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

Ceftolozane / Tazobactam Injection
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
5.0 28.09.2024 438903-00021 Ugall IR SR} A B dRIG: 06.01.2016

1. ITE Ud HHH! Bt Ugd=

aerd A © Ceftolozane / Tazobactam Injection Formulation
fFrafansmyfdsat

ST MSD
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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

Sit. 0. B-aeffevor

YT-UYTE B GUTS Il : fqumg

fAfEa weg-om e famadar © 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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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection

Formulation

TRl T o fafd:
5.0 28.09.2024

TY.31.09. AR i IR SIRY = &I aRIG: 30.09.2023
438903-00021 Ugdl! 9R ORI R P dRIE: 06.01.2016

SlcECANEER )

Hhd e
BT+ Tt sareH

wefaardt/gdiay™ §a

K4

© H334 Y gRT UGN B TR TSIl a1 YTH-AT & AT IT 4T |

PSS ITT PR bl 2

H373 <Td PIef a1 TR TaTIoR (Taf, fR) offt &1 Jom
Ugdl gHhdT g

H410 STefeR Sila TR ofFe QIR UHTd 3R 1Y 8 3 fasa|

: APYTH:

P233 & Bl Y HR I<G PP G |

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

P271 %ad dTeR 1 g dfea= & 1y ITaT 3 |

P273 TR0 § BT I INER & |

P280 Y&TH® X/ % UG |

P284 HTH-THTR I&0T UgH

3T

P304 + P340 fe T GRT Tg U R f: qfek] 1 roit gal |

Y 3R 19 o & forg 3R 3§ foerd|

gmw&rrq&wwmﬁ%,a‘fﬁmmw
|

P342 + P316 3R YATH-URTAN & AEUT: debldl TITAPHIC

fafeea Temaar o & |

P391 BADIT THAT B

HSRT:

P403 3 dTara- aTelt oivTg | Tfrd &1 |

AR

;m e &1 FueRT Wied aw v sRE™ A
|

3= grf=ar foret ufvomy Ty aeffewor &) gl

e P 1Y FHID B WR 3G B Fifeb! Sie gl wepell g |

Yd & 1Y TUH g W G J it s SR @ § Gt 81 gl ¢
TR, TUTE T 30 WIeF & SR fahied Yd-arg fHreor s1 9ehd & |

3. 3AYQ! P HISA/SITTPTRI

T/

: Tysor
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

Ceftolozane / Tazobactam Injection
Formulation

TIHRU[ Teney= &1 fafd: U9, 3149, Ja:

€3 MSD [} v

3ifdH TR SR B3 BT aRRG: 30.09.2023

5.0 28.09.2024 438903-00021 Ugall IR SR} A B dRIG: 06.01.2016
3aydq
TS 9 T (PY) - TR | TSI (HEAH) (%

w/w)

Ceftolozane 689293-68-3 >=30-<50
Tazobactam 89786-04-9 >=10-<20
qifeay FARTS 7647-14-5 >=10-<20

4. yyfie Rifes & surg
A 9T . 3R gHeAl 1 U1 ddidd 31 1 & ) Afshd Wk I gdTg B

. IS TI&(U1 € X U1 Vbl i &R FRUfd H fafehita Jeire o |
FRUMGRITGUIGI SN Il W GRI U0 B o1 e, ol areft et ga1 § of =g |

gfe | & g1 &I, PHH
Tfe TG o1 B 81 9, i ¢ |

it ggan o |
TR @1 ¥ YU 8 Sy W gF W, R &9l Bl A1 3R Igard Ut I A1 |
. 0T Yebe B R fafheity I o |

3R 3G | Tu® g Y : gie il W e Sl 9T ¥ Sred ke o
i S I 8 3R SRY IR, ot Fafcdia weam |

3R e feran smg : gfg fATTer S, 96 ORd 9d &L
&0 Jahe gH TR T [ganT |
U & W1 4§ 3! IRg Heall HRd |
T Tg@yuf deor 3R D I GRT UGN $HRA TR USST T YT & A&7 T 49 o

HTE, ST ot $R & DIGTE I PR Hehell 5| '
<1 o GRIG SR §1H TR ST (SIRIT) Pl T vgel

a1 gl

RIRRE| DI IS

IIIH TRIUIR Ugd § HiSlg SRUAT 3R 37 4 fadpRY
(S FTaEpIfd, Sprsiey, Rufaed Taraw fewhare Righ) &

EEEERIE]

od & T I A W 3@l B Tt e 3R T H gt

g g gl

Yd & 1Y TUH G W ARG § iyt s gt qabel g1
Ty fafde & TReor L IR fofdredt R aTell & Sffe YR&M TR & o1 a1fey, aul

SHRIA BT HUTET B TR G T JafHID GRETHS SUBRIT

BT IUUNT HAT AT (WS 8 W )|

Rifecs & ol gam L TS SR TEANT ¥ IUAR R
5. R U
IR SR Hifgam SR
YAwEIa-VfeRIER ST

BT S DIASS

/AT T
ST (M) gIH F TEH I
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
5.0 28.09.2024 438903-00021 Ugall IR SR} A B dRIG: 06.01.2016

A F IRA R IR 4@ T4 Y Uh, Sqa WId D1 SURUFT B AL ¢ g1 & 3R
BB AT A ThH 8! ¢ dl fIpie i Gura g1 Govdl 2|
I8 SAG] BT WU WA P 7T Teh W1 &1 Yobell g

GRATD g IdTal L BRE HIFESY
Ted ez sy
FIRH HHUESY

=S STy (NOX)

(31FT) I & fay aies : g FRTHS I JaT o3 o R uRfRUfd SR Sma-ury
qIATaRul & 3Hd ol |
T fSsdl 1 381 A & ol TA-BeR BT TR Y |
SR U1 BT YRIE § Al 3T & & W &ifdg= dbe-R e o

T8 &1 WIeht HAY|
AFMIH & U fRYTIE W A 9H W, Wd-HaHd 41 390 U+ |
JUHR] Aol Y&t IUHR0T YO &9 |

6. 3MH AP Reiier Iurg

JufFad TaYT, ReMdTd ¢ (Aol IETAS IUSR YanT He |
JUSHN T SATATTBTAT IRI&T BSTelT Rl (WS 7 31 ) 3R HfdaTd JR&m Suauit
Ufsharg & gATal (TS 8 ¢ ) BT fUTe B |

yafaRuia wratar . TRl § Bie I URER d |
g A1 JRIEr, 3R 3 RA1a a1 SaehTd &I A5 |
T ¢ T U bl g1 Td AT
%@ﬁa@wwmﬁﬁ,ﬁwmﬁ
|

BT HA AR B (B a1 o Il & a1 HH - & o fovavra &1 sl J
% gard e e WA MR TR TAFRIT S
Il B O H YA B ¢ & o sifafad avat gerf siis |
3R XY Ul o Wrd |
%%Wﬁ%ﬁ@ﬁﬁﬁ(@@%ﬁ@ﬁﬁ@ﬂﬁﬁ
6 &) |
d B Udel IR THHT 1 84 ¢, Fiife A gaTd AET | qrdraRor &
Al 81 WR fawpie firsor a9 ST |
IUYAd TEHRSE & 1Y BT Pt AN ARG Bl ATh B |
R 1 191 fafaw 39 vard &1 famfa $ik Fued &4 &
forT ] 81 opal B, Ty € 39 ARy 3R 3gery R off &t
(9 yerd o) Refiel o Iwrs & ST A 91 S ] 1 39 &t
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection

Formulation

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

5.0 28.09.2024 438903-00021 Ugall IR SRI A & dRIRG: 06.01.2016
fAuia & g o P faeiam o 8 €
T THSITH & SFIHIT 13 3R 15 P VI I1 A1 Reprzei<
P IR H PRI USH Hd g

7. TATA 3R USRI

TH-! U : @W%ﬁ@wﬁﬂﬁ%@?ﬁﬁﬁaaﬁa?wﬁmﬁfﬁ
Tl 5|
Ui Yaiurd 9, SR &1 goide o TSI 3R SeiT Al
IERCIRICRUl

R / $d dfeare R Suged ot § U #1

GRIE BT & forw AR NP HUE ]

HrayTi-ar IBUGESGT
3! & TrY qreh ¥ URER H1 |

I S 1Y IR JHY T 1 IR IR U A 3 J URER Y|
3BT SIS TaFar 3R GR& TUTSH & SR JUTd,
HTIRIS THUIGR 3Mha UR TR g
oo B HY TR I¢ PP @ |
Ugd g Yol il oI, 3R 3T, Teroll, didpifere a1 simadf
2T 0T & Ul YTl safaaal BT 4T Ioidh! a1 Hdedh! &
Y HTH B & Jay § 3 Rifergs T wmef &1 anfgu
d P I 3R HIG HH J HH gH < |
S Tt H 77 71, foss g |
A9 Td Usae & 9id 9 gR 9|
Rfdd R & Ufdsd gaiur e o=
w?ﬁ%ahaﬁﬁﬂﬁﬁwwﬁ@,sﬁ?m‘mmﬁm@
@H I

WRied YerRu & uRfRUfqr 313! dRe ¥ dad fopt gu e o 9|
Y IR TG DD Q|
o=y ISt fafodl & SR HeRT ®1

39 Uerdf ¥ 9 - Fufafad teR & tigde & 91 9 39
g siiafioRufig Toiey

8. Siifaw farmror / it gRem
HRIWA G701 & A & 1Y 3q9q

SERC] N U (F9) | TG TSR =0T Ureret / YR
- TR (3RETTT BT PRENICK
UhR) ST

Ceftolozane 689293-68-3 | TWA 1000 ug/m3 (OEB | 3fidRe&

1)
3ffaad STH®RI: DSEN, RSEN

5/21



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection
Formulation

BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 30.09.2023
5.0 28.09.2024 438903-00021 Ugall IR SRI A & dRIRG: 06.01.2016
Uig &1 AT | 100 pg/100 cm? | 3fidke®
Tazobactam 89786-04-9 TWA 250 ug/m3 (OEB | 3{idRe
2)
3fdad STH®RE: RSEN
| gig= @t I | 100 ug/100 cm2 | afidRas
golf=rafaT fRasror L AME W TRIUSR YAdH $HRA & g WU Soitfafar oo
BT FEATA BN |
gaft Soifafier faaon o) uReR fewrs g erffad g9
T 3R ITal, BT, 3R TfaRTT o1 38T & folT GMP &
Rgidl & IR Haferd foar ST amfgul
oot s=ma &t 9l
YT e s=a . 3R Ui R e dfeds Suasy T8 § a1 ToRiueR
TH T RIS FE=-Feen & S18R TauleR UefRid R 8,
Al 4 YRET BT STANT DR |
flhec UPR ;AR UHR
RUIRERIEEIR]
garef A T dm
i Faeft s=ma D 1SS Tiies 1IN & WY QRET ARATTRH |
3[R BTH & HIGIe a1 TiAfafer & et ot fRuferal, e a1 weridiey
TPt g, < Sfer TMhTed Ug |
TR Y, Yo, I TR o ATHAT 1Y TG o1 FUTa1 81,
Toeiics a1 IR AT BT 3T TREUT U |
1 U9 TRR et = . gdf 1 TINTRITET Bie H BTH B
Tl Het Iu™ D 3R WA ITAIT & SR WA & AU H 3 B GHITT g,
@ BT B b W & BT 31 O Pt yonferr 3R JRem
R U B |
TERT & SR, BT, UIHT a1 ¢ 7d H1 |
T HUS! B U & 916 5 [ I STaTd Y|

e o THTaT e H el FEar ot Fete, Sfad
AT RET IUHRT, IFad ST 3R ulR=es wfsharst,
NI Tsar RTRE, fafee IR SR sgarmus

[BRENEIEISEI RN RSB Y
9. ifae® ud vamaf=® ur
fe@rae e
Rl © 321 IUds gl
Ty L ST SUAsy Tl
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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 aRRG: 30.09.2023

5.0 28.09.2024 438903-00021 Ugall IR SRI A & dRIRG: 06.01.2016
7Y DI GgreT STl U gl
i Rec) D STl Iudsy gl
fOge/ds o1 audE : 3Tl Uds gl
URfY® I9a- H1fdg/IqeH ST IUA gl
AR
T fag L U e
IIBRU Bl R : a1 ISy g
IR (319, 19 ) ; ﬁéﬁwmmmaq%aﬁmﬁmﬂwemaﬂgﬁrww

|

SIS (ARt Ueref) ;3T I e
3= fawpie @1/ SR Sl IUAs el
Saa-RITadT ST (3R
THadfaferd fadie)
Y fowpie A1/ Sl © 31 U gl
SRS ST (AR
THadfaferd fadie)
99 gaTd © $e1 IUAs TR
JIoef 9T T ;a1 ISy g
BISARCES| : 32T U el
BET| : 31 U gl

o B faaadn 3l JudAs gl
ERISRRIUICHCS] D Sl Iudsy gl
SfgeHId/ar
3SR &1 aruHH L e IuAsy g
3UYge P dgHH= 3T Judas gl
BIEGINERSEAIEEN

3T U gl
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection

Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 30.09.2023
5.0 28.09.2024 438903-00021 Ugall IR SRI A & dRIRG: 06.01.2016
fqemles uRayTd . fawples w81
HTRABRU & ORIHTT ;g U a1 iyl &t safieR® Fiifgd gt fovan T 5|
3MUIH HR Sl IuAs el
U R
U BT AT 3l Judas gl

10. =T auT ufafsradr

UfdeR : SffiyforamRiiear & WaR & U H aEfigd el |
T FRURT D g gifRufaa B RR B
oRewery ufafsarait : @%me&mmaq%aﬁwmaﬁﬂmﬁww
|
AT SiTRfiB RS Tole! & A1 ufafehar wR o § 1
3 aRfRufaal @ o : Y, Sare U4 Y
Y Dl g YD |
ST Tt L 3Ry Toley
e uerdf ¥ shfay D Pls FdR dTd (FoRSY) 30geH gy F1d et
11. fwmasnfora g
TG SREUT (THAUIGR) F IR © I gRT TGN FH=AT
T THGR CEIR Y
forTerT
3T ¥ uds
GIERCLIESE
U TSR R Fiffepd 78]
uerd:
g Mifaw fasradar : SfforTcl fasTaar $IgHM: > 5,000 mg/kg
TABT: AT ARIBT
3{d4dq:

Ceftolozane:

fauTgaar (RUSH & 379 LD50 (Il (X2)): > 2,000 mg/kg
) TP & I 3Hd:RRT

LD50 (¥ (HI3¥)): > 1,500 mg/kg
I 3fd:RRT
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection

Formulation

BT e & fafy: TY.31.09. AR i IR SIRY = &I aRIG: 30.09.2023
28.09.2024 438903-00021 Ugal IR SR R &1 dRIG: 06.01.2016

LD50 (¢): > 2,000 mg/kg
TEAIh T & I 3 FRRT

Tazobactam:

SIERIRCEACRIESEI] LD50 (8T (}<)): > 5,000 mg/kg
LD50 (Y™ (HI3H)): > 5,000 mg/kg

e fawradar fGusM & 3= :  LD50 (J8T (R<)): > 5,000 mglkg

) TEIHTH & I 3Hd:RRT
LD50 (Y™ (HI3H)): > 5,000 mg/kg
TEHHRMA & I SHa:RRT
LD50 (r): > 5,000 mg/kg
TP R & I 3d:RRT

qifean FIRTS:

SIERIRCEACRIESEI] LD50 (IET (R)): 3,550 mg/kg

REEREAELICSG © LCS0 (F8T (RT)): > 42 mg/l
foe wHg & ford Tues (Tawuior) §efm: 1 h
TRI&UT ATATaRUT: Yel/Haia

SIEASEIRACLIESGI LD50 (BRIR): > 5,000 mg/kg

o & fore ereReaT

JUAS SHHRI TR aFiiepd al|

HAdUd:

qIfean FIRTS

PEIIG] RG]

SIRUIL] s kAT R T

TR A7 gfakdeH

JUAS TSR TR aFiiepd al|

AdUd:

qQIfean FIRTS

ENUIES D

SIRUIL] ) G| R= AT I C |
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection

Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
5.0 28.09.2024 438903-00021 Ugall IR SR} A B dRIG: 06.01.2016

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:

Ceftolozane:

qterur & for . ARHERE o

Sl : TR fom

BIRRUIL| : UTEIAT S B arel uerd

Tazobactam:

| oo L QTR S B aTelt uer

TIfSTH FARTS:

UR1&(01 Y fohe . WM foWp 1S IR (LLNA)

U (TRTAER) & IR A Y AU

PRI ¢ o (HI3Y)

gRomy . BUTHD

SHaTY] 9 ReTeiadt

JUAS BRI TR afiepd al|

AdYUd:

Ceftolozane:

[ERIEERINSEESIEE : Tter B fre: dediivar Teeh faudta ufkadH &t S (AMES)
RIS KD
TRIE0T D1 fed: HIHISIH TaRRM oXe 3 fagl
RIS IS
T80T ot fohed: IRR & e WUTRT] DI BITRABT3M BT S
IaRad= udtemr
gRue: ardfde®
T80T ot fohed: IRR & T1ER WUTRT] Dt BITRABT3M BT S
Iafad ulieo
TR HUTE®
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection

Formulation

TEHRT Teney= &1 fafd:

5.0 28.09.2024

TY.31.09. AR i IR SIRY = &I aRIG: 30.09.2023
438903-00021 Ugdl! 9R ORI R P dRIE: 06.01.2016

[BEEERISEESAEEI

Tazobactam:

RreIiIRe 5 el

QIfSTH FARTS:
IR iR 3 fagt

~

L ORI B fohe: TR & WiETSe eATIHD ™ uRien

(Shfad gTof # ArgcioiHicd IRW)
TS Gy (H139)
- BUTHD

T1eor 1 forT: SfHefa DNA TRawu(UDS) TEiermr IRR &
TER TYR) iR &1 STt wflea

TS Gy (HI3Y)

o UMD

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

gRumy: HBUdS

TR B fh: IRR & 18R WU Y HIRABT3 BT Shi
IaRad= udtemr

URI&01 YUITetl: T8 fermh |1 HIRIbT

gRRue: ardfde

TRIE0T D1 fed: HIHISIH TaRRM oXe 3 fagl
TRI&UT YUITET: TTS1oT 8+eR IS sIsRe
gRUMH: BUTHS

L TRIET B o TAUTRE & TIRINITEE JEATND g URT&ur

(Shfad 9Tof # ArscioiHicd IR)
TS Gy (H139)

T IBRA & I s‘crraﬁ?ﬁwsﬁasﬂ
TRy HUTEHS

TRieur B fe: SHfHUiRd DNA TRANUI(UDS) T8 YRR &
TER WHYRY R &1 piRIwBr1si Afga

TS Gy (H139)

URume: BUTHS

D ORI Bt foheH: IRR o IR ATUIRAT B BITRABTSA BT S

Iafad uieo
gRue: ardfde®

Tteror ot fored: Sacian Y faudia uftad &t Sig (AMES)
Ry Fond®

Teur B fHe: ApaRIATRHS AR, i IaRkadT w=E
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection

Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 30.09.2023
5.0 28.09.2024 438903-00021 Ugall IR SRI A & dRIRG: 06.01.2016
RRR & 91ER)
gRue: ardfde
TRY&r0T &1 fohd: ST &ffcl Td GUR, TAUTR &) sifRreptadi o
S SITY YAYUI(RRR ¥ 916R)
gikune: ardfde
TRI&101 1 fbe: hIHTeIH TSR ¥ 3 fact
gRune: ardfde
TR0 B e BT TR 3% 34 fagt
gRumy: HBUdS
[SRICGERIINEESEEE) L ORI B b gH-dial A ey e
TSI que (13 H) .
TRIHRH & I SeUReHad SoiarH
TR HUTEHS
R1&01 D1 fore: TeroHRicT (37-faat anfers a9 a1
Jrscomiced ¢, BN TIer)
orfd: 6T Re) .
TRIHRH & I SeUReHad SoiarH
gRumy: aRdfde®
STaTu] I TEToHRIe! - : &Y DT ol INTTY] HIRIHT IARATH &b TG H qHIHR0T B
3fipeT gad T HRaT gl
FHERSHBT
JUAS SHHRI TR aFiiepd al|
3d4d:
QIfSTH FARTS:
BIEIIT AU
Y CRE RS | S AGE |
o gmg & ford Iudh L 29
(TEUISR) g1
aRomy FHUTHD
3T fourar
JUAS TSR R aFiiepd el
3dYd:

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

Ceftolozane / Tazobactam Injection

Formulation
THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT aRRG: 30.09.2023
5.0 28.09.2024 438903-00021 Ugall IR SRI A & dRIRG: 06.01.2016
3Rl P UHTT . e ol fohe: iR / e BT T faer
orSTIfer: g1 Re) _
TEHHRE & I 3Ha:RRT Soia-H

JdaT: NOAEL: 1,000 farm/f smdiRes IR
URUM: IS &HdT TR UHTG gt

iR RR] & e R uyEl @ dhgor o fee: yo-miw Rig faem|
TS g8 (H139)
TWITHRM & IR - RRT Soa=H
fapraTae® fauTddd: NOAEL: 2,000 f&m/fem RIS YR
feauft: foreht Heayuf ufdgd wvmE &t gam 61 fireh

Tieqor ot fp: Yoy Ry g

orSTIfer: g1 (Re) _

TEAIBTH & I: 3id:RRT Soia=A

fomraTdS fauTadar: NOAEL: 1,000 /i IRIN®G HR
femuft: foret Heayuf ufdga wHTE &t gam 61 fireh

Tazobactam:

ARl b YU L UNeIUT B fhe: Widfrdt / 3R 1 Uit fas T
orfd: 6T (Re) .
THBRA & I SRS Soiar

I&RET: NOAEL: 640 forT/Rm 2miRkes 1R
MR RY & e R uuEl : aleor ot foe: yormiw Rig e

orSiIfer: g1 (R€) '

TWHHRM & I SeAReHad SoiaRH

fomraTe® fauTaddn: NOAEL: 40 firm/fem IRIRS 4R
OO YOI & RS f[Ah™ IR THG|

TRYer0r &1 fored: Y-y R fasr |

orSiIfer: ¥g1 (R€) '

TEHAIHTH & I: 37d:RART Soia=A

fomraTd® fauTadar: NOAEL: 3,000 /i IRIN®G HIR
gfom: TR RIg) & fawr )R gumE T8

STOT - Tohd Sy

JUAS BRI TR afiepd al|

STOT - Ggx T \ifaH

3 HTeliF a1 gRIg TRITIOR (i, RR) 3 &1 T Ugdn Wb g
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection
Formulation

TRl T o fafd:
5.0 28.09.2024

T30y, deR:
438903-00021

3ifH IR ORY 31 Bt dRIG: 30.09.2023
Ugdl! 9R SR} A &I dRIG: 06.01.2016

3[qyq:

Ceftolozane:

NS RECR ] 1] .

i ;e T YT SReUT BN IR 35t (MR bl IH ugan
Igpargl

Tazobactam:

LREERE D R .

i L e O gRIG SReU BN WR AT (3RIR) B U Ugan
Ihdr g |

U G faurear

3dYd:

Ceftolozane:

ESUG) LRl (e)

NOAEL ;1,000 mg/kg

INIEZR LS| AR

fra- 970 & ford 9udh . 28 days

(TRIUISR) g

1&g 3dud : ﬂzf

SR . B8 Ufded UHd gl

I - ||

LOAEL : 300 mg/kg

fra- 970 & ford 9uds . 28 days

(TRIUISR) g

&g 3ddq : 113]‘

Tazobactam:

BRI LRI ()

NOAEL : 40 mg/kg

U Th R o IR 3

fha IHg & ot dudh 6 Months

(TFIUTSR) G

1&g 3{dad . TR

EELIT] Dol

NOAEL : 40 mg/kg

LOAEL : 80 mg/kg

U b R & I c

fha IHg & ot dudh 6 Months

14 /21



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

Ceftolozane / Tazobactam Injection
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
5.0 28.09.2024 438903-00021 Ugall IR SR} A B dRIG: 06.01.2016

"(HWW)EGH
&g 3{agd . TR

IfSTH FARTS:

W LTI (2)
LOAEL : 2,533 mg/kg
: @ o

Y CRE IR ;
fram THg & ford Tudh Co2yr
(TEHUISR) g1

AT =T
JUAS TSR WR a¥iiepd el
TG SiRaW & AqTY AU

3{dUd:

Ceftolozane:

BUSASE L 3R 5%, §UR, RRed, wach, = &) siaq, urae yomet
GEaNila

Tazobactam:

T GRT T80T R . feugft: I gRT U8 B WR UGS T YT-INT P F&I0T AT 4G
T HISE I PR bl ¢

12. uRfRufa@Tg Ja=n

ii¥fRufae faumamar
3Addd:

Ceftolozane:

QraTel/STelg O} &l fasiedar . EC50 ( Anabaena flos-aquae): 0.0401 mgl/l
fra THg & o Yuds (TeUieR) g3 72 h

T o 3.3 S e Adw 201

NOEC ( Anabaena flos-aquae): 0.0018 mg/I
o g & ford Tuds (TaRTdioR) g3 72 h
T 3t 3.3 8. T fg=r 201

TH-thareTq (3Mfaurdi Sfeer. @ 10
[ERIESED)
EICIVEIRACEIESRI : EC50: > 1,000 mg/l

o T & o) Hudh (TaUIoR) g3 3 h
TRI&UT B fh: YT-IRa A T phIac
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection
Formulation

TRl T o fafd:
5.0 28.09.2024

3ifH IR ORY 31 Bt dRIG: 30.09.2023
Ugdl! 9R SR} A &I dRIG: 06.01.2016

T30y, deR:
438903-00021

RERICIRCRICSGINEREIIN NS

IERIESGIN

ST Td 3 Je-Ifed
EEEMELESEINEICAINED
IELIESED)

TH-Thaex ¥y (FRepTfer SieeR
[ERIESEL)

Tazobactam:

AT/ are @ fauTadarn

-y (fAUTeh Sferar

SiiaTopen & fawradan

EERICANERICEGINERCAINCIE

T it S .4 S e g 209

NOEC: 560 mg/|
o g & ford Hudh (TaUioR) g3 3 h
TRI&U1 B fh e YTY-IRa A T hIde
T it .4 S e g 200

NOEC: 10 mg/I

o wg & o) Hudhs (TaUioR) geim: 32 d
T Pimephales promelas (ﬁv?%Ts' ﬁﬁﬁ)
T ot 3.3 8. e g 210

. NOEC: 9.6 mg/l

o g & o Hudh (TaUioR) goim: 21 d
T Daphnia magna (dIc} Tﬁ’ﬂ)
TheT: 3N 3.3 e Fdwr 211

10

:  EC50 ( Anabaena flos-aquae): 0.96 mg/

o g & ford Hudh (TaRUioR) g3 72 h
T 3N 3.4 S e A= 201

NOEC ( Anabaena flos-aquae): 0.44 mg/I
o g & o Huds (TaRdioR) g3 72 h
TeT: 371 3.3 . T FAw 201

1

:  EC50: > 1,000 mgl/l

o Tg & ford Hudh (TaUioR) g3 3 h
T80T &t fored: YT9-TRa § T dlde
T o 3 3 S e AW 209

NOEC: 1,000 mg/l

o Tg & ford Tudh (TaRUioR) g3 3 h
T80T ot fored: YT9-TRa § T dlde
T it .4 S e g 209

NOEC: 10.6 mg/l

fordm T & ford Hudhs (TaUioR) geim: 32 d
SIS Pimephales promelas (ﬁ'ﬁ%_s' ﬁﬁﬁ)
Rt o R 2w = 210
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection

Formulation
BT =me ot fafd: Y. 8109, AR 3ifdH SR SIRT &= &1 dRIE: 30.09.2023
5.0 28.09.2024 438903-00021 Ugalt IR SR} & P dRiG: 06.01.2016
ST Td 3 de-ed : NOEC: 9.6 mg/l
ESENENESSIREREAINED o Tg & ford Hudh (TaUioR) g3 21 d
[ELIESED) USTIfcl: Daphnia magna (dTex Uil
T ot 3.4 S e FAdwr 211
AfETq FRTS:
Tl &1 fasTadarn  LC50 (Lepomis macrochirus (oT‘ﬂ?IFT ?F@?‘QT)): 5,840 mg/l
o g & ford Huds (TaRUioR) g3 96 h
ST Td 3 Je-Ifed . EC50 (Daphnia magna (dTc Tih)): 4,136 mgll
ERERNELIESEI] o Tg & ford Tuds (TaRTUIoR) g3 48 h
RaTa/SeT Uiel &1 fsedar @ EC50: > 2,000 mgl/l
o wg & o Huds (TaRUioR) g3 96 h
EIEIL IR ACRIESEI] EC10: > 1,000 mg/I
e & faureaar (RReifee :© NOEC: 252 mg/l
IGRIETEI) ford ga & ford WU (TRIUTGR) §31T: 33 d
TSI Pimephales promelas ( ﬁﬁ%@ﬁsﬁ
S Ud 3 e3fed . NOEC: 314 mg/|
EEEMENESCIR(ERCAING o Tg & ford Hudh (TaUioR) g3 21 d
[ELIESED) U7 Daphnia pulex (dTeR M)
R 3R raspHivraar
3dYd:

Ceftolozane:

Ifdes SrashHUIdT BT & © URUTY: YIHAT & 1Y Udhide diid ¥ SahauaR]
CRIE SRR
IBT: OECD TR fe=md=r 301D
Tazobactam:
Ifdes SfashHUIdT BT & ; Ww$£ﬁmmémm
) T 8 aret
TRIPT: OECD TR0 fa=mie=1 301D
Tutfaa Sfas o=
Sdyd:

Ceftolozane:

17/21



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ceftolozane / Tazobactam Injection
Formulation

BT e & fafy: TY.31.09. AR i IR SIRY = &I aRIG: 30.09.2023
28.09.2024 438903-00021 Ugal IR SR R &1 dRIG: 06.01.2016
fquTSI Torieh: (T log Pow: -0.21
SfaeHIe/am)
Tazobactam:
fAUTST T[uTieh: (T log Pow: -0.63
SfaeHId/am)
fardt o wifer=fteran
HdYUdq:
Ceftolozane:
qaiaor wal § faaror . log Koc: 3.3
TIHT: OECD UTefur fE=mAd=r 106
Tazobactam:
gfaRor e § faazor log Koc: 0.87
3= Ufded gHTa
3T IUAs Tl
13. Frer ifgard
fAyem & TP
U 721 T (e . FHe Pl AT H AT B |
R fafadt &g B |
afa ofdh L Tl TS Dl O DI g7ed B aralt el 8§ JargaaT a1
T & ford o oTa|
TR 3= faffey 1 fopan T svgad IdTG & U |
fAueHE &9
14. URag= GaAT
sieeigia fafraw
UNRTDG
UN dsR UN 3077
Hr9e &1 98 A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Ceftolozane, Tazobactam)
i o9
O U Sl
NELS 9
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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 dRIE: 30.09.2023
5.0 28.09.2024 438903-00021 Ugalt IR SR} & P dRiG: 06.01.2016

yafaRul & o @avAs Dol

(@SY)

33 T TSt ot 3R

TH/3MTS 81 TR : UN 3077
CAR:RIGIE : Environmentally hazardous substance, solid, n.o.s.

(Ceftolozane, Tazobactam)

i o9

ofeT [

NE : Miscellaneous

fEsaradl ol feemma @rm : 956

EEEEE))

fEsaradl @1 fRemad @E gars : 956

SER)

yafaRl & ford @ Dol

(@vey)

T T Et Sh-wis

UN dR . UN 3077

Araeq &1 g 9| :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(Ceftolozane, Tazobactam)

i : 9

OfeT U Sl

KEN] o9

EmS dfgar . F-A S-F

YL UguD DRl

IMO JUHRUN & AR 4P A ufiagd o

3MYfe fve 7Y Uigae & foag ang &t

IuanTHdat & fore faviy graenfat

T8 fau T ufkas arffeul FHaet =1 & Tior! & ol §, iR Thas U § s tds I &
0T R 37T § o fob 39 gRar S1et ¥iie & HiaR 39eh1 quiH fasan mar g1 uRag &t fafd, T
THRI, SR &= a1 <=1 & fafawl o fafqedrell & SraR uRkag avffeRur firm-fir g1 9ad g

15. faf~ramae Ja=n

gerd ar frgror F g e, Wy, ok yatarur & fafgufaum=
39 IATeH F 3iaud fAmfrfad gaa= e & gfaa §:

AICS : Fuifed 8t
DSL - fyffa gt
IECSC - fifed 8t
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection

Formulation
THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT aRRG: 30.09.2023
5.0 28.09.2024 438903-00021 Ugall IR SRI A & dRIRG: 06.01.2016
16. 39 AT
TRmed @t fafdy © 28.09.2024
Sifafad S&RY
3T XM & Ihad & o . %= AId SDSs, OECD eChem ¥ 3fidRe& d&Id! gel, Sel
TIRT b3 T G OIEe EIST IO quT JRITA e Toie,

http://echa.europa.eu/

g@%ﬁﬁmﬁwmw%ﬁmﬁaé?g@mﬁa@@weﬁmw
TR

feri® uReu : ferogay
3= Srsftdie= & ot ar

AllC - 3NN TRl $T e gt ANTT - W&ﬂﬂ@qﬂi&mﬁaﬁm ASTM -
AR Tt Tieror FRIRICT; bw - Sial BT Toi; CMR - BRI, Jeol-db a1 Yol faveT; DIN -
THT AMSHIHR0 GRIM & T AFS; DSL - aiqua@fﬁ%ﬁ(ao——lm) ECx - x% Wfdfehar ¥ eI
TdHe; ELx - x% Ufafehar ¥ &t ST &x; EmS - TUTqdbIa- JUegd; ENCS - Aigel iR =Y
NS Tard (SUM); ErCx - x% Jig &% Ufdfhdl ¥ SeT dda; ERG - SMUTAHIc Uldfohar
TES; GHS - ﬁwwmwﬁw;em&mﬁuﬁwum IARC - $IR TR 3T & forg
ol 1ATA - WW@W;IBC-WWﬁWWaﬁ
%ﬁﬁmﬁw%iﬁz Tfgar; 150 - 3T Sifman fARIUTAS Ydhga:; ICAO -
RIS AR faAA W13, 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 - HHSIHRY & T SIRITTA TS, KECI - HINAT HIS[GT I 34eT; LC50 - TIE0T Sf1aTet
B1 50% P Uidh Hcbg; LD50 - UI&UT €Al BT 50% Pt lcdcs TRID (HIH °lddh WRID);
MARPOL - STl & UGNUT BT AU o forg SIeRTS 9T, n.o.s. - 3f=u1 FfEY T8T; Nch - Rrcfl
f7a8; NO(A)EC - s@didb = foar a1 (wfdea) WHE ddha; NO(A)EL - 3fdaid- 9 faedr T
@B e) THTT TR; NOELR - TR-3{TdIH-07 THTIF daM &3; NOM - 3MfdIR® Afdyes faw;
NTP - I¥1 fau-fas srdsbH; NZioC - 38T @t ol o gdedl; OECD - i Fedl 3R
fa™ e, OPPTS - IS JRET 3R UG JHUH HHATAT; PBT - RITH, Wd-THATHRN 3R
fawrad Ter; PICCS - @A 3R IEfe gerf ot fhelidia 3ded); (Q)SAR - (HETED) I
T3y Tee; REACH - TR e 3R AT USiahRul, Jedid, MAHR 3R ufasy uRkug &
fafam= (EC) F. 1907/2006; SADT - Ta-diadT 3fqge d9HH; SDS - YR&f Sl Tie; TCSI - dagad
A Uard §dest; TDG - |ARAT HTd &1 URdeH; TECI - UTSaS TR gdet; TSCA -
fouTaa ger feon siftifem (Sigaa Y= $@R®T); UN - ﬂgaavrg UNRTDG - BIM®R® FHH &
memﬁw VvPVB - §gd Rt 3R 9gd SI9-UHHIHR0 TF; WHMIS - HTd-
Rfd GRS Jradt YT Yorret
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IS ERAMSWS YRIeH & STAR e MSD A

Ceftolozane / Tazobactam Injection
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
5.0 28.09.2024 438903-00021 Ugall IR SR} A B dRIG: 06.01.2016

U R&T ST 2T & SUD THIRM &1 dRRG B &1 T THSRT §HR I, STHHRT SR Iy &
TR Tl § | TSR B JRI& &1 T JUTEH, TN 634, UfehaT 3, T &, URTg He,
WWHMW%WWW%WﬁWWW%HMWWﬁWW
T[UTGT T fAfGRT 18] [T SITET | Sudis SR TR SHeR! 39 SDS & /Y IR gt it daad

ﬁﬁyamﬁﬁwﬁa%amsos%w%mamﬁ%ﬂmﬁmw&mmﬁ K|
I U1 H T FdTa1 71 81, TRANT &1 R 94 a1 81 Taball ¢ | It yiarstt &l @] 817 0, Uaied
¥ 3ifaw Iare  SDS-UMH & IuHdT HT SMbe- B Tled 38d B, TIRT HA, Ufchdr da
TUT T P B U 3+ &1 & [y e & TR 3R Rl &) geian &1 Ty |

IN / HI
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