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Raltegravir Pediatric Granules Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR #xA P! dRRG: 09.05.2025
6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014

1. IIG T4 HHH! Bt Uga=

uerd | : Raltegravir Pediatric Granules Formulation
fFratansmyfdeat
BT MSD
adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
P RIrAC] © +1-908-740-4000
IR Salh I TR © +1-908-423-6000
S-Ad BT Ul ©  EHSDATASTEWARD@msd.com
TN R e ek ufdey
Rpres yam Y| s
ITINT R Ufdey : UdNg el
2. @a¥ B Uga=
faafor, HeRUr 3R & STaTd WS WA fFAgETaet, 1989
Fffeur
STgA-1 & unT | B FufRd TFes ¥ SFUR WaRAS & T § FHifed T8 §
Sit. 9. B -aefferur
TR A7 effak<ioH o faum g
S fasTaRdr o faumR
Ay deg-em e fAweaar  :© faumT3
- T& 3REO

DI (Vad) STelid @R fAUmT 3

SI.T9.UY. d9d dd

S o1 e : @
‘<£> ‘E@

Tohd g G
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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

3qyq

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

Raltegravir 871038-72-1 >=20-<25

I 9004-34-6 >=20 - < 30

Aoy ke 557-04-0 >=1-<5

SHITIH TRSIRTSS 1336-21-6 >=0.1-<0.25
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TY.31.0Y. F:
20449-00026

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 &

i ffdrer & TRefur

fafrct® & fo’d g

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

SIq A&7 €6 X8 1 Wbl &1 &R fRufa o Fafercita warg oI

. 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 |

YN ¥ U8d ¥ Od & 3! R U

 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 R Heall HRa |

: 3frEl @t TR 1 ugaTdT |

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

. Eneifore 3R TN ¥ IURIR B

5. =M IU™

IUGd SR Hifsar

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

WRATH G- 3G

(31T) g3 & o adias

A [ S|

QeI Ia- ORIl F
P SBAHPIRS
/T T

I
D YA S U AP, ST W B SURITd A A §d gaT H 3R

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

S SNFEESY (NOX)
TARM AT
Ted RSy

© 98 RIS TF YA &1 S R aRfRUTS iR omg-urg
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6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014

qIATaRYT & 3D Bl
g fEsa B 38T A & TN TIA-FeR BT TN He |
3R T HRAT GRI& & al AT & &7  &ffdgH dHeR R o

T8 &l WIcH HRATY |
MY & e faRvdaE @ SN & OH W, Wd-FafEd 419 U ugH |
JUHRT Al efTH® IuSHRUT YR H1 |

6. ATHRTP Nelie U

Jafdasd ey, RemdTd ol eTES IuHR0T T R |
JUHT qUT SMUTTDTA RiEra Fsfei s (W 7 37 ) 3R fdrTa Jrem IudRui
gfchare & gATdl (TS 8 T ) BT ST DX |

JgiaR Ui Fraenfar : gIdaeRY | B ¥ URER B
e AT JRA&, 3R 3 Ra a1 S oI b |
Tgd 4 T U 1 g1 Td FApTerT |
%@meﬁﬁ,ﬁwmﬁﬁ
|

THIE B3 AR BT AT 891 H IR & Ta &1 HH A b o foera o1 sranvas! §
¥ el ud adies W MR TR TAFR G S|
It B O H UaR HRA oA o forg ffaikad dRa gerd s |
3R NS g # I |
%mfrﬁsmﬁﬁmwﬁwﬁ(@@rﬁﬁﬂ@asmﬁmﬁ
TH )|
d P! gl IR THHd 7 8 <, TN I G JET H araraxor §
3efiel 89 W fawwie fRrgor s o |
IUYad TeRREC & 1Y ald &) AN ASRTd &) I6 |
RITHIG 1 A1 fafaw 59 verd &t faFfa ok AueH &4 &
o AN 8 Thd &, T € I ATy 3R 3MgeAq W i o
&9 yerd o) Relisl &1 ITE § IuahT & 91 d 81 39 &I
fofa 31 BT 6 P fa-iiow a8 €
39 THSITH & 3[IHIT 13 3R 15 $& R A1 P Reprgrie
& IR A THHR UM HRd g

7. TETE SR WSROI
dHH! U ;. Wfdw faggd o1 81 It § SR Fdfad Y & HRul fawwie g

THhl g
iferd yafur s, S &) 3aadie WSS 3R dighnar
3{fehy ATATaRY |

R / Hot dfeaRHE D R YA ofeaRM sFuas g, d Mg e dfedzH &
1Y I B3|

IRIE g & forw R RS RS KA
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TR TRMeE ot fafd: T30, FR; 3ifH TR SR} #RA BT IRIG: 09.05.2025
6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014
gyt e 74|
G H 9 9H T
AT P 1Y T IHY 9 I1 IR IR HUb H 3 I GRER B
3BT M Taesdl SR YR TTSf & SFTUR U, ol
PRIV THIUIGR 3BT TR TR B
fSod P HY TR I¢ PP WG |
Ugdl g Yac il I, 3R 3T, Teroll, didpifcre a1 simadf
4G I & Ufd Yac=iiet afaaal o 49 Iasieh! a1 Gdgah! &
1Y HTH B & Gay 7 A FRifrcts I Wl w1 anfgul
Yd HT IATG 3R oHd HH I HH gH <
S TN § A7 81, fSsa ¢ WG |
d1Y Td Uode o Hid d gr 9 |
Rfdew FRR & ufded garmd wree su-m |
BAP, 991G g1 U b DI Ayl 3G, 3R TfaRur § H I
HH 9 ¢
Wi verRu o uRfRUfdar  © 3t ke @ Ao U gU fossl & T
YR dra H
Y P G DD X |
8l vd vaftd A # a1 arelt ST # G |
o= I fafodl & SaR HeRT &1 |
39 erdf § & - Fofafed UeR & Msae & 1y 9 W9
GIEREERICRUIRUS RS
8. Sifed famror / fAeft Rem
Friwd AU & AP & HIY 3quq
3qyq I T T (39 | G UHR e g / 3MYR
- TR (3IRE&TUT T BNERICK]
UPHR) HIACIH
Raltegravir 871038-72-1 | TWA 1000 (ug/m3) 3R
(OEB 1)
T 9004-34-6 TWA 10 mg/m3 ACGIH
niiforT Wiave 557-04-0 TWA (@ | 10 mg/m3 ACGIH
A4 TRg 30w
TWA (3919 | 3 mg/m3 ACGIH
3121
SHIIH TRSIRIES 1336-21-6 TWA 25 ppm IN OEL
18 mg/m3
STEL 35 ppm IN OEL
27 mg/m3
TWA 25 ppm ACGIH
(ClIRR)
STEL 35 ppm ACGIH
(3T
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TR TRMeE ot fafd:

3ifdH IR OIRT #RA &t dRIG: 09.05.2025
Ugd! IR SIRI &4 &1 dRIG: 09.10.2014

goltfrafir Ao

foreht 9=ma &t 9reht
YT Ieelt saa

BT el s=mg
e

3 aeh a9

1 Ud IRR Tael F9ra

W5 dl Gadt U

;I O TEIUIGR gAdH FRA & forg ua Soiifaf fesor

BT LA BN |

gt oifFafar faa o ueR fowrs gr1 srifad ge
T 3R IdTe!, BT, 3R TR Pt & & folT GMP &
Rygidl & SR Hanferd fasan S arfgul

. 3R Yo wirg Fer dfeaw Sucsy 78 § 1 TequeR

3o SRR fem-FEeit & STeR TouUoR Uefid FRaT g,

T 4T IRET BT ST B |

IRECAUR AN

L EE-E g
L 1SS SieS 1 TINTG & 1Y TR TRAT U |

3R HTH & AR a1 Mafafy § ¢ &1 fRufaar, o a1 wRed
1t g, ot Iferd TTed ug |

SR 4d, G, T TR & IE-T Ui TG ot ST 8, af
TroRiics a1 QY AR Pl 3T W& UgH |

: gcl g1 YANTRITE Die § B B |
D 3R WY UGN & SR G & Tudh H 3 B GHIG ¢,

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

TRINT % SR, ST, Y41 a1 45U Hd 1|

gfd HUS! DI UM & 91E &l R I SXaHT Y|

gAY & THIdT Tared d eiifana oo ot weten, 3fea
AT TRET JUHRUT, 3 SHNfoT iR ulR=ied uferarai,
NN Tegar AR, faferar FIRET ok sgawma

[ERENCESSEIRRIESESEIENRY)

9. Wifaw ud wamaf® qur

fagmae S NEY

1 . THd qihg (3HTh-arge)

iy D OgTREH

e Bt Ggel . 3T Ay el

BRG] L STl SuAsy gl

/e &1 auaH L 3T U TRl

URfYS IqeH @1 fdg/Iaa- ST Suas gl
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wiw fag : e IUAsY gl
G LY ER U G ety : ST ISy gt
SIARITEdT (31, 9 ) : géﬁummmwa?%amﬁmﬂwqﬂmﬁrww
|
SAARITET (ARE Uer) D ST I g
3= fawpie T/ SR ST Iuas gl
SR T (3UR
Hanfaferdt ferte)
&Y fawpie A/ et ;3T Judasy gl
SATHRITAdT ST (@8R
ot forte)
Y &g ;3T Judasy gl
e Iy g : 82T U gl
BIPERECS : ST U gl
N
A fadar : 8T U gl
EEISRRINICERCS] ST Iuas gl
3faea/arn)
3SR &1 arga : 3l Judsy gl
3Ye oI dIIHA : 8T U gl
Tigar (fFwpifde)
oIy wrnfes 3ol Judsy gl
fqepics UrRayHE . foepies 8T
STRIHROT & ORIHTE : g9 uerd a1 fiyyur Y SfiRfieRe Tiifed et fvar mar g
3MUIfde HR : ST U gl
ot et
U BT HIY : ST U gl

10. fRu=ar aur ufaferadr
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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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UfdpR : ftfprareiedr & TR & w0 § Fiffed T8
T R D I WfRufem A RR B
Redmera ufafmanai : @%ﬁwmmwa?%amﬁmﬁwqﬂmﬁww
|
ol iR Toldl & Ty ufafear e Jobdl g
29 Ry 9 & . dMY, Sa1an Ug IRy
Yc Bl 1 Y Ab |
ST QIR L 3faiepRug Teleq
3gee uerdf ¥ ey . IS ok aId (FoRS ) 3(uge yard J1d el
11. fawrasnfaa =
TG SREUT (THAUISR) H dR © I gRT TG0 HRAT
T THHRT T ¥ dUD
fTerT
3ifE § Tudh
GIEACLIESEI
JUAS TSR TR N Ta|
LEACH
dg mfae : SfferaTeft fasTarTar $FTAM: > 5,000 mg/kg
SREIRRINEIGNED
3dyd:
Raltegravir:
g Aifae fawreddr . LD50 (¥ (MI3Y), e 3R Temn: > 2,000 mg/kg
Tq@:
g Aifae fawredar © LD50 (JgT (XT)): > 5,000 mglkg
IER RS RENIESEI . LC50 (TET }Q)): > 5.8 my/l
ERERECEANCEEC R) §3MT: 4 h
URI&0T ATATaRUT: Yel/Hgia
GEECEIRACRICSGI : LD50 (FRIRM): > 2,000 mg/kg
Aoy e
g AR fauTedar : LD50 (FgT (XT)): > 2,000 mg/kg
TRIeT: OECD TRIEfUT fGvn-aer 423
3fferer: gerd ar firgor 3t B e siage faweadar T8l 8
femult: ue Sft g & a1 wR seriRa
g ey faTedar : LD50 (FRRI): > 2,000 mg/kg

fewult: ue S IEfEt & a1 W smuRd
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TR0 =i i faf TH.S1.0Y. AeR: 3ifeH IR ST} A bl dE: 09.05.2025
6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014
I TSNS S:
g A faTadar . LD50 (JgT (¥2)): 350 mg/kg
RIEEREACLIESGI © 3fpa: WG YUTelt & ford &Ry |
U & e eeReeq
JUAS TSR TR aNpd Tal|
3{dad:
Raltegravir:
I R GER | 1]
gRkome | R=AC G E
Afiform e
I RS | 1
gRomg | =T G E
fewut © TP o IR & el R eiRd
Mg gISIgS:
IR RS | 1
gfomg ;&R 3 BFe T ¢ & TaUIoR & §1g
R LTSI U1 &Y fARTE & SMYR W
TR A7 gfake
3t o iR g1 ugarar g1
S CRCH
Raltegravir:
TrofTfer L TTOHIIG FYAUST/SIATSH I
gRome AN G|
Ao e
ToTta RSl | 1
gRume © 3fial A oo T8t
feaguft D U R R & SeT W Sneid
M gTESIgs:
gRume D 3fRET TR URGA-1T U
feouit L T B GBI W 3MYTRd
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TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SR} #RA BT IRIG: 09.05.2025
6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014

YT 1 TS GATGIHIUT

AT B gITS T

JUAS TSR TR aNpd |

YTI-UYT D GITeTdT

JUAS TSR TR aNpd Tal|

3{dad:

Raltegravir:

W& ot f . YT o 18 IR (LLNA)

PG ¢ U (HI3Y)

gRkome . BUTED

Afiform wave:

e o fe . AGEHE Y o

U (THRTUIER) & I G Y dud

IR e o

GRICa . OECD W& fe=nfcwr 406

gRume D BUTHS

fewut © TP o IR & el R eiRd

SHaT] A RereHRid!

IS TSR TR i Ta|

3dUd:

Raltegravir:

fSHeIGaRe 87 fagr DRI @t fe: fAmRid SaRady e
R HUTHS
G1&I0T o1 foh e &R TR IR
&7 gomett: ¥ gUCTZe™
R HUTHS
TRI&01 I fore: TR fau=
TP OECD TRiequr femnfAder 473
R HUTHS

fSHICIBIRIe 8 faar D TR0 & fhe: S-dIa) ARh i o
Tt g (H139)
R HUTHS®
U101 I fore: TR fau=
TP OECD TRiequr femnfader 475
iU HUH®
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TEHRT e & fafd: 3ifH TR SR} #RA BT IRIG: 09.05.2025
6.1 13.11.2025 Ugd! IR SIRI &4 &1 dRIG: 09.10.2014

TY.31.0Y. F:
20449-00026

JAqare:

fRIERE g7 fagt . oler o fe: Sadifar Jeh faudia ulkad &t Sirg (AMES)
gRom: o
&0 &f fohed: IRR & F18R T RAT BT HITRABI3MT BT S
IaRad Tiemr
URumH: FUmEG

fSHICIBERICT 3 faar L U Bl fbe: TRl & WhRiEe GEaANeg uRian
(SHfad ol § Argeionic® uvw)
ToIfd: G (H139)
TEAIHTH & I AT a1
R HUnd®

Afdform e

SR 3 fagt D TR0 & fhe: IRR o dTeR THUTRA! &1 DIfRTeb1aif &1 i+
IaRad= utemr
oM HUTd®
feuof: v S it & Se1 W nmutia
TR0 B fhe: PN TREH ¢ 3 fag
TP OECD WRtefur femmfder 473
R e
feuof: T S it & Se1 W nutia
Therur o fore: Sacian Yadht faudia ufkad &t s (AMES)
R HUTHS
feuof: T S It & Se1 W mutia

3rifraw grESIRIES:

it 37 fagr C qlternr ot fre: Sadian et fausia ufvad o S (AMES)
R HUTHS

RSPl

JUAS TSR R i Ta|

3d4d:

Raltegravir:

Tl . TN (H13W), YfcaT 3R Hiar

fra gy & ford Iudh © 104 g8

(TEUISR) g3l

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

6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014

JAqare:

Ty L 98I Re)

TS & T N R NG|

frda 7 & ford Tudh . 72 g

(TERIUTSR) g3l

gRkome . BUTED

3T fauTarar

3foiTd fRIg) Pt 81 Uga™ &1 Yeg |

3{dUd:

Raltegravir:

3[R & YU e ot e BRI / 3IRmY 1 il faserg
TSIt 9T (e), G 3R Hiar
TRHIHTE & K HIRkdPD
TIYRUT fauTaddr SH%: NOAEL: 600 fERT/fH IRIRS UR
URUMH: FUTEG

i RYF AW uyEl - gofa: 81 }e)
TEHIA & - AifdD

HIYRUT [ASTedT Algeh: NOAEL: >= 600 &/ RIS YR
SRCSHIRAET: LOAEL F1: 300 frm/fast SRR UR

R Ihacd SHRIAN |

GIRUI: IRdidd

Tl @RI

HIYRUT [ASTeAdT Aigeh: NOAEL: >= 1,000 BT/ IR

YR
VTSI NOAEL: >= 1,000 farT/fasTm IR 1R
R HUTHS

ST faSTeRa - 3ffdhe D ORISR IR o TR TRINT o YR R AN R ufddd UHE &
9 U8

Jaren:
3(Adr & YT D TRIE0 @ fhe: Tep-Ule! gedied fauedar sieqa-

UrSTIfel: 6T (<)
TS & I AT a1
R HUTHS®
TR RIS AFR W UUEl :© Iderm ot e BifIcT / IR &1 Wit fasmg
gonfa: 8T (<)
TS & I AT a1
iU HUH®
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€3 MSD /) e

TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SR} #RA BT IRIG: 09.05.2025
6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014

Afdform e

SR & gUTE@ L ORI Bl fbe: [AuTeRIar GeadTe1/ i Shi- URI&r o 1y
SIERT ST aTelt DT JRIG &1 [ITadr &1 sreqg
goTfa: 8T (RC)
TEAIHYH & I AT AT
TBT: OECD Utequr femmAawr 422
R e
fewgult: ue S a1 W suRd

iR R & e W uyE) uﬁmﬁ%_f Yor-miwy R fasw |
wﬂ%m%m% IGUNANE
R e
fewgult: ue S IEfE & ST W smuRd

STOT - Uohd SIIf@H

YTY-TYTY i} STei I PR JHhdl B

3(d4d:

Raltegravir:

U (THIUIER) & I L AN GRT T80 Bl

& 3agd D YT Uy YuTTelt

e L AU TR Se Sdd R JohdT ol

STOT - SIgIM™T SIf@H

JUAS TSR TR aiHd Tal|

U 19 fawraar

S CRCH

Raltegravir:

PG| Lol

NOAEL ;90 mg/kg

TEHRH & I . Afee

fra g9 & ford Iudh . 371d

(TRITIR) G

3R A |

T D g8l Re)

NOAEL ;30 mg/kg

LOAEL © 120 mglkg

TP & T

P gy & ford Iudh 189 d

(TRIIIOR) G

&g 3dyd )
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TR TRMeE ot fafd:

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

6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014
I C G (HI3Y)
NOAEL © 50 mg/kg
LOAEL : 500 mg/kg
TS & I
fodm a7g & ford Tudh 14 Weeks
(URTATSR) T
&g 3{qad : Uc
orofTfer L HEI Re)
NOAEL © 50 mg/kg
LOAEL - 200 mg/kg
TR & IR ;

P gHg & ford dudh : 8 Weeks
(URTATSR) T

&Y 3{qad : Uc

@

TRy L 9E (X9
NOAEL © >=9,000 mg/kg
T & I S U GRNE|

fram g9u & ford 9udhs : 90 Days
(TRTATSR) T

Aforge e

TRy L 9@ Re)
NOAEL : >100 mg/kg
TAIHTH & T ;

fram 99u & ford 9udhs : 90 Days
(TRTUTSR) gaT _
fewut © TP o IR & el R iRd
CIGEEGE

JUAS TSR R i Ta|
HHd AT & 1Y 3gHT

3d4d:

Raltegravir:

[BURESEI] SR AdaH, &%, RReE, R, I (), @< B oa
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT #RA &t dRIG: 09.05.2025

6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014
12. UTRfRUfas T =1

urikfRufa® fawrean

3(d4d:

Raltegravir:

RN IEARCNICSI : LC50 (Pimephales promelas (Wegs f&aT): > 100 mg/l

fohram g & ford Tudh (TaRUioR) 3 96 h
TRIPI: OECD WRtefun fe=mfder 203

LC50 (Cyprinodon variegatus (TS f&4M): > 100 mg/l

foram g & ford Tudh (TaUioR) 3 96 h
TRIbT: OECD TRtefur fa=mAd=r 203

BT T 3 Hefea . EC50 (Daphnia magna (3TeR TiT): > 100 mg/!
ENERRELIESE] fordm g & ol Tudh (TaRTUioR) g3 48 h
TeT: 333 e FAdwr 202

QoS Giel ol fauieddar ¢ EC50 ( Pseudokirchneriella subcapitata (8% R1aTd (Teott)): 66
mg/I
fordm THg & ol Tudh (TaRUioR) 3 96 h
TRPT: 324 St. e =T 201

NOEC ( Pseudokirchneriella subcapitata (831 R1dTeT (TewiT)):
3.8 mg/l

fordm g & ford Tudh (TaRTUioR) 3 96 h

R 33 . ¢ [ 201

STraTupsfl & fosTera : EC50: > 1,000 mg/l
fore wHg & ford Tueh (Tauior) Sfm: 3 h
TRI&U1 B fob: YTH-U | Fhrac
T 3.3 3 3. e = 209

NOEC: 1,000 mg/I

fhd g & ford Tudh (TaRTUioR) §3M: 3 h
TRIE0 BT f e 4T-Ua § & hIac
1 3.3 4 S e fAdw 209

o & [quedar (RReifee :  NOEC: 9.3 mg/l

IGLIESKI) fordm g & ford Tudh (TaRTdioR) ga: 33 d
PIEIIGH Pimephales promelas (ﬁﬁ%@' ﬁﬁﬁ)

epr: 3N .4 S e Adw 210

SHAAT T 3 defed . NOEC: 9.5 mg/l
SR fawrerdn (RRepferes ford THg & ford Tudh (TaRTdioR) gam: 21 d
[ELIESGD) USTTfd: Daphnia magna (aTex Uil

T 3 3.3 . 2w A= 211
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TXHIT TNy &t fafd:
6.1 13.11.2025

TY.31.09. FR; i IR SR #xA P! dRRG: 09.05.2025
20449-00026 Ugdll IR SR & P dRRG: 09.10.2014

JAqare:
ASalt Bl fauTaadn

Afdform e
ISl & fauTadar

WA Td 3 He-fed
SR fasTaddn

Qara/Sa gt BT fasmedarn

STraTupsfl A fosTerd

MY gIs SIS S:
A3l B fauTedar

SHHT Ue o Ye-Med
SR fasTaddn

: LC50 (Oryzias latipes (GITITFﬁ fIEW)): > 100 mg/l

foham g & ford Tudh (TaRUioR) g3 48 h
fewoh: v i gt & Ser W smeid

: LC50 (Leuciscus idus (Tlcs Gﬁd?)): > 100 mg/l

foram g & ford Tudh (TaRUioR) g3 48 h
TP DIN 38412
feuoh: T S it & Se1 W snmutia

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

| foham g & ford Tudh (TaRTUioR) 3 47 h

e fpar oI a1er uerd: Sie gHTASIT i
T e 67/548/5 3., T ot 4t 2.
fewgult: ue S IEfE & ST W smuRd
facTar &t T R HIs fauedar T8t

EL50 ( Pseudokirchneriella subcapitata (<1 RaTd (Tesih): > 1
mg/I
fohdm g & ford Tudh (TaRUioR) M 72 h

oxe forar oI aTer gerd: Se gHmaiford iRt
I oirg. .S e e 201

fewh: ver i IRt & Ser W smeid
facar &1 T R $Is faumeddr T8t

NOELR ( Pseudokirchneriella subcapitata (8% R1aTd (Tesit)): >
1 mg/l
fohdm g & ol Tudh (TaRTdioR) M 72 h

e a1 ST a1l ard: Sid SHmEifod iR
1 3N 3 € e Adw 201
feuof: v SR it & Se1 W smutia

EC10 (Pseudomonas putida (@m tﬁ@'[)): > 100 mg/l

| fordm g & ol Tudh (TaRTUioR) 3 16 h

X a1 S a1l verd: Sid JHmaid iR
feuof: v S It & S W smuia

- LC50 (Oncorhynchus mykiss (i_—lﬁﬁ cl3¢)): 0.89 mgl/l

fordm g & ford Tudh (TaRTdioR) g3 96 h
X forar o arern yerd: Aeridt Sare tiede

EC50 (Daphnia magna (dTcX 1Wﬁ)): 101 mg/l

| fra g & ford Tudh (TaRTUIoR) g3 48 h
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TH-Thgexy (SMfurdt SR @ 1

[ELIESGD)

Ao o fauraaar (RRepifes ©  NOEC: 0.0135 mgll

IGLIETGI) o e T & ford Jueh (TeRIUISR) §a: 73 d
PIEIILH Oncorhynchus mykiss (W cl3Q)
% e o aren vard: P Iare Ih?FR’

SHRY Td 3 Ae-ed : NOEC: 0.961 mg/l

SR fawredr (RRepfere fohram g & ford Tudh (TaRUioR) gam: 21 d

[ELIESED] USTIfd: Daphnia magna (dTeR Uil
femult: ue Sft It & Ser wR smeia

TR 3R SrashHfordr

3(d4d:

Raltegravir:

Sfd STHHUIT P &HdT . giome: dg Tfa @ 3efiford g areht
Sfde aHHUET: 50 %
fordm THg & ol Tudh (TauioR) §aMm: 9 d
TP OECD TRtefur femnfder 3028

L ICIR=A TR D Ol fasAwn: < 10 %(5 d)
Rt 33 e [ 111

Aqeer:

WIH SHTHHOCT BT & : uRume: YAl & 1Y UIHidd diid ¥ SahHUGR]
@rifeusied) 1A arar

Aftforan Wme:

AP STHAUAT B &FaT . URUTH: ISR T 8
fewh: ve Sf IRt & Ser W smeid

TyTfad wifds J=ou
3d4d:

Raltegravir:
fquTeH Tutiep: (T © log Pow: -0.328
g/

AR Wae:
fayrem ot (@ . log Pow: > 4
RNCEEIG oI B))
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT #RA &t dRIG: 09.05.2025

6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014
IEEE RIGRIGE]
321 Juas Tal
3= Ufded gHTa
31 Iuas Tal
13. frger= Aifgand
e & T8e
/Y Y F1 T (e . P P AR H AT B
R faf et o=y s |
fa afds : ETel fSss! Bl e P gTsd B arl BAieldl A SarsdalT ar
T & fold o S|
3R 3fgyT fafAfdy =7gt fovan Tam: 31vRgad SaTe & ¥U H
e &3
14. UREg a1
JeRfga fafraw
UNRTDG
TR Il & ¥U H fafafig 78t
3ms T & T-dY St 3R
TR Il & ¥U H fafafig 78t
3Mg T St shl-@ls
TR Il & ¥U H fafafig 78t
IMO JUBRUN & IR b | UfRag B¢
3{fef 3T T treae & forg oy et
IuaNTEdl & fore fagiy grawnf~ai
TS el
15. fafram® g

gerf a1 frgor & g Rem, Ry, 9k wataror & faffw/faus
39 IdIeA & 3aud il sa<Rig A gfa @

AICS o Fyifa 78
CA. DSL - Feifa 7=
IECSC : fyffea =&t

18 /20



ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Raltegravir Pediatric Granules Formulation

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

6.1 13.11.2025 20449-00026 Ugell IR SR} B 1 dRIG: 09.10.2014
16. 3T AT

e & fafy © 13.11.2025

Srfafved SH®RT

3T e & dhad & fod . %= HId SDSs, OECD eChem ¥ 3{idNe ddb-1! sel, Sl

7T {6 O axdow OIcd et gROmH quT RIEE IR ol

http://echa.europa.eu/

foi® ey . RAamay

3= SEIAERE & quf arRy

ACGIH . gudE| ACGIH HHRET A (TLV)

IN OEL D YRA| B YRR H $© IMRIHS UG Bt SAM & wR

ACGIH / TWA © 8-4¢, HY- 9o 39d

ACGIH / STEL : 3fgPpIfcid TRIUIGR T

IN OEL / TWA . gHy i Sid

IN OEL / STEL © 3{UHIIP SREUT I

AIIC - 3TN TR Bt Sieferars e, ANTT - SIford 1 g 4 uRag Toiell; ASTM -
3Tt TrEEdt uteror T bw - SIS &1 G9H; CMR - BRI, ool I Yo faseT; DIN -
THA AF®HIHRUI TRM & 0 TF%; DSL - IR Uar gt (@181); ECx - x% Udfehar ¥ a1
Tdhe; ELx - x% Uafehar ¥ J&F AET &R; EmS - ATIIGHIAH VeSgel; ENCS - HiNal 3R -4
IMEAH® Uil (SUH); ErCx - x% gfa &R Uiifshdl I J3T Wdbad; ERG - SATUTI@HIRH Ufafshar
MEE; GHS - dfi® TR TR I77d ReH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
SRIPT Toldll; IATA - RIS a1y uRaed THIREM; IBC - HY AET § WaRATD 9G] arel
TSIt & fFHf0T SR IuHRUT & forg 3 HfgdT; 1C50 - 3MTeT HfYHIH FRIUTES Hdhg; ICAO -
RIS AR G T6; IECSC - 9IF H HISal MRS Yardl &t $des); IMDG - RIS
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);
ISO - AFGIHRUT & T STRTPTI WTSH; KECI - HINRAT HIS[GT TR Sae; LC50 - TRI&T et
P 50% DI UIdd Hbad; LD50 - URIEUN &Gl BT 50% &I Uldd QRIS (I °1dd GRIP);
MARPOL - SgTell & UGNl &1 AbUTH & oIl SRS TRIeH; HDIR - GeRTd HId & URTg bt
gfaen & fo TS, n.o.s. - 3T RSP &Y, Neh - fereft fom; NO(A)EC - iadiie 7 farar man
fded) T Toba; NO(A)EL - fadie- 7 faar mar (wfdgd) UHd WR; NOELR - R-3(ddidhH-
gRY YHTG TeM &X; NOM - SRR Hfdae- Fam; NTP - g fav-fism sriss; NziocC -
TR Y Yot 8 §desl; OECD - 3Mfies WgalT 3R fAh™ e, OPPTS - IMM™H® JREMT 3R
TGN JAHUTH HIATaT; PBT - WM, Sia-Th=eur 3R fasred uere; PICCS - IAaA iR s
e ot freidia g9, (Q)SAR - (HHIHD) TXEAT TAfAf Tafe; REACH - AT T¥E 3R
TR UoiahRUT, Yedich, WIGR 3R ufdsy ulwe &1 fafaem (EC) . 1907/2006; SADT - W-
<igaT foHe agd; SDS - YR&f 37 Xie; TCSI - AgaH IN™H® Uard gdest; TDG - WRATh
T &7 URde; TECI - UTSas HISGl ITE 3dst; TSCA - fasmaa uerd fmor siffam (dged
7T ARSI UN - TG AY; UNRTDG - BIM®RS IHH & IRdeT IR UG Y B RIpiR;
vPVB - 9gd R} 3R §gd Sia-THaAhR1 T, WHMIS - BTH-RIT [T A 2T Joett

T TRe 321 AMe & 5F YHRM &I IRRI B! <} Tt STHHRY AR T, THGRT 3R fayra &
TR et § | TSR D! QR S THIEH, TN H3, UfohaT a3, Tag H3, URagd e,
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AU FRA aUT BleA & fw daa AN & wu # feura= farar mar § au faddt UeR & aret ar
ToTeT T fAFGRT 75T T STE | Judsy St T BRI 39 SDS 3 XY R ugart TRt bad
fafRry wmreht ¥ TEfid € aur sDs It 1 forsht o Il & Taiem o a1 fsit o ufshan &, 5|
T U13d | 7 T 71 8, TANT 3 TR a8 7181 81 qahehl ¢ | T vaarsii & ar] 81 W, waied
¥ 3ifor IaTe H SDS-AMEH & IS HT He HR Tled 88d B, AT I, UfehaT
TUT TG FRA & T 3fiy &1 & ARy Tl # SRRt ok Ry &t aeften wr arfet |

IN / HI
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