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: 30.09.2023
6.0 28.09.2024 67741-00029 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

famfor, YesRU 3R & SMITd WaRTS Q1A frgHTacit, 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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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: 30.09.2023
6.0 28.09.2024 67741-00029 Ugall IR ORI 31 Bt dRIG: 27.02.2015

i (ol ST @ar @ fAumT g

SI.U9.0Y. d9d d

.. ®¢

BEGRICH

BT el SR : H319 3iTEl & ToiieT e I SR
H334 T §RT T8I B TR UeTol a1 YT-IT & q&I07 a7 494 |
HISE IUA PR TP 5l
H361d 3fSiTd fRIY I BT g & s _
H373§ﬁ$ﬁﬁqmwwqﬁm(w)&hﬁﬁwq§m
pargl
H410 STeTeR Sitg TR v RIRH THTT 3R J1Y &) 3 faver|

wefardigdfau™ sam R

P203 JUIANT & § Ugd Tt JRef =i &1 urd &%, ug 8k

JhT UTe &N |

P233 f3sd B Y TR 9¢ HIPb @ |

P260 Y&l D! T R UG A B |

P264+P265 TUTA P d1C BT T 33T dg o 9T | 3Tl &I Ad

JI

P271 $ad 18R T YT dfeaw™ & 1Y IUTNT B |

P273 dTdTaRUl # BleH ¥ URER B |

P280 Y&Ta® G/ I 3R 311G T/ &0 U |

P284 YT-UYTY &1 UgH

I

P304 + P340 ¢ 1Y gRT T80 &R o Afad &l areil gar d

MU 3R 91 o & o e 3 foremd|

P305 + P351 + P338 3R 3@ A Tal 9| & fHe d&b Ut 3

IR (R) B | 3R Picde o ™ Bl dl 8 HobraT

M g dl Fepra ¢

P318 3R 3{TaRYI g1 1 fo=ar g1, fad<ia Iamg ¢

;37 + P317 3R 3{REl A 9o 9RT 3R: Fafeen gemaar urd
|

P342 + P316 3MTR ATY-URAN & T&UT: TehTdl TUTdRTA

oo TeTaar U &

P391 TAPId UHHd BI |

YHSINUT:
P403 35 aTdTa aTell SiTg | Iferd 3|
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TAlgd gRAMISSIS WHeH & 3R

Imipenem / Cilastatin / Relebactam

Formulation

TEHRT Teney= &1 fafd:

6.0

28.09.2024

€3 MSD [} v

TY.31.09. AR i IR SIRY = &I aRIG: 30.09.2023
67741-00029 Ugdl! 9R ORI A P dRIG: 27.02.2015

P405 HSR ard HI

fAarr:

%501 fes &1 FuerT Wierd aw vl sRE™ A
|

3= grf=ar fore ufvomy Ty aeffewor 98t gl
o & I TS g1 IR 3@ A it STa iR a1 A gt gl gt o
TishaT, YHTE 31 30 T P SR fapbles Yol-arg Ao s 9ahd & |

3. 3[AYdl BT AYCA/SITTPRI

e/ fersyor ;o

3auq

GICIEEAE It W T (F9) - TR | TS (HFIAH) (%
w/w)

Cilastatin 81129-83-1 >=30 - < 50

Imipenem 74431-23-5 >=30-<50

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

4. yyfie Rifesr & surg

HTHY Hdle

3R 1Y gRT U g1 ST

3R &1 ¥ YU g SI1T

3R 3@ q YU g ST

3R FTTe foram Sme

T AUl TEUT 3R
quTE, gl o SR 3

© 3R <Hed 8l 1 deid 3l 9 & df AfShd Wb § Idg B
Id TEIUT €G X8 I1 Xih] b R fRufar A Fifehdia gare o

. Ofe T gR1 IE R o o, o el el gar & & |
gfe I 9w 81 oY, HAA A9-fafy ¥ 9 g

Tfe TG A1 B g 9, 3MeioH |
faferita Tgan ol

© g B IR, IR @1 Y Wi 3R Sgdrd U ¥ I |

T 9% U4 9d IR < |

fafdredta ggan o
YN ¥ Ugd X el |

YT 9§ a9 §d B 3wt aRg O

WS gF W, R Gl B HH Y HH 15 e & o IR U

UM 8 B B

3R PIede A~ UgH B, 3R ITh! IaRAT 3 81 SaR 2|

feforcita wganT o
: gfe fAETa o, 9w Ofd 7d S
fafeeita Jgam o
U & 1Y 4 3! aRg Hoell hRal |
L 3t & Hollel S Iad HRar g

Y GRT TGV B TR TSI T Y- P T&407 AT 4T &

PSS IUT B ThdT g

3T 1] & g1 Ugam &1 g

3/23




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

Imipenem / Cilastatin / Relebactam

Formulation

THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT aRRG: 30.09.2023

6.0 28.09.2024 67741-00029 Ugall IR SRY A &I aRRE: 27.02.2015
e ar éﬁ?@ﬂ 3REITT B TR Z1T (SR &Y T ugal

WWW@WW@?MWW
@ﬁammﬁi%r% Sprsfey, Rufded wraw fewhasr Rigm) &
CARES]
%ag%mawmwaﬁwmmﬁw
|

Ui fafdrer & TReur L Ui Fafdc R aTal i ST YR&M UR & ¢1 A1fg T, I
SHRIA BT FHTET B TR G ¢ JafID GR&THD SUBRIT
BT ITINT HAT IR (TS 8 ¢ )|

Rifraas & ford g L o 3R WEanT ¥ SUER HR|
5. R IUNT
Iuged A Hifsan AASE: ]
Yaspara-ufaRieh S
Fa SRS
[/ A

SR (M qIH & A1 ¢ 3

I F RARRT IR Yd 999 Y A, ST Wd b1 U A TS 4d §a1 H 3FR
BB AT A THA 2idl & o) fapie o YU 81 9bdl 2|
T8 IUTGI BT YUD WY F AT Th W1 81 Johell g

GRATP g1 Idla] . HREA RSy
Ted RSy

(31FT) G2 & faRy adies : g RS IF TaT o3 o R uRfRUfT SR Sma-ury
IR & 3IHd Bl

g {&aal B 31 B F o JTA-FeR BT UanT R |
SR U1 BT YRI& § Al 3T & & I &g = dbe-R Hevrd o

STTE &1 WIeh HRA|
IMPIH S Ul Sad 3 o1 oM R, W93-FRifAd 41 Iuasor ugH |
JUH AT T&TeI® IUHRUT UTIRT B |

6. 3MH AP el Iura

ol AU, ReMdTd ¢ (Aol IETAS USR] YIRT He |
JUHRUN YT TUTIB IS IRiEa FsfeiT sl (W 7 37 ) 3R cufdTa qrem Iuaui
ufspamg & Al (TS 8 ¢W ) DT AT DY |

qgiaRuity Fraenar : gIdIaRuT § Bie ¥ URER H1 |
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Imipenem / Cilastatin / Relebactam

Formulation

TRl T o fafd:
6.0 28.09.2024

TY.31.09. AR i IR SIRY = &I aRIG: 30.09.2023
67741-00029 Ugdl! 9R ORI A P dRIG: 27.02.2015

HHTS B SR Bad I A
& gard ud dlic

e BT JRIEA, SR T 19 a1 Feh1d B A |

T ¢ T U Dbl g1 Td AT

%@?mea%,aﬁwmﬁ
|

. gaT H It & YA I HH B P (oY fIGRTd &l 3raxnvdpi I

W R TR TH FaR W < |

Il B O § YA B ¢ & o sifafad avat gerf siis |
TR TH Terd H IR |
ﬁmﬁﬁwﬁﬁmﬁﬁwﬁ(@%%m@ﬁwﬁﬂ?@ﬁ
T HY) |

[T &) YoIg! W THHd 7 811 2, b I qafy | A ardreror 3
Jefie 81 R fawwie fiygor a9 Srar g

JUYad TEHReC & 1Y Talld o AT HERNTS 61 A6 B |
R a1 IS faf o 39 verd &t a9l ok Fuem &3 &
fore AN 81 Uhd €, I1Y 8 39 AeRIge 3R sgeryq wR ot St
sﬂmﬁaﬁ Rreiier 3 ST & SUGNT B T o1 21 3479 B
ﬁ@msﬁmﬁwﬂﬁﬁﬂmm@ﬁ%

U THSITH & STHIT 13 3R 15 F© RIH 1 I8 Rebrgd<
F TR T THHR UgH B & |

7. FATA 3R HSRUI
RERICARRLIE]

R / $d dfead=E
& gre & forg
graytian

. Wfae faggd o 81 et § 3R Fdfad 4@ & sRul fawpie gt

&l g
Fferd gafurg 9, S B SAaid ISl 3R it ar
3feh T ATATaRT |

Rt Suged ot § U ®1
L Yd P N GRT TG0 A B

et wa |

AE AT T

TP 1Y T IHY 9P I1 IR IR JUh A 3 J URER B
GTe & d1C ol Bl 3BT aRe Y|

3B SN TeFaT 3R R& TUTST & SR FUT,
HTIRI THHUIGR 3MTha UR MR g

o P HY TR I¢ PIb @ |

Ugd g Yol Afaaal oI, 3R 3T, Tetull, didpiferes a1 imadf
G T P Ufa Gae-=iie ufaaal & 49 Ixoih! a1 Ydgdh! &
Y HTH B & Jay § 309 Rifers T wmf &1 anfgu
d PT I 3R SHIG HH J HH gH < |

S Tt H 77 81, foss 9 |

q1Y T4 FodaH & did 9 gR 39 |
%W%uﬁwqﬁqﬁmﬂqw@
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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: 30.09.2023
6.0 28.09.2024 67741-00029 Ugall IR SRY A &I aRRE: 27.02.2015
Wﬁ?haﬁﬁﬂﬁﬁwﬁﬁ,ﬁmﬁwﬁ
DH |
g veru T oRfRUfqar ¢ oSt g A Aaet ol g Feaalt A <
1R dral 1
P PR TG PR G |
faRy Ity fafAodl & AR HeRU &1
R CE] ;. Fufaied yeR & Wisae & Iy 7 39
GIERIERICRUIRUT TR
8. sy frdmron / fsft Ram
R G701 & A S 1Y 3q9q
SERE] U ($9) | 4 UBR =0 U / YR
- TR (3R&TTT BT PRENICK
UHR) HIACIH
Cilastatin 81129-83-1 | TWA 5mg/m3 (OEB 1) | 3dRke®
Imipenem 74431-23-5 | TWA 3000 ug/m3 (OEB | 3{idRe
1)
3ffaRkad STH®RT: RSEN, DSEN
e St IOigr | 100 pg/100 cm2 | 3fidRke
Relebactam 1174020-13- | TWA 0.3 mg/m3 (OEB | 3fidRe
3 2)
geiifafar fFasor L OISV TRIUSR YATH $HRA & g WU SoifAaiar fason
BT AT BN |
gt Seitfafie fazon &) uReR feems gri srifd ga
QT 3R IJTa!, BT, 3R TR H1 38T & folT GMP &
RyGidl & SR arferd foar s @nfgul
foreht s @t 9l
o1 aeft g L TR i R Fe dfedw Iuds 78 @ a1 TRIaeR
3T SRR fer- il & aTeR equioR Hafid Rl g,
Al T GRET BT SUANT DR |
flheey UPR ;AR UHR
AUIRERIEEIR]
garf A T
3ife Fadt s=mg D I3S Tiies AT b 1Y PRETIATTRH |
3R BT b HIETel a1 Tiafafy & et ot fRufead, Jor a1 wRidey
M &1, ol Ifrd M7ed ugH|
TR Y, Yo, T TR & -1 1Y Juh ! GHra-T &),
TroRiics a1 gY X BT 3= W& UgH|
1 Td IR Gedt s ;. gdf a1 TR Pie H BTH B
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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: 30.09.2023
6.0 28.09.2024 67741-00029 Ugall IR SRY A &I aRRE: 27.02.2015
Tl dadt Sur D 3R I SUUNT & SR AT & WU H S &1 GHTET 8,
@ B A & R & B 3G O BT gonferdr iR JRaf
TR T&H B
TN & R, ST, FHT1 31 YHu= 7d |
T HUS! B! 81 F T8 5l R J SxHTd B

gfaeT o gUTAT darad 8 So-aia fd=or o witern, 3k
T GR& IUHRT, IId ST SR ufk=iie= ufesanat,
SMeNfie W=l TR, feferc AR ok TaRimus g

[BPELEIESEINRNIE SR

9. Wifae ud varaf=® ur

fagrae S NE

a1 ;g 9 ool Ulall

Ty ST KSR |

e BT G L 3T IUA el

IR : ST 3UAY gl

fae/és &1 aa L STl SuAsY gl

IR Idc- d1 fdg / Iga-  © el Sudasy g

@t

TR foig ;TS Rl

arefiehRur Bl &R D YAy el

SIARITedT (319, 19 ; m%ﬁmm&mmaﬁ%aﬁwﬁwsmmﬁww

ST (ARt Teref) L U el

I fawpie T / =R SESTUIREREE ]

&Y fawpie W/ et S KSR |

SaARIdr AT (@8R

THadfaferd fadie)

a1 EaTd LTS
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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 aRRG: 30.09.2023

6.0 28.09.2024 67741-00029 Ugall IR SRY A &I aRRE: 27.02.2015
Toe arsg g9 b o e i
e g : a1 ISy g
T Sl IuAs el
ort A facgar S GERI|
ICHISRRINICHCS] . UaNg el
3fgeAIe/am)
3N BT argH 3l Judas gl
3qYe &I dIHH © ST Iudsy el
BIESIREEEAIRSE))
;a1 ISy g
I wraafes : UgIeg el
faepice URAYUTT . fowples 6t
SIRFHIUT & TURGHTT : g uerd a1 iyl &t sfafieRe ariferd 8t fovar M g
3MUIfIH HR D ST U e
CAURCRIL G
U BT AT : 3l JudAs gl
10. fRRar quT ufafpaar
UfdPpR : fifparsiieiar & @R & = § Fifepd e
T fRRAT D g R A RR B
IREweryg ufafsarai ; ﬁ§wmmww%aﬁmﬁ@ﬁwuﬁﬂ@ﬁww
|
Ao ST PRS Tolcl & 1Y Ufdfhar B gbdl g
39 gRfRufaal @ o< : Ty, SaTel ug Rt
Yd P §1 AP |
ST ATt D SfiRfieRiy Teley
3ge yardf ¥ shiegd © Pls WX dTd (FORSY) 3uge gy F1d A8t
11. fwrasnfora g
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Imipenem / Cilastatin / Relebactam

Formulation

TEHRT Teney= &1 fafd:

T30y, deR:

3ifdH TR SR B3 BT aRRG: 30.09.2023

6.0 28.09.2024 67741-00029 Ugall IR SRY A &I aRRE: 27.02.2015
TG 3REUT (TRTUGR) & TR A1 gRT TG0 HAT
A TFBR GEIR R ED
frTerT
3@ § U
GIERCLIESEI
JUAS TSR TR aFfiepd al|
3dYd:
Cilastatin:
g A fawradar LD50 (IgT (X€)): 8,000 mg/kg
LD50 (YW (HI3H)): 8,000 mg/kg
Imipenem:
g A fawradar LD50 (AN (HI3)): 10,000 mg/kg
el fawraaar (RS & 3= LD50 (IgT (¥2)): > 2,000 mg/kg
) TEIHTH & I 3Hd:RRT
LD50 (¥ (H13)): 1,500 mg/kg
THBRA & I 3fd:RRT
1 & o ergeRSTaT
JUAS TSR TR afiepd al|
AdYUd:
Cilastatin:
PG G RRI )|
gRomy : 9T H o Tat
Relebactam:
GNEZ . EpiDerm
SIEWIE] . @9 A SaH et
iR A7 efasaeH
3Gl # TolfteT Sa I BT B |
3dd:
Cilastatin:
ENUES SRCio U
gRomy © HeEH 3Ral B SIad
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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: 30.09.2023
6.0 28.09.2024 67741-00029 Ugall IR ORI 31 Bt dRIG: 27.02.2015

Relebactam:

GREE ; TAIAIG F&HUSH/SIATSH HIaT (BCOP)
BRI S’ e k=Av R |

oI a1 UG GATG DRI

9T B gUTSIar

JUAS TSR WR a¥iiepd el

YTH-UYTH BT FATGIAT

Y RT TSN B TR Tl AT Y- & AT I 47 H HiS1S I HR Ibdl g
3HdUdq:

Cilastatin:

|¥'rq$(qa:srchm)$ﬂ@r A Y dUb

feaoft D ST JUAsY g

|¥'rq$(qa:auﬁm)ém@r L GRT T80 Al

feaoft L ST IUdsY ol

Imipenem:

|1%uquﬁ L AT a1 4d & 4§ TEURNS cfaad! § gareran
(AergoeH) 8 Ibdl B

|¥'rq$(qa:auﬁm)ém@r L gud

et . ST B HH BT aolg Y Fifepd TeT fobar T B

Relebactam:

Oteror @1 fbey . WM fWh 18 IR (LLNA)

U (THIUIER) & i

BIRIE D HRYeTEeR eI B |

SHaTy] I "eTeHRid

JUAS STHHR R Figpd Tal|

3dyd:

Cilastatin:

g fagr L IRIEU & T ATShifed GeoiFd IR (Ames TRIEN)

qRuma: BUMED

Imipenem:
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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: 30.09.2023
6.0 28.09.2024 67741-00029 Ugall IR ORI 31 Bt dRIG: 27.02.2015

fSHIcIBaRIct 3 fagt D ORIET B foh e YRR & J1gR WHYTRAT B DITRIBISH BT S
IR Tien _
TRIE0T GO ATl 8Rex Y HIRIDIT
Ruma: FBUMED

e & fre: foudia Saiad wa
gRumy: HUdS

Teur B fe: 3ifRuia DNA Jeayo R
TRUmy: Hund®

UR1&01 D1 forey: TRy fauy=
gRumy: BUTED

e B frw: e wiafes fafma e
RIS KD

forIciRIct 3 faal L ORI ) b gH-dlal A ey e
TSI Ju (A3 H)
TRITHRH o I S RRT
gfRumy: BUTES

Relebactam:

[SEECRIREESIEHE] ;T ) T 9adifar e fausdia ufvad= &t wird (AMES)
qRUMH: UMD

U1&I0T o1 fored: shiHeld TaRYH ¢ 34 fagt
TR HUTEHS

ISEICERICESATE] L OG0T ) fohe: RIeToiRIE (34-faat AaferH o ARl
HISCIoHIc® ¢¥e, ShIHNIHS TATCRI)
UoiTfa: <81 (RT)
TRIHRH & I SeUReHad SoiarH
URUIE: BUTdD

SITaTo] ¥ FIeToHRIeT - : &Y DT Ioi INTY] HIRIHT IARATH &b TG H qi{hHR0r B
3ffer T e FRar g1

CRNEE L)

JUAS TSR R aFiiepd el
3T fauTaaan

3T R &Y g1 Ugam &1 TWeE|
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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: 30.09.2023
6.0 28.09.2024 67741-00029 Ugall IR ORI 31 Bt dRIG: 27.02.2015

3[qyq:

Cilastatin:

3Rl & THTT : OYerur Bt fore: WiEferct / S &1 wwsital fasr
TP R & I 3fd:RRT
JRT: LOAEL: 1,000
TIR: B8 Uidhd UHTd el |
URom: IdREAT 3R URMYE Yo fasr IR His THIG gl urg
M|

Imipenem:

ST & THIG L IRIEUT T e BIERICT / SIR™ &1 Tl far
IoTifa: e (¥e), Gfeen 3R Hiar
TATH R & IRd: 3 RRT
JaRdT: LOAEL: 80 i/ IR YR
R: B UfdHd YT AT8T |, YOI &1 HH doi |
RO IREGT R IR YUl faHRT R HI yuTE T8 ure
Y|

TRie01 B T BiEfrd / SIR™ T Wi fasTy

goTifa: IET (¥e), gfeenT 3R Hiar

TEHRH & I @dl & A

JART: LOAEL: 320 farm/fas Ikie UR

R: P UfdHd YT 7181 |, YOI &1 HH doi |

OROTY: IRl R RS Yol fasrT R H1g gHTd =gt U
M|

MR & e uyEl - odeo 3! few: e

Tl §ax

TAh R o IR SRR

fab T faurddar: LOAEL: 100 f&m/fem IkiRe 4R
RO YA TR YOIASTia TuTd 3R I1fuyTd org Ta|,
REISEIEA IR T

Wi oI fbw: [de™

T @A

THBRA & I 3fd:RRT

fomraTe® fauTaddr: NOAEL: 60 BT/ IRING UR
TR SeISid UHTE ot |

Wi &I fvw: [de™

ued: g1 Re)

UGB R & I 3fd:RRT

9w aTa® fauTaddr: NOAEL: 60 BT/ IRIRG UR

12/23



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: 30.09.2023
6.0 28.09.2024 67741-00029 Ugall IR ORI 31 Bt dRIG: 27.02.2015

gRumy: SeISHid UHTd ot

ST fauTeRTar - i L ORISR o TR TN o STYR WR fdh R Ufddd guTa &
6 g ©

Relebactam:

3faRdT & JUTT D OE 3t {5 gd-/maRR fae
UoiTar: <81 ()
TGN BRI & I JaT & Aird

JdRdT: NOAEL: 450 farm/fesTn ssiRes 4R

M R & Aem R uuEl © 9eor & e Yol Rig faem|
orSTIfer: g1 (R€) '
TEHHTH & I: FeriRefad soeem
YOIy fRIR] fawTadTI: NOAEL: 450 fim/fasm IIRIR® UR
gRRom: THRI RIY) & s )R gumE T8

uﬁwﬁﬁm Wnﬁwmm|

q@ﬁ#&mﬁamﬁ Eﬁﬁ‘cﬁuﬁsﬁw
vy R RIS : NOAEL: 450 forT/Rs iRke YR
W:nﬁwﬁm%ﬁmmquﬁq@

e o fre: foe

orSTIfer: ¥g1 (Re)

THBRA & I: 3fd:RRT

fomraTd® fauTadar: NOAEL: >= 450 firm/fe e ImiRe 1R
OO IdREAT 3R URIYE YOI fawr R Sis THIG el urg
|

Wi &f fbw: [de™

TSTIfd: TR

THBRA & I 3fd:RRT

fomraTe® fauTaddr: NOAEL: 450 fimm/fem ekiRe 4R
gfomd: THRf RIY] & faswr R gumE T8

STOT - Tohd Sifad

JUAS SHHRI TR aFfiepd gl

STOT - glgvm™l |faH

&Y STl 1 G-RIGT TaUTeR (TIaT) $iT &1 JadT Ug ol 9o & |

13/23



&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: 30.09.2023
28.09.2024 67741-00029 Ugall IR SRY A &I aRRE: 27.02.2015
3dYd:
Relebactam:
NS RECR ] DT .
i ;e T YT SReUT BN IR 35t (MR bl IH ugan
Igpargl
U G fauTaar
3dd:
Cilastatin:
BT LRI ()
NOAEL : >=500 mg/kg
UAIH R b I AR
fpa THg & ford Tudh : 90 Days
(TEUISR) g ‘
fewuft . ol Heayul ufdgd UHTa @1 T et et
SIIG] DR
NOAEL : >=500 mg/kg
UGB b IR - 3a:RRT
CRERECEANCRIED 5 Weeks
(TEHUISR) g1 -
feaoft . ot Heayul ufdgd UHTa @1 T et et
Imipenem:
PG DdR
NOAEL . 60 mg/kg
LOAEL . 150 mg/kg
UGB &b I - 3a:RRT
o 97a & ford dudh © 6 Months
(THHUTGR) gl
eg 3aud : 113{'
I DR
NOAEL . 120 mg/kg
UAIB R b I . T ® AR
o g7a & ford duds © 6 Months
(TRIUIGR) g
feooft ;o TRyl Ui wHTa &t e e ot
ESUR LRI (e
NOAEL . 180 mg/kg
%W . &lﬁﬁﬂ'{
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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: 30.09.2023

28.09.2024 67741-00029 Ugall IR SRY A &I aRRE: 27.02.2015
ERERLEREANCELCE © 6 Months
(TRIUISR) g
feooft . 5 deagut ufdea yuTa &t ga-m et e
EEIIG] D WY
LOAEL . 150 mg/kg

& I SRR
&g 3fagd LTl
Relebactam:
ESUE) L 981 (), T ()
NOAEL : 150 mg/kg
UAIH R b I - SgRRT
fha IHg & ot dudh : 30d
(TRIUISR) g
B ;981 (Re), R (Ha)
NOAEL - 450 mg/kg
TR & I SRR
fha gHg & ot duds © 30d
(TRIUISR) g
PG| . dR
NOAEL : 25 mg/kg
UAIH R b I SRR
o 97u & ford duds - 30d
(TRIUISR) g
1&g 3fqdd : ggf
PRI . dR
NOAEL : 37.5 mg/kg
UGB b IR SRR
fha IHg & ot dudh © 30d
(TSR g3
PG I re0d
NOAEL ;50 mg/kg
LOAEL ;150 mg/kg
UAIB R b I : Sia:RRT
EREREREANCECY © 3 Months
(THIUTSR) g3l
&g 3ddq : gﬁf
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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: 30.09.2023
6.0 28.09.2024 67741-00029 Ugall IR SRY A &I aRRE: 27.02.2015
IR EEGR]
JUAS TSR R a¥iiepd el
TG SiRaW & Aq1Y AU
3dd:
Imipenem:
gikfew, Idr ()
fewolt: afdera a1 ¢d & o 49 ¥ UgURid fdaar o
IR (AYeTgoRH) & Tabal 3|
Relebactam:
SEIREECR D INR: g¢, AHAB o8, &, Ia2 Jaeht ad, ifaT, aaah, Ta |
WRI, RN
12. wifRufaea a1
uiRfRifae® fauTadr
3dd:
Cilastatin:
ECENIEARELIESEI © LC50 (Pimephales promelas (av_d%@:’ ﬁﬁﬁ)): > 111 mgl/l

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

ST Td 3= Ae-3ed . EC50 (Daphnia magna (dTcR Tl)): > 99 mg/l
ENERSELIESEI] o g & o Tuds (TaRUioR) g 48 h
Rt 3.3 3 & 2w Fdwr 202

RIdTa/STag Qe Y fasraddr  : EC50 ( Anabaena flos-aquae): > 99 mg/l
e Tma & o) Yudh (TaIUIeR) g3MT: 72 h

T o 3.3 S e AW 201

EC50 ( Pseudokirchneriella subcapitata (8%t QT (Teoh)): >
99 mg/l

o g & o Huds (TaRdioR) g 72 h

BT 3 3.4 3. e A= 201

NOEC ( Anabaena flos-aquae): 99 mg/I|
o g & ford Tuds (TaRTdioR) g3 72 h
T ot 3.3 8. e A= 201

NOEC ( Pseudokirchneriella subcapitata (Eﬁﬁ'cnﬂ (Qc_\rﬁ)): 99
mg/|
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Imipenem / Cilastatin / Relebactam
Formulation

TEHRT Teney= &1 fafd:

28.09.2024

T30y, deR:
67741-00029

3ifH IR ORY 31 Bt dRIG: 30.09.2023
Ugd! dR SR} A &1 dRIG: 27.02.2015

SiTaTopen & fauredan

SHATT Td 3= de-fgd
ERENERICSEINEREAINES
IERIESED)

Imipenem:
ST Td 31 Ae-fed
SNEMERIESEI

MEINERIRRIEIEARCLIESKI

-y (JAfAUTe Sferar
ISEIESGIN

SiiaTopen & fawradan

EERICARERICRCINERCAINCIE
IEEIESED)

o Tg & ford Tuds (TaRTdioR) g3 72 h
Tt ot 3 &Y. élfﬁ?fmzm

: EC50: > 1,000 mg/l

o Tg & ford Hudh (TaUioR) g3 3 h
TRI&0T Dt fohed: YT-URa § T plde
T o 3 3 S e AW 209

EC10: > 9.9 mgl/l

o Tg & ford Hudh (TaUioR) g3 32 d
TSI Pimephales promelas (fb?%‘s' ﬁﬁﬁ)
T ot 2.4 8. e g 210

. EC10: > 10 mg/l

o Tg & ford Hudh (TaUioR) g3 21 d
TSI Daphnia magna (dlc} 1?Fﬁ)
et 3 3.3 . 2w w211

- EC50 (Daphnia magna (dIcX 1ZR'@?[)): > 78 mg/l

o Tg & ford Tudh (TaRTUioR) g3 48 h
T 3 3 4 St e fAdwr 202

. EC50 ( Anabaena flos-aquae (TTZHISEETIH)): 0.0046 mgll

P Ima & ford Tudh (TaRTAIeR) g3 72 h
Tt ot 3 &Y. %Eﬁ%irzm

NOEC ( Anabaena flos-aquae (ms——ﬁaaeﬂm)): 0.002 mgl/l
o g & o Hudhs (TaRdioR) g3 72 h
T 3t 2.3 . e A= 201

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

ﬁmﬁw%%ﬁrw (THIUISR) §3MT: 72 h

et 3 3.3 . 2w Fdwr 201

NOEC ( Pseudokirchneriella subcapitata ER‘T@T:H?T (Qc_\rﬂ)): 74
mg/|

Ww%%ﬁw (THIUTGR) §3HT: 72 h
R ot 3 Fh 2w Fdwr 201

100

: EC50: > 1,000 mgl/l
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Imipenem / Cilastatin / Relebactam
Formulation

TEHRT Teney= &1 fafd:

28.09.2024

T30y, deR:
67741-00029

3ifH IR ORY 31 Bt dRIG: 30.09.2023
Ugd! dR SR} A &1 dRIG: 27.02.2015

IEEIESGL

SHHAT Td 3 Je-3fed
ERENERICSEINEREAINED
IERIESGIN

Relebactam:
S Ud o Se-fed
SNELAELIESEI

AT/ Ui Y fasTaaan

EICINEIRAELICSEI]

EERICANERICEGINERCAINCIE

TH-Tae Y (FRRPIfeId SR
IERIESGI

o Tg & ford Tudh (TaRdioR) g3 3 h
RI&U DI fba: wmﬁw
T 3N 3.8 e =T 209

NOEC: 9.4 mg/I

o wg & ford Juds (TauieR) g3 32 d
SIS Pimephales promelas ( W@Eﬁﬁﬁ
T o W T = 210

NOEC: 11 mg/I

' o g & o Hudhs (TaUioR) geim: 21 d

SIS Daphnia magna (dIc} 1IR'@ﬁ)
Tpr: 3ft 3.3 . T A= 211

10

EC50 (Daphnia magna (dTex Ueil)): > 100 mg/l

| pa T ¥ R W% (TEUIGR) GO 48 h

T o 3.3 S e AW 202

EC50 (Americamysis (@Tﬂ EITSITI%I)) > 100 mgl/l
P Ima & ford WU (TaRTIIoR) §31T: 96 h

EC50 ( Pseudokirchneriella subcapitata (81 R1aTeT (Teohl)): 86
mg/|

ﬁﬁﬁﬂm%ﬁﬁw (THIUTSR) §3MT: 72 h
Tt oft 3 &Y. %%201

NOEC ( Pseudokirchneriella subcapitata (Eﬁﬁ'q’lﬁ (Qc_vﬁ)): 12
mg/l

ﬁﬁﬁﬂm%ﬁﬁw (THIUTSR) §3MT: 72 h
Tt oft 3 &Y. %%201

EC50 ( Anabaena flos-aquae (H@@W)): > 11 mgl/l
o g & o Huds (TaRdioR) g 72 h
TIeT: 3 3.4 8. T gwr 201

NOEC ( Anabaena flos-aquae (FTgAISaCIaq)): 11 mg/l

o g & ford Hudhs (TaRUioR) geM: 72 h
T 3 .40 3. e A= 201

EC50: > 1,000 mg/l

: e T % R Gudh (TEIoR) g3 3 h
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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: 30.09.2023
6.0 28.09.2024 67741-00029 Ugall IR ORI 31 Bt dRIG: 27.02.2015

TRI&0T Dt fohed: YTH-URa § T hlde
T o 3 3 S e AW 209

NOEC: 96.3 mg/l

o Tg & ford Hudh (TaUioR) g3 3 h
TRI&0T Dt fohed: YT-URa § T plde
T o 3 3 S e AW 209

T3t & fauradan (RRe1feies © NOEC: 9.2 mg/l

[ELIESGD) o Tg & ford Hudh (TaUioR) g3 32 d
TSI Pimephales promelas (fb?%‘s' ﬁﬁﬁ)
T ot 2.4 8. e g 210

ST Td 3= Je3fed : NOEC: 2.7 mg/l
STeeR fauTaddr (Rrefere o Tg & ford Hudh (TaUioR) g3 21 d
IELIESED) USTIfdl: Daphnia magna (dTex Ui
TheT: 3N 3.4 . T g 211
TR 3R SraspHivraar
3{d4dq:
Cilastatin:
Gfad Sapaul & elal  ©  UROITE: YHdT & 91 UIHTad diid I SamHuGRI
@Efeusiad) 7 g ara
Sfde SaHHUET: 27 %
o Tg & ford Hudh (TaUioR) g3 28 d
TP 3.3 4.3 X MISAS 3086
Imipenem:
G SaHHUIAT BT & : ROITE: YT o A1 Ui idd alid U HIHHUBRT
@feTsiad) 7 g1 aren
STHHUET: 29 %
- Ima & ford WU (TaUIeR) g3 28 d
TP 3.3 4.3 T MISaS 3086
Relebactam:
G SrasHHUIAT BT & L ORUTY: YA & 1Y UTdhide dile ¥ SashauaR]
CRIE SRR
Sfde AT 11.3 %
o Tma & ford Judh (TaRTUISR) g3 28 d
TP OECD TR fe=mdsr 314
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& seT e

TAlgd gRAMISSIS WHeH & 3R

Imipenem / Cilastatin / Relebactam

Formulation

TEHRT Teney= &1 fafd:

T30y, deR:

€3 MSD [} v

3ifH IR ORY 31 Bt dRIG: 30.09.2023
Ugd! dR SR} A &1 dRIG: 27.02.2015

6.0 28.09.2024 67741-00029
Tyifaa Sfas Jaua
HdYUd:
Cilastatin:
ELISERINIE ] : log Pow: -3.53
g e/
Imipenem:
QTSI ToTih: (T . log Pow: < -1
g Id/ar)
Relebactam:
QTSI TUTih: (T . log Pow: < -2
Sfae e/
gt ¥ fe=fteran
HAdUd:
Cilastatin:
qaiaRor Hal § faaror : log Koc: 2.3
Relebactam:
qaiaor peal § faaror : log Koc: 2.3
3= yfdepd gy
3T IUAS el
13. fRger Hifgard
freR & 8%
/Y T F=1 7 (gere) . HS BIAH | A b |
R faf ! ey has |
gfta af L Tl fSaa B 3 B gTSd B arelt Baied! A Sumgaeti ar
T & ford o Se|
3R 3=yt fafAfEy =1t faman ma: srvged Iae & U &
fAuem &1
14. URag=T gaAT
Siarigty fafram
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam

Formulation
TR0 R @ At Y. 8109, AR 3ifdH SR SIRT &= &1 dRIE: 30.09.2023
6.0 28.09.2024 67741-00029 Ugalt IR 9IR} 6 B dRi: 27.02.2015
UNRTDG
UN T&R : UN 3077
-‘-ﬁagqmﬂﬁqm . ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Imipenem)
i © 9
ofeT Sl
KEG : 9
qaferur & ford Gavads |
(@S H)
38 T & T-3t ot 3R
TH/3(TS St TRR © UN 3077
%mm;@:n‘q : Environmentally hazardous substance, solid, n.o.s.
(Imipenem)
i )
OfeT U Sl
NE : Miscellaneous

fSsarddl ot foermd (@rRM - : 956
EEEEE))
fEsarad! @f foemad @E gars : 956

SHEE)

TR P for) @R |

(@vey)

3MTS TH Sl sfi-@is

UN F&R : UN 3077

Aag &1 get 9" : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Imipenem)

i ©9

T U |

NENI 9

EmS dfgdr : F-A, S-F

BEEREAE ;O

IMO SUHRVN & AR AF T ufeag &<

3Mgft foT T g ae & forg AR gl

SURTRdl & fore faRiy grawnfaai

T8 fou T ufkas arffeur Frae =1 & TaieHl & o €, SR Thas wU § e Il &
T UR 31etid § o fob 39 TR Stet Rfte & iar 39T aui fosar ma g | ufkagH &t fafd, s
3MHRY, 3R &g a1 321 & fafam & fafdedrsit & 3rguR uftae arffezor fird-firm &) ga B
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Imipenem / Cilastatin / Relebactam

Formulation

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT aRRG: 30.09.2023
6.0 28.09.2024 67741-00029 Ugall IR SRY A &I aRRE: 27.02.2015
15. faframme gaan

were ot fargor & firg gRam, Wy, 3R watarur & fafwfau=
39 IUTeA ¥ 3auq fAmfrfd srae N A gfua §:

AICS . fyffa =gt
DSL : feffa 8t
IECSC - Fyifed 78
16. 3= I
TNy & fafy © 28.09.2024
Sifafed SIF&RY
3T XM & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe® d&-Id! gel, Sel
T {63 ga aedraw qicd Wil aROE quT g RS o,

http://echa.europa.eu/

g@%ﬁﬁmﬁwmw%ﬁm$g@mﬁﬂ@@w3ﬁmw
TR

feri® uReu e ogay
3= Srsftdie= & ot ar

AIIC - STENfe YOIl ST Sieiomrs &l ANTT - Sford &t 91 YfH gRagd Toidl; ASTM -
AR Tt Tieror FRIRICT; bw - Sial BT Ti; CMR - BRI, Jeol-db a1 Yol favaT; DIN -
THA AF®IHRUI TRIM & T AFSD; DSL - W Uard et (H1ST1); ECx - x% Wfdichdr I T
Tdhe; ELx - x% Uffehar ¥ et AifeT &x; EmS - uadla edd; ENCS - uﬁ\—r@aﬁ?qu
NS Tard (SUM); ErCx - x% Jig &% Ufdfhdl ¥ SeT dda; ERG - SMUTAHIc Ufdfohar
TES; GHS - ﬁwwmwﬁw;em&mﬁuﬁwum IARC - $IR TR 3T & forg
Told; IATA - arg,trha%qwﬁmﬂ;mc-mﬁwﬁwwmﬁaﬁ
o ﬁ”f“faﬂ%w”'w o g m%‘%?i?%’” bpggticrt
TR TTe; IECSC - LG IMDG
TS WRATS A IMO - SRS THe! W16; ISHL - S JRa& SR WA B (SITUTH);
ISO - AF®IHRUT & Y SRTFT T13; KECI - HINAT HIS[aT I 9e<); LC50 - TRIEUT SHTaTel
BT 50% BT GIdh Jobgd; LD50 - URI&UN TSIl BT 50% bl Uidch WRIH (A °ldd GRD);
MARPOL - STgTell ¥ UGNUI &1 AU & foy eI §a; n.o.s. - 3=l FAfEy 7&T; Neh - Rrcfl
fa8; NO(A)EC - s@did- A fdar mar (wfddd) WHE ddha; NO(A)EL - 3fdaid- 9 foedr T
(W% d) THI TR; NOELR - TR-3Ga@I%--97g YU deM &x; NOM - 3iiwiRe Afdde fad;
NTP - T RAY-RTM SRIHH; NZIoC - THRFT 3 gt 3 9¢8); OECD - 3 TeaiT 3R
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&l ser e €I MSD [ .

TAlgd gRAMISSIS WHeH & 3R

Imipenem / Cilastatin / Relebactam

Formulation

THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT aRRG: 30.09.2023

6.0

28.09.2024 67741-00029 Ul IR SR} A &t dRIRG: 27.02.2015

I 6, OPPTS - IMMAM® JRET 3R UG JHUH HATAT; PBT - RITH, J9-THATHR 3R
fawmad uere; PICCS - @A 3R IEfE yerf ot fheidia 3ded); (Q)SAR - (HETED) T
Tfafafy Tee; REACH - TRIUTT T 3R TG USiiehRul, Hedidh, MA®R 3R ufase uRkug &
fafaw (EC) F. 1907/2006; SADT - Xa-dtadl 3fqge dIHH; SDS - YR& Sl 2iie; TCSI - drgar
IEfAE yerd §dest; TDG - WARATD HId &1 URde; TECI - UISas T 3det; TSCA -
fawTers gare Az s (e Isa sMReT); UN - §ga Y; UNRTDG - IMSRS 9HH &
URas W UG Y BI RIBIND; vPvB - §gd RIRIT 3R Jgd Sa-THASU I7G; WHMIS - HTi-
RIc WeRATD AUl T Joral

S R4 ST e & SHS UHRA ST IR &I & Tl THSRI gHR 4, THGRT SR g &
IUR T8 § | THSRY Bl YRIGT S Y JUTEH, TN H3A, Uichal Ha, o &, IRaeg &,
e o qUT s & fore Fad Arfex[ & wu § feumae fosar mar 8 qur ford) yeR ot adt an
TOTaTT &1 fAfERT 181 AT W | ey B Tl TF&HRT 39 SDS & /Y W ugar! Tt FHad
faRry arRh © Tefid 8 9wt SDS wnlt &1 farsht s It & Taem a1 fansht o ufshan °, 5|
T UTd § 1 STl T Y, TRINT $H’ IR 9 Ta] 81 qahel! ¢ | ARht yaiatsfl &1 ar 81 W, yaied
& 3ifam IdTE & SDS-ATHUT BT SUGHAT BT BT B Aed o8d B, TN &, UichaT d
TUT TG TR P 3 3iE 1 & ARy e & SR SR Ry ot wften e =1y |

IN/HI
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