W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Sulfadiazine (40%) / Trimethoprim (8%) Liquid

Formulation

TeHR Tened of faf: Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016

1. IIG T HHH! B Uga=

e 9 . Sulfadiazine (40%) / Trimethoprim (8%) Liquid Formulation
UgdM & G dRIdh © Tribrissen 48% (A005320)
fFratansmyfdeat
ST MSD
qdr :  Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
NIaE] © +1-908-740-4000
HTUTdPRTT Sl TR : +1-908-423-6000
3-0d T Udl : EHSDATASTEWARD@msd.com
7O uR Ryerieer o ufadsy
ReuTss yam ;Y] Fafdrear Sarg
JUANT IR giday . UAg e
2. Wax 3t Ugg
fAmtor, YieRUT 3R & ST WaRATE THEA awTastt, 1989
TffmRor
SgA-1 & T | & FuiRa THES F IR WaRAS & &9 & Fiied T8 8
it . ¥-affevur
CICACRIESEIRCUEED) D faumTy
TUS! GABRITITIoH . gE-PHIRI LT
TR =3 &ffa/aae : faumT g
HT-THT BT IR : faumyg
S T o faymR
fAf¥a aeg-sir fess fawedar @ faumTs
- TP SR
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Sulfadiazine (40%) / Trimethoprim (8%) Liquid

Formulation

TEHRT Tened of faf: Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016

ff3a deg-of Sfew fawmadar @ faumT R (sifRy weem)
- GRTId 3REf

SAPITD (VSd) ST WaRkT  : fAYUT ¢
rH@BIfa® (SN0 S @akT ¢ fAumT ]

oI UE.TY. A9d dd

FE L $&ho

T e

1 el SR ! H303 e W gIM®RS &l 9l g .
H314 & R TR STeH U 3fidl o) g1 ugen gebdr g1
H334 FIY GRT UGl X W Teloll AT YTH-INT o &0 T 48 H
HISTE I B Thl ¢
H335 YTH-T4TH Gral ST I B Al ¢ |
H361d 3falTd fRIY] &1 g1 Uga™ &1 dag|
H373 <Y Teile I TARTg TaRIUISR (SR AwT) 3T b e
Ugl gl g |
H410 STeTeR Siia TR T R TUTd 3R I1 8 3= fava |

TEfaard/gdfau™ §a SN

P203 IUAIT I3 ¥ Uga quft JRerm e o) U &%, ug iR
JTHI UTe B

P233 & Bl HY R dG TP G |

P260 PIET AT YT HI 1Y H 7 |

P264+P265 TWIT & dTe 1T 1 Sl d¥e I el | il 1wl
JUI

P271 ad sT8R 1 gaft afeaiz & T SuanT &3 |

P273 dTdTeRUI H 1S+ J URER B |

P280 I&fTeTd S/ I 3R 311 TR/ I&/01 U |

P284 YTH-UHT I&UT UgH

[CASE

P301 + P330 + P331 + P316 3R fA7at foran g1 Hg &1 urit ¥
IR () IR Iec] DI (3599 AT FRAY | dabldl STATaahIenT
B ENIRHEGIRISERT

P302 + P361 + P354 + P316 3R &<l W IR STT: ¥} Hgfdd
HUSI B T IAR ¢ | B B B qed I I el | dbTd
TUTAHIC T feifored TgrIar U & |

P304 + P340 + P316 Jfg T gRT IgUI IR O: fdd &I arolt gal
T A OTE 3R 1Y o & o SR foferd | IahTal STaTdesTet
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& sel e

TIed FRAMSSIS YeH & 38R

Sulfadiazine (40%) / Trimethoprim (8%) Liquid

Formulation

TTHI] TRMeA ot fafd:

14.0 17.06.2025

T30y, daR:
508645-00028

€3 MSD /) e

3ifdH IR OIRT FRA &t dRIG: 14.04.2025
Ugal! IR SIRT &R & dRIG: 10.02.2016

ferfeb e Femae ured 3|
P305 + P354 + P338 + P316 3R 3f@l A Idll S| 3 e
Jb T UM ¥ €Y | 3R Pidde AF TR 81 dl 3= fHeprer

3T &1l (epTel & | deebTel SHTUTAIepTel feifebedt HeTae ured

P

P318 3R 3MTaRYT 81 1 faear 81, e garg 1
P342 + P316 3R XATY-URIEN & AU dhTd SHTATIHIH
ferfor o TgTaar T e |

P363 GAYINT § Ug Hgvd a%d o o |

P391 TADId UHHd B |

HSIRUT:

P403 3 TaTa- aTelt oRTg | IfId e |

P405 HSR ad H|

frarur

P501 . s @1 AUeRT Wigd o SRuvd HREH A

P

3= gIf~at foeT ufumd W=y qiffeur 981 giani

S{IITd

3. 3Gl BT HICA/STHBRY

gard/ g . fayyor
3agd
IS T F U () - TR | TS (HEAIH) (%
/
Sulfadiazine 68-35-9 >= %WL 50
Trimethoprim 738-70-5 >=5-<10
QIfSaH eRgIRsS 1310-73-2 >=5-<10
2, 2' SHASIYFIA 111-42-2 >=0.25-<1
4. UTyfire RifeeT & U
M A8 D 3R gYeHT 81 1 d8d 31 7 & al AfSHhd TP I qalle B
_ SIS T&(U1 € X I1 Xebl 1 &R FRUFd H Ferfecdia Hare o |
SR WG GRITEUI G ST © Ife |9 gRTI60T o feram ST, ot freft et gar o o |
gfe |1y 5 B Y, P Fie-faf 4 @ Q)
gfe AN T Hio 1 OllY, TR ¢ |
I fFfeicr gar A1
TR @ ¥ YU gl Sy . UUS B W, R 91 B HH F HH 15 T 0 o IR U
TH Y 3R Y g Wgfiid o T S JaR 2
T Fefefcm gar Al
QYN ¥ UGl o 41l
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ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation

THT Tened & fafd: 9. 81.09. 9 i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016

. QIR § UG 9 o B 3] e Uit

3R 3G I HUH gl ST . W® gH R, A G D HY A HH 15 T I oX IR UF
T U Y W B
3R BIcde Aol U8 8, 3R ITeh! IARAT MM 8l IaR < |
T R gare d

SR Tt fera e : gfg fATTe S, 957 ORd 7d B
e I Bl § ff Al ) S TP,
TSI 7 U3 BieRie Aex Pl BIF X ()
U1 & 1Y He 3] e peatl Bl
eI fdd &1 He & ok U7 & o AT

T Hg@yuf demr 3R L U & § SeH 3 aRal g

TUTG, A1 ot 3R ot 3[fere TRIUITR Ued § HiG ST 3R 3 49 bR}
(SR TN, SipTsied, Rufded TaRaw fewhard Rigm) &1
931 T ¢
fATTeH W TSRS 8l Webell 5 |
3irEt &l TR g1 ugarar g
T GRT T80T B3 TR TTsit AT Y- & A&7 A7 59
HISTE IO B Thl ¢
T T Se S PR ol g |
3STd RIY] &1 g1 Uga &1 Wag| .
ﬁﬁmgﬂﬁmwﬁwﬁﬁ(mﬁwugm

Tl g
Teitel STe & 919 UeT Rl g

Ty e & TReor L YT Fafored 3 aTell DI M1 GRE&T TR &I o1 A1fgT, a7
SN B! GHIET 81 W AT Y JafdIcs JRETEHD SUBIU
BT ITGNT HRAT A1eT (TS 8 &9 )|

[EERE A ANCE Rl L et 3R WA ¥ SURR HY
5. TR U
UG A=A Hifsam DoSa
QeI Ia- ORIl F
Ha SRAHAZS
RS CINEICE]

ST (3T G B HIGH - 3
A F ERARRT TR <87 I BT YU WY & AT Th WRT 81 Thell g

WRATH &g Il I PRE 3MESY
Ted JfiRTseyq

(3TT) G & oy aids . 98 3 O T Y S g aRfRf 3R rg-urg
qIATaRYT & 35 Bl |

I fooal 1 381 A & o TA-HER BT TR Y |
SR U1 BT YRIE § Al 3T & &7  &ifdg= dre-R Habra ol
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ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR OIRT FRA &t dRIG: 14.04.2025

14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016
SURCARGINIEREI
M S U iRV SaEd 3N o o WR, Wd-Fafd 419 IuHRor ugH |
JUHR AT Y& P TSRO T He |

6. ATHTeTP feedie Sur
Jafdasd ey, RemdTd ol &TES IUHR0T TN R |

JYHRUT TUT SATUTTDTAT Riera Fsfei R (WS 7 37 ) 3R fdrTa Jrem Iuaon
gfchare & gTdl (TS 8 T ) BT ST DX |
JgiaR Ui Fraenfar : gIdeRY H B ¥ URER B

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

TS ATHA | o J N (IaTeRuT: gz a1 aa Afdre)

Tgd ¢ T U 1 g1 Td FApTerT |

%@meawawmﬁ
|

THIE o3 AR Bad AT 3R Mo Tard § 9|

& uerd ud e ¥ Thard & forg ST a1 3 Iuged AHUTH USH R dlfds
T 3R 7 931 IS SE 1 18 yard ot U fasan S e gt
dl 3 ITGad ek SId IR TR P
IUYad TeRREC & 1Y hald &) AN ASRTd &l J16 |
RITHIG 1 AT fafaw 59 verd &t faFfa ok AueH &4 &
o AN &) Tehd §, T € I ATy 3R 3MgeAq W ot
9 uerd @) Refisl ot qwrg & IuhiT 7 a od g1 39 i

fofa 31 BT 6 P fariiom A g €
3T TSI & SFHTT 13 3R 15 $& R a7 151 Revrgrie
F IR A THSHR UM Hd g
7. TATEH 3R HSRUT

qP-tt U ;AU (THRIURR) § S & FFunel 99ma SIyrT & dgd
SNl IUg & |

R / $d dfca’E D 3R Ui dfeARH Srudsy g, ot wiHg e dfedwH &
1Y SUART He |

IRf&d gTue & g @A HUS R ATRA G

qraear DI A U S A AT |
BUEEG]
3ffEt 7 7 oM 1

AT & 916 @l I 33t kg U]

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

fod P HY IR I¢ I W |
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& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation

TXHIT TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SR} FRA BT IRING: 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016
Ugdl B Yac il oI, 3R 3T, Tetoll, didpifcre a1 simadf
4T I & Ul Yae=iial afaaal o 49 IAsieh! a1 dgah! &
1Y HTH B & oy 7 A FRifrcts I wmf &1 afgul
Y I B TN HRd GHY T, UHT T YHIH A HR |
BAP, §9IG 51 I Ap DI Ayl 3G, 3R TafaRur & 7 I
HH WM ¢
WRita vsrRur Bt uRkfRufaar St Re I Aat fopg gu fossit 7 771
YR dra H
Y PR G DD 3G |
8l vd vafe wmEn # a1 areft ST # W |
fa=Iy Wty faf et & SER HSRU |
39 yerdf ¥ & . Fufiied R & disae & 91y 9 39
Tt ufafosar #39 aral uerd ud fgor
PREMD WSS
fifieulig Toley
[ERARED
8. Sifed famror / fAeft qRem
HIIwT AU & AP & 9IY 3qUq
3qad T T (39) | G UHR g ured / YR
- TR (3IRE&TUT T Ritea
UPHR) HIACIH
Sulfadiazine 68-35-9 TWA 2 mg/m3 (OEB 1) | 3fidRe®
Trimethoprim 738-70-5 TWA 400 pug/m3 (OEB | 3fid®
2)
IS sreeise 1310-73-2 CEIL 2 mg/m3 IN OEL
C 2 mg/m3 ACGIH
2, 2'-ZHFISIYMIA 111-42-2 TWA (I 1 mg/m3 ACGIH
NERIC R
GRIGILEY)
golfrafaT Rz . grg-aTe! Uigar (O, feu-fed @Rd saeem) Fafa s &
gqsﬁasvﬁﬁw&n' =0T 3R fafmfor wrenfiet &1 sew
|
Taft goitfrafer gl @) uieR fewga gr1 srifad 8R
T 3R ITe!, BT, 3R TITaRUT &I & & T GMP &
Rygidl & SFUR Haferd fasan ST arfea|
TN JTem! & for faRiy fa=ur &t sievd T8l g
oot s=ma 91 Il
o1 Gaeht s L TR YT WM R dfeds Sudsy 7t § a1 TouieR

3Teh e SRR fa=m-Fd=i & 1eR TauioR Uelfd #Rdar |,
o 4T GREM BT ST Y|
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& sel e

TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Sulfadiazine (40%) / Trimethoprim (8%) Liquid

Formulation

TIHIT TNy @t fafd:
14.0 17.06.2025

Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
508645-00028 Ugall §R SIRT &4 &I dRIG: 10.02.2016

fheer PR
BT et s=mg
e

3T Yeeht s

<91 U9 IRR Iaelt aama

W dl daht U™

: fUASH TR
D RE-IH g
D ITRS RS A1 TN & AT gR&M IRAT U |

3R HTH & ARG a1 MAfaf) § ¢ &1 fufaar, o a1 wRed
e g, d S e ugH |

SR od, Y4, 1 TR & T W Tudh BT UG g, A
HRiies a1 IR AR BT 3T IREUT U |

© el g1 YN hie H BTH R
D 3R ITH ST & SR I & U & 3 Bt GHIGT g,

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

TRINT % SR, ST, YT 1 45U Hd B |

gfd HUS! Bl 9 & 91G &l [ I SXaHT Y|

gy & yurdt e o Soiifafar Fd=or o e, Sfad
AT TRET JUGHRUT, I SHNfeT iR uRR=ied ufesarai,
NN Tegar AR, faferar FTRE ok sgawmua

{207 T SEIHTS QA BT =BT
9. Wifa® vd Imafa® 1ur
fa@mae : fde
Rl SRR
Ty L STT3uds el
Y B qgle L 3o 3uds et
iR 10.0 - 10.5
fUga/ds o1 daruaH D ST Iudsy gl
URfYS e @1 fdg/Iaa- ST Suas gl
1 I
e fig D e IUAsy e
iR B &R D Ser U el
SaaRIEdT (31, 19 ) L TNY el
ST (R et : 3T I et
I fawpie W1/ IR L ST Iudsy gl
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation
TXHIT Tened & fafd: 9. 81.09. 9 3ifH TR SR} FRA BT IRING: 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016
SR T (IR
panfaferd ferdte)
P4 fawpie dar / Fech ST IUas gl
SATHRITAdT WA (TSR
panfaferd fordte)
Y gd1d ST Iuas gl
el I T D STl IUdSY g
e T L 3T IUAY T
LETe] : 3l Judasy gl
PN
T A faagar ST Iuasy gl
EEISERIVICARCS] : UdNg el
g /A
SICIZRRM &1 argq= ST Iuas gl
3Tge BT araHH L STl U gl
BIESIREEEAIRE))
fomifact ST Iuas gl
fqemics UrRayHd . foepies 81
RABN F ORIHTT g uerd a1 iy & shiefieRes aiffed e fasan T |
ot Rt
HU I Y D yaSy el
10. fRRar ayr ufaferaar
PIREIN : Siffspariiddr & TR & FU A Fifed el
T fRRAT g WifRufon A fRR B
uRdmeHy ufafearsit Ao SHiRiieR® Telel & Ty Ufafhar e Jbdl gl
g9 uRfufaal O o< 3
ST AT  SfiRfieroiy Teley
3T
3gge yerdf § Sifey . PIs TR 1A (FoRSY) 3Huge yerd Fid gt
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Sulfadiazine (40%) / Trimethoprim (8%) Liquid

Formulation

TeHR Tened of faf: Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016

Trimethoprim:

GIEREICEACLIEREI]

GIEARRICSGINAEIE e
)

qQfsaw gEsINSS:
SEEREACRIESEI]

11. fawrasnfa @

TG SREUT (THAUISR) H aR © I GRT TG0 H=AT

N THHRT T ¥ b
RSl
i@ § U

W fauraar

AT R g1 R 81 I |

LLACH

dg mfe : et fawTarTaT SIHM: 2,344 mglkg
TIBT: T RIBbT

AdYUd:

Sulfadiazine:

g Mifae fawreddr LD50 (A8 (H139)): 1,500 mg/kg

GIERSEIRAERIESGII . LD50 (JgT (XT)): > 5,000 mglkg
femult. ue Sl gt & Ser wR smemia

g fasmeaar (RUSM & 8=1 © LD50 (JgT (XT)): 880 mglkg

) UGB TH & IRQ: SRR

LD50 ({8 (H139)): 180 mg/kg

TEh R b IRG: - RRT

LD50 (T (}<)): 1,500 - 5,300 mg/kg
LD50 (38 (HT39)): 1,910 - 7,000 mg/kg

LD50 (JgT (¥2)): 400 - 500 mg/kg
TR & IRG: FeURead

~

LD50 (¢): 90 mg/kg
RUSHEGERIN

LD50 ({8 (AI3H)): 132 mg/kg
I S RRT

SfH T WY YUTcl! & ford &Rl |
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Sulfadiazine (40%) / Trimethoprim (8%) Liquid

Formulation

TeHR Tened of faf: Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016

2, 2" ZHASIYTATS:
GIERSITCCARLIETKI

SIEERERELIESEI

T & fore e

TofeT Sie & °Td UeT el B

AdYUd:

Sulfadiazine:

gRome
femof

Ifeaw gESIRNSS:
| [ofeoms

2, 2'-SAISIYETS:
EIIG]
gRome

TR 97 gfars<e

3t o iR g1 ugarar g1

3dyd:

Sulfadiazine:
EEIIG]
BRI
fewoit

. LD50 (JgT (¥2)): 1,600 mglkg

. LC50 (8T RT), TR (Ad)): > 3.35 mg/l

el T & fordl Tueh (TeRIUISR) G- 4 h
TRYEI0T ATATARTT: /g

: Ol B S
L UH o IRl % ST WR Seia

D RS 3 e a1 39 HH 99U & THIUITR & g

RS | 1
I @t ST

RSl | 1
: 3fiEl Bl o, o fa it & iR Rad
I e R 21 01 ool Re | D) R

D 3fREl TR UNTA-1T U
D DT OB TR ATEMRd

1) 1)
D 3fREl TR UNTA-1T U
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation

THT Tened & fafd: 9. 81.09. 9 i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016

oI 1 TS GATGIHIUT

T B guTdtar

IUAS TSR TR aANpd Tal|

YTI-UYT D GITeTdT

Y gRT TSV B TR TSN IT Y- O AT T 47 T HiSATS Id hR bl g
3{dad:

Sulfadiazine:

gdtermr of frey D AfETEeRE

SIS ;TR o

CIRIE] : & YRYegeR T8l 71

et D TS oI g & ST W 3nuiRd

Trimethoprim:

Tdtermr of frey D ARfEEeRE

U (TRIUIER) & I G )

EEIIG] Tl fo

RO D T ARYerseR e B

ifeaw gIESIRNSS:

qteror o foe . BgAH RUie $8ce U9 S (TR IMEUIE)-al & dagadmial
& JRIE AT Bt g &1 g

U (TRIUIER) & e 9 ¥ gudh

gRome . BUTHS

2, 2" ST

Tdterr of fore . ARSI X

U (TRTORR) & ) e s ok )

EEIIG] e o

GRICA :  OECD Uiteur fe=nfder 406

gRome . BUTHD

SaTY] 99 "ereHRel

JUAS TSR TR i Ta|

3AdYUd:

Sulfadiazine:

RO HUTHS

ISBIEERINEERREH D TR 3t fe: dadifear Teeh fawta ufvads &t S (AMES)
fewoh: ve oRft IRt & Ser W smenid
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& sel e

TIed FRAMSSIS YeH & 38R

€3 MSD /) e

Sulfadiazine (40%) / Trimethoprim (8%) Liquid

Formulation

TTHI] TRMeA ot fafd:

14.0 17.06.2025

Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
508645-00028 Ugdll IR SR & P dRIG: 10.02.2016

Trimethoprim:

[BEIEERIGEESIEE]

RERRPARE & Rl

~

fSrICIh Rt 3 faat

TRI&01 I fore: TR fau= .
TH&I0T YUTeR: Tl SReR USRI HIRTHTY
URumH: FumdES

fewgult: ue S IEfE & T W smuRd

D TR 3t few: dadifear Teth fauta ufads &t S (AMES)

URumH: FUmEG

TRI&01 I fore: TR fau=
URume: BUTHS

TIUT Bt fheH: IRR & F18R T UIRTT B HIRIB13 BT S
IaRad= utemr
URUMH: FUTEG

GY&r0T ot fobe: SIEAY &ffd Ud GuR, W1 ot sbiiRreprell o
A SITT TRAUIRRR ¥ §16R)
UfRuma: UMD

LRI & e ARdIgEN o

gonfar: 8T (<)
- BUTHD

TRI&01 I fore: g fqu=

USTIfd: {94
R HUTHS

TR 3t few: dadifear Teeh fausta ufad= &t S (AMES)

R HUTHS

TR0 &f fobed: IRR & I18R TRAT BT BIRAB13MT BT S
IaRad= utemr
R HUTHS

&1 DI fbe: hiHeld TsRRH o¥e 34 fagt
R HUTHS®

Terur o forer: TRt Sl 7 TRR & a1er Rex
pafes fafmy wa
R HUTHS®

D TR Bt fee: Tl & TEiNIge GerIiierg usier

(Shifad groft & Argeonfesd 1)
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation
TTHI] Tened & fafd: 9. 81.09. 9 3ifH TR SR} FRA BT IRING: 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016
UoTIfd: U (H13) ‘
TEHHRA & I 71 § YU
gRom: o
FHERSAPAT
IUAS TSR TR aNpd |
3{dad:
2, 2" ZHASIYTATS:
ESIIG ¢ U (HI3Y)
TAIBIH & I T Iud
fra gHg & ford dud © 103 gW®
(TEHUISR) g1
gRome . gRdld®
feaoft L yforar a1 HRfaTE! &1 1 ATl B URife T8 8 b g
LRI - TR ()
TGl h e & TR © 9T g Iudh
fha gHg & ford Judh © 103 gW®
(TEHUISR) g1
gRome D BUTHS
RS - A L a9 BT Uad Uoi fauTddT & o arifenvor oT T =gt
AT
3T fauTadr
ST R I 811 Uga &1 g |
 CUEH

Sulfadiazine:

MR R & e muyEl @ Wi ot e fae™
Tt g (T139)
TSI & I HikdD
HIYRUT fASTedT Arges: NOAEL: 1,000 T/ emiRes 4R
RO TdM W YOIAwTea THTd 3R U1 TH1d Padt 3=

HIqP FU Y fawrerd GRieb! IR &1 Urg Y|
Trimethoprim:
Al & JHE D oYer o) fpe: IdRar
goTfa: IeT (<)
TAHEA & I AD

JdRdT: NOAEL: 70 farm/fem sRiRes 1R
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Sulfadiazine (40%) / Trimethoprim (8%) Liquid

Formulation

TeHR Tened of faf: Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016

URUMH: Yol &HdT TR YHTd T8l

MR R & AP muyEl @ ol ot e fae™
UrSTIfel: 6T (<)
B & I NAH
I faNTeRIdT: LOAEL: 70 forT/faet iR YR
GIROITH: Faeid fRIg R gHrE|
fewolt: A fasredar o1 saetisb- favar |

RTHTaTE TAWTadT: LOAEL: 70 Ry/Rpm efiikes 4R
GIROITY: YU fasTed T |
fewolt: A faredar o1 sraeic- favar |

W& of fhe: [de™

UrSTIfel: 6T (<)

TRAIHTH & I HikD

fomraTE® f[auTaddn: LOAEL: 15 fom/fa IRINe HR
GO U1 faTed TTd |, CRelforie THE|

gefur & fooer: faer

TSN gHTeR

TEHHIA & I AifdD

fomMaTE® [AuTaddn: LOAEL: 1.7 R/ IRIRS 4R
UM U1 fawTed TId |1, SReiorie THTd gl |

T80 & fooed: faer

ST @R

TEHHIA & I AifdD

fomMaTE® fauTaddr: LOAEL: 100 T/ IRINSG HR
UM U1 fauTed THId 1, SReioFId THTE gl |

ST faTaRAeT - 3fidad L 3ol IR Y BT UgaM &1 Teg|

2, 2" ZHFIS I

3[Adr & YT L TR 3t fpe: Te-Uidl TTedre fauTaddr sreaaH
goTifa: 8T (<)
TR & IR: FTe o
TRIeT: OECD TRIEfUT fG=mfer 443
gfuTmH: dRdfde

M RIS e R uyE @ W 3 fow: Te-Wdt gredre faumeddr s
TrSTIfer: 6T (k)
TR & IR: T o




W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation
TeHR Tened of faf: Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016
TRIPI: OECD URTefun femmfder 443
UfRumy: dRdfdd
ST faeTaran - Stisad : ORIl WR o0 T AT & STUR TR Naed BahRH 3R ForH
&, SR/AT fAPT R Ufded UHTd &1 $& Jad e gl
STOT - U d Sf@H
ATT-YYT Tl ST I4e R JhdT ¢
AdYUd:
Sulfadiazine:
| Eicasal L AT SRR o Se Y GhdT g
STOT - Slgvrr sifay
S BT a1 GRIGT TRIUIGR (AT TSTT) 3T 1 Ja Ugdl Wahall gl
3dyd:
Trimethoprim:
d&d 3aud D SRy A=
3ficper : aﬁﬁm?@ﬂ&r{w?ﬁwsﬁ?ﬁ(mﬁw
gl 5
2, 2 SAAISETS:
0t (TRTORR) & o fma aen
&g 39ad . Taf, T9d, R, 79 &) ((Raw) ot
3iHa © ORI H > Qo ¥ oo MN/fHUT T 9 (IRR-a5H) BT Aigdl W
HEqUl WY UHTd foars i
iU (TRIUIER) & I DI o (YRR )
&g 3faud D T, e
ieHa L ORgeft H > 0,03 ¥ o R iEWET/E BT Higdt R Aeayuf Wy
w19 fars oA §1
0 (TRIUIER) & IR a4
6T 3agd : o, R, Tef
iper : URI3H A > R0 ¥ Roo fRR/fBUIETSSTg F1 Aigdl W Hgayul
e g fewrs e B
U Q19 fawraar
3d4d:

Trimethoprim:

| st IS
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& sel e

€I MSD /)

TIed FRAMSSIS YeH & 38R
Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation
TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SR} FRA BT IRING: 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016
NOAEL 100 mg/kg
LOAEL 300 mg/kg
TAIHTH & T
fohd Ivg & ford Tudh 6 Months
(TTISR) g3l ,
@8 3fdTd Y T, foR, Uiy ifY, ursRIss
BT L 9gI Re)
LOAEL . 300 mg/kg
UHh e & IR
fra gHg & ford Jud 3 Months
(URTATSR) T
1&g 3fagd SR 1T
EIG] Pl
NOAEL : 2.5mg/kg
LOAEL 45 mglkg
T@IhRH o IR
EREREEEANCEED 3 Months
(URTATSR) o
q&T 3fgad o, UTRIES
2, 2" SAISIYETS:
PRI T @1 Re), AraT (frda)
LOAEL . 14 mg/kg
Tl h I & TR © e
fram 99a & ford duds © 13 Weeks
(TRITIGR) G
oY L 98I Re)
NOAEL : 0.015 mg/!
TP & I LN o (YRR )
fpa T & ford duds : 90 Days
(TRTATSR) o
GRICA OECD Wiemr fe=nficer 413
EEIIG] . 98T (9)
LOAEL . 32 mg/kg
UAIHRA & T L T9 A 9uH
fham gHg & ford Iudh © 13 Weeks
(TRITIR) G
CIGECGR)
IUAS TSR R i Ta|
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation
TeHR Tened of faf: Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016
G S & 1Y 3gHd
AdYUd:
Sulfadiazine:
| IS REIEEaR L 3{TE, T 3R YT B el B SIe B Ghdl |
Trimethoprim:
foTe o : &Y 399d: Y Al
3MR: Ix Yol &&, Adah, Iect, aa W aId Ib, TIhe,,
e, aFRe sfawre, YH
12. uTifRufasta Jga=r
yiffRufae fauredarn
AdYUd:

Sulfadiazine:

EENICIRELIESEII : LC50 (Pimephales promelas (Fegs fidT): > 100 mg/l
fordm g & ford Tudh (TaRUioR) 3 96 h
TRIBT: OECD TRI&UT fG=mAd=r 203

ST Td 3 Je-ed . EC50 (Daphnia magna (dTcX Tit)): > 100 mgl/l
ENERCLIESEI fordm g & ford Tudh (TaRUioR) g3 48 h
TR 3N g . e R 202

QaTa/STdg Qe B fauedar : EC50 ( Anabaena flos-aquae): 17 mgl/l
fohdm g & ol Tudh (TauioR) 3 72 h
R off 3 3. 2w Fdwr 201

NOEC ( Anabaena flos-aquae): 3.9 mg/|
fordm g & ol Tudh (TaRdioR) 3 72 h
R off 3.3 3. 2w Fdwr 201

EC50 ( Pseudokirchneriella subcapitata (Eﬂ AT (Qc_\sﬁ)): >1
mg/l

fordm THg & ol Tudh (TaRdioR) 3 72 h

Rt on.3 4 2. T Fdwr 201

NOEC ( Pseudokirchneriella subcapitata (Bﬂ qard (QFrﬁ)):
0.13 mgl/l

fordm THg & ford Tudh (TaRTdioR) g3 72 h

R ol 3. 3. 2w Fdwr 201

EC50 ( Microcystis aeruginosa (STaiid adfd)): 0.135 mg/l
fra g & ford Tudh (TaUISR) §31T: 7 Days
TRIT: 1SO 8692
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& sel e
e GRAMTS SIS HRCH & 3FTAR

Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation

€3 MSD /) e

TTHI] TRMeA ot fafd:

17.06.2025

T30y, daR:
508645-00028

3ifdH IR OIRT FRA &t dRIG: 14.04.2025
Ugal! IR SIRT &R & dRIG: 10.02.2016

TH-Urarexy (SMfaurd! SR
[ERIESED)

STaTo[sfl B fosTera

ST Td 3 Je-Med
SNEMELIESCINEEIINED
[ELIESGD)

Trimethoprim:

EENICARELIESEI
ST TG 3 Je-Ied
STeTeR faTaddT
T/ Uit 1 fasTerdn

STaTurafl & fasTerta

T-Baexy (RR&IfeIS wadeR
[ELIESGD)

| fpam g & ford 9uds

EC50: > 1,000 mg/|

: fohram THg & ford WU (TaRUioR) g3 3 h

TR Bt fh: YI9-URaTg | F=PhTac
T 3.3 3 S 2 Adw 209

NOEC: 1,000 mg/I

fordm g & o Tudh (TaRTUioR) 3 3 h
I Bl f e YT-Uar § & hlac
It 8i3. 4.8t & ™ 209

NOEC: 6.2 mg/l

: foram g & ford Tudh (TaRTdioR) gam: 21 d

P ISIITS Daphnia magna (dlcX 1ZR'@F[)
I 3713 8. e Faw 211

1

LC50 (Pimephales promelas (g8 fiaT): 100 mg/l

| fohdm g & ford Tudh (TaRTUioR) 3 96 h

EC50 (Daphnia magna Straus (ﬁ'cr)): 92 mg/l
o) 831T: 48 h

EC50 ( Pseudokirchneriella subcapitata (@233- |$€‘3||?QFII
RECAEEG]

)): 80.3 mg/I
fordm g & ol Tudh (TaRTdioR) 3 72 h

NOEC ( Pseudokirchneriella subcapitata (Eﬂ AT (Qc_\sﬁ)): 16
mg/l
fordm g & ford Tudh (TaRTUioR) 3 72 h

EC50 ( Anabaena flos-aquae): 253 mg/I
fram T & o) Judh (TaITIsR) g3 72 h

EC10 ( Anabaena flos-aquae): 26 mg/l
foram T & o) Tudh (TaIUISR) g3 72 h

EC10: 16.7 mg/l

: frdm g & ford Tudh (TaUISR) §31T: 3 hrs

TRI&01 & fh: YT9-TRa A & Hhae
o1 3.3 4 S e fAdw 209
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Sulfadiazine (40%) / Trimethoprim (8%) Liquid

Formulation

TeHR Tened of faf: Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016

EC50: > 1,000 mg/l
fohram g & ford Tudh (TaUIoR) g3 3 hrs
TRI&UT Bt fh: YI9-URaTg | F=PhTac

T 3.3 3 S 2 Adw 209

ol &l faurgaar (RRepifeies © NOEC: 0.157 mg/l

[GRIEGD) foram g & ford Tudh (TaRUioR) gaMm: 21 d
PEIIEGEI N

SR Td 3 eMed : NOEC: 6 mg/l

SR fasTedar (RRepfers fordm g & ol Tudh (TaRuioR) e 21 d

[ERIESED] USTId: Daphnia magna (dTeR U<l

2, 2" ST

ECENIKCIRELIESEI] : LC50 (Oncorhynchus mykiss (X8 €13¢)): 460 mg/l
foram g & ford Tudh (TaRTUioR) 3 96 h

ST Td 3 Je-ed :  EC50 (Ceriodaphnia dubia (dTex Uil)): 30.1 mg/l

ENERCLIESEI fordm g & ford Tudh (TaRUioR) g3 48 h

QAT Oel ol fauledar ¢ $3REue ( Pseudokirchneriella subcapitata (8% QT (Test)):
9.5 mg/l

Ww%%ﬁwm )G 72 h

EC10 ( Pseudokirchneriella subcapitata (8 a1 (Teott)): 1.1
mg/I

WW%%@WW@W ) g3 72 h

STaTupsfl A fosTera : EC10 (Ufhd0 HES (Tol)): > 1,000 mg/l
ford THg & ol WU (TaUioR) g3 30 min
Rier: g . e Rz 209

SR T 3 Seed : EC10: 1.05 mg/l

SR fawTeadT (RRepifre fordm g & ford Tudh (TaRTUioR) g3 21 d
[ERIESED) USTTfd: Daphnia magna (aTex Uil
RITRIE 3R rashafORrrar

3(dyd:

Sulfadiazine:

I SashHUTdT Bt eFdl L UROmE: A & 1Y UIHad Rl § SahHUBR]
CRIESESIBEEIS
W3 SAHHUET: 0 %
frd g & ol Tudh (TaRTdioR) g3 28 d
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el et e €3 MSD /) e

TIed FRAMSSIS YeH & 38R

Sulfadiazine (40%) / Trimethoprim (8%) Liquid

Formulation

TeHR Tened of faf: Y. 3109, FeR; i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016

TBT: OECD URteur fammAewr 314

Trimethoprim:
fad SfamHUT ST &HdT  © UROTH: AT & 1Y WP iad aRidh I SHahHuGR
EfSTsiad) 7 g4 arar
SIHHUCT: 4 %
foram g & ford Tudh (TaRdioR) e 28 d
RIT: OECD TRIEUT fG=n-e=r 301D

gRom: siafifed wefas did J SIamHUGR! (SRfsTsad)
= g are

W9 ATHHUET: 0 %

foham g & ford Tudh (TaRdioR) e 28 d

T OECD URiefur femnfder 3028

2, 2" ST
Sfad SEHAUAT &t &FaT . URUTH: AT & 1Y UPiad diid 3 SHahHuGRI
CRIERESERRIS]
S aHAUET: 93 %
fora I & o Hudh (TaUToR) g3l 28 d
TRIT: OECD TRIEUT fGRM-a=T 301F
feoquft: ufteror feenfdwr & SR smafSra fvar mar ut
e S |
3dyd:
Sulfadiazine:
fqUTS TuTieh: (T © log Pow: 0.12
g/
Trimethoprim:
fUTSH Tutieh: (T : log Pow: 0.91
S/
2, 2" ZHMIS IS
favTe qunies: (T : log Pow: -2.46
sha%ﬁa%“:?) ( RIPT: OECD Uigur fa=nfdsr 107
fordY o wfofteran
3T Iuas el
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R
Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation
THT Tened & fafd: 9. 81.09. 9 3ifH TR SR} FRA BT IRING: 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016
3= Ufded gHTa
22T I Tl
13. fAger ifgardt
fAye™ & afie
QY I §a1 g (e . o P AT B AT B |
Ry faf gt o=y s |
afa afd L FTel fsal Bl A% Bl gASd B drell Balaict W rgdhet T ar
T & fold o S|
AR 3T fafAfdy =18t fovan T SiRjed IdTg & U o
e &)
14. UREE a1
siarigia fafaw
UNRTDG
UN dsR : UN 3267
Araed &1 98 9y :  CORROSIVE LIQUID, BASIC, ORGANIC, N.O.S.
(Sodium hydroxide)
G| 8
Ui U o
NE] . 8
qaferur & for) @aAe : gl
(@S H)
318 U &1 -8t ot 3R
/3773 S T/R : UN 3267
Wﬂé’[:ﬂt{ . Corrosive liquid, basic, organic, n.o.s.
(Sodium hydroxide)
i © 8
UfET o
NEN . Corrosive

fEearddl @t fgera (@RM - : 854
TS T8I
fEeared! @ igerd @E gars 850

SES))

3Tg T S Sh-Pls

UN TR : UN 3267

A9gd &1 gt 911 :  CORROSIVE LIQUID, BASIC, ORGANIC, N.O.S.
(Sodium hydroxide, sulfadiazine)

i . 8

Ui U Do

GEG] . 8

EmS dfgdr . F-A,S-B
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ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation

THT Tened & fafd: 9. 81.09. 9 i IR SR TRA P! dRRG; 14.04.2025
14.0 17.06.2025 508645-00028 Ugell IR SR} R & dRIG: 10.02.2016

G Uguh Dol
|M03qmuﬁam|aﬂwzﬁ$ﬁtrhas=r$’\f
3myfef fobe 7w tigee & forg oy et
IuaRTEat & e faRiy wraenfar

Tgl f3u U uRag" ¥ iferur drae a1 & TSI & o §, 3IR U U § 3Ftdss Il &
ot OR S & S o 5 JRem STet ite & iR 39T 9ot fram w81 ufagE 3t ffd, S
3MHRY, 3R & a1 <=1 & fafae & fafderanait & sruR uftae arffeszor fird-firm &) gaa B

15. faframme gaar

gerdf ar firgror & fore JRam, Wy, iR wafavur & fafaw/fasm=
39 IATeH & 3rauq fRwfafaa sa=iie o gia €

AICS : fyffea &t
DSL o fAeffa T8t
IECSC o fAeffa Y
16. 3= AT
e &t fafy : 17.06.2025
Sifaf¥ad SeRY
3l Xiie & b & ford . %= HId SDSs, OECD eChem ¥ 3{idlRd ddb-ie! Sel, Il
TIRT fhd T G TIcd TSl TR a1 FRITEA I Toidt,

http://echa.europa.eu/

g@%maﬁﬁmﬁqﬁaﬁﬁmw?ﬁ%mﬁﬁ$a@mﬁﬁ@éw&ﬁmw
R

fei® ey R Fo e Fe L

3= e & ot a1

ACGIH . gude| ACGIH JHRET A (TLV)

IN OEL L YRA| B U B $ I gl st srmfd % wR
ACGIH / TWA . g-be, THY- ao 3iNd

ACGIH/C : offaw dmr

IN OEL / CEIL D AR GE HA

AIIC - STl Ol &1 Siecfemms el ANTT - Wﬁﬂ@ﬂ@uﬁaﬁm ASTM -
et TR Tteror TR bw - SS &1 I9H; CMR - SRS, TS a1 Ui+ fadaT; DIN -

THT AASIHR0 TRIF & U 7F; DSL - mwﬁﬁﬁ(m ECx - x% Wfdfshar ¥ JeT
TG, ELx - x% WfAfehdl ¥ et AT &; EmS - &nqraww ENCS - lﬂagish?qq
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Sulfadiazine (40%) / Trimethoprim (8%) Liquid
Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR OIRT FRA &t dRIG: 14.04.2025

14.0

17.06.2025 508645-00028 Ul 9R SR} 34 P! dRRG: 10.02.2016

INEAH® Uard (SUH); ErCx - x% Jfa o) Ufifehdl I JT Wdbad; ERG - SATUTI®IH Ufafehar
MSE; GHS - dfi® TR TR I77d ReH; GLP - 38! TANTRITET UT; IARC - iR TR SFHYH & fag
SRIPT Toldll; IATA - SiRISHY a1y uRae THIREM; IBC - YR AT § WaRATD IEGH! aret
SeToll & fAAfor SR Iuavur & g 3 TfgdT; 1C50 - 3MTeT 3wy FRIUTdS Hdba; ICAO -
RIS AR {37 T16; IECSC - 9IF H HiGal IMRH® Uerdl & $ded); IMDG - SiaRigia
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeifie JR&T IR WA S (STUH);
ISO - AFSIHRUT & Y STRITTI WITSH; KECI - HINAT HIS[GT TR Sdes; LC50 - TRI&IT SMarat
BT 50% DI Uldd Hdbad; LD50 - URIEUN ETGl BT 50% &I Uldd QRIS (I °dd GRIP);
MARPOL - STgTsil & UgNUT &1 JAHUH F T SRS THe; n.o.s. - 3T Y 78T, Neh - fardt
708, NO(A)EC - 3@didd = faar mar (ufded) Uy ddhad; NOA)EL - 3@didb- = foar man
(% d) THTE WR; NOELR - TR-3[GAI%G-917 YHId daM a&X; NOM - 3R Bfdds fAaw;
NTP - JPTI fIu-faq™ SRIeH; NZIoC - T8EHT B el oS $desl; OECD - 3% FedNT 3R
fa@T W&, OPPTS - IS TREM 3R UGHUT AHUM HHAfad; PBT - RITR, Hg-THAIHR0T 3R
faured uenf; PICCS - YO 3R IMMAE yarif &t ety gdel; (Q)SAR - (HETHD) TREAT
Tfaf3fd Yey; REACH - TR T¥e 3R IWA Usiirul, Hedidh, WIeR 3R ufadey uikee &1
fafaw (EC) F. 1907/2006; SADT - W-<itadT 3qgc dqHM; SDS - YR&T el Tie; TCSI - aar
IS erd 3dest; TDG - WaRATd ATd &1 URag; TECI - U13as T $dedt; TSCA -
fawTert gt iz sififam (Fged sy smReT); UN - §ga X1Y; UNRTDG - BIH®GRS JHH &
URaET W UgH Y S RABIND; vPvB - Igd VIR 3R Jgd a-THAPRU AFG; WHMIS - BT-
RJT WRATD HIHU G- Yurel!

U JR&M ST =T B 3P THRA S RN I af T THSRI AR IH, STHGRT 3R Gy &
3R TEI & BRI B QA& &1 W JHTTH, T B, Uiehal A, Teg B4, TRTE B,
fAem & quT BlsA & fo Haa Arfex= & T H feomad foar mar g qur fordt yeR &t arel ar
TOTaTT T [AFGRT 8T AT STE | Iuds ST T TSR 39 SDS & XY IR ggar TRt had
TRy Tl @ Wefid € qur sps Il &1 fardt s et & TaeE ® Ot fesht o ufhar B, o
TP UTed H =1 ST T 81, YA $H3A WR A e 8 Ghd! ¢ | It uadrsit & ] 8 W, Taie
¥ oifqw Iare T SDS-THH &t ST HT BT I Tled 88d B, YA HA, Ufehar A
TUT T FxA & 30 31Ty &1 & fafkiy Teo! & THeRT iR Rim1iei o weiten &= a1y |

IN/HI
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