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Sulphate Formulation
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1. ITE Ud HHH! Bt Ugd=

uerd A - Benzylpenicillin / Dihydrostreptomycin Sulphate
Formulation

Frafansmyfdwat

St . MSD
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Repose wam ;Y] fafeer Idrg
JUINT R Ufaeey A ¥ 31 o o
2. @a¥ B Ugda=

fmfor, WesRYr 3R & SMAITd WavTe 9T frgHTact, 1989

Taffevor

STGA-1 & U | H Fuid IS & SFUR WaRkAI® & =4 8 aiiidd T8 o
oft. ¥u.e-affewor
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

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

2.4 30.09.2023 10811383-00006  TUgdll IR SIRI HR &I ARIG: 08.07.2022
SI.T9.0Y. d9d dd
A &1 e : ‘g
Tohd Teq G
BT =i e © H317 T Tl Al Ufafohar Iae R Ihdl g
H334 T GRT T8I = W TSl T YT & ALI0T 7 49 |
ITF B Fhdl g

H372 FRTe o IR e Tel a1 RIgd TaRTaioR (&, T,
Wikl &) 3 Y T Ug a2
H401 STefeR Sfia & forg |

wefaardt/gdiay™ §a N

P260 SH1gRT T HTG &1 i & = o |

P264 AT & d1G @l & 3! kg YTl

P270 3 3G DI YN HXd THI GHT, T a7 YHaH 9d |

P272 fagfid HUS! I HRIWT F T8 A o &1 AT A <

P273 TIATERU H Ble- ¥ TRER B |

P280 Y&TdH ¥ UgH |

P284 HTH-UHTH &[0T Ug+

3r:

P302 + P352 3R & W & dl Gd IR YT A ¢l STed

P304 + P340 Tfc | §RT 781 I . AT I ot ga1 & o

TG 3R IiY oA & forg 3R § fererd |

5%193111?%&@@%11&@%%,6‘[%%%%
|

;33 + P317 3R @ R S 131 81: Fafdren gradn ured
|

P342 + P316 3R ATH-URIAN & AEI0T: AT HTUTADBIC

fafdrea g Ui &3 |

2%62 + P364 TgRT HUS &I I¥d IR & 3R T: TN I Ugd
|

faror:

;01 e &1 fueRT Wied a SRuva sREH &
|

3= g1t foraesT ufoma ey aeffewor g} giani
SRITd

3. 3AYQ! HT AISA/SITTPTRI
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

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

2.4 30.09.2023 10811383-00006  Ugdil IR SIRT R Pt dRIG: 08.07.2022
Terl/fsor . foyeyor
3ayuq
g H T (FY) - TR | MO (E1eH) (%
Iw)
Dihydrostreptomycin 5490-27-7 >= 2\7)W< 30
Benzylpenicillin 61-33-6 >=20-<25
ifeaq gsIfRmyHyiahce 149-44-0 >=0.1-<1
4. wiyfie Rifre & sur
YT IdTe . 3fR gHeAT 81 a1 dad 3l A @ ) AfSHd Tt J g He
Td &7 T6 38 A1 bl o1 &R fRufa o fafeaita warg o
NRIAGRITGUE ST TFE I GRT TGV B feran S, ot efrft geft &1 9 o =l
gfe Y 9 1 S, PiHH Fig-fafe 3 9ra 3|
i AN ST HIS g oY, SHTRiTSH ¢ |
it gga o
TR & ¥ YU g S g g W, R &9l BT g 3R Igard Ut I 1% L |
T a%d Td Jd SAR G |
fefeaita wgar o
YN ¥ Ugd aXd il |
_ QTN I U5 ¥ S I ST a¥g o
IR 3G § YU g1 Sy © gam (OHeE) & g i) &1 Ut 9 |
i o I 8 3R WRY IR, af Fafeeiia wgam |
3R et fera g . gfg fTer 9, 98 ORd dd &
fafeeita Fgam o
U & 1Y 48 33! kg Hecell hRal|
T AUl TEUT 3R L 9 udel gad ufafhar Iad IR Tl g
guTE, Tl g 3R 38 I GRT TGN 3 TR TSI T 4I-INT & ALf07 a7 4 |

HISATS I B bl g

e TR e a1 ORTg oReT & RY S (iR @

JHOH Ugard ¢ |
AT THRIUIOR Ugdl 9 Hiojg ST 3R 37 4 [aBRI
(ﬁ@,m,ﬁmmmﬁ@maﬁ
91 gl g

Ty fafde & TReor D YA fofdredt 3 arell & ST YR&M TR & o1 a1fey, al
SHRIA BT HHTET B TR G T JafID GRETHD SUBRT
PT IUUNT HAT AT (WS 8 W )|

Rfecs & ol gam L e 3R WEanT ¥ SUER HR|
5. TR U
Iy S Hifear DS
Tamgra-ufaRre S
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

JUBOT qYUT STATIDBTATT

JafaRuit Araenar

TS B 3R B I b
& yard vd WNidb

BRI =me ot fafd: Ty 3109, dR: 3ifdH SR SIRT = 1 dRIG: 04.04.2023
2.4 30.09.2023 10811383-00006  Ugdil IR SIRT R Pt dRIG: 08.07.2022
FaT SRAHARS
[ R I

T (M) IR S HEH ¢ 3T

AR F IRFA IR TR <84 IAE! HT Yudh WA & oY Ueh W1 81 Tehall g

GRATD &g 3G L PR ARZSY
Ted RSy

(31T) G2 & faRy aies © g RS I3 UaRT 3 o R R SR -
TR & 3IHd Bl
g fSsal Bl 381 A & o TA-BeR b1 JIRT B |
TR THT HRAT QRI&A 8 af 3T & & F effag= FeR Fevra o
ST D! ATl HraTg|

M S Ul Sard  © 3 o1 oM R, W93-FRifAd 41 Iuasr ugH |

IR STt Y&TETP JUBUT TRANT He |

6. 3T e Redle U
A AU, ReMATd ¢ (Aol IETHAS IUSR0 TIRT e |

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 |

S ST | o AP (ISTER0T: gz a1 Jt )
g U T O Dl @1 U4 HepTaT |

gfe Heaqul SAHId U 1 81 Tdb, a1 RIFR WIS IRET Bl

o R

L IRR XS gerd § IR |

S g & forg ST a1 3 Iugad AU S & dlfds
g 3R 7 93| A SEd @1 T8 Yard &1 Uy fosan S Il g
ql 3 IUYdd dHeR ST PR TR P

IUYad TeHReC & 1Y Halld & AT HERNTS o) 916 B |
R 1 IS faf e 39 verd &t fagfi ok Ruem 3 &
fore @] 81 Tepd §, Ty €t 39 AERITey iR sgeny R off ot
(39 yerd Ft) Refiel & Iwrs o ST A 91 §Id ] 1 39 &1
fufg 31 BT 6 PR faritam o 8l 81

39 THSITH & 3(FHIT 13 3R 15 $B RIF I7 1P Reprgrie
& IR A THSHR! T B & |

7. AT 3R USRI

qB-ID! U™

;AU (URIORR) ¥ 99 & fa=07/foh 9919 S[HT & d8d
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TRl T o fafd:
24 30.09.2023

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
10811383-00006  Tgall IR SR} ® B dRIG: 08.07.2022

R / $d dfee=E
W& grem & forg
grayt=an

TRf&ra Herur o gRkfRyfaan

39 Uerdf ¥ 9

SolifafeT Sur &d |

: Ryt Iugad T 8 TN B
. ST ATHUS R A RA T

PG T HIY BT I H T T

Tl 77t

3Gl & Y TS J URER Y|

AT & dG @l ol 33T g 4|

3BT SIS TTeHaT 3R GR& TUTST & SR JUT,
PRI TIUIGR 3fTha UR TR 8l

oo B HY TR 9¢ PP @ |

Ugd g Yol Afaaal oI, 3R AT, Tetoll, didepifere a1 imadf
T I & Ul Jaeeiia safaaal &) 497 SAoid! a1 Hdeh! &b
1Y BTH P & Jay 7 U Ffrge I Wt w1 @nfgu
Y Id1GA DI YA HRd FHG T, UHT 1 §Ha= qd He |
W@Tﬁﬁﬂﬁﬁ%ﬁ@,ﬁ%ﬁw@r
@H I

L BT RE U Aed by gU & I |

Y PR TG HRh TG |
ORIy ISt faf ol & SR YR H1

- fFufafead teR & digee & 919 9 39

e 3ieRipRUg Toiey|

8. Sfaw fArizror / fAsit JRam

HRIRA 70 & AP & 1Y 39Ud

3{dyqd

T (H¥) | 5 UDR =TT UTeret / YR
- TR (3RETUT T PRNENICK
ThR) ST

Dihydrostreptomycin

5490-27-7 TWA 0.4 mg/m3 (OEB

2)
3ifaRead STFHRT: OTO

Oie- &t 4|1 | Not required

Benzylpenicillin

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

2)
3ffaad STHM®RI: RSEN, DSEN

| i+ &1 Hir | 100 pg/100 cm2 | 3fidRep

gehifrafe frdzror

} aTg-aTe} Wigd (9, FEU-fed @Rd -a) Fafid & &

%Eaﬁasﬁﬂﬁtrﬁﬂﬁuamsﬁvﬁﬁﬁmﬁ%ﬂﬁaﬁwsﬁw

Hﬁéﬁﬁﬁﬁﬁﬂﬁﬂﬂvﬁaﬁuﬁﬂ?%ﬁmmmﬁﬁ
T 3R ITE!, HIHAT, 3R TufaR0r o1 e & fole GMP &
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
2.4 30.09.2023 10811383-00006  TUgdll IR SIRI HR &I ARIG: 08.07.2022
Rgidl & IR Hanferd foar ST =gl
TANTRITC Heara! & forg faRy fAd=or &) oed el g
foreit a9 @t 9 el
oI e s L IR g R e dfedw Sudsy gl § 1 ToguioR
3T SR fexr-Fexit & aTeR UeguioR Uefid i g,
Al 4 GRET BT STANT DR |
fhecy UBR . AR UBR
RUIRERICEIR]
garf : - g
3ifel et s=ma D 1SS Tites 1IN & WY QRET ARAT TR |
3R BT & AR a1 Tafafy & e o1 fufaat, o a1 tRe
1Y &, < Sferd MhTed Ug |
TR Y, YU, T TR o ATHAT 1Y AU &1 FHTa1 81,
TORiTeE a1 QX IR P13 TREUT UG |
@ U9 TR et s . gl 91 YT Sie § HTH B
Tl Jadt Iur L IR I IUTNT & SR I8 & I § 3 I GHTT |,

@ BT B b WM S BT 3G O B yomferr iR Jrea
QMR YGH B |

TN & SR, ST, U1 a1 (5 7d H1 |

fIgd HUS! B HRAIRT J X o W DI A A S
UGNd HUS! B U & 916 B [ I STaTd DY

giayT & THTdT Tareq H Selifare fFa=or ot aeften, 3faa
fGITd GR& IUHRT, IIa ST SR ufk=iie= ufesanat,
N Tzl AR, fafde FTRET ok arimes

[ERENKESSEIRRUEREEISIRY]

9. Wifa® Td Tmaf® o

fagrae . frdes

1 . Heldl U (3Th-aise), The

Ty L 3l Uy gl

7Y PGBl L 3o Sudsy et

W . 5.0-7.2

fUUe/3S &1 dIuAH SCIREREE ]

URMAG Iga 1 fdg/ Igar e Iuasy el

@t A
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TEHRT TNy ot fafd: T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
2.4 30.09.2023 10811383-00006  TUgdll IR SIRI HR &I ARIG: 08.07.2022

i fag © 32T U e
TIhRT B G : a1 ISy g
IR (319, 19 ) e e e
SqeRiTeT (@R uerd) D 3T IUAs el
I fawpie 91/ IR 3T Judas gl
SR THT (30
wanfaferct fedfie)
Y fopie A7/ St Sl IuAs el
Saa-RiTadr ST (@8R
THadfaferd fadie)
Y T9Td 3l JudAs gl
Toe arsg g9 STl Iudsy gl
e g : a1 ISy g
T 1.14 - 1.18 glem?

g A fadgdn 3l Judas gl
fquTe Tuies: (T R
3faeHId/ar)
ISR &1 auH= SESTUIREREE ]
3qYe &I dIHH : ST Iudsy el
BIESIREEEAIRSE))

: a1 ISy g

fqepies TuRayTa . fowples T8t
SIRFHIUT & TURGHTT : g uerd a1 iyl &t sfafieRe aiifed 8t fovan T 5|
3MUIfIH HR It e G o
&0 BT A © ST ISy g
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

Dihydrostreptomycin:
e HAifee fawTaddn

Benzylpenicillin:

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
30.09.2023 10811383-00006  TUgdll IR SIRI HR &I ARIG: 08.07.2022
P HR faarur D50 = 15 um
D90 =30 um
10. fRu=ar aur ufaferaar
IREAR : Siftfgparshiciar & Wk & wu # Fifepd el
TR fRRar D AN R A RR B
uRdhery ufafsarait DAY SRIIPRS Tolel & 1Y ufafshar B Jbdl g
39 uRfufaal O o< X NIG]
ST It o SiRfieriy Teley
3qge yardf ¥ shiegd . Pls WX 1A (FoRSY) 3ugeH g F1d A8t
11. fwrasnfora g
TG REUN (TIUISR) B aR QI GRT TS0 AT
A BRI GEIR R ED
BRG]
3@ q Judh
GIERELIESEI
JUAS TSR TR aFfiepd al|
3dYd:

LD50 (TJET (¥2)): 9,000 - 25,000 mg/kg

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

g e fauTadar LD50 (IgT (¥€)): 8,000 mg/kg
LD50 (¥ (HI3H)): > 5,000 mg/kg
g fouraddr (AU & 3= @ LD50 (N (H13¥)): 3,500 mg/kg
1) TAh R & I: FeAReIgd
LD50 (U (HI3¥)): 329 mg/kg
TEHRE & I Sa:RRT
ATy grasifemyHI@re:
g Mifae faradar LD50 (IgT (X€)): > 2,000 mg/kg
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
24 30.09.2023 10811383-00006  TUEE §R SIRI R Bl ARIG: 08.07.2022

TRIBT: OECD TRTefu fa=nf-aer 423
3fiera: uard a1 fiigor ot pis Mfee Siage fawraaar 781 8

GIERSEIRACRIESG ©  LD50 (JgT (XT)): > 2,000 mg/kg
TRIBT: OECD URIEfUT fGRMAGRT 402
3ficra: yard a1 g ot Hig T e fawTaddr 8t §

1 & U ergeRSTaT
JUAS TSR TR aFiiepd al|

HAdUd:
IfETy grasifemyTHRIfape:

oot ;98I Re)
gRomH : 9T H o ot

iR A7 efasdeH

JUAS SHHRI TR aFiiepd al|

HdUd:

STy grasifemyTHRIApe:

TSI e 101 1]

GRCT . OECD URiefur fa=mfAd=r 405
gfomy © 3TE A o el

oI a1 TUS! GATG DRI

AT DY gITS AT

T Tl g Ufafohar e HR Thdl g

YT-UYT BT IS

Y gRT TBUN B TR Tl AT YT & AT I 47 T HiS18 I HR Jbdl g
AdYUd:

Benzylpenicillin:

A& B fped L R fomh TS TR (LLNA)
YU (THUIER) & I i)

PEIIG DS (FISN)

gfvomy . PHHNR

TRieur o fpe . AFHATSOIRE %

U (TRIUIER) & i)

PEII] : o o
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

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

2.4 30.09.2023 10811383-00006  Ugcll 4R SRI &’ &I dRIG: 08.07.2022
IRuIE . dRdid®
fewoft L U S grEfEl & el R HuRa
gfomy L ORIGd ARICTEeR
fewoft . M 3HT & SHTUR W
;ﬁ%ungru@%lﬁuﬁv%ﬁt
qﬂ&rmaﬂm ;. ARNESRE ¢
WS (THRIUIR) P I L G 4ud
o e O
T :  OECD Tigur fa=mfger 406
Rome . BUTHSD
SHaTY] Id "ereHiid]
JUAS SHHRT TR aFfiepd al|
3dgd:
Dihydrostreptomycin:
fSAcIBIRE 37 fagt L TRIET B o ShIHIIH UaRRH oxe 34 fagl
GRI&I0T JuTell: Ta fer s ey
qRUmH: FHOMEHD
Benzylpenicillin:
SaT] S REToHRIe! - L 1T BT g Y] HIRIBT IARadT & =0 H GiiichRur &1
e a8 a8l
STy grasifemyTHIfare:
IEBIEERIREESIEH D Tl o) T dadifear W fausta ufvads @t wire (AMES)
THT: OECD URtefur fe=mfAd=r 471
TR Hond®
TRI&UT B fh e IRR & A8 UMl B DIRIDI3M BT Sl
IARad Tterm
B OECD URtefur femnfider 476
o aRafd®
IERICCEINEESRE L TRIET B o TR & TIRINITEE JEHAT NS g URT&ur
(Shfad gmoft # ArseioiHicd IRW)
DT P (H13) .
TAh R o IRd: SCAReHTd SoaRH
TEHT: OECD Utefur fE=mAdsr 474
TRy aRafde®
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

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

2.4 30.09.2023 10811383-00006  TUgdll IR SIRI HR &I ARIG: 08.07.2022
AT S TR - L IR & TRIEn B $H-dla Qe s I RIeoHEIeT &
3fTpa YHRIHAD Jed
E R C ||
JUAS TSR TR aFfiepd al|
3dYd:

Dihydrostreptomycin:

I ; <)

TAIHTH & I ; %m

frda Tvg & ford Tus . 29T

(TRIUISR) g

NOAEL : 5 BT/ IRING 4R
gRkomg . BUTED

3 fauTear

JUAS SHHRI R aFiiepd al|

3dYd:

Dihydrostreptomycin:
MRS e R uyE! © geo ot i yo-mie Ry fdem|
TTifa: @RI
TP & K AiRkdD
fomTITHS fauTadd; NOAEL: 5 i/ IIRIRNG YR

TRYer0T &1 fored: Y-y g fasr |

PEIGATCINED

THbRH & IR ARl §

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

UR
famraTe® fauraddn: NOAEL: 10 firm/fe T IRIRS UR
UM ATq fauTaddl &1 Sacid- fhdl 1T, T IR
YUITITERIT YT 3R TT8f5rHTa OTe e |

Benzylpenicillin:
3[Rl & UHTT : Ot i fobe: IR
TSI g (H139)
- TS & dT TR UHTd =gt

R0 BT o Jadm
IolTa: <81 (<)
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
24 30.09.2023 10811383-00006  TUEE §R SIRI R Bl ARIG: 08.07.2022

GO Yol &9dT TR UHTd el

Terr ot fose: Idvar
TSI @A
URUMH: Ui &HdT R UHTd g

M RY & e R uyEl - weo o fee: ﬁm
TS g8 (TS89
giRomH: ﬂﬁwm%ﬁwwuuﬁﬂﬁ

TRer ot fobed: fawr
UoiTfar: <81 (<)
gfvomy: ey R & fae™ R gumE =g

QRI&U Dt fve: fabra
PEIRRRCRIIN]
gfom: T RIY] & fawr R gvmE T8t

@%uwgm@mﬁﬂﬁwﬁﬁ?

AR & UHG L ORIET B fohe: fauTarRTd G/ i Tl URTeu & Hiy
SIERT ST aTeht A GRI @) fauTaddT &1 sreqg=
Uit 8T (RT)
TRIHRMA & IR: 7 o
TRIT: OECD TRIEUT fERM-e=T 422
gfomy: UMD

TR RY S AP RG] Gleor o fee: Yoy Rig fawm|
IolTar: <81 (RT)
TRIHRMA & IR: 7 o
TRIST: OECD TRTEfTT f=m-a=r 414
gfRomy: arRdfde

ST fauTear - Sidad D ORISR o TR TN o STYR WR fah R Ufdgd gua &
EENECK

STOT - U&hd Sifad

JUAS SR TR afiepd al|

STOT - GIgmT \ifaH

7 A W e el a1 TRIgT TeRIUeR (&, Tef, Hias &) 3 &Y JaT ugarar g
Sdyd:

Dihydrostreptomycin:
iper D 2l O ORI SREU M TR 5 (SRR Bl ThaH
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TEHRT TNy ot fafd: T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
30.09.2023 10811383-00006  TUgdll IR SIRI HR &I ARIG: 08.07.2022

EEEISIET

U G fauTaar

3dd:

Dihydrostreptomycin:

I ;e o

LOAEL : 40 mg/kg

T B R & I ;

frda Tvg & ford Tus © 90d

(TRIUISR) g

A& 3fqaq -

3R D FIORT

Tt : foceh

LOAEL ;100 mg/kg

TP & I& :

P gg & ford Iudh © 60d

(TRIUISR) T

&g 3{dgq M

SR D TSR, SfERAT, RIS Il HH gafl

'Ol : foch

LOAEL ;300 mg/kg

TEAIHTH & I ;

frda vy & ford Jud © 21d

(TRIUISR) g

& 3fqdq - cH

SR L STHSIRY, SR, ARING I &Y gafl

Tifsan srasiiemymafase:

Tty T8l (<)

NOAEL : 600 mg/kg

TEHHRA & I [EUNANGII

fra g & ford duds 13 Weeks

(TRIUISR) T

T :  OECD udierur femnfad=r 408

AT WRT

JUAS TSR TR aFfiepd gl
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
30.09.2023 10811383-00006  TUgdll IR SIRI HR &I ARIG: 08.07.2022
A4 SIRaW & 1Y U

3[qyq:

Dihydrostreptomycin:
YA SR

Benzylpenicillin:

L 3TR: 3R, SRET, Hdeh, T (AT), Ie<t, RRad, arcy

GEIC

I GRT T§0T HrAT ; %R:Wm,mwmﬁ,m,www
12. uTRfRufaaa Ja=n

uiRfRIfa® fauraadarn

3d4d:

Benzylpenicillin:

IS & fauTedar
SHaT Td 3 Je-Ifed

STereR fauTedn

QaTa/sTeg urel ol fauradar

TH-Uh e (3T sfaar

LC50 (Oncorhynchus mykiss (w cl3c)): > 100 mgl/l

| P ama & ford WU (TaUISR) §31: 96 hrs

TBT: OECD Ultequr femmewr 203

EC50 (Daphnia magna (dTcX tFt'@ﬁ)): 3.6 mg/l

| o g & ol Huds (TaRUioR) g3 48 hrs

T o 3 3 S e Adw 202

EC50 ( Raphidocelis subcapitata (WWBT[‘\%IWT)): >100
mg/|

o g & o Tudhs (TaRdioR) §a: 72 hrs

et 3 3.3 Eh 2w Fdwr 201

NOEC ( Raphidocelis subcapitata (WWB?T@W)): 50
mg/l
o g & o Hudhs (TaRdioR) §a: 72 hrs

Tt ot 3.4 & e Adw 201

EC50 ( eft-g<t Rare): 0.74 mg/!
o g & ford Hudh (TaRUioR) g3 72 hrs
T 3 3.4 S & fAdwr 201

NOEC ( Fitefl-g3t ara): 0.14 mg/l
o g & ford Tuds (TaRTUioR) g3 72 hrs
Tt 323 e A= 201

1
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

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

24 30.09.2023 10811383-00006 Ul IR SR A &t dRRE: 08.07.2022
[ELIESGD)
SHaTo[sf & fosTertd : EC50: > 500 mg/l

o Ta & ford Hudh (TaUioR) g3 3 h
TRI&U1 B fh e YTY-IRa A T hIde
T it .4 S e g 200

NOEC: 5 mg/l

o T & ford Hudh (TaUIoR) g3 3 h
TRIE0 D1 fheT: YT-URa § S hlac
T 3.3 St & = 209

oqfsaw gm@%lﬁuﬁv%ﬁe

EENIEARELIESEI : LC50 (Leuciscus idus (fieg 3ft)): > 10,000 mg/!
o g & ford W (THIUTSR) §3T: 96 h

ST Td o fe-3fed :  EC50 (Daphnia magna (@Tex TeM)): > 100 mg/l

ERENELIESGI] o= Tma & o Wudh (THRITISR) g3l 48 h

T 3 3.4 8. e fAdwr 202
QAT drel o faweddr Z3RATYo ( Desmodesmus subspicatus (Bﬁ ard (Qc_\rﬁ)): 370

mg/|

ﬁﬁﬁﬂm%ﬁﬁw (THIUTSR) §3MT: 72 h
Tt 3 3 S, %Eﬁérrzm

NOEC ( Desmodesmus subspicatus (Eu'frﬁ?ﬂﬂ (Q(Tri )): 10
mg/|

ﬁﬁﬁﬂm%ﬁﬁw (THIUTSR) §3MT: 72 h
Tt oft 3 &Y. %%201

STarupsf & fosTartd : NOEC: 10 mg/I
foram aHg & o) Judh (TRIUIGR) §a: 4 h

TSl &I fawraaar (RRerferes © NOEC: 13.5 mg/l
fwTarTam) o b i (TTUIGR) §3fT: 35 d

USIIfd: Danio rerio ( ﬁrITsITﬁ?QT
T&er: ot 3.4 St e g 210

ST T4 o Hefed : EC10:8 mgll
SR fuTedar (RraTfers ford Tma & o Tudh (TRTOeR) g3l 21 d
[ELIESED) USTIfd: Daphnia magna (dTex U<

T o 3.9 S e Adw 211
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
24 30.09.2023 10811383-00006  TUEE §R SIRI R Bl ARIG: 08.07.2022

TITRIE 3R rapHfordr
HdYUd:

Benzylpenicillin:
A SAGHUA BT el ¢ RO EAT & 1Y UIHTad did o SabHUGRI
@fsTrsiad) g aren
Sfdes faHHUIET: 70.10 %
o Tg & o Hudh (TaUioR) g3 28 d
T 31.3. 91,31, T MSSars 0%

ifean susifemymafase:
Ofad SAGHUA BT el ¢ RO EAT & 1Y UIHTad deid o SabHUGRI
QRISESEK IR
Si[ddh MIBHUIA: 77 %
o g & ford Hudh (TaUioR) g3 28 d
TP 3.3 4.3 e IS 3088

Tutfaa Sfae o=

3dyd:

Hfsa srgifRmumafare:

fqurer Turies: (T : log Pow: < 0.3

3fgeHIa/am

gt & nifor=feran

a1 JuAH gl

3= Ufdpd gHTa

ST U gl

13. fAuer= ifgard

fge™ & afies

N I §41 7 (e . o Bl AT | AT b |
RIT fafadt &g B |

ity ofd : ATl fSad Dl I DI g7ed B araht baaie! # JagaaT a1
b o ford o ST
3R 3T fafAfEy =18 favan am: SioRjed Saie & U o
fAueE AR
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
24 30.09.2023 10811383-00006  TUEE §R SIRI R Bl ARIG: 08.07.2022

14. URag=T GaAT
SieRiga fafram

UNRTDG
GRS It & =0 # fafafig 78f

35 € & T3 oft 3R
GARAS It & =0 § fafafdag 78)

3Ts T S} i-wis

GRATS A & =0 | fafafid 18t

IMO JUHRUN & AR 4P A ufkagd o
3yfef far T Tisde 3 forg @y et
STANTHdt & fore faRiy Araenf~rai
PRI

15. fafrarae @

gerd ar fargor & g R, W@y, iR wafarur & fafafas

39 IUTeA & 3auq fAmfrfad sae N A gfua §:

AICS - fyffa =gt
DSL : fuifed 8t
IECSC : Fuifd T8t
16. 3= I
e & fafy ©30.09.2023
Sffafvad STF®RT
a1 Xte & Johad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe® d@Id! Sel, Sel
TANT fod O gt Iéa Wiet aRome qut RIg IR ToidT,
http://echa.europa.eu/
feTi uey . feaagay
3= etz & quf ar
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Benzylpenicillin / Dihydrostreptomycin

Sulphate Formulation

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

24

30.09.2023 10811383-00006 Ul IR SR A &t dRRE: 08.07.2022

AIIC - 3TN Il &1 SiReferars gall; ANTT - sifore &t 91 yff uRagd Toidl; ASTM -
et Al Uieror TR bw - STa! &1 9, CMR - BRI, Geolf-d a1 Yo faseT; DIN -
SHT AFBIHR0 GRIF & foU AH%; DSL - mwﬁﬂjﬁ(m) ECx - x% Wfdfehar ¥ a1
Hdhe; ELx - x% Udfehar ¥ St AifeT &; EmS - MTUabla- sgd; ENCS - ﬁG@TGﬁTW
RS Yerd (ST9F); ErCx - x% s &) ufafhdr § &1 dha; ERG - Sfuddbla Hiafhar
TMES; GHS - 4 TR IR ATd RiteH; GLP - 3redl GHITRITE H20T; IARC - H¥R R S & forg
TSHl; IATA - SRS arg aRaeT THIRIERH; 1BC - Y AR # WaRAIe 15 ot
éaﬁnfmsﬁ?mésm T 1C50 - 31 SHfHaH FRIUTHS Tdhg; ICAO -
RIS AR faHAA W16, IECSC - I & Hie[aT IM™MS Uardl &1 3dedl; IMDG - SRSy
T WARATS TT; IMO - SRS Tl W13, ISHL - SHeNfTes YR&T SR WA BT (STU);
ISO - AMSIHRUT & Y SRR T3, KECI - HINAT ISRl [T $9e; LC50 - TRI&UT SHTaTel
BT 50% BT Gl Tobgd; LD50 - URI&UN STETEl BT 50% bl Gideh WRID (A °Idd GRD);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRigh Ta; n.o.s. - 33T A&y T, Neh - Ry
f78; NO(A)EC - s@dib = fdar M1 (widda) WHE dda; NO(A)EL - 3fddid- 9 foedr T
@fdHe) THTG TR; NOELR - TR-3{JdIH-07 UG deM &X; NOM - RGNS Afdys fad;
NTP - IP1 fau-faq SRIH; NZIoC - T8R! &t ol o $dest; OECD - i TgaT aR
3B WT6; OPPTS - IR FRET 3R UGWUI JAHUH HRTeR; PBT - RIRH, S1a-THATHRN 3R
fawmad uer; piccs - QHIQﬂ\SﬁTQN—IIqu) ua%ﬁﬁfﬁv—cﬁlﬂ?rsﬁzﬁ (Q)SAR - (HTEATEE) T
TfAfAfY Fefer; REACH - TRIU T4 3R IR GoiahRul, eiide+, WRHGR R ufady aRug &
fafom= (EC) 9. 1907/2006; SADT - W-dIgdl 3Uge dIUHM; SDS - YR&T sl ie; TCSI - digaH
A uerd gdest; TDG - WARATS WA &1 URdeH; TECI - YIS T g-dexl; TSCA -
fouTaa ger feon siftfem (Sgad Xa $aR®); UN - ﬂgaawg UNRTDG - gIH®R® JEH &
URaET R TG Y BT RABIRRY; vPvB - Tgd W IR Tgd S1a-THAHROT IRG; WHMIS - PT-
Rf W=D Ut =1 Joret

U &1 ST 2T & SUS THIRM &1 dRRG B &} T THSRT §AR I, STHHRT SR faym &
SIYUR G § | TSR Bl YRI&T ST T FUTEH, TN H3A, Uihal B, T &, IRag &,
e oA quT s & fore Faa ArfexE & wu § feuraA fosar mar 8 aur fordt ueR ot adt an
TOreRTT &1 fAfERT 8T AT Q| Juetsy B Tl e RT 39 SDS & JY W ugar! it dad
faRry arrht @ Tefid 8 aur sSDS wnh &1 farslt s arelt & TaeH o a1 fansht o ufshan °, 5|
I T3 § 7 FdTa1 7T 81, TRANT &1 R 94 el 81 Tabalt ¢ | It viaarsit &l @] 817 WR, Uaied
¥ 3ifaw Iare  SDS-UMT & JuHdT HT 3Mbe B Tl 38T B, TIRT B, Ufshdr a5
TUT T TR & 30 3iF &1 & ARy e & SHaRT SR Ry &t weten & a1fgu |

IN / HI
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