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1. ITE Ud HHI Bl Ugd=

geref AT : Ganirelix Formulation
fafansmyfdeat
ST : Organon & Co.
gdr ;30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302

SILAGH : 551-430-6000
SMATARTAA DI TR : 215-631-6999
g_ﬂa HT Ugdl EHSSTEWARD@organon.com
T WR e oiR ufaey
ReaTss wam T 1 3

2. @R ® ugaH

foafor, vesRUr 3R & SMITd WaRTe 9T fFraaTaeil, 1989

Fffepeor

SggEl-1 & 4T | A Fefd TFds & SuR GaRATd & &0 & giifpd gt 8

Sit. ¥, eg-aeffeur
SECIBRCNICR|

fAfara deg-siv Sfew fasmadarn
- RIGd 3HREf0T

SIt.T9.0Y. A9d dd
SlitcEEANEENES]
Thd eq

B T Irer =

wgfaardi/gafay™ sam

o foum &t
» vy ¢ (s we, PR, siféigaes wify (Tediea ), i,

3feTer)

:

SRC[|

H360Fd FaRTU P! BT UgdT Hebell 5| 3Tl FRIg b1 81

| Uga & degl

H372 <Y Tell= a1 RTg TaRUIoR (SRR AT, R, Sffeigerd
U (TS o), WiiH, 3fSTR) ST oY o Ugaral |

: AHYH:
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22211-00016

P203 IUART & § Uga T+t R FAde &) o %, U $iR
T e I | .

P260 PIgT I YT DI I H 9 |

P264 IATAH & d1G @l B 3! dvg T

P270 39 IAIE ! TG HRd JH @I, YT I7 YHa Hd HX |
P280 I&TEH T/ I 3R 37 T/ &0 U |

JR:

P318 3R 3FTGRU g1 AT fofl g1, Feraaiia wae ¢

YSRUT:

P405 HSR drdl H|

R

fﬁsm . s 1 FAuerT Wigd a Sdivid sREM A
|

3= BTl foresT uiome vy aeffewor gt giani

SIRITd

3. 3AUQ! PT AYSASTTPRI

geref/fHrsor ;T

3auq

SGICIEEA It H T () - TR | MSUF (HFIAH) (%
wiw)

Ganirelix 124904-93-4 >=0.01-<0.1

4. yiyfire fafesr & Iurm

HHIY Ul

3R I gRT T80T 1 ST
TR @1 ¥ U& g1 Y

TR 3G § U g Y

3R 7 ferar smQ

T HEayul d&ur 3R
quTd, SHI g iR

. 3R CHcl 8l T deid 3id 1 & dl Afghd Wb I Jg B

ST AT T 38 1 Yol &1 &R FUfT # fafeciig gars o

1 gfg | gRT JgU1 &R foran ST, ot drelt gell g1 # o S|

ElEgSIRISRIUAST

. gWE g W, R 9T Bl e 3R Igard U I AT B |

T avd Td Jd SAR
el Jgdi o |
GAUIRT ¥ Ugd a¥d g

AN ¥ Ued o Bl st ave U

: garar (e & fore sital &1 urt & gl

i Sie I 81 3R oIk} 3B, 1 Fafeaia gga o

: gfe fAerar o, a9+ 9Rd 7d B3|

fafehiia Heai o
Ut & 1Y 4§ 331 aRg Pedll Bl |

© IR P I Ugn Tobdl g1 3rTd R 1 81 Ugam &

BSEE
e a7 GIRIGT SR&0T B R Sl (SIRTAY) B e
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BRG]
i fafdre & TReur D Uit Fafdc = aTall B ST YREM UR & ¢ ATfgy, T

SRGH Pt YU B9 TR YT T dAfdads GRETHD ITHUT
PT IUTNT HAT 91T (WS 8 W )|

EIE e ANDESCRIl D e SR WEdanT ¥ SUER HR|
5. =M U
I A Hifgar SRS E:)
TAmeid-ufaRie Fm
HIe SISAHHARS
X[/ T

SR (3T IH d AHT ¢ T
AT F RFARBRT TR <87 IATC! BT YU WA & AT T TRT 81 el g

AcR-lr g d(l-lldf : aﬂg&diﬂlob G&- dlddl sl T‘|_bpf't|T":|TTPJTI
3TT) g2 & faRiy s . g8 SRS IF TART 3 ot R Ui SR -
IIATaRUI & 3% Bl |

g f&sdl D1 38T A & oIt FTA-BER b1 YA DY |
SR THT 1 YRI&A § < 31T & & & &fagH deR Fevra o

STTE &1 WIel HRaTg|
MY & N RV TEE S & M W, Wd-FEfd 41 Iueso ugH|
USR] Al 8T IuHRT TN B |

6. 3T AT® e Ut
Jufdad AEYT, ReTAS  © Aol eI IS0 YA HY |

JUHR TUT SATUTTBTA WRIEa FsfeiT sl (WS 7 37 ) 3R afdaTa qRem Su@on
uferarg & AA! (TS 8 ¢W ) BT SJUTE B |
qgfauity graenfar : gIdTeRu H B1e ¥ URER H |

T AT QRIEfd, SR 3 Rera a1 Iaepta &1 A |
A AP 7 thaq I AP (I 0T =0 a1 ad Afdrepn)
T ¢ T U Dl g1 Td AT
gfe Heaqul SAHId UTd 1 81 Iob, a1 R witretial &t
SECERY
TBTE H MM Bad AP ¢ 3R 9D Uerd # IR |
& uerd ud e 93 g & oy ST a1 3/ Iuged AU U & dlfds
Targ 3R 9 931 afe S5 @1 T8 Uy &1 Uy foar S gabdn gt
dl I IUGHd HeR ITA P KR PR
JUYA TGURSC & 1Y Bt Bt AT AERITA B 9Ih HY |
R 1 A1 fafaw 39 yerd &1 faRfa ok Fue &3 &
fore AN 8 Ahd €, Ty B 39 ARigey iR geny wR off o
ET U @) Relie 3 TBTE § IuhT B T o | Y
fufg 31 B i R farfiom e 8 8
3 THSITH & SHIT 13 3R 15 $© RIFHIG a1 AP Revrgri<
F IR T FIFHR U  Hd ]
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7. TATA 3R USRI

qAH-1h] SU™ ;AU (URIURR) ¥ 94 & =07/ ol 9919 S[HM & d8d
Solifafe Jumg 3|

R / 1 dfea’E : R At dfeaRm sruas §, df wiHg ey dfeaze &
1Y ST B |

R gTye & forg IO I BUS! R A RA )

gratfa PG T UMY B I 7 T
et 7@l
i@l & Ty Td I uRER S

AT & §1¢ 9T I B! aRe Y|

3B SHINFIG TaFdT 3R YR&M TAT3T & SR HUT, il
PTIRI THHUIGR 3Thel TR TR 8

o B HY T 9§ PP W |

Y IATGA DI YA HRd FHG T, U1 A1 4a Td H1 |
FABA, g 31 A A B Jraurl W, 3R TR H HH I

CEASIER
RIET YeRUT ! gRfUfcnr 3BT dRe ¥ oad bt gu fosal & 39|
USSR dral |
DY DR GG HRb 3|
faRy Ity fafodl & SraR HeRU &1
S UeTdl § : FfaRed veR & dieae & Iy A 39
g sheRfieofig woleq
8. Siifaw ford=ror / foeft gram
FTARIA 0T & US| & A1 3aUd
3ayd I T T (B¥) | 59 PR g U / YR
- R SRV BT | RiTad
THR) ST
Ganirelix 124904-93-4 | TWA 0.2 pg/m3 (OEB 3idfyd
9)
TigH &1 AT | 2 pg/100 cm? SIGIECa
ECIRCIEURRLEL] O (SN, SR ST/ ST Eded) BT AT A SR Hr-
T H At & 19 o1 A & foe s MR Rew an
by UNfHal &1 S B |

gaft elifafir Ra=u &) oieR fewe gr1 srifd g
T 3R IdTal, BT, 3R TafaRur & &1 & folw GMP &
Rigidl o TR Haferd foar ST arfgul

fopadt el ST Y SrgHfa e B

T @RE I s ufsharait iR Irft ulkag aw & v B
TaTer P foru I JApumd Uenfie! & STAHT Bl oexd §
o1 wrd-wa § Oifiet o1 g Ao & o feems= fear ma
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Rl
oot sma ot IrEh
oI Gaeft ga1g D TIROG: Tt ol i 4™ &S SUBRUT T HTa=ddl ol |
HUIRELICEIR]
Tarf - gE
fefl D S9d Tl W AR $1
i@l daeft gama L 1S e A1 e & 1Y Y& I=AT UgH |

3R HTH & ATRIa a1 Mafafy & ¢ &1 R, gy a1 wRied
M &1, ot Iferd Mred ugH|
SR ¢, Y, I TR & ITE-T e Hudh ST Fu1a1 g, al
TURiies a1 QR AR BT 3T TREU UgH |

a1 74 *RR da¢ft g9 . ol A1 JANTRITAT Pl | B B
IR @l B Ade! Y §d1d & (78 B! off X5t B & YR T
SHfafad dTet a%d Ug (S, Wildded, T, Medcd,
feeed o) |
Gyrfad givd Hus FHepTem & forg ferd Shmfett aa-ia! &1
XA D1

W3l et Iu D 3R I SUTNT & SR A & b H 3T BT GHIG g,
@ BT B b WM S BT 3G 4 Bt yorierat 3R Jrem
R Y& B
TN & SR, BT, YT a1 (5 7d HY |
Tgfd HUSI B 9 F T1E 5l TR U STAATA B |
gfaem & uuTdt HaraH o Seiifafe fAa=o ot gefian, Ifaa
I GREM JUBRYT, IRId ST IR ufk=ite ufeparst,
e Wesar ARE, Rifeen R iR srawimes

fRizoT &1 S%aaTe TN g A1fgu|

9. Hifor Ta Taraf~e® ot

fe@mae S KRR

a1 L STl Uy gl

Tiey D 3T Iuds et

Tiey ) Sgelie : 3T IUasy gl

i wa . 5

fraem/de 1 aromH ST ISR |

TR Jaer &l fadg/Ige  © 100 °C

1

Wi faig D 3T U e
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arefienur B & D 3T IuAY et
ST (319, 79 R e i
SaerTRiTerdT (R Uerd) D ST I et
I fawpie T/ TR Sl IuAs TRt
SR T (3R
Tadfafee fermie)

FH fawpie dimr/ el : ST IUAs TR
SAARITEdT ST (TSR
THodfafee! formie)
I ga1g : 23 hPa (20 °C)
o a1 T D gl IuAsY e
e T ©1

- .

g B foagar : WW@W
QU Turies: (T L 3T Uy gl
Sigera/art)

3O &1 aruHE © ST IUAs g
3qYeH BT dIAH © ST IUAs g
Jigar (i)

fawIfct ersafcs gl Iudas et
faeples uRaya . fowpies gl
STFITHRU1 & [URGHTT g uerd a1 iy & siRiieRe Fiffea 6t far mar |
3fTufde HR SESTIRCREE ]
U BT AIY © ST IUAsy gl

10. fRRar quT ufafsaar

PINCAN : ffufpariiciar & TR & =0 § Fifepd T
A fRRAT D g iR A RR B

IRTHeHy ufafparait DA ATRIP RS Tolel & 1Y Ufafshar o= Jhdl g
3 gRfRIfqa @ o D3I

ST ATt : SfaiieRofig Teley
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I SR R aiffep el
H{dUdq:

Ganirelix:

EIIG]
Wi
oy

YT 91 TS GATGTHUT

T B GGl

IUAS THGRI W Ngd Tal|
YTH-UYTH BT AR
JUA] SHHRI W aFffpd gl
AdYUd:

Ganirelix:

Wi &1 foed
PRI
giomH

SHaTY] A FeTeid
JUAS THHR W A Ngpd Tal|

16.10.2020 22211-00016 Ugell IR ORI A Bl dRIG: 15.10.2014
3qge yerdf & snfed . B TR aId (goRSY) uged ueryd Jrd et
11. fawmasnfora g
TrHT SRETT (TRIAISR) F IR I1Y gRT TG0 Al
A JIHHRY 1§ Iudh
LIS
3@ § Iudh
g faureaan
JUAK] SHHRI R aFfiepd gl
3Ad4d:
Ganirelix:
;ﬁ'% fawTedan (feu oM & 3= LD50 (IET (R)): 40 mg/kg
)
1 & U ergerReTaT
YA TSR R Fffhd 8]
™R A7 gfakdeq

[

R

. ORfAERE o
R CIC R vE
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3dd:

Ganirelix:

IR 2 fagt D TR & e fomia Iafkadd e
TRI&0T YUlTet: Salmonella typhimurium
IR I ED
e &) fe: fousta Iafkads wma
TRI&IUT UUTTG: Escherichia coli
LRI I ED
e &t fbe: g7 fact T '
TH&101 YU I gRER SUSTI BIfRIBTY
gRkomy: Fonds

fSFIciBaRct 3 faa L ORI B fohe: -l AT gy ¢
TS g8 (H139)
TAIB R o I 3fd:RRT
LRI I ED

STtaTu] e TeToRIeT - L &Y DT Jol- INTTY] HIRIHT IARATT B TG H THIHR0T B

i g T8 FRaT gl

FERSDAI

JUAK] BRI R aFfiepd gl

3T fquTa=n

JRIYF DI B Ugdl bl g1 AoiTd R & g1 g™ &1 g |

3ddd:

Ganirelix:

3(ARdl & UHT © R o1 foper: BRI / 3 BT Tl faeTy
golTar: <81 (<)
TEHTE & I & &

Thd IUAR &1 3{afd: 13 Weeks
Jadl: LOAEL: 0.1 pa/kg
URRUMH: US4 &HdT IR UHTd |

Tegur B foeer: witferd) / ey &1 T faser
gelTfer: 8T (), AraT (i)
TAIHRA & I @ & J1d

THd STIR D1 3AalY: 8 Weeks

JRaT: LOAEL: 10 pg/kg

ROMH: U & ST TR YHTE el |, TSl &HdT TR UHG|

uﬁwaﬂmzaﬂw
EI\_SIT%:W
TAIHRA & I @ & J1d
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JdaT: NOAEL: 0.02 farm/feem ekiRe 4R
RUMH: IS &Hd IR JHE|

TR RR] & PR R uuEl 9o o e Yoy Rig faem|
golTer: TeT (<), AreT (i)
TATh M & Id: @l & i
Yoy RIY] fawTaadnl: LOAEL: 10 ug/kg
URROH: Yoy A9 fawred

Yer0r o1 fore: yor-miey Ry fas |
TSI G, ATal (i)

TEh Y & I T & -
yor-miey RIg] fawTaaan|: LOAEL: 30 pglkg
IO Yor-THey R fawmed|

ST faSTardd - Sfipa D UYR 8 T TN & STUR R Jagd bR R Yol
&HdT R Ufdpd UHTd &1 WP Jad e g1, Ut R fHa ™
TN & YR W [T W ufdgd UHE & $© 90 ©

STOT - T&hd SiifgH
YA TSR R i gl
STOT - GgeraT SfEw

G PIel= a1 TRIgT ToRUTeR (iR W, o, Sifigads I (Teda o), Wi, Siemm) of
DI RI U |

3dqd:

Ganirelix:

YU (TFIUIER) & IR S CUGASRI

&g 3fagd L 3Ry g, ORR, Sifgee Ui (TeHd i), Wi, 3SR

e : aﬁmqg?@ﬁ&r{w@ﬁwsﬁﬁ(mjﬁw
UgardI &l

U g fauTaar

3HdUd:

Ganirelix:

BV L gl (e)

NOAEL : 0.02 mg/kg

LOAEL : 2mg/kg

TAIH A &b I Gk

foa o & o) Tudh 6 Months

(TFIUISR) gaTl

A& 3fqTq Ry A

ToTTfa L OY® (H13Y), AreT ()

LOAEL : 0.3 mg/kg
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TAIHTA & I L T e AR

P g7 & ford Iudh : 3 Months

(TRTATSR) g3l

&g 3agd . R, siftigaes Ui (Ted de), T, ieR™

I L NP (H139), R (Hd)

LOAEL : 3 mg/kg

TAIBTA & I L Tg A

o g & ol Ius © 3 Months

(TRTUISR) g . ,

&I 3qTq D R, siftigaes Ui (Ted ), T

RG] DR

NOAEL : 2.5mg/kg

TEHoh Y & I G| 2G|

P g & o) Ius © 6 Months

(USRTISR) g ,

fewmht . forht Heayul ufdge UuTa @t AT et et

CIGEEGR]

JUAK] SHHRI R aFfiepd gl

U9 S| & 91y 3gya

AdYUd:

Ganirelix:

TN GRT TG0T AT D SR UEY S gWIHTE §:, A & g 81, RRed, Ia dadh

&, Aqalt, RIF-=gfa THiaw, T o A

12. TIRfRAfaw T JE=T

uiifRufas fauraddrn

AdYUd:

Ganirelix:

FhIcIaIB ISl BT idad

iforurdt SRR fasTearn : Sel IS T8l

fRp1fere SR fawraddn : Sel IS T8l

TR 3R g Hfordr

321 IUA ol

T wifqe J=a=

2T IuTsy el
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fardt & niforferan
EEREREER
3= yfded yuT
3T I el
13. Frger ifgard
freR & e
/N I 51 7Y (Tere) ;WY fafamt sy s |
gfta Ofb D Tl S Y 9 DY gTSd DA arell et B JArgha i Al
T & ford o Sa|
IR 3= fafafdy gt fopan T srvgad Sare & 9 d
fAueH &1
14. URag= GaAT
Jierfgia fafaw
UNRTDG
WRATS IR & =0 H fafafid T8
378 T & U-31 oft 3R
GRS It & w0 § fafafg T8
3T T 3 Si-Pis
[ax-Te AUt & & ¥ fafrafid T8t
IMO SUSBRVN & AR P H gikagd &
3yfef fow e Meee & forg amy et
15. faf~ramae Ja=n

verdf ar fireror F e g, Wy, 3R yaiarur & fafawfaem

39 IdTe & 3aud fAfiflad sHa< Ny & gRa &

AICS o Fuffa =
DSL o i 7Y
IECSC o fuffa 7Y
16. 3T T
Sifafvad JHRY
3T Y & Jhad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe d&Id! Sel, Sel

TRINT {350 Oa gxarad TIcq Wiet UM quT QRIFIG IRfe ToidT,
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5.3

16.10.2020 22211-00016 Ugell IR ORI A Bl dRIG: 15.10.2014
http://echa.europa.eu/
e urey . feg gy
3T SEIARE & quf arey

AIIC - STENfIe YA Bt SiReforrs al; ANTT - Sfore 1 P Yl uRas Toidl; ASTM -
SAReT ATl TlieuT HTACT; bw - STSt 139, CMR - HIROH, Geolfd a1 Ui faveT; DIN -
S AF®IHRUl R & U AF®; DSL - R Uard @l (H18T); ECx - x% Wfdfehdr ¥ ST
Hdhe; ELx - x%mﬁq@a‘r&ma EmS - U@ Jeqdl; ENCS - ﬁqmaﬁ?qq
NS gerd (STAH); ErCx - x% e &x Uidforar & &1 Ydbad; ERG - MTATddIe ufafdar
MSS; GHS - mwwwﬁw GLP - 31=31 YIITRITel UT; IARC - WW@@?{W%W
fﬁ@ﬂ@?ﬁ IATA - RIS a1g uRae THIRIGRI, 1BC - YN A H WeReier I ardt
¥ fAmfor 3R Juerur & fo TfgaT; 150 - 3T S an RIS Gdha; ICAO -
SRS AR R 6, IECSC - 91 § Hvar aafie el 31 338, IMDG - SidRigia
TS WARAP HI; IMO - RIS Tl W16, ISHL - STeNfier TR& iR WA ST (JTH);
ISO - AMSIHRUT & T RIS, KECI - HIRAT HIS[GT TR $ae; LC50 - TRI&I0T et
B 50% P Uldd Hbg; LD50 - GH&T HETEl BT 50% Hi Gldcs TRID (HIH °ldD TRID);
MARPOL - STgTell ¥ UGNUI &1 b & oY SfeRiia §a; n.o.s. - 31 Sy F8T; Neh - feredt
308, NO(A)EC - Sadid- 7 fdhar mar (ufdgd) Uua ddba; NO(A)EL - 3fadie- = febar
(W)Uﬂ-ﬂ'q’w NOELR - TR-3qaAI-d YHId AGH &3; NOM - SSRGS A fom;
NTP - TP fu-faq SRIHH; NZIoC - T8R! &t ol oS $4esl; OECD - SRi% e oiR
9T &, OPPTS - IMMAMS JRET 3R UGN AHUH HHATAT; PBT - RITH, J9-THAR 3R
fawred yeref; PICCS - Wﬁwwﬁﬁwﬁﬁﬁﬁ«ﬂmﬂsﬁeﬂ (Q)SAR - (AHTEHS) T
Tfafaf Yey; REACH - R T4 3R GG USRI, edid, WMAGR 3R ufasy aRkug &
fafaw= (EC) 7. 1907/2006; SADT - W-dtadl 3{Udc dludH; SDS - YR&T Sl /iie; TCSI - dagd™
S Ugrd $dest; TDG - |ARATD ATd $T URagH; TSCA - fauraa uerf = siftfream (wgad
I ARSI, UN - Wﬂg UNRTDG - MRS JHM & URdeT R Ygad Y HI R”BIN;
VPVB - aga&nd’rsﬁ?aga “THATHN ANG; WHMIS - HTI-RIS RS AT =1 Jomett

U & ST T A SUS THIRM &1 dRG & ¢ T THSRI §AR I, STHHRT SR faym &
IR e § | STHBRY Bl JRI&T &1 | JUTTH, T DA, UfehaT B4, T B, URae He,
PITeH B33 qu1 SIS 3 R bad ARTag 3 =0 & ResTa a1 a7 & quT fball U R & aret
TUTadT T fAfERT 181 [T SITE | Juds Sl Tl SHeRT 39 SDS & XY IR ggar Tt had
fafry arht § defid § 9yt Sps wrlt &1 foeddt s arht & Taeq | a1 fdft s uforan &, o9
6 1T § T ST 7T 81, TRNT - R 94 et 81 Taball ¢ | It siiaarsif & arg 817 WR, Uaied
& 3ifar IaTg & SDS-IMER &1 IUGadl T HTHT B Aled eod B, YA B, Ufehdr A
TUT T B & 30 3efiy &1 & ARy el & et ok Rt ot geten &= = |

IN / HI
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