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DD (TS TSl TRl
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SI1.U9. 0. d9d dd
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THohd Tsq
g1 Tt sareH

Tgfaard/gdiay™ §am

 faum R

: faumT Y

:

©OddRT
. H304 FRTE TR Ud IrgART TR SR WR U &) Gl |

H317 T Tetoll Jaeh Ufafshar Sae R Joball g

H334 T §RT T8N - TR TTol I YTI-IT & &I07 a7 494 |
PSS ITT PR Thdl 2

H373 fF1a & R i Freia a1 TSUISR (BT, e,
W HH) 31 BT TR Ugdl Ghdl g |

H401 STefeR Sfia & fore |

H413 SefeR Siigd TR o QIR gTRBRS UHTT 3R Jhal gl

: APYTH:

P260 P IT HTT BT TG H T F|

P272 fagfid HUS! & HRIRIT ¥ T18R o OfF B AT 7 |

P273 TR0 § BT ¥ INER & |

P280 &P &M UgA |

P284 HTH-UHT &1 Ug+

3TN

P301 + P342 + P316 e fra foram 8 ar o= Taieft deun &1

3{IYd I X1 BI: AhTd SMUTABIC b TgTdl UTed By |

P302 + P352 3R &l W & dl Gd IR UH! F ol STef

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

T 3R 919 o & o e 3 forerd|

gmwenqmwmﬁ%,a‘rﬁrmmw
y|

P331 Jec! Bl (3549) AT Ham|

;%33 + P317 3R @91 R 9@ 913 g1 fIfdean ggrrdt ure
|
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|

HSRT:

P405 HSR ard HI
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frarur

P01 sy sl o) e e T diioe sras

|

3=y gIferal forreT ufvoma Wy aeffevor 1) giari

S{RiTd

3. 3AYdl BT AYCA/SITTPRI

e fersyor ;oo

3[aad

rafA® 9| U () - TR | SO (HIACRH) (%
wiw)

WRIfth 9 8012-95-1 >=70-<90

Benzylpenicillin 61-33-6 >=10-<20

Nafcillin 985-16-0 >=1-<5

Dihydrostreptomycin 5490-27-7 >=1-<5

T 3%, C14-26 TeGfH-Y AquUl 97404-28-9 >=1-<5

4. yfire fafee & Iur

HHY Hdle

3[R Y gRT UgU 8 SllY

3R a1 ¥ YU g ST

3R 3ifE ¥ YuH g AY
3R e foram Sme

T AUl TEUT 3R
UG, 1 ot SR
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QYT § Ut § Sd 1 33t aRE U
: yararg () & o siftel &1 urt § el

gie S I 8 3R SRY IR, af Fafecdia wam |

. gfe fAeTer S, 99 ORa 1d &L
gfe It gl § dl Ao B 3 M.

TSI T U39 HIeIe Ae DI BIF $X ()
SEIRI Al P! g P SRIY U Bl $o A3

;TR R e argu g dRA WR UTdd gl bl ¢

a1 Tetolf el Ufafshar Sue R Tl g
Y RT TSN B TR Tl AT YT & AT AT 4T |

PSS I PR FHhT |

: Ofe T gR1 78l &R forar S, < arslt geft ga1 § @ S|
Ira-fafy T 9ig 3|
Tfe TO1g A1 B 81 o, it &1
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

BRI =me ot fafd: Ty 3109, dR: 3ifdH SR SIRT = 1 dRIG: 04.04.2023
2.7 30.09.2023 7213899-00009 Ugalt IR SR} & P dRiG: 30.10.2020
FRTe W e a1 GRTaT SR & WY St (MR
IHH Ugdl 9l g
TP THRIUIOR Ugd I Hivlg 3T 3R 3T 47 fahR
(ﬁﬁammgﬁ,ﬁwﬁv,ﬁmmﬁ%wqﬁ@n)ﬁ
ARG
Ui fafdre & TReur L Ui Fafdc R aTal B ST YREM WR & ¢1 d1fg T, I
SHRIA BT HUTET B TR G T JafHID GRETHD SUBRIT
BT IYTNT BT AT (TS 8 37 )|
Rifraas & ford g L o SR WEanT ¥ SUER HR|
5. AR U
IR S Hifgam SR
[E AN GREIE
HTH SEIHHIRS
BILEZSAEINSIEE!
A (M) IR S THY ¢ F
AR & RA AR TR T84 I BT YU WG & fo1T Ueh W1 g1 Tl g
GRATH <8 IATG! . PREA MR SY
Ted RTSSY
(31TT) I & IRy i © g RIS I3 TRt 3 off R uRfUfY SR -y
TR & 35 Bl
§< fSeall 1 TST A & o ST-BaR &1 UaNT e |

SR THT AT GRIET & o 31T & &7 9 &fagH deR Ferd o
SHIE & WTell Hxam |

IFMPIH & U fRYTEE N A oH W, Wd-HaHd 41 IR0 UgH |
JUHRT AT T&TH® IUBRUT YR B |
6. MTPHIRTH el Iura

Jafddd AEYT, RETAS ¢ Aol ReTeTH SUSR YA HY |

JUHRUN YT STATARTA IRIEa Fefeim sl (WS 7 37 ) 3R fdaTa qrem Iuaui

PRz & gTdl (TS 8 ¢ ) BT fUTer Bl |

yaiarofig graenar . IR0 H BIe ¥ URER B
T AT JRA3r, 3R 3 RAra a1 SefehTd &1 A |
IS AP H# har I AP (IaTexvr: g a1 aa Afde)
T ¢ T U Dbl g1 Td AT |
¢ Heayul SABIT UId =1 g Hdb, l RIFT U1l B
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THIE A R Bad AJPT 3R WD yard § I |

F uerd g T F S g & o STEfehT a1 3= IUgad AHUM e & dlids
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Sulphate / Nafcillin Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
27 30.09.2023 7213899-00009 Ugall R SIRT A B dRIG: 30.10.2020

e 3R 7 93| A SEd &1 T8 yard &1 Uy fosan S G g
I 3 ITGad DR ST IR KR B |

JUYHd TEHReE & 1Y Halld b AT HERNTS &) A6 d |
R 1 IS fafaw 39 verd &t faFfi ok Fuem 3 &
o AL 8 Tehdl B, Ty &) 37 HERIuey SR Sgeny W o 5t
(39 yerd Bt Refiel o Iwrs & ST A 9/ §Id ] 1 39 &1

0t 31 g 6 S faeitom @] 81 &
U THSITH & SFHIT 13 3R 15 F© RIF A1 I Rebrgde
F TR I THHR UgH R & |
7. FETA iR HSRUT

Adh-iep! U L AU (URIURR) ¥ g9 & fa=0)/foh §91d S/ UM & d8d
Sofifafer Surg 3|

RIFRT / $ dfca’HE : Ryt Iugad I 8 TN S

IRfErd gTye & forw . I I BUS R A1 R €

graenfaan PG AT HIY BT G H T A
BUERG]
3@l & 1Y THH J URER B

YT & d1C Tl Bl 3BT aRe Y|

3T SIS TaFar 3R GR& TUTSH & SR JUTd,
PRI TRIUIGR ST TR SR B

oo B HY TR 9¢ PP @ |

Ugd g Yol il oI, 3R AT, Teroll, didepifere a1 iradf
oG9 0T &b Ul YdeTid Al Bl Y7 Iuoih! T Hah! b
Y HTH B & Jay § 3 Rfergs T wmf &1 anfgu
Y IdTGA DI YN HRd FHG T, UHT 1 §Ha= qd B |
TAD, gaIE B J b B! FAYM T, 3R YR H HH

HH O

PRigd VR o uRkfRufar ¢ 33t e ¥ dd T gu fosal & T |
HSR ara H1
Y PR TG PR 9 |
faRy Ity fafodl & AR HeRT &1

3 Uerdf § 5 : Fafafed TeR & tigde & 91y 7 3
g sfeRfieufy Toleq

8. Sifew fFrd=or / fAoft gReam

FIIT U= & AFS] &A1Y 39ad

3qua W T (9) | G UDR =0 U / YR
- TR (3REITT BT PRENICK

TPhR) HYICIM
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

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

2.7 30.09.2023 7213899-00009 Ugall §R ORI &R &1 dRIG: 30.10.2020
I el 8012951 | TWA (@WR) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA (@™ 5 mg/m3 ACGIH
A IRy 3f=)
Benzylpenicillin 61-33-6 TWA 600 ug/m3 (OEB RIGIEGE
2)

3ffaf¥ad STH®RT: RSEN, DSEN

Ufq o1 9T | 100 pg/100 cm2 | 3iidRes

Nafcillin 985-16-0 TWA 0.7 mg/m3 (OEB | 3fidRep
2)
Dihydrostreptomycin 5490-27-7 TWA 0.4 mg/m3 (OEB
2)
3{fdRed BRI 0TO
Oie- &t |1 | Not required
T oI, C14-26 Tegfed | 97404-28-9 | TWA (8-1a | 1 mg/m3 ACGIH
312) (
gt fEor L gTg-aTel s (oY, ﬁ{qﬂsd ARd HaRM) AT B &

Wsﬁﬁsvﬂﬁtrhﬂﬁuam fafmfor Menfiie o1 sxuTa

Hﬁgﬁﬂﬁﬁﬁﬂﬁﬂﬂvﬁﬁuﬁﬂ?%ﬁr@mmﬁﬁaﬁ
T 3R ITe!, HIHAT, 3R TR0l o1 38 & fole GMP &
Rygidl & SR aferd fasar s =ifgul

NI el & o faRiy fa=r &t e T8l g

froft aama & anrh
YT aeh sarg L R A Ry e dfedR Suds T8t § a1 TaRIUeR
e SRR fE=n-FERi & aTeR TaueR UERid #rdl g,
Al 4T YRET BT STIANT B
ek UBR © Igad fFHUT 3R BTeG A THR
HUEERIEEIES
garf D - g
3irE daeh s D 1SS Xites AT TN & W1y JR&f I=AT UgH |
3R HTH & HIETd a1 Tfafafy & ot ot fRufaar, o a1 wRie
I g, < S TMhTed Ug |
TR Y, YU, I TR & THAT 1Y AU &1 FH1a-1 81,
TRiics a1 QR Tex &1 3 TR&f0T UgH |
e U9 IRR a4t s9ma . g a1 yaTRET Pl § B HY
Tl dadt Iur L TR MR SUANT & SR TG & Yudh H S Bt YU g,
@ P B b WM S AT G 4 Bt gonferar iR Jrem
QMR YGH B |

N1 & SR, BT, U1 a1 (5 7d HY |
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Sulphate / Nafcillin Formulation
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T GREM IUHRT, Iy ST SR ufk=iie= ufehana,
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=0 &1 SedHTa Wi g el
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URAG Iga g/ I e Iudsy el

@t A

iR foig © ST IUAs el

qrefinRor Y @R SCTU KSR ]

SaRNdT (319, 199 ) e o i

SaeRITdT (R uer) © 821 U TR

I fawpie T/ SR ST IREREE ]
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THadfaferd fadie)
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TEHRT TNy ot fafd: T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
2.7 30.09.2023 7213899-00009 Ugall IR SRT & & dRIE: 30.10.2020
g9 STl Iudsy gl
By SE—.
i B faeadn 3T JUds gl
fayTS T[uTies: (WA . YA el
SfgeHId/ar)
3SR &1 L 2 IuAsy e
3UYge P dIHH= 3T Judas gl
BIESIREEEAIRE))
Tfaha : 300 - 16,000 mPa.s
oIyt Breafes 3Tl UdAs gl
faepice URAYUTT . fowples 6t
SIRFHIUT & TURGHTT : g uerd a1 iy &t sfafieRe aiiferd T8t fovar M g
3MUIfIH HR D ST U e
10. fRar 9yt ufafssaar
PIGEIN L ffforaRiiadar & WaR & U 8 aifidd el |
g fRRar D AN R A RR B
IRIHeHy ufafparaeit DAY SRIIPRS Tolel & Ty Ufafshar o Jbdl g
gyt 9 o< 1o
ST st  SfiRfieriy Teley
3ge Yl ¥ shied . I Jak aId (FoReY) 3uge gy J1d gt
11. fwrasnfora g
PG 3REUN (TRIUIGR) F TR AN gRT TG0 HAT
A BRI CEIR R ED
forer
3@ q Iudh
GIERGLIESG
JUAS TSR TR aFfiepd gl
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TEHRT TNy ot fafd: T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
30.09.2023 7213899-00009 Ugall IR SRT & & dRIE: 30.10.2020
3[qYa:
W e
GIEREIRCERCLIEREI] LD50 (IET (}<)): > 5,000 mg/kg
NERCEIRAELIESGII LD50 (GIR): > 2,000 mg/kg

Benzylpenicillin:

3ficra: yard a1 g ot Hig T e fawTeddr 8t §

g e fasmaddr LD50 (IgT (X€)): 8,000 mg/kg
LD50 (YW (HI3H)): > 5,000 mg/kg
g fouradd ((RUSM & 3= @ LD50 (N (H13¥)): 3,500 mg/kg
1) TITHRA & IRd: FeURead
LD50 (¥ (H139)): 329 mglkg
TEHRE & I Sa:RRT
Nafcillin:
g Mifae fasmadar LDLo (IET (}<)): > 5,000 mg/kg
g fawraaar (AU & =9 @ LD50 (H): 633 mglkg
) TP & IR SRR

Dihydrostreptomycin:
<Ta Aifee fawTad

LD50 (¥ (HI3H)): 1,000 mg/kg

AT o IR SRR

LD50 (TET (XT)): 1,100 mg/kg
TEHRE & I Sa:RRT

LD50 (IgT (¥€)): 2,800 mg/kg
THPTH P I AFURE 7

LD50 (gl (3‘6)): 1,200 mg/kg
& I

A

LD50 (IET (¥2)): 9,000 - 25,000 mg/kg

TA. 8140 3RA (U (HISH)): 30,000 mg/kg

T 3, C14-26 TEGFA-TH QU
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
27 30.09.2023 7213899-00009 Ugall R SIRT A B dRIG: 30.10.2020

g Mifae fasradar . LD50 (IIgT (), AreT (fBHa)): > 2,000 mg/kg
TRIHT: OECD URTE(UT fGRmGRT 423
fewuft: ue it gt & et wR snenia

GIEENEACEICSKI . LC50 (8T (RT)): > 5.15 mgl
fobe T & ford Fueh (TeRUISR) G 4 h
URI&0T ATATaRUT: Yel/paiar
TRISBT: OECD URTEIUT fERM-GRT 403
feoquft: we Sift It & Ser wR snerfa

AT & Y e riSa

IUasY SHHR R aiffepd Te|

3{d4q:

aﬂﬁanﬁﬁ

Tonfa GOSNl

qﬁu‘n—q : Wﬁw:‘_gf

T 3%, C14-26 TRFHFH AQUT:

Ty ;AT AT STRT (3RUE-E)
T ! OECD WRiefur famd=r 431
foruuf D TP S gl b ST W SUiRd
oI L QAT A1 STRIeET (3IRTE-)
T ! OECD WRiefur famd=r 439
fRruguf) : TH oY gl & SeT wR suid
qﬂ-gn-q : Wﬁw:@
TR A7 afaredeH

IUA SHBRI R Fiffpd 78|

3qyq:

W aa

'q\—)ﬂﬁ . ERTPFQT

T 3, C14-26 TRIFU-TH @QUT:

'q\—,ﬂﬁ . ICRTh'-‘lT

e :  OECD udiefur famd=r 405
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

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

2.7 30.09.2023 7213899-00009 Ugall IR SRT & & dRIE: 30.10.2020
fewguft C T S R & IeT IR uTiRd
oI a1 UG GATG DRI
AT B FATRIAT
T Taol Al Ufafohar Iad R Thdl g
YTH-UYT B GITRTar

TG RTUBUN B TR Tl AT YT & AT I 497 H HiSAE I HR bl g
3dYd:

Benzylpenicillin:

TRIE01 B foher L R fIih TS TR (LLNA)
U (TRTIER) & IR i)
- THD (HI39)
BIRIE] . DHHOIR URICIZOR
qIefor o1 fey . IRfAESRH o
U (TRTAER) & IR i)
o e o
gfvome . dRdid®
fewof L U S grEfEl & el W uRa
gfomy L ORIad ARIETEeR
oot : HMA 3HT &b YR W
T 317, c1426m&|=maaw
qﬁ&rwaﬁm L R o TS TRE (LLNA)
U (TRIUIR) P I L T 4ud
L Y (HT3Y)
T ©  OECD Tdi&ur fa=mfger 429
gfume L BTG
fewof L U S grEfEl & el W HuRa
SHaTY] A ReTeiaet
JUAS TSR R a¥iiepd Tal|
3{d4q:
Benzylpenicillin:
ST e TeToRict - © 18T BT g IATTY] BRI IARad & =0 H qiiichRul &l
e gAY T a8l

11/20



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

Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

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

2.7 30.09.2023 7213899-00009 Ugal IR SR R &1 dRIG: 30.10.2020
Nafcillin:
STaTY] A TEToHRTCT - . &Y T o M) HIRIHT IARATT P TF & qi{HR0T o
i T e HRAT B
Dihydrostreptomycin:
ISBIGERIINEESIEE L ORI B b I TERH ¢ 3 fagl
URI&0r gurTett: Aa e ey
URUMH: BUTHS
T 3%, C14-26 TIHH AU
et 3 faer TRl o) e e e fausia ufvad= &t Wit (AMES)
T8®T: OECD Uterur fe=mfAd=r 471
URUMH: BUTHS

fewguft: uer S IRt & a1 W snuiRd
TR B fh: IRR & 18R WU Y HIRABT3 BT Shi

IaRad= udtemr
TPBT: OECD URTefur fe=mewr 476
TRUm: HUTES
fewuft: uer S IRt & a1 W nmuTiRd

FERSHAI

JUAS TSR TR aFfiepd al|

AdYUd:

Nafcillin:

HORS T - HTHT L qoH B aed UoiHH fauTaddr o e affenzor o1 queds T8t
GG

Dihydrostreptomycin:

Tolfa ; (<)

TEAHRH & I : %

frda THg & ford Jus 29T

(TRTAISR) g3

NOAEL : 5 BT/ IRING 4R

gRkomy . BUTED

3T fauTadr

JUAS TSR TR aFiiepd al|
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
27 30.09.2023 7213899-00009 Ugall R SIRT A B dRIG: 30.10.2020

3[qyq:

Benzylpenicillin:
3[AdT & YT L Otequr Bt fore: IR
TS Gy (H139)
UROITY: U=+ &Hdl 0 YHTd el

TRIUT D1 fhe: Ja=dT
ERIGEE NS
- Tl &HdT IR YHTG gt

uﬂwﬁm:m
TSTfd: TR
TROIH: U5 &HdT IR UHTG el

TR & e R uyEl - weo 3! few: o
TS gy (H139)
gfom: T RIY) & fawr R gvmE T8t

GRi&0 ot fre: fasra
goTTfar: T (X©)
gfom: TR RIg) & fawr R gvmE T8t

QRi&r 1 fbe: fasmrg
TSI TR
gfvome: MR RIY) & faem W wHE T8

Nafcillin:

MR RY S AP RG] Geor o e Yoy Rig faem|

wwﬁwﬁm: NOAEL: 4,000 f&/faoT IR YR
fabr TS fauTdIdr: NOAEL: 4,000 &/t IRIRG YR
STR: MR IR SRS 78 1, /g WHTE g

Dihydrostreptomycin:
T RY & e R uyEl : geo ot few: yor-miw Ry fdem|
ST @R
TEHH YA & I AfGd
fomTITHS fauTaddT: NOAEL: 5 firm/f IIRING YR

Tieor 31 fooe: Yoy gy fasm |
garTtar: R foa
THh R & IR A0 §
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IS ERAMSWS YRIeH & STAR e MSD A

Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
27 30.09.2023 7213899-00009 Ugall R SIRT A B dRIG: 30.10.2020

HIYRUT fqoTeRar d1geh: LOAEL: 100 - 200 fBrm/fab Jies

YR
faDb T fauTdIar: NOAEL: 10 frT/fdsT IR UR
UIRUITE: A1q fasTeddl &1 Sdalid- fobdl T, He IR
YurfasTaRt gTa 3R arforuTd aTg M|

T e, c1426Q?q&|=maam

SRAT & THIE TRI&f0T &1 ford: fawTaadl TioediaH/f[Adm T ShiH URIe & ary
S I areft M GRIE BT fAuTad &1 st
geTIfar: IeT (XT)

UGB o I: e o

TIHT: OECD URTefUT fERmAERT 422
UM FBUMEHD

fewoh: ue SRfY IR & SeT iR 3nenid

M RY & e wRuyEl : geo $i {5 o/ fam R [aumaddT Shif-T aligor
goTfa: IeT (X©)
TWIHRM & IR: F91a
TIBT: OECD URIEfT fe=M-eRT 414
o UMD
fewuft: ue Sift Imfiat & e wR sneia

STOT - U&hd Sifad

U TSR R Fiffgpd 78]

STOT - gIgv/™T Jfad

1 A IR e el a1 TRIgT TRITeR (6, Tef, Wi’ B1) S Y JaH g S g |

3[qyq:.

Dihydrostreptomycin:

3ficper ; ﬁﬁmwmméﬁwsﬁﬁ(@vm)ﬁw
|

U G fauraar
3dYd:

W A

I : g1 (), AreT (i)
LOAEL . 161 mg/kg

TAIh R &b IR :
fpa gma & ford Tudbs : 90 Days

(TRIUISR) g
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
27 30.09.2023 7213899-00009 Ugall R SIRT A B dRIG: 30.10.2020

Dihydrostreptomycin:

EIIG] o e o
LOAEL . 40 mg/kg
AR & I . OIS
fpad gm & ford Tuds : 90d
(THIUTSR) g3l

& 3fqdq - c
3R © SfeRar
EEIIG] |
LOAEL : 100 mg/kg
TRHHIA & I . Nife®
fpam g & ford dudh : 60d
(TEUISR) g3l

A& 3fqaq -
SR D TSR, JfARdT, RIS Il o1 gail
PEIIG] : fowtt
LOAEL : 300 mglkg
TEHHRMA & I ;

fpaq gma & ford Tudbs . 21d
(TFIUTSR) G

d&g 3{dgq M
SR L TSR, FERAT, RIS Il HH gafl

T 3, C14-26 TEGFA-TH AqUT:

B LRI (Re)
: >=1000 mg/kg
A= & IR :
fram gmg & ford duds : 42 Days
(THRIUIGR) o
femoht L U o IHRET & ST IR Setia
CIGECGR
e WR ud arguTt vaw SR IR U1ae 8 gl g
3dYq:
TRIfp A

g1 91d © 7 59 yerd a1 firgor § 7re & TauRRH fauTedr &1 3vs giaT & a1 Q9 911 7T § fob
Y HFd B THURYH favTeRd &1 8ve gl g
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

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

2.7 30.09.2023 7213899-00009 Ugal IR SR R &1 dRIG: 30.10.2020
A4 SIRaW & 1Y U
HdYUd:
Benzylpenicillin:
I GRT g H=AT ; gzmm,wwmﬁ,m,wwm
Nafcillin:
IR RS G D TeT 3T Il
SR; TARNY (SXHCR )
&I 3dTd: YIH-UY™ a7
SR: AR (A=)
v o L &d 3{IYd: IRCISeRTId YUITel!
SNR: ¢
&g 3dUd: YRI-UYN
SR dierfgar
eI 3faqd: el
3MIR: Afhfeg
&g 3faga; TR
MR &ffd
Dihydrostreptomycin:
g TSGR D IMNR: 3R, SfeRar, Haeh, T (330, I, RRed, ey
GEIGH
12. aikfRufasta ga=r
yikfRufa® faumamean
3ddd:
Waﬁ:
EENIEARELIESE :  LL50 (Scophthalmus maximus (€8fc)): > 100 mgl/!
P Ima & ford WU (TaRTAIeR) §31T: 96 h
oXc forar oI a1 gerd: Sie Hmaitord iRt
fewoht: ver SRfY I & Ser R snenfd
SHTT Td 3 Je-Ifed ©  EL50 (Acartia tonsa (@IS HIUUIS)): > 100 mgll
ERERSELIESEI] - THg & ford Wudh (TaRUioR) g3 48 h
oXc forar oI a1 gerd: Sia araiford iR

fewguft: T S IR & ST wR muTiRd

QoS del o) fawgdar ¢ EL50 ( Skeletonema costatum (W)): > 100 mgl/l
o g & o Wudhs (TaRdioR) g3 72 h
<X o S aTe vard: Siet G S
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
27 30.09.2023 7213899-00009 Ugall R SIRT A B dRIG: 30.10.2020

fewguft: ue St IRl & a1 W snuid

NOELR ( Skeletonema costatum (FHg 3f&al)): > 1 mg/I
o g & ford Tudh (TaRdioR) g3 72 h

oXc forar oI a1 gerd: Sia o iR

fewoh: uer SRfY IR & SeT iR 3nenid

Benzylpenicillin:

EENIEARELIESE . LC50 (Oncorhynchus mykiss (X8l €13¢)): > 100 mg/l
o g & ford Tudh (TaRUioR) g3 96 hrs
TRIHT: OECD URTEfUT fG=md=r 203

SBT3 Jexfed . EC50 (Daphnia magna (dTcR Tit)): 3.6 mg/l
ERERCLIESEI] o Tma & o Judh (TRTUISR) §3HT: 48 hrs
TPr: o713 .S T = 202

QAT diel o) fawigddr @ EC50 ( Raphidocelis subcapitata (Y93 5@ 831 R1dTdT)): > 100
mg/|
fpa amy & ford WU (TaUISR) §3M: 72 hrs
T 3 3.4 S & fdwr 201

NOEC ( Raphidocelis subcapitata (¥ SIdf g1 RidTal)): 50
mg/|

P amy & ford WU (TaUISR) §3M: 72 hrs

T 3 3.4 S & fdwr 201

EC50 ( Fteit-8< Ra1e): 0.74 mgl/
o g & ol Huds (TaRdioR) §e: 72 hrs
T 3t g . e = 201

NOEC ( iei-8<t Ra1a): 0.14 mg/!
o g & ford Tudh (TaRUioR) g3 72 hrs
Ter: 3t g . ¢ = 201

TH-Thdexy (Sffaurd Seerk. @ 1
[EEIESGI)

Starugsit o faureddr : EC50: > 500 mg/l
o Tg & ford Tudh (TaRUioR) g3 3 h

Tef01 B fh: YI9-Urg § Fwlde
T it .4 S e g 209

NOEC: 5 mg/l
foram Tma & o Judh (TRTASR) g3 3 h
TRI&UT B fh e YT-URa A & hac
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
27 30.09.2023 7213899-00009 Ugall R SIRT A B dRIG: 30.10.2020

T it S .4 S e g 209

TR 3R gspHafordr
HdUd:

Benzylpenicillin:
WA SHTHHOAT BT & L RO G & 1Y W idd aiid O SHahHUERT
CRIESESEERIS!
S SawHHUMET 70.10 %
o g & ford Hudh (TaUioR) g3 28 d
TIPT: 3.3 4.3 O MISATS 3086

T 3%, C14-26 TIHH AU

SfdP HTHHUIAT B & D OROTY: YA & 1Y WHiae diic o SashHueRT
CRISESERRIS
SEAHHUCT 81.2 %
o Tg & ford Judh (TaUioR) g3 28 d
TP 31.3.91.31. T MSSAre 0%
femoh: ue SRfY IR & SeT R 3nenid

|yifaa sifae doa=

3[qYq:

WA d:

fayTe Turies: (WA . log Pow: > 4
SIHIe/aTT) fewit:

T 3, C14-26 TGFA-TH AqUT:

fQUTS T[uTiep: (WA . log Pow: > 7
fiacHIa/ar) fewuft: uRee

gt & nifo=fteran
3T IuA el

3= Ufaed guTa
ST JUAH gl

13. fAger Aifgard

fAUeR & 8%
/Y Y 11 7 (garef) . FHQ Bl A H A B |
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

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

2.7 30.09.2023 7213899-00009 Ugall IR SRT & & dRIE: 30.10.2020
R faf ol o=y has |
afa afdh . Gl fEssl B 3 Bl TSd B arall B! B SagdiT ar
T & forld & S|
3R 3=YT fafAfEy 78T fava Tam: SroRjed Saie & U §
e B3
14. URag=T Ga=T
sieeigia fafraw
UNRTDG
[ARATS IRl & = U § fafafia T8t
31T T & T-31 ot 3R
GRS It & =0 § fafafeg 78)
318 TH Sl sfi-@ls
WARATH IRl & =0 H fafafig 7t
IMO SUSHVN & IR AP H ufkag— &<
3MYff fop T Msae 3 forg omy et
SyURTRdt & fore fagiy g
g et
15. faf~ramme Ja=n

verd ar firgor & g R, Wy, 8k wafavur & fafafaes

39 3T ¥ 3auq fAmfrfRd srae N A gfua §:

DSL - fyffa =gt
AICS : fuifed 8t
IECSC . FRyifa T8t
16. 39 AT
RRINEEHNRIR) I 30.09.2023
Sffafad SH&RY
el Xe & Johad & o . &= HId SDSs, OECD eChem ¥ 3fidR® d&Id! gel, Sel
TANT fod O gt IEa Wiet aRome aut RIg IR Toid,

http://echa.europa.eu/
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

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

30.09.2023 7213899-00009 Ugall IR SRT & & dRIE: 30.10.2020
foTie UReT . fe ey
3= SR & quf arey
ACGIH . YUl ACGIH AR 7 (TLV)
IN OEL ; W|mw@wﬁwwﬁ$wzﬁaﬂ&a¢rﬁ$w
ACGIH / TWA © 8-Ue, YHT- 9o i gd
IN OEL / TWA g A d
IN OEL / STEL L 3T SR AT

AIIC - STENfe Al ST SiRSforrs all; ANTT - Sfore &t 91 Y[H uRagd Toidl; ASTM -
et Tl udteror TE; bw - STS! &1 9H; CMR - BRI, Heolf-d a1 Yo faSeT; DIN -
SHA AMSIHR0 GRIF & o AF; DSL - aiqwﬁﬁzﬁ(m) ECx - x% Ufdfshar ¥ Fa1
Tdhe; ELx - x% Uffehar ¥ et AlfeT &3; EmS - TUadla edd; ENCS - uﬁqmaﬁ?w
RS Uerd (STAF); ErCx - x% s &) ufafhar § &1 dhe; ERG - SfurddblaE ufafshar
TMES; GHS - e TR W W RIEeH; GLP - 3l TRMTRITal T, IARC - H¥R TR 3igder & fo
Tol; IATA - arg,trha%qwﬁmﬂ;mc-mﬁwﬁwwmﬁaﬁ
%ﬁﬁmﬁw%iﬁz Tfgar; 1C50 - 3 Sifiman fARIUTAS Ydhg; ICAO -
SMRIT AR fIAMA W67; IECSC - IH H Hival I9rf® Uardf T $9es); IMDG - SRS
WWW IMO RIS T TTe; ISHL - Sfieifiies JRaT SR WA ST (STAH);
ISO - HASHIHRY & T SIRITTA WS, KECI - HINAT HIS[GT I 34¢; LC50 - TIE0T Sf1aTet
BT 50% BT Gl Tbgd; LD50 - URI&UN SEIEl BT 50% DI gidd GRID (A1 °Idd QRD);
MARPOL - STgTSl ¥ UGNUI &1 AU & o SfeRigha 9a; n.o.s. - 30T Y 78T; Neh - feredl
f8; NO(A)EC - s@dib = fdar a1 (wfddd) WHE ddha; NO(A)EL - 3faaid- 9 faedm T
@fdHe) THTE TR; NOELR - TR-3{TaIH-07 THTd daM &X; NOM - SMGIRe Afdyes fad;
NTP - T8 RAY-RTM SRIHH; NZIoC - THRFT 3 it 3 39¢%); OECD - 3 TEanT 3R
fa™ e, OPPTS - IS JRET 3R UGHUT AHUW HRATAT; PBT - RITH, J9-THATHN 3R
fawrad uere; PIcCS - @A SR I terdf ot fheidia gded); (Q)SAR - (HETEE) T
Tfafafer Faie; REACH - GRIUR T9g 3R TR USiidhRul, i, WSR3k ufdsy uRug &1
fafam= (EC) . 1907/2006; SADT - W-digdl 3fqge argHdM; SDS - YR&T sl 2ie; TCSI - dgaH
TfAE yerd §dest; TDG - WARATS WA &1 URde; TECI - YIS AT §dexl; TSCA -
fauTet gerd = siifaw (Hged sy 3MReT); UN - §ga 1F; UNRTDG - BIM®RS MM &
URas W UG Y BT RIBIND; vPvB - §gd RITT 3R Jgd Sla-THASU A7G; WHMIS - HT-
Y WARAID JrUt =1 Jorelt

T &M ST e & 5P THIRH &1 dRRG B &} T THSRY §AR I, THSHRT SR 3y &
IUR T8 § | TSR Bl TRI&T ST Y JUTEH, TN I3, Uihal ), T &, IRaeg &,
ﬁmmmﬁamaﬁsﬁ%%@mauﬁmﬁ%wﬁ%mm%mw%am%waﬁaﬁm
e &1 fAfERT 18T AT e | ey Bt Tl H&RT 39 SDS & Y W ugar Tt Fad
faRry arnh § Tefid § 9t SDS wnlt &1 farsht or It & Taem § a1 fansht o ufshan &, 5|
T UTad H 1 ST T Y, TRINT o’ IR 9 Tg] 81 Wbl ¢ | ARht yaiarsil &) an 819 W, yaied
& 3ifam IdTE & SDS-ATHHT &t JUGHAT HT BT B Aed 88d B, TN A, UichaT dx
TUT TG TR P 3 3iE 1 & ARy e & SHHRY SR Ry ot wften s a1ty |

IN/HI
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