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

Cloxacillin / Ampicillin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 05.12.2023
2.0 28.09.2024 10843715-00006  TUEE §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 RreTier iR ufady
Repose yam : gy ffarear Sarg
I R ufaeey : O Tl
2. @a¥ B Ugda=

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

affaor
g1 & HrT | & Fufika Ards & SguR Tave & &0 & iffpd Te 7

ot u.e-aifewor
T4 BT ARl : faum e
CEIKARSPING] D favm e

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

S.g9.0Y. d9d dd
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TAlgd gRAMISSIS WHeH & 3R
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Cloxacillin / Ampicillin Formulation

TEHRT Ty &1 fafd:

U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 05.12.2023

2.0 28.09.2024 10843715-00006  Tgdll IR SIRI HR &I ARIG: 30.08.2022
Hohd Teq G R
g1 Tref sar L H317 a1 Tl Sedt ufafehar Saw R gedr B
H334 T GRT T8I $H U TaSil T YT & ALJ0T 7 49 |
PSS ITT PR bl 2
H401 STeTeR Sitg & ford fasa|
H412 SefeR Siig TR o [T UHTG 3R 91U 8} 8RS |
wgfaard/gdiay™ §a N
P233 fg&d B HY HR < FIP TG |
P260 YT &I Y gRT g0 - BN |

P271 $ad 18R T YT dfeaR™ & I1d SUTNT HI |

P272 fagfid HUS! & HRIVIT ¥ T18R d o Bt ST 7

P273 TR0 § BT ¥ INER & |

P280 T&THD Sx/ I3 Ug- |

P284 HTH-UHT &1 Ug+

3TN

P302 + P352 3R &l TR 8l ot & YR IHT & o ST

P304 + P340 Tfe HIY GRT T8V R o: ek 1 sl gl H of

MU 3R 1Y o & fow emm 9 forerd|

;33 + P317 3R &9 WR 9@ 913 g1 fIfdeean ggrdt ure
|

P342 + P316 3R ATY-URAN & T&UT: TehTdl STUTdRT

o e eI U o

;_’%52 + P364 Tgfd HUSI ®I qRd IAR & 3R TH: TN I Ugd
|

HSIRUT:
P403 3= aTdTa- aTell SiTg | Iferd i
fFarr:
%501 & &1 FueRT Wied aw v sRE™ A
|
3 gif=ral foreeT ufvume Ty auffeur =gt gianl
SHIATd
3. 3AYQ! P HISA/SITTPTRI
Terd/frgor . fRrgor
3qUq
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TAlgd gRAMISSIS WHeH & 3R

Cloxacillin / Ampicillin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH R SR B3 BT aRRG: 05.12.2023

2.0 28.09.2024 10843715-00006 UGl IR SIRT S I ARIG: 30.08.2022
RS 9 T (FY) - TR | TSI (HE1RH) (%
w/w)
gTsc R 3ad (JeiforaH) 8042-47-5 >=70-<90
Cloxacillin 61-72-3 >=10-< 20
Ampicillin 69-53-4 >=5-<10
g aauaHi-ay fexRe 300-92-5 >=1-<5
4. Wiyt faferer & Sum
I e . 3[R gHeAT g1 a1 dad 31 A @l Al AfSHd Wit I JAE X
_ ISl TI&{U1 €6 X U1 Vbl i &R fRUfd | fafebita eire o |
SR A GRITEUIGISNT  © IfE WA GRT TG0 R foran ST, At droft Gl gar & o S|
e |1 §< g1 oY, HH 99-Afy 4 9 ¢ |
e TAN 1 Hio- 81 S, Sfaite < |
fafb i edm o
3R 91 § Yudh gl e C g B IR, A @1 & I 3R Sgdrd U ¥ 91 He |
T avd Td Sd SAR |
felb i ggd o
YN ¥ Ugd aXd el |
. QU § Uget A Sd B 381 RE U
3R 3 T TUS 81 oY : gara (Dreree) & g sifel &) ot ¥ e
g S 397 g1 3R IR g, ot i Igan o
3R e feran smg : gfg fATTer S, 96 ORd 9d &L
0T Yebe B R ffoheity JganT of|
Ut & 1Y 4§ 33! aRg Peall HRal |
T HE@yUl q&uT 3R L T U Seeh ufafshar Saw R ghar 3
UG, 1 i 3R &t TG gRT UGV B TR TToil a7 4TY-INT & &0 1 49 H
HATS IUF TR GHT g |
3T THRIUTOR Ued § Hivle 3T 3R 37 49 [JpR
(ﬁ@,@m,ﬁmmmﬁ@mﬁ
a1 T |
Ui fafere & TReur L Ui Fafdc R aTal B ST YREM WR & ¢1 d1fg T, T
ST Bt FUTTT B TR YT Y Al YRETETH IUHRUT
BT ITANT AT A11eT (TS 8 37 )|
Rifraas & ford g D e 3R TEanT ¥ SUER HR|
5. R IUNT
EEECSICIPREE RE ISR SRS E:t
Taspgra-ufaRie S
B SRHHURS
[/ T
SfId (M) GIA S THH ¢ F
R F ERF AR @R T8 SATG! T YU WA & o Th W1 &1 Tl g
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Cloxacillin / Ampicillin Formulation

TTHIl T o fafd:
2.0 28.09.2024

U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 05.12.2023
10843715-00006 UGG TR SIRI B3 I ARIG: 30.08.2022

WGARATD ggd IdIG|

(31TT) I & ARy iy

I BRE HIFESY

FARM SIS

:rrga\—:ﬂ shwm (NOx)

W&hw
Ted Ry

. 98 RIS T TRNT 3 S R uRRAR 8k Sma-ury

qIATaRY & 3fIHd Bl
ar—d%@‘rﬁa@mﬁ%ﬁ—lﬁw%ﬁwmam

SR T AT GRIEA & < 31T & &7 9 afagH deR Fema o
EURCARCIRIERE !

M S Ul Sa 3 o1 oM R, W9a-FRifAd 41 Iuasr ugH |
JUH TSIl T&ITHD IUBIUT TN B |

6. M D el Sura
A AU, ReMATd ¢ (Aol IETAS IUSRU TIRT He |

JUBOT qYUT STATIDBTATT

JafaRuit Araenar

TS B 3R B I b
& yard vd WNidb

R gSfeiT R (Ws 7 < ) 3R AfadTTd JREM IUHRON
& AA! (TS 8 TW ) BT SJUTE DY |

: gIdTaRu § Bie ¥ URER &1 |

e AT JRI&r, 3R 31 R1a a1 Sab1d Hi A5 |

A ST | o AP (ISTER0T: gz 71 Jt )
g U T O Dl @1 U4 HepTaT |

gfe Heaqul SAHId UT =1 81 Iob, 1 R Wiferetial &t

o R

L IRR XS yerd § IR |

S g & forg ST a1 3 Iugad AU S & dlfds
W&ﬁ?qa@tﬁmaﬁnﬁwﬁﬁmmmwe‘r
ql 3 IUYdd dHeR ST PR LR PR

JUYad TeHReC & 1Y Halld & AW HERNTS o) 916 B |
R 1 IS fafaw 39 yerd @t fagfi ik e & &
fore @] 8 wehd €, Ty 8 37 IeRiaey 3R Smgery W oft o
(9 yerd &) Refiel o Iwrs o TR A 91 §Id ] 1 39 &1
fufg 31 B 6 SR faeitam o g 8

T TSI & SFIHIT 13 3R 15 $& R a7 15T Revrgri<
& IR A THSHR! T B & |

7. HATA 3R HSRUI
qB-ID! U™

;AU (URIORR) ¥ 99 & fa=07/foh §91d S UM & d8d
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Cloxacillin / Ampicillin Formulation

TTHIl T o fafd:
2.0 28.09.2024

3ifdH R SR B3 BT aRRG: 05.12.2023
Ugdl! gR SR} A Bl dRIG: 30.08.2022

T30y, deR:
10843715-00006

ol Iur 35|
: Ryt Iugad T 8 TN B
ST BUS R A1 fRA €
TG B TN GRT T80T A B |
e /d|
3Gl & Iy U J URER B |
3Bt M Tl TR GREM TUTST & SR T, S
PRIV THIUIGR ATHT TR TR B
o B 9 PR 9¢ Tb 9|
Ugd &) Had! sufekdl &, 3R 3reyHT, Tarell, didepiferes o St
o AT &b Ul e AfRl Dl 4T IToIeh! T Y] b
1Y BTH P & Jay A U4 e I Wt w1 =@nfgu
TAB, 961¢ 817 A Ab B! AU G, 3R TR & 0 I

R / $d dfea’E
R grua & fag
[raeTf=an

TRféra Herur o gRkfRyfaan

39 Uerdf ¥ 9

HH O

DY B TG HIP 19|
o=y ISt faf ol & SR R ®1

L 3R] AE U dad fort gU fessl I |

© 3 IdTEA! P 1Y HSRUl Yaeh His A b 81|

8. sy forimror / feft R

FTARE AU & AP F 1Y @ad
3{qud T T (V) | TG UBR =0 U / YR
- TR (3RE&ITT BT PRENICK
UHR) HIACIA
drsc fOFRE 319 (Ueifed) | 8042-47-5 | TWA (@IR) | 5 mg/m3 IN OEL
STEL (q¥R) | 10 mg/m3 IN OEL
TWA (@™ 5 mg/m3 ACGIH
o IRg 313
Cloxacillin 61-72-3 TWA 100 pg/m3 (OEB | 3fiaRe
2)
3ffaRad SHHRI: RSEN, DSEN
Ui &1 dEr | 100 ug/100 cm2 | 3fidRa
Ampicillin 69-53-4 TWA 0.6 mg/m3 (OEB 3TaRk®
2)
3ffaRed SR RSEN
S agIgHI-aH f& ke 300-92-5 TWA (@ 10 mg/m3 ACGIH
SERIREER))
TWA (3591 | 3 mg/m3 ACGIH
3=
TWA (35919 | 1 mg/m3 ACGIH
3 (Srergfam)
goffaaiar Ao L Ig-aTe igdl (oY, f3u-3fRd @afid wewm) Fafa s &
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Cloxacillin / Ampicillin Formulation

TTHIl T o fafd:
2.0 28.09.2024

3ifdH R SR B3 BT aRRG: 05.12.2023
Ugdl! gR SR} A Bl dRIG: 30.08.2022

T30y, deR:
10843715-00006

Emmmwwmmm
|

gt gl g &) oieR feweH grT srifd 89
IRV 3R IdTa!, BT, 3R TATaRUT B & & ol GMP &
RIGidl & SR Farferd foar s @nfgul

TAITRITel TaTerl & forg faRy fFiasr ) sied T8l g

freft aama o ameEh
oy et g L 3R Ui R e dfedw Sudsy 78l § a1 teiteR
3fTepe SRR faem-FEel & aTer vegueR ueRid e g,
4 GR&M BT ST DY |
fheer UBHR . Ygad U 3R HeHE ary UHR
g1 daeh s
gerd A g
i) Tt smma L rse =TS a1 TR o AT gR&T IRAT UgH |
3R HTH & AR a1 Afafd e ot fufaal, Jor o1 TR
v g, @ 3o e ugH |
TR Yd, o1, T RN & o 1Y Tudh Bt Juram g, af
Toeiics a1 IR AT BT 3T TREUT U |
T U9 TRR Yadt s : g a1 YaNTRITET Pl § B He
al gal U D 3R I IYTNT & SR I & U | 3 Pt IHTET &,

@ BT B b W & BT 31 O Pt yonferr 3R JRem
QMR YGH DY |

TN & R, ST, FHT1 31 Yoa= 7d 3|

fagfd HusS! ! A I SER d 9H &I gl T 2

T HUS! B! 81 F a8 &1 R I SxaHTa |

gfaeT o gUTdt darad I So-aia fd=or o witern, 3fad
AT YRET IUSHRUT, e SHNfeiT SR aRR=ied ufesarat,
N Tl AR, fafde FTRET ok arime

=01 1 ST LM BT A1
9. Hifas Ta Tamaf® qur

f@rae L ®

Rl . TcHd 9thg (3HTh-dTse)

Ty ;3T IuAs gl

7Y BTGB L 3 IUA e

BRG] L 3T IUA el

fae/és &1 aa SCTU KSR ]
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Cloxacillin / Ampicillin Formulation

TEHRT Ty &1 fafd:

2.0

28.09.2024

T30y, deR:
10843715-00006

€3 MSD [} v

3ifdH R SR B3 BT aRRG: 05.12.2023
Ugdl! gR SR} A Bl dRIG: 30.08.2022

URfY® I H1 fdg/IqeH ST IUA gl

Caksitll

Ul ] HIY

L ST IudAsY gl
e

SCTU KSR ]
L ST IudAsY g
SCTd KSR ]

D 3l IUAY g

LI |
L TR T
STd KSR REIE ]
L STl SUAsy gl
STd KSR REIE ]
e
L STl SuAsy gl
L ST Uy gl

. UOT el
. fowples T8t

: <30 um

: zguerd a1 et o st Re arffera =gt farar o 1
D 3l Uy gl
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Cloxacillin / Ampicillin Formulation

TTHIl T o fafd:
2.0 28.09.2024

3ifdH R SR B3 BT aRRG: 05.12.2023
Ugdl! gR SR} A Bl dRIG: 30.08.2022

T30y, deR:
10843715-00006

10. fRRar Tyt ufafaar

U TSR R Fiffepd 8]
SdYq:

UfdeR : Siffpuriiddr & @R & T H Fifed 81|
oA fRREr I wifRufaa A fRR B
yR&dmeny ufafsharsit I 1o
= oot @ o . 3
ST T - CRLH]
3gge yerdf ¥ shfaw D Pls TR 1A (BoRSH) 3fuee et 1 gt
11. fwmasnfora g
TRHT SREUT (TRUIGR) S IR ©  HI GRT UG BT
T SR @ U
e
i ¥ Tudh
W fauraaar

arde frRa sifaa (Aeiferaw):
SIEREUIRCEACLIERI] © LD50 (JgT (XT)): > 5,000 mg/kg
GIEEREACRICSE] © LCS0 (8T (RT)): > 5 mgll

e Tra & ford Tuh (TFRITIeR) gaf: 4 h

TRI&I0T ATATaROT: Y/

3fiera: yard a1 fHrgr ot pis 4N Srge fasTaaar T8t @
SEECEIRAELIESGII :  LD50 (JRIMRI): > 2,000 mg/kg

3ficra: uard a1 g ot Hig o e fawTaddr 78t §
Cloxacillin:
SIEREUIRCEACLIERI] LD50 (IgT (X€)): 5,000 mg/kg

LD50 (YW (HI3H)): 5,000 mg/kg
GIEAELIESEINEEIE R LD50 (& (HT3H): 1,117 mglkg
) TRADTE B i

LD50 (U (HI3¥)): 916 mg/kg

TEHRE & I Sa:RRT

LD50 ({8 (AI3)): 1,500 mg/kg

TGN BRI & I a1 & Aird
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IS ERAMSWS YRIeH & STAR e MSD A

Cloxacillin / Ampicillin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 05.12.2023

2.0 28.09.2024 10843715-00006  Ugdll IR SIRT R i dRIG: 30.08.2022
LD50 (I[ET (R)): 1,660 mg/kg
TWITHIA & IR: A FRRT
LD50 (IgT (¥€)): 4,200 mg/kg
TGN B & I JaT & Aird
Ampicillin:
SIERIRCEACRIESEI] © LD50 (IgT (})): 10,000 mg/kg
LD50 (AN (AT39)): 15,200 ma/kg
e fawradar fRusM & 31 : LD50 (JgT (RT)): 6,200 mylkg
) TN & IR SHaRRT
LD50 (¥ (HISH ) 4,600 mg/kg
TP P TR SRR
FragifaeegHifan e
SIER:IRCEACRIESEI] © LD50 (JgT (Xe), Aral (fBad)): > 2,000 mg/kg

TBT: OECD Ullequr femmfAawr 423
fewuft: ver St Rt & Ser W snuiRd

g g fawTaan ; Lc50(a§1(32)) > 5.15 mg/|
fpam g & ford Tuds QWCﬁTrR) g3M 4 h
URY&f0T ATATaROT: Yel/Fara
TIHT: OECD URTEfUT fGRmAERT 403

1 & fore ergeSTaT

JUAS SHHRI R aFiiepd el

3d4d:

arse frRa Sifaa (Aeiferaw):

|B|G|T|?f G )

gRomy : 9T H o Tat

Cloxacillin:

| fewmft L ST DI HH B aoig § Fiffepd T forar AT B
s IfesugHifay fewdive:

PRI L QHAMTHT A9 STIadT (3RUE-R)
GREQ :  OECD Ulefur fammfader 431
feuof L U S grEfEl & el R uRa

9/21



& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Cloxacillin / Ampicillin Formulation

TEHRT Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 05.12.2023
2.0 28.09.2024 10843715-00006  Tgdll IR SIRI HR &I ARIG: 30.08.2022

PEIIG] L AT 7T STRIEE (3RUE-S)

GRICA :  OECD Ustefur feemfder 439

feuguft L T S R & ST IR uTiRd

| fafkom L B i A

TR A7 efaksde

JUAS SHHRI TR aFfiepd al|

3dYd:

arse frRa Sifaa (Aeiferaw):

|E|Trm%r BRI

IIELIE] : 3TE H A T8l

Cloxacillin:

| Ifeogoft ;ST P HH P aeTe | TIPpd ol foban T B

gs eIy fewdive:

ESIG] D TTHIdIG AHUS /ST Il

cMEQ ©  OECD Ustefur feemfder 437

raof) © T oY gl & SeT wR suid

| fafkom L offE B oo S

4T T THST GUTEIBT

T D GIATGIAT

T Tetoll Geeh Ufcfohar Saw B gahdi gl

YT-UYRT BT IS

Y GRT TGV B3 TR TSI T YT & TAE07 IT 4T § B8 I R JHhdl g

3[qUq:

arde fiFRa sitaa (Aeiferaw):

qfr&rwa%m . IR T

0D (TRIUER) P I L G 4ud

PEIIG] SR CiCigivp|

qRomy . BUTED

Cloxacillin:

U (TRTAER) & IR i)

3T ;O 9T & SHCTZOIRM B YU (MiaaTelel) a1 aed

oy ;. grdide
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Cloxacillin / Ampicillin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

3ifdH R SR B3 BT aRRG: 05.12.2023

20 28.09.2024 10843715-00006  Tgcll IR SR} & &I dRIG: 30.08.2022

Hiper D U] URIEUT O YR TR AT H JORE<) UG- BT FUTGT
(CIEEINIED)

aRomH . grdfd®

Ampicillin:

U (TIIUIER) & I DGR T80 Al

BIRILS L TSIl S HA arel uerd

FragifaegHifan fsie:

OR1&01 1 fhed L WM s A1 IR (LLNA)

U (TRIUIER) & I 9 Y YUp

L I (HT3Y)

Gl :  OECD Wiefur fe=md=r 429

afkoTH L BUTHD

fewuft D T o Rl & ST W enuiRd

SHaT] 96 WemHRid!

I AFHRT TR qiifepet el

HdUd:

arse frRa Sifaa (Aeiferaw):

[EEIEERISEESIEE L IRIEU B e IRR & S8R WHUTRAT Bt HIfRIB13H BT S
IaRad adtemr
RUMH: BUTHS

SEIFERINHESAEE] L Ul ot o TRt o TiiNIg e YA g udiern
(Shfad gTof # ArscioiHicd IR)

TS Gy (H139)

TRIHRH & I SeUReHad Soia-H
TBT: OECD Tieyur FRe=mae 474
gRUMH: BUTHS

fewft: T S It & a1 W nytia

Cloxacillin:

(SEIEERISEESAEE] L Tter B fre: dediiar Ieeh faudia ulkad &t Sirg (AMES)
IRUMH: BUTHS
@:ﬁﬁaﬁww%wﬁ%%m%wwm
|

[ERISERIBEERACC ;i Bl b WISt IgeRTy o
TS Gy (H139)

IRUMH: BUTHS
femuft. & 7 TSR THH sae & Uerdf & ST & YR R
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Cloxacillin / Ampicillin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 05.12.2023
2.0 28.09.2024 10843715-00006  TUEE §R SIRI R Bl dRIG: 30.08.2022

gl

Ampicillin:
[ERIEERIEEESIE L Oterr B fore: el el faudta ulkadH &t Sirg (AMES)
URUMe: BUTHS

Tef01 B} fh: IRR & J18R WYY BT HIFRAB13MT &7 i
IaRad= udtemr

GRI&T0T JuTTelt: Yo ferh e DRIt

TRUmy: HumdS

TR0 B fbe: e spwfes faffmg e
TRY&UT YUITET: DTS gReR JUSTR HIfRBTE
gRumy: HUndS

TRI&0 Dt fobe: urgd fquy= _
&I JUTTeAT: TTIST gReR SUSTR HIfRIHTY
RIS KD

TRI&U D1 fobd: Ry fquy=
ORI gurTetl: J1d fomprgey
URUIH: BUTeD

fSeIRHIRct 3= faar L TRIE B o A gy ¢
ToiTfar: <81 (<)
TEHH YA & I Aifd
Ry HUdS

s ey fewdive:

[EEIEERIEEESIEM Tl o) e dadifear W fausta ufvads @t wire (AMES)
TBT: OECD Utequr femmfdsr 471
gRUMH: BUTHS
fewft: T S It & a1 W nytia

T B fhe: IRR & 18R TURAT BT HIfRb13M &1 ST

Iafad uieo
T&BT: OECD Utequr femnfder 476
RIS IS
feuoft: T S it & a1 W nutia
FERSHB
JUAS TSR R aFiiepd el
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Cloxacillin / Ampicillin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 05.12.2023

2.0 28.09.2024 10843715-00006  Ugcll 4R SRI & &I dRIG: 30.08.2022

H{dUd:

arse frRa Sifaa (Aeiferaw):

EEIY L 98I (XQ)

TEAH L & A e

o I & ford Tudh 24 WEH

(TTUISR) g3l

SIRUIL] BUTHD

Cloxacillin:

"1%tcwﬁ . ST B HH BT aolg U TP el a1 T 5|

Ampicillin:

B : )

INIERBE RS ; %

o g & ford Tuds 29|

(TUISR) g3l

;750 fir/Aee T IRIRS UR

IR 6T UHR L TeHd, T AT, W SR

EEIIG ; (H39)

(- g

o I7u & ford dudh L 29

(TRITIISR) g

: 3,000 firm/AeeT IRIR® 4R

IR HT UHR . TS

feauft D AR

RS - 3ffda . g BT Agd UoH [quTaaar & forg arffeor &1 qadH =gt
Rl

37T fauTaaan

JUAS SHHRI TR aFiiepd al|

Adgd

arse R sifaa (ASieram)

3Rl & THTT L TRIET B o Th-Ulg! grvddTe A fauTadn sieqa-
geTIfar: T (X€) ‘
TEHTA & I T91 I U
URuMe: BUTHS

iR RR] & e R uyE @ dhgor o fee: yo-miw Rig faem|
IoiTar: 8T (<)
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IS ERAMSWS YRIeH & STAR e MSD A

Cloxacillin / Ampicillin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 05.12.2023

2.0 28.09.2024 10843715-00006  Tgdll IR SIRI HR &I ARIG: 30.08.2022
THBRA & ;T T
IR IR ED
Cloxacillin:
ARl &b YHTT L ORI b fohe: wg-Uidl srem
geTifar: T (X©)
TP & IK: AifdS

JaRdT: NOAEL: 500 fErT/fae JmiRe YR
UIRUITE: Yol &Hdl TR UHTd o, Ui & Ry IR JHE|

MR RY & e R uyEl @ oeo 3! fow: e
TSI @A
TEHH YA & I Hifkdd
fomraTe® fauTaddan: NOAEL: 100 fimm/fam sRkiRe HR
Rkomy: foregdrsti gt <&t Tt

Wi oI fvw: [de™

TSI @A

TEHIH LA & I AigafRml §

fomraTE® fauTaddan: NOAEL: 250 fimm/fam IkiRe 4R
gfvome: i RIY) & fasm W wHE T8

Ampicillin:
37T & UHTT . OYerur Bt fobe: IR
ToTa: FeY forT
&g 3gyq: Ui (e far gfgq)

MR & e uyEl - odeo 31 few: e
yoTfa: IeT (X©)
fadpraTEs faurdddrn NOAEL: 250 &/ IRIR® YR
gfvome: M RIY) & faem W wHE T8

gaSIagegHiad fswie:
3Rl & THTT L TRigr B fohe: &l Uil g ddTaH fawTadan sieqa=
ol 8T (RT)
THIBRA & I: FRTe A
T8BT: OECD Uterur femnfider 416
RIS IS

feuoft: T St it & a1 W nutia

MR RY & AP R UG @ Ie0 3 e 3 diegl JTedTeH fauTdadr sreaa
goTfar: IeT (X©)
TWIHRM & IRd: F1a o
TRIBT: OECD URIE(T fe=M-eRT 416
gfRumy: BUTES
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Cloxacillin / Ampicillin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 05.12.2023

20 28.09.2024 10843715-00006  Tgcll IR SR} & &I dRIG: 30.08.2022
" fewguft: ue St IRt & IeT R snuTiRd
STOT - Uohd SiifEaH
JUAS BRI TR aFfiepd al|
STOT - GIg[T SfaH
JUAS TSR TR aFiiepd al|
U G faurear
3dYd:
arse frRa Sifaa (Aeieraw):
B LRI (e)
LOAEL . 160 mg/kg
UGB b I ;
fhaa THg & ford Tuds : 90 Days
(THUTGR) gl
BRI D gRI Q)
LOAEL . >=1mg/l
UM & I LN T (SR R)
frd gy & ford dus 4 Weeks
(TRIUISR) g
GRCA . OECD UStefur fe=mfder 412
Cloxacillin:
ol LRI Re)
LOAEL : 7,000 mg/kg
UGB b IR - 3fa:RRT
fhd 97 & for) Tudh 4 Weeks
(TFIUTGR) G
3R : gTSUl TSR
Ampicillin:
ol LRI Re)
LOAEL - 3,000 mg/kg
TR P I . Afee
EREREREANCECY © 13 Weeks
(TRIUISR) g3
3R eS|
PRI . YD (H39)
LOAEL . 2,000 mg/kg
TR P I . Afee
EREREREANCECE © 13 Weeks
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Cloxacillin / Ampicillin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 05.12.2023

20 28.09.2024 10843715-00006  Tgcll IR SR} & &I dRIG: 30.08.2022

|(QEI¥@\_;F€)_§"3“

MR ]

wa? ;g1 Re)

LOAEL . 750 mg/kg

UGB & I . Nife®

fram THg & ford Tudh Co2yr

(TSR 3T

&g 3ad D YRS, BREHS I1 9H- &I U

SR . T, Y& e, Ul g3 Tfafafd

Il;lrﬂi? L YD (HISY)

LOAEL . 2,000 mg/kg

U & I : Aife®

fpad gy & ford Tudh Co2yr

(TR 3T

1&g 3faud . ThREWIHG I 9 &1 U

3R D 3SR ST, Yo, Tl HehHUT

AT Wa=T

JUAS TSR TR aFfiepd al|

TG SIRaW & 1Y U

3dgd:

Cloxacillin:

1 RT T80T Bl : fewht: yeureia fdaa & GuEldr (Fderzeie ) 8 adl g

CEIRESEES L IR @AY (SR )

_ feuquft: = & Sfef 81 bl &

3G I YU . fewguft: sifE) A oo 8 It §

[BUSASEI L SR Ul IR Tahdl &, IR IZCwed Tede!, Thdl (¥T)
fewyolt: srgureiter safdkadl A Gueten (FYerger) 8 Wavd 5 |

Ampicillin:

1 RT T80T Bl L SR YA, 3 §/R
fewoh: T gRT T80 SR TR TSI T YTH-INT o @07 a1 49
H HISTE I PR T8 | .

[RUSASEL L NR: TG R A b, Hadl, 6k, Iec, da1 3HTd o,
Hafom

12. uifRAfaeTa a1

rivfRufa® faumamear

AdUd:

arse i Ra Sifaa (Aeiferaw):
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Cloxacillin / Ampicillin Formulation

TEHRT Ty &1 fafd:

3ifdH R SR B3 BT aRRG: 05.12.2023

28.09.2024 10843715-00006  Ugcll 4R SRI & &I dRIG: 30.08.2022
CENIEANELIESEI © LC50 (Oncorhynchus mykiss (W <¢l3c)): > 100 mgl/l
foram Tma & ford Yudhs (TRIUISR) g3 96 h
TRIBT: OECD TRTefu fa=m-aer 203
a1 Td 3 e-fed . EC50 (Daphnia magna (dTeX &i)): > 100 mg/!
ESERSELIESEII o g & ford Hudh (TaRTUioR) g3 48 h
Ther: 3t g . e w202
REINERIE R AR CLIERG NOEC ( Pseudokirchneriella subcapitata (83} RiaTet (Teot)):
100 mg/I
o g & ford Hudh (TaRdioR) g3 72 h
T 3 3.4 S & fAdwr 201
St &I fawradarn (Rrerferes @ NOEC: 1,000 mgl/l
[EEIESEI) o Tma & ford Tudh (TaRIUISR) g3 28 d
T Oncorhynchus mykiss (W cl3¢Q)
ST Td 3= de-ed . NOEC: 1,000 mg/|
EREELESRINELCAINED b W & Rordl WU (TERToR) g 21 d
IGEIETE]) USTIfd: Daphnia magna (9Tex Uil
Ampicillin:
EENIEARELIESEI : LC50 (Oryzias latipes (STAH! HST)): > 1,000 mg/l
o g & ford Huds (TaRUioR) g3 96 h
LC50 (Oncorhynchus mykiss ( WE'IBE')) > 100 mg/l
P Ima & ford WU (TaRTAIoR) §31T: 96 h
ST Td 3= Je-Xed . EC50 (Daphnia magna (dTcR Tit)): > 100 mgl/l
ENERELIESGI] o Tg & ford Tuds (TaRTUioR) g3 48 h
RIaTe/STel I el ) fauTaddr EC50 ( Anabaena flos-aquae): 190 ug/|

: o THg & ford GUsh (UaRTaIoR)

) B3 72 h
T 3N S S, %%201

NOEC ( Anabaena flos-aquae): 13 ugl/l
o Tg & ford Hudh (TaRdioR) g3 72 h
T oft 3. . T = 201

EC50 ( Pseudokirchneriella subcapitata (Bffﬁ?ﬂ?f (Qc_vﬁ)): >
100 mg/I

o Tg & ford Juds (TaRTdioR) g3 72 h

T 3 3.3 2. ﬁeﬁr&r 201

NOEC ( Pseudokirchneriella subcapitata (Eﬁﬁ'cnﬂ (Qc_\rﬁ)):
100 mg/I
o Tg & ford Tuds (TaRTdioR) g3 72 h
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Cloxacillin / Ampicillin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 05.12.2023

2.0 28.09.2024 10843715-00006  Ugcl IR SIRI R P dRIG: 30.08.2022

T ot 3.4 & e Adwr 201

TH-Thaey (Sfaurdt Saerk. ¢ 1

IELIESED)

SiTaTopen | fauredarn : EC50: > 1,000 mg/l
fra THg & ford Yuds (TaUioR) 3T 3 h
TRI&0T &t fored: YTH-TRa § T dlde
T it S .4 S e g 200
NOEC: 9 mg/l
foram T & ford Yud (TRTTIoR) §3iT: 3 h
TRI&0T ot fohed: YTH-Ta § T dlae
T it S .4 S e g 200

gsIfesugHifay fewdive:

FHICIGIRIAS BT iHad

"ﬁwﬁwwﬁw . facd &) T IR B fauredar T8t

TR 3R Tp ORI

3dd:

arde R sifaa (Aeiferaw):

Gfad S aul & elal ¢ URUITE: YHdT & 91 UIHTad diid I SamHuGRT
@feTrsiad) 7 g aren
W SaHHUET: 31 %
o Tg & o Hudh (TaUioR) g3 28 d

Ampicillin:

Gfdh SaehHUT P &HdT . giome: g ifa @ sruehtford g areft
Sfdd THHUET: 35 %
o wg & ford Tuds (TauioR) g3 28 d
WP 3.3 3. A MSATST 3098

FrsIfesugHifay fewdive:
GIfdd SIahHUT ST &Fdl ¢ UIROTH: YT & A1 UIpTad aRid o SashHubRI
RIS SERERELS]
feouft: we Sift It & Ser wR snerfa
Turfaa Sfee Jwua
3{d4dq:
Cloxacillin:
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Cloxacillin / Ampicillin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH R SR B3 BT aRRG: 05.12.2023
Ugdl! gR SR} A Bl dRIG: 30.08.2022

2.0 28.09.2024 10843715-00006
fquTSI Torieh: (T log Pow: 2.44
Sfiae-ra/ar)
Ampicillin:
ELISERINIE ] . log Pow: -2.0
SNaRIa T gl g 7
gragifaeegHifan fsie:
EEISERINIECS] . log Pow: 15.088
STICEEIIE]) fewult: uReer
gt & nife=fteran
a1 Iudsy gt
3 yfaed yuG
331 Iy gl
13. fver Hifgard
fAreq & afie
/Y T 51 9 (e . e B A | A b |
R fafadt e g B |

gia g ;T fSesl 1 a%C B gTsd HRA dlall haldle! B g ai a1
T & ford o oITg |
AR 3y fafafdy =1t foran Tam: siRgad STe & = U
fAuem &1

14. TRag= a1
iRty fafraw
UNRTDG
[ At & & | fafafid T8t
3Mg T I ot 3R
G At o & ¥ fafafid 81
3T T 3 Si-dis
GRS A o =0 | fafafid T8t
IMO JUBRUN & AR 4P H ufiagd o
3MYfe fopw 7T Msae & forg @y g
IuaRTHal & fore faRiy A=t
PRI
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Cloxacillin / Ampicillin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 05.12.2023
2.0 28.09.2024 10843715-00006  TUEE §R SIRI R Bl dRIG: 30.08.2022

15. faf~ramme @

verd ot fArgor & forg gRem, Wy, 3R watarur & fafmwfaums
39 IdTe & Jaud fmfiafad ga=e ke | g §:

AICS - fyffa gt
DSL : feffa 8t
IECSC - Fyifed 78t
16. 3= I
TeeE 31 fafy © 28.09.2024
Sffafad sSF&RY
3T XM & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe® d&-Id! gel, Sel
T {63 ga aedraw Oicd Wil IROME quT g MRS o,

http://echa.europa.eu/

g@%ﬁﬁmﬁwmw%ﬁm$g@mﬁﬂ@@w3ﬁmw
TR

feri® urey : fAamad

3= Srsftdie= & ot ar

ACGIH . gUYUI| ACGIH HIHR™ET 7 (TLV)

IN OEL : %|muﬁﬁﬂﬁwwﬁ$mﬁaﬁ&rﬁﬁ$w
ACGIH / TWA . g-Uc, gHY- 9o i gd

IN OEL / TWA ey A Sfd

IN OEL / STEL D 3{Udplfeld 3R&UT HET

AlIC - 3NNIE TIRAT FT e & ANTT - W&ﬂﬂ@qﬂi&mﬁaﬁm ASTM -
AR T Tieror FRIRICT; bw - STal BT Foi; CMR - BRI, Jeol-db a1 Yol faveT; DIN -

THT AMSHIHR0 GRIH & T AFS; DSL - aiqua@fﬁ%ﬁ(ao——lm) ECx - x% Wfdfehar ¥ eI
Hdod; ELx - x% Ufdfehar ¥ SSt aifeT &; EmS - MTUTadla- RIsgd; ENCS - ﬁqmaﬁ?qq
RS Uald (ST9F); ErCx - x% gia &) Ufdfehdr d 1 ddbhad; ERG - fUradlc wldfbar
M3S; GHS - ﬁ%wwwﬁ@q GLP - 33! YGITRITAT UAT; IARC - iR TR 38U & e
%ﬁuq@;ﬁmm SRIPT a1y ufkag THRITH; IBC - URT T H R e arel
%ﬁﬁmaﬁvwéﬁﬁu&mﬁaﬁm IC50 - 3MTeT RIHaH FRIUTED g, ICAO -
R faAMA FeH; IECSC # HiefaT IS gardf &1 gdell; IMDG - sm‘rgﬁtl
WWW IMO - SRS T TTe; ISHL - Sfieifiies QR&T 3R WA BT (STAH);
ISO - AM®IHRUT & Y SIRTP T13; KECI - HINAT HIS[aT I 9e<); LC50 - TRIEUT SHTaTel
B1 50% P Gldd Hdbg; LD50 - qﬁw&mmso%aﬁwwmwww

MARPOL - STgTell ¥ UGNUI &1 AU & foy SfeRigha §8ia; n.o.s. - 3=yl FAfEy 7T, Neh -
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Cloxacillin / Ampicillin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 05.12.2023

2.0

28.09.2024 10843715-00006 Ul IR SR A &t dRRE: 30.08.2022

308, NO(A)EC - 3fadiid1 T fhar a1 (Ufddd) WU Hdhad; NO(A)EL - 3adid- 9 fbar
Ufdpd) THE WR; NOELR - TR-3[GdH-017 YU deM &X; NOM - 3fieiRe Bfde faw;
NTP - ¥R fau-fa srdshH; NZioC - 38T @t =goht o $dedl; OECD - i wedl 3R
3BT TT6; OPPTS - IS JRET 3R UgWUI JHUH HRATE; PBT - RIRR, S1a-THAIa0 3R
fawrad uer; PICCS - @A 3R I gerf o1 fhelidia gded); (Q)SAR - (HETED) I
TfAfAfY Fey; REACH - JRIUN T¥g 3R IR UoiiaRul, eidh, WRSGR SR ufady aRug &1
fafaw= (EC) F. 1907/2006; SADT - T@-dtadT 3fggc dTIHM; SDS - YR&f Sl Tiie; TCSI - darzad
A Uerd §desl; TDG - WARAT HTd &1 URdeH; TECI - UTSaS I 3del; TSCA -
fawTe uerd Fdzon sififaw (e Isa SMR®T); UN - §ga X1F; UNRTDG - BIH®RS IHH &
URas W UgH Y B RIBIND; vPvB - §gd RIRIT 3R Jgd Sa-THAGU I7G; WHMIS - H-
RJc] WA AUl =T Joret

Y &1 37 e & 5P THRH &1 dRRG B &} T THSRY §AR I, THHRT SR {3y &
TR gl § | TSR B JRI&T &1 Y JUTA, TN H3, UichaT H3, T -, TRagH H,
AU FRA a1 Bie & forw Haa Arfes & T u & foma fasar man g qun fed R &t ardt an
ToraRTT &1 fAfERT 18T AT e | Jueisy Bt Tl SHeHRT 39 SDS & Y W ugar: Tt FHaa
faRry Trrht @ Tefid 8 aur sSDS wnTlt & farsht o aredt & Taem H a1 fansht o ufshan °, 5|
% U1 H 9 FdT91 71 81, TANT & R 94 a1 81 Taball ¢ | It yaiarstl &l @] 811 0, Taiad
¥ sifam IdTe & SDS-ATHHT &t JUGHT HT BT B Aed 88d B, TN A, Uichar d
TUT TG A P 3 3fiE &1 & ARy e & SHaRY SR Rywrieai ot wften e =Ry |

IN / HI
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