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o0

Hhd e

B Frat e ! H303 FTTeM W gTFPRS § Febd ¢ |
H318 i@t & TR g1 ugarar 8|
H335 YT9-U4T Jrl ST s R Yebel o |
H361d 3fITd I ®I g1 Uga™ &l g |
H402 STeTeR Sita & g e RS |

wgfaard/gafay™ §am= N

P203 IUANT a3 § Uga it JRem SR ) o &%, g iR
3BT UTa B |

P261 4d & I o 4 ¥

P264+P265 THTA & dTc BT I 33T avg T | 3iTal &Y Ad
£y

P271 Pad §Te IT 3= IIar- ara &F & T B3|

P273 dTdTaRUl # BleH ¥ URER |

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

I

P301 + P317 3R fA7ra feran g1 feifdrean Tgrdt Ui & |
P304 + P340 + P319 Tfe T gRT Y80I 9% o: Safad I drelt gal
T o ST 3R Tig o & foIw 3RMm 9 el | 3R 3 3=y
Hegy $d ¢, d Fafee gemd urd &3

P305 + P354 + P338 + P317 3R 37l H =[efl §Y| 3 e
P A U 4 | 3R Dicae o T 81 df 36 FabraT
3 g1 df FHTd | FRifeca Tgradr urd &3 |

P318 3R 3R g1 I fo=1 g1, feraa™iig I <

HSIRUT:

P405 HSR ard H|

fFarr:

;301 & &1 FueRT Wied aw v sRE™ A
|

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

& & I TS g4 IR 3@ A it STa 3fR a1 H g1 gl gt o |
TR, JUTE T 3= 1Y & SR fabied Yd-arg B §1 9ehd ¢ |

3. 3[AYdl BT AICA/SITHPRI

Terf/fiyyor o oy
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3ayd
ESICIEEAEIE] YT (HY) - TR | ST (HITS) (%
w/w)

Raltegravir 871038-72-1 >=50-<70
I 9004-34-6 >=10 - < 20
A ©EiRe 557-04-0 >=1.<5

4. My fafee & Iur

HHY Hdle

3R Wi §RT T80T g1 oY
IR T4 Y YU gl ST

3R 31Y ¥ U gl ST

3R Tt feram Se

T AUl TEUT 3R
qUTE, gl i SR
e fafee o TRem

fafbcd & ford g

© 3R g 81 1 adiad did 9 & ol Afsehd T ¥ Jallg B

Td &0 T6 38 1 bl &1 &R fRufa o Fafeaita warg o

fafb i gga o

T a%d Td S SAR |
fefreita wga o
YN ¥ Ugd a¥d el |

YU A Ugd W S &1 3wl avg Uil

T Ut T 96 B

L gfe I gRT I8 R e S, < areft et gar o & S|
C g B IR, A @1 Y I 3R gdrd U ¥ 91 He |

D WG gH IR, XA 1G] B HH ° HH 15 T aH ¢ IR Tt

3R PITede A U8 &, 3R ITh! IaRAT 3 81 SaR 2|

I FIfe i varg o

;e ferar o, aw= Ofd Ad B

ElERICKERIUEST
U & 91 48 31 kg Hoell hRal|

© TR IR gINe RS 8 ghdl 2l

3t &t iR g1 ugard g1
ATF-YYTT a2 Siei Ie px Fbdl g
3T FRIR] &1 g1 Uga &1 Uag|

4 & I IS g4 TR 3HiE] A it e iR o B gt

g goha gl

BT IUUNT HAT AT (WS 8 W )|

. e 3R IganT ¥ SUER B

L YA fofded R aTell & Sffe YR&M TR & o1 a1feu, aul
SEH Bt JUTET g TR Y T Jafdads

YRETHD IUDBUI

5. 3RIRME U

Iugad SR difgar

SR (3AFT) §H & HIegH
TR & SR Ay @R

SR
YAwEIa-VfeRIER ST

BT S DIASS

[/ AT
K I
L Y I ¥ XM, SaaH Wid DI IR T AEH Yo 891 H 3R

DB AT B T 8T & df fawple o THTaT 8) Tl 8
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T8 IUTG! BT YUD WA & T T W1 8) Il g

GRATD &g TG . PREA RSy
qISIoH SISy (NOX)
TR A
Ted RTESY
(31TT) I & IRy i © g8 RIS I3 TaT o3 off R Ui SR -
JIATGRUl & 3HIHd Bl |

§< [Seall 1 TST A & o SIeT-BoR 1 YANT e |
SR T AT GRIE § o 31T & &7 9 &fagH deR Ferd o

SATE & WIdi HRATY|
AFMgIH & U fRY a3 A 9H W, Wd-HaEd 419 IR0 UgH |
USR] Al 8T IuHRUT TN B |

6. ATH D el U
Jafddds AaUT, REMAS ¢ (Aol e1eTH ISR YA HY |

JUHRUN YT TATIBIE IRIEa Fefeim sl (WS 7 37 ) 3R fdaTa Jrem Iuaui
PRz & gTdl (TS 8 ¢ ) BT JfUTer Bl |
JgiaRui gt © IR0 A Bie ¥ URER B3|

T A1 QRA3r, 3R 3 g a1 SaehTd &1 A5 |
Hgftd Ul T U Bl @1 Td HepTaT |
Ife Ag@yUl SAHId U AT 81 9, a1 RIHIG UAHIRA! Hi
BERER]
THTS B AR B AAPT : gl H IR & U &l HH HRA & AT fovarig o) sraxive! 3
¥ Uerd Ud TiH WA R &F W TH HFR G ¢ |
Il BT Ui § YA B o & o sifafad ava gardi siis |
3R RS ggrdf § IR |
%aﬁﬁwﬁﬁmmﬁmﬁ(é@%m@aw@rmﬁ
6 ) |
od DI gl IR THHAD 7 5 <, T I TAY [T H qTdraror §
Il B WR fawpie firsor a9 ST g |
IUYad TeHReC & 1Y Halld & AW HERNTS 6 A6 B |
R 1 IS fafaw 39 yerd ot fagfi ok RueH &3 &
fore @] 81 Topd §, Ty € 39 AERITey iR Sgeny R off ot
(39 yerd Bt Refiel o Iwrs & ST A 91 §Id ] 1 39 &1
fAufg w3 ghm for B faeftam am 81§
39 THSITH & 3(HIT 13 3R 15 $B RIFI 7P Reprgrie
& IR A THSHR! T Hd & |

7. TATA 3R YSRUT
qABID! I . Qe faggd 51 81 o § 3R Fafed Yo & HRU fapic 8
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&l g

giferd yafur s, S &) saad s MRS 3R | ar
3feh T ATATaRT |

L 3R T AR Sudsy B, a R e dfedsq &
1Y I 3|

D YA I T AT

e 74|
A HTTH T
TP Y T JHY dP IT IR IR YU H 3 J URER B
3Bt 3NN T dl TR GREM TUTST & SR T, St
PRI TIUISR 3fTha UR TR 8l
oo P HY TR 9¢ PP @ |
gl &) Tad) il &Y, MR SIRYHT, Tetoll, drdiehiicres T 3fTacil
T I & Ul Hag=iia safaaal &) 49 SAoid! a1 Hdeh! &b
1Y BTH P & Jay 7 U Ffrgs I Wt w1 @nfgu|
Yd T IdTe 3R G HH Y HH A ¢
S Tt H 77 71, foss g |
d1Y Td Usde & id 9 gR W |
Rfdew FR & ufdsd gair qree o=
w?ﬁ%ahaﬁﬁﬁﬁﬁwwﬁ@,sﬁ?m‘mmﬁm@
@H I

L BT ARG U Aed by gU & I 7|
R dra HI
HY PR TG PR W |
set ud yafed a1 § ardie arel g § 9 |
o=y ISt faf ol & SR YR H1

- fFufafed teR & tieee & 919 9 39
GIEREIERICRUIBRUT TR

RIFR / P dfcesH

IRI&d gre & forg
graT=ar

TRf&ra Herur o gRkfRyfaan

39 Uerdf ¥ 9

8. Sfaw fArizror / fAsit JRam
HRIRA 701 & AP & 1Y 39Uq

3{dyqd

o T T (39)
- TR

e PR
(3REJTT B

&R)

= ure /
LRERIC]
HYTCTH

STYUR

Raltegravir

871038-72-1

TWA

1000 pg/m3 (OEB

1)

SENE]

9004-34-6

TWA

10 mg/m3

ACGIH

Aoms wTRe

557-04-0

TWA @
SERIREER))

10 mg/m3

ACGIH

TWA (49T
3f)

3 mg/m3

ACGIH

geifafir fdsror

L PO SNRAH Higdl B gAdH $v|
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¢ fapic &I A & IU™

IR & & ya-dearea Rrew (@GR f e aferest, ga

TUTEH!, a9, ﬁ?m@mm)mqﬁmﬁﬁaﬁéﬁﬁm

%g‘r%ﬁmmwﬁqwaﬁ(ﬁﬁ?mﬁ%aﬁéw
)l

TR T dfeaR Sruasy g, af R e dfedwq &

1Y YA B |

ool a9 @t 9rEh

oA Y9t =g . TR Ui I e dfedwr Iuasy 78l § a1 TRTUIoR
3T e SR fexr-Fexit & aTeR UequioR wefid i g,
Al 4 GRET BT STANT DR |
fiheer TR . [FeU UeR
RUIRERICEIR]

gerf AN g

fewuft ;IS YeTdl I g1 Y S & o) Xl BT I9 goRsy
T 1 HOACRA 3R AT JUTHTH &1 SFTE &I M & Iadgd
H| TSae & (o AH3Re ez -1et Fdia fopaan man g | weiay
DI g U THY §I¢ dad o [a=IY YA & o, §9RT 3114 §
& 3y IWR forgT M g™ & UfeRlY & IR | 39 fAafar
Hﬁﬁl&ﬂﬁ@%ﬁ@?ﬁﬁﬂ?%@ﬂﬁﬂﬂq
|

3T el s=a : Fraferdia RS emeTs SUeRur &7 UanT HY
A UfeRieh (RfoRee) 928 UgA 9l B
e BI USq & TS 8, UgH & o

qE-ard
1 T4 IRR Gadt =g : IrEfRE UfoRYY T & 3R RIHIT SIRAH &1 & 3Mhed &

YR W IFeId YR&THD Tl DT I Y|

3N RETHS FUS (G, TH, T, 3HTfe) HT JUINT Hb

g ¥ HUsh §9TU)

sl et Iur D 3R I JUUI & SR TG & WU H S b1 GHTEHI g,
@ BT B B WM S BT 3G O B yomierar iR Jrem
QMR YGH B |
TN & SR, ST, YT a1 (5 7d HY |
Tefd FUS! B 8 & a1¢ gl bR F 3T B |

9. Hifae ud varafA® Tur
fe@mae SN
a1 : 82T IUds g

Ty : a1 ISy e
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iRec) D SeT Uy ol
fUaem/38 &1 daaH D $e1 U TRl
URfY® I H1 fdg/IqeH ST IUA g
EARie]
e fag b e |
refienr B R : 3T I e
IR (319, 19 ) ; ﬁéﬁwmmmuq%aﬁmﬁmﬂwemaﬂgﬁrww
|

IR (R Tard) © STl ISy gl
3= fawmie 1/ IER : SeT Uy gl
Saa-RITadT ST (3R
THadfaferd fadie)
FH faemie dimr/ et © $e1 IUAs TR
Saa-RITadT ST (TS8R
THadfaferd fadie)
9% g97d D STl Uy ol
o a1 T ;3T I e
T : el Iudsy gl

gt B facrar © SC1 3UA g
fquTe Tuies: (T D SeT Iudasy gl
3fgeHId/am)
ISR &1 auH= SESTIREREE ]
3T BT dIHH ;2T Iudsy e
BIEGINEREAIESEN

D Se1 U TR

fqepies oRayT . fowples T8t
SIFRIIHRUN & URAHTT : g uerd Ot iy B SiRfieRS Fifed e farar w31
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3MUIfah UR 3ol Iudsy gl
HUT BT AT . Sl Suasy el

10. fRu=ar aut ufaferaar

IREA : Siftfgparshiciar & Wk & wu H Fifed el
T fRREr D g TifRufaa A fRR B
gRewery ufafsareit : ﬁéﬁwmmmuq%aﬁmﬁ@rﬂwem—mﬁrww
|
AT STRiB RS Tole! & A1 ufafehar #R o § 1
g9 uRfufoal O o : MY, SaTar ud Ry
Y Dl g YD |
ST Tt L iRt Ty
3qege- uerf ¥ shfed . PHIg W dId (FoRed) Suge gy Jd et
11. fawrdsn~ra g
TG SREUT (THAUIGR) F IR © I GRT TGN FH=AT
T THGR CEIR R
BRSEL
3ifE ¥ Gudh
GIERCLIESE
AT W BIR&RS 8 Yodl |
T
g Mfaw fasradar ;ST faNTaar SITHM: 4,026 mgl/kg
SRCRRINEINED
3{d4dq:
Raltegravir:
g Mifaw fasradar . LD50 (& (AI3¥), gfeeT 3R HiaT): > 2,000 mg/kg
GGG
g Mifae faradar :  LD50 (JgT (X€)): > 5,000 mg/kg
GIEESRACKIESKI © LC50 (I8T (RT)): > 5.8 mgll
fobe T & ford Tueh (TeRUISR) G 4 h
U&7 ATATaRUT: Yei/paiar
GERCEIRAELIESGII :  LD50 (/RIMRI): > 2,000 mg/kg

8/19



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Raltegravir Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
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AR e

g Mifae fasmadar © LD50 (IET (}2)): > 2,000 mglkg
TIB1: OECD URtefur femnfider 423
3fiera: uard a1 fiigor ot pis Mae e fAvraaar 781 8
feuoft: v St IRt & e W anutia

NEECEIRAELIESGII : D50 (@RIMRI): > 2,000 mg/kg
fewoht: ver SRfY I & Ser R snenfd

o1 & fore ergeRYSa

JUAS SHHRI TR aFfiepd al|

3dyd:

Raltegravir:

PEIIG] RG]

gfRomy : &l H §eH Tal

AR e

IR G (]

aRoma : &l H e Tal

fewoft L U S grEfEl & el R uRa

TR A7 gfakde

3t & TR g1 ugamar g1

HAdUd:

Raltegravir:

ESIG] L TTHIUIG AGHUS /ST Il

IRuIE D g S

AR e

LU G

gfvomy D 31! H o el

froTh L TP oi EREl & ST W Snuia

oI a1 TUS! GAT DRI

1 B gUTEar

JUAS STHHR R Figpd Tal|

YTH-UYRT B} IS

JUAS TSR TR aFiiepd al|
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TEHRT Ty &1 fafd:

T30y, deR:

3ifdH TR SR B3 BT TRRG: 04.04.2023

30.09.2023 741576-00016 Ugal IR SR R &1 dRIG: 06.06.2016

H{dUd:

Raltegravir:

TRA&01 Bl fbe D R fMp 1S TR (LLNA)

I ¢ HUD (HISN)

gRkomy . BUTHD

AR Wwe:

e B fpe . IRfHEeRH o

YU (TeRTUR) & I L Uk

U e o

T . OECD Tigur fe=mfger 406

gRkomy . BUTHD

fewoft L U S grEfiEl & el R uRa

SHaTy] I "eTeHRid

JUAS SHHRI R aFiiepd al|

AdUd:

Raltegravir:

IEBIEERIGMESIEM] D TR & e fomia Iafkad e
qRUmH: FHUMHD
TRI&U Bt fhd: &R TRH IR
TRIE0T JUTTett: YT gUTe Sy
URuMme: BUTHS
TRI&U D1 foe: Uy fqu=
TP OECD URTEfUT fe=mf-iger 473
URuMme: BUTHS

IERICCRISEESAEE] L ORI & T SH-dlal AR IRy e
TSI Ju& (H139)
URUMH: BUTHS
TRI&01 D1 fored: TRy fqu=
TIHT: OECD URTE(UT [GRMAGRT 475
RUTH: FHOMHD

QT .

IEBIEERIREESIEH) Ul ot o dadifea Weeh fausta ufvads @t St (AMES)

RIS IREED

T B fre: IRR & J18R TURAY Bt HIfReb13M o1 ST
Iafad ulieo
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gRumy: FudS

ISBIGERINEESEEE] L ORI b T TAUTRAT o TS YEATNSD g Tiarn
(Sifad orof & Frsciomicsd IRa)
TS Jud (HI39)
TRTHRH & I Sl
UM FBUMEHD

RrrersaiiRyct 34 fae : TRIU B fhH: YRR & T18R TRl B HIRIBT3 BT Sh
IaRad= udtemr
RIS KD
fewguft: uer S IERET & 1 W snmuid

URJ&I0T 1 fore: shiHTeNH TaRYH ¢ 3 fagl
TPBT: OECD Utefur femmAewr 473

TR HUTEHS

fewguft: T S IERET & ST W nmuiRd

Tterur & fore; St Gadh faudia uftad &t S (AMES)
gRUMH: BUTHS
feuoft: v St It & e Wyt

FESHBT

JUAS TSR TR aFfiepd al|

3dYd:

Raltegravir:

IR L Y% (AT3Y), g iR Hier
P gg & ford Iudh : 104 gdE@
(TERIUTSR) g3l

gRkomg BUTHD
LGS

LRI L g8 (X
T IBRA & I . fa e
fra g & ford Iudh . 72 9WE
(TERIUTSR) g3l

gRkomg FHUTHD
3T fourar

3T 1] & g1 Uga™ &1 g |
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TTHIl T o fafd:
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TY.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
741576-00016 Ugdl 9R ORI 3 $I dRI9: 06.06.2016

AdYd:

Raltegravir:

(ARl b YU

M Ry & fdem wuvE|

EGGIGE
3AdT & YHE

M R & fde muvE|

Afforaw whe:
3T & gHTd

T eI B fhe: Bidhrdt / 3R 1 Uit fasT

Tonifa: g1 (<), gfeen 3R Hiar

TEHH YA & I HifGd

TIYRT AWl S-e: NOAEL: 600 BT/ IRING 4R
gRumy: FUdS

goTfa: T (X€)

TP & I AiRkdDd

HIYROT fAuTeRTdT HIgh: NOAEL: >= 600 AT/ T —RIRS YR
AR LOAEL F1: 300 fimm/fam IiiRes 4R

3R Whdled AN |

gikue: ardfde

oTTfdl: @RI
HIYROT fauTeRTdT HIgh: NOAEL: >= 1,000 A/ =R

YR
CISHRIET: NOAEL: >= 1,000 fFRTI/fBT IRING 4R
IR IR ED

OIS IR {50 T g & YR IR fd R Ufddd UHd &

5O g &

D QRI&1 Bt fbe: Uh-Uiet YTRcdTeH fauTeRdd 3ieqa

UoiTfa: <81 (RT)
THBRMA & I: FRTe @
TR HUTEHS

Tefur B fore: widferdt / 3y &1 uwii fasTg
goTIfar: T (X©)

UGB =M & ;T T

RIS KD

L URIEU b T faNTaaar YA dIGH/f[Adb T WhiH URIEr & ary

SIERT O ATl AT GRIS &1 fauTadT &7 31eqg
geTIfar: IeT (X€)

TEAIHTE & ;AT o1

T8BT: OECD Uteur famAcer 422

TR HUndS

fewguft: ue S IRt & e W nmuTid
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Raltegravir Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
3.1 30.09.2023 741576-00016 Ugall IR SRT & & dRIG: 06.06.2016
MR RYF e R UGl dKeor o e yomiw Rig faem|
geTfar: g7 (X©)
THBRM & ;T T
RIS KD
feuoft: v S it & a1 W nutid
STOT - Ushd SiifaH
ATT-YYTT a2l Siei Iel R Fhdl g
3dd:
Raltegravir:
TUDh (THUIER) & I . I R U8 Al
e 39gq L T YT gonTet
b L AT G S ST R Jhdl g
STOT - gl sifad
JUAS SHHRI R aFiiepd al|
U G fauTaar
3d4d:
Raltegravir:
I - ||
NOAEL - 90 mg/kg
TEHH A & I . Afee
P Tvg & ford Ius - 371d
(TRIUISR) g
3R A (|
Tty LRI (XQ)
NOAEL ;30 mg/kg
LOAEL - 120 mglkg
TAIBTA & I
frda vy & ford Jud 189 d
(TRIUISR) g
&g 3qad R rel
PTIIT| ¢ ¥ (HISY)
NOAEL - 50 mglkg
LOAEL - 500 mglkg
TEAIHRA & I
foa oy & ford dus 14 Weeks
(TRTAISR) g3
&g 3{dgd v
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Raltegravir Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1 30.09.2023 741576-00016 Ugait IR SR} & P dRIG: 06.06.2016

LRI LRI ()

NOAEL ;50 mg/kg

LOAEL 200 mg/kg

TGN B & I

o g & ford Judh 8 Weeks

(THRIUIGR) g

&g 3(qygd : O

EGGISE

gt L eI Re)

NOAEL : >=9,000 mg/kg

TEHHRMA & I T o

fpam g & ford duds 90 Days

(THRIUISR) g

ﬁﬁrﬁwaﬁuﬁz

B L IR

NOAEL : >100 mg/kg

TRHRH & I

fram gmg & ford duds 90 Days

(TEUISR) g1 .

femoht L U o gl & el wR suiRa

YT GaRT

U SR R Fiffepd 78]

UG | & Q1Y gHa

3{d4q:

Raltegravir:

A o TR Aael, o, RReEd, TR, T (X20), 91 i oaq
12. uiifRufasta gE=r

i fRyfa® faumaman

3{d4q:

Raltegravir:

EENIEARELIESEI LC50 (Pimephales promelas (ﬁ??%‘b’ ﬁﬁﬁ)) > 100 mg/l

| o Tg & ford Tuds (TaRTUIoR) g3 96 h

T8BT: OECD Utequr femmAewr 203

LC50 (Cyprinodon variegatus (Qﬂﬂ%g ﬁﬁﬁ)) > 100 mg/l
o g & o Wuds (TaRTUioR) g3 96 h
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Raltegravir Formulation
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BT OECD Utequr femnfader 203

SHHTT g 3= He-fed . EC50 (Daphnia magna (dTeX &) > 100 mg/l
SR fauTean o g & ford Hudh (TaRTUioR) g3 48 h
T 3 3.4 St 2 fAdwr 202

AT/ el ol fauieddr ¢ EC50 ( Pseudokirchneriella subcapitata (8<1 RiaTd (Yeot)): 66
mg/l

ﬁmﬁw%%ﬁrw (TFIUTSR) §3HT: 96 h
T oft 3 4 &Y. éeﬁ%mzm

NOEC ( Pseudokirchneriella subcapitata (Eﬁﬁiﬂﬁ (Qc_\rﬂ)):
3.8 mgl/l

ﬁmﬁw%%ﬁrw (TFIUTSR) §3HT: 96 h

T 3 2.3 2. Wﬁ%ﬁ 201

EICIUE R CEIESRI : EC50: > 1,000 mg/I
R w7 3 for Tuds (TaRIOIeR) g4T: 3 h

TRI&0T ot fohed: YT9-TRa § T hlde
Wb o 3 3 S e AW 209

NOEC: 1,000 mg/|
e T % R Gudh (TawdIvR) g4 3 h
WY& &Y fe: Wmﬁw
TopT: 3N 3 St ¢ A= 209

S &) faureaar (RReifae :© NOEC: 9.3 mg/!
fawTaRTam) ﬁmm%am (TEUISR) G 33 d

TSI Pimephales promelas (ﬁo?%‘s’ ﬁﬁﬁ)
T o R 2w = 210

WA Td 3 Je-ed : NOEC: 9.5 mg/I

ERERSELIESEIREREAINED - Ima & ford WU (TaUISR) g3 21 d

[ELIESED) USTIfdl: Daphnia magna (dTex Ui
T 3t g . e Rz 211

LGS

a3l B! fasTadarn . LC50 (Oryzias latipes (SITU! HST)): > 100 mg/l
o g & ford Wudh (TaRUioR) g3 48 h
fewoht: ver SRfY I & Ser R snenfd

AR e

a3en @ fauTedar : LC50 (Leuciscus idus (TG 31H)): > 100 mgl/
o Tg & ford Tudh (TaRUioR) g3 48 h
WIBT: DIN 38412

fewuft: T S IERET & ST R uTiRd
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Raltegravir Formulation

TTHIl T o fafd:
3.1 30.09.2023

€3 MSD [} v

TY.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
741576-00016 Ugdl 9R ORI 3 $I dRI9: 06.06.2016

SHHT T4 o TeRfea
SR fasTaddn

RaTa/STey Uielf ol fauTadar

STtarugaf & fosTartdr

R 3R SraerHforrdr
3d4d:

Raltegravir:
Sfdh HIHHUIIT B &FdT

T A RURar

Sfde THHUIIT B &HdT

Afforam Wate:

:  EL50 (Daphnia magna (dlcX 1Wﬁ)) > 1 mg/l

o IHa & o Wudh (THRIUISR) §3T: 47 h
e a1 oM a1 erd: Sia g iR

Tt Adw 67/548/2 3., Ta dt, 2.

Rquft: uep SRt R F et TR e

faciTar ot T R B _AvTedar T8t

- EL5O0 ( Pseudokirchneriella subcapitata (‘e:ﬂ‘a?ﬂﬁ (Qc_vﬁ)): >1

mg/|

ﬁmﬁw%ﬁﬁw (THIUISR) §3MT: 72 h
T T S a1l yerd: S qHTAIST SR

T o 3 3 S e AW 201

fewguft: ue St IRt & e R snuid

facTar ot T R ®13 fauTeddr T8t

NOELR ( Pseudokirchneriella subcapitata (Eﬂﬁiﬂﬁ (Qc_\yﬂ)): >
1 mgl/l
fpa Ima & ford WU (TaRTAIoR) g3 72 h

% far oI s 1er uerd: Sie gHTANSIT 3w
Thepr: 3N 3 S e w201
fewguft: T S IERET & ST R nuTiRd

. EC10 (Pseudomonas putida (JEIHHN GfeSN): > 100 mg/l

- Ima & ford WU (TaRTIIoR) §3: 16 h
oXe forar oI a1 gerd: Sie it iR
feqoft: v it It & Ser wR sneria

: OROTTH: dig Tid ¥ 3ruefiford g arelt

S SGHHUET: 50 %
e Tma & ford Judh (THRIUeR) g3 9 d
TBT: OECD Uieun femmfewr 3028

D Sl fasIon: < 10 %(5 d)

T o 3.9 S e Adwr 111

D OROTY: AT & 1Y WdHiae diie o SashHueRT

CIRISESERIEREIS]
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Wfdh STHHUAT B AT URUTH: SRAISUSSd el @
fewft: T S it & a1 W eyt

Turfaa Sfae Jwaq

3dyd:

Raltegravir:

ELISRRINICHCS] © log Pow: -0.328

figera/mr)

AR Wiwe:

faUTe Turies: (WA . log Pow: > 4

3faeHId/a)

fardt & wifor=fteran

3T Iuas gt

3= ufdpa yHTa

a1 IuAs gt

13. fAuer= fifgard

fAteq & afie

/N T F=1 7 (gere) . e B A H A b |
R fafAgdl oy thos |

FRGRIE L W fSea Bl A Pl g8 d HRA aTll BhaTare! H Jagdhai a1
T & ford o Se|
3R =t fafAfey =1 foran mam: srrged Sare & T A
fAuem &1

14. TRag= a1

ierTsta fafraw

UNRTDG

WS It & = U § fafafid T8t

3Mg T & -3 ot 3R

GRS AR & =0 | fafafid T8t

mé T S of-Hrs

GRS A o =0 | fafafid T8t

IMO JUBRUN & AR 4P H ufiagd o

3MYf Rpu T Msee & Rrg A g
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Raltegravir Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1 30.09.2023 741576-00016 Ugall IR SRT & & dRIG: 06.06.2016
IraNTEdt & fore faxiw grawnfaar
Ty el

15. faf~ramae Ja=n

verdf ar freror ¥ fore e, Wy, iR yaiavur & fafawfaee

39 ITeH ¥ 3aud fAmfrfAd srae N A gfaa &

AICS - fuifed =8t

DSL : Fyffea T8t

IECSC . fuffa =gt

16. 3= AT

e ot fafy ©30.09.2023

Sifafvad SHeRY

el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ 3{idd& dd-Id! ST, Sel

AT fohdl g adTast Ui TieT TR qul TR I™HE Tor,
http://echa.europa.eu/

fei urey ;. feqam.ad

3= SR & quf arey

ACGIH . guHU| ACGIH TR J1H (TLV)

ACGIH / TWA . g-Uc, gHY- 9o i gd

AIC - NI TRT @1 Sfeferars Tl ANTT - sfore ot g yfy aiRag Tofdl; ASTM -
AR IrEh udiernr TRTEE:; bw - STet BT a9H; CMR - SR, Jeol-d 1 U favaT; DIN -

THA AFSIHR0 IRH & U AFS; DSL - aiqua?fﬂjﬁ(aﬂm) ECx - x% Wfdfehar ¥ a1
THe; ELx - x% UfAfehar 9§ &t ST &x; EmS - ATUTqHIe- Uegd; ENCS - AiEl R =Y
RS Ueld (STAF); ErCx - x% s &) Ufdfhd § &1 e, ERG - SfUadbIc widfhar
TES; GHS - éf\%wu?wﬁw GLP - 3fa3! JANTRITE UT; IARC - iR TR 38U & fog
THl; IATA - SRS arg aRaeT THIRIERH; 1BC - uﬁ’rwﬁwwﬁaﬁ
%ﬁﬁwﬁm%ﬁﬂ TfgaT; 1C50 - 31T Sifidman RIS ddha; ICAO -
SRIFH AR fIAE W67; IECSC - IH | Hivel Irfd gardf &t $9es); IMDG - SiaRigh
T WARATS TT; IMO - SRS Tt W13, ISHL - STeNfIes YR&T SR WA BT (STUH);
ISO - AF®IHRU & T RIS W 6; KECI - HINAT HIGaT IR dexl; LC50 - TRI&T MaTe!
BT 50% BT Gl Tobgd; LD50 - URI&UN STETEl BT 50% bl Gldch WRID (A °Idd WGRD);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SfeRigha Ta; n.o.s. - 33T A&y 76T, Neh - Ry
708, NO(A)EC - 3fadlid- T fbar TaT (Ufddd) THE Hdhad; NO(A)EL - 3/@did- 9 fodbar mar
@fdHe) THTT TR; NOELR - TR-3{TdIH-070 U deM &3; NOM - 3MfieiRe Afdye faw;
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NTP - PR fau-fa SrfsH; NZIoC - 8R! &t =goht e $dedl; OECD - i wedl 3R
AT TTE; OPPTS - IMMAM® JRET 3R UGN AHUM HATAT; PBT - RIRR, Wd-THAHN 3R
fawmad uerd; PICCS - @A SR IS gerdf &t el gded); (Q)SAR - ({ETEE) I
TfAfAfY Fey; REACH - JRIUN T¥g 3R IR GoiidRul, eidh, WRSR SR ufady gRug &1
fafa@= (EC) F. 1907/2006; SADT - W-digdl 3fqge dIgHM; SDS - YR&T sl 2ie; TCSI - dgaH
A Uerd gdest; TDG - WARATS WA &1 URdeH; TECI - YIS T $desl; TSCA -
fauTed uerd = sfifaw (e g SMR®T); UN - §ga J1F; UNRTDG - BIH®RS IHH &
TG IR TG Y BT RABIRY; vPvB - Tgd WK IR Tgd Sla-TUHAHRUT ARF; WHMIS - HT-
RIc WA AUl o1 Jurat

T YR&M1 37 e & TS UHRA &I IRRG &1 & Tl THSRI 89R IH, THHRT SR fayr &
SIUR 6! § | TSR Bl YRI&T &7 Y FUTEH, TN B3, UiehaT H, T &, IRag &,
AU FRA a1 Bie & forw Haa Anfes & wu & foma fasar man g qun fed R &t ardt an
ToraRTT &1 fafe=T 18T AT SIe | Judsy BRI T SHeRY 39 SDS & Y W ugart it Faa
faRry Tl @ Tefid 8 aur SDS wnlt &1 farelt s arelt & TaeH H a1 fansht o ufshar °, 5|
I UTed B 7 SdTa1 747 8, AT 631 WR Y 181 8 Javchl ¢ | Wil Triaarsit ) ar] g WR, Uatad
¥ oifad Iare B SDS-URR & I BT BT B Uled eod B, TANT R, Ulchar Hx-
TUT T TR & 30 3iF &1 & ARy e & SHaRT SR Ry &t weten & a1fgu |

IN / HI
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