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Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
5.1 14.04.2025 15832-00030 Ul 9R SR} 34 P! dRRG: 05.11.2014

1. IIG T4 HHH! Bt Uga=

e A . Imipenem / Cilastatin Formulation

fFratansmyfdeat

ST MSD

adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207

P RIrAC] © +1-908-740-4000

UTAHTAT TBH TR © +1-908-423-6000

3-0d BT Udl :  EHSDATASTEWARD@msd.com

7T U Rywerieer v ufadey

RprTss wam : 3Nwey

IUGNT R Uidsy DTy TRl

2. W 9t ugg

fAmtor, YieRUT 3R & ST WaRATE THEA awTastt, 1989

CUIC|

STgA-1 & YT 1 H FufRa AFdE & SFuR WaRe & ¥ U § affgd 76 7

Sit. U vg-affeeor

TR 37 arfarsae : fqumTRe

HT-TYT BT IR : faumyg

S TR o faymR

DI (Vae) Tl Wkl © fAUTT g
ddpras ool seig@aRr @ faumT g

Si.T9.0Y. d9d dd
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TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Imipenem / Cilastatin Formulation

TR TRMeE ot fafd:

Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024

5.1 14.04.2025 15832-00030 Ugd! IR SIRT &4 &l dRIG: 05.11.2014
Tohd g RGN |
eI gra=h SR H319 3 § Tefta S Je Rl g
H334 99 gRT T80 B R Tdsll a7 YTH-INT P A&7 a1 499 |
BISTS S IR Fbal &1
H361d 3fSTTd I P BT Ugar &1 g |
H410 STeTeR Sila TR o RIRH UHTE 3R 91U g 3= fasa|
Tgfaard/gdiau™ §a N

P203 IUANT I ¥ Uga Guft JRem A= &) U &%, ug iR

JHT UTeH I |

P233 f&s8 &l HY IR T P 3G |

P260 Y ! T GRT 7601 B3| o

P264+P265 THTA & F1C gTUT Y 33T g I 9T | 3iRal &Y Ad

£l

P271 Had 18R T T dfeawq & I IuANT HR |

P273 TR H SIS I URER I |

P280 & X/ I 3R 3@ T/ I&/01 U |

P284 HTI-URT &0T g

3TN

P304 + P340 I TN GRT T80T X o fad &I drell gar d o

WY 3R I19 o & e 3R | forerd|

P305 + P351 + P338 3R 3@ A Il S| Ps fHe d& Uit 9

IR (R¥) I | 3R Picac o T Bl dl 36 i

M B dl a2

P318 3R TR 81 41 e g, Faa<iia garmg |

;37 + P317 3R 3Gl H 5@ SR To: Tafdrean WeradT urad
|

P342 + P316 3R XATY-URIAN & AU dhTd STUTIBICHT

fFafr e TeTaar urd & |

P391 Bd®BId UH AT BN |

HSIRUT:

P403 3= aTaTaA aTell siTg | Iferd 3 |
P405 HSR dd HI

GG

;m . / &= &1 FueRT Wigd de Svid HREH A
|

3= gIf~aT foreT U W=y aeffeor I8 gidri

Yd & 1Y TS g1 W 1@ A it STar 3R @ § Yt 8l gball
UfehaT, THIT T 3 WL P SR fAhied Yd-arg s s+ Jehd |

3. 3AUq] BT HISASITTBRY
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TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd:
5.1 14.04.2025

TY.31.09. FR; i IR SR TR BT dRNG: 28.09.2024
15832-00030 Ugall §R SIR] 34 &I dRIG: 05.11.2014

e/ fRrgror
3agd

;s

JGAFAD 9H

H T (FY) - TR | ST (HEIRA) (%

wiw)

Cilastatin

81129-83-1 >=50-<70

Imipenem

74431-23-5 >=30-<50

4. Tyfire fafeer & Sur
I IAT

3R JiY gRT UgUT 8 SllT

3R &1 ¥ UG gl oY

3R 3if@ ¥ JUS gl T

3R T foram s

T AU T&0T 3R
UG, A1 ot 3R

e fefdrer & TRefur

fIforcr® o ford e

© 3R e 81 U1 daidd 31 7 ol oY AfSHhd Wi I Jellg B

SI§ T&0T €6 g a1 bl &1 &R fRufa o Fafdrcia warg o1

L G I gRT I8 R fordl ST, ol arelt gl g1 § o Sl |

IS Y 5 g1 o, T Tig-fafy 9 9 ¢ |
i THY AT Hio 81 WY, SR ¢
fafecia ggarT o

. gd BH WR, R @1 B A1 3R Igdrd U ¥ I HR

Td 9% U4 5 AR S|

fRfb i Jgdi o |
YN ¥ Ugd a%d g |

UM § Ugd  Sd Y 33l avg |

D D gH W, R 3G B HH I HH 15 e % o IR UHT

I U 9 96 B
3R PITede a1 UgH 8, 3R ITh! IARAT 3TH 81 AR 2
fIfer it TganT oI

. gfe fAeTen S, T ORd 7 B

ffep g e o |
Tt o 1Y 4§ 3D ke H |

; WWW@QW@TWWW

(@@rammo%r% Srprgfey, Rufded TRay fSwharm RigH) &1
§¢T gobdl

Y Y TE B IR oifa B Aifiast o ok @ & gt
gl gl gl

3ffEt # TofleT ST I BT g

TG GRT T80 B3 TR TSI T YT & Teq07 a1 47— o
HiSTS I B Fhdl g

3{oTTd R 1 &1 Ugm &1 Ieg |

L YT Fafored 3 aTell DI M1 GRE&T TR & o1 A1RT, a7

Y B JHIE 81 TR T TN Jafics JRETHD SUBU
BT IGANT AT AT1eT (WS 8 W )|

D eI 3R TgaNT § IURIR BRI

5. 3(RIRM U™
IUgad e Hifsar

ARG G S|

Ueiepgial-ufaRieht S
P SRAHPIRS
/T T
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e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Imipenem / Cilastatin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SIRT #RA &I IRIG: 28.09.2024
5.1 14.04.2025 15832-00030 Ugd! IR SIRT &4 &l dRIG: 05.11.2014
SR (M) §FF S TEHH ¢ 3
PRI F ERATRT IR 4@ 57 I AP, STa WId D1 SURITT T A 4d gaT H 3R
PTH! HET A ThA gidl & ) fawpie {6 TuTa 81 Il g
T8 IUTGl BT YUD WA F AL U TR 81 Jobell g
YARATS &g IATGI . BHRE RSy
(3TT) g & faRy : g8 AT U TN &% off R uRfRfY SR -
TR & 3% Bl |
g fosdll 1 381 A & o STe-HeR BT TIRT Y |

SR VT BT YRIET § Al 31T & &7 § eifdg= R Fara oI
SIS &I Wil HRaTT|

IMYIH S U iR TaE 3T & OF WR, Wd-Fafd yr9 IR0 ugH |
JUHR ST Y& P TSRO TR B |
6. 3MHIRTH Nl Iur
Jufdasd ey, RemeTd ¢ Aol eTES IuHR0T TN IR |
JUHT qUT SMUTADI IRI&T ST Rl (TS 7 3 ) 3R G JR&fm SUHRil
PIEIY & gATdl (TS 8 T ) BT ST DY |
JgiaR Ui graenfar © IR H B ¥ URER B3|
e AT QRAErd, 3R 3 g a1 saema &1 A% |
g U T g Bl @1 U HpbreT |
¢ He@yul SABId Ut A1 g Hob, dl QI UTee1Ral o
SECER]
BT HH AR BAT IAbT a1 H It & Ud Bl HH HRA P o8 fSer1a o1 gt I
¥ yerf wd Wb TR A 3R &85 IR TH HaR TG < |

I B O | YA HRA oA o o sffafkad dRa erf s |
3R e ugrd & IR |
w&wﬁ%ﬁﬁmﬁ(ﬁ%%wﬁmﬁ
T )|

d P! gl W THHd 7 g <, TN I G JET H ardraxor §
Al B W fawnie fysyor & ST 8|

IUYEd TeRRC & 1Y Thald o) AN AT &) J6 |
R a1 fafam 51 yerd @t oty ofk AueH oA &
T AN &) Tha &, T € I Ay 3R 3MgeAq W i o
&9 yerd o) Relisl &1 ITE § IuahT A 918 d 81 39 &I
fofa =1 B 6 e farfiaw amp 8 2

39 THSITH & 3IHIT 13 3R 15 $& VI A1 P Reprgrie
& IR & THSHRI e  Hd g
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TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd:
5.1 14.04.2025

TY.31.09. FR; i IR SR TR BT dRNG: 28.09.2024
15832-00030 Ugall §R SIR] 34 &I dRIG: 05.11.2014

7. EATEA 3R HSRUI
dBb-idh! U

R / $a dfea=E
IRI& gTeie & forg
grayt=ar

TRi&a Heru o uRfRufaar

S Uerdl 9 9

. P faggd o1 8 Tt 7 3R Fafad ¢a & SR fawnsie g

Tl B
giferd Yafur Samd, S &) Saacie MISiT 3R dighnar
31fohg aTdTaRTT |

: Ryt Iuged ardreH | wam |
D A DI I GRT UG A DR |

e w1

G H 9 9H T

AT P 1Y T U 9 IT IR IR J0b H 34 I GRER R |
AT & G Tl Bl 3BT Rg YT |

3} SN Taesar SR JREM Y13 & TR JuTd, St
PRIRIT THIUIGR 3BT TR TR B

fSod B HY TR I¢ PP W@ |

Ugd B Tadt safdadl &I, 3R 3T, uarell, didpiiere o e
UG IMT & Ufd YaeARia AfGdl Bl 4T Ioidh! T Jach! b
1 HTH B & Jay 7 3 FRifrgs q wmef - =nfgul
Yd BT IATG 3R TG HH Y HH gH <

Se ganT § A7 71, fosa 9 W4 |

1Y U4 UsaaH o i 4 g X9 |

Rfasw AR & ufded yafor IQree s
@md;‘%%qfqﬁﬁﬁuw% D YAy W, 3R TafaRo § w9 9
DH I

D 3B TRE ¥ Aad ot gu s O T |

YR dra H
Y P GG IR X |
fa=Iy ATy fafFodl & SFUR YSRU |

. Fuefafed UeR & e & Iy 9 3@

ot sileritepvufi Toiey

8. Siifew ford=ror / et gRam

Hriw AU & AP & HIY 3qUq

SCRE

W T (H¥) | GG UHR g ure / YR
- T=R (3RE&TTT T BRERICR]
UPR) HYTCTA

Cilastatin

81129-83-1 | TWA 5mg/m3 (OEB 1) | 3fdR®

Imipenem

74431-23-5 TWA 3000 ug/m3 (OEB | 3{idRe

1)
3ffaRad STF®HRI: RSEN, DSEN

| O &1 g | 100 pg/100 cm2 | 3ffdaR®

gelifrafar fedsor

D O T URTOIR aH $RA & forg dya gefifAafi fgson

BT SHHTA BN |
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e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd:
5.1 14.04.2025

3ifdH IR ORT #R4 & dRIG: 28.09.2024
Ugd! IR SIRT &4 &l dRIG: 05.11.2014

TY.31.0Y. F:
15832-00030

Tuft goitfRafar gl &) uieR fewea gr1 srifd 89
IR 3R ITe!, BT, 3R TaTaR0T HI & & oIt GMP &

Rygidl o IR Heferd foar s anfgul
foreht T=ma &t 9reht
YT et s L R Ui WY e dfidw Sudsy el § a1 TeueR
3T er SRR fE=I-FeRil & aTeR TauioR UG Rid &Rl €,
T 4T TRET BT ST B |
oo PR © U UBR
BT el s=ma
geref WA gwH
CICISERICSIC] D 1SS Wies A1 TINTCH & WY IRATIRATURA |
3R HTH & ARG a1 Mafafy § o &1 fRufaar, o a1 wRed
Tfvet g, ol Iferd TTed ug |
3R Y, Y, T TR & ITH-T A1 WU B! FHTa1 81,
TRiics 1 R Iex T 3= TR UgH |
@1 Ud IRR daeht 9= © el g1 YANTRITe hie H BTH DR
T dl Jadt Iuy D 3R AT UGN & SR I & U | 3 BT JHIEGT 2,

@ BTH P P M S B9 3 ¢ B qonferar 3R Jrem
QR T BRI

TRINT % R, ST, Y41 1 45U Hd R |

Tgfd HUS! DI O & F1E &l [ I ST Y|

gAY & THIdT Tared J eiifana oo ot weten, 3fea
AT TRET JUHRUT, I SHNfeT iR uR=ied ufesarai,
NN Tegar AR, faferar FTRET ok sgawmua

{207 T FEdHTS QA BT =BT

9. Hifo® Td Tmafe 1T

fegmae - RIET

il S T

Y D AR

Y B Tgele L Ser3uds et

Uifee) D STl Sudsy T8

/e &1 auaH L 3T U TRl

URfYS e @l fdg/Iaa- ST Suas gl

1 I

i fdg L]
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Imipenem / Cilastatin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SIRT #RA &I IRIG: 28.09.2024
5.1 14.04.2025 15832-00030 Ugd! IR SIRT &4 &l dRIG: 05.11.2014
S LE R e rend L Uy gl
SR (31, 97 ) : g%ﬁwmmwa?%amﬁmﬁwqﬂmﬁww
|
ST (ARd Uer) e e e
3= fawpie T/ SR ST Iuas gl
SR T (TR
panfaferd ferdte)
&Y fawpie dar / et ;3T Judasy gl
SATHRITAdT ST (@8R
Hanfaferdt ferte)
Gl G LUy g
el I g © UaNY T8t
BIPGRECS : 82T U gl
Ydd 1 g/cm3
N
gt H faorar : 8T U gl
EEISERINICERCS] : UaNg el
3faea/arn)
3NeISORMA &1 argH : 3l Judsy gl
3Ye T dIIHA : 8T U gl
BIESIREEEAIRE))
EEELICERIGRIS L ST IS g
oIt wrgafe® . YT e
fqepics UrRayHE . foepies 8T
SRABN & ORIHTT g uerd a1 iy & siieiieRes aiiferd e fasan mar |
3MUIfde HR D ST U gt
ot et
HUT BT AT : ST U gl
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& sel e

TIed FRAMSSIS YeH & 38R

€I MSD /)

Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd:
5.1 14.04.2025

TY.31.09. FR; i IR SR TR BT dRNG: 28.09.2024
15832-00030 Ugall §R SIR] 34 &I dRIG: 05.11.2014

10. fRRar aur ufafsraar

UfdpR : ftfpareiedr & TR & w0 § Fiffed T8
TR R D I WfRufem A RR B
RS eIy ufafaarait : ﬁéﬁwmmwa?%amﬁmﬂwqﬂmﬁrww
|
Aol iR Toldl & Ty ufdfehar o Jobdl g
29 Ryl 9 & . dMY, Sa1a g IRy
Yc Bl 4 Y Ab |
ST AT D SRIIHRUNY Toieq
3qge gt ¥ shfew © iz W) AW (FORSY) 3uge yard J1d st
11. fawrasnfaa =
TG SREUT (THAUISR) F aR © T gRT TG0 HRAT
N THHRT CEIRRED
fTerT
i@t ¥ ¥ud
GIERGRIESEIE
JUAS TSR TR ANpd Tal|
3dyd:
Cilastatin:
g Aifae fawreddr © LD50 (JgT (¥2)): 8,000 mglkg
LD50 ({8 (AI3H)): 8,000 mg/kg
Imipenem:
g Aifae fawredar : LD50 ({5 (A139)): 10,000 mg/kg
g fasreaar (RUSM & 8=r : LD50 (F8T (RT)): > 2,000 mylkg
) TP F IR SRR
LD50 ({8 (AI3H)): 1,500 mg/kg
IR Sid:RRT
1 & fore emeRiea
JUAS TSR TR i Ta|
3d4d:
Cilastatin:
IS GRS ||
gfome GG R:AC B |
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ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
5.1 14.04.2025 15832-00030 Ul 9R SR} 34 P! dRRG: 05.11.2014

iR A7 efak<eE

il  Holter sieH Il HRdl 2

3{dad:

Cilastatin:

PG| R GER | 1|

gfomg . HHH 3G B ST

oI 91 TS GATGIHIUT

AT B gITR AT

IUAS TSR TR aNpd Ta|

YT-UYT F TS

i GRT TGN hR TR Tefol T Y- P &0 I1 Y H HISATS ST B Gl g
3dad:

Cilastatin:

U (TRIUIER) & I T ¥ gudh

femof 3l Judasy gl

U (THRIUIER) & I : I GRT U801 AT

femof : 3l udas gl

Imipenem:

femoft © giTeTaH 1 Y o 34T J UgURNd Afckadl B gargiar
ATV BT Tobell g

U (TRIUIER) & I 9 ¥ gudh

fewoft . 3P HH B Ioig Y aiffepd TS fhar T B

SaTY] 99 "ereHRel

JUAS TSR R i Ta|

S CRCH

Cilastatin:

AR 84 fagr D TRIE0 @ fhw: ARpIfead geoie IRE (Ames TRIEN)
R HUTHS®

Imipenem:

fSHICIBIRTe 8 fagr D ORI B fhe: TRR & TR SauTRAl B DITRIew13f &I S
JaRad wem _
TT&I0T JOTTelT: ATariiol 8ReR By HIRIeTE
R HUTH®

9/18



& sel e
e GRAMTS SIS HRCH & 3FTAR

Imipenem / Cilastatin Formulation

€I MSD /)

TR TRMeE ot fafd:

Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024

5.1 14.04.2025 15832-00030 Ugd! IR SIRT &4 &l dRIG: 05.11.2014

Teur o ferer: faudia Saiads ma
gRumH: FumdES
Tdtemr ot few: SifRuffivd DNA Tayor ua
URumH: FUmEG
TRI&01 I fore: TR fqu=
URumH: FUmEG
TRl 3t fhw: Rieex wiafes faf vy g
URumH: FUmEG

fSHICIbERICT 3 faar TR Bl fw: SA-dial A shigadiay ¢
uwﬁr:w(um)‘
TR & I 3fa:RRT
URUMH: FUTEG

FHERSADAT

JUAS TSR TR aNpd Tal|

3T fauTadr

31T RIS 1 BT U &7 WeE |

 CUEH

Cilastatin:

3(ARdT &b UHTT © OReur ot e BRIt / IR T il faserg
TR b IR 3id:RRT
JdRdT: LOAEL: 1,000
3NIR: BIs Ufdmd THIT el
ORUT: IaRewdT 3R URMAE Yoiia faery W H18 gHTd 78t U
M|

Imipenem:

3(ARdT & THTT © ORteuT ot fhe: BRI / IR T il faserg

TSI 81 (), gfeeft SR et
TR o IRG: S RRT

JaRdT: LOAEL: 80 fim/fasT IR HR
TR P UfdHd UHTE 8T |, YOI &1 HH doi |
gRUT: IaRepar 3R URME Yo fAery W H18 gHTE et U
|

terur ot fbe: BiEfrdt / IRmY o1 wwsiial g
Tt TeT <), G 3R Hiar
TS & I @l & A

IR LOAEL: 320 farm/fem wies 1R

TIR: PIs UfdHd THTE 78T |, YOI 6T HH doi |
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
5.1 14.04.2025 15832-00030 Ul 9R SR} 34 P! dRRG: 05.11.2014

IR IRGAT iR IR Yofid fawr R $1S yurE 781 ue
|

TR R pmmouEl - wdeor o fow: faem

TSI SR

TEIHIH & ;3 FRRT

famraTH® fauTadar: LOAEL: 100 fim/fem ImiRe HR
ORUTY: M TR YOIfasTaRdtd THIG 3R TrfuyTa e g,
eIfSHIe UHTE gt

R0 Bt fh: faprg

Tl W

TEAIHYH & ;3 FRRT

fomraTH® fauTadar: NOAEL: 60 /e IRING HR
gRume: ReIfSHie UHTE ot |

RUMH: eIfSHId THTT T8t
371 fauTaar - sfidad D ORISR T TR o YR R A R ufdgd uyE &
PO T ©
STOT - Ushd SIf@H
JUAS TSR TR i Tal|
STOT - SIg</™T Sf@H
IS TSR TR i Tal|
U 19 fawraar
3dYUd:
Cilastatin:
[l . 98T (9)
NOAEL . >=500 mg/kg
TAIHTE & T o Sfa:fRRT
fpam g & ol 9uds : 90 Days
(TUISR) g3 .
fewut . ot Hewyul ufagd UHTE &t gemT et e
I AR
NOAEL - >= 500 mg/kg
TP & T o Sfa:RRT
forda g & ford Tudh : 5 Weeks
(TRUISR) g3l
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& sel e
e GRAMTS SIS HRCH & 3FTAR

Imipenem / Cilastatin Formulation

€I MSD /)

TR TRMeE ot fafd: T30, FR; 3ifH TR SIRT #RA &I IRIG: 28.09.2024
5.1 14.04.2025 15832-00030 Ugd! IR SIRT &4 &l dRIG: 05.11.2014
fewof . fordht Heayut ufddd UHId &t G e et
Imipenem:
I AR
NOAEL © 60 mg/kg
LOAEL : 150 mg/kg
TEAIHTH & T SRRy
frda g & ford Tudh © 6 Months
(URTATSR) T
&g 3faud DTl
I DR
NOAEL : 120 mg/kg
T & I D @A e AR
e gHg & ford dud . 6 Months
(TRITIGR) G ‘
femoft . fordht Heayut ufagd UHIa & g e et
BIEII L 9E (X9
NOAEL . 180 mg/kg
TEAIHTH & T SRRy
frda g & ford Tush 6 Months
(TRIUIGR) gl ,
fewft . fordht Heayut ufagd UHIa & g e et
I RSl | 1]
LOAEL . 150 mg/kg
a;ﬂ—{% . G—H'&]T[
&Y 3{aad : ﬂa'f
CIGEEGE]
JUAS TSR R i Ta|
HHd AT & 1Y 3gHT
3d4d:
Imipenem:
gifeq, T (k)
fewquft: afderas a1 ¢d & 3id: 49 A UgUIRie Afaad
ST (ST oRM) Bl Tohell gl
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& sel e

TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd:
5.1 14.04.2025

TY.31.09. FR; i IR SR TR BT dRNG: 28.09.2024
15832-00030 Ugall §R SIR] 34 &I dRIG: 05.11.2014

12. uTRfRAfa T a1

uiifRufae fauradarn
AdYUd:

Cilastatin:

RN ARCLIERKI
WA Td 3 He-fed

SR fasTaddn

RaTa/STl g Uit 1 fasTarddn

STraTupsfl & fosTerd

e & fquredar (RRerfas

SHHTT Ud 3 Je-Ifgd
SR fasrear (RRep1ferd

: LC50 (Pimephales promelas (Wegs AaT): > 111 mg/l

fohram g & ford Tudh (TaRUioR) 3 96 h
TRIPI: OECD WRtefun fe=mfder 203

EC50 (Daphnia magna (dTeR U<il)): > 99 mg/l

| fordm Tg & ford Tudh (TaRTUioR) 3 48 h

T 3N 3 S 2w Adw 202

EC50 ( Anabaena flos-aquae): > 99 mg/I

: foram g & ol Tudh (TaRuioR) M 72 h

T 3N 3 St e Adwr 201

EC50 ( Pseudokirchneriella subcapitata (8 a1 (Teoh)): >
99 mg/l

fordm g & ford Tudh (TaUioR) M 72 h

TRIPT: 3.3 4 St. X =T 201

NOEC ( Anabaena flos-aquae): 99 mg/I|
fordm g & ol Judh (TaRdioR) e 72 h
R off 3 3. 2w Fdwr 201

NOEC ( Pseudokirchneriella subcapitata (81 RidTet (TesiT)): 99
mg/I
fordm g & ol Tudh (TaRUioR) M 72 h

1 3N 3 & e Adw 201

EC50: > 1,000 mg/I

: fhd g & ol Tudh (TaRTUioR) 3 3 h

TRI&UT & [ YT-TRa H & Hhac
1 3N 3.4 S e Adw 209

EC10: > 9.9 mgl/l

fordm g & ford Tudh (TaRTdioR) ga: 32 d
PIEIIGH Pimephales promelas (ﬁﬁ%@' ﬁﬁﬁ)
R o TR I 2w g 210

EC10: > 10 mg/I

: fordm g & ford Tudh (TaRTdioR) e 21 d

PIEIIGH Daphnia magna (dic} tFFﬁ)
R ol . I, 2w Fdwr 211
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€3 MSD /) e

Imipenem / Cilastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 28.09.2024
5.1 14.04.2025 15832-00030 Ugdll IR SR & P dRNG: 05.11.2014
Imipenem:
SHHTT T 3 Se-3fed . EC50 (Daphnia magna (dTeR U<il): > 78 mg/l
EREACLIESEI foram Tg & ford Tudh (TaRTUioR) 3 48 h
Tpr: 3.3 4 St e FAdwr 202
RISy Uil & fdwedar © EC50 ( Anabaena flos-aquae (Fl'sﬁﬁaaiﬁﬂﬂ)): 0.0046 mg/|
foram g & ford Judh (TaRUioR) M 72 h
T 3.3 4 S e FAd=r 201
NOEC ( Anabaena flos-aquae (mm)): 0.002 mg/|
foha T & ford dudh 5R) §3MT: 72 h
T 3.3 4 S e fdwr 201
EC50 ( Pseudokirchneriella subcapitata (8 a1 (Teoh)): >
74 mg/l
foram g & ol Tudh (TaRUioR) M 72 h
T 3.3 4t St e fAd=r 201
NOEC ( Pseudokirchneriella subcapitata (831 RiaTet (Tesil)): 74
mg/I
fordm g & ford Tudh (TaRuioR) e 72 h
TRIPT: 334 St. e Fd=r 201
TH-Trde (3 Siaer 100
[ELIESGD)
STraTupsfl & fosTera : EC50: > 1,000 mgl/l
fordm g & ol Tudh (TaRTUioR) 3 3 h
G1&I0T & fohe: HT9-URAN B hlac
TR 3.2 . e Rz 209
ool &l fauredar (RRep1feiee © NOEC: 9.4 mg/l
RGO fordm g & ford Tudh (TaRdioR) gam: 32 d
PIEIIGH Pimephales promelas (ﬂﬁ%@' ﬁﬁﬁ)
R 3N e Rz 210
SHRYTd 3 Sefed : NOEC: 11 mg/l
ST fawTedn (RRepiere ford g & ol Tudh (TaRdioR) e 21 d
ﬁ'EHEIﬂFIT) Uil Daphnia magna (dlc} tFl'@ﬁ)
Rt 3N g . e [ 211
TH-Thaexy (RRPIRIS STaeR. 10
[ELIESGD)
RITRAG 3R SrashHfordr
AdYUd:
Cilastatin:
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Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
5.1 14.04.2025 15832-00030 Ul 9R SR} 34 P! dRRG: 05.11.2014

I SHTHHOT BT & : URume: YAl & 1Y Uihidd diid ¥ SahHuGR]
EAfSTsiad) 7 g aren
SIHHUT: 27 %
foram T9g & ford Tudh (TaRUioR) e 28 d
TP 3.3 1.3 X M ST 3098t

Imipenem:

Sfad SfaHHUE BT &HAT . UROTH: AT & 1Y WP aRidh I SHaHHUGR
EAfSTsiad) 7 g aren
S SITHHUIET: 29 %
foham g & ford Tudh (TaRdioR) e 28 d
T 311.3. 3131, T M SR 0%

TyTfaa wifde J=9u

AdYUd:

Cilastatin:

fqUTeH Tutieh: (T . log Pow: -3.53

g HId/am)

Imipenem:

ﬁlﬂﬁﬂw: (W1 . log Pow: < -1

g HId/am)

ICEE RIGRIGE

3dyd:

Cilastatin:

Tfaur Haf B fadvor . log Koc: 2.3

3= Ufdpd UHE

3T Iuas el

13. fger fifgard

e & T6e

/N I 51 e (e . PHo P AR H AT B |
R fafaat o=y b |

FRCEICl . el S Bl A% ) eTsd B el hetiel & Srargapei a1
T o o o oe |
SR 3T fafafdy =18t fasar . sirRged SaTg & = U o
fAueq #3
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Imipenem / Cilastatin Formulation

TR TRMeE ot fafd: Y. 81,09, 9

€I MSD /)

3ifdH IR ORT #R4 & dRIG: 28.09.2024

5.1 14.04.2025 15832-00030 Ugd! IR SIRT &4 &l dRIG: 05.11.2014
14. afag= AT

JRfga fafraw

UNRTDG

UN FeR : UN 3077

Hraeq &1 e T : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Imipenem)

i 9

ofeT U Sl

NENI 9

TfaRo & for) @RS Cogl

(@oey)

3ms T & T3t St 3R

TH/3MT3 S TR © UN 3077
Wﬂ%’[:ﬂt{ . Environmentally hazardous substance, solid, n.o.s.

(Imipenem)

T:le 09

o1 U Sl

NEN : Miscellaneous

fEaed @ igerd (@R 956
EIEEE))
fSsared} o feerma @ei garg @ 956

SEE))

JOTaR U1 & ford) WeaRATh |

(@S H)

3Mg T St shl-@ls

UN F&R : UN 3077

Araed &1 98 9y : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Imipenem)

il © 9

1 U |

NEN] )

EmS dIfgdr : F-A,S-F

T U g

IMO JUHRUN & AR UTh | URag— &Y

gff fpu T e & fore arp g

SuanTEdl & fore fagiy grawnf~ai

Tgl f3u 7 uRas ¥ ifeRur rae YT & TSI & ol §, 3IR T ©U § 3Ftdss Il &
T IR 31T § oR fob 39 JRef s1et e & HiaR 39T qui fasar mar g1 uRkas @t fafd, g
3MTBRY, 3R &g a1 <=1 & fafrarml & fafderanait & SrguR uftae arffevur firer-firs &) 9 1
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Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
5.1 14.04.2025 15832-00030 Ul 9R SR} 34 P! dRRG: 05.11.2014

15. faframme gaaT

gerdf ot firgror & fore JRam, W@, iR wafavur & fafaw/fasm
39 IATeH & 3rauq fAwfafia sa=iiy § gia €

AICS o fFeffa T8t
DSL o fFeffa Tt
IECSC o Fuffea =Y
16. 3= I
TN o fafy © 14.04.2025
Sifafvad SeRY
3T Xie & b & ford . %= HId SDSs, OECD eChem ¥ 3{idlRe ddb-ie! Sel, Il
AT fohd) g9 aXTaet OIcd TioT URUIMH T JRITHE IR Toia,
http://echa.europa.eu/
fei® ey o f ey
3= AT & Yot a1

AIIC - STl Ol &1 Siefe™ms gl ANTT - S1oTd &1 P YH uRag Toil; ASTM -
et TR Tteror TR bw - S &1 I9H; CMR - HIRIOH, JeSid a1 Toi-+ favaT; DIN -
SHT AF®IeR0 TRIF & forg #F; DSL - mwﬁﬂjﬁ(m) ECx - x% Wfdfshar 9 geT

Habad; ELx - x% Udfohal A GST ST &F; EmS - HUIdbTelA —AS[eT; ENCS - ﬁa;nahvm
IMEAH® Uy (SUH); ErCx - x% Jfa o) Ufifshdl I JT Tdbad; ERG - SATUTd@®Ici Ufdfehar
MEE; GHS - dfid TR R I77d ReH; GLP - 3=t YANTRITET UT; IARC - iR TR SFHYH & fag
SRIPT Toldll; IATA - RIS a1y uRaed THIRNEM; IBC - U AT § WaRATD WG] arel
a‘s’m‘résﬁﬂfmsﬁ“{méﬁ%q HfedT; 1C50 - 3MTeT HfYHTH FRIUTES Hdhg; ICAO -
RIS AR 9= ¥a; IECSC - ﬁuﬁawﬁaﬁwzﬁ’ﬁsﬁeﬁlmoe SR
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);
ISO - AFGIHRUT & T SRR WTS; KECI - HIRAT HIS[aT I S4es; LC50 - TREOT e
B1 50% b1 Gidd Hobg; LD50 - UH&UT 3faTal BT 50% bl °ldd JRID (I I RID);
MARPOL - STgTell ¥ UgNUT &1 AhUH & oy SiRfSa T9e; n.o.s. - 33T FAfEE 7T Neh - Ryt
798, NO(A)EC - 3@didd A foar T (wfded) UHE ddhad; NOA)EL - 3@did- A fdar T
(OIf%d) UHTG WR; NOELR - TR-3[dqI%-917 YHId daM ax; NOM - 3MfwiRe Afdqs faw;
NTP - TSt SRR BRI, NZIoC - THmHT & <ot e 39cd); OECD - 3Mfiids WedhT 3R
o™ TiTe; OPPTS - IR TREM 3R UGN AHUH HRATAd; PBT - WIRH, Sd-THAHRUT 3R
fawrad wer; Piccs - TRA SR ITEe gerdf @ fhedidia 5dcst; (Q)SAR - (HHITHD) TR
TfAfafY Tee; REACH - R T¥e 3R ITTI Uoliehrul, Hedidh, WIeR 3R Ufdey uikee
fafae= (EC) . 1907/2006; SADT - W-tiadT 3{q€e dIUH; SDS - YRE&T Sl ¥ie; TCSI - agdH
IAAE Terd gdelt; TDG - |RATH HId &1 URAeH; TECI - YIS HiSlal Y91 $-desl; TSCA -
fouTert g iz s (Tgad s smReT); UN - §ga X1F; UNRTDG - BIH®RS IHH &
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Imipenem / Cilastatin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA P! IRRG: 28.09.2024
5.1 14.04.2025 15832-00030 Ul 9R SR} 34 P! dRRG: 05.11.2014

URagT W UgH WY &1 BN, vPvB - dgd RIRT 3R Igd a-THAIPU AG; WHMIS - HT-
RJeT WRATh HHUT Y1 Yured!

T R 32T e & 3D YHRM &I IRRG B! &} Tt STHHRY AR I, THGRT IR [y &
TR el § | TSR & JRIE & I WU, T H3A, UiehaT 3, T v, URagd He,
AU $RA aUT BleA & fu daa AnfexiF & wu # feurg= farar mar § au faddt ueR &t ardt ar
ToTaT T fAFGRT 75T T STE | Iudsd St TR BRI 39 SDS 3 XY R ugart TRt bad
fafry Gl @ Wefid € qur Sps Akt o1 fadt e el & Tae | an {6t o ufhar , o
T U13d | 7 T 71 8, TANT R TR a4 7181 81 Tahehl ¢ | T vaansit &1 ar] 81 W, yaied
¥ 3ifor IaTe H SDS-AMEH & IUYFAAT HT THe HR Tled 88d B, TN I, UfchdT
TUT T B & 3T 3fiE &1 & fafkiy Tey & IFeRY iR Riwiien &t aeften s =nfe |

IN / HI
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