m‘w éa m Public
IS ERAMISWS YRIeH & STAR e MSD A

Cloxacillin / Ampicillin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
14 05.12.2023 10843715-00005  TUEd! §R SIRI R Bl dRIG: 30.08.2022

1. ITE Ud HHHT Bt Ugd=

e * Cloxacillin / Ampicillin Formulation
UgdH & g Rl . Bovaclox Dry Cow (A004495)
frafansmyfdeat

ST MSD

Yl - Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

TAHHH ! +1-908-740-4000
JMUTABTAN B TR ! +1-908-423-6000
S-Hel 1 Udl '  EHSDATASTEWARD@msd.com
TR R Rreier iR ufady
Repose yam : gy ffarear Sarg
I R ufaeey : O Tl
2. @a¥ B Ugda=

famfor, WSRO 3R & SR WaRTS Q1A frgHTaedl, 1989

affaor

g1 & HrT | & Fufika Ards & SguR Tave & &0 & iffpd Te 7
it ¥a. - ffevor

T4 BT ARl : faum e

Tl St gUTSIdl p faum e

AABID (V) ST @Rl [AHTTR
ddPIfe® (o)) Seg @ar - faumT 3

S.g9.0Y. d9d dd
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Cloxacillin / Ampicillin Formulation

TTHIl T o fafd:
1.4 05.12.2023

TY.31.09. FeR; i IR SIRT & &I aRIG: 30.09.2023
10843715-00005 UGG SR SIRI B3 Pl dRIG: 30.08.2022

S o fesera

THohd Tsq
B Tt A=

wgfaard/gafay™ s

:

BR[N]

© H317 <1 Tael Gaeh ufafear S &R Jedr g

H334 T §RT T8N 3 TR TSl IT YTI-IFT & &I07 a7 494 |
PSS ITT PR bl 2

H401 STeTeR Sitg & ford fasa|

H412 STefeR Siigd TR o RIRH UG 3R 1Y 8§ 8P RS |

: APYTH:

P261 Uy A 919 o9 ¥ 59

P272 fagfid HUS! & IR I T8 & OF &I AT T S

P273 TIATERU H Ble- ¥ TRER B |

P280 &P T U |

P284 HTH-UHT &0T Ug+

3T

P302 + P352 3R &l TR 8l ff G& YR IHT & ¢ STl

P304 + P340 Tf, §IY gRT 76U R - Afedd I il gal H

STE 3R 19 o & forg SR 3§ feerd|

;33 + P317 3R @9l R Sa a1 3 81: Fafdean wgradr urad
|

P342 + P316 3R YAT-URIARI & A&U: debTdl ATUTAHICH

[EIETIREHERIRCINER]

%%62 + P364 TERT HUS &I I¥d IR ¢ 3R T: TN I Ugd
|

fFarr:
P501 &= &1 FuerT Wigd de SRuvd dREM A
|

3= gif~rat et ufvoms vy arffewor €Y giar

SIATd

3. 3qYdl BT HISA/STIBRI

Terd/faysor . foyor

3agd

TS A H T (PY) - TR | TSI (HEAH) (%

wiw)
s fOFRE 3ITad (Yeiferm) 8042-47-5 >=70-<90
Cloxacillin 61-72-3 >=10 - < 20
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TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

Cloxacillin / Ampicillin Formulation

3ifdH R SR B3 BT aRRG: 30.09.2023

05.12.2023 10843715-00005 Ul IR SR A &t dRRE: 30.08.2022
Ampicillin 69-53-4 >=5-<10
E g-,\ I |3|1@' I ok 3{3 ta 300-92-5 >=1-<5

4. My fafee & Iur

HHY Hdle

3R IIY gRT UG 1 ST

3R 91 ¥ U gl oY

3R 31Y ¥ U gl ST
3R fAvTe feram S

T AEIYUl TEUT 3R
TUTE, gl o SR
e fafee o TRem

fafbcd & ford g

© 3R gHed 81 1 adiad did 9 & ol Afsehd T ¥ Jalg B

Td T&UT €6 38 A1 bl o1 &R fRufa o fafeaita warg o

T gfe I gRT I8 R e S, o areft et gar o & S|

gfe i 5 1 oY, HiHH Irg-faf 3 e g
e TG A1 B3 81 91T, ST ¢ |
fafecita Tgan ol

. g gF W, R &9l B g 3R Igard Ut I 1% L |

g a%d Td I SAR G |
fefreita wga o
YN ¥ Ugd X il |

AU § UBT 9 S Pl st ke g

: qarar (e & fore sital &1 art & 4|

gie, e I 81 3R 9RI <@, o fafeiia ggam |

. gfe frar o, aw= ORd Ad B

U Yebe B WR fAfch ity g of |
U & 91 48 331 kg Heell hRal|

L T Tt Gedt ufafshar SO R T 2|

Y GRT TGV B TR TSI T Y- & T&I07 A7 48 &
HISATS I B bl g

IIH TRIUITR U ¥ HN[E SRYAT 3R 3T 4T fadR!
(S FTaEpIfa, SpTefey, Rufded Taraw fewharr Righ) &

EEEERIE]

D TR fofdedt 3 aTell & Sffe YR&M TR & o1 a1fe T, aul

SHRIA BT HUTET B TR G T JafHID GR&THD SUBRIT
BT IUUNT HAT AT (WS 8 W )|

. e 3R IganT ¥ SUER B

5. 3RRME U™

Iugad SR difgar

SR (3AFT) §H & HIegH
TR & SR Ay @R

WARATD &g IdIG|

A [ S|

Tdpela-Ufarieh T

BT S DIASS

B
; T8 ITG] BT YD WY P Y T WeRT 81 Jobell g
L BHRE RSy

IO SITFILSH (NOX)
by I3 S

TR RS
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Cloxacillin / Ampicillin Formulation

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

14 05.12.2023 10843715-00005  Ugdll IR SIRI HR &I dRIG: 30.08.2022
Ted RSy
(31FT) G2 & faRy adies : g RS IF TaT o3 o R R R S-urg
JIATaRYT & 3IHd Bl

< &aal Bl 31 B & o TA-FeR BT UanT |
SR T AT GRIEA & < 31T & &7 9 afagH deR e o

ST I ATl HrATT|
M S Ul Sad  © 3 o1 oM R, W3-FRifAd 41 Iuasor ugH |
IR ST R&fTHS SUBRUT T B |

6. M ID el Surd
JfFad TauT, ReMATd ¢ (Aol IETAS IUDI0 TIRT He |

JUHRUT YT TUTIB IS IRIE FsfeiT sl (WS 7 37 ) 3R cfdaTa qrem IusRui
yfsharg & gATal (TS 8 ¢ ) BT fUTe B |
qgiaRuity Fraenar : gIdTaRul § Bie ¥ URER &

T BT PRI, SR Y 19 a1 Feh1a B A |
A AT | o AP (ISTER0T: gz 71 qt )
T U T O Dl @1 U4 HepTaT |
Ife Ag@yUl SAHId U AT 61 9, 1 RIHIG UAHIRA! BT
SECERL

TBTS B AR B AAFT 3R NS gar § I |

& uerd vd a8id S g & forg ST a1 3 Iugad AU UG & dlfds
o SR 7 93| A SR BI 718 Uard oI Uy foram S I 8
I 3 IuGad dHeR ST B KR B
JUYad TeHReC & 1Y Halld & AT HERNTS o) 916 B |
R 1 IS faf e 39 verd &t fagfi ok Ruem 3 &
fore @y &) wehd €, Ty 8 37 IeRiaey 3R Smgeny wR ot o
(9 yard &) Reflel @ Iwrs 3 ST A 9/ §d ] 1 39 &1

o & g1 6 e oo amp g ]
U THSITH & SFHIT 13 3R 15 F© RIFHY A1 I Rebrge
F IR A BRI UGH Hd g
7. FETEA 3R HSRUT

APp-ien! U ;AU (URIURR) ¥ g9 & a0/ o §91d 3/ HT & d8d
SN Iurg |

R / $d dfee=E Rt Suged ot o g ®1

IRfErd g1 & fore D @RI BUS] R ATRA

graeTtaT AT AT A
BUEEG]
3fiEl & Ty g ¥ IRER B

3t SN Tegar 3R YR& TUTSf & SR JuTd,
PRI TRIUIGR ST UR TR 8
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Cloxacillin / Ampicillin Formulation

TTHIl T o fafd:
1.4 05.12.2023

3ifH IR 9RY 31 Bt dRIG: 30.09.2023
Ugdl! gR SR} A Bl dRIG: 30.08.2022

T30y, deR:
10843715-00005

o B 9 PR 9¢ TRh 9|
g & Ydc! Aol i, 3R AT, Tetoil, i a1 3madf
o 0T &b Ul YdeTid Afl &l 47 Iaoih! T Haah! b
1Y HTH B & Gay H 30 Rfercs T wmf &1 anfgu
m@g&h@ﬁﬁ@ﬁﬁwﬁ@,ﬁmﬁmﬁm@r
DH I

L BT R U Aed U gU Sl O |
Y DR TG Hh Q|
fa=Iy Tty fafodl & SAR HSRU |

;3 Il P Y HSRUT Gaeht i faRy A el |

GR&rd HeRur T aRfRufaar

37 Uerdf § 5

8. sy frdmron / freft Ram

RIS G970 & AES! & 1Y 3a9q
3qud T (bY) | HG UDR ez e / YR
- TR (3RET BT R
TPhR) ST
e R ad (ﬁ'@ﬁﬂt{) 8042-47-5 TWA (@¥R) | 5 mg/m3 IN OEL
STEL (¥R) | 10 mg/m3 IN OEL
TWA @ 5 mg/m3 ACGIH
SERILEER))
Cloxacillin 61-72-3 TWA 100 pg/m3 (OEB | 3ffidR&
2)
3ffdad STM®RT: RSEN, DSEN
Ui o1 9iar | 100 ug/100 cm2 | 3fidRe
Ampicillin 69-53-4 TWA 0.6 mg/m3 (OEB | 3ffaRa®
2)
3fdad SM®RT: RSEN
gSIfagugHi-Tg fexdike 300-92-5 TWA (I 10 mg/m3 ACGIH
SERIREER))
TWA (910 | 3 mg/m3 ACGIH
370)
TWA (910 | 1 mg/m3 ACGIH
3 (ferfTm)
gol=rafar fAasor . gTg-aTe sl (o, feu-3fed @afd waaem) ffid A &
Esﬁassﬂﬁaﬁﬂ' = iR fafemtor Menfiiest &1 swAa
|
gt Soifafer g o) uReR fewrs gr1 erffad g9
BT 3R ITe!, ST, 3R Tufarr & 381 F fole GMP &
Rgidl & IR Haferd foar ST amfgul
TANTRITE el & for faRiy FAisor &) sRevd T8 31
oot suma @t 9rEh
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Cloxacillin / Ampicillin Formulation

TTHIl T o fafd:
1.4 05.12.2023

TY.31.09. FeR; i IR SIRT & &I aRIG: 30.09.2023
10843715-00005 UGG SR SIRI B3 Pl dRIG: 30.08.2022

ATg Gaeh g1

fiheex TR
RUIRERIEEIR]
garf

3E) Jedft I

91 Td YRR Gat s

W5al Gadt U

L Ry R Mg IeaRH Suas el @ a1 TagueR

ATHE IR fa=n-Fe & a1er TaqueR Uefid HRdr ¢,
Al 4T TR&MT BT SUINT B |

D Igad ST 3R BIeG A YhR
ORI g
L 1SS XiieS A1 IR O W1 GRET I%9T U5 |

3R HTH & HIETd a1 Tiafafy & oot ot fRufaar, o a1 wRied
i g, ol Sferd TivTed v |

TR Y, YU, T TR & o1 1Y AU ! GHTa-1 &1,
ToRiies 1 IR AX BT 3= TR UgH |

. odf a1 TR Bie | B1H B
L 3R GHTY IUTNT & SR I8 & YU § 3 B THIGT |,

@ B A & VM & B 3 4 BT gonferar iR JRaf
QR Y& B |

TN & SR, ST, FHT1 31 Yoa= 7d |

fIgd S ! HRERIT T TER o oH $i A T <
TGN HUS! B U & 916 B [ I STaaTd Y|

gfayT o gUTdt darad T Sotaie fd=or o witern, Ifad
T GR& SUBHR, ST ST SR uiR=ie= ufehana,
N Tz AR, fafde FRE ok arimest

0T &1 g&dHTe A i1 =fg Tl

9. Hifd® Td Tamf® ur

fegmae . ®H

Rl © HeHdl 9hg (ATh-aTRe)

Ty L ST SUAsy gl

Y PGBl L 3T A el

i L Sl Iudsy gl

fUga/8S &1 e L ST Uy gl

URMYG I9cH HT g/ Iqe-  : SeT Juasy g1

@t

e foig : 8O ISy el

qrefiRor 3 R : Uy el

SqoRilad (319, 79 D 3T IUAs el
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TAlgd gRAMISSIS WHeH & 3R
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Cloxacillin / Ampicillin Formulation

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

1.4 05.12.2023 10843715-00005  Ugdll IR SRT R Pt dRIG: 30.08.2022
SqeRiedT (@R uerd) D 3T IUAs el
3= faemie 1/ SR L SeT Uy gl
SR THT (30
THadfaferd fadie)
% fawpie T/ S L SeT Uy ol
Saa-RITedT ST (TSR
wonfaferc fordie)
Iy ga1a St e
g Ay g . YA el
o T D 3T U e
T D SeT Iudsy gl
g u .
Zm—,ﬁﬁﬁaw D ST Uy o
fquTe Tuies: (T R
SiFeA/ar)
3eSRE &1 aruHH L 2O IuAsy g
3UYeH &1 dIHH L SeT Iudsy gl
igdr (fawpifich)
frmifrct S |
fqeplies TuRayTd . fowples 81
SHTRABRU % ORIHTT : g uerd a1 iyl &t SafieR® aiifgd gt fovan T 5|
3TUIaH HR ;3T IUAsy gl
U BT HY : <30pm
10. FRU=aT auT ufaferaar
iR : Siffpariidar & @R & ¥ H Fifepd 8l
T fRRar D g Rt 3 fRR g
gRdweHy ufafsharsi I o
29 uRRufeal § o . 3
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IS ERAMISWS YRIeH & STAR e MSD A

Cloxacillin / Ampicillin Formulation

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

1.4 05.12.2023 10843715-00005  Tgall IR SR} & &I dRIG: 30.08.2022
ST TR - EEE
3qge yardf ¥ shiegd . Dls WX Td (FORSY) 3uge gy F1d A8t
11. fwrasnfora g
PG SREUN (THRIUIGR) & TR A1 gRT TG0 HAT
O ISR 1§ Judh
frTerT
3@ ¥ Iudh
GIERGEIESG
JUAS TSR TR aFfiepd al|
3{d4dq:
arse frRa Sifad (Aeiferaw):
g Mifae fawradar ©  LD50 (JgT (X€)): > 5,000 mg/kg
GIEENEACLICSEI © LCS0 (J8T (RT)): > 5 myll
foe wHg & ford Tueh (TauioR) §ofm: 4 h
TRI&UT ATATaRUT: Yel/Haia
3fferer: Terd T fHI8ur 31 IS 4 3rage fauTadar el 8
GIEECEIRAELIESGI : LD50 (JRIMR): > 2,000 mg/kg
3ficra: yard a1 fArgor St Hig T SfRIe fawTeRddr gt §
Cloxacillin:
GIEREITCERCRIERI] LD50 (IET (X2)): 5,000 mg/kg
LD50 ({¥h (HI3H)): 5,000 mg/kg
g fawraddr (feU 9 & 8= LD50 (AN (H13%)): 1,117 mg/kg
Eien) TRHIHIA & I AgaREr &
LD50 (& (FT3H)): 916 mglkg
TG & I 3 FRRT
LD50 (¥ (HI3H)): 1,500 mg/kg
TRHRH o I @Al & A
LD50 (IIET (X)): 1,660 mg/kg
TEHRE & I SHa:RRT
LD50 (IgT (X€)): 4,200 mg/kg
TGN B & I a1 & Aird
Ampicillin:
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Cloxacillin / Ampicillin Formulation

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

1.4 05.12.2023 10843715-00005  Ugcl IR SIRI R P dRIG: 30.08.2022

g Mifae fasradar © LD50 (IgT (})): 10,000 mg/kg
LD50 (¥ (MI3)): 15,200 mg/kg

i fawredar (RE S & =1 : LD50 (I8T (R<)): 6,200 mglkg

A UGB & I 3a:RRT
LD50 (e (AT3)): 4,600 mg/kg
TEAIh T & ;3 FRRT

TS ey fewdive:

dig Mfae fasradar © LD50 (JgT (X©), Aral (fBad)): > 2,000 mg/kg
TBI: OECD UTefur femnfder 423
feuoft: v St Rt & e W anutia

g o fawraaarn © LC50 (8T (RT)): > 5.15 mgll
fepe T o fordl Tudh (TaieR) gaiT: 4 h
TRI&(0T ATATaRUT: ei/paiar
TIHT: OECD URTEfUT fGRMAERT 403

o1 & fore e

JUAS SHHRI TR aFiiepd al|

HAdUd:

arde feRa sitaa (Aeiferaw):

I G RO

qRkomd : & H §aH Tal

Cloxacillin:

feaoft . 32T B HHI B aolg J T gl fabar T B

gasIfegegHitay fswie:

PE)ITs) L QAT AT STeTadT (3IRTE-S)

T :  OECD TRi&ur fe=mfd=r 431

fewuft L U o amiEl & e iR 3neia

golfa L QAT AT STRIE (3RUE-S)

T ©  OECD URiefur fa=mfd=r 439

feaoft L U ol grEfEl & el W uRa

gRome . & §eH Tal

9/21



m‘w éa m Public
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Cloxacillin / Ampicillin Formulation

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

14 05.12.2023 10843715-00005  Ugdll IR SIRI HR &I dRIG: 30.08.2022
iR A7 efacaeH
JUAS TSR R aFiiepd el
3dd:
arde fieRa sifaa (Aeiferaw):
PITIIT RG]
gfomy ;3@ A Sa T8t
Cloxacillin:
femufy L ST P I B aolg ¥ Fifferd e faar T
TS gy fewie:
P L TAIMIG AAUSA/SIATS HIT-al
GRICa :  OECD Utefur femnfader 437
fewoft L U S grEfEl & el R uRa
gRome : 3{REl H S gt
YT a1 UG GATG DRI
AT B FATRIAT
T Tl g Ufafohar e HR Thdl g
YTI-YYT Dt GITSTT

Y RT TSN B TR Tl AT YT & AT I 47 T HiS1S I hR Ibdl g
3[ayq:

arse firRa siftaa (Ueiferam):
uﬁmfﬁrm . SgER T
TS (THRIUIER) P I L T 4ud
o e o
gfumy L BUTAD
Cloxacillin:
U (THUIER) & I i)
ST D Ul H G & GHCTZOIRM B HHTSHT (Ussiteiicl) a1 ded
gfomy . dRdfd®
fieHa D OR]UIE0T F SMYR TR T & YRS THCZoIRM &1 UG
CIEEINIGE)
gfomy . dRdfd®
Ampicillin:
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Cloxacillin / Ampicillin Formulation

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

1.4 05.12.2023 10843715-00005  Ugdll 4R SRI & &I dRIG: 30.08.2022

YU (TRIOR) & I D GRT T80 Al

giRome L IR I A arel uard

TS IfesugHifay fewdive:

TRIe0T ot fobed L R o TS TRE (LLNA)

U (THIUIER) & A g dUb

I . Y& (HI3Y)

Tt . OECD Tdigur fa=mfder 429

qRkomd L BUTHAD

femuft : T o gl & Ser wR siuid

SHaTy] dd "eeHid

JUAS TSR WR aFiiepd el

3HdUdq:

arde R sifaa (Aeiferaw):

SFcIHaRe 3 fagt D TRIET B fohe: YRR & J1gR WHUTRAT &Y DITRIBISHT BT Sii
Iiad= aiermr
gRom: FBond®

fSFIcIhIRIE 3 faar D TRIGT B o TAUTRAT o TIRINITSE JEAATHD I URTE0r
(Shfad gmof # ArgcioiHfcd uRw)
uwi%r:w(um) '

TWHTHRM & IR SCARSHId SoiaRH
TB1: OECD Utefur femnfider 474
URUMH: BUTHS

fewoh: ue SRfY g & Ser R snenfd

Cloxacillin:

IEBIEERIREESIEM] TRl & o dadifear Yeeh fausta ufvad= &t St (AMES)
TR HonE®
SW:&&H‘%WWW%W%W%@H%WWW
|

RFeaRe 39 faar L Uie ) b Wi IgEay 3
TS Gud (H139)

: BUMTHD
?ﬂ:aﬁnﬁamrﬁww%wﬁ%éa%wmm
|

Ampicillin:

IEBIEERIREESIEM) TRl ot o dadifa Yeeh fausta ufvads &t St (AMES)
URuMe: BUTHS
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Cloxacillin / Ampicillin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
14 05.12.2023 10843715-00005  TUEd! §R SIRI R Bl dRIG: 30.08.2022

TR D} fh: IRR & 18R WU B HIRIBT3 BT i
IaRad= udtemr

URI&01 YUITell: T8 [ |1 HIRIHT

RIS KD

wRieu Bl fbe: e sprafes o wRa
TRI&0T JUTTeH: TATIATS §ReR S{USTRI DIfRIehTd
Ruma: BUMED

TR1&10T 1 fooed: UG faue .
TRI&UT YUITET: TS gReR USTR HIfRIBTY
TRUm: Hund®

Tg IfegugHifay fewdive:

IEBIEERIREESIEM] TR &t fohe: i e fausia ufvads &t St (AMES)
TPBT: OECD URteur fa=mfAeer 471
TRUm: HUTE®
fewuft: uer S IRt & a1 W nmuTiRd

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

Iaiad= aiermr
a1 OECD Tl fezmd=r 476
TiRUIH: UMD
fewoft: Tep St it & Set W ST
5
JUAS BRI TR afiepd al|
3{d4dq:
age i Ra sifga (ASifRmam):
I B HI)
TEHT & I R CUGASEI|
fopra T & for) Jueh © 24 TEN
(THUTR) g3
ufomy ERYIEAC

12 /21



&1 SeT e
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Cloxacillin / Ampicillin Formulation

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

1.4 05.12.2023 10843715-00005  Ugdll 4R SRI & &I dRIG: 30.08.2022
Cloxacillin:
femoft ;ST P I B aoig ¥ Fiffed e faar T |
Ampicillin:
Uit ; e
TEAHRA & I : %
fpad gmy & ford Tuds . 29
(TFUTSR) Gl
;750 firT/Aee T IRIRS UR
SR BT YHR D UG, YT, W SR
I ; (H39)
UGB R & I ; gﬁ%
fpam g & ford duds L 29T
(THIUTGR) Gl
: 3,000 Ao RIS 4R
TR BT YR . Bhe
feuquft D AR
ORI - 3iha . g BT Agd UoH [quTaaar & forg arffeor &1 qadH =gt
Hdl
3T fauTaan
U TSR R Fiffepd 78]
Adgd
arde e sifaa (Aeiferaw):
AR P THIG D ORI B fh: Uh-Uiet Tecre fawrerd sreaa
Tl 98T (}2) ‘
TEHTE & I T91 0o
URUMH: BUTHS
MR RY S AP RG] G0 o e Yoy Rig faem|
goTfa: IeT (X©)
TEhRA & I: 17 o
URumy: BUTdHS
Cloxacillin:
3(dRdT & UG L TRIE B fore: 9g-ie sremaH
goTfa: IeT (X©)
THHIE & IR AAH

JddT: NOAEL: 500 farm/f s 1R

13/21



m‘w éa m Public
IS ERAMISWS YRIeH & STAR e MSD A

Cloxacillin / Ampicillin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
14 05.12.2023 10843715-00005  TUEd! §R SIRI R Bl dRIG: 30.08.2022

UIRUITE: Yol &Hdl TR UHTd o, TS & UMY IR gHE|

TR RY & e wRuyEl : weo 3! fow: e
1* SRR RTINS
TEHH YA & I HifGd
fomraTe® fauTaddan: NOAEL: 100 famm/fam ek HR
Rkomy: foregdrstt gt <&t Tt |

Wi &I fvw: [de™

TSI @A

THH LA & I Aol #

fomraTe® fauTaddar: NOAEL: 250 fimm/fam sk 4R
gfvom: T RIg) & fawry R gHmE T8t

Ampicillin:
AT & UG L URIE  foh: SaR
gorfar: et o
eI STFq: TR (THTRT IaT Tfgd)

TR & e muuEl © wiem o food: faeN
goTIfar: IeT (XT)
A TTHS fauTeIar: NOAEL: 250 /e IS 4R
gfomd: TR RIY] & faswr IR gumE T8

TS fasegHifa fsediie:
3T & gHTd D TRIET B fohe: &l Uiel greddTa A fasTaaan sieqa=
UoiTfa: <81 (<)
TEAIh T & I: FATd a1
THT: OECD URTefur fE=mAd=r 416
TR Fond®

feoquft: we Sift It & Ser wR snerfa
MR RY & e uyEl - geor o few: & digl gieded faurdadr srea-

goTfa: IeT (X©)
TEAIBTH & ;AT o1
TPBT: OECD Utefur femmewr 416
TR HUTE®
fewguft: ue S IEREt & e R snuTid
STOT - U d SifaH
JUAS TSR TR aFfiepd gl
STOT - GgIT sifaw
JUAS TSR TR aFiiepd al|
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U g fauraar
3dYd:
arse firRa siftaa (Ueiferam):
Tt LRI (e)
LOAEL . 160 mg/kg
T THRA & I ;
fpam g & ford dudh : 90 Days
(TRIUISR) G
Ty L 9RIRT)
LOAEL . >=1mg/l
TEHRH & T DI ST (YRR g H)
fod g9g & ford udh 4 Weeks
(TRIUISR) g
GRICd . OECD Ulefur femnfader 412
Cloxacillin:
grofifer LRI Re)
LOAEL : 7,000 mg/kg
UGB R & I - 3fa:RRT
fod g9g & ford Tudh 4 Weeks
(TRIUISR) g
MR LGSl TSR
Ampicillin:
wrofTfer LRI Re)
LOAEL - 3,000 mg/kg
T TBRA & I
P gg & ford Iudh 13 Weeks
(TRTAISR) g3
3R eS|
PRI NG (H13Y)
LOAEL © 2,000 mg/kg
TP & I& niae
fra g & ford Iudh 13 Weeks
(TRIUISR) g
3R |
orofifer LRI (@)
LOAEL . 750 mg/kg
TEHH A & I :
fpad gy & ford Tuds Co2yr
(TRIUISR) g
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&g 3{qgd L YISRISS, PRE IS g7 HA &l U

3R D G, Yo o1, U g3 afafd

I ¢ HUD (HISN)

LOAEL - 2,000 mg/kg

TEHHRMA & I ;

fram g & ford duds Co2yr

(TSR 3T

e 3faaq . ThREWIHG U1 I &1 Uc

3R D SRR IHAT, Yo, BITe HhHUT

AT =T

JUAS TSR R aFiiepd el

TG SiRaW & Aq1Y AU

3HdUdq:

Cloxacillin:

I GRT gl HAT : fewyoht: TeuRiia sfdad) & gUEtdr (S¥egeRH) 8 Ut 5

a1 YUk D 3NIR; RNy (SXHCTRCN)

. el @1 A 9o 8 godl §

sifg & duds : Ruuh: sifa) A o 8 T 8

BUSASEI L TR U IR Tohdl 8, IRCIZCETZd TSTS!, Toh (32)
feauft: sgueita sfdaar B gumglar (S9eReRH) 8 @ ¢

Ampicillin:

g GRT T80T H=Al L SR 3YHI, 39 8RR
fewoh: T gRT T80 B W TSI AT YTY-INT & IO T 4T
H B I HR Tl 3| .

T o L 3NIR: @l R AT 9, Jadl, &, Sect, dal 31d Jor,
Hafoa

12. aikfRufasta gaar

yikfRufa® faumamean

3ddd:

arse frRa Sifaa (Aeifera):

EENIEARELIESEI : LC50 (Oncorhynchus mykiss (781 €I3€)): > 100 mg/l
o g & o Wuds (TaRdioR) g3 96 h
TIHT: OECD URTEfUT fG=MAERT 203

SHTT Td 3 Je-Ifed . EC50 (Daphnia magna (dleR Til)): > 100 mg/!

ENERSELIESE] o g & o Huds (TaRUioR) g 48 h

T o 3.1 S T Adw 202
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QA del &) fawreddr @ NOEC ( Pseudokirchneriella subcapitata (EQLT??[HTH (Q(Trﬁ)):
100 mg/I
o g & ford Hudhs (TaRdioR) g 72 h
TpT: 3713 .1 3. xe Fa=T 201

Tl &I faureaar (Rrerferes © NOEC: 1,000 mgl/l

fwTaTa) o g & ford Tuds (TauieR) g3 28 d
PG Oncorhynchus mykiss (W cl3¢Q)

SHAATTd 3 Se-3fed : NOEC: 1,000 mg/I

SR fawrerar (Rraifere o Tg & ford Hudh (TaUioR) g3 21 d

[ELIESED) Ui Daphnia magna (dTex U<i)

Ampicillin:

EENIEARELIESE : LC50 (Oryzias latipes (SITIM! AS®T)): > 1,000 mg/l

o Tg & ford Hudh (TaRTUioR) g3 96 h

LC50 (Oncorhynchus mykiss (W <¢I3<)): > 100 mgl/l
foram Tma & ford Yudhs (TRIUISR) §3T: 96 h

SHiaT T o Se-3fed . EC50 (Daphnia magna (dTeX Tit)): > 100 mgl/!
ENERSELIESE] o g & o Tuds (TaRUioR) g 48 h

Qard/STeg el &1 fauredar © EC50 ( Anabaena flos-aquae): 190 ug/l
o g & ford Judh (TaRUioR) g3 72 h

Ther: 3N 3 S e w201

NOEC ( Anabaena flos-aquae): 13 pgl/l
o g & o Hudhs (TaRdioR) g3 72 h
T 3t 2 31 . e fAdwr 201

EC50 ( Pseudokirchneriella subcapitata (Eﬁ‘aﬁﬂﬁ (Qc_\rﬁ)): >
100 mg/I

o g & o Huds (TaRdioR) g 72 h

et 3 3.3 . 2w Fdwr 201

NOEC ( Pseudokirchneriella subcapitata (Eﬁ‘aﬁﬂﬁ (Qc_\rﬁ)):
100 mg/I

foram Tma & ford Yudh (TRIUISR) g3 72 h

Rt 3 S 3 Eh 2w Fdwr 201

-y (Mfaurdt Seer. ¢ 1

STtarugaf & fosTartdr : EC50: > 1,000 mg/l
e T % R Gudh (TEIoR) g3 3 h

I &} T %rmmmfrwa'c'

17/21



m‘w éa m Public
IS ERAMISWS YRIeH & STAR e MSD A

Cloxacillin / Ampicillin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
14 05.12.2023 10843715-00005  TUEd! §R SIRI R Bl dRIG: 30.08.2022

T it .4 S e g 209

NOEC: 9 mg/I

foran Tg & ol Tudh (TRTIIGR) §ai: 3 h
TRIE0 D1 fheT: YT-URa § T hlac
T 3.3 St & A= 209

RIS | EE L R B 0 L R R s
gHICIGIRIaTS BT Sipad
RIS STeR favraddr L foodr ot T R ®is fauTedar Tt
TR 3R SraspHforaar
3dyd:
Tge i Ra sifga (ASifrm):
SfdP HTHHUIAT B & D OROTY: YA & 1Y WHTae diic o SashHueRT
@feTrsiad) 7 g aren
SAHHUET: 31 %
T Tma & o Judh (THRTUISR) g3l 28 d
Ampicillin:

Sfde SraspHUIdT B & . gRome: dg fd A 3ruehforg 9 archt
Sfdd THHUET: 35 %
foram T ¥ ol Judh (TaITIeR) g3 28 d
T 3.3, S T MISArR 3096t

TragifaeegHifan fsiie:

Sfae SagHHUTAT B &d © URUTY: YIHAT & 1Y Udhidd diid ¥ SahauaR]
CRISESERIEREIN!
fewyont: ue SRt I & ST W sneTid

Tyt e waa

SdYd:

Cloxacillin:

ELISRRINICHCS] . log Pow: 2.44

Sfigera/ar)

Ampicillin:

ELISRRINICHCS] . log Pow: -2.0

NTICEEI S IE]) Qa7
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TS ey fewdive:
fayTS T[uTien: (WA . log Pow: 15.088
g/ fewoft: aRevem
gt ¥ wife=fteran
3T I gt
3= Ufapd gHTa
3T IUAs gl
13. fAger= Hifgard
fAreq & afie
/Y I 51 7 (e . e I A | A B |
RIFY fafad &g B |
afa ofdh L T fSss ) 3% B gTSd HRA aell Bidre! B Srgd e ar
T & ford o oITg |
3R 3T fafAfdy =1t faman ma: siorged Iae & w0 o
fAueH &1
14. af¥ag g
siaeigia fafraw
UNRTDG
Q[aAS A & & H fafafid T8t
38 T & -3l oft 3R
WS It o & U § fafafid T8t
3§ T & Si-dis
WS A & w9 # fafafid T8t
IMO JUHRUN & AR 4P A ufiagd o
3Mgf i U tiede & R ang
IYUNTHl & feore faRw wraenfaai
PRI
15. faframme g

gerf a1 fryor & e JRen, Wy, ofk wafavor & fafu/faam

39 IdTeH & 3aud fAfiaf@d sHa<e Ry A gRa §:
AICS : Fyffea T8t
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DSL - fyffa gt
IECSC . fruffa =gt
16. 3= I
TNy & fafy © 05.12.2023
Sffafed & RY
3T XM & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidR® d@-Id! Sel, Sel
TINT fohdl g et qIéd Wit aRome qut g Ik Toi,
http://echa.europa.eu/
farie urey . A um.ad
3= e & qut ar
ACGIH . guE| ACGIH HHRET dH (TLV)
IN OEL YR | FT URa B @ I uerdf a5 oufd ¥ wR
ACGIH / TWA . g-Uc, gHY- 9o i gd
IN OEL / TWA L gHg dId 3id
IN OEL / STEL 3[BT 3R AT

AIIC - STIENfiTen ] @1 Sferars el ANTT - STRd 1 Idta 4 uRag it ASTM -

AR IrEh udermr TRTEE:; bw - STet BT a9H; CMR - SR, Jeol-d 1 U favar; DIN -
THT AMSHIHR0 IR & T AF; DSL - ‘aiquaﬁ'ﬁrnﬁ(m) ECx - x% Wfdfshar ¥ g1

Gad; ELX - x% Ufdfehar ¥ S8t aifeT &); EmS - MTUTddblel- RISgd; ENCS - Iﬁqasﬁ?mz
RS Ueld (STAF); ErCx - x% s &) Ufdfhdr § &1 dbad; ERG - SMUadbIc widfhar
TES; GHS - aﬁ%wmwﬁw GLP - 33! YAITRITET UAT; IARC - iR TR 3HUM & e
TRT; IATA - SRS arg afag THRIGRM; 1BC - HRT HET & Wi Il e

[ & fmfor @?W%ﬁvﬂ: TfgaT; 1C50 - 31T Sifidman fFRIUTES Hdha; ICAO -
RIS AR faHA W13, IECSC - IH H Hie[aT Y-S Uardl & 3dedl; IMDG - SRS
ﬂaﬂwwmo RIS T TTe; ISHL - Sfieiifiies QRaT 3R WA BT (STAH);
ISO - AR & fIT RIS W a; KECI - HIRAT HIGT IR dexl; LC50 - TRI&T e

BT 50% P °ldPd Yba; LD50 - URI&Ul ATEIE] BT 50% P! °ldd GRIH (1 gl GRP);

MARPOL - STgTell ¥ UGNUI &1 AU & foy SfeRigha §8a; n.o.s. - 3=l FAfEy 7&T; Neh - Rrcht
308, NO(A)EC - 3fadlid- T fbar TaT (Ufddd) UHE Hdhad; NO(A)EL - 3/adid- 9 fabar mar
(UfdEd) THIE WR; NOELR - TR-3AAHH-A7G THI deH ax; NOM - 3MfdwiRe Afdys faw;
NTP - 18T . BRIH; NZIoC - T &t <5t e 9¢8); OECD - 3Mfiids Tt 3R
o™ TTE; OPPTS - IS JRET 3R YU AHUM HATAT; PBT - RIRR, Wg-THAHN 3R
fawrad Ter; PICCS - @A 3R Ife gerf ot fhelidia 3ded); (Q)SAR - (HETED) I
T3y Tee; REACH - TR T4 3R AT USiahRul, Jedid, MAHR 3R Ufasy uRkug &
fafa®= (EC) F. 1907/2006; SADT - W-digdl 3{qge digHM; SDS - YR&T sl 2ie; TCSI - dgaH
A T gdest; TDG - WA HId &1 URdg; TECI - Uigds T $desl; TSCA -
fauTed gerd = sififgw (ged g SMR®T); UN - §ga X1F; UNRTDG - BIM®RS MM &
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aRaed R Igad P $ RS, vPvB - 9gd R SR 9gd S9-TeHAIEHR Ag; WHMIS - FT-
RIc WA AUl o1 Jurat

T QR&M 37 e & TS UHRA ST dRRG B! & Tl THSRI §9R IH, THHRT SR fayr &
SR 6! § | TSR Bl YRI&T &7 | FUTEH, TN B3, UihaT H, T -, IRag &,
fge™ HA quUT e & fiu Fad Anfe= & wu § fEomg= fear mar § aun fed uer o ardt ar
ToreRTT &1 fafe=T 8T AT S | Judsy HREf i SHeRY 39 SDS & Y W ugar Tt Faa
faRry areht @ Tefid 8 aur sSDS wnTl &1 farelt s arelt & TaeH a1 fansht o ufshan °, 5|
I U139 H 7 FdTa1 71 81, TRANT &1 R 94 a1 81 Taball ¢ | It vaiiarsit &l @] 817 0, Uaied
¥ Sifad Iare H SDS-URR & I BT SHHe B Uied eod B, TN R, Ulchar dxA
T g FRA & 30 3nfiy &1 & fafdry T & THaRY ofk Ryweieeit ot aeften e anfgu |

IN / HI
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