& sel e
e GRAMTS SIS HRCH & 3FTAR

Oxytetracycline (10%) Formulation

TXHIT TNy &t fafd: TY.31.0Y. F:
4.0 14.04.2025 5499551-00013

€3 MSD /) e

3ifdH IR OIRT #3A ot dRIG: 07.02.2025
Ugd! IR SIRT &4 &1 dRIG: 10.03.2020

1. IIG T4 HHH! Bt Uga=

e 9 © Oxytetracycline (10%) Formulation

UgdM & G dRIdh : ENGEMYCIN (A003308)
COOPERS ENGEMYCIN 100 OXYTETRACYCLINE
HYDROCHLORIDE 100MG/ML INJECTION (37256)

fFratansmyfdeat

ST MSD

qdr . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207

AP © +1-908-740-4000

HTUTdPRTT Sl TR : +1-908-423-6000

3-0d T Udl : EHSDATASTEWARD@msd.com

7O UR Rywerieer o ufadsy

ReuTss yam ;oY) Fafdrear Sa@rg

IUORT R gfasy : UaNg el

2. @a} B! ugaH

fAmtor, YieRUT 3R & ST WaRATE THAA FawTastt, 1989

TffmRor

SgA-1 & T | & FuiRa THES F IR WaRAS & &9 & Fiied T8 8

it . ¥-affevur

TS DR IG/ITIoH o faymR

™R 37 erfarsaeH : faymT e

T B ARl o faym g

S fauTeRa o faum @

DI (Vad) STeld @Rl fAUTT g
ddrfos (ool seig e @ faumT g
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& sel e

TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Oxytetracycline (10%) Formulation

TR TRMeE ot fafd:

Y. 81,09, 9 3ifdH IR OIRT #3A ot dRIG: 07.02.2025

4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020
SI.UE.TY. A9d dd
K | 0@ <:> @

RETRIEH DRI

B et s © H315 + H319 &1 H S 3R 3iiRat & 7R Sa U1 i g
H317 a1 Terelt Seit ufdfohan Sers R Hepell 3 |
H360D 3fSTTd fRIS] &1 BT Ugal Uahal gl
H410 STeTeR Sila TR o RIRH UHTE 3R 91U g 3= fasa|

gfaard/gafay™ Sam N

P203 IUANT IR ¥ Uga Guft JRem A= &) U &%, ug iR
JHT UTe B |

P261 PIET T HIY &) g & a7 I 51

P264+P265 JUTA & €1C BT Dl 3] dvg I 4| 3iia ) Ad

B
P272 fagfid HUS! &I HRIRIT T d1ER o TH B AR T <
P273 ARl H BlSH I URER |
P280 I&Teh S/ I 31R 3iRa T/ &0 U |
3TN
P302 + P352 3R @dl R 8 dl Gd IR T o Sref
P305 + P351 + P338 3R 3@ A Il S| Ps {He d& Uit 9
IREPR (7)) HX | 3FR Hicde AF T 8l @ 3= Feprar
M B dl R 2
P318 3R TR 81 41 e g, FRaa<iia garmg |
;3% P317 3R & R Sa 1 391 g1 Fafercar agradr ured
|
;37 + P317 3R 3Gl H 5@ SR Te: Fafdrean TeradT urad
|
Eh?%& + P364 TN HUS &I I¥d IR & 3R T: TNV Ugd
|
P391 Bd®BId UH AT BN |
HSRRUT:
P405 HSR dd HI
frarur

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

3= gIf~at fo T URume W=y aeffeor I8 gidri

S{:iTd

3. 3AUq] BT HISASITHBRY
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ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Oxytetracycline (10%) Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT #3A ot dRIG: 07.02.2025

4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020
/iy : oo
3[agq
IS T T (F9) - TR | TS (HEAA) (%
wiw)
Oxytetracycline 79-57-2 >=10-<20
T 141-43-5 >=1-<25
TSI S Ut Ie 149-44-0 >=0.1-<1
4. Yyt fafed & U
THE A8 © 3R e 81 U1 daidd 31 7 ol oY AfSHhd Wi I Jellg B

. e TEUT E¢ g T Xebl bt &R Ul H feifebediia Feirg |

3R I gRI TgUI ST © g I §RT U1 I fordl Y, df drell el a1 § o S|
fafbcita ggam |

3R & ¥ ¥ gl Sy ;. IUS §H W, R 91 B HH A HH 15 T 0P o IR U
TTH I 3R 1Y g Wgfid o Td S JaR S
fafbeita ggarm |
YN ¥ Ugd a%d g |

. QIRINT 3 U 4 ol Pl 3] TRe Ui

3R 31 ¥ AU g1 ST D D gH W, [ 3G B HH I HH 15 e % o IR UHT
U S 96 DR
3R HiTede ol U8 B, 3R 3! SARAT T 8 IR < |
faf i Tgdi o |

3R A7 fera sy : gfe Frar s, 9uH URd Td el |
fafeh it JganT o |
Tt o 1Y 4§ 3BT IRE el B |

T AU TE0T 3TR DA B oe R et H TR STe T a7

TUTd, I dig 3R & @ Teroll Jeeft fifohar I R el g
3foTTd I 1 BT Ugan Tehdi §1

Ty e & TReor L YT Fafored 3 aTell I 3T GRE&T TR &I o1 16T, a7
Y B! GHIET 81 W AT Y Jafics JRETHD IUBIU
BT IUANT HRAT A6 (TS 8 ¢ )|

[EERE A ANC R CRll L et 3R WA ¥ SURR HY
5. TR U
UG A=A Hifsam DoSa
VeIl F
He SRAHHAZS
RS EINEIRE)

ST (3T G B HIEH - 3
AR & GRF ART TR T IAG! ST AU WA & AT Th W1 8l I g

WRATH G- G . PR RSy
qISCIoH SaE Sy (NOX)
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ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Oxytetracycline (10%) Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHRA BT aRIG: 07.02.2025
4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020

(3TT) g & faRy i . g8 AT I TANT &% off R uRfRfY SR -
qITaRUl & 3D Bl
I [Sadl I 381 B & Il TA-HeR BT TN B |
3R U AT TR B A 3T &P &7 F ifad= R Reprat o

SATE &l WIcH HRATY |
MY & U faRvaaE @ SN & OH W, WI-af3d 414 Ul ugH |
JUDHRT Al &S IuHRUT TR H1 |

6. AThTeTP fedie Sur
Jufdasd ey, RemdTd ¢ Mol eTES IuHR0T TN AR |

JUHT qUT SMUTIDTA RfEra Fsfei s (W 7 37 ) 3R fdrTa grem Iuadun
gfchare & gATdl (TS 8 T ) BT ST DX |
JgiaR Ui Fraenfar : gIeRY H B ¥ URER B

e AT IR, 3R 3 Ra a1 S B b |

A AFHA H thar ¥ A (Iareur: Hgaur a1 da Afde)

g U T g I a1 T e |

%ﬁgwwwmﬁﬁjﬁwmﬁﬁ
|

THTS HA R BAd AAH © 3R e verd T 9|

& uerd vd i ¥ Thard & fore ST a1 3 Iuged AHUTH USH &R dlfds
Hag 3R 7 981 A S8 31 13 uard &1 Uy {35 o Gavar gt
I 3 ITGad PR 81 IR TR P
IUYad TeRREC & 1Y Thald o) AN ASRTd &) I6 |
QI 1 A1 fafaw 59 verd &t faFfa ok AueH &1 &
o AN 8 Tehd &, T € I ATy 3R 3MgeAq W ot
&9 yerd o) Relisl &1 ITE § IuahT & 91 1d 81 39 &

fofa 31 BT 6 P fariom a8 €
39 THSITH & 3IHT 13 3R 15 $& R A1 P Reprgrie
& IR A THHR UM HRd g
7. TS 3R YSRUT

TPt IUT ;. UUS (TRIURER) ¥ §oH & FEunAel 99ma SIurT & dgd
oA IUrg 3|

I / Hot dfeaRHE D R YA feaRM sFuas g, d Mg e dfedzH &
Y UGN B |

IRI&d gTue & g D A g HUS WA RA €|

gyt @ﬁ%ﬂmlﬂuﬁﬁmﬁéﬁ@faﬁl

|

3ffEt § A9
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Oxytetracycline (10%) Formulation

TXHIT TNy &t fafd:
4.0 14.04.2025

3ifdH IR OIRT #3A ot dRIG: 07.02.2025
Ugd! IR SIRT &4 &1 dRIG: 10.03.2020

TY.31.0Y. F:
5499551-00013

I & dIG adl Bl 3BT g U

3BT M Taesdl SR YR TSl & SFTUR U, ol
PRI TSR 3Mha W TR 8

o B FY PR 9¢ I 9 |

BAP, §9IG 51 I Ap DI YAyl 3G, 3R TfaRur & 7 I
HH O

WRita dsrur ot uRkfRufaar St e I Aat fpg gu fosst 7 771
SR drat H1
DY PR TG PR 3G |
IRy ISt fafodl & SR SR &1
3 Uerdf § & - Fofafed UeR & Wsae & Ty 9 W9
g sherfieofig Toleq
8. Sifaw forizror / it gReam
HIIwT U0 & AP & HIY 3qUq
3{gd HTTH (hY) | G UPR g ured / YR
- TR (3IRE&TUT T Ritea
ThR) HYTCIA
Oxytetracycline 79-57-2 TWA 500 pg/m3 (OEB | 3{idRe

2)

3ffafed STH®HRI: DSEN

Uig &I AT | 100 pg/100 cm? | 3fidR®

SToraTA 141-43°5 TWA 3 ppm ACGIH
STEL 6 ppm ACGIH
gefifraf fagson . gRg-aTel wigdl (o, f3u-fgd aRd FHaRE) Fafid & &
W:{%ﬁ%ﬁﬁﬁv&nﬁwaﬁ?%ﬁﬁmmws@w
Y|
gt Zoifrafar Rz o uReR feers gr1 srifad g
T 3R ITe!, BT, 3R TTTaRUT DI & &b folT GMP &
Rygidl & SR Haferd favan ST arfeu|
uﬁww@%%ﬂﬁ?ﬁwﬁwﬁwﬁ%l
foreht samg & Il
oI et §ag : 3R Y R R Afedm Iudsy 781 & a7 THueR
3o SRR fam- e % arer vaguioR yeRiq axdr g,
4T GR& BT STANT B |
fheex UHR : Ugad U 3R HTEHE aTs YHR
BT gaeht sama
Teref D RE- gE
el daeft sama D W3S XS A1 TINTCH o AT JR&M °I=HAT UgH |

3R HTH & WIS a1 TIfaafy 7 ¢et ot fRufaar, or o1 weRied
e g, d@ Sfad 7T ugH |
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Oxytetracycline (10%) Formulation

TXHIT TNy &t fafd:
4.0 14.04.2025

3ifdH IR OIRT #3A ot dRIG: 07.02.2025
Ugd! IR SIRT &4 &1 dRIG: 10.03.2020

TY.31.0Y. F:
5499551-00013

SR ¢, Y&, 1 TR & AT W T H1 UG g1, A

THuRiies a1 §R dex BT 3T I UeH |
T U4 YRR daeh 9219 © gt g1 YT i § BT PR
TSl Jah Sur © 3R ITH SUANT & SR I & TUD & 37 Bt GHIGT g,

@ BT A & M & B 3G = Bt yonferar 3R Jrem
R TeH FR |

TRINT & SR, SHT, YT a1 §Ha= 7d $1 |

fIgd PUS! Bl HRIVT Y FIER o oH DI A 7 &
TN HUS! B! 81 & ag o R I SxaTd |

gfayT o guTdt Yarad H SoaRaT Hdzor o) gdiern, Ifad

G YR&M USRI, SIS 3R ufk=ie ufssarat,
3N Tasdr ATRE, Riferar ARET Sik soawie
{2107 o1 3XATST TN BT =fRul
9. Wifa® vd IWmafa® ur

feamae . &4, g Oid

1 L STl IS g

Ty L 3l Uy gl

Y &1 ggard L STl U g

diwg L 3l IuAsY ol

fraem/ds &1 araaE L 3l IUAsY gl

URYS IqeH &1 fdg/Iaa- ST uas gl

CaksiEI]

o fig D el IUAsy e

TRBRT BT &R L Uy TR

SaerRfier (319, 1) . TNy el

SaeRiTeraT (@R ard) D gl IUAH e

3o faumie 941/ TR D STl U g

SATRIeAr | (W

THadfafae! ferdie)

%4 fapie i/ et D STl U g

SaARITEdT T (@8R

THadfafae! ferdie)

Gl TG L STl U g
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& sel e
e GRAMTS SIS HRCH & 3FTAR

Oxytetracycline (10%) Formulation

TR TRMeE ot fafd: Y. 81,09, 9

€3 MSD /) e

3ifdH IR OIRT #3A ot dRIG: 07.02.2025

4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020
Jroef I g . UOT el
e g9 : ST IUAsY gt
T ST Iuas gl
g B fagarn : 82T IUds el
EEISERINICARCS] LTy el
3faea/arn)
3NeISRRE &1 argH= ;3T Judasy gl
3T BT YA : 3T Iuas gl
BIESIREEEAIRE))
fampIfict © UaNY T8t
fawhies ToRauE : fawpies 5l
3NRABRUT P ORITHTT g9 uerd 1 iy o) SiiRfieRe aiifed et frar mar g
3MUIfaes HR : 82T U gl
PHUT fAaTg
HUI BT AT S e

10. fRRar ayr ufaferaar

UfaeR . Sfiferarsiiadr & TR & U H Fiffepd |
T fRRT L I R A RR B
UREHwmeHy ufafearsit : Aol ATRABRS Toict & Ty UfAfhaT B TobdT 3|
g9 ufufaal 9 o< 3
ST TRt L iRy Ty
3qee- uerdf ¥ shfed . Plg Wk AT (FoRew) 3uue yard rd el
11. fawmagr=a gEeT
PG 3REUN (THRIUISR) & R A1 gRT TG0 Al
A SHHRT T T YU
IBUSEI
3ifE) § Tudh
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& sel e
e GRAMTS SIS HRCH & 3FTAR

Oxytetracycline (10%) Formulation

€3 MSD /) e

Oxytetracycline:

GIEREICEACLIEREI]

SEERSEAELIESSI
SIEASEIRAELICSGI

FUAHTS:
GIEREUCEACLIEREI]

SEERSEAELIESEI

SEASEIRAELICSGI

|[fte Aifees fasmaan

TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SIRT #RA I IRIG: 07.02.2025
4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020
g fauradan
IUAS TSR TR aNpd Ta|
gerd:
GiCREIREED : SfferaTelt fqsTarTar $FAM: > 5,000 mg/kg
I AT RIBT
GIEENERELICSEI : SfAuTC fauTeRdT SHM: > 40 mgll
fohram g & ford WU (TaTUioR) §3M: 4 h
TRI&0T 9TdTaR T arsg
I AT RIBT
NEASEIRAELIESEI] : Jfqure fasTeddr 3FHM: > 5,000 mgrkg
TRIBT: AT RIBT
3dad:

©  LD50 (TgT (X2)): 4,800 mg/kg

LD50 (AN (AI3H)): 2,240 mg/kg
fewgult: Ueprer fawTaddr & |1 &1 3aaie- fhar T

: feogoft: Ser Suass T8t
: feogolt: Se1 Suas T8t
GIEAERIESOINESIE R L B

LD50 (8T (32));: 4,840 mglkg

UGB & I HiguREf &

LD50 ({8 (AI3H)): 3,500 mg/kg
TAIHYE & K @l &

©  LD50 (JgT (¥2)): 1,089 mglkg
: Sffcrrdt fauTddar $FAH: 11 mg/l

fhrdm g & ol Tudh (TaRTUioR) §3M: 4 h
URI&(0T ITTaRUT: 9]

ARieT: fa=ivs &1 ol

fewoft: ISty a1 & faf g & suR w1

© D50 (BRI, {raT (fHa)): 1,018 mglkg
Tifsa gasifRmyEAfane:

: LD50 (FgT (T)): > 2,000 mg/kg
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ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Oxytetracycline (10%) Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHRA BT aRIG: 07.02.2025
4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020

TRIBT: OECD TRI&UT fa=mfAasr 423
3ffera: uard ar fireor ot HIg AiRkde Sy fasTaaar et §

GIERCEIRNERIESGII © LD50 (JgT (XT)): > 2,000 mglkg
TRIeT: OECD TRIEUT fGRm-ar 402
3ffera: uard ar fAreor &Y HIg T Sfage fawTedar et §

U & foe eeReed

@ o STe UeT R g

3{dad:

Oxytetracycline:

||fewit ST Iuas gl
FAHTS:

|E|Gm%r e | 1)

gRomH D &R 3 e ¥ ¢ U & THUISR & a1
HifsTH gragifesayHafare:

|Wf%r B RO)

gRome N =T G E A
TR A7 gfake

3t o TolteT SieH Idd Hal g

CRCH

Oxytetracycline:

||fewodh : ST U Y
FUAHTS:

EEIIG] D W

gRumH D 3fREl TR UNTA-1T U
Hif$TH gragifeAyHafapc:

ESIIG oL 1)

GRIGA ©  OECD Witeur femnfder 405
oy © 3fial A oo T8t

YO I THST AT DRI

AT B gITRIar

a1 T el ufafehar Sas e gohdl gl
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Oxytetracycline (10%) Formulation
TeeHRT T=ned of faf: TY.31.09. FR; i IR SR #xA P! dRRG: 07.02.2025

4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020

YT-UYTE BT AR

IUAS TSR TR aNpd Ta|

AdYUd:

Oxytetracycline:

T80T & fe : ggA RUIE $9c U9 (TR IMRUIE - & dagadmial
o GRIE fasrg o1 gfY &1 e

gfomy L GUTRIT 3T B aral uark

ORI ER

TRi&m01 & foret L ARSI ¢

TUh (THRTUIER) & I a9 Y dud

PRI e

BIRIE D BUTHS

Tifsan gragifemymafac:

e ot b . ORARRE %

U (TRIUIER) & I T ¥ gudh

EEIIG] iR

GREZ] : OECD Ti&ur fe=miasr 406

IRIE . BUTHSD

SiaT] A RereHRid!

IUAS TSR TR aiHd Tal|

S CRCH

Oxytetracycline:

[EEICERISEEEACE] D TRIE0 @ fh: ARpIfeTd geole IRE (Ames TRIEN)
gRUMH: BUTHS
RI&T & fhed: AT eI
TeTalfere Tacide; Heralfered Tacia’e
gRumd: aRdid®
wie i fow: Ry pfes o e
TRI&T TUTTH: Aol gReR USRI BHIfRIBIY
giomy; SiHfEd
TRI&01 I fore: TR fau=
gRUMH: BUTHS

AR 3 faar L TRie ) b AR IgEe 3
Tt g (T1349)

UHR: 3RY FwT

TRHBTE & I HifkdS
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Oxytetracycline (10%) Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHRA BT aRIG: 07.02.2025
4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020

aRomm: fAfga

W& oI fp: 39 faar o
uwﬁr:w(m) '
TEHHRH & IK: ZeReHad SoeRm
UfRumy: BUTdHS

STHaTY] Ud RIeToHRicT - © 1&g P goi AT HITRBT IARAA P U H ariicpRul Bl
fipar T TS HRAT ]

ORI ER
eIt 37 faer L TR 3t few: Sadifear Teeh fawsta uRad= &t oifg (AMES)
URumd: BUTHS

TIUT Bt fheH: IRR & 18R T UIRTT B HIRIB13 BT S
IaRad= utemr

TBT: OECD Wi femmAcwr 476

Rom: HUmd®

TR0 3 b PN TREH ¢ 3 fag
Rom: HUmd®

I ARICT 37 faar D OR1EIuT ot fohe: SYTRET & RIS YA usiarn
(Siifad uroft 4 wrgcomics uw)
TIfd: G (T1349)
TRITHR & IR ﬁn?-ram
TRIBT: OECD TRIEUT fa=mfasr 474
gRumH: BUMHS

Tifsan grasifemymafae:

IEBIEERIREEGRRE] TR 3t few: dadifear Teeh fausta ufads &t S (AMES)
TRIHT: OECD TRIe&Ur fe=mfAa=T 471
gRUMH: BUTHS

TR0 &f fobed: IRR & I18R T RAT BT HIRAeB13MT o1 S
IaRad= utemr

TP OECD Tiequr femnfder 476

Ry aRafdd

IEEICERISEERACE D ORI & e SRl o TERINIRE GEaTH ST URTefor
(Shifad groft & ArgeioHied wR)
Ut g (T139)
TWHHRMA & IR s?raﬂ—cﬁuasﬁw
TPT: OECD TRieror fRe=mfae 474
giRomy: ardfdd
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ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Oxytetracycline (10%) Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT #3A ot dRIG: 07.02.2025

4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020
STaTo] e TgeoRRiet - L IHYTRAT & GH&or A 39-dial Hfcs Jd Jerediel o1
Hihad YHRIAD Fed
CRINTLE|
JUAS TSR TR aNpd Tal|
AdYUd:

Oxytetracycline:

ESIG] : (H139)

T@IhRA o IR ; %EE

fram 99g & ford duds 104 9T

(TRTISR) g3

afkomy D BUTHS

PRI ; )

T@IhRA o IR ; %E

fram 99g & ford duds 103 98

(TTISR) g3

qiomy | 1|

d&d 3ayd : 3Hfdgde U (TSHd is), Uiy Ry

feoft © Ufshar 1 Hrfarel &1 & Hel W URifes e 8 Tahdn 31

RS DT - ST . ol T Aed Yol fauTaddl & fad aefiepRor T T =Tgl
Hdl

3T fauTaRTaT

3T R &1 71 Ugan I 3|

S CREH

Oxytetracycline:

3(Adr & YT L I @ [ a Hie! oI fauTddar sreaa-
goTifa: 8T (<)
TRHIHTA & IK: HiRkdP

JdRdT: NOAEL: 18 farm/fem wRiRes HR
GO Yo &9dT TR UG 81, TS &Hdl R $is gHE
Tat1, foreit Hewyut ufdgd THTa St G- gt (e

MR RYF AP RuuEl © 9eo 3 e yor-mie Rig e
USIfd: 9gT ()
TEHHA &b I NAD
YoMy R fasTadar|: LOAEL: 48 firm/fam IR UR
GRUMH: TARIUUI-UYTd 81 |, Iheied SR™ERIand |

e 3t feem: yor-miwy R o)
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& sel e

TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Oxytetracycline (10%) Formulation

TXHIT TNy &t fafd:
4.0 14.04.2025

TY.31.09. FR; i IR SR #xA P! dRRG: 07.02.2025
5499551-00013 Ugdll IR SR & P dRRG: 10.03.2020

FAAHTS:
3(Adr & YT

I STH gragiiayHafapre:
L TR BI fhe: fAuTadar GedTe /s Shi- URI&r o Y

||srdzar & wvma

MR R & e R uHE]

orSTIfer: 8T (R€)

TEHHRA & I S

HIYROT faNTeRIdT AIeh: LOAEL: 1,200 &/ =R YR
yor-Hey RIg] fauTeaan|: NOAEL: 1,500 firm/fam IRIR® R
GRUMmH: SRl gHTd =8|

fewolt: A fasrear o1 sraetisb- favar |

Tigor 3t foem: yor-miw Ry faem|

ToIfd: G (H139)

TEHHRE & I NEH

HIYRUT [ASTSIdT AIgeh: LOAEL: 1,325 fBrTI/fdhT IR YR
YoMy R fasTadar|: NOAEL: 2,100 /e IkiRe UR
GIRUME: SReIforTed THTd gl |

fewoht: arq fosTeddT &1 Siadie- fobar T

TYeror &t fore: Yor-miey g o

Tl RIS

TWHHRM & IRa: FIGUREf

YoMy R fasTaaan|: LOAEL: 41.5 form/fasm Ikifve uR
ORUTY: YARIGUT-GYTd BT |, TR fRIY] SRmmIaTd Ta! |

qﬂ&mﬁm Yor-miwy R fasw |

El?ﬂé?m%m Ul o
YoMy R fasTadan|: LOAEL: 20.75 fim/fem IRiR® UR
GRUMY: Ihcicd fauRd fafdea |, TaRIgu-ugTd 81|

: g4 sYSHASTed JHEd ¥ fde™ R Ufded gvE

THRIEAD T

D TR0 B fhe: a el oI fauTddar sreaa-

UrSilfel: 6T (<)
TAIHLE & I AT a1

TP OECD Tiefur femnfder 416
R HUTHS

feuof: T S it & ST W smutia

Tier 3t fpem: yor-miw R faem|
Ufd: g1 ()
TR o IRG: e o1

TBT: OECD Ttemr femmdwr 414
R HUTHS®
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& sel e

TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Oxytetracycline (10%) Formulation

TR TRMeE ot fafd:

Y. 81,09, 9 3ifdH IR OIRT #3A ot dRIG: 07.02.2025

4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020
SIET S aTelt AT W1 &1 [qwTadt &1 sieH
goTfa: 8T (R<)
mﬁ%&m%mﬁ IEUNANKI
TBT: OECD URtefur fammAawr 422
R e

miw R & e uyE) uﬁmﬁ%_f Yor-miwy R fasw |
TEIHYH & I AT AT
TBT: OECD URiequr femmAawr 414
gRkune: ardfde

3{7T faNTeRTaT - Sfiche UL R Y T TN & YR WR 9y W ufdgd gud &
O 99 8

STOT - Ushd SIf@H

IUAS TSR TR aNHd Ta|

CCRCH

FAHTS:

||stiem L T-UYT TRl ST Id BR bl g

STOT - SIgIM™T Sf@H

IUAS TSR TR aiHd Tal|

S CRCH

ORI ER

"s{w L et H o3 REmRyes/fe a1 U B F Tigdl R IS
TeaqUl Wy JuTd et fewrs fed B

U 19 fawraar

S CRCH

Oxytetracycline:

BRI IR ()

LOAEL . 198 mg/kg

UAIHRA & T

fham gHg & ford Iudh 13 Weeks

(TUISR) g3l

(& 3{ddd : E%)f

fewuit . ot Hewyul ufagd UHTE St e et e

EIIG] - o (HI3Y)

LOAEL 7,990 mg/kg
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e GRAMTS SIS HRCH & 3FTAR

Oxytetracycline (10%) Formulation

€3 MSD /) e

TR TRMeE ot fafd:

TY.31.0Y. F:

3ifdH IR OIRT #3A ot dRIG: 07.02.2025

14.04.2025 5499551-00013 Ugd! IR SIRT &4 &1 dRIG: 10.03.2020
TP & T . Oifae
forda 97 & ford Tudh © 13 Weeks
(TRTAISR) T
[d&d 3{qdd : ggﬁ
femut ;o Heagul ufagd UHTa &t YT ot
EEIG] gl
NOAEL : 125 mg/kg
LOAEL 250 mg/kg
Ui h e & TR
fohd Ivg & ford Tudh 12 Months
(TRTATSR) T
&g 3faud o B
feuguft © TRIEOT H i @ T8 Ayl fauTaan
BT L 98I Re)
NOAEL : 40 mg/kg
LOAEL - 100 mg/kg
TATHRA & T <
fha gHg & ford Judh 14 Days
(TRIUISR) g
&g 3faud . Tef
FAHTS:
oY L 98I Re)
NOAEL . >120 mg/kg
TATHRA & T ;
- T & ford duds : > 75Days
(TRTUISR) gl _
femuit © TP ol IR & el R uTiRd
oY L 9EIRe)
NOAEL : >=0.15mg/l
TP & I L I T (YRR H)
fpa T & ford duds . 28 Days
(TTUISR) g3
GRICA :  OECD Uiteur femnfader 412
Tifsan grasifRmyEaiane:
ESUK] LRI Re)
NOAEL © 600 mg/kg
UAIHRA & T
fham gHg & ford Iudh 13 Weeks
(TRITIR) G
GRICA :  OECD Uiteur femnfder 408
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& sel e
e GRAMTS SIS HRCH & 3FTAR

Oxytetracycline (10%) Formulation

€3 MSD /) e

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR #xA P! dRRG: 07.02.2025
4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020
YT GeRT
IUAS TSR TR aNpd Ta|
UG S & 1Y 3gHd
AdYUd:
Oxytetracycline:
"ﬁmﬁa:n L IR TREIZeISd Tesal, 3id S gl
FRruoft. S waeht =g e Bt 21
12. gIiRfRufa@Ta Ja=T
yiffRufae fauredarn
AdYUd:
Oxytetracycline:
ECENIKCIRELIESEI] © LC50 (Oryzias latipes (STAFT HSHI)): 110 mgll
fordm g & ford Tudh (TaUioR) 3 96 h
TRIeT: OECD TRIEUT f[GRm-a=r 203
ST Td 3 Je-ed . EC50 (Daphnia magna (dTcR Teil): 621 mgl/l
ENERCLIESEI foram g & ford Tudh (TaRUioR) 3 48 h
TPI: 3134t St e Fdwr 202
EC50 (Moina macrocopa (SI¢l ﬁﬂ)) 126.7 mg/l
fohdm g & ol Tudh (TaRTUioR) 3 48 h
TR 32 . e Rz 202
Qrare/Sieg qiel ol fdsreaar © EC50 ( Anabaena): 0.032 mg/l
fordm g & ol Tudh (TaRUioR) M 72 h
NOEC ( Anabaena): 0.0031 mg/I
fordm g & ol Tudh (TaRTUioR) 3 72 h
TH-Th e (3T SieeR 10
[ELIESGD)
STaTupsfl & fosTerd : EC50 (Tihau ias (FA)): 17.9 mg/l
frd THg & ol Tudh (TaRTUioR) §3M: 3 h
TRI&I0T & fohe: 4T-URaN & = hlac
TR 3N g . e [ 209
NOEC (Jfehqul ®1ds (¥dT)): 0.2 my/l
frd THg & ol Tudh (TaRTUioR) §3M: 3 h
TRI&10T & fohe: 4T-URaN & hlac
e 3N . e Rdw 209
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Oxytetracycline (10%) Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHRA BT aRIG: 07.02.2025
4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020

- TRy (RRIfers Siaer. 10

[ERIESED

ORI ER

CENIKCIRELIESEI : LC50 (Cyprinus carpio (Wff)) 349 mg/Il
foram g & ford Tudh (TaRdioR) 3 96 h
T oW 67/548/3 3. 91, T 4, Tt 1.

ST Td 3 Je-Med :  EC50 (Daphnia magna (dTeR U<il)): 65 mg/l

SEEMNERIESSII foham g & ford Tudh (TaRdioR) 3 48 h

1 Adw 67/548/5 3., T 4t 4t 2.

AT/ Oel ol fauedar ¢ $3REue ( Pseudokirchneriella subcapitata (8% QT (Test)):
2.8 mg/l

foram g & ol Tudh (TaRdioR) M 72 h
I oirg. 4. S x e 201

NOEC ( Pseudokirchneriella subcapitata (831 QidTet (Tesil)): 1
mg/I

Ww%%ﬁwm )G 72 h
TRIPT: 3.2 4 St. X =T 201

STaTo[sfl B fosTera . EC10 (Pseudomonas putida (FSMHFTI G{eST)): > 1,000 mg/l
fohrdm THg & ford Tudh (TaUioR) g3 30 min
Tpr: 3134t St e Fd=r 209

A3a &I f[auedar (RR&ffae © NOEC: 1.24 mgll

[ERIESEI) fordm g & ford Tudh (TadioR) e 41 d
Ud: Oryzias latipes (3{R-YS fraithn)
T 3.3 33 e g 210

SR T 3 eMed : NOEC: 0.85 mg/l

ENEELICSCINGEEAINED fordm g & ford Tudh (TaRTdioR) e 21 d

[ERIESED) USTTfd: Daphnia magna (aTex Uil

mwm@@mmm

EENIEARCNIESEII LC50 (Leuciscus idus (e 3f1t)): > 10,000 mg/|
fordm g & ford Tudh (TaRTUioR) 3 96 h

ST T 3 Ae-Ifed :  EC50 (Daphnia magna (dTcR Til)): > 100 mg/l

ENERSELIESE] fordm g & ford Tudh (TaRTdioR) g3 48 h

R ot S I 2w Fdwr 202
REINERIE RN CNIES . Z3RATYo ( Desmodesmus subspicatus (Bﬁ qard (Qc_\rﬁ)): 370

mg/l

Wm%ﬁ«lﬁwm ) g3 72 h
T 3 3.4 . T 3w 201
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Oxytetracycline (10%) Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHRA BT aRIG: 07.02.2025
4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020

NOEC ( Desmodesmus subspicatus (Bﬁ ard (Qc_\rﬁ)): 10
mg/l

fordm T9g & ford Tudh (TaRTUioR) M 72 h

T it 3.3 8. 2w fdwr 201

Gﬁmq&ﬁﬁﬁmaaa‘r : NOEC: 10 mg/l

fohram g & o Tudh (TaRTUioR) §3M: 4 h
o o faureaar (RReifaee :© NOEC: 13.5 mgll
IGEIETGI) fohram g & ford Tudh (TaRdioR) gam: 35 d

TSI Danio rerio (ﬁ:l@ﬂ ﬁ‘T‘ﬂ)
RIeT: 3.3 . ¥ Faxr 210

BT Td 3 Sefea : EC10: 8 mg/l

SR fasTedar (RRepfers foram g & ford Tudh (TaRdioR) gam: 21 d
[ERIESED] USTd: Daphnia magna (dTeR U<l
Riepr: SNE.H.S. T FAdw 211
TR 3R SraspHaforaar
3dyd:
ERRIGEIERE
I SITHHOT BT & : URume: YAl & Y UIhidd diid ¥ SahHuGR]
CRIERESERRIS]
STHHUCT: > 90 %
fordm g & ol Tudh (TaRdioR) gam: 21 d
TR 3.3 4SO MRS 308U
Tifsan grasifemymafae:
e SITHHUT BT & : URume: YA & 1Y UIHidd diid ¥ SahHUGR]
QIRISESIER)EEEIN
SAHHUCT: 77 %
fordm g & ol Tudh (TaRdioR) e 28 d
TP 3.3 1.3, I SR 3088t
Tyifad e J9ua
3(dyd:
FAIAHTS:
favTe qunies: (T . log Pow: -2.3
“sha%ﬁa% ( RIdT: OECD Uieur fa=nfdsr 107
HifsTH gragifaAuHafapc:
||favrem 1ories: (@ . log Pow: < 0.3
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& sel e
e GRAMTS SIS HRCH & 3FTAR

Oxytetracycline (10%) Formulation

€3 MSD /) e

TR TRMeE ot fafd:

Y. 81,09, 9 3ifdH IR OIRT #3A ot dRIG: 07.02.2025

4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020
||3ha%=ha/m:ﬂ)
IEEE RIGRIGE]
3T U el
3= Ufded gHTa
3T Iuas gl
13. fAge= Hifgard
el & afie
/Y Y F1 T (e . e @I ATel # 7 Bop |
R fafTH! o=y B |
afa ofd : @ fosdl B 3% B gTSd B arcll Hfiect § gt ar
B & ford o S|
3R 3rgyT fafAfdy =78t fovan Tam: SvRgad SaTe & ¥U H
fAueE &L
14. UREg a1
JieRfga fafraw
UNRTDG
UN FsR UN 3082
Araeq 1 e A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Oxytetracycline)
i © 9
e U |
KEG © 9
JgiaRul & o @avATe |
(@S H)
373 T & T3 ot 3R
/318 S THR UN 3082
HT el 7 TH Environmentally hazardous substance, liquid, n.o.s.
(Oxytetracycline)
aif : 9
1 U Il
NEN : Miscellaneous
fSearad @l fgarad (@R 964
SEEES)
fEsared) ot feera @ei gars @ 964
)
qgiaRul & ol WaRATs g
(@S H)
3Tg T S S-Pls
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Oxytetracycline (10%) Formulation
TeeHRT T=ned of faf: TY.31.09. FR; i IR SR #xA P! dRRG: 07.02.2025

4.0 14.04.2025 5499551-00013 Ugell IR SR} & &t dRIG: 10.03.2020

UN dsR : UN 3082

Traed &1 98 9 © ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Oxytetracycline)

i 9

e U |

NI © 9

EmS dfgar : F-A, S-F

R RS . gl

IMO JUBRUN & AR d1h | UiRag &¢

3gfef fpu T Ursae & forg ang 16t

IuaNTEdl & fore faviy grawnf~ai

Tgl f3u 74 uRass ¥ iferur rae a1 & TSI & o €, 3IR U w0 § 3Ftdss Il &
ot 0R ST § R fob 39 Ref S1et e & iR 39T qui farar mar g1 uRkaes @t fafd, S
BRI, 3R &g a1 3w & fafaet & fafdedralt & SrgaR uRag arffezor - 8 goa g1

15. faframme gaar

gerd a1 fyyor & forg e, Wy, SR waiarur & /Ay
39 IATeH & 3rauq fAwfafaa ga<iiy o gia €

AICS o fAeffa T8t
DSL o fAeffa Y
IECSC o feffa T8
16. 3T AT
e &t fafy © 14.04.2025
Sifaf¥ad SeRY
3T Xie & Ahad & ford . &= HId SDSs, OECD eChem ¥ 3{idlke ddb-te! Sel, 3T
TINT fobdl G Gl I d ot gRumH qut RIgE I o,

http://echa.europa.eu/

g@%mﬁwmﬁqﬁaﬁ?mw%ﬁmﬁﬁ$g@mﬁﬂwwaﬁmw
TR

faie urey . fegAmad

3T 3SR & qut areRy

ACGIH . guAY| ACGIH JHRET /M (TLV)
ACGIH / TWA . 8-Ye, ug- 9o 3N9d

ACGIH / STEL C U PIfeI TRIUISR HHHT
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ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Oxytetracycline (10%) Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT #3A ot dRIG: 07.02.2025

4.0

14.04.2025 5499551-00013 U IR SR} 34 &1 dRRG: 10.03.2020

AIIC - RN TRl Bt SRSferars el ANTT - SIford 1 g HiH uRag Toiell; ASTM -
ST AHRR Tte0r TR bw - el BT I9H; CMR - SR, Geoid A1 Toi-+ faoaT; DIN -
THT AABIHRU TRIM & T AFF; DSL - W Uard Jdt (F18T1); ECx - x% Wfifehar ¥ ST
Yo, ELx - x% Wfaforar & JS AfET &R; EmS - AUTdHTE ASY; ENCS - HISal 3R ¢
INEAHE Uil (SUH); ErCx - x% Jfa o URifehdl I JT Wdbad; ERG - SATUTI@®IH Ufafshar
MEE; GHS - 9fi® TR TR ITTd RIeH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
SRIPT Toldll; IATA - RIS arg uRaed THIRNEM; IBC - YR AET § WaRATD JEGH! aret
SeToll & fATor SR Iuavur & g 3f TfgdT; 1C50 - 3MTeT Sfdway FRiUTdS ddba; ICAO -
RIS AR {37 T16; IECSC - 1F H HiGal IMRH® Uerdl B $dedl; IMDG - SidRigia
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeifie JR&T IR WA S (STUH);
ISO - AFSIHRUT & Y STRTTI WITSH; KECI - HINAT HIS[GT TR Sde; LC50 - TRI&T SMarat
BT 50% DI Uldd Hdbad; LD50 - URIEUN &Gl BT 50% &I Uldd QRIS (1 °ad GRIP);
MARPOL - SgTell ¥ UgNUl &1 AbUH & oy SIaRiS §a; n.o.s. - 31 AfCE 78T; Neh - fareft
798, NO(A)EC - 3@didd = foar Tar (Ufded) UuE ddhad; NOA)EL - 3@did- = foar
(% d) THTE WR; NOELR - TR-3[GA%G-917 YHId daM ax; NOM - 3MfwiRe Bfdde faw;
NTP - 1519 f4u-faq STishH; NZIoC - T8R! &1 =goil o $dedl; OECD - 3id qganT 3R
fa@T W&, OPPTS - IS TREM 3R UGHUT AHUM HHAfad; PBT - RITR, Hg-THAIHR0T 3R
faured uenf; PICCS - T 3R IMMAE yardf Bt ety gdel; (Q)SAR - (HETHD) TREAT
T3 Yay; REACH - TR T¥e 3R IWE UsiiRul, Hedidh, WAeR 3R ufadey uikee &1
fafaH= (EC) . 1907/2006; SADT - G-digdT 3{qge digHM; SDS - YR&T 8l 2ie; TCSI - dgaH
IS erd 3dest; TDG - WaRATd ATd &1 URag; TECI - U3As T gdedt; TSCA -
fauTert gt = siifam (Fyged sy smReT); UN - §ga XY; UNRTDG - BIH®RS IHH &
URaET W UgH Y ST RABIND; vPvB - Tgd VIR 3R Jgd a-THAPRU AFG; WHMIS - HT-
RJT WRATD HIHU G- Yurel!

T QR&M ST =T B 3P THRA &I IR B af T THSRI AR IH, STHGRT 3R Gy &
STIR TE & | STPRT Y QRIS F GHITH, TN =, TfhaT R, T e, IRag e,
fAem &1 quT BlsA & fo Had Arfex= & T H feomad foar mar g qur fordht yeR &t arel ar
TOTaT T fAFGRT T8 AT STET | Iuds S T TSR 39 SDS & XY R ggart TRt had
TRy Tl @ Wefid € qur sps Il 1 fardt s et & oo ® Ot fesht o ufhar B, o
TP UTed H =1 ST T 81, YA $H3A WR Y e 81 Thd! ¢ | It uaadrait &l ] 8 W, Jaie
¥ oifqw Iare T SDS-TH &t IUYHIT HT SMHAH IR Tled 88d B, YA HA, Ufehar A
TYT T B &b 3T 3ty 71 & fafiy ey & TFeRY ok Ryt @t aeften o =nfee |

IN/HI

21/21



