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IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR ORI 31 Bt dRIG: 27.02.2015

1. ITE Ud HHH! Bt Ugd=

EEREIE - Imipenem / Cilastatin / Relebactam Formulation
fFrafansmyfdsat

ST MSD

Udi © Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

RG] ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
-9 BT Ul . EHSDATASTEWARD@msd.com
TR R e iR ufaey
Reprrgs wanm . 3Ny
IUINT R Ufaay A ¥ £ o o
2. @R B ygaH

fmfor, YesRUr 3R & SMITd WaRTS 81 frgHTact, 1989

TffHRor
SFTEE-1 & T | H Fiefd Arde & SFER @akTe & ¥4 § aiffpd 78l 8

it R=.39-arffevor

TR 37 effa/gaior : fqumTRY
T4 BT ARl : faum e
S fauTaddn o faumR
fafEd de-om Sfew famraaar @ faumT R (&)
- TRIGd 3RET

SAPITD (Fad) T @akT - fAUTTQ
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Imipenem / Cilastatin / Relebactam
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR ORI 31 Bt dRIG: 27.02.2015

i (ol ST @ar @ fAumT g

SI.U9.0Y. d9d d

R 4

Hhd e

B gre=ft ara © H319 3Tl H Yoilgl A IUd PR B
H334 T §RT U8UN B TR TTol I YTI-IT & &I07 a7 494 |
HISATS U PR IDAT G|
H361d 3faiTd fRIY $I BT g & Heg| .
H373§ﬁ$ﬁﬁqmwmﬁw(w)3hﬁﬁwqgm
JhdI g
H410 STefeR Silgd TR o RIRR UHTG 3R 1Y 8 3= fasan|

Tgfaard/gdiay™ §am R

P203 IUANT a3 § Uga it JRem SR o) o &%, UG SR
3T UTa B |
P260 Y&l D! T R UG 3 B |
P264+P265 TUTA P 1 BT DT 33T dg o 9| 3Tl &I Ad
JI
P273 TR0 § D6 T UNER & |
P280 &THD Txd/ I MR 3G T/ I&f01 ug |
P284 YI-UY &1 g
3TN
P304 + P340 Tf WY gRT T8I &R o Hfad &I doi gal & o
T 3R 919 o & o e 3 forerd|
P305 + P351 + P338 3[R 3{i@! A Il SU| b fHe db Ut I
R (R¥) S| 3R Dicae o T g1 df 36 M
3T 81 dl T T
P318 3R 3R 81 I for=n g1, feraa™iig I <
;37 + P317 3R 3@l # S IR} X8 Fafdrc Sgradt ura

|
P342 + P316 3R YaT-URIAN & T&IUT: dhTd SATUTIBTCHT
faferc ggrdr urd 3|
P391 BA®Id UH A B |

HSIRUT:
P405 HSR ard HI
fAraror:
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TAlgd gRAMISSIS WHeH & 3R

Imipenem / Cilastatin / Relebactam

Formulation

TRl T o fafd:
5.2 30.09.2023

T30y, deR:
67741-00028

€3 MSD [} v

3ifH IR ORY 31 Bt dRIG: 09.08.2023
Ugd! dR SR} A &1 dRIG: 27.02.2015

P501 3y fesa o1 AuerT Wierd a SRuvd dREH A

Gyl

3=y gIferal foreT ufvoma wesy aeffevor 1) giari

Yd & 1Y TOH 1 W ARG J it Sa 3R @ § Gh! 81 gl ¢
TR, TUTE T 30 WIeH & SR faehied Yd-arg fHreor §1 9ehd & |

3. 3AYQ! PT AYCA/SITTPTRI

geref/fAreyor : fogor
3qgq
TS 9 T (FY) - TR | ST (HEAH) (%
w/w)
Cilastatin 81129-83-1 >=30 - < 50
Imipenem 74431-23-5 >=30-<50
Relebactam 1174020-13-3 >=10 - < 20
4. Ui fRIferea & Iurg
g T8 . IR gHeAT 81 I1 d8iad 3l 7 @ dl AfSHhd W T Jalg B
d &0 T6 38 1 Wbl &1 &R fRufa o Fafeita warg o
SR GRITEUIGI ST ©  IfE T GRT T&0 R fordn ST, i roft Gl gar # o S|
fe | & 81§, HiHw Ai9-Afy 4 Je 3|
i T A1 Hio 81 9, TRl g |
it ggd o
TR & ¥ YU g S WS g W, R &9l B g 3R Igard Ut I 1% HL |
T a%d Td Jd SAR G |
fofdrita gga o
YN ¥ Ugd aXd il |
_ QTR 9 U5d ¥ S I ot @¥g e
3R 3G § U gl S D Od g W, R 3 B HH Y B 15 e IF o IR T
I U AT e
3R PITede A= U8 8, 3R ITh! IARAT 3 81 AR 2|
fafrcia wganT o
IR fera feran smo : gfe fRTa oY, 99 ORd Ad &1
ElERNICKERIUAST
TTH1 & 1Y YE 3] e peell bRal |
T Hedqu! d&or 3R L 3T T SiteT STer Sdd HRaT g
TUTE, 1 oig 3R I GRT T80T B TR TSI T YTY-INT & 0T a1 471
HIES ITT HR Thal g
3T RIR] &1 g1 Uga &1 Ueg|

e 1 TRIGT SRETT B TR Z (SR &Y T ugal

IHhdI gl
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Imipenem / Cilastatin / Relebactam
Formulation

GARATH g IdIG|

BRSNS KA BT .80, AR 3ifaH IR SR B B ARG 09.08.2023
30.09.2023 67741-00028 Ugdl §R 9RI A $I dRIG: 27.02.2015
ITIH TRIUIOR Ugd U AlNlg SRRYAT 3R 37 4 fadwR!
(@ﬁammﬁi%f% , Sip1s ey, Rufded waRds f$eharr RigH) &
ClARSEIE
gfﬂﬁg%éﬁﬂ&“@ﬁﬁﬁﬁwsﬁvwﬁw
|
Ui fafdre & TReur D Ui Fafdc R aTal i ST YREM UR & ¢1 AR T, I
STEH Bt FUTTT B TR YT Y FAfHIS YRETTH IUHRUT
BT ITINT HRAT A1eY (TS 8 ¢ ) |
Rifraas & ford g L o SR WEanT ¥ SUER HR|
5. R IUNT
IR S Hifgam SR
[E AN GREIE
HTH SEIHHIRS
BILEZSAEINSIEE!
A (M) IR S THY ¢ F
AR F ERA IR TR 4d 1 I A, STa Wid B SUrfd H 7 §d g1 A 3R

HIH! HE B THF 21d) © ol [apie [ GuTeT &) god! 2|
T8 IATG! BT YUP WA & oIl Th W1 8 Yol g

L BHRE HIFESY

Ted fRTESY

(31TT) T & faR i © 98 RIS I3 T &3 off R uRfUfT SR S-urg
TR & 35 Bl
T fSsdl &l 381 A & ol TA-BeR BT TIRT Y |
SR U1 BT YRIE § Al 3T & & I &ifdg= dbe-R A o
SHIE & WTell Ham |

IFMIH & U fRYTIE W A 9 W, Wd-HaHd 41 IR0 UgH |

JUHRT AT R&fTcH® SUBRUT AT B |

6. 3T R¥die U

Jafddd AEYT, RETAS ¢ Aol ReTeTH SUSR YA HY |

JUHRUN qYT STATARTA IRIEra FefeiT sl (WS 7 37 ) 3R fdarTa JRem Iuaui

PR & gATdl (TS 8 ¢ ) BT fUTer Bl |

JgiaRui graenar © IR0 A Bl ¥ URER I
I 31 QRIEr, 3R 3 g a1 saehTd &l A5 |
Hgvd Ui T O I @1 U4 FHepTaT |
e He@yul SAPId UTed A1 g1 Fob, dl VI U1l B
SERER]

TBTE HH MR BAT FAG 891 H Il & T & HH B & o foerra o a3
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TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
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& yard ud e W R TR TH FAR W < |
IRl &) 9id § YA A o & fod tfafvad ava uerd shis |
TR TMH Terd H IR |
ﬂﬁ%ﬂﬁﬁﬂﬁ@ﬁﬁﬁ(@@%%ﬁﬁ@ﬂ?@ﬁ
Th HY) |
¢[c1 1 Tele! R Ubld 7 81 <, Fiifp I qafy A A arareror 3
Jefie 81 R fawwie fiygor a9 Srar g
IUYAd TeHURSE & 1Y B Pt AN ARG Bl AH B |
R 1 IS faf e 39 verd &t fa9fi ok Fuem 3 &
o AN &) Ihd B, Ty & I Aoy 3R SMmgcAq Wt 5t
(39 yerd o) Reiel Bt JbTs T ST H A W 81 3419 B

fofa &1 g1 6 e oo amp 8 ]
U THSITH & SFHIT 13 3R 15 F© RIF A1 I Rebrgde
F IR A THSHR T B & |
7. FATA 3R YSRUT

dH-ID! U™ ; %ﬁmﬁaﬁ%ﬁﬁﬁﬁaw%wﬁmﬂfa
ol g
giferd yafur s, S ) Saad i MSSIT 3R |l ar
3Hfeh g ATATaR |

RIFRT / $ dfca’E : Ryt Iugad I 8 TN S

RI&A gTUeH & forg L Yol DI G gRI T80 A Bl |

BICEIEEI] [BUEE:GL
3ffEt B 7 9 2

TP 1Y T IHY 9P I1 IR IR JUh A 3 J URER B
GTe & d1C ol Bl 3BT aRe Y|
3BT SIS TaFar 3R GR& TUTSH & SR JUT,
PRI THUISR 3Tha UR TR 8f
oo P HY TR I¢ PP @ |
Ugd g Yol il oI, 3R AT, Teroll, didepifere a1 iradf
2T 0T & Ul YTl safaaal BT 4 Ioidh! a1 Hdadh! &
Y HTH B & Jay § 3 Rifergs T wmf &1 anfgu
d P I 3R HIG HH J HH gH < |
S Tt H 71 81, foss g |
d1Y Td Usde & 9id 9 gR 9|
Rfae R & Ufded gararg dre ST |
@ﬂ?ﬁ?ﬁéﬁﬁﬂﬁﬁww&sﬁwmﬁwﬁ
@H |

GRfErd YeRU ! gRfRUfcnr © 3rd) a9 dad fobrt gu fosall & 4|
R dra H1
FY PR TG PP W |
o= It ol & AR HeRT &1
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TAlgd gRAMISSIS WHeH & 3R
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Imipenem / Cilastatin / Relebactam
Formulation

BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 09.08.2023
30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015
g9 e @ &< . FofoRad yeR & Wisae & Iy 7 37
GIEREIERICRUIBRUE LS|
8. Sy ferimror / freft R
HRIRA 701 & AEPI & 1Y 39Uq
3qgq T T () | I THR g U / 3MYR
- TR (3RETUT BT PNENICK
ThR) ST
Cilastatin 81129-83-1 | TWA 5mg/m3 (OEB 1) | 3fidRe
Imipenem 74431-23-5 TWA 3000 ug/m3 (OEB | 3fidRe
1)
3ifafad SM®RT: RSEN, DSEN
Uig- @1 9|7 | 100 ug/100 cm2 | 3fidRa
Relebactam 1174020-13- | TWA 0.3 mg/m3 (OEB 3dfyp
3 2)
ottt fAiror : ma@wwwa;mqwgsnﬁumw
BT SLIHTA P |
ot Soifaafier g o uReR fewre gr1 erifad g9
IIRT 3R IdTa!, BT, 3R TAfaRu P &1 & ol GMP &
fgidl & IR Haferd foar ST amfgul
foreit s @t 9 el
AT Y9t g=Tg . TR i I e dfedwr Iuasy 78l § a1 TeRIuioR
THT SRR FE=M-Fee & S18R TauieR UefRid R 8,
Al 4 GRET BT STANT DR |
fhec UBR . TR UBR
RUIRERIEEIR]
garef C A g
i Faeft s=ma D 1SS Tiies 1IN b WY QRET ARATTRH |
3R BT & AR a1 Tafafy 7 e o1 fufaat, o a1 tRe
M &7, dl Iferd Mred ugH|
TR Y, Yo, T TR o ATHAT 1Y A o1 FU1a1 81,
TuRiTee a1 QX AR P 3T TREUT U |
1 T4 IRR Gadt s=rg . gl g1 YT Sie & BTH B
s dl gadt U™ . 3R AR IYTNT & SR I & U | 3 Pt YHIGT &,

@ PTH B b WM S BT 3G 4 B yomferar iR Jrem
QMR YGH B |

TN & SR, ST, U1 a1 (5 7d HY |

Tefd FUS! B 8 & a1¢ gl bR F ST B |
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Imipenem / Cilastatin / Relebactam

Formulation
TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR ORI 31 Bt dRIG: 27.02.2015

gfaeT o gUTdt darad 8 So-ai fa=r o witer, 3fd

ST GR& IUHRT, IId ST SR ufk=iie= ufssanatt,
SeNfie W=l TR, fferc AR ok TaRImus T
g1 o1 S| TS g1 AT
9. Wifae ud varaf=® ur
femmae D RIaT
[T . g Y goopl Ulel
Ty Sl IUAs el
e Y gl D 3l IUAsY g
IR : 3T IUAs gl
fOge/ds &1 dgHA Sl IuAs TRl
IR Idc- 1 fdg / Iqa-  © el Sudsy g
CARIEI]
ITfiehRUT Bl L U el
SaeRitedr (31, 9 ) : m%ﬁmm&mmaﬁ%aﬁwﬁwsmmﬁww
|
SqeRIET (@R uerd) © Uy el
3= fawpie @1/ SR Sl IuAs el
SR THT (30
panfaferct fedfie)
Y fapie A1/ Tt Sl IuAs el
SaARIdr AT (@8R
THadfaferd fadie)
I gad L Uy el
el I g T el
e 9T D Se1 3UAs gl
BET| 3Tl JUdAs gl
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Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015
- o
ort A faegar S GERI|
ICISRRINICHCS] . UaNg el
3 AIe/am)
3SR BT argH Il Judas gl
3qYe &I dIHH : ST Iudsy el
BIESIREEEAIRSE))
[ELIECICERIGEIN] Sl IuAs TRl
fomIfyct wzaafe® . UaNg el
faepice URAYUTd . fowpies 6t
SIRFHIUT & TURGHTT : g uerd a1 iyl &t sfafieRe aiiferd T8t fvar M g
3MUIfIH HR : 2T U el
U BT AT 3l JudAs gl

UfddR : ffpramierar & @Ak & ©U ¥ aiidd gl |
T fRREr D g ifRfa A fRR B
IRHeTy ufafeharai : ﬁéﬁwmwmaq%amﬁmﬂw%a@ﬁww
|
AT SHTRiB RS Tole! & A1 Ufafehar HR qhdT § 1
= uRfRufaal @ 9 © dY, SaTar ug
Yd B! §1 I AB |
ST TR . aeRfeRuNY Toiey
e uerf ¥ shfey . PHIg W dId (FoRSd) Sqge ety Jd et
11. fawrdsfera g
TG 3REUN (TIUISR) B aR |1 gRT TS0 AT
T THHR CEIR Y
fTerT
3T ¥ uds
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R
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Imipenem / Cilastatin / Relebactam
Formulation

BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 09.08.2023
30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015

GIERGRIESEI

JUAS TSR R a¥iiepd el

3dd:

Cilastatin:

g Mifae fawradar LD50 (IgT (¥€)): 8,000 mg/kg
LD50 (YW (HI3¥)): 8,000 mg/kg

Imipenem:

g Mifae fawradar LD50 ({8 (AT3)): 10,000 mg/kg

g fasraaar (GUSM & 8= LD50 (I8T (¥2)): > 2,000 mg/kg

1) TP & IR SARRT
LD50 (¥ (H13)): 1,500 mg/kg
THBRA & I: 3fd:RRT

w1 & fore ergeSaT

JUAS TSR TR aFfiepd al|

3dYd:

Cilastatin:

I GOSNl

oy . 9 A S et

Relebactam:

REIGA . EpiDerm

oy . 9 A S et

iR A7 efasaeH

3Gl H TolfteT Sa- ST BT |

3{dUdq:

Cilastatin:

it D

giomH © H9H 3Ral B Sa

Relebactam:

T D TAIAIG AEHUSH/SIATSH HIaT (BCOP)

gfomy : 3| A Sa T8t
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TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR ORI 31 Bt dRIG: 27.02.2015

YT a1 UG GATS DRI

AT B gUTSar

JUAS TSR TR aFiiepd al|

YT-YYT D GITSTdT

TG GRT TG B3 TR TSI T Y- B &0 T 4T H BT IUd R JHhdl gl
3dd:

Cilastatin:

YU (THUIER) & I A Y YUp

femuft L SCT JUAs g

U (TRIUER) & I L Y GRT UG AT

fewuft : Sl IuAs el

Imipenem:

feaoft L i a1 YA & 34 Y TURNG faadl O gurgial
(AergoeH) 8 IHhdl B

U (TRIURR) & I L 99 U

fewft . ST B HH BT aolg Y Tifepd el fobar AT B

Relebactam:

teror ol fbey D R fMp 1S TR (LLNA)

U (THIUIER) & I N Ei)

aRone L e AReTEeR T g

SHaTY] I "eTeHRid

JUAS SHHRI TR aFiiepd al|

HAdUd:

Cilastatin:

fSFIcIBIRIE 37 fagr L TRIET B [ HIgehIadd Goi-id IR (Ames TRIE)
URumy: BUTdHS

Imipenem:

SBT3 fagr L TRIEUT T e YRR o STeR WHUTRAT Bt HIfRIB13H BT S
IR TRien ‘
URI&I0T JUTTelT: Araiiel 8ReR Uy HIRIDTY
URumy: BUTdHS
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IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam

Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015
e ot fooe: faudia Safad= ua
RIS KD
TRer ot fee: 3ifRufiva DNA Tawor g
gRumy: HUdS
RI&U D1 fobe: Uy fquy=
TRUmy: Hund®
Rl ot frw: Riex pafes fafmg g
IR IREED
SRt 3 faa L TR B foh e -l A by ¢
TS Jud (HI39)
Tih R & - a:RRT
RIS KD
Relebactam:
SRR 37 fagt : Tter B fre: dedifvar deeh faudta ulkadH @t Sira (AMES)
RIS KD
TRIE0T D1 fed: HIHISIH TaRRH oXe 3 fagl
Ry HUdS
ISBICERINEESEEE]) D TRIGT B bR RICToHRICT (3-faal Haferae a9 ORI
HrEcioHied ¢¥e, AN TAICRIN)
orSTIfer: g1 Re) '
TWHHRMA & IR SAReHad SoiaRH
Ry HUdS
STaTu] Ad TEToHRTC! - . &Y T Ioi- Y] HIRIHT IARATH &b TG & qi{HR0T o
3fipe gAdT TS HRaT gl
ER: T C ||
JUAS STHHR R Figpd Tal|
3T fauTadr
3T FRIg] & g1+ Uga™ &1 Weg|
3dYd:
Cilastatin:
3[Rl b YU : e B fhe: Widfardt / 3™ o1 Uit fasT

TEHH R & I SHa:RRT
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IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR ORI 31 Bt dRIG: 27.02.2015

JaRdl: LOAEL: 1,000

NR: B UfdHd gHTa =gl |

TROT: IaRepdr 3R IR Yofiia faery R w18 gHrg =8t u
T

Imipenem:

SARAT & YT L e Bt fpe: Wi / sRe &1 uwii fasra
TSIt T (<), YT 3R Her
TEHHRE & I 3Ha:RRT
JdRaTl: LOAEL: 80 farm/famm ImiRe UR
NIR: B UfdHd YT 7181 |, YOT &1 HH Toi |
URom: IdREAT 3R URMYE YO fahr IR His THIG el urg
Y|

TRIe01 BT fohe: BT / 3™ &1 Ui fawry

goTifa: IET (@), Gfeen 3R Hiar

AR o IR: @l & A

JaRdT: LOAEL: 320 form/fasm IRIe uR

TIR: HIg UidHd UHTd g1 |, Y01 &1 Y gor|

RO IdREAT 3R URMYE YO fahr IR His THId el urg
Y|

MR & e R uyEl  geo 3! f5w: e
TNt dex
TR & I SRR
fapr s fauraddn: LOAEL: 100 fimm/fem Ikive YR
RO YT TR YOIawTeda THTd 3R UrfuHTg urg Ta|,
o guTa -Tel |

e o fore: foe

Tl W

THBRA & I 3fd:RRT

fomraTd® fauTadar: NOAEL: 60 FFRT/fd IRING 4R
gRumH: REIfSHIe THIT T8t

W& &t foe: [dpr™

orSiIfer: ¥g1 (Re)

THBRA & I 3fd:RRT

fomrTH® fauTadar NOAEL: 60 T/ IRING HIR
gRumH: REISHIe THIT T8t

ST foSTeRd - Sfida L ORISR o TR TN o STYR WR fAh IR Ufddd guTa &
EERECK
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IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam

Formulation
THT Teney= &1 fafd: e ci Rens B IO R 3ifH IR ORY 31 Bt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015
Relebactam:
3fARAT & THIG L TR 1 [ go-/IaRR faer
geTifar: IeT (XT)
TEHBRA & I @l & J1d

JdRdT: NOAEL: 450 farm/fesT ssiRes 4R

MR RYF ARGl dHeor o e yormiw Rig faem|
orSiIfer: g1 Re) .
TWITHRM & IR SeARSHId SoiaRH
YOI RIY] fauTaadT1: NOAEL: 450 fi/fae kIR YR
URRom: TRl RIY] & faswry R gvmE T8t

uﬁ&mﬁﬁm Wﬂﬁwﬁrﬂﬁm|

mwasm s?raﬁ?ﬁt{as@asﬂ
vy g IR : NOAEL: 450 T/ TiRe HR
qﬁﬂﬂﬂ:nﬁwm%ﬁmwumqﬁl

e o fre: o

orSTIfer: ¥g1 (R€)

TG & I 3fc:FRRT

fomraTd® fauTadar: NOAEL: >= 450 firm/fe e ImiRe R
OO IdREAT 3R URIYE YOI fawr R $is THIG el arg
|

W& & f: [ddr™

T @A

THBRA & I 3fd:RRT

fomraTe® fauTaddr: NOAEL: 450 fimm/fem ekiRe 4R
gfvome: MR RIY) & fasm W wHE =1

STOT - U&hd Sifad

JUAS BRI TR afiepd al|

STOT - gigvm™l Jfad

& BT a1 TRIGT TaUIoR (TGT) S &1 JaT Ugdl Iabdl g |

3dUdq:

Relebactam:

&g 3(qygd Tl

e ; a?ﬁm%gﬂvrqam&rﬂraﬁmgaﬂu‘f ) B! HIH ugal
Hhdl gl
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Imipenem / Cilastatin / Relebactam
Formulation

BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 09.08.2023
30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015
U G fauTeaar
3dYd:
Cilastatin:
SR L 98I ()
NOAEL . >=500 mg/kg
TEAIHTH & & : Sia:RRT
fram gg & ford Iudh : 90 Days
(TEUISR) g1
feauft . ot TRyl Ui wHTa &t e e et
I DR
NOAEL . >=500 mg/kg
TEAIHTH & & : Sia:RRT
frda vy & ford Jud © 5 Weeks
(TRIUISR) g
feaoft . ot mreayul ufdged wHTa ot e e ot
Imipenem:
PRI DdR
NOAEL - 60 mg/kg
LOAEL ;150 mg/kg
TAIBTH & T SRRy
o g & ford gusd 6 Months
(TRIUISR) g
&g 3H{9ud : ﬂzf
I DR
NOAEL ;120 mg/kg
TAIBTA & I ik k!
frda vy & ford Jud © 6 Months
(TEHUISR) g1
feuqufy . 5 Heayut ufawa yuTa &t gaeT et e
Ty L 9RI ()
NOAEL : 180 mg/kg
TEAIBRA & I SRR
o Tmg & o gusd 6 Months
(TEHUISR) g3
fewuft . ot meayl Ui wHTa ot e e et
PG| G RO
LOAEL ;150 mg/kg
TEAIBRA & I : SRR
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Imipenem / Cilastatin / Relebactam

Formulation

TEHRT Teney= &1 fafd:

e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 09.08.2023

5.2 30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015
&g 3aaq : ggf
Relebactam:

Ut L T (Xe), AreT (poa)
NOAEL . 150 mg/kg
T B R & I - SgRRT
fra g7g & ford Iuds : 30d
(URTAISR) g3l

PICII ;98I (Re), R (Ha)
NOAEL . 450 mg/kg
TEAIHTH & & : Sia:RRT
fram gg & ford Iudh : 30d
(TRIUISR) g

TSI . dR
NOAEL . 25 mgl/kg
UGB R & I SRR
P gg & ford Iudh © 30d
(TRTAISR) g3

& Hgad : ggf

TSI . dR
NOAEL : 37.5 mg/kg
UGB R & I SRR
P g7g & ford Iudh - 30d
(TRIUISR) g

PTIIT| B rerd
NOAEL ;50 mg/kg
LOAEL - 150 mglkg
TEAIHTH & & : Sia:RRT
P gg & ford Iudh © 3 Months
(TRTAISR) G

&g 3aaq : ﬂgf

Y A0

JUAS STHHR R Figpd Tal|
A9 | & Q1Y 3gHa

3dd:

Imipenem:
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam

Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015
gikfew, Idr ()
fewolt: afdera a1 ¢d & o 49 ¥ UgURid fdaar o
IR (AYeTSoRH) 8 Tabal 3|
Relebactam:
1 Y YU D INR: g¢, AHAB o8, &, Ia2 Jaeht ad, ifar, Aaaah, Ta |
WRI, IR
12. uTRfRufaaTa Jamn
uiifRIfa® fauraadarn
3dd:
Cilastatin:
EENIEARELIESE ©  LC50 (Pimephales promelas (ﬁv?%@:’ ﬁﬁﬁ)): > 111 mgl/l

o g & o Tudhs (TaRUioR) g3 96 h
TRIST: OECD TRTEfTT fe=M-a=r 203

SBT3 e-xfed . EC50 (Daphnia magna (dTcR Tl)): > 99 mg/l
ENERSELIESE] o g & o Huds (TaRUioR) g 48 h
Rt 3.3 3 & 2w Fdwr 202

QaTa/Sag Qe Y fasraddr  : EC50 ( Anabaena flos-aquae): > 99 mg/l
fra THg & o Yudh (TaUioR) 3T 72 h

T o 3.3 S e AW 201

EC50 ( Pseudokirchneriella subcapitata (Bﬁﬁaﬁr (Qc_\rﬂ)): >
99 mg/l

P Ima & ford Tudh (TaRTAIeR) g3 72 h

T off 3.0 . e Fd= 201

NOEC ( Anabaena flos-aquae): 99 mg/l
o Tg & ford Hudh (TaRdioR) g3 72 h
T off 3.0 8. e Fa=r 201

NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁiﬂﬂ (Qc_\rﬁ)): 99
mg/|
o Tg & ford Juds (TaRTdioR) g3 72 h

TWeT: o 3.3 S e AW 201

EICIERACEIESRI : EC50: > 1,000 mg/I
foe wHg & ford Tues (TaTuior) §efm: 3 h
TRI&0T ot fored: YTH-TRa § T dlde
T 3 3 4 St 2 Fdwr 209
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR ORI 31 Bt dRIG: 27.02.2015

aIeh &I fasredar (RR&1fae @ EC10: > 9.9 mgll

GEIESEI) foram Tra & ford Tudh (THRTGSR) §ail: 32 d
TSI Pimephales promelas (fb?%%' ﬁﬁﬁ)
T 3 3.4 8. ¢ Agw 210

WA Td 3 Je-ed . EC10: > 10 mg/l
ERERSELIESEIREREAINED o wg & ford Tuds (TauioR) g3 21 d
[ELIESGD) USTifd: Daphnia magna (dTex Ui

TpT: 3713 .1 3. e =T 211
Imipenem:
SBT3 Jexfed . EC50 (Daphnia magna (dcR TiM)): > 78 mg/l
ERERCLIESEI] o Tg & ford Tuds (TaRTUIoR) g3 48 h

T o 3 3 S e Adw 202

Qara/Sey Wel &) fasgadar ¢ EC50 ( Anabaena flos-aquae (ﬂﬁzhaw»: 0.0046 mg/l
o g & o Hudhs (TaRdioR) g 72 h
T 3t 2.3 &Y. e A= 201

NOEC ( Anabaena flos-aquae (Hﬁ:ﬁéﬂﬂ'ﬂﬁ)): 0.002 mg/l
o g & o Huds (TaRdioR) g3 72 h
et 3 3.3 . 2w Fdwr 201

EC50 ( Pseudokirchneriella subcapitata (Eﬁ‘aﬁﬂﬁ (Qc_\rﬁ)): >
74 mgl/l

o g & ford Judh (TaRdioR) g3 72 h

et 3 3.3 . 2w Fdwr 201

NOEC ( Pseudokirchneriella subcapitata (B'ﬂ?ailﬂ (Qc_\:ﬂ)): 74
mg/l
o g & ford Hudh (TaRdioR) g3 72 h

e off £ 8 2. T Fdw 201
TH-Whaeq (3Mfaurdl SR~ ¢ 100
[ERIESE])

Sttarugsit o faureddr : EC50: > 1,000 mg/l
fora T & ford Tudh (TaIUTeR) §ofl: 3 h
UJ&I0T &1 fore: HTY-URAT | Fhlac
T 3 3.4 ). T fAdw 209

Ao &) faureaarn (RReifae :©  NOEC: 9.4 mg/!
fwTaTa) o g & o) Hudhs (TadioR) geim: 32 d

T Pimephales promelas (ﬁ%%%’ ﬁﬁﬁ)
T ot 3.3 . T Ak 210
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam

Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015
WA Td 3 de-ed : NOEC: 11 mg/l
ERERNCLESCIREREAINED o Tg & ford Hudh (TaUioR) g3 21 d
[ELIESED) USTIfcl: Daphnia magna (dTex Uil

T o 3.3 e Adw 211
TH-Traexy (RR&1ferd STaer 10
[ELIESED)

Relebactam:
SBT3 Ae-Xfed . EC50 (Daphnia magna (d1cR Tit)): > 100 mgl/l
ERERSCLIESEI] o g & o Juds (TaRUioR) g3 48 h

T it .4 S e Adw 202

EC50 (Americamysis (ST USTfd)): > 100 mgl/l
o Tg & ford Tudh (TaRTUioR) g3 96 h

Qara/Sey del o) fawegdar ¢ EC50 ( Pseudokirchneriella subcapitata (Eﬁ‘aﬁﬂﬁ (Qc_\rﬁ)): 86
mg/l
o g & ford Hudh (TaRdioR) g3 72 h
et 3 3.3 . 2w Fdwr 201

NOEC ( Pseudokirchneriella subcapitata (83t dTeT (Tesh)): 12
mg/l
o g & ford Judh (TaRdioR) g3 72 h

Ther: 3N 3 S e w201

EC50 ( Anabaena flos-aquae (FT8AISadH)): > 11 mgll
o Tg & ford Hudh (TaRdioR) g3 72 h
T 3 2.4 . e g 201

NOEC ( Anabaena flos-aquae (STgAIsiae@H)): 11 mgll
o g & ford Tudh (TaRdioR) g3 72 h
T ot 3.3 8. e fAd=r 201

EICIEIRACEIESRI : EC50: > 1,000 mg/I
fore wHg & ford Tueh (TaTuior) §efm: 3 h
TRI&[U1 1 foheH: YTH-URa | Feprde
T 3t 3.3 8. e fAdwr 209

NOEC: 96.3 mg/I

o Tg & ford Hudh (TaUioR) g3 3 h
TRI&0T ot fored: YTH-TRa § T lde
T o 3.1 S T Adwr 209

18/23



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Imipenem / Cilastatin / Relebactam
Formulation

BT e & fafy: TY.31.09. AR i IR SIRT R DI dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugal IR SR - &1 dRIG: 27.02.2015
Tl &I fauredar (RRee1feiee @ NOEC: 9.2 mg/l
fwTaTa) o wg & ford Yuds (TauieR) g3 32 d
*ISII TS Pimephales promelas fb?%%’ﬁﬁﬁ
T 3N 3.4 & A 210
WA Td 3 Je-ed : NOEC: 2.7 mg/l
SR fauear (Rraifers fordm Tma & o Judh (TRTUeR) §ail: 21 d
[ELIESGD) USTId: Daphnia magna (9Tex Uil
T 3n3 .St & e 211
R 3R SraerHfordr
HdUd:
Cilastatin:
SfdP HTHHUIAT B & D OROTY: YA & 1Y WHTae diic o SashHueRT
@feTrsiad) 7 g aren
Sfde THHUET: 27 %
o g & ford Hudh (TaUioR) g3 28 d
e 33413, éaznmmsozaﬁ
Imipenem:
S SAHHUIT BT & : RO YT & 91 Ui idd aiid ¥ SHTHHUBRT
CRIE SRR
Sfaeh aHHOMET: 29 %
P gma & ford WU (TaUIoR) g3 28 d
T 313413, %Eﬂﬁ@?ﬂs:rsoza’r
Relebactam:
Ofad SAFHU T &l ¢ RO EAT & I UIHTad deid o SawHUGRT
@feTrsiad) 7 g aren
S fahHuET: 11.3 %
o g & ford Hudh (TaUioR) g3 28 d
TP OECD URTefur femmnfder 314
Tyifad Sfae J=aaa
3dUdq:
Cilastatin:
ELISRRINICHCS] . log Pow: -3.53
Sigera/ar)
Imipenem:
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam

Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015
fqyrer Turies: (T : log Pow: < -1
SfgeHId/ar)
Relebactam:
fAUTS T[uTiep: (WA : log Pow: < -2
SfaeHIe/a)
fardt o wifer=fteran
3dYd:
Cilastatin:
g0l Hafl § faaror . log Koc: 2.3
Relebactam:
g7l Hafl § faaror . log Koc: 2.3
3= Ufded gHTa
221 IuAY Ta)
13. fAge Aifgard
™ & T 8F
/Y I §41 7 (e . P Pl AT H AT B |
I faf ol =y has |
afa ofdh D\l fSa Dl O DI g7ed B aralt haae! 8§ dargaaT a1
T & ford & S|
3R 3=yT fafAfEy 78T fava Tam: sioRjed Sate & =u H
fAgem 31
14. URag= GaAT
siaeigia fafraw
UNRTDG
UN &R : UN 3077
Hr9e &1 98 A © ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
o | éhnmenem)
ofeT Sl
NELS 09
TafaRur & ot WaRATH Cogl
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam

Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 gl R ORI R &1 dRIG: 27.02.2015
GRS
31ms T & T-31 ot 3R
TH/3TS 8 TR : UN 3077
CARRKIE :  Environmentally hazardous substance, solid, n.o.s.
(Imipenem)
Gl © 9
Ofe T U Sl
d9d . Miscellaneous
fesaradl o fegrad @RM @ 956
gaTs SgTo)
fEsared) ot fieerad @e garg @ 956
EEE)
YTaRU1 & o) a1 Cogl
(@S H)
318 TH 81 of-@ls
UN R : UN 3077
Aided &1 ge! 719 ' ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Imipenem)
GH © 9
ofeT U Sl
NEN] -9
EmS dfgar : F-A, S-F
TS UGy L g
IMO SUFHRUN & AR AP T ufkag &<
3MYfef fohu 77U e ae & forg @y 16t
IyURTRdt & fore faRiy grawnfaai

Tgl fau 7T uRaes ool Had Yo & T & o §, 3R THHE U § 3fides Al &
O TR 37T § ORI o 39 JR& STel Tite & iR sqeT aufF fasan mar g1 aRag &1 fafdy, G
BRI, 3R &ftar a1 3=  fafomt o fafdearsii & orguR uRag e fira-fid 8 9w B

15. faf~ramme Ja=n
verdf ar fireror ¥ e e, Wy, 3R yaiavur & fafawfaee

39 ITeA ¥ 3aud fAmfrfAd srae N A gfaa §:

AICS : fyffea &t
DSL : Fryffea T8t
IECSC : Fyffea T8t
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam

Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR SRY A &I aRRE: 27.02.2015
16. 3= I

e 1 fafy :30.09.2023

Sffafad SH&RY

el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ 3{idNe& dd-Id! ST, Sel

TART b3 T G OICe EIST IO quT JRITA Ifes Toie,

http://echa.europa.eu/
feqi® ursy . fegagay
3= 3rsfidie=H & ot area

AIIC - 3N Tl ®1 Sifeferars et ANTT - wﬁmaﬁw@m@wm ASTM -
3Afet ATt Uieror TR bw - Sial &1 G9; CMR - BRI, Heol-d a1 Yo faveT; DIN -
THA AFSIHR0 IRIE & U AFS; DSL - aiqua?fﬂjﬁ(aﬂm) ECx - x% Wfdfshar ¥ a1
THe; ELx - x% UfAfehar ¥ &t ST &X; EmS - TUTqHhIe- Uegd; ENCS - Ael 3R =Y
RS Uard (JTAM); ErCx - x% Jia &R Uidihdl ¥ JST Hba; ERG - MUIddmIeA Hldfshar
TES; GHS - ﬁ%wwwﬁw;em-a&ﬁuﬁwmﬂ; IARC - ¥R TR 3 & forg
Toi; IATA - I1g uRdg- THIRIUH; IBC - YR AR § WoRkAlb I drd
ésﬁnfwsﬁwwésm HfgdT; 1C50 - 31T SHfUDHaH RIS Hdhg; ICAO -
RIS AR faHFA W13, IECSC - I & HiG[aT Y-S Uardl &1 3dedl; IMDG - SRig™
WWW IMO - &mﬁ@uﬂaﬂw; ISHL - STEfTe JRE SR WA B (SITUH);
ISO - AMSIHRUN & T SIRIPRT 13, KECI - HIRAT HISET [T $de; LC50 - TRI&UT SHTarl
BT 50% BT Gl Tobgd; LD50 - URI&UN SETEl BT 50% bl Gldeh WRIH (A °ldd GRD);
MARPOL - STgTell ¥ UGNUT &1 AU & oY SeRigha ¥a; n.o.s. - 3T Ay 7T, Neh - feredt
f98; NO(A)EC - sadib = fdar M (wfddd) WHE ddha; NO(A)EL - 3fdaid- 9 foear T
(WTA%T) THIT TR NOELR - IR-TIH=-21 T1d T aR: NOM - SRR Afde fHaw:
NTP - 81 fa-fax SRIH; NZIoC - 8T $1 gelt ofs $dedl; OECD - SR e IR
AT Tie; OPPTS - IMMAM® YRET 3R UGN AHUM HATAT; PBT - RIRR, Wd-THAHN 3R
faumad Terd; PICCS - ™A SR IS terdf &1 fhelldia gdedl; (Q)SAR - (HEHTEE) ITT
TfAfAfY Fey; REACH - TR I¥e 3R IR GoiidRul, eidh, WRSGR R ufady aRug &1
ﬁﬁuﬂq (EC) 7. 1907/2006; SADT - -dtadT ugeH dgdr; SDS - 4T Sl He; TCS| - ArZa™
QI‘{'IILII"IGP tla?f $'CICQI TDG - WWWW TECI - 2‘II$Q15 Hivlal 44 i'»'qc{I TSCA -
fawrery uard Az s (3ge Isg SMReT); UN - §g Y; UNRTDG - NSRS 9HH &
IRaET R TG Y BT RABINRY; vPvB - Tgd WA IR Tgd SIa-THAHRUT A-F; WHMIS - HT-
RIc QR AUl o1 Jurat

U RET ST 2T & SUD THIRM &I dRIG B &1 T THSRT §HR IH, STHHRT SR [y &
SR 6! § | TSR Bl YRI&T & Y FUTEH, TN B3, Uil H, T -, IRaeg He,
fue = TUT Be & fo1U had ANfexH & wu # fEomae foar mar § qu oo} UeR 1 aredt an
T[UTaT T fAfERT 18T [T SITET | SUais SR TR SR 39 SDS & /Y IR gt it daad
WW@W%HWSDSWWW 3 Jrft & T | a1 fopedt o ufepar §, ofe
I U1 H 7 FdT91 71 81, TRART - R 94 gl 81 Taball ¢ | It yaiaarstt &l @ 8iF W, e
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&l ser e €I MSD [ .

TAlgd gRAMISSIS WHeH & 3R

Imipenem / Cilastatin / Relebactam
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
5.2 30.09.2023 67741-00028 Ugall IR ORI 31 Bt dRIG: 27.02.2015

& ifam IdTE & SDS-ATHHT &t JUGHIT HT BT B Aed 88d B, TN A, Uichar dx
TUT T H=A & 3 3Ty &1 & faRRry Tauf & SR ofk Ryeiie ot wften e =g |

IN / HI
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