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Sulfamethoxazole / Trimethoprim Injection
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SIRT A B dRIG: 03.03.2021

1. ITE Ud HHH! Bt Ugd=

e © Sulfamethoxazole / Trimethoprim Injection Formulation
fFrafansmyfdsat

ST MSD

Udi © Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

RG] ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
-9 BT Ul . EHSDATASTEWARD@msd.com
TR R e iR ufaey
Rpose wam ;g faferear Sarg
IUINT R Ufaay A ¥ 31 o o
2. @R B ygaH

fmfor, YesRUr 3R & SMITd WaRTS 81 frgHTact, 1989

TffHRor
SFTEE-1 & T | H Fiefd Arde & SFER @akTe & ¥4 § aiffpd 78l 8

oft. ¥, 0g-aeffevor

LIEACRIESEINCGIIREED) o faumTy
JHS! USHRIT/STI D gE-heTRY et
™R 97 &fakTod : faumT g
SHAY fauTeddn o faumR
fAfEg deg-om ¢fee fawrgaar  : faumT3

- T 3REUT
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Sulfamethoxazole / Trimethoprim Injection

Formulation

TEHRT Teney= &1 fafd:

e ci Rens B IO R 3ifdH TR SR B3 BT aRRG: 30.09.2023

30 28.09.2024 7858260-00010 Ugd! dR SR} A &I dRIG: 03.03.2021
fAfya deg-of s fawedar  : faumT R (3R Trwom)
- TRIGd SR
SAPIID (Td) ST Wa’lT AT ]
dferfore Gl seflamawr © faum g
SI.U9.0Y. d9d d
SifaT &1 e :
%
REGEIEH SRCL |
BT Tt sareT ! H303 FRTe R B ®RS 8 Il g .
H314 T IR TR STaH Td 3iial & g1 ugar Jebdr |
H335 YT9-U4T Jrel STeT s R Yebell |
H361d 3fSTTd fRIY) &I 81 Ugd™ &1 g |
H373 <Y BTell= I1 TARTg TRIUISR (AR AHT) ST b e
UgdT gl g
H410 STereR g TR T RITH UG SR I &) 3 faver|
wefardigdfau™ sam N

P203 IUINT & J Ugd Tt JRen A= &1 urd &%, ug iR
JHT UTA B

P260 HIgxT a1 YT &1 91 § 7 71

P264 TATe YT Uq01 U 81U & o |

P271 Had S8R 1 T JAfeaRM & I1y SUTNT B |

P273 TR0 § BT ¥ IRER & |

P280 I&TAd S/ I 3R 311G T/ &0 U |

3R

P301 + P330 + P331 + P316 3R A7t feran g): Hg &1 ot @
IR (RY) B Ie<! DI (359) AT HRAY| TchTd SUTABICT
BRI HERCINERY

P302 + P361 + P354 + P316 3R @dl W TR S1T: ¥t Hgivd
HTS| B! d SdR ¢ | B3 e % qid UM § 4id | dhrd
STYTIDTH Fefdh e Tl UIed & |

P304 + P340 + P316 dfc TG §RT UGN R of: Sfad ! drell gal
T A ST 3R 1 A & foIe SR ¥ feren | dwhTa STaTdehTei
[EIETSIREHERIRCINECR]

P305 + P354 + P338 + P316 3R 37l H =l §Y| %3 fie
dP QR I U | 3R Picde o A Bl i 35 T
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Sulfamethoxazole / Trimethoprim Injection

Formulation
THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT aRRG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SR} A & dRIE: 03.03.2021
%ﬂms‘reﬁﬁzﬁram dpTd SMMUTAhTeA Fafhar erar urd
|
P318 3R 3{FTGRUT 81 AT =T 81, feraaaiiy ¥ag 3|
P363 GAUANT ¥ Ugd Hgiid a%d ¢l of|
P391 BA®Id UH A B |
HSRT:
P405 HSR ard HI
fAarr:
%501 fSsdl &1 FUeRT Wipd ate SHield sREM H
|

3= g1t foraesT ufvom ==y aeffewor g} giani
SRATd

3. 3AYQ! PT AYCA/SITTPTRI

gard/ s e
3{dq4d
S A AU (PY) - TR | TS (HIACR) (%
wiw)

1,3-f$AqagA-5-0 4740-78-7 >=70- <90
R BIERININ 723-46-6 >=10-< 20
EREINGIER] 141-43-5 >=5-<10
Trimethoprim 738-70-5 >=3-<5

4. Wiy fafeen & sur
BIGIRESEIR . 3R HcAT 8l g1 qad 3id 9 @ dl AfSHd Wb I TATE B

. IS TI&(U1 € X U1 Vbl i &R FRUf H fafebity Jaire o |
SR A GRITEUIGISNT  © IfE W GRT TS0 R foran ST, At droft Gl gar @ o S|
gfe W S 1 S, P Frg-faf 3 9 3|
e AN o1 HidH 81 Y, Sfato < |
T R Tare
3R &1 ¥ U g1 ST . UUS g W, Rd I BT HH Y HH 15 e % o IR U A
6 Y AR Y g g 9 Td Sd IaR < |
T fafeicra vak a|
YN ¥ Ugd X el |
. QIR § U § o] 1 o e |
3R 3@ J U gl oy WS gF W, A Gl B HH Y HH 15 e d& e IR U
J U Y AT R
3R HiAede =l UgA B, 3R IA®H! IARAT 3 g1 IaR < |
T R ek 9
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Sulfamethoxazole / Trimethoprim Injection
Formulation

BRSNS KA BT .80, AR 3ifaH IR SR B B dRIG: 30.09.2023
28.09.2024 7858260-00010 U5l §R ORI $3A $i dRIG: 03.03.2021
3R fATat fera smg : gfe FeTen S, 994 ORd |Jd R
e I Bl B o e ) o g,
A IR T UISH BRI AR Bl BIF B (Y1)
U1 & 1Y Yg 3] g el bRl |
YEIT Afad B! Gg & SR UH B $B A ¢
RERERCEURSAITIN ; FTeR R BIHSRS 8l bl |
UG, 1 i 3R 3t &t iR g1 ugarar g1
- T e Seael bR Fball g |
ST FRIY) 1 g1+ Uga &1 Hag| _
ﬁﬁmgﬂﬁ&r{wsﬁwsaﬁ(m)ﬁwqgm
BELIE]
TofleT e & °19 UeT BT |
e &3 H Se Id Sl 5|
WY fafdre o TRefmr D YA ffdedt 3 aTell & ST YR&M TR & o1 alfg T, Tl
SIRGH Pt WU B TR YA T dafdads YRETHD ITHIU
P IUUNT HAT AT (WS 8 W )|
ffecs & o gam L O IR WEdnT ¥ SUER HR
5. TR U
I i Hifgar SRS E ]
Tapgra-ufaRre S
HTH SRIHHARS
[/ T
ARG (M IR F AT ¢ T
A F IRARRT IR <87 ITE] BT YU WA & T T TR 81 Gbell g
WRATH Gg- Gl ;SO SIS ey (NOX)
TR SRS
PRE NFRSY
(31FT) G2 & faRy adies : g ARSI YA B o R aRFRU 3R Smg-ur
qTdTaRUl & 3% ol |
T fSsdl 1 381 PR & ol TA-BeR b1 TIRT Y |
SR U1 BT YRIE § Al 3T & & I &g = deR e o
SIE & WTell Hxam |
IMYFH & TRV a3 & 9H WR, W93-FREd 4T Sual UgH |

Aolt Y& IUSHRUT UUNT &6N |

6. 3MH AP Rl Iura
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Sulfamethoxazole / Trimethoprim Injection
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SIRT A B dRIG: 03.03.2021

Jufdad qaUT, ReTAS ¢ Aol eqTeTd ISR YA oY |

JUHT qUT SATUTTDTA IRIEa FsfeiT sl (WS 7 37 ) 3R cfdaTa qrem Iuaui
PR & gATdl (TS 8 ¢ ) BT fUTer Bl |
yaiaRufig graar : IR0 H Bie I URER B |

T AT QRAEr, 3R 3 g a1 Seehrd &l A5 |

IS AFHA H har I AP (Iarexvr: g a1 aa Afdye)

g ¢ T U Dbl g1 Td AT

%ﬁg{dmﬁwmaﬁ,ﬁwmﬁ
|

THTE HA AR Ba (B ¢ 3R XN verd § TR |

F yerdf ud i S Thard & forg SEfHT a1 39 Iuged AU UgH B dlide
e 3R 7 93| afe SEd @1 18 yard &1 Uy fsar S ahdr g
1 3 ST dHeR ST IR TR B |
IUYad TaHREC & 1Y TalTd ot AW HERTS &Y A6 |
R 91 P fafaw 59 verd &1 fagfa ok fueH oA &
fore AN 81 Ohd €, I1Y 8 39 AeRIge 3R sigery wR oft St
(39 uerd @) Relfiel B JBTs & IuhIT d a8 S1d 81 377 B

fofa &1 81 o6 S oo ar] g §
U THSITH & STHTT 13 3R 15 F© RIH 181 Rebrgv
& IR & THBR! TeH Hd ¢ |
7. JATE 3R HSRUT

qPp-ih] SU™ L Ud (CRIURR) ¥ §9- & (g=01/fof S91d Sy & dgd
SN SUg < |

R / 5 dfearE © 3R Al dfeaRH sruas ], df wirHi e dfeaz@ &
1Y SUART Hr |

QI gTe & forg D A HUS R AT RA §)

qrar=a DI AT YT B AN | 7 |
el T |
it B T oM |

T & §1C aa] bl B! aRE U]

3BT SN TeFaT 3R GR& TUTST & SR WUT,
HTIRI THUIGR 3MTha UR MR 8

oo P HY TR 9¢ P @ |

Ugd g Yol il oI, 3R AT, Tetall, didpiferes a1 imadf
oG T P Ufa Gae-=iie ufdaal & 49 Ixoih! a1 Ydgdh! &
1Y BTH P & Jay 7 U4 Ffegs I Wt w1 @nfgu
Y IdTEH DI YA HRd FHG T, UHT 1 4HaT= qd B |
W@@ﬁﬁ%ﬁ%ﬁ@,ﬁmﬁmé
®H |
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Sulfamethoxazole / Trimethoprim Injection
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SIRT A B dRIG: 03.03.2021

Qe Heru bl oRfRUfer 3B e A oleredt fobt gQ fal H 7|

USSR a1l ||
DY B TG DD 9|
&8l Td yuitd AE § aTdrae ar g H G |
o=y ISt faf ol & SR YR &1
3 el 9 o - Fofafed geR & diede & 91y 7 39
W ufdferdr A ara verd U i
PR WSS
iy Toiey
fawmles
8. Sifew ford=or / fAeft gReam
FRIT 01 & AFS] & J1Y 3agq
3qud T (PY) | HG UDR ez e / YR
- TR (3RET BT R
UPHR) HIACRH
DI 723-46-6 TWA OEB2 (>=100< | 3f[dR®
1000 ug/m3)
ZYTIAHTST 141-43-5 TWA 3 ppm ACGIH
STEL 6 ppm ACGIH
Trimethoprim 738-70-5 TWA 400 ug/m3 (OEB | 3{idRke
2)
ENIERITUREDEL] . IRI-aTe! TGl (O, ﬁ{qﬂsd ARd HaRM) AT B &

%Esﬁasvﬁﬁtrﬁﬂﬁuam fafator trenfire) &1 sWHTa

Hﬁgﬁﬂﬁﬁﬁﬂﬁﬂﬂvﬁﬁuﬁﬂ?%ﬁr@mmﬁﬁaﬁ
T 3R ITa!, HIHAT, 3R TR H1 38T & oIt GMP &
Rigidl & SR ST Rpa W AR

TNTRITS el & o faRiy fa=r & sevd T8l g

oot sama &t 9wkt
o1 Gt s=Tg D IR T R AT dfede Suas Tl § 1 TauieR
ATH T SRR fe=n-Fe & a1eR TauieR Uefid R ¢,
A 4T GR&f BT SUIN DY
fheex THR L Igad ST IR HIEG A YhR
BT el s
gerdf D A g
sira dadt Fam L 15 RiieS a1 TN o 1Y GR& I=AT UgH |

3[R BTH & HIGIS a1 Tiafafe § yet ot fRuferal, e a1 weriiey
A g, it S e ugH |

6/24



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Sulfamethoxazole / Trimethoprim Injection

Formulation
THT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SR} A & dRIE: 03.03.2021
TR Y, YU, I TR & -1 1Y Jueh ot GHraT &), a
TrRiics a1 qY X HT 3= W& UgH |
@1 U4 IRR et s ;. gdf 1 RN Bie § BTH B
War daeft Iur™ . TR YT IUTNT P SR I & TUD H 3 bl YHGT 5,

@B A & R & HAd 3R 0 BT onferar iR JRa
QMR Y& DY |

TGN & SR, BT, UIHT a1 ¢ 7d H1 |

Tgfd HUS! B OH F T1E 5l TR Y SXAHT B

i & gyTdl e § Seiifaie fAasor ot aefien, Ifa
HfdTd TRET JUHRUT, I ST 3R al=ied ufesarat,
N Tzl AR, fafdee FTRET ok arime

BN EIRSEINRUIEN KRR

9. Hifae ud varafA® Tur

fearae %d

1 : g Utel

Ty : SeT Uy gl

e Y g : 3T U el

g : 95-105

fUgem/ds &1 aaa 8l IuAs el

RIS SqeH HT g/ Sqa  ©  SeT Iuasy Tl

o1 T

wawr foig © ST IUAs el

IR B R : 3T IUAs gl

SaeRied (319, 19 R

SaeRIdT (R uere) D ST ISy gl

I fawpie T/ I=dR D Se1 IUA g

SR THT (30

THadfaferd fadie)

FH famie dimr/ et : $e1 3UAs TRl

Saa-RITadT ST (TS8R

Hadfaferd fadie)
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Sulfamethoxazole / Trimethoprim Injection

Formulation

TEHRT Teney= &1 fafd:

e ci Rens B IO R 3ifdH TR SR B3 BT aRRG: 30.09.2023

30 28.09.2024 7858260-00010 Ugd! dR SR} A &I dRIG: 03.03.2021
9% g91d D Sel Uy ol
08! AT T : a1 ISy g
BSISERE | D 3Ol IUAsY g
I 1.050 - 1.230 g/lcm?
By SE—.
g A faogan Sl IuAs gl
fayTS T[uTien: (WA YA el
SfaeHId/ar)
3MeSReE &1 aruHH L g IuAsy g
3Ye BT YA Sl IUAs TRl
BIESIREEEAIRE)
3T JUdas gl
faepice URAYUTT . fowples 6t
SIRFHIUT & TURGHTT : g uerd a1 iyl &t sfafieRe ariferd 8t fovar M g
3MUIfIH HR D ST U e
o R
HUI BT AT o3| o i 3
10. a1 9yt wfafeaar
UfdPpR : fifparsiieiar & @R & = § Fifepd e
T fRRET L g R 3 RR B
U ery ufafsparsit DA HTFiIBRS Toiel & I1Y ufafehar & Ihdr g
29 uRfRufoal @ o . 3
ST ATt L SfeiteRufig oy
3T
3ge yardf ¥ shiegd . Pls WX dTd (FoRSY) 3ugeH gy F1d A8t
11. fwrasnfora g

PG 3REUN (THRIUIGR) & TR AN gRT TG0 HAT

T ISR

CEIR R ED
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Sulfamethoxazole / Trimethoprim Injection

Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SR} A & dRIE: 03.03.2021
frTerT
3@ § Iudh
GIERGRIESEI
AT R NP RS 8 9hdi g
T
g M fasmadar : ffquIC fawTadar $HT: 4,368 mg/kg
WIBT: AT dRIPT
e 9 fasTedan ;- Sforardt fawTedar $aH: > 40 mg/l

o T & ford Hudh (TaRUIoR) g3 4 h
URI&(0T ATdTaRuT: arsq

TABT: AT ARIBT
NEECEIRAELIESGI 1 Sffcardt fauTedar 3HM: > 5,000 mg/kg
TABT: AT ARIBT
3{d4dq:
1,3-f&atazt-5-ol:
GIERCIIECEACRIESEI] ©  LD50 (ZET (}2)): > 5,000 mg/kg
SIERSEIRACRIESGII © LD50 (JgT (XT)): > 2,000 mg/kg
fewuft: ue St Imfiat & et wR sneid
LRI UIEE T
GIERCIIECEACRIESEI] . LD50 ({u& (HA13H)): 2,300 mg/kg
AAHTS:
SIEREUIRCEACLIERI] © LD50 (JgT (X€)): 1,089 mg/kg
GIEEGRACEIESE] : SffcraTelt favTedr 3FEM: 11 mgll
fohd gHg & foR) Jueh (TRIUTOR) §31T: 4 h
URI&0T ATdTaR T aTsq
TieT: =g &1 fAufg
fewoft: wrgta ar &t faf e & SR wR|
SIEASEIRRERIESGI . LD50 (&, AraT (fhHer)): 1,018 mg/kg
Trimethoprim:
g e fasTaddr . LD50 (JgT (X€)): 1,500 - 5,300 mg/kg
LD50 ({8 (AI3)): 1,910 - 7,000 mg/kg
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R
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Sulfamethoxazole / Trimethoprim Injection
Formulation

BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SR} A & dRIE: 03.03.2021

e fauraaar (AU & 8= @ LD50 (JgT (¥€)): 400 - 500 mg/kg

Ae) TWHHRE & I: enRelad
LD50 (PT): 90 mg/kg
TEHBRA & I 3fd:RRT
LD50 (AN (AI3)): 132 mg/kg

IR 3id:RRT

1 & fore e SaT

TolteT Sfei & 919 9T Hal ol

3dd:

1,3-f&aragM-5-01:

PRI R CRRN )|

GMEQ :  OECD Ustefur feenfader 404

gRomy : 9T H o ot

feuof) L U S grEfEl & el W HuRa

AP aRIIa:

PRI G RO ]

gRomy : 9T H o Tat

FYTIAHTS:

PRI G RRN )|

qRomH L eR® 3 fFT T § °¢ & TRUISR & dla

iR A7 efasaeH

3ireEt &1 TR g1 ugarar g

AdYUd:

1,3-f&arag[-5-01:

PEIIGS G RO ]

GREQ :  OECD Utefur feenfader 405

SR L 3fial Bt ore, ) ol & R e

feaoft U oI gl & e wR sutRa

FATAHTS:

PG GOSN )|

gRomy L 3G R SURGd-g UHTg
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Sulfamethoxazole / Trimethoprim Injection

Formulation

TEHRT Teney= &1 fafd:

T30y, deR:

3ifdH TR SR B3 BT aRRG: 30.09.2023

3.0 28.09.2024 7858260-00010 Ugall IR SR} A & dRIE: 03.03.2021
YT a1 UG GATS DRI
AT DY gITS AT
JUAS TSR TR aFiiepd al|
YT-YYT D GITSTdT
JUAS TSR WR a¥iiepd el
3dd:
1,3-f&aa=M-5-0l:
e 1 foee D DRiHESIRE O
U (TRTIIER) & IR 9 Y YUp
Pl : foe foe
cMEQ :  OECD Ustefur feenfder 406
gRomy . BUTHD
femof) L U S grEfEl & el W HuRa
JApTAYIIEIS:
10T B foper L - faeA-uteror
U (TRTAER) & IR A Y dUh
PRI - e o
gRomy . BUTHD
FAAHTS:
qSarr o1 fee L ARSI o
U (TRIOR) & e T Y Yuh
EIIG] . foeR o
IEIE] . BUTHD
Trimethoprim:
e a1 fee L DRiHESIE o
U (TRIORR) & e . 9l
PG : foe foe
gRuTH L ARYeEeR R 7
SiaT] 9e JermHRid!
IUAS TSR R aFiiepd el
3dd:
1,3-f&qa51-5-0l:
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Sulfamethoxazole / Trimethoprim Injection
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SIRT A B dRIG: 03.03.2021

fSHIcIBaRIct 3 fagt : oter B fre: dedifvar deeh faudta ulkadH @t Sirg (AMES)
IR IR ED

Tef0r B fr: IRR & F18R TURAT BT HIfRAB13M &1 ST
Iafad ulieor
IR IR ED

ISRIEERIIBEESRCE] D ORIE0T Bt for: IaUTRAT & TUINITSC GEHATHD 1T TRIer
(Stifad wroft § Argeiomicsd uR)
TS Gy (H139)
URuMe: BUTHS
fewoh: ue SRfY IR & SeT iR 3nenid

PTG
[ERIEERIEEESIEM) TRl & o i e fausia ufvads &t St (AMES)
RIS KD

G801 D1 fhe: I TsRRH ¥ 3 fagt
UM FHOMEHD

foHIcIh R 3 faar L TRl B e "R (34-faal AnferE e B
mﬁ@@ﬁﬁiﬁéﬁﬂﬁﬁﬁhﬂﬁﬁ%@ﬂﬂ)
- ga

RO BUTES

[ERIEERISHESIE TRl &t fope: dadifa Yeeh fausia ufvads &t St (AMES)
URuMme: BUTHS

TRI&I01 1 foh e YRR & WTeR TUTRET bl pifRrebTAT BT S
Iafad uliem

TBT: OECD Ullequr femmfAewr 476

TRy HUTEHS

TRIE01 D1 fed: HIHISIH TERRH ¢ 3 fagl
TRUMH: BUTHS

IEEICERISCESATE] D ORIEOT Bt foh: IRl & TIRUINITSC GEAATHD I TRI&
(Stifad wroft § Argeiomicd uR)
TS Jud (H139)
TRIThRM & IR: 7 o
TRIST: OECD TRTEfT f=n-awr 474
qRuma: BUMED
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Sulfamethoxazole / Trimethoprim Injection
Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SIRT A B dRIG: 03.03.2021

Trimethoprim:

fHICIh RIS 3 fagr TRl o) e dadifear e fausta ufvad= @t Wit (AMES)
TRUm: Hund®
RI&0 Dt fobe: Urg fquy=
IR IR ED
TR D} fh: IRR & F18% WU B HIRIB13 BT i
Iafad ulieo
TRUmY: Hund®
TRY&r07 &1 ford: ST &ffcl Td GUR, T-U1a &) difRreptsff o
3 gd ST ILAUI(ERR T 918)
gRumy: HBUdS

e aict 3 faal : Udieur Bl b TS IgEery o
ol <81 (RT)
Ry HUndS
RI&U D1 foe: Uy fqu=
PEIGRIGE]
RIS KD

FESHBT

JUAS TSR TR aFfiepd al|

3dYd:

AP aITIa:

I + HH& (HIS3H)

UGB b I S AGE |

o 97u & ford duds : 26 9|g

(TEUISR) g3

BIRIE: BUTHD

3 fouran

3T R & g1 Uga &1 g |

3dUd:

FORIGEIER

3Rl & THTT L ORIE0T Bt fobe: G Nl gAS e fauraddn srera=
goTfa: IeT (X©)
TEAIHTE & ;AT a1

T8PBT: OECD Ultequr femmAewr 416
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Sulfamethoxazole / Trimethoprim Injection

Formulation

TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023

3.0 28.09.2024 7858260-00010 Ugall IR SIRT A B dRIG: 03.03.2021
IR IREED

fewguft: uer S IERET & ST W smuTid

iR R & e R udE @t o few: Yol Rig fdem|
goTfa: g7 (X©)
TWIThRM & IRd: F91a o
TIBT: OECD TR0 fe=mdsr 414
gRumy: BUTED

Trimethoprim:

3Rl & UHTT © ORter ot fobe: Idvar
gTIfa: T (X€)
TEHH YA & I Hifkdd
JaaT: NOAEL: 70 /e ekiRe R
URUMH: IS &Hdl UR UHTE el

MR R & e RuyEl - oHeo o1 fow: e
goTIfar: T (X©)
TEHHTH & I NEH
fadpr T fauTddan: LOAEL: 70 &/ IRiR® YR
giRumy: Faeird fRIg] )R gHE|
fewoh: arq fauTeddr &1 Sfadie- favar T

QRi&0r &1 fbe: fasry

UoiTfar: <81 (<)

TEHHTH & I NAH

faDb TS fauTedar: LOAEL: 70 /ot -RiRe YR
UiRomy: Yo fasTed U]

fewon: Arq fowTaddr &1 sfadie- fovar T

e o fre: o

goTIfar: T (X©)

TP & I AifaD

fomraTdS faumadar: LOAEL: 15 famm/fem IRiRe 1R
ORI U1 fquTed guTg |1, SReifomie THE|

W& &t foe: [dpr™

T gHTeR

TEHH YA & I Hifkdd

fomrTH® fauTadar: LOAEL: 1.7 R/ IRIN®G HR
UIRUMe: U1 fauTed gHTa |, CRelfSTie HE 81|

W& o1 fbw: [de™
ST @A

14724



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Sulfamethoxazole / Trimethoprim Injection

Formulation

BT =me ot fafd: Y. 8109, AR 3ifdH SR SIRT &= &1 dRIE: 30.09.2023
28.09.2024 7858260-00010 Ugal IR SR A & dRIG: 03.03.2021

THHIE & I AfAD
famTITHS fauTaddT; LOAEL: 100 T/ IRIRS HR
UM Yo7 fquTed g1 |, CRelfSHid UHTE 81|

ST fSTaRTa - Sfida L 3foTTd R Y g1 g &1 W

STOT - Tohd Sfad

AT JraE ool I B bl g |

3{d4dq:

FORIG L IEGE

| EIEZSE] Y- e} ST e HR Ghdl gl

STOT - Sigv/™T iy

T BT AT TARIGT THIUIR (31U AST) 3N &1 T Ug ol 9l ¢ |

3{d4q:

ZAAHTS:

3ficber L URSN H o R En/fRs /e a1 ST B P igdl R B3
HeqUl TRy YHIT et e e 7

Trimethoprim:

&g 3{agd L SRy T

Siipe : ﬁﬁmqgmwwaﬁwsaﬁ(m)ﬁw
Ugard gl

U GRTS fawraRTar

3{d4q:

FYTIAHTS:

BRI ;1 (T)

NOAEL : >120 mg/kg

U Th T & I ;

fpam I7u & ford 9udh : > 75Days

(THUISR) g3l

fewoft U S gl & e wR suRa

BRI L 1 (T)

NOAEL : >=0.15 mgll

TP & I DI T (Yo e )

[ THg & ford Tudh : 28 Days
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Sulfamethoxazole / Trimethoprim Injection

Formulation

TEHRT Teney= &1 fafd:

e ci Rens B IO R 3ifdH TR SR B3 BT aRRG: 30.09.2023

3.0 28.09.2024 7858260-00010 Ugall IR SR} A & dRIE: 03.03.2021
|(qa¢rchm) gar
GRICA OECD Utefur femmfader 412
Trimethoprim:
Tl . gl (@)
NOAEL ;100 mg/kg
LOAEL 300 mg/kg
T B & A
EREREEEANCELCY 6 Months
(TSRTUITR) gafl .
& 3qgd Y g, foFR, Uigy Y, Ursigs
BEIIGS . gl (@)
LOAEL : 300 mg/kg
TR & I :
o 97a & ford dudh © 3 Months
(TRIUISR) g3
& 3agd S =T
ESIIG] g
NOAEL . 2.5mg/kg
LOAEL - 45 mg/kg
UGB b I
o 97u & fod duds 3 Months
(THHUTGR) gl
& 3aud © Yad, YIRS
IR KGR
JUAS SHHRI TR aFiiepd al|
TG SiRaW & ATY AU
3[aYa:

Trimethoprim:

“ﬁﬂﬁéﬁﬂ

L T 39Ug: MR Tl

MR IR Jaeh g, Adell, Iecl, a1 TR T b, Tdh,,
RRed, AR 3rgde, YA
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Sulfamethoxazole / Trimethoprim Injection
Formulation

BT =me ot fafd: Y. 8109, AR 3ifdH SR SIRT &= &1 dRIE: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugal IR SR A & dRIG: 03.03.2021
12. TR a1
yikfRufa® faumamar
3{d4dq:
1,3-f&qa-5-0l:
EENIEARELIESEI : LL50 (Pimephales promelas (ﬁﬁ%@' ﬁl?ﬁ)): > 100 mg/l
o g & ford Wudh (TaRUIoR) g3 96 h
femoh: uer SRfY IR & SeT R 3nenid
SHAT Td 3 Je-3fed . EL50 (Daphnia magna (dTex Wil)): > 100 mg/l
SRERELICSEI o g & ford Wuds (TaRUiIoR) g3 48 h
fewuft: ue it gt & e wR snenfa
RIaTel/STelTg el &Y fasTarar EL50 ( Pseudokirchneriella subcapitata (Eﬁ‘aﬁﬂﬁ (Qc_\rﬁ)): >
100 mg/I
o THg & ford Wudh (TadioR) g3 72 h
fewoht: ver SRf IR & Ser iR anenfid
NOELR ( Pseudokirchneriella subcapitata (Eu'ff?aﬂ]ﬂ (Qc_\:ﬁ)): >
1 mg/l
o Tg & ford Hudh (TadioR) g3 72 h
fewoh: ve SRfY g & Ser R 3nenfd
SiTaTopen & fauredarn : EC10: > 1,000 mg/l
foram Tma & ford Yudh (THRTUSR) g3 3 h
T 3 3.4 St 2w fd=r 209
fewoh: ve SRfY I & Ser R snenfd
ATl
EENIEARELIESEI : LC50 (Oryzias latipes (ST HS®T)): 562.5 mg/l
o Tg & ford Tudh (TaRTdioR) g3 96 h
SHHAT TG 3 Ae-3fed :  EC50 (Ceriodaphnia dubia (aTex Ueil): 0.21 mg/l
BNEREELIESGI] e Tma & o Wudh (THRITUISR) §3T: 48 h
RIaTel/STelg el &) fasradar @ EC50 ( Synechococcus leopoliensis (@W
STSIYIIERIN)): 0.0268 mgl!
o g & ford Tudh (TaRUioR) g3 96 h
NOEC ( Synechococcus leopoliensis (ﬁﬁﬁm
STSHIYIIERIN)): 0.0059 mgl/!
o g & ford Tuds (TaRTUioR) g3 96 h
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Sulfamethoxazole / Trimethoprim Injection
Formulation

BT =me ot fafd: Y. 8109, AR 3ifdH SR SIRT &= &1 dRIE: 30.09.2023
28.09.2024 7858260-00010 Ugal IR SR A & dRIG: 03.03.2021
TH-Thdexy (HfAUTel Sierar 10
IEEIESGL
SiTaTopen & fauredan . NOEC (Hfhgul Has (Wol)): 3.76 mgll
TRIHT: OECD URI&UT fg=mAd=r 301D
Tt o fauradar (RR&1feies © NOEC: 0.533 mgl/
FrSTarTa) o Tma & ford Judh (TaRIUIeR) g3 21 d
USTId: Danio rerio (ﬁ.ﬂT ﬁb‘-‘?T)
ST Td 3= Se3fed . NOEC: 0.01 mg/l
BSENGENESCINERCAINGD forem Tra & ford Yudh (TRTUSR) g3 30 d
IERIESGIN U Daphnia magna (dTeX Ueil)
TH-thaexy (RR&fe® Saer 10
IERIESGI
ZAAHTS:
EENIEANELIESEII © LC50 (Cyprinus carplo Eh'l'ff)) 349 mgl/l
o THg & ford Tudh (TaUioR) g3 96 h
Tt A= 67/548/3 3.4, T o, 1.
ST T 3T de-3fed : EC50 (Daphnia magna (@Tex FT)): 65 mgll
SNEMCEIESKI o Tmg & o) Wudh (THRIUISR) §3iT: 48 h
T fdw 67/548/3 3.0, T 4, dt.2.
RIaTel/STelIg Uiel &) fawTaddr @ $3iRATue ( Pseudokirchneriella subcapitata (8% RaTd (Teai)):
2.8 mg/l
ﬁﬁﬁﬂm%ﬁﬁw (THIUTSR) §3MT: 72 h
T 33 TS év:'ﬁ%m 201
NOEC ( Pseudokirchneriella subcapitata (831 QidTet (Teotl)): 1
mg/|
ﬁﬁﬁﬂm%ﬁﬁw (THIUTSR) §3MT: 72 h
T 3 g 4 S, éeﬁ?’f-‘zr 201
SiTaTopen & fawredan . EC10 (Pseudomonas putida (JSIHHRT GfCSN): > 1,000 mg/!
o g & o Huds (TadioR) g3 30 min
T 3 3 4 St 2 fd=r 209
el &) fauTedar (RRepifeies © NOEC: 1.24 mgll
[EEIESGD) o Tg & ford Hudh (TaUioR) g3 41 d
USTIfd: Oryzias latipes (3{R-YS foraithn)
T ot 3.4 St e g 210
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Sulfamethoxazole / Trimethoprim Injection

Formulation
BRI =me ot fafd: Ty 3109, dR: 3ifdH SR SIRT &= &1 dRIE: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugalt IR SR} & & dRiE: 03.03.2021
ST Ud 3= Je3fed . NOEC: 0.85 mg/l
BSENGENESCINERCAING oo Ig & ford Hudh (TaRdioR) g3 21 d
IELIESED) USTIfd: Daphnia magna (dTeR Uil
Trimethoprim:
EENIEARELIESEI : LC50 (Pimephales promelas (Fregs fHdN): 100 mgll
o Tg & ford Tuds (TaRTUIoR) g3 96 h
SHHAT Td 3 Je-3fed . ECS50 (Daphnia magna Straus (ﬁ?:’)): 92 mgl/l
ERERELICSEI o Tg & ford Tudh (TaRTUioR) g3 48 h
RraTel/STelg Uiell &) fawradar @ EC50 ( Pseudokirchneriella subcapitata (@Q@Wﬁw
)): 80.3 mg/l

o Tg & ford Tuds (TaRTdioR) g3 72 h

NOEC ( Pseudokirchneriella subcapitata (83} dTeT (Teoh)): 16
mg/|

WW%%&?W (THIUTSR) §3T: 72 h

EC50 ( Anabaena flos-aquae): 253 mg/I
o Tg & ford Tudh (TaRUioR) g3 72 h

EC10 ( Anabaena flos-aquae): 26 mg/I
o Tg & ford Tuds (TaRTUisR) g3 72 h

BICIUE/ RACRIESGI : EC10: 16.7 mg/l
o g & ford Tudh (TaUioR) g3 3 hrs

TRI&01 B fh e YTY-IRaT A T phde
T o 3 3 S e AW 209

EC50: > 1,000 mg/|
o g & ford Tudh (TaRUioR) g3 3 hrs
TRI&01 B fh e YTY-IRaT A T hac

T o 3 3 S e AW 209

HScl &) faureaan (RRepifeiee © NOEC: 0.157 mgl

T o Tg & ford Hudh (TaUioR) goim: 21 d
TSI SISThIRT

BT U9 3 Sefed : NOEC: 6 mgll

STereR fasTadar (Rreifere o Tg & o) Hudh (TaUioR) geim: 21 d

IERIESED) USTId: Daphnia magna (3Tex Uil
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IS ERAMSWS YRIeH & STAR e MSD A

Sulfamethoxazole / Trimethoprim Injection

Formulation
BT TNy ot fafd: eps RciRers AE TS 3ifH IR ORY 31 Bt dRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SR} A & dRIE: 03.03.2021
R 3R THHfORIT
3dYd:
1,3-f&ae=M-5-0l:
e SrapHUAr BT &l W:WWMQW(WW)
arel
fewguft: uer S IERET & a1 W snmuTid
PTG
GIfdh SIahHUMT BT &FdT ¢ UIROTH: AT & F1Y UIpTad aRidh o SfashHUIBIRI
CRIE SN EEEEIS!
Sfde SEaHHUET: 0 %
o wg & ford Tuds (TauioR) g3 28 d
TBT1: OECD Utefur femnfd=r 301D
FOR L IEGE
GIfd SIahHUIT BT &FdT ¢ UIROTH: T & A1 UIpTad aRid o SfashHubIRI

@ifeusiae) g ara

3AHHUIET: > 90 %
™ T & o) Tudh (TaUieR) g3 21 d
BT 3.3 .S ¢ MISAZA 309U

Trimethoprim:
Gfad S aul & elal ¢ UROITE: YHdT & 91 UIHiad diid o SamHuGRT
@feTsiad) 7 g aran
Wi U 4 %
o Tg & ford Hudh (TaUioR) g3 28 d
TRIT: OECD TRI&UT fGRME=T 301D

giRomH: Sidfed MdHiad did I aHAuGR] (FRfSTsiad)
T8 arar

S SGHHUIET: 0 %

o Tg & ford Hudh (TaUioR) g3 28 d

T8®T: OECD Uterur fe=mAdsr 3028

Tyifad Sfae J=aaa

1,3-f&gta=-5-ol:
| TSI T[T (T © log Pow: -0.65
SfaeIa/am)
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Sulfamethoxazole / Trimethoprim Injection

Formulation
BT e & fafy: TY.31.09. AR i IR SIRY = &I aRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugal IR SR A & dRIG: 03.03.2021
Il
TR IS
EICCRERES . YSIIfd: Cyprinus carpio (&Td)
TRAHIICRH e (JRITTH): < 120
QU7 ToTih: (T . log Pow: 0.89
S Ie/am)
FAAHTS:
ELISERINIE ] . log Pow: -2.3
SR/ RIebT: OECD W& f=mfadar 107
Trimethoprim:
QTSI ToTih: (T . log Pow: 0.91
S arn)
gt & nifo=fteran
3T IUAs Tl
3= yfagpd yHTa
3T Iuasy gt
13. fRger Hifgard
freR & 8%
/Y Y T 7 (garef) . PHe Bl A H AT B |
R fafdl &y has |
afa afdh L T fesal Bl A B 3TSA B arelt Baae A Sargadwe At
T & ford o Se|
3R 3T fafAfEy =78t foa am: sivigad Sate & U |
fAgem # |
14. IR I
siaeigia fafraw
UNRTDG
UN dsR : UN 2491
Aae &1 98 | :  ETHANOLAMINE SOLUTION
it : 8
ofe1 U Sl
NE] 8
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Sulfamethoxazole / Trimethoprim Injection

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT aRRG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SR} A & dRIE: 03.03.2021

JgfaRT & ford @aRATs S

ESES)

31T € & T-3I ot 3R

TH/3MTS B TR © UN 2491
CAR:RIGIE . Ethanolamine solution

it © 8

ofeT Sl

NE . Corrosive

fSsarddl ol fgerd (@RM : 856
EEEEE))
fEaarect ot figerad (@rft gars 852

SEES))

318 TH Sl Sfi-@is

UN F&R : UN 2491

Aaed &1 9 99 : ETHANOLAMINE SOLUTION
(Sulfamethoxazole)

if © 8

o U [

NENI . 8

EmS Jfgdr © F-A, S-B

LI UGy |

IMO SUBRUT & AR YT | gRag o3

3Mfef e T Mrsae & forg oy et

IYUNTHl & fere faRiw wraenfaai

TgT 3 e uRae aviferur Sad GemT & YaieH! & ol €, 3R U U § 3Ftdss 9l &
T TR 3T € ST b 39 TR&f STeT e & HiaR 39 aufF fvar mar 81 uRae o1 fafdy,
3MHRY, 3R &=ty a1 3z & fafae & fafdedrsit & erguR uftae arffes<or fir-firm &) gaba B

15. fafrarae @

werd ot fargor & firg gRem, Wy, 3R wataRur & fafwfau=
39 IUTeA & 3aud fAmfrfad sHae N9 4 gfua &

DSL - FPuffed 7

AICS - fifed 8t

IECSC . fryffva =gt
16. 39 AT
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IS ERAMSWS YRIeH & STAR e MSD A

Sulfamethoxazole / Trimethoprim Injection

Formulation
THT Teney= &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT aRRG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SR} A & dRIE: 03.03.2021
TRmed @t fafdy : 28.09.2024
Sifafad S&RY
el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ 3{idNa& dd-Id! ST, Sel
TIRT b3 T G OIEe EIST IO quT JRITA e Toie,

http://echa.europa.eu/

g@%ﬁﬁmﬁwmw%ﬁmﬁaé?g@mﬁa@@weﬁmw
TR

feie urey ST RS L

3= e & qut ar

ACGIH . YgUHY| ACGIH HHRET HH (TLV)
ACGIH / TWA © 8-°e, gHYg- ao 3Ngd

ACGIH / STEL : 3Pl TaqUeR TaT

AIIC - 3TeNfe I ST SiReferars gl ANTT - siforet &t 91 Yff uRag Toidl; ASTM -
3Tt ATt Uieror TR bw - Sial &1 9; CMR - BRI, Geol-d a1 Yo faveT; DIN -
THA TFSIHRU IRIH & U AF®; DSL - aiqwﬁq?ﬁ(aﬂm) ECx - x% Wfdfesar ¥ 9T
THe; ELx - x% UfAfehar ¥ &t ST &X; EmS - ATITqHhIe- Uegd; ENCS - AEl 3R =Y
RS Uard (JTAM); ErCx - x% gia &R Uidihdl ¥ JST Hdba; ERG - MUIddmIeA Hidfshar
TES; GHS - ﬁ%wwwﬁw;em-a&ﬁuﬁwmﬂ; IARC - ¥R TR 3fJHuM & forg
ToIHl; IATA - SRS arg aRaeT THIRIERH; 1BC - YR AR # WaRA1e HmE ot
ésﬁnfwsﬁwwésm HfgaT; 1IC50 - 31T Sfpad RIS ddha; ICAO -
RIS AR faHFA W13, IECSC - I & HiG[aT Y-S Uardl &1 3dedl; IMDG - SRSy
WWW IMO - e«mﬁ@aﬂaﬁw ISHL - 3eNfier Q& IR A ST (ST),
ISO - AMIHRUN & T SIRIPRT 13, KECI - HIRAT HISET [T $9e; LC50 - TRI&UT SHTarl
BT 50% BT Gl Tobgd; LD50 - URI&UN STETEl BT 50% bl Gideh WRIH (A °ldd GRD);
MARPOL - STgTell ¥ UGNUI &1 AU & oy SeRigha Ta; n.o.s. - 3=yl FAfEy T, Neh - Ryl
f98; NO(A)EC - Sadib = fdar M (wfddd) WHE ddha; NO(A)EL - 3fdaid- 9 foear T
(WAE) THIT TR NOELR - TR-aTIH=-21 T1d T aR: NOM - SRR Afde fHaw:
NTP - I8 faw-fax SRIH; NZIoC - JHHT $1 gelt ofs $dedl; OECD - SR e IR
3BT TT; OPPTS - IS JRET 3R UgWUT AU HRTEd; PBT - RIRH, S1a-UHAIHR0 3R
fawmad werd; Piccs - Wsh?wmﬁemaﬁﬁfﬁﬁﬁmm Q)SAR - (HETEE) TREAT
Tfafafy ey REACH-WW@?WW,W,W@TWaWW
ﬁfimﬂ:r(EC):r 1907/2006; SADT - Xa-IiadTl 3fTgeH dIadM; SDS - JR&T Sl TMe; TCSI - drgam
A Uerd §dest; TDG - WARATS WA &1 URdeH; TECI - UISas T gdesl; TSCA -
fouraa ger feun siftfem (Sgad Y $@R®T); UN - ﬂgaawg UNRTDG - gIH®R® JEH &
URTET R TG Y BT RABINRY; vPvB - Tgd W IR Tgd Sla-THABRUT IRG; WHMIS - HT-
RYc WRATD JrUl =1 oIt

T QRe&f ST e & 39 UHRH B dRE B &l Tl STHER! §9R IH, STHGRT 3R Ay &
AR TE § | BRI Bl JRIGT &1 T JUIEH, TN B34, Uishal B, T B, IRaeg e,
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IS ERAMSWS YRIeH & STAR e MSD A

Sulfamethoxazole / Trimethoprim Injection

Formulation
TTHIT T o fafd: fepsciers BETERE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
3.0 28.09.2024 7858260-00010 Ugall IR SIRT A B dRIG: 03.03.2021

e & dU1 Bis & o Fad Arfeei= & Tu § fesmm far mar g qur feadt yeR &t ardt an
T[OTGT T fAfGRT 16T [T SITET | SUas S TR SHeR! 39 SDS & XY IR ggar! it daa
ﬁﬁyamﬁﬁwﬁa%amsos%w%mamﬁ%ﬂmﬁmw&mmﬁ K|
7 U1 H = ST T Y, AT R W 9 e 81 el 8 | G Tl Bl @ 81 W, waiad
¥ oifad Iare B SDS-UFR & IUYHIdT BT HTHe B Tled eod B, TN R, Ufehar dA
amwaﬁr%mﬁaﬁgm%ﬁmﬂaﬁﬁmsﬁ?ﬁmﬁsﬁﬁw&nmaﬁ%ﬁ |

IN/HI
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