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SifeH &1 foma :
<é> ‘E@
Tohd g RGN
BT el sre ! H303 FTeM W gTebRe® 8l Jehdl &
H318 3ffEt & iR g1 ugard 1
H335 YT9-UT vl STe Icdel PR Hebell 5 |
H361d 3fSTTd I P BT Ugar &1 g
H402 STe=R Siiad & folt gIHe RS |
Tgfaard/gdfau™ §aM N
P203 IUANT I ¥ Uga Guft JRem e o) U &%, ug iR
JHT UTeH I |

P261 4@ A H o ¥ & o

P264 + P265 THTA & d1G g1Yf I 3D dig ¥ Uil | {1l ! 7d
B

P271 %dd S8R 1 YA dfea=H & Iy IUTNT B3 |

P273 ARl H BISH I URER |

P280 & X/ I 3R 3@ T/ I&/01 U |

3T

P301 + P317 3R it foran 81 e e Teradt ura &1 |
P304 + P340 + P319 I W R UgUI & of: SAfad Bl dToil gal
T O S8 3R 19 o & T 3R I fofeTd | 3AR 317 3Ry
Heqy d 8, a1 R Feradr Ui e |

P305 + P354 + P338 + P317 3R 3fi@l § Tfefl SU| %3 fAe
d% A U I il | 3R Picac o TR 81 dl 36 FMabrar
M 81 at Fera ¢ | Fafeen geradT urd &

P318 3[R MR g 1 for Y, i<ty gag ¢

HSRU:

P405 SR dIal H|

fraror:

;01 / &= &1 FueRT Wigd de Svid HREH A
|

3= gIf~at foeT U W=y aRffe<or A8 gidri

Yd & 1Y TS 1 W 1@ A it STar 3R @ § Yt 8l Jball ¢
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AAS A W T () - TR | TS (FTHAIH) (%
wiw)

Raltegravir 871038-72-1 >=50-<70
el 9004-34-6 >=10-<20
ooy ©WhRe 557-04-0 >=1-<5

4. UTyfire Rifse & Iurg
BICIR I © 3R THeAT 81 U1 adigd 31 7 & o) AfSHhd T | g HY

. SId T&IUT ¢ To A1 XiobT 1 gR U H ity gerrg o |

3R Y1 GRT UGVl §1 ST . i A gRT U I foran S, ot drelt gefl ga1 | o W
fafbcita ggar o

3R &l ¥ ¥ 8l Sy . gWd BH WR, R @1 B g 3R Igdrd U ¥ I HR
TRd 9% U4 9 AR S|
fafbeita ggar |
YN ¥ Ugd a%d g |

' QTN ¥ U6 9 S I st ke Uil |

3R 31 ¥ AU g1 ST D D gH W, A 3G B HH I HH 15 e % o IR UHT
U I DR
3R HiTeae el U8 B, 3R IAH! SARAT TH 8 IR < |
R Ffhier garg

3R A7 fera sy : i Frar s, 9uH URd Td el |
fafeb g e o |
Ut o 1Y 4§ 3B ke el B |

HeY HEAYUl A& 3R : FITeR R SRS §) obdl

UG, A1 g 3R o 3{raEt &l TR g1 ugarar g
T T Se S PR ol g |
31SITd RIg 1 BT U= &1 HAE |
?ﬂm%waﬁwaﬁ@ﬁaﬁﬁwaﬁ?wﬁw

|

Ty e & TReor L YT Ffored 3 aTell DI 3T GRE&T TR & o1 A1gT, a7
Y B GHIE 81 TR T Y Jafics JRETHD SUBU
BT SUANT HRAT A6 (TS 8 ¢ )|

[EERE A ANC R CRll L et 3R WA ¥ SURR B
5. TR U
UG A= Hifsam DoSa
QAIepgIcr-HfRIe T
He SRAHHAZS
R EINEIRE)

SR (M) FH H ATEH ¢ 3FId

IPTITF SRAFRRF IR 4@ 7 VAP, STa WId &1 SR A AL 4 ga1 H 3R
BB AE B THF 8id) & o [pie [ GHIaT 8 Iobd! B
T8 UGl BT YUd WY F il T TR 8 Il g
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GRATH G TG . PR NZSY
Hﬁam&haﬂm(mx)
ﬁmahaﬂm

(3TT) g & faRy . g8 AT U TN &% off R uRfRfY SR -
JTATaRYT & 3D Bl

I [Sadl P 381 HRA & Il TA-HeR &1 TN B |
3R U1 AT TR B A 3T & &7 F ifad R Feprat o

SATE &l WIcH HRATY|
IMYIH S U iR Tad 3 & OF WR, Wd-Fafd 4 I ugH |
JUDHT Al &S IUSHRUT TART H1 |

6. AT RTP el U

Jufdasd ey, RemdTd ¢ Mol eTES IuHR0T AT AR |
JUHT qUT SMUTTDTA IRI&T TSR Rl (TS 7 T ) 3R G GRafm SuHuil
gfhary & gTdl (TS 8 T ) BT ST DY |

JgiaR Ui graenfar © IRl H B ¥ URER B3|
e A1 QRIEr, SR 3 g a1 saera &l A |
g U T g Bl a1 T A breT |
%ﬂ%ﬁg{ﬁwwms‘rwﬁwmﬁﬁﬁ
|

TS P IR BAT YA a1 H A & U Bl HH B & folU fSRav1d Y a2yl I
F yerf ug b WA 3R & R TH HR I ¢
It B O | YA FHRA oA o forg ffaikad dRa verd s |
3R XM yerd § IR |
u@frﬁsmﬁﬁmﬁ@rmﬁ(a@rﬁmﬂ@ﬁaw@rmﬁ
TH M) |
[T 1 Gog! IR Thd 7 81 <, Fifes 3 uafy A A ardieary
el 81 WR fawwie fyyor s Sar gl
IUYHd TeRIREC & 1Y Thald &) AN AR &) I6 |
R a1 YT fafam 59 vard &1 fagf ok AueH &4 &
forT A 8Y Tohd €, Iy & I AeRIgey iR Sgeiy W off o
&9 yerd o) Relisl &1 ITE § IuahT A 91 d 81 3 &I
fofa 31 BT 6 PR fariow A 8§
39 THSITH & 3IHT 13 3R 15 $& R A1 I8 Repreie
& IR H PR USH Hd g

7. T 3R USRI
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TH1! U™ : %@wﬁvﬁ%ﬁ%w%wﬁmﬁfa
Tl B
Fiferd garurd 9ar, S P aad ASSIT SR ST ar
3ffehy gIaTaRT |
L 3R T dfeARM Srudsy g, af R e dfedwE &
1Y IUGNT |
D YA AT I T
e w1a |
G 79 9H T
AT P 1Y T U db IT IR IR J0b H 31 J GRER B
3BT M Taesdl SR TRET TSl & SFTaR TUTd, ol
PRIRIT THIUIGR 3BT W TR B
f5od B HY TR I¢ PP W@ |
Ugd B Tadt safdadl &I, 3R 3T, uarell, didpiiere ar Mg
2T IMT & Ufd YaeA=ia AfGadl Bl 4T Ioih! T Jacdh! b
1Y HTH B b Jay & A FRifrcds I Wl w1 anfgul
Yd BT IATG 3R oG HH Y HH gH <
S TN § A7 81, fSss ¢ G |
1Y U4 UsdaH o i 9 g X9 |
Rfasw AR & ufded yafor IQree s
TP, gaG B T A B FaYH! T, 3R TR0 H HH
HH O
D 3B kg ¥ Aad fobt gu fEea O 7|
YR dra H
HY PR TG PR X |
38l vd yaftd AmEr # a1 arell ST # " |
faR ¥ faf ol & SFraR HeRT &1
 fgfafied R & Uisde & 91y 7 39
g sfiafiaRufig Toicy

R / $a dfea=E

IRI& gTee & forg
grguT=ar

R Hsrur Bt uRkfRyfeaar

S Uerdl 9 9

8. Siifew ford=ror / Aot gRam
HRIRS =0 & A1 & A1y 3aad

SCRE

T T Ty (h9)
- R

el UbR
(3RETT BT

&R

IECPRCIERT]
RAEd
HITCA

STYR

Raltegravir

871038-72-1

TWA

1000 (ug/m3)
(OEB 1)

R

9004-34-6

TWA

10 mg/m3

ACGIH

Ao wRe

557-04-0

TWA &9
o T 3

10 mg/m3

ACGIH

TWA (48T
S1R1)

3 mg/m3

ACGIH

gelifrafar fedsor

L O T URTOSR aH &R & forg dya gefifAafe fgson
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BT FEIHTA BN |
gt Seitfafier oz &) uRIR f3ems gr1 Srifad 8
T 3R IdTe!, BT, 3R TTTaRUT Pt & & folT GMP &

Rygidl o IR Henferd foar S amfgul
foreht 9= &t 9reht
YT et s L R Ui WY e dfiedw Sudsy el § a1 TeueR
STH e SR fERM-MERT & STeR TauIoR Heiid #vdl 6,
Al T GRET BT STANT DR |
oo PR © U UBR
BT et s=ma
Teref WA gwH
3ifal et s=ma D T3S ies U1 TN o WY QRETIRATTRH |
3R HTH & ARG a1 MAfafy § ¢ &1 fRufaar, o a1 wRied
I &, Y S Ted ue |
3R Y, YU, T TR & IrH-T A1 AU ! FHTa1 81,
TRiIcS I1 Y Agx BT 3 TR&0T UgH |
@1 Ud IRR et s1a . gdf a1 yaTITen die H B B
T dl Jadt Iuy © 3R AT IUTNT & SR IGTT & U | 3 BT JHIET 2,

@ BT P P M S B9 3 ¢ B yonferar 3R Jrem
QR T BRI

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

gfd HUS! Bl O & 91E Bl R I SXAHT Y|

gfaun & TyTe Sared | gei-anaT a=or &1 aeter, 3fad

FGITA GREM ST, IFrd ST R aR=Ie Tfsharat,
SN Taesdt TR, fafeser AR oiR srawimuatg
[ERENCESSEIRRIESESEIENRY)
9. Yifa® vd ITafa® ur

fegmae N

Rl : 321 IUds gl

Ty L STl SuAsy gl

Y B Tgele L 3o 3uds et

Uifee) D el Sudsy T8
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|
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3= fawpie Fa1/ TR ;3T IuAsy el
SR T (3UR
Panfaferd fordte)
% fawpie I/ ech D 3l IUA et
SATHRITAdT ST (TSR
Hanfaferdt ferte)
9™ g ;3T IuAsY e
el I T ;3T IuAsY el
T TR E I T
P
gt B facgan ;3T 3uAsy e
ELISRRIVICARCS] ST Iuas gl
3faea/arn)
SCIZRIRM &I argq= T RIS E I T
3 BT dTaqH L ST U g
BIEGINEESAIRE))
faem IR T RIS E I T
fqepics UrRayHE . foepies 8T
SRABN F ORIHTT : g uerd a1 iy Y siiefieRes aiffed e fasan mar |
JMUIAH UR L STl U g
o1 R
Eaukca ks D STl U g
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T fRRar g W A RR B
IRGHeH ufafsmanai . Tifohdn, UTA AT 30 WY & GRM [AWbled yd-arg Hefor a1

IJpd gl
a9 SHiRNiBRS Toicl & 1Y ufafhar s gbar gl

29 Ry 9 & . dMY, Sa1a ug IRy
Y DI T4 A AP |
SR ATt D SRIIHRUY Toieq
3qge yerf I sifgH . B TR T (RS geH uerd 7 e
11. fawrasnfora =
TG SREUT (THAUISR) F aR © I gRT TG0 HRAT
N THHRT T ¥ IUD
fTerT
3ifE § Tudh
GIEACLIESEI
AT R gfeR® 8 I&dT 71
LLACH
g Mifae fawredar : SffraTclt fasTarTan 3FTAM: 4,026 mg/kg
SREIRRINEIGNED
3dyd:
Raltegravir:
g Aifae fawredar . LD50 (g (HI3Y), e 3R Temn: > 2,000 mg/kg
I
g Aifae fawreddr © LD50 (JgT (XT)): > 5,000 mglkg
IER RS RENIESEI © LC50 (TET }2)): > 5.8 my/l
e Tra & ford Wudh (TaTioR) oM 4 h
URI&0T ATATaRUT: Yel/Hgia
GEECEIRACRICSGI : LD50 (FRIRI): > 2,000 mg/kg
AR Wae:
g AR fauTedar :  LD50 (JgT (X©)): > 2,000 mg/kg
TRIeT: OECD TRIEfUT fGRmfaer 423
3ffera: uerd a1 fireor o HIg Mifde Sy fasTadar et §
femult: ues Sft g & e R smeriRa
GEECEIRACRICSGI : LD50 (FRRI): > 2,000 mg/kg

fewult: ue S it & a1 W smuRd

8/18



ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Raltegravir Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT #RA &t dRIG: 09.05.2025

6.1 13.11.2025 741576-00020 Ugell IR SR} 3 &t dRIG: 06.06.2016
9T & fore e ReTa
IUAS TSR TR aNpd Ta|
3{dad:
Raltegravir:
PG| R GER | 1|
gfomg | =T G E
Afdform e
PG| RS | 1|
gRkome . G9 B SeH T8t
fewguft D TS oI gERE & ST W 3nuiRd
iR A7 efaktsa
3irat o iR g1 ugardT 8|
3dad:
Raltegravir:
PN L TTO3UIG FYHUSA/SIAg HIaT
gRume N IFASGE |
Aforge e
I R GERl | 1]
gRumH : 3fial A oo T8t
fewut © TP ol IR & el R uTiRd
4T I THS UTE BT
1 B gUTEar
JUAS TSR R i Ta|
YTI-UYT Dt GUTRTdT
JUAS TSR R i Ta|
S CRCH
Raltegravir:
Tdigor o1 frer D R fOMh TS TR (LLNA)
I © e (HI3Y)
gRkome L BUTHS
AR THae:
e i e D ORISR ¢
YU (TRTORR) & @ g quh
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Tl el o
RG] :  OECD Udieur fa=mAcer 406
giomg . BUTAED
fewof © U o gl & ST IR SuTiRd
SiaT) A RereHRid!
JUAS TSR TR aipd Tal|
3{dad:
Raltegravir:
fSHeIpRe! g7 fagr e ot frw: faudia SaRady w
URUMH: FUTEG
TRI&0 BI fh e &R TRM IRy
GLI&I0T JUTTell: IC gUICHTgcH
URUMH: FUTEG
TRI&01 I fore: U fqu
TP OECD TRTefur fe=mfder 473
Rom: HUmd®
SR 3 faar L U Bl fe: SA-dial A higadiay ¢
TSIt G (T139)
- BUMTHD
TRI&01 I fore: g fqu
TP OECD TRiefur femnfader 475
R HUTHS
I
iRt 37 fagr  qlternr ot fore: Sadian et fausta ufvad o S (AMES)
R HUTHS
TR0 &f fobed: IRR & I18R TRAT BT BIRAB13MT BT S
IaRad= gtemr
R HUTHS
IRt 37 faar D ORIeTT @t e TR & WRINITgE G Y@ URieon
(Stifad groft # ArgeioHied wRa)
Ut g (T139)
TS & T AT a1
R HUTHS®
Aforae THwe:
Sreredifid s fagr . TYeur ot fre: YRR & S8R TGl Bt BRI o1 SfiF

~
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IaRad= gtemr
gRumH: FumdES
fewgult: ue S IEfE & e W smuRd
G1&I0T o fob e hiHTelH TaREH ¢ 34 fagt
TBT: OECD URiequr fammAawr 473
URumH: FUmEG
fewgolt: ue S a1 W smuRd
Theror o fore: Saian e faudia uftad &t sia (AMES)
URumH: FumES
fewgult: ue S IEfE & ST W smeRd

FHERSADAT

IS TSR TR aNHd Ta|

3dad:

Raltegravir:

I L NS (H13Y), gfeaT 3R e

P gHg & ford dud © 104 I8

(TERIUTSR) g3

gRume FHUTHD

JAqare:

TRy L 98I Re)

T & I o o

fra g9 & ford Iudh 72 98

(TERIUTSR) g3

gRome FHUTHD

3T fauTadr

3T R I 811 Uga &1 g |

 CUEH

Raltegravir:

3(ARdT & THTT ; qﬂwﬁm:w%ﬁﬁ/mwmﬁw
Tt TeT <), G 3R Hiar
TRAHTH & IT: HifkdD
JIYRUT fAuTaddT SHe6: NOAEL: 600 T/ IIRING 4R
R HUTHS®

M RIYF ARG g Ig1 (<)
TAHTH & K HiRkdP

HIYRUT faSTeadr ATges: NOAEL: >= 600 fE/fas IR YR
SRCISHRIET: LOAEL F1: 300 fBrm/faet IRiR® YR
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3R Whdled SR |
gRkune: ardfds
TSIl TR
HIYRUT [ASTIdT AIgeh: NOAEL: >= 1,000 TBRT/fT AR
YR
RIS NOAEL: >= 1,000 /i IRIN®G 4R
R Hund®

ST fANTeRc - 3fichar DUl R fHY T TN & YR R 9ty R ufdgd gud &
O g 8

@

3faRdl P UG L e B fbe: Th-Uidl Grocra fasTeRidr sieaa
UrSTIfel: 6T (<)
TEAIHYH & I AT a1
oM e

TR RY S AFWUYE! © IRIe0 &t fhe: Bichkic! / IR™Y &1 Wil fdsm
gonfar: 8T <)
TEAIHYE & I AT a1
R HUmd®

Aforge e

SR & gHTE L ORI Bl fhe: [quTaar Ge e/ fad Shi- URI&0r o Y
SIET S aTelt DT W1 BT fATadr o1 sierH
UrSTIfel: 6T (<)
TEAIHYE & I AT AT
TRIPI: OECD TRiequr femmfader 422
R HUTHS
feuof: T S it & ST W smutia

MR RY P AR UUE] © Ge0 $ e yor-mie Rig faem|
USIfd: <81 ()
TEAIHTE & I: FATd a1
R HUTHS
feuof: T S it & Se1 W smutia

STOT - Uhd SIfQH

AT Fr2l STl IS DR bl ¢

3AdYUd:

Raltegravir:

Tudh (TFIUIER) P I L ERT I8 HRAl

& 39Td DT U YOTTeR
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b ATY-UYTY a2l S I B bdl ol
STOT - g™ SIfaH
IUAS TSR TR ANpd Tal|
U QRIS fauraan
3{dad:
Raltegravir:
Pl -l
NOAEL © 90 mg/kg
TP & T . Oifes
e gHg & ford dud . 371d
(URTATSR) T
3R R |
Ty L 98I Re)
NOAEL © 30 mg/kg
LOAEL 120 mg/kg
TEAIHTH & T
P gHg & ford dud 189 d
(URTATSR) o
&g 3{ddd : Oc
'l ¢ o (HI3Y)
NOAEL . 50 mg/kg
LOAEL 500 mg/kg
TAIHTH & T
fra g9 & ford Iudh 14 Weeks
(URTATSR) o
&g 3ddd : Oc
eI} TR ()
NOAEL ;50 mg/kg
LOAEL 200 mg/kg
TAIHTE & T
fra gg & ford Iudh 8 Weeks
(TRIIIR) G
&g 3dgd : Oc
Jqarer:
TRy D g8l Re)
NOAEL : >= 9,000 mg/kg
TP & T
fpam g & ol duds 90 Days
(TRITISR) G
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TeeHRT T=ned of faf: TY.31.09. FR; i IR SR #xA P! dRRG: 09.05.2025
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ARRoH Wwe:
LRI L eI R
NOAEL : > 100 mg/kg
TP P I : fa o
fram g7g & ford Judhs 90 Days
(TRIUTGR) g3l ‘
feuguft D TS oI g & SeT W 3nuiRd
YT GeRT
JUAS TSR TR aNpd Tal|
G S & A1 3gHa
3(d4d:
Raltegravir:
e o TR AdaH, &%, RREE, R, I (), @ B oa
12. gIiRfRufa@TT ==
urferRufae fawmer
3dyd:
Raltegravir:
NI RCLIESKI] : LC50 (Pimephales promelas (Fegs fidT): > 100 mg/l
fpam g & ford 9uds SR) 3T 96 h
TRIeT: OECD TRIEUT fGRm-a=r 203
LC50 (Cyprinodon variegatus (TS f&4M): > 100 mg/l
fordm g & ol Tudh (TaRdioR) 3 96 h
TRIeT: OECD TRIEUT fGRm-a=r 203
ST TE 3 Je-Ifed . EC50 (Daphnia magna (d1cR Til)): > 100 mg/!
ERERRELIESE] fordm g & ol Tudh (TaRTUioR) 3 48 h
Rer: 3N g . e [ewr 202
aTal/STeg Ut 1 fawTaddr EC50 ( Pseudokirchneriella subcapitata (Eﬂ I (Qc_\sﬂ)): 66
mg/l
ford THg & ford Tudh (TaRTdioR) g3 96 h
Rt 3N g . ¢ = 201
NOEC ( Pseudokirchneriella subcapitata (Bﬂ qard (Qc_vﬁ)):
3.8 mg/l
fordm g & ford Tudh (TaRTdioR) g3 96 h
Rt 3N g . ¢ [dwr 201
Sharugei & fawrer EC50: > 1,000 mg/|
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Raltegravir Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} HA BT IRIG: 09.05.2025
6.1 13.11.2025 741576-00020 Ugell IR SR} 3 &t dRIG: 06.06.2016

fohram g & ford WU (TaRTUioR) g3 3 h
T80T Bt foh e YTH-IRa | T hlde
T 3.3 3 S 2 Adw 209

NOEC: 1,000 mg/l

foham g & ford Tudh (TaRUioR) g3 3 h
TRI&UT Bt fh: YI9-URaTg | F=PhTac
T 33 4t.St & Adw 209

A3al &I fauedar (RR&rfae @ NOEC: 9.3 mg/l

IGLIETGI) foram g & ford Tudh (TaRdioR) e 33 d
P ISIITS Pimephales promelas (ﬁﬁ%@' ﬁﬁﬁ)
RIHT: 3.8 o Faw 210

SHRYTd 3 eed : NOEC: 9.5 mg/l

SR fsTedar (RRepifers foram g & ford Tudh (TaRdioR) e 21 d

[ELIESED] USTd: Daphnia magna (dTeR U<l
T 3.4 S e Adwr 211

@

B E KA RCLIESKI] :  LC50 (Oryzias latipes (STAMT HS®T)): > 100 mg/l
fohdm g & ford Tudh (TaRUioR) g3 48 h
feoquft: v Srit Imfiat & Ser w sneRa

AR Wae:

NI RCLIESKI] © LC50 (Leuciscus idus (e 37h)): > 100 mgl/
fohdm g & ol Tudh (TaRTUioR) g3 48 h
AT DIN 38412
femult. ue Sft g & e wR smemia

SHHAT Td 3 Je-fed :  EL50 (Daphnia magna (aTeX Til)): > 1 mg/l

ERERRELIESE] fordm THg & ol Tudh (TaRTUioR) g3 47 h
X o ST STer ger: ofd JHifoId iR
TepT: fAew 67/548/3 3.4, T Y, Tt.2.
femult: ue Sft g & e wR senia
facradT &1 1 R DS fqwredar 76!

aTel/STeg Wel &l fawiaddr . EL50 ( Pseudokirchneriella subcapitata (Eﬂ ] (Qc_\sﬁ)): >1
mg/l
mﬁ TG & ford Tudh (TaRTUioR) 3 72 h
X o ST STer ger: ofd JEmifoId iR

1 3N 3 € e Adw 201
feuof: v S It & S W smuia
facrgar &t I R PIs fawraddr T8t

NOELR ( Pseudokirchneriella subcapitata (Eﬁ qard (QcTri )): >
1 mgl/l
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Raltegravir Formulation

€3 MSD /) e

TR TRMeE ot fafd:

TY.31.0Y. F:

13.11.2025 741576-00020 Ugd! IR SIRI &4 &1 dRIG: 06.06.2016

foham g & ford Tudh (TaRTUioR) 3 72 h
e fopar S a1er uerd: S gHTaSIT i
T 3.3 3 St e Fdwr 201
feuof: v S it & Se1 W st

SitaTopsfl B fosTera . EC10 (Pseudomonas putida (FSMHFI gfeST)): > 100 mg/l
foham g & ford Tudh (TaRUioR) 3 16 h
e fpar oI a1el uerd: o gHTASIT 3iwr
fewgolt: ue S a1 W smuRd

TR 3R rashAOTar

3dad:

Raltegravir:

Sfa 3rahHUIAT B & : gome: dtg Tfa & 3ruehforg g areft
Sfde THHUET: 50 %
fordm g & o Tudh (TauioR) §aMm: 9 d
TP OECD TRtefur femnfder 3028

L ICIR=A TR D Ol fasiwn: < 10 %(5 d)
T 33 St e Fdwr 111

I

WIH SHTHHOCT BT & : uRome: YAl & 1Y UIGidd diid § SahHUBR]
CRIEEEREREINI

Aforae e

WaP STHAUAT B &FaT . URUTH: ISR T8 8
feuof: T S it & ST W emutia

TyTfad wifds J=ou

S CRCH

Raltegravir:

CRISERICTRCS] : log Pow: -0.328

3fFeIa/arEn)

AR Twe:

fayrem uiie: (T . log Pow: > 4

SNCEEIG I B))

firdY o wfofteran

31 IUAS gl

16 /18

3ifdH IR OIRT #RA &t dRIG: 09.05.2025



ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Raltegravir Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT #RA &t dRIG: 09.05.2025

6.1 13.11.2025 741576-00020 Ugell IR SR} 3 &t dRIG: 06.06.2016
3= Ufded gHTa
22T I Tl
13. frger= Aifgard
fAreR & T 8e
QY I §a1 g (e . e @I ATel # 7d Bov |
R fafaHl o Fy thas |
gfa afd : el fSsst B e P gTsd B arelt Bieldl A SarsdwarT ar
T & fod o S|
AR 3T fafAfdy =18t fosan T SiRjed IdTg & U o
e &3
14. UREE a1
JeRfga fafraw
UNRTDG
TaRATh Il & ¥U H fafafig 78t
318 U &1 -8t ot 3R
TaRATh Il & ¥U H fafafig T8t
313 TH Si Sit-Pis
WA Il & ¥U H fafafig 78t
IMO JUBRUN & IR UIh | UiRag B¢
3{Tfef 3T T tieae & forg oy et
IuaNTHdl & fore fagiy grawnf~ai
TS gl
15. fafram® g

gerf a1 frgor & g Rem, Ry, 9k wataror & faffmfaus
39 I & 3rayd FAmfafEd sra< Ny # gRa €

AICS - fyiRa =gt

CA. DSL - fyiRa =gt

IECSC SV IGE
16. 3= AT

SRIPEECIRGIR] © 13.11.2025

Sfafved PRI

171718



ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Raltegravir Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT #RA &t dRIG: 09.05.2025

6.1 13.11.2025 741576-00020 Ugell IR SR} 3 &t dRIG: 06.06.2016
el ¥fic & Ihad & o . %= U1 SDSs, OECD eChem ¥ 3{idRe ddb-ie! Sel, 3l
PRIIED R GRASIG OIcd EisT UROTH quT R IR Toie,

http://echa.europa.eu/
feAie sy R < e = L
3= SEIAURE & quf arRy
ACGIH . guYU| ACGIH JHR@T 4H (TLV)
ACGIH / TWA . 8-4¢, HY- 9o 39d

AIIC - 3R X! Bt SSferars el ANTT - SIford 1 g HiH uRag Toiell; ASTM -
3Tkt ARl uteror TR bw - SIE &1 G9H; CMR - BRI, ol I Yo faseT; DIN -
THA AF®HIHRUI TRM & U TF%; DSL - IR ek gt (@181); ECx - x% Uiifhar ¥ T
Tdhe; ELx - x% Wfaforar & IS AfET &; EmS - AUIdHTE ASYe; ENCS - HISal 3R U
IMEAH® Uard (SUH); ErCx - x% Jfa o) Uiifshdl I JT Wdbad; ERG - SATUTI@HIRH Ufafehar
MEE; GHS - dfi® TR TR I7Td ReH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
RIS Tolll; 1ATA - SRS oy uRde THIRERH; IBC - YRY HEl § WoRlh 19! drd
TSIt & FHf0T SR IuHRUT & forg 3 HfedT; 1C50 - 3MTeT HfYHTH FRIUTES Hdhg; ICAO -
SRS AR I W67; IECSC - 9 H HiGal I9RH® Yardl &t $desl; IMDG - SiaRisi
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);
ISO - AFSIHRUT & T STRTPTI WTSH; KECI - HIRAT HIS[GT TRT Sae; LC50 - TRI&IT Marat
B 50% P Gldd b, LD50 - GIEUT SHTEIEl BT 50% P Oldd TR (A1 °ddh WRID);
MARPOL - SgTell & UguUl &1 AU & oIl SRS e, HhIR - GcRTd HIdl & URTg bt
gfaen & fW TS, n.o.s. - 3T RSP &Y, Neh - foreft fm; NO(A)EC - iadiie 7 farar man
@fdee) T Tba; NO(A)EL - fadie- 7 faar mar (ufdgd) UHd WR; NOELR - R-3{ddidh-
IR YHTG TeM &X; NOM - SRR Hfdge- Fam; NTP - g fav-fis sriss; Nzioc -
TR Y Yol A8 3desl; OECD - 3Mfies [galT 3R fAh™ Wa; OPPTS - IMM™HE JREM 3R
TGN JAHUTH HIATaT; PBT - WM, Sia-Teh=eur 3R fasred uere; PICCS - I9aT iR A
Terdf @t freidig 5dedl; (Q)SAR - (HHIHD) TXEAT TAfAf Tafe; REACH - RITT T¥E 3R
TR USllaRuT, Yeaiced, WeR 3R ufasy uikse &1 fafaws (EC) . 1907/2006; SADT - W-
igdT ST d9HM; SDS - IR&T 3l TWe; TCSI - Agar IS Uard gdedl; TDG - WaRATH
T &7 URde; TECI - UTSas HIGGl ITE 3dest; TSCA - fasmaa uerd fmor siffaw (dged
1T SARBT); UN - TG AY; UNRTDG - BIM®RS MM & IRdeT IR UG Y B R,
vPVB - 9gd R} 3R §gd Sa-ThAhR1 T, WHMIS - BT-RIe [T AR YT Jomet!

T JR&M ST =T B SUS THRA S IRNG B &t T THSRI AR IH, STHGRT 3R Iy &
SFTIR TE & | STPRY Y QRIET &1 J GHITH, TN =, TfhaT R, Tera e, IRag e,
fAe™ &1 quT Blsa & fo Had Anfex= & T H feomad far mar § qut ot yeR &t arel a
TOTaRT T fAfFCRT 8T AT ST | Iuds SR TR TSR 39 SDS & XY R ugar Wit had
TRy Tl @ Tefdd € qur sps el &1 fardt s Tt & TaeE ® Ot fesht o ufkar B, o
TP UTed H =1 ST T 81, YA 31 WR I e 8 Ghd! ¢ | It uaadrait &l a8 W, Jie
¥ ifqw Iare T SDS-TMH &t IUYHIT HT SMHAH IR Tled 88d B, YA HA, Ufehar A
TYT T B & 3T 3ty 71 & fafiy e & TFeRY ok Rymiien &t aeften - =nfee |

IN/HI
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