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

Ceftolozane / Tazobactam Injection
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 438903-00020 Ugall IR SR} A B dRIG: 06.01.2016

1. ITE Ud HHH! Bt Ugd=

aerd A © Ceftolozane / Tazobactam Injection Formulation
fFrafansmyfdsat

ST MSD

udr © Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

NG| ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
-9 BT Ul . EHSDATASTEWARD@msd.com
TR R e iR ufaey
Rpaes yanT . 3Ny
JUINT R Ufaaey 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

Sit. 0. B-aeffevor

YT-UYTE B GUTS Il : fqumg

fAfEd deg-om e fammadar © faumT R (ef, Rwy
- GRIGd 3RET

APBID (V) STl @Rl [AHTT ]
1o (Sfivh) g @arT @ faumT ]

S.g9.0Y. d9d dd
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection

Formulation

TRl T o fafd:
4.1 30.09.2023

TY.31.49. FaR; i IR SIRT R DI dRIG: 04.04.2023
438903-00020 Ugdl! 9R ORI R P dRIE: 06.01.2016

BlicECANEER )

Tohd Tsq
B =il =

wgfaard/gdiay™ §a

e

H334 9 gRT U801 HR4 TR sl IT YT-INT & A&I07 T 44 |
HISTS I B bl g |

H373 < STl a1 TR1gd TaRdToR (TG, foRR) Sfft &f Jaar
Ug Thd B

H410 STaleR Siidd TR oFe RIRH UHTT 3R J1Y gF 3 favar|

: APYTH:

P260 Yl D! TIY gRT TS0 A B |

P273 AR § BTe T UNER H |

P284 YI-UY &1 g

3TN

P304 + P340 fq T GRT T8 U R f: qfer] Pl roit gal |

T 3R 919 o & o 3R 9 forerd|

gmw&rrq&wwmﬁ%,aﬁﬁrmmm
|

P342 + P316 3R ATY-URAN & T&UT: TebTdl SATATdRTe

fafea Teraar urd & |

P391 BA®Id UHAd B |

frarur

P501 &= &1 FuerT Wigd dte SRuvd dREM A
Eadl

3= gIfat ot uivome waveu aeffewor 1 gami

o & I TS g4 IR 3@ A it ofa- 8 Iabelt g1

od & T JHH g W 3@l A TSt T 3R @1 J GRD! g1 Tohll ¢
TR, JUTE T 30 I & SR fabied Yd-arg fHreor §1 9ehd & |

3. 3AUQ! HT AISA/SITHPTRI

g/ : fsyor

3dyd

g H T (PY) - TR | TSI (HEAH) (%
wi/w)

Ceftolozane 689293-68-3 >=30-<50

Tazobactam 89786-04-9 >=10-<20
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection

Formulation
TEHRT TNy ot fafd: T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
4.1 30.09.2023 438903-00020 Ugdl! 9R SR} A &I dRIG: 06.01.2016
| Sfegn FaRTS | 7647-14-5 | >=10-<20
4. Tyt ffere & Sur
AT I8 . 3R gHeT 81 U1 d§igd 3l 7 a1 dl AiShd Wit I JdTg B
Sd &7 €6 38 A1 bl o1 &R fRufa o Fafeaita warg o
NRIMGRITGUET ST TFE I GRT TG B feran S, ot efrft geft &1 & o =il
gfe HY & 81 WY, P Wil 3 9 Q|
Tfe T 1 B 81 oY, 3o ¢
fferoita Tgan o
TR @ ¥ YU 8 Sy g g W, IR &9l Bl g 3R Igard Ut I 1% L |
_ T Yehe B W i dia gt |
3R 3{E § JuSH gl Y : gfg 3ifEl & 9T e o Ut O 33t aRg o |
Tfe Sie I 81 3R WKl 3B, d e ggam o
3R fAv1a feram sme : gfe fATTa o, a9+ ORd 7d &3
0T Yebe B W fAfbeit Jgam o
U o 1Y U 3wl aRe Pl HRd|
T8 Tg@yuf d&ur 3R L I GRT UGN R TR UTST T YT & AL T 4T o
UG, 1 dig 3R &3 PSS IUT B IhdT 8|

e 1 TRIG SREMTT B R St (ST &Y I ugal

JHar gl
IIH TRIUITR U ¥ HN[E SRYAT 3R 37 4T fadR!
(S FTaEpIf, SpTefey, Rufded Taraw fewharM Righ) &
qGT Tl 3| .
o & I D g4 IR 3@l A it e 3fR & H gt
1 FHhl 3| _
& & I TS g4 IR 3@ A it ofa 8 Tbelt g1
Ty fafde & TRemor D YA fefdrc 3 arell b1 ST YR&M IR & &1 a1fgy, aul
ST Bt FUTTT B TR YT Y Al YRETTH IUHRUT
PT ITINT HRAT I18Y (TS 8 ¢ ) |

Rifraas & ford g L e 3R TEanT ¥ SUER HR|
5. R IUT
Iqgad U= Hifgan e |
Taspgra-ufaRIe S
B SRHHURS
[/ T

SR (MM IR FAAY ¢ I

IPRTA F RA R TR Y@ T I AP, ST WId B JURUT A AL Y g1 H 3R
DI AET A ThA gt @ Y fawpie i Gura 8 gebdt 81
T8 SUTG! BT YU WA & oY U GavT g1 Tl g

RIS g IATG! . PR MRZSY
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection

Formulation

TRl T o fafd:
4.1 30.09.2023

TY.31.49. FaR; i IR SIRT R DI dRIG: 04.04.2023
438903-00020 Ugdl! 9R ORI R P dRIE: 06.01.2016

(31TT) 9 & ARy i

Ted RSy
FARM BN

AECIoH SHaETESY (NOX)

© g RIS I3 Tt 3 o R R SR S-urg

JIATaRUl & 3HIHd Bl |

TG [Ssdll D1 381 HRA b oIl FTA-BER BT YA R |

TR THT H3AT QRIS 8 af 3T & & F effag= R Hevra o
S8 DI Wl A |

M gIH & U faRIv ST 3T A OF W, Wd-MAfd 419 3o ugH |
JUH AT R&fTH® IUBRUT T B |
6. THIRTH Nefie UM
Jufddd qaUT, RETAS ¢ Aol eI ISR YA HY |
JUHUT TUT ATATTDTA IRiEa FsfeiT sl (W 7 37 ) 3R cufdaTa qrem Iusui
yfsrare & AA! (TS 8 ¢W ) BT IJUTE DY |
iRt g : gIdIaRul § Bie ¥ URER &R
Ife B QRIEA, SR T A9 a1 FeAH1d B A |
Hgftd Ul T U Bl @1 Td HepTa |
gfe Ag@yUl SAHId U AT 81 9b, I RIHIG UIIHIRG! Hi
gferd &1
BT FA IR BATAADT a1 A IR & Uo Bl HH B & (o0 fSRav1d & axnvnl I
¥ yerd ud i W R TR TA FR W <

Il BT Ui § YA B ¢ & o Sifafad ava gardi siis |
3R X9 gl o WRd |
%%ﬁﬁ%ﬁ@ﬁﬁﬁ(@ﬁ%ﬁ@ﬁﬁ@ﬂ?@ﬁ
H ) |

d Bl gl IR THHAD 1 g <, T I TAY AT H el §
Al B WR fawpie firsor a9 ST |

IUYad TeHReC & 1Y Halld & AT HERNTS oY 916 B |
R 1 IS faf e 39 verd &t fagfi ok Fuer 3 &
fore @] 8 wehd €, Iy 8 I IeRiaey 9k Smgeny wR ot o
(9 yerd Ft) Refiel o Iwrs & TR A 9/ §Id ] 1 39 &1
fufg 31 BT 6 PR fariiom o 8 81

T THSITH & SFHIT 13 3R 15 F© RIF 1 I Rebrgde
& IR A THSHR! T B & |

7. HATA 3R HSRUI
RERICARRLIL]

. Qfaw faggd o 8 gt § SR Fdfad ya & HR fawpie g

&l g
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection

Formulation

TRl T o fafd:
4.1 30.09.2023

TY.31.49. FaR; i IR SIRT R DI dRIG: 04.04.2023
438903-00020 Ugdl! 9R ORI R P dRIE: 06.01.2016

R / $d dfea=E
R gruem & ferg
grayrar

TRféra Herur o gikfRyfaan

39 Uerdf ¥ 9

FUIfYd aTurd 9, SR &1 3adacie T3S IR iei Al
3ifehg aTdTar |

L Tt Iuged arard # W R
D Y Bl I GRI T80 A B

el 7t

3Gl & Y TS J URER Y|

TP Y T FHY dP IT IR IR YU H 3 J TRER B
3BT SIS TTeHaT 3R GR& TUTST & SR JUT,
PRI TIUIGR 3fTha UR TR 8l

oo B HY TR 9¢ PP @ |

Ugd g Yol Afaaal oI, 3R AT, Tetoll, didepifere a1 imadf
T I & Ul Jaeeiia safaaal &) 497 SAoid! a1 Hdeh! &b
1Y BTH P & Jay 7 U Ffrge I Wt w1 @nfgu
d P I 3R HIG HH J HH gH < |

S Tt H 77 71, fos g |

A9 Td Usde & id 9 gR 9|

Rfae FR & Ufded gararg Te $u-Tg|
w?ﬁ%ahaﬁﬁﬁﬁﬁwwﬁ@,sﬁ?m‘mmﬁm@
@H I

L 3D AE U dad fort gU fessl I 1|

DY B TG HIP Q|
o=y ISt fafedl & SR R &1

. Fufaied UeR & isde & 91y 7 W9

GIERIENICAUIREES |

8. Siifaw formror / it R

HRIT G701 & "D & 1Y 3a9q

3{dgqd

I T T (hY) | I UDHR =1 Urad / 3MYR
- TR (3RET BT R
TPhR) YT

Ceftolozane

689293-68-3 | TWA 1000 pg/m3 (OEB | 3fiaRke

1)
3ffaad STH®RI: DSEN, RSEN

Uig- &I T | 100 pg/100 cm? | 3MdR®

Tazobactam

89786-04-9 TWA 250 pyg/m3 (OEB | 3fidRe

2)
3faRad STH®RT: RSEN

| i ot A | 100 pg/100 cm2 | 3ficiRep

golifrafi o

L Qe A TRIOIOR AT S & e Wya geffaie fa=on

BT SWHTT B |
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection
Formulation

TEHRT TNy ot fafd: T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
4.1 30.09.2023 438903-00020 Ul IR SR A &t dRRE: 06.01.2016

Taft Sofifaf fa=on & uReR fewg g srifad gn
IRV 3R ITa!, BT, 3R TafaRur B & & ol GMP &
RIGidl & SR aferd foar s @nfgul

foreht s @t 9l

o1 el g L TR e R e dfedwr Iuasy 78l § a1 TRIUIoR
e SRR fer-Fexii & aTeR equioR Hafid i g,
Al 5 GRET BT SUANT DR |

flheck UPR . [FHU UeR
RUIRERICEIR]
gardf A g m

3ii! Faeht aema D Y3 WS A1 TICY & ATY GRATAAT TR |
3R HH & HIGId a1 Tiafafer & ¢§a Pt fRufaar, o a1 wRe
iR &, <t Ifre e U |
TR Y, Yo, T TR & T 1Y AU ! GHIaT 81,
ToRiies 1 IR AeX BT 3= TR0 UgH |

1 T4 IRR et s . el I YA B H BT B

Ta=sdl See U : 3R A IYTNT & SR I & U | 3 Pt HHIGT &,
@ HTH B & WM & AT 3RS 9 B yonferar iR Jrem
TR U&H B
TN & R, ST, EHT1 31 Yoa™ 7d |
A HUS! B U & 916 B [ I STaTd Y|

e & YHTE FeTer H SS-gRIT (=107 o1 Ttar, I
fGITd GR& IUHRT, IIa ST SR ufk=iie= ufesanat,
NN Tar AR, fafeer FRE SR garmus

R ENEARISEIN R B RSB
9. Hifdw Td Iamaf® ur

fagrae e

Rl L STl IudsY gl

Ty L 3l Uy gl

e BT G L 3T IUA el

BRG] D Sl Iudsy gl

fUgd/8S &1 daruaH D ST Uy g

IR Idc- 1 fdg / Iqa-  © el Sudsy g

&1 A
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& seT e

TAlgd gRAMISSIS WHeH & 3R

Ceftolozane / Tazobactam Injection

Formulation

TEHRT Teney= &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 438903-00020 Ugal IR SR R &1 dRIG: 06.01.2016
i fag b |
refienr B R D 3l U g
SIaRItadr (319, 19 ) : ﬁéﬁwmmmuq%aﬁmﬁmﬂwemaﬂgﬁrww
|
TR (R Tard) D STl IUdsy gl
RicAER ARt WARE= Y D Se1 IUAs TRl
SaaRITedT ST (3R
THadfaferd fadie)
FH faepie A/ et D $e1 U TRl
Saa-RITadT ST (TS8R
Farafere ferdie)
9% g97d D STl Uy ol
o a1 T D 3Ol U g
g g D 3T IUAs el
T Sl IUAs el
BpSE—.
gt ¥ faergan © $e1 IUAs TR
IEEISERIVIECS] © ST 3UAs gl
3fgeHId/ar)
e &1 aruEH L 2 IuAsy T
3qge &I g © SC1 3UA g
BIEGINERSAIESEN
: 3T IUAs e
faeples urRauTd . fowpies w6t
STRfTART & URGHTT : g9 uerd a1 firemr B SRR Tifed e farar m g1
MUIfAH UR . SC1 3UAsY gl
HUI BT HIY D Se1 3UAs gl

7120



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection
Formulation

TRl T o fafd:
4.1 30.09.2023

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugdl! 9R SR} A &I dRIG: 06.01.2016

T30y, deR:
438903-00020

10. fRu=ar aur ufaferaar

Ceftolozane:

iR . Siffsrareiidar & TR & =0 § FEifepd 81|
T fRRan D g e A fRR g
IRseqy ufafharai : ﬁgwwwww%aﬁwﬁwﬁwwﬂgﬁww
|
I SHTfipR® Tolel & A1y Ufafshdr B Tebd
3 aRfRufol @ o : Y, Sarem U4 Ry
USEIEREERCD
ST TR . 3NRfierufig Teleq
3gge yerdf ¥ shfaw D PIs TR 1A (BoRSH) 3fuee et F1d gt
11. fwmasnfora g
TPHF 3REUT (THUIGR) P TR 1 gRT TG0 BT
ESIREAR] eI RS ED
fTerT
3ifE § Judh
GIEACLIESEI
U TSR R Fiffepd 8]
uerd:
g Mifae fasradar ;3T fasTerar SIgHT: > 5,000 mglkg
TABT: AT ARIBT
3{d4dq:

g fawredar (RS & o1 © LD50 (FgT (X€)): > 2,000 mglkg
A UGB & I 3a:RRT
LD50 (¥ (|T3H)): > 1,500 mg/kg
TEHRH & I 3Hd:RRT
LD50 ($): > 2,000 mg/kg
TRTHRH o I 3 RRT
Tazobactam:
g Mifaw fasradar © LD50 (JgT (X€)): > 5,000 mg/kg

LD50 (%% (A139)): > 5,000 mg/kg

8/20



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

Ceftolozane / Tazobactam Injection
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 438903-00020 Ugall IR SR} A B dRIG: 06.01.2016

g fasraaar (RUSR & 8= LD50 (I8T (¥2)): > 5,000 mg/kg
A TEIHTH & I 3Hd:RRT

LD50 (YW (HI3H)): > 5,000 mg/kg
THBRA & I: 3d:RRT

LD50 (%dr): > 5,000 mg/kg
TR & I: Sfa:RRT

QfSTH FARTS:

g M fasmadar . LD50 (IET (R2)): 3,550 mg/kg

g 497 fauTaaarn . LCS0 (8T (RT)): > 42 mg/l
fob e THg o ford Tueh (TerTUIoR) efT: 1 h
URI&0T ITATaRUT: Ye/HaIaT

SIERCEIRRELIESGI : LD50 (@IMRD): > 5,000 mg/kg

1 & U ergeRSTaT

JUAS SHHRI TR aFiiepd al|

3d4d:

QIfETH FARTS:

PRI G RRI )|

gRomy . @9 A Sad et

TR A7 efasdeH

JUAS SHHRI TR aFiiepd al|

3d4d:

QfSTH FRTS

PRI G ORIl

gRome : 3REl H S gt

4T T THST GUTEIBT

T D ARl

JUAS TSR TR aFiiepd al|

YTI-YYT D GITSTdT

Y gRT TSN B TR Tl AT YT & AT I 497 H HiS18 I0d HR bl g
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection

Ceftolozane:

iR 5 el

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
4.1 30.09.2023 438903-00020 Ugall IR SRI A & dRIRG: 06.01.2016
3dYd:
Ceftolozane:
e ot fee D DRIHESIE O
IR : TR fom
gfomy L gITRIAT Sdd A ara uerd
Tazobactam:
gfoma L TSIl S B arel uerd
QfSTH FARTS:
TRA&0r B T L R foip 1S TR (LLNA)
U (TRIUIER) & I L IO Y U
PRI ¢ Y& (HISE)
giomH . BUTED
SHaT] 96 JermHRidt
JUAS SHHRI TR aFiiepd al|
3d4d:

TRl o) e dadifear e fausia ufvad= @t Wit (AMES)

TR HUTEHS

UJ&I0T o1 fored: shiHeld TaREH ¢ 34 fagt
URUMH: BUTHS

TRI&UT DY fheH: IRR & 18R WU B HIRIB13 BT i
Iafad uieo
gRumy: aRdfds®

TRI&UT DY fhH: IRR & TT8% WAURAT B HITRIBT3 BT i
IaRad= udtemr
RIS IS

L ORI b e WYY o TS YEATNSD g uiarmn

(Shifad wroft # Argeomied uv)
TSI g (H139)
: BUTHB

e ot frwy: 3ifRefa DNA FRawouDs) giermr IR &
TeR YR forar &1 wifreTeil gfgd
TS Gud (H139)
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 438903-00020 Ugall IR SR} A B dRIG: 06.01.2016

gRumy: HUdS

Tazobactam:

et 3 faer L TRl o) e e e fausia ufvad= &t St (AMES)
TR Fond®

Tef01 B fh: IRR & F18R WURAT BT HIFRABT3MT &1 S
IaRad= gdtemr

GRI&I0T JuTTelt: & ferrh AT hIfRIebT

gRkomy: aRdide

URJ&I0T 1 fooe: ShIHTeNH TSRYH ¢ 34 fagl
TRY&UT YUITeT: TTSIoT 8FIeR IS SIsRe
gRUMH: BUTHS

fSHIctRIct 3 faar L RN &1 T TAUTRAT o TS GEATYS 1 TR1eo
(Sifad woft & wrsciomfes )
TS Ju& (H139)
B &b I s?raﬁ?ﬁuﬂsﬁw
qfomy: BUTES

U101 Bt frT: SAefa DNA TRANu(UDS) T8t IRR &
TR TWHYRY foraR bt ifRrepTaft Ifgd

TSI Ju& (H139)

TRUM: HUmE®

STy FRTS:

IERICCRIISEESAEE L URIEU B e IRR & S8R WHUTRAT Bt HIfRIB13H BT S
Iad= alterm
o dRdfde

Tteror ot fore: Sacian e faudia uftad &t S (AMES)
TR Hond®

Te0T ot fr: YFaRMEHS WIARYY, ST IalRkadT ua
(QRR & 91ER)
TRy aRdfds®

G011 fe: SITT &ffd Td YR, TURGT 1 Pifkieprsfi #
3T ST ILAUUI(RRR T 918Y)
LRI ACIESIEED

U&7 1 fore: ShiHTelH TaRYH ¢ 34 fagl
YU Irdfdd

11/20



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection
Formulation

TEHRT Teney= &1 fafd:

30.09.2023

T30y, deR:
438903-00020

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugdl! 9R SR} A &I dRIG: 06.01.2016

foMICI et 3 faat

SifaTy] Tt ReTafiet -
Sficha

FHETSTHar
YA STHBRI TR Tl =Tol|
SdYd:

GRI&I0T 1 fore: ShIHTeNH TSRYH ¢ 3 fagl
RIS KD

L URIEU & T gH-dlal AR IRy e

TSl Gy (H139)
TRIHRH & I SeUReHId SoiarH
gRumy: HBUdS

GYar0r &1 fored: TEToHRiET (3-faat aaferaH aH 2R
HrEeloRicd ¥, shiHtel-e TATRIg)

T g7 (X©)

AR & IRd: SCTUReHTd SoaRH

URUMH: aRdfde

L 1T BT g M) HIRIBT IcARadd o =4 § qHiiepRur &l

gl T8l FRar gl

QIfETH FARTS:

Ty L gRI Q)
THIH R & I SR EUCAGE |
frda vy & ford Jud 29
(TERIUTSR) g3l

gikomy FHUTHD
3 fouradr

U SR R Fiffepd 78]
3dYd:

Ceftolozane:

3(dRdT & UG

M RIY & e muyEl

. e ol fore: B / e o1 T faer

orSTIfer: g1 Re) '
TAIHTH & I: 37d:-RRT Soia=HA

JdaT: NOAEL: 1,000 farm/f smdifves 1R
URUTH: IS &Fdl UR UHTd gl

Uteror ot fored: Y-y g fae |
TS g8 (H139)
E@ﬁ%sﬁésm?r araﬁmgﬁam

12/20



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

Ceftolozane / Tazobactam Injection
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 438903-00020 Ugall IR SR} A B dRIG: 06.01.2016

famraTe® fauTaddr: NOAEL: 2,000 f&rT/fes IRiRe HR
fewoft: Tt deayul ufded uuTa &1 a1 =g i

Tier o1 fpe: Yoy Rig) fasm |

uSd: g1 Re) .

TITHRM & IR 3 RRT SoaRH

fapr T fauTdddr: NOAEL: 1,000 fim/fe IRING YR
fewoft: Tt deayul ufded uuTa &1 a1 =g i

Tazobactam:

3Rl & UHTG © U B fhe: Widfadt / 3mRe o1 Uit fasT
orSTIfer: g1 (R€) '
TEIh YA & : AR ad goaRH

34T NOAEL: 640 T/ e ik YR

MR RY S AP RG] . G0 o e Yoy Rig faem|
uSid: 6T Re) .
TR & I: SeTaRead SoaRH
fad T faurddar: NOAEL: 40 form/fa IR YR
URUME: YOI & RS f[ah™ IR THG|

ier ot fpe: Yoy Rig] fasm |

uSd: g1 Re) .

TRITHRH & IK: - RRT Zora=H

fapr s faurdddr: NOAEL: 3,000 /e IRiRe YR
gfvomy: ey R & fae™ R gumE g

STOT - Tohd Siifaw

JUAS SHHRI TR aFiiepd al|

STOT - SlgvrT Sy

T HTEAH A1 ARG THRIUR (e, R) i ) JaH Ugdn Tehdl g |

3{dUdq:

Ceftolozane:

AL SfaTd I} .

e L 2 o1 ORI SREUT BN IR 7T (SRR Pl THH Ugal
I8l

Tazobactam:

T&d 3aqd D R ‘

fipa : ﬁﬁmgmmwﬁwgﬁﬁ(m)ﬁw@
THdrgl
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TAlgd gRAMISSIS WHeH & 3R

Ceftolozane / Tazobactam Injection

Formulation

TEHRT Teney= &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 438903-00020 Ugall IR SRI A & dRIRG: 06.01.2016
U G fauraar
3aYUq:
Ceftolozane:
Ty LRI Q)
NOAEL ;1,000 mg/kg
TEAIHTH & & SRR
fram g & ford Tuh . 28days
(TRIUISR) g
&g 3{aaq : 113]‘
SMNR . B8 Ufded UHId T8l
G| gl
LOAEL : 300 mg/kg
fpad gma & ford Judbs . 28 days
(TRIUISR) g
&g 3aaq : 113]‘
Tazobactam:
Tty L R ()
NOAEL . 40 mg/kg
AR & IR . g
o Tvg & ford Ius 6 Months
(TEHUISR) g1
g {dgd - R
EEIG] -l
NOAEL ;40 mg/kg
LOAEL . 80 mg/kg
A= o IR g
frda vy & ford Jud 6 Months
(TEHUISR) g1
qeg qgd ;R
ifsaH wiRTS:
Ty L gRI Q)
LOAEL . 2,533 mg/kg
TEAHRE & I ;
fpaq gm & ford Tuds Do2yr
(TRTAISR) g3

14720



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

Ceftolozane / Tazobactam Injection

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
4.1 30.09.2023 438903-00020 Ugall IR SRI A & dRIRG: 06.01.2016
4N Ada
JUAS TSR R a¥iiepd el
TG SiRaW & Aq1Y AU
3dd:
Ceftolozane:
e D 3R §X, 98K, RRe<, Aad, 91 &1 Sfad, Urde Yot
REAYILA
Tazobactam:
I GRT T80T HxAT : fewoft: I gRT TS0 B TR TASH AT YTT-INT P AT AT 4T
H HfeE ITT P b1 g
12. aifRufaeTa ga=r
uiivfRifa® fauraddrn
AdYUd:

Ceftolozane:

QaTe/Sld N} &l fasedar :©  EC50 ( Anabaena flos-aquae): 0.0401 mgl/l
T I & o WU (TaUTeR) g3l 72 h

T o 3.3 S e AW 201

NOEC ( Anabaena flos-aquae): 0.0018 mg/I
o Tg & ford Hudh (TadioR) g3 72 h
T 3 2.4 . e A 201

TH-haeq (Jfdurdi SR @ 10
[ERIESE])

Sttarugeit o faureddr : EC50: > 1,000 mg/l
forae T & ford WU (THTUIeR) g3l 3 h
G801 B fhe: Y19-Ug A Ehlac
TheT: 3 3.4, T fAdw 209

NOEC: 560 mgll
foram g & ford Hudh (TaRUioR) g3 3 h
TRI&UT B fh: YT-IRa A T phlac
T it .4 S e g 209

Aol &l faureaar (RRee1feiee © NOEC: 10 mgl
fwTaRTam) fordm wg & ford Hudhs (TaUioR) geim: 32 d

T Pimephales promelas (ﬁ%%%’ ﬁﬁﬁ)
T ot 3.3 8. e g 210
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection
Formulation

BRI =me ot fafd: Ty 3109, dR: 3ifdH SR SIRT = 1 dRIG: 04.04.2023
30.09.2023 438903-00020 Ugdl! 9R ORI R P dRIE: 06.01.2016

WA Td 3 Je-ed : NOEC: 9.6 mg/l

ERENCUESCIREREAINED o Tg & ford Hudh (TaUioR) g3 21 d

[ELIESED) USTIfcl: Daphnia magna (dTex Uil
T 3N 3.2 e e 211

-Gy (RR&IfA® Seer @ 10

[ELIESKD)

Tazobactam:

QaTe/Sdd Nef ®l fasedar . EC50 ( Anabaena flos-aquae): 0.96 mg/l
et T o ol Hueh (TaUIeR) gefl: 72 h
;371381 ¢ e 201
NOEC ( Anabaena flos-aquae): 0.44 mg/|
o Tg & ford Tudh (TaRdioR) g3 72 h
ToeT: 3N 3.3 e A= 201

TH-Trdexy (ATl Sferar 1

[ELICSED)

SHtaTo[s & fosTertd : EC50: > 1,000 mg/l
foram Tma & ford Yudhs (TRTUISR) g3 3 h
TRI&UT B fh e YT-IRa A T hac
Tt 3t 3 . 2w A= 209
NOEC: 1,000 mg/l
feam 7y & ford Hueh (TeRIUIeR) gaim: 3 h
Ter01 1 foheH: 4TH-TRaTd A Thrae
aiebr: 3.8 Tx Fdw 209

A3eh & fauTedar (RR&1feie © NOEC: 10.6 mg/l

fawTaRTam) o T & ford Hudh (TaUioR) geim: 32 d
IS IIFoH Pimephales promelas (ﬁv?%g ﬁﬁﬁ)
TheT: s 3.8 e Adw 210

SHAATTd 3 Se-3fed : NOEC: 9.6 mg/l

SR fawrerdr (Rreifere T 999 & o Wudh (TaRUTeR) g3 21 d

[ELIESED) USTifd: Daphnia magna (dTex U<)
T oft 3.3 . 2w A= 211

Wifsan FRTS:

EENIEARELIESEI LC50 (Lepomis macrochirus (chﬁﬁ ‘v'FIﬁb‘Q[)): 5,840 mg/l

| o g & o Wuds (TaRTUIoR) g3 96 h

16 /20



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

Ceftolozane / Tazobactam Injection

Formulation

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 438903-00020 Ugall IR SRI A & dRIRG: 06.01.2016
SBT3 Ae-3fed . EC50 (Daphnia magna (dTcR Til)): 4,136 mgll
ERERSCLIESEI] o g & ol Wudh (TaRUioR) g3 48 h

Qara/sTdg urel ®i fwreddar © EC50: > 2,000 mg/!
o g & ford Huds (TaRTUIoR) g3 96 h

SHarugedt o faureddr : EC10: > 1,000 mg/l

Ao &) faureaar (RReifae :  NOEC: 252 mg/l

fawTaTam) o T & ford Hudh (TaUioR) geim: 33 d
T Pimephales promelas (ﬁv?%Ts' ﬁﬁﬁ)

WA Td 3 Je-ed : NOEC: 314 mg/|

SR e (RR&1S o wg & ford Tuds (TauioR) g3 21 d

[ELIESED) USTIfd: Daphnia pulex (aTeX Tl

TR 3R Srasp O

3{d4q:

Ceftolozane:

SfdP HTHHUIAT B & D OROTY: YA & 1Y WHTae diic o SashHueR]
@fsTrsiad) 7 g aren
WIHT: OECD URI&UT fg=mfAe=r 301D

Tazobactam:

Sfae SaghHUTAT B & © URUTY: YIHAT & 1Y Udhide diid ¥ SahauaR]
CRIE SRR
TBT: OECD Utequr femnfder 301D

Tyifaa wfae d=ou

HAdUd:

Ceftolozane:

fquTeI Turieh: (T . log Pow: -0.21

Sfigera/ar)

Tazobactam:

faUTS Turies: (WA . log Pow: -0.63

SfgeIa/am)
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
4.1 30.09.2023 438903-00020 Ugall IR SRI A & dRIRG: 06.01.2016
fordt o wifer=fteran
3dYd:

Ceftolozane:

g0l Hafl § faaror : log Koc: 3.3
TRIPBT: OECD URTefur fe=mawr 106

Tazobactam:

TR Hal) T faaror . log Koc: 0.87

3= Ufapd gHTa

331 Iudsy gt

13. e Hifgard

freq & aie

U 721 T (e . FHe Pl AT H AT B |
YT faf ol o=y has |

afa afdh L Tl TS Dl I DI g7ed B aralt haae! 8§ dargaaT a1
T & ford o oTa|
3R 3=yT fafAfEy =78 favan Tam: sivRjed Sate & U §
fAueHE &9

14. URag= GaAT

siaeigia fafraw

UNRTDG

UN dR : UN 3077

T-ﬁag:rmaﬁ:n‘q . ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Ceftolozane, Tazobactam)

i o9

ofsT U Sl

KEN] .9

TgTaRur & ford @avT® Dol

GEER)

38 T & T-3i ot 3R

TH/3MTS 1 THR : UN 3077

%ﬁl’gﬂmﬂﬁf:ﬁ[ . Environmentally hazardous substance, solid, n.o.s.
(Ceftolozane, Tazobactam)

i o9

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

Ceftolozane / Tazobactam Injection
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 438903-00020 Ugall IR SR} A B dRIG: 06.01.2016

. Miscellaneous

dqd
el & figerd @R 956

EEEEE)

fsarad! @! fgemd @Ei gars : 956

SRS

qgiaRur & ol WavIs gl

(@S H)

3T T 3 Si-Pls

UN dsR : UN 3077

Araeq &1 e A :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Ceftolozane, Tazobactam)

aif )

ofeT U |

NEI © 9

EmS dfgdr . F-A S-F

Bl CRRtA Y ;g

IMO SUSHVN & AR AP H ufkag— &<

3Mgft foT T Uigae & fog ar] gl

IyanTRdat & fore fasiy graenfaat

Tgl fau 7T uRdes ool Had Ga-T & T & o §, 3R THHE U § 3fides Al &
T TR 3T € ST b 39 TR&f STet e & HiaR 391 aufF fbar mar 81 uRae @1 fafdr,
3MHRY, 3R &g a1 3w & fafae & fafdedrsit & erguR uftae arffe<or fird-fire &) g a g1

15. fafraras @

gerd ar fargor & g e, W@y, 8k wafarur & fafafaus

39 IUTeA & 3aud fAmfrfad sHae N9 4 gfua &

AICS - fyffa =gt
DSL - fuifed 8t
IECSC - Fyifed 78
16. 3T T
RNy 1 fafy I 30.09.2023
Sffafad S&RY
3T XMe & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe® d@Id! gel, Sel
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IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection

Formulation
TEHRT TNy ot fafd: T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
30.09.2023 438903-00020 Ugall IR SRI A & dRIRG: 06.01.2016
TINT fohdl T et qIéd Wit aRome aut Rfg Ik Toi,
http://echa.europa.eu/
farie urey . e um.ad
3= e & qut ar

AlIC - 3NNIE TTRAT $t SRS gt ANTT - Wﬁﬂ@n@q&a@qm ASTM -
3feat Al udteror TRAE; bw - STS! &1 9H; CMR - BRI, Heolf-d a1 Yo faSeT; DIN -
THT AMSHIHR0 TR & T AFH; DSL - ‘aiquaﬁ{rnﬁ(m) ECx - x% Wfdfshar ¥ g1
Had; ELX - x% Ufdfehar ¥ S8t aifeT &x; EmS - ATUTdphlel- RIsgd; ENCS - lﬂa@aﬁiw
RS gerd (ST9F); ErCx - x% gia &) ufafhar § &1 Tdhe; ERG - Sfurddbla ufafdhar
TES; GHS - %WWW&R@ GLP - 33! YAITRITET UAT; IARC - iR TR 38U & g
TSIHl; IATA - SRS arg aRae THIRIERH; 1BC - Hﬁwﬁwwm:ﬁaﬁ
%ﬁﬁmﬁw%iﬁz Tfgar; 150 - 3T Sif¥man fARIUTAS Ydha; ICAO -
RIS AR faAA W34, IECSC - I H Hie[al IS Uerdf & 3dedl; IMDG - 31?11‘@?1
WWW ||v|o RIS T TTe; ISHL - Sfieiifiies QRaT 3R WA BT (STAH);
ISO - HASIHRY & T SIRITTA WS, KECI - HINAT HIS[GT I 34e; LC50 - TIE0T Sf1aTet
B1 50% P Uidh Hcbg; LD50 - UI&UT €Al BT 50% Pt Glcdcs TRID (HIH °ldd WRID);
MARPOL - STgTell ¥ UGNUI &1 AU & foy SfeRigha §8a; n.o.s. - 3=yl FAfEy 7&T; Neh - Rrcht
fa8; NO(A)EC - s@dib = fdar a1 (wfded) WHE dda; NO(A)EL - 3fdaid- 9 foedr T
@B e) THTT TR; NOELR - TR-3{TdIH-07 THTIF daM &3; NOM - 3MfdIR® Afdyes faw;
NTP - P10 fau-fas srdebH; NZioC - 38T &t ol o gdedl; OECD - i wedl 3R
fa™ e, OPPTS - IS JRET 3R UGHUT AHUM HRATAT; PBT - RITH, Sd-THATHRN 3R
fawred gerd; PICCS - A 3R IS Uit &1 fhaitig sdel; (Q)SAR - (WD) TREAT
T3y eey; REACH - UG T4g 3R AT USiahRul, Jedid, MASGR 3R Ufasy aRug &
fafam= (EC) . 1907/2006; SADT - W-digdl 3fqge araHdM; SDS - YR&T sl 2ie; TCSI - digaH
A Uard §dest; TDG - WARATS HTd &1 URdeH; TECI - UTSaS T gdet; TSCA -
fouTaa uer feon siftifem (Sigad s $@R®T); UN - ﬂga?r?rg UNRTDG - BIH®R® FHH &
URas W UG P BI RIBIND; vPvB - §gd RIRIT 3R Jgd Sla-THASU AG; WHMIS - BT
Y WARAID It =1 Jomert

S R4 ST e & TS UHRA ST IR &I & Tl THSRI gHR 4, THGRT SR fayr &
TR eI ¢ | TSR BT JRI&T &7 JUTAH, T B3, UichaT H3, T -, TRagH He,
e oA qUT s & foIT had Anfex & =u § fEumae fvar 71 § qur food) UeR &t ard ar
e &1 fAfERT 18T AT Se | ey Bt T & RT 39 SDS & Y W ugar: it Fad
faRry Trrh @ Tefid 8 aur SDS wnlt &1 farsht s Irlt & Taem a1 fansht o ufshan °, 5|
I UrSd T 1 ST T Y, TRINT $’ IR 9 el 81 Gahel! ¢ | ARht yaiarsil &) ar 81 W, yaie
& ifam IdTE & SDS-ATHHT &t JUGHAT HT BT B Aed 88d B, TN &, Uichar dx
TUT TG A & 30 3iE &1 & ARy e & SHaRY SR Ry ot wften e =0y |

IN/HI
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