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

Tulathromycin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR TR B34 Dt dRIG: 06.07.2024
6.0 28.09.2024 5300148-00013 Ugall IR ORI 31 B dRIG: 13.11.2019

1. ITE Ud HHHT Bt Ugd=

EEREIE - Tulathromycin Formulation
ﬁ%ﬂ'ﬁ%gﬂ%ﬁ% : AROVYN INJECTABLE SOLUTION (90779)
frafansmyfdeat

ST MSD

gdr - Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

ILAG ! +1-908-740-4000
STUTABTA TAHIBIT THR © +1-908-423-6000
$-Ad BT Ul ' EHSDATASTEWARD@msd.com

TR R RreTier iR ufady

Repose yam : gy ffarear Sarg
ITANT R gfaee O
2. @R B yga=

famfor, WSRO 3R & SMITd WaRTS Q1A frgHTaedl, 1989

affaor
g1 & HrT | & Fufika Ards & SguR Tave & &0 & iffpd Te 7

Sit. 09, B-aeffevor

JHS! USRS o faumR

™R 97 &fakod : faumT g
CEICIRSPIEG] D faum e

ST fauTaddn o faumR

fAfad deg-si efge fawreaar - faum  (RR, sifw)
- IRTGA 3R (HIfEe)
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

TTHIl T o fafd:
6.0 28.09.2024

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 06.07.2024
5300148-00013 Ugdl! 9R ORI A P dRIG: 13.11.2019

DD (USd) STel1g TRl
rdopIiere (STUT) STelty TavT

SI1.U9.TY. d9d 9
SlCEEIREENES]

BEGRIEH
BT Tl AR

gfaard/gdiay™ §am

;. faum g

 fAYUFTQ

OB

: H315 T B g S BT 3

H317 @1 Teroll Jeiet ufdfshan S &R el 5 |

H318 3fidl &I TR BT Ugarai g1

H361 IARTT T 31T IR 1 811 Tga &1 g .
H372 FRTa 1 WX Y el a1 TRIgd Tadier (R, @)
3T & JHRIH UgaTa gl

H410 STereR Siia TR vl R UHT ST WY g 31 fadier|

: AHYH:

P203 IUANT a3 § Uga it JRem SR o) o &%, UG SR

ITeBT UTe R | _

P260 1T I YT DI g § 7 |

P264 TATe YT U901 U J 81U & o |

P270 39 I1G DI TN Hd FHY GHT, W1 a1 YU qd B |

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

P273 dTdIaRUl # BleH ¥ URER |

P280 J&Tad G/ IR 3R 311G T/ &0 U |

3R:

P302 + P352 3R @l 0 1 dl W& IR U U & STel

P305 + P354 + P338 + P317 3R 37l H =l §Y| 3 e

P LA U Y e | 3R Dicae o T 81 dl 35 i

T B1 ot Tt ¢ | Tafdrean Tgran e &1 |

P318 3R 3{1aRUT g1 AT =T g1, ferda<ii 9aig < |

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

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

P391 BB UHAd Br |

HSIRUT:

P405 HSR ard HI

fraror:

P501 3y fess o1 AuerT Wied e Suvd sREM A
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

Tulathromycin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 06.07.2024

6.0 28.09.2024 5300148-00013 Ugalt IR SR} 6 B aRi: 13.11.2019
" B
3=y gIfT ot ufvoma W aeffe=or 7Y giari
ST
3. 3qYdl BT HHeA/STHHRI
e/ o oy
3qyuq
RS 9 T (FY) - TR | ST (HE1RH) (%
/
Tulathromycin 217500-96-4 >= 1V\(IJW)< 20
B SIFAIND 3d 7647-01-0 >=3-<5
qrgfded 3d 77-92-9 >=1-<5
qifsaq 1310-73-2 >=1-<2
3-0HPMNH-1,2-3Ad 96-27-5 >=0.25-<1
4. ATyt fRIferea & Iura
T A8 . 3R gHeHl g1 a1 ddiad 31 A @ dl Afedhd TIh I g d
SIS &1 TG T8 I1 Xieb! bt g fRUfd H fafebedity wemrg |
3[R Y §RT UG &I ST : i 919 gRT 95U o forar Y, o arent gt ga1 § o g
et ggan o |
SR @l ¥ U g1 oY © Yud H W, R @ B HH J B 15 e 9 R IR I I
T H 3R 1Y g Wghd a%d T S IR ¢ |
faferdta ggan o
YN ¥ Ugd aXd el |
. QTN & R ¥ S I ort avg oY
3R 3@ ¥ U gl oy WS gF W, R Gl B HH Y B 15 e d& o IR U
I U TP e
3R PI-cae dvol Tg 8, 3R 37! IARAT 3T 8l IaR < |
T fafefcra vae Al
3R e feran g : gfe fETa oY, 98 ORd 7d &1
fafeeita g o
Tt & 1Y 4§ 33! kg Peall HRal |
T AUl TEUT 3R L 9 H gd 30 BT g
THTd, I dier 3R & CRIRSEIRREIERERIR P EREEn
3itel I IR B Ugara g1
JARIY T ST R P11 Uga™ &1 Wegl
T TR el o TRTg eRamn & Wi 3t (i)
. IHYH UgdTd g | .
Ui fafere & TReur L Ui Fafdhc R aTal B ST YR&M UR & ¢ d1fg T, I
SR B} UG B TR YT 7Y afids JRETHD IUHRT
P IUANT HAT 91T (WS 8 W )|
Rifras & ford g ;O SR TEaNT ¥ SUAR &
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TAlgd gRAMISSIS WHeH & 3R
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Tulathromycin Formulation

TTHIl T o fafd:
6.0 28.09.2024

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 06.07.2024
5300148-00013 Ugdl! 9R ORI A P dRIG: 13.11.2019

5. 3R U™
Jugad SR difear

S (311T) T & HTeEH
SR & SR ARy @R

WRATS g8 IdTal

(31TT) I & A=y i

3T g3 & fore Ry 99

SRR
VA Ia-fRIE FRT

P SBAHHIRS
kR T

S RG]
L g 3G o1 Uud WY & o1 Ueh W1 g1 Tl g
L BRE RSy

AR PGS

Ned ShaaEey

. 98 RIS T TRNT B3 S R uRRAUR iR Sma-ur

qIdTaRUl & 3% d ol |

I &aal B 3T PR & o JTA-FeR BT UanT |

SR U1 BT YRIE § Al 3T & & W &g = dbeR e o
EURCARCIRIERE !

D 3T TR W WR, TR 4 Suevor ugH|

ol TeTHS IUBHUT TR-IRT BN |

6. 3MH AP Rl Iura

Jafdads AU, JRemETH
JUSHT TUT STATARTCN

qafaRuitT Araenar

BT HA SR e I b
& yard Tg @i

: Aol veTee IUHRUT YT &N |

R gSfeiT R (Ws 7 < ) 3R AfadTTd JREM IUHRON
& AA! (TS 8 TW ) BT JUTE DY |

© gIdTaRul § Bie ¥ URER &1 |

e AT JRI&r, 3R 31 g a1 Sadb1d Hi A5 |

A AT | o I AP (ISTER0T: gz a1 Jt )
g T T O Dl @1 U4 FHepTaT |

gfe Heaqul SAHId UT 1 81 Iob, 1 R Wiferetial &t

fad L

L3RR XS yerd § IR |

¥S g & forg ST a1 3 Iugad AU U & dlfds
g 3R A a3 | A SE @ 18 yard ) Uy fsar S b g
I 3 IUGdd HeR STA PR TR PR

JUYHd TeHReC & 1Y THalld o AT HERNTS o) 916 B |
R 1 IS fafaw 39 verd ot fagfi ok e & &
fore @] 8 wehd €, Ty 8 37 IeRiaey ok Smgery W oft oY
(9 yerd &) Refiel & Iwrs o ST A a1 Id |1 39 &Y
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

TTHIl T o fafd:
6.0 28.09.2024

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 06.07.2024
5300148-00013 Ugdl! 9R ORI A P dRIG: 13.11.2019

fAuia & g o P faeiam o 8 €

U THSITH & SIHTT 13 3R 15 $© RIFT AT IPH Reprgr
& IR & THSBR! TeH Hd ¢ |

7. WA SR HERUT
dBb-Id! IU™d
Y / o dfed=H

IRIErd gTUe o fore
graytfar

TRféra Herur o gikfRyfaan

37 gerdf § &

;AU (TRIORR) ¥ 99 & Aa=07/oi 9919 S[HT & d8d

golifafeT Sur 9|

R Iuged ardarE § uai #e)
D @A AT HuS) W A RA S

PG T HIY P I H T T

e w1

G AT M T

e & d1G adl Bl 3BT aRg Y|

3t SN Tae5ar 3R GR& TUTSf & SR YT, it
PRIV THIUIGR ATHT TR TR B

oo B HY TR 9¢ PP @ |

Y I DI TN R I9G 1, UHT 1 §Ha= 9d B |
@ﬂ?ﬁ?ﬁéﬁﬁﬁﬁﬁﬁwwﬁ@,sﬁimﬁwﬁ
@H |

L 3R] AE U dad fort gU fessl I 1|

HSR dra H
Y PR TG Hh TG |
fa=iy ISty fafodl & SR YeRU &

- fFufafed teR & Uigde & 91 9 39

e 3ieRifpRUg Toiey|

8. sy farimror / freft R

HRIRT G701 & A1 & 1Y 3a9q

3{qyd

H T (39) | I UHR = Ut / YR
- TR (3RE&TT BT PRENICK
UHR) HIACIA

Tulathromycin

217500-96-4 | TWA 300 ug/m3 (OEB | 3fidRe

2)
3ffadad SM®RT: DSEN

Ol &t g1 | 100 pg/100 cm2 3dfyp

gIRSIadIND 3 7647-01-0 CEIL 5 ppm IN OEL
7 mg/m3
C 2 ppm ACGIH
HISTH ERSIRIZS 1310-73-2 CEIL 2 mg/m3 IN OEL
C 2 mg/m3 ACGIH
ESUERITURELEL] ;i SolifafaT =T &1 aReR fesis gr1 srifad g9
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

TTHIl T o fafd:
6.0 28.09.2024

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 06.07.2024
5300148-00013 Ugdl! 9R ORI A P dRIG: 13.11.2019

foroht s @t 9l
oI et a1

RUIRSERIEEIR]

garf

3T el s=1g

91 Ud TIRR e a1

W5al Saet U™

TR SR ITe], ST, 3R TafaRol Bt &1 & o GMP &
Rygidl & SR Sarferd foar s @nfgul

Sffrard = u  faredt et Ture o) srgafa e ]

g TR Ren a1 Asum Wil &1 Swamd B |

TR TRIGIATSHRA & fIT FHTET JiS[E &Y, af TaeT=mer &
TUTS T IR, I ¥ § FET18 BT 715 SI9-JR&M Hioe, WA
S, B SHE Y| 3R T FHIGHT Hioe 781 2, a1 et 2 o
ST IR G |

L SR v WM e AR Sudsy 8l § 31 ToueR

ATHE SRR fe=n-Fde & a1er TauioR Uefid Hrdr e,
4 GR&M BT ST DY |

L Ogad PEeUr iR Siellg /AT UHhR

A g E

D 39 TG R AR &)
D TRS =TS 1T & AT gR&f IR UgH |

3R HTH & AR a1 MAfafy § ¢ &t fRufaar, o a1 wRie
e g, df Ifd e ugH |

TR Y, Yo, I TR o ATHAT 1Y A o1 FUTa1 81,
TORiTeE a1 QX IR P13 TREUT UG |

. odf a1 TR Bie | B1H B

IR @l B Al Y d1d & [AT4 D1 off X! B B YR T
Sffafad STel a%d UgH (S, Wildded, T, Medcd,
feeoed o) |

Tuifad gfd sus FMeraq & fore I Shnfei aa-ia! &1
XA B

. 3R AR IYTNT & SR I & U | 3 Pt YHIGT &,

@ BT B B WM S BT 1Y O Pt yoniert 3R JRem
QMR YGH B |

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

fIgd HUS! B HRAIRW I IEX o W DI A A S
UGNd HUS! B U & 916 B [ I STaTd |

gfayT o gUTdt Yot o SoltfAai fd=or o witern, Ifad
HfdTd TRET IJUHRUT, I ST 3R aR=ied ufesarat,
N Tzl AR, fafde FRE ok arime
=0T T SeaTTd [MAS B4 MR

9. Hifae® ud varafA® ur

. %hq W il Ol
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& seT e

TAlgd gRAMISSIS WHeH & 3R

Tulathromycin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 06.07.2024

6.0 28.09.2024 5300148-00013 Ugall IR SRY A &I aRRE: 13.11.2019

Y . BAPI
Ty BT ggelrS : 821 IUds g
LiReE] © 51-57
IEEREREEAGIEIE] 190 - 192 °C
IR Ida- 1 fdg /ITa-  © el Sudsy g
Cak:IL
e fag : 313U g
BRI BT R : a1 ISy g
SaeRitedr (31, 9 R o i
SaATN e (R gar) © 32T IUA TRl
I fowpie 91/ SR STl Iudsy gl
SR THT (30
Farafere ferdie)
&Y fawpie Iar / aa STl Iudsy gl
SRt T (AR
panfaferct fedfie)
Gl ECEIG] 3l Judas gl
JIUef 9T T : 32T U el
qrue g7 : 32T U el
Ui 1.07 g/cm3

gt A faerTar : >1,000 mg/l
fqHTSH TuTieh: (T . log Pow: -1.41
i/
3NeISRIRH FT argHA 3l Judas gl
3qYe BT dIHH : ST Iudsy el
igar (e ifidh

3l Judas gl

faepie® oRaUTd . fowpies et
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024

Tulathromycin:

[

6.0 28.09.2024 5300148-00013 Ugal IR SR - &1 dRI: 13.11.2019
SRftHR0T & TURGHTT : zguerd a1 e ) s Re afferd =gt faan ar g |
3UTfdes HIR : 806.09 g/mol
U R

10. =T auT ufaferaan
iR : Siffsareiidar & @R & ¥ H FEifepd 81|
T fRRar D I wifRufaa A fRR B
R ery ufafeparait A HTRfiPRS Telel & Ty ufafehar o g g
3 ufefRufaal @ o i
ST IR . SfRfieRulig Teleq
3qege- uerf ¥ shfad C PHIg W dId (FoRed) Sqge gy Jd et

11. fawrdsnf~ra @

TG SREUT (THAUIGR) F IR © I GRT TGN FH=AT
Y U
BRSEL
i@ ¥ ¥udh

GIERGEIESG

JUAS SHHRI R aFiiepd el

LIAKH

g Mifaw fasmadar : SfforTcl fasTaRar S$IgHM: > 5,000 mg/kg
WD T RIBbT

T foSTertelm : SffquTat faweaar SIHM: > 10 mg/l

fober T & fordl Tueh (TeRTUISR) G 4 h
UI&(0T ATATaRUT: Yei/paiar
WIBT: TUHT RIbT

GEECEIRAELIESGI : Sfoardt fauTedar 3=HM: > 5,000 mg/kg
WIBT: TUHT RIbT

3dUdq:

- LD50 (¢): > 1,000 mg/kg

&Y 3{qYq: TR
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& seT e

TAlgd gRAMISSIS WHeH & 3R

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

Tulathromycin Formulation

3ifdH TR SR B3 BT TRRG: 06.07.2024

28.09.2024 5300148-00013 Ugal IR SR - &1 dRI: 13.11.2019
LD50 (IgT (¥€)): > 2,000 mg/kg
&g 3H{dgd:
SIEASEIRACLIESGI : LD50 (JRAMRT): > 2,000 mg/kg
&I 3Hagq:
HECIESIRE RIS
SIEERBACLIESE © LCS0 (I8T (RT)): 8.3 mgl!
e T & ford Tudh (Uadlen) gaiT: 30 min
TYe107 ITTEROT: Y/
TTgfe® 3T
g A fauradar LD50 ({ub (HI3)): 5,400 mg/kg
SIEASEIRAERIESEI] ©  LD50 (IET (}2)): > 2,000 mglkg
TRIHT: OECD URIEfUT f[GRMAGRT 402
Sficha: yard a1 fHrsior &t Hig a1 SRIe fawTaRdd T8t §
IfEay gIssIFTSS:
SIEENEACRIESG : 3ffha; W YUelt & o &Ry |
3-AHPIA-1,2-ST:
g M fasTadar LD50 (IgT (¥T)): 648 mglkg
SIEACEIRRELIESGI LD50 (GIT): 673 mglkg
U & T ereReTe

@l & 9d e AT 5 |
S CRCH

Tulathromycin:
ESIG]
gRuTH

BIESIaAIING 3T:
|uG1TI%r

GREA
| fafyoms

aTgfee® s
|enfa

G RRN )|
© 9T H o Tot

L QAT A STRTa (3RTE-E)
:  OECD TRlgfur fa=mdxr 431

. YR 3 e 91 399 &H THY & THIUISR & G

ARG B
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024

6.0 28.09.2024 5300148-00013 Ugdl §R SR} B i dRIG: 13.11.2019
GREQ :  OECD Utefur femnfader 404
qRumH G kA E |
HifeaH gISgINISS:
| |afvoms : HYRS 3 e a1 3T HH T & TaUIoR & d1g
3-AHPIYUN-1,2-ST:

PIIGI GOSN )|

BIRIE G CARCIGE
TR A7 afaksdae

3ifat @t iR g1 ugarar g1

3dd:

Tulathromycin:

|E|\—r|TI%r G )

SR : 3fREl TR URGA-IT UHTT

BTG IFAIND 3T:

| PEIIG] L THIMIG dEHUST/AATS Bl
cMEQ :  OECD Ustefur feenfder 437

| [efroma : 3fREl TR URGA-IT GHTT
Arsfed arat:

PG G RRI )|

cMEQ :  OECD Ustefur feenfder 405
CIRIE] L 3l B ofe, ) el & iR fadd
IfEay g IS S:

|trhﬂnn © 3G R 3URGd-g UHTg
fewoft D T B ARGl UR TR
3-AHPIYUN-1,2-S1:

|1;rana G )

IR D3l T ofe, 8 Tl & iR fad
4T T THST GUTEIBT

1 B gUTEar

a1 Tetolf Jae Ufafshar Sue R bl g
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024

Tulathromycin:

“ﬁlﬁaﬁﬁﬂﬁﬁ@

6.0 28.09.2024 5300148-00013 Ugal IR SR - &1 dRI: 13.11.2019
YT-YYT D GITSTdT
JUAS TSR R aFiiepd el
3{d4q:
Tulathromycin:
e ot forey D DoHEeIRE O
U (TRTAER) & IR A g dUb
ESII] : feR o
Hiper < e e s ) I S B RS G
CIRIE L Tt (ReTSHRH) g B
HESIESIRER LS
e ot forey D DoHEeRE O
U (TRIUIER) & I D Uk
ESII] : feR o
GRiEZ] :  OECD URiefur fa=mfd=r 406
SIRUIL] L BTG
HifsaH grEgIeSS:
URI&01 1 fobery : ggA Rie S8 U9 ¢ (TSRS UIE)-adl & Adg-dmial
%ﬁ&mﬁmﬁg@muﬂw
(TRIUIRR) o Il D A Y dUD
. BUTHS
3-ABIPIUUA-1,2-STd
R1&01 B fohe R s AT URY (LLNA)
U (TRTAER) & IR DAY dUD
EEII] L NS (H13Y)
GREZ] ©  OECD URiefur fa=mfa=r 429
BIRIL : dRdide
Sia A T @l & GO B HH I HHH &R P UG
CICCINIMRIRSES]
SaTY] A ReTeiiadt
JUAS TSR R aFiiepd el
3{d4q:

TRl o) e Sadifar e fausia ufvad= &t Wit (AMES)

gRomy: Fond®
TRIE0T D1 fed: HIHISIH TERRH ¢xc 3 fagl
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Tulathromycin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR TR B34 Dt dRIG: 06.07.2024
6.0 28.09.2024 5300148-00013 Ugall IR ORI 31 B dRIG: 13.11.2019

gRumy: FudS

fSTCIhRIcT 3 faal L e Bt fbe: WUl & THNISe GEAHG g gdign
(Sifad orof & Irsciomicsd tRa)
geTfa: g7 (X©)
- FUTHD

SIiaT] S REToRTe - L 1T BT g INTTY] HIRIHT IARadT & U H GiifepRur &1
3fipa T 751 Bl 5l

ENNEE TS g T e ST SR R e
T (IRR & TE)
gROMH: BUTHS

TqTsfe® ot
[ERIEERIEEESIEM) TRl & fohe: dadifar Yeeh fausta ufvads &t St (AMES)
URuMme: BUTHS

GRY&r0T o1 fore: TR o S8R YA 1 R1&r
URUMH: aRdfds

e 1 fpe: SR geef faudia ufvad= @) S (AMES)
U UMD

SRt 3 faat L OG0T ) fohe: RIeTolRIE (34-faat AaferaH o ARl
Jrscomiced ¢, BN TIer)
IolTar: <81 (RT)
THBRA & I: FRTe &
TR HUTEHS

e iRt 3 fae! L TR o) T Sadifan e fausia ufvad= &t wifd (AMES)
TPBT: OECD Uteur fammAaer 471
TR HUTEHS
fewguft: uer S IRt & ST W muid

T80T ot fohed: IRR & T1ER WUTRT] Dt BITRABT3M BT S
Iafad uieo

T8BT: OECD Ultequr femmfAewr 476

TR HUndS

fewguft: uer S IRt & ST W muid

G801 D1 fhe: I TsRRH ¥ 3 fagt
TPBT: OECD Utefur femmewr 473
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

TEHRT Ty &1 fafd:

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 06.07.2024

6.0 28.09.2024 5300148-00013 Ugal IR SR - &1 dRI: 13.11.2019
UM FBUMEHD
fewoh: uer SRfY IR & SeT iR 3nenid
FITSHBAT
JUAS TSR TR aFiiepd al|
3{d4dq:
Tulathromyecin:
RSl - 3ffha L $CT IUAsY g
BISSIFAIND 3
SIS ; a;s’réf
INIERRE LS| D Y gRI U8 Al
fhaa THg & ford Tudh 128 TuIlg
(TRIUTSR) gt
SIRUIL] EYIEAC
3T fauTaran
JARIY T ST RIY BT g1 Uga™ &1 degl
3d9d:
Tulathromycin:
3T & gHTd : Oterur ot fore: BiEferct / s &1 wwsiia faer
Uit 8T (RT)
TRAIHTH & I AfD
JdRaT: NOAEL: 100 i/ amiRes 4R
gfvom: foadt Teyuf ufdgd wHTd &1 gamm &1 fireht
MR R & e R uyEl  wgur ot e yormiw Rig e
Tenfd: g7 (X©)
TRAIHIH & I AfeD
HIYRUT faSTeaar Arges: NOAEL: 15 fBrT/fdb iR YR
TCISMRIET: NOAEL: 15 firm/faet IRiRe UR
URUIH: TARIYUI-g4Td 81|
Tteqor o1 fre: Yoy R faw |
TRAHIH & I AD
HIYRUT faSTaaar Aiges: NOAEL: 15 fBrT/fdb IiRe YR
TCISMRIET: NOAEL: 15 firm/faem ImiRe IR
ORI ATq fSTaddT &1 S{aaid- fodl T4
ST fawTaan - sfidad el WR T T U & SMUR IR Vad B SR UoTH
&, SR/ fashT R Ufdpd UHTd &1 $& Iad e 3|
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IS ERAMSWS YRIeH & STAR e MSD A

Tulathromycin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024

6.0 28.09.2024 5300148-00013 gl R ORI R &1 dRI: 13.11.2019
argfe® s
mie R & em R uuEl - gdem &1 f5w: Ue-Uiel TTedre fauTeddr sieaa-
goTIfar: g7 (X©)
TEHHE & I: e T
gRom: Fond®
3-ABIPIYTN-1,2-ST:
3T & gHTd L TRIET B b &l Uiel grvddTaH fauTaan sieqa=
UoiTar: <81 ()
TEAIh T & I: FTd a1
THT: OECD URTefur fE=md=r 416
gRom: Fond®

fewguft: ue S IEREY & ST W smuid

M R & Aem R udEl © 9heor o e yor-mi Rig faem|
goTfa: IeT (X©)
TWHThRM & IR: F91a
TRIT: OECD URTEfTT fa=m-a=r 414
URumy: BUTED
fewuft: ue SRft It & et wR sneia

STOT - Uohd SiifaH
JUAS SR TR G fiepd al|
AdYUd:

Tulathromycin:
"\?:ﬂW : 39 Uerd a1 fe0T 1 T TRIUIoR & a6 fa-IY eRAE 3T &l
faw affepa =61 fpar ma 31

| EIEZSE] L YUY Gr Sl S B ghdl gl

| Elcass] L YT-UYTY JrRt Sfe ST HR Jhdl gl

STOT - GgerT JifaH
fTe o R < refie a1 TRIgT TRIUeR (SRR, 3ii) ST &1 JadT Ugardl o |
3qYq:

Tulathromycin:

|| (TaaR) & T . O
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TAlgd gRAMISSIS WHeH & 3R

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

Tulathromycin Formulation

3ifdH TR SR B3 BT TRRG: 06.07.2024

28.09.2024 5300148-00013 Ugall IR SRY A &I aRRE: 13.11.2019
e 3aad . R, 3@
ipa L et H o /e Soery a1 SN HH &1 Aigdl IR Hedqul
W yHTg fears fed B
U G faurear
3dd:
Tulathromyecin:
BRI LR ()
NOAEL : 5 mglkg
UM & IR C ARd®
fopaa g & ford 9udh © 3 Months
(THIUTGR) Gl
1&g 3faaq - R
3R A S0 = R TS |
PRI - |
NOAEL : 5 mg/kg
T P I . Afee
o 97u & ford duds © 3 Months
(ToRTUIOR) gafl i
RREEERE] : TOR, sira _
3MTIR . TR 7 easl, siftE ot dERY
Hrsfee srat
ESUE) LRI Re)
NOAEL - 4,000 mg/kg
LOAEL - 8,000 mg/kg
UGB &b I
o g & ford Tuds 10 Days
(THUTGIR) g3l
3-ASIPIUTI-1,2-SMA:
BRI L R ()
LOAEL : >100 mg/kg
Q@W%W :
fha IHg & ot dudh : 55 Days
(THIUTGR) Gl
GRCA :  OECD UStefur fammfAdr 422
feaguft . T oY A & ST WR Suid
C IR KGR
JUAS TSR TR aFiiepd al|
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Tulathromycin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR TR B34 Dt dRIG: 06.07.2024
6.0 28.09.2024 5300148-00013 Ugall IR ORI 31 B dRIG: 13.11.2019

T4 SIRaW & A1Y AU
Sdydq:

Tulathromyecin:

| BUGESEI L 3fNR: &%, Hdd, Sa) el g, It

12. aikfRyfaea Jan

ri¥fRufas faumamar
3dYdq:

Tulathromycin:

EENIEANELIESEI ©  LC50 (Pimephales promelas (ﬂTc'%'g ﬁﬁ:ﬁ)): 4 mgl/l
e Tma & ford Yudh (TaRITIeR) g3 96 h
RieT: OECD Uleur favndwr 203

SwiATT Td o e-fea . EC50 (Daphnia magna (@TeR Ti): > 100 mg/!
SNEMCEIESKI o= Tma & o Wudh (THRITISR) §3T: 48 h
Tt 3t 3 . 2w A 202

RIaTel/STelIg Uielf &) fawaddl @ EC50 ( Pseudokirchneriella subcapitata (8% RaTel (Tesi)):
0.044 mgl/l
3if~m fag: 3fS
P Ima & ford Tuh (TaRTAIoR) g3 72 h
Ther: 33T, %Rfﬁ?fir 201

EC10 ( Pseudokirchneriella subcapitata (831 a1t (Teath)):
0.014 mg/l

sifm frg: afg

o g & ford Hudh (TaRdioR) g3 72 h

Tt 3N 3.4 S 2 A= 201

EC50 ( Anabaena flos-aquae): 0.0023 mg/!
St fog: gfs

T Tma & o Wudh (TRITISR) g3l 72 h
T 3 3.4 S, év:'ﬁ%m 201

EC10 ( Anabaena flos-aquae): 0.00035 mg/I
S fog: i

o g & ford Tuds (TaRTdioR) g3 72 h
T 3 3.3 8. é!fﬁé‘!zr 201

EC50 ( Synechococcus leopoliensis (@ﬂﬁﬁm

Fﬁ&ﬁlﬂﬁnﬂm) 0.0028 mg/!
s forg: gfs
o Tg & ford Tuds (TaRTdioR) g3 72 h
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Tulathromycin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR TR B34 Dt dRIG: 06.07.2024
6.0 28.09.2024 5300148-00013 Ugall IR ORI 31 B dRIG: 13.11.2019

T ot 3.4 & e Adwr 201

EC10 ( Synechococcus leopoliensis (@Wﬂ
eefuifereiN)): 0.0012 mg/l

s forg: afs

o g & ford Hudh (TaRdioR) g3 72 h
Tpr: 3ft 3.3 . T F= 201

TH-Thaexy (3ifdurdi oielek~ © 100
[ERIESEL)

SiTaTopen | fauredarn : EC50: 41.1 mgll
o Tg & ford Tudh (TaRUIoR) g3 3 h

e B e W@W%WﬁW(ﬁ%W)
T it S .4 S e dw 209

EC10: 0.667 mg/|
o Tg & o Hudh (TaUIoR) g3 3 h

TR0 B foh e Tadlaes Tiol & 48 A Thlac (SfRsleH)
Tt 3N 3.4 S 2w Adwr 209

TH-Thaey (FRepTfeied Sferek @ 100

IERIESED)
s srat:
EENIEANELIESEII © LC50 (Pimephales promelas (ﬁb?%_s' ﬁﬁﬁ)): > 100 mg/l
e Tma & ford Yudhs (TRIUISR) §3T: 96 h
SHAT Td 3 Je-3fed : EC50 (Daphnia magna (@Tex Tel)): 1,535 mgll
ENERELICSKIL o g & o Tuds (TaRUioR) g3 24 h
3-AHPINA-1,2-ST:
EENIEARELIESEI : LC50 (Oncorhynchus mykiss (X781 TR¥E)): > 10 - 100 mg/l
o Tg & ford Tudh (TaRTdioR) g3 96 h
T8®T: OECD Ttefur %mﬁ%m 203
fewuft: ue Sift It & e wR sneia
STl Td 3 e-3fed . EC50 (Daphnia magna (dTeR h): > 10 - 100 mg/l
ERERELICSEI o g & ford Juds (TaRUioR) g3 48 h

T it .4 S e dw 202
fewguft: uer S IRt & ST W muid

RIaTel/STol1g Uiell &) faweddl @ $3MRATuo ( Raphidocelis subcapitata (Y93 STd <1 RidTaT)): >
10 - 100 mg/l
o g & o Huds (TeRdioR) g 72 h
T 3 3.4 S & fdwr 201
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Tulathromycin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR TR B34 Dt dRIG: 06.07.2024
6.0 28.09.2024 5300148-00013 Ugall IR ORI 31 B dRIG: 13.11.2019

fewguft: ue St IRt & IeT R snuTiRd

EC10 ( Raphidocelis subcapitata (WGFTET[@HW)): > 1
mg/|
o g & ford Hudh (TaRdioR) g3 72 h

T 3 3.3 S e AW 201
fewguft: uer S IERET & T W smuiid

EICINEIRAELICSEI] : EC10 (Ifehau dIas (F90): > 1 mg/l
fora THg & o Tudh (TeUIeR) 31T 3 h
TeT: 3N 3. 4.3 e = 209
femuft: ue Sift Imfiat & et wR snerfea

TR 3R Tp ORI
3H{dUdq:

Tulathromycin:

Gfde SIahHUIAT ST &Fdl ¢ URUTH: JIHAT & 1Y WP alid J SHabhHUBRY
(STafssiae) A g1 dren
T THg & o Hudh (TaUioR) g3 29 d
TIBT: OECD URTEfT fe=n-a=T 301B

argfe® 3

Gfad SaPaul & &lal ¢ UROITE: YA & 1Y UIHTad diid I SamHuGRT
QIRISESEREREIS]
Sl[deh SIBHUIL: 97 %
o Tg & o Hudh (TaUioR) g3 28 d
IT: OECD URTEfT fe=n-a=T 301B

3-AHIPIUTI-1,2-ST:

Gfad Sapaudl & elar ¢ UROITE: FHdT & 1 UIHTad diid o SamHuGRT
(@fsTsiaa) g ara
feoft: v Srit It & Ser wR sneria

Tyt S waa=

3dyd:

Tulathromycin:

HTST Ul (T . log Pow: -1.41
STICEEI S IE]) Qa7
argfe® 3
| EHISERINIEEACE] . log Pow: -1.72
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TAlgd gRAMISSIS WHeH & 3R

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

Tulathromycin Formulation

3ifdH TR SR B3 BT TRRG: 06.07.2024

28.09.2024 5300148-00013 Ugal IR SR - &1 dRI: 13.11.2019

Sfge e/

3-ABIPIYUT-1,2-ST:

fAUTST T[uTieh: (T : log Pow: -0.84

siteR=rer/arh RIpT: 3134131, ¢ Fd=r 117

gt & nifo=fteran

3T IUAs Tl

3= Ufdpd UHE

331 Iudsy gt

13. Fger Hifgard

e & %

/Y T o7 (erh) . PHQ Bl A T AT B |
Ry fafdl &y hos |

afa fd ;G fesdl &1 3 B gTSd B arelt el A Sarsadi ar
T & ford o Se|
3R 3T fafafdy =1t faman ma: sivged Iare & w0 o
fAgeq # |

14. URag=T GaAT

siaeigia fafraw

UNRTDG

UN dR UN 3082

HraeT ST 9e A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Tulathromycin)

i )

OfeT U [

KEN] o9

JgiaRul & ford WavATes |

GEER)

38 T & T-3i ot 3R

J TH/3MTS St TR UN 3082

Aded &1 gl 9 Environmentally hazardous substance, liquid, n.o.s.
(Tulathromycin)

i )

o1 U i

NEN . Miscellaneous

fSsarddl ol foermd (@rM - : 964

EEEHE)
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Tulathromycin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR TR B34 Dt dRIG: 06.07.2024
6.0 28.09.2024 5300148-00013 Ugall IR ORI 31 B dRIG: 13.11.2019

fEsaradl o1 fRemad @Et gars : 964

SEE)

YgiaRul & for WeaRATh |

(@vey)

318 UH Sl sfi-@is

UN F&R : UN 3082

Aag &1 get =19 : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.

ot | gTuIathromycin)

e U |

NEI 9

EmS dfgar : F-A, S-F

WW :ogl

IMO JUHRUN & AR 4P A ufiagd o

3yt fopw MU e de & forg ey et

SyURTRdl & fore faRiy grawnfaai

TgT U e uRae aviferur Sad GemT & YaieH! & iU €, 3R U U ¥ 3Ftdss Tl &
T UR 31T & o fob 39 IR Stet 2fie & iaR 39T aui fosar ma g | ufkagH &t fafd, s
THRY, R &= a1 <=1 & fafgw o fafaedrsit & SraR uRkag affevur firm-firs 81 9ad g1

15. fafraras g

gerd ar fargor & g e, @Ry, iR qatarur & faframfaus
39 IUTeA & 3auq fAmfrfad saae e 4 gfua &

IECSC . FRyifa T8t
DSL - fyffa =gt
AICS - fuifed 8t
16. 3= GIAT
TRMe 3t fafdy I 28.09.2024
Sifafvad SeRY
3T XMe & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe® d@Id! Sel, Sel
PRAC R GEASIGE TIce TS gROTH quT R Iamafe Tole,

http://echa.europa.eu/

g&@%WWﬁWWW%ﬁm%wmﬁﬁ@@%@eﬁmw
TR
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TAlgd gRAMISSIS WHeH & 3R

Tulathromycin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 06.07.2024

6.0 28.09.2024 5300148-00013 Ugd! R SR} A &1 dRIG: 13.11.2019
fei® urey : fermmad
3= SR & quf arey
ACGIH . guE| ACGIH HHRET dH (TLV)
IN OEL . YRA| S IR B $ I9RAS Tard§ ST SgAfd & wWR
ACGIH/C : offqm I
IN OEL / CEIL . gai S aE
AIIC - 3TNfe Il &1 Sieferars gl ANTT - aﬁaaﬁﬂ@u@qﬁaﬁm ASTM -
3! At Uieror TR bw - STal &1 G9; CMR - BRI, Heol-d a1 Yo faveT; DIN -

SHT AFSIHR0 GRIF & foT AH%; DSL - mwﬁ@(m) ECx - x% Wfdfshar ¥ a1
Hdhe; ELx - x% Udfehar ¥ S8t AifeT &; EmS - MTUabld- [Isgd; ENCS - ﬁG@TGﬁTW
RS Uard (JTAM); ErCx - x% s &R Uidihdl ¥ JST Hba; ERG - UIddmIeA Hidfshar
TES; GHS - af%wq?wﬁw;em-&@ﬁmwum; IARC - ¥R TR 3fJHYM & forg
TSHl; IATA - SRS arg e TR, IBC - 4R #E # SR 39 ardt
[ % fmToT SR IuaRr & g Hfgar; 1650 - 31T Sifidan fRIUTES dha; ICAO -
RIS AR faHFA W6, IECSC - I & HiS[aT IM™AM® Uardf &1 3dedl; IMDG - SRSy
ﬂaﬁwm IMO - IR THT 16T, ISHL - SMENfiey JRef 3R WA ST (TTH);
ISO - AMSIHRUT & T SRIPRT 13, KECI - HIRAT HISET [T gde; LC50 - TRI&UT SHTarl
BT 50% 1 AP Adbgd; LD50 - URIEUT 3METE B 50% 1 °dd GRS (AT b1 WRID);
MARPOL - STgTsil & UgNUT 3 AT & g Sierfsta Tmie; n.o.s. - 3t Ay 7Y, Neh - fereft
f98; NO(A)EC - sradib = fdar M1 (wfddd) UHE dda; NO(A)EL - 3fdaid- 9 foear T
@fdHe) THTG TR; NOELR - TR-3{JdAIH-07 UG daM &X; NOM - SMRGIRe Afdyem fad;
NTP - IP1 fau-faq SRIH; NZIoC - T8R! &t ol o $dest; OECD - i TgaT oiR
AT Tia; OPPTS - IS JRET 3R UGHUT AHUM HRTAT; PBT - TIRR, W9-THAHN 3R
fawmad uerd; PICCS - @A 3R IS gerdf @t fhedidia gded); (Q)SAR - (W) I
TfAfAfY Fee; REACH - TRIU T4 3R IR GoiehRul, eiid, WRHGR R ufady aRug &
fafa@= (EC) . 1907/2006; SADT - W-diadl 3{qde dMIHH; SDS - YR&T ST /iie; TCSI - dargd™
A uerd gdest; TDG - WARATS WA &1 URdeH; TECI - YIS T $desl; TSCA -
fawTert uare Az siifom (e Isg smReT); UN - §g Y; UNRTDG - BIM®RS 9HH &
ORTET TR TG P ST RABIRRY; vPvB - Igd W IR Tgd ola-THAHRUT IRF; WHMIS - HT-
RJ WRATD Ul =1 oIt

U RET ST 2N & SUS THIRM DI dRIG B &1 T THSRT §HR JH, STHHRT SR [y &
SR B! § | TSR Bl YRI&T ST T FUTEH, TN B3, UihaT B, T &, IRag &,
e &3 aUT Bis & o Fad arfee= & Tu § foome far mar g aur fedt yeR &t ardt an
T[UTGRT T fAfGRT 18T [T SITET | SUais SR TR SeR] 39 SDS & /Y IR gt it dad

WW@W%H%HSDSWWW 3= Il & oo § a1 fasddt g ufpan |, 519
I UTSd B A ST T 8, AT 63 WR Y 7181 a1 Javall o | ATl Triaarstt &) A g WR, Taiad
¥ ffaw Iare # SDS-UH & JuHdT HT MHe B Tld 38T B, TIRT A, Ufshar da
TUT T P B U 3y &1 & [y doH & TR 3R R &) geien &= 91y |

IN / HI
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