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Oxytocin Formulation
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1. ITE Ud HHHT Bt Ugd=

urd A - Oxytocin Formulation
fFrafansmyfdeat

ST ' MSD

udi * Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

NG| ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
S-Hd &1 dl ' EHSDATASTEWARD@msd.com
TR R e iR ufaey
Repaes WM ;g fafercar Sarg
JUUNT R Ufaaey A ¥ 31 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

oft 89 eu-arffevor
TR e TT fyyor Tt

SI1.U9. T, d9d 9
B3 WaRT UG, Dis R Ueg, Dis TR PI(P) TaTST, HIg 1Y B1(P) HUT AP gl |

3= g1t foraesT ufvum ==y aeffewor g} giani
SRITd

3. 3AYQ! P HISA/SITTPTRI

gerd/frgor . fRrgor
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TAlgd gRAMISSIS WHeH & 3R

Oxytocin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 29.01.2024

1.11 28.09.2024 3468154-00012 Ugdll R SR R &1 dRIG: 26.09.2018
3quq
S A U (bY) - TR | MU (HHACR) (%
w/w)
Oxytocin 6233-83-6 >=0.0002 - < 0.0025

4. My fafee & Iur

3R Wi gRT UgUI 81 WY . gfe 91 gRT U5 & forar Y, el gatt g1 § o g
AT Yehe 81 R Fifdbeia Tgai o

3R @ § TU& g1 Y : ygfur () & forg I SR Ui ¥ e

_ 0T Yebe B TR (bl JganT of |

3R 3G § U g S : yafur (et & for sifet &t urt @ e
gie So I 8 3R WY IR, o Fafeciia wgam |

IR fra feran smg : gfe e 9, 98 ORd dd &
U1 Tahe 8 R RIfdeita Ieai ol
U & 1Y HE st aRE Heel HRd |

T AUl TEUT 3R S|

TUTT, QA1 i 3IR ot

ity fiferear & TReor . oiufire geradn ufafbarerarsit & ot oI ARy Iraenfar
HTIRTH T8l § 1

Rfecs & ol gam L e SR WEanT ¥ SUER HR

5. AR U

IR SR Hifgam SR
e eia-ufoRIeh
HIa SRATHIAZS
/T I

Sfd (3T IR F WEH ¢ [

A F IRFA R TR <84 IAE! HT YU WY & oY Ueh W1 81 Tehall g

WARATP G5 IdTGl

(31TTT) g1 & o=y Rl

ST g & fore IRy s=ma

. Bls WRATS S8 ardl IdIG Tal U 147
© gg RS I3 UaT % off R uRfRUfT SiR Sm-ury

JTATGRUl & 3HIHd Bl |
§< fSoall B TST A & o ST-BeR &1 YaRT e |

TR THT HRAT QRI&A 8 af 3T & & F effag= R et o
EURCARCINIERE !

YT IUHT B UgH |
Al e IuewRur TN B |

L 3R MARIH A TqW 81, 3N ¥ de-/da1d o fog, Wd-Fafia

6. 3MH AP Rl Iura
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TTHIl T o fafd:
1.11 28.09.2024

3ifdH TR SR B3 BT TRRG: 29.01.2024
Ugd! g SR} A &1 dRIG: 26.09.2018

T30y, deR:
3468154-00012

Jufade Traur, WeTdd ¢ R gSfonT R (WS 7 31 ) 3R AfadiTd JREM U0
JUSHRON YT SMATARTA & gImal (TS 8 ¢ ) DI HIATA By |
PIEIY
ygiaRofig graenar © IR0 H Bie I URER B
T AT QRA3r, 3R 3 g a1 sefehTd &1 A |
IS AFBA H har I AP (IaTexvr: g a1 aa Afdye)
T ¢ T U Dl g1 Td DT
¢ Heayul SABIT UK A1 g1 Tdbs, I RIFIT URrs1RaT !
BERER]
TS A IR BT AP © 3R v uerd 7 I |
F yerdf td i S hard & forg SEHT a1 39 Iuged AU UgH B dlide

Haa 3R 7 93| A SEh @ 18 yard & Uy fsar S qahar g
I 3 ST dHeR ST IR KR B |

IUgad TeURSC & A1y Hard &1 A9 IERTd & A% |
R a1 IS fafaw 39 yerd @t fagfi ik e & &
fore @M 81 Ohd €, Iy 8 39 AeRIger 3R sgery wR oft St
39 yerd &) Refiel o gwrs o ST 3 9/ §d 81 39 &I
fufg wxr ghm for B faefam arp 81§

U THSITH & STHTT 13 3R 15 F© RIF 1 I8 Rebrgd
& IR & THBR! TeH Hd ¢ |

7. AT 3R USRI

qPp-ih] SU™ L U (CRIUIRR) ¥ §9 & (g=01/fof S91d Sy & dgd
Solifafe Surg 3|

R / $d dfedzE . Rrth Iugad ardra= # TN #

WRIE gTye & forg L 3T SN Wl SR GRET UATSH & SFIuR TuTe, S

BSIERlIERI] PR TRUISR T TR TR §f
@ﬂ?ﬁ?héﬁ@ﬁﬁﬁwwﬁ@,sﬁimhwﬁwﬁ
PH I

Wia HerRu e uRkfRufaar - 3rSt e T A9 frt gu feast 7 3|
o=y ISt faf ol & SR YR H1

3 verdl ¥ o - Fofafed geR & diede & 91y 7 39
g siirfieuiig Toiey

8. siifay forimror / it R

PR a0 & US| & Y 3auq

3{qud T (b¥) | 5 UDR =0 U / YR
- TR (3RETUT BT PRNENICK

TPhR) ST
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3468154-00012 Ugdl! 9R ORI A P dRIG: 26.09.2018

Oxytocin

6233-83-6 | STEL 50 ng/m3 (OEB 5) | 3fidfe

Uig &1 9| | 500 ng/100 cm? | 3fidR®

gelifrafea fd=ror

ool 599 @t 9 el
oI Gaei a1
RUIRSERIEEIR]

garf

3TE) el s=9

91 Ud TIRR e a1

W5 al Sadt U™

O (SN, SR ST/ SIS ed) BT AU SR SR Hi-

R H At & 1 &) Aba & forw s TRk Req

ApUTH MeNffHTT BT STAATT B

Taff Sofifaf fa=on &) uRaR fewe gr srifad g

T 3R ITel, BT, 3R TRl o1 38T & oIt GMP &

Rygidl & SR aferd fasar s =nfgul

Tt it T T Al Tt B

U aRE O & uferarell 3R ATt uftag awil & oRevd g |

TTe & fore Iferd ApUm™ Wit & SXaHTd Bl 9ed o

?W-wﬁuﬁﬁﬁwfwwﬁﬁ%%q%am%mw
|

: greRura: Tt it 3a: 4 YeTd® IUBRUT BT TR ol |

A1 g™

D 39 TG R AR &L
D TES =TS 1T & AT gR&M IR UgH |

3R HTH & AR a1 MAfafy § 4@ &t fRufaar, o a1 wRied
e g, df Ifd e ugH |

TR Y, Yo, I TR o ATHAT 1Y A o1 FUTa1 81,
TORiTeE a1 QX IR P13 TREUT UG |

. odf a1 TR Bie | B1H B

IR @l B Al Y d1d & (AU D1 off X! B P YR T
Sffafad STel 3% UgH (S, Wildded, T, Medcd,
fSeoed o) |

Tuifad gfid sus FMaraq & fore I Shnfei aa-ia! &1
XA B

. 3R YA IYTNT & SR I & U | 3 Pt YHIGT &,

@ BT B b WM S BT 1Y 4 Pt yoniert 3R JRem
QeR U B |

TN & SR, BT, YT a1 (5 7d HY |

TN HUS! B O & 971G B R J SqaTd B

gAY & THTdT Tarer § Seiifare oo ot aeften, 3faa
T GR& IUHRT, IRIa ST iR ufk=iie= ufesana,
NI Twzd AR, fafdeer FRE ok Tarime
IERELEIRESSEINRIE RN

9. Hifas wa Tamaf® qur
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TEHRT Ty &1 fafd:

T30y, deR:
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3ifdH TR SR B3 BT TRRG: 29.01.2024
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[T STl Iudsy gl
Ty 3l Judas gl
7Y P ggaire : 3Tl Uds gl
diwa STl Iudsy T8l
frga/ds &1 duAE STl Iudsy gl
IR Ida- 1 fdg / Iga-  © el Sudsy g
ARl
e fag ;313U g
IIHRU Bl : a1 Iudsy e
SqeRiedr (319, 19 R e
SaATN A (R Uar) © 32T IUA TRl
3= fample I/ SR © 31 U gl
SR THT (30
BHadfaferd fadie)

&Y fawpie Iar / =a STl Iudsy gl

Saa-RITAdT ST (TS8R

Taafafct fedie)

9% g97d D STl Uy ol

JIUef I T : 32T U el

BIPGREE : 82T U el

g9 STl Iudsy gl
OPSE—.

g B faedn : 31 U gl
fquTer Tuies: (T . UgNg el
S ar)

SNSRI &1 argHH 3T Judas gl
3Uge T aTgHHA 3l Judas gl
igar (e ifidh
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Oxytocin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 29.01.2024

U TSR R Fiffepd 78]
SdYd:

111 28.09.2024 3468154-00012 Ugd! g SR} A &1 dRIG: 26.09.2018
o IR Breales 31 JUdas gl
faeples urRayTd . fowpies el
SfTRfiaRT & TURGHTd : g uerd a1 iy &t sfafieRe ariferd T8t fovar M g
3MUIIH HR D 3T IUAs el
o R
10. FRY=T 9yt ufaferaan
UfdeR : Siffpuriiddr & TR & T H Fifed 8l
oA fRREr I wifRufaa A fRR B
uRmery ufafsharaf Aol TP RS Toiel & I1Y ufafshar & ol §
3 gRfufaal 3 o< :
ST It ; erha;ﬁao—wﬂnq@w
e uerdf ¥ ey L P WR A (RFRS) uHe yerd 1 T
11. fwmasnfora g
PG 3REUT (THUIGR) P TR 1 gRT TG0 BT
A THHER CEIREEED
fTer
3@ ¥ U
W fauraaar

Oxytocin:

GIEREIRCERCLIERI] :  LD50 (u® (A139)): > 514 mg/kg
LD50 (IgT (¥€)): > 21 mg/kg

g fawreaar (AU & 39 @ LD50 (HN& (F139)): > 514 mglkg

A TEIHTHE & I @4l & A
LD50 (Yl II'IBF)) 5.8 mg/kg
TEHTH & I
LD50 (IET (R<)): > 21 mglkg
TRTHRH & I @Al & A
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Oxytocin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 29.01.2024
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LD50 (TgT (?f‘c' ) 2.3 mg/kg

TG B & I

1 & U ergeRSTaT
JUAS TSR TR aFiiepd al|

TR A7 gfakasH

IUA SHHR R aiffepd 7|
4 T TS JUTEIHRT
T B GUTENAT

YA BRI R Fiffpd 78|
4TH-TYTH B G

I HFHR TR qiifepe el
Sftary S wersRiet
U SR R Fiffepd 78]
3{dUdq:

Oxytocin:

IERICCRIISEESIEE L TRIGT Y fob e UG fauye
URI&0 gurTett: Ta fompRimg ey
URumy: BUTED

FOoBAl

JUAS SHHRI TR aFiiepd al|
3T fauTaRTaT

JUAS TSR TR afiepd al|
3dYd:

Oxytocin:
TR & e muyEl © wiem o food: faeN
goTfa: IeT (X©)
TEHTH & I @Al & A
famT TS fauTaddr: NOAEL: 1 firm/fa RIS HR
gfoms: THRI RIY] & faswr )R gumE T8

37T faTaAdT - 3fipad L 3folTd 1Y) @Y g1 ugar T g

STOT - U&hd Sifad
JUAS TSR TR aFfiepd gl
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Oxytocin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT TRRG: 29.01.2024

1.11 28.09.2024 3468154-00012 Ugall IR ST A &1 dRIRG: 26.09.2018

STOT - gigrT sifgw

JUAS TSR R aFiiepd el

U I fauTaar

3d4d:

Oxytocin:

BT L TR ()

LOAEL : 5ug/kg

T B R & I . A& A

fpam g & ford Tuds : 5Days

(THIUTGR) Gl

&I 3fqgd L TSI Yund

ISR

JUAS TSR TR aFfiepd al|

T4 SIRaW & 1Y U

3dYd:

Oxytocin:

I GRT g H=AT L &d 3{IYd: HaIg ASl dFf (Ve ARaY HgeH)
3R: HIgR-Gadt SEmHRIan
W& 3fayd: gadlfg-l adf

TR T 83 USH, HISUH SR 8 Tha 81, 3
qra, farvrgeddr, FRdsdn
&I 3aTd: TRSIgC T3 WUra
3R Hddlt, 3!
fa o . &d 3{9Ya: HE1g A8l dFf (Ve Ray HgeH)
IR: HaER-Ta 4 SRS
&I 3faUd: gadle-l o
TR T1 83 USH, HISUH SR 8 THhe 81, 3
qra, farvrgeddr, FRdsdn

| 3aTd: RS Jora
SR: Hddt, 3!
12. TR a1

urifRAfa® faurarmar

3{d4dq:

Oxytocin:

IPICIRIP IS BT e

Stfaardt STerR fasrear . fawTed yuTe TRIds el fhar o g §
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TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 29.01.2024
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R STaeR fasTedar . fauTed yuTa TRIqS el fhar S I §

RTRIT 3R SraspHivEar

KRNI

Tyifad wfde J=wua

3dyd:

Oxytocin:

CLISRRINICHCS] : log Pow: 6.27

3faeHId/ar)

fardt & nifor=fieran

3T U A8l

3= Ufdpd gHTa

3T IUAs Tl

13. Frer ifgard

fAreR & 8%

/Y T 51 9 (e . e B A | A b |
R fafadt e g B |

it ofd L W fEea Bl A Pl g8 d HRA aTdll BhaTare! H Jagdha a1
T & ford o Se|
IR 3= fafAfey 7 fopan T sivgad IdTG & U |
fAuem &1

14. URag= g1

iRty fafraw

UNRTDG

WS It & =u § fafafid T8t

3115 T & T-3i ot 3R

WIS IrEit & w0 | fafafag 98t

3T T 3 Si-dis

GRS Il & w0 ¥ fafafig T8t

IMO JUBRUN & AR 4P A ufiagd o

3T fhT TT Ureae & forg ] -1gt

IyaNTRdat & fore faviy graenfaat

PRI
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Oxytocin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 29.01.2024
1.11 28.09.2024 3468154-00012 Ugall IR ORI 1 B dRIG: 26.09.2018

15. faf~ramme @

verd ot fArgor & forg gRem, Wy, 3R watarur & fafmwfaums
39 IdTe & Jaud fmfiafad ga=e ke | g §:

AICS - fyffa gt
DSL : feffa 8t
IECSC . fruffva =gt
16. 3= I
TeeE 31 fafy © 28.09.2024
Sffafvad e RY
3T XM & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe® d&-Id! gel, Sel
T {63 ga aedraw Oicd Wil IROME quT g MRS o,
http://echa.europa.eu/
farie urey ;. feA ey
3= AN & gut a1

AIIC - STIENfiTen ] @1 Sferars el ANTT - STRd 1 Idta 4 uRag it ASTM -

AR IrEh udermr TRTEE:; bw - STet BT a9H; CMR - SR, Jeoi-d 1 U favar; DIN -

THA TFSIHR0 IRIH & U AF®; DSL - aiqwﬁq?ﬁ(aﬂm) ECx - x% Wfdfesar ¥ 9T
TdHe; ELx - x% Uffehar ¥ &t AT &x; EmS - TUTqdIa- JUegd; ENCS - Aiel R =Y
RS Ueld (STAF); ErCx - x% s &) Ufdfhdr § &1 dbad; ERG - SMUadbIc widfhar
TES; GHS - ﬁ%wwwﬁw;em-a&ﬁuﬁwmﬂ; IARC - ¥R TR 3 & forg
TRT; IATA - SR arg afag THRIGRH; 1BC - HRT HET & Wi Il are
%ﬁnfm @?W%ﬁvﬂ: TfgaT; 1C50 - 31T Sifdman RIS Hdha; ICAO -
RIS AR faHFA W13, IECSC - I & HieaT Y-S Uardl & 3dedl; IMDG - SRig™
ﬂaﬂwwmo mgtmaﬂw; ISHL - SN JReM SR WA HTA (STUH);
ISO - AR & T RIS ¥ a+; KECI - HIRAT HIGT IR dext; LC50 - TRI&m Mard
BT 50% BT Gl Tobgd; LD50 - URI&UN SETEl BT 50% b1 Gldeh WRID (A °ldd GRD);
MARPOL - STgTST & UgWUT &1 AT & T SIaRig ST, n.o.s. - 3 fAfEE &Y Neh - faret
708, NO(A)EC - 3fadid T fbar TaT (Ufddpd) THE Hdhad; NO(A)EL - 3/@did- 9 fobar mar
(%) THTG TR; NOELR - TR-3(Ga@IH--917g YU daM &x; NOM - 3MfieiRe Afde faw;
NTP - TSt . BRI NZIoC - T &t <5t e 9¢8); OECD - 3Mfiids |t 3R
3BT TT; OPPTS - IR JRET 3R UgWUT JAHUH HRTEd; PBT - RIRH, S1a-TUHAIaR0 3R
fawmad werd; PICCS - @A SR IS yerdf &t et gded); (Q)SAR - ({EHTEE) I
TfAfAfy Fae; REACH - JRIUN TG 3R IR UolidhRul, JeidhH, Waﬁ?qﬁaﬁmﬁwm
ﬁﬁmﬂ(EC):{ 1907/2006; SADT - T-ctadT 3f0ge- diIHH; SDS - JR&T Sl TMe; TCSI - drgar

IEAE Ui 3desl: TDG - @RS HId ol URde: TECI - UTsds TG 3desl; TSCA -
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Oxytocin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 29.01.2024
1.11 28.09.2024 3468154-00012 Ugall IR ORI 1 B dRIG: 26.09.2018

fawTerRs gare Az sififom (e Isa smReT); UN - B IY; UNRTDG - IM®RS 9HH &
URas W UG Y BI RIBIND; vPvB - §gd RIRIT 3R Jgd Sla-THASU I7G; WHMIS - HTi-
RIc WeRATD AUl T Jorel

S R4 ST e & SUS UHRA ST IR &I & Tl THSRI gHR 4, THGRT SR fayr &
IUR T8 § | TSR Bl GRIGT ST Y JUTEH, TN H3A, Uil &, o &, IRaeg &,
e oA qUT s & fore Fad Arfex[ & wu § feuae fosar mar 8 qu ford) yeR ot adt an
TOraRTT &1 fAfERT 181 AT U | ety B Tl e RT 39 SDS & /Y W ugar! Tt Fad
faRry arRh § Tefid 8 aur SDS wnlt &1 farsht o It & Tatem a1 fansht o ufshan &, 5|
T UTed H 1 Sl 7 Y, TRINT $H’ WR 9 Ta] 81 qahcl! & | ARh yaiadrsll &1 a8 W, yaied
¥ oifad Iare B SDS-URR & IUYHIdT BT HTH e B Tled eod B, TN R, Ufehar dA
TUT TG TR & 3 3iE 1 & faRiy e & SHaRY SR Rywiiai ot weften e =1y |

IN/HI
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