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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 10811383-00007  UgW! §R SIRI R B ARIG: 08.07.2022

1. ITE Ud HHH! Bt Ugd=

uerd A - Benzylpenicillin / Dihydrostreptomycin Sulphate
Formulation

Frafansmyfdwat

St . MSD

udr : Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

THHH I +1-908-740-4000
JMUTARTA B TR . +1-908-423-6000
3-0d $1 Ul '  EHSDATASTEWARD@msd.com
TR R ReTier ok ufaee
Repose wam ;Y] fafeer Idrg
JUINT R Ufaeey A ¥ 31 o o
2. @a¥ B Ugda=

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

iffevor

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

HTE-UTE BT ARSIl : faum

CEIEIRSPIMG] : faum e

{2 deg-om g fawaaar :  faumT 3 @M, e, Hiad &)

- GARTGA SREUT (HIRGh)

HAPIID (T ST W fAUmTR
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Benzylpenicillin / Dihydrostreptomycin
Sulphate 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 10811383-00007  Ugdll IR SIRI HR &I ARIG: 08.07.2022
SI.T9.0Y. d9d dd
SR AREENES] ; ‘%
Hohd Teq SIRCSN|
BIH Tl AR © H317 I Tael gedt ufafehar Sae R e B
H334 9 gRT U801 HR4 TR ol IT YI-INT & A&I07 T 44 |
PSS I B ThdT g

H372 FTa AR R i STeli o TaRTg TeaieR (ST, T,
Wi 1) 3T ) T Ugardi g
H401 SfereR Sita & ford |

gfaard/gdiay™ §am N

P233 f&ed Bl HY HR dG HIdb 9 |

P260 g TT 4T & Jig & 7

P264 TaTe UyTd Squf &0 9 814 o o |

P270 39 IATGH DI YA HRd FHY W1, YIH1 I YHUH T DY |

P271 Had S18% 1 T AfeaRE & 1y IUTNT B |

P272 fagfid HUS! & HRIVIA ¥ T16R o O Bt ST 7 |

P273 TIATERU H DTS- ¥ TRER B |

P280 X&THD ¥dl/ a3d UgH |

P284 4TH-T4T 80T Ug+

3R

P302 + P352 3R @dl R & dl qa IR g1 ¥ o S1ef

P304 + P340 fe T GRT UG U X f: qfek] 1 roit gal | <

TG 3R IiY o4 & forg 3R § fererd |

gmw&rrq&wwmﬁ%,a‘fﬁmmw
|

5%33 + P317 3R @ R e a1 3 81: fafdean wgradr urd
|

P342 + P316 3R YATY-URIA & A&UI: dehTdl ATUTAHIC-

ferfor e TgrIaT uTed X |

5%62 + P364 Tg¥d HUS! B ged SdR & 3R G-: YINT J Ut
|

HSRUT:

P403 3 aTdTa- aTel ofTe | fod & |

frarur

;5}{01 . fes o1 et Wied o Suvid dREH A
|
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Benzylpenicillin / Dihydrostreptomycin

Sulphate Formulation

TEHRT Teney= &1 fafd:

3.0

28.09.2024

T30y, deR:
10811383-00007

€3 MSD [} v

3ifH IR ORY 31 Bt dRIG: 30.09.2023
Ugdl! gR SR} A &I dRIG: 08.07.2022

3= g1t foraesT ufvom ==y aeffewor g} giani

S{RITd

3. 3AYQ! BT AYSA/SITHPTI

gard/fisor : frspor
3auq
g H T (FY) - TR | ST (HEAH) (%
wiw)
Dihydrostreptomycin 5490-27-7 >=20-<30
Benzylpenicillin 61-33-6 >=20-<25
T SIS aRUh T 149-44-0 >=0.1-<1
4. ATy fRIferea & Iura
T A8 . 3R gHeHl g1 a1 ddigd 31 A @l dl Afewhd TIh I g H
_ SIS &1 TG 6 1 Xieb! bt g fRUfd H fafebedity werrg |
SR GRITGUBIST T I FRT TS0 ey oY, ol aroft et ga1 A o wd |
e 9N §< g1 oY, H 99-afy § 9 ¢ |
Ife T o1 B 81 9, Sfaite ¢
et ggan o |
TR 91 ¥ Yudh gl e L g B IR, qRA @1 Y I 3R Sgdrd U ¥ I He |
T 9% U4 9d IR < |
ffdredta ggan o |
YN ¥ Ugd a¥d el |
. QU § Uget A Sd B 381 RE U
3R 3 T TUS g1 oY : garo (Dreree) & g sifel &) o ¥ e
gie ST I 81 3R SRY IR, df Fafeciia wgam |
3R e feran g : gfe fETa oY, 98 ORd 7d &1
fafeaita ggarm o
Ut & 1Y HE 3t aRE Heel HRd |
T HE@yUl F&0T 3R L T U Seeh ufafshar Saw R ghar 3
UG, 1 i 3R &t TG gRT UGV B TR TToi a7 4TY-INT & &0 1 49 H
HSTE ITT PR ThaT g |
FoRTERY TR tef a1 GrRTeR 3Re0T & WIRT S (AR Y
JHOH Ug T |
3T THRIUTOR Ued F Hivlg 3T 3R 37 49 [JhRI
(ﬁammg%,@m,ﬁmm%wqﬁ@maﬁ
1 gl g
Ty fefde & TReor L TR fofde R aTell & SfeT YR&M IR & o1 a1feu, aul
SHRIA BT HUTET B TR I T JafID GRETHD SUBRIT

P ITUNT AT A11eT (TS 8 37 )|
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Benzylpenicillin / Dihydrostreptomycin

Sulphate Formulation

TEHRT Teney= &1 fafd:

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

30 28.09.2024 10811383-00007  Tgall IR SR} & &I dRIG: 08.07.2022
Rifecs & ol gam L O SR WEdnT ¥ SUER HR|
5. TR U
Iuged A Hifsan AASE: ]
T gta-vferiedt S
AT ) BRI R RS
/T I
ST (ST qIH S AEH . IF
A F IRFA R TR <84 I HT YU WA & oY Ueh W1 g1 Tl g
YR &g Jdial . HREA RSy
Ted RSy

(31FT) G2 & faRy adies . g RIS T YA B o R aRIRU 3R Smg-ur
IR & 3IHd Bl
< fSsdl Bl 381 PR & ol TA-BeR b1 JIRT B |
SR U1 BT YRIE § Al 3T & & I &g = de-R Hevrd o
EURCARCIRIERE !

MY S Ul Sa 3 o1 oM R, W93-FRifAd 41 Iuar ugH |

JUHI TSl &S IS TN B |

6. eI frefier sura
A AU, ReMATd ¢ (Aol IETAS IUSR0 TIRT e |

JUPBIT TUT SATUTABTE

qafaRuita graenfar

TS B 3R o I b
& yard vd Wi

IRIEa FsfeiT sl (W 7 37 ) 3R cfdarTa qrem Iuaui
& AA! (TS 8 TW ) BT SJUTE DY |

L gaTRY § BTeA 9§ uRER $R

e AT JRI&r, 3R 31 RA1a a1 Sadh1d Hi A5 |

A ST | had I A (IS0 gz a1 qt )

T ¢ T U bl g1 Td AT

%ﬁgwmwmaﬁ,a@mmﬁ
|

L3RR XS yerd § IR |

§S Thaltd & forT SR a1 31 Jua B UG & dlids
Hard 3R 9 98| A S H1 13 yard & Uy {35 o s gt
I 3 IUGdd dHeR STA PR TR PR

IUgad TeUREC & A1y Hard &1 A9 JERTd & 1w |
R a1 18T fafad 9 uerd &t fagfa siR AueH A &
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Benzylpenicillin / Dihydrostreptomycin

Sulphate Formulation

TRl T o fafd:
3.0 28.09.2024

T30y, deR:
10811383-00007

3ifH IR ORY 31 Bt dRIG: 30.09.2023
Ugdl! gR SR} A &I dRIG: 08.07.2022

fore AN 81 Ihd €, Iy 8 39 AeRIge 3R sgery wR oft St
39 yerd &) Refiel o Iwrs o ITaRT A 9/ 9 §1 39 &I
fufa e BT b PR faeiom oy 81 €1

U THSITH & STHTT 13 3R 15 F© RIH 1 I8 Rebrgd<
F IR T THHRY U IR § |

7. FATE 3R HSRUI
RERICARRLIE
R / $d dfea’E

IRI&d gre & forg
graT=ar

TRféra Herur ! gikfRyfaan

39 Uerdf ¥ 9

L U (TR W S & oyl sra srunT & ded

oA Iur & |

R Suged ot § ua #1
. AT BUS R A1 R €

PG IT YUY Y 19 & 7 |

forTel 7|

3Gl & Y TS J URER B

AT & 916 @l Bl 3BT g U]

3BT SN TaaHdT TR GRE TUTST & SR T, S
PRIV THUIGR HTHT TR TR B

o B 9 PR I¢ TR 9|

Ugd &1 Gadl safaaal &1, 3R S, Tast, didepiicre o Sradf
2T I & Ul Yagiia safaaal &) 49 SOoie! a1 Hdeh! &b
Y HTH B P Jay T 30 Fafrgs I il &1 anfgu
Y TG DI YN DR GHI JHT, U1 1 4HUT Hd DY |
w?ﬁa;hsﬁ%r@ﬁﬁﬁwwﬁ@,sﬁ?mhwﬁwﬁ
PH |

L ol T ¥ e forl U el H x|

Y P G DR G |

faRiy Ity fafodl & AR HeRT &1

. Fufaied UeR & Wisde & 91y 7 W9

g sileRitepvufi Toiey

8. sy frmror / fsft Ram

R G701 & A1 S 1Y 3a9q

3{dgq

T TH (b¥) | Hed TPR
- TR (3IREfUT BT

=1 ured /
ERERIC]
HYICTH

STYR

YPR)

Dihydrostreptomycin

5490-27-7

TWA

0.4 mg/m3 (OEB
2)

3ffaRad STF&RI: OTO

TS I AT

Not required

Benzylpenicillin

61-33-6

TWA

600 pug/m3 (OEB
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 10811383-00007  UgW! §R SIRI R B ARIG: 08.07.2022

| | 2) |

3ffaRkad STH®RT: RSEN, DSEN

| die o1 AT | 100 pg/100 cm2 | 3ficiReb

ERIGRIEUREUEL . 9Tg-aTg! isdl (o, feu-xfed @it wmaem) ffid A &
?ﬁusﬁasﬁﬁaﬁﬂ' = iR fafsmtor Menfiiest &1 swAa
|
Faft Sonfafar fRg=on ol uRER fewre gr1 erffd g9
T 3R IcTal, HiHaT, 3R TfaRTT o1 38T & folT GMP &
Rygidl & SR anferd faar s @nfgul
TANTRIT Heare! & forg IRy fAd=or &) oed el g

oot sma @t 9rEh
oA Y9t g=Tg L TR T R Fe dfedwm Iuds 78 © a1 TeueR
3T e SRR fexr-Fexit & aTeR UequioR Uefid Bl g,
Al 4T JR&T BT STANT B
fiheex TR . Feu UeR
RUIRENICEIR]
et D A 5
3ife et s=ma D 1SS Tiies 1IN b WY QRET ARAT TR |
3R $TH b HIEret a1 Miafafy & ¢t ot fRufea, o a1 wRidey
i g, ol Sferd TivTed v |
TR Y, Yo, T TR o ATHAT 1Y AU &1 FH1a1 81,
ToRiics 1 IR dX BT 3= TR UgH |
@1 U4 TIRR Gadt g=rg : g3l g1 yanTRne dic § HH B
W dr gadt U™ . 3R I IUTNT P SR I & TUD H 3 I YHGT 8,
@B A & R & B 3 O BT gonferar iR JRaf
IR UGH B |

TENT & SR, BT, U1 a1 (5 7d HY |

fIgd S ! HRRIA T TER d oH $I AT T <
UGN HUS! B U & 916 B [ I STaTd Y|

giae & TyTdl darem § geiifaie fAa=or ot aefien, Ifa
T GR&M SUBHR, ST ST SR U= ufehana,
N Tz AR, fafdee FRET ok arieT

=0T 1 gwTet 2fdet g1 =R
9. Hifae® ud varafA® ur
fegrae S EEE
1 . TeH At (3ith-aTse), Tihg
Tigy D 3l Uy gl
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TAlgd gRAMISSIS WHeH & 3R

Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TEHRT Teney= &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT aRRG: 30.09.2023

3.0 28.09.2024 10811383-00007  Ugdll IR SIRI HR &I ARIG: 08.07.2022
TiY T gge : e Iuds et
iR © 50-72
fUgan/ds &1 dIaH STl Iudsy T8l
RS SeeH HI fdg /ST SeT Iuasy Tl
ARl
wawr foig © e IUAsY el
TefiepRT B G . 32T U el
IR (319, 19 ) : UaNg el
SITTRITAT (ARet Ueref) : 3T I e
3= fawpie @1/ SR Sl IUAs gl
Saa-RITedT ST (3R
ToAfafere fetdie)

Y fowpie A1/ Sl © 31 U gl
Saa-RiAdn AT (s8R
THadfaferd fadie)
99 gaTd © $e1 IUAs TR
JI0&f 9T TTed ;a1 ISy g
BISARCES| : 32T U el
g 1.14 - 1.18 g/cm?

B faaadn 3l JudAs gl
ELISRRINICHCS] S
SfgeHIa/ar)
3SR &1 aruHH L e IuAsy g
3UYge P dgHH= 3T Judas gl
BIEGINERSAIEN

3T U gl
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

Dihydrostreptomycin:
RIEREICEACEICS ]

Benzylpenicillin:

SIEREITCEACLIEEI]

BT e & fafy: TY.31.09. AR i IR SIRY = &I aRIG: 30.09.2023
28.09.2024 10811383-00007  Ugdll 4R SR & &1 dRIG: 08.07.2022
fqemles uRayTd . fawples w81
HTRABRU & ORIHTT ;g U a1 iyl &t safieR® Fiifgd gt fovan T 5|
TS YR L SeT Uy gl
U R
U1 BT HIY © SC1 3UAs gl
P THR faaror D50 = 15 ym
D90 = 30 pm
10. FRY=aT 9yt ufaferaan
PIGEIN : ARl & WaR & U 8 aifidd el |
T fRRar D I wifRufaa A fRR B
IRGmeny ufafeparsit DAY 3RS Tsicl & 1y Ufafehdr HR Ihdl g
=1 uRfRufaal @ o SRIGH
3ge Yl ¥ shied . I3 Jak aId (FoReY) 3ude gy 1d gt
11. fwmasnfora g
TG REUN (TEIUISR) B IR |1 GRT TS0 AT
A ISR 1§ Judh
foTer
3@ ¥ Iudh
e fauraaar
JUAS TSR TR afiepd al|
3dgd:

LD50 (IgT (¥€)): 9,000 - 25,000 mg/kg

T840 3IRT (¥ (AI3H)): 30,000 mg/kg

LD50 (IgT (X€)): 8,000 mg/kg

LD50 (%% (A139)): > 5,000 mg/kg
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 10811383-00007  UgW! §R SIRI R B ARIG: 08.07.2022

g fawrgdar (RUSH & 3= LD50 (¥ (H139)): 3,500 mg/kg
) TRITHRM & IRd: F¢URead

LD50 (¥ (H139)): 329 mglkg
UGB RMA & I: 3fd:RRT

@%ﬂﬂ?ﬂ@%ﬁuﬁvﬁﬁz
g M fasTadar © LD50 (JgT (X€)): > 2,000 mg/kg
TRIBT: OECD TRI&T fe=dsr 423
Sfiear: Terd a1 Ao 31 S Aifaw siage fawTadar el 8

SIEASEIRACLIESGI © LD50 (JgT (XT)): > 2,000 mg/kg
TRIBT: OECD TRIefT fe=mAgar 402
3ficra: uard a1 g ot Hig T e fawTaddr gt §

T & U ergeRSTaT
JUAS SHHRI R aFiiepd el

3d4dq:
Hifsan sragifesmyEafan-e:

BRI L gRI Q)
gRomy : T H o Tat

TR A7 efaksaes
JUAS TSR TR aFfiepd al|

3[qyq:.

Tifean ssifesmyHafape:

PEIIG] G |

cREQ . OECD Ustefur femmnfder 405
BIRIE © 3TE A ST el

oI a1 UG GAT DRI

a1 B gUTSar
o Tl gt ufafehar I R Thdl g

YTI-YYT D GITSTdT
Y GRT TGV B TR TSI T Y- B F&0T T 4T | BISTE IUd B Jhdl g
3dYd:

Benzylpenicillin:
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Benzylpenicillin / Dihydrostreptomycin
Sulphate 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 10811383-00007  Ugdll 4R SR & &1 dRIG: 08.07.2022
RIE(01 B fohe R s TS URY (LLNA)
U (TRIOR) & e G
STy LD (HISH)
gfRomH . HHOIR YRIeTSoR
e ot forer . IRfHEeRE o
U (TRIUIER) & I i
PRI : fr o
SIRIL] . grdfd®
femof) : TH oY AR & ST WR uid
BIREs D IRIGd ARICTEOR
feaoft L HMG U B AHTUR TR
Af$TH grasifamyHIare:
e Bt b . ARiASeRA o
U (TEFIUIER) & I L gudh
PRI : frE o
GREZ] :  OECD Tigur fg=mfger 406
SIEIL] . BUTHS
SHaTY] Id "ereHiid
JUAS BRI TR afiepd al|
3ddd:
Dihydrostreptomycin:
IR R 3 fagt L TRIET B foh: ShIHIIH UaRRH oxe 34 fagl
URI&0T gurTett: Ta fomh g ey
RUMH: BUTHS
Benzylpenicillin:
SITaT0] ¥ RICToMRICT - . &Y T Ioi- INTTY] HIRIHT IARATT &b T9 & qi{HR0T B
Ican| T Tef a8l
Wfsaw sragifemuTafare:
fHICIhaRIe! 3 fdel TRl o) e e T fausta ufvads @t wire (AMES)
THT: OECD URtefur fe=mfAe=r 471
gRomy: Fond®
Tef01 B fhe: IRR & F18R WURAT BT HIFRABT3MT &7 S
IARaad Ttemr
TBI: OECD Utefur femnfider 476
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Benzylpenicillin / Dihydrostreptomycin
Sulphate 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 10811383-00007  Ugdll IR SIRI HR &I ARIG: 08.07.2022

gRkomy: arafds

[ERIEERISEESIEE] L ORI & T TUTRAT o THUNISE GEATYS 1 TR1eor
(Sifad orof & Frsciomicsd IRa)
DT P (H13) .
TR & I: SeTaRead SoaRH
BT OECD Utequr femnfader 474
gRue: ardfde

ST e TeToRic! - L AR & TRiEor B $H-dlal Qe s dd RICoHHICT &

CICaE HRIHD T

ER: T E ||

JUAS TSR TR aFfiepd al|

3dYd:

Dihydrostreptomycin:

PRI ; <)

TR & I ; %

fha gHg & ot duds 29

(TEHUISR) g1

NOAEL : 5 BT/ IRING 4R

BIELIE] . BUTHD

3T fauTaar

JUAS TSR TR aFfiepd gl

3{dYd:

Dihydrostreptomycin:
iR R & e R udE @ ghgur o foe: Yoy Ry faem|
TTifa: @RI
TP & IK: AifS
famTITHS fauTadd; NOAEL: 5 T/ IIRIRG HR

Tieqor o1 fee: Yoy g fas |

gatfa: {e foe

TWAh =M o IRd: FigufRm &

HIYRUT {dSTeRTAT HIgeh: LOAEL: 100 - 200 fBRT/f R

UR

faprATED fauTeIdr: NOAEL: 10 firm/fam RiRe 4R
GRUTH: A1 faSTeRTa o1 Sfaaich fabar T, FaH R
YurfasTaRta gTa 3R arforuTd aTg T
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 10811383-00007  UgW! §R SIRI R B ARIG: 08.07.2022

Benzylpenicillin:
3T & gHTd : Otequr ot for: IR
TS Gy (H139)
UIROITY: U=+ &l 0 YHTd gl

TRIUT D1 fhe: Ja=dl
ERIGEC NS
- U &FdT IR UHTd gl

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

M R & e R uyEl - gdem o1 fHw: aer
TS Gy (HI39)
gfom: THRl RIY] & s R gumE T8

GR1eu ot fore: fasra
goTIfar: T (X€)
gfvome: i RIY) & fasm W wHE T8

TRi&r &1 fbe: fasmrg
PEIGERCRIIN
gfvome: M RIY) & faem W wHE T8

;ﬁﬁmwarq@%lﬁuﬁv%ﬁz

S{ARAT & THIG L ORI 1 e faNTaTdl YA dicH/fAdbT BhiH UIa & ary
SN S aTelt DTS GRIS BT [quTaddt o1 St
goTfa: IeT (X©)
TAoh = o IRd: et o
BT OECD TRiU fe=mAder 422
URUIH: SBUTeD

iR RR] & e R uyE @ oo o few: Yol Rig faem|
TSIt g1 (R2)
TEHHRA & IR: AT o
TRIBT: OECD URTEfT fe=m-aRT 414
YU Irdfdd

ST fawTaan - sfidad D RIS IR o T TN & SYR WR A R Ufdgd gvE &
O T §

STOT - Ushd SifaH
JUAS TSR TR aFiiepd al|
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 10811383-00007  UgW! §R SIRI R B ARIG: 08.07.2022
STOT - qIgv[T \ifad

e o WR e el a1 gRTg TRIdIoR (@1, e, Htast &) Sl Y I ugardT 8|

3H{dUdq:

Dihydrostreptomycin:

"amo—cﬂ : ﬁgmqgr@amwaﬁwsaﬁ@ﬁwmw
REEISIN

U I fauTaar

3HdUdq:

Dihydrostreptomycin:

EEIIG] o e o

LOAEL : 40 mg/kg

I4NIERB LS| ;

fpa THg & ford Tudh © 90d

(TSR g3

& 3agd -

SRR D SR

PEIIG] : fowtt

LOAEL © 100 mg/kg

T & e ;

o g & ford Tuds . 60d

(THIUTSR) g3

& 3dyd M

SR L TSR, SERdT, ARG o HH gaf
PEIIG] : fowt

LOAEL ;300 mg/kg

U TH T & I ;

- THg & ford Tueh . 21d

(THIUTSR) G

& 3{agd - c

3R D TSR, SERdT, ARG a6 HF gaf
ATy grasifemyHIAre:

BRIl TE1 (XC)

NOAEL . 600 mg/kg

INIERRE LS| e o

o I7u & ford dudh 13 Weeks

(TR g3

oREZ] ©  OECD URiefur fa=mfa=r 408

13/18



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

Benzylpenicillin / Dihydrostreptomycin
Sulphate 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 10811383-00007  UgW! §R SIRI R B ARIG: 08.07.2022
AT WD
JUAS TSR TR aFiiepd al|
T4 SIRaW & A1Y AU
3d4d:
Dihydrostreptomycin:
T SHBRY L IMR: 3R, SRR, Aaeh, T (X3), I, RRES, ey
GEIG]
Benzylpenicillin:
g gRT T80T BT © 3R Tl Ufdfhar, 3ex Jadt g, Sich e, < UR ATd
IHd
12. aikfRufaea Ja=n
uiivfRfae fauTaddr
3dd:

Benzylpenicillin:

EENIEARELIESEI : LC50 (Oncorhynchus mykiss (X781 €I3€)): > 100 mg/l
o g & ford Tuds (TadioR) g3 96 hrs

THT: OECD URTefur fE=mAd=r 203

SHHA TG 3 Je-3fed :  EC50 (Daphnia magna (dTeR ih)): 3.6 mgll
ERERELICSEI o g & ford Tudh (TaRUioR) g3 48 hrs
T o R I 2w = 202

RIaTel/STelIg Uielf &) fawiaddl @ EC50 ( Raphidocelis subcapitata (¥9s5 STef %1 RdTd)): > 100
mg/l
o T & ford Yudh (TaRIUISR) §34T: 72 hrs
Tt 3N 3.4 S 2 A= 201

NOEC ( Raphidocelis subcapitata (¥d=d fc] &1 ﬁﬁlﬁ)): 50
mg/|
o Tma & o) Judh (TRTUISR) g3l 72 hrs

T 3 3.4 S & fAdwr 201

EC50 ( Hefl-g<t Rare): 0.74 mg/!

o g & ford Tuds (TaRTUIoR) g3 72 hrs
T 3 3.4 S & fdwr 201

NOEC ( Ftefl-g3t Rara): 0.14 mg/l
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 10811383-00007  UgW! §R SIRI R B ARIG: 08.07.2022

o g & ford Tuds (TaRTdioR) g3 72 hrs
Tt ot 3 &Y. élfﬁ?fmzm

TH-Thaexy (3Mfdurd oielek -+ 1

IERIESED)
BICIUE/RACRIES I : EC50: > 500 mg/l
e Tma & o Judh (TRTUSR) g3 3 h
URI&I0T &1 fohed: HT-URAN | Fhlac
T 3 3 4 St 2 fAdwr 209
NOEC: 5 mg/l
e Tma & ford Judh (TRTUSR) g3 3 h
URI&U1 D1 fd: YT9-URar B FhIac
T 3 3 4 St 2 fAdwr 209
ifgaw é’m@%ﬁuﬁm
EENIEARELIESEI : LC50 (Leuciscus idus (feg 3t)): > 10,000 mg/!
fpa gma & o W (TFIUISR) 31T 96 h
SHHAT Td 3 Je-Xfed . EC50 (Daphnia magna (d1cR Tit)): > 100 mgl/l
SRELCLIESKII o Tg & ford Tudh (TaRUioR) g3 48 h

T 3 3.4 St e fAdwr 202
RIaTel/STelIg Uiell &) fawaddl @ $3MRATYo ( Desmodesmus subspicatus (831 QaTet (Tesil)): 370

mg/l

ﬁﬁﬁﬂm%ﬁﬁw (THRTAIGR) 3T 72 h
T 3 3.4 8. %%201

NOEC ( Desmodesmus subspicatus (Eu'frﬁ?ﬂﬁ (Q(Tri )): 10
mg/l

ﬁmﬁw%%ﬁw (THIUISR) §3MT: 72 h
T 3 3.3 8. %%201

SiiaTopen & fawradan : NOEC: 10 mg/I
foran g & o) Judh (TRIUIGR) §a: 4 h

ASc &) fauredan (RReifae © NOEC: 13.5 mg/l
Ay fob e wHg o ford Tueh (TeaTUIoR) gefT: 35 d

TSITid: Danio rerio ( ﬁwﬁm
Tt 3 g . e F[dwr 210

ST Td 3= Sefed . EC10: 8 mg/l
BEERGENESCINERCAING o= Tma & o Hudh (THRIUIeR) g3l 21 d
IELIESED) USTIfd: Daphnia magna (dTex Ui
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 10811383-00007  UgW! §R SIRI R B ARIG: 08.07.2022

" TpT: 3ft 3.3 B T A= 211

TR 3R Tp ORI
HdUd:

Benzylpenicillin:
Gfae SaehHUIAT T &faT 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

Tifsan srasiiemymafasde:
SIfde ahHUIT BT & D OROTY: YA & 1Y WHiae diic o SashHueRT
CRISESERRIS
AR 77 %
o Tg & ford Judh (TaUioR) g3 28 d
T 31.3.91.31. T MSSAre 0%

Tuifad Sfee J=wua

3{d4q:

Af$TH grasifamyTHIfare:

TSI Ul (T : log Pow: < 0.3

S arn)

fordY o wifer=fteran

331 Iy gl

3= yfagpd yHTa

3T IuAH TRl

13. e ifgard

freq & e

/N T 531 7 (e . PHe Pl A H AT B |
Ry fafadl ey has |

afa ofdh L @l fSadl Dl 3 DI g7Sd B drelt haiaie! B ST a1
T & o o S|
3R 3T fafAfEy =181 fovam Tam: sgad Idrg & U |
Agem ®%1
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Benzylpenicillin / Dihydrostreptomycin
Sulphate Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 10811383-00007  UgW! §R SIRI R B ARIG: 08.07.2022

14. URag= GaAT
SeRiga fafram

UNRTDG
GRS It & =0 # fafafig 78f

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

318 Ty S oft-wls

TR Al & = # fafafig 98t

IMO JUHRUN & AR 4P A ufkagd o
3MYff b T Misae 3 forg omy et
IuaRTHal & fore faRiy A=t
B

15. fafrarae @

wer ar fargor & firg gRam, Wy, 3R wataRur & fafmfau=
39 IUTeA ¥ 3auq fAmfrfad srae N A gfua §:

AICS - fyffa =gt
DSL : fyffa =gt
IECSC . FRyifa T8t
16. 39 AT
TeneH ot fafdy I 28.09.2024
Sifafvad & RY
a1 Xte & Johad & o . &= ATd SDSs, OECD eChem ¥ 3fidRe® d&Id! gel, Sel
TANT fod O gt Iéa Wiet aRome qut RIg IR o,

http://echa.europa.eu/

g@%mWﬁwﬁaﬁqmw%ﬁm%wmﬁa@@%@wﬁmw
TR

faie o ;e amad
3= TN & qut ar
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TAlgd gRAMISSIS WHeH & 3R

Benzylpenicillin / Dihydrostreptomycin

Sulphate 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 10811383-00007 Ul IR SR A &t dRRE: 08.07.2022

AIIC - 3TN Il &1 Sieferars gl ANTT - siford &t 91 Yff uRag Toidl; ASTM -
3! At Uieror TR bw - Sial &1 G9; CMR - BRI, Heol-d a1 Yo faveT; DIN -
THA TFSIHR0 IRIH & U AF®; DSL - mwﬁ@(m) ECx - x% Wfdfehar ¥ JT
Tdhe; ELx - x% Ufafhar & JS ST &; EmS - MUMAHIAH Aedd; ENCS - HIggl 3R T
RS Uard (JTAM); ErCx - x% s &R Uidihdl ¥ JST Hbg; ERG - UIddmIe- Hldfshar
TMES; GHS - dfffd TR TR ATd RiteH; GLP - 3redl GUITRITE H0T; IARC - HER R S & forg
THl; IATA - SRS arg aRaeT THIRIERH; 1BC - uﬁ’rwﬁwwﬂaﬁ
asﬁﬂfweﬁvmaaﬁrq Hfgar; 1C50 - 31T Sifdan fRIUTEHS ddha; ICAO -
SRIT AR faHFA W16, IECSC - I & HiS[aT IM™M® Uardl &1 3dedl; IMDG - SRSy
T WARATS TT; IMO - SRS Tl W13, ISHL - STeNfIes YR&T SR WA BT (STUH);
ISO - AR & I RIS W 6; KECI - HINAT HIGT I $dexl; LC50 - TRI&T aTe!
BT 50% BT Gl Tabgd; LD50 - URI&UN STETEl Bl 50% bl Gldch WRID (A °Idd QRD);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRigha Ta; n.o.s. - 3T A&y 6T, Neh - Ry
f98; NO(A)EC - Sadib = fdar M1 (wfddd) WHE dda; NO(A)EL - 3fdaid- 9 foear T
@fdHe) THTT TR; NOELR - TR-3{JdIH-07 UG daM &X; NOM - RGN Afdyem fad;
NTP - IP1 fau-faq SRiH; NZIoC - T8R! &t ol o $desl; OECD - i TgaT oiR
3BT TTE; OPPTS - IS JRET 3R UgWUT AU HRTEd; PBT - RIRR, S1a-UHAIHR0 3R
fawred uard; piccs - N—IILH\?hTQN-IIHHOb ua%ﬁﬁfﬁv—cﬁlﬂ?rsﬁzﬁ (Q)SAR - (HHTHS) DT
TfAfAfY Fee; REACH - TRIU T4 3R IR Goiahrul, eid, WRHGR R ufady aRug &
fafom (EC) 4. 1907/2006; SADT - W-<Igdl 38 dIAM; SDS - JR&T Jel ie; TCSI - agaH
A uerd gdesl; TDG - WARATS WA &1 URdeH; TECI - YIS T g-desl; TSCA -
fawTert uare iz sififam (e Isg smReT); UN - 9G4 Y; UNRTDG - BIM®RS 9HH &
ORTET TR TG P ST RABIRRY; vPvB - Igd W IR Tgd ola-THAHRUT IRF; WHMIS - HT-
RJc WRATD Il =1 Yorreit

U &M ST 2T & $US THIRM DI dRIG B &} T THSRT §HR I, STHHRT SR Iy &
SR BT § | TSR Bl FRI&T ST Y FUTEH, TN B3, UihaT B, T -, IRag &,
e oA quT Bisa & fore Faa ArfexE & wu § feumraA fosan mar 8 aur fordt ueR ot adt an
T[UTaRAT T fAfERT =T8T T SITET | U SR T ST 39 SDS & XY IR ggar! T dad
faRry areht @ Tefid 8 aur SDS Wl &1 farelt s arelt & TaeH a1 fansht o ufshan °, 5|
I UT3d H 7 FdTa1 T 81, TRANT &1 R 94 el 8 Taball ¢ | It vaiiaarsit &l @] 817 0R, Uaied
¥ Sifad Iare H SDS-URR & I BT SHHe B Uled eod B, TANT R, Ulchar dx-
TUT T TR & 30 3iF &1 & ARy e & SHaRT SR Ry ot weten & a1fgu |

IN / HI
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