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Raltegravir Adult Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA B dRIG: 09.05.2025
7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014

1. IIG T4 HHH! Bt Uga=

e 9 : Raltegravir Adult Formulation
fFratansmyfdeat
BT MSD
adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
P RIrAC] © +1-908-740-4000
UTAHTAT TBH TR © +1-908-423-6000
S-0e &1 Ul ©  EHSDATASTEWARD@msd.com
TERT U Rre e ofi ufaey
Repres yam Y| s
ITT R ufdey . YT e
2. @R 9 yga=
forator, WeRUr iR & SImTa @RS THTaH fAaHTaet, 1989
Fffeor
-1 & U | & Fuiid AFcs & SUR Wk & ©0 & FHifed 76l §
Sit. 9. 0g-affeeur
TR A7 efarsier o faumT ]
ST fauTadan o faumR
ffEg deg-om efes fawraaar  :© faumr3
- U@ SRE

DI (Vad) STelid @R fAUmT 3

SI.T9.UY. d9d dd
SRaH &1 e :

‘<£> ‘E@ < : >
Tohd g G
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Raltegravir Adult Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA B dRIG: 09.05.2025
7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014

BT =i e . H318 31\l & TR g1 Ugarar g
H335 YT9-UT vl STe Seqel PR Hebell 5 |
H361d 3fSTd fRIY P g1 Uga &1 g !
H402 STeleR Sitad & ot giMeR |

Tgfaard/gdiau™ §a N

P203 IUANT IR ¥ Uga Guft JRe A= &) o &%, ug iR
REEIRS L

P261 ¢cT H g o ¥ & o

P264 + P265 HUT o F1G BT BT 37l TRE ¥ €IV | 31 1 A

£l
P271 9 STeR T T afeawq & I IuINT B |

P273 ARl H BISH I URER |

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

IR

P304 + P340 + P319 Afc T §RT UGN & o: Afad &I dToil gal
T OTE 3R 1Y o & T 3R I fofeTd | 3AR 317 3fay
Heqy 4 8, dY Rifeedr Feradr Ui &R |

P305 + P354 + P338 + P317 3R 3fi@l § Tl WY | %3 fAe
dd qEd U ¥ el | 3R dicae o TR Bl dl 36 Mabra-n
3 8 d Feera 2| Fifere eradn ura &3

P318 3R TSR 81 41 e g, Faaiia garmg <

HSIRUT:

P405 HSR dd HI

forameor:

?ﬁsm / F&ss &1 UeRT Wigd dw SRUvid HREH J
|

3= gifat et aRume wavey aefferwor 7Y g
Yd & 1Y TS g1 W @ A it STar 3R @ § Yt 8l Jball ¢
UfehaT, THIT 3T 3 WL P SR [Ahled Yd-arg o a1 Jhd

3. 3AUq] BT HITASTHBRY

e s REEY

3auq

TGRS 9| R T (FY) - TR | ST (HEIH) (%
wiw)

Raltegravir 871038-72-1 >= 30 - < 50

QQﬁG 9004-34-6 >=10-<20

NIRRT ¥ave 557-04-0 >=1-<5
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Raltegravir Adult Formulation

TXHIT TNy &t fafd:
7.1 13.11.2025

3ifdH IR OIRT #RA &t dRIG: 09.05.2025
Ugd! IR SIRI &4 & dRIG: 16.09.2014

TY.31.0Y. F:
13235-00028

4. Tyfire fafeer & ur

TH] e
3R I GRT T80T §) Sy
3R &< A JuP g WY

3R 3iF Y U gl WY

3R 7Te foram S

T AU T&0T 3R
TG, I o 3R &

T fefdrer & TRefur

fafrct® & fo’d g

© 3R e 8 U1 daidd 31 7 ol oY AfSHhd Wi I Jellg B

SIq T&0T €6 X8 1 Wbl &1 &R fRufa o Fafercita warg o1

. gfe IiY gRT U801 R foran oI, &t aroht geht ga1 § & S|

ffercita Tgan o

IS g R, A @dl Bl G 3R Tgard U I I B

T 9% Td 9 SAR < |

fafb it T8 |

G ¥ Usd 9 Ui |

YT § U8 o B! 3T ke Ul

 gd B WR, A G B HH J HH 15 e 9F X IR U

I U 9 96 B
3R BIeae A~ U 8, 3R I IARAT T 8l IdR ¢
I Fafe i gare

: gfe fATTen S, av ORd 7 B

fafbdia g o
Ut o 1Y 4§ 3B IRE PHeall HRa |

: 3frEl @t TR g1 ugaTdr 8|

YT-TYTY Fra2l el I X bl g

3ol fRIS] 1 811 Uga™ &1 Teg|

%mgmgwaﬁw&ﬁ@ﬁaﬁﬁ ST 3R T A gD
|

L YT Ffohed 3 aTell DI 3T YRET IR &I o1 A1gT, adT

N B! GHIE 81 W T 7Y Jafdads
HT ITGNT HRAT A1eT (TS 8 &9 )|

YRETHD SUHR

: Eeifore 3R TN ¥ IURIR B

5. =M IU™

IUGd SR Hifsar

SR (3TT) T & ATAH
SR & SR IR TR

WRATH G- 3G

A [ S|

QeI Ia- ORIl F
P SBAHPIRS
/T T

B I
L YT § O A%, TG Wid Bl SURIFY A I o gaT F SR

SR AT A Th7 gl & ol faepie i Ty 81 gobdl B
38 IS T YUP WY & o T TRkl 81 Tobdl g

. PR RS

Aedt soursey
BRPRY & Sy
ISCIoM SdE Sy (NOX)
TARM Afp
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Raltegravir Adult Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA B dRIG: 09.05.2025
7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014

(3TT) g & faRy i . g8 AR I TN &% off R uRfRfY SR -
qIATaRUl & 3IHd Bl
I [Sadl I 381 HRA & Il TA-HeR &1 TN B |
3R VT AT TR & A 3T & &7 F &ifadH R Feprat o

SATE &l WIcH HRATY |
MY & U faRvaaE @ o & OH W, WI-af3d 414 U ugH |
JUHRT Al efTEHs IuHRUT TR H1 |

6. ATHRTP Nefie U

Jufdasd ey, RemdTd ¢ ol eTES IuHR0T AT AR |
JUHT qUT SMUTTDTA Rfera Bsfei s (W 7 37 ) 3R fdrTa grem Iusoi
gfehare & gATdl (TS 8 T ) BT ST DX |

ygfaRuitg qaeurar © QIIaR0 H Bie ¥ URER |
e AT JR&, 3R 3 Rma a1 S &1 b |
g U T g Bl a1 T HbreT |
%@meﬁﬁ,ﬁwmﬁﬁ
|

TS PR SR BaAT YA a1 H A & U Bl HH B & o0 fSRav1d Y 3aveh!
F uerdf ud ™o WA 3R 8T R TH HR I ¢
It B O H YA HRA oA o forg ffaikad dRa verf s |
3R XM yerd § IR |
smfrﬁwﬁﬁmwﬁwﬁ(@@rﬁﬂﬂ@ﬁwﬁwﬁﬁ
Ih B) |
YT 1 Gg! W THHd 7 81 <, Fifes 3 7afy A A ardiear 7
el 81 WR fawwie fiyyor 59 Sar gl
IUYad TeRREC & 1Y hald &) AN ASRTd &) I6 |
R a1 YT fafam 59 vard &1 fagf ok MueH &4 &
forT A 8Y Tohd €, Iy & I AERIgey 8k SMgeHy W o o
&9 Ter F) Refiet 3 95T & ST & 91 9 §1 o &
fofa 31 BT 6 P fa-iom a8 €
39 THSITH & 3[IHIT 13 3R 15 $& R A1 P Reprerie
F TR H THBRI UgH Hd 8

7. TETE SR WSROI
dHH! U™ ;. Wfdw faggd o1 81 It § SR Fdifad 4 & HRul fawwie g

&I g
iferd yafur s, S &) 3aadie WSS 3R sighnar
3{fehy TATaRY |

I/ Hot dfeazHE D R YA AfeaRH sFuas g, df Mg e dfedsH &
Y TR |
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TXHIT TNy &t fafd:
7.1 13.11.2025

€3 MSD /) e

lation

3ifdH IR OIRT #RA &t dRIG: 09.05.2025
Ugd! IR SIRI &4 & dRIG: 16.09.2014

TY.31.0Y. F:
13235-00028

IRI& gTe & forg
gyt

GRI& YRl B uRfRUfaar

39 erdf § &

: %ﬁ?ﬁ?éﬁ@fﬁ%
e |1a |
G H T 9H T
AT P 1Y T IHY 9 I1 IR IR HUb H 31 I GRER B
3BT M Taasdl SR YR TTSf & SFUR U, &l
PRIV THIUIGR 3BT W TR B
fSod P HY TR I¢ PP W |
Ugd g Yac il I, 3R 3T, Teroll, didepifcre a1 simadf
oG I P Ui Yae=iiet Afaaal T 48 Iaoieh! a1 Tagah! &
1Y HTH B & Gay 7 A FRifrcts I Wl w1 anfgul
Yd HT IATG 3R oHEd HH I HH gH <
SIS TN H 1 8, foss1 9 39
d1Y Td Uode o Hid d gR 9 |
Rifdew FRR & ufded garmd wree S|
BAP, 991G g1 I Ab DI Ayl 3G, 3R TfaRur § H I
HH M 3
D 3l dRE W e fobt g fesal # v |
YR dra H
&Y PR TG PR X |
8l vd vaftd A # a1 arelt ST # G |
IRy It fafodl & SR YR &1
. fFufafed UeR & Wisae & Iy 9 3@
g siafiaRufig Toicy

8. Sifed faror / fAeft qRem

Friwd AU & AP & HIY 3quq

SCRE

T T ()
- TR

T UBR
(3RET BT
UHR)

IECPIRCIERT]
RARAEd
HITCRH

SITYR

Raltegravir

871038-72-1

TWA

1000 (ug/m3)
(OEB 1)

A

9004-34-6

TWA

10 mg/m3

ACGIH

Aoms wTRe

557-04-0

TWA (&9
o Tg 30X

10 mg/m3

ACGIH

TWA (41
3120

3 mg/m3

ACGIH

sofrafar fmor

forett s=ma =t 9reh

© O O URTOIOR aH $RA & forg dya gefifAaie fg=on

BT STHTA B |

Tt EiifafeT A= &1 afeR fETe gR1 Srifad 89
TfRT 3R ITe!, T, SR gaiaRur @t e & fow GMP &
Rygidl & SrUR Haferd fasar ST arfea|
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Raltegravir Adult Formulation

TXHIT TNy &t fafd:
7.1 13.11.2025

Y. 81,09, 9 3ifdH IR OIRT #RA &t dRIG: 09.05.2025
13235-00028 Ugd! IR SIRI &4 & dRIG: 16.09.2014

oI Gaef g1

ek UHR
BT et s=ma
e

3T Yeeht s

91 Ud IRR Tael s

W3 dl dat U™

L R Yo R R dfeaw Suds 78 § a1 TgeoR

3Meha SR fam-Fdxit & aTeR TauioR Uefia widr g,
1 T GR&M DT ST B |

: fUASH TR
A T
: ITRS RS A1 TN & AT gR&M IRAT U |

3R HTH & ARG a1 MAfafy § ¢ &t fRufar, Sy a1 e
it g, ot Iferd TMTed ug |

SR ¢d, g4, T TR & AIE-T Ui A9 ot SHTaT 81, af
Hies I1 R A BT 3T TN U |

© el g1 YRR Hie H BTH DR
D 3R ITH ST & SR I & TUD & 37 Bt GHIG g,

@ BT A & M & B 3R 4= Bt yonferat 3R Jrem
MR U™ B |

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

g HUS! DI M & 91E &l [ I ST Y|

gfaeT o guTdt Jarad J Soi-an fAa=or o) guter, 3fd
oI YR&M IUHRT, SIS 3R ufk=ie ufssanat,
NN Tz AR, fafder FIRFT ok g

{207 T SEIHTS QM BT =BT

9. Wifa® vd Imafa® 1ur

fagmae S NEY

Rl L STl SuAsy gl

Ty L STT3uds el

Y B Tgele L 3o 3uds et

il ST Iuas gl

faem/de &1 augH D SeT U gl

URfYS e @1 fdg/Iaa- ST Suas gl

31 e

e fag D e IUAsy e

arufieRur B &R Dy el

SITRITT (319, 19 : fohaT, WUTA TT 39 WIEH & GRM [Ahicd Yd-arg fHefor a1

Ihd 3l
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TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SR} #RA BT IRIG: 09.05.2025
7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014
SAARITAT (ARd Uerd) D STl U g
W-usged ;3T Judas gl
3= fawpie T/ SR ST Iuas gl
SR T (3UR
panfaferd fordte)
&Y fawpie A/ et : 3l Judasy gl
SATHRITAdT ST (TSR
panfaferd fordte)
Y &g ;3T Judasy gl
e I T : 82T U gl
LETe] ;3T Judasy gl
N
A fadaT : 82T U gl
fIHTSH o (T : e Iuasy el
g HId/am)
3SR &1 argH ;3T Judasy gl
3qge BT dIHA : 8T U gl
BIESIREEEAIRE))
EEIELICERIGEIS : 8T U gl
ERCAIE ARG EY : 3l Judsy gl
U4Ifed g1 &I 39q) ST Iuas gl
fqepics UrRayHE . foepies 8T
STRIHROT & ORIHTE © g9 uerd a1 fiyyur o SfiRfieRe aiifed et frar mar g1
3MUIfd HR : ST U gt
CAURCRINGILY
U BT HIY : ST U gl
10. fRu=ar aur ufaferadr
gfdeR L Sffiforarsiierar & WaR & U H Fifgd |
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Raltegravir Adult Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR #xA P! dRRG: 09.05.2025
7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014
T R D I WfRufem A RR B
Redmera ufafmanai : g%ﬁwmmwa?%amﬁmﬁwqﬂmﬁww
|
Aol 3fifierRe Toldl & Ty ufdfehar o Jobdl g
29 Ry 9 & . dMY, Sa1a ug IRy
Y DI T4 A AP |
SR ATt D SRIIHRUY Toieq
3qge yerf I sifgH . B TR T (FoRe) geH uer 7 e
11. fawrasnfora =
TG SREUT (THAUISR) F aR © I gRT TG0 HRAT
N THHRT T ¥ IUD
fTerT
3ifE § Tudh
GiERELIESEIE
JUAS TSR TR i Ta|
LLACH
g Mifae fawredar : SfferaTeft fqsTarTar $FAM: > 5,000 mg/kg
SREIRRINEIGNED
3dyd:
Raltegravir:
g Aifae fawredar . LD50 (g (HI3Y), e 3R Temn: > 2,000 mg/kg
I
g Aifae fawredar © LD50 (JgT (XT)): > 5,000 mglkg
GIEESRRELIESEI] © LC50 (8T RT)): > 5.8 mg/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: uard a1 fireor & HIg Aifde 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
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Raltegravir Adult Formulation

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

7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014
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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Raltegravir Adult Formulation

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

7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014
Tl el o
RG] :  OECD Udieur fa=mAcer 406
giomg . BUTAED
fewgut © 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
fSHICIBIRIe 8 faar D TR0 & e TRl o TERINITRE eI ST URTefor
(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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Raltegravir Adult Formulation

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

7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014

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

11/18
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Raltegravir Adult Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA B dRIG: 09.05.2025
7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014

NR: Whded SAERIATY |

UROMY: ardidd

il TR

HIYRUT [ASTIdT AIgeh: NOAEL: >= 1,000 TBRT/fT AR

YR
YOI NOAEL: >= 1,000 fBrT/fasmm IR HIR
R Hund®
ST {1 - 3 D ORISR T TRINT o SMTYR R A& R ufdgd UuE &
O g 8

Ja:
3T & YT D TRIEUT B {he: Tep-Uigt grrodia fauTear sieaa-

UrSTIfel: 6T (<)
TEAIHYH & I AT a1
URUMH: FUTEG
TR RY S AFWUYE! © IRIe0 &t fhe: Bichkic! / IR™Y &1 Wil fdsm
gonfar: 8T <)
TEAIHYE & I AT a1
R HUmd®

Aforge e

aﬁ%uuﬁ L ORI Bl fhe: [quTaar Ge e/ fad Shi- URI&0r o Y
SIET S aTelt DT W1 BT fATadr o1 sierH

goTifar: 8T (<)
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 - Uohd SIfaH
AT Fr2l STl IS DR bl ¢
3AdYUd:
Raltegravir:
YU (THIUIER) & I L AN GRT T80 Bl
e 3aud DT U YOTTeR
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Raltegravir Adult Formulation

€3 MSD /) e

TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SR} #RA BT IRIG: 09.05.2025
7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014
b ATT-YYTT ra2h STl Iel B bl g
STOT - SIgI/™T SfEaH
IUAS TSR TR ANpd Tal|
U QRIS fauraan
3{dad:
Raltegravir:
Pl Al
NOAEL © 90 mg/kg
TP & T . Oifes
e gHg & ford dud . 371d
(URTATSR) T
3R R |
eI L 98I Re)
NOAEL © 30 mg/kg
LOAEL 120 mg/kg
T@IDHA & IR
P gHg & ford dud 189 d
(URTATSR) o
&g 3{ddd : Oc
'l ¢ o (HI3Y)
NOAEL . 50 mg/kg
LOAEL 500 mg/kg
T@IDHE & IR
fra g9 & ford Iudh 14 Weeks
(URTATSR) o
&g 3ddd : Oc
eI} TR ()
NOAEL ;50 mg/kg
LOAEL 200 mg/kg
TEAIHIE & IRA
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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Raltegravir Adult Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR #xA P! dRRG: 09.05.2025
7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014
ARRoH Wwe:
BRI L g8 ()
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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TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA B dRIG: 09.05.2025
7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014

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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foham g & ford Tudh (TaRTUioR) 3 72 h
e fopar S a1er uerd: S gHTaSIT i

T 3.3 3 St e Fdwr 201

fewgult: ue S IEfE & e W smuRd

SitaTopsfl B fosTera . EC10 (Pseudomonas putida (FSMHFI gfeST)): > 100 mg/l
foham g & ford Tudh (TaRUioR) 3 16 h
X a1 ST a1 ard: Sid SHmEitod 3R
fewoh: v S gt & Ser W smeid

TR 3R SrashHfordr

AdUd:

Raltegravir:

SfdP STHHUIT B &HdAT : uRxom: g 7fd & srueffora g arelt
Sfde THHUET: 50 %
fordm g & o Tudh (TauioR) §aMm: 9 d
TRIeT: OECD TRIUT f[Gxm-e=r 3028

L ICIR=A TR D Ol fasiwn: < 10 %(5 d)
TRPT: 3.3 4 St e FAd=r 111

I

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

AR Wae:

4P SapaUd B &FdT ¢ URUTH: SAISIeEd T8l 8
femult. ue Sft g & e wR semRa

Tyifad e J9ua

3dyd:

Raltegravir:

CRISERICTRCS] : log Pow: -0.328

3fFeIa/arEn)

AR Wae:

fayrem uiie: (T . log Pow: > 4

SNCEEIG I B))

firdY o wfofteran

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

7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014
3= Ufded gHTa
22T I Tl
13. fAger ifgard
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
iRty fafram
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
IyURTHal & fore fa=iw wraenfaai
TS gl
15. fafram® g

gerf a1 frgor & g Rem, Ry, 9k wataror & faffmfaus

16. 3= AT
e &t fafy © 13.11.2025
SfafRed JeRY
3T Xiie & Ahad & ford . &= HId SDSs, OECD eChem ¥ 3{idlke ddb-te! Sel, 3T
TINT fordl o G gIca Mol IROMH quT RIUGE IR TorT,
http://echa.europa.eu/
feTie ursy Aoy
3T 3= & ot arey
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT #RA &t dRIG: 09.05.2025

7.1 13.11.2025 13235-00028 Ugell IR SR} B &t dRIG: 16.09.2014
ACGIH . guyU| ACGIH THR@T 4H (TLV)
ACGIH / TWA . 8-Ue, gHY- 9o 3id

AIIC - RN X! Bt SiReferars el ANTT - SIford 1 g HfH uRag Toiell; ASTM -
ST ARR Tteror TR bw - el &I I9H; CMR - SR, Jeoid a1 Toi-+ favaT; DIN -
THT AFABIHRU RIM & T AFF; DSL - W Uard Jdt (@18T); ECx - x% Ufifehar ¥ ST
THe; ELx - x% UAfehar ¥ J&F AT &R; EmS - SATIIAHIH Vegel; ENCS - HiNal 3R -4
INEAHE Ugrd (SUH); ErCx - x% gfa aR URifehd I JT Tdbad; ERG - SATUTI@®IH Ufafehar
MEE; GHS - dfi® TR TR 77 RICH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
RIS Toldl; IATA - SR 9 URde THRYURA; IBC - YR AT § Wkl AT aret
SeToll & fAfor 3R Iuavr & g 3 TfedT; 1C50 - 3T HfAHIH FRIUTE® g, ICAO -
SRS AR I W67; IECSC - 9 & Hisal I9/H® Uardl & $desl; IMDG - SiaRisia
TS GRS HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);
ISO - AFSIHRUT & T STRTPTI WITSH; KECI - HIRAT HIS[GT TR Sae; LC50 - TRI&T et
P 50% DI Uldd Hdbad; LD50 - URIEUN &Gl BT 50% &I Uldd QRIS (U1 °ad GRIP);
MARPOL - SgTSll & UguUl &1 AbUH & oIl SRS e, HhIR - GcRd HId & URTg bt
gfaen & foW T, n.o.s. - YT RSP &Y, Neh - foreft o NO(A)EC - siadiie 7 farar man
@fded) T Tdba; NO(A)EL - fadie- 7 faar mar (wfdgd) UHd WR; NOELR - R-3(ddidhH-
IR YHTG TeM &X; NOM - SRR ffdge- Fam; NTP - g fav-fis sriss; Nzioc -
TR B Yol A8 3desl; OECD - 3Mfies [galT 3R fAw™ WaH; OPPTS - I JREM 3R
TGN AU HIATad; PBT - WM, S1a-Tdh=aur 3R fasred uer; PICCS - IAEA iR A
Terdf @t freidia g4t (Q)SAR - (HHIHD) TXEAT TAfAf Taie; REACH - U T¥E 3R
TR USliaRuT, Yediced, WeR 3R ufasy uikee &1 fafaws (EC) . 1907/2006; SADT - W-
IgdT ST a9dH; SDS - IR&T 3l We; TCS - Aga IS Uard g<dedl; TDG - WaRATH
T &7 URde; TECI - UTEas HISGl IATE 3dest; TSCA - fasmaa uerd fmor siffaw (dged
ST 3ARDT); UN - HG IY; UNRTDG - BN RS HHM & URasT TR GG Y BI RABIR;
vPVB - 9gd R} 3R §gd Sa-THAER1 T, WHMIS - HT-RIT [T AR YT Jomet

T JR&M ST =T B 3P THRA S IR B af T THSRI AR IH, STHGRT 3R 3y &
SFTIR TE & | STPRT Y QRIET &1 J GHITH, TN I, TfhaT R, T e, IRag e,
fAe™ #A quT Blsa & fo Had Anfex= & T # feomad far mar § qut fordt yeR &t arel a
TOTaTT T fAFG=T 8 AT ST | Iuds S TR TSR 39 SDS & XY R ggar TRt had
TRy Tl @ Yefdd € qur sps Il 1 fardt s Tt & oo ® Ot fesht o ufkar B, o
TP UTed H =1 ST T 81, YA 31 WR I e 8 Thd! ¢ | It uadrait &l ] 8 W, Jaie
¥ oifqw Iare T SDS-TH &t ITYHIT HT MHAH I Tled 88d B, YA HA, Ufehar
TYT T B & 3T 3ty &1 & fafiy e & TFeRY ok Ry @t aeften e =nfee |

IN/HI
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