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2 YA
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EEa4 7 FFhe, fh
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2 Jv bk
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EEs4M4 7 Fre, ERIKAR

w& NLEDHMRDE MIRHTHIEEHIIENTEL,
FAaJLEEE:

L YR
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r3Alied | 2 &

HER [=2k3
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L Zv bk

BRERR A #CA/SR /E)
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HhEEH

FIATEE S IERMICE DR Y R EETELLY,

5%

SRGYTFU) VERE:

FIRICx T B8 D HERAa 4 T ZREEN / VHIERE

B Sy bk

REEK 0
A 5B H: NOAEL Parent: 1,000 mg/kg {AE
R EEADEEILT W ENFMEERTH LM -1,

RROEBE~DEE D AR T RIS L URERE
& Zv b
5 &0
fE B2 1% LOAEL: 250 mg/kg (A E
BRBESEEFRANDEFGEENHOS LI L.,
EFZEEE,

HERA2 A T ZREMNB L UVUBRERE
& oYX

e 2F 14 NOAEL: 125 mg/kg AE
R EFEEITEL,

)0—2X:
HIRICHK 9 5 E D REBRA 4 T —tHRAEEEEER
B Sy bk
REZR SRAHAATEIGE
R =
BREROEBE~DEE D HERA4 T 2REEN / VEHERLE
Sy bk
BRERE: SRAHAALTEIEE
R 2
SONREFY:
EIRICx 3 B2 D HRERA 4T EEA
B.Svyhk AR
REZR &0
5B A LOAEL: 25 mg/kg AE
BERDOEBE~DEE D BHEBRAA T ZRMNELUVRERE

B Sy bk

BE£K #0

BT - BB'REME, : NOAEL: 25 mg/kg {AE
R EFEEILL, . AEREELL,
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HEEA 4 T ZRBNE L UBREE

& oYy x

RERE #0O

BE - BRIRE M,  NOAEL: 10 mg/kg AE
BR EFEEELL, , AEEEELL,

HEA 4 T ZRBNE L UBRREE

B Sy bk

BE£K 0

BT - BB'REME, : LOAEL: 60 mg/kg {AE

fER: TR,

fmE: AT MEI/ON-T—FICE DL

FAXRaJLE VEE:

REROEBE~DEE D BB T ZRMNELUVBRERE
B Sy bk
BERE: RAAALTEEE
R fE

FERMESRSE (BEEIXCR)
FIRATRE L RERICESCRY DETERL,

FERMBSRSTE (REICR)
RHIcH=5. RIFREFISEICK VS TR HR, REE B) OERFEOETHh.

HS:

SRR FY:

"E%ﬁ% . BFEE, AP, SRR, B
TERAAD R D REIIh=5. RIFREFCEBIZKIEFZDES,
RERESEMN

%

SRGYTFU) RS

L D WIR

NOAEL . 500 mg/kg

LOAEL ;1,000 mg/kg

BE5Z% C 80O

A% 55 B D> 2 &5

IZRORE AT D B

& D Iy bk

NOAEL . 500 mg/kg
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LOAEL : 1,000 mg/kg
BE5Z% 0O
YA © 14 58
HZ R i 25 . BFEE, BEE, OO ®
& N
NOAEL .10 mg/kg
LOAEL . 50 mg/kg
BEZ% 0
YA X |
IZ R g 25 D PR R
JiE 1K D EEHBREEE
e . {ERA¥FILE FTIEIBEENGWEEZZ LN,
2 N
NOAEL 2 mg/kg
L OAEL : 10 mg/kg
BRERR © #0
IR EEEERE .27 8
IZ R i 25 . BRH hEasER
w& D ERMEIIE FTIEHEE N EWNEEZOND,
2 D YL
NOAEL ;100 mg/kg
BRERR © #0
IR EEEERE 14 A
e D BELEEEREIBESINGIA =
)0—X:
2 AV
NOAEL : >=9,000 mg/kg
BE5#2% D BRAHIAATEEE
YA : 90 Days
R —F:
T2 A
NOAEL : >= 2,000 mg/kg
BEZ2% D RIS A
A% 55 o . 28 Days
Hik : OECD :HE&HA K54 > 410
SVINRBTF U

|l Iy bk
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Sitagliptin / Simvastatin Formulation

€ MSD [} e

RES ETH: BEES: BiIERETA: 2023/03/20
11.0 2023/09/26 24505-00023 YIE{ERLA: 2014/10/21

NOAEL 5 mg/kg

LOAEL 30 mg/kg

BEZK #0o

A% 55 o 14 - 104 Weeks

HZ R i 25 Frig, 24, #EER B

L X

LOAEL 10 mg/kg

BEZ% #0

YA 14 - 104 Weeks

IZ R g 25 Frig, £, B

2 Y

NOAEL 30 mg/ke

LOAEL 50 mg/kg

BE5Z% #0

IZ Rz Frig, BiE

FAaJLEEE:

T2 A S i

NOAEL >= 8,100 mg/kg

BRERR RAHRAALTEEBE

A% 55 B 13 &

“BEFI

T2 Zv bk

NOAEL 24,000 mg/kg

BE5Z% BAAALTEE

A% 55 o 28 Days

T2 AR

NOAEL 10 mg/m®

BE52% A F;CA/S R /E

r3Alied | 2 &F

RAAEEN

FIFATTREGEMICEDCRY NEETEAEL,

AKIZxY HRBIKER

D%

DRIV TFU) VERE:

|F&A

%, BRJE
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R&T—%—t CIMSD /A
Sitagliptin / Simvastatin Formulation

&= WETA: BEES: AiIERET B: 2023/03/20
11.0 2023/09/26 24505-00023 #EERLA: 2014/10/21
RAAATZGE CER ERERRE RWEEK, A MHER BE TH
AV & b
R & D BETFULX—RGEECSTCENH D,
RAAATZIGE . 0] H?ﬂl%“z
fEIK: ESCERARAE, BEfE, MR, R, HER
RS BHERR

12. BREEFEH

SRBEH

5%

VERTVTFU) URIE:

asEn : LC50 (Pimephales promelas (77w kAw K3/ )):> 100

mg/ |
RRERRER: 96 h
Hi%: OECD HE&EH A K54 > 203

SOVOEOKEESHEY © ECS0 (Daphnia magna (A4 32> 1)): 60 mg/l
IZxt9 &M REERRERE: 48 h
Ji%: OECD ERB&AH A K54 > 202

R KEEWICRT HEM © EC50 (Pseudokirchneriella subcapitata (#5%)): > 39 mg/|
REEERFME: 96 h
A% OECD RE&H A K54 > 201

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

RREEEERE: 96 h

A% OECD E&R A A K54 > 201

AEM (8BS D BRKESEEE Pimephales promelas (77 v Ay K3/
)):9.2 mg/|

REEERSME: 33 d
Hi%: OECD HEEAH A K514 > 210

SUOVOEQKEEEHDY © RAXEEZERE (Daphnia magna (A4 3223)):9.8 mg/l
[IX 9 HEM (BHEEM) BREEAFR: 21 d

7k OECD HERA A K51 > 211

MEMIZxT 5E M . EC50: > 150 mg/|
BREERFME: 3 h
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€ MSD [} e

Sitagliptin / Simvastatin Formulation

RS WETH: BRES AIEIZRET A: 2023/03/20
11.0 2023/09/26 24505-00023 #EERLB: 2014/10/21
RE&S A T M EORINEH
7% OECD ERE&AH A K54 > 209
BRAEZERE: 150 mg/|
BREERE: 3 h
RERS A 7 MEORINE
/A —R:
asEn LC50 (Oryzias latipes (F1A % #)):> 100 mg/|
RREERFR: 48 h
&% BT smEsIBohfzT—2IZE DL
PRZAV.S L
asEn LC50 (Pimephales promelas (77w kAw KX/ 7)):2.91

[Zxd HEMN

WMEMIZHT SEMH

FAa)LE Vg

WMEMICHT 5=

TOVIFOKEEEHEY

R KEEYICHT HENE

mg/ |
RREERERE: 96 h
A% OECD HEAH A K51 > 203

EC50 (Daphnia magna (74 =< >2)):3.5 mg/|
PEEERFME: 48 h
#i%: OECD HER A A K54 > 202

EC50 (Pseudokirchneriella subcapitata (k3%)):> 25 mg/|
RREEEERE: 96 h

RAESZERE (Pseudokirchneriella subcapitata (%%:%)):
25 mg/|
REEERFME: 96 h

EC50: > 30 mg/|

BREERR: 3 h

HERS A T FEIRANA

ik OECD RER A K54 > 209

RAEEZERE: 21 mg/|
BREEEER: 3 h

HER AR A T FEOR N

Hi%: OECD HE&EH A K54 > 209

LC50 (Oncorhynchus mykiss (=< X)): 1,020 mg/|
RRERRER: 96 h
7#i%: OECD HE&RH A K54 > 203

EC50: 140 mg/|
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R&T—%—t CIMSD /A
Sitagliptin / Simvastatin Formulation

RS WETA: BEES: AiIERET B: 2023/03/20
11.0 2023/09/26 24505-00023 #EERLA: 2014/10/21

MEMIHT 55

REE - SR
H5:

DETVITFU) VERE:
RN

Kb THOREME

Kb THOREM

FZAILEVE:
R

“BEFa

AEH
TOVOEOKEESHEY
IZxt9 5&MH

BEKEEDICHT BEMN

RRERRER: 16 h
%3%:DIN 38 412 Part 8

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
BREERFMAE: 96 h
77i%: OECD ERERA A K54 > 203

EC50 (Daphnia magna (74 =< >2)):> 100 mg/|
RREERSME: 48 h

EC50 (Skeletonema costatum CEi¥EEE) ): > 10,000 mg/|
BREERM: 72 h

EC50: > 1,000 mg/|
RREERFME: 3 h
7% OECD :RERHA K54 > 209

R AEMETELL

E5fE: 39.7 %

RREERSME: 28 d

7% OECD RE&EH A K54 > 314

K5 fR: 50 %401 d)
ik OECD SHERA A K54 > 111

HR: ZOMRE,

R RES AR RE

k4 E: 50 %(3. 2 d)

ER: ZofEME,

E0fE 97 %

RREERSERA: 6 d

7% OECD :RE&RH A K54 > 302
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Sitagliptin / Simvastatin Formulation

€ MSD [} e

MBS HETH: BIBRE: BTEIZRETH: 2023/03/20
11.0 2023/09/26 24505-00023 YIE{ERLA: 2014/10/21
Il
EHEEY
By
RGNV TFU) VRIS
n~-#A49 432/ —)L/KnEHRE : log Pow: -0.03
(log fE)
SOUNREFY:
n-7#%o %/ —)L/ KAEFZE :©  log Pow: > 4.07
(log fE)
FAAJLEVEE:
n~-#A49 32/ —)L/KnEHRE : log Pow:-1.85
(log fE)
TiED OB
B
SRG)TFU) VEEIE:
"1%tﬁ¢®mﬁ log Koc: 4. 37
YV VE~DEEH
| ]
thoEERE
T—H1L
13. EELDIE
BEHE
BRRREEY A BARAROREIIZEVNLDT 5,
BREYETRKABEE L TIEESAL,
FRARRUVBE ENBRBIEZ. YA IIILEEIZEZEDEHIC, Ba 22+
REYNEEEICRTET 5.
BHICIHEENENMGE., XEARELTHEET S,
14. BELEDIEE
] AR il
& _E &% (UNRTDG)
EEES JEEZ Y
E&E#i£ % (Proper shipping JESK Y

name)
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Sitagliptin / Simvastatin Formulation

€ MSD [} e

&S WETH: BHEES: ATEZRET H: 2023/03/20
11.0 2023/09/26 24505-00023 #EERLB: 2014/10/21

[E &5 %8 (Class) o JEEZH

BIXRfERM (Subsidiary risk)  :  JEEZH

A 285 %k (Packing group) o JEERRY

S AR)L (Labels) DR

fin 26X (IATA-DGR)

UN/ID &S (UN/ID number) : 3JEEZ

EE#%4% (Proper shipping : JEE%Y

name)

EE 548 (Class) DR
BIXRfERM (Subsidiary risk)  : JEEZHY

B2 (Packing group) D OJEERY

S XL (Labels) |

Wakr (EYH) (Pack- : FEZRH

ing instruction (cargo air-

craft))

WatEr (REH) (Pack- © FEZS

ing instruction (passenger

aircraft))

7 _E#ii% (IMDG-Code)

EEES DR

EE# x4 DR

EE5H 8 D OJERZH

B RfEE S 2

BHRER 2

NI D FERRE

EmS a—F o JEERY

BEBEME RY - FED) 0 FFEH

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

G IREBORMICFTIEZS,

Il P il

EREDERF L. EHE 15 2SRRI 5,
A DREXE

LA

15. BRZES

BEEER

HRAE

fElRY. EERBMICERI LG,
L&&

BELCFEYME. EREFHE. BRFMEEMEICKILEL,
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R&T—%—t CIMSD /A
Sitagliptin / Simvastatin Formulation

RES WETA: BEES: AiIERET B: 2023/03/20
11.0 2023/09/26 24505-00023 #EERLA: 2014/10/21

HERER/EE

REFNBLEShLIEHED

JEEX S

WEDHFAIZZITEIREREY

JERZY

REEEN LEHARME

JERZY

ZRREDOBH o =L FYE (BFLFHE)
JEEZH

ZEREORBH oW EFEME FHREHEFME)
JEEX Y

BAREZBENTREBRVEUVEEY

EE ST &0 2 FEITHAIRE 9

[ ex4 EHE (%) BE
IBeFrss (1v) >=0. 1 -

AMELERTIREBEVRVEEY
JEEZY

HECEVEREE FHRA

JEELH

sah =T RERA

FEZE

M7 LI ETIHRA

LY

FRBEXDE TR

LY

HERLWEEETS - WRE— (EEY)
FEELH

SR URIYE

FEEZH

EEMEHIREE R E R

|EEE

BEHRARRE
JEEZY
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R&T—%—t CIMSD /A
Sitagliptin / Simvastatin Formulation

RS WETA: BEES: AiIERET B: 2023/03/20
11.0 2023/09/26 24505-00023 #EERLA: 2014/10/21

KR E

JEEX Y

MR EiE

e e LTHREISh TUL W

=ik

fElRMmE L TRHESh TGN
BEFRERUVBLLEEOMLICEY 5i&HE

(£ 5 FE A ; EHAMBEICIEEZY LA

& S daiE COEEFLEMEICEEZYLAL

FREE R U I FS AR SR I %

FRE AR (EE - MAKR)

e Y

BEREMBAERE @dL - @A)

JEEZY

BEEZEVONEBE VERICET ik

EEXREY

COHBOFEAIZDODVWTEEAS IRY M) —~DEEIER :

AICS CFRE

DSL N

IECSC N

16. ZDHD1EHR

5| Ak © BEMT—4. BEMESDS I2H DI F—%4 . O0ECD eChem
R—R2ILEIUVEIMIEEYER http://echa. europa. eu/ D&
REER

URIN—=U a3 U ERSNEBRBEANETE 2 AR THRARTINATLES,

BZ7+—<wv b . #/B/H

FTDHDIEEENDEX

ACGIH © KE, ACGIHPRHBEAME (TLV)

BAEZFLEZS (FFE | BAEEGEFS HBEEZOHE -1 tFXYEOHETEE
)

ACGIH / TWA o 8 EEfE. BEREMET

BAEEXFGERS (FRE | HBREE
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Sitagliptin / Simvastatin Formulation

RS WETA: BEES: AiIERET B: 2023/03/20
11.0 2023/09/26 24505-00023 #EERLA: 2014/10/21
FE) /OEL-M

AlIC - A—X FSUTDIEILFERASA AV RY; NTT - TS D)ILEREEMES, ASTM - K
EMHRRGS, b - KE R - EH M. TERME. EEEUELSHLESNHYE: DIN -
FAURBHEESE DSL - BERYMEVR L (BF %) E0x - FED XhDORIEZERIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFTEE, EnS - BERHOR T Do
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWDOREZEZRIFTEEZONDRL
R&R; RG - RERLOFEIE; CGHS - HRFM X T L GLP - HEREERE. 1ARC - EFR
DATRRHE, [ATA - EEMEEXHS IBC - BRIEFRDOESEEZD-OHDOMMDIEE
RURRREICET SEFRHEA. 1050 - 50WfAEFRE; ICA0 - EFRRMMERMRE, [ECSC - HER
HleEYELE: INDG - ERELERYRIE. IN0 - ERESHE, ISHL - FBRefEE
(BF): IS0 - EFRECHME. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO -
50%HEE (FHBIEE)  MARPOL - MfIC K B DMILD-HDERRER, no.s. - I
MBAMNARSNTNDELEDZERC: Neh - FURA NOAEC - BEEMFZERE, NOAEL -
BAESMHRZEL AL NOELR - EHEEMZEERFES NOM - A28 NTP - XEE
REMTOYU L NZIoC - Za—I—F v MEEME AR, OECD - ZFH NHEAFEE. OPPTS
- LEYMEREM - AEHILER: PBT - #OMRMM - AKRSBHEN - HHME WE) © PICCS - 7
1 VEVLEME A ARV FY—! (OSAR - (EEH) #BEFEMHAEE, REACH - {LFEHMEDE
$. &Tffi. B WEHKIUEEE (REACH) [ZB¥ H#HAI (EC) No 1907/2006; SADT - B N5 #Z
BE: SIS - RET—8T— I TECI - 2 A IZBRAFDILENED A R R TCSI - &1L
EMEA R M) —; TDG - fEEYE@E; TSCA - HEMERSE CKE); UN - E:&E: UNRTDG
- BRESERYEEES. vPB - FEICHIBRUFEICEEEME WIS - ERSRIRE
EUMERR AT LA

ZDRET—AI—FAT TSDS] ELVS) TIRET HHFEHRUUAT TKRFEHR) E0V5) E. KEHE
BEERIZE T, BHOREOME. FHR. RUMESNDHLETERTHS I LHHLEZEDTT,
AERIE, HEORLAEIEKL. FH, LB, RE. @E. BEERVRRICETIIHNM TR E
LTOHMEB SN TEY ., WHBIRIEXIIKEREELTIOTESHY FHA. NERIZL.
SDS MEBEZEICRINTVAIHESN-HRICHATIENDTHY . YRAEK/EOER LHEAE
HhET, XFTORPTHERASINSIGE. AXFICERNLZWLEY .. BRI S A L aTEEHE
NHYET, AEFZOFERABELMICEVNTIE, RERRUHREZIEZERAT 25512, FAES
MDEBRMUZIZETHFUEOBEINLIMEZEH T, FHERLOERT 2HETOEREDKR
IZHITHAREZOEEKL., FH, LB, RUREICOWT, BEREVNET,

JP/JA
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