mw éa m Public
TS SRAMISYS HikeH & 38R e MSD A

Tulathromycin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.6 30.09.2023 5300148-00009 Ul IR SR} A &t dRIG: 13.11.2019

1. ITE Ud HHHT Bt Ugd=

e A - Tulathromycin Formulation
fFrafansmyfdeat

SO . MSD

Yl * Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

iG] ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
S-Hd &1 dl ' EHSDATASTEWARD@msd.com
TR R e iR ufaey
Rpose wam ;g fafercar Sarg
ITINRT R Ufaay A ¥ 31 o o
2. @R B yga=

famfor, YesRUr 3R & SMAITd WaRTS 81 frgHTact, 1989

TffHRor
SFTEE-1 & T | H Fefd Arde & SFER @akTe & ¥4 § aified 78l 8

Sit. 8. 0g-aeffevor

JUS! SBR[ L faumR

TR 37 efakeq o faum g
CEIKARSPING] D favm e

SHEY fauTeddn o faumR

fAfya deg-oi s fawrgdar  :  faum ¢ (RAR, sifw)
- RIG 3REUT (HIEeh)

AABID (V) STl @Rl [AHTT ]
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& ser e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

TEHRT Ty &1 fafd:

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.6 30.09.2023 5300148-00009 U5l §R ORI A $1 dRIG: 13.11.2019
dferfore Gl seflamaer @ faum g
SI.U9.0Y. d9d d
Sifas o1 e :
(é} ‘.\E’E ‘%
Tohd Teq SRCL|
BT =i AR . H315 @aT § gd SId HdT |
H317 a1 Teroll Saiet ufafohar Iee R gabd |
H318 3ffel Bl TR B UgaraT 81
H361 IARTT T 31T IR &1 81 Tga &1 g .
H372 FRTE o1 TR Y el a1 TRIgd Tadier (SR, )
3T & JHRIH UgaTa g |
H410 STeeR Sfia TR T RITH THTIG SR I 8 3 fava|
Tgfaard/gdiay™ §am N

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

JAHT U1 B |

P260 I IT YT HI I H 7 |

P264 T & 16 a1 DI 3BT g Y|

P270 3 3G DI TN Hxd THI GHT, T a7 YHaH Jd B |

P272 fagfid HUS! ®! HRIVIT ¥ F16R o OfF Bi AT 7 ¢ |

P273 ARl H Bis+ A URER B |

P280 &P T/ I MR 3G T/ I&f07 ug |

3T

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

P305 + P354 + P338 + P317 3R 3{R&l A a1 SN | & fAe

T A UM | 3R Picde A9 T 8l d I Fdbrermn

M Bt Fera ¢ | Rafdse gerad urd &8

P318 3[R 3{HTERUI &1 41 forwa1 g1, Faaadia ¥ame |

;33 + P317 3R @dl R Sa a1 3 81: Fafdean wgradr urad
|

2%62 + P364 Tgd HUS! ®I qRd IAR & 3R TH: YA I Ugd
|

P391 BADBId UHAd B

YSRUT:

P405 H8R dmal |

fraror:

;21 e &1 FuerT Wierd aw Sdivid sRE™ o
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

Tulathromycin Formulation

TTHIl T o fafd:
3.6 30.09.2023

T30y, deR:
5300148-00009

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugd! R SR} A &1 dRIG: 13.11.2019

3= g1t foraesT ufomd ey aEffewor g} giani

S{IITd

3. 3AYQ! PT AYCA/SITTPTRI

gard/ oo : forsyor
3aUq
g H H T (FY) - TR | TSI (HEAH) (%
wiw)
Tulathromycin 217500-96-4 >=10-<20
g]g@?ﬁhﬁa; 3T 7647-01-0 >=3-<5
77-92-9 >=1-<5
@%ﬂﬂé’]‘é@ﬂﬂﬁ‘s’ 1310-73-2 >=1-<2
3-ABUYO-1,2-SHA 96-27-5 >=0.1-<1
4. Wiyt fafeean & Sur
BIEIE I . 3R el g1 a1 daiad 31 A @l df AfeHhd TIh I JaTg B
Td &0 T6 38 1 bl o1 &R fRufa o Fafeaita warg o
SRR WY §RT T8I 1 ST . gfe I gRT 95T o forar Y, o Tent gt ga1 § o g
fafb i gga o
3R @l § YU g oY . Ud B W, Rd G B HH Y B 15 e dF oX IR T
IIH B 3R Y g} Wi 9 Td Sd IaR < |
fafreita wgar o
YN ¥ Ugd aXd il |
YN Y UET S Bl 3T ke g
3R 3G W WU 5l AT D WG gH IR, XA 1G] B HH  HH 15 T ah ¢ IR Tt
U Y I B
3R HiFede o=l UgA B, 3R Id! SARAT M 81 IaR < |
I R Jarg o
3R e e smg L gfe FeTen S, 994 ORd |Ja R
fafeeita Fgam o
U & 91 48 331 kg Heell hRal|
T HEdYU! A&l 3R D @A H g Sdd SRl g
THE, 1 1 TR & T uere et ufaforan IO R W 7
3l 1 IR B UgaraT g1
JERTUA T 3ol RIS &1 g1 Uga™ &1 Weg|
frrem TR dief a1 RIg oRemT & ST S (ST B
JHOH Ugdrdr g |
Ty fafde & TReor D YA fofdredt 3 aTell & ST YR&M TR & o1 a1fe T, al
SHRIA BT WG B TR G T JafHID GRETHD SUBRT
BT IUUNT HAT AT (WS 8 W )|
Rfecs & ol gam L e 3R WEanT ¥ SUER HR|
5. TR U

3/20




&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

SUBT AT SATUTABTC

ufeham
qgiaRuit graar

HHTS B SR B I A
& Uerd Ud i

TeHRT e & fafd: TY.31.09. FeR; i IR SIRT R DI dRIG: 04.04.2023
36 30.09.2023 5300148-00009 Ugd! R SR} A &1 dRIG: 13.11.2019
Iy i Hifgar S RE:]
T gia-vferiedt S
Fla SE3HPARS
[ AT I
T (M) IR S HEH ¢ 3T
AR F IRFA IR TR <84 IATE! BT Yudh WA & fo1T Ueh W1 81 Tehal g
GRATD &g TG L PHREA ARZSY
FARM SIS SY
Ted Ry
(31FT) I & faRy aies : g FRTHS I JaT o3 o R uRfRUfT R -y
qIATaRul & 35 ol |
g fSsdl 1 381 A & ol TA-BeR BT TIRT Y |
SR U1 BT YRIE § Al 3T & & W &ifdgi= de-R e o
SHTE I [Tl HrATT|
AFMIH & U fRY I W A 9 W, Wd-HaHd 41 3901 U+ |
JUHR AT T&TP IUBRUT YN B |
6. MTHIRTH el Iura
JufFad YT, ReMdTd ¢ Aol TS IUSR0 YanT |

R gefent R (Ws 7 T ) 3R fadiTd JREM IS0
& gTal (TS 8 ¢ ) BT fUTe Bl |

; JraTeRe H SIS 9 URER B

I A1 QRAEr, 3R 3 g a1 SaehTd &l A5 |

A AFHd H - I A (IaTexT: fg=ur a1 aa Afdye)

Hgftd Ul T U Bl @1 Td HepTa |

%@?meaw,awmaﬁ
|

© 3R e yerd # O |

S g & forg ST a1 3 Iuged AU UeH & dlfds
Tamg 3R A 9| A SEH BI T8 Yard &1 Uy foar o1 Aabar g
I 3 ITGad DR ST IR KR B

IUYA TEURSC & 1Y B Bt AT ARG Bl Ah B |
R a1 AP fafaw 39 verd &t faFfa ok Fuem & &
forT M 81 bl B, Ty € 39 ARy iR 3gery R off &t
9 yerd o) Refiel o Iwrs & ST A 91 9 §1 39 &t
fufa e BT o PR faefiom oy 81 €1

U THSITH & SIHIT 13 3R 15 $© RIFT A1 PR Reprg<
F IR A THSHR! T B & |

7. AT 3R USRI
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&l set e €I MSD [ .

TAlgd gRAMISSIS WHeH & 3R

Tulathromycin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.6 30.09.2023 5300148-00009 Ugal IR SR - &1 dRI: 13.11.2019
LERICAReIR) L AU (TRIURR) ¥ g9 & fa=0)/fsh sard S/ HM & d8d
Zofifafe Surg |
R / 1 AR R Iuged ardarE ® uhi #e)

R grieH & fore AT BUS R A1 R €
graeTfar PG T HIY &1 A | A
e 7@
@ FTMH S

e & d1G ol Bl 3BT aRg U

3t SHIND TaeFar 3R JR& TUTSf & SR YT,
PRI THIUIGR ST UR TR B

o B 9 PR 9¢ Ib 9|

3 I DI YN HRd GHG 1, UHT 1 §Ha 9d B |
TAB, 91 819 J Ap P JrauMT 3G, 3R TafarRo H A

HH O
PRfea HerRu ol uRfRUfaar @ 3rs kg ¥ ddd fdhu gu fSea & 3|
1R dral 1
FHY PR TG PP 9 |
fa=iy ISty fafodl & SR YeRU &
g yerdf @ & . Fufafead yeR & Wisae & I 7 37
g sfeRfieufiy Toleq
8. sy farimror / freft R
HRIWT fE70 & "D & 1Y 3agq
3qud T (bY) | H UBR ez e / YR
- TR (3R&TTT BT PRENICK
UHR) HIACIH
Tulathromycin 217500-96-4 | TWA 300 pg/m3 (OEB 3dfye

2)

3ffadad SM®RT: DSEN

Uiz S 4T | 100 pg/100 cm2 | 3fidRa

TS SIaAIND 3 7647-01-0 CEIL 5 ppm IN OEL
7 mg/m3
C 2 ppm ACGIH
SIRRG R ESICSIES] 1310-73-2 CEIL 2 mg/m3 IN OEL
C 2 mg/m3 ACGIH
ECIIRUITUREUEL] gt Sofifafie fdzmn &t ufeR feee g1 wmffaa e
TR 3R I, S, 3R gafaror &t &M & faw GMP &
Rygidl & SR Fanferd fasar s =nfgul
3iard U Y foreht el et ot SrgAfd el B

g TR Rew a1 Ay Menffeal &1 s&adre B |
TR TRIIATSHRA & fIT WHTET [iS[E 81, af TanT=mem &
JUT I W, 3 U & SO &1 175 Sla-gRef sfe-e, T’y
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.6 30.09.2023 5300148-00009 gl IR SIRI R DI aRig: 13.11.2019
TS, BT WA HY | 3R Jg GHTGHT HIN[E el &, o a3 ¢ a1
S9el IR U |
it ara &t JneEh
Uy Geeft s ;IR waf R R dfede Suas el § a1 TagueR
3The SRR -l & STex TequioR el #Rdr g,
A 4T GR&M BT SUIN DY |
fheex THR L Igad ST IR ST /AT YR
HUEERIEEIES
garf D A g
feuguft ;&9 QI R [daR &
3ii! Faeht aema D Y3 WS A1 TICY & ATY GRATAAT TR |
3R HH & HIGId a1 Tiafafe & §a Pt fRufaar, o a1 wRe
A g, ol SfRrd Tired v |
TR Y, Yo, T TR & T 1Y AU o1 GHTaT 81,
TuRiies 1 IR AeX BT 3= TR UgH |
1 Td TRR Faeh s L ISt a1 YanTRITE die § ST B |
ISR &1 Bt Tdg! § 9919 & AT P off T8t F1 & SHTUR W
feeiad o) |
THIAd G HUg FebTer & fore Iferd Siiifeiin da-iel &1
XA B |
dl gal U L 3R MR SUYANT & SR TG & Wudh H 3 Bt YU g,

@ HTH B & WM & AT 3RS U B yonferar iR Jrem
QMR U B

TN & R, ST, EH1 31 Yoa= 7d 3|

fagd HUS! B! FRRT T FER d SH Bi AN T S
TGN HUS! B U & 916 8 R J SXqaTd Y|

gAY & THTdT TareH § Seiifate Fa=or ot aeten, 3faa
AT YRET IUHRYN, Ifad SHNfeiT 3R uRk=ied ufgarst,
NI Twzdr AR, fafdse FRE ok Tgwimeta

=01 1 ST LM BT A1
9. Hifas wa Tamaf® qur
feaTae T
a1 : Atha 9 il Uidl
Ty gDl
TiY B Sg D SeT Uy ol
fim . 51-57
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& ser e

TAlgd gRAMISSIS WHeH & 3R

Tulathromycin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023

3.6 30.09.2023 5300148-00009 Ugal IR SR - &1 dRI: 13.11.2019
fUgem/ds &1 aaa 190 - 192 °C
RS SeeH ®Ifdg /Sqa  ©  SeT Iuasy Tl
D1 T
wawr foig : e IUAs el
IIHRU Bl &R D 3l IUAsY g
TR (319, 19 R
S RERINGIRGRGR L)) : 3T I e
3= fawpie THr/ S=aR D SC1 3UA TR
SaaRITedT ST (3R
woAfafere fetdie)

FH famie dimr/ et © $e1 IUAs TR
EeRERISEIRIEIRGIER
THadfaferd fadie)
99 gaTd D $e1 3UAs TR
JToef a1 T D 3Ol IUAsY g
LS ISERSE | D Sl IUAsY g
g9d 1.07 g/cm3
gerRiTerand/faeaant

o | faaadn : >1,000 mg/l
fqurer Turies: (T : log Pow: -1.41
3fgeHIa/am
3SR &1 aruHH L 2T IuAsy g
3Ye BT duHH L STl IudsY gl
BIEGINERSAIEN

fam IRyt : $e1 IUA TR
faeples urRauTd . fowpies w6t
STRfTART & URGHTT : g9 uerd a1 firemr B SRR Tifed e farar m g1
3UIfAH UR : 806.09 g/mol
HUI DT AU L Uy el
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mw éa m Public
TS SRAMISYS HikeH & 38R e MSD A

Tulathromycin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.6 30.09.2023 5300148-00009 Ul IR SR} A &t dRIG: 13.11.2019

10. fRu=ar aur ufaferaar

UfdeR . Siffpuriiddr & @R & T H Fifed 8l

T R D I fRufem A RR B

fEdmeny ufafsmarait LA SRl RS Tolel & |1y Ufafshar & qahdl ¢ |

= uRfufadt @ o S E G|

ST AT L SRt Toey

3gge yerdf ¥ shfaw D PIs TR 1A (BoRSH) 3fuee et 1 gt

11. fwmasnfora g

TG SREUT (THIUIGR) H IR © I GRT TGN FH=AT

T THGR CEIR Y
foTerr
3ifE ¥ Gudh

GIERCLIESE

U SR R Fiffepd 78]

LIAKH

g Mifaw fasradar : SfforTcl fasTaar $IgHM: > 5,000 mg/kg
TABT: AT ARIbT

GIEENEACEICSEI : SffquTat fawTeaar SIHM: > 10 mg/l
fobe T & ford Tueh (TeRIUISR) g 4 h
UI&(0T ATATaRUT: Yei/paiar
WIBT: TUHT RIBbT

GER:EIRACLIESGI : Sffcardt fauTedar 3=HM: > 5,000 mg/kg
SREIRIEIIGRED)

3{d4q:

Tulathromycin:

fig M fasmadar LD50 ($): > 1,000 mg/kg

NEACEIRAELIESEI

&Y 3{qYq: TR

LD50 (8T (}<)): > 2,000 mglkg
W& 3faad: IR

LD50 (@R‘i ?M): > 2,000 mg/kg
&Y 3{dUd: TR
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& ser e

TAlgd gRAMISSIS WHeH & 3R

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

Tulathromycin Formulation

3ifdH TR SR B3 BT TRRG: 04.04.2023

30.09.2023 5300148-00009 Ugal IR SR - &1 dRI: 13.11.2019
BTG IFAIND 3T:
it 8 faurear . LC50 (JET (R2)): 8.3 mg/!
fpam g & ford Tuds (THUTSR) §S1T: 30 min
PRI CRUR SRR
Hsfee srat:
g M fasmadar LD50 ({N& (AI3)): 5,400 mg/kg
GIERSEIRACRIESG . LD50 (JgT (XT)): > 2,000 mg/kg
TRIT: OECD TRIEUT fE=M-e=T 402
Sfierar: Terd a1 Ao o IS @ srRge faureadr T8t §
HifsaH grEgIesS:
GIEESEACEICSKI D 3 W JUTe & o &R |
3-AHIPIYIUA-1,2-STId:
GIEREITCERCLIERI] LD50 (TET (X<)): 645 mg/kg
GIEENEACEICSEI © LC50 (J8T (RT)): > 0.5 - 1 mgll
e T o fordl Tudh (ToIeR) gaim: 4 h
URY&f0T ATATaROT: Yel/Fara
fewoh: ue SRfY g & Ser R 3nenid
GIEECEIRAELIESGI LD50 (BRINRM): 670 mg/kg
U & T ereReTeH

@ H g Idd BT g
SdYq:

Tulathromycin:

PRI
oy

BIESIaAIING 3T:
PR
GRED]
CIRIE]

argfe® 3
iG]
SR

T
© 9T H o Tot

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

. YR 3 e 91 399 &H THY & THUISR & dIG

G RO
. OECD Utefur feenfader 404
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Tulathromycin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.6 30.09.2023 5300148-00009 Ugall IR SRY A &I aRRE: 13.11.2019
gfRkomd G R A NE |
STy g IS S:
gfvomy : YR 3 e 91 390 &H THY & THIUISR & dIg
3-ASIPIUTI-1,2-STA:

Uit DN

oy N EI K ARCIGE
iR A7 gfakds=

3iral &1 TR g1 ugarar g

3HdUdq:

Tulathromycin:

TSITfd D WY

gfvomg © 3G R SURGd-g UHTS
BISSITAING 3T:

P L TIIMIE AHAUSTA/SIATS DIl
T :  OECD Udiefur femnfadsr 437
gfyomg © 3G R IURGd-g UHTS
Tgfe® I

TSI N0 1]

T :  OECD Udierur femnfad=r 405
oy L3l T ofe, 8 feAl & iR fawd
ifeaw gEsiaurss:

gRome : 3fREl TR URGA-IT GHTT
feagoft : T B GBI TR SR
3-APIUIU-1,2-ST:

PG RGN

gfomy ;3@ A Sa T8t

oI a1 TUS! GAT DRI

AT DY gITR AT

T Tl gl Ufafohar Iad R Thdl g
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mw éa m Public
TS SRAMISYS HikeH & 38R e MSD A

Tulathromycin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.6 30.09.2023 5300148-00009 Ugall IR SRY A &I aRRE: 13.11.2019

Y- D GITSTdT

JUAS TSR R aFiiepd el

3dd:

Tulathromycin:

e B fre . AAHATSYIRA T

U (THIUIER) & A g dUb

IR ;e o

iper < e e s ) I S B RS G

gfvome L TSt (ReTZ9eH) g B

BIESIaAING 3T:

e B fre . AAHATSYIRA T

YU (TeRTIR) & I D Uk

IR ;e o

RG] :  OECD URtefur fe=mnfid=r 406

giomH . BUTHD

HifsaH grEgIeSS:

RI&10T &1 fber ;g RUie $¥eC U o (TISHR IS UICT)-@dl & Hag-AbIal
& GRI&d fab ot gfY &1 udlarm

U (TRIURR) & e L IO Y U

gikomy . BUTHD

3-ASIPIUTIH-1,2-ST:

e @) i . ARiAEeRA ¢

U (TRIUIRER) & I L 99 Y U

NG| SR CiCigivp

RG] . OECD URtefur fe=mnfder 406

gikomy . gRdld®

fewoft . TH oYl ARl & ST WR uid

b O™ T AT & YHTTZOIRM Bt HH § HHH &R B UG
CIEEINGRIESE

SHaTY] I WeTeHiid

JUAS TSR TR aFfiepd al|

3dYd:

Tulathromycin:

IEBIEERIREESIEH) Ul ot o dadifear Weeh fausta ufvads @t St (AMES)
TR HBonE®
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mw éa m Public
TS SRAMISYS HikeH & 38R e MSD A

Tulathromycin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.6 30.09.2023 5300148-00009 Ugal IR SR - &1 dRI: 13.11.2019

URI&I0T 1 fore: ShIHTeNH TSRYH ¢ 3 fagl
URUMH: BUTHS

SBT3 faar L TRIET B o TAUTRET o TIRINITSE JEATND T URT&0r
(Shfad 9Tof # ArgcioiHicd IRW)
geTifar: IeT (X©)
UM FBUMEHD

STaTY] A TEToHRTCT - . &Y T Ioi INTTY] HIRIHT IARATH B T9 & qi[hHR0T o

i T e HRAT B

BISSIaAING 3T:

fSAcIBIRE 37 fagt TR ) T YpaRmTsS WRfaR, frgifes gaiareq
Y (IRR & TER)
UM UMD

Arsfed arat:

IEBIEERIREESIEH) Tl o) o et W fausta ufvads @t wira (AMES)
URUMH: BUTHS
TR1&01 1 e IRR & a1eR YeA- U1 TR1efur
uRumy: aRafdd
e @t fore: Saeian g faudia uftad &t Sig (AMES)
qRUMH: UMD

ISBICERINEESEEE]) D TRIET B o RICToHRICT (3-faal Haferae a9 ORI
rEcioHied e, AN TAICRIN)
goTfa: IeT (X©)
TEhRH & I: F17e o
UM FHOMEHD

FISHBAT

JUAS BRI TR afiepd al|

3ddd:

Tulathromycin:

HERSIH - 3Hipa ;8] IUAs TRl

BIESIaAIING 3T:

gonifa L eI ()

TEHT & I D I GRT 980T AT

fram Tg & ford Tudh © 128 qWg

(TRIUTSR) gl
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mw éa m Public
TS SRAMISYS HikeH & 38R e MSD A

Tulathromycin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.6 30.09.2023 5300148-00009 Ugall IR SRY A &I aRRE: 13.11.2019
oy . BUTHD
3T faurear
JARTT T 3T Y BT g1 Uga™ &1 g
3HdYd:
Tulathromycin:
3Rl & YHTT . e ol fohe: BRI / e b T faer
goTIfar: g7 (X©)
TEHH A & I Hifkdd

JdaT: NOAEL: 100 farm/fe smiifves 1R
gfkomy: foedt Heayuf ufdgd wHTd &1 ga-T a1 et

MR RYF ARGl gHeor o e Yo Rig faem)
goTIfa: T (X€)
TEHHTH & I NEH
HIYROT fauTeRTdT HIgh: NOAEL: 15 /i IR 4R
CCISHIRIST: NOAEL: 15 B/ IRiRe YR
RO TRITUT-UTd 8T |

Tieor ot fooe: Yoy Rig) fasm |

THIH R & I TRAH

HIYROT fauTeRTdT HIgh: NOAEL: 15 /i R 4R
SXEISARIET: NOAEL: 15 frT/fas iR wR

GO A7q fauTedd &1 S{daid- fobdm T4

3{TT fauTeRTaT - Sfiche L ORIl IR R T TR @ SR IR Yaed BT 3R YoiA
&, 3R/ far R Ufded UHId &1 $2 Jad e g

Arsfed arat:

Ty RGP e MG W &t fhw: -0 gredre fasmadar g
goTIfar: T (X©)
UGB R & I: FRTe T
TRUM: HUmE®

STOT - Tehd Siifaw

JUAS TSR R aFiiepd Tal|

3dd:

Tulathromyecin:

NN ;39 uerd a1 feur 3 T TaUIvR & 91 faRY eRAle 3R &1
faw affera =161 fpar M 3|
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Tulathromycin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.6 30.09.2023 5300148-00009 Ugall IR ORI 31 B dRIG: 13.11.2019
BTG IFAIND 3T:
b L YT-UYT JrS ofe S HR Jhdl gl
|rsfe® anat:
3fihad C YTE-UYT G S ST HR ghdl g
STOT - SIgvT sifay

fTe A9 IR S refi=T a1 grRTa TeRTdioR (SR, sif) STt Y TaRTH UgardT g |

3[qyq:

Tulathromyecin:

U (THIUIER) & I D Afes

&g Saud R, ofi@

ipe : ORIeT H o fRn/fhu/diesag a1 3¥9 %W &I Figd! IR Hga@yut
Wy gHTE feers A R

U G faeen

3(dYd:

Tulathromycin:

yronfa LRI (XQ)

NOAEL ;5 mg/kg

THIh R & I . Aife®

fpaq gma & ford Tudbs : 3 Months

(THIUIGR) 3

&g 3aud : R

3R . TR A TeEst

Sl Lo

NOAEL . 5mg/kg

TEHRH & I ;

foaq gqu & ford 9udh © 3 Months

(TEHUISR) g1 .

&I 3fagq R, i@ ‘

MR D TR O TeEa!, Sl ®f SR

Tgfed S

LRI L R ()

NOAEL © 4,000 mg/kg

LOAEL . 8,000 mg/kg

TEHHRA & I o

fpam g & ford Tudh 10 Days

(TSR 3T
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AT GeRT
JUAS TSR R aFiiepd el

TG SiRaW & 1Y AU
3dyd:

Tulathromycin:

[EURANEI . IMR: &, A, IR a4t &, Ieet

12. uiifRufasTa gE=

TRfRufa® fauredar
3dYd:

Tulathromyecin:

a3e @I fasTedar : LC50 (Pimephales promelas (Fegs 7)) 4 mg/l
o Tg & ford Tudh (TaRUiIoR) g3 96 h
TRIHT: OECD URTEfUT fG=md=r 203

BT Ud 3 fe-fed . EC50 (Daphnia magna (alex Ti): > 100 mg/!
ENERSELIESE] P Ima & ford Tudh (TaRTUIoR) §31: 48 h
TheT: 3N 3. .S e FAdwr 202

QAT diel o) fauiaddr @ EC50 ( Pseudokirchneriella subcapitata (8<1 2aTd (Tes)):
0.044 mg/!
s g i
o g & ford Hudh (TaRdioR) g3 72 h
T 3t g . ¢ = 201

EC10 ( Pseudokirchneriella subcapitata (B'ﬂ?a?:lﬁ (Qc_\:ﬂ)):
0.014 mg/l

sif=m forg gfe

P Iug & ford Tudh (TaRTAIoR) g3 72 h

T ot 3.3 8. e fd=r 201

EC50 ( Anabaena flos-aquae): 0.0023 mg/
s g e

T Ig & ford Hudh (TaUTeR) gefl: 72 h
TP 371 3.1 . xe Fa=T 201

EC10 ( Anabaena flos-aquae): 0.00035 mg/I
sif=m g gfe

o g & o Huds (TaRdioR) g 72 h
TIeT: 3 3.4 2. T gwr 201

EC50 ( Synechococcus leopoliensis (@W
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Tulathromycin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

Tulathromycin:

36 30.09.2023 5300148-00009 Ugalt IR SR} 6 B aRi: 13.11.2019
Fﬁeﬂiﬂﬁ@ﬁ?ﬂﬂ )): 0.0028 mg/l
sifm forg: gf
o Tg & ford Tuds (TaRTdioR) g3 72 h
TheT: 3.3t éﬁfﬁ%m 201
EC10 ( Synechococcus leopoliensis (@ﬂﬁﬁm
efafereTEi)): 0.0012 mg/!
i~ farg: 3fS
o Tg & ford Tuds (TaRTdioR) g3 72 h
TheT: 333t éﬁfﬁ%m 201
TH-Tae (ATl SereR 100
[ELICSED)
EICIYEIRACRIESRI : EC50: 41.1 mg/l
foram Tma & ford Judh (TRTUSR) g3 3 h
Tierur o1 fre: Tadldes Wisl & 47 A Thae (RdITH)
TheT: 3N 3. .S e FAdwr 209
EC10: 0.667 mg/!
foram T & ford Yudh (TaRTUSR) g3 3 h
e o1 fe: Tadldes Wisl & 47 A TPhae (RdITH)
TheT: 3N 3. .S e FAdwr 209
TH-Thae’y (RRepfered ek © 100
[ELICSED)
wrsfes sra:
T3l B! fasTadarn : LC50 (Pimephales promelas (Wegs f4T): > 100 mg/l
o Tg & ford Tudh (TaRTUIoR) g3 96 h
SHHAT T 3= Ae-3fed © EC50 (Daphnia magna (@Tex TeM)): 1,535 mgll
ERENELIESGI] o Tma & o Wudh (THRITISR) g3l 24 h
3-AHIPIUTI-1,2-ST:
SHICIGUIBIAlS BT ATHad
SiferaTelt Serer fawTeria . fawTed HTT TRIeS et o S Wb ®
R @1 Serer fasTedar . fawTed yuTe TRIqS el frar S ahdr §
TR 3R SO«
3{d4q:
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S SAHHUIAT BT & D ORUTY: YA & 1Y UTdhide diled ¥ SfashHubR]
@feTsiad) 7 g aran
o Tg & ford Tuds (TaUioR) g3 29 d
TIBT: OECD URI&UT fe=Id= 3018

TTgfe® 3T
Sfd STHHUIAT B & ;RO G & A1 W idd aiid O SHahHUERT
CRIESESEERIS
SAHHUT: 97 %
o Tg & ford Hudh (TaUioR) g3 28 d
TI®T: OECD URI&fUT GG 301B
Tyifad wfde J=wua
3HdUdq:
Tulathromycin:
fauTe Turies: (WA . log Pow: -1.41
NTICREIGAIET) W 7
Tgfe® It
ELISRRINICHCS] . log Pow: -1.72
S Ie/am)
3-ABIPIYUNA-1,2-ST:
fAUTS T[uTiep: (WA : log Pow: -0.84
Sfigera/arh
fardt & nifor=fieran
3T IUas gt
37 ufdpa gHTG
3T IUA el
13. e Hifgard
fAteq & af*
/N T 531 7 (e . PHQ Bl AT H AT B |
R fafdl ey has |
Gia g : ETell S Y AR ) BTed B arel el A Sargeetin ar
T & ford o STa|
3R gyt fafAfEy =1et favam T g Iae & = |
fAueE # |
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Tulathromycin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.6 30.09.2023 5300148-00009 Ul IR SR} A &t dRIG: 13.11.2019
14. URag=T Ga=T

sieeigia fafraw

UNRTDG

UN FeR UN 3082

A9 &1 9e A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,

N.O.S.
(Tulathromycin)

i o9

ofeT Sl

KEG : 9

yafaRul & o @avAes |

(@SY)

33 T A TSt ot 3R

TH/3M1g S TR UN 3082

CARRIGIE Environmentally hazardous substance, liquid, n.o.s.

(Tulathromycin)

i : 9

ofeT U [

NE : Miscellaneous

fSsarddl ot foermd (@rM - : 964

SEEES)

fEsarad! @f foerad @E gars : 964

SEE)

yafaRul & ford @avAes . gl

(@SY)

373 TH St oit-Pis

UN T&R : UN 3082

Aded &1 9el 9 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Tulathromycin)

i : 9

T U |

KEK : 9

EmS dfgdr : F-A,S-F

TS UguD Cogl

IMO JUHRUN & AR 4P A ufiagd o

3{1fef fopu T Mreae & forg amy et

IuaRTHal & fore faRiy A=t

T8 feu T ufkas arffeur Faet =T & TioH! & o €, iR Tha U § tds I &
0T R 37T § o fob 59 gRar S1et ¥iie & ek 39e1 9uiH fasan mar g1 uRag &t faf, T
3MHRY, 3R &g a1 321 & fafam & fafderarsit & 3rguR uftae arffezor fird-firm &) ga B
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Tulathromycin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.6 30.09.2023 5300148-00009 Ul IR SR} A &t dRIG: 13.11.2019

15. faf~ramme @

verd ar frgor & g R, Wy, 3R wafavur & fafafaws

39 IUTeA ¥ 3auq fAmfrfd srae N A gfua §:

IECSC : feffa T8
DSL : Fifa T8t
AICS : Fyffea T8t
16. 39 AT
T2 3t fafy ©30.09.2023
Sifafved et
a1 offe & ddhad & o . @ ATd SDSs, OECD eChem ¥ iR dd-ie! gel, Sl
TR fohdl g et IEa Wiet aRome quT RIg IR o,
http://echa.europa.eu/
fei ey . RAAmad
3= Srsftdie= & ot ar
ACGIH . gUHY| ACGIH IR HH (TLV)
IN OEL : %|muﬁﬁﬂﬁwwﬁ$mﬁaﬁ&rﬁﬁ$w
ACGIH/C - SifgwE
IN OEL / CEIL . Bt S EE

AIIC - STEfe YAl &1 Sifeferrs gl ANTT - Wa"m@n@mm ASTM -

SRR TR TR0 TICT, bw - STET BT T9; CMR - PIRIISH, G 1 I ¥, DIN -
S AF®IHRU YR & W AF%; DSL - aiquaﬁajﬁ(m) ECx - x% Ufdfshar ¥ Fa1

HhgT; ELx - x% UfdfchdT ¥ ot ST &X; EmS - TUTdebTeiA egd; ENCS - uﬁ\—r@ah?qu

RS gerd (S9F); ErCx - x% s &) ufafhar § &1 dhe; ERG - SMUTddbIa Hiafhar

TMES; GHS - e TR W WId RIeH; GLP - 3l TRITRIT J; IARC - H¥R TR 3igder & fo
Tol; IATA - a@qﬁaﬁmﬂq;mc-mﬁwﬁmwﬁaﬁ

%ﬁﬁmsﬁ?ww%m T 1C50 - 3T 3ifiepad fARIUTHD Tdhg: ICAO -

RIS AR faAA W13, IECSC - ﬁﬁwwmwﬁﬁsﬁeﬂlmoe &mfg’lu

ﬂaﬁwwmo RIS T TTe; ISHL - Sfieifiies QR&T IR WA ST (STAH);

ISO - HFBIHU & AT SR W13, KECI - aﬁﬁmﬁwwsﬁeﬁ LC50 - TR&fuT 3erd

H1 50% 1 °IIdd Hdbgd; LD50 - URIEUT SMETE B 50% 1 °dd GRS (AT °Idd WRID);

MARPOL - STgTell ¥ UGNUI &1 AU & foy SfeRigha §aT; n.o.s. - 3=l FAfEY 78T; Neh - Rrcft
f8; NO(A)EC - s@dib = fdar M1 (widda) WHE dda; NO(A)EL - 3fddid- 9 foedm T
@fdEHe) THTT TR; NOELR - TR-3{TdIH-07 UHTd daM &X; NOM - SMfdIRe Afdyes faw;
NTP - T RAS-RTM SRIHH; NZIoC - THRFT @ it 3 9¢8); OECD - 3 TeaiT 3R
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Tulathromycin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.6

30.09.2023 5300148-00009 Ul IR SR} A &t dRIG: 13.11.2019

I e, OPPTS - IS TRET 3R UGHUT AHUH HRATAT; PBT - RITH, Jd-THATHRN 3R
fawrad uerd; PICCS - @A 3R I yerf ot fheidia 3ded); (Q)SAR - (HETED) T
Tfafafd "ee; REACH - TR g 3R IATA USiaRul, edid, WMRASGR 3R ufdsy aRkug &
fafam= (EC) F. 1907/2006; SADT - Xa-dtadl 3fgge dIHH; SDS - YR&f Sl 2iie; TCSI - dargar
e verd 3dest; TDG - WavATd ATd &1 URag; TECI - U3ds T 3det; TSCA -
fauTe gerd = siifgw (Hged sy 3MRe®T); UN - I X1F; UNRTDG - BIM®RS MM &
URae W UG Y BI RIBIND; vPvB - §gd RIRIT 3R Jgd Sla-THASU AG; WHMIS - HI-
RI WeRATD AU T Joret

S R4 ST e & SUS UHRA ST dRG &I &l Tl THSRI §HR 4, THGRT SR g &
IUR T8 § | TSR Bl YRI&T ST T JUTEH, TN H3A, Uihal ), T &, IRaeg &,
e o qUT s & forT had Anfex & =0 § fEomae fvar w1 § qur oo} ueR &t ardt ar
ToraTT &1 fAfERT 181 AT W | ey Bt Tl & RT 39 SDS & /Y W ugar! Tt FHad
faRry arRh § Tefid 8 aur SDS Wl &1 farsht s araelt & Tatem a1 fansht o ufshan &, 5|
I UTad B 7 SdTaT 4T 8, AT 631 WR Y -T81 8 Javahl o | ATl Triaarstt &) AR g WR, Uatad
¥ oifad Iare B SDS-URR & IUYHIdT BT HTHe B Tled ead B, TN R, Ufehar dA
TUT TG TR P 3 3iE 1 & ARy e & SHaRY SR Rywiiai ot wften & =iy |

IN/HI
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