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Formulation
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DD (TS TSl TRl
SrdepIiere (STuT) STelty TavT

SI1.U9. T, d9d dd
SlCEEIREENES]

BEGEIEA
BT Tre=lt sareH

gfaard/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 3 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 STefeR Siig TR o QIR gTRB RS UHTd R Jhdl g

: APYTH:

P233 f&s8 & HY TR §¢ HXP 3G |
P260 I8 IT HTY &I I H T T
P271 $9d §TeR T YU dfedw™ & 1 IUTNT HI |
P272 fagfid HUS! & HRIVIT ¥ T16R o Bt AT 7
P273 TIATERU H BT ¥ TRER B |
P280 I&THS GXH/ I U |
P284 HTI-UHT &1 Ug+
3TN
P301 + P342 + P316 Tfe fret foram g a1 45 Teieft defon &7
3{IYd I X1 BI: AahId SIS b TgTdl UTed By |
P302 + P352 3R @d R & dl qd IR 91 ¥ o STef
P304 + P340 Tfc | GRT T8N R o: Sfed I el gl H of
T 3R 919 o & fow e 3 forerd|
gmmmmwmﬁ%,a‘rﬁmmm
|
P331 Jec! Bl (3549) AT Ham|
;33 + P317 3R 91 WR S a1 39 g1 Fafercan ggraar
y|
5%62 + P364 Td HUS! B qid IdR ¢ 3R G: T & Ugat
|
HSRT:
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Benzylpenicillin / Dihydrostreptomycin

Sulphate / Nafcillin Formulation

TEHRT Teney= &1 fafd:

3.0

28.09.2024

TY.31.49. FaR; i IR SIRY = &I aRIG: 30.09.2023
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P403 3 Tara- daTelt oivTg | Tfrd &1 |
P405 HSR ard H|
IGCIELI

Pso S S T S e S e e
|

3= It foresT U ey aeffewor 18} giani

S{RiTd

3. 3[AYdl BT AYCA/SITTPRI

e/ fersyor ;o

3qaq

GICIEEAE It W T (F9) - TR | TS (HFIAH) (%
w/w)

WRIfh ad 8012-95-1 >=70-<90

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

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

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

1T 3, C14-26 TeGfAH a0 97404-28-9 >=1-<5

4. yyfie Rifesr & surg

HTHY Hdle

3R 1Y gRT U g1 ST

3R a1 ¥ YU g ST

3R 3@ Y YU g SI1T

3R e foram Se

T8 Hg@yuf d&ur 3R
UG, 1 ot 3R 3

© 3R <Hed 81 1 deid 3l 9 & df Afshd Wb § Idg B
SIS &1 TG T8 1 Xieb! b1 g T H fafebedity wemrg oI
. O T gR1 Ie R o o, o el el gar & & S|
gfe | & 81 o, HiHw Ir9-Afy 3 e 3
Tfe TG o1 B 81 9, i ¢ |
ffrei ggan o
L WE g WR, XA @9 Bl TG 3R g U I I B |
T avd Td Sd IAR S
fafeag ggar o
YA ¥ Ul o Uil
QIYIRT & g I S P 3D aR8 US|
: yaturg (T & forg sifet &t urt @ ey
e S I 8 3R SRY IR, af Fafecdia weam |
: gfe fAeren S, 994 ORd A SR
i I gl § ot e bl S FhA.
I SR T TS BRI AR Bl Bl B (YA1Y)
eI fHT &Y He & SR §H Bl $3 A S|
: e R ud argant gaw e WR U1 8l 9T |
T TS el Ufafshar Sdd B Tl g |
i GRT T B TR TSI A7 YTY-IT I 0T I 491 H
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Sulphate / Nafcillin Formulation
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TY.31.49. FaR; i IR SIRY = &I aRIG: 30.09.2023
7213899-00010 Ugdl! §R ORI 3 B dRIG: 30.10.2020

iR fRIfdhedT o TR&m

ffoerca® o ford @

HIETS IUT B ThaT g

FRTE TR e a1 GRTaRT 3R & WY Sl (MR Y
IHH Ugal Yl g |

IIYH TRIUISR Ued § HiNlg SRUAT 3R 3 47 faHhR
(S ATt SipTafed, Rufded TaRay fewhawm Righ) &

EEEERIE

L Ui Fafdh e R aTall Bl ST YR&M UR &1 ¢1 A1,

STREH Bt TG B TR FATT TN TGS YRETETD IUHRT
P IUUNT HAT AT (WS 8 W )|

. e 3R I ¥ IURR B

5. 3R U™
Jugerd SR Hifgar

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

GARATH a8 TGl

(31TT) 9 & ARy i

L SA

Tdpela-Ufarid FmT

BT SBADIAZS
[ R I

RIS

;T8 3G DT U WY P oY Ueh WeRT 81 Teball 3

. PRET MNFRSY

oot saurEey

© g RS I3 TaT o3 off R uRfRUfT SR Sm-ury

JIATERUT & 3HIHd Bl |

T [Ssdll D1 381 HRA & oL FTA-BER &1 YA 1|

3R U1 BT GRS Bl 3T & & I eifagle e fHeprd of|
S8 I Wil HRam |

M gIH & U faRIv T M A OF W, Wd-AfAd 419 3o ugH |
JYDHR STt Y&TETP JUHUT TRANT D |

6. 3T Rele U
Jufdas AEYT, REMAS ¢ Aol eq1eTH ISR YA HY |

JUHIT TUT SATYTABTE

TR raer=ar

IRfera Bsfer el (@s 7 3 ) 3R safamTd TRem s ot
& gTal (TS 8 ¢ ) BT JfUTer B |

L IR § SIS 9§ uRER B

T AT QRA3r, 3R 3 g a1 seehrd &1 A |
A T d | had I AP (ISTER0T: gz a1 dat Aferep)
g U T g Dl @1 Td HepTaT |
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3.0 28.09.2024 7213899-00010 Ugall IR ORI A Bt dRIG: 30.10.2020

e He@yul SAHId U AT 81 Gdb, dl RIHTG U1l H!

gd B |

TS HA IR BT AP 3R v v § I |

F yerdf td i S hard & forg SEHT a1 39 Iuged AU UgH B dlide
g 3R T 92| Ife STsh Bt 115 Yardf &1 Uy fbar &1 Fabdi g
dl 3 IUYdd dheR ST PR TR P

IUgad TeURSC & A1y Hard &1 A9 TERgd & a1 |
R 7 91 fafaw 39 vard & foRfa $ik Fued &4 &
fore AL 81 Faval §, W1 g 39 ASRITey 3R 3geHy W off ot
s;rtlazfaﬁ Fefior Y TTpTS & STANT B AR S 21 3T B

mm%ﬁaﬂqﬁﬁ:ﬁmmaﬁ%
U THSITH & SIHTT 13 3R 15 $© RIFT 1P Reprgr
F IR T THHRI T IR § |
7. TATA 3R YSRUT

At U ;AU (URIORR) ¥ 99 & Aa=07/oh §91d S[HT & d8d
SN SUT < |

R / $d dfedzE ;. Rrth Iugad ardraq # TR #

GRI& gTyer o g DG A US R AR G

qrauT=ar DA AT UG S AN H A
BUEEG]
3l & WY g O URER B

e & d1G ol Bl 3BT aRg U
3Bt M Tl TR GREM TUTST & SR T, S
HTIRIT THRIUGR 3MTHaT TR YR B
o B 9 IR I¢ TR 9|
Ugd &) Had) sufkdl &, 3R SryHT, Tetelf, idepiieres o et
oG I P Ufd Fae-=iie afdaal & 49 Iaoieh! a1 Jagdh! &
1Y HTH P & Jay A A Rfpms I Wt w3 =@nfgu
Y IATG ! YA HRd JEI W1, UHT T YHUH T D1 |
w@aﬁaﬁ@ﬁﬁ@ﬁﬁww@,eﬁvmﬁmﬁ
@H |

Wi veru o uRkfRufaar : 313t e O e fat gT fesst # 71|
YR dra H|
Y PR GG DD 39 |
o=y ISt faf ol & SR YR &1

39 Uerdf ¥ 9 . fFufafad TR & tigee & 91y 9 39
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TRl T o fafd:
3.0 28.09.2024

3ifH IR ORY 31 Bt dRIG: 30.09.2023
Ugd! gR SR} A &I dRIG: 30.10.2020

T30y, deR:
7213899-00010

8. Siifay forimror / it gRem

FrARE AU & AP S T1Y 3aad
3faTd WU wE () | 79 UR =TT Ureret / YR
- TR (SREJUT BT PRERICL]
TPhR) SIS
I ad 8012-95-1 TWA (@WR) | 5 mg/m3 IN OEL
STEL (Q¥R) | 10 mg/m3 IN OEL
TWA @ 5 mg/m3 ACGIH
SERIREER))
Benzylpenicillin 61-33-6 TWA 600 pug/m3 (OEB | 3{idRe
2)
e STHRT: RSEN, DSEN
Ui &1 g1 | 100 ug/i100 cm2 | 3fiaRe
Nafcillin 985-16-0 TWA 0.7 mg/m3 (OEB | 3ffaRa®
2)
Dihydrostreptomycin 5490-27-7 TWA 0.4 mg/m3 (OEB
2)
e TSR OTO
Ui+ &! T4 | Not required
T 3, C14-26 TYFH | 97404-28-9 [ TWA (31g | 1 mg/m3 ACGIH
SEL 3 (3rergfam)

goifeafar s . gTg-aTe) Wisdl (o, feu-fed @ftd waeem) afid s &
T?«Iﬁgaﬁasvﬂﬁtrﬁﬂ' g iR fafamtor Menfiiet &1 swaa
|
T+t SfrafaT Pzl &) oRER feue gR1 Sriffad 8
T 3R IdTa!, BT, 3R TATaRu B &1 & ol GMP &
Rygidl & SR aferd foar s @nfgul
TORTITE Hare! & forg Iy fAd=ur &) oRexd el g
foeit a9 &t I
o1 el a9 L TR T R M dfedw  Iuds 78 @ a1 TRiaeR
3T SRR faen-FAdn & arex vagueR Uefid #rdr g,
Al T YRET BT SUANT DR |
fheer TR . Ygad U 3R HEHE ar UHR
RUIRERIEEIR]
garf A T
i) Tt sema L s =TS a1 TR o AT GR&T IRAT UgH |

3R HTH & HIETa a1 iafafy & oot ot fRufeat, o a1 wRie
M &, ol Iferd M7ed ugH|
IR Yd, ¢, T TR & AT e Fudh &1 GHIET 81, ol
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Benzylpenicillin / Dihydrostreptomycin

Sulphate / Nafcillin Formulation

TEHRT Teney= &1 fafd:

e ci Rens B IO R 3ifdH TR SR B3 BT aRRG: 30.09.2023

3.0 28.09.2024 7213899-00010 Ugall IR SRT A & dRIRE: 30.10.2020
ToRiies 1 IR dX BT 3= TR U |
@1 U4 TIRR Gadt g7 : gl g1 YANTRIC Ppic | HIH He |
sl gadt U™ L 3R Y IYTNT & SR I & Judh § 3 ] THITT |,

@ B A & R & B 3G O ST gonferdr iR e
QMR YGH B |

TONT & SR, ST, U1 a1 (5 7d HY |

fagd S B! HRERIA T T1ER o oIH $I AT T <
TgNd HUS! B GH F T1E 81 R I SXAHT B

i & gyTdl e § Seiifaie fAasor ot aefien, Ifa
T GRET JUHRUT, I ST 3R aleied ufesarat,
N Tzl AR, fafde FTRET ok arime

BN EIRSEINRUIEN KRR

9. Hifae ud varafA® Tur

fearae . fddea

1 . gha Y gl b

Ty : SeT Uy gl

e Bt gt : 3T U el

iRec) © SeT Iudsy gl

EESEICEEARINEIE D STl ISy gl

URY® Iaa- B fdg/IqeH ST IUA gl

CaksiteIl

Y fag D 3T U e

R F R S IRREE I

Ao (319, 19 ) R vbs| o K

SqeRiTET (@R uerd) D 3l IUAsY g

3= fawpie T/ IR . SC1 3UAsY gl

SR THT (30

Tarfafere ferdie)

FH fawpic T/ el D ST ISy gl

Saa-RiTedr ST (@8R

paafaferd forfie)
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

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

3.0 28.09.2024 7213899-00010 Ugall IR SRT A & dRIRE: 30.10.2020
9% g91d D Sel Uy ol
o0&l 9T Ted : a1 ISy g
e g ;a1 ISy e
g9 STl Iudsy T8l
By SE—.
e B faaadn 3T U gl
fayTS T[uTien: (WA YA el
SfaeHId/ar)
3MeSReE &1 aruHH L g IuAsy g
3Ty P dgHH= 3l Judas gl
BIESIREEEAIRE)
[ELIELICERIGRIN] © 300 - 16,000 mPa.s
oIyt Brsafes © 31 U gl
fqeplies TuRayTd . fowwles T8t
SHTRABRU % ORIHTT : g uerd a1 iyl &t sfafieR Fiifed gt fvan T 5|
3MUIfIH HR © 82T U el
o R
HU BT HY b o e i
10. fRRar Tyt ufafeaar
iR . Siffspariidar & @R & ¥ § Fifepd 8l
T fRRAT D g R A RR B
UREpeHy Ufafharsit OOl HTRIPRS Toict & 1Y Ufafehdr & I g |
29 uRfRufoal @ o . 3
ST AT o SiRfieria Teley
3qee uerdf ¥ shfey . PHIg W dId (FoRSd) Sqge ety Jd et
11. fawrdsfera g

T SR (THUISR) S IR J1Y §RT I HAT
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

Benzylpenicillin:

BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 30.09.2023
28.09.2024 7213899-00010 Ugall IR SRT A & dRIRE: 30.10.2020
A SHBRT CEIREED
foTer
3@ § Iudh
GIEAGLIESGI
JUAS SR TR aFfiepd al|
3ddd:
Waﬁ
g A fawradar LD50 (IgT (X€)): > 5,000 mg/kg
SIEASEIRACLIESGI LD50 (BRIR): > 2,000 mg/kg

Sfierar: Terd a1 Ao ot IS @ e faureadr T8t §

SIER:IRCEACRIESEI] LD50 (I[ET (R)): 8,000 mg/kg
LD50 ({¥h (HI3H)): > 5,000 mg/kg

cita fasTedan (R 9H & 3/ LD50 (AN (H134)): 3,500 mg/kg

A) & I SeORead
LD50 (S (HI39)): 329 mglkg
TP & I 3Hd:RRT

Nafcillin:

g A fawradar LDLo (IgT (¥€)): > 5,000 mg/kg

i faumeda ((RUS & 39 @ LD50 (@l): 633 mglkg

) TEIHTH & I 3Hd:RRT

Dihydrostreptomycin:

LD50 (¥ (HI3H)): 1,000 mg/kg

THBRMA & I: 3fd:RRT

LD50 (IgT (X€)): 1,100 mg/kg

TEHHRE & I 3Ha:RRT

LD50 (JgT (3? )): 2,800 mg/kg

TR 3 TR FrRR A

LD50 (IIET (X)): 1,200 mg/kg

TwiTehRI o IR
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7213899-00010 Ugall IR ORI A Bt dRIG: 30.10.2020

SIERIRCEACRIESEI] © LD50 (IET (R2)): 9,000 - 25,000 mg/kg
Td.S1.4o 3R (¥ (HI3)): 30,000 mg/kg

T 377, c14261z?g&|=maaw

g M fasTadar : LD50 (JgT (X©), Aral (fBad)): > 2,000 mg/kg
TRIBT: OECD T/ R 423
fewuft: ue Sl amfiat & et wR snerfka

SIEERBACLIESE © LCS0 (8T (RT)): > 5.15 mgll
?ﬁw%%ﬁw (THIUTSR) §3MT: 4 h
&UT ATATARUT: Yl/Ha
BT OECD Utequr femnfader 403
fewguft: uer S IR & a1 W smuid

1 & fore ergeSTaT

JUAS SHHRI R aFiiepd el

3d4d:

Waﬁ

PG G RRI )|

gRomy : 9T H o ot

T 3, c1426m&|=maaw

RISl L AT Id STeTadT (3IRTE-E)
GREA :  OECD UStefur fe=mfdr 431
feuof) L U S grEfEl & el W uRa
PEIIG] L QAT AT STRIEdT (3RUE-S)
GRICA :  OECD udierur femnfad=r 439
femof) L U S grEfEl & el W uRa
| fafkom L B o T
iR A7 gfaksds=

JUAS TSR TR aFfiepd gl

3dYd:

Waﬁ:

SIS G RO ]

SR : 3Gl H S Tt
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7213899-00010 Ugall IR ORI A Bt dRIG: 30.10.2020

T 3, C14-26 TegfH-TH TqUT:

I G RRI )|

Bl :  OECD Gdigfur fa=md=r 405
qRomH ;3@ A Sa T8t

femof) © TH oY ARl & ST WR uid
oI a1 UG GATG DRI

AT D gITR AT

T Taol Al Ufafohar Iad R Thdl g

YTI-UYTT BT GITRHaT

Y gRT T B TR TASiT AT YTY-INT & A&7 AT 4T H H3Ts I B Tobal g
3dd:

Benzylpenicillin:

URI&(01 1 fobey ;MY fMp 1S IR (LLNA)
Ud (TEFIUIER) & I i

I . YD (HI3Y)

BlRILS . HHAR A

e 1 e L HoiHReRE ¢

U (TRIOR) & e G o}

EEIIG ;R o

SIRUIL] . grdfde

feaoht L U S gl & el wR suiRa
gfome D Ieed ARegeR

fewont . G M & YR R
T 31T, C14-26 Tegferd Tqur.

UR1&(01 Y fohe . WM foWp 1S IR (LLNA)
U (TRTAER) & IR A Y dUb

EEIIG - o (H139)

oRiEZ :  OECD Tdigur fg=mfgar 429
BIRIE D BUTHS

fewoft U oI gl & e wR sutRa
SHaTY] I WeTeHiid

JUAS STHHR R Figpd Tal|

3dyd:

Benzylpenicillin:
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

BT e & fafy: TY.31.09. AR i IR SIRY = &I aRIG: 30.09.2023
3.0 28.09.2024 7213899-00010 Ugal IR SR R &1 dRIG: 30.10.2020
SitaTo] e TeTeaRict - L 1T BT g INTTY] HIRIHT IARadT & =0 H GHifesRur &1
3fimer T e FRar 81
Nafcillin:
STaTo] e TeToHRc! - L 1T BT g INTTY] HIRIBT IARAdT & =4 H GHiiehpR0l &l
3fimer T e FRar 81
Dihydrostreptomycin:
fSHICIhaRIC! 3 faet L TRIET Y fohe: ShIHIeNY UaRRM <Xe 3 fagl
TRI&(UT YUTTeT: HId ferp g ey
URUMe: BUTHS

T 3, C14-26 TEGFA-TH AU

[ERIEERIEEESIEM] © Tter B fe: Sediiar Jaeh faudia uRkad &t Sirg (AMES)
TBT: OECD Utequr femnfder 471
RIS KD
fewoh: ver SRf IR & Ser iR anenfd
Tef01 B fhe: IRR & F18R WURAT BT HIRB13MT &7 S
IaRad= udtemr
TBT: OECD Utequr femnfader 476
RIS KD
fewoh: ver SRf IRl & Ser R anenfd
3
AR BRI TR Fifpd Ta]]
3{dUdq:
Nafcillin:
RSl - e L o BT Agd Yo fauTadl & fore qeffe=or &1 aaeds T8

Dihydrostreptomycin:

Pl

BSIR] : )

UAIB R b I : %
EREREREANCECY L 29

(TRTUISR) g3l

NOAEL : 5 T/ IRIRN® HR
oy BUTHD
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

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

3.0 28.09.2024 7213899-00010 Ugall IR SRT A & dRIRE: 30.10.2020
3 fourar
JUAS TSR R a¥iiepd el
3dYd:
Benzylpenicillin:
3Rl & UHTT . OYerur ot fob: IR
TS Jud (H139)
- IS &HdT R UHTT gt
Wi & b Jadm
gorfa: g7 (X©)
- IS &HdT IR UHTE ot
R0 BT fha: Jadm
Tl W

UIRUMH: Yo &9dT TR UG el

MR R & e RuyEl @ oHeo o1 fow: e
TSITfd: JuD (A1)
gfome: ﬂﬁ@ﬁ]ﬂ%ﬁmwumﬂﬁ

TRi&r &1 fbe: fasmrg
ol 8T (RT)
gfomd: TR RIY] & faswr R gumE T8

WRI&U Dt fve: fabra
PEIGERCRIIN
gfomd: THRf RIY] & faswr R gumE T8

Nafcillin:

MR RY & e R uuEl : aleor ot fow: yormiw Rig faem |
gTIfar: T (X©)
THIH R & I TRAH
HIYROT fauTeRTdT HIgh: NOAEL: 4,000 faTI/fdT IR HR
fdpTaTES fauTeRTdr: NOAEL: 4,000 fRTI/foTT RIS HIR
SR TR R SRMERIAN g1, ATg 41T -5t |

Dihydrostreptomycin:

MR RY & e R uuEl : oleur o food: yormiw Rig faem |
TSTf: TR
TEHH YA & I Hifkdd
o THS fauTadar: NOAEL: 5 T/ IRING HIR
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7213899-00010 Ugall IR ORI A Bt dRIG: 30.10.2020

Tieqor o1 fr: Yoy Ry faw |

PEIGATCINED

THb R & IR UMl

HIYROT faNTeRTdT |Ieh: LOAEL: 100 - 200 fo/fam ki

UR

AT faurddar: NOAEL: 10 frm/fd IR 4R
GIRUTH: HTq qTeRTa o1 Sraetiep= fabar 771, HaH WR
YurfasTaRta gTa 3R arforuTd 9T |

T 377, c1426Qth=maaW

S{ARAT & THIG UR1&r0T o1 fore: fauTadl YA die-/f[AbTe BhiH Ula & ary
ST I arelt M W1 BT fAwTaddr &1 st
UoiTar: <81 ()
TRIThRM & IR: 7 o
TIBT: OECD TRIET feRmAGRT 422
Ruma: BUMED
fewuft: ue SiRft It & e wR sneia

MR R & e R uWE @ G0 $f 6w T/ s auTaad Shi o1&

goTIfar: T (X©)
TEAIBTE & I: AT o1
TPBT: OECD Utefur femmewr 414
TR HUTES
fewguft: uer S IRt & a1 W snuTiRd
STOT - Ushd Sifaw
JUAS SR TR G fiepd al|
STOT - SIg3[T SifaH

T A IR e 1ol a1 TRIgd URIUIoR (6, e, Hiasl &) 3i &1 o UgdT 9bdl g |
3dyd:

Dihydrostreptomycin:

"W : ﬁgmqgr@amwaﬁwsaﬂmmmw
Ugardi |

U G fauTaar

3dd:

ﬂwﬁb——raa:

" ;981 (), Aral (i)

LOAEL . 161 mg/kg
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

BT e & fafy: TY.31.09. AR i IR SIRY = &I aRIG: 30.09.2023
28.09.2024 7213899-00010 Ugal IR SR R &1 dRIG: 30.10.2020
I4SNIERE LS| S SO RG]
fhaa THg & ford Tudh : 90 Days
(TUISR) g3l
Dihydrostreptomycin:
PEIIG] R CiRivp|
LOAEL : 40 mg/kg
I4SNIERE LS| ;
fpa THg & ford Tudh : 90d
(TUISR) g3l
c&d 3agd O
3R SR
PEIIG] : fowtt
LOAEL ;100 mg/kg
TR & e ;
o g & ford Tuds : 60d
(TRTUISR) g3l
& 3{dad M
SR L TSR, ST, ARG o HH ganl
PEIIG] : fowt
LOAEL ;300 mg/kg
INIERRE RS ;
- THg & ford Tueh : 21d
(TUISR) g3l
cT&d 3agd - cH
SR D STHSIRT, SR, ARING aoid &Y gafl

T 3%, C14-26 TRIHT AQUT:

BRI 61 (X2)
: >=1000 mg/kg
TR & I e
o 97u & forid dudh : 42 Days
(TRTTISR) g ,
rooft L TP oi EREl & ST W Snuia
AT Rl

T R vd argu Has dRA IR UTde gl ehdl |
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7213899-00010 Ugall IR ORI A Bt dRIG: 30.10.2020

Sdyd:
WRIftp A

"Qﬂﬁﬂﬁ%%wwﬁmﬁrwéwﬁwﬁ%m%&mm%ﬁﬁ%mﬁmmw%%
I8 AFG H THURR faTeddr &1 8vs gl gl

U9 | & Q1Y gHT
3HdUdq:
Benzylpenicillin:
1 GRT T80T H=Al ; ﬂ:mm,wﬁaﬁaﬁaﬁﬁw—ﬂwmm
Nafcillin:
CEIEELED L &Y 3faya; Il
INR: TERNY (SXHCTE(CH)
&g 3dYd: YNI-UYN
SR FUTRIAT (HUCTSIRM)
e o L A&d 3agd: IRGISC KIS HulTel!
SNR: ¢d
&I 3{qUT: YI-UYN 77
R digwfear
eI 3Tgq: TGl
SNR: Afthfed
&g 3fayd: foTR
TR; &ifer
Dihydrostreptomycin:
T SHBRY L IMR: 3R, SR, Aach, T (X3, I, RReS, 3ieu
GRICH
12. wifRAfaaa a1
grivfRufa® faumamear
3dUdq:
Waﬁ
EENICARERIESGS - LL50 (Scophthalmus maximus (EET?:’)): > 100 mg/l
o g & ford Tudh (TaRTUioR) g3 96 h
oXc forar oI a1 gerd: Sia araiford iR
fewoh: ue SRfY IR & SeT iR 3nenid
ST Td 3 Je-3fed . EL50 (Acartia tonsa (FAMILS HIUUIS)): > 100 mg/l
ERERELICSKI P gma & ford Tudh (TaRTAIoR) g3 48 h
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7213899-00010 Ugall IR ORI A Bt dRIG: 30.10.2020

e a1 M a1 erd: ST gHIg s
fewguft: uer S IERET & ST W smuTid

RIaTel/STel1g Uiel} o) fawTeddr EL50(SkeIetonema costatum (ﬁ'c’) > 100 mg/l
o g & o Hudhs (TaRdioR) g3 72 h
X a1 oM a1 gerd: Sid qHmEitod SR
fewoh: ve SRfY I & Ser R snenfd

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

oXc forar oI a1l gerd: Sia o iRt

fewoh: ue SRfY IR & SeT iR 3nenid

Benzylpenicillin:

EENIEARELIESEI : LC50 (Oncorhynchus mykiss (X8I €13¢)): > 100 mg/l
o g & ford Tudh (TaRUioR) g3 96 hrs
TIHT: OECD URTEfUT fG=md=r 203

ST Td 3 de-3fed . EC50 (Daphnia magna (e Ti)): 3.6 mg/l
ERERELICSEI o g & o Huds (TaRdioR) g3 48 hrs
T 3t 3.3 8. e fAdwr 202

RIaTel/STelg Uielf &) fawaddl @ EC50 ( Raphidocelis subcapitata (34e5 STd 891 2dTd)): > 100
mg/l

ﬁmﬁw%%ﬁw (TRIUISR) §3T: 72 hrs
Tt ot 3 &Y. %Eﬁ%irzm

NOEC ( Raphidocelis subcapitata (¥d=d oI¢] BRI "-‘37:!1?1')): 50
mg/l

ﬁmﬁw%%ﬁw (TRIUISR) §3T: 72 hrs
Tt ot 3 3 &Y. %Eﬁ%irzm

EC50 ( Fteit-8< Ra1e): 0.74 mgl/
o g & o Hudhs (TaRUioR) §e: 72 hrs
T 3t g . 2w = 201

NOEC ( itefl-g3t Rara): 0.14 mg/l
o g & ford Hudh (TaRdioR) g3 72 hrs
Ther: 3t g . ¢ = 201

TH-haexy (Afqureht olaar. & 1

IEEIESGIN

EICINEIRAELICSEI] : EC50: > 500 mg/l
o Tg & ford Tudh (TaUIoR) g3 3 h
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IS ERAMSWS YRIeH & STAR e MSD A

Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7213899-00010 Ugall IR ORI A Bt dRIG: 30.10.2020

TRI&0T Dt fohed: YTH-URa § T hlde
T o 3 3 S e AW 209

NOEC: 5 mg/l

o Tg & ford Hudh (TaUioR) g3 3 h
TRI&0T Dt fohed: YT-URa § T plde
T o 3 3 S e AW 209

RTRAE 3R FHHfORIET
3dYdq:

Benzylpenicillin:
G SrasHHUIAT BT & L ORUTY: YA & 1Y UTdhide dile ¥ SfashHubR]
(@%ﬂ%&ﬁ)@ﬁw
Si[ddh HIBHUIA: 70.10 %
o T & ford Hudh (TaUioR) geim: 28 d
TP 3.3 4.3, X IS 3088

T 377, C14-26 TRFHAH AQUT:

G SraeHHUIAT BT & © URUTY: YIHAT & 1Y Udhide diid ¥ SahauaR]
@Emafeusiad) e are
Sifae SaHHUET: 81.2 %
o g & o Hudh (TaUioR) geim: 28 d
T 371313 T M ST 309
feuoft: v St it & e W anutia

Tyifad Sfae J=aaa

3{dUdq:

WRIfP aa:

CHISEH T[UTich: (T : log Pow: >4
Mg e/ fewgoft: aRea
T 3, C14-26 TegfHA-TH U
ELISERINIECE] . log Pow: > 7
I/ fewoft: aRerem
fordt ¥ wifer=fteran

3T IUas Tt
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IS ERAMSWS YRIeH & STAR e MSD A

Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

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

3.0 28.09.2024 7213899-00010 Ugall IR SRT A & dRIRE: 30.10.2020
3= yfdpa yuHTa
321 Iuasy gl
13. fAge= Aifgard
fAye™ & TP
/Y I 51 9 (e . e I A A A b |
R fafadf e g B |
ALGRIERI ;T Sl ) 3% Dl gSd B Tl Bt ? JgrgdHaT ar
T & ol & S|
3R =3t fafAfy =1 foran mam: srrged Sare & T A
fAgem &3
14. af¥asg g
ierTsta fafraw
UNRTDG
GRS I & w0 § fafafg 98
3ms T & T-dY ot 3R
JARAT® Il & =9 H fafafig gl
TS T St ol-Bis
TR It & =0 H fafafid 7gf
IMO JUHRUN & AR 4P A ufiagd o
MR fpu U tiede & R ang
IyURTRdl & fore faRiy grawnfaai
g T8l
15. faframme gaan

gerd ar fargor & g e, @Ry, iR qatarur & faframfaus
39 IdTeH & 3aud fAfiaf@d sHae v A gRa §:

DSL . Fyifa T8t

AICS - fifed 8t

IECSC . fryffva =gt
16. 39 AT

19/21



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

Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

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

3.0 28.09.2024 7213899-00010 Ugall IR SRT A & dRIRE: 30.10.2020
TRmed @t fafdy : 28.09.2024
Sifafad S&RY
el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ 3{idNa& dd-Id! ST, Sel
TIRT b3 T G OIEe EIST IO quT JRITA e Toie,

http://echa.europa.eu/

g@%ﬁﬁmﬁwmw%ﬁmﬁaé?g@mﬁa@@weﬁmw
TR

farie urey . fea Ay

3= e & qut ar

ACGIH . gUHY| ACGIH HIHRE HH (TLV)

IN OEL : W|mmﬁwwmﬁaﬁwﬁa%&r§mﬁ$w
ACGIH / TWA : 8-Ue, Ug- gui i d

IN OEL / TWA L gHg dId 3id

IN OEL / STEL D 3[BT 3REUT AT

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

AR IrEh udernr TRTEE:; bw - STet BT a9H; CMR - SR, Jeoi-d a1 U favar; DIN -
THT AFPIHR T & faw 9Fe; DSL - aiqwﬁq?ﬁ(aﬂm) ECx - x% Wfdfshar ¥ gaT

HHG; ELx - x% UfAiehdT I ot ST &X; EmS - TUTdebTei [edd; ENCS - Iﬁqasﬁ?mz
RS Ueld (STAF); ErCx - x% s &) Ufdfhdr § &1 dbad; ERG - SfUadbIc widfhar
TMES; GHS - 4 TR &R AT Rieer; GLP - 3redl GHTRITE H2/T; IARC - H¥R R S & forg

TR, IATA - SRS arg ufae TaiResH; |Bc-uﬁwﬁmwm=ﬁa|ﬁ

%ﬁﬁmﬁvm%ﬁm T 1C50 - 31T 3Afpad fFRIUTHD Tdhg: ICAO -

RIS AR faHA W16, IECSC - I # Hie[al YRS Uerdf & 3dedl; IMDG - &IHT@H
WWW IMO - mﬁnmﬂw ISHL - 3TN JREM 3R WA HT (SITA);
ISO - MBI & T SeRIPRT T3, KECI - HIRAT HISET [T gde; LC50 - URI&UT SHTaral

B 50% P Ulddh Hdbg; LD50 - UI&UT €Al BT 50% Pt Ol GRID (I °lddh WRID);

MARPOL - STgTell ¥ UGNUI &1 AU & foy SfeRigha §8a; n.o.s. - 3=l FAfEy 78T; Neh - Ryt
308, NO(A)EC - 3fadlie- T fdbar TaT (Ufddd) UHE Hdhad; NO(A)EL - 3/adid- 9 fdbar
(W% ) THTE TR; NOELR - TR-3(Ga@I%--a7g YU deM &x; NOM - 3iiwiRe Afdge faw;
NTP - TSt - BRIH; NZIoC - T &t <5t & 9¢8); OECD - 3Mfiids Tt 3R
fa™ TTa; OPPTS - IMMAM® JRET 3R UGHUT AHUH HHATAT; PBT - RIRR, Wg-THAHN 3R
fawmad werd; PicCs - Wsh?wmﬁemaﬁﬁfﬁﬁﬁmm Q)SAR - (HETEE) TRET
Tfafafer dey; REACH-WW@?WW,W,W@W@?WﬂWW
fafa®= (EC) H. 1907/2006; SADT - W-digdl 3fqge digHM; SDS - YR&T sl 2ie; TCSI - dgaH

IS Ul 39et; TDG - RS A b1 URdg: TECI - USdlS T 3-dell: TSCA -

foumad yerd o siffaw (Sgad s smfkeT); UN - ﬂgaavrg UNRTDG - BIH®R® AWM &

RTET IR TG WY BT RABIRY; vPvB - Tgd W IR Sgd SIa-TUHAHRUT IRG; WHMIS - HT-
RY WRATD JrUl =1 oIt
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Benzylpenicillin / Dihydrostreptomycin
Sulphate / Nafcillin Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7213899-00010 Ugall IR ORI A Bt dRIG: 30.10.2020

9 QRe&f ST e & 39 JHRH B dRiE B & Tl TSR §9R IH, STHGRT 3R Ay &
TR TE &1 THBRY B! QA& ¢/ HITR, T B, Uiehdl A, Forg 64, TRas &,

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

¥ oifad Iare B SDS-UHR & IUGHIdT BT SHHe B Tled eod B, TN R, Ulchar HxA
TUT GG XA & 30 3y &1 & fafry T & TR SiR Rywieit ot geten o= 71T |

IN / HI
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