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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

S.T9.0Y. d9d dd
PIE W UeeIUTH, HIs R Weg, Hg WaR H1(d) Tadc, HIs AU HI(F) HYUT TS Tal

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

3. 3AYQ! P HISA/SITTPTRI

gerd/frgor . fRrgor
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Oxytocin Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023

1.9 30.09.2023 3468154-00010 Ugdll R SR R &1 dRIG: 26.09.2018
3qgd
S A U (bY) - TR | MU (HHACR) (%
w/w)
Oxytocin 6233-83-6 >=0.0002 - < 0.0025

4. My fafee & Iur

3R Y GRT IGUI &l ST . 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
_ T Yehe BIH W i dia g |
3R 3G § U g S : qarar (e & fore sital &1 art & 4|
gie So I 8 3R WY IR, o Fafeciia wgam |
IR fra feran smg : gfe e 9, 98 ORd dd &
IV Gebe B4 W fafebeiy weai |
Ut & 1Y 4§ 33! aRg Peall dhRal |
T AUl TEUT 3R S|
TUTd, T citel 3R &t .
T fafee & e : UTyfie gergar ufafsarerarsii & ford wis oy graefar
ISP T8l g
Rfecs & ol gam L e SR WEanT ¥ SUER HR
5. AR U
IR SR Hifgam SR
e eia-ufoRIeh
HIa SRATHIAZS
/T I
ST (M) qIH S AEH I
I F RARRT IR <87 IdE! BT YU W & 1T U WaRT 8 Javel g

WRATP G5 IdTGl

(31TT) 9 & ARy i

3T g1 o o foRy srama

JIATaRYT & 35 Bl

T fSadll D1 381 HRA & oIl Fd-HR

. Bls WRATS S8 ardl IdIG Tal U 147
© g RS I3 TaRT o3 o R R SR S-urg

BT TN BN |

TR THT H3AT GRI&A 8 af 3T & & F effag= FeR e o
EURCARCINIERE !

YT YD B UgH |
Aolt Y& IUSHRUT U] &9 |

L IR TGS TEH B, 31T ¥ de-/ad1d & for, wod-fadfad

6. TP VTP Nefie U

Jufdads AU, JReMTH
JUHOT JUT SHATIDBTAT

& gITdl (TS 8 ¢W ) DT HTUTA DY |

L R gsfei s (WS 7 37 ) SR cafdrTa qRem Su@Run
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TTHIl T o fafd:
1.9 30.09.2023
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U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
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JITaRUNY JraeT=ar

HHTS B SR B I A
& Uerd Ud i

D 9IATeRU § SIS § URER B

T AT QRAEr, 3R 3 Rra a1 saehTd &1 A5 |

IS AFBA H thar A AP (Iarexvr: g a1 da Afdye)

T 41 T U Dl g1 Td AT

%@?meaﬁ,ﬁwmﬁ
|

© 3R e yerd # O |

S g & forg ST a1 39 Iuged AU UG B dlide
Had AR A T3 A SES B1 718 U oI 4y faar S Jahr 8
I 3 ST dHeR ST IR TR B |

IUYad TeHRST & 1Y BT Pt Y ARG bl AH B |
R 1 1P faf e 39 vard & fai ik MueH &= &
o AN &) Teha B, Ty & I Aoy 3R gy W i St
&9 yerd Bt Refiel o gwrs o ST A 9/ 9 |1 39 &I
fofg T B % SR faeitam o 8 €1

U THSITH & SFHTT 13 3R 15 $© RIFHT AP Reprg<
F IR A THBR UM B & |

7. TATA 3R USRI

qPp-ih] SU™ L Ud (CRIURR) ¥ §9 & (a=01/fof 991d Sy & dgd
ot Surg o |

R / 1 dfeaRHE R Suged ot § uai # )

WRIea gTye & forg L 3T SN Wl SR TRET YT & SFIuR TuTe, S

graetfan PRIV THRIUIGR SATHaT TR 3R 8
w?ﬁ?haﬁﬁﬁﬁﬁwwﬁ@,sﬁ?m‘mmﬁm@
PH |

PRigd YR o uRkfRUfar ¢ 33t aRE ¥ d9d T gu fosal & T |
fa=iy ISty fafodl & SR YeRU &

3 verdl ¥ o : fFufoied geR & Uisee & 1Y 7 39
GIEREIERICRUIBRUT TR

8. sy forimror / freft R

FTAE AU & A F 1Y 3rqgd

3{qud W T (9) | GG UHR =0T v / 3MYR
- TR (3REITT BT PRENICK

UHR) HIACIA
Oxytocin 6233-83-6 STEL 50 ng/m3 (OEB 5) | 3fdRa®

Uig- &I AT | 60 ng/100 cm? 3iaRe

gelifrafe fderor

L O (SN, SR ST/ SIS e™) B U dRA SR H-
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foroht s @t 9l
oI Gt a1
RUIRERICEIR]

gerf

3T el I=g

91 ¥d YRR Gaht s

W3dl dadt U™

T H Ot & Rara &l A & forw s MRk Rrew an

B UTH MENAHTT BT STIATA B

Taft Sofifaf fa=on & uReR fewg g srifad gn

IRV 3R IdTa!, BT, 3R TATaRUT B & & ol GMP &

RyGidl & SR arferd foar s @nfgul

foraft geft THTeT BT Srgafa T B

T8t ke ¥ de ufsrarstt ok wnh ufag SIaw &t Texd 81

e & foIe I Asur U] & ST B oievd &

gam.wﬁmeW$mmmmw
|

: TeRUId: Tl ST 3 4 &S SUBRUT B SIhdl ol |

WA TwE

D S99 TG W faaR &1
L 1SS e a1 I 3 Ty YRET I%9T U5 |

3R HTH & HIETd a1 Tfafafy & ¢t ot fRufaar, o a1 wRie
e &, <t Iferd TTed U |

IR Yd, ¢, T TR & AT Y Gudh &1 GHIET g1, ol
TURiies 1 IR IEX BT 3= TR0 UgH |

© gl g1 YA Bie § B B

IR &1 &1 Idgl I 991 & T &1 o1 I8 1l & MUR W
feeiad o) |

Tuifad gfid wus Maraq & fore Ifra Shnfeit aab-ia! &1
T B

L 3R GHFY IUTNT & SR I & U T 3 B GHGT |,

@ BT B b WM & AT 31 9 B yonferr iR Jrea
QMR U B

TN & SR, ST, G 31 Yoa= 7d B3|

T HUS! B U & 916 B [ I SXqaTd Y|

i & TyTdl dareH § geiifaie fAa=or ot aefien, Ifa
AT GR&M SUBHR, ST ST SR UiR=iTe= ufehana,
N Tz AR, fafee FRE ok g

=0T &1 giwTe Tfiet g =R
9. Hifas we TamafA® qur
faarae od
a1 D Se1 Uy e

Y

Sl IuAs g
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T30y, deR:
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3ifdH TR SR B3 BT TRRG: 04.04.2023
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TiY T ggelT : e IuAs et
i Rec) D STl Iudsy gl
fOge/ds o1 audE : 3Tl Uds gl
URfY® I9a- H1fdg/Iqea1 ST IUA gl
AR
waw foig D e IUAs Tl
IIBRU Bl R : a1 ISy g
IR (319, 19 ) e e e
SIeRITedT (dRa Uerd) D SOl IuAsY T
I fowpie 91/ SR STl Iudsy gl
SR THT (30R
panfaferct fedfie)

Y fapie A1/ Tt 3l Judas gl
SaeHRITedT AT (AR
panfaferct fedfie)
Y T9Td : 3l JudAs gl
e I g : 82T U el
e g7 . 32T U el
g9 3l JudAs gl
v/fadaan
g A fadgdn 3l JudAs gl
fquTer Tuies: (T . UaNg el
Sfigera/ar)
SNSRI FT argHA 3l Judas gl
3qge &I dgHH © ST Uy el
BIEGIREEEAISE))
© 3ol UdAs gl
faepie® oRaHTd . fowpies 6t
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

1.9 30.09.2023 3468154-00010 Ugalt IR SR} 6 B dRI: 26.09.2018
fRftH0T & TURGHTT : g9 uerd a1 iy & SiRieRS aifdd e faran T g
AMUIfIE UR D STl Iudsy gl
&0 DT AU L Uy el

UfdeR : Siffpuriddr & @R & T H Fifed 8l
T R D I fRufe A RR B
R ery ufafeparait A HTRfiPRS Telel & Ty ufafehar o g g
= oRfUfa @ o . 3
ST ATt . 3fRfieRulig Teleq
e uerdf ¥ shfay . PHIS TR I (BoRSY) 3ge gerd Jd e
11. fwmasnfora g
TG SREUT (THAUIGR) F IR © I gRT TGN FH=AT
T SHHRY Y U
forTerT
3ifE ¥ Gudh
GIERGEIESG
U SR R Fiffepd 78]
3{d4q:
Oxytocin:
GIEREITCERCLIERGI] . LD50 (u® (A139)): > 514 mg/kg

LD50 (IET (}<)): > 21 mglkg

g fawraaar (AU & 39 @ LD50 (HY® (H139)): > 514 mg/kg
Trt) THHIE & IR @ & -

LD50 (¥ (HI39)): 5.8 mglkg
I 3fd:RRT

LD50 (IET (}<)): > 21 mglkg

THIBRA & I @l & J1d

LD50 (IgT (¥€)): 2.3 mglkg
TEHHRE & I Sa:RRT
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a1 & fore e
JUAS TSR R aFiiepd el

iR A7 efasaeH
JUAS SR TR aFfiepd al|
o T IS GATSIHIOT

AT B gUTSIar

JUAS TSR TR aFfiepd al|
Y- BT IS
JUAS TSR WR aFiiepd el
SHaTY] Id "ereHiid]

I AFBRI U ailiepd al]
3dyd:

Oxytocin:

[SEICERINEESICE) L URIEU B e U fque

FERAADT

U TSR R Fiffepd 8]
3T farwTeRTan

U TSR TR Fiffepd 8|
3dYd:

Oxytocin:

MR RY & e R uyEl - wHeo 3! few: e
goTTfar: T (X©)
TRIHRH & IR @Al & A
faprara® faurddd: NOAEL: 1 firm/feb IRiRe YR
gfom: T RIY] & fawr R gvmE T8t

ST faTeRTa - 3fide L 3T IR Y g1 Ug e Wb |

STOT - T&hd Sy

JUA STHBHRT TR G i Tgi|
STOT - gigrT sy
JUAS TSR R aFiiepd el
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TEHRT Ty &1 fafd:
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U g fauraar

3{d4dq:

Oxytocin:

BRI LTI (RT)

LOAEL : S ug/kg

TEHRH & I B C Ik iC]

fram g & ford dudh : 5Days

(THIUISR) g3l

&g 3aud © TSI JuTTe

AT FeRT

JUAS SR TR afiepd al|

U9 | & Q1Y 3gHT

3{d4q:

Oxytocin:

G GRT T80T H=AT D e 3faga: Hud TSl o (Hed Ray WeH)
JR: HagR-Tad SRS
eI 39Yq; gaale-l adf
R: T4 g8 YSH, difoi® R 8 Ywbd1 g1, 3feq
T4, favgeddr, FRdsdn
A& 3Yd: TRSIZC L TZd TuTTeit
STIR: A, 3!

[BUNANEI D e 3faga: Hud TSl o (Hed Ray WeH)
3R: HagR-Tad SRS
&I 39Yd: gaalfe-l ad
R: T4 g8 YSH, difoism R 8 Ywhd1 g1, 3feq
T, favrgeddr, Fdsdn
e 3aTa: TREIZC T JOra
SIR: A, 3!

12. aikfRufasta ga=r

yifRufae® faumamean

3{d4dq:

Oxytocin:

FHICIGUIBIAS BT iHad

Sferardt STereR fasTadar . fawTed yuTe TRIqE el frar o I §

RIS SR fauTddr L T THTa TRIGE TR faan T At §
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

1.9 30.09.2023 3468154-00010 Ugall IR ST A &1 dRIRG: 26.09.2018
TR 3R ORI
321 Iuasy gl
TuTfad wifde d=oa=
3d4d:
Oxytocin:
ELISRRINICHCS] . log Pow: 6.27
SieAa/arn)
fardt & nifor=fteran
3T A gl
3 yfaed yuTg
3T A gl
13. fAge= ifgard
fAye™ & T 8F
/N T F=1 7 (gere) . HS BIATH | Ad b |
R fafAgdl ey thos |
gt afds : aTel S Bl 9% DI g  HRA arel Bt # gigdhaT a1
T & ford o S|
AR 3rgyT fafafdy =1t fovan . srvrgad SauTe & w9 o
fAgem &3
14. URag=T gaAT
sieeigia fafraw
UNRTDG
FARAT® Il & =9 H fafafig gl
31ms T & T3t ot 3R
TR It & =0 H fafafid 7gf
3(TS TH 81 of-wis
YRS Il & =9 H fafafig gt
IMO SUFHVN & ATAR AP H ufkag &<
3Mgf o U iede & R arg A
IyURTRdt & fore faRiy grawnfaai
g el
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15. faf~ramme @

verd ar frgor & g R, 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 ©30.09.2023
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 ] @1 Sferars el ANTT - STRd 1 Idta 4 uRag 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 - MTUTddblel- RISgd; ENCS - Iﬁqasﬁ?mz
RS Ueld (STAF); ErCx - x% s &) Ufdfhdr § &1 dbad; 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 HieaT 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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A Uerd §dest; TDG - |ARAT H1d &1 URdeH; TECI - YIS HIS[al I9Ta- $aesl; TSCA -
fawTe uerd Rz sififaw (e Isa SMR®T); UN - §ga J1F; UNRTDG - BIH®RS IHH &
URTET IR TG WY BT RABIRRY; vPvB - Tgd WA IR Tgd SIa-TUHAHRUT ARF; WHMIS - HT-
RJeT WA AUl =T Jurat

T QR&M 37 e & TS UHRA ST IRRG B! & 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 wnlt & fareht s It & Taem a1 fansht o ufshan °, 5|
I UTed B 7 Sd1a1 747 8, AT 61 WR Y 181 8 Javahl ¢ | Wil Triaarsit &) ar] g WR, Uaiad
¥ 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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