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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TIHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} HRA I IRIG: 12.02.2025
4.0 14.04.2025 10811383-00009 Ugell IR SR} R B dRIG: 08.07.2022

1. IIG T HHH! B Uga=

e A . Benzylpenicillin / Dihydrostreptomycin Sulphate Formulation
fFratansmyfdeat
a,,—j:q:ﬁ . MSD
qdl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
ERIraGH : +1-908-740-4000
IR Salh I TR © +1-908-423-6000
S-0e &1 Udl :  EHSDATASTEWARD@msd.com
7T R Rywrfear sk ufaey
RpaTss T ;g Fafden 3drg
JUNT R gfdsy S T
2. W) B Uga
fmfor, WsrRYr 3R & ST WaRTS I rauTas!, 1989
Fiffevor
SIgA-1 & T | B FufRd TFes ¥ 3UR WaRAS & T § FHifhd T8 §
SiY. U vg-affeeur
YTG-THT DI GUTSIAT o faym g
CEIEGRPIEEGI : faumg
A deg-oi e fawaar  :© fum ¢ @M, Taf, 1iad &)
- GRIeT SRE0T (FfE)

DI (Vad) Tl WeRT - fAUFTR

Si.T9.0Y. d9d dd
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR OIRT #RA &t dRIG: 12.02.2025

4.0 14.04.2025 10811383-00009 Ugell IR SR} R B dRIG: 08.07.2022
Tohd e G SR
B gre=i e © H317 &1 Uctell Seeht ufaferar Sae &R 9abdT g
H334 I gRT U0 B IR TSIl T YTI-IT b A&I0T T 49 |
PSS ST P bl & |

H372 f377e 7 R e el a1 YaRTg TedioR (@, T,
Wi ) 3T 1 T Ug e |
H401 STeR Sita & feorg |

Tgfaar/gdiau™ §a N

P233 f&s8 &l HY IR T P 3G |

P260 PIET T HIY &Y Jrg § 7 |

P264 TaTeH UHTd YUl &0 4 814 &1 |

P270 39 ITG DI TART Hxd FHI T, GHT AT YHaH Td B |

P271 Had STeR T T afeawq & Iy SUINT HR |

P272 fagiid HUS! &l IR F R o o & A A ¢

P273 IR H B1e- ¥ URER B |

P280 &TH® G/ axd UgH |

P284 HTI-URT &0T g

3TN

P302 + P352 3R &9l W &1 dl Gd IR IH! F & STel

P304 + P340 T TG gRT 78U R T: Hfedd Pl ol gal H

ST 3R I19 o & foIw 3R 4 foreTd |

;19%%@@@%@@%%,&%%%%
|

;3% P317 3R & R Sa 1 39 81 Fafercar agradr ured
|

P342 + P316 3R XATY-URIAN & AU dhTd STUTIBICHT

fFafrea TeTaar U &1 |

Eh?%& + P364 TN HUS &I I¥d IR & 3R T: TNV Ugd
|

HSRRUT:

P403 3= aTaTaA aTell siTg | Iferd 3 |

frarur

;m . / &= &1 FueRT Wigd de Svid HREH A
|

3= gIf~aT foeT U W=y aeffeor I8 gidni
RG]

3. 3AUq] BT HISASITHBRY
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Benzylpenicillin / Dihydrostreptomycin

Sulphate Formulation

TXHIT TNy @t fafd:
4.0 14.04.2025

T30y, daR:
10811383-00009

€3 MSD /) e

3ifdH IR OIRT #RA &t dRIG: 12.02.2025
Ugdl! IR SIRT &R &1 dRIG: 08.07.2022

e/ . forgyom
3agd
IHS T T (FY) - TR | ST (HEIRA) (%
wiw)

Dihydrostreptomycin 5490-27-7 >=20-<30
Benzylpenicillin 61-33-6 >=20-<25
IIfSTd grrsiiasmymaiah-c 149-44-0 >=01-<1

4. wryfire fafee & Sur
BICIRESIR © 3R gYeHT 81 1 d8id o1 A @ al AfSHhd TP I Talg B

3R JiY gRT UgUT 8 ST

3R &1 ¥ U gl oY

3R 3@ ¥ JUS gl 9T

3R T foram s

T AU Te0 3R
UG, A1 dtg 3R o

e fefdrer & TRefur

BlEiEE AN Gl

& AT T g 1 Yl &1 &R fRUfq | Rifercdia gams o

© gie WY gRT ISl HR foran S, af arlt el ga1 § & S|

Tl Y s 81 S, PiA -l § Jg <

Ife TG AT Hio 81 WY, SR ¢

fafbcita ggar o
TNd 9% Ud 5 AR S|
EIERIRSERIES]
YN ¥ Ugd a%d g

TN & U 4 o Pl 3] TRe Ui
: garor (DeTe) 3 fou sitel 1 ot @ dil

. gWd B R, R @91 B A 3R g U ¥ I HR

e Je I g1 3R SR} g, Y Fafrcdia geah o

fafeh ity JganT o |
Tt o 1Y 4§ 3D ke

: gfe fAvTen S, g ORd 7 I

|

D 3P THIUIR U8 ° SR 3R 3T T BRI

(O FraEpifa, Sprefed, Rufdea woRaw fewhaem Righ) &

¢TIl gl

T Tetoif Jaeh Ufafshar Sae R Tl B
Y RT TGN B WR Tl T YT-I0T & AT AT 4T |

DTS I IR Thdl B

T W e a1 gRIg oRemr & FRY S (SR 3

DT IGANT IR AT1eT (WS 8 W )|

D eI 3R TgaNT § IURIR BRI

IHYH UgTaT 3
L YA Ffored 3 aTell DI 31T GRE&T TR & o1 A1fgT, a7
SR BT TG B9 W T Y Jafdis

RENED JUST

5. 3RIRAH U™
IUgad e Hifsar

ARG G S|

QAIepgIcr-HfRIe T
P SBAHPIRS
/T T
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHIT TNy @t fafd:
4.0 14.04.2025

3ifdH IR OIRT #RA &t dRIG: 12.02.2025
Ugdl! IR SIRT &R &1 dRIG: 08.07.2022

T30y, daR:
10811383-00009

SR (M) qFF S TEH ¢ 3

JUDHRUT TUT HTUTADRICHA

ygiaRufig Fraen=ar

HBTS PR 3R e § A
& Tard Td TR

AT H IRFA R IR © <87 IATE! BT JUD WA F 7T T W1 & Jhell g

GaATH <& IATa! . BREA RSy
Ted aReyq

(311T) T & fo=Iy Wi : g8 IfARIHS TF vaT & S g aRfRUfS iR om-ury
TR & 3% Bl |
g fosdl 1 381 A & o STel-HeR BT TIRT X |
SR VT BT RIS § Al 31T & &7 F eifqg= dre-R Fara oI
SITE & WTelt Hxam |

IMYIH S LR Ta 3T & OF WR, Wd-Fafd §re IR0 ugH |

JUBI ST R&fTd® SUHRUT TN e |

6. STH AP ReAle U
Jufdas ey, RemdTd ¢ ol eTES IuHR0T TN AR |

e Bsfei s (W 7 37 ) 3R fdrTa grem Iusui
& gATdl (TS 8 T ) BT ST DY |

. IIIaR0T H Ble ¥ URER R |

TS AT JRFE, SR 3 Ryra a1 Serd o1 A |

TS AFHA H o F A (IeTeR0T: Fd=0r a1 da Afdre)

g U T g Bl @1 U e |

%ﬁgwwwwwawmmm
|

D3RR e uerd H ORd|

¥ Thard & forg ST a1 3 Iuged AHUTH USH R dlfds
Haa 3R 7 931 e SEe 1 18 yard oY 4u fsar 51 gevar gt
a1 3 ST HeR S IR TR P

IUYEd TeRIRC & 1Y Thald &) AN AR &l I16 |
R a1 YT fafam 59 vard &1 fagf ok AueH &4 &
forT @] 8Y Tobd €, Iy & I AeRIgey iR Sgeiy W off o
@ yarf @) Refior o) ST & IuhNT B A 9 B1 o9 Y
fofa 31 8T 6 PR fa-iow A 8§

39 THSITH & 3IHIT 13 3R 15 $& R A1 I8 Repreie
F IR A THSHR e HRd g

7. TATA 3R USRI
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Benzylpenicillin / Dihydrostreptomycin

Sulphate Formulation

TXHIT TNy @t fafd:
4.0 14.04.2025

Y. 3109, FeR; i IR SR #RA P! dRRG; 12.02.2025
10811383-00009  Ugcl §R SIRI &R &I ARIG: 08.07.2022

dBp-Id! U

T/ $a dfedzE
RIS gTie & forg
gyt

R Hsrur Bt uRkfRyfeaar

39 erdf § &

L YU (TRIURR) ¥ S & oyl srara i & ded

ol Iur 34|

;T Iuged ardrH | ganT &3
D A A HYS R A RA S

PG AT HIY BT Jrg § 7

feTe Ha

3Tl & Y U J GRER B |

TITA & 91 a1 B DI aRE U]

3BT M Taasdl SR YRET TTSf & SFUR TUTS, ol
PRIRIT THIUIGR 3BT TR TR B

fSod B HY TR I¢ PP W@ |

Ugd B Tadt safdaal &I, 3R 3T, Tarll, didpiiere ar 3Macf
oG I & Ui Yae=iiet afaaal ot 48 Iaoieh! a1 Tagah! &
1Y HTH B & Tay 7 A FRifrcds I Wl w1 anfgu|
X SATGA DI YN Hd JHI W1, THT 31 AU Td Dr |
@mdé‘%%dfqaﬁﬁuw% P FEYM W, 3R YIiaR0T & HH
DH I

L oSl RE U A9 fond g el # ¥

DY B TG HIh 39|
o= I fafodl & SraR HeRT &1 |

. Fefafed UeR & Wisae & Iy 9 3@

ot aileritepvufi Toiey

8. Sifed fAror / fAeft Rem

Friwd AU & AP & HIY 3quq

SCRE

H T (hY) | G UHR g ure / YR
- TR (3IRE&TUT T Ritea
TPR) ST

Dihydrostreptomycin

5490277 | TWA 4 mg/m3 (OEB 1)

3ffdRed STHPHRI: OTO

Benzylpenicillin

61-33-6 TWA 600 pg/m3 (OEB | 3fidRe

2)
3ffaiRad SF®HRI: RSEN, DSEN

| gie @t A | 100 pg/100 cm2 | 3fidRep

sofrafar fmor

: grg-aTel Figdn (99, fguiRd @id ®aeem) Ffid o &

EWWW@TWWWW
!

Taft geitfrafer gl @) ufieR fewga gr1 srifad 89
T 3R ITe!, BT, 3R TITaRUT Bl & & fIlT GMP &
Rygidl & SrTUR Haferd fasar ST arfea|

YIRTRITGT HaTeH! & fore faLy fAd=iur &) SRed 81 8
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHIT TNy @t fafd:
4.0 14.04.2025

3ifdH IR OIRT #RA &t dRIG: 12.02.2025
Ugdl! IR SIRT &R &1 dRIG: 08.07.2022

T30y, daR:
10811383-00009

EEIEEICEIR:IE
o et s=a19 : TR g RIMR R AfedR Suasy Tl § a1 TaquoR
3MTeha SR fen-Fdxi & aTeR Tegtior Uefid e g,
T 4T IRET BT ST B |
oo UBR o U UBR
BT et s=ma
garf D ORI g
3fra et g LTSS TMes A1 TINTCH o 1Y R &M =1 UgH |
3R HTH & ARG a1 Mafafy § ¢ &1 fRufar, Su a1 wRed
Ttvet g, ol Iferd TTed ug |
SR YT, ¢, T TR & IE-T Ui AGes ot SHTaT 8, af
HRiics a1 R AR BT 3T TREUT U |
@1 Ud IRR daeht 9= © gl a1 AT Bie H BTH B
TSl Jaht Sur™ © 3R A IUTNT P SR ITTT & T H 37 DI HIET g,

@ HTH A P M S B9 3 ¢ B yonferar 3R Jrem
QR T BRI

TRINT % R, ST, Y41 1 43U Hd BR |

fagd S B HRIRIT Y IR o oTH B AR T S
g HUS! Bl U & 916 Bl R I ST B |

gfaur & gyTe Jaread | gei-aaT a=or &1 aeter, 3k
AT YR&M USRI, IId ST 3R ufk=ie ufssarat,
NN Tegar AR, faferar FTRE ok sgawmua

{207 T FEdHTS QA BT =BT

9. Wifaw wd wamaf® qur

femmae L fdeR

& . Heldl e (3HTh-arse), The

Ty L STl SuAsy gl

Y B Tgele L 3o 3uds et

RG] : 50-7.2

/e &1 auaH L 3T U TRl

URfYS e @1 fdg/Iaa- ST Suas gl

@t A

e fag D e IUAsy e

ElER Eden : STl U Tl
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHIT TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR OIRT #RA &t dRIG: 12.02.2025

4.0 14.04.2025 10811383-00009 U 9R SR} 34 P! dRRG: 08.07.2022
ST (319, 19 ) A vb) o K o
SAARITAT (ARE Uer) D STl U g
3= fawpie T/ SR ST Iuas gl
SR T (IR
wodfafee ferdie)

&Y fawpie A/ et : 3l Judasy gl
SATHRITAdT WA (TSR
ottt forte)
Y &g ;3T Judasy gl
U I T : ST U gl
Jroel g ;3T Judasy gl
I 1.14 - 1.18 glcm?

N

g faean ;3T Judasy gl
o ToTie: (T L TSy e
3faea/arn)
3SR &1 arga : gl Judsy gl
3Uge &l dgHH= : 3l Judasy gl
BIESIREEEAIRE))

oIyt : 3l Judasy gl
fqepics UrRaHE . foepies 81
SHIRABUN & ORIHTT : g uerd a1 iy & siiefiRes aifferd e fasan T |
MU UR : ST U gl
ot et
U BT HIY : ST U gt
PN IHR TR0 D50 = 15 ym

D90 = 30 um
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHIT TNy @t fafd:
4.0 14.04.2025

3ifdH IR OIRT #RA &t dRIG: 12.02.2025
Ugdl! IR SIRT &R &1 dRIG: 08.07.2022

T30y, daR:
10811383-00009

10. fRRar aur ufafsraar

UfaeR : Siffsrariddr & @R & ¥U A Fifed el
EGIBERTEING | L g wiffa 4 RR B
uRgeeny ufafsansit A TRIPRS Tolel & 1Y UfAfhar HR Jobd g
3 gRfRufoat @ < SR |
ST s D 3NaiepRulig Teleq
e uerdf ¥ ey . IS ok aId (FoRed) 3(uge yard J1d el
11. fawrasnfaa =
TPHT 3REUN (THUISR) B TR | 1T gRT TG0 AT
A TR 1 ¥ qudh
fTerT
i ¥ Tuh
GIERCLICSG
JUAS TSR TR aipd Ta|
CCRCH

Dihydrostreptomycin:

g M fawredar LD50 (JgT (¥2)): 9,000 - 25,000 mg/kg

TA. 3140 3RT (¥ (FIS)): 30,000 mg/kg
Benzylpenicillin:
SIERIRCCACLIESI] LD50 (JgT (¥2)): 8,000 mg/kg

LD50 (& (H139)): > 5,000 mg/kg
g fawmedan (RUSH & 8=F © LD50 ({y® (HI8¥)): 3,500 mgrkg
) TEHHRA & I: FeaRel-ad

LD50 (& (H139)): 329 mg/kg

I Sid:RRT

Tifsan grasifRmyEaiane:
GIERIRCCACRIESEI] :  LD50 (JgT (X©)): > 2,000 mg/kg

TRIeT: OECD TRIEfUT fGRmfaer 423

3ffrer: gerd It firgor 3 B e siage faweadar T8l 8
GIESEIPACLIESGI LD50 (TET (XT)): > 2,000 mg/kg

TRIeT: OECD TRIEfUT fg=m-e=r 402

3ffera: Tard a1 fHrsor & Hig T SfaIe fawTeRidl gl §
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} HRA I IRIG: 12.02.2025
4.0 14.04.2025 10811383-00009 Ugell IR SR} R B dRIG: 08.07.2022

|
a1 & I eeRisTad
JUAS TSR TR aNpd Tal|
AdYUd:
TIfeaH grasieAuHIare:

BIEIIT] L 98I Q)
o ) kAT GG i

iR A7 efaktsa
JUAS TSR TR aNHd Ta|
3qYa:

Tifsan grasifFmymafac:

EEIIG] R GER | 1]

GRCA :  OECD URtefur femmfder 405
gRomH : 3ffal A oo T8t

4O a1 TUS! GITE DRI

1 B gUTEar
T Ul geelt ufafshar e e gl gl

YTI-UYI 61 JUTEIar
JiY GRT UG 3 TR TS AT YT P AN AT 4T H BicTs Iad B bl gl
3dYUd:

Benzylpenicillin:

Tieor 1 frey D R fOMh TS TR (LLNA)
U (TRTORR) & e

RG] R SERCIRR))

BIRUILS . PSR YRICEeR

qSteror @t fore D AREEORE

U (TRTORR) & e

EEIIG] : R

oy . dRdfd®

feaguft D U R g & SeT W Sneid
iy © geIad ARIEEER

feaon . M YT & SMUR TR
qIfsaw grasiRmuHafare:
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR OIRT #RA &t dRIG: 12.02.2025

4.0 14.04.2025 10811383-00009 Ugdl! IR SIRT &R &1 dRIG: 08.07.2022
Terur ot i D ORISR o
U (TRIUIER) & I T ¥ gudh
ESIIG] : e o
GRE ©  OECD WRtefur fe=mfder 406
aRome . BUTED
SiaT) A RereHRid!
JUAS TSR TR aNpd Tal|
3{dad:
Dihydrostreptomycin:
HIcIpac! 3 fagr D ORI & fhe: HIAE TaRRH ¢ 34 faal
GI&I0T JuTTedl: Td ferp g ey
URUMH: FUTEG
Benzylpenicillin:
STTaTo] ¥ RIeToHRIC! - © 1E BT qoi Y] DIRTBT SNRATT P T T GBI 6
3fiche T e FRaT B
HifsyH gragifesaymafare:
eIt 37 fagr D TR 3t few: dadifear Teeh faudta ufad= &t S (AMES)
TIPT: OECD Ttefur femmfdsr 471
R HUTHS
Tef01 &f fohed: YRR & S8R T RAT BT HITRIeB13MT 6T S
IaRad= utemr
TRIPI: OECD Wliefur femnfAder 476
Ry aRadidd
fICIBARICT 3 faar D ORI Bt e AR & WIS TSI URieor
(Shifad gToft # FrgeioHied IR)
T O (A3 4) _
TP & I SeTURTT Foiae
TP OECD Tiequr femnfader 474
Ry aRaldd
SiaTo] e TgeroHRiet - D THYRAT & Tieor B 39-dial 9ifed Jd Terenie! &
b JHRIHD Jgd
RSP AT
IUAS TSR R i Ta|
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR OIRT #RA &t dRIG: 12.02.2025

4.0 14.04.2025 10811383-00009 Ugdl! IR SIRT &R &1 dRIG: 08.07.2022
3{dad:
Dihydrostreptomycin:
PRI ; e
UHh Y & TR : %
fohd 9w & ford Tudh D 29d
(URTATSR) T
NOAEL 5 T/ IRIRS 4R
aiome . BUTAED
3T fauTear
IUAS TSR TR aNHd Ta|
3dUd:

Dihydrostreptomycin:

miw R & e uyE - odem ot fow: yor-mier Rig) fdem|
PEIIRARCRIIR
THHTE & K HikgP
fapraraT® faurdddr: NOAEL: 5 fBrm/fem IRIRS YR

g 3t fpe: yor-miwy R faem|

ottt f= o

TAohR o I¥d: TiufRml o

HIYRUT fASTedr ATgeh: LOAEL: 100 - 200 frT/fasm emiies

UR
fapraTE D fauredddrn NOAEL: 10 f&rm/fem IRiRe YR
GO A1q fasTaddl &1 Saaid- [odl 4T, FdH IR
YuIfasTeRiTa TrHTa SR arfoTd T e |

Benzylpenicillin:
SR & gHE D TR Bl fee: JaRar
Tt g (T139)
- IOF & IR YHTd T8t

e & fpey: Idvan

goTifa: 8T (<)
- TS & dT TR UHTd -Tet

Qﬂ&WTﬁW:E?{TdT
UoTIfa: |
UIRUMH: IS &Hdl IR UG gl

Mmiw R & e muyEl @ oiem ot e fae™
Yol UG (A139)
gforma: nﬁwﬁq%ﬁmmum%ﬁl
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} HRA I IRIG: 12.02.2025
4.0 14.04.2025 10811383-00009 Ugell IR SR} R B dRIG: 08.07.2022

QRie Bt fre: fasera
ST 98T (RC)
gRomy: miws RIg & e W gymE 78

Tiefur & fore: faserg
PEIIGRRCRIIR]
gRomy: miwy RIg & fde™ W gumE 78

Tifsan grasifRmymaiac:
3feRdl & guTE D OR1aM0T &t fo: fANTeRId GecdTe/fashTe Thi- URIEu & 9ry
aﬁmaﬁaﬁaﬁawaﬂﬁwwam

gl (R2)
wﬂ%m%m% IGUNANE
TBT: OECD URieur femmAcwr 422
URUMH: FUTEG

MR R & e R uuE] uﬂwﬁ%m Yor-miwy R fasw |
UWHHRA & I: Fra @

TRIBT: OECD TRI&UT fG=mfa=r 414
gRumy: aRdfdd

ST fawTera - 3ffdha D ORISR IR o TR TRINT o YR R AN R ufddd UyE &
9 U8

STOT - U d Sif@w
JUAS TSR TR i Tal|

STOT - GigvrT SfaH
f7a R W & HTeE a1 GRIGT TRIUGR (B, &, 1a<t &) 3T &l Ja ugardn g
3dyd.

Dihydrostreptomycin:

||aﬂao—c1:r : ﬁﬁm?mwwﬁwsﬁﬁ(mﬁw
I

U GRT® fauraaar

3dYd:

Dihydrostreptomycin:

‘l;lrvm%f ;o foe o

LOAEL ;40 mg/kg

[4SIENE RIS L HAife®
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR OIRT #RA &t dRIG: 12.02.2025

4.0 14.04.2025 10811383-00009 Ugdl! IR SIRT &R &1 dRIG: 08.07.2022

o 97 & ford Tudh : 90d

(TRTAISR) T

<& 3{ddq P

3R D iR

EKIIG] R I |

LOAEL : 100 mg/kg

TAIBIH & I s || 152

fra gHg & ford duds © 60d

(URTATSR) o

& 3{ddd G

3R D STHSRYT, SfRdT, ARIND I 61 g3

EIIG] o

LOAEL . 300 mg/kg

TAIBIH & I s | 12

fra gHg & ford dud . 21d

(TRIUIGR) g

<& 3H{dad P

3R D STHSIRAT, SIERdT, RING doi HH g3l

TifeaH gasieAyHIRre:

B L R (X9

NOAEL . 600 mg/kg

TAIB I & I . e

fram 99a & ford duds © 13 Weeks

(TRITIGR) G

GREE] OECD Wigmr fe=nfcer 408

CIGEEGE]

JUAS TSR R i Ta|

U9 AT & Q1Y 3gHT

3d4d:

Dihydrostreptomycin:

T SHSRT L 3R 3R, SfRan, Adeh, THd R, Seel, RReEd, e
GEIGH

Benzylpenicillin:

A1 GRT T80T H=eAl ; g;mm,wwmﬁ,m,wmm
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} HRA I IRIG: 12.02.2025
4.0 14.04.2025 10811383-00009 Ugell IR SR} R B dRIG: 08.07.2022

12. aTRfRAfa T =1

TS fauredar
3{dad:

Benzylpenicillin:

Tl & fauTedarn : LC50 (Oncorhynchus mykiss (X €13¢)): > 100 mg/l
foham g & ford Tudh (TaUIoR) g3 96 hrs

TRIBT: OECD TRIEUT fg=md=r 203

ST Td 3 He-fed :  EC50 (Daphnia magna (dTeX Tei)): 3.6 mg/l
ENERCLIESEI fohdm g & ford Tudh (TaUIoR) g3 48 hrs
T 3.3 4 St 2 Fdwr 202

oA/ Gl &l favledar ¢ EC50 ( Raphidocelis subcapitata (Y68 STdT 871 QidTeT)): > 100
mg/l
fordm THg & ford Tudh (TaUIoR) g3 72 hrs
TRIPT: 334 St. e Fd=r 201

NOEC ( Raphidocelis subcapitata (¥d= lc] g1 ‘\%HFI)): 50
mg/I
fram T & o Tuds (UaIUIeR) g3 72 hrs

T 33, St e Adwr 201

EC50 ( Ici-8<1 RaTel): 0.74 mg/|
fohdm g & ford Tueh (TaUIoR) g3 72 hrs
R 33 . ¢ = 201

NOEC ( ie-8<t Ria1a): 0.14 mg/l
fohdm g & ford Tudh (TaUioR) g3 72 hrs
R 3N g . ¢ F[dwr 201

T-Thaexy (AfQureht Slererk. ¢ 1
[ELIESGD)

STaTupsfl A fosTerd . EC50: > 500 mg/I
fhdm g & ol Tudh (TaRTUioR) §3M: 3 h

RI&U1 & fhd: YT-TRa A & Hhac
1 3.3 4 S e Adw 209

NOEC: 5 mgl/l

frd THg & ol Tudh (TaRTUioR) 3 3 h
RI&U1 & fheT: YTY-TRa A & Hhac
1 3N 3 4 S e fAdw 209
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

Benzylpenicillin:
S SfaghHUIT Pt &

Sifdh SIIHHUIT B &HT

I STH gragiiamyHafase:
: OROTH: G & 1Y Whide i o SfahHudbRT

TeHR Tened of faf: Y. 3109, FeR; i IR SR #RA P! dRRG; 12.02.2025
4.0 14.04.2025 10811383-00009  Tgelt IR SIRI &R P! dRIG: 08.07.2022
ﬁ%mam@%ﬁuﬁﬂﬁﬁf
CENIKCIRELIESEI] LC50 (Leuciscus idus (TTea 3i1t)): > 10,000 mgl/l
foram g & ford Tudh (TaRTUioR) 3 96 h
ST T 3 Ae-Ifed :  EC50 (Daphnia magna (dTcR Tit)): > 100 mg/l
SEEMNERIESSI fohram g & ford Tudh (TaRUioR) 3 48 h
T 3.3 4 St 2 fAdwr 202
REINERIE R AR NIES . 23R ( Desmodesmus subspicatus (Eﬂ ard (QFrﬁ)): 370
mg/I
mﬁ 9 & for Wueh (TadioR) §3fT: 72 h
TapT: 313 e Fdwr 201
NOEC ( Desmodesmus subspicatus (8 RiaTeT (TesiT)): 10
mg/I
mﬁ 9 & ford Wueh (TaUioR) §3MT: 72 h
TapT: 313 e Fdwr 201
STaTopsfl B fosTera : NOEC: 10 mg/l
fordm g & ford Tudh (TaRTUioR) §3M: 4 h
A3a &I f[auedar (RR&ffae © NOEC: 13.5 mgll
[ERIESEI) foram g & ford Tudh (TaRuioR) gam: 35 d
USTIfd: Danio rerio (ﬁ.ﬂ@ﬂ ﬁ?‘-‘ﬂ)
R 32 . e Rz 210
SR T 3 eMed : EC10: 8 mgl/l
EREMELESCINEREAINED fordm g & ol Tudh (TaRTdioR) e 21 d
[ERIESED) USTd: Daphnia magna (dTeR U<l
Rt 33 . e [ 211
TR 3R SraspHfomrar
3dyd:

D OROTH: G & 1Y Whided diid o SahHuDRT

RIS EERNREIS]

Wfde AT 70.10 %

fordm g & ford Tudh (TaRTdioR) gaim: 28 d
TpT: 3.3, 3. T MISAR 309

CRISSENEEEISI
S{ADHUIAT: 77 %
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR OIRT #RA &t dRIG: 12.02.2025

4.0 14.04.2025 10811383-00009 Ugdl! IR SIRT &R &1 dRIG: 08.07.2022
foram g & ford Tudh (TaRUioR) e 28 d
TDI: 3M1.3. .3 T M AR 0%
Tuifad wifae o=
3{dad:
Tifsan grasifRmymaiac:
ﬁ‘l.ﬂGF-['JIUTiH?; (T . log Pow: <0.3
3faea/arn)
IEEE:RIGRIGE]
3ol Judas gl
3 yfagpd yHTa
Il Iuas gl
13. fAger ifgard
fAyeq & afie
/Y Y F1 T (e . @S Pl AT H Ad B |
R faf et o=y b |
fa ofds D aTel [Se8! Bl o B g7sd P ardl Badre! J JsdalT a1
T & ford & S|
3R 3T fafAfdy =gt fovan am: 31vRgad SaTe & ¥U H
e &)
14. TREg
JieRfga fafraw
UNRTDG
G Il & TU H fafafig 78t
318 U &1 -8t ot 3R
AT Il & ¥U H fafafig 78t
Mg T St shl-@lis
T Il & ¥U H fafafig 78t
IMO JUHRUN & AR UTh | URag— &Y
gff fpu T e & fore arp g
SuaNTEdl & fore fagiy grauf~ai
T el
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} HRA I IRIG: 12.02.2025
4.0 14.04.2025 10811383-00009 Ugell IR SR} R B dRIG: 08.07.2022

15. faframme gaaT

gerdf ar fhrgror & fore JRam, W@y, iR wafavur & fafaw/fasm
39 IATeH & 3rauq fAwffla sa=iiy § ga €

AICS - fFuffea =Y
DSL o fFeffa Tt
IECSC o Fuffea =Y
16. 3= I
TN o fafy © 14.04.2025
Sifaf¥ad SeRY
3T Xiie & b & forld . %= HId SDSs, OECD eChem ¥ 3{idlRe ddb-ie! Sel, Il
TINT fhd et gxamast TIcd TSl TR a1 R I T,

http://echa.europa.eu/

g@%WWﬁmmw?ﬁmﬁa$wmﬁa@@w&ﬁmw
TR

fei® TRey . feAmad

3= AT & ot aTR

AIIC - SIEifie ar! &1 Siecfe™ms e ANTT - Wﬁﬂ@ﬂ@uﬂaﬁ@?ﬁ ASTM -
et AR Tteror TR bw - SS &1 I9H; CMR - HIRIOH, TS a1 Toi-+ favar; DIN -
SHT AF®IeR0 TRIF & forg #F®; DSL - mwﬁﬂjﬁ(m) ECx - x% Wfdfshar 9 T
Hobgd; ELx - x% Uidfohar A GI ST &; EmS - HUTdDbTelA —USIeT; ENCS - lﬂq\aaﬁwm

JNAFA® Terd (JUF); ErCx - x% Jfa &X Ufdfhar § Je1 e, ERG - MTarasla Ufdfshar

MES; GHS - df¥® TR TR I77d ReH; GLP - 3=t YANTRITET UT; IARC - iR TR SFHYH & fag
SHRIPIT TO, 1ATA - IR ag gRae THRTRM; 1BC - Yt ABET & kAT ! ard
SeTSit & fFmfor SiR JuesRur & fow HfedT; 1C50 - 3MTeT HfYHTH FRIUTES Hdhg; ICAO -
RIS AR G T6; IECSC - 91F H HiGal IMRIH® Uardl & $des); IMDG - SaRigi
TS GRS HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);
ISO - AFGIHRUT & T SRR WTSH; KECI - HIRAT HiS[aT I $4es; LC50 - TREOT e
BT 50% BT °idd Hdbg; LD50 - UH&UN eIl BT 50% DI °ldd JRID (I lddh GRID);
MARPOL - STgTSi! & TguUr 351 Qa2 3 F31T SIS e, n.o.s. - 31T RS Fa Neh - et
708, NO(A)EC - s@didd A foar Tar (wfded) UHE ddhad; NOA)EL - 3@did- = far
(OIf%d) UHT WR; NOELR - TR-3[GqIH-917 YU deM ax; NOM - 3MfwiRe Afdqs faw;
NTP - 519 fau-faq STi%H; NzloC - T8R! ST el o $dedl; OECD - &nf%ﬂauhah?
9T &, OPPTS - YRS IRET 3R UG JHUH HHATAT; PBT - VIR, S9-THATHR0T 3R
fawrad uerdl; PICCS - WA SR I Teril Bt fheidig 3ded); (Q)SAR - (AHTEE) TR
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHIT TNy @t fafd: T30y, daR: 3ifaH IR SR} HRA I IRIG: 12.02.2025
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TfAfafy Fee; REACH - TRIUN TG 3R IATI Uolihrvl, Hedid, MRIBR 3R Ufdsy aikee &7
fafam= (EC) . 1907/2006; SADT - W&-dlgdl 3{qge dradM; SDS - YR&T aal 2ie; TCSI - digaH
RIS e g4est; TDG - WavATd A1d &1 URag; TECI - U3as TR gdext; TSCA -
fauTert garef iz siifam (Fged sy sMReT); UN - §ga X1F; UNRTDG - BIH®RS JHH &
URagT W UgH Y &I BN, vPvB - Tgd RIRT 3R Jgd Sla-THAIPRU AFG; WHMIS - HT-
Rfe WARATD AUt AT YTt

U R 3271 e & 3P YHRA &I IRRG B! <} Tt STHHRY AR I, THGRT IR 3y &
TR el § | TSR & JRIE & I WU, T H3A, Uieha1 R, T -, URagd $eA,
AT FRA aUT BleA & fw daa AnfexiF & wu # feura= faar mar § au faddt ueR &t ardt ar
OIS &1 fAfGRT 78! AT SITE | Suas R T STHeRT 39 SDS & MY W Ugar! Tt had
fafRry wmreht ¥ TEfid € aur sps Il 1 fht o Il & Taiem o a1 fsht o ufsha &, 5|
T U13T | 7 T 71 8, TANT R TR a8 7181 81 Tl ¢ | TR vaansit & ar] 81 W, yaied
¥ 3ifor IaTe H SDS-AMEH & I HT Ther HR Tled 88d B, TN I, UfehdT
TUT TG FRA &b 30 3fiy &1 & Ay Tl #f TRt ok RiwiRer &t aeiter wwar arfey |

IN / HI
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