& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifdH IR SR B3 D dRIG: 16.08.2022
5.0 04.04.2023 1681363-00017 Ugd! R SR} A &1 dRIG: 17.05.2017

1. ITE T4 HHI Bt ggar-

LEREIE * Sulfadoxine / Trimethoprim Formulation
frafansmyfdeat

ST MSD

Yl - Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

THHE ! +1-908-740-4000
JMUTABTA BT TR I +1-908-423-6000
S-Hel 1 Udl '  EHSDATASTEWARD@msd.com
TR R RreTier iR ufady
Repose yam : Uy ffarear Sarg
I R Ufaeey ;
g el
2. @R &I ygaH

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

affaor
g1 & urT | B Fufika Ards & SguR Tave & & & iffpd T8 7

it 09, ¥-aeffeeor

TR 97 efakTeq : faum g

ST fauTaddn o faumR

fAfa deg-ai Afes fawaaar : faum R (3R H=)
- ARIGd SREf0

SAPITD (Uad) T WaT - faumTR
I (o)) e @aRT @ fAumTR

S.g9.0Y. d9d dd
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifaH IR SR} B B ARIG: 16.08.2022
5.0 04.04.2023 1681363-00017 Ugd! R SR} A &1 dRIG: 17.05.2017

T 90w

BEGEIE

BT Frawt SR 1 H318 3fidl &I TR BT Ugard g
H361d 3fSTTd I &1 g1 Ugd™ HT Hag |
H373 &t el a1 TRIgT ToRIUToR (3R i) 3T bl Jora
U gl ]
H411 STeeR Sfiad TR T IR U9 SR Iy 8 fasar|

gfaard/gafay™ S N

P203 ITANT I3 § e Tt JRefm SR &) Ui &%, g 8k
I UTe DR |

P260 131 I HIU I Fi H 7| o
P264+P265 TUTT & TTG G141 I S8l a¥e § ¢ Sl 1 7
£l

P273 ATaRUT H BISH J URER B |

P280 &THD T/ I MR 3 T/ I&f07 ug |

3T

P305 + P354 + P338 + P317 3R 37l H <[l §Y| 3 e
P A U 4 | 3R Dicae o T 81 dl 36 FabraT
MM g1 dl FTd 1 fRIferca Tgradr urd &3 |

P318 3R 3R 81 I fo=1 g1, ferad™iig Jeirg 2|

P391 TAPId UHHd Be |

YHSIUT:
P405 HSR ard H|
AR

Pso iy R a1 S el e Shadhore )
|

3= gIf=aT foreT o WaR=u qeffe=ur 981 giari
SRATd

3. 3AYdl BT AICA/SITTPRI

Terf/fiyyor o oy
3{dgd

g T () - TR | MO (FE1eRH) (%

w/w)

1.3-TSaTa-5-0l 4740-78-7 >=30 - < 50

1,3-TSaraITe-4-RaayEra 5464-28-8 >=30 - <50
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH TR SR} 31 BT aRIG: 16.08.2022

5.0 04.04.2023 1681363-00017 Ul IR SR} A Dt dRIRG: 17.05.2017
Sulfadoxine 2447-57-6 >=10 - < 20
Trimethoprim 738-70-5 >=3-<5
STH TRSIHRS 1310-73-2 >=2-<3

4. yyfe Rifes & surg
T I8 . 3R <HcAl 81 AT deiid 3l 9 & dl Afgdhd W% A Jdllg B

T AT T g 1 Vel &1 &R fUfq | Rife g gars o

SR I §RT UG 8 ST © i 919 gRT U5 o forar Y, ot relt gt ga1 § o Sl |
it ggan o |

3R 91 Y Fudh gl Y : g B IR, qRA @1 6 Wi 3R Sgdrd U ¥ I B
T avd Td S IAR
fafreita wgar o
YN ¥ TS X el |

_ QRN & UG § o I o e 4|

3R 319 ¥ WU g Sy L WS gF W, A Gl B HH Y HH 15 e d& e IR U
U AT B
3R BI-cae dvol Tg 8, 3R 37! IARAT 31 8l IaR |
a Fafeidr garg ol

3R et foran smg : gfg fATer S, 96 ORa 9d &
fafb it ged o
UTl o |1 g 3T e Pewil bR |

T HEdqU! A&l 3R : 3fil Bl TR B Ugard g

UG, G ol 3R T 3{SiTd Y B BT g &1 AT _
ﬁﬁmgﬂﬁ&r{w@ﬁwsﬁﬁ(m)aﬁwugm
JHdT g |

Tt fafarem o TRem L Ui RifdseT A aTdl BT ST YR&T WR &I o1 dfey, aul
SIRGH Pt YHTAT B TR YT T dfdads YRETHD ITHIU
PT IUUNT HAT AT (WS 8 W )|

ffrcrs & o g L Qe SR HEIRT § SUER X
5. 3RIRAE U
Iy i Hifgar SRS E ]
YeIpIa- TR Fm
PIe S3AHTPIARS
NS EINSIEE]

ARG (M IR F AT ¢ IFd
AT F IRFA IR TR <84 IAG! HT YU WA & fo1T Ueh W1 81 Tl g

GRATD &g 3G L PR ARESY
Ted RSy

(31T) T & fo= Wi © g RS IF TaRT 3 o R R R S-urg
IIATaRYT & 3IHd Bl

I &aal B 31 HRA & o TA-FeR BT UanT B |
SR T AT GRIEA § < 31T & &7 9 &fagH deR Fema o
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH TR SR} 31 BT aRIG: 16.08.2022

5.0 04.04.2023 1681363-00017 gl SR SR R &1 dRI: 17.05.2017
AT B! [Tl HRATT|
AMIH & U fRYTaE N A 9H W, Wd-HaEd 41 S0 UgH |
JUHR AT T&THD IUBRUT YN B |
6. MHfRTH el Iur
JufFads AU, RedTd ¢ Aol &S IUSHR0 YART B |
JUHRUN YT STATARTA IRIE FefeiT sl (W 7 37 ) 3R afdaTa qrem Iuaui
gfehamy & gIImal (TS 8 ¢ ) DI SHIATA By |
qgiaRuit graenar © IR0 A Bie ¥ URER B3|
g A1 QRIEr, 3R 3 Rra a1 SaehTd ol A5 |
S AFHA H than A AP (Iarevr: g a1 da Afdye)
T 41 T U Dl g1 Td AT
gfe AE@yUl SAHId U AT 1 9, 1 RIHIG UIIHIRA! Bi
gferd &1
TBTE B MR BAd JAb 3R N g 7 I |
F uerdf g {F S g & o ST a1 3= IUgad AHUM Ue & dlids

g 3R 7 9| afe S8 @1 18 yard &1 Uy fman S qhdr g

I 3 ITGad DR ST IR KR B |

SUged TeRaCE & 1Y Baltd ! AN AERITd &I 1% HR|

R a1 1PN faf e 39 vard & fagi ik MueH &1 &

forT @] 81 Uehd §, T1Y 8 3 TeRIgey SR Sgeay R off o

sﬁwﬁﬁ Refor ot TS § JUTNT B AR S 1 99 Y
maﬁmﬁsmﬁ:ﬂmm@ﬁ%

T THSITH & STHIT 13 3R 15 F© RIF A1 I Rebrgde

F IR A THBR! UM B & |

7. T 3R USRI
RERICARRLIE]
R / $d dfea=E

IRI&T gre & forg
grgyT=ar

TRféra Herur o gRkfRyfaan

L AU (TRIURR) § g9 & fa=0)/fsh aa1d 3/ HM & d8d

FoitfafiT Iur 4|

L Ryt Iuge T § T &R |
L PHIEAATHY I A H T

e 74|

A HITH T

TP Y T JHY dP IT IR IR JUb H 3 J URER B
AT & d1G &l Dl 33! e |

3t SHIND TeFar 3R JR&T TUTSf & SR JuTd,
PRI THRIUIGR ST TR TR B

o B 9 PR d¢ T 9|

U I DI TN HRd FHG T, UHT 1 §Ha= 9d B |
W&?ﬁ?haﬁﬁﬁﬁﬁww@,ﬁ?mﬁmé
DH I

L B! RE U ded oy gU & I T

R dral 1
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[qR& SeT e

€3 MSD [} v

Sulfadoxine / Trimethoprim Formulation

BT BSEIREEARRIRE TY.31.09. AR i IR SR B DI dRIG: 16.08.2022
04.04.2023 1681363-00017 gl SR SR R &1 dRI: 17.05.2017
Y PR TG PR G |
faRy Ity fafAodl & SraR HeRU &1
g Uerdf § 5 : Fefafed TeR & tisde & 91y 7 -
g SfRiTeuiY Toleq
8. Sifew fFrd=or / Aot gReam
FRITT U0 & D] & A1y 39aa
3faud T T (V) | I ISR =TT Ureret / YR
- TR (3R&UI D] | RS
TPhR) SIS
Sulfadoxine 2447-57-6 TWA 30 pg/m3 (OEB 3) | 3fidRa
Uig &1 U7 | 300 pg/100 cm? | 3fidR®
Trimethoprim 738-70-5 TWA 400 pug/m3 (OEB | 3fidRe&
2)
SIRRG R ESIESIES] 1310-73-2 CEIL 2 mg/m3 IN OEL
C 2 mg/m3 ACGIH
gonfaieaT fEor . IRI-aTe! TGl (O, %qﬂsdmmmdq-am)ﬁtﬁﬁmﬁ$
Wsﬁﬁsvﬂﬁtrhﬂﬁuam fafmtor tenfie &1 e
Hﬁgﬁﬂﬁﬁﬁﬂﬁﬂﬂvﬁﬁuﬁﬂ?%ﬁr@mmﬁﬁaﬁ
1T 3R I, ST, 3R wafarr &Y e & folw GMP &
Rygidl & SR Faferd fasar s @nfgul
Fid W 0 S 3R SHRERd &3 (S, 3NuA-1Y Abud
fEarga) # Aiffrep! BT RIFARU e & oy Iugerd AhuUH
Menfifeal el 81
G GHTA DI GAqH B |
oot sama &t Ikt
o Gt ST L IR T R e dfeaw Suas 81 8 O1 TeuieR
3T SRR fer- il & aTeR aquioR Hafid Rl g,
Al T YRET BT SUANT DR |
flhee’ UdR . e geR
HUIEERIEEIES
gerd R g
 fewut D 39 WIS R AR H )
i Faeft s=ma D 1SS Tiies 1IN b WY QRET ARAT TR |
3R HTH & HIGIA a1 Mafafy & e o1 fufaat, Jor a1 TR
M &, ol Ifrd Mred ugH |
IR Yd, ¢, T TR & AT e YU 1 FGHIET 81, ol
TuRITeS a1 OX I8R BT 3 W& UG |
1 U9 IRR a4t T2 : el g YOI Bie § BT B

IR &1 &1 Idgl I 991 & T 1 o1 I8 1 & MUR W
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

TTHI] T=neE o fafdr:
5.0 04.04.2023

3ifdH TR SR} 31 BT aRIG: 16.08.2022
Ugd! R SR} A &1 dRIG: 17.05.2017

TY. 31U, Je:
1681363-00017

feeiad o) |
Tyrfad gitd HUs FHepTam o forg Iferd Siifet ao-ie! &1
ST B

D IR I ST & SR AT & U H S BT GHET 8,
@ HTH B & WM & AT 3RS U B yonferr iR Jrem
QR U B
TGN & R, BT, YT a1 ¢ 7d H1 |
Tgfd HUS! B OH F T1E &l R Y SXAHT B
giae & gyTdl e § Seiifaie Aa=or ot aefien, Ifa

TWdl dadt U™

SHfGRIT GR&T IUHRT, IRId ST SR ufv=iie= ufesanat,
NI Tar RTRE, fafeer FIRE SR sgarmus
g1 o1 sTaHTd TfAE g1 ATl
9. Hifae ud varafA® Tur

femmae ET]

1 © gl WX, Uial

Ty : SeT Uy gl

Tie BT gl STl Iudsy gl

iR © 9.3-10.0

fUrgam/ds &1 duaH b o e i

URMS SqeH ®T g/ Sqa  © SeT Iuasy Tl

ARl

wawr foig © ST IUAs el

Tt B G D STl IS et

SaeRied (319, 19 R

SaeRITdT (R uere) D STl Uy g

3= fampie dr/ IR © 3ol UdAs gl

SR THT (30R

THadfaferd fadie)

Y fowpie dar/ Sl 3T U gl

Saa-RITadT ST (TS8R

Hadfaferd fadie)

Y gaTd 3T U gl
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH TR SR} 31 BT aRIG: 16.08.2022

5.0 04.04.2023 1681363-00017 Ugdl 9R ORI A B dRIG: 17.05.2017
JIUef a1 T : 32T U el
BIPGRETE © 82T U el
U9 1.210 - 1.250 g/cm3
Oy SE—
o= A e : Sl udas gl
ICISRRINICHCS] Sl IuAs gl
3faeHId/a
3N BT argH : 3l udas gl
3UYe &I dgHH ST Uy el
BIESIREESAIRSE))
3T JUds gl
fqeplies TuRayTd . fawples 81
HTRABRU P ORIHTT : g U a1 iyl &t SafieR® Fifgd gt fovan T 5|
3TUIaH HR . UANSg el
10. fRzar gyt ufafssadr
PIGEAN : ffforaRiiaar & WaR & U 8 aifidd el |
g fRRar D AN R A RR B
U eny ufafgarsi DA SRTIPRS Telel & 1Y ufafhar B Ibdl &
gyt 9 o< 1o
ST It L SR Teley
3
3qege- uerf ¥ shfed . PHIg W dId (FoRed) Sqge ey Jd et
11. fawrdsfera g
JTG 3REUN (TIUISR) B aR |1 gRT TS0 AT
A SHHR CEIREED
fTerT
3@ ¥ Tuh
GIERCLIESEI
JUAS TSR R aFiiepd el
T
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

THRT Tened &1 fafd: 3ifdH TR SR} 31 BT aRIG: 16.08.2022

Ugd! R SR} A &1 dRIG: 17.05.2017

TY. 31U, Je:

Trimethoprim:

5.0 04.04.2023 1681363-00017
g A fawradar : SfforTel fasTaar SIgHM: > 5,000 mg/kg
SRERRIUEIGRED]
3{d4dq:
1,3-f&qa51-5-0l:
SIERIRCEACRIESEI] LD50 (8T (}<)): > 5,000 mg/kg
SIERSEIRACLIESGII LD50 (IgT (X€)): > 2,000 mg/kg
fewuft: ue Sl gt & et wR snenika
1,3-fsoasna-4- Ry
SIERIIRCEACRIESEI] ©  LD50 (IET (}2)): > 5,000 mg/kg
SIEASEIRACLIESGII © LD50 (JgT (X€)): > 2,000 mg/kg
fewuft: ue St gt & e wR snenia
Sulfadoxine:
g A fawradar LD50 (¥ (AI3)): 5,200 mg/kg

g A fauradar LD50 (JgT (X€)): 1,500 - 5,300 mg/kg
LD50 ({8 (AT3)): 1,910 - 7,000 mg/kg

cie fasTarte (fAT o & 8= LD50 (I[ET (XT)): 400 - 500 mg/kg

) & I IR
LD50 (F): 90 mg/kg
THBRA & I 3fd:RRT
LD50 (¥ (|T3H)): 132 mglkg
THBRA & I: 3fd:RRT

IfEay g IS S:

SIEEREACLIESKII : 3ihd: WY YUl & ol egpRl |

T & U ergeRSTaT

JUAS TSR TR aFiiepd al|

gard:

gRome © 9 A S ot
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH TR SR} 31 BT aRIG: 16.08.2022

5.0 04.04.2023 1681363-00017 Ugdl 9R ORI A B dRIG: 17.05.2017
3dd:
1,3-f&aa=M-5-0l:
EEIIG] WM
cMEQ :  OECD Ustefur feenfder 404
gRomy : T H ofdd Tat
femof) L U S grEfEl & el R uRa
1,3-Feaane-4-ReaAyETa:
PRI N0 1]
GNE3 . OECD Utefur femmfder 404
qRomH . @9 A §aH et
feuof) L T W Gl & ST WR Suid
Sulfadoxine:
PRI N0 1]
GNE3 . OECD Utefur femmfder 404
CIRIES L STEH UeT BRAT
ifeaw gEsiaurss:
| fefyoms : HeRe 3 e a1 399 o9 90T & URIUOR & d1g
iR A7 efasaeH
3ireEt &1 TR g1 ugarar g
AdYUd:
1,3-f&aragM-5-01:
PRI DN
GMEQ :  OECD Ustefur feenfader 405
CIRIE] L 3l B ofe, ) el & iR fRadd
feuft C T S R & IeT W uTiRd
1,3-fEatastiaq-4- Reayrmra
EIIG] WM
GRICA . OECD udierur femnfad=r 405
CIRIES D 3t @t ofe, 8 fat 3 offeR fraed
feuof C U S grEfEl & el W HuRa
Sulfadoxine:
| afeoms L e UeT BRAT
STy g3 IS S:
| [ofoms L 3 R SUREd= yHTa
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

3ifdH TR SR} 31 BT aRIG: 16.08.2022
Ugd! R SR} A &1 dRIG: 17.05.2017

THRT Tened &1 fafd: T9.81.u9. Fa:

5.0 04.04.2023 1681363-00017
[lfewoft | BT TR TR SR
LI T IHST JATGIHR0T
AT DY gITR AT
JUAS TSR TR aFfiepd al|
YTH-UYTH B AT
JUAS TSR R a¥iiepd el
3dd:
1,3-f&aa=M-5-0l:
1807 &1 fe AR o
U (TRTAER) & IR 9 Y YUp
PEIIG] SR CiCigivp
NEZ . OECD Udieiur fasn=idwr 406
gRomy . BUTHD
femof . TH oYl ARl & ST WR uid
1,3-fsaiasiaq-4-RanymEra:
SR EARE RS . ARSI ¥
U (TRTAER) & I A Y AU
PEIIG] : TR fom
GMEQ . OECD Ustefur feenfder 406
BIELIE] . BUTHD
feuft L T S R & IeT WR utiRd
Trimethoprim:
SR EARERS] . ARSI ¥
U (TRTAER) & IR i
PEIIG] e o
afRoTH . o IRETEOR T R
Hifsaw TS IRISS:
R1&01 B foher : ggHA RNdie Shee U9 S (TSR IMEUIET)-@dT & ddgaamTal
& GRI& fabr o1 Y o1 uter
U (TRTGER) & IR L 9 IUD
qRomy . BUTED
AT 9e JemHRidt
JUAS TSR TR aFiiepd al|
3dYd:
1,3-f&TaM-5-0l:
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifdH IR SR B3 D dRIG: 16.08.2022
5.0 04.04.2023 1681363-00017 Ugd! R SR} A &1 dRIG: 17.05.2017

SHIcIhIRIE 3 fagr TRl o) e dadifear e fausta ufvad= @t Wit (AMES)
qfRumy: BUTdS

TRI&UT DY fh: YRR & 18R WU Bt HIRIBT3 BT S
IaRad= udtemr
gRumy: Hund®

[SRICGERIINEESEEE] L ORI T T TAAUTRAT o TS YEATND g Tiarn
(Sifad orof & Frsciomicsd IRa)
TS gy (HI3Y)
o BUMES
fewoh: ve SRfY I & Ser R snenfd

REERA T R ¢ e e SR deh R aRed ) i (AMES)
gRomH: BUMTHS

TRI&UT DY T IRR & TT8% WAURAT B HIRIBT3 BT i
IaRad= udtemr
Uiy FUdS

HIcihe! 3 faar L RN &1 T TUTRAT o TS GEATYS 1 TR1e
(Siifad gt & Wseomicd uR)
TS J8& (H139)
: BUMTHD

Trimethoprim:

[ERIEERIREESIEH Tl o) e dadifea W fausta ufvads @t wire (AMES)
gfRumy: BUTES

RI&01 D1 forey: TRy fauy=
URumy: BUTED

T B fre: IRR & I18R TURAT BT HIRb13M &7 ST
Iafad uieor
IR IR ED

UJ&r0T o1 fored: ST &ffd Ud GUR, TRl &t hifRrepreli o
3T ST ILAUUI(RRR T 918Y)
TR HUndS

RFIcIp R 3 faa L Te Bt B AEBIgey o
gTIfar: IeT (XT)
URumy: BUTdHS

TRI&U Dt fobeT: URg fqu=
g AFa
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH TR SR} 31 BT aRIG: 16.08.2022

5.0 04.04.2023 1681363-00017 Ugdl 9R ORI A B dRIG: 17.05.2017
" RO BUTeD

FHERSHB

JUAS TSR TR aFiiepd al|

3 fouraar

3T 1] & g1 Ugam &1 g

3dYd:

Trimethoprim:

37T & UHTT . OYerur i fob: IR
goTfa: g7 (X©)
TP & I&: AiRkdD

JdRdT: NOAEL: 70 farm/fm sifves UR
TROIH: U5 &HdT IR UHTG el

M R & A wuyEl - geo 3! few: e
goTfa: IeT (X©)
TEHHTH & I AEH
fadb T faurddar: LOAEL: 70 i/ fiRes UR
UIRUITH: Aaeiid 1] )R YH1G |
feuoft: O1q fawrdddr &1 sradia fasar T

TR&01 ot fobe: fasr

Uit 8T (RT)

AR & I MRH

faprarae® fauTaddn: LOAEL: 70 fErm/fem iRe UR
qfkumy: Yo fasTed TG |

fewoh: arq fauTeddr &1 sfadie- favar T

Riefu o fore: faer

UoiTfa: <81 (<)

TP & K AiRkaD

famr s fauTaddr: LOAEL: 15 fim/fe IIkiR® HUR
UiRoIms: Yot faured gud |1, CReifomie gHE|

Riefu o fore: faer

TSI gHTCR

TEHH YA & I AfGd

fomraTd® fauTadar: LOAEL: 1.7 frm/fes IRiN® HR
GRUmH: Yo1 fawTed guTa |, SXeiforie UHTd a1 |

Riefu o fore: faer

TSTIfd: TR

TEHH YA & I AfGd

fomraTd® fauTadar: LOAEL: 100 famm/fem IRie 1R
GO Y1 fauTed guTd |, CReIfSHie UHTd gl
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH TR SR} 31 BT aRIG: 16.08.2022

5.0 04.04.2023 1681363-00017 gl IR STRI &R DI aRIG: 17.05.2017
“Wﬁwe{w L 3T FRIY BT B1H Ug T &1 g

STOT - Tohd SiifaH

JUAS TSR TR aFiiepd al|

3dd:

Sulfadoxine:

||stieem L Y-y SRl S Iy B ghdl g

STOT - 3ET Sifgw

e BTeli o1 GRIGT TRITIoR (31TRY AST) 31T Y I Ug e Jobal 7

3dd:

Trimethoprim:

& 3agd IRy H=I

Siipe : ﬁﬁmqgmwwaﬁwsaﬁ(m)ﬁw
Ugard gl

U QRIS fauTaRar

3dd:

Trimethoprim:

ESUE) LRI Re)

NOAEL . 100 mg/kg

LOAEL . 300 mg/kg

TR & I . Afee

o 97u & ford duds © 6 Months

(TRIUISR) g

&g 3{agd L 3Ry gor, R, Uiy 1Y, ursRIss

RIS LRI Re)

LOAEL : 300 mg/kg

TR & I . Afee

o 97u & ford duds © 3 Months

(TFIUTSR) G

A& 3agd : RY AW

PRI |

NOAEL . 2.5 mg/kg

LOAEL : 45 mg/kg

UM & I . ARe®

fha IHg & ot dudh : 3 Months

(THIUTSR) Gl

eg 3fauq o Xdd, YIRS
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& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

TTHI] T=neE o fafdr:
5.0 04.04.2023

3ifdH TR SR} 31 BT aRIG: 16.08.2022
Ugd! R SR} A &1 dRIG: 17.05.2017

TY. 31U, Je:
1681363-00017

AT a1
JUAS SR TR afiepd al|
U9 G| & Q1Y 3gHT

3{4d4q:

Sulfadoxine:

[BUSKSEI L &Y 3faYd: Iad
TR T 3 gIHTE §:, Tael, Iect, RRad, Tadreyd,

THT (), KIg-Se g

Trimethoprim:

[RUGASEI L e 3faua; Ry g
TR IR Taeh &<, Adeh, Iect, Tdl R AT Iebl, TIhe,,
Red, uRie sradre, yH
12. yTRfRUfasTa Ja=n
urifRufae faemarar
3{d4dq:
1,3-f&aaM-5-0l:
ECENIEARELIESEI © LL50 (Pimephales promelas (ﬁﬁ%’%’ ﬁl:?ﬁ)): > 100 mg/l
P Ima & ford WU (TaTUIoR) §31T: 96 h
fewuft: ue Sl gt & e wR snerika
ST Td o Se-3fed . EL50 (Daphnia magna (dTex Jil)): > 100 mg/l
ENERSELIESEI] o g & o Wudhs (TaRUioR) g 48 h
fewuft: ue Sift It &% e wR sneia
ara/SeT del o) fawgdar ¢ EL50 ( Pseudokirchneriella subcapitata (Eﬁ‘aﬁﬂﬁ (Qc_\rﬁ)): >
100 mg/I
o g & o Wudhs (TaRdioR) g3 72 h
fewuft: ue Sift Imfiat & e wR sneia
NOELR ( Pseudokirchneriella subcapitata (Eﬁ‘\%ﬂﬁ (Qc_\rﬁ)): >
1 mgl/l
- Tg & ford Hudh (TaRdioR) g3 72 h
fewuft: ue Sift Il & e wR sneia
EICIVEIRACEIESRI : EC10: > 1,000 mg/l
T Toa & o Judh (TRTASR) g3 3 h
THT: 3N 3.3 e = 209
femuft: ue SRft I & et wR snerika
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€3 MSD [} v

Sulfadoxine / Trimethoprim Formulation

TTHI] T=neE o fafdr:
5.0 04.04.2023

Y3109, AR 3ifcH IR OR} 31 B dRIG: 16.08.2022
1681363-00017 Ugdl 9R ORI A B dRIG: 17.05.2017

13%ﬁa31’|a=r4ﬁaﬁuﬁm

EENICARCLIESKI]

SHATT Ud 3 He-Ifed
STereR fasmaddn

HEIRIERIE R AR CLIERG|

EIEIEIR:AELIESEI]

Sulfadoxine:

ECENICARCLIESK

SHATT Ud 3 Hefea
STereR fasmaddn

QaTa/STeg Urel ol fauTadar

LL50 (Pimephales promelas (Fregs fHaT): > 100 mg/l

| o g & ford Wudh (TaRUIoR) g3 96 h

fewguft: ue S IERET & Ser W nuTid

EL50 (Daphnia magna (dTcR Tit)): > 100 mg/l

o T ¥ R 60 (THIUTSR) §3T: 48 h

femui: w@@wﬁu‘r%éauwﬂwhﬁ

EL50 ( Pseudokirchneriella subcapitata (Bﬁﬁiﬂﬁ (Qc_\rﬂ)): >
100 mg/I

o Tg & ford Tuds (TaRTdioR) g3 72 h

feoyoft: ue oRft wﬁu‘r & ST IR 3MRA

NOELR ( Pseudokirchneriella subcapitata ( Eﬁﬁﬂﬂ (Qc_\yﬂ)): >
1 mg/l

Ww%%ﬁw (THIUISR) §3MT: 72 h

feuuft: ue St IR % Ser W snutd

EC10: > 1,000 mg/I

: e T % R YU (TaIvR) g4 3 h

TeT: 3N S S, éwﬁ?f‘zrzog
fewuft: ve St Rl & Ser W snuiRd

LC50 (Pimephales promelas (hegs fidT): > 100 mgl/l

e (THIUTSR) §3MT: 96 h

fewof: W@;ﬁﬂﬁﬁ!ﬂ%%ﬁﬂ?&nwﬂﬁ

EC50 (Daphnia magna (dTex Ueil)): > 100 mg/l

o T ¥ o S0 (TFAUISR) 3T: 48 h

ot e ot wﬁu‘r & T R IRa
EC50 ( Anabaena flos-aquae (ﬂﬁzhaw»: 17 mgl/l

| o g & o Hudhs (TaRdioR) g3 72 h

T o 3.3 S e AW 201
fewguft: uer S IRt & IeT W nmuiRd

NOEC ( Anabaena flos-aquae ( ﬂﬁzﬁﬁiﬁﬂ?ﬂ)) 3.9 mgl/l
o Tg & ford Juds (TaRTdioR) g3 72 h

T oft 3 3 &Y. é!fﬁé‘!zr 201

feoquft: we Skft It & Ser wR snerfa

EC50 ( Pseudokirchneriella subcapitata (83t RdTeT (Tesh)): > 1
mg/l
e Tma & ford Judh (TRIUISR) g3 72 h

T ot $.40 & e Adw 201
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Sulfadoxine / Trimethoprim Formulation

THRT Tened &1 fafd:

5.0

04.04.2023

Y3109, AR 3ifcH IR OR} 31 B dRIG: 16.08.2022
1681363-00017 Ugdl 9R ORI A B dRIG: 17.05.2017

TH-Brdexy (ATl Sierar
[ELIESGD)

EIEIL IR RCRIESEI]

ST Td o Tefed
SRENELIESCINEREIINED
[ELIESED)

Trimethoprim:

EENIEARCLIESKII

ST T o Tefed
SEERELIESG

REINISRIE R IIEARCLIERG

TH-Trdexy (RRPIA® SR

fewguft: uer S IEREY & ST W snuTid

NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁiﬂﬁ (Qc_\rﬂ)):
0.13 mgl/l

o g & ford Hudhs (TaRdioR) g 72 h

T oft 3.3 . 2w A= 201

fewqoht: ue SRt Il & ST W sneiid

EC50 ( Microcystis aeruginosa (STciid a-=4fd)): 0.135 mg/l
o Tg & ford Hudh (TaUioR) g3 7 d

WIBT: 1ISO 8692

femoh: uer SRfY IR & SeT R 3nenid

1

: EC50: > 1,000 mg/l
o g & o Hudh (TaUioR) g3 3 h
TRI&0T ot fohe: YT9-TRa § T hlde
fewguft: uer S IEREY & ST W smuid

NOEC: 1,000 mg/I

o Tg & ford Tudh (TaUioR) g3 3 h
TRI&0T ot fohe: YT-TRa § T hlde
fewguft: uer S IEREY & a1 wR snmuid

: NOEC: 6.2 mg/l
o Tg & ford Hudh (TaUioR) g3 21 d
TSI Daphnia magna (dlc} 1?{'@ﬁ)
feuwoft: T St IR & Ser W sneiid

1

© LC50 (Pimephales promelas (ﬁb?%_s' ﬁﬁﬁ)): 100 mg/I
fora Tma & ford Yudhs (TRIUISR) §3T: 96 h

:  EC50 (Daphnia magna Straus (W)): 92 mgl/l
foram Tma & ford Yudhs (TRIUISR) §3T: 48 h

:  EC50 ( Pseudokirchneriella subcapitata (@Q@Wﬁ@
Jadhiueren): 80.3 mgll
o g & ford Hudh (TaRUioR) g3 72 h

NOEC ( Pseudokirchneriella subcapitata (Eﬁ?ﬁﬂa' (Q@ﬁ)): 16
mg/l
P gma & ford Tudh (TaRTAIoR) g3 72 h
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Sulfadoxine / Trimethoprim Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifdH IR SR B3 D dRIG: 16.08.2022
5.0 04.04.2023 1681363-00017 Ugd! R SR} A &1 dRIG: 17.05.2017

EC50 ( Anabaena ﬂos—aquae): 253 mg/l
foram Tra & ford Yudh (TRIIISR) §3MT: 72 h

EC10 ( Anabaena flos-aquae): 26 mg/l
o Tma & o Wudh (TRITISR) g3l 72 h

EICINEIRAELICSEI] : EC10: 16.7 mg/l
o g & ford Tudh (TaRTUIoR) g3 3 hrs

TRI&0T Dt fohed: YTH-TRa § T plde
T o 3.9 S T Adwr 209

EC50: > 1,000 mg/I
e T % R YU (TEITR) g3 3 hrs
WY& &} fe: %rr\f{wmﬁwa?

T o 3.9 S T Adwr 209

e &) fauTeaan (RReifee © NOEC: 0.157 mgll
[ERIESK]) b T7g & ford Hudh (TaRUTeR) el 21 d

T SISTwIRT
ST Td 3= He3fed : NOEC: 6 mg/l
BEENENIESCINEICAINGD T I o ford Wuds (TaRUIoR) g3 21 d
IELIESED) U7 Daphnia magna (dTex U<i)
TITRIE 3R rapHafordr
3dYd:
1,3-f&are=M-5-0l:
BICERECERIURICAR q@?ﬂﬂ:ﬂﬁﬁ%ﬁ%ﬁ%ﬁ@ﬁﬁﬂ@ﬁ@@%ﬂ%ﬁﬁ)
arel
fewft: T S it & a1 W nuta
1,3-Feaane-4-ReaAyETa:
e SashHUIT BT & ; é@m;mmmaw(mm)
arel
fewft: T S it & a1 W nytia
Sulfadoxine:
Gfae SIaprudI &b et :  UROT: GIHAT & 91 WIhfad diid A SasphHUIGRT
@feTrsiad) 7 8 aren
W9 SAHAUET: 5 %
fordm Tg & ford Hudh (TaUioR) goiT: 28 d
fewguft: ue S IRt & e R nmuTiRd

Trimethoprim:
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qean seT die CIMSD /A v

Sulfadoxine / Trimethoprim Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifdH IR SR B3 D dRIG: 16.08.2022
5.0 04.04.2023 1681363-00017 Ugd! R SR} A &1 dRIG: 17.05.2017

Gfaeh SaehHUIAT T efaT ;RO G & 91 W idd aiid O SHahHUER!
CRIESENEEEEIS!
Sfdd THATET: 4 %
o Tg & ford Hudh (TaUioR) g3 28 d
TPBT: OECD Utefur fe=mewr 301D

ufkomy: sfafifed mefae dfie q samHUER (SRifsTsfad)
984 aran

Sfae SEaHHUET: 0 %

o Tg & ford Hudh (TaUioR) g3 28 d

TPBT: OECD Utequr femmAewr 3028

Tyifad Sfae J=aaa

3{d4q:

1,3-fEMa81-5-0l:

ERISERIIEN ] : log Pow: -0.65

i/

Trimethoprim:

QTSI ToTih: (T . log Pow: 0.91

SficHIa/aTT)

gt & nifo=fteran

3T IUAs Tl

3= yfagpd yHTa

3T Iuas gt

13. fRger Hifgard

e & 8%

N 3§ 91 oo () L RIFY fafaEt sy B |

Il S I 1t § 7 B |

ga afds ;T e Y 9 B BTSd B arcl e A Sargedin ar
T & ford & omu|
SR 3T faffdy =1t faman ma: sivrged Sag & = o
fAged #1 |

14. TfRae= T

siaeigia fafraw

UNRTDG

UN dR : UN 3082
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Sulfadoxine / Trimethoprim Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH TR SR} 31 BT aRIG: 16.08.2022

5.0 04.04.2023 1681363-00017 Ugd! R SR} A &1 dRIG: 17.05.2017

Aae &1 get =19 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Sulfadoxine, Trimethoprim)

el © 9

OfeT |

NENI 9

31ms € & T-31 ot 3R

/313 B TR=R UN 3082
mﬂ—gﬂ:[m Environmentally hazardous substance, liquid, n.o.s.

(Sulfadoxine, Trimethoprim)

Ll © 9

O U [

REM . Miscellaneous

fSsaract &l feemd (@RI @ 964

EEEHE)

fSsaredl ot fegrad @mt gag @ 964

STl .

TRl & ot WaRATH Cogl

GEER)

3(TE TH St oil-Pis

UN &R : UN 3082

Aaed T g 9" ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Sulfadoxine, Trimethoprim)

if )

O U Sl

NENI 9

EmS dfgar : F-A, S-F

& Ugud gl

IMO SUSHRUN & AR AP T ufkag &<

3MYfef foh 77U g ae & forg @y 16t

IyURTRdt & fore faRiy grawnfaai

Tgl fau e uRaes e ifevur Had GeaT & W & o §, SiR THHE U § 3fidss Al &
O TR 37T § ORI o 39 JR&f STet Tite & iR sqeT aufF fasan man g1 aRag &1 fafdy, G
BRI, 3R &ftar a1 3=  fafomt o fafearsii & orguR uRag e fira-fi 8 9w B

15. faf~ramae @

verdf ar fireror F e e, W@y, 8k yaiavur & fafawfaee

39 ITeA ¥ 3auq fAmfrfRd srae N A gfaa §:

AICS

DSL

. e T8t
. FRyifa T8t

19/21



& et e €I MSD [ .

Sulfadoxine / Trimethoprim Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH TR SR} 31 BT aRIG: 16.08.2022

5.0 04.04.2023 1681363-00017 Ugdl 9R ORI A B dRIG: 17.05.2017
IECSC - Fyifed 78

16. 39 AT
RRICECINRIR] ' 04.04.2023
Sffafed & RY
3T XM & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe& d&Id! gel, Sel
TINT fohdl g et qIéd Wit aRomd aut Rifg Ik Toi,

http://echa.europa.eu/

%aﬂs%ﬂ%ﬁ@ﬁwﬁvhaﬁ?mw%a%mig@wﬁa@@wwﬁmw
TR

e uReT . fe ey

3= SR & quf arey

ACGIH . guyE| ACGIH HHRET 9H (TLV)

IN OEL L URA | SR URa B & IS erd§ @ oafd & wiR
ACGIH/C : ffaw Har

IN OEL / CEIL C MR AT HE

AIIC - 3TN Il &1 Sieferars gall; ANTT - sifor &t 91 Yff uRag Toidl; ASTM -
3Tt At Uieror TR bw - Sial &1 G9; CMR - BRI, Geol-d a1 Yo faveT; DIN -
THA AFSIHR0 GRIH & U AFS; DSL - Eliqtlazfﬁ%ﬂ(m) ECx - x% Wfdfehdl ¥ 9T
Hdhe; ELx - x% Uffehar ¥ St AifeT &; EmS - MTUadla sgd; ENCS - nﬁagcn&ﬁ?qq
RS Uarf (JTAM); ErCx - x% Jia &R Uidihdl ¥ JST Hba; ERG - MUIddHIeA Hidfshar
TMES; GHS - 4 TR TR AT RiweH; GLP - 3redt GHTRITE H0T; IARC - H¥R TR S & forg
Tl IATA - SRS arg aRaeT THIRERH; 1BC - Y AR & WaRAIe 95 ot
%ﬁﬁwsﬁvmésm HfgdT; 1IC50 - 31T Sfpad RIS ddha; ICAO -
RIS AR faHFA W16, IECSC - I & Hie[aT IMAM® Uardf &1 3dedl; IMDG - SRSy
T ARATD AT; IMO - SRIFT Tl TG, ISHL - eNfep JR& AR e S (ST);
ISO - AM®IHRUT & T SIRIPRT 13, KECI - HIRAT HISET [T gdel; LC50 - TRI&UT SHTaral
®1 50% BT Gl Habgd; LD50 - URI&UN STETEl Bl 50% bl Gldch WRID (A1 °Idd WQRD);
MARPOL - STgTsll ¥ UGHUl &1 AHUM & T SIaRTP e; n.o.s. - 3T FAEY 78T; Neh - Ry
f98; NO(A)EC - sadib = fdar M (wfddd) UHE ddha; NO(A)EL - 3fdaid- 9 foear T
@fdHe) THTE TR; NOELR - TR-3{qAIHH-07 THTd deM &X; NOM - SMRGIRe Afdyem fad;
NTP - 51 RAY-RTM SRISH; NZIoC - THRFT @ =gt 3 39¢8); OECD - 3 TEanT 3R
3BT TTE; OPPTS - IS JRET 3R UgHUT JHUMH HRTed; PBT - IR, S1a-UHHIaHR0 3R
fawred uard; piccs - Wsh?wmmwﬁﬁﬁv—cﬁﬁr-rsﬁzﬁ Q)SAR - (HEATHD) TR
Tfafafy Tee; REACH - RIUTT ¥ 3R TG UsiiehRul, Jedid, quﬁohm 3R fasy ufkse &1
fafom= (EC) 4. 1907/2006; SADT - W@-<IgdT 3qee dTIH; SDS - JR&T Jel ie; TCSI - AgaH
IrfAE Uerd §dest; TDG - WARATS WA &1 URdeH; TECI - YIS AT §-dexl; TSCA -
fouTaa geref feon siftfem (Sigaa Ia SaRa®T); UN - ﬂgaawg UNRTDG - gIH®R® JHH &
IRaET R TG Y BT BN, vPvB - 95 T IR 954 F9-THAHRO AT; WHMIS - HTH-
Y WARAID JrUt =1 Joret
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Sulfadoxine / Trimethoprim Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifdH IR SR B3 D dRIG: 16.08.2022
5.0 04.04.2023 1681363-00017 Ugd! R SR} A &1 dRIG: 17.05.2017

Y &1 ST e & 5qF THRM &1 IRRG B &} T THSRY §AR I, THHRT SR {3y &
UR T8 § | TSR Bl YRIGT S Y JUTEH, TN H3A, Uil ), o &, IRaeg &,
e oA qUT Bisa & fofT had Arfex & wu § fEumae fvar w1 § qur i) UeR &t ardt ar
ToraRTT &1 fAfERT 181 AT e | Juesy Bt T SR 39 SDS & /Y W ugar: Tt FHaa
faRry arRh § Tefid 8 9t SDS Wl &1 farsht s arelt & Taem a1 fansht o ufshan H, 5|
I UTed B 7 SdTaT 4T 8, T 631 WR Y 181 81 vl o | ATl Triaarstt &) AR g WR, Uatad
& ifam IdTg & SDS-ATHHT & JUGHIT HT BT B Aed 88d B, TN A, Uichar d
TUT TG TR & 3 3iE 1 & ARy e & SHaRY ok Rywiiai ot weften e =1ty |

IN / HI
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