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Sulfadoxine / Trimethoprim Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

1. IIG T4 HHH! Bt Uga=

gerd A :  Sulfadoxine / Trimethoprim Formulation
fFratansmyfdeat
ST MSD
adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
ERIraGH © +1-908-740-4000
UTAPT TeNBT TR © +1-908-423-6000
S-0e &1 Ul ©  EHSDATASTEWARD@msd.com
7T U Rywerieer v ufadey
ReuTss yam ;Y] Fafdrear Sarg
IYUNT R Ufsy L]
2. W 9t ugg
fmfor, WsrRYr 3R & ST WaRTE I FrauTae, 1989
CUIC|
SIgA-1 F T | F FuiRd AFES & SOR ¥aA1e & FU § Fiipd T8l §
Sit. U vg-affeeor
TR 47 afdr3ae : faumg
ST fawTadan o faumtR
fAfyd deg-am e fawedar  : faumT R (iR 7=
- IARTGd 3REf0T

DI (Vad) STl WeRT - fAUmTR
dddrfas o) seig@aRr @ faumi

Si.T9.0Y. d9d dd
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TIed FRAMSSIS YeH & 38R
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Sulfadoxine / Trimethoprim Formulation

TR TRMeE ot fafd:

Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

SifeH &1 foma :
<i> ‘E@ ‘%

Tohd g DRI

B et e H318 3ffal &1 TR &1 ugardr 8|
H361d 3fSITd fRIY) P1 g1 Uga &1 deg!
H373 &t el IT TRIG ToRIUToR (SR 7SS 3T I oI
Ugdl G B
H411 Td THY db UHIGHRI B & TTY SIely Sitad & g
fawmad |

glaard/gafay™ s N

P203 IUANT I ¥ Uga quft JRem A= &) U &%, ug iR
JHT UTeH I |

P260 PIET T HIY &Y Jrg § 7 |

P264+P265 TUTT & 91 BT &1 33t aRg O Ui | 3i1af bl 1
£l

P273 dTdTeRUI H 1S+ J URER X |

P280 & X/ I 3R 3@ T/ I&/01 U |

3T

P305 + P354 + P338 + P317 3R 3fi@l § Tl WY | %3 fAe
d% QXA U 9 Uil | 3R Picac o TR 81 dl 3¢ FMabra-r
3T B al Fiopral ¢ | Fifdream Tgrdt e & |

P318 3R TR g1 4T ol g1, Fdaiia ware < |

P391 BADIG THAT PR

HSIRUT:
P405 HSR dd HI
IGGIEL

;01 . / &= &1 FueRT Wigd de Svid HREH A
|

3= gIf~aT fo T U W=y qRffep<or 981 gidri

ST
3. 3GUG] BT HCASTABIRI
g/ fhrsior . fasyor
auq
AHE I H T (F) - TR | TS (HECRM) (%
1,3-F$di9gH-5-0l 4740-78-7 >= 3ng)< 50
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14.04.2025

TY.31.0Y. F:
1681363-00019

€3 MSD /) e

Sulfadoxine / Trimethoprim Formulation

TR TRMeE ot fafd:

3ifdH IR SIRT #34 & dRIG: 30.09.2023
Ugd! IR SIRI &R &l dRIG: 17.05.2017

1, 3-fearagtia-4-Rauumra 5464-28-8 >=30-<50
Sulfadoxine 2447-57-6 >=10-<20
Trimethoprim 738-70-5 >=3-<5
QST BRSNS 1310-73-2 >=2-<3

4. Tyfire fafeer & sur

A T8 © 3R gHeAT 81 A1 daIgd 31 A @l df AfSHhd T I JaTg B
. SIS T&{U1 € X 1 Vbl 1 &R FRUf H ferfebcdiar Hare oI

3R Y1 §RT UGVl 81 ST . gf A gRT U0 I foran S, ot drolt geft ga1 | & W
oty ggan o

SR &1 ¥ WU Bl ST S g R, A @l Bl TG R Tgard U I B |
TRd 9% U4 5 AR S|
fafbeita gga |
YN ¥ Ugd a¥d g

' QIR 9 U5 ¥ o I 3] g it

3R 31 ¥ AU g1 ST D S gH W, R 3G Bl HH I HH 15 e % o IR uHT
I UM Y 9 B
3R HiTeae el U8 B, 3R 3! SARAT T 8 IR < |
T R gare d

3R e foran smg : gfg fATTe S, a5 ORd Jd B
fafeh ity JgamT o |
U1 & 1Y He 3! IRE peail Dl |

T Hg@quf demr 3R : 3ifEl Bt TR B1F Ugard g

THTE, &I ot 3R &Y 3faTTd R &1 BT Uga &1 Wegl .
ﬁﬁmgﬂﬁmw@ﬁwsﬁﬁ(&hmﬁwugm
BEI

Ty e & TReor L YT Ffored 3 aTell DI 3T GRE&T TR &I o1 A1gT, a7
SNFREH &t FUTTT 8 TR YT 7T JafFadh JRETHD SUHRUT
BT ITGNT HRAT A1eT (TS 8 &9 )|

[EERE A ANCE Rl D et 3R WA ¥ SURR HR

5. TR U

Iy i Hifsan SR
Y ga-ufeRiedt g
Ha SRAHAZS
[/ T

SR (M) FH H ATEH ¢ 3FId

AR & GRF AR TR I IATG! ST AU WA & AT Th W1 81 I g

GARATH &g Il . PR RSy
Ted RS eyq

(3TT) T & faRy asids : 98 3 O wa Y S g kR 3R Srg-ury

qIATaRYT & 3IHd Bl |
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Sulfadoxine / Trimethoprim Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

g fSsal 1 381 A & o STel-HeR BT TIRT Y |
3R VT AT JRFAA & A 3T & &7 F aifddH= R Feprat o

T8 &l WIeH HRATY |
AMYIH & U favaarE @ SN & OH W, WI-af3d 414 U ugH |
JUDHRT Al 8T IuHRU TR &1 |

6. ATHTeTP fedier sur
Jufdasd ey, RefdTd ol &TES IUHR0T TN R |

JYHRUT TUT SATUTTDTA Riera Fsfei R (WS 7 37 ) 3R fdrTa Jrem Iuaoi
gfchare & gTAl (TS 8 T ) BT ST DY |
JgiaR Ui Fraenfar : gIdeRY H B ¥ URER B

e AT JRE, 3R 3 Ra a1 S o1 b |

TS ATHA | o F A (IaTeRul: gz a1 da Afdre)

Tgd ¢ T U 1 g1 Td FApTerT |

%@meﬁﬁ,ﬁwmﬁﬁ
|

THTS HA AR BAA (G © 3R e Uerd T IR |
& g Td W g thala & fore STfdh T a1 o/ IUYaRt AU UeH R dlfdh
Hag 3R 9 981 A Sed 31 13 yard &1 Uy fa5ar o Javar gt
I 3 ITGad PR 81 IR TR P
IUYad TeRREE & 1Y Thald &) AN ASRTd &) I6 |
Ry a1 18T i 39 vard &1 A ok Ruem &1 &
forT A &) Tohd €, Iy & I HERIgey 8k Sgeiy W o o
(sﬂwﬁﬁ)ﬁ?ﬁﬁﬁwfrmﬂﬁaﬁaﬁ%lmﬁ

fofar &1 B 6 e farfiaw amp 8§
3T TSI & SFHTT 13 3R 15 $& R a7 151 Revrgrie
& IR T THHR! e ad 7
7. TS 3R YSRUT

qH-p! SU™ ;WU (THRIURR) § §o1 & FEFunel 99ma SIyrT & dgd
oA IUrg 3|

R / Hot dfeaRHE Ryt Iuge ardr # wai |

IRIEA gIYeH & fore D PRI AT YT S G F A

RICEIER) foTel 7 |
3ifEt H 9 9M 2

AT & 1Y I JHY T T IR IR U 7 3 A URER B |
AT & 916 @l I 33t kg Y|

33T M Taesdl 3R YRET TU13f & IR TUTS, o
PRIV THIUIGR SHTHT TR TR Bt

fod P HY IR 9¢ Fb W |
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Sulfadoxine / Trimethoprim Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017
S IATGA Bl TN DR FHI G, U1 AT Yo A DR |
BAB, 991 g1 Q Ab B! AU TG, 3R TAfaRo & 67 I
HH o <
QRf&d UsRU oI uRfRUferr 311 @R U diadt fpu gU feaall 4 x|
YR dra H
Y PR GG DD X |
fa=Iy Aty faf et & SER HSRU ol |
39 yerf ¥ & . Fufifed UeR & disae & 91y 9 39
g sherfteolig Toieq
8. Sifed famror / fAeft qRemm
HRIRS =0 & A1 & 1Y 3aad
3{qgd H T (H¥) | G PR o Ut / 3MUR
- TR (BR&U DT | WiFiea
TPR) HYTCIHA
Sulfadoxine 2447-57-6 TWA 30 ug/m3 (OEB 3) | 3fidRe®
Uig+ &I AT | 300 pg/100 cm? | 3fidR®
Trimethoprim 738-70-5 TWA 400 pg/m3 (OEB | 3fidR®
2)
e ERalaEe 1310-73-2 CEIL 2 mg/m3 IN OEL
C 2 mg/m3 ACGIH
golfrafa Rz . ITg-aTet Wigdl (oY, f3u-fed @Rd Faeem) Ffid s &
ggﬁﬁsﬁﬁﬁﬂﬁﬂ' =0T 3R fafmfor wrenfiet &1 s&m
|
gt oifrafar Rz o uReR feors gr1 srifad 8
IR 3R ITe!, BT, 3R TTTaRUT DI & b olT GMP &
Rygidl & SFUR Hanferd fasan ST arfeu|
Fid W a0 e 3R I &3 (S, 3Nu=-1g b Ut
fEargs) § AT BT VIR A & oL IuGeRt AvUH
Moot wrRedl B
G GUTA Dl GAdH DR
foreht samg & Il
oI et §ag : 3R Y R R Afedm Iudsy 781 & a7 THueR
3fTera SRR fa=n-Fee & a1eR TauieR UefRid #rdr e,
o 4T GRE DT ST Y|
flheey UBR . FH UHR
BT gaeht sama
gerf AR gm
feaut D 399 WG R AR &)
il daeft sema : W3S XS A1 TINTe o AT JR&M °I=AT UgH |
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e GRAMTS SIS HRCH & 3FTAR

14.04.2025

TY.31.0Y. F:
1681363-00019

€3 MSD /) e

Sulfadoxine / Trimethoprim Formulation

TR TRMeE ot fafd:

3ifdH IR SIRT #34 & dRIG: 30.09.2023
Ugd! IR SIRI &R &l dRIG: 17.05.2017

<91 U9 IRR Iaelt gama

Wdl dat U™

3R HTH & ARG a1 Mafafy § ¢ &t fRufaar, Su a1 wRed
I &, Y S Ted ue |

SR 4d, g4, T TR & AET Ui AGes ot GHTa1 81, df
HRiTeE a1 IR AR BT 3T IREUT U |

© el g YN hie H BTH R

IR 1 B! gl A §91d P ol Bl 1 6t B & YR W
s{i%rhaaa"@a“@mﬁ(aﬁ whaded, T, Mede,
ISISERES S
%mmm%msﬁﬁﬁﬁwﬁﬁm

© 3R ATHR ST & SR I & TUD & 37 Bt GHIGT g,

0 BT B & R & B D e B Joerar iR JRem
MR YGH B |

TRINT % SR, ST, Y41 1 YHuH 0d R |

Tgd HUSI B O & TG gl TR I ST B

i & WAt Iared d eii=ane oo ot weten, 3faa
G YR&M IUHR, SIS iR ufk=ie ufssanat,
NN Tz AR, fafden FIRFT ok g

{207 T SEIHTS QA BT =BT
9. Hifo® Td Tmafe 1T
fegmae ad
a1 D BT AT, i
Ty L STT3uds el
Y B qgele L Ser3uds et
iR © 9.3-10.0
faem/ée &1 arumH L Uy TRl
URfYS IqeH @1 fdg/Iaa- ST Suas gl
1 I
i fig : el IUAsy e
iR B &R D Ser U el
SaaRIEdT (31, 19 ) L TNY el
SaerRiTeraT (qRe ar) D 3l IUAH e
I fawpie W1/ IR L ST Iudsy gl
AR | (IR
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Sulfadoxine / Trimethoprim Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017
Y fawpie dmr / Fach ;3T Judas gl
SATHRITAdT ST (TSR
panfaferd ferdte)
Y a1 : 3l Juydas gl
el I T : 3T U el
BISARCE | 3T U Tt
g9g : 1.210 - 1.250 g/cm3
N
T A faagar ST Iuas gl
fquTer TuTie: (T L 3l Uy gl
g HId/am)
3NeISRRE &1 argH= ;3T Judasy gl
3qge BT dIHA : 82T U gl
BIESIREEEAIREE))
[EESAIR ;3T Judasy gl
fawhies ToRauE : fawpies 75l
STRIHROT & ORIHTET © g9 uerd a1 iy Y SiiRfieRe Tiffed et fvar mar g1
3MuIfdes YR SR e
PHUT fIaTg
U BT AT D yaSy el
10. fRu=ar aur ufaferaar
UfdeR L SffiforaTRiierar & Wk & U H i el |
TR FRRAT g R A RR B
URImeHy Ufafsarait A ARITPRS Tolel & 1Y Ufafhar R Jobd g
g9 uRfufaal O o< 3
ST It  SfiRfieroiy Teley
3
3gge yerdf § Sifey . PIs TR 1A (FORSY) 3uge yerd Frd gt
11. fawmasnfra @
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Sulfadoxine / Trimethoprim Formulation

Trimethoprim:

TR0 =i i faf 7Y 1.0, FeR: 3ifeH IR SIRY B Bl aRE: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017
TG SREUT (THAUISR) H aR © I GRT TG0 H=AT
N THBRT CEIRRED
frer
i@ § U
W fauraar
JUAS TSR TR aNpd Tal|
L0R
GiCREIREED : SfforaTelt fqwTarTar $FAM: > 5,000 mg/kg
TIBT: TUHT RIBbT
AdYUd:
1,3-f&qa8-5-0l:
GIEREICEACLIEREI] LD50 (JgT (X2)): > 5,000 mg/kg
SEASEIRAELIESGI . LD50 (JgT (XT)): > 2,000 mglkg
femult. ue St g & Ser wR seria
1,3-fEatesia-4-Readymra:
g M fawredar . LD50 (JgT (XT)): > 5,000 mglkg
GIERSEIRAERIESGII . LD50 (JgT (XT)): > 2,000 mglkg
femult: ue St g & et wR smeiRa
Sulfadoxine:
g Aifae fawreddr LD50 (AN (H139)): 5,200 mg/kg

g M fawedar LD50 (IgT (¥2)): 1,500 - 5,300 mg/kg
LD50 ({N& (AI3H)): 1,910 - 7,000 mg/kg
g fasmeaar (RUSM & 8=1 : LD50 (FgT (RT)): 400 - 500 mg/kg
) TR & IRG: FeURead
LD50 (¢): 90 mg/kg
I Sia:RRT
LD50 ({8 (AI3H)): 132 mg/kg
- Jfa:RRT
W grgiaTgs:
GIEESERELIESEII 3fier: W JUTel o o &bl |
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Sulfadoxine / Trimethoprim Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017
U & e eeReed
IUAS TSR TR aNpd Ta|
gerd:
gfomg | =T G E
3{dad:
1,3-feag=M-5-0l:
EKIIG] R GER | 1|
GNEa :  OECD WRieur femnfader 404
gfomH ) R AT GG i
et D TS oI g & SeT W 3neiRd
1,3-fEarasna-4-ReRyETa:
EEIIG] R GER | 1]
GRIE ©  OECD Udieur fammAcwr 404
aRomy 9 B e T8t
femuft U o) Il & el IR SHuTiRd
Sulfadoxine:
EEIIGI RS | 1
GRCA ©  OECD Uteur femmfder 404
CIRUIES D S Uel HRAT
Hifsad g SIS S:
| [afkom . TR 3 BT O1 I $H Y TGUNR F 15
TR A7 gfak<e
3t o iR g1 ugarar g1
3AdUd:
1,3-f&gas=-5-0l:
LG RSl | 1
GRICA :  OECD Ulteur femnfder 405
gioy L 3l Bl STe, % fort & iR Radd
feaoft D U oR g & SeT W Sneid
1,3-Fearena-4-ReaAyETa:
TSt RSl | 1)
GRICA ©  OECD Uiteur femnfder 405
gioy L 3Rt Bl STe, % el & iR Rad
feaguft D U i g & SeT W Snuid
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e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Sulfadoxine / Trimethoprim Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017
Sulfadoxine:
| [afom L Se Ul HRAT
Tifeaw gIESINSS:
afeomy D 3fREl TR UNTA-IT UHTg
fewoft D Ol DI BTN OR TR
YO T TS AT DRI
AT B gITR AT
IUA PR R FHifcpd el
YT-UYT F TS
IUA PR R FHifcpd el
3dad:
1,3-feaa=M-5-0l:
TYer07 Bt e D ARfEEeRE
U (TRIUIER) & I T ¥ gudh
EEIIG] Tl fo
GRCA . OECD W& fe=nfcer 406
gRome D BUTHS
fewgut © T o IR & el R iRd
1,3-Fearagne-4-Remymre:
Tteror of fore . ATHE Y o
U (TRIUIER) & e 9 ¥ gudh
EEIIG] : e fo
GRICA :  OECD Uiteur femnfder 406
gRome D BUTHS
fewut : T o IR & el R eTiRd
Trimethoprim:
Tterr of fore . AHE Y o
U (TRTORR) & e
ESIIG] TR fo
gRumH : o AfYeTseR T8 B
qfsaw gIEsINSS:
BREMECHRERS : EgEH Rl $8ce U9 S (TR MR U)ol & YagdmiRal
o JRIE fabr &1 gfY o1 uRierm
TOdh (TFIUIER) 6 IR IR o)
gieome . BUTHS
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Sulfadoxine / Trimethoprim Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

SiaT) A RereHRidt
JUAS TSR TR Npd |

S CRCH

1,3-f&ate=t-5-0l:
ISEICERIITEER AT D TR 3t few: dadifear Teth faudta ufvads @t S (AMES)
URUTH: UMD

&0 &f fohed: IRR & F18R TRAT BT HITRABI3MT BT S
IaRad= utemr
URUMH: FUTEG

fSHICIbERICT 3 faar L TR Bl foe: TRl & WhiNTEe gEaAieg uRian
(Shifad groft § wgeonicd 1)
ToIfd: G (H1349)
URume: BUTHS
femult: ue Sft gt & et wR sneia

1,3-feae=nad-4-ReAyETa:
RrerRdiRct 37 fagr D TR 3t few: dadifear Teeh faudta ufad= &t S (AMES)
oM HUTd®

Tef01 &f fohed: IRR & J18R T RAT BT HITRIB13MT 6T S
IaRad= utemr
R HUTHS

[EEICERISEERACE] D ORI @ e SRl o TERINTRE GEaTH ST URIefur
(SHfad ol § Wrgeionic® uvwa)
Tt g (T1349)
. BUTHD

Trimethoprim:

ISBIEERIREERREE] © qlternr ot fre: Sadian et fausia ufvada ot S (AMES)
URUmH: 0D

TRI&01 BI fore: TR fau=
gRUMH: BUTHS

Tef0r f fobe: YRR & I18R T eRal &1 HIfRIes13M o1 SfiF
IaRad= gtemr
R HUTHS®

TRY&r07 ot fohe: STEAY &l Td GUR, W1 &) siiRraprsff o
3ifrd STT IRATUIERR ¥ 916R)
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Sulfadoxine / Trimethoprim Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

URumH: FumdES

IBRIECRINEESREC L Ter ) b AR Igea 3
goTfar: 8T (Re)

T BUTHD

TRI&01 I fore: TR fqu=
Ul AFG
URumH: FumEG

HESADAT

IUA PR R FHifepd el

3T fauTear

3eTTd RIY 1 §1 Ug e &1 Aeg |

3dUd:

Trimethoprim:

(Al & UHTE : Ol & fpe: IdRan
goTifar: 8T (<)
TEHIA & - AifdD

JdRdT: NOAEL: 70 farm/fe e it 1R
UIRUMH: TSI &1 TR UHTd T8t

MR R & AP uyEl @ IRl ot e fae™
yeiTd: 61 (e)
TRAIHIH & I HikD
fapraTES fauTeddn: LOAEL: 70 f&m/fm IRiRe UR
GIROMY: Faeid R )R JHE|
fewoh: a7q fosTaddT &1 Sadie- fobar T

T&r 3t fobe: fawry

TSTIfer: 8T (32)

THIHTA & K HiRkdP

fasT T HS fauTaddT: LOAEL: 70 /i IiRe UR
GiRomTy: Yo fasTed TqE |

fewoh: A7q fosTaddT &1 Siadie- foar T

il S

- 8T (XC)

THHTA & K HiRkdP

fomraTE® fauTaddn: LOAEL: 15 fom/fa IRIRNe HR
UM U1 fasTed THTd |, Relforie THE|

TRI&0T Bt fhed: faprg
U 8HTER
TEHHRA & I HifdD
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Sulfadoxine / Trimethoprim Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

famraTH® fauTadar: LOAEL: 1.7 fimm/fem IRiNe 4R
GiRoIme: YUt fawred UuId 1, Reiforie THTd =gl |

W&o ot fed: faer

I RERERUIEN

TRHHTE & K HikdD

famraTH® fauTadar: LOAEL: 100 fim/fem ImiRe HR
GiRoIme: Yur fawred TuId |, SReiforie THTd =gl |

ST faNTaRAdT - Sfiepa L 3l R @1 BT Ugam &1 des!

STOT - Uohd SIf@H

IUAS TSR TR aNHd Ta|

AdYUd:

Sulfadoxine:

||stiem AU Rl STe Sdd R JohdT gl

STOT - Slgvrr sifay

I PHTeN a1 GRS THIUISR (31RY TosTT) 3T oY T Ugdl Tehdl ]

3(d4d:

Trimethoprim:

& 3{qgd D Ry AT

e : ﬁﬁmwwwﬁwm(mﬁw
RERISIE

U QRIS fauraden

S CRCH

Trimethoprim:

KIS L FEI ()

NOAEL ;100 mg/kg

LOAEL ;300 mg/kg

UGHTHRM & IR . Aike®

fram 997g & ford dudhs © 6 Months

(TRITIR) G

&g 39ad L Yy AT, R, Ui IR, uigRIsS

ESIIG ;@1 Q)

LOAEL © 300 mg/kg

UGBTI & IR C Ofa®

fha g7y & ford Iudh : 3 Months

(TRITIR) G

q&T 3{qad D Ry AT
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Sulfadoxine / Trimethoprim Formulation

Trimethoprim:

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

ESIIG Lol

NOAEL : 2.5mg/kg

LOAEL : 45 mg/kg

TAIHTH & T ;

fohd Ivg & ford Tudh © 3 Months

(URTATSR) T

&g 3aad RS ENES]

YT WeRT

JUAS TSR TR aNpd Tal|

G S & 1Y 3gHa

3dad:

Sulfadoxine:

foTe o : &Y 3/99d: Yad

TR T 3T gYIHTE §:, Heh, Seet, RRed, Yadreud,
THT (32N, Wa=g-S1 RigH

fTe o D &7 3HITq: R Tl
3R IR Gaeh &, Aael, Iect, a1 W Al Th, TIhe,
RRee, aFR® sfadrg, ud

12. TIRfRUfa@ T ==

LRI GEACEIES I

3dyd:

1,3-fEate=t-5-0l:

EENICIRELIESEI : LL50 (Pimephales promelas (ﬂﬁ%@’ ﬁﬁﬁ)): > 100 mgl/l
fordm g & ol Tudh (TaRTUIoR) 3 96 h
femult: ue Sft g & e wR seriRa

ST TG 3 Je-Ied :  EL50 (Daphnia magna (dTcX Til)): > 100 mg/l

ENELSELICSGI] fram T & o Tud 5R) §aT: 48 h
femult: ue Sft g & e wR smemiRa

ara/sTe gt o1 fasmedarn EL50 ( Pseudokirchneriella subcapitata (Bﬂ qard (Qc_vﬁ)): >

100 mg/I
fordm g & ford Tudh (TaRTdioR) g3 72 h
femult: ues Sft g & a1 R snemiRa

NOELR ( Pseudokirchneriella subcapitata (8% 2aTd (Tesit)): >
1 mgl/l
ford g & ford Tudh (TaRTdioR) g3 72 h
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Sulfadoxine / Trimethoprim Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

fewgult: ue S IEfE & e W smuRd

STaTo[sfl B forsTerta : EC10: > 1,000 mg/l
fohrdm Tg & ford Tudh (TadioR) g3 3 h
Tpr: 3.3 4 St 2 Fdwr 209
fewoh: v i gt & Ser W smeid

1,3-fEatesta-4-Readymra:

Tl & fauTedarn © LL50 (Pimephales promelas (bcas fHdN): > 100 mg/l
foham g & ford Tudh (TaRUioR) 3 96 h
femult: ue Seft It & Ser wR sneia

ST Td 3 e-fed :  EL50 (Daphnia magna (aTex ih)): > 100 mg/l
ENERELIESEI] foham g & ford Tudh (TaRUioR) g3 48 h
fewoh: v S gt & Ser W smeid

AT/ Oel &l fauleddar ¢ EL50 ( Pseudokirchneriella subcapitata (8% RaTd (Tesi): >
100 mg/l
fohdm g & ford Tudh (TaUioR) e 72 h
femult: ue Sft gt & et wR snemia

NOELR ( Pseudokirchneriella subcapitata (8% R/aTd (Tesit)): >
1 mg/l
foham g & ford Tudh (TaUioR) e 72 h

feuoh: v S it & Se1 W nutia

STaTupsfl A fosTera : EC10: > 1,000 mg/l
fore TH & ford Tueh (Tauior) Sim: 3 h
T 3 3.4 2w g 209
feoqoft: wes Srit It & Ser w snerRa

Sulfadoxine:
EENICIRELIESEI :  LC50 (Pimephales promelas (ﬂﬁ%@’ ﬁﬁﬁ)): > 100 mgl/l
fordm g & ford Tudh (TaRIUioR) 3 96 h
feu: T SIft I & Ser W sruiid
ST TG 3 Je-Ied . EC50 (Daphnia magna (dTcR Til)): > 100 mg/!
ENERSELIESE] fordm g & ford Tudh (TaRTUioR) 3 48 h

feuoft: v S It & ST W amuia

ara/se gl &l favigaar . EC50 (Anabaena flos-aquae (Hlézﬁam)): 17 mgl/l
fordm THg & ford Tudh (TaRTdioR) g3 72 h
R ol 3.3 I, 2w Fdwr 201
fewft: e Srft IRl & ST W emetia

NOEC ( Anabaena flos-aquae (Q:I'I"s’:ﬁa—c@ﬂﬂ)): 3.9 mg/I
fra g & ford Tudh (TaRTdioR) g3 72 h
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Sulfadoxine / Trimethoprim Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

T 3.3 3 St e Fdwr 201
fewgult: ue S IEfE & e W smuRd

EC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (QF:ﬁ)): >1
mg/l

foram g & ford Judh (TaRUioR) M 72 h

T ot 3.3 8. e fdwr 201

feuyoft: ue SRt It & et W suTRd

NOEC ( Pseudokirchneriella subcapitata (831 R1dTeT (Tesih)):
0.13 mg/l

foram g & ford Tudh (TaRuioR) M 72 h
T 3 3. St e Adwr 201
feuoh: v S it & Se1 W nmutia

EC50 ( Microcystis aeruginosa (ST a=dfd)): 0.135 mg/l
fordm g & ford WU (TaTUioR) e 7 d

WIBI: 1SO 8692

femult: ue Sft g & et wR smemia

-Gy (3faurd SR ¢ 1
[ELIESGD)

STaTo[sfl B forsTera : EC50: > 1,000 mg/l
fore THg & ford Tueh (TaguioR) Sfm: 3 h
TRI&U1 1 fohe: YTH-Ua | Fhrac
feoqoft: wes Srit It & Ser w snerRa

NOEC: 1,000 mg/|
fohdm g & ford Tudh (TaRTUioR) 3 3 h
TRI&UT & [ YTY-TRa H & Hhac

feuof: T S It & Se1 W mutia

SR T 3 Seed : NOEC: 6.2 mg/l
SR fawTeadT (RRepifre fordm g & ford Tudh (TaRdioR) gam: 21 d
[ERIESED) USTTfdl: Daphnia magna (aTex Uil

feuoft: v S it & ST W smutia
T0-Taex] (RRFIfeTS FaeR 1
[ELIESGD)

Trimethoprim:

EEIEARCNIESKII : LC50 (Pimephales promelas (ﬁﬁ%@ ﬁﬁﬁ)): 100 mg/l
fordm g & ford Tudh (TaRTUioR) g3 96 h

ST T 3 Je-Ifed :  EC50 (Daphnia magna Straus (1¢)): 92 mg/l

ENERSELIESE] fra g & ford Tudh (TaRTUIoR) g3 48 h
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Sulfadoxine / Trimethoprim Formulation

Sulfadoxine:

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR FRA P dRRG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017
ara/sTe gt &1 fasmadarn EC50 ( Pseudokirchneriella subcapitata (@fﬂﬁ%ﬁﬁw
JaPHIUeren)): 80.3 mgll
foram g & ford Tudh (TaRUioR) M 72 h
NOEC ( Pseudokirchneriella subcapitata (831 RidTeT (Tesil)): 16
mg/l
fohram g & ford Tudh (TaRUioR) M 72 h
EC50 ( Anabaena flos-aquae): 253 mg/I
fohram g & ford Tudh (TaRuioR) M 72 h
EC10 ( Anabaena flos-aquae): 26 mg/I
foham g & ol Tudh (TaRTuioR) M 72 h
Gﬁm&ﬁf{ﬁ'&w : EC10: 16.7 mg/l
fohram g & ford Tudh (TaUIoR) §3: 3 hrs
TRI&0T BI foh e YTH-IRa | o plae
It 8i.3. 4.8 & AW 209
EC50: > 1,000 mg/l
fohdm g & o Tudh (TaUIoR) g3 3 hrs
U&7 o foh e HTY-URaN B hlac
TPr: 31343t e Fd=r 209
H3a &I f[aueaar (RR&lfae @ NOEC: 0.157 mgll
[ERIESEI) fordm g & ford Tudh (TaRdioR) gam: 21 d
TSl SIS IR
SR T 3 SeMed : NOEC: 6 mgl/l
SR STt (RRa&T® fordm THg & ol Tudh (TaRdioR) gam: 21 d
ﬁWT) gl Daphnia magna (dIcX tFl'@ﬁ)
TR 3R SraspHforar
3dyd:
1,3-f&gas=-5-0l:
Sfdeh SrashHuT Bt & é@ﬁ:@ﬁ%ﬂ%ﬂ%ﬁ@%ﬂ@ﬁ@@%ﬂ@%ﬁ)
qra
femult: ue Sft g & e wR smemia
1,3-fEaranan-4-Redymia:
S SfasHu 3 e é@ﬁ:@ﬁ%ﬂ%ﬂ%%@ﬁﬂ%ﬁ(ﬂ%ﬂéﬁm
qra
femult. ue Sft g & e R seria
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Sulfadoxine / Trimethoprim Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

I SITHHOT BT & : URume: YAl & 1Y Uihidd diid ¥ SahHuGR]
EAfSTsiad) 7 g aren
IHHUT: 5 %
foham g & ford Tudh (TaRUioR) e 28 d
feoquft: v Srit Il & Ser W sneRa

Trimethoprim:

fad SfamHUT ST &1 UROTH: AT & 1Y WP ias aRidh I SHahHuGR
EfSTsiad) 7 g4 arar
e SAHAUET: 4 %
fohram g & ford Tudh (TadioR) e 28 d
TEeT: OECD TRtefur feznfc=r 301D

oRums: Sidfed Wi aiie ¥ SapAuER @afsusia)
T8 aren

W9 ATHHUET: 0 %

foham g & ol Tudh (TaRdioR) e 28 d

TP OECD TRiefur femnfder 3028

TyTfad Sfae Joa=
3qYq:

1,3-fEate=t-5-0l:
fQUTS ToTieh: (T : log Pow: -0.65
3faea/ar)

Trimethoprim:
fQUTS TuTieh: (T : log Pow: 0.91
3faea/arn)

gt o wfofteran
3T U Tal

3= Ufdpd UHE
3T Iuas el

13. fAge= Hifgard

frem & e

/N I 51 e (e . PHo P AR H AT B |
R fafaat o=y b |

3t af © Tl f&sa @l 3% DY eTSd B aTe el § g e ar
T & ol o ST |
3R 3T fafAfdy gt foran mam: Svrged IdTe & ¥4 H
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Sulfadoxine / Trimethoprim Formulation

TR TRMeE ot fafd:

3ifdH IR SIRT #34 & dRIG: 30.09.2023

14.04.2025 1681363-00019 Ugd! IR SIRI &R &l dRIG: 17.05.2017
e &3
14. afag= AT

siarigia fafaw

UNRTDG

UN FeR UN 3082

Hraeq &1 e T ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Sulfadoxine, Trimethoprim)

i : 9

e U |

NENI 9

JOieR U1 & ford WaRATH Cogl

(@oey)

3ms T & T3t St 3R

TH/3M18 3 TW=R UN 3082
$[‘er5°[:m:[ Environmentally hazardous substance, liquid, n.o.s.

(Sulfadoxine, Trimethoprim)

T:le 9

o1 U I

NEN : Miscellaneous

fEaed @ igerd (@R 964

X SIETS)

fSeaTeict @f feqrd @mEtgars @ 964

STETST) .

JOTeR U1 & ford) WaRATh Cogl

(@oey)

3T T St oft-dis

UN F&R UN 3082

Araeq &1 e A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Sulfadoxine, Trimethoprim)

il )

ofpT Sl

NEN] )

EmS dIfgdr . F-A,S-F

I UG i

IMO JUHRUN & AR UTh | URag— &Y

3MYfef fpu T Trege & forg ang 18t

SuaNTEdl & fore fagiy grauf~ai

TgT f3u 7 uRas a¥ifeRur rae YT & TSI & fold §, 3TR T ©U § 3Ftdss Il &
T TR 3Menid € o o 39 TR s1et 2fte & iar 39T Ui fosar war g1 uitagH &t fafd, dow
B, 3R &g a1 <=1 & fafgwt & fafayarsit & SR ufkae avifezor fisl-fir g wed g1
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Sulfadoxine / Trimethoprim Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
6.0 14.04.2025 1681363-00019 Ugell IR SR} 3 & dRIG: 17.05.2017

15. faframme gaaT

gerdf ot firgror & fore JRam, W@, iR wafavur & fafaw/fasm
39 IATeH & 3rauq At sa=iiy & gia €

AICS - fFuffea =Y
DSL o fFeffa Tt
IECSC o Fuffea =Y
16. 3= I
TumeE ot fafy © 14.04.2025
Sifafvad SeRY
3T Xie & b & ford . %= HId SDSs, OECD eChem ¥ 3{idlRe ddb-ie! Sel, Il
AT fohd) g9 aXTaet OIcd TioT URUIMH T JRITHE IR Toia,

http://echa.europa.eu/

g@%WWﬁmmw?ﬁmﬁa$wmﬁa@@w&ﬁmw
R

e ur=u I T e FG L

3= AT & ot aTR

ACGIH . gUHY| ACGIH HHRET | (TLV)

IN OEL  YRA| B IR B $ G gl st srafd & wR
ACGIH/C s Sffaw A

IN OEL / CEIL D AR GETHA

AIIC - SN Ol &1 Siefemms gl ANTT - S1foid &1 P YH uRag ToiEl; ASTM -
et TR Tteror TR bw - S F1 I9H; CMR - HIRAOH, TS A1 TS+ fadaT; DIN -

THA AF®HIHRUI TRM & 0 TF; DSL - IR Uarf gt (@181); ECx - x% Ufdfehar ¥ a1
THG: ELx - x% TGP T St AT R: EmS - SMUKHTEH Ve, ENCS - el 3R T
JNAFA® Ter (JUF); ErCx - x% Jfa &X Ufdfhar I JeT e, ERG - Marasla Ufdfshar
MES; GHS - A% TR TR T77d ReH; GLP - 3=t YANTRITET UT; IARC - iR TR SFHYH & fag
ST TRl; IATA - (RIS a1y TRaeT THRITRE; 1BC - YRt AR & aeReTeh I8E! aret
SerSit & fFmfor SR JuesRur & fow TfET; 1C50 - 3MTeT SHfYHaH FARIETS Hadha; ICAO -
RIS AR {3 T6; IECSC - 1M H HiGl MRS Yardl &t $d9esl; IMDG - SaRigia
TS GRS HIS; IMO - RIS Tl W16, ISHL - STefe JR&T IR WA S (STH);
ISO - AFGIHRUT & T SRR WTSH; KECI - HIRAT HiS[aT I $4es; LC50 - TREOT e
BT 50% BT °idd Hobg; LD50 - GHEUT 3faTal BT 50% DI °lded JRID (I I GRID);
MARPOL - STgTell ¥ UgNUT &1 AU & oy SiRfSa Ta; n.o.s. - 33T FAfEE 78T, Neh - Ryt
08, NO(A)EC - s@didd A foar Tar (wfded) UHE ddhad; NOA)EL - S@did- = far
(UfdHe) THT WR; NOELR - TR-3[GAGH-01g THId A aX; NOM - s Afdde faw;
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Sulfadoxine / Trimethoprim Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

6.0

14.04.2025 1681363-00019 Ul 9R SR} 34 &1 dRRG: 17.05.2017

NTP - J¥T0 fIu-faq SRIsH; NZIoC - 8T B el o $desl; OECD - 3% FedT 3R
Pt WTIe; OPPTS - IR YR 3R UGHU AHUM S, PBT - W, Sd-THI6RT 3R
faured uerf; PICCS - T 3R I yerdf &t ety gded); (Q)SAR - (HETED) TREAT
TfAfafy Fee; REACH - TRIUN TG 3R IATI Uolihrvl, Hedid, WMIHR 3R Ufdsy aikee &7
fafaw= (EC) F. 1907/2006; SADT - W-<itadT 3{qgc dqHH; SDS - YR&T el 2fie; TCSI - a=aH
RIS e gdest; TDG - WavATd A1d &1 URagH; TECI - UI3as T $-desl; TSCA -
fauTert gt iz sifam (Tged sy MR, UN - §ga X1F; UNRTDG - BIH®RS JHH &
URagT W UgH Y S BN, vPvB - Tgd VIR 3R Igd SIa-THAIPRU AFF; WHMIS - HT-
Rfe WARATD AUt -1 JoTTet

U GR&M ST =T B 3US THRA S RN I &t T STHSRI AR I, STHGRT 3R 3y &
IR 8! & | TSR Bl JRI&T ST Y JUTEH, TN FHxA1, UiehaT e, T &, URag &,
ﬁwﬁaw@ﬁ%@ﬁwﬁh%wﬁmmw%am%@wﬁawm
OIS &1 fAfGRT 78! AT SITE | Suas BRI T STHeR! 59 SDS & MY W Ugar! Tt had

WW@W@H%HmSDsWWW&FaW%WﬁWW&WWﬁ EEl
TP UTey H 7 SdrT T EY, Wﬁw%mﬁs‘mﬁﬁ%wm&ﬁﬁ B WR, YiadT
¥ ifaw Iare H SDS-THH &t ST HT BT I Tled sed B, EI'Eh"TdN-I Ufchdm A
AU B B I oy &7 B TR e F SR AR RIBIRET 9 qeften S =1y |

IN/HI
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