE, &
EEOA—AUMZEMULTERLELES B, RY—T
Ly, 270Y, RFR, FIMETR—YRE) .

FBRINEAIREDHIRERER CIHSILEY LA ETT

TLEEELY,
9. MEHRILEIHER

WERAR RE &K
& m/e, &AM --HE
20 HER
RO LEVEDE T—87%GL
R R E =33 ° ¢
R XS B 5 B U 100.5 ° C
ARt (BER, SR D e
AR (RIE) T—4%L
BETRARVEFELRE /FAIRRR

IBREEOLR/AIALER @ T—27%4L

/=1

BREFEOTR/AIATR @ T—2%4L

=1
5l R T—H%EL
DERE T—H%EL
pH D T—8%L
EFERE TR0
BRFENRE TR0
FhEE

FEEE (RETEER) 50.3 - 50.7 mPa.s (25 ° C)

7133



RET—2V—F

Oxytetracycline / Diclofenac Formulation

hR&E=

13.1

;ETA:
2025/05/20

BERE:
4164054-00020

€3 MSD /) e

BIEIRETH: 2025/04/14
#EYERH: 2019/04/17

EFLE (BpAhTEER) AfL
RRE
KB M GRS
n-#4%4 %/ —JL/ KSEEE JEEZY
(log f)
RRE FT—R1L
ZERV/XIIHERNZFE
LE 1.15 - 1.19 (25 ° C)
EE T—HR1L
B HRAZE FT—R1L
IRFEE IBEETL
EEb4FE AELITEREEME E L TIXDEINEGL,
NFE —A&7L
PIFHE
FFHA4X JEZY
10. REHRUVRIGHE
R RGHRERE LTIERESI AL,
LR EN BEOIRETIEIRE,
BERAEERGATREME BONVBRIEEIERIET A2 ELH S,

BT HNE&MH
EMERYE
ERAEL S RRERY

HMREL,
FRAE I
RIREELCSRE

BIERI 5N TULVELY,

11.

HEKER

AR D % 5 REZBOFER

AlSH

mA

RS

2351
RICA-=5B&

FIRARREABRICE ISR Y NETEALL,
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R&T-8—b EIMSD /A

Oxytetracycline / Diclofenac Formulation

e WETH: BEEES: BIERETH: 2025/04/14
13.1 2025/05/20 4164054-00020 PE{ERA: 2019/04/17
i
2MEME ®&O) D AMEMHEMS > 2,000 mg/kg

Ak HEICELDFE

B4

2-EnYy F:

AanslE #&0O) : LD50 (5 v k):> 2,000 mg/kg
7% OECD HERA A K54 > 401
TEAAD M COMEBFEIXESYDIAMOROSHTE
LY,

2= BR) : LD50 ("7 ): > 2,000 mg/kg

75i%: OECD EAER A A K54 > 402
TEAAV M COMEFLITEEYEIZEDORESETE

LY,
Oxytetracycl ine:
2EEE &N) : LD50 (T v F): 4,800 mg/ke

LD50 (= ™ R): 2, 240 mg/kg
B& ABHOIIIBRE ST

2EEE (RA) D EE T 2GL
AEE BR) D EE T2 GL
AMENE (ZOthoEE) : LD50 (5w k): 4,840 mg/kg

REER: SN

LD50 (= ™ R): 3, 500 mg/kg
BER® KT

JoEuvydya—:

SMsE o) : LD50 (T v k): 22,000 mg/kg
SEENE (RA) : LG50 (T k):> 44.9 mg/|

MREERREL 4 h
HEBRIRE LA/ X+

SEENE BR) : LD50 ("oH): > 2,000 mg/kg
TFEAAD M COMEFITEEYEIZHOEESHTE
LY,

BT TR A:
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RET—S>—F EIMSD /A

Oxytetracycline / Diclofenac Formulation

RES WETH: BERS: BTEZETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #E{ER B 2019/04/17
AanslE #&0O) : LD50 (5 v k):> 2,000 mg/kg

7% OECD EE&E A K54 > 423

FEAAD M COMEFHIFEEYIEAMOROSHETE
(AW

BE AT 2YEIE/ON=-T—FICE DL

SHEEE (RA) : LC50 (T k):> 2.1 mg/l
BRERFME: 4 h
HEBRRE MLA/TR b
77i%: OECD FHE& A K541 > 403
H%: BT MEI /BN T—2ITEDL

Diclofenac:

2EEE &N0) : LD50 (T F): 55 - 240 mg/kg
LD50 (¥ R): 170 - 389 mg/kg

2EEE (ZFOMhDRIR) : LD50 (T v F): 97 - 161 mg/kg

RE R #RM

LD50 (9 R): 92 - 147 mg/ke
BB FIRN

BiEeE FOX> A F YD L:
2MEE &0 : LD50 (3w k):> 5,000 mg/ke

75i%: OECD EAERA A K54 > 423

EE: BT HPEI /LT —FITE DL

SMET BR) © D50 (T k):> 2,000 mg/ke

75i%: OECD EHERAA K54 > 402
" BUTIMEM ST ONI=T—HRIZEDL

EDTA =5 kY o LK

2MEY (#&0) © D50 (Z v k): 2,800 mg/keg
SMEME (RA) © LG50 (T b, AR): > 1 mg/l

MREERFREL 6 h
HEBRIRE MLA/S X+
7% OECD HEE A A KS4 > 412

REBEL/Ri#tE
FATREAERICEDCRYDFETELL,
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REF—5y— b

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

&S WETB: BBES:
13.1 2025/05/20 4164054-00020

BIEIRETH: 2025/04/14
#EYERH: 2019/04/17

oA

2-¢¥oYy Fu:

£ PR T

ik OECD :RE&H A K54 > 404
R RERI#HA L
Oxytetracycl ine:

= T—R%L
JoEvydya—:

£ 4

Ak OECD :RE&H A K54 > 404
R REFI#HA L

Diclofenac:

R FBEHY

e FOX> AR F MUY L:

i Zvk
R REEFRIHA L
& BT HAMEMBON-T—2IZE DL

BRIZH 9 S ERGBEN RFIBE

AR I3,

JE%

2-F¥ay k.

i RS

R IE~DOFH., 7 BURNIZEIE

Oxytetracycl ine:

= T—R1L
JaEvy4d)a—i:

2 "

R ER~DRIE A L

Hi& OECD HERHA K54 > 405
BT TR A:

(5] Ry
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RET—2V—F

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

REE ;ETA: BEEE BIEIERETA: 2025/04/14
13.1 2025/05/20 4164054-00020 #E{ER B 2019/04/17
R ER~DFB A L
Hik OECD :RE&EH A K54 > 405
-3 BT AMEMBON-T—2IZE DL
Diclofenac:
R B2 E ORI

RiEEFOXSAZUF FNUD L
i '
R

ik

e

EDTA =3 ~ U9 AZKF:

i
HR

WEOR 28 A 1 XIS B2 1 AR 1
B2 R AEE

A
AR~ DRIB L
OECD FXERAA K54 > 405

BT 2MEMGTONI-T—2IZEDL

A
ARA~DRIH L

FULE—HEERGERECTEEN,

% 28 A 1

FARELERICEDCRYDETELL,

5% 8

2-Eny Kk
HERA A T

KREOEIRE
&
Hik
tER
5

Oxytetracycl ine:

AR T
R

JaEvy4d)a—i:
N
REDIEK

i

R

BFr ') »/NEiIETERRER (LLNA)
R g

EAPS

OECD EXERH A K54 > 429
P14

BT SMEHN

~ /8

SELNE=-T—2I2E&EDL

E FREEE/NNYF TR HRIPT)
AR

IxFoTAtE— 3 VR
RS 1AL

EILEY F

=Xk
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RET—H—F EIMSD /A

Oxytetracycline / Diclofenac Formulation

&S HETA: BERE: BIEIRETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EER R 2019/04/17

[ A& ST I

HEga 4T D REXIUIAE—V 3 VR

REOERE D RS EfL

& DOEILEY

ik : OECD :HE&RHA K54 > 406

R Dol

-5 D LT AMmEMASEONET—HIZE DL

RiEEFOXSAZUF YD L:

HEga AT D RXIUTAE—V 3 VR

REOIRE D ORISR

i DEILEYER

A& : OECD FHE&H A K54 > 406

R DR

5% D BT AMEMELONT—RIZE DL

EDTA =3 k1) ™5 LZKFI¥:

B ) D REXIUTAE— 3 VR

REEOERE D RS Ef

& . EILEYE

Hik : OECD :RE&RHA K541 > 406

TR Do e

& D T eamELILELONET—2IZE DL

ATEHIRRE RIRM

FIFATEELIERICE DR Y DEETEALY,

B4

2-F¥ay k.

invitro TOEESHE D REBRAA T MAEMERVWSEREALT EFER (AMES)
R =

HEEA A T in vitro BEBMMRECFERSER
7% OECD HEE A A K54 > 476

R faH

B T 2MELISB/ON-T—RIZE DL
HERZ A T in vitro 2BAEEHER

7% OECD HE&E A A K54 > 473

R fad

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

Oxytetracycline / Diclofenac Formulation

RES ETH: BEES HIEIZRETH: 2025/04/14
13.1 2025/05/20 4164054-00020 PE{ERA: 2019/04/17
E®)

B vHX

BEZ: BEERNES
#i5%: OECD RERHA KS4 > 474

R 2

Oxytetracycl ine:

in vitro TOEEEHE D HERAA T MEYRAREERERSH (T4 LREER)
R 2

RERA A TR UNE
REEEME: RBEEEE
HR B

HER A A Ttk B AR R ER
TAMVRTL: FyA4Z—ANLRS —IREHHR
{8 INEARE

HEBR24M T RBREER
mER R

in vivo TOEG:EM D HERA A T ER
BwoX
HpaR: B8
BEREK 0
R TEARE

RERA A T in vivo 7 vEA
B vHR

52 EEEREST

R fEk

ATEMREEERY - TR A 0 RUASECETEMRERLERFE LTHEIT S LETER

> I~ lI\O

JoEuvydya—:

in vitro TO&EEEM D HERA A T MEYE AN SEIRE AT EER (AMES)
R A

HEXA A T in vitro ZBAEERER
7% OECD HERHA K54 > 473

R et

in vivo TOEEEM D HERA 4 T AL B SRMmMB/MZERER (in vivo MifaEER
E&)
B YvOR
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RET—S>—F EIMSD /A

Oxytetracycline / Diclofenac Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EYERH: 2019/04/17

B 542 BEREREST
R 2t

1| A&7 SAF N

invitro TOEEEME D HREBRAA T MAEMERVWSEREALT EHER (AMES)
7% OECD HERA A K54 > 471
R 2t
wE: EUTA3mEISEONE=-T—2IZE DL

RERA A T in vitro 2BAEEHER

7i%: OECD RER A A K54 > 473

R e

HE BT smEIEON-T—2IZHE DL

HERA A T in vitro MELBIYMREETFERAR
7% OECD HER A A KS 4 > 476

R e

HE: YT 2MEIBONET—RIZEDL

Diclofenac:

in vitro TOEGEM D HEBRA A T AN TRV S EIFEAZEFER (AVES)
mER R

RERA AT ORI UNE
R =

in vivo TOEEEMN D RERAA T 2B REER

F&: CHO
R EN

BiteE FOF> AR 05 MU L:

in vitro TOEGHME D OHEBRA A T MAEMERV S EIREAZEFER (AVES)
#5i%: OECD FHERA A K51 > 471
TR 2t
wE BUTIMEM ST ONI-T—HRIZEDL
in vivo TOEGEM DOHERA 4 T HEBYARMBR/MEEER (in vivo MAaEMER
%)
B YoR

REER: RS

7% OECD BRI A R34 > 474

BR B

wE BUTIMEM ST LON-T—HRIZEDL

ATEMRRERRM - TR A invivo HEEAMBEERREHB CEERE,
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RET-Sv—F €3 MSD /) e

Oxytetracycline / Diclofenac Formulation

&S HETH: BIBEE: HIEIZRETH: 2025/04/14
13.1 2025/05/20 4164054-00020 PE{ERA: 2019/04/17
vk
EDTA =F R L= K0
invitro TOEEEHE D REBRAA T MAEMERWSEREALT EHER (AMES)
R 2t

EE: BT SMEI /LT —2I2E DL

HERZ A 7 in vitro HELBWHMEEFEERER
R 2t

REZR A A 71 in vitro AR ERER
R e
BE AT AYEIEON-T—FI2E DL

in vivo TOEEEMN D HERA 4 T A ERMmMBR/MEERER (in vivo MifaEES
E&)
B vHX
BERIE: RAAALEEE
Hi%: OECD HERA A K54 > 474

R 2
ENAM
FIFARE L IERICE DK B Y SDETELLY,
B4
2-¥oy K.
i DX IR
B 5 R D RBAATEGE
IR EERFE . 18 A
HER COEM
= D Rl AMEL LB LN-T—FIZE DL
Oxytetracycl ine:
2 DX OR
B E R 80O
iR & A : 104 8
R CEM
2 Iy b
B 5 R C#n0
BR B A ;1038
R © T EARE
Er gz BRI, KTERE
wE . EA¥FIEE FTIEREEN GV EEZOND,

16/ 33



REF—5y— b

Oxytetracycline / Diclofenac Formulation

&S WETB:
13.1 2025/05/20

BERE:
4164054-00020

€3 MSD /) e

BIEIRETH: 2025/04/14
#EYERH: 2019/04/17

ENAE-TEXAD

JoEvydya—i:
i#

BE5R®%

RE FE e

R

BIL<I IR A:
i

BRERE

BR FE A

e

e

Diclofenac:

i
bR
Bk 5% v )
HR

i
bR
PR 25 ]
LEES

EDTA =5 kY o LK%

1
bR
R 25 e il
R
]

EESttE

HERANDBZEDE TN,

H5:

2-¥ay Ky
FIRICH T HHE

HLDEZEMALT HE. ENAMYEL L THERSIALGN

AN
RAAATIIEE
2

P24

KPS
RARAATZIGE
96 ;&

P14

BLTAYEIS/FON-T—2IZEDL

AV
#0O
2%
(=45

IR
&0
2 %
P2t

AN
RAAATIIEE
103 ;&

(=45

BT 2MEIGFONI-T—2IEDIL

BRE~NDEZEDOE TN,

RS A T — A EEEHR

B oy
BERIE: RAAAEEE
1T

"% BUTIMEM KT LT —RIZEIL
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Re27—8o—t EIMSD /A

Oxytetracycline / Diclofenac Formulation

&S WETA: BRES RIEIZRETA: 2025/04/14
13.1 2025/05/20 4164054-00020 #E{ERRB: 2019/04/17
RROEBE~DEZE D REBRAA T ZRNESLUVRRERE
B ovhk
BERE: SRARAATZEE
R B
STEBHE - TERAD R D EMERICK D EMMEES K UEENEZENHEICH

%, BMRRICLDEAFADELENAEICH D

Oxytetracycline:
FIRICXT S S5 E D HERA A T R EREEESRER
B oy b
BREZK 0
S 5EH: NOAEL: 18 mg/kg (A&
R IREICEEEL, , EEEN~OEEEL, , BEQ
BEERIIHRESNGEL T

BROEBE~DEE D B4 T ZRINELUVBRERE
B oy
BREZK 0
BE - BRIRE= 1%, : LOAEL: 48 mg/kg AE
R BARREELXE, BEIR.

R4 T 2RI L UBREES
Bovbk

BEZ® &0

BHAMD—f& 314 LOAEL: 1, 200 mg/kg {AZE
B - BRIRE ., : NOAEL: 1,500 mg/kg {AZE
R EIFEIEGR,

BE BRI -BiFEY

HER24M T RS L URERE

B vHR

BEZ® &0

BHAD—f& 314 LOAEL: 1, 325 mg/kg {AE
B - BRIBE ., : NOAEL: 2, 100 mg/kg {AZE
MR EIFREIELR,

EE BRI -BiFEN

HER24M T RS L UHRERE

& oUx

BER% AR

£ - BB'R&EME, : LOAEL: 41.5mg/kg AE
R BEREEELRE BREEBILLL,

HEBR2 AT BB L VRERE
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REF—5y— b

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

hR&E=

13.1

;ETA:
2025/05/20

BERE:

4164054-00020

BIEIRETH: 2025/04/14
#EYERH: 2019/04/17

EEEE-TEAADE

JoEvydya—i:

PEIRIC AT B &

1|47 SN
PEIRIC T B E

Diclofenac:
HIRICK T HHE

i HPN

BE5RE AR
BE - BaIRZE M, : LOAEL: 20. 75 mg/kg {AE

HR: BB IUVNRBOEE, |

BRERIEERE

ABDEZHIREBICEDEENDBZEDH HEIERGNH

27,

HEBRAE A T TR ARSI

B vHX

BREREK: P AATEIHE

R fa

HERA A T ZRNE L UVBERE
B vHX

BRERK A AATEHE

R fa

HERAA T AR/ REEERA ) v ERERESEMER
HAEHEHER

Bovbk

BERE RARAATIGE

A% OECD SRERAHA K54 > 422

R et

BE BT 2PEIMBONET—2IZEDL

R4 T AR/ REEER ) -V ERERSSMER
HEHEHER

Bgov bk

BERE RARAATIEE

7% 0ECD RERHA K54 > 422

R fEt

BE: BT 2PEIMEONE-T—FIZEDL

HER2 A4 T ERERD
oYM ARBEUAR
BREZK &0

4 5EH: NOAEL: 4 mg/kg {AE
R SRERICEEEL,

HEga 4 7 %G
B Sy
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RET—S>—F EIMSD /A

Oxytetracycline / Diclofenac Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EYERH: 2019/04/17

REZK 20
FAE =M LOAEL: 1 mg/kg (AE
R E-RRRSM., | EIFEEELL,

HERA AT RE
B oUx
BERK &0
A& LOAEL: 5mg/kg AE
WERE - RRIREM, | EFEEILAL,

HEEME-TEAAV R D BRERADEZEDEENDEL,

RiEEFOXSAZUF YD L:

BEIRIC RS SR8 D ORRS AT A/ REEERI )T EREREEMER
HEDEHAR
B ovhk

RERZE: SRAAATEGE

75i%: OECD EHERA A K54 422

BR e

EE: BT HPEI/FONT—2I2E DL

BROEBE~DEE D B4 T ZRINELUVBRERE
B oy
BRERR A AATEEE
A% OECD RERAHA K54 > 414
R B
HE BT smEIrFZEonfzT—2I2&E DL

HEEME-TEAAV R D BYMERICEIDEEBICEZENHDENAMIAESNT
W5,

EDTA =+ R~ U9 L= KF%:
FIRIC 3 B R D RERA 4 T IR A ESERER
Bgov bk
BERE RARAATIEE
R et
BE: BT 2PEMBON-T—FIZEDL

BROXE~DEE D REBRAA T ZRMNELUVRRERE
B oy
BERE RAPAATEEE
R faH

FERMESEE (EEER)
FIATREGRRICEDSRYDFETERL,
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RET—2V—F

Oxytetracycline / Diclofenac Formulation

&S WETB: BBES:
2025/05/20 4164054-00020

13.1

€3 MSD /) e

BIEIRETH: 2025/04/14
#EYERH: 2019/04/17

RERMESFEELE (REECR)

R#lch=5. RFREF<CBICLYEER CALE, MR,

BEN

B4

Diclofenac:

RRIEER
TERAD R

EDTA =3 ~ U AZKF:

REOIRER
RaYkE 2R
TEAAD K

RERSEMHT

B4

2-Eny rFy:
5]

NOAEL

bR i)

IR TR
Hik

Oxytetracycl ine:

1
LOAEL
bR
R 25 e el
R BIRE 2R
]

1
LOAEL

R 52
R 25 e il
Lol
T

i

NOAEL
LOAEL
REZI

HIEE, Mg, ) /\%, K BIAR

) o\R, R BIEIER) DEZED

R#ICH=5. REREFCBIZLHBROES,

WA #LCA/ZX N/IE)

KB

RHIIH=5. REREECBICLPBHREOEETDE TN,

Zvk

207 mg/kg

RAAATIIEE

3 »AR

OECD EXEXH A K54 > 408

AN
198 mg/kg
#0

13 &

E=y

H
BEGHEFRRHREShGE,N 0=

YO R
7,990 mg/kg
#0

13 &

)

BEGHEFRREHREShGE, 0=

X

125 mg/kg
250 mg/kg
#0
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RET—H—F EIMSD /A

Oxytetracycline / Diclofenac Formulation

&S METH: BEES AIEIZRET A 2025/04/14
13.1 2025/05/20 4164054-00020 #EERLE: 2019/04/17

A% 55 B > 12 »R8

EriEs . EH

iwE D REBRTHEIN-FELESHE

i D Zv bk

NOAEL © 40 mg/kg

LOAEL ;100 mg/kg

B 5 . BBEERW

BR FE A 14 Days

EriEg .

JoEvydya—:

i A2 S 7 4

NOAEL : >=1,700 mg/kg

B 5 R D BRHRAATEEE

PR 55 FRF ] D2 F

BIETITRIDA:

i DIy b

NOAEL : >= 1,000 mg/kg

B 5 R L BFHRAATEEE

BR FE A . 28 Days

Ak : OECD FHE&H A K54 > 407
&5 D BT AMEMNMELON-T—RIZE DL
Diclofenac:

L] A

LOAEL . 0.25 mg/kg

B 5 E% o 0O

A% 55 e ] D 98w

ErIEER © GHIEE, mig, ') o\R, FFEE, AILAR
L] R

LOAEL o1 mg/kg

B E R 20O

A% 55 e 12w

ErlEER ;o Mk

2 N e =

NOAEL © 0.5 mg/kg

LOAEL : 5 mg/kg

B ERER C#n0

A% 55 R ] b2 w

ErIliEER . GHIEE, MR
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RET—H—F EIMSD /A

Oxytetracycline / Diclofenac Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EYERH: 2019/04/17
FER D ERE, TH

RiEEFOXSAZUF FNUD L

& AN

NOAEL ;600 mg/kg

BEZHK L BBHRAATEEE

A% 55 B ] : 90 Days

ik : OECD :HE&HA K54 > 408

-5 D T oamELL"ELONI-T—2IZE DL

EDTA =4 U o L= KF0%:

i DI vk

NOAEL : 500 mg/kg

BEZH®K D BBHRAATEEE

A% 55 ] 13 @&

i DIy b

LOAEL . 0.03 mg/l

BEZ®K D RAELCA/S R NE)

A% 55 o R 48

Hik : OECD HE&RAHA K542 412

RAAEEH

FIFRARTRERERRICE DR Y DETEAHL,

AEITH T 5 REBEEHER

B4

Oxytetracycl ine:

RAHIAATEIGE D ERK BBt e mZERe
& A RHRBEODE TN,

Diclofenac:

RAHIAATEIGE COfEMK: RESE. T, ERB, M, EE HFEL, FEFE MR

B, %5

2-¥ay Ky

23/33



REF—5y— b

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

&S WETB: BBES: HIERET H: 2025/04/14
13.1 2025/05/20 4164054-00020 #EYERH: 2019/04/17
st LC50 (Danio rerio (ET3 71w a)): > 4,600 - 10,000

SOVIFOKEESHDY

X9 HF T

EEKEEYIIRT EEN

WMEMIHT SEM

Oxytetracycl ine:
BEN

TOVAFOKEEEHDY

(X9 5F Mt

B KEEYICHT HEMN

N-279 48— (KERERSE
B (R )

N-279 48— (KERERSE
tt RH (181D )
BMEDIHT HEM

mg/ |
RREEEERT: 96 h
75i%: OECD FHEEAHA K54 > 203

EC50 (Daphnia magna (7 =< >2)):> 500 mg/|
RREREERT: 48 h

ErC50 (Desmodesmus subspicatus (#%)): > 500 mg/|

BREEEFME: 72 h

EC10 (Desmodesmus subspicatus (#k%)): 22.2 mg/|

BREEEFME: 72 h

EC50: > 1,000 mg/|
IEE=MERE: 30 min
7% OECD HERA A K54 > 209

LC50 (Oryzias latipes (F0A 4 £)): 110 mg/|
IREERFME: 96 h
7% OECD REEAHA K54 > 203

EC50 (Daphnia magna (7 =< >0)): 621 mg/|
MEERREM: 48 h
A%k OECD HERHA K54 > 202

EC50 (Moina macrocopa (X< > 3)):126.7 mg/|
MEERRER: 48 h
A%k OECD RERHA K54 > 202

EC50 (Anabaena): 0. 032 mg/|
BREEREE: 72 h

RANEEZEERE (Anabaena): 0. 0031 mg/|
IERERFME: 72 h

10

10

EC50 (GE14E55iE): 17.9 mg/|
MEEERFME: 3 h

HER S A T MR

7% OECD HEE A A K54 > 209
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REF—5y— b

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EYERH: 2019/04/17

JoEvySya—i:
BEMN

TUVAFOKEERTHDY

[x9 HF T

EHE KkEEYIIRT EEM

TOVAFOKEEREHDY

9 HEM (BEEN)

WMEMIHT HEM

BIE<T TR A:
aEn

TOVAFOKEBEEHDY

(X9 HF M

B KEEYICHT HEMN

WEMIZHT HEM

RREEZERE (EMHERE): 0.2 mg/l
RREERFR: 3 h

RER A A 7 REIRNH

7% OECD FHERH A K541 > 209

LG50 (Oncorhynchus mykiss (=< X)): 40,613 mg/|
RREERFR: 96 h

EC50 (Ceriodaphnia dubia (<> 1)): 18,340 mg/|
RREERFRE: 48 h

ErC50 (Skeletonema costatum CE;¥IEEE) ): 19,300 mg/|
BRERFME: 72 h
7i%: OECD SHE& A4 K51 > 201

EAEZERE (Ceriodaphnia dubia (X2 3)): 13,020
mg/|
RREERFR: 7 d

RAEZEEE (Pseudomonas putida (Y 2a—FEFR - TF
4)):> 20,000 mg/I
MREREFR: 18 h

LL50 (Pimephales promelas (77w kAw KX/ 7)) > 100
mg/ |

BREERFRET: 96 h

% BT MEI /O T—2ITEDL

EL50 (Daphnia magna (7 =< >2)):> 100 mg/|
MEEERSME: 48 h
HE BT smEarFonf-T—2I12&ED<

EL50 (Pseudokirchneriella subcapitata (#%:%)):> 100 mg/|
IERERFME: 72 h

WERYE: KIEE S

75i%: OECD FERAHA K54 > 201

B T 2MELISB/ON-T—RIZE DL

EC50: > 100 mg/|

MEEERFME: 3 h

75i%: OECD FHERAHA K54 > 209

B T 2MELI S/ ONT—RIZE DL
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REF—5y— b

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

IR&ES WETA: BBES: BIEIZRETA: 2025/04/14
13.1 2025/05/20 4164054-00020 #EERB: 2019/04/17
Diclofenac:
aEn LC50 (Pimephales promelas (Z 7wy bAw KX/ )): 166.6

S
<

CUaAEDOKEBEHEY
*9 BHEMH

-
=

~

g

EE KkEEYIIRT EEM

BEN (BHESET)

SR : EOKEREHEY ¢
[Cx9 HF M (BHEEH)

BieeErOx A2 07 F'J’?A
aEk

SOVIEDOKEESHEY ¢
IZxtd 5&FMH

B KEEYICHT HEMN

BEL (BHESEN)

mg/ |
RREREERT: 96 h
75i%: OECD FHEEAHA K54 > 203

EC50 (Daphnia magna (7 =< >1)):80.1 mg/l
MREREERT: 48 h
7% OECD FREEAHA K54 > 202

EC50 (Pseudokirchneriella subcapitata (%%%)):71.9 mg/|
RREERFR: 72 h
7% OECD FHERH A K54 > 201

RRESEER (Pseudokirchneriel la subcapitata (#&E)):
49.2 mg/|

MREREERT: 72 h

7% OECD HEEAHA FS 4 > 201

BXESEEE Pimephales promelas (7 7y kAY K3/
r2)): 0.32 mg/|

RREERFRE: 32 d

7i%: OECD SHE&RH A K54 > 210

RAEZEEE Daphnia magna (A4 X2 >10)): 10 mg/|
BREERFR: 21 d
A% OECD RERAHA FS4 > 211

LC50 (Leuciscus idus (a4 M—3F&)): > 10,000 mg/|
BREEREAE: 96 h
% BT MEI/ONT—2ITEDL

EC50 (Daphnia magna (A7 X< >2)):> 100 mg/I
MREERSMRE: 48 h

#i%: OECD BRER T4 K51 > 202

HE BUT IMEISBELAET—HIZEDIL

ErC50 (Desmodesmus subspicatus (#%%)): 370 mg/|

BREEEFME: 72 h

75i%: OECD EHERA A K54 > 201
"% BUTIPEM ST ON-T—HRIZEDL

RAREFERE (Danio rerio (E7574v322)):13.5

mg/ |

PREERFfE: 35 d
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REF—5y— b

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

&S WETB:
13.1 2025/05/20

BEES HIERET H: 2025/04/14
4164054-00020 #EYERH: 2019/04/17

SOVIFOKEESHDY

39 HE M (BHEEH)

WMEMIHT SEM

EDTA =3 ~ U9 AZKF:
BEMN

TOVAFOKEEREHDY

[Cx9 HF Mt

BEKEEYICHT HEN

TOVIAFOKEBEEHDY

[Zx9 HEM (BHEEN)
WMAEMIHT HEM

BRI - S
5%

2-Eny Fy:
EofEN

7i%: OECD EAERAA K54 2 210
EE: BT SMEI/ONT—2I2E DL

RAEZEEE Daphnia magna (A4 32 >3)):5.6 mg/l
MREREERT: 21 d

7% OECD FREEAHA K54 > 211

BE AT A2YELIE/ON=T—FICE DL

EC50: > 1,000 mg/|
RREERFR: 4 h
BE AT AYEIEON-T—FI2E DL

LC50 (Lepomis macrochirus (ZJ)L—=F)L) ): > 100 mg/|
RREREERT: 96 h
HE BT smEIEONzT—2IZHE DL

EC50 (Daphnia magna (7 =< >0)): 140 mg/|
MREERFME: 48 h
A& DIN (FAYIERK) 38412

ErC50 (Pseudokirchneriella subcapitata (#k%)): > 100
mg/ |

BREERFRT: 72 h

Fi%: OECD HE&EH A K54 > 201

% BT MEI /O T—2ITEDL

EC10 (Pseudokirchneriella subcapitata (%%%)):> 1 mg/|
MEERRER: 72 h

A% OECD HERH A K54 > 201

HE BT smEarFonf-T—42I12&ED<

RAEFZEEE Daphnia magna (A4 32 >2)): 25 mg/|
IRERFME: 21 d

EC10 (GEH55E): > 500 mg/|
RRERMERE: 30 min
7% OECD HERHA K54 > 209

BER: Bk,
"% BUTIMEM KT LT —RIZEIL

27133



REF—5y— b

€3 MSD /) e

Oxytetracycline / Diclofenac Formulation

&S WETB:
13.1 2025/05/20

BERE:
4164054-00020

BIEIRETH: 2025/04/14
#EYERH: 2019/04/17

JoEvySya—i.
EoRE

RiEERFOFSASUFRUD

£ R

EDTA =3 ~ U9 AZKF:
EoRE

2-EnY Fy:

n-A49 4% /) —)L/ KNERIRE

(log 1)

JoEuvydya—:

n-#A%2 %/ —IL/KDEREY

(log &)

Diclofenac:

n-#A%2 %/ —IL/KDEREY

(log &)

EDTA =4 kU o LZKF0W:
EREENE

n-#4%9 %/ —IL/KDEFRE

(log 18)

Is:

R B,
EofE: 98.3 %
RRERESR: 28 d
7% OECD HEEAHA K> 4 > 301F

HER: ZoRKE.

EofE T %

BREEEFE: 28 d

A% OECD TR b H4 FZ4 > 301B

EE: BT HAPEI/FONT—2ITEDL

R ZOMETEAGL,

E0fE 2%

RREEAFRE: 28 d

7% OECD FHERH A K54 > 301D

log Pow: -0. 71
A% OECD HERHA FS 4 > 107

log Pow: -1.07
Fi%: EBELSFHA] (EC) No. 440/2008, f1/@&, A.8

log Pow: 4. 51

#&: Lepomis macrochirus (FJL—X)L)
£ ¥iEMEEF (BCF) : < 500
BE BT smEarFZonf-T—42I12&ED<

log Pow: 4.3
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Re27—8o—t EIMSD /A

Oxytetracycline / Diclofenac Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EYERH: 2019/04/17

T OBEME
F—a1L
*IVBADEEY
EZY
tnEERE
F—a1L

13. EELDOEE

B’EAE
ERBEZEY DM BBEOBRHICHNLST S
BEEYMETKABH L TREESEL,
FREBRRVOBE D EORBE. VHAVIVFERFREEOHIC, BRAIZZ(TT=

REEVUERXEICRTT 5.
FICHREANEMES., RERRELTRET S,

14, WX EDFEE

ERRHRH
f_E &ixX (UNRTDG)
E:EZE S (UN number) : UN 3082
[EE&i%E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(Oxytetracycline)
EE 5 %8 (Class) 9
A E8E# (Packing group) 0
Z X)L (Labels) 9
REEEH .

finZeHhix (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3082

E&E#i%E 4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(Oxytetracycline)
EE 748 (Class) 9
B 2% (Packing group) o111
AL (Labels) :  Miscellaneous
HaEr (EYH) (Pack- @ 964
ing instruction (cargo air-
craft))
WHaER (REW) (Pack- @ 964
ing instruction (passenger
aircraft))

REEEMH

onh
X+
13
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RET—2V—F

Oxytetracycline / Diclofenac Formulation

hR&E= HWETA: BEES

13.1

2025/05/20 4164054-00020

BIEIRETH: 2025/04/14
#EYERH: 2019/04/17

€3 MSD /) e

#2 £ &% (IMDG-Code)

E:EZES (UN number) : UN 3082

[EE#ji%E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Oxytetracycline)

EE 4 %8 (Class) © 9

BB %4k (Packing group) o111

Z AL (Labels) 9

EmS 23— F (EmS Code) . F-A SF

BESEWE GRA - Y ¢ &H
(Marine pollutant)

MARPOL 73/78 Kif@& [1 R U IBC A — FICX A [EoWMAMZE SIS BAEME (&Y - EFZY)

s S - REBORMIZITIEZS,

E R
EnHEDEEF L. HE 15 238 T 5,

RADRERE

CCICIRBENT UV SWEL T, FHROBMETORHT, XRET—2— FOPTHRE S
NBEESICRBESNI-MHEORFEDOAHCEINTVET, EEFHEE. ZBEFE. N\vir—oH%

A4 X EMBAOMBDORAUDEEICLY, EEEINDAREELAHYFET,

REBLCAEERHUES : 171
15. BRAZES
REE LR
HAE
BEEY. FEERYICEZY LA,
57 S
Bl EmE
(=24 =
Janr—1, 2—FH—)L 106
2, 2", 2", 2" —(TRAY—1, 2= L= 268

0) EEFEDS Y ILIE

FERE/EE
BESFIFELEIIFEY
[
BEDHAIZRITHREREY
[
REIEE L fast ARME
JEERY
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RET—2V—F

Oxytetracycline / Diclofenac Formulation

€3 MSD /) e

hR&E= HWETH: BHEES ATERETH: 2025/04/14
2025/05/20 4164054-00020 #EYERH: 2019/04/17

13.1

EFERMODBOHONT-LEME BIFtEDEHE)
L

FEREOBHoN-LEYME (FHREBHIEEDE)
JEZE

AMELEENITREEEMEVESY
EES5T7&MD2 (AI3MED2 Alk2)

L4

£ (%)

kel

JoELYS)a—) -<10

2025 £ 4 A 1 LR

Yy [
M) I |

| AR AP -<10

2026 £ 4 A 1 BLARE

BAMEERTIRELRDRVEEY
EES5 75 (B30 A1k 2)

LE4A

e

JoELrygya—i

2025 £ 4 R 1 BLARE

| AR APIN

2026 £ 4 R 1 BLARE

BEEFEELFVE GFEMREMERRISE 594 50 2)

L#4

AXTFTESHA LY

AAREME (FBREMERBE ST £D2)
JEER Y

HELFMEREE T HRA
EHE

sashEFRRAI

EHE

@7 LUt EF IR A
JEEZ Y
HFHRBER S FRRA
JEEZ S
FERLWEEZRETS - WRE— (EBERW)
JEEZ Y

SR URIMERGE

JEELY
LEMEHHEREBEREE

F—EfEELFYE

LZE4 EHES

2HE (%)

(4S8, 4aR, 58S, 5aR, 6S, |648
12a8S) - 4- (UAFLFT/) -

22
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Re27—8o—t EIMSD /A

Oxytetracycline / Diclofenac Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
13.1 2025/05/20 4164054-00020 #EYERH: 2019/04/17

3, 5,6, 10, 12, 12a- %
HEROFS - 6- AF)- 1, 11-
SArF*FY- 1, 4, 4a, 5, 5a,

6, 11, 12a- A9RERAFFS

- 2- AILKRFHIF

BEHRARRE

LS

REFIERE

LS

R L&

ERAIE 2, I EBEMERINERE 1 BEEUHYE
iz

MEATIRAIEE 194 KERMETRINKRE 11 TOMOEEY
BEERERUVEBLEEORLICET 5%

(£ 5 FE A% : EHIAME(ZIEEZ S LA
(ERECpeS D EEEEYE
R B UMl A S ER ik
FREE MG R (B - BAGFA)
JEZY
HEMEREEHERE E@E - @A)
JEZY
BEVOLEBRVERICEAT 5%
EEREY
CHOEFORBIZTODVWTEEAS RV M) —~DEEEEHR :
AICS CORE
DSL > N
IECSC CORE
16. ZDHhDIEHR

A DS I2HENTHBZREHEZDBNAZRNEDRENMERTOEEE. EXWETHIEEE
BHET

5| B >Rk D BHEHT—4. EME SIS IZE DI T—% . 0ECD eChem
R—R2ILE X UERMIEEMER http://echa. europa. eu/ DR
RiER

32/33



Re27—8o—t EIMSD /A

Oxytetracycline / Diclofenac Formulation

RES &ETH: BIERE: HIEETH: 2025/04/14
13.1 2025/05/20 4164054-00020 WIEYERKH: 2019/04/17
Bit7+—<v k . #£/H/H
ZDDOIEEDE X
ACGIH © 3E, ACGIHFRREE (TLV)
ACGIH / TWA © 8 HFME. EEREMNEFH

AlIC - A—R FSUTZDIEFERSA ANV RY; NIT - TS D ILEREHEE; ASTM - K
E#HERFS bw - KE OR - AU, ZEFRHE. £EEENIHLESNHWE: DIN -
FAYRKRBEELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGZERIFTEEZONDIERESE, InS - REKOR TP
—JU; ENCS - LT EDEEFLEME )R b ErCx - FED XWDOREERIFTEEZEZ ONDK
RE; ERG - BRXMICOF5|E; GHS - HRFM AT L GLP - HERERRE: [ARC - ER
NATREME, IATA - EEMEEERS, IBC - BRIEFERKDESHEEEXD-HOMMDIEE
EUREICEY 5 ERRHRAI 1050 - 50%fEEFRE: [CA0 - EFRREMMZERE: 1ECSC - hER
FleEYELE: INDG - EfELAERYRER IN0 - EBRESHE: ISHL - FsBRE/EE
(BA); 1S0 - EFR#E{LH#E:. KECI - BERFLFEMESRE, LC0 - 50%EHILRE: LDS0 -
50%EStE (FHEILE)  MARPOL - MM & BB DMILED=HDERRERI: n.o.s. - I
MBNATIN TS LD ZEFRC: Neh - FUREI NOAEC - EEZMHZEIRE, NOWEL -
BESMHRZELAL, NOER - BEEUZEAF/EIS NN - A X2 a2XRA NTP - KEER
REMTOTFL; NZIoC - Za—D—F > FMEEWERR: O0ECD - #EFiHHFFKEE, OPPTS
- LEHMEREN - AFEWHLLE; PBT - #ORMEN - £HEREN - HEE WE) ; PICCS - 7
1 VEVEEYMEA AV )= (OSARR - (EEH) BEFEMEE, REACH - LEMEDEF
#%. &Tfi. B WHE KL UEEHE (REACH) (ZBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5#Z
mE; DS - R&T—42— b, TECl - 2 A ICEEREOILEMED A A2 K1) TCSI - BE{E
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AEHRIZ. HAOZEGHREV. FA, LE, KRE. #@X. BEERVRRICETSIAI TR E
LTOAEHESNTEY . WHEIRAREHEREELT LOTEHY FEA, RIERIL.
SDS DEEFZBICTR SN TV ARHESNEHAICETIHLOTHY .. AZARMNMORGE LBAE
HET, XETOERPTHEASADIEE, AXRITERNGVRY .. BRICEIES A VERESE
AHYET . AEGOFERABESMICENTIE, AERRVHEFHEZERT 581, FRES
MORBRHEMIIE T L5XURBOBEINLGAMEEH T, FRAERMUOERY 5HETORENIKR
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