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Etoricoxib Granulation Formulation i ORGANON

R EE = HWETH: RERS: AT[EZETB: 2020/03/23
5.1 2020/10/16 16711-00018 #EERCH: 2014/09/29

HAT1 REASRTHIEZEIC K > TKEEYIZH I,

B2

P201 ERARTICEIKEREAZEZAF T H I &,

P22 £ THREFTEFZHHEBET H2ETMYHEbHENI &,
P260 # CAZ|MA LGN &,

P2T3 IRIE~ADRHEZRTHZ &,

P280 {REEF R MRER MRERE REMmEFRIT S L,

CaEE:

P308 + P33 (EK EXFKIXK EDB A HH5E : EEIDZE
SEREETEZITH &,

P391 R ZEIINT 52 &

RrReE

P405 EfE L TRET H &

BE3E:

P501 NEY), BREZARDBIN-VEERICREST S &,

GHS £HEICBR L L LM DRI A S

EELMBRUBESNGE  BLANRICASE, BROLABIEE S EAHE,

EEEOHE BLALDEMICEY ., REOYENLANE - LE@AEE
BAEREMED B 5.
MI. N> RYLTH L FZOENOBEOMIC, BEHED
BULABERRT 2B TNBHYET,

3. MERUHSER

LEME - EEMORA . EEY

B5

=22 CAS &S BEHE (b w/w) BERAREE

B85
+)a—X 9004-34-6 >=40 - <50
Etoricoxib 202409-33-4 >=25-<30
4. HEHEE

—MREIT RN R D BROBEEO. [NV T ChEBNEERELICEEDZEE
25
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5.1 2020/10/16 16711-00018 #EERCH: 2014/09/29

FBERLERBRE S VHZR <.
ERLEZRITS,
BERDHAIICKERZRES .
HEFERT HEIICTERICHES,

RICA-=1H& o BIZTA-EGAIZE. KTELTT
FFAH Y BIGT HHEEICIIEREETEREZIT5,

RARAATZIHE D BRARAATEGE. BEICHMEZL,

ERLEZRITS.
KTAZELLCTT

AMEREVERMEEROE | BEAODEZEOEETLDEL,

HEELTRHIRER RELTHSVWERBICOIEYRAAALEEE, BaHRICES
DHLZEENNH D,
BMLALDEMIZEY ., KEOYENGRIREIEZENS
EDAEEEND D,
BLANIRIZAD &, BEBHBRIBNEEZ DS LENH S,

LREEEY 2EDRE D HAREEEFBELORLRITERETIL., HEESh TSR
ERZHEATHI L. BREOTFRENHSBEIE. HESD
BYGEAREEZSREOCE (BB E5E)

EMICRT AFAWTEEE @ IHEREBSIUMEREZER TS &,

5 KKEFDHEE

SRS A= DG -1l o JKIESE
M7 ILa—ILia:EH
ZE{kxZFE (C02)

B H K I
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BEORIREEM L BLADERERT D, ERDIT+HEEOBEY AN
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BEERGREIEY D RERERED
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&S WETA: BIEEE BIEIET A 2020/03/23
5.1 2020/10/16 16711-00018 DEAER B: 2014/09/29
BeNREEY  BYESALOONEREIZARTES .
HELTRET S &,
ZEDOHREICE->TRET 5,
BRI ME D OROBRIEFEE VDS L LITRE LG
N
BELBRBF[TEME DOBIHUVWHME: MRAL,
8. [ EHLEEVRELRE
EEBBICEITAIRSNBRERR/HRERE
D%y CAS HES B2 (B2 | EHEE/IRE | H®
9] E
ZLO—X 9004-34-6 | TWA 10 me/m’ ACGIH
Etor iooxib 202409-33-4 | TWA 200 ug/m3 (OEB | P
2)
Bl LIS, BB T AR RS ORESABE,
EBI- B PREREERERICIZ DL,
MLABREZHCIEEZET 5,
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CARR. BLUBLANREBEEL L) TE, HLANEE
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Etoricoxib Granulation Formulation
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M
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10, REMRFRIGH
Rt RISHARE LTEHEEALL,
fLmz e EEORETERE.
IR R A B I, A FY 256 L EZOENOREBORMIS, BEK
O LABERRT BT BY ET.
BUOBILHE RG22 E0B D,
BB E LM - NENPL
BMLADREERTS.
RMBRIE BAAL I
IR E LS BRI BRAEE LA BERMIERN SN TOEL,
1. HEEHR

AREMEDHLHRERBOER

AEEL

%A

B2 IS HEfi

B
RICA-T=15&

FIRARIRELERICEICRY DETELL,

B

2EHET B0

B%:

£)I0—X:
2EE (&o)

2EEE (RA)

2EEE BR)

ZMEMHETEME:: > 2, 000 mg/kg
Fik SEICK B A

LD50 (5w k): > 5,000 mg/kg
LC50 (5 ):> 5.8 mg/|
RREEEER: 4 h

HEBRE MLA/S X+

LD50 (*4%): > 2,000 mg/ke
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Etoricoxib Granulation Formulation i ORGANON

&S ;ETH: BERES: BiIEIXET A 2020/03/23
5.1 2020/10/16 16711-00018 #IEERLB: 2014/09/29
Etoricoxib:
AMEEE (#O) © LD50 (T v B): 1,499 mg/kg

LD50 (%9 R): 1,499 mg/kg

AlEE (Z0tMhoRE) : LD50 (5w k): 238 mg/ke
REER BER

LD50 (¥ R): 599 me/ke
BEZR BERN

RISRE. /3T
FIAATREIERICE DR Y DETELLY,
B4

Etoricoxib:

iz S

HR D RIERIEAL

RIZHY 2 ERTREGERRIBE
FIRARIRELERICEDICRY DETELL,

B%:

Etoricoxib:

(] Lo

R D BEORRE

RO 25 VR 4 3 (3 B2 18 1%

RERES

FATRESERICE DR YNETELRL,

AV E A o

FIFAARE R IEHRICE DK R Y DETELELY,

B%:

Etoricoxib:

HEA AT o BT DNEEREEER (LLNA)
REODFERK D HIEREM

& DONTOR

TEAAD R D MR TIIREMEEL L,
HR CEM

AhEHIIRERRY

FIATREAERICEDCRY HFETELL,
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&S WETA: BIEEE BIEIET A 2020/03/23
5.1 2020/10/16 16711-00018 SEERB: 2014/09/29
5%
Z)A—X:
in vitro TOEEEM L HERA A T BAEME R B ERIEAE R (WES)
R 2t
SHERZ A 7 in vitro RIS E T ERAR
R e
in vivo TOEEEM L HER A T BLBMARMEMERER (in vivo ISR
E%)
TR
BERE: fRAAAATEEE
R 2
Etoricoxib:
in vitro TOBEEM L HEBAA T ERERTRRAR
R 2
SREESZ A 7 in vitro HELEIMRAEIEFEERE
FRRORT L E R s F R
4. e
HEBA (T nEARE
FAMRTFL: FroA4 Z—XNLRE—IIERE
R 2
HEBA AT TN YBRHT vt A
R 2
in vivo TOE=H D RERA A T RBREE
Bov bk
R BEE
Y498 421
R 2
HEBAA T TILHYBRHT vt A
Eovbk
BEEK: £0O
HR el
SEAAM
FIFR TR BRI 2 S (IR Y HEET =400,
%
+)La—X:
iE Do w bk
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IR MR 12 8

R =4

Etoricoxib:

i SYMARBEUAR

BB #0O (BEXREX)

IR FE B 2 F

HR [k

i YIOR FTRABEELEUAR

B 528K #0O (BEXER)

i 5= B R 2

R (=4S

LEEH

BEANDEZEODEZTNDEEL,

B4

£)0—X:

BEYRICH I R E

Etoricoxib:
HRICx 9 558

HERS A T AR E MR

B Iy

BRERE SR AATEEE

R fE

HER4 4 T 2HEEeh / HBRERE
B oy bk

BRERZR R AATEIEE

R 2

HER4 4 T 2HEEeh / HBRERE
Boyhk AR

BE#K 0

—fsEM  #: NOAEL: 10 mg/kg AE
R B

HERA2 4 T 2HEEe S / DHERE
Boy kR

BEREK #0

R pa

E:Sv bk
BREZK £0
R B

B ooy X
BE£K #0

10/ 17



ReF—2U—F A

Etoricoxib Granulation Formulation i ORGANON
RES WETH: BEEXE: BIEIZRET A 2020/03/23
5.1 2020/10/16 16711-00018 #EVERE: 2014/09/29
R 15
RSN - FERAD R . BYMERICKSLRBICERENHL LA ENT
W3,

FERMEBSE (EEIT <R

FIATREAERICEDCRY AFETELL,

FERMESRELE (REET<CE)

RHIcH=5,. RIIREFLE BO) ITLBHEDEZTOETL (Bl AR HILESE.

B4

Etoricoxib:

EEDOEIRE RAIAATEIGE
EREER BhE, FFEE CEIEE
TEAAU R RHIch=3, XIIREIILBIZLBIEHROEZFDES TN,
RERSEH

%

)O0—X:

& Sk

NOAEL >= 9,000 mg/kg
BREZR RAIAATZIHE

A 25 B 90 Days
Etoricoxib:

& Sk

LOAEL 30 mg/kg
BEZ® #0O (BEXER)
IRERRE 27 &

ErlE R HIEE, B

& Jwv bk

NOAEL 30 mg/kg
BE5ZR #0O (BEXED
IR ERRE 53 &

ErlE R FF fiek

& X

NOAEL 50 mg/kg
BE5ZR #0O (BEXED
3| 53 &

ZEMES B fik

& X
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Etoricoxib Granulation Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
5.1 2020/10/16 16711-00018 SEERB: 2014/09/29

LOAEL . 200 mg/ke

5 AR L B0 (BELER

R = R D14 58

ZalEzs D GHIEE, BB

BAAEEKY

FIAAERERIZES CRY SETEAL,

AMEIZH T D REBAER

5

Etoricoxib:

BRAAAFIBE S FRERRE R S0E, TR RBER (L7

IVIUHHRER, M, HER, [EX#K HFEL, EH
E, #%, BEP0EA % EE WEK FE

12. RELERER

SREEN
7%
i0—X:
y: k- : LC50 (Oryzias latipes (F1A % #)):> 100 mg/|
BREERFR: 48 h
5 BT 2ME,IGBOALT—2IZE DL
Etoricoxib:
Ast : LG50 (Pimephales promelas (77w bAw KI/9)):> 30

mg/ |
AREEREME: 96 h
#i%: OECD REEHA K54 > 203

SOVAEOKEEEMEY © EC50 (Daphnia magna (A4 32 >3)):> 30 mg/l
[Ixd 5EM BREERFR: 48 h
A& OECD EER A K54 > 202

FEHKEEYIZxT 53F M ¢ EC50 (Pseudokirchneriel la subcapitata (#5%)): > 10 mg/|
RREERER: 72 h
#i%: OECD HEEH A K54 > 201

AEH (IBHEMH) D BRKEFZEREE Pimephales promelas (77w Ay K3/
2)):7.93 mg/|

PREERFAE: 32 d
7% OECD EHBRAA K54 > 210

SOVIEQKEESHEY @ RKXEFZERE (Daphnia magna (A4 32>3)):0.75 mg/|
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Etoricoxib Granulation Formulation

Apuhlic

-5 ORGANON

RE= WETH: BEES: BIEIZET H: 2020/03/23
5.1 2020/10/16 16711-00018 #EER B: 2014/09/29
239 5 =4 (BEST) BRERRFRE: 21 d

WEBIZHT HFMHE

REM - SR
By
Z)LO0—2X:
o R

Etoricoxib:
E RN

Etoricoxib:

n-A+49%/—IL/ KDERZEH

(log {&)
TP OBEHE
T—a7%L
FIVE~NOBENY
FEZS
toEECE
T—A7%L

75k OECD HRERAA K54 > 211

EC50: > 1,000 mg/|

BREERFM: 3 h

SRERAR A 7 FEOR N

7#i%: OECD HERH A K54 > 209

RAESZERE: 1,000 mg/l
RREERERE: 3 h

RER AR 4 T FREOR N

7#i%: OECD RERH A K54 > 209

HR: ZofEE.

R RENBTERL
E0fE: 0.2 %
MR 28 d

log Pow: 2.3

13.

BELDIE

BEFE
BRREEY
BEBERRUVEE

H5 BBERDRENIZRE LD T D,

ZORFE. VHAINFELFREDOEHIC, BAIE 2T
REEVLEXREICRTRT S,

FICHEENEWNVES, RERARELTEET .
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Etoricoxib Granulation Formulation i ORGANON

BEBES:
16711-00018

BIEIZET H: 2020/03/23
#EERCH: 2014/09/29

RE= WETH:
5.1 2020/10/16

14, WX LOEE

E R

= _E #5% (UNRTDG)

E&EZ&E S (UN number)
E&#i% 4 (Proper shipping
name)

EE5 48 (Class)
BERE R (Packing group)
I ~RJL (Labels)

finZ2#ii% (IATA-DGR)

UN/ID Z+% (UN/ID number)
[E&E#% % (Proper shipping
name)

EE 5 #8 (Class)

B ER (Packing group)

Z X)L (Labels)

HwatEr (EYH) (Pack-
ing instruction (cargo air-
craft))

HWetE T (REH) (Pack-
ing instruction (passenger
aircraft))

REAEH

73 L &% (IMDG-Code)
EEES (UN number)
E&#iE 4 (Proper shipping
name)

EE 5 $8 (Class)

B2 E M, (Packing group)

I RJL (Labels)

EmS 20— F (EmS Code)
BESERYE &Y - EED)
(Marine pollutant)

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

(Etoricoxib)
9

I11

9

UN 3077
Environmental |y hazardous substance, solid, n.o.s.

(Etoricoxib)
9

IT1
Miscellaneous
956

956

B

UN 3077

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
(Etoricoxib)

9

I11

9

F-A, S-F

ZE

MARPOL 73/78 MiRE Il RUF IBC a— FIC& 2 oWMAMEShHEEME &Y - F&H)
s h - IKEBOHMIZIEZIEZS,

& PR il

EoREDERGIE. ]|RE 15 258I 5.

FAH DR ERE

CCITRHESA TV SEE ST, BFROBMETORLOT, XRET—2V— FOFRTHRS
NEESICHRBESNE=MHOBEDAITEDIVTVEY, BESEET, REFR., v syr—o4%
A4 X EMEOMADORAUDEEICLY ., EESNSAREELHYETS,

14 /17



BET—4V— b A
Etoricoxib Granulation Formulation i ORGANON

R EE = HWETH: RERS: AT[EZETB: 2020/03/23
5.1 2020/10/16 16711-00018 #EERCH: 2014/09/29

15, BRZES

BAE %R

HBAE

fElEY. BEARMICKE LA,

LEE

BELEYE. BERCEYE. BAFMIEEMEICKE LA,
HEREMEE

HESEHNBIEShIEED

JERRY

HEOHUERITEREZHEEY

JERRY

REREE LR AR NE

JEELY

ZERREOBRHoh-ILFENE (RELFEHmE)
JEELY

ZFEREOBEHON-EEME (FREHEEDE)
JERL Y
ANELBHNITRECRVRVEED
JEERY
BHEERTIRECRVRVEED
JEERY

RELCFEMEREFEHRA

JEERY

e RRRAI

JERL Y

FILEIILRhETHHRA

JEELL

ARBEFIPEFERA

JEELL

FERES/MEEETS - WRE— (EEY)
JEELY

SR URIMEFE

JEELY

LM EEHIBEEEREE

JEELY
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Etoricoxib Granulation Formulation i ORGANON
&S WETA: BIEEE BIEIET A 2020/03/23
5.1 2020/10/16 16711-00018 SEERB: 2014/09/29

BEHARRE

JEZY

PE-Lh0E P

JEEZY

mMEL%

BIREIE 2, 3 RARYERIRS || AERYE

fnZesk

HEATIRBIE 194 £REBRYERNRE 1. TOMHOEEY

BESLEERVELSEOILICET 5551

IS EAEIE : EREMBE (L3R LA

& S aax L BEEEYE

FER U RS

MERGHERE (Gl - @AZA)

Y

HEMRERMBEERY (@Y - #AZR)

JEEZY

BEEVOLER VERICEAT 5%

EEREY

COHBORAIZODVWTEEAS ARV M) —~DEREIER :

AICS FwE

DSL =

IECSC e
16. ZDHOER

TSR

5| FA 3Tk D BuEfT—42. EMESDS [ZE D F—4 . O0ECD eChem

R—A2ILBE X UHMIEEMER http://echa. europa. eu/ D&
RER

Bi74+—<v b . #/RA/H

ZTDHDEREED 2L

ACGIH . k@, ACGIHRREHE (TLV)

ACGIH / TWA . g ESRY. BSRIMETLY

ALIC - A—R S UTDIELFERASA AV RY; NT - TS D)ILEREEME. ASTM - K
EMHHRGS: bw - (KE; R - EH UM, TERME. EEEULHDIESNHME: DIN -
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REF—5I— | A
Etoricoxib Granulation Formulation i ORGANON

RE= WETH: BEES: BIEIZET H: 2020/03/23
5.1 2020/10/16 16711-00018 #EERCH: 2014/09/29

FAURBHEELE DSL - BERYMEIR L (BF4%); Ex - FED XWORIEERET EEZ
SNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BRERKOR TP
—JL; ENCS - L BEDBEFLEME )R b ErCx - FED XWORIEEZRIFTEEZONDHL
R&R; RG - RERBOFEIE; GHS - HRBM X T L GLP - HERERMERE: [ARC - EFF
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