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[TERT D&,

GHS BT L Z LMD BB FE
ERGHIRRVEBESNDE @ BMLALOEMICLY. KEOYMBEMNLERBEIHZENEE
BEEEOME BEREMENH D,
MI. N RY T LB ZDEMIDREDMIC, BRED
MLAZEZRHETHEENLHYET,

3. MRRURSEHR

{EEME - BEEYMDORXF . BEY

%)

t=4 CAS B = 8= % w/w BEMARER

&S

It)lz A—Xx 9004-34-6 >=50-<60

[Ertuglifiozin 1210344-83-4 >=5-<10 -

ZEBiEFa Y 13463-67-7 >=0.1-<1 1-558, 5-5225

4. [EREE

—BE7 K/NA4 X D BHOBEY. RN T BV EESEELICEEDER%
Z2+5,
ERARSICEE. FEEXEMAHIERL. EFMDIERE
Z2t5,

kA LT-5E D RULAATESES. FRATEROBIABET 5,
J'_'U(/J\fﬁhéiﬁ‘b‘( IIEBE#ETRREZ2IT5,

REIZHE LGS D KERITATHESELTLIESLY,
FEIRDNEN DG EICIIEREETREREZIT5,

RICA-T=-15& D EMLI-BE. EBICZENKTLLECED 15 DHEBFE

HEIZTERBEICIE. a4 FLUXEDRY ST,
BELICEMDFETERITS,

RAAATZIGE D BRAFRAALEGE, BEICHMAEGZL,
FERABENDISEEICEERMETEREZT 5,
KTcOz&E<TT

AMERRVERMEERDOER @ EEGROES,

LEELGHIRENR BLACOEMIZEY., REDYMEBHGRIBEITEENE
EHAREEND D,

LREEZY 2EDRE : M THEAERIFBELDREITEEZLL., HEESKTLSRKE

EREZFERATH L. BREOTFRENH DSBS, HESD
i@’ﬂ)]?ﬁiﬂil)\ﬁ%%ﬂ%%ﬂ@@:t (IHB 8 #5H) .
EEICH T ARAGIEEE | XHREBSIUMEREERITH &,
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5. KKK DFEE
Y73 5H K F

2> TIXR 5 R LVE KA

HEDRIREEN

BERERIEY

KB

it 7 L3 —JLiasE K
ZBkixZ%x (C02)
R A

R L,

BLADERZEIT D, ZEXFITHIBEDOHMYN CANS
BLTHBYBKRENEFET H2EMLABRRDBIRAH S,
RRERYP~NDOBREIRRICEERETEENH D,

N4y
EREILY

BHEDHKAE RGORR & BHIREICIE C CEYVAENFRZANS,
RAHDBRERNENT H=DICKEEFZET 5.
RETHNEREEI VT FEZRKBEEI BT,

R o RBESEDZ &,

HRETSEDRE KKBFIZIE, BIRXMTRHBEERT Do

REEZERT 5.
6. IRHFDEE
AMEIZHT HEEFE. RE @ REREZERT .

BRURZFHEE

REICHT HFEEE

HLRADRTRHEDAERY

2]

ZEGRYKZLNDT FNA R (HB T Z25H) . BAKRE
BD#REERICEN (RE 8 Z23H) .

RE~OHKEZRITHI L,
RZEEFHELTHDL, RO EAFLD D,
FBEINRSEKEREL, 09T 5,
REMNELCERTELRVMESE, HhABRKISERT 5,

CENZEDE, BELDINERBETRVERY ., BULERS
IZFBL. BET D,
MLADERHADREZER TS (Thbhb, MLADETEL
EREADEEERICKDER .
BLANERDRICTHALEBETHRESNSD EBEREDOREESY
AT HDT. RAICHLCAZEEIETIELRLSLL,
ABEZERE., BETIEICE. EHHFEEABLUVEDR
Bl - TEBF B L, ZTORBICFEASNIHEIZDUL
THLRAETHD, EORANBERININEHET IHLEMN
Hbd.
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1§74
AT E R

BFTHER, S
ZEMPIEER

FEfih ] 8
BEXE

EMEZEIEYME

RENBRDEHY

BESHNBEL. FEBEFRXMIGIMLIERESISHIT &
n"H5,

B, EE, FREFEFEHESERKLE EOBET LT
WBEZHET D,

BULBREEEOTTOMXMEAT S,
MLAZRALEL &,

BRARAFELZLY,

REDiEfLERIT S,
EE~ODRPOF-(IREEMER TS,
BISBRERAEOHKRICEDE, EXEHOFESLUREHD
EITHREICHVERYES &

BREFEFERHLTELLI L,
MLADEREEEZIBOEITS,
FRALEVWVEAICIIERRZZEANTE L,
BORMENDESITD,
HESHEICHLTPHLEFRELD L,
FNOREMZHLEL. REAOBREE&HNIRIZCTEELSF
295,

ER LAl
BEOFEAPIIEEDE~ADIE EOTEESENH ZHBEIL.
TEEBROELICTA ISV VI VRATLELUREV Y
J—%RBLTLIEELY,
FEAFIIRBERUBREEZIET S,
BEIN-KRISBFERT IANCEKET S L,

T7I) T4 DHMBHLEARL—3 VI, ToP=7a
vha—)L, @G EANGERE. BUGKROLES L WE
ZEFIE. EXHLEER. EZERLEERTOEROL
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8. F<EMLRUVRHEEE

ERREICE T IRV RBERR/HFERE

D% CAS &S B2 (RER | EERE/REE | HHA
) BB FBRRE
)0—X 9004-34-6 TWA 10 mg/m* ACGIH
Ertugliflozin 1210344-83-4 | TWA 10 ug/m3 (OEB 3) | AER
HEHYHIBE | 100 pg/100 cm’ SES
Titanium dioxide 13463-67-7 | OEL-M (% A | 1.5 mg/m’ BAREXRBLE
TR EE) (FEY) 2R (FBE
E)

HER: RAAME, TE2HBI [CHESINEIYMERE, LA
HBEH+ITRVHIE, 3405, EEHRENSOIHLLRER
THY, BYERL LD+ TEL. F=F, EFHEL
D DFHLI WA, BIYERERA L DA +ITHS.

OEL-M (%3 | 2 mg/m’ BAERESE
E) (F5) F= B R
E)

HMEESR: RAAME, [F28BI IZHBSINIMERE, FERN
B+ TRVIE, 3405, REHRN S OIHLLRER
THY, BYERN DN+ THEL. FE, EFHAEL
B DI NA, BIYEERA L DFA+HTHS.

TWA (REDRE | 2.5 mg/m® ACGIH
) (ZBitF42>)
COVMEITEYENICFRATRETIZLZ V-0, HEZRATIEREEIEELEFEA,
“EBEFH
BAESE D BR REBPLUVRBZRET SO, 2T =TFY Y
TEBIRBREHILYERESh, GWESIZHRVERES L
ELELAHYET,
BETOINHSEVEETELVIY 7ADEESYOREF
BH<SAT, BEEYOBEICEYLZIGERMALRELELZY E
3 fl. A—F> T x4 RH&EITINA R)
A—ToNURY) UG HERIMELET,
RER
MR FRRER D BYILEFHRKREENFRATELRNMES., FHIEEFEE
THREAA FSA4 VD DOERENDIEENTEIN-BEX, IF
IRREREEFFERALEL &S,
JA4NE—"A4T D WHRITFRARAT
FOREER
ME D HEREFR
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HEREL LIIEERICEROSVVRE, S X+, T7A0Y
W ENKLET ZIGEEIX. BUGIT—JILEERT 5,
MLA. SR, HLCEI7Z7OVILICENEESLSINS
AREMEN HBIEEIE. TJT—RAL—IL KL LLIEZFDIENID
L7 z—REOTOT o avEFRALELLES,
EERUVEARDRER D A7 —LELCIEEBRERI—FEFRALEL LS,
MERBABELBEWVESIZ, EEINDIFZRVICEITE, (K
EBOSA—AVbFEEMLTHERALELLES B, RU—T
Ly, T7AY, RFR, FIMETR—YRE) ,
FBRIN-AREM D HIKIRZER CIEEILEY LR AETIT-

TLESLY,
9. MEMRLEHEE
IR K RE N /IE
& T —AIL
AR D T—A8iL
KOO L= () E T —AEL
B RRE R O T—AEL

BRRXMEBRRVHEER @ T—-274L

AIATE (BlR. SUA) DMIL NV RY DT LLEEREFIOMEDMIC, @EFEME
DHLAZZHRT H2EETNLAHYET,

AIATE GRIK) L T—REL

BRETRARVERLRRE AIARR
BRERGHEO LR /MR ER @ T—24L

fE&

BREGBEDOTR/AIRTR @ T—427%L

fE
51K = D JEERE
NERRE T—REL
pH T—AR1IL
AREE I
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MBS HETH: BIBRE: BTEIZRETH: 2024/04/06
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BAFEANEE FT—21L
FHEE
EALEE (BhELTESR) JEEL L
BERRE
KBt T—a1IL
n-A49 %/ —)L/ KNEIZREK JEZY
(log 18)
ERE JEEZ L
BERUV/XIZHEXNZE
tE T—A2%L
BE T—a7%L
HXHRARE JEEL L
IRFAEE IRFEMELL
ERib st ABDFEIEEMEE LTIEIDEINEGL,
BT
FFHA4 R T—REL
10. REMRVURGHE
RIS RGHERE LTIEDESI AL,
LR EMS BEORETIEIRE,
fElxAE RIGAIREME MI. N RUDTEHLLIEZFDIEIDNIEBDOMIZ, EHMH
DMLAEZEEZHBRTHETNANHY FT,
BULEIERIERIET D2 ENH D,
BT BN EEH B, K. NTE,
MLADHKEZEITS,
RAREIRYE E&1E &
fERAEE LN EERY BREELGAHFEERBITHMOEN TV,
1. EFHEER
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RBICA-E=5H&
SRzl

FIARTRELERICEOCRY DETER,

8
2MEE #&N)

%

)IO0—X:
SMsEE @O

anst kA

2EET BR)

Ertugliflozin:
SMsE @O

2EEE (&kA)
2ET BR)

—BiEF A
2MEE &N

AMEEE (RA)

RERRYE/REE

AMSEHEENE > 2,000 mg/kg
HiE HEICKDHE

LD50 (5« k): > 5,000 mg/ke

LC50 (T v k): > 5.8 mg/|

BREERME:4 h

HMERIRIR: LA/ A b

LD50 (%4 3): > 2,000 mg/kg

LD50 (S v k): 500 mg/kg

g F—akL
g F—akL

LD50 (T k):> 5,000 mg/ke

LC50 (T v k):> 6.82 mg/|

BRI 4 h

HEREE M EA/SR b
FERAAY b COMEEL LR

LY,

FIARTRELERICEDOCRY DEETER,

B
FERAY
ik

R

REERIEA L
EpiDerm
HE

MF2EDRASHEITE
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B
Ertugliflozin:
1 D EEl
“BEFa
"%E S
fER D RERIEGL

RICx9 S ERGBENE RFIBE

EELEDESE,

5%

Ertugliflozin:

fER D BEEDQRIE
“BEFa

i RS

fER D BRAORIEE L

OB 25 BB 1 (3 B2 8 T4 1

BB

FIATTREIERICE DR Y RETEHLY,
0 25 R 1
FIATTRETIERICE DR Y RFETERELY,

%

Ertugliflozin:

HER R A T B NEIENEEER (LLNA)
fER D HERMEME AL
“BEFE

HER R A T B NEIENEEER (LLNA)
RED TR D RISt

2 XA

fER DR
AIERRERRYE

FIARTRELERICEOCRY DTSR,
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B

)0—X:
in vitro TOEEGEME

in vivo CTOEEGEEME

Ertugliflozin:
in vitro TOEEEHE

in vivo TOEEGEEM

“BEFa
invitro TOEESEHE

in vivo TOEIEGEMS

RMANK

HER S A T MAEME R D EREAZ R (MES)
R It

HERSZ A T in vitro BEBIYHMEGEFEERR
R fE

HERS A T WAL EYFRMBR/MZEER (in vivo fEfaEME

ER)

B:vHR

BERE SRADAATEIEE
R e

HERS A T AEME R D EREATL R (MES)
R It

HERA A T in vitro 2B AKEEHER

R fEt

HER 2 4 T IHE B AHRMBR/MZERER (in vivo MRaE MR
ER)

B oy hk

R et

RS A T WM E B B EREATRAER ES)
SRt

ERER A A 7 in vivo IMNZERER
E: 79X
R e

FIARTRELERICEOCRY DTSR,

B%:

£)O0—X:

12
K5
PR 55 e ]
R

vk
EBRAFRAATZIHE
12 8

PRt
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Ertugliflozin:

2 IR
BE5#2% #0
A% 55 B 25
fER (=X
T2 AR
BEZK #0o
IREEEERE 2 F
fER (=X

RO -TEIA D H

SHLDEZEMALT HE. ENAMYEL LTHEIAGN

“BEFE

& Zv bk

B 5 #ER WA FECA/Z R L/IE)

iR & B 2 &

Ak OECD :RERAHA FS 1 > 453

fER (kS

iE5 ERA#FILE FTIIEENZWEEZ LN S,

ROBAME-TERAAD L

COYMEFEYFHIFIRARRETEGN =0, MEZRAYT
SREREFIRELFEA,

BYRRICEVTRAIZK DENAEDOREN GRS H S

4hEEH

FIATTRETIERICE DR Y RFETERELY,

%

) O0—X:

HIRICHK 9 HE HER A2 4 T —HREEE AR
B Sy bk
BERE SRAAATEBE
R 2

BREROEBE~DEE HERA A T 2HERES / VHIERLE
B oy bk
BRERE: fRAHAATEE
R 2

Ertugliflozin:
EIRIC X3 B2

HERAR A T ZHERES / VHIERE
B oy hk
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BE#K &0

HE5E 3: NOAEL: 250 mg/kg {AE
& R In-BHAEN
BELGTAEEERIIRE SN G 1-

HER4 4 T 2HEeh / VHBERE

& Oy

BE2K: &0

4 5E F3: NOAEL: 200 mg/kg {AE

% HELCESEREIRE SN EN 1

REDHE~DFE D HEBA4A T RIS L UVREXRE
oy bk
BE&K 0
FeHE M NOAEL: 50 mg/kg AE
FE REEZEINBRIN:

HER4A4 T ZRWELUBRERE

& oyx

BE&K &0

FEHEME: NOAEL: 250 mg/kg A=

BE BELAESEREIRES LGN o1

FERMBSRSE (BEEIXCR)
FIRATRE L ERICESCRY DETER,
FERMBSRSTE (REICR)
FIARRELERICESCRY DTSR,

By

Ertugliflozin:

EXAOES 233 C#0

IZ R g2 . B 8B, #LiR
TERAA R D REICH-5. XIREFLKEBIZEIBHROEEDS T,
RERSSM

B

)0—X:

Fi:d RV S

NOAEL : >=9,000 mg/kg
BE5Z% D BRHAHIAATEEES
A% 55 B 90 Days
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Ertugliflozin:

2 Jv bk

LOAEL 500 mg/kg

B8 #0o

IREZE R 30 d

L Zv bk

LOAEL 250 mg/kg

BRERR #0

A% 55 B 30 d

1RO ES BR ik

T2 AR

LOAEL 25 mg/kg

BEZ% #0

A% 55 o 180 d

IZ R i 25 Big & B

T2 AR

LOAEL 25 mg/kg

YA 90 d

IZ R 25 Fhg HILE, #IiLAR

L X

NOAEL 150 mg/kg

BE5Z% #0

A% 55 B 270 d

w& BEELEHEEERIRESINEN o1

2 YR

NOAEL 100 mg/kg

BRERR #0

A% 55 o 90 d

e BEELEEERIIHE I EN o1

2 YR

NOAEL 100 mg/kg

BEZ2% #0

iR E= A% 28 d

IZ RO AR B

3 BELEEERIIHEINAEN o1

—BEFE

(=3 Zvk

NOAEL 24,000 mg/kg

BE52% RAIAATEIGE
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&S METH: BBEERE: AIEIZRETH: 2024/04/06
11.0 2024/09/28 2338012-00019 #EER R 2017/12/13
= 28 Days

2 Zwv bk

NOAEL 10 mg/m°

B E5RR A # LA/ R MIE)

A% 55 o 2 F

RAAEEN

FATRELRIBERICE DR Y RETERL,

MEICHT ZRBIRER

5%

Ertugliflozin:

“ﬁﬂﬁhﬁ%é

fEIR: &b —RRBURRIVER -, BEfE, fERE, TH, HESR, IR
MR BAE EXERRE

Ertugliflozin:

BEME (BEST)

BEKEEMICHT HEMN

LC50 (Oryzias latipes (F1A & A)):> 100 mg/|
BREERFM: 48 h
s BT MEMHTON-T—FITE DL

EC50 (Pseudokirchneriella subcapitata (#ki%)): 77 mg/|
BRERE: 72 h
7% OECD ERE&RH A K54 > 201

RANESZEEE (Pseudokirchneriella subcapitata (%%:%)):
50 mg/|

RBRERFME: 72 h

7% OECD HER A K54 > 201

BRESEERE (Pimephales promelas (77 Y hAY K/
7)):1 mg/l

RREERER: 32 d

Hi%: OECD HEEAHA FS 1> 210

BE AEERREICHIT25HEL
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&= WETA:

11.0

2024/09/28

BEES: AiIERET B: 2024/04/06
2338012-00019 #MEMERCA: 2017/12/13

=3
-~

S
[Cx9 HFE (BHESM)

MEMICHT 5=

—EEF A
sl

SOVAFOKEBEEHEDY ¢

IZxtd 5&EMH

R KEEYICHT HEN

MEMICHT 5=

REH - R
By
)O0—X:
R

Ertugliflozin:
RS

VAFDKEEEHBY

BRANEZERE (Daphnia magna (XA =2>0)):2.14 mg/|
RRERFME: 21 d

7% OECD HER A A K54 > 211

% BRERREICSIT5HMHEL

EC50: > 1,000 mg/|

RREERFRT: 3 h

HE& S A T FEIRNH

A% OECD RE&H A K54 > 209

RANELEREE: 1,000 mg/l
BRI 3 h

SHER AR A T IR N

7i%: OECD HE&EH A K54 > 209

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
RREEEERE: 96 h
7% OECD RE&RH A K54 > 203

EC50 (Daphnia magna (A=< >20)):> 100 mg/|
BREERTR: 48 h

EC50 (Skeletonema costatum (E:¥IEE) ): > 10,000 mg/|
BREERE: 72 h

EC50: > 1,000 mg/|
RREEEERE:3 h
7Ai%: OECD RE&EH A K54 > 209

HR: ZOMRE,

R HAOBETIEELL,
H£5fE: 40.8 %
REEERFME: 28 d
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RES ETA: BBEERE: AIEIRETH: 2024/04/06
11.0 2024/09/28 2338012-00019 #EERLB: 2017/12/13
EEREREN
5
Ertugliflozin:
||n—71'7 2/ —ILSIKAEERE - log Pow: 2. 47
(log f&)
TR OB
B4
Ertugliflozin:
"ﬁﬁ¢®ﬁﬁ log Koc: 2. 88
AV VEB~DEEH
JEFZH
HhoEEEE
T—AiL
13. EELDIE
BEHE
BRREEY A BARAOREIIZEVNLST S,
BREME T KAHBEE L TIEG 4L,
BERRERUVTE TEOBBIEX. YA ILELIEZEDESHIC, BaZ2ZT1=
BREMNEEEICRTET S,
BFICHEENEWNEES., REARELTEET S,
14 BELEDIE
EREHRH
[ L %62 (UNRTDG)
EEES JEEZH
E&E#iX % (Proper shipping JEEZ Y
name)
E&E5$E (Class) JEEZ Y
BIRERM (Subsidiary risk) JEEZH
BRBZE#K (Packing group) JEFKY
5 AL (Labels) %Y
REAEMH JEEZH
fn 22X (IATA-DGR)
UN/ID %S (UN/ID number) JEZE
E&E#i% 4% (Proper shipping JESK Y
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&= HETH: BHEES: ATEIZRET H: 2024/04/06
11.0 2024/09/28 2338012-00019 #EERB: 2017/12/13
name)
=& 548 (Class) D OIEERH
BIXRfERM (Subsidiary risk)  : JEEZH
B2 (Packing group) D OJEERY
S X)L (Labels) |
Watsr (EY#) (Pack- : JEZY
ing instruction (cargo air-
craft))
WatEr (REH) (Pack- © JEEZH
ing instruction (passenger
aircraft))
#& L #8% (IMDG-Code)
EEES COFERRE
EE#i%4% (Proper shipping : 3JEiZY
name)
EE 5 48 (Class) D OERE
BIRERYE 2
BERER 2
A% ©OFERRE
EmS a—F o JEEZY

BEEEYE Y - FEY) 0 EFEH

MARPOL 73/78 MiRE 11 U IBC 23— FIZ& A X oRAMESh I RAEME (ZY - L)

i IREBORMICFTIEZS,
Il P il
EREDERF L. EHE 15 2SRRI 5,

A DREXE
JEE& S

15.

#RER

BEEER

HREE

ek, EERBRMICZE LGN,

L&&

BELCEYME. EREFHE. BRFMEEMEICKILEL,
FEREEEE

BEENRELESIIEEY
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