m‘w ea m Public
IS ERAMSWS YRIeH & STAR e MSD A

Raltegravir Pediatric Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 20.03.2023
3.1 26.09.2023 20371-00022 Ugall IR SR} A Bt dRIG: 09.10.2014

1. ITE Ud HHHT Bt Ugd=

e A - Raltegravir Pediatric Formulation
fFrafansmyfdeat

SO . MSD

Yl * Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

iG] ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
S-Hd &1 dl ' EHSDATASTEWARD@msd.com
TR R e iR ufaey
Reprrgs wanm . 3Ny
ITINRT R Ufaay A ¥ £ o o
2. @R B yga=

famfor, YesRUr 3R & SMAITd WaRTS 81 frgHTact, 1989

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

Sit. 09, ¥9-aqeffeeor

TR A7 efakeH : faumT g
ST fauTaddn o faumR
fAfya deg-sim efew fawreaar :© faumT 3
- T 3REUT

S.g9.0Y. d9d dd

R A A

1/15



mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Raltegravir Pediatric Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 20.03.2023
3.1 26.09.2023 20371-00022 Ugall IR SR} A Bt dRIG: 09.10.2014

Tohd Teq SRCSN|

B T SR : H318 3ifEl & TR g1 ugarar 31
H335 YTH-UYT a2t Siei Icel R Fobdl g |

H361d 3STTd R &I 81 Ug M &1 g |

wefoardt/gdiay™ sam R

P203 IUINT & F Ugd gt JRen =i &1 urd &%, ug ik
JAHT U1 B |

P261 e 7 G o 4 & .
P264+P265 THTT & ST §1UT T 3] TRE & N | 3ifEl B A
JuI

P271 %dd T8 T 3= aTar- ard &9 H T &1 |

P280 Y&Ta® G/ I 3R 311G T/ &0 U |

[CAS

P304 + P340 + P319 J¢ W19 GRT U801 X o fad P droil gal
T S 3R T o & foIw 3R A el | 3R 3 3=y
Y IR ©, df Tl o gl U &1

P305 + P354 + P338 + P317 3R 37l H =l §Y| 3 e
P LA U 4 | 3R Dicae o T 81 dl 36 MabraT
3 81 df foTa < | Fafdrc weraar ured &1 |

P318 3[R 31X 8 41 forwa1 g1, Fgadig 9ame |

HSIRUT:

P405 HSR ard H|

fFarr:

P501 &= &1 FuerT Wigd dte SRuvd dREF A
|

3= gif~rat et ufvoms ey arffevor =&Y giarl

Y & I D g4 IR 3@l A it Sa iR a1 A YS! gl gt ol
TR, TUTE TT 30 WL & SR f[aehbied Yd-arg fHreor s1 9ehd & |

3. 3AYQ! PT AYCA/SITTPTRI

geref/fHreor . fayyor
3raygq
A = T (FY) - TR | ST (FETRH) (%
w/w)
Raltegravir 871038-72-1 >=20-<25
4. Tyt fefre & Sur
U I8 . 3R HeAT 81 U1 ded i 9 af Ot Afshd T T IaTg oY

2/15



& seT e

TAlgd gRAMISSIS WHeH & 3R

TEHRT Ty &1 fafd:

26.09.2023

T30y, deR:
20371-00022

€3 MSD [} v

Raltegravir Pediatric Formulation

3ifdH R SR A BT aRRG: 20.03.2023
Ugd! gR SR} A Bl dRIG: 09.10.2014

3R WY §RT T80T gl oY
IR T4 Y YU gl ST

3R 3@ § YU g Sy

3R fvTe foram S

T AUl TEUT 3R
TUTG, 1 aig 3IR ot

Ty Rafec & I

fferc® o ford @

Sd &0 T6 38 A1 bl o1 &R fRufa o Fafeaita warg o

L gfe I gRT I8 R e S, < arelt et gar o & S|

fFforcia wganT o

C g B IR, XA @1 & I 3R gdrd U ¥ I He |

T avd Td Sd SAR |

fafb i gedi o
YN ¥ Ugd ¥ Ui |

YA 9§ a9 §d B 3wt aRg O

L W g WR, XA 1 B HH B 15 e 9% o IR Ul

T Ut @ 9T B
&ma?mﬁazéﬁrqeﬁs‘r 3R ITh! IARAT 3HH 8l IAR ¢ |
N Ry Jarg o

: tri?ﬁTrrvﬂaTQ a1 Ok A7 B

fafeb it ged o |
U & 91 48 31 kg Heell hRal |

L offal b TR g1 ugarar g

ATT-UYTT a2l Siei Ie = Fobdl g

3T I &) €11 Uga &7 TE |

%m%%m@ﬁwa%@ﬁm%amﬁ?wﬁw
|

D U fefdcdt 3 aTell ! ST YR&M TR & o1 a1fg T, al

SIRGH Pt YU B TR YT T dfdads YRETHD ITHIUI
PT IUUNT HAT I (WS 8 W )|

L qeifore SR WEalT ¥ SUER &R

5. =M U™

Iugad SR Hifear

ST (311T) T & HeEy
TR & SR ARy TR

WRATP g8 IdTal

(31TT) I & A=y i

L SA

YeIpIa- TR Fm
P SEAHHIRS
X[/ I

SCE |
YA S Y op, SaaH Wl o1 IUYTd A A 4ol g1 H 3R

PP O B Th 2idl @ dl fawwie i Sura-1 8) T |
<8 IdTG! BT YU WY & ol Ueh Wl 8 Jobdl g

. ®RE AIFEeY

:rrgarﬂ ST (NOx)

a@ﬂqm
TR RS
Ted SRy

. g8 IFRIAS I3 T 3 off R Ui SR S-urg

qIATaRul & 3% ol

3/15



mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Raltegravir Pediatric Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 20.03.2023
3.1 26.09.2023 20371-00022 Ugall IR SR} A Bt dRIG: 09.10.2014

TG [Ssdll D1 381 HRA & oIl FTA-HER b1 YA R |
TR THT H3AT QRIS 8 af 3T & & F effag R fHevra o
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3[Rl & YHTT . e ! fhe: B / e o1 T faery
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TEHH YA & I AifGd
TIYRT fAWTaIdT S-e: NOAEL: 600 BT/ IRING YR
RIS IREED
M RYF e uyyEl : gonfa: Ig7 ()
TRAHTE & I AfeD

HIYRUT {qSTeTar HIgeh: NOAEL: >= 600 fErT/faT R 4R
CCISARIET: LOAEL F1: 300 fAm/fast -RiRe YR
SNR: Whaled SHATHRIATY|

gRumy: aRdfds®
TSTIfa: TR
HIYROT fauTaaar 41gdb: NOAEL: >= 1,000 /e IRiR®
YR
ST NOAEL: >= 1,000 fBRT/f IR 1R
TRy HUTEHS

ST fauTear - Sidad D ORISR o TR TN o STYR WR fAh R Ufdgd gua &
EERER

STOT - Uohd SiifaH

ATT-YYTT a2l Siei Ie = Fohdl g

3d4d:

Raltegravir:

YU (TRIUER) & I L Y RT UG AT

& 3fdgd L YT U Yol

b L AT Rl S ST R Jhdl g
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NOAEL 90 mg/kg

TP & I Afee

fra g7g & ford Iuds 371d

(TRIUISR) g

3R D 3ol

oY L 981 (XQ)

NOAEL © 30 mg/kg

LOAEL 120 mg/kg

TEAHRE & I s

fra gmg & ford duds 189 d

(TRIUISR) g

1&g 3fqaqd el

I ¢ e (HI3Y)

NOAEL ;50 mg/kg

LOAEL 500 mg/kg

TEHHRA & I

frd g9g & ford Tudh 14 Weeks

(THIUTSR) G

&g 3qaqd el

ot L R (T)

NOAEL ;50 mg/kg

LOAEL 200 mg/kg

TEAIHTH & &

fram gmg & ford duds 8 Weeks

(TRTAISR) g3

&g 3{dgd v

4T a1

U SR R Fiffepd 78]

UG | & Q1Y 3gHT

3{dUdq:

Raltegravir:

o o TR Hael, o, RRed, TR, T (320), 91 i Saq
12. uiifRufasta gE=r

uiifRIfa® faumaadarn

3[aYq:

Raltegravir:

EENIEARELIESEI LC50 (Pimephales promelas (egs fidT): > 100 mgl/l
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o Tg & ford Tuds (TaRTUioR) g3 96 h
TIHT: OECD URTEfUT fG=mAd=T 203

LC50 (Cyprinodon variegatus (Qﬂﬂ%@ ﬁﬁﬁ)): > 100 mg/l
o g & ford Tuds (TaRUioR) g3 96 h
TIPT: OECD TR/ fa=mie=T 203

SBT3 Ae-3fed . EC50 (Daphnia magna (dleR Teil)): > 100 mg/I
ERERSCLIESEI] o g & o Judhs (TaRUioR) g3 48 h
TpT: 3713 1., ¢ = 202

QAT del o fawieddr @ EC50 ( Pseudokirchneriella subcapitata (8<1 2aTd (Tesi)): 66
mg/l
o Tma & ford Yudh (TRIUISR) g3 96 h
Ther: 3 g . ¢ [ 201

NOEC ( Pseudokirchneriella subcapitata (Eﬂﬁ?ﬂﬂ (Qc_\rﬁ)):
3.8 mgl/l

e Tma & ol Yudhs (TRIUISR) g3 96 h

T 3 2.4 . 2w A 201

SHaTopsf & fosTerd : EC50: > 1,000 mg/l
fordm T & ford Hudh (TaRUTeR) g 3 h
G011 {e: YTH-URATE A Fehlac
T 3 3.4 8. e A 209

NOEC: 1,000 mg/I
o Tg & ford Hudh (TaUioR) g3 3 h
TRI&01 B fh e YTH-IRaT A T hIde
T o 3 3 S e AW 209

Aol &l faureaar (RRep1felee © NOEC: 9.3 mg/|
fwTaam) o Tg & ford Hudh (TaUioR) g3 33 d

ISl 1K Pimephales promelas (ﬁv?%g ﬁﬁﬁ)
Ter: o1 3. S T = 210

BT Td 3 Sefed : NOEC: 9.5 mgll
SR fauraddr (Rrefere o Tg & ford Hudh (TaUioR) geim: 21 d
IELIESED) USTIfd: Daphnia magna (dTeR Uil
T ot 3.3 8. e fAd=r 211
R 3R SraspuforEr
Sdyd:
Raltegravir:

Sf9e 3raspHUIdT BT &HdT . giome: g ifa 9§ sruehtford g areft
Sfdd THHUET: 50 %
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e T & o) Judh (TaIueR) g3 9 d
TBT: OECD Ultequr femmAewr 3028

e A T D STl fasIun: < 10 %(5 d)
T 3 3.4 S & fAd=r 111

Tyifad Sfae T=aa

3HdUdq:

Raltegravir:

faUTe Turies: (WA . log Pow: -0.328

3faeHId/a)

gt ¥ wife=fteran

3T IUA ol

3= ufdpa yHTa

3T IUAS el

13. fFger ifgard

fAye™ & 8P

/N T 51 9 (e L e Bl AT | A b |
R fafAgal ey thos |

gfta afde ;T fSal Bl 9% Dl g d ®RA areh halaie! H IrgdhanT ar
T & ol o S|
3R 3=t fafAfey =1 foran mam: srrgad Sre & T A
fAge™ H3

14, TRag= a1

ierTsta fafraw

UNRTDG

WRATS It & =0 | fafafid 78t

38 € ¢ -8t ot 3R

WRATS Ut & =0 | fafafid 78t

1E T S ofl-wis

WS It & = U fafafd T8t

IMO JUBRUN & AR 4P A ufiagd o

3Mgf fpu U iede & R arg A

IyURTRdt & fore faRiy grawnfaai

ST gt
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15. faf~ramme @

verd ar firgor & g JReam, Wy, 3R wafavur & fafafaws

39 IUTeA ¥ 3auq fAmfrfd srae N A gfua §:

AICS . fyffa =gt
DSL : feffa 8t
IECSC . fruffva =gt
16. 3= I
TNy & fafy I 26.09.2023
Sffafvad STF®RT
3T XM & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidR® d&-Id! gel, Sel
TR fohdl g et IEa Wiet aRome quT RIg IR o,
http://echa.europa.eu/
farie urey ;e umad
3= Srsftdie= & ot ar

AIIC - STIENfiTen JEMH] @1 SEferars el ANTT - STRd 1 Idta 4 ukag it ASTM -

AR IrEh udiernr TRTEE:; bw - STet BT a9H; CMR - SR, Jeol-d 1 U favar; DIN -
THT AMSHIHR0 TR & T AF; DSL - ‘aiquaﬂ'ﬁrnﬁ(m) ECx - x% Wfdfshar ¥ g1

Gad; ELx - x% Ufdfehar ¥ S8t aifeT &); EmS - SMTUTadblel- RISgd; ENCS - Iﬁqasﬁ?mz
RS Ueld (STAF); ErCx - x% s &) Ufdfhd § &1 dbhad; ERG - SMUadbIc widfhar
TES; GHS - aﬁ%wmwﬁl@ GLP - 33! YAITRITAT UAT; IARC - iR TR 3HUM & e
TRT; IATA - SR arg afag THRIGRM; 1BC - HRT HET & Gaidh Il et

[ & fmfor @?W%ﬁvﬂ: TfgaT; 1C50 - 31T Sifdman fFRIUTAS HAdha; ICAO -
RIS AR faHA W13, IECSC - IH H HiGaT Y-S Uardl & 3dedl; IMDG - SRS
ﬂaﬂwwmo RIS T TTe; ISHL - Sfieiifiies QRaT 3R WA BT (STAH);
ISO - AR & T RIS W 6; KECI - HINAT HIGaT I $dexl; LC50 - TR Mare!
BT 50% BT Gidh Jobgd; LD50 - URI&UN STETEl BT 50% bl Gidch WRIH (A °ldd WGRD);
MARPOL - STgTST & UEHUT &1 AT & T SIaRig ST, n.o.s. - g fAfEE ¥, Neh - faret
708, NO(A)EC - 3fadlid- T fbar TaT (Ufddd) THE Hdhad; NO(A)EL - 3/@did- 9 fobar mar
@B e) THTT TR; NOELR - TR-3{ddIH-070 THIF daM &3; NOM - 3MfdIR® AfRye faw;
NTP - 18T . BRIH; NZIoC - T &t <5t e 98, OECD - 3Mfiids Tt 3R
3BT TTE; OPPTS - IS JRET 3R UgHUT JHUMH HRTe; PBT - RIRH, S1a-TUHAIaR0 3R
fawrad Ter; PICCS - ™A 3R Ife gerf ot fhelidia 3ded); (Q)SAR - (HETED) I
T3y Teey; REACH - TR T4 3R AT USRI, Jedidh, MAHR 3R Ufasy aRkug &
ﬁﬁuﬂq(EC)#wgomooe; SADT - a-digdT 3/Tee diadH; SDS - YR&T Sl RMe; TCSI - argam
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RS Uerd §dest; TDG - |ARAT HT1d &1 URdeH; TECI - YIS HIS[al 9T Saesl; TSCA -
fawTed uerd Fdzon sififaw (e Isa SMR®T); UN - §ga J1F; UNRTDG - BIM®RS IHH &
TG IR TG WY BT RABIRRY; vPvB - Tgd WA IR Tgd SIa-TUHAHRUT ARF; WHMIS - HT-
RJc WaRATeh Gl =T Jumat

T QR&M 37 e & TS UHRA ST RGB! & Tl THSRI g9R IH, THGRT 3R fayr &
TR gl § | TSR B JRI&T &7 I JUTA, TN 3, UfchaT H3, T -, TRag H,
AU FRA a1 Bie & forw Haa Arfes & T u & foma fasar man g qun fed yeR &t ardt an
ToreRTT &1 fafe=T 18T AT SIe | Judsy B T SHeRY 39 SDS & Y W ugar Tt Faa
faRry Trrh @ Tefid 8 aur SDS wnTht &1 fareht o arlt & Taem H a1 fansht o ufshan °, 5|
I UTed B 7 SdTa1 747 8, AT 61 WR Y 181 8 Javahl ¢ | Wil Triaarsit &) ar] 8 WR, Uatad
¥ Sifad Iare H SDS-URR & I BT SHTHe B Uied eod B, TANT B, Ulchar dxA
TUT TG A P 30 3fiE &1 & ARy e & SHaRY SR Ry ot wften e =1y |

IN / HI
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