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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline
Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
8.1 2025/08/11 3122476-00015 #EERLE: 2018/08/28

DEZFODEZEN,

TEXE:

P201 fEARTICEIRGAEZEAFI H &,

P202 £ THREFEEZHAEMRT DETMYEZDENI &,

P260 # CAZW]A LN &,

P264 Btk LWMEITREZ L <KD T &,

P280 (REF & REK RERIE REmEERITH L,

HRakEE:

P305 + P351 + P33 ERICA - T-15E : KTCHAMIEERERC %
S5C¢, RIZAVAV FLUREFERLTWTRERBIZHE D5
BEANT L, TDRELEREERTEHI L,

P308 + P13 XK BRIFIEK BNBEELHDHI5E : EEIDZE
SFETERTSHI L,

P337 + P3I3 RO FIEI R HE  ERMDZR A/ FHTEZIT
52 &,

RE:

P405 fEfE L TRET S &,

BRE:

P501 N, BRI ERBIN-NIEBHERICEET S5 &,

BMS AL
BEYPORDEIEOED L. KEBBIZE>TREREEEINERMTHD : 18.9 %
GHS S 4EIZE Y L x L MbDERRE S
BELGHERVEESINSGIFE : MLALOEMIZKY. REOYMEBMARIERE-IIHZENEE
BEEOHE SAEEEN H D,
MI. N RYUTH LLIEZFDIEIDUNEDREIZ, BRED
MLAZEZERT ST HY FET,

3. HRRUHSER

EZ2YE - EEYMDOXA . BEY

B5

(=2 CAS S 8= % w/w BRATRER
&5

+)L0—X 9004-34-6 >=30-<40

Ipragliflozin L-proline 951382-34-6 >=10-<20

SRGYTF) VRS 654671-77-9 >=10-<20
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline

Formulation

REE METH: BERE: BIEIKETA: 2025/04/14

8.1 2025/08/11 3122476-00015 #EERLA: 2018/08/28
RTFTYUEBITRIY L 557-04-0 >=1-<10 2-611

4. HRHEE

—fREIT B/ R D BHOGEP. [INDNT CIBVELEEZRELICEZEDSEE
ZIT5
ERNREICIHEE. FLEARELIHLERIL. EMDIERE
ZIT5.

WA LT=5E D RVRAARESE, BT ERDBANBEYT 5,
ERLEZZITS,

KREIZf%E LI=5E D OEMLISBE. BELICKREBERITALSEDKTEVRT,

BELEKRELUHZER <,
EENEZZ(T5,
BEADRIZKIREXS .,
HEBFERIT DHICTELITES.

BBICA--1B4& DO EMLES. BELIZZENKTAHLECES 15 HREEER
LR,
BEIZTERBEICIE. a8 FLUYXERYSNT,
EENEZZ(T5,

RAAATZGE D RARAEGE. BEICHAELL,

ERLEZZITS,

KTOzE&ELTT
AMERRUVERMEEROR @ MLALOEMICEIY. REOHEMNGRIBETITEZENS
HEELGHIRER EHHREMENH D

58 LMER I

BEADEBEZEDOEZTNDEL,

R#IH=5. REREFCBIZEIBHRDEZTDEET N,
BRBEET SEDRE 2 H TEESFELDREITEEZLL., HESIA TSR

EREZERAITH L, BEORRUEAHDIESE. HESD
ﬁ@&@AﬁEEE*W® & (HB8%5H) .
EERICHT HHAGIREIR | IFRESIUMEREERTSH &,

5. KKFDIHE

T4 E K H o KIESE
it 7 )L 3 —ILiasE kel
ZEibxFR (C02)

IR K H
2> TIXR 5 A LVH KA DORIRGZL,
HEORBIRAEEN C BMLADERZEEITS, ZRFISTIEEDHMMH CANS

BLTBYBKEAFET HEHN LABREDNRIRNSHS.
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Sitagliptin / Ipragliflozin L-Proline

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
8.1 2025/08/11 3122476-00015 #EERLA: 2018/08/28
PRIBERYINDBRZIIBEICEZRIZIEELH S,
BEMRBGRIEY D RFRBRIEY
TEBHItY
BEOHEMNAE D BBORREBDEEIZE CCEYEAFEZRAWS,
KEAHDOBRZ AT S-HIZKEZEZET D,
L ThHNIEKREBEa T FHENKBEENDET,
Kigim SEBS#5I &,
HNEITOBEDIRE ORKERICIE, BRAMTRREERT S,
REEXFRT S,

6. RHFFOHEE

AMRICHT BEEEE, RE @ REEZERT D,
BERUVRAREE ZEGRYFLDT (R (HB T 238) . BAARE
Bn#RERICEN RE8Z3R) .

RIBEICHY 2FEFHE D READOBHEETS &,
REEHELTHL, AP IEFRZLEDHD,
BRINEERFKEREL. 82T 5,

RHEAZE L CERTERZVGHIE, A BERKIZEET 5,

HEAHDRVEREDAERY @ ZENEEDE, BEELEDINMERETRVERY ., BYLER

2 ¥ L. BET D,
MLADEZRADREZEITE T hhs, MLADERL
REODEEZERICLDER
MLADNZERPICHAGTEETHREIND LBERMEDES
FHRTAHDOT, RAICH CAFEBRIETIEESLLY,
AMSERE., BETDHEICE. SAEEARSLIUEDR
BlCit->TREBTSZZ L, ZORBICERSINE=HEICDL
THLRABETH D, FOBUNBERAINEINEHEET ILEN
H5
ASDSHDEBE 13H XU 15ITHENT, ABAKESLIUVED
EHRFIOEHEHY .

1. BEVWRURELDOER

ik
AtTE xR D BEINBHEL. BEFRMIFINLERESIESRIT L
BHd,
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€3 MSD /) e

Sitagliptin / Ipragliflozin L-Proline

Formulation
REE ®ETA:
8.1 2025/08/11

BEES: BIEIZRETH: 2025/04/14
3122476-00015 #EYERH: 2018/08/28

BFrER, RS
ZEREIEER

e ok ] 3
BAERER

EMELEYME

RELTHAEMH

BERMLER, B, FRETEESESE EDOEY LT
HBEZET S,

B GBRREBED T TOAMERAT 5,
MLAZMALEGLN &,

BRAIAFEIZLN,

REDIEALZEEIT S,
BRE~NDRBOF-IIREEMEZRT S,
BEWRIEIEEE L<CHES L,
BISBEREOHRICE DS, EEHORBELLUREHD
EITREICHVERYIES Z &
MLADERLERZEBAEITS,
FRLEWMVMESIZIZERRZHOTHE L,
BOFRMENSESITD,
HESBEICHLTFHLEFERZELED I &,
RNCEEMEHLEL. RE~AOMEZR/IMRIZT S5L5F
E9 %,

[ 3 &=
BEOERAPICIEEME~DIELL EORREELH D HE (L.
EEBFOELICTA ISV VI VRATLELUREY ¥
D—%FZEBELTLESLY,
FRATIIRBRUVBREEZILT D,
BEINE-KRRITIBEFERT DREIICHEKET S L,

T77) T4 DMBUEARL— 3 0I2lE, T29=FO
vho—)L, BUGEAGERE. BULGKRLESKLVE
EBREFIE. EXFLEER. EXERLEERATNOEROL
Exa—%28C0ENHYET,

BHESRILODWVERBIZANTH <,
L TRET S &,
ZEDREICK-TRET S,
ROBIFEHEE V- L LITRE LA
BB L F

BSEVWHE: MEG L,

8. [I<EMMLERUVRERE

ERRBEICHE T IRIHNRBRF/FFRRE

D% CAS &EE B (REW | EERE/RER | H#H
&) B | FRERE
+)a—X 9004-34-6 TWA 10 mg/m’ ACGIH
Ipragliflozin L-proline 951382-34-6 | TWA 0.4 mg/m3 (OEB RER
2)
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
8.1 2025,/08/11 3122476-00015 FEERB: 2018/08/28
SR TFU UEE 654671-77-9 | TWA 0.6 mg/m3 (OEB | pa&p
2)
RTFTYUEBETTRIY L 557-04-0 TWA (BRAZ |10 mg/m’ ACGIH
)
TWA ("2 | 3 mg/m’ ACGIH
£)
R fm iR D RAYMADOERER/IMET AICIZET ARG HEMa Y FO
_)Léﬁﬁ Li‘g-o
Wh, REEBBSLVREZREST S-H. 2T 00=T7) >
EBIHRBHRFICLYERESN, MPERIZHRVERSL
LHZHENRHYET,
RER
MR FHRER D BYLBFBESREENFETELRMGS. TIXECETEM
THENA FSA4 Vo 0HEENDIXCENREIN-GEEE, B
RIREREFFRHLEL LS,
T4NE—84TF D WMRIFRAYqA T
FORER
ME D O TELEFE
IBORER DA RO—IL R EREREL LLFXT—FJILEFERT 5,

FEREL LIIEERICROSVVMRE, S X+, T70Y
W ENKET BHEIE, BULAI—YILEERT 5,
MLA. SR, 3LLEFI7OYVILIZENEESLEIND
AREEAHDIEEIL. T —AV—IL L LLIZZFDIEHLID
N7 z—RBEOTOTH avEBERALELLS,
EERUVEBADZRER D A=A —LBLLKIFEBREAI—FEBERALELL S,

9. MEMRMEEIEER

PRI S S IES

& L T—8%L
R L T—8%L
RholLEVEDE TR IL
R RRE L T—RIL

BRXIVBRARVHEERE @ T—2%4L

AT (BMR. ) DMIL AU RY TR LR EDEFADNEDMIC, @EEME
DM LAZEEHRT 2EETNAHYFET,
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€3 MSD /) e

Sitagliptin / Ipragliflozin L-Proline

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
8.1 2025,/08/11 3122476-00015 FEERB: 2018/08/28
AR GRIFR) JEEZY
BETERARVERLERR AIAER
BRGEDOLERE /AR ER : T—47%4L
&
BREFDOTR/AIATE @ T—47%4L
&
CIPS FT—REL
PERRE FT—REL
pH FT—RHL
REEE F—RHHL
BAFMNEE T—R27%L
FhE
FFLE (BhRLTESR) FT—Aa7%L
ARE
KB FT—REL
n-A49 4% /) — )L/ KHERIZREK F—AHL
(log &)
R FT—REL
BERV RIFHERHE
HE F—aHkL
HE F—a7L
1A% H A F—aHL
IBREHE BRELL
[ =1 AESITERIEEME & LTIEDEINALL,
NFE FT—RHL
FFHE
HFH A X F—aHkL
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
8.1 2025/08/11 3122476-00015 #EERLA: 2018/08/28

10. REHRVRGHE

RS D RIGHEEKRE LTIESES NG,
LR EM D BEORETERE.
fElRAERIGATREM DI AU RY TR LLREDEFEMIOLEDMIC, BEME

DR LAZEEHRRT 2EETNLHYFT,
BUOBILEHIERIET S ENH D,

BT HNE&M DR KL KRTE
MLADREEEITS,
EMERYE D ERER
ERAE R RRERY D BRAEGABERMIEE SN TULVEL,
1. FEMEHER
AR D H S RERBOER © RA
R g
£330

RIZA-T-B4&

Attt

FIRTTRERIERICE DR Y EETEALY,

B

AMEME O D SMEMHETEME > 2,000 mg/ke
Hik HEICLEHE

5%, 8

ilOo—X:

SMEME &nN) © LD50 (T k): > 5,000 mg/ke

SMEE (RA) : LC50 (T k): > 5.8 mg/l
MREERREL 4 h
HERIRE: MLA/IX b

SEENE BR) D50 (oH): > 2,000 mg/kg

Ipragliflozin L-proline:
SMEM (&N : LD50 (T w k): < 1,000 mg/kg

LDLo (4JL): >= 1,000 mg/kg
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
8.1 2025/08/11 3122476-00015 #EERLA: 2018/08/28
RGYTF U UBEIE:
AMsElE @ &n) : LD50 (5 v k):> 3,000 mg/kg

LD50 (= ™ R): 3, 000 mg/ke

ATFTPYVUBTIT RO A
2MEd @&o) : D50 (5 k):> 2,000 mg/kg
7#i%: OECD RER A K54 > 423
FHEAAU M COMEBFELILESDIEAMOBOSHTE
LYo
B& BT smarsBEont-7—42I12&D<

AanElT 8BR) : LD50 (o4 ): > 2,000 mg/kg
HE BT smEIEON-T—2IZE DL

BEREE T

FIATTREAIERICE DR YDETELLY,
%

SR TFU UEEE:

i LY A7 =3

ik o FLAa XEER
R C RERBGZL

AFTFIVIBITRIIL

1 LY X
R D RBRIBGL
] L BT AMELIST LT —RITE DL

RIZx 9 SERGBEN RRIBE
SR LVRRIR

H5:

Ipragliflozin L-proline:

1
R

VETIVTFUY UEE:
E

A
B E DIRRIH

vYF
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
8.1 2025/08/11 3122476-00015 #EERLA: 2018/08/28
R o BRICHIETE,
Hik . FL4 XiE

ATFTPYUBTIT RO A

£ LS

R . ERADRIEAZL

-5 D T oamELS"ELONI-T—2IZE DL
R 38 REVE 14 I3 B2 pE et

BERAE

FIRATRERIERRICE DR Y DETELL,

Mo OR 2 AR 1

FIFRATREIERRICEDCBR Y DETELHL,

D%

Ipragliflozin L-proline:

B ) D REXIUTAME—L 3 VR
REODIRE ORE

#HR D REREME TIEEND
SRGYTF VRS

HEg4 AT © BT D/ NEEEER (LLNA)
i DN¥IRA

Ak . OECD HE&RAHA K542 429
TR D REREME TIEEND

ARTTIVUBRITRID L

HEY AT D REFIRAtE— 3 VEER

REOIRE D RIS

& . EBILEY R

Hik . OECD :EEHA K54 > 406

#HR Do e

e D BT AMEMIMELON-T—RIZE DL
A TEHARRE BIR

FIFAARE R IERICE DR Y NETELLY,

D%

+)0—X:
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline

Formulation
&S RETH: BEEE BiIEkETA: 2025/04/14
8.1 2025/08/11 3122476-00015 YE{ERB: 2018/08/28
in vitro TOEEENE D HERAA T MEYE RN SEIREAZLT ERER (AMES)
R e
HEEZ A4 T in vitro BELEYHRECFERAR
R e
in vivo TOEGEMN D RERA 4 T ISR MmMER/MEERER (in vivo MRS MR
E%)
. w9X
BB A AALTESE
R =t
Ipragliflozin L-proline:
in vitro TOEEEEM D OREBRAA T MAEMERVWSEREALT EER (AMES)
R =t

HEra 4 T 2EBARERE
TRAMRTL: FrA4 Z—XNLARS —fhfHiE
R e

in vivo TOEEEM D REBA AT ERR
B oy
AR B8
R e

SR TFU UEEE:
invitro TOEESHE . RERR A 7 Ames EXER
R e

HEEA A 7 in vitro 2EAERESER
TFTRAFRTL: FrA4Z—ANLRS—INEHK
R et

HEXS 4 7 DNA 1815 L1815, HELYMARDFREL DNA &5
(in vitro)

TFRAMRTL: 5y MFHERA

R 2

in vivo TOEEEMN D REA A T IMERER
B YwOR
BE5RK #0
R e

ARTTVUBRITRID L
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline

Formulation
&S HETA: BERE BIEISRETH: 2025/04/14
8.1 2025/08/11 3122476-00015 YE{ERB: 2018/08/28
in vitro TOEEENE D RERAZ A T in vitro BELE M EETFERRER
R e
wE: EUTA3MEIEONE-T—2IZE DL
RER A A 71 in vitro ZBAERERKER
Hi%: OECD HERHA KS54 > 47
R e
wE: EUTA3MEIEONE=-T—2IZE DL
HEE2 A4 T MAEMER WS EIREAZLT EHER (AMES)
R e
B& BT smarsBEont-T—42I12&D<
=AM
FIATTEELIERICE DR Y DEETEALY,
D%
+Z)0—X:
i DS w bk
BE R D BRFIAATEES
A% 55 o R |
R DBt

Ipragliflozin L-proline:

(] DN IRA

BREERK C#n

A% 55 B : 2 years

NOAEL . 500 mg/kg AE
R CoEM

L] AR S 7 4

B E R CB0O

A% 55 e ] © 2 years

NOAEL : 12.5mg/kg AE
LOAEL : 40mg/kg AE
R © B

= D ER#EOE— FIZAR & EREE,
L] DT w bk, AR

B 5 R C#n0

AR 55 R ] : 2 years

LOAEL : > 125 mg/kg RE
ot C B
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline

Formulation
&S ;ETH: BEEE miERETA: 2025/04/14
8.1 2025/08/11 3122476-00015 MEERKE: 2018/08/28
-5 D EREEBOE— FIZARM & ERE.
RGN TFU VRS
& D YHR
BEZH®K 0O
A% 55 B ] 2%
R DR
i DI vk
BEZH®K D80 (BrREK)
A% 55 ] 2%
R - 1k
ERIEES o B
e D HETHRIN-EELEN
EHRAE-TERAD L D MO EEMALTHE. EAAMYELLTHESINGL
EhES
BEANDEZED S ZTNDEEL,
B4
Z)0—X:
HIRICX 9 H5E D REBRA 4T —tHAREEEMEAR
B oy
BRERE SRAHAATEEE
fER: 2
BIROFEE~DEE C HERA A T 2HERES / MEIRERAE
B oy
BRERE RAHRAATEEE
R 2
Ipragliflozin L-proline:
BEOERBE~DEE D REBRAA T RE
By bk
BREZK &0

BHARD—f& &M NOAEL: 300 mg/kg AE
RBR BRIN-BASYE B LERBREOKE,

HEBRAA T RE

& oUx

BEZK &0

BARD—igE=14%: NOAEL: 300 mg/kg AE
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline
Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
8.1 2025/08/11 3122476-00015 #EERLE: 2018/08/28

HR: BRIN-BASE B LEBROKE,

HERA A T — R & TES R
B oy

BERE &0

S S NOAEL: 100 mg/kg A=
R EROBE~NDFE,

HEEME-TEAAVE D BMRRICEIDERBICEZLENH D EAN—BIEISNT
Wo,

SRGYTF VA
FIRICX S HFE C BB 4T e / VHIRERE
B ovhk
BREZK 0
4 5B 4 NOAEL Parent: 1,000 mg/kg {AZE
R EEADEETLNWI ELEMEEBRTHLMNZE o 1=,

BROEBE~DEE D B4 T ZRINELUVBRERE
B ovb
BE&K #0
{E2F 51 LOAEL: 250 mg/kg {AE
R EEEEFRADEELEEENHDZEMNFBALE, |
EFZETTL,

R4 T RIS L UBRERES
& oYX

S H21%: NOAEL: 125 mg/kg (AE
R EIFTEIELR,

ARTTIVUBRITRI L

FIRICK T B2 D REBAA T AR/ RESEERY ) — oS EREBSEEHE
HEHERER
B oy

REER: RARAATZER

7% OECD BRI A RS54 2 422

R BT

"% BUTIPEM ST ON-T—HRIZEDL

BROEBE~DEE D HEBAA T 2RINELUVBRERE
B oy
BREREK AP AATEEE
R 2

"% BUTIMEM KT LT —RIZEIL
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
8.1 2025/08/11 3122476-00015 #EERLA: 2018/08/28

HERNERZEN (HEIECE)

FIFATRE R BRICE DR Y DETELLY,

BEENESRSE (REFCE)

R#llch=5. RIIREELLBIZKVIES (BRE FE OBEOESZTh,
7% 0

Ipragliflozin L-proline:

ERIEES . B, R

TERAD K D REICH=5. XRIEIREFLBICKIEROEZEDSE1,
REHRSEN

B4

+Z)0—X:

i DIy b

NOAEL : >=19,000 mg/kg

BEZ®K D BFRAATEEE

A% 55 o R 90 Days

Ipragliflozin L-proline:

L] A

NOAEL o 0.1 mg/ke

B 5 E% o 0O

g 25 A ] . 26 weeks

ERIfEER . B K, HILE
1 DY, FRBEUAR
NOAEL : 1 -10 mg/kg
LOAEL ;10 - 300 mg/kg

B 5 R C80O

iR & A : 52 weeks

ErlEER . B R
DERGYTFU) UEBRIE:

L] DN IR

NOAEL : 500 mg/kg

LOAEL : 1,000 mg/kg

B ERER C#n0

i 25 i R D> 2 F

EHEER B
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RET—H—F EIMSD A v
Sitagliptin / Ipragliflozin L-Proline

Formulation
&S HETH: BERE: AIEIZRET B 2025/04/14
8.1 2025/08/11 3122476-00015 #E{ERR: 2018/08/28
i DSy b
NOAEL ;500 mg/kg
LOAEL ;1,000 mg/kg
B 5 R DO
A% 55 B ] 14 8
EriERE o FFEE B, D, =
1 DN
NOAEL o 10 mg/kg
LOAEL . 50 mg/kg
bR i) © 0
BR FE A : 53 @
EriEas D PR HER
fiE K D TEREES
= D {EA#FIIE FTIXEENLGEWNEEZ BND,
(i DN
NOAEL : 2 mg/kg
LOAEL : 10 mg/kg
BEZH®K C#n0
BR FE A 27 @
ERIfEER L BEE, PREER
iE K D TEREESE
&5 D {EA#FITE FTIXEEALGEWEEZ BND,
L] B
NOAEL ;100 mg/kg
BREERK C#n
A% 55 B 14 8
= D BEELEEERIEIHRESIAGL T

ARTTIVUBRITRID L

i DT w bk

NOAEL : > 100 mg/kg

B 5 R D BRFHRAALEBE

iR B A : 90 Days

= D FERlT AMEL LB LN-T—FIZE DL
BRAAEEH

FATRELAERICEDCRYDFETELL,

16/ 24



RET—2V—F

€3 MSD /) e

Sitagliptin / Ipragliflozin L-Proline

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
8.1 2025,/08/11 3122476-00015 FEERB: 2018/08/28
ANEIZH T 5 REBEHER
7%

Ipragliflozin L-proline:

R g

RAAATZGE

SR TFU) VR
%A

RAAATIZGE

ZHiEES: KBS
fER: B

Rl B
fEIR: (BRE, BE

fEIK: ESGERREAE, WREEZ, BRE
K ERBERRRE, SWEER, BE HER, EE TR

Ipragliflozin L-proline:

RESET XAV
KEREHEN 28 (&
%)

KERREEN RY (18
%)

VETIVTFU VB
BEn

TOUVIFOKEBEEHDY

[THY BE=E

LC50 (Oryzias latipes (1A & H)):> 100 mg/|
MEERREM: 48 h
HE BT smEIrFZonz-T—2I2&E DL

SUHRETHRTEGL

SUHREHRTEGL

LC50 (Pimephales promelas (Z 7w kAw K2/ ™)) > 100
mg/|

RREERFR: 96 h

7% OECD FERAHA K54 > 203

EC50 (Daphnia magna (##4 X< >2)): 60 mg/|
BREERFME: 48 h
4% OECD BRER T4 K54 > 202
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BHE KEEWICHT BEM © EC50 (Pseudokirchneriel la subcapitata (#&)): > 39 mg/|
RREREERT: 96 h
7% OECD HERA A K54 > 201

RRESEERE (Pseudokirchneriel la subcapitata (#%)):
2.2 mg/|

RREREERT: 96 h

Fi%: OECD HERA A K54 > 201

AEM (IBMESEY) D RKEFZERE (Pimephales promelas (7 7wy bAy K3/
2)):9.2 mg/|

PRFERFME: 33 d
75i%: OECD EEBRAA K54 > 210

= ’//3%0)7}<$ﬂ§1@§j¢@ D RKRESZERE (Daphnia magna (A4 =22>3)):9.8 mg/l
[Zxt9 &M% (IBMHSH) BREERFRE: 21 d
7% OECD SRE&RA A K541 > 211

MEMIIKT HEMH © EC50:> 150 mg/|
BREERFR: 3 h
HERS A T RN
A%k OECD HERH A K54 > 209

RAEZERE: 150 mg/|
MREERFMAEL 3 h
RER A A T REIRANE

S QD] =erk SUSFN

BEN LG50 (Leuciscus idus (T4 M—F&)): > 100 mg/|
MREERSMRE: 48 h
F:E:DIN (R4 Y I¥RHE) 38412
B T 2MELI S/ ON=T—2IZE DL

SOVIFOKEEEHEY © ELS0 (Daphnia magna (XA X2 23)):> 1 mg/l
[Ixt9 HF M BREEEFME: 47 h
BEEME: KIEESD
Ak 85 67/548/EEC, Annex V, C.2.
% BT MEI/ONT—2IZE DL
BARERREICSITAEMHEL

BEKEEWICHTSHEM ¢ ELS0 (Pseudokirchneriel la subcapitata (#%%)):> 1 mg/|
e 72 h
WERME: KIEES
% OECD BRER T4 K54 > 201
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Formulation
REE ®ETA:
8.1 2025/08/11

BEES: BIEIZRETH: 2025/04/14
3122476-00015 #EYERH: 2018/08/28

WMEMIHT SEM

B - sEN
D%
Z)O0—X:
o

DRIV TFUY VBIE:
£

KXKPTOREMN

ARTTIVUBRITRID L
£

EEREREN
4

VETIVTFU VB

n-#4%9% /7 —IL/ KDEREY

(log &)
ATFTYVUBTITRIIL:

EE: EUT SMEI/ONT—2I2E DL
BRERREICETHEMEEL

NOELR (Pseudokirchneriella subcapitata (%%%)):> 1 mg/|
RREERFR: 72 h

WERYIE: KIEE S

7% OECD FHERH A K54 > 201

BE AT 2YEIE/ON=-T—FICE DL

EC10 (Pseudomonas putida (¥ >a2—FKEF X - T7F4)): > 100
mg/ |

BREERFME: 16 h

WERME: KEE D

% BT MEI /O T—2ITEDL

HE: ZoRiKE.

R AEMETELZL

EoE: 39.7 %

IREERFME: 28 d

A%k OECD REEHA K541 > 314

hnsk 5> &: 50 %(401 d)
7% OECD HERAA FZ4 > 111

R SRR L
" BUTIMEM ST ONI=T—HRIZEDL

log Pow: —0. 03
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Sitagliptin / Ipragliflozin L-Proline

Formulation
REE ®ETA:
8.1 2025/08/11

BERE:
3122476-00015

€3 MSD /) e

BIEIZRETH: 2025/04/14
#EYERH: 2018/08/28

n-#A%2%/—IL/KHEFZE :© log Pow: > 4
(log {B)
TEb OB
0%
SRGYTFU) VA
REROSf log Koc: 4.37
FIVB~DEENY
JEEZ S
toFELE
T—ARL
13. BELDIE
RESE
BREEY A BRARORHIZH VLSS S,
BEEME TKABEE L TIEE SR,
BERFRVEE ZOBRB/IE. VHAINFEEIZEZEDEOHIZ, BaI%ZI(T1-
REWNBEEICRTT S,
BICIEENEIMGS. REARKRELTRET S,
14, X LEDOIE
EIRRER
fE L #i25 (UNRTDG)
EEES JEEL S
[E&E#i1x4 (Proper shipping JEZH
name)
[EE 545 (Class) JEZY
Bl fEk&tE (Subsidiary risk) JE%E
A28 (Packing group) JEEL S
S X)L (Labels) El 7
REEEH R
fin 2% (IATA-DGR)
UN/ID &% (UN/ID number) 7
E:&E#i%X 4% (Proper shipping El 7
name)
EE 5 %8 (Class) JEEZH
B RfERRME (Subsidiary risk) FEEZE
BEFE M (Packing group) JEEL Y
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Sitagliptin / Ipragliflozin L-Proline

Formulation

REE METH: BERE: BIEIKETA: 2025/04/14

8.1 2025/08/11 3122476-00015 #EERLA: 2018/08/28
S AR)L (Labels) © JEERE

WatkEr (EYH) (Pack- :© JEEH
ing instruction (cargo air-

craft))

WafEr (RkREH) (Pack- :© JEEH
ing instruction (passenger

aircraft))

i@ £ &% (IMDG-Code)

EEES o JEERY
EE#% 2 (Proper shipping : JEE%Y
name)

EE5#8 (Class) o JEsZy
Bl R fE R o JEERY
BEER o JEsZy
NI e
EnS a—F =

BEBEME Y - EZY) ¢ FEEY

MARPOL 73/78 Mt/@& [1 R U IBC A— FICX A X oMAMZE S HBEME (&Y - EFZNY)
i S - REBORMICITIEZS,

&l PR )

EnREDEEF L. HE 15 238 T 5,

FAHDREXE
JEEZH

15. ERZES

BEER

HBFE

fERY. RERRMICERE LG,
le:3-5

BFELFEME. BEREFNE. BRFMIEEMEICZILEL,
FERE/EE
BESFIFELEIIFEY
JEER Y
BEDHAIZRITHREREY
[
REIEE L fast ARME
JEERY
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REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
8.1 2025/08/11 3122476-00015 #EERLA: 2018/08/28

EFERMODBOHONT-LEME BIFtEDEHE)
JEZE

FEREOBHoN-LEYME (FHEBHIEEDE)
JEZE

AMELEEHNITREEEMEVESY
EES5T7&MD2 (AI3MEMD?2 Rlk2)

L# 4 2RE (%) el

ATTIVUBRRITRVIL >=1-<10

BAMEERTIRELRDRVEEY
EES5 75 (B30 AIk2)

L#4A ikl
ATT7IVEERTR UL -

EREEELEYE (FEHRLMERBE 59450 2)
JEZY

NAREDE (HBR2AERBESTTED2)
JEZY

HELEMEREE T R A

JEZY

shhEFRFRAI

JEZY

m7 LR T RIRAl

JEZY

FHRBEFIPEFIHRA

JEZY

FEREMERETS - HRE— (BEWM)
JEZY

SR UBIYENEE

JEZY

{EEMEH R TR E

JESZ Y

BEHFARR.

JESZ Y

NEESE

JEE% Y
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Sitagliptin / Ipragliflozin L-Proline

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
8.1 2025/08/11 3122476-00015 #EERLA: 2018/08/28
M=z £k
fEEY e LTRSS TULAL
fnzesk

R E LTRESh T RN
BESRERVBLEEOHILICEY 5ikE

(£ 5 A EIE : ERAMB(ZIEEZL LA

& ShEaE COEEEEMEICEERE LN

PR B UM A S ER

FREE MG (B - BAGEW)

JEE% Y

HEREMBHAERE @ad - @A)

JEE% Y

REVONBRVERICEAT 5%E

EEREY

COHBOBAITOVWTEES VRV M —~DEHIER :

AICS N

DSL > N

IECSC CORE

16. ZDHhDIEHR

A IZH N THBREHEZDBIXNEMEDRENBERTDSEST. BEXEMBTHIIEEE

BHET

5| Rk D B#EMIT—42. BEAE DS I’ I3 F—4 . O0ECD eChem
R—2IILE L UVEMIEEYER http://echa. europa. eu/D¥&
FRIER

Bit7+—<v k . H/A/H

ZTOHDBEDEX

ACGIH © KE., ACGIHPRSREE (TLV)

ACGIH / TWA . 8 E¥R]. BFMEIMMEEH

AlIC - A—R +SUTDIELLFERA A FY NTT - TS5 DIVEREEHES, ASTM - XK
EMHHARGS bw - (KE; OR - BH UM, TRFEM. £ESUENHLESNLHE: DIN -
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Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
8.1 2025/08/11 3122476-00015 #EERLA: 2018/08/28

FAURKRHEELE, DSL - BERYME IR b (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDRGERIFTEEZAONDERES, InS - REKORT T2
—JU; ENCS - LT EDEFLLEME )X b ErCx - FED XWDRIEERIZFTEEZEZONDK
RE, ERG - BEXCOF5E; GHS - HRFM AT L GLP - HERERMRE: [ARC - EFR
NATREME, IATA - EEMZEEERS, IBC - BRIEFERKDESHEEELZD-HOMMDEE
EUREICEY 5 ERRHAI 1050 - 50%fEEFRE: [CA0 - EFRREMMZERE . 1ECSC - hEIR
FleEYELE: INDG - EfELAERYRE. IN0 - ERESEHE: ISHL - F@RE/EE
(BA); 1S0 - EFR#E{LHE. KECI - BERFLFMESRE, LC0 - 50%EHItiRE LD50 -
50%EStE (FHESLE)  MARPOL - I &k BB DMILED=HDEFRESI: n.o.s. - I
MBNATSIN TS L DZERS: Neh - FUREI NOAEC - |EEZMHZEIRE, NOAEL -
BESMHZELAL, NOER - BEEEUHZEAF/EIS NN - A5 a2XRA NTP - RKEERE
REMTOT S L NZIoC - Za—D—F > FMEEYERMR: O0ECD - #EFiH HFHFKEE, OPPTS
- LEHMEREN - AFEWHLLE; PBT - #ORRMENE - £HEREN - HEE WE) ; PICCS - 7
1 VEVEEMEA AR )= (SRR - (EEH) HETEMHIEE REACH - LEYEDH
#%. &Tfi. R WH I UEE (REACH) [ZBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnZE5 A2
BE; SIS - RET—2Y— b TECI - 24 ICBRFEDLENEDA AV 1Y TCSI - BE1E
EMEA R M) —; TDG - EIEYEE, TSCA - BEMERAHE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - EEICHISBRUVIIERICESERNE. WS - EXSEKRE
EUEMERRATL

CDRET—HI—FQEUT TSDS) &UVD) TRIFET HFEHRLUT TXRERI &LV I)I1F, REHE
BERIZEVNT, BHOREDHH. FH. RMESTDLETEETHLLHHLEZIDTT,
AERIT, HEOZTLGEED., FA, LB, KRE. @X. EERVRRICETSIHAIF VR E
LTOHERENTEY ., WHELRIERSIRERBZLT LOTESHY FEA, KFBIL.
SDS DEREICTRENTVARESNEHGICETSLDOTHY ., LA/ MORL EBAE
HET, XETOERPTHEASNDEE, AXRITERNGVRY .. BRICEIES A VERESE
AHYFET., AHRGOFERAEBESFMICEVTIE, AERERVHESREERT 551, FRES
MOERREMIZE T HAREROBEYLGFMEEHT, FAERLUOERT 5HETOREDNIKR
[LETHARHADEFKL, FA, LE, RUREICDONT, #BEEVET,

JP /7 JA
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