RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EMERLA: 2014/11/07

1. eZRREUSHITER

EZEHDETF . Sitagliptin / Metformin Extended Release Formulation
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EMERLA: 2014/11/07

[CEHITHE, AZETICIE,

BRE:
P501 AEY ., BERERBIN-NEBHERICEET S &,

GHS £MEISIE L LMD fRR A S

BELMBRUBESNBE © BUANRICASE. MBHEREAREESZ E055,

EEEOBE BUAEDEMIZE Y. REQYEBNLREE - [L8@h s =
AN B D,
MI. N RULTELLEEDENAOREDMIC, BREED
BULAZERRT BBZhEHY T,

3. MR URSTER

tEYE - EEYDORXF C REY
5%
[d=2E CAS BS E8E (% w/w BN REHE
&5
Metformin 1115-70-4 >=60-< 70 2-2883
+)a—x 9004-34-6 >=10-<20
RGN TFU) UERE 654671-77-9 >=2.5-<10
hAy 1332-58-7 >=1-<10 1-26
“EBiEFE 13463-67-7 >=0.1-<1 1-558, 5-5225
4, HREE
— BRI 7 K/ R D EHOEEN. KON TCREBWESEELICEEDERS
%l-}-éo
ERNESICEE. TREEENHIEEIL. EEIDIETE
%l-}-éo
WA LFBE DRUVVAATESS, BT EROBERABET S,
ERNEN D EEICIIERBEATEREZ2I(T5,
REIZfE LI5S D KERITATESRELTLIESLY,
ERNBEN D EEICIIERBEATEREZ2I(T5,
RICA-1=-5H& o BIZA-EHBEIZK, KTELTFTIFT L,
TSN H Y BRGET HESICIIEBREETER2Z(+5,
MAHRAATEEE D BB RAAVEEE. EREEEDOERNGZVEY EE (T
A A

ERLEZZT5,
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EMERLA: 2014/11/07

KTAZEXELCTT
BEHEARTWER, O oiERIAE5ZAG NI &,
RMERRVERMEERDOE @ #BMLALOEMICEIY. KEOYMENLGRIBETIIFEENE

HEELGHIRER EHAREENDH D,
BLANIRIZAD E. BBHLRIBNEEDLZEAH D,
RARAL ERE,

WREEEY S2EDRE D MR EEEFELDOREITERZILL, HEESKTLSLR

EREZFERATH L, BREORREMENHDIEEE. HESD
BYGEANREREZSRBOCE (HE8Z23H) .
EEICH T HHAGEREIR | IFRESIUMEREZERTS &S

5 KKFDFE

S AT AP D KIEE
fit 7L a—ILiasE K
ZEbRZE (C02)

BRI N
50 TIX7E B ALV KH DORMRE L,
HEORBIRAEN D BMLADERE#EITS, ZRAICTIEEDHMMH CANS

BHLTEYBNENFET HERLABRKDBIRAH S,
RIRERYN~DBREREIREICEERETEENH D,

HERGEIED D RFRERIEY
ERERIEY
EHREEY (NOX)

BRDBENTE D RSOINR ERIRKRICHE CTEYGHEXRFRZANS,
KAHDBERZAENT H-OICKZEET 5,
RETHNIETKRIBE IV THEZ XKBEENSRET,
RN BRESED &,

HREITSBEDRE DORKEFICIE, BRRIRSBFEERT 5.
REEZERT .

6. WHFFDIEE

AMRISHT HEEEIA. RE @ REEZERT D,
BERUVEAREE REGWMYHZELDT N4 R (HBTE3HR) . EBARHE
BEn#REEICEN (HE8ZSH) .

REBEICNT HFTEFE D RBEADBHERTS &,
REZEHRELTHLG, bNPIEFENZELEDS,
BRINEZEFKEREL. L2975,
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EMERLA: 2014/11/07

MENE L CERTELGWNERIE, A BEBKISERYT 5.

HLADRTHEDFERDY @ ZENFIDE, wEEDINERBETHROERY ., BULRSF

2] ICBL. BEI D,
BLADEIPADRBEEITSH (TahE, BLADEEL
EREDEEZERIZEDER)
BLANERPITHALGRETHRESIN D LBERIEDES
EHTHDT, REICHLAZEBRSETEIE LA,
AEMZERE. BETDIRICE, A BEBRESLIUVEDOR
Bt~ TRET S &, TORBICERSAEYMEIZON
THLRHETHD. EORUNBERSINLENZHET DLEDN
H%
ASDSDIER BHLV L ZENT, HABBKRELUVED
EIRFDEEDY .

1. BEVWRURELDOEE

ek Uy

H T e »t %R D BESNBEL., BFEBARMIGIALIERESISRIT &
n"H5,
BRMGER, EE. FLEAFEESEKL EOEY LT
HBEZET 5,

BFfHER, £FBRK D EYRBSEBEOT COMAMERT 5,

ZeWFEEIE D MLAZRALLGWNI &,
AR FEITLN,
iR&DiEfERET S,
RE~NORBOE-IIREEMEZRITS,
BMEWNERITEREELCES 2 &,
BISBERAEORERICE DS, EEHORFESLUREHED
ETRECHEVERYIES Z &
MLADERLERBZEBAOERITS,
FRLAEWMGEICIIBRSRZFHAOTHE <,
BORMENSESITD,
HESMEICH L TEFHREFERELS L,
CHEFEFERTHEETIC, RBEXITEEFZ LGN &,
FNOREYEHILEL, BE~NOKREZR/NRIZTHL55F
295,

i [m] 55 D ERER

BAERE D BEOFERFIIEEMEADE S EOTEESELH D BEIE.
EEBFROELIZTA ISV VI VRATLABLURE Y v
J—%HREL TS,
FARDIRBRUEIEEZZILT S,
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RET—2V—F

€3 MSD /) e

Sitagliptin / Metformin Extended Release
Formulation
&S HETH: BERE: AIEIZRET B 2025/04/14
14.2 2025/08/11 29108-00028 WEERA: 2014/11/07
BEIN-KRRITEFERT HHEICHEKET LS L,
27U TADHERMEARL—a VI, ToP=7O
vha—)L, BUGEALERE. BULGKRLESLVE
EBREFIE. EXFLEER. EXERLEERAMNOERDOL
Exa—%2&8TRWENHY ET,
RE
RELGREEH BHLESRILODNEEREBIZANTHEC,
BEOHREIZH > TRET 5.
ERREZ Y E ROMGBFEFEELHLLIZEELEL
SRR AL F
REGRHBAEMH WSEVME: fIR%EL,

8. I EMILRUREIEE

ERREICETIRINRERR/HFBRRE

5% CAS BS B (RER | EHEREE/ RERE | HA
9) B HBRE
Metformin 1115-70-4 TWA 1 mg/m3 (OEB 1) RER
/ILO0—X 9004-34-6 TWA 10 mg/m* ACGIH
RGN TFU UBERIE 654671-77-9 | TWA 0.6 mg/m3 (OEB HER
2)
Kaolin 1332-58-7 OEL-M (A | 0.5 mg/m’ BAREXEE
H# L A) 2R (FRR
)
OEL-M (#a 2 mg/m’ ARERRLE
CA) 2R (FRR
)
TWA (FFOR = 2 mg/m° ACGIH
E)
Titanium dioxide 13463-67-7 | OEL-M (%A | 1.5 mg/m* BAREXEE
T EE) (F2Y) Z= raR
)

HER AAYME,

ME28B) ICHBShDIMEE, N

BB+ THEVIE, 3740bhb, EEHRN S DIHLARER
THY, BMERH DA +2TEHEL. F=E, EFHEHL
B DFEHPUIEE LAY, BIYMEREL 5 DFHIN+ I THS.

OEL-M (#&
E)

2 mg/m’
(F2)

AAEEME
P2 (HER

E)

HER AAYME,

ME28B) ICHBShDIMEE, N

BB+ TEVE, $740bhb, EEHRLN S DIHLARER
THY, BIYERLSDEHLA+HTHEL. FE, EFHEN
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
14.2 2025,/08/11 29108-00028 HEERB: 2014/11/07
5O LAY, BEERL S DI+ 72 TH S.
TWA ("2 [ 2.5 mg/m’ ACGIH
) (ZEBIEF 42 V)
COMBEIFEYMENICFIATTRETIRELN=S, BEEZFRATIEREFEELEEA.
—EIEFE
R fm iR D RAYADERER/IMET AICIZET ARG HEMaY O
_)Léﬁﬁ Li‘g-o
Wh, REEBSLVREZREST S-H. 2T 00=T71) >
JEBIHRBHRFICLYERESNA., MPERIZHEVERSL
BBENHYET,
RER
MR FRER D BYLBFBESEENFETELRMGS. TIRECEFEM
THENA FSA4 Vo OHEBENDIXCENTEIN-GEEE, B
RIREREFFRHLEL LS,
T4NLE—84T ¢ 1=z R
FORER
ME D O TELEFE
IBORER DA RU—IL R EREREL LLFXT—FJILEFERT 5,

FEREL LIIEERICROSVVMRE, S X+, T70Y
W ENKET BHEIE, BULAI—JILEERT %,
MLA. SR, ALLEFI7OYVILIZENEESLOEIND
AREMEAHDIEEIE. T —AV—IL KL LLIXZFDIEHLID
INT7z—RBEOTOTHo avEBERLELLS,
EERUVEBADZRER D Az A —LBLLKIFEBREAI—FEBFERALELL S,

9. MEMRWERIEER

PRI S S i
=) COER
R L T—8%L
RuoaoLEv@EiE L T—A%L
bR R E R L T—A%L

BRXIVBRARVHEERE  T—2%4L

AT (BMR. ) DMIL AU RYUTH LB ZDEIADUNEDRIC, BN
DM LAZREMRT DEETNLHYET,
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation

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

14.2 2025/08/11 29108-00028 #EMERLA: 2014/11/07
AR GEIR) D TFT—A%L

BRETRARVERE LRR AIARR
BEEEDO LR/ ARER @ T—427%L

E

IREGEDOTR/aAIRTR - T—27%L

E
BlK = ]
P RRE D TaRL
pH L T—Aa%L
AREE o JEERY
BRKENEE . F—Aa%L
FhE

EIFEE (EhfhTEER) o JEER Y
BEE

KB D T—ARHiL
n~A9 %/ —IL/KSEFRE - EERH
(log {&)
AT C RS
FEERV/ XITHERNEZEE

tHE T—R2GL

BE . T—A%EL
B HREZE D OJEERS
IRFHY COBREMELL
ER1E45E D AEREFBREEMEE LTESEIALL,
NFE D T—R1IL
PR

PFHA4X D T—A%EL
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EMERLA: 2014/11/07

10. REHERFRGHE

RS D RIGHEEKRE LTIESES NG,
LR EM D BEORETRRE.
fElRAERIGATEM DI AU RYUTRLLREDEFEMIOLEDMIC, BEME

D LAZEEHRRT 2EETNLHYFT,
BUOBRIERIERICT A2 ENH D,

WITHEREEH - I &
MLADREZETS,
R fEIRYE D ERMER
BREEL D EERY L RBREELEHSBERYIIE SN TULVEL,
11. HEHER
AEEME D H S REBZEDER © |A
R IS
EE
RIZA-EBE
SHEEH
MHRALERE,
B
AansElE @ &n) D RMEMHEM: 1,588 mg/ke

HiE HEICLDSAE

%,
Metformin:
2MEY (#&0) : LD50 (Z v k): 1,000 mg/kg
LD50 (¥ X): 1,450 - 3,500 mg/kg
LD50 (HJL): 463 mg/kg
LD50 (724 %): 350 mg/kg
LD50 (EJLEw k): 500 mg/ke
/) Lo0—X:
SMHHEME o) : LD50 (Z v k): > 5,000 mg/ke
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
&S HETA: BERE BiIEkETA: 2025/04/14
14.2 2025/08/11 29108-00028 PE{ERR: 2014/11/07
AaME" (RA) : LG50 (5 v k):> 5.8 mg/l
MBRERFME: 4 h
HBRRE MLA/S Xk
AnET BR) : LD50 (o). > 2,000 mg/kg
SR TFU VRS
AMsEE @ &n) : LD50 (5 k):> 3,000 mg/kg
LD50 (% 9 R): 3,000 mg/ke
hxy:
atEN (B0) © LD50 (5w k):> 5,000 mg/ke
a2z B : LD50 (T F):> 5,000 mg/kg
—BEFE:
2EEE @&NO) : LD50 (T F):> 5,000 mg/kg
24sE (RA) : LC50 (T k): > 6.82 mg/|
IREERFE: 4 h
HEBRRE MLA/S Xk
TFEAAD M COMEFHITEEDIEMORASHETE
L\o
ERERN. fliEt
FIFATTEELIERICE DR Y DEETEALY,
B4
Metformin:
2 YR =
HwR D BEOEERE
SR TFU UEEE:
2 R
ik D FLa XREER
R D EIERBELZL
hxy.
L] oYX
Wab: : OECD :RE&HA K> 1 > 404
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REF—5y— b

Sitagliptin / Metformin Extended Release

€3 MSD /) e

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EMERLA: 2014/11/07
R O REREAGL
ZEBEF 4 v
E N
R o REREAGL

RIZx 9 S ERTIRGHE RRIBE
FAREGERICEDCRYDETELL,

B

Metformin:

£ LS

R D BEORRIH
SR TF U UERE:

2 L YR

#HR o BRICHRIEOE,

Hik D R4 XEHER
hxu:

i oYX

TR © ER~AORIEAZ L
“BiF2

i oYX

R : ER~ORIEAZ L

FEOR 28 BAE1E I3 R R BT

BB

FIFARE R IERICE DK R Y NETELLY,
MO 25 R AE 1

FIFAARE R ERICE DK R Y NETELLY,

D%

SR TFU UEEE:

HEgA AT © BT D/ NEEEEER (LLNA)
i DX IR

Wab: . OECD :RE&EHA FS4 > 429
R D REREME TN
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
&S HETA: BERE BiIEkETA: 2025/04/14
14.2 2025/08/11 29108-00028 PE{ERR: 2014/11/07
“EBiEFE
HERA A T © BT U/ NEREERER (LLNA)
REOERE D RS
& DY HRA
R DR
SiEMREREAY
FIATTEELIERICE DR Y DEETEALY,
B
Metformin:
invitro TOEESEHE D REBRAA T MAEMERVWSEREALT EHER (AMES)
R =t
SHRE&AR A T in vitro 7w tA
TAMRTFL:RHORY /N EHRE
R =t
HRERA A T RBRER
TRAMRTL: ANBEID) 235k
R =
in vivo TOEEEMN D RERA A T MR
B.vHX
BREZK 0
R =
+)l0—X:
invitro TOEESHE D HERAA T MEYERWSEIREALT EHER (AMES)
R =
HERZ A4 T in vitro BELE YRS G FERRER
R E
in vivo TOEGEM D OHERA 4 T HEBYARMBR/MEEER (in vivo MAaEMER
E%)
B TR
BRERE SRAHRAATEEE
R E
RGN TFU UERE:
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
&S HETA: BERE BIEISRETH: 2025/04/14
14.2 2025/08/11 29108-00028 PE{ERR: 2014/11/07
invitro TOEEEM o BERA A T Ames FHER
R e
REES A T in vitro Z2RAEEHRER
FRARRTL FrA4Z—RN\LRS —IEK
R e
HERAZ A 7 DNA 1815 L1815, IAELMMDOAELI DNA &/
(in vitro)
TAMRT L 5y MR
R =t
in vivo TOEGEMN D OHRERAY A T INMEEER
. w9X
BRERK 0O
R =t
—BEFE:
invitro TOEESHE D HREBRAA T MAEMERWSEREALT EHER (AMES)
R =t
in vivo TOEEEMN . ERERZ A T in vivo /IMEERER
B.vHX
R =
EHRAE
FIFATTEELIERICE DR Y DEETEALY,
B4
Metformin:
i DX OR
g 25 B 91,8
Br5E . 1500 mg/kg AZE
R Do e
i I Y kAR
B ERER C#n0
g 25 B 104 @
k5= © 900 mg/kg AE
#HR X
i DTy bk, AR
BE5ZK C#n0
i 25 i R 104 8
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RET—2V—F

€3 MSD /) e

Sitagliptin / Metformin Extended Release

ENAE-TEXAD

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
14.2 2025,/08/11 29108-00028 HEERB: 2014/11/07
LOAEL 900 mg/kg {AE
R =
EZrfigss FE (HEEL)
HE EA#%EILE FTIEEERAENEEZ ENS,
+)A0—X:
& Sw bk
REZRR RAAATEBE
A 72 38
R [
RGYTF U UEBE:
g TR
BB #0
i 25 R R 2 F
R (=X
& Swv bk
BRER® #0O (8EK)
i 25 R R 2 F
R [k
EZEaligzs FF gk
=3 HERCHEIN-FELEN

AHLOEEMA LT HE. EAAMYE L L THESIAGL

—BEFE2

2 AR

B E R WA #HCA/I R N/E)

A% 55 e ] 25

Hik OECD B&H A K54 > 453

#HR 514

= EAEFIEE FTIEREEN GV EEZOND,

ENAE-TERADH

EEEtt

COYERFEDFHIFIATEETE A =0, MEZRAY
HEREFIEELEFEA,

BYMERBRICEVTRAIZE 2RAAEDRE RGN H D

FATREAERICEDCRYDFETELL,
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RET—S>—F EIMSD /A

Sitagliptin / Metformin Extended Release
Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EYERH: 2014/11/07

oA

Metformin:

FIRICH T D58 D REBRAA T EEAH
B oy b
BEZK #0
A 5B F1: NOAEL: 600 mg/kg {AE
IR ZREEICEEREL,

BREDRE~OEE D HRBRAA T EE
B ovhk
5 &0
F A% NOAEL: 600 mg/kg AE
BR EFEEETTL.

R4 7 2RI L UBREEE

& oy x

BER® &0

B - BRIRE M, : NOAEL: 140 mg/kg AE
R EIFEIEGR,

Z)O0—X:

EIRICKS 82 D HRERA A T —HRETESERER
B oy
BRERE SRAHAATEEE
fER: 2

RBRORE~DFE D RERA AT ZHREESN / OHRERE
Bovbk
BERE RARAATIEE
R fEt

SRGYTFU) VERE:
FIRICX S D& D HERa 4T 2HEEeS / OHRERE
Bovbk
BREZK &0
S 5EA: NOAEL Parent: 1,000 mg/kg {AE
R AREADFEFITWNC EAFYEBRTHLMNIE -1,

BROEBE~DEE D HEBAA4 T 2RINBLUVBRERE
B oy
BEREK #0
fEZF s 1% LOAEL: 250 mg/kg AE
BRESELEFRANDETLEEENH L ENFIBAL, |
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REF—5y— b

Sitagliptin / Metformin Extended Release

Formulation
REE ®ETA:
14.2 2025/08/11

BERE:
29108-00028

€3 MSD /) e

BIEIZRETH: 2025/04/14
#EYERH: 2014/11/07

FERNESREN (HEETCR)

EFHZEIG,

HERA A T ZRNE L UVRERE
B oux

fE2F 1% NOAEL: 125 mg/keg AE
R EFEEEGL,

FAREGERICEDCRYDETELL,

FERNESREN (RETCE)

FAREGERICEDCRYDETELL,

RERSEMT
0%

Metformin:

i

NOAEL
bR
Bk 5% v )
]

1

NOAEL
bR
PR 25 s ]
)

1
NOAEL
REH2E
R 25 e il
]

+)0—X:

1

NOAEL

R 52
R 25 e il

DETIVTF U VB

E

AN
125 mg/kg
#0o

1 year

BECHEEREIHRESNGEN o=

A S
100 mg/kg
#0o

1 Year

BEGHEEREHREShG,N 0=

X

50 mg/kg

BT

2 year
BHELGAEEEREIHRES G, -1

AN

>= 9,000 mg/kg
MARAATIGE
90 Days

KPS
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
&S HETH: BERE: miERETA: 2025/04/14
14.2 2025/08/11 29108-00028 MEERA: 2014/11/07
NOAEL ;500 mg/kg
LOAEL ;1,000 mg/kg
B 5 O
iR 2 B D02 F
EriEE D B
i D Iv bk
NOAEL : 500 mg/kg
LOAEL : 1,000 mg/kg
B 5 R © #0
BR FE B RE : 1458
EriEas C FFEE B, D, =
1 DN
NOAEL o 10 mg/kg
LOAEL . 50 mg/kg
BEZ®K C#n0
BR FE A . 538
EriEa D iR
fiE K D TEREES
5% D EA#FIIE FTIKEEALGEWNEEZ BND,
i PN
NOAEL : 2 mg/kg
LOAEL : 10 mg/kg
BREERK C#n
g 25 A ] 27 A
ERIEER D BEE, PREER
fiE K D EHEREESE
= . ERBFITE FTIEEENGWEEZ BN D,
L] |
NOAEL ;100 mg/kg
B E R 20O
A% 55 B ] 14 8
= D BEELEEERIEIHRESIAGL T
ZBIEFE
2 A
NOAEL : 24,000 mg/kg
B 5 R L BRHRAATEEE
B & A . 28 Days
L] A
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
&S ;ETH: BEEE BiIEIZETA: 2025/04/14
14.2 2025/08/11 29108-00028 PE{ERR: 2014/11/07
NOAEL ;10 mg/m*
BEZH®K D RAGELCA/S R NE)
A% 55 B ] D2 &
RAAEEH
FIRAATRELIERICE DR Y DFETEALY,
AEIZHT 5 RBEHER
B
Metformin:
RIS D EERBERHTAIIENDH D,
RICA-=-H& D EEBRBERETSENH D,
A RAATEIEE OEK TR, mESR, BN, BEBEOARARR, G ENE, K
37, EBYE
RTYTFU LRS!
®A CEK ERCERREE, WHEEZ, DAJE
A RAATEIGE COEK ERERSE, RMWEEK, BHE HER BB OTHE

e L
H5:

Metformin:

B KEEMIIT HEM © EC50 (Pseudokirchneriel la subcapitata (#k%)): > 100 mg/|
IERERFME: 72 h
75i%: OECD SHERAA K54 > 201

RAESEEE (Pseudokirchneriella subcapitata (#%)):
100 mg/|

BREERFRE: 72 h

7% OECD FHER A A K541 > 201

BEM (IBHEN) D BRKEEEEE (Pimephales promelas (77w kAW RKI/
2)): 10 mg/|

REE R 33 d
75k OECD EHERAA K34 > 210
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EMERLA: 2014/11/07

DUOEQKEEEHSY | RARXEZERE (Daphnia magna (FA 22 3)): 40 mg/|
9 SEM (IBHESH) BREERFR: 21 d
7% OECD FHERHA K54 > 211

-
=

~

g

WMEYIZHT HEMH : EC50:> 1,000 mg/|
BRERFME: 3 h
SRER A A T RN
7#i%: OECD FHERH A K51 > 209

IO —X:
y: k=3 : LG50 (Oryzias latipes (F1A & #4)):> 100 mg/|
MRERRERT: 48 h
&% BT sPEIMBEONT—2IZE DL
SRGYTF VRS
BEN . LC50 (Pimephales promelas (77 v kAw K3/ ™)):> 100

mg/ |
IREERFME: 96 h
7% OECD REEAHA K54 > 203

SOVIEDOKEESHSY © EC50 (Daphnia magha (#4322 3)): 60 mg/|
IZxt9 55MH REEERSR: 48 h
A% OECD RERAHA K54 > 202

B KEEYICRTSHEM ¢ ECS50 (Pseudokirchneriel la subcapitata (#k%)): > 39 mg/|
REERRER: 96 h
A% OECD HERHA K54 > 201

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

RREERSFR: 96 h

#i%: OECD FHER A A K541 > 201

AEM (IBESEY) . BRAKEFEERE (Pimephales promelas (77 kAy FZ/
2)):9.2 mg/|

MEEERFME: 33 d
7% OECD HEE A A K54 > 210

SOUVIFEQKEESHEY @ RKEZERE (Daphnia magna (4 3223)):9.8 mg/l
[Zxt9 5F M (BESEH) BREEAFMA: 21 d
7#i%: OECD BHERA A K31 > 211

MEYISHT 5 . EC50: > 150 mg/|
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
&S HETH: BEES BIEIZRETH: 2025/04/14
14.2 2025/08/11 29108-00028 #EERLR: 2014/11/07
RREERFR: 3 h
HERA A T IEIRNH
75i%: OECD FREEAHA K54 > 209
RREZERE: 150 mg/|
RREERFR: 3 h
HERA A T IEIRNH
“BIEFE
aEk ;LG50 (Oncorhynchus mykiss (=< X)):> 100 mg/|

BRFERFE: 96 h
75i%: OECD EAERA A K54 > 203

SOVIAEOKEESHEY © EC50 (Daphnia magna (A4 3L >3)): > 100 mg/l
129 &M RREERERT: 48 h

A KEEWIZRT BEM ¢ EC5H0 (Skeletonema costatum CGEZEIEEE) ):> 10,000 mg/|
MREREER: 72 h

WEMIZT 5 . EC50: > 1,000 mg/|
MREERFME: 3 h
ik OECD RERAHA FS 4 > 209
RE - o
B4
Metformin:
SR D FER AES R AEE
5 50 %
RZERR: 2 hrs
+)0—X:
o L R Sk,
SR TFU UEEE:
SR D RBR EESBETERLRL
H R 39.7 %
MEEERFME: 28 d
7% OECD HEE A A K54 > 314
KPP THOLREM DK S R 50 %(401 d)

735£ OECD EHERAA R34 2 111
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RET—2V—F

€3 MSD /) e

Sitagliptin / Metformin Extended Release

Formulation
&S RETH: BEEE BiIEkETA: 2025/04/14
14.2 2025/08/11 29108-00028 PE{ERR: 2014/11/07
HHEREN
7% 0
Metformin:
n~-#449 4%/ —JL/ KHEZRE © log Pow: -2
(log fE)
SRGYTFU) UERE:
n-#Ao %/ —IL/ KHEIZE :  log Pow: -0.03
(log f)
TiEb OB
B
Metformin:
BREROL log Koc: 4.3
#i%: OECD HERA A K54 > 106
RTYTFU LRS!
BREROL log Koc: 4.37
IV UB~DOEEH
JEEZY
thoEERE
FT—RHL
13. RELDZFE
REAE
RREEY A BAKRORF KNS 5,
BEMETKAEEE LTIEE S,
FERBRRUAE ZOERBIE. VA VIWFEIZIRED-OHIZ, BAE=ZIT1=
REEYNEBEEICRTT S,
BICIEENEWGES., RERARELTEET S,
14, WX EDFE
E R
fE L #i3X (UNRTDG)
EEES JEEZY
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RET—2V—F

€3 MSD /) e

Sitagliptin / Metformin Extended Release

Formulation
REE ®ETA:
14.2 2025/08/11

BERE:

29108-00028

BIEIZRETH: 2025/04/14
#EYERH: 2014/11/07

E:E#iX 4 (Proper shipping
name)

EE 548 (Class)

B REREM (Subsidiary risk)
B E#R (Packing group)

S AL (Labels)

RIEAEN

finZ2 % (IATA-DGR)

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

E&E 448 (Class)
BlRfER& M (Subsidiary risk)
B E#R (Packing group)
Z AL (Labels)

WaEr (EYH) (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)

EE 5 %8 (Class)

Bk a4

BRER

SN

EmS a—F

BELSEME G&E - FFHB)

JEEZH

I
I
I
el
I

JEER
JEER

JEER
JEER
JEER
JEER
JEER Y

JEER Y

FFExH
FFExH

FFExH
FFExH
FFExH
FFExH
FFEx S
FFExH

MARPOL 73/78 Kt/R%& [1 R U IBC A— FICX A [XBAME SIS EEME (Y - EZY)
s SN REBOERICIFIEKS,

E R

EnHEDERF L. BHE 15 22HT 5,
DR EER

JEER Y
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release
Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EYERH: 2014/11/07

15, BAZES

AR

HRAE

fERY. EERBRYISERES LB,

L&&

FELCFME. BERILEYE. BAFMEEMECEKL LG,
HEREH/EE

BEENEILShIEEY

JEER Y

BEDHTERITHIREFTEY

JEER Y

fRREfEER L iest ARME

JEER Y

ZRFAEORBO oh-LF2YE BIFtLEMH)
JEER Y

ZRRMEORBO oh-tFWE (FREBELHILEME)
JEEZH

AMETENTREERVRVEEY
FEES57FMD2 (B3MED?2 Hlk2)

[4=2E EHE (%) wE
EBitF42> (V) >=0. 1 -

AMFERTIRERRMRUVEEY

e

RREEELFVE (FEBREMERAIE 594 £ 2)
e

RAREME (FBRE/ERRE ST ED 2)
JEER Y

RFECFVERSTHRA

[

A EFRIRAI

[
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release
Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EYERH: 2014/11/07

m7 JIL¥ILEnshEF IR A

EHE

HRBEFDESFRHRA

EHE

FERL/EERETS - IRE— &Y
EHE

B R URIMEEE

EHE

LM EHHBEERREE

EHE

BEHRARRZE

EHE

U S ) E A

EHE

iR &%

EEYME L THREISh TGN

fize ik

EEYE L THREISh TULVAEL
BEERERVEEREDOHLICET 558

(£ 5 FEAEIE : ERIAMBE(ZIEEZ S LA
ERRLITPeS D BEFELEYEIZEEZE LGN
FREE B U IS S IR

FREEMAEMHEEIRE (B - AT

JES% Y

HEMERMEEHEERE E@E - @A)

JES% Y

EEVOLEBRVERICEAT 5%

EEXREY
COHERBOEAZDVWTEEAS RV M) —~DEEHIFR :
AICS CORE

DSL CORE

IECSC CORE
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EMERLA: 2014/11/07
16. ZDHh1ER

ASDS [CENWTHBREFEZDBIAZNEDRENMERTDIS S, EXWETHLIERE
BHET

5| FA 3k D BfE#HT—42. EME DS [E DL F—4 ., O0ECD eChem
R—2ILE L VERMEEMER http://echa. europa. eu/D1&
RIER

Bt Z24+—<v bk . #/B/H

ZFDDIEEDE X

ACGIH © KE., ACGIHBESEAE (TLV)

BAEEHESS HRE | BAEXHERE HREEZOHE -1 t2VEOHERRE

)

ACGIH / TWA . 8 HEM. EFRIMNETY

BAEEGESRS GIRE | HBREE

E) /OEL-M

AlIC - A—R SV TDIEILFERSA AU RY; NTT - TS5 DILEREEME, ASTM - K
E#MEERBS bw - KE OR - AU, ZEFRE. LESEELHDHESNHYE DIN -
FAYRRHBARELE, DSL - ERYMEYR b (T4 Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGERIFTEEZAONDIERES, InS - REKOR T2
—JL; ENCS - LT EDEAFLEEME )R b ErCx - FED XWDOREERIZFTEEZEZ ONDK
RE, ERG - BRXMIEOF5|E; GHS - HRAFM AT L GLP - HERERMRE: [ARC - ER
NAMZE. [ATA - EEMZEEERS, IBC - BRIEFROESBEZD-HDOMMDIEE
RURHICEAT 2ERRHREI: 1050 - S0%FEERE; 1CA0 - EFRRREIMZEMES; [ECSC - HER
FlLEYELER: MG - ERELEKRMAIE, IN0 - ERESEHE, ISH - SEREEEE
(BF): IS0 - EFRZR#EEHE. KECI - REBIFLEMERE: LC0 - 50%BILRE: LDSO0 -
50%EtE (FHEILE)  MARPOL - MfIC & B FRDMILEDI=HDERRERI: n.o.s. - I
MBNATSIN TS LD ZERS: Neh - FUREI NOAEC - |EZMZEIRE, NOWEL -
BEEMZELAL, NOER - BEEEUFZEAFES NN - A5 a2XRA NTP - KEER
REMETOTFL; NZloC - Za—D—F > FMEEWERR, O0ECD - #EFiHHFFKEE, OPPTS
- LEHMEREN - AFEMHLLE; PBT - #ofMEN - £HEEN - HEEE WE) ; PICCS - 7
1 VEEEMEA A )= (SRR - (EEH) BEEMAEE, REACH - LEYEDE
B, Ffi. 2B WHEKIUEHE REACH) IZBHY 5RAI (EC) No 1907/2006: SADT - H2INESfE
mE;, DS - RE&T—42P— b, TECl - 2 A ICBEFEOIEEMED A RNV K1) TCSI - BE{E
EWMEA R MY —; TDG - fEiEEE; TSCA - BEMERGE CKE) ; UN - E&E; UNRTDG
- BRESEIRYEEES. WPB - EEICHSBRUVIERICESERN, WS - EXSEKRE
EMMERRRT L
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RET—H—F EIMSD A v
Sitagliptin / Metformin Extended Release

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
14.2 2025/08/11 29108-00028 #EMERLA: 2014/11/07

CDRRET—HI—FQEUT TSDS) &£V D) TRIT H1FEHR (UUT TXREHRI &0V DI)IF. mEHE
BERIZEVNT, BHOREDHH. FH. RMMETDLETEETHL LHHLEZIDTT,
AERIT. HEOTLGHEED., FH, LB, KRE. @X. BEERVRRICETSIHIF VR E
LTOHAMERESNTEY . WHELRERIRERBEZLT LOTESHY FEA, KF®IL.
SDS DEEFICTR SN TVAIRESNLHGICETSLDOTHY ., HEAEL/MORR EEAE
HET, RFTOCLRAHTHEASNSEE, AXHITERLSGEVRY . BHICIIAE S GRS
AHYFET, AHRGOERBSMICEVTIE, AERRVHREEHEEZERT 5812, FRES
MOFRBREGICE T L2AERBOEYLAMESHT. FRAESMOERY 52HETORENIKR
[CETHARHADEIFKL. FA, BE, RMREICDONT, #BEEVET,

JP /7 JA
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