TR SeT 2t Lar

Corifollitropin Alfa Formulation -7 ORGANON

LB TemeE ot fafd: Y310y, | 3ifdH IR SR} HRA B dRIG: 23.03.2020
3.4 16.10.2020 26209-00017 Ugell IR ORI H Bl dRIG: 29.10.2014

1. ITE Ud HHI Bl Ugd=
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SggEl-1 & 4T | A Fefd TFds & SuR GaRATd & &0 & giifpd gt 8
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Sifad &1 ferera : ‘@
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B Tra=t e . H360F JIARTUA B! 81 Ugr G 7
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3ifdH IR SR} HRA B dRIG: 23.03.2020
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LB TemeE ot fafd:
3.4 16.10.2020

Y310y, |
26209-00017

HSTRUT:
P405 HSR drdl H|
fFarur

%501 . &= o1 et Wied I Sravd sREH A
|

3= BTl forerT ufomd vy aeffeeor gt giani

SHRITd

3. 3AGYAl BT GUCA/SITHBRI

gard/fHrsyor : o

3dygdq

™S AH AT (BY) - TR | ST (HIACR) (%
wiw)

bl 57-50-1 >=5-<10

Corifollitropin Alfa 195962-23-3 >=0.01-<0.1

4. yiyfire fafeer & Iurm

A TS . 3R gHeA 81 a1 deiad ol = @l dl AfSHd WIh ¥ Ta1g HY
T TEIUT € g AT ™I BT o RUf H fFaforedta wams |

FRANMGRITGUIGI ST Jiq ¥ GRT U R feran ST, ot <iroil Geil ga1 H o S|
fafeciia ggarm o

TR &1 ¥ YU g ST . gWd g W, Rd @91 Bl T 3R Igard U I T B |
T avd Td S IAR
fafeita ggarm o
YT § Ugd a¥d e

. YN A Usd ¥ S P 3BT avE U]

3R 3G § U g1 ST : gam (OeeE) & o it &l urt § e
I oo I 81 3R ORI T, o Ffersia wgam o

3R et foran smg : gfg fATer 9, 99 URa 9d #1
fafe it Jgan o
U1 b 1Y Hg 3] aRE Pl DRa |

T Hgayul d&ur 3R : JARIYA B g1 Ugdl Gaba g

UG, G e SR &

Tt fafeen & TReum L TS Fafhe SR aTell 1 ST YRET W &M ST AIfey, adl
SRGH Bt YU B9 TR YA T dAfdids YRETHAD ITHT
BT IUTNT HAT AT (WS 8 W )|

EIEREEANCESCRIl D o SR WEanT ¥ SUER HR

5. 3R SU™M

Iuge S Hifgar Do

Tasmgia-uferiedt g
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BT STZAHTHAZS
[ R I

M (M) IR F HEH ¢ F

AMRFA F RFA R TR <8 IS HT YU WA F T Ueh WRT 81 Fehall g

GRATD g IdTal L BREA HIFESY

3TT) T3 & fay b . 98 ARSI TN B3 S R uRFRUf 3R S1-ure
TR0 & 3% Bl |
g f&sdl D1 381 PR & foIL FTA-BER b1 YA DY |
SR THT 1 YRI&A § af 31T & & & &fagH de-R Fevra o
EUREIRCINIEREI

AMYIH & TR 3T A S W, W939-FA3d 4R Sua0T U8 |

JGHRT ST R&fTeHS SUBRUT AT B |

6. THTeT fiefier sur™
Jufdad AEUT, ReTAS ¢ Aol eTeTd IS YA HY |

JUHRUT qUT STATIDTA IRIEa FsfeiT sl (WS 7 37 ) 3R afdaTa qRem Su@Ron
gfehary & AT (TS 8 ¢W ) BT JUTe DY |
ygfaRuity graenfar : gIdTeaRu H Bie ¥ URER H1 |

i BT R, SR T 19 a1 SeepTa &Y A |
S AAHd A thaq ¥ AP (I 0T =0 a1 ad Afdrepn)
T A T U Dl @1 Td AT
¢ AgaqUl SabId U 1 81 ¥, al R WGl &I
BERER]
TBIE B 3R Bad AAG ¢ 3R N v 7 I |
& uerd ud e 93 g & o ST a1 31 IUged AHUH UeH & dlfds
Barg 3R 7 93| afe S5 1 T3 Ul &1 Uy fohar S Iobdr &1
ql 3 IUGH dHeR STA P KR PR
IUgad TSHReT & 91y halld &) AY AT BT 16 |
R 1 A1 fafaw 39 yerd &) famfa ik Fue &3 &
for AN &) Ibd B, T1Y & 37 AAHTey 3R 3mgeAy W ot st
ET U @) Relie 3 TBTE § IuhT B TR o 21 Y H

fAufa B g o P fafra o 8 B
T THSITH & SHIT 13 3R 15 $© RIFHIG a1 AP Reprgri<
F TR I BRI UgH B & |
7. FETA iR HSRUT

THAIP! U ;AU (URIURR) O o9 & a0/ ol §a1d 3y & d8d
golifafeT Jura |

R / Fd dfeawH © 3R yafe dfeawH sruas ], d wirig e dfeaz &
1Y ST He |

R gTye & forg . I A BuUS! R A1 RA )

BIEEIED) HIT 41 JUR & U DI T §RT U0 1 B |
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e w1
3Gl & Ty IIdh J URER Y|
3B ARG THdT 3R GR&M TATST & SFHR HHT, il
HTIRI TIHUIGR 3Tl UR TR 8
o B Y B 9¢ Ib 9|
w@g&h@ﬁ@ﬂﬁﬁwﬁ@,ﬁvwﬁwﬁm@
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o=y ISt fafedt & SR YR Y|
39 Uerdf ¥ 99 - Fufafed teR & diede & 919 9 39
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8. Siifay frdmror / foeit gRem

FARIA 0 & US| & A1 3aad
3qud W T (bY) | G UBR = urera / YR
- TR (3IRETUT BT Rt
UHR) HITCIA
RCas 57-50-1 TWA 10 mg/m3 ACGIH
Corifollitropin Alfa 195962-23-3 | TWA 8 ug/m3 (OEB 4) | 3fidRe
Uig &1 AT | 80 ug/100 cm? 3RS
st Rrdor ;Y SelifaReT gl ) uReER fewre gRI erifd gn
1T 3R ITal, S, 3R wafaror &) ven & forw GMP &
Rygidl & SR arferd faar S @nfgul
3ffrard =0  fopdt elt T BT 3rgHf el 1

d TR Rien a1 Adum Mefifeal &1 sward o3|

TR TIRIGATSHRA & foIe YHTaT Wislg 81, at vaT=mer &
HYTA S W, IR ¥4 H ST &1 7T 9id-GR& bia-e, T’H
TS, P SXTA B | 3R Jg YT AN Tal 5, dl g ¢ ar

SFey R IHTH |
foroht s=ma &t 9rh
oTg e g9 L IR g I e dfedw Sudsy 7Y § a1 TaueR
3TeHa SRR fA=m-Fee & a1eR TaaeR vefRid #Rd g,
Al 4T GR&MT BT SUINT B |
flheey UHR . R UER
RUIRERIEEIR]
garef L - gwE
feuof D S9d TefdT IR faeR #Y
i@l daeft gama L 1S e 1 T & 1Y YR&T I=AT UgH |

3R BT & AIGId a1 afafy & oa &1 fufeal, o a1 mRe™
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WBdl geet Iurg

i g, ol Sfer Tred v |
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feaeiad o)l
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@ BT FA & VM & B9 S 9 $1 gonferar ok e
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TN & SR, ST, U1 a1 4Ha 7d HR |

TN HUS! B G & 916 B R I STaaTd |
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HfeTd YREM IUHRUT, 3fard SHMfei ok aR=ied ufgarst,
N Tz AR, fafdee FRE ok arie

¥d=01 B1 SXAHTE A BT A1

9. Hifae ud vmrafAe® ur

fegrae D S

a1 D STl Iudsy gl

Ty : 3T JuAs el

e BT g : 3T JUH T

fom T R I |

faem/és &1 auaE SESTUIREREE ]
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@t

e foig D e IUAsy el
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SAARITEdT ST (TSR
Foafafact feedie)

Y GaTd
108 AT g
108 g
T

PN
gt A faamar
fayre Tuiies: (T
g AIe/ar)
ISR BT druH

3Yc &1 dYHH
BIEGIREEEAIRE))
CESAIT]

faeples urRayg

SIRFHIUT & TURIUTT

U BT HIU

: 8T Iuasy gl
SSTU KSR REIE ]
D ST Iuasy gl
: 8T Suasy gl

D SeT Iudsy el
D Uag e

D SeT Iudsy el
ST IR ]

3T s el
. foopres T8l

: 39 uerd a1 fiyu & SiRfieRS Tifled el fhar T g
L TR el

10. fRu=ar qut ufaferadr

URIeR : fftfprarsiierar & WOk & U H T e |
TG fRRAT D A R A RR B
yRIseHyg ufafparait DA ATRfiP RS Tolel & 1Y ufafhar B Jhdl g
3 gRfRUfaat @ o S E I
ST st D SfiRfierity Teleyq
3ge yerdf ¥ sifay . Pls TR 1A (FoRSY) 3uge yerd J1d et
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HAdYUdq:
BiCa ek
dig e fasTadar : LD50 (IET (RT)): 29,700 mg/kg
1 & U ergerRSaT
JUAS THGR W T igpd gl
TR A7 afasdes
YA TSR R Fiffhd 8|
oI IT IHS! GUTR BT
T B PRIl
YA TSR R Fffhd 8]
YTT-UYTH D GITRTdT
JUAK] SHHRI W aFfipd gl
SiaT] 99 WereRidt
JUA] SHHRI R aFfiepd gl
3Ad4d:
BiEa
fSHIcIBaRe 3 fagt D TRIET B fohe: YRR & J1eR WHUTRAT B DITRIBISHT BT Sii
IaRad= uemr
gRkomy: Funds
Corifollitropin Alfa:
IERIEER IS EESIEE D TRl ) fw: dadifear Seeh fausia ufvads &t o (AMES)
TPBT: OECD Utefur famAeer 471
TR TS
Tefur Bt fobed: IRR & I18R WYY BT BIFRB13MT &1 i
IRa qieun _
&I JUTTeHT: AT THRISIRCISS HIRIBTY
WIBT: TRl (37-fag) Aafira wReonic® <)
TR Hud®
oI RICT 3 faa L Qe Bt fh: HIShIgHRTd ¢
golTar: <81 (<)
WRIPT: RICTOHNICT (ATSH I[aeN ¢XC)
RIS D
STtaTu] I TEToIHRTeT - . 18T T goi- INTTY] HITRIHT IARATH & &9 H FI{HR0 o
3B gAdT TS HRaT gl
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THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT HRA BT ARRG: 23.03.2020
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FERSDAI
JUAS THGRT W T ipd Tal|
3T fquTaRan
IR B g1 UgdT TohT ¢
3Addd:
Corifollitropin Alfa:
SR F YIS L gl 8T (X€)
TATH R o I @l & A
THd IUAR BT 3H4f¥: 2 d
JRaTl: LOAEL: 2 pglkg
o sifdfSserur
TR R & AP R UG © GI&0 BT e BRI/ SiR™ 1 Twil fadbra
golTar: <81 (<)
TATB R o I @l & A
fomT TP fauTaddT: LOAEL: 0.8 pg/kg
RUMH: TARIYU-UYTd g1 |
feoft: ufsran a1 wrfaTgt &1 & Agsl & urifie =8t g
Ter0r ot fobe: WiEerd) / 3y o1 Wil faspTy
TSIl R
TEAHTE & I & &
fam T ® fauTaddr: LOAEL: 0.9 pg/kg
gRUmH: SIS THTGHT |, TARIIU-ULTd g1+ |
fewuft: ufsran o1 wrfarel &1 & Hs § uRifies 6T B
3T fawTeRTeT - Stfeper D U R B T WA & STUR W A BbRI 3R U
& IR Ufdd UHId &1 ¥ Jad firar g1
STOT - Uehd Siifaw
JUAS THGRI R aNgd Tal|
STOT - SIgT SfaH
JUAS TSGR W A Ngpd Tal|
U GRTS fauraar
3d4dq:
Corifollitropin Alfa:
BRI : 9eI (@)
LOAEL ©0.000164 mg/kg
TAIHTA &b I L G e AR
fods gmg & ford gus 13 Weeks
(TFIUIGR) gl
& 3{qad L USA SHT, TSI YumTd
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THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020
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SIS - il
LOAEL : 0.00041 mg/kg
UGB & I L Ty AR
P g7 & ford Iudh . 39 Weeks
(TRITTSR) gt .
&g 3faud : TSIh I YUITeH, TS 3T
YT GeRT
YA TSR R Fffhd 8]
4 S| & |1Y 3gHa
3d9dq:

Corifollitropin Alfa:
IEUGENGI © AR Add, RReS, YdbTde, T HIHAd

12. aTiRfRAfa® T Ja=T

uiifRufa® fauraddr
31 A et

TR 3R apafordr
3T U el

Tyifaa Sfae Jaua

3dYd:

iEdE

fquT=H TuTie: (T . Pow: <1
3figere/arh

gt o wfa=fteran
3T U Tl

3= ufapd gHTa
o1 Iudsy et

13. fAger Hifgard

TR & &P

/N I 541 7Y (gere) W fafaet sy s |

gt ofd D el fSsS Bl 9% Bl IS d B arl Biare! H e a1
T & ford o S|

3R 3=yt fafAfEy =1t faman T srged Iae & = u &
fATeq |
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14. Uf¥ag ga=
Sierfgta fafraw

UNRTDG
WS It & U # fafafeg Tt

318 T & -3 oft 3R
WRATS Il & = A fafid 7g)

3T TH 81 SH-dls
WRATS AT & =0 # fafafig 78t

IMO JUFBRUN & AR Uid A gRkagd &
3MYfef T TTT Ui o forg om et

15. fafrarae Jan

gerd a1 figyor & g Gren, Wy, 3R yatavor & fafrawfaus

39 IdTeH & 3fayd fAwfif@d sHa< v & gRa §:

AICS o fuffa &t

DSL : fyffea &t

IECSC o fuffa &t

16. 3= AT

Sifafved STH&RT

a1 2ffc & dhad & ford . %= HId SDSs, OECD eChem ¥ 3{idlRe d@d-id! scl, 3T

TIRT fohdl T axarae Iéd Wiet aRumm aut RIE I Tei,
http://echa.europa.eu/

fei® Uy . RAamad

3] IO & qut arRd

ACGIH . gudu| ACGIH IHR™ET A (TLV)

ACGIH / TWA © 8-Ue, gHy- goi 3id

AIIC - 3T Tl &Y Sifeferars gal; ANTT - Wﬁﬂ@n{&lmﬁm ASTM -

AT ATt uierr SR bw - Sial BT Fol; CMR - BRI, Jeol-d IT Yol fasaT; DIN -

THT AFBIHR0 SR & oY AFH; DSL - aiquaﬂf&%ﬁ(m) ECx - x% Wfdfshar ¥ a1

Hogd; ELx - x%uﬁm‘v’r@?ﬁr—ﬁ%ﬁa EmS - 3{TOTdeTei egd; ENCS - IﬁGETGﬁT:IE
NS gerd (STUH); ErCx - x% e &x Ufdforar & &1 Ydhad; ERG - TATddmIe ufafdar
m;GHS-WWWWW;GLP-&@?Wum|ARC-WW&@;?W%%E
SR T, IATA - SIRIPH 9y uRds THIRITRM; IBC - WYY A1 H WoRAle 8- aTd
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SeTelt & fAAfor 3R JuesRur & forg of TfaT; 1650 - 3 Sfiwmad FRIUTHS e, ICAO -
RIS AR fdAMA W13, IECSC - I # Hieal IS Uerdl & 3dedl; IMDG - SRy
G WIS HI; IMO - SRS FHsl W16; ISHL - STl R 3R WA B (STUH);
ISO - AMSIHRUT & I RIS, KECI - HIRAT HIS[GT TR $4e; LC50 - TRI&I0T et
B 50% BT Ulddh Hobg; LD50 - GH&UT HEIEl BT 50% Hi Uldch TRID (HIH °ldd RID);
MARPOL - STgTell ¥ UGNUI &1 AbUTH & oy RIS Ta; n.o.s. - 31 FAfEY F&T; Neh - et
08, NO(A)EC - 3fadid- 7 fobar mar (ufded) wua ddba; NO(A)EL - 3fadie- = febar
@IfdHe) THTE TR; NOELR - TR-3{ddIHH-07 UHIG daH &X; NOM - TGRS AfRies fom;
NTP - T8 RAS-RTM BRIHH,; NZIoC - THRFT 3 =it 3 39¢8); OECD - S TEaNT 3R
I TS, OPPTS - IS JRET 3R UGN AHUH HHATAT; PBT - RITH, J9-THAH0N 3R
fawred uard; piccs - W&ﬁvww%wﬁﬁﬁo—cﬁqﬁm (Q)SAR - (AHETHE) T
Tfafaf YeY; REACH - TRIUTT T4 3R AT USiahRul, edid, MRASGR 3R Ufasy aRkug &
fafa@= (EC) 7. 1907/2006; SADT - W-tdtadl 3{Udc aiudH; SDS - YR&T Sel /iie; TCSI - agd™
At gerd $dekl; TDG - R HIE BT URTET; TSCA - T e ez sifdfom (dged
I 3ARDT); UN - Egﬂﬁ?rg UNRTDG - @RS IHM & URdeT R Ygad Y HI BN,
vPVB - agawrd’rsﬁwga “THATH ART; WHMIS - BRI RS AT =1 Jomett

U & ST T & SUS THIRM B dRG B ¢ T THSRT AR I, STHHRT SR 3y &
SIIR E! § | TSR Bl RI&T ST JUIEH, TN I3, Ufohal A, T v, URag He,
e o7 9UT s & ol Faa Arfex@ & wu § fewmrm forar mar g aur faf ueR &t ard o
T[OTaT T fAfERT 181 AT SITE | Juds S T SHeRT 59 SDS & XY IR ggar! Tt ad
fafry areht @ Tefid € aur sDS wrlt &7 et o Irelt & Tatem H a1 it o ufshan &, 5|
I UTad H T IdT9T 7T &Y, TRNT 1 R 94 el 81 Taball ¢ | It siiaarsdi & arg 811 W, Uaied
¥ ifaw IaTe & SDS-TT & IuGHIdT HT 3Mbe B Tled 28T B, YANT B, Ufshar d
TUT TG TR P 30 3ty &1 3 ARy e & SHaRY ok Ryl ot weften s wnfgu |

IN/HI
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