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hR&E= HWETH: BHEES ATERETH: 2025/04/14
14.3 2025/08/11 24505-00029 #EYERCHE: 2014/10/21

1. eZRREUSHITER

EZEHDET . Sitagliptin / Simvastatin Formulation
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&S WETB:
14.3 2025/08/11

BEES HIERET H: 2025/04/14
24505-00029 #EYERCHE: 2014/10/21

ERAEEMLIFR

H317T ZLUILX—MREREEREITHEN,

H319 38 L \ER I,

H373 REAIChHT=5. RIFREFBIC& Yz GFiE
HuE, B) OEEOEZTH,

HA12 REAMEGEAIEEIC K > TKEEMIZHEE,

&
k)

RERE:

P260 1 CAZRA LGN &,

P264 Rtk WRIIREE K <D Z &,

P272 BRSNI-ERKRIIEFREGEMOH ST &,
P2I3 IRIE~DRHE ZREITHZ &,

P280 fREF R MRERE REEDZERIT S &,

HREE:

P302 + P352 BFIEIZfBE LI-18E : LEDKTHES 2 &,
P305 + P351 + P338ERICAD1-1B4& : KTHORIEE K
S5C¢, RIZAVAEIFLUAEBFRLTWTERICHE S5
BlEINT L, TOREKEERTDH L,

P34 [ADEBNE EILX, EFOZR /" FUTEZITH L,
P333 + P13 SRR IIFE LA (B) NELIEE : EED
PR /FUTCERZITHILE,

P337 + P3I3 RO FIEI R HE  ERMDZR/FHTEZIT
5,

P362 + P64 B ESNf-KEBEERE,. BERAT HIEEICILRE
#=4H¢E,

B
P501 AEY ., BEERBIN-NEBHERICEET S &,

GHS 7 MEICERY L BE WM DEREFEFH

ERGHIERRUVEE SN DIE

EEEOHE

MI. N FYUTHLLRZEDENDIEDREIC, BFEED
MLAZERHT HEENLHYET,

3. HRRUHSER

LEME - BEYDRF BEY

5

(=2 CAS B S 8= % w/w BIRATRER
S

RGN TF ) R 654671-77-9 >=10-<20

)o—X 9004-34-6 >=1-<10

RA—F 9005-25-8 >=1-<10 8-98
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hR&E= HWETA: BEES BIEIZRETA: 2025/04/14

14.3 2025/08/11 24505-00029 #EYERCHE: 2014/10/21
DUNRBTFU 79902-63-9 >=2.5-<10
FAIIWE Uk 50-81-7 >=1-<10 5-62
“BieFH Y 13463-67-1 >=0.1-<1 1-558, 5-5225

4. HREE

— BB T7 K/NA4 R

W®AL=EE

KREIZf%E LI=5HE

BRIZA--1B4&
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AMERRCEREERDR

HEELGHIRER

BREEET S2EDRE

EERIS Y D HRIEREIER ¢

EHDIFEO. RO TChEBENEEFELICEENDZE S
215,

FERNRSICIEE. ETRERENHIIEEE. EFDIETE
215,

WULAATZIBE. FIREZESROEAABET 5,
EENEZZ(T5,

EML-5E. EBICEEEZEEDKTHEHLRT,
BELEKBRELUHZER <,

EENEZZ(T5,

BEADHIZKREES.

HEBFERIT DREICTELITES.

EMLI-15E. BEHICZENKTHLEC LS 16 SEEZE®
LR,
BEIZTERBACE. a8 FLUYXERYSNT,
EENEZZ(T5,

RAAATIIEE . BEBIZHAELLN,
ERMNIENDBEICIIEREBETEREZIT5,
KTOZEXLTT L,
FULX—MERERIEERITHEEN,

58 U VAR I

RHIchHz5. RIIREIFBIZLIERDEZEDEZ 1,
HMOAHRABEFELDREITTIEFLL., HEINTLSEF
EREFEHATSLE, BEOWREMENAHDIGEEIE. BHSD
BYLEANREEEX*SEBOZ L (EE8Z2SMH) ,
IEEEBLUREREZERITS &,

5. KKFDIHE

B 75 K

2> TIXR 5 A LVH KA

RAEDRKASNH

KIEE

it 7 )L a—ILiasE KF
ZB{bxZx (C02)

3 2R H A

HEREL,
BMLADERERITSH, ZRHAITHIEEDHMH CANS

BLTBYBKEAFET HEHN LABREDNRIRNHS.
RREERD~DBRESRRICEZRETEENHD.
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&S &ETH: BIERE: HIEETH: 2025/04/14
14.3 2025/08/11 24505-00029 ¥IEYERKH: 2014/10/21
BEERGEIEY D REERIEY
£ERItY
o DERIEY
HHEDHENEE D RIBOWKR EEDEEICE C CEYIACHAFERERA NS,

KAHDBERZAENT H-OICKZEFET 5.
RETHNITKRIBE IV THE NKBEEHENSBET
RigMoRESHE D &,

HREITSEDRE DORKEICIE, BIRRTFRBEERT S
REEZHEAT D,

6. RHFFOHEE

AMRICHT HEEFE, RE @ REEZERT D,
BERUVRAREE ZEGRYFLDT (R (HB T 238) . BAARE
Bn#RERICEN BB 8Z3R) .

RIBEICHY 2FEFHE D READBHEETS &,
REEHELTHDL, AP IEFRZLEDSD,
BRINEESFKEREL. 92T 5,

MHEAE L CEIRTERZVMERIE, A BRKIZEET 5,

HEAHDRVEREDAERY @ ZENEEDE, BEEDINMERETRVERY ., BYLER

2 ¥ L. BET D,
MLADEZRIADREZEITSE T hbhs, MLADERL
REODEEZERICLDER
MLADNZELRPICTHAGEETHREIND LBEREDES
FHRTAHDT, RAICH CAFEBRIETIEESLLY,
AMS AR, BETDHEICE. SAEEAEASLIUEDR
BlCit->TREBTSZZE, ZORBICERINE=HEIC DL
THLRABETH D, FOBUNBERAINEINEHEET ILEN
H5,
ASDSHDEBE 13H XU 15ITHENT, ABAKRESLUVED
ERFIOEEHY .

1. BEVWRURELDOER
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hR&E= HWETA: BEES BIEIRETH: 2025/04/14
14.3 2025/08/11 24505-00029 #EERLE: 2014/10/21
BFr#R, RS D EYGBREEDT TOAMERT %,

ZEREIEFER D RBEPRRIZAITEL,
BMLAZRALLGWI &,
-/ G BU LAY AN
AR&DEMZEET D,

WKWVRIEIEEZELCES S &,
BISBRBERAECRERICADE, EXMOBESIUREMD
EITHEICHOERYES C &
MLADEREBREBNEIT S,
FERALABWMERICEIBHREFADTE,
BORNENOEST D,
HEIRECH L TPHULEFRZESC &,
CHOHERZEERATHEEIC, REXEBEZ LGN &,
RNPCEEVMEHLEL, RE~NOBHER/NRICTSHESE

9%
e ok ] 3 D ERER
BAERER D BEOHEARICIEENEADE S EOTREENH D HEE (.

EEBFOELICTA ISV VI VRATLELUREY ¥
J—%#BREBELTLEEELY,
FRATIIRBRUVBREEZILT D,
BERINEERIIEXRSEHOEHSILGNI &,
BEINE-KRRITIBEFERT DRICHEKET S L,

T779) T4 DOMBRBEARL— a3 VIZlE, TP =FO
vho—), BUGEASLERE. BULGKRLESLUVE
EBREFIE. EXFLEER. EXERLEERHOFERAD L
Exa—%28CRENHYET,

rRE

REGRESH D BYAESRNLDODNERRICANTE L,
EEDOREIZH->TRET 5.

EfMEIEME D ROBEREEEVSLLITRELAL
SRER L&

RELTHAEMH D ESBUVME: MREGL,

8. I EBMLRUVRERE

ERRBEICHE T IRIHNRBRF/FFRRE

D% CAS &= 1R (BRER | EERE/ REE | H#
&) HE/HFERE
DETVTFU) UEEE 654671-77-9 | TWA 0.6 mg/m3 (OEB REB
2)
t)La—2X 9004-34-6 TWA 10 mg/m’ ACGIH
SUNRBTF Y 79902-63-9 TWA 25 pg/m3 (OEB 3) | &R
5 #R: DSEN
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&S WETH: BEES. BIEETH: 2025/04/14
14.3 2025/08/11 24505-00029 #E{ERRB: 2014/10/21
HEEYFIR | 250 pg/100 cm’ ER
AB—F 9005-25-8 TWA 10 mg/m* ACGIH
FAIIE VEE 50-81-7 TWA 5000 pg/m3 (OEB | &R
1)
Titanium dioxide 13463-67-7 | OEL-M (kA | 1.5 mg/m* AAREXRBLE
T EE) (FE2V) ZF2 B8R
E)

HMER: RAAME, [E28BI ICHBSINIMERE, FERN
HBM+7TEUVYE, $740bhb, RFEHRMN S OIHLARER
THY, BYERLLDIHA+7ITEL. FE, EFEHEM
D DFHPUIE LAY, BB S DFHIN+ I THD.

OEL-M (#a 2 mg/m’ AREXRBLE
E) (F2Y) 22 (FBR
E)

HMER: BAAME, [E28BI ITHBSINHIMER, FERN
HEM+7THEUVYE, 3740bhb, REHRN S DIHLARER
THY, BMERERMNSDEHNS+HTEHEL. FE, EFHEHL
D DFEPUIE LAY, BMIEEA S DFHIN+ I THD.

BRI HE. KXEFFLIUVREZRETLH-H. 2T00=F U
TEBIIREHRETICIYERESIN, WP ESICHUVLERESL
SLELHYET,
BETOMHSLUVEETELVIY 7ADEAYDBE %
<S5 AT, BAYOBEEIEYGIIFHEMABREELELY F
T Bl A—TF 2T x4 RHEHT/RA X)),
F=ToNV ) TERIMELET,
RiEgR
IR FARER B LBFRHFEKEBEAFRATELWEES., FHIXELETE
THENA RS54 oOHEANDIEL BNREINBEIX, T
WMREREFZFERALFEL LS,
T4NE—847T WHFR2A T
FORER
e MEREFR
= FREZETERTIHAIEEFBRALELLS,
BRDRER Y4 Fo—IL FHERERED LLXT—TILEFHT 5,
FEREL LCIIEZERICROSVVRE, S X+, T70Y
W ENRET ZIHEIE, BULAI—JILEERT 5,
BMLA. SR HLLEFI7OVILIZENERESLEND
AREMENHDIERIE. T —XP—ILKELLIXFDIELD
L7 z—REOTOTFHo avEBERALELLS,
EERUVEBADGRER A= T74—LH LLIEEBREAI—FEFALEL LS,

MREAZHELLEWNWELSIZ, EREINDIEZRVICEDE, K
FESH— AV rEEBMLTERALELELS Bl, RY—T

6/26




REF—5y— b

€3 MSD /) e

Sitagliptin / Simvastatin Formulation

&S WETB:
14.3 2025/08/11

BEES HIERET H: 2025/04/14
24505-00029 #EYERCHE: 2014/10/21
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R
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B
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51K = JERZY
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RES WETH: BEEXS BIERETH: 2025/04/14
14.3 2025/08/11 24505-00029 #EERLR: 2014/10/21
ARE o JEERE
FERUV/ XITHERZE
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#E T—R2EL
Hxt A REE o JEERE
IRFEHFE D OBHEMLGL
ERAL4E D ARBRIIREMEME L L TIREIAEL,
NFE . T—Aa%L
FLF 4
PFHA X . T—Aa%L
10. REMRFRGHE
KOG D RISHERE LTIEREI AL,
{LEMREMN . BEOKRETEHRE,
EREERGATHE S DMI. ANYERUDTHLLEFEDEIDNEDORIC, 1BHRM

DR LAZEEHRRT 2EETNLHYFT,
BUOBLEHIERIET S ELRH D,

BETHREEN DB R, KTE,
MLADFKEZRITD,
BfERmE D ERMEH
BREELE D BERY D RRAEELGSBAERDITA SN TV,
11. FEHER
RN H L RERBOER © B|A
RS &
i)

RICA-=B&

2HE
FIFRTTREIERICE DR Y DETELL,
D%

DETIVTF U VB
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RES WETH: BERS: BTEZETH: 2025/04/14
14.3 2025/08/11 24505-00029 #E{ERKB: 2014/10/21
AMsEH @&n) : LD50 (5 v k):> 3,000 mg/kg

LD50 (= ™ R): 3, 000 mg/ke

+)0—X:
AMsEE @ &n) : LD50 (5 k): > 5,000 mg/kg
AaMsEE (RA) : LG50 (S v k):> 5.8 mg/l
MREEEERT: 4 h
HERIREE: LA/ X b
SEEN (BR) © D50 (") > 2,000 mg/ke
RAE—F:
anEt (&0) © D50 (5w k): > 5,000 mg/ke
a2z B : LD50 ("2 ): > 2,000 mg/kg

SVNRETF
arEt (1&0) © LD50 (5w k): 5,000 mg/ke

LD50 (= ™ R): 3, 800 mg/kg

FAaJLE Vg

2MEE &nN) : LD50 (T v F): 11,900 mg/kg

“BieFa

atEM (B0) : LD50 (5w k): > 5,000 mg/ke

aEY (BRA) : LC50 (3 k): > 6.82 mg/l
MR 4 h
HEBRRE MLCA/S Xk
TFTERAV M COMEFLILREEYIZEORASEILE
L\o

BEEREEY /Rt

FIRTTRERIERICE DR Y EETEALY,

D%

SR TFU UEEE:

i oYX

Hik o FLAa XEER

R D EIEREAGZ L
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RES WETH: BIEE S BiERETH: 2025/04/14
14.3 2025/08/11 24505-00029 MEVERH: 2014/10/21

SVUNREF U

£ PR T

e EEE O KSR

FAAILEVEE:

i Y4

Hik OECD SHERH A K51 > 404

R RERIBGZ L

“BIEFE

£ 4

R RERIBGZ L

BRIZx 9 D ERGREN RFIHE

3% LR R,
D%

RTYTFU LRS!

i
HR
ik

RA—F:
i
R

UINRBF
2
=

FA3a)LE VEg:
i
R
A&

“BIEFE
i#
ER

A ES
AR 12 3R
F LA XEER

A ES
ARADRIF L

JYX
EAZ R

JYX
AR~ DRI L
OECD FHERH A K541 > 405

vYF
AR~ DRI L
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&S HETA: BEEE BiI[EkETA: 2025/04/14
14.3 2025/08/11 24505-00029 E{ERLA: 2014/10/21

0% 38 BEVE 1 I3 B2 JE R4t

BB

FUILF—HEEERGERITEEN,

IR a5 REAE T

FIRAATREIERICE DR Y DFETEALY,

7% 0

SRGYTF) VEER:

B ) © BT U/ NEEERER (LLNA)

i D WYHR

ik : OECD HE&RHA K54 > 429

R D REREME TIEEND

A3 —F:

B ) D REXIUTAE—V 3 VR

REEOERE D RS ER

& . EILEYE

#HR Do e

SVNRETF

TERAAD b+ D E FADORERFEEQIRIEE XA HY
#HR C B

FAaJLE Vg

HERA AT : Maurer ;BB EBRAEEHER
REOIRE D RIS

& . EBILEY R

R Do e

“BIEFE2

HEv AT © BT D/ NEEESER (LLNA)
REOIRE D RIS

2 DWIR

#HR X

A TEHARRE BIR

FIRATTRERIERICE DR Y pEETEALY,

B5:

RGN TFU UERE:

in vitro TOEEEHE D HERA2 A T Ames EER
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&S WETH: BERS: HIEETH: 2025/04/14
14.3 2025/08/11 24505-00029 E{ERLA: 2014/10/21
R 2t

SRERA A 71 in vitro ZBEKEERER
TFTRAMRTF L FroA4 Z—XNLRE—INEHR

R 12t
HERZ A 7 DNA 1815 L1815, IAELMMIDOAELI DNA &5/
(in vitro)
FRAMRTL: S5y MTFHER
R 2t

in vivo TOEGEMN D OHRERAY A T INMEEER
. w9X
5 #0
R =t

+Z)0—X:

invitro TOEESHE D REBRAA T MAEMERWSEREALT EHER (AMES)
R fEH
HEERZ A T in vitro BELEYMRECFERSAR
R fEH

in vivo TOEEEMN D RERA A T HELBWARMmMER/MEERER (in vivo HilaE MR
ER)
B.vHX
BRERE SRAHAATEEE
R fEH

RA—F:

invitro TOEESHE D HERAA T MEYERWSEIREALT EHER (AMES)
R fEH

UINRBF

invitro TOEESHE D HERAA T MEYERWSEIREALT EHER (AMES)
R fEH

HEBRIA T TILA)BHET vEA
R BT

HERY AT RBARER
R 2

HERZ A 7 in vitro WIS WHIREETFERERER
R 12
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RES HETH: BIBEE: BIEIRETH: 2025/04/14
14.3 2025/08/11 24505-00029 E{ERLA: 2014/10/21

in vivo TOEEEH D ORERAR A T IMEEER
. v9X
BRERK 0O
R 12t

EEHBRERRYE - 7TEA A ¢ BUNBECEREHBEARAERRE L THFET S LIETER

vk LY,

RO EVEE:

invitro TOEESEHE D REBRAA T MAEMERVWSEREALT EER (AMES)
R e
HEEZ A T in vitro BELEYHRE T TFERAR
R e
HEEA A T in vitro Z2BARERER
R =t

in vivo TOEESHE D RERA A T ISR MER/MEERER (in vivo HilaE MR
E%)
FB:.w9R
BEEK: SR AATEBE
R =

“BiF2

in vitro TOBEEEME D HREBRAA T MAEMERVWSEREALT EHER (AMES)
R =

in vivo TOEEEMN © ERERAZ A T in vivo /IMEERER
FB.vHX
R E

EHAHE

FIATREARIERICEDCRYNETELLY,

B4

SR TFU UEEE:

i DX IR

B 5 R C#n0

g 25 B 2%

R Do e

2 D ov bk

B 5 R DO (BREK)
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hR&E= HWETA: BHEES BIEIRETH: 2025/04/14
14.3 2025/08/11 24505-00029 #EERLE: 2014/10/21
R 5% B ] 25
LEES 1514
Ra9kE 2R AT A
et HRTHESIN-AELGENE

ENAE-TERAD

) 0—X:

1
bR
Bk 5% v
#HR

SVNRBTF
(i

B 5 R

IR TR
EriEas
EEa47
5%

i
bR
PR 25 s ]
BEZs47
)

FAa)LE g

1
REH2E
R 25 e il
R

ZBEFA2
i

BER

iR 25 R

Hik

#HR

w5

ENAE-TERAD

LD EZEMADLT HE. ENAMYEL L THESAGL

AN
RAAATIIEE
12 &

P24

<R

#0O

<928

N—H5—JF

FFAe, A
NLDHMEDE MIHT HIEEHRIEIENTAHL,

vk

&0

25

AP, FRAKRR

CNLOMEDE MR T EEEMELEMNTHEL,

EAPZS
RARAATEGE
25

P14

AN

WA #HCA/Z R N/E)

25

OECD EE&H A K54 > 453

&1

EAEFIEE FTIEREEN GV EEZEZOND,

BYMERRICEVTRAIZE 2RAAMDRE RGN H D
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&S HETA: BERE: BIEIRETH: 2025/04/14
14.3 2025/08/11 24505-00029 E{ERLA: 2014/10/21

HEEMH

FIRAATREIBERICE DR Y DFETEALY,

B4

SRGYTF) VEER:

HIRICK T B E C HERA A T 2HERES / MEIRERAE

B ovhk

BEZK 0
H5EH: NOAEL Parent: 1,000 mg/kg {AE
R EREADEEILBW EXNYEBRTHALMN Lo 1=,

REDRE~OEE D HRA AT ZENE S UVRRERE
B ovhk
52 &0
fEFF A1 LOAEL: 250 mg/kg A E
BR BB FRADESTGRENH S EAHBAL, |

EITHEIG,

HERA A T ZRNE L UVBERE
& oy x

{25514 NOAEL: 125 mg/kg {AE
R EFEEEGL,

+)l0—X:
EIRICKS 82 D HRERA A T —HRETESEER
B oy
BRERE SRAHAATEEE
R fEH
BIROFEE~DEE c HERA A T 2HERES / VEIRERAE
By
BRERE RAHRAATEEE
R fEH
UINRBF
HIRICX 9 HFE D RERAA T EEAD
oSy kAR

‘rEZ &0
4 5EA: LOAEL: 25 mg/kg {AE

BROXE~DEE DRI T ZRENELUVRERE
B oy
BEZEK #0
It - BB'REME.,  NOAEL: 25 mg/kg {AZE
R EFEEELL, , BERZEEEL,
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hR&E= HWETH: BHEES ATERETH: 2025/04/14
14.3 2025/08/11 24505-00029 #EYERCHE: 2014/10/21

HEA24 T RIS L UBEREE

B oUx

BERK &0

B - BBIREM., : NOAEL: 10 mg/kg AE
R EFZEELL, , BEEEIEIEL,

HERA A T ZRMNE L UVBERE

B Sy

BEREK &0

BT - BR'R 314, : LOAEL: 60 mg/kg {AE

IR T AEE,

& LT 2MELISEONF-T—FIZEDL

FAOILEVEE:

BIROEBT~DFEE D REBRAA T SRS LUVRERE
oy bk
B ERE: RARAALTEEE
R e

HEEMNRESE (BEEECE)

FIFRATTRERIERRICEDCBR Y DETELL,

HEEMNRESE (REECE)

RHIch=5%. XIIREFECTBICLVIES T HR, Heg B) 0EEOSZEh,
JE%

DUNRETF Y

EZEr g2 o g B, R B
FTEAA K D REICHI-5. RIIREFLKBICLDERDESE,
RERSEMN

B4

SRTYTF UEE:

i DX IR

NOAEL ;500 mg/kg

LOAEL ;1,000 mg/kg

B 5 R C#n0

g 25 B D> 2 F

Er gz D B

2 D ov bk

NOAEL ;500 mg/kg
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&S METH: BERE: AIEIZRET A 2025/04/14
14.3 2025/08/11 24505-00029 #EERLR: 2014/10/21

LOAEL ;1,000 mg/kg

B E5RER 0O

A% 55 B ] 14 &

EriEg COFFEE B, D, =

L5 DN

NOAEL o 10 mg/kg

LOAEL . 50 mg/kg

B 5 DO

A% 55 B ] : 53 &

EriEas D PR HER

fiE K D TEREES

= D {EABFIIE FTIXBEENLGEWNEEZ NS,

1 DN

NOAEL : 2 mg/kg

LOAEL o 10 mg/kg

B 5 R o0

BR FE A 27 A&

EriEa L BEE, PRsER

fiE K D TEREES

5% D EA#FIIE FTIKEEALGEWNEEZ BND,

(i B

NOAEL ;100 mg/kg

B 5 E% o 0O

i 55 R 14 &

&5 . BELGEEFREBRESA LGN oI

+/)lO0—X:

2 A

NOAEL : >= 9,000 mg/kg

B 5 R D BRHRAATIEEE

A% 55 e ] 90 Days

RE—F:

2 A

NOAEL : >= 2,000 mg/kg

B 5 R D RIS

iR B A 28 Days

ik : OECD #HE&HA K542 410

SUNRBF
i A
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Re27—8o—t EIMSD /A

Sitagliptin / Simvastatin Formulation

&S ;ETA: BEEE BIEIERETA: 2025/04/14
14.3 2025/08/11 24505-00029 #E{ERKB: 2014/10/21
NOAEL : 5 mg/ke
LOAEL ;30 mg/kg
BEZK ©#0O
BR FE BFRE © 14 - 104 Weeks
ERIE RS © BFiE 24, HEKR B
i DN
LOAEL o 10 mg/kg
BEZH®K © 0O
BR FE BFRE © 14 - 104 Weeks
ERIE RS . BFiE 24, B
i D ES
NOAEL . 30 mg/kg
LOAEL . 50 mg/kg
B 5 R C#0
ERIEES C g B
FAOLE Vg
i A2 N 7.4
NOAEL . >= 8,100 mg/kg
BEZH®K L BFHRAATEEE
BR FE A 13 @&
“BF2
i A
NOAEL . 24,000 mg/kg
BEE®K L BFRAATEEE
g 25 A ] . 28 Days
2 A
NOAEL ;10 mg/m*
B 5 R D RA@LCA/ZTRN/E)
PR 25 BF ] D2 F
RAAEEH

FATRELAERICEDCRYDFETELL,
AEIZHT HRBHER

D%
SRGYTF) BRI
%A DOfEIK: ERGERRERAE, (HEEL, EEJE
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REF—5y— b

€3 MSD /) e

Sitagliptin / Simvastatin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
14.3 2025/08/11 24505-00029 #EYERCHE: 2014/10/21

RAAATZIGE

SUNRREF U
R g

RAAATZGE

K LB RRE, SWEER, BHE HEXR, BE TR

BE: 7ULX—RIGERECSTENH D,

RO RS BT

fEK: ERGERRRSE, BRR MR, ER, MER

BRI HERR

12. BRIEEEHER

EEEH

0%

RGTYTF) VEgE:

BEN LC50 (Pimephales promelas (77w kAw KX/ 7)) > 100
mg/ |
MRERRFR: 96 h
7#i%: OECD FHERH A K51 > 203

SOVIHEDOKEESHSY © EC50 (Daphnia magna (74 32> 3)): 60 mg/|

129 5&MH RREERFR]: 48 h

BEKEEYICHT HENE

REM (BHESN)

TOVIFOKEBEEHDY

[Zx9 HEM (BHEEMN)

MEDITHT =

7% OECD EERA A K54 202

EC50 (Pseudokirchneriella subcapitata (%%%)):> 39 mg/|
MEERRER: 96 h
A% OECD FHERHA K54 > 201

RARESEERE (Pseudokirchneriel la subcapitata (k) ):
2.2 mg/|

MEEERFME: 96 h

7% OECD BHERAA K54 > 201

RAEEZERE (Pimephales promelas (7 7y bAy I/
)):9.2 mg/|

MR 33 d

7% OECD HEE A A K54 > 210

BRESEERE (Daphnia magna (A4 3I223)): 9.8 mg/|
MEERFME: 21 d
A% OECD HERHA Ko 4 > 211

EC50: > 150 mg/|
MREERREL 3 h
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RET-H¥—F €3 MSD /) e

Sitagliptin / Simvastatin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
14.3 2025/08/11 24505-00029 #EYERCHE: 2014/10/21

HERS A T IR
7% OECD EAERA A K54 209

RAEEZERE: 150 mg/|
RREERFR: 3 h
HER A A T IR

+)0—X:

y: k=3 : LG50 (Oryzias latipes (F14 & #4)):> 100 mg/|
MREREER: 48 h
& LT 2MELISEONF-T—FIZEDL

SUNRETF Y

asn . LC50 (Pimephales promelas (77 bAw K2/ 1)) 2. 91
mg/ |
RN 96 h
Fi%k: OECD FHE&H A K51 > 203

SOVAKEOKEESHEY © EC50 (Daphnia magna (A4 32 >3)): 3.5 mg/l
IZxt9 &M RREERRE: 48 h
7% OECD RERAHA K54 > 202

B KEEMIZT HEM © ECS0 (Pseudokirchneriel la subcapitata (#k%)): > 25 mg/|
MEERRER: 96 h

RARESEEE (Pseudokirchneriel la subcapitata (k%) ):
25 mg/|
REERRER: 96 h

WEMIZHT 25 : EC50:> 30 mg/|
BREBRF: 3 h
HERS A T IR
7% OECD BHERAA K54 > 209

RAEZERE: 21 mg/|
MREERFMREL 3 h
HERA A T REIRHNH
7% OECD EHE&E A A K54 > 209

FAa)LE VE:

y: k= . LG50 (Oncorhynchus mykiss (=< X)): 1,020 mg/|
MEEERFME: 96 h
7#i%: OECD HERHA FS54 > 203

WMEYIZHT 5EHE : EC50: 140 mg/|
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RET-H¥—F €3 MSD /) e

Sitagliptin / Simvastatin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
14.3 2025/08/11 24505-00029 #EYERCHE: 2014/10/21

MREERFME: 16 h
5% DIN 38 412 Part 8

“BiEFA v

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

SOVIEDKEESHSY © EC50 (Daphnia magna (A I <> 3)):> 100 mg/|
[Zxt9 5F M BREERFE: 48 h

B KEEWICHT BEM © ECS0 (Skeletonema costatum CGEEIEE) ):> 10,000 mg/|
RREERFR: 72 h

WEMIZHT 55 . EC50: > 1,000 mg/|

MREERFME: 3 h

Hi%: OECD HERA A K54 > 209
B - sEN
D%
RTYTFU LRS!
S ofEtE D R AESBETELND

E0E: 39.7%

MR 28 d

Hi%: OECD HERA A K54 > 314
K THREM © AIKSMR: 50 %(401 d)

Hi%: OECD HERA A K54 > 111
+)0—X:
E R D RR: SR,
UINRBF
E R D RR AENEERE
K THOREM ANk &fE: 50 %(3.2 d)
FAOJLE VEE:
E RS D RER: SR,

SR 97 %
MREERFREL D d
75i%: OECD FERAHA K54 > 302
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Re27—8o—t EIMSD /A

Sitagliptin / Simvastatin Formulation

&S HETH: BIBEE: HIEIZRETH: 2025/04/14
14.3 2025/08/11 24505-00029 E{ERLA: 2014/10/21
S HEEN
7%
RGYTF U UEEE:
n~-#449 4%/ —JL/ KHEZRE : log Pow: -0.03
(log f)

VNREF
-4 4%/ —JL/ KHEZRE : log Pow: > 4.07
(log f)

FARAO)E Vg

-4 4%/ —JL/ KHEEZRE : log Pow: -1.85
(log &)

TR OB
%8

RTYTFU LRS!
BREROL . log Koc: 4.37

FIUBAOEEY
ey
toEEHE
F—a1L

13. BELDOIE

BEHE
BREEY DG EAROREICHEVNLDT D,
REMETKABH L TIEGE S LY,
BRBRRRUVAE D EORBE, VYA VIIVFELFEEOLEDIC, BRIZZIT 1=

BEEMUEREICRTT S,
FICHEEANEMES, RERGRELTRET 5.

14, WX LDOFEE

ERRIR

B _E #R5% (UNRTDG)

EEES COJERZRE
E&E#1%4 (Proper shipping : JEE%Y
name)
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RET—2V—F

€3 MSD /) e

Sitagliptin / Simvastatin Formulation

hR&E= HWETA:

14.3

2025/08/11

BERE:
24505-00029

BIEIRETH: 2025/04/14
#EERLE: 2014/10/21

EE 548 (Class)

B REREM (Subsidiary risk)
B 2% (Packing group)

Z AL (Labels)

REREEE

finZ2 % (IATA-DGR)

UN/ID #F& (UN/ID number)
[EE#i%X 4 (Proper shipping
name)

EE 5 %8 (Class)
BlRfER& M (Subsidiary risk)
B E#R (Packing group)
Z AL (Labels)

HWatEr (E%H) (Pack-
ing instruction (cargo air-
craft))

WatEr (REH) (Pack-
ing instruction (passenger
aircraft))

i L i (IMDG-Code)
EEES

E&E#i%X 4% (Proper shipping
name)

E:E 5 %8 (Class)

Bk a4

BRER

SN

EmS a—F

BEBEME Y - EFZY)

JEZH
JEZH
JEZH
JEER
JEER

L
EHL

JEER
JEER
JEER
JEER
JEER

JEER Y

JEER Y
JEER Y

FFExH
FFExH
FFExH
FFExH
FFExH
FFExH

MARPOL 73/78 Kt/R%&E [1 R U IBC A— FITX A X BAME SIS BEME (N - )
e SN REBOERICIFIEZS,

E R

EnREDERG L. HE 15 2587 5,

DR ERE
[

15.

HRETR

B &R
HB&

ey, BERRYICZE LGN,




RET—H—F EIMSD A v

Sitagliptin / Simvastatin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
14.3 2025/08/11 24505-00029 #EYERCHE: 2014/10/21

[:37 3

RELEYE. ERICEDE. BEFMICEMEICKZI LG,
FER LA EE

HEENRZILESNIEED

FEZY

HREOHTERITIREEEY

FEZY

BEMEER LIRS ARYE

FEZY

ERAHEOBOHON-LEYE (BFLEEMH)
FEZY

ERAMORBH oM -ILEYE FHREHIEEDE)
FEZY

EMELTENITREZBRVIRUVEED
FEEST7E&FM2 (AIMED2 flFk2)

L#4 2RE (%) il
1 -

EBitF42 > (IV) >=0.

AMEERTIRECRYVRVEEY

JEZY

BEEESLEYE (HEREMERBIE S ED2)
JEZY

NARMEME (HBREMERRESTT&D2)
JEZY

e EMEREE T RHRAI

JEZY

shhEFRHRAI

JEZY

m7IL¥E)LehhETFRREAl

JESZ Y

FHRBEFFETHEREA

JESZ Y

FEREMEXETS - HRE— (BEW)
JESZ Y

EV R VBRIV EEEE

JEE% Y
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RET—2V—F

Sitagliptin / Simvastatin Formulation

€3 MSD /) e

hR&E= HWETA: BEES BIEIRETH: 2025/04/14

14.3

2025/08/11 24505-00029 MEMERE

:2014/10/21

LM E B R T A
e

EBEHARRE

JEER

DE S 21

e

iR ik

fEEME L TRE SR TULVED
mziE

fEEmE LTREIShTLAEN
BESRERVBLUEONLICEY 5&R

(X 5 FEAHEE : EHIAMBE(ZIEEZS LA

(EERE CpeS DOEEEEMEICEFERE LN

R B UMl A S ER ik

FREEMIAEMH R (B - BAGEA)

JES% Y

HEMEMBHAERY @E - @A)

JES% Y

BEVOLEBRVERICEAT 5%

EEREY

CHOEFOBRAIZTDOVWTEEA RV M) —~DEEEIFHR :

AICS CORE

DSL > N

IECSC CORE

16. ZDHhD1EHR

ASDS ICENTHBLEHEZDBRINRYEDEENBRRDIZEEILX. ZEWETHIIEEE

BHET

5| Rk D B#BE#HT—4. EME DS IZE DI F—4 . O0ECD eChem
R—2ILE X UEINIEEWER http://echa. europa. eu/ D&
FRIEE

Aff74+—<v bk . %E/RA/H
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Re27—8o—t EIMSD /A

Sitagliptin / Simvastatin Formulation

hR&E= HWETA: BHEES BIEIRETH: 2025/04/14
14.3 2025/08/11 24505-00029 #EERLE: 2014/10/21
Z D DREEED 2
ACGIH © KE., ACGIHPRFARIME (TLV)
BAEXEAFE FRE | BAEXRFLEZR FEREFOHE -1 LEVEOHRRE
)
ACGIH / TWA D 8 ERME. ERREIMNEFL
BAEXGEFR AR @ B RE
&) /OEL-M

AlIC - A—R SV TZDIEFERASA AU RY; NIT - TS D ILEREEME; ASTM - K
E#HEHERIFR bw - KE: OR - AU, ZERYE. £ESEELHDHESNHYE: DIN -
FAYRKRHEELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGZERIFTEEZONDIERESE, InS - REKORT P2
—JL; ENCS - (LT EDEEFLEME )R b ErCx - FED XWDORIEERIFTEEZEZ ONDHK
RE; ERG - BRMICOF5|E; GHS - HRFM AT L GLP - HERERRE: [ARC - ER
NATREME, IATA - EEMEEERS, IBC - BRIEFERKDESEEEZD-HOMMODEE
RURRICEAT 2ERRRAI: 1050 - S0%FEEIRE; 1CA0 - EFRRMREIMZEME; [ECSC - hER
FBleEYELE: INDG - EfELAERYRR IN0 - ERESEHE. ISHL - sBRE/EE
(BX); 1S0 - ERR#E{L#E:. KECI - BERFLFEMESRE, LC0 - 50%EHILRE: LDS0 -
50%E5tE (FHEILE)  MARPOL - MM & BB DMILED=HDEFRESI: n.o.s. - I
MBNATIN TSI DZERS: Neh - FUREI NOAEC - |EZMHFZEIRE, NOWEL -
BESMRZELAL, NOER - BEEEUZEAF/EIS NN - A X2 a2XRA NTP - RKEE
REMTOT S L NZIoC - Za—D—F > FMEEWERMR: O0ECD - #EFiHHFFKEE, OPPTS
- LEHEREN - AFEWHLLE; PBT - #OMRMEN - £HEREN - HEE WE) ; PICCS - 7
1 VEVEEMEA AV )= (OSARR - (EEH) BEEMAEE, REACH - LEMEDE
#%. &Tffi. B WE KL UEEHE (REACH) (CBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5#Z
BE; DS - R&T—42— b, TECl - 2 A ICEEREDOIEEMED A RN K1) TCSI - BE{E
FMEA R M) —; TDG - EIEYE#E, TSCA - HEMERSHE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - EEICHSBRVIERICESERNE. WIS - EXSEKRE
EUEMERRATL

CORET—HI— AT TSDS) &LVD) TR HFEHRUT TRIEHR] &0V 5)(F, KEE
BERIZEVWT, BUOREDHH. FH. RMMESDLETEETHS LHHLIEZLDTT,
AEHRIZ. HAOZEGHREV. FA, LE, KRE. #@X. BEERVRRICETSIAI TR E
LTOAEHESNTEY . WHEIRAREHEREELT LOTEHY FEA, RIERIL.
SDS DEEFZBICTR SN TV ARHESNHAICETILOTHY .. 4ZARANMORGE LBAE
HET. RFTOCRARTERASNSEE, AXHRITERSGVRY .. BHICITE LG UVATEES
AHYET . AEROFERABEFMICENTIE, AERRVHEFHEEZERT 551, FRES
MOFBREMIIE T L5XERBOBEINLAMEEDH T, FRAERMUOERY 5HETORENIKR
[CHEFEARHRADEK, FH, WE, ROREICOVT, BREVET,

JP / JA
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