R&T-8—b EIMSD A

Imipenem / Cilastatin / Relebactam

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.1 2025/04/14 67743-00032 #EMERLA: 2015/02/27

1. eZRREUSHITER

EERmDETFR : Imipenem / Cilastatin / Relebactam Formulation

HieEosHaH. EMAUVERES

HIEBE DS LT : MSD

EL D BEER AT B 810 MSD #xX<tt =BT HS
EiEES . 048-588-8411

EBEFA—ILT7 FLR . EHSDATASTEWARD@msd. com

REGERBEES © +1-908-423-6000

HER SRR U ER_EOFHIR

2 & D EER

F A EDOHIE o JEEY

2. ERAEFEORN

L&D GHS 7748
RICHTHEEGBGEE R © EH2A
Rt

a1 DR
HEEE P8 Y
RESMRESZEE (REEC © B9 2(BE)
=)

KEREHEN 28 (& DR
%)

KERFEHENE RY (18 DR
%)

GHS 5 RILER
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Re27—8o—t EIMSD /A

Imipenem / Cilastatin / Relebactam

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.1 2025/04/14 67743-00032 MEER B 2015/02/27
BERXIEL URIL : % %'
S EMAFEEE D fEkR
fEREEHER © H319 &L ER#IE
H334 IRAT B ET LILEF—, HA () BEXIXFEREEZEZRE
TR,
H361d BRIRADEZEDEZTNDEELY,
H373 RHilChi=5. RIFREFCEIZLVESE (B OE
EDHFN,
HA10 REAE GBS EIZ L > TKEEWIZERICHRNEM,
FEESE

REXE:

P201 {EARATICEIRERBAEZAFTH &,

P202 £ THREFEFHRAERT IETMYHFEHLAENI &
P260 # CAZMA LN &,

P264 BRiEWMVEIIREF L <CHES 2 &,

P23 IREBEADREFEITH &,

P280 IREF R MRER MRERE. REMEEHATH &,
P284 MR+ A 7B E. FRAREREZERTHI L,

HREE:

P304 + P340 IR A L1=15E : ZXOFELTGAICHE L, HFRL
PFNERBTHRESIESHZ &,

P305 + P351 + P33BERIZCA - T-15E : KTHIEEEELE

5T ¢, RZAVE Y FPLUREBERLTWOWTERIZNE 515
BlINT L, TDRIVEKSEERITH L,

P308 + P31 IXK BNIFKIXK BEDBEHAHDIEHE : EEIDEZE
SFRETERITDH L,

P337 + P13 ERDFIHA KL HE : BRFDZR/ FHTEZ(T
é : &O

P342 + P311 MR (ZRH 9 BIERAHEI-15HE : EENICERKT S
&O

P391 SR ZEREIRT S 2 &,

RE:
P405 fEfE L TIREI D &,

BE3E:
P501 AEY. BB ERBIN-NEBRERICEET DL &,
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Re27—8o—t EIMSD /A

Imipenem / Cilastatin / Relebactam

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.1 2025/04/14 67743-00032 #EMERLA: 2015/02/27

GHS M 4RIZE%Y L B L Mb DR A B
ERGHIRRUVEBESNDIE @ BMLALOEMICIY. KEOMEBENGRBIILZENEE
BEREOHE DEEEMEN H D,
MI. N FYT3HLLEZEDEFIDNEDMEIC, BRED
BMLAREMHBT HDEENLHY ET,

3. MR URSTER

LEYE - ESYDR5 : EAY

5%

LEA CAS &= Z2HE (b w/w BN TREE

£S5

VIRERFUFRNUIL 81129-83-1 >=30-<40

A4 IRRL 74431-23-5 >=30-<40

Relebactam 1174020-13-3 >=10-<20

4 BEEE

— BT KA R D BHOBEY, SN ChGNWEERELICEENDEZE L
25,
FERNREICIHE. FREARBLIHLERIE. EMDIERE
ZIT5,

RAL=EHE D RVDRAARESS. FIEERDOSERANBEYT 5,

MEDR L TULVELMEE IS, ATFRZRET,
MR A N SIS A CIXBEERAZITI,
EENEZZ(T5,
REIZHELBE D EfML-BE. ELICEEERITALZEDKTEREVLRT,
BELEKBRELUHZER <,
EENEZZIT5,
BEADRIZKIREXD.
HEBFERT IENERITES,
RICA-T-1BA& OB L-BE. ELICEEDOKTAHLECES 15 BB E%
LR,
EEIZTERESICIE. a8 FLUXERYHNT,
EENEZZIT5,

RARAATZEE DORFHAAESE., BEICHMEEL,
ERLEZEZZITS,
KTOz&ELTT
SHERRUVERMEROR @ BEOKERZET. BEOWELMOTFREE BIZERE. K
HERLGHIRER EXXR. RICTEHETSERS) ERLSELRELSH
YEJ,
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Re27—8o—t EIMSD /A

Imipenem / Cilastatin / Relebactam

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.1 2025/04/14 67743-00032 #EMERLA: 2015/02/27

MLALDEMICEY ., REOYEMLGRIBEIIEZENE

=50 EEELH D,

38 VR RIE
WMATBETLILE—, FA () BEXIFIERRSgEZET
BEn,

BRADEZEDEETNLDEL,

RHIIH=5. REREECBICLIBHEDOEETDE TN,
WREEEY H2EDRE D HaMAEERBLDREITEEZLL, HESATLSR

RREZFERATH L, BREORREMNHDISEEE, HESD

B EANREREZSRBOCE (HE8Z23H) .
EEISH T DHAGEIREIR | IFRESIUMEREZERTS &

5. KKFDEFE

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

BRI N
50 TIX7E 5 AR LV KH DORMRE L,
HEORBIRAEN D BMLADEREEITS, ZRHAITTIEEDHMMH CANS

BLTHBYBKNENEFET HERLABRRKDBIRAH S,
RIBERY~DBREIREICEERETEENH D,

HERGEIED D RFRERIEY
ERERIEY
BRDBENTE D RSOINR ERIRKRICHE CTEYGHEXRFRZANS,

KAHDBERZAENT H-OICKZEET 5,
RETHNIERBEI VT FERKBEN BT,
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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Re27—8o—t EIMSD /A

Imipenem / Cilastatin / Relebactam

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.1 2025/04/14 67743-00032 #EMERLA: 2015/02/27

MENE L CERTELGWNERIE, A BEBKISERYT 5.

HLRADRVHEDTERY @ CEN=HOERIFITEA, Fhi-HmTE-LT. ERPIC
2] PMENE TV DER/NRICIAEY,
BAEZEZHITEML T, MENBRICADELIICLELE
Do
FEMERRIM TRIRE & S,
MLADERPADOREZEITS (THHE, BMLADETEL
EREOEEZERICK DFR)
BLANERFIT+AGRETHREIN D EBERIEDES
ERHTHDT, REICHLAZEESETIRIELEL,
REYME B TRIFITRET S5 &,
AEMZERE. BETDIRICE, A BEEBRESLIUVEDOR
Bt~ TRET S &, TOMBICERSAEHMEICDON
THLRHETHD. EORUNERSINLENZHET DLEDN
H5b
ASDSDIEB 13ELV152ENT, HABBRELIUVED
ERFDEEDY .

1. BEVWRURELDOEE

ks

Bt et 5 D BBESNBHEL. BEFRMIBINLEREESIZRIT L
n"Hd,
BRMGE, EE. FLERFEIERE EO#EN LT
BEBExHET S,

BFFEER, £FBRK D EYGBRKREBOT TOAMERT 5,

REMIEEEIE D BMLAZERALLZWNI &,
RARAZEELN,
RE DEEEIT S,

RE~NODRADE-IRERMZE TS,
WKWNRIEIEEELCES S &,
BIEBRBERAEORRICEDE, EXMHOBESIURLMED
EITREICHVERYRS C &

BREERALTEC L,
FTIZRIGAHTWVSA, B&LUmWR. 7LILF—, BHF
F= T B RMMFRBREICHNY DOTOANIK, FFRBRIEYE
IEXBAEMEDFERICOVWTERMICEZH EZ T ILENH Y
F9,

BMLADEREBEEBAEIT S,
FRALGWNMGRICEBHRZHADTE S,
BOENENDEETS,
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RET—H—F EIMSD A v
Imipenem / Cilastatin / Relebactam
Formulation

&S WETB: BIBES: BIEIZRETH: 2024/09/28
12.1 2025/04/14 67743-00032 #EERH: 2015/02/27

BESBEICHLTFHLUEFERZEDS L,
RNOEEMEHLEL. RE~AOKEZR/NRIZT HL5F
B9 %,

Hfih [] 55 © BERIER

BEXR D BEOERADPICIEEMEADIEL EOFREENH B IGEE.
TEBROELIZTA ISV VI VATLAELUREY Y
J—%#BELTLEEEL,
FERAPIIRBERVEBREEEILT 5,
BEINE-KRRITEFERT DREICEKET S L,
T77o) T4 DB EARL— 3 0IClE, TP =FO
vho—L, BUGEASLERE. BULGKRLESKLVE
EBREFIE. EXFLEER. EXERLEERATNOEROL
Ex—%2&8TCRENHYET,

RELBREEY COBEYIEIRILODNVERBIZANTEL .
BELTRET DI L,
BEL-o-MNYEDHD,
ZEOREIZH>TRET %,

R I E D OROBIEHE OO L LITEE LA
BEREH

RELFHRBEMH D ESBUVME MRELL,

8. I BMLRUREHEE

ERRRICETIRINRBRR/HERE

5%) CAS &5 R (RER | EERE/RERE | 1M
) #E/HFBRRE

VSRR FUF R L 81129-83-1 TWA 5 mg/m3 (OEB 1) | NER

1 IRRL 74431-23-5 TWA 3000 ug/m3 (OEB | AI&R

1)

SE4M1E%R: RSEN, DSEN

HEE Y HIBR | 100 pg/100 cm2 | NEP
Relebactam 1174020-13-3 | TWA 0.3 mg/m3 (OEB RER
2)
Bl R D REYANOBHER/MET HICIFETAREARMMNO L MO

—ILEFERLET,
B KXEBFIVRRZRET DO, £2T00=7 )Y
TEBIIRBREICLYERS ., GIPEZIHVERES L
PENHYET,
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RET—2V—F

€3 MSD /) e

Imipenem / Cilastatin / Relebactam

Formulation
REE ;ETH: BEEE BiIEISRETA: 2024/09/28
12.1 2025/04/14 67743-00032 #EERLA: 2015/02/27
MR FHGRER BULEMBESKEENFIRATE RS, T-XIE < EEM
THENA RS54 D OHEND XK ENREIN-EEE. B
WMEREREFFALEL £ 5,
T4NE—84F WHRFRE2A T
FORER
ME M F R
IBORER YA RO— LR EREREL LLIFIT Y ILEFRT S,
EERED LIXFEEPICROSIVRE, S X+, T70Y
IWEHENRET HIHEIE, BEYLI—YILEEFRT 5,
MLAU. XM, L LLEI7OYVILICENEESLEINS
AREMAH BBEEIE. F7—RXAP—IL KL LLITZFDIELID
INITz—RBOTOTFILavEBRALEL &S,
BRERUVEADRER A= T74—LB LIEEBRERO—FEFERALEL LS,

9. MEMHERMEZIEER
IR RE
&
Ry
RLOLEVEDE
Al e R B
HRRXIFNE SRV hEEEE
ATRtE (BliR. k)

BR
B LRER

F—aHL

MI. N RYFH LLIEZEDIEZADNEDREIZ, 1BFM%
DHMLAZEERT H2ETNLHY ET,

aIRE GRIK) %Y
BETRARVIERLER AIARR
IRRGEHEO LR/ ARER : T—42%4L
E
IRRGEHEOTR/AARTRE : T—42%4L
E
PG JEEZH
HRRE T—R1L
pH T—ARIL

7124



RET—2V—F

€3 MSD /) e

Imipenem / Cilastatin / Relebactam

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.1 2025/04/14 67743-00032 #EMERLA: 2015/02/27
RFEIRE JEEZY
BARMEE FT—REHL
FhHE
FHE (FhEER) FT—REHL
FFLE (BhRLTESR) JEEZY
ARE
Kz GRS
n~A%4%/)—)L/ IKOEFEH JEEZY
(log 1)
R JEEZY
BERV/ XIFBXNFRE
HE T—4R27%L
ZE F—Ha7%L
HAHRZRE JEZH
IBREHE IERMALL
R4 ABELITERIEEME E L TIEDEINEGL,
DFE T—a%L
PF4EE
PFHAX T—a%L
10. REHRUVRGHE
RISt RIS E LTIRaEI NG,
EZHREE BEOIRETIERE,
fEREE R ATHEE MI. N FRY2H5EH LLIZFDIFHDONEBORBIZ, 1#HMHE

Bl oNEEM

DM LAZREMRT DEETNLHYET,
BUOBLERIERIST S5 EDH S,

I\ -
B, . NTES

MLADREZEEITS,
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Re27—8o—t EIMSD /A

Imipenem / Cilastatin / Relebactam

Formulation
&S HETA: BERE BTEISRETH: 2024/09/28
12.1 2025/04/14 67743-00032 E{ERR: 2015/02/27
B fEIEYE D ERIEH
fEREEL S RERY D RBRESLESBERYIEE SN TULVEL,
11. HEHIER
AEEME D H S REBZEDER © WA
R IS
EE
IRICA-=%84&
SHEEH
FIFATTEELIERICE DR Y DEETEALY,
B
OSREFUF MUY L
StEN (B0) © LD50 (3w F): 8,000 mg/ke
LD50 (= ™ R): 8, 000 mg/ke
A4 SRR
SMsE @) D50 (=2 X): 10,000 mg/kg
2MEE (Z0MhDRIK) : LD50 (5 k):> 2,000 mg/kg
BE K 520RN
LD50 (= ™ R): 1,500 mg/ke
BE K 52ARN
ERERN. Rt
FIRATTRERIERICE DR Y EETEALY,
B4
VSREAFUF RIS L
2 YR =
#HR D EIERBELZL
Relebactam:
Hik . EpiDerm
#HR D EIERBELZL
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RET—2V—F

€3 MSD /) e

Imipenem / Cilastatin / Relebactam

Formulation
REE ®ETA:
12.1 2025/04/14

BEES: AIEIHKETA: 2024/09/28
67743-00032 #EERH: 2015/02/27

BRICH T S ERGREEIRRHME

3% LRI,
7% 0
USRBAFUFRYDA

1
R

Relebactam:

#HR
ik

WEOR 28 A 1 XIS B i AR 1
B2 R AEE

e
2 B DR I3

AR~ DRIB L
T fEfE (BCOP)

FAREGERICEDCRYDETELL,

R 28 RAE 1T

BATHETLILF—, EA () BREFEREEZECTETN,

B4

VIREFUFRIDILA
REOTER
e

RBDTER
)

4 IRRL:
S

RHBOTER
]

Relebactam:
HEgA AT
BEDIRE
#HR

I A
F—aHL

BA
F—aHiL

I7RVLEEIIMLCAORAIZEKY ., BURLGEANTIEIREN
BB ENDHB,

K2 &t Al
T—AHBFELTVEDTHESNTIVAEL,

BT s \EiETEELER (LLNA)
R
REREHETIEAEL
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RET—2V—F

€3 MSD /) e

Imipenem / Cilastatin / Relebactam

Formulation

REE METH: BERE: BiIEIZRETA: 2024/09/28

12.1 2025/04/14 67743-00032 #EMERLA: 2015/02/27
ATEMRRERA M

FIATREBERICE DK RYNETERL,

B4

SRBAFUF R DA
invitro TOEEEHE

4 SRR
invitro TOEESEHE

in vivo TOEEEM

Relebactam:
in vitro TOEEEN

in vivo TOEEEHE

ATEMRAEERYE - TR A

HERAZ A T MEMBEREBRERO (T4 LAHER)
R 2t

HEEZ A T in vitro BELEYHRECFERAR
FRARRTL Fy4Z—XN\LARS—[fi#AE
R e

AR A T BRREALESR

R =t

HEE A A 7. INTEHA DNA & kiR
R =t

HRERA A T RBRER

R =t

HERA A Ttk AR A ER
R =t

SRE&AR A 71 in vivo IMNEEER
B.vHX

BE K 520RN

R =

HEBRY A T MAEME RS EREBAZEHER (AES)
BR R

HEXA A T in vitro ZBAEERER
R E

HE&2 4 7 ZERM (in vivo IFELEBHMAMBREEEMR
Ex. LBADH)

B oy

5 BEREREST

R 2

RIATE  ETEMIBRAZRRE LTHEIT S LETER
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REF—5y— b

€3 MSD /) e

Imipenem / Cilastatin / Relebactam

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.1 2025/04/14 67743-00032 #EMERLA: 2015/02/27
vk LYo
ENRAKE

FIATTREBERICE DK RYDETERL,

AEE T

BRADEZEOEETNDEL,

B4

VIREFUF MY L

PEIRIC AT &

1 ERRA:
PEIRIC T B E

HERY A T ZHEEe N / DHERAE

REZ: FRIRM

4 5E 71 LOAEL: 1, 000

fEIR: BEHZEIGL,

RBR AES S UVIHEREANDZEN TN EMNHBAL,

HER2 A T ZHEEESN / NHFERE
BoSYMARBELIUAR

5 BEARM

4 5B H7: LOAEL: 80 mg/kg AE

EK: BEEEZEET G, , BOLEBREORKE,

R EES X UVNPREREADZEN TN EMNHBAL 1=,

HERA2 A T ZHEEESN / MEHFERE

oy kM ARBEUAR

BRERZK KT

4 5B A: LOAEL: 320 mg/kg AZE

EK: AEEEILLEL, , BLLEBREOKE,

HR AES L UVNHREREADEZENLT NI EMNFIBAL 1=,

HERA A T HE

|

B 52 BIRA

FH =M LOAEL: 100 mg/kg AE

BR REEELEFRADEETLEENHDIENFIBHL . |
EZFEEITILY,

HERA A T HRE

& oUx

B 52 BIRA

S A& NOAEL: 60 mg/kg AE
MR EFEEETL,
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RET—S>—F EIMSD /A

Imipenem / Cilastatin / Relebactam
Formulation

&S WETB: BIBES: BIEIZRETH: 2024/09/28
12.1 2025/04/14 67743-00032 #EERH: 2015/02/27

HERA A T KB

B:Iv bk

B 52 BARMA

FAFE M NOAEL: 60 mg/kg AE
R EIFEIEE,

HEEME-TEAAVE D BMRRICEIDERBICEZENH D EN—HILEEESNT
Wo,

Relebactam:

HIRICX 9 H5E D HRERA A T &R/ EBREE
B ovhk
BERZK KT
S 5E A NOAEL: 450 mg/kg {AE

BREODEE~OZE D HEBAA T RIS LUVBRERE
B ovb
5 EERESY
fE - Ba!R &1, : NOAEL: 450 mg/kg {AE
BR BROEBE~NDZEITE,

R4 T 2RI L UBREEE

B v9R

B 52 BEERTES

B - BRIRE M, : NOAEL: 450 mg/kg AE
R BREROERB~DEETEL,

HERA AT RE

Bovbk

B EE% 5IRM

F =1 NOAEL: >= 450 mg/kg AE

R AR IUNHIERE~ADEZENLZN EMNFIBAL =,

HEBE 4T RE

B oy x

REZK: FIkN

FEAEFE M NOAEL: 450 mg/kg 1AE
HR BRORE~DEELLZL,

FERMERSNE (EEER)

FIARTRERERICE DK RY DETE AL,

FERMESREE (REECR)

RHICh-4. XEREFLBIZLVESR (BR) OEREOESZEN.
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REF—5y— b

Imipenem / Cilastatin / Relebactam

€3 MSD /) e

Formulation
&S HETA: BERE BTEISRETH: 2024/09/28
12.1 2025/04/14 67743-00032 E{ERR: 2015/02/27
5% 0
Relebactam:
ZHiE 2 B i
TERAD R RHIChH=5. RIIREIEKBICKLIBROEZTDE TN,
REHRSEN
B
SSARBFUF MY I A:
g vk
NOAEL >= 500 mg/kg
BE R EEARMA
BR FE A 90 Days
e BELAEEREIRES LGN ST
i HIL
NOAEL >= 500 mg/kg
BEZ®K EEARMA
A% 55 o R 5 &
e BELAEEREIRES LGN ST
A4 IRRLA:
i HIL
NOAEL 60 mg/kg
LOAEL 150 mg/kg
BEE®K E4ARMA
i 25 B 6 A
ZHiE 2 B2 ik
2 HIL
NOAEL 120 mg/kg
BREZ® BT
g 25 B 6 A
e BEELAEERREIHREIL GO
i Sk
NOAEL 180 mg/kg
BREE®K E&ARMA
A% 55 o ] 6 v 8
e BEELAEERREHREIA GO
(5] Ry
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RET—S>—F EIMSD /A

Imipenem / Cilastatin / Relebactam

Formulation
&S HETH: BEEE BiIEISRETA: 2024/09/28
12.1 2025/04/14 67743-00032 MEERA: 2015/02/27
LOAEL ;150 mg/kg
BEZH®K D BRRMA
ERIE RS D B
Relebactam:
i DT w bk, AR
NOAEL ;150 mg/kg
BEZH®K D BRRMA
i 25 R R . 30d
i Sy AR
NOAEL . 450 mg/kg
BEZH®K D ERRMA
i 25 R R . 30d
i YL
NOAEL . 25 mg/kg
BEZH®K D FERMA
A% 55 B R . 30d
ERIEES DB
i YL
NOAEL . 37.5 mg/ke
BEE®K D FERMA
g 25 A ] . 30d
i YL
NOAEL . 50 mg/kg
LOAEL © 150 mg/kg
BREZ® D EIRIA
g 25 B . 3 58
Er g zs D BiE
RAAEEH

FAARELAERICEDCRYDETELL,
AEIZHT HRBHER

D%
4 IRRLA
A DOERK ER, BN, TH, RHB, EOE HFL, RR OE

2 IRE RD
BEZ2: T70VLFELIHMCAORAIZEY ., BUELANTIERE
LR ZBZ ELADH B,
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RET—2V—F

€3 MSD /) e

Imipenem / Cilastatin / Relebactam

Formulation
&S ETA: BERE: BIEIZRETH: 2024/09/28
12.1 2025/04/14 67743-00032 #IE{ER R 2015/02/217
Relebactam:
RS i ER: A, TIREE, TH, 8 TIRE, HEXR, HWEERE,
HEWL
12. RIBLEHER
EREEN
0%
OSREFUF MUY L
aEn LC50 (Pimephales promelas (Z 7y kAw K2/ ™)) > 111
mg/ |
IREERFME: 96 h
7% OECD REEAHA K54 > 203
SOVIAKEOKEESHEY © EC50 (Daphnia magna (A 32 >3)): > 99 mg/l
It 55 M IRERRFR: 48 h

BEKEEYICHT HENE

BEL (BHESET

SOUIFOKEBEHDY

75i%: OECD EHERA A K54 202

EC50 (Anabaena flos-aquae): > 99 mg/|
MEERRER: 72 h
A% OECD FHERH A K54 > 201

EC50 (Pseudokirchneriella subcapitata (%%%)):> 99 mg/|
MEERRER: 72 h
A% OECD FHERHA K54 > 201

RRESEERE (Anabaena flos—aquae): 99 mg/|
MREERFR 72 h
7% OECD REEH A K54 > 201

RAREEEER (Pseudokirchneriel la subcapitata (#&E)):
99 mg/|

BREERFRE: 72 h

75i%: OECD FERAHA K54 > 201

EC10 (Pimephales promelas (77w kAY F2 /™)) > 9.9
mg/|

BREERFRE: 32 d

7#i%: OECD SHER A A K54 > 210

EC10 (Daphnia magna (A=< >2)): > 10 mg/l
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RET—2V—F

€3 MSD /) e

Imipenem / Cilastatin / Relebactam

Formulation

REE METH: BERE: BIEIKETA: 2024/09/28

12.1 2025/04/14 67743-00032 #EMERLA: 2015/02/27
IZxt9 &M (IEHEH) MEEEmER: 21 d

WMEMIHT SEM

4 IRRA:

TOVAFOKEEEHDY

[x9 HF M

EHE KkEEYIIRT EEM

-2 79 %— (KERERE
t EH (B )
REM (BHESN)

TOVIFOKEBEEHDY

[Zx9 HEM (SN

-2 7048 — (KERRASE
t &H (181D )

7i%: OECD EAERA A K54 > 211

EC50: > 1,000 mg/|

BRERFRE: 3 h

SRER A A T RERINE]

7% OECD FHERH A K54 > 209

EC50 (Daphnia magna (74 =< >2)):> 78 mg/l
MRERRER: 48 h
7% OECD REEAHA K54 > 202

EC50 (Anabaena flos-aquae (7 ./ /N2 T 1) 7) ):0.0046
mg/ |

BREERFR: 72 h

7% OECD SRE&RA A K541 > 201

RANEZEEE (Anabaena flos—aquae (7 ./ /89 T1)
7) ):0.002 mg/|

MREREER: 72 h

7i%: OECD SHE& A4 K51 > 201

EC50 (Pseudokirchneriella subcapitata (%%%)):> 74 mg/|
MEERRER: 72 h
A% OECD FHERH A K54 > 201

RAEELEEE (Pseudokirchneriella subcapitata (#%%)):
74 mg/|

MERERFME: 72 h

7% OECD BRERA A K354 > 201

100

RRESEERE (Pimephales promelas (77w hAy K3/
7)):9.4 mg/|

BREERFRE: 32 d

75i%: OECD BERAHA K54 > 210

RAEFERE (Daphnia magna (A4 =2 >3)): 11 mg/l
BREERFR: 21 d

7% OECD HERAHA K54 > 211

10
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RET-Z¥—F €I MSD [ rune

Imipenem / Cilastatin / Relebactam

Formulation
REE ;ETH: BEEE BiIEISRETA: 2024/09/28
12.1 2025/04/14 67743-00032 #EYERKH: 2015/02/27
MEWICHT BEMN : EC50: > 1,000 mg/|
MREERFME: 3 h
HER S A 7 REIR N
7%: OECD RER A KS54 > 209
Relebactam:
SOVOEQOKEEBESY © EC50 (Daphnia magna (A4 22> 3)): > 100 mg/|
29 554 REERERA: 48 h

7% OECD EAERA A K54 202

EC50 (Americamysis (Z AU A I X)) > 100 mg/|
RREERFRE: 96 h

B KEEWICKI HEM © EC50 (Pseudokirchneriella subcapitata (#&%)): 86 mg/|
MREREERT: 72 h
7% OECD HEEAHA FS 4 > 201

RRESEER (Pseudokirchneriel la subcapitata (#&E)):
12 mg/|

MREREER: 72 h

7% OECD HEEAHA FS 4 > 201

EC50 (Anabaena flos-aquae (L 7/ /N9 F 1Y 7F) ):> 11 mg/l
MEERRER: 72 h
A% OECD FHERH A K54 > 201

RARESEEE (Anabaena flos—aquae (7 ./ /89 T1)
7) )11 mg/|

IRERFME: 72 h

7% OECD HERAA K54 > 201

AEM (I8MSEY) © RKEFZERE (Pimephales promelas (77 v kAy FZ/
)):9.2 mg/|

IR 32 d
Fi%: OECD HE&A A K54 > 210

SOVOEQKEEBEDY 0 RAXEZERE Daphnia magna (A 20)):2.7 mg/l
[Zx9 HFEMH (IBHSEH) BRERRERT: 21 d
7% OECD BHERAA K54 > 211

MEMIIRT 55N © EC50:> 1,000 mg/|
BREBRFR: 3 h
HEE A A T FEIRINF
ik OECD FHER A A K31 > 209
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RET—2V—F

Imipenem / Cilastatin / Relebactam

€3 MSD /) e

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.1 2025/04/14 67743-00032 MEER B 2015/02/27
BREEEE: 96.3 mg/|
MR 3 h
SRERA A 7 RO
Fi%k: OECD REEHA KS4 > 209
B - HEY
7%

VSREFUFT YD L:
£ R

1 ERRA:
ER RN

Relebactam:
o

EGEEE
B4
VSREIFUF MU A

n-#4%2 %/ —IL/KDEREY

(log &)
4 IRRLA:

n-#4%2% /7 —IL/KDEREY :

(log &)

Relebactam:

n-#4%9% /7 —IL/ KDERE :

(log &)

HER: ZOMETEAEL,

E0EE 2T %

PRFERFME: 28 d

i OECD TR b HA4 FZ4 > 301B

R ZOMETEAGL,

R 29 %

RREEHFRE: 28 d

A% 0ECD TR+ 4 K54 > 301B

HR: ZoEETIELGL,

o 1.3 %

IREERFME: 28 d

A%k OECD REEHA K541 > 314

log Pow: -3.53

log Pow: < -1

log Pow: < -2
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REF—5y— b

€3 MSD /) e

Imipenem / Cilastatin / Relebactam

Formulation
&S RETH: BERE BiIEkETA: 2024/09/28
12.1 2025/04/14 67743-00032 E{ERR: 2015/02/27
TiEFOEIM
7% 0
OSREFUF YD L
REROLf log Koc: 2.3
Relebactam:
BREROL log Koc: 2.3
IV VB~OEENH
Y
thoEECE
T—AHL
13. BRELDIE
BREAE
BRREEY A BAARORT IV LST S,
BREMET KA L TIXES AL,
EFERBRUAE ZTOEFIE. UHAOILFERIIREDOLOHIZ, Bl z=It1=
EEYNEBEEICRFTET S,
BICIEENEGS., RKERARELTEET S,
14, X EDFE
E R
[ _L 3% (UNRTDG)

EEZES (UN number)
EE#i%E4% (Proper shipping
name)

[EE 545 (Class)

B2 %,k (Packing group)

Z ~)L (Labels)

RIEREH

fin22#G:X (IATA-DGR)

UN/ID &S (UN/ID number)
E&E#iE4 (Proper shipping
name)

E&E 548 (Class)

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

(Imipenem)

9
IT1

9
ZY

UN 3077
Environmental ly hazardous substance, solid, n.o.s.

(Imipenem)
9
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Re27—8o—t EIMSD /A

Imipenem / Cilastatin / Relebactam

Formulation
&S HETA: BEES: HIEIZRETH: 2024/09/28
12.1 2025/04/14 67743-00032 #EERB: 2015/02/27
BB %R (Packing group) o111
Z N JL (Labels) . Miscellaneous
WafEr (EYH) (Pack- : 956
ing instruction (cargo air-
craft))
WafE R (REH) (Pack- : 956
ing instruction (passenger
aircraft))
RIEAEMH .
3% _E#3% (IMDG-Code)
EEZES (UN number) : UN 3077

[E&E#£ 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (Imipenem)

E:E 5 %8 (Class) ')
BB (Packing group) : 111

Z ~N)L (Labels) © 9

EmS 33— K (EmS Code) : F-A S-F

BESEWE GRA - R ¢ &Y

(Marine pollutant)

MARPOL 73/78 Kt/RE Il B IBC O — FIZ & A IFXSR/AME SN L EAEME (B - &)
s SN IKEBORRICITIEZS,

B P35l
EnREDERG L. HE 15 2587 5,
FHDREXE

CCICR#ENA TV DIEESEIL. BHROBMETDEHT, ARET -2V — MO THRHES
NEELSICEBENMHOREDAITEDINVTVEY, WXL EIF, TEFR. v r—2H
A4 XEMBAOMBORADEEICLY, EEEINDAREELAHY FET,

REARGAREHEHES C1M

15.

HRER

BEE
HB&
e, BERRMICZE LGN,

L&&
FELFEVME. BEREFHE. BEFMIEEMEICZI LG,
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RET—2V—F

Imipenem / Cilastatin / Relebactam
Formulation

hR&E= H®ETA: BEES:
12.1 2025/04/14 67743-00032

€3 MSD /) e

BIEIZRETH: 2024/09/28
#EERLA: 2015/02/27

FETLEEE

BESENEILEShIEHEY

JEER

HREDHTERITHIREFTEY

e

EEREEHLLEGARYME

JEER Y

ERRUEOBO oL FEYE BIFLEHE)
JEERY

ERRMEORBO oh-EFYE (FREHIEFEHE)

JEER Y
AMFZENIRERRYVEVEEY
JEER Y
BAMFERTIRERRVEVEEY
JEER Y

BEEFEELFVE GFEMREMERRISE 594 50 2)

EHE

BAURMEME (FEBRL2WERAELTT£D2)
EHE

HELFMEREE T HRA

EHE

saehEFRFRAI

JEEZ Y

@7 ILFILEnshE T HRA

JEEZ S

HFHRBER S FRRA

JEEZ S

FERLWEERETS - IRE— (BERWY
JEELY

SR URIMERGE

JEELY

LM EHHEREBEREE

JEEZ L

22 /24



RET—RI—F
€I MSD [ .
Imipenem / Cilastatin / Relebactam
Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.1 2025/04/14 67743-00032 MEER B 2015/02/27
BEHFRABRRE
JEEZY
P& 1S
JEEZY
= £k
fERAIE 2, S EBEMERAINRE 1. EEUHME
ek
HITIRAIE 194 £ERYERAINERE 1| TOHOEEY
BEFLEERVEBLXEOILICET 551
(X 5 B AHEE : EREAMEIZIXZL LN
ERT L peS D BERLME
R U RS S EE
FREE MRS (EH - BAEFW)
JEEZY
BEMERBMHERE (@ - #AZA)
JEEZY
REYVOLEB R VERICET 5EE
EEREY
CHOEFORBIZTDOVWTEEA RV M) —~DEEHAIFHR :
AICS N
DSL > N
IECSC N
16. ZDthDiEHR
FHEER
5| B 3CHk D BuEMT—4. EMESDS(cE DI TF—% . O0ECD eChem
R—2ILE X UEINIEEYER http://echa. europa. eu/ D&
RER
Bft74+—<w bk . #/B/H

Z D DBEEEDEX
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Re27—8o—t EIMSD /A

Imipenem / Cilastatin / Relebactam

Formulation
REE METH: BERE: BIEIKETA: 2024/09/28
12.1 2025/04/14 67743-00032 #EMERLA: 2015/02/27

AlIC - A—R SV T7DIELFERASA AU RY; NTT - TS DILEREEME, ASTM - K
E#HERFS bw - KE OR - A, ZEFRHE. £EEELIHLESNHYWE DIN -
FAURRBEELE, DSL - BRYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGZERIFTEEZONDERES, InS - REKORT T2
—JU; ENCS - LT EDEFLLEME )X b ErCx - FED XWDORIEERIZFT EEZONDK
RE, ERG - BRMCOF5E; GHS - HRFM AT L GLP - HERERMRE: [ARC - EFF
NATRERE. IATA - EEMZEEERS, IBC - BRIEFERKDESHEELZD-HDMMDEE
EUREICEY 5 ERRHAI 1050 - 50%fEEFRE: [CA0 - EFREMMZERE . 1ECSC - hEIR
BleEYELE: INDG - EfELAERYRE IN - EBRESHE: ISHL - FsBRE2/EE
(BA); 1S0 - EFRR#E{L#E: KECI - BERFLFEMESRE, LC0 - 50%EHItiRE LD50 -
50%EStE (FHESLE) . MARPOL - i &k B FRDMLED=HDERRESI: n.o.s. - I
MBNATSIN TS LD ZERS: Neh - FUREI NOAEC - |EEZHZEIRE, NOAEL -
BESMHZELAL, NOER - BEEEUHZEAF/EIS: NN - A X2 a2XRA NTP - KEER
REMTOT S L NZIoC - Za—D—F > FMEEWERR: O0ECD - #EFiH HFFKEE, OPPTS
- LEHMEREN - AEWHILLE; PBT - #ORRMENE - £HERENE - HEE WE) ; PICCS - 7
1 VEVEEYMEA oAV )= (OSARR - (EEH) BEFEMEE, REACH - LEMEDEF
. sTMfi. R WE KL UEHE (REACH) (CBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5 A%
BE; SDS - RET—4L— b TECl - 24 ICEAFEDIEERED A RV 1 TCSI - A&
EMEA R M) —; TDG - EIEYE@E, TSCA - HEMERAHE CKE); UN - E&; UNRTDG
- BFESEIRYEEES. WPB - FEEICHSBRVIIERICESERNE. WIS - EXEREKRE
EUEMERRATL

CORET—HI— FQUT TSDS) &LVD) TR HEHR AT TRIEHR] £V 5) (. KEE
BERIZEVT, BUEOREDHH. FH. RMESDLETEETHLLHHLEZLDTT,
AERIT. HEOZTLAEED., FA, LE, KRE. @X. EERVRRICETSIHAIF VR E
LTOHERENTEY ., WHELRIERSRERBZLTLOTRESHY FEA, KF®IL.
SDS DEREICTRENTVAIRESNAHGICETSLDOTHY .. LA/ MORL EBAE
HET. RFTOELRARTHERASNSEE, AXRITERASLGVRY . BAICETESEVATRES
AHYFET., AHRGOFEABESMICENTIE, AERRVEREEZERT B8, FRES
MOFBRHEMIIE T L5XHRBOBEINLAMEEH T, FRAERMUOERT 5HETORENIKR
[CHEFTEARERDEK, FH, WE, ROREICOVT, BREVET,

JP /7 JA
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