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

Cloxacillin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 09.08.2023
2.9 30.09.2023 1089896-00015 Ugell §R WR R bl dRIRG: 30.11.2016
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2. @R B yga=

famfor, YesRUr 3R & SMAITd WaRTS 81 frgHTact, 1989

TffHRor
SFTEE-1 & T | H Fefd Arde & SFER @akTe & ¥4 § aified 78l 8

oft 89 eu-arffevor

HT-UYT D1 gATRIdl : faum

T DI GUTRIAT : faum e

SI1.U9.T. d9d dd
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wefaardt/gdiay™ §a

H334 I gRT T8I B4 TR TSl T YT-INT P T&07 A1 49 H
PSS IUT P ThdT gl

: APYTH:

P261 P T HIT BT I19 H A4 I a1

P272 fagfid HUS! ®! HRIVIA ¥ T16R o o Bt AT 7 ¢
P280 &P T UgH |
P284 4TH-UYT &0 UgH

3

P302 + P352 3R @ W & dl gl YR U & ot et
P304 + P340 Tfc |G gRT 780 9% of: Afdd I drsit gar d of

U 3R 91 o & o R 3 foremd|

P333 + P317 3R @91 UR Sl I7 3 81 Fafedn Teradr ure

|

P342 + P316 3R XAT-URIARI & A&UT: dabTdl ATUTAHICH
[EETIREHERIRINER]
P362 + P364 JgUd HUSI &I Qid IaR & 3R T: YA § Ugd

Jjefl
fFarr:
301 / f&&s &1 fUeRT Wigd dte SRuleid dREM d
|
3= gIf~rat et ufvoms vy arffewor €Y giar
SHIATd
3. 3Ydl BT HISA/STHHRI
e/ . foyyor
3qUd
g H T () - TR | MU (E1eH) (%
w)
Cloxacillin 61-72-3 >=V\4 \iV< 5
4. yyfie Rifesr & surg
Y= gATg . 3R <Hedl 81 1 deid 3l 9 & df Afghd Wb § Idg B
Tq TEIUT €6 38 1 b1 & 82 Ufa H Fiferwiia gamg o
NRUAGRITSUG ST IFE T gRT TGV B feran S, ot eroft geft &ar & o =l
i |G & 81 S, P Wie-fafy 3 9 <
gfe T T B3 81 S, 3o ¢
fafeaia ggar o
3R &1 ¥ YU g oy L g B IR, qRA @ 6 Wi 3R Sgdrd U ¥ I B
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3R 3{TE ¥ YU g AT

3R e foram Se

T gyl d&ur 3R

quTE, gl g SR 38

Ty Rafee & IR

fferc® o ford @

T avd Td S IAR |

fafbeita wgar o
YN ¥ Ugd X el |

YA § Ugd ¥ §d & 3wt aRg |

L A (SR & fo sifet &1 a9

Tie STei I 81 3R WIRY 3B, dl e gganm o

. gfe fATrar o, a9 ORd 7d B3|

0T Yebe B W bt Jgam o |
U o 1Y U 3Hwd! de Pl hRd |

L T Ul geeht ufafhar Sae R Ihar gl

Y GRT T8N B TR TASH T YTH-IT & T&07 7 47— o
PSS IUT PR FhaT g |

JIfYP TRIUIGR Ugd I HIN[g SRUAT 3R 3T 47 BRI
(SN ATaepifa, Sprafed, Rufded TaRaw fewhawm Righ) &

EEEERIE

D OIS fefdredt 3 aTell o1 ST YR&M TR & &1 a1fg T, al

SIRGH Pt WU B TR YA T dfdads YRETHD ITHIU
PT IUUNT HAT AT (WS 8 W )|

L qeifore SR WEalT ¥ SUER &R

5. =M U™

Iugad SR Hifear

SR (31RT) I & AT
SR & TR fafkiy @ax

GARATH a8 TGl

(31TTT) T & o=y Rl

L SA

YeIpIa- TR Fm
P SEAHHIRS
X[/ I

SINE I
;T8 3G DT U WY & oY Ueh WRT 81 Teball 3

. PRET MFRSY

SIS SMFTESY (NOX)

oY HhHI3sY

© gg RS I3 UaT % off R uRfRUfT SiR Sm-ury

JIATERUl & 3HIHd Bl |

§< fSoall 1 TST A & o ST-BoR o1 YART e |

TR THT HRAT QRIS 8 af 3T & & F effag= R e o
EURCARCINIEREI!

M gIH & U faRv s 3T A oF W, Wd-MAfd 41 Iy ugH |
IR TSIl &S ITHIUT TN B |
6. MTHID el U
Jafdad Ay, ReMdTd ¢ (Aol IETHAS USR] TanT He |
JUHUT TUT ATATTDTA RIEa Fsfeim sl (W 7 37 ) 3R cfdaTa qrem Iuaui
IR & gTal (TS 8 ¢ ) BT fUTer B |
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JgTaRui FraTar © IR0 A Bie ¥ URER B
T AT QRAEr, 3R 3 Rra a1 saehTd &1 A5 |
WS ATt § o AP (Iererur: g0 a1 dat Afde)
T 41 T U Dl g1 Td AT
¢ He@yul SABId UIed A1 g1 T, dl RIFIT URrB1RAT B!
gferd &1

THIE A AR Bad FJP 3R WD yerd § I |

% gerd 1 i S g & forg SEfHT a1 39 Iuged AU UG B dlide
Had R A T3 Al SES B1 718 U oI 4y far S Ihr 8
I 3 ST dHeR ST IR TR B |
IUYad TEHRSE & 1Y B Pt Y ARG Bl AH B |
RITHIG a1 BT fafaw 39 verd &1 faFfa ok Ao #3 &
o A 8 Tehd B, Ty & 37 HERTery SR Sigeny W o 5t
(39 yerd o) Reier Bt JbTs T ST H A W 81 34719 B
e &1 81 6 S oo ar] g
U THSITH & STHTT 13 3R 15 F© RIH 1 I8 Rebrgd
F IR H THBR U Hd § |

7. TATA 3R USRI

qPp-ih] SU™ L Ud (CRIURR) ¥ §9 & (a=01/fof 991d Sy & dgd
Foiifafi Iur 4|

R / $d dfeavHE R Suged ararE § ua &

IRfErd g1ye o fore . AT BUS R A1 R €|

graytfaar IS T HIT T I & o4 I 9|
forTel 7|
3Gl & 1Y TS J URER B
3BT SHINRTD TFaT 3R GR&T TUTST & SFIR WUT,
PRI THUIGR 3Mha UR TR g
S & Y TR g€ TR G |
Ugd B Tad sl o, 3R rHT, Tasil, drdipTieres a1 STl
2T 0T & Ul YTl safaaal BT 4T Ioidh! a1 Hdadh! &
1Y HTH B & Jay § 30 Rifegs T wmef &1 anfgu
TAD, gl B I b B! AU T, 3R YITARU H HH A

HH S 3
RiEd YeRU o gRfRyfcnr 313! dRe 9 dad fot gu fosal & 9|
Y PR TG PR G |
faRiy Idta fafodl & AR HeRT &1
9 yerdf @ & - Fafafed veR & tigde & 91y 7 3

g sileRitepufi Toiey
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8. sy frdmron / freft Ram

FTARIA U0 & AFST & 1Y 3@ad
3faud T T (V) | I ISR feTor UTeret / YR
- TR (3R&UI D] | RS
UPhR) ST
Cloxacillin 61-72-3 TWA 100 pg/m3 (OEB | 3fidRker
2)

3ffaad STH®RI: RSEN, DSEN

| e+ &1 A | 100 pg/100 cm2 | 3fidRep

ESIERITURELEL] . Irg-aTe Wisdl (oY, fgu-fed @Rd Farm) il # &
%Eaﬁasﬁﬂﬁwﬁﬂﬁuamsﬁ?ﬁﬁﬁwﬁ%ﬂﬁaﬁms@w

mﬁsﬁﬂﬁwﬁﬂﬁmvﬁaﬁqﬁwf%ﬁmmmﬁﬂaﬁ
IIRT 3R IdTa!, BT, 3R TAfaRu P &1 & ol GMP &
Rgidl & SR wﬁamwm%m
mw&mmwwwwﬁ

EEIEEICEIRITCpl
YT Yaeht sag L 3R g W e dfede Sudsy 8t § o1 TaaeR
3T SRR faem-FAd & arex vaueR Uefid #rdr g,
Al T GRET BT SUANT DR |
fheer TR L Ogad fFH IR HIdAE I THR
RUEERIEEIE]
gerd R g
it et srera D IgS Tiies AT & 1Y PRETIAT UG |
3[R HTH & HIGIS a1 TiAfafer & et ot fRufert, e a1 woriey
iR &, ot Iferd Tred U |
IR Yd, ¢, T TR & AT Y Gudh &1 GHIET g1, ol
TuRiies 1 IR IeX BT 3= TR0 UgH |
1 Td TRR Faeh s L e a1 yanTRITE die § ST S|
=5ar Gaef ST L 3R UMY SUANT & SR WA & JUd T 3 Bt YT €,
@B A P R S B A 9 BT yonferar iR JRa
QaR UeT HY |

TN & SR, ST, U1 a1 45 7d H1 |

fagfd FUS! B! FRIRA T TER d SH $I A T 2

T HUS! B! 81 F a8 &1 R J SxamTa B

gfaur & guTat Jared | Seif-anaT fa=or &1 weten, Ifad
T GR&M IUHRT, IId ST SR ufk=iie= ufshanat,
e Wegar AR, Rifee AR iR sgawimes
BPELEIRSEINRIE SRR
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9. Hifae ud varafA® ur
fe@mae

Ryl

W (9}

SCTU KSR ]
© o SffYyeteor

ST KR G E |
SCTU KSR ]
L ST IudAsY g
: 8T SUdsy g

L ST IudsY gl
SCTU KSR ]
v |

L ST Uy gl
SCTU KSR ]

D 3Ol IuAsY g

L STl SuAsy gl
L ST Uy gl
STd KSR REIE ]
D ST Uy g
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3{Tee BT dIHH ;21 Iudsy e
BIEGINEREAISEN
D Se1 IUAs TRl
faepice URAUTT . fowpies w6t
SIRFHIUT & TURGHTT : g uerd a1 iyt &t sfafieRe aiiferd T8t fovar M g
3TUIAH HR D 3T IUAs el
U BT A1 D 3 IUAsY g
10. FRY=T 9yt ufaferaan
PIGEIN : ffforaRiiaar & WaR & U 8 aifidd el |
T fRRar D I wifRufaa A fRR 81
IRGmeny ufafeparsit DAY 3B R® Tsicl & 1y Ufafehdr HR Ihdi g
g uRfyfaar 9 o< 1o
3ge Yl ¥ shied . I3 Ja} aId (FoReY) 3uge gy J1d gt
11. fwasnfora g
TG REUN (TEIUISR) B IR |1 GRT TS0 AT
A TSR 1§ Judh
foTer
3@ ¥ Iudh
GIEACLIESEI
JUAS BRI TR afiepd al|
3dYd:
Cloxacillin:
g s fasmaddr © LD50 (JET (T)): 5,000 mg/kg
LD50 ({8 (AI3)): 5,000 mg/kg
g fawmaaqar (AU & =9 @ LD50 (& (HI¥W)): 1,117 mglkg
Tl TRITHRM & IR AU &

LD50 ({8 (HI3H)): 916 mg/kg

THBRA & I: 3fd:RRT
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LD50 (¥ (HI3H)): 1,500 mg/kg

THIBRA & I Gl & J1

LD50 (TET (X)): 1,660 mg/kg

THBRMA & I: 3fd:RRT

LD50 (IgT (X€)): 4,200 mg/kg
T BRI & I @l & A

a1 & fore e
JUAS BRI TR afiepd al|
3{d4q:

Cloxacillin:

fewft . ST B HH BT aolg | Tifpd Te! fobar AT B

TR A7 afaksde
JUAS TSR TR afiepd al|

S[dyq:

Cloxacillin:

fewft . ST B HH BT aolg Y Fifepd el fobar AT B

oI a1 TUST GATG DRI

AT DY gITS AT

T Tl Al Ufafohar IO B Thdl g

YTI-UYTT ST GITGHaT

Y GRT TGV B UR TSl T Y- P F&I0T T 4T | HISTE Id B Jbdl g
3dYd:

Cloxacillin:

U (THRIUIER) & i)

3iHa D OIS H @l & SIS B JUTSAT (adTdiet) a1 ded

aRumg . dRdfdd

fima D U] URIEUT O YR TR AT H SRS} AHCTZOIRM BT GUTGT
CICEIRIE)

oy . dRdfdd

SiaT] de JemHRid!

JUAS TSR TR aFiiepd al|
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3d4d:
Cloxacillin:
fSFIcIBIRIE 3 fagr TRl o) fohe: dadifear e fausta ufvad @t Wit (AMES)
TRUm: Hund®
W:ﬁﬁawﬁww%wﬁ%%a%wwm
|
fSFeIpHifct 3= faar L URYeUT ) fh: AIShgaey o
TS Gy (H139)
- BUTHB
W:ﬁﬁawﬁww%wﬁ%%a%wwm
|
FERSHB
JUAS TSR R aFiiepd el
3dd:
Cloxacillin:
fewft . ST B HH BT aolg Y Tifpd el fobar T B
3 fourar
JUAS SHHRI TR aFiiepd al|
3dYd:
Cloxacillin:
3T & YU L ier Y fopw: Sg-tiet eremga
ToiTfar: <81 (<)
TEHH YA & I Aifd

JaRdT: NOAEL: 500 fERTI/fem TRiRes yR
UIRUITE: Yol &dl TR UG Fal, TS & IRy IR gHE|

T RYF e R uyEl : weo 3! fHw: e
TSTIfd: TR
TEHH YA & I AfGd
fomraTe® fauTadar: NOAEL: 100 fimm/fem ekiRe 4R
gRom: faeuarsit T8t <&t Tt |

W& & f: [dpr™

TSI TR

TG & I FigafRey o

fomraTe® fauTaddar: NOAEL: 250 firm/fam skiRe 4R
gfeomy: mies RRIg] & fdem IR guE 98|
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STOT - Ushd SiifaH
JUAS TSR R aFiiepd el

STOT - SlgvrT Sy
JUAS SR TR aFfiepd al|
U G fauTeaar

3{d4q:

Cloxacillin:

g L g1 Re)
LOAEL . 7,000 mg/kg
ERR RS - SgRRT

fram gg & ford Iudh : 4 Weeks
(TRIUISR) g

IR : SISyl TSR

IR KGR
JUAS SHHRI R aFiiepd al|

TG SiRaW & ATY AU
3dyd:

Cloxacillin:
T gRT T80 BT . fewyot: veURie safdml A guTdtaT (F¥erzeRH) 8 Wadl B
CEIRRSNES L 3NIR: IRy (SXHCTRCN)
_ fewqut: = & Sfef 81 bl §
3 ¥ YU . fewft: sifE & SieH g1 o §
BUNANEI L IR U] R Tohdl 8, IRC I3 wISd TSdS!, Th (X2)
ot Teuriier safaa) & QU (F¥eReRH) s‘rm%w

12. uRfRIfa@Ta Ja=n

ii¥fRufae faumaar
3T I gl

R 3R raspHfor—dr
3T IuA gl

Tyifaa Sfae d=ua
AdYUdq:

Cloxacillin:
fAUTS T[uTiep: (WA : log Pow: 2.44
SfgeHId/ar
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gt & nifo=fteran
321 Iuasy gl
3= Ufaed guTa
3T IS gl
13. fAger Aifgard
fAuem & T 8F
/W T 51 7 (Uer) . PHe Bl AT H Ad B |
R fafadl &y hos |
afa afdh . Gl fEssl B 3 Bl TSd B aral B! B SagdiT ar
T & ford o S|
3R 3T fafAfEy 78T fava am: SroRjed Saie & =u H
e B3
14. URag=T oA
siaeigia fafraw
UNRTDG
[ARATS IR & wu § fafafia T8t
31Ts T & T-31 ot 3R
RS It & =0 § faf it 78
3MTS TH Sl sfi-@is
WARATH IRl & =0 H fafafig 7t
IMO SUSHVN & AR AP H ufkag— &<
3MYff fp T Msee 3 forg omy et
SuRTRdt & fore fagiy g
g et
15. faf~ramme Ja=n

werd ot fargor & forg gRem, Wy, 3R wataRur & fafmwfaums

39 ITeA ¥ 3aud fAmfrfad srae N A gfaa §:

AICS : fyffea &t
DSL : Fryffea T8t
IECSC : Fyffea T8t
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16. 3= AT

TeeE 31 fafy ©30.09.2023

Sffafvad SHeRY

el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ 3{idNa& dd-Id! ST, Sel

PRRIIED R GEASIC] OICe EIS IO quT JRITA e Toie,

http://echa.europa.eu/
feqi® ursy . fegagay
3 3rsfide=H & ot area

AIIC - N1 Tl 31 Siecferars el ANTT - ST &t I91a i uRas Toidl; ASTM -
3Afe! ATt Uieror TR bw - Sial &1 9; CMR - BRI, Heol-d a1 Yo faveT; DIN -
THT AFPIH T & faw 9Fe; DSL - aiqwﬁasﬁ(m) ECx - x% Wfdfshar ¥ geT
THe; ELx - x% UfAfehar ¥ &t ST &X; EmS - ATUTqHIe- Uegd; ENCS - Ael 3R =Y
RS Uard (JTAM); ErCx - x% s &R Uidihdl ¥ JST Hba; ERG - UIddmIeA Hldfshar
TMES; GHS - dfffe TR &R AT Riter; GLP - 3redl GHITRITE H2/T; IARC - HER R S & forg
ToIHl; IATA - SRS arg aRaeT THIRIERH; 1BC - YR AR # WAk 15 ot
%ﬁﬁwsﬁvmésm HfgdT; 1C50 - 31T SHfADHaH RIS Hdhg; ICAO -
AR WM §76; IECSC - =F # Hival I8 uardf i $4edl; IMDG - SidRigh
WWW IMO - e«mﬁ@aﬂaﬁw ISHL - 3eNfier Q& IR A ST (W),
ISO - AM®IHRUT & T SIRIPRT 13, KECI - HIRAT HISET [T gdel; LC50 - TRI&UT SHTarl
BT 50% BT Gl Tobgd; LD50 - URI&UN STETEl BT 50% bl Gldch WRIH (A °ldd GRD);
MARPOL - STgTell ¥ UGNUI &1 AU & o SeRigha §8a; n.o.s. - 3=yl A&y T, Neh - Ryl
f98; NO(A)EC - sadib+ = foar M1 (wfddd) WHE ddha; NO(A)EL - 3fddid- 9 foear T
(JRIpT) THTT TR, NOELR - IR-3(aelie=-41 TH1d T aR: NOM - SRR Afdwe fHaw:
NTP - 81 fau-fax SRIH; NZIoC - T $1 gelt ofs $dedl; OECD - SR e IR
3BT TTE; OPPTS - IS JRET 3R UgWUT AU HRTEd; PBT - VIR, S1a-TUHAIHR0 3R
fawmad werd; PiCCs - Wsh?wm%wzﬁﬁmﬁmm (Q)SAR - (AHTEE) TRAT
TfAfAfY Fey; REACH - JRIUN I¥e 3R IR GoiidRul, eidh, WRSGR SR ufady aRug &1
ﬁﬁum (EC) 7. 1907/2006; SADT - -dtadT ugeH dgdr; SDS - 4T Sl He; TCS| - ArZa™
QI‘HNI"IGD tla?f $'CICQI TDG - WWWW TECI - 24I$Q15 Hivlal 1Y i','dCQI TSCA -
fawrert uare Az s (3ge sy 3MmReT); UN - §ge Y; UNRTDG - NSRS 9HH &
ORTET TR TG Y ST RABIRRY; vPvB - Igd W IR Tgd Sa-TUHAHRUT IRF; WHMIS - HT-
RYc WRATD JrUl =1 Yorreit

U &M ST 2T & SUD THIRM &1 dRIG B &1 T THSRT §HR JH, THHRT SR [y &
SIUR 6! § | TSR Bl FRI&T & Y FUTEH, TN B3, Ui H, T -, IRaeg He,
fgem B quUT Bie & faw Fad Anfexl= & wu § fEoma= fear mar § aun fed uer o ardt ar
e 1 fAfERT 8T AT Q| Juersy B Tl IHHRT 39 SDS & ¥ W ugar! it dad
faRry Trrh @ Tefid 8 aur sSDS wnlt &1 farsht s arelt & Taem a1 fansht o ufshan °, 5|
I U1 H 7 FdTG1 71 81, TRANT - R 9 a1 81 Taball ¢ | Ireht wiianstt &l @] 817 0, Uaiad
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& ifam IdTE & SDS-ATHHT & JUGHT HT BT B Aed 88d B, TN A, Uichar dx
TUT TR FH=A & 3 3Ty &1 & falrm Tl & SR ofik Rymeiie ot wften e =g |

IN / HI
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