& et e €I MSD [ .

Sulfamethoxazole / Trimethoprim Injection
Formulation

TTHI] T=neE o fafdr: TY. 31U, Ja: 3ifdH IR SR B3 Dt dRIG: 01.10.2022
26 04.04.2023 7858260-00008 Ul IR SR} A &t dRIG: 03.03.2021

1. TG T4 HHI Bt ggar-

LEREIE] © Sulfamethoxazole / Trimethoprim Injection Formulation
fFrafansmyfdeat

S : MSD

Yl - Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

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

TR R RreTier iR ufady

Repose yam : oy fefarear Sarg
I R ufaeey ;
g el
2. @R & yga=

fmfor, WeRU 3R & ST WaRTS Y91 frgHTaedt, 1989

affaor
A1 & urT | & FRufika Ards & SguR Tave & & & iffpd T8 3

Sit. 09, 8- aeffeeor

GICACLIESCINCGIREED) . fawmTy
IS AHRIT/STIS D gE-HeTRY et
™R A7 efakeH : faumT g
ST fauTaddn o faumR
fAfya deg-sim efew fawreaar :© faumT 3

- T 3REUT
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[qR& SeT e

€3 MSD [} v

Sulfamethoxazole / Trimethoprim Injection

Formulation

TEHRT Tened &1 fafd:

9. 8109, Fa: 3ifH IR SIRT A &I dRIG: 01.10.2022

26 04.04.2023 7858260-00008 Ugall IR SR R B dRIG: 03.03.2021
fAfa de-ai Afes fawaaar : faum R (3R H=)
- IRIGA SRET
SPITD (Fad) T Wa’T AT}
eI (SUh) STelg @avT @ fAumT g
of.¢9.09. d9d ad
ElEEEaNEENEE] :
<é> ‘i’% ‘%
Tobd W LRI
B1F rat e : H303 e W BIF®RS 8 Yebell 5| .
H314 @@ R TR Sa- T il &1 g1 ugen Il 8|
H335 4T9-U4T Jrel SieT I R Yebell |
H361d 3fSTTd fRIY B 81 UgdH &1 g
H373 < PIefi a1 RTg THRIUIoR (SR Hosi) St 1 Jam
Ugdl gHhdT g
H410 STAeR Siia- TR Rt gUTd SR T1Y 8 3= faser|
wefoardt/gdiay™ §a RN

P203 JUINT & § Ugd Tt JRef =i &1 urd &%, ug iR
JADT U Dy |

P260 1T I YT &I g 7 7 71

P264 JATA & d1G &l & 3! aRg YTl

P271 odd §TgR IT 3% dId1a- ard &3 H UaRT e |

P273 dTdTaRUl # SIS ¥ URER |

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

3xiR:

P301 + P330 + P331 + P316 3R A7t feran g1 g &1 urit &
IRDR (R) B Iec! B (3T9) AT HRAY | TH TS SUTADTT
[EIETSIREERIRCINECR]

P302 + P361 + P354 + P316 3R el W IR ST¢: Jt Tgfdrd
HUS! B G IAR ¢ | B HC P ged I ¥ eIl | T
SMYTpTRH ferfhed HgTadl ured I |

P304 + P340 + P316 T T GRT T80 R o: fekl bl frsil gal
T S 3R I A & oY 3R ¥ fereTd | IebTa SHTaTaesTet=
fefr e weradn U &1

P305 + P354 + P338 + P316 3R 37l H =l §Y| 3 e
P A UM e | 3R Dicae o T 81 df 36 Fabran
M B dl FTd ¢ | TehTd SMUTadhIel Ao TeTadT UTed
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& et e €I MSD [ .

Sulfamethoxazole / Trimethoprim Injection
Formulation

TEHRT Tened &1 fafd: 9. 8109, Fa: 3ifdH TR SR} 31 BT aRIG: 01.10.2022

26 04.04.2023 7858260-00008 Ugd! R SR} A &1 dRIG: 03.03.2021
B
P318 3R 3{FTaRUT 1 AT =T 81, feraaaiiy ¥ag ¢
P363 GAUANT ¥ Ugd Mg a%d ¢l of|
P391 BA®Id UH A B |
HSRT:
P405 HSR ard HI
fAarr:
57_5&01 &sd &1 FueRT Widhd dic SRUGd dREM o
|
3 g~ foreT ufvurme Ty auffe~or =gt gianl
SHIATd
3. 3qYdl BT HISA/STIBRI
Terf/fayyor . fRrgor
3qud
S A AU (HY) - TR | TS (HHACRA) (%
w)
1,3-1%uﬁag|=[-5-o| 4740-78-7 >= ;Z)W< 90
R BIERININ 723-46-6 >=10-< 20
ZYIAHTST 141-43-5 >=5-<10
Trimethoprim 738-70-5 >=3-<5
4. yTyfire fafeer & Iur
T I8 © 3R <Hed 81 T deid 3l 9 & df Afshd Wb § Idg B
T A&UT T g 1 Vel &1 &R fUfq | Rife g gars o
NRUGGRITGUE ST TFE T gRT TGV B feran S, ot efroft geft &a1 & o =l
gfe W S B S, P Ar9-faf 3 9 3|
gfe T T B 8 Sy, 3o ¢
T fFefeiera gare Al
3R T ¥ U g1 ST . AUS g W, Rd 9 BT HH I HH 15 e % X IR U A
T H 3R 1Y g WgAd a8 Td S AR ¢ |
T fafeicra wak d|
YN ¥ Ugd X el |
. QTN & U5 ¥ S I ot avg g
3R 3@ J U gl oy W gF W, A Gl B HH Y HH 15 e d& o IR U
J U ITH B
3R PIede A~ UgH B, 3R ITh! IaRAT 3 81 SaR 2|
T fefefcra gare @l
3R 1 form Sme : gfe fTe S, 99 Ofvd Od &L
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& et e €I MSD [ .

Sulfamethoxazole / Trimethoprim Injection
Formulation

THI0T RN B faf: Y8109, AR 3ifaH IR SR B B dRIG: 01.10.2022
26 04.04.2023 7858260-00008 Ugall IR SR R B dRIG: 03.03.2021
fe I Bl B o e ) o g,
T IR T UISH BRI AR Bl Bl B (YA1Y)
U & 1Y Hg 3wl a8 Pt hRd |
IEIT Afad B! Gg & SR T DI FB A ¢
T HEdqU! A&UT 3R L U & B ofdH I0d Rl g
THE, 1 19 TR & e R IR & Wad 3|
3iral oY iR g1 ugarar g
- el STer] Seel R Hehell 5 |
3STd RIY] 1 g1 Uga &I Mg .
Al A1 gRIGT SRET B WR ST (3R DI ThH Ugdl
ol g |
TofteT ST & 919 Uel HRaT g |
WY fafdre o TRemr D YA ffdedt 3 aTell o ST YR&M TR & o1 alfg T, al
SNREH Bt FUTTT B TR YT Y FAfFID YRETETH IUDHRUT
P IUUNT HAT I (WS 8 W )|
ffecs & ol gam L e IR WEdnT ¥ SUER HR|
5. TR U™
Iugad SR Hifear ST GRS
Tapgra-ufaRre S
HTH SZIHHARS
/T T
SR (ST GIH F AT [
AR F IRFA IR TR T84 IAE! BT YU WY & folT Ueh W1 81 Tehal g
GARATD &g ITGl L ARG JHIRTESY (NOX)
R MRTLS
PRE FRSY
(31TT) T & fa= i © 98 RIS I3 T &3 off R Ui SR S-urg
qTdTaRUl & 3% d ol |
T fSsdl 1 381 A & ol TA-BeR BT TIRT Y |
SR U1 BT YRIE § Al 3T & & I &ifdg= de-R e o
SHIE &1 Wil Hram |
IFMIH & U fRYTEE W A 9H W, Wd-HaHd 41 IR0 U+ |
JYHI TSIt Y&TETP FUBUT TRANT B |
6. ST IAT® e U
JufFad AU, RedTd ¢ Aol &S IUSR0 YART B |
JUBRUN YT STATABTA IRIE FefeiT sl (W 7 37 ) 3R fdaTa Jrem Iuaui
PR & gTal (TS 8 ¢ ) BT fUTeH Bl |
yaferuftg St . gTaTeRor H B § IRER $R

e BT R, 3R 3 9 a1 Faw1d Y A |
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[qR& SeT e

€3 MSD [} v

Sulfamethoxazole / Trimethoprim Injection

Formulation

TTHI] T=neE o fafdr:
26 04.04.2023

TY.31.09. AR i IR SR A DI dRIG: 01.10.2022
7858260-00008 gl IR STRI &R &I dRIG: 03.03.2021

[HTE B SR Ba A A
& Uerd ud i

IS g d § B ¥ A (IeTerur: E=0r a1 ad fde)

g T T O Dl @1 U4 HepTaT |

%ﬁg@mwmﬁﬁ,ﬁwmﬁ
|

© 3RR MY Yerf I |

S g & forg ST a1 3 Iugad AU S & dlfids
Hard 3R 9 9| afe S &1 12 yard & Uy {35 51 b g
I 3 IuGad dHeR ST B KR B |

JUYad TeHReC & 1Y Talld B AT HERNTS o) A6 B |
R 1 I8 fafaw 39 yerd &1 a9t ok FueH 3 &
fore @y &) wehd €, Ty 8 37 IeRiaey iR Smgerny wR ot o
(39 yerd &) Refiel o Iwrs & ST A 9/ §Id |1 39 &1
fufg 1 BT 6 SR faeitom o g 81

T TSI & SFHTT 13 3R 15 $& R a1 15T Revrgef
F IR A THSHR! T B & |

7. AT 3R USRI

R / Ha dfeezE

IRI&d gre & forg
grauT=ar

GRi& YR &1 uRRRUfaam

39 Uerdf ¥ 9

L U (THRUIRR) W e & FEoyAst s SgunT & dgd

SolifafeT Sur 4|

L 3R JUT dfea= SFUasy g, dl RIFY e dfieaw &

Ty IJUANT BN |

. AT HUS R A1 R €|

P I HIT BT A & 7 A

e w1

AE AT T

AT & 916 @l &l 33T g Ny

3BT SN TaeHdT TR GRE TUTST & SR T, S
PRI THIUIGR ST TR TR B

o B 9 PR 9¢ TR 9|

Ugd &1 Yadl safaaal &1, 3R sy, Tas, e o emadf
2T I & Ul Yagiia safaaal &) 49 SOoie! a1 Hdeh! &b
1Y HTH B & oy T 30 Rfrgs T el &1 anfgu
Y IATG B YN DR GHI FHT, U1 1 4HUT Hd DY |
@g@h@ﬁ@@ﬁﬁwﬁ@,ﬁvwﬁwﬁmﬁ
@H I

L 3B R U dad fbu gu fSsal O 7|

YR dra #1

Y HR TG PP Q|

set ud yafd amEr ¥ 9 a1l oiTg § 39 |
o=y ISt fafedl & SR R H

. Fufied UeR & isde & 91y 7 W9

Y ufaferar &3 aral uerd ud fayor
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g ser e I MSD [ e
Sulfamethoxazole / Trimethoprim Injection

Formulation

TTHI] T=neE o fafdr: TY. 31U, Ja: 3ifdH IR SR B3 Dt dRIG: 01.10.2022
26 04.04.2023 7858260-00008 Ul IR SR} A &t dRIG: 03.03.2021

PRED RIFES
Rfeulig Teiey
[ERAREH

8. Sy ferimror / it R

FrAE AU & A F 1Y 3qgd
3qud T T () | I THR =0T ure / 3MYR
- FHR (PR&UI BT | R
UPHR) HIACIA
SRt RIEEISIN] 723-46-6 TWA OEB2(>=100< | 3ffaRa®
1000 yg/m3)
R INGIER] 141-435 TWA 3 ppm ACGIH
STEL 6 ppm ACGIH
Trimethoprim 738-70-5 TWA 400 yg/m3 (OEB | 3fidRe
2)
goifeafar g ; Eﬂg?ﬂ%ﬁ@?ﬂ(@@r fgu-fed it waaem) Fifid s &
T;E Sonf=aiaT fFRa=or 3R fafmior menfiet o1 swaa
|

T+t SifrafaT Pzl &) oReR feue gR1 Sriffad 8
IR 3R IdTa!, BT, 3R TATaRu B &1 & ol GMP &
Rygidl & SR arferd foar s =nfgul

TAITRITSl Tarer1 & forg faRy fFasr ) sieed T8l g

IEEICEICEIK IR
YT aeht s=g L 3R Tl R e dfeds Iudsy T8l § a1 TaueR
3T SRR faen-FAd & arex vaueR Uefid #rdr g,
Al T YRET BT SUANT DR |
flheex THR L Ygad U 3R HeE ary UHR
g1l Yaeh sara
B A g
i et srema D IgS Tiies AT & 1Y PRETIATURH |
3R HTH & HIGId a1 Tiafafer & ¢a ot fRufaar, go o1 wRe
e &Y, o S hred ug |
3R Y, Yo, I TR o ATHAT 1Y TG D1 FUTa1 81,
TroRiices a1 gY X BT 3= W& UgH|
91 U4 IRR Taeh Fa1g .l a1 YARTRITE Bie & T B
Wl d9dt I L 3R MR UGN & SR AT & WU | 3T B YU 3,
@B A P WM S B 3 G0 BT qonferar 3R JRa
QaR UeT HY |
TART & SRM, BHT, YT a1 43U 7d HY |
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g ser e I MSD [ e
Sulfamethoxazole / Trimethoprim Injection

Formulation

TTHI] T=neE o fafdr: TY. 31U, Ja: 3ifdH IR SR B3 Dt dRIG: 01.10.2022
26 04.04.2023 7858260-00008 Ul IR SR} A &t dRIG: 03.03.2021

T HUS! B! 81 F a8 &1 R J SxaHTa B

JiayT & THTdT Tarer H Seiifare Fa=or ot aeten, 3fa
T GREM IUHRT, Iy ST SR ufk=iie= ufehanat,
MNfTs Tz AR, fafeer AR ok Tarimet

=01 1 ST QM BT A1
9. ifae® ud varaf=® ur
ferae EC
Rl ;g Ula
Ty D Sa1 Uy e
Ty Pt g © 32T U g
ViR © 95-105
fUga/8S &1 aruaH L ST IudsY gl
URY® I9a- B fdg/IqeH ST IUA g
@1 A
R foig : e Iy el
TR B &R D STl Iud el
SIS (319, 19 ) e o e
ST (ARt Teref) : 3T IUds e
I fawpie T/ I=@R : 81 SUdsy g
&1 fawpie T/ et D SaT IudsY e
SaARIdr AT (@8R
Tadfaferd fadie)
I Ead : ST Suasy el
rue Y g L ST IudAY gl
RICEBEC] L Sl IuTsY el
BEC| ©1.050 - 1.230 g/cm?
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& et e €I MSD [ .

Sulfamethoxazole / Trimethoprim Injection
Formulation

TEHRT Tened &1 fafd: 9. 8109, Fa: 3ifdH TR SR} 31 BT aRIG: 01.10.2022

2.6 04.04.2023 7858260-00008 gl SR SIRI R & dRI: 03.03.2021

N
g A faogan Sl IuAs gl

ELISRRINICHCS] SR

SfgeHId/ar)

3SR &1 L 2 IuAsy e

Y BT dIHH © SC1 3UAs gl

BIEGINERSAIE)
[ERSAIR] 31 JUdasy el

faeples urRayTd . fowpies el

STRfiaRT & TURGHTd : g uerd a1 iy &t sfafieRe ariferd 8t fovar man g

3MUIfdH HR D 3l IUAs el

HUT BT HIY | o

10. fRu=ar aur ufaferaar

iR . Siffspariiddr & TR & ¥ H Fifepd 8l
T fRURT D I fufe A RR B
URGmeHy ufafparait D O 3B R® Toicl & 1Y Ufafshdr HR Ihdl &
g9 yfyfaal 9 o< . 3
ST AT L SoieRufig Ty
3T
e uerdf ¥ shfay . PHIS TR I (BoRSY) 3ge gerd Jd e
11. fwmasnfora g
TPHF 3REUT (THUIGR) P TR I gRT TG0 BT
O ISR @ § Iudh
fTer
i § Tudh
GIEACLIESEI
T R 1 eRS 8 IHhdr gl
LK
g Mifae faradar : SfforaTcl fasTaaT SIgHM: 4,368 mglkg
SRERRIUEIGRED]
GIEENENCEICSKI : SffquTdt fawTaaar SIHM: > 40 mgll
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el e Kt €I MSD A

Sulfamethoxazole / Trimethoprim Injection
Formulation

TTHI] T=neE o fafdr: TY. 31U, Ja: 3ifdH IR SR B3 Dt dRIG: 01.10.2022
26 04.04.2023 7858260-00008 Ul IR SR} A &t dRIG: 03.03.2021

o g & o Hudh (TaUIoR) g3 4 h
TR1&0T aTdTaRur: Ty

WIBT: TUHT RIbT
GER:EIRACLIESGI : Sffaardt fauTedar 3[HM: > 5,000 mg/kg
SRERRIUEIGRED]
3qya:
1,3-f&qa51-5-0l:
g e fasmaddr . LD50 (JgT (XT)): > 5,000 mg/kg
GIERSEIRACRIESG © LD50 (JgT (XT)): > 2,000 mg/kg
fewoht: ve SRfY I & Ser R snenfd
TpTAY RIS
g s faeTaddr : LD50 ({8 (HI3Y)): 2,300 mg/kg
FATIAHTS:
g e faTadar :  LD50 (JgT (X€)): 1,089 mg/kg
e Y fasTedarn : Sforardt fasTeaar $EM: 11 mg/l
foram Tma & ford Judh (TRTUSR) §3MT: 4 h
BRI RCI | C R G LY
WioT: faxvg & haa
fewoft: wsta ar &t fafge & SR R
GIEACEIRRERIESGI © D50 (&1, AraT (fhHe)): 1,018 mg/kg

Trimethoprim:

g e fauTadar : LD50 (JgT (X€)): 1,500 - 5,300 mg/kg
LD50 ({8 (HI3H)): 1,910 - 7,000 mg/kg

g fawredar (RS & o1 LD50 (TgT (}T)): 400 - 500 mglkg
1) TAh R & IR: FeAReIgd

LD50 (P0): 90 mg/kg
TITDHRMA & IRd: A RRT

LD50 (U (HI3¥)): 132 mg/kg

THBRA & I: 3fd:RRT
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T seT e CIMSD /A v

Sulfamethoxazole / Trimethoprim Injection
Formulation

TEHRT Tened &1 fafd: 9. 8109, Fa: 3ifdH TR SR} 31 BT aRIG: 01.10.2022
2.6 04.04.2023 7858260-00008 Ugdl 9R ORI & B dRIG: 03.03.2021
91 & T eraerRee
Toflal Sa & 91 Ul pRaT g
3HdUdq:
1,3-f&areM-5-0l:
Uit DN
GRICa . OECD Utefur femnfader 404
IRIE G R A E |
femoft C TP S R & IeT IR uTiRd
Teprad eI I:
TSI WY
IRIE G kA E |
FOR L IEGE
TSI N0 1]
gy D eR® 3 fFe ¥ § °¢ & TRTUISR & dlg
iR A7 gfakdeH
3irEt &1 TR g1 ugaTa g
3dYd:
1,3-f&aregM-5-0l:
TSI N0 1]
T :  OECD udiefur femntad=r 405
oy L 3l 1 oe, % feAl & iR fad
fRuguf) © TH oY gl & SeT WR suid
FAAHTS:
TSlTfa WM
gfvomg © 3G R IURGd-g UHTS
oI a1 UG GAT DT
AT DY gITR AT
JUA STHBHRT TR G i Tai|
YTI-YYT D GITSTdT
JUAS STHHR R Figpd Tal|
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[qR& SeT e

€3 MSD [} v

Sulfamethoxazole / Trimethoprim Injection

Formulation

TEHRT Tened &1 fafd:

TY. 31U, Ja:

3ifdH TR SR} 31 BT aRIG: 01.10.2022

26 04.04.2023 7858260-00008 gl IR STRI &R &I dRIG: 03.03.2021

3HdUdq:

1,3-fEoa81-5-0l:

e &) b  ARiASeRE o

YU (THUIER) & I A Y YUp

P[]  frE o

NED] . OECD URiefur fa=mfd=r 406

Rome L BUTHSD

fewoft : TH oY AR & ST WR uid

LRI EE T

RI&U Dt fe L OIA-feeTE-oRign

YU (TeRTIR) & I L gud

Ut : v o

fRume . BUTHSD

ZAAHTS:

e ) b ;BRI ¢

U (TRIURR) & I L I Y U

P[]  frE o

ko L BUTHD

Trimethoprim:

e ) b ;. ARITESRE ¢

U (TRIURR) & I G o}

P[] : frE o

gRom L T ARYeTEeR e B

SHaT] 96 WermHRid!

JUAS TSR TR aFfiepd gl

HdUd:

1,3-f&qa51-5-0l:

IEBIEERIREESIEM) TRl ot o St Yeeh fausta ufvads &t St (AMES)
URuMe: BUTHS
TRI&01 B fh e IRR & d18R UMl B DIRIDI3M BT oA
IARad Tiem
o UMD

IERICCRIISEESEE L TRIET B o AT o TIRINITSE JEATND T URT&0r
(Shfad 9Tof # ArseioiHicd IRW)
TS Oy (H139)
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g ser e I MSD [ e
Sulfamethoxazole / Trimethoprim Injection

Formulation

TTHI] T=neE o fafdr: TY. 31U, Ja: 3ifdH IR SR B3 Dt dRIG: 01.10.2022
26 04.04.2023 7858260-00008 Ul IR SR} A &t dRIG: 03.03.2021

IR IREED
feuoft: e S it & a1 W nutid

Wgﬂﬁa : Tter & fore: dedifvar deeh faudta ulkadH @t Sirg (AMES)
IR IR ED

TR0 B e BT TaeH 3% 34 fagt
RIS IS

IRt 3 faal L URIEU B e R (34-faal AnferE aF TR
mﬁ@@ﬁ%w,aﬂmwﬁ@m
- ga

GROTE: UM

RrernaiRict 34 fae : Tterr B fre: dedifvar deeh faudta ufkad @t Sira (AMES)
IR IR ED

T B fhe: IRR & I18R TURAT BT HIRb13M &1 ST
Iafad uieor

TBT: OECD Utequr femnfader 476

Ry FUdS

G801 D1 fhe: ShIHeIH TsRRH ¢ 3 fagt
TRy HUTEHS

foHIcIRct 3 faar L ORI &1 TR TUTRAT o TS GEATYS 1 TR1eo
(Shifad wroft # Argeomic® uR)
TS Ju& (H139)
TRTHRH & I Sl
TRIBT: OECD TRIefu fa=m-aw 474
Ruma: BUMED

Trimethoprim:
IEBIEERIREESIEH) Ul o) o St Yeeh fausdta ufvads @t St (AMES)
o UMD

TR1&01 D1 forey: TRy fauy=
URumy: BUTED

Te0T ot fohed: IRR & T1ER WUTRT] DI BITRABT3M BT S
Iafad ulieo
RIS IREED
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& et e €I MSD [ .

Sulfamethoxazole / Trimethoprim Injection

Formulation

TEHRT Tened &1 fafd: 9. 8109, Fa: 3ifdH TR SR} 31 BT aRIG: 01.10.2022

26 04.04.2023 7858260-00008 Ugd! R SR} A &1 dRIG: 03.03.2021

U&7 o1 fored: ST &ffd Ud GUR, TR &t iRt o
3 gd ST TTAuu(ERR T 918)
RIS KD

ISBICERINEESEEE) L WRIEU B b ISty
Uit <81 ()

- BUTHD

TRI&I0T 1 for e UG fauee
PKIIGRIGE]
IR IREED

FERSHB

JUAS TSR R aFiiepd al|

3d4d:

TepraUTaIeI:

TSI ¢ Y& (HI3W)

TEHH A & I R GG

P gg & ford Iudh . 26 IWE

(TRTAISR) g3

gikomy FHUTHD

3 fourar

3T R & g1 Ugam &1 g

3dYd:

FAAHTS:

3(ARdT & UHTG L TRigr B fohe: &l Uil greddTaH fawTadan sieqa=
goTIfar: T (X©)
UGB R & I: FRTe T
TBT: OECD Ullequr femmfAewr 416
TR HUTEHS

fewguft: T S IERET & ST W muTiRd

T RY & e R uyEl - geo ot few: yor-miw Ry fdem|
goiTar: <81 (<)
TWIThRM & IR: F91a
TIBT: OECD TR fe=mesT 414
Ruma: FBUMED

Trimethoprim:
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T seT e CIMSD /A v

Sulfamethoxazole / Trimethoprim Injection
Formulation

TEHRT Tened &1 fafd: 9. 8109, Fa: 3ifdH TR SR} 31 BT aRIG: 01.10.2022

26 04.04.2023 7858260-00008 Ugd! R SR} A &1 dRIG: 03.03.2021
(ARl b YU C e ot fbe: Idvar
geTifar: IeT (XT)
TRAIHTE & I Afe®

JdRdT: NOAEL: 70 farm/fm sRites 4R
GO Yol &9dT TR UHTd el

M RY & e R uyEl - weo 3! few: e
geTifar: IeT (XT)
TEHHTH & I NEH
faDb TS fauTeIan: LOAEL: 70 farm/faet -RiRe YR
qfRomy: Faeid fRIg] )R g4E|
fewolt: O1q fauTadar &1 sraeie- favar |

ieror &l fbe: faswry

goTfa: g7 (X©)

TATH R & I MRS

fadwr s faurddaan: LOAEL: 70 /e IkiRe UR
UiRumy: Yo fasTed TqmE|

feuoft: O1q fawrdddr &1 sradia fasar T

W& &1 foe: [ddr™

Uit 8T (RT)

TSI & K Hifd

fomraTe® fauTaddn: LOAEL: 15 fE/fa IIRING 4R
gfomy: Yo fasTed TG |, SReIfSid JuTa|

W& &1 foe: [ddr™

UM gHTeR

TS YA & I Hifd

o TH® fauTadar: LOAEL: 1.7 R/ IRING HIR
gfvomy: Yo fasTed TG |, SIS THTd -Tal |

Wi oI fvw: [de™

TSI @A

TS IH & I Hifdd

fomraTE® fauTaddr: LOAEL: 100 BT/ IRING 4R
qfomy: Yo fasTed TG |, SIS THTd -Tal |

3T fANTeRAd - Sfiche : 3fOTTd FRIR] & g1 Uga &1 g

STOT - Ushd Siifaw
ATT-YYTT Jra=h oo Iel pR Fobdl g
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e Ser e €I MSD A

Sulfamethoxazole / Trimethoprim Injection
Formulation

TEHRT Tened &1 fafd: 9. 8109, Fa: 3ifdH TR SR} 31 BT aRIG: 01.10.2022
26 04.04.2023 7858260-00008 Ugd! R SR} A &1 dRIG: 03.03.2021

3dd:

FYAHTS:

3ffhe L AT Gl S ST R bl g

STOT - 3ET Sifgw

I BT A1 TRIGT THRIUISR (31RY AT 3T Y T Ugal bl ] 1

3dYd:

FORIGLIEGE

3ficper L g o} BRMRew/f a1 SR &1 Pl Wigdl R P
Ul TG YHIT et s fed 7

Trimethoprim:

e 3aud Ry AT

fipa : a‘”r%fmqgmﬂm&rwéﬁu?saﬁa‘f(ahwgﬁw
Ugard g

U G fauTaar

3dYd:

FOR L IEGE

vt LRI Re)

NOAEL : >120 mg/kg

QﬁﬁaﬂwqaiTRa :

fpam g & ford Tudh : > 75Days

(TEUISR) g .

fewuft : T oYl AR & ST WR SuiRd

LR LRI Re)

NOAEL © >=0.15 mgll

TWITH R & IR LN T (SR a)

fpam g & ford dudh . 28 Days

(TRTAISR) g3

T . OECD Utefur femmfacer 412

Trimethoprim:

Ty LRI Q)

NOAEL ;100 mg/kg

LOAEL 300 mg/kg

TP & I :

fram g & ford Iudh © 6 Months

(TRTAISR) g3
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[qR& SeT e

€3 MSD [} v

Sulfamethoxazole / Trimethoprim Injection

Formulation

TEHRT Tened &1 fafd:

TY. 31U, Ja:

3ifdH TR SR} 31 BT aRIG: 01.10.2022

26 04.04.2023 7858260-00008 Ugd! R SR} A &1 dRIG: 03.03.2021
A& 3qgd L IR O, fORR, Uiy U, UIsRIsS
BT LRI (XQ)

LOAEL . 300 mg/kg
TEHAIHH & I :

fra g7g & ford Iuds : 3 Months
(URTAISR) g3

&g 3agd C IRy Tl
Pl - |
NOAEL : 2.5 mg/kg
LOAEL © 45 mgl/kg
TEHAIHH & I - OfE®
o gmg & ford gusd © 3 Months
(TRIUISR) g

eI 3fggd D I, YIRS
YN A0

JUAS TSR TR aFfiepd al|

TG SIRaW & 1Y U

AdYUd:

Trimethoprim:

e o D &g 3aga; RY FwT
INR; IR Yaeh a¢, Adal, Iect, adl W aId I, TIah,,
RRee, AFR® sfawre, YH
12. uTRfRufa@a Ja=n
gri¥fRufae faumaar
HAdUd:
1,3-f&qag1-5-0l:
a3eh ol fauTedar © LL50 (Pimephales promelas (eb?%g &Eﬁ)): > 100 mg/l
o g & ford Tudh (TaRUIoR) g3 96 h
fewoh: ue SRfY g & Ser R 3nenid
SHHTT g 3 He-fed :  EL50 (Daphnia magna (dTex il)): > 100 mg/l
ERERCLIESEI] o Tg & ford Tuds (TaRTUIoR) g3 48 h
fewoh: ue SRfY g & Ser R 3nenid
PEIR SRR I AR CLIERG| EL50 ( Pseudokirchneriella subcapitata (Bﬁﬁiﬂﬂ (Qc_\rﬁ)): >

100 mg/I
o Tg & ford Tuds (TaRTdioR) g3 72 h
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& et e €I MSD [ .

Sulfamethoxazole / Trimethoprim Injection

Formulation

BT BSEIREEARGIRE TY.31.09. AR i IR SR A DI dRIG: 01.10.2022
26 04.04.2023 7858260-00008 gl IR STRI &R &I dRIG: 03.03.2021
femoh: ve SRfY I & SeT iR 3nenid
NOELR ( Pseudokirchneriella subcapitata (Eﬂﬁiﬂﬁ (Qc_\yﬂ)): >
1 mgl/l
o Tg & ford Tuds (TaRTdioR) g3 72 h
femoh: ue SRfY IR & SeT R 3nenid
STtarugaf & fosTarddr : EC10: > 1,000 mg/l
e T & ol Tudh (TaTaIeR) g3 3 h
T 3 3 4 St 2 fAdwr 209
femoh: we SRfY I & SeT iR 3nenid
TR IS
B ENIEARELIESE : LC50 (Oryzias latipes (ST HS®T)): 562.5 mg/l
o g & o Wuds (TaRUIoR) g3 96 h
SHHTT T 3 He-fed :  EC50 (Ceriodaphnia dubia (31X Tih)): 0.21 mg/l
ENERSELIESE] P Ima & ford WU (TaTUIoR) §31: 48 h
QAT Wel ol fawedar ¢ EC50 ( Synechococcus leopoliensis (WW
STSYIIETRIN)): 0.0268 mgl!
o g & o Wuds (TaRUioR) g3 96 h
NOEC ( Synechococcus leopoliensis (@Wﬂ
RefafereTei)): 0.0059 mg/!
o g & o Tuds (TaRdioR) g3 96 h
TH-Therey (3Tl wereR 10
[ELIESGD)
STarupsf & fosTartd . NOEC (Jfehgul HIds (F9T)): 3.76 mg/l
TRIT: OECD TRI&UT fGME=T 301D
A3en @I fauTedar (RR&1feiee © NOEC: 0.533 mg/
fwTaTa) - ama & ford WU (TaUIoR) g3 21 d
ST Danio rerio (ﬁﬂ@ﬂ ﬁ?‘-‘ZT)
BT Td 3 Se-3fed . NOEC: 0.01 mg/l
ERERSELICSEINEREAINED o Tg & ford Tudh (TaUioR) g3 30 d
[ELIESED) USTIfd: Daphnia magna (dTex Ui
TH-Thaexy (RR&Iferd STaer 10
[ELIESGD)
FORIGEIERE
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[qR& SeT e

€3 MSD [} v

Sulfamethoxazole / Trimethoprim Injection

Formulation

TEHRT Tened &1 fafd:

9. 8109, Fa: 3ifdH TR SR} 31 BT aRIG: 01.10.2022

26 04.04.2023 7858260-00008 Ugcll IR SIRT A & dRIE: 03.03.2021
EENIEARELIESE - LC50 (Cyprinus carpio ( W)) 349 mg/l
o g & ford Tudh (TaRUioR) g3 96 h
SRIEAE %67/548/%%@ , Ua T, 4t 1.
ST Td 3 Se-3fed . EC50 (Daphnia magna (dTeX TT)): 65 mgl/l
ERERCLIESEI] o Tg & ford Tuds (TaRTdIoR) g3 48 h
WIeT: (6= 67/548/5.3 41, T df, 9.2,
QAT Uil o faweddr Z3RATYo ( Pseudokirchneriella subcapitata (Bﬂ ard (Qc_\rﬂ)):
2.8 mg/l
o Tg & ford Tuds (TaRTdioR) g3 72 h
T TS e ﬁé‘m 201
NOEC ( Pseudokirchneriella subcapitata ( Eﬁﬁiﬂﬁ (Qc_\rﬂ)): 1
mg/l
Ww%%ﬁw (THIUTSR) §3MT: 72 h
T 3t 2.3 . e fAdwr 201
Gﬁaqshﬁﬁw © EC10 (Pseudomonas putida (ﬁ@ﬁmm )): > 1,000 mg/I
o= Tma & o Wudh (THITIoR) g3l 30 min
T 371 3.3 . T A= 200
oo &) faureaar (RReifae :© NOEC: 1.24 mgll
fwTaTam) - ama & ford WU (TaUISR) g3 41 d
USTId: Oryzias latipes (3(R-3S fraithan)
T 3 3.3 . T Rk 210
SWHATTd 3= de-3fed . NOEC: 0.85 mg/l
ERERSELIESEIREREAINED - Ima & ford WU (TaUISR) g3 21 d
IGEIETE)) USTId: Daphnia magna (9Tex Uil
Trimethoprim:
EENIEARELIESE ©  LC50 (Pimephales promelas (ﬁv?%@:’ ﬁﬁﬁ)): 100 mg/I
o g & ol Tuds (TaRUIoR) g3 96 h
@'q?ﬁTITQH 3 efed - EC50 (Daphnia magna Straus (ﬁ'c')): 92 mg/l
ENERSELIESE] o g & o Wuds (TaRUioR) g3 48 h
AT/ die o fauTean EC50 ( Pseudokirchneriella subcapitata (@93 HAANTET

| JaPHfueren)): 80.3 myll
o g & o) Wuds (TaRdioR) g 72 h

NOEC ( Pseudokirchneriella subcapitata (EQQT Qard (Qc_\rﬁ)): 16
mg/|
o Tg & ford Tuds (TaRTdioR) g3 72 h
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g ser e I MSD [ e
Sulfamethoxazole / Trimethoprim Injection

Formulation

TTHI] T=neE o fafdr: TY. 31U, Ja: 3ifdH IR SR B3 Dt dRIG: 01.10.2022
26 04.04.2023 7858260-00008 Ul IR SR} A &t dRIG: 03.03.2021

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

EC10 ( Anabaena flos-aquae): 26 mg/l
o Tg & ol Hudhs (TaRUioR) g3 72 h

SHarugedt o faureddr : 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
fpaa T % R G (TEHINR) g3 3 hrs
WY& B} fe: %rr\f{mﬁwa?

T o 3.9 S T Adwr 209

Ao &) faureaar (RReifee :© NOEC: 0.157 mgll
ICLIESG)) - Ima & ford WU (TaUIoR) g3 21 d

EIGT%@ETQ%QT
BT Td 3 Se-3fed : NOEC: 6 mg/l
SR fuTedar (RRa1fers T I o ford Wuds (TaRUIoR) g3 21 d
[ELIESED) U7 Daphnia magna (dTex U<i)
RITRAE 3R Sraspaforaar
SdYd:
1,3-f&aIaM-5-0l:
S AU B AT q@ﬁ;wm:ﬂﬁﬁ%amﬁﬁ&mm(WW)
aran
feouft: we Sift It & Ser wR snerfa
TepRTe:
SfId SHIHHOAT BT & D GIRUTY: IHT & 1Y Ui diid H SashHUIBRI
CRIE SRR
3IHHUT: 0 %
o Tg & ford Hudhs (TaUioR) geim: 28 d
TIPT: OECD TR0 fa=mie=1 301D
gdAAuTE:
S SAHHUIT BT & : RO G & A1 Ui idd aRid o SHTHHUGRT

(SrafsTsia) g1 arar
STHATET: > 90 %
o g & o) Hudhs (TadioR) geim: 21 d
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& et e €I MSD [ .

Sulfamethoxazole / Trimethoprim Injection
Formulation

TTHI] T=neE o fafdr: TY. 31U, Ja: 3ifdH IR SR B3 Dt dRIG: 01.10.2022
26 04.04.2023 7858260-00008 Ul IR SR} A &t dRIG: 03.03.2021

TWoT: 313,913 e M AR 309U

Trimethoprim:
A AT I eal ¢ RO EA & Wi WP Tad deid o SabHUGRI
CRIE SRR
SIHHUET: 4 %
o Tg & o Hudh (TaUioR) goim: 28 d
TRIT: OECD TRIEUT f[GRME=T 301D

giRomH: Sidf-ed MdHiad did J aHAuGR] (FRsTsiad)
T g are

Sfaes ITHHUIET: 0 %

o g & o Hudh (TaUioR) gaim: 28 d

TRI®T: OECD TRTefu fa=nf-a=r 3028

Tyifaa wfae d=ou=
3qYq:

1,3-f&atag™-5-0l:
fqurer Turies: (T :  log Pow: -0.65
3fgeHIa/am

TP aETe:
EICCaERE] . YSlfa: Cyprinus carpio (&Td)
TG e (d-ITTH): < 120

ELISRRINICHCS] : log Pow: 0.89
e arn)

Eﬁaﬂﬁ-‘l:
ELISRRINICHCS] : log Pow: -2.3
SR TRIBT: OECD URTefur fa=m=esr 107

Trimethoprim:
ELISRRILICHCS] . log Pow: 0.91
3fgeHId/ar)

gt & nfo=fieran
31 IUAS el

3= ufaed guTa
ST IUAsY el
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& et e €I MSD [ .

Sulfamethoxazole / Trimethoprim Injection
Formulation

TEHRT Tened &1 fafd: 9. 8109, Fa: 3ifdH TR SR} 31 BT aRIG: 01.10.2022

26 04.04.2023 7858260-00008 Ugdl 9R ORI & B dRIG: 03.03.2021
13. frer ifgard
fAye™ & TP
/Y I 51 9 (e . WY fafaet sy s |
Fs Bl ATel H 7d B |
afa ofdh : GTel fesE ) 3% Dl gSd B arel Bt ? gigdHaiT ar
T & ol o S|
AR 3rgyT fafafdy =1 fopan . sivrgad SauTe & w9 o
fAgem 31
14. af¥ag g
SeRiga fafram
UNRTDG
UN &R : UN 2491
A9 &1 9et A : ETHANOLAMINE SOLUTION
if © 8
o U [
gd 8
31ms T & T3t ot 3R
/313 8 TR © UN 2491
CARRGIE : Ethanolamine solution
if © 8
e U [
NE . Corrosive
fEsardd ot fgermd @RM - : 856
REIESRE))
et ot figerad @t gars 852
SEE))
g T St -Bis
UN &R : UN 2491
A8 &1 9et A : ETHANOLAMINE SOLUTION
(Sulfamethoxazole)
if : 8
o1 U o
NELS . 8
EmS Jfgdr © F-A, S-B
ﬂ’ﬁ?ﬂqw . gl
IMO JUHRUN & AR 4P A ufiagd o
3MYfef foh 77U e ae o forg ang 18t
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& et e €I MSD [ .

Sulfamethoxazole / Trimethoprim Injection
Formulation

TTHI] T=neE o fafdr: TY. 31U, Ja: 3ifdH IR SR B3 Dt dRIG: 01.10.2022
26 04.04.2023 7858260-00008 Ul IR SR} A &t dRIG: 03.03.2021

IuaRTHal & fore faRiy Araef=ai

T8l fu e uRae avifeRur Srad GemT & Jaie! & o €, 3R U U ¥ sFtdss Tl &
T U 3T & S o 3 Ren Ster Rite 3 iR g i foan mar 81 uRas @t fafdy, Sw
THRY, SR &= a1 <=1 & fafgwl o fafqedrsit & sraR ufkag affevur firm-firs 81 9ad g

15. fafraras @

gerdf ar frgror F g R, Wy, iR wafavur & fafawfaems

39 IATeH F 3aquq fAmfrfAd gaa< e & gfaa §:

DSL - Ryl =gt

AICS . fyffa =gt

IECSC : fuifed 8t

16. 3= GIAT

SRIPEEIRRIR] I 04.04.2023

Sifafvad SeRY

3T XM & Ihad & fod . %= ATd SDSs, OECD eChem ¥ 3{idR® d&-Id! Sel, Sel

PRACD R GEASIGE TIce TS IROTH quT R IJamafe Toie,
http://echa.europa.eu/

faqie urey . e Ay

3 SR & quf arey

ACGIH . gude| ACGIH JHRE M (TLV)

ACGIH / TWA © 8-Uc, Ug- gu i d

ACGIH / STEL © 3UpIfereh TaHUeR AT

AIIC - STENfe YAl &1 Sifeforrs gl ANTT - Wa"m@n@mm ASTM -

AR It Tierr TRIRICT; bw - STal BT Ti; CMR - BRI, Jeol-db a1 Yol favaT; DIN -

THT AP TH & faw 9Fe; DSL - ‘aiquazfﬁ%ﬁ(m) ECx - x% Ufdfehar ¥ a1
e, ELx - x% Ufafhar  FS AfET &R; EmS - MUTAHTaH ASId; ENCS - HISEl 3R AT
RS Uald (STAF); ErCx - x% s &) Ufdfhdr d 1 ddbad; ERG - SfUradblc wldfhar
TES; GHS - %wwwﬁ@q GLP - 33! YGITRITAT UAT; IARC - iR TR 38U & e
TSHl; IATA - SRS arg aRaeT THIRIERH; 1BC - Hﬁwﬁwwm‘raﬁ
%ﬁﬁmaﬁvwéﬁﬁu TfgaT; 1C50 - 31T Sifman FRIUTES HAdha; ICAO -
RIS AR faAA W13, IECSC - ﬁﬁwwﬁ?ﬁwzﬁﬁﬁeﬁlme sm‘rgﬁtl
ﬂaﬁwwmo RIS T TTe; ISHL - Sfieifiies QRaT SR WA BT (STAH);
ISO - A& & forT RIS Ea; KECI - aﬁﬂmlﬂa@wsﬁeﬂ LC50 - TRI&UT 3fTaret
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& et e €I MSD [ .

Sulfamethoxazole / Trimethoprim Injection

Formulation

TEHRT Tened &1 fafd: 9. 8109, Fa: 3ifdH TR SR} 31 BT aRIG: 01.10.2022

2.6

04.04.2023 7858260-00008 Ul IR SR} A &t dRIG: 03.03.2021

BT 50% 1 °GIdd Hdbgd; LD50 - URIEUT 3METE BT 50% 1 °dd GRIP (AT bl WRID);
MARPOL - STgTST & UgHUT &1 AT & T SIaRig ST, n.o.s. - g FAfEE ¥ Neh - faret
f98; NO(A)EC - Sadib = fdbar M1 (wlddd) WHE dda; NO(A)EL - 3fddid- 9 foear T
(UfdEd) THIT TWR; NOELR - TR-3AAGH-A7G THIT A a2; NOM - 3MfrwiRe Afeys fam;
NTP - PR fau-fas srdshH; NZIoC - 38T @t ol o $dedl; OECD - i wedl 3R
AT TE; OPPTS - IS JRET 3R UGHUT AHUM HATAT; PBT - RIRR, Wd-THAHN 3R
fawmad werd; PICCS - @A SR IS gerdf &t fhelidia gded); (Q)SAR - ([ETEE) I
TfAfAfY Fey; REACH - JRIUN T¥g 3R IR GoiidRul, Teidh, WRSR SR ufady aRug &1
fafa®= (EC) H. 1907/2006; SADT - W-digdl 3fqge dIgHM; SDS - YR&T sl 2ie; TCSI - dgar
I T gdest; TDG - WA HId &1 URdg; TECI - Uids AT g-dexl; TSCA -
fawTed uerd = sififaw (e Isa SMR®T); UN - §ga J1F; UNRTDG - BIH®RS IHH &
URTET IR TG WY BT RABIRRY; vPvB - Tgd WA IR Tgd SIa-TUHAHRUT ARF; WHMIS - HT-
RI WA AUl o1 Jurat

T QR&M 37 e & TS UHRA &I RGB! & Tl THSRI g9R IH, THGRT SR fayr &
SIUR TG § | TSR Bl YRI&T ST Y FUTEH, TN B3, UihaT B, T -, IRaeg &,
AU #RA quT Bie & forw Haa Anfes & T u o foma fasar man g qun fed yeR &t ardt an
T[UTaRAT T fAfERT 16T T SITET | U SR T ST 39 SDS & XY IR ggar! T dad
faRry areht @ Tefid 8 aur SDS wnl &1 farelt s arelt & TaeH H a1 fansht o ufshar °, 5|
I U1 H 7 FdT91 71 81, TANT &3 R 9 a1 81 Taball ¢ | It yaiarsdl &l @] 811 W, Uaiad
¥ Sifad Iare B SDS-URR & I BT SHHe B Uied eod B, TANT R, Ulcham Hx-
TUT T TR & 30 3iF &1 & ARy T & SHaRT SR Ry ot weten & a1fgu |

IN / HI
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