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®vrho 0dNyIOV rpiiong: [IAnpoopisg yia Tov (prioTn

Fulvestrant/Innovis 250 mg evéoipo 1GAvpa 6€ TPOYEUIGUEVT] GOPLYYO.
@OVAPECTPAVIN

AP aoTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONG TPLV UPYIGETE VU Y P CLUOTOLEITE

oVTO TO PAPROKO, O1OTL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GO,

- DvLa&Ete avTd TO EOALO 0N YDV ¥priong. Towg ypetaotel va to dupdoete Eava.

- Edv éxete meportépm amopiec, potioTe TOV Y1OTPO, TOV POPUOKOTOL) 1] TOV VOGOKOLO GOG.

- H ocvvtayn yio avtd 10 appoko xopnynnke omokAE1oTIKA Yio oG, Aev TPENEL Vo SMCETE TO
Qapuako o€ GAlovc. Mmopei va toug Tpokaréost PAGPN, akdpo Kot OTOV TO GOUTTOUNTO, TNG
ac0éveldg Tovg givar idlo pe ta Sk GoG.

- Edv mopatnpnoete kdmotla avemBountn evépyeia, EVIUEPDOTE TOV YIOTPO, TOV POPUAKOTOL 1)
TOV VOGOKOUO G0G. AvTtd 1oyDEeL Kot Yo KaOe mBavn avemBountn evEPYELD TTOL OEV OVOQEPETIL
670 TTOPOV GUALO 0dNYIDV. BAéne Topdypago 4.

T Tepréyer To mapov gOAL0 00NYIOV

Tt etvon To Fulvestrant/Innovis kot mowa tvon 1 xpron tov

T apénet va yvopilete tpv ypnolonomoete 1o Fulvestrant/Innovis
[og va xpnoponomoete 1o Fulvestrant/Innovis

[MBavég avemBbuntec evépyeteg

Id¢ va puAidocete to Fulvestrant/Innovis

[Tepreydueva g cvokevasiog Kot AOUTEG TANPOPOpPies

Sk L=

1. T eivon 1o Fulvestrant/Innovis kot ove givor 1) yprion Tov

To Fulvestrant/Innovis wepiéyet tn dpacTikni ovcio OVABESTPAVTY, 1] OTOIN AVIKEL OTNV KA TIYOpio
TOV OVOCTOAL®V T®V 016TPOYOVMV. Ta 010TpoYoVa, £VOC TOTTOC TOV YOVOIKEIDY OPLOVAV, UTOPOVV OE
UEPIKEG TEPIMTMGELS VO EUTAEKOVTAL [LE TNV AVATTVEY TOV KOPKIVOL TOV LAGTOV.

To Fulvestrant/Innovis yprnoionoteitar gite:

- uovo 1oV, Yo TN Bepameio TOV PETEUUNVOTOVGLOK®OY YOVAIK®OV UE £VOV TOTO KAPKIVOL TOL
Ho6TOV, 0 000G OVOUALETAL KOPKIVOG TOV HOGTOV HE BETIKODS 015TPOYOVIKOVS LITOOOYELS,
7oV &iva ToTKE TPOoY®PMUEVOC 1) €xel eEamlmBel o Ao PéPT TOV COUATOC (LETAGTATIKOC)
1

- 0€ oLVOVLOCUO UE TOAUTOCIKAIUTT Y10l T Oepameia TV YOVOIK®Y [LE VOV TOTO KAPKIVOL TOV
LoeTov, 0 0moiog ovoudletal Kapkivog Tov HaoTtov pe 0eTikobg 0pprovikohg VTodoYEIC,
apVNTIKODE VTTOJ0YEIG TOTTOL 2 TOV avBpdOTIVOL awéNTiKoD TapdyovTa, ToL Etval TOTIKA
TpoywpnuéEVoC N &xel e€amimbel o dAha uépn Tov cOUATOG (LETOOTOTIKOG). Ot YuVaiKeg TOV
dev &yovv @Tdoel oty gpunvonavon Oa vrofinbovv enionc oe Oepamneia e Eva PAPUOKO TOV
ovopdleTon ay®vioTNG TNG OpHOVTG ameAenBépmanc g oypvotpomov opuovns (LHRH).

‘Otav 10 Fulvestrant/Innovis yoprnyeitol oe cuvovacud pe TOAUTOGIKAMUTT, Eival GNUAVTIKO Vo
Swufdoete emiong to POALO 0dNYLOV Yprong Yo TV Toiprocuckipnn. Edv £xete onolecdnmote
amopleg GYETIKG [LE TNV TOAUTOCIKAINTY, Tapakaieiche va potoeTe TOV Y1Tpo GO,

2. Tvapéner va yvopilete pry (pnoiponomcete 1o Fulvestrant/Innovis

Mnyv ypnoiponoumjoete 170 Fulvestrant/Innovis:

- o€ mepinTon aAlepyiag otn ovAPestpavint 1| o€ 0mo10dNTOTE GALO OO TOL GLGTATIKG
oVTOL TOL PAPLAKOL (AVAPEPOVTOL GTNVY TOPAYPOPO 6)

- eav elote €ykvog 1 OnAdlete

- eav &yete cofapd NaTIKA TpOofAN AT

IIposgidomou|oelg Kot TPoPVAGEELS
AmevBuvheite oToV Y1oTpd 1| TOV POPUAKOTOLO 1 TOV VOGOKOWO Gag Tptv Tapete to Fulvestrant/Innovis av



0T ONTOTE O TO TAPOUKAT® GO OLPOPOVV:

- TPOPANLLOTO LLE TOVG VEPPOVG 1) TO AP

- XOUMAGS aptOpoC atpomeTariny (to omoia fonBovv oty TEN TOL AipLATOG) 1 ALUOPPAYIKES
olatapoyég

- mponyovLEeva TPoPANLaTa pe Bpopfoug 6To aipa

- 001€0TOPOT (ATMAELN OGTIKNG TUKVOTITOG)

- OAKOOMOUOG

Howowd kon Epnpor
To Fulvestrant/Innovis dev evdgikvutot og Toudid Kot eprifovg Katm tv 18 eTmv.

Alha pappoxa ko Fulvestrant/Innovis

Evnuepmdote tov yiatpd 1 TOV opuaKonold cag edv maipvete, £xete mTpOGPOTA TAPEL 1) LWITOPEL VOl
TAPETE AAAQL QOPLLOKOL.

Edikdtepa, Tpémel va eVIUEPMDGETE TOV YLOTPO GOGC, EAV YPNOUOTOLEITE AVTITNKTIKG (PAPLOKO YiaL VO
amoTpEYoLv Toug OpoduPovg Tov aipartog).

Kdnon ka1 Oniaopdg

Agv mpénet va ypnotponoteite to Fulvestrant/Innovis gdv giote éyxvog. Eqv vadpyel mbovotnta va
HEelveTe £yKVOG, TOTE TPEMEL VOL YPTCLLOTOLEITE UMOTEAECUATIKT OVTIGCOAANYN VD AopuBaveTe
Fulvestrant/Innovis kot yio 2 xpovia Hetd tnVv teEAevTaio S60M.

Agv mpénet va, OnAdalete, evod Aappdavete Fulvestrant/Innovis.

001 ynon KoL LEPIGPOG PNYOVIIRATOV
To Fulvestrant/Innovis dev avapévetot vo eTNpedosl TV IKavOTTA GOC VO 001 YEiTE 1 va
xepileote unyavnuota. Evtovtolg, edv aicbavieite konmon petd ) Oepameio, pnv odnyeite | un

xepileate unyovnpota.

To Fulvestrant/Innovis wepiéyel 500 mg aikooing (mBavorin) ce kdbe Eveom TOL 1IGOSVVOLEL [UE
100 mg/ ml (10% w/ v). H mocétnta o€ kdbe £veon awtod Tov pappdikov wwodvvapel pe 13 ml
umopoc 5 ml kpooov.

H mocétnta aAkodd o€ avtd 10 eapLaKo dev etval mBavo va, Exel enidpacn o EVAMKES Kot
gpnpovg.

To aAkoOA oe 0LTO TO PAPHOKO UTOPEL Vo OAAGEEL TIC EMOPACES AAADY PapuiKkmv. MANoTe pe Tov
YTPO 1| TOV QUPUAKOTOL0 GO EAV TOIPVETE GAAO PAPLLOKAL.

Edv giote éyxvog i OnAdlete, ANGTE HE TO Y10TPO 1] TO POPLOKOTOLO GOG TPV TAPETE ALTO TO
QAPLLOKO.

Edv eiote eBiopévol 610 aAK0OA, WMANOTE E TO YIUTPO 1] TO POPLOKOTOLO GOG TPV TAPETE AVTO
TO PAPLLOKO.

To Fulvestrant/Innovis wepiéyel 500 mg BevioMkng aAko6Ang ava £vEsT), TOL 1IGOOVVOUEL e
100 mg/ml. H BevQuAikn aAKoOAT UTOPEL VO TPOKAAEGEL AALEPYIKES OVTIOPACELS.

To Fulvestrant/Innovis wepiéyel 750 mg Pevivreotépa Pevioiko ava £veon, mov ioodvvaypei pe 150 mg/ml.

3. o va xpnopomonjoete To Fulvestrant/Innovis

O ywatpog oag 1 £vag voookopog Ba cag kavel to Fulvestrant/Innovis cov pia apyn evéouvikn éveon
pia og kébe yAoutd coc.

H ocvvietdpevn d6on eivar 500 mg fulvestrant (300 evéoelg tv 250 mg/S ml) yopnyoduevn o eopa
TOV Unva, pe pia tpoctetn 60om tov 500 mg yopnyoovuevn 2 ef6ouddsg LETA TNV apylKn 0OGT.



Edv éyete meptocotEPEg EPOTAGELS GYETIKA LLE TN YPNON CLTOV TOL PAPUAKOV, POTHGTE TOV YIOTPO,
TOV QOPLOKOTOLO 1| TOV VOGOKOLO GOLC.

4. MBavég avemBOUNTES EVEPYELEG

Onwg 6Aa To pAPLLOKOL, £TCL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYEIEG ALV
Kol 0ev mopovctdlovial 6€ GAOVE TOVS OVOPOTOLG,.

Mrnopei vo. yperocOsite Gueon W TPIKN AVIIRETAOTICN EAV TOPOTIPNCETE KATOLX OO TIG
ak6lov0ec avemOounTeg evépyerec:

- Avtpdoeig aldepyiog (vrepevansOnoiog), TepAapfovoréveoy OONIOTOS TOV TPOGHOTOV, TOV
YEMDV, TNG YADGGOS KOVT TOL AooD To, 0Toio UTopel va €ival CUUTTOUOTO OVOPVACKTIKMV
avTdpaoemv

- OpopPoeuforn (awénuévog xivévvog Opopupov aipatog)™

- @Aeypovn tov maTog (NTatitidon)

- Hmotum avemdpxeio

Evnuep®ote TOV Y10TPO, TOV QUPUAKOTOLO 1] TOV VOGOKONO GUS EGV TOPUTPGETE KATOLD, 0.7TO
TS 0KOAOVOES avemBOunTEg evépyErec:

IMoAY cvyvég avemBounTEeS evépyereg (Umopet va ennpedoovy tepiocotepa omd 1 ota 10 dtopa)
- Avtdpdoelc 010 onpeio e £veong, OTmG TOVOS KO/ AEYLOV
- Mn evororoyikd enimeda nratikdv eviOpmv (otig e€etdoelg aipotog)™
- Novrtia (aicOnon adnbeciog)
- E&aobBévion, kémwon*
- ApBpodyio Kol LOOGKEAETIKOG TTOVOG
- E&ayeig
- Agppoticd e&avnua
- Alhepyikég avtidpdoeic (vrepevaicinciog) copumeplopuPavouévon od1LOTOC TOL TPOCHOTOV,
TOV XEMDV, TNG YADGGOS KoL/1| TOL AXOD

‘Oleg o1 vwOLOTES AVEMOOUNTES EVEPYELES:

Yoyvég avemOvunTeg evépyeleg (Umopet va ennpedoovy ém¢ 1 ota 10 dtopa)

- Keparoryia

- 'Epetocg, dudppota 1) ondreto dpeEng*

- Ovporolpuméelg

- Ocopuaryio*

- AbvEnon ¢ yorepvBpivig (xp®oTIKN oVGia TG YOANG TOV TOPdyETAL 0Td TO NTTOP)

- OpouPoeuforn (awénuévoc kivévvog Opoupwv aipartog)*

- Mewopéva eninedo arpometormv (Bpopporevia)

- Kolmkn ocupoppayio

- TIévoc younid otnv Al Tov emnpedletl To THOL 61N pio TAcLpd (1oytohyio)

- Hoevikn advvapio, opmdio, popunkiocon 1 andAgle g Kiviong 6to 1ot 6og, 01K o€ pia
UOVo TAELPA TOV GOUATOG GOC, ALPVIOLD TPOPANUATA [LE TO TEPTATNLLA 1) TNV LGOPPOTTICL
(meprpepikn vevpomdbeln)

‘O svyvég avemBOunTeg evépysareg (Lmopel va ennpedcsovy £mg 1 ota 100 dropa)

- Hoyd vrdrevio KoAmikd Ekkpiua Kot kavtitioon (Aoipwén)

- MeAdviaopo kot owpoppayio ot B€om Eveong

- Avénomn g y-YAOLTOULATPOVGQEPAOTG, EVOC NIaTikoD eviOov Tov epeavileTon o€
OLUOTOAOYIKT eE€TOION

- ®leypovn Tov Nratog (ratitida)
- Hmotum avendpxeio
- Ayowdia, popunkioon Kot Tdvog
- AvoQUAOKTIKEG avTIOPACELS



* Tleprhopfavovtal ovemBounteg vépyeleg Yo, Tig omoieg o axpiPng porog tov Fulvestrant/Innovis dev pmopei
Vo TPoGd10pIoTEL AOYM TNG VTOKEIEVTG VOGOV,

Ava@opd avemOOunTOV EvEPYELOV

Edv mapoatnproete onolodnmote avemBOunTn evEPYEL, EVIUEPMOTE TO YIOTPO 1) TO QOPLOKOTOLO GOC.
AvTO 1oy0eL Kot Yo KaBe mhovi avemBountn eVEPYELD. TOV OEV OVOPEPETOL GTO TAPOV POAAO 0ONYIDY
ypnons. Mmnopeite emiong va avaeépete avemBounteg evépyeieg amevbeiag otov EOvikd Opyavioud
Ddopupakov Mecoyeiov 284, GR-15562 Xolapyde, Attikn, Tni: + 30 21 32040380/337, Iototomoc:
http://www.eof.gr., http://www.kitrinikarta.gr. Méom tng avagopdg avemBountov evepysidv pmopeite
va. Bonbnoete o1 CLAAOYN TEPICCOTEPMY TANPOPOPIDV CYETIKA LE TNV OCQAAELD TOL TAPOVTOC
QOPUAKOL.

5. Iog va guidooete To Fulvestrant/Innovis
To @appako avtd TPEMEL VoL LAGGGETUL GE PEPT) TOV OgV TO PAETOLY Ko deV TO POAVOLY TO TOLOA.

Na pn gpnotponoleite avtd 10 PAPUAKO LETA TNV UEPOUNVIL ANENG TOV AVAPEPETUL GTO KOVTL N
oTNV EMoN AV TG ovuptyyag petd v «AHEH/EXP». H nuepounvia Anéng ivar 1 televtaia
NUEPA TOVL UNVO TTOV OVOPEPETOL EKEL.

Dvldooete kKo petapépete o€ yoyeio (2°C-8°C).

Ot dwkvpaveelg g Bepuokpaciog mépav twv 2°C-8°C npénet va mepropilovrat. Avtd nepthapfavel
amo@Lyn arobnkevong oe Beppokpacicg avm Twv 30°C kat dev Tpémel 1) amobnKevon oe pHéon
Oepuokpacio kKot arnd 25°C (aArd dvo tov 2°C-8°C) va Eemepva pia mepiodo peyaivtepn Tov

28 nuepdv. Metd amd daKvudvoelg TG BepLoKpaciog, To TPOTOV TPEMEL VA ETICTPEPETOUL AUECHOS OTIC
GLVICTOUEVEG cLVOTKEC amobnKevVoT g (amoBnKevon Kat petapopd o€ yoyeio 2°C-8°C). Ot
Swkvpdvoelg g Beppokpasciog Exovv 0BpoloTikn ETIOPOCT) GTIV TOLOTNTA TOL TPOIOVTOG KOl 1)
YPOVIKT TEPi0d0G TV 28 NueP®V dev TPEMEL VO LITEPPAIVETOL KOTA TN JIUPKELN TV 2 ETOV TNG
duapketag (ong tov Fulvestrant/Innovis. H éxbeon og Oeppoxpaciec katw twv 2°C, dev Oa frayet to
TPOTOV pe TNV TpobmdBeon 61t dev amobnieveTan Katm and -20°C.

Alotnpeite TNV TPOYEUITUEVT] GUPLYYO GTNV OPYIKT] GUCKEVAGIM, Y10 VO TPOGTUTEVETOL Ao T0 PwG. O
Ytpog cag Ba etvar vevBuvog Yo T oot EVAAEN, xpron kot axdpprymn tov Fulvestrant/Innovis.

To @dppako avtd pmopel va evéyet Kivouvo yio 1o vOpOPLo TeptPdArov. My metdte PApPLOKA GTO
vEPO TNG OTOYETEVOTG 1] OTO OIKLOKE aopPIUUATO. POTACTE TOV QOPUAKOTOL0 GOG Y10 TO MG VAL,
TETAEETE TO PAPLOKO TOL JEV YPTOILOTOLEITE T, AVTA TOL pETPa Ba Bonbncovv otV TpocTacic Tov
nepPdArovtog.

6. Mepreyopeva TG GVOKEVAGING KO AOUTEG TANPOPOPIES

Tvnepréyer to Fulvestrant/Innovis

- H dpaotikn ovsia ivar 1 povABectpavtn. Kabe mpoyspiopévn copryya (5 ml)
neptéyel 250 mg povAPestpdving.

- Ta dAha cvotatikd (€kdoya) etvar aBavorn (96 toig ekatod), Pevivikn aAkooAn
(E1519), Bevlvreatépag Bevioikdg Kot KiKEANO eEEVYEVIGUEVO.

Epg@avion tov Fulvestrant/Innovis kot wepleyopeva Tg 6VOKELOGIOG

To Fulvestrant/Innovis givai diavyég, awypo Emg Kitpvo, 1EMOEC SLIAVLO, O TPOYEUOUEVT cOPLYYA
EQOOLOCHEVT LE IO, TO 0moio KabioTd eppavn kdbe mapafioon, n onoia mepiéyet 5 ml dtaAdpaTog
v éveon. [a va Anebei n cuvictdpevn unvicio d6on Tov 500 mg npénet va xopnyndodv dvo
oVvpLYYEG.

To Fulvestrant/Innovis €€l TpEIC CLOKEVAGIEC, 1] LK CLOKEVAGIN TEPLEYEL LULOL TPOYEUIGIEVT
YUAAVT GVpLYYa, o GUCKELOTIN TEPLEYEL OVO TPOYEUGUEVES YOAMVES GOPTYYES KoL [LoL

4



oLOKEVACIO TEPIEYEL €61 TPOYEUIGUEVEG YVOOAVEG cuPLYYeS . [TapéyxovTan emiong pia, 0o 1 &L
Bedoveg acpareiog (BD SafetyGlide), o1 omoieg Ba ocuvdeBodv oe kdBe KOAVOPO Tng GOpLyYyOC.
Mmropel va unv KokAo@opolV OAEG 01 GLCKEVAGIES.

Karoyog Adsrag Kvkhogopiag

INNOVIS PHARMA A.E.B.E.
Aewo. Mapabovog 144,

15351 IoAAqvn, Attiky
EALGOO

TnA. +30 216 200 5600

E-mail: info@innovispharma.gr

Hopaockevaotig

Laboratorios Farmalan,S.A.

Calle La Vallina, s/n, Edificio 2, Poligono Industrial Navatejera,
24193 - Villaquilambre, Ledn,

Spain

To mwapov vAlo 00N YLOV Yp1ioNS avaBswp1Onke Yo TEAEVTAIL POpd oTIg 29-10-2024.


mailto:info@innovispharma.gr

O TAnpoopieg Tov akorlovBovv amevBvvovtal pdvo oe enayyeluatiec vyeiog

To Fulvestrant/Innovis 500 mg (2 x 250 mg/5 ml gvéoipo didAvpa) Tpénet va yopnyeitot
XPMOLOTOIDVTOG V0 TPOYEUGUEVES GUPLYYES, PAETE TOPAYpa®O 3.

Odnyieg yopnynong

[Ipogidomoinon - Mnv anocteipavete t Perdva aceareiog (BD SafetyGlide Shielding
Hypodermic Needle) npwv omd ™ xpion. Ta yépra o mpénet vo mapoauévovy wicm and v
Berdva kaBOAN TN S1apKELD TNG XPNOTG KOL TNG ATOPPIYNG.

INo kaBepio amod Tig VO cOpPLyYEC:

- Aopoipéote T YudAvn KOAVIPIKT cOptyyo. armd To dioko kot eAEYETE OTL dev £xel
oBoupet.

- Bydite v e£otepikn cuokevacia tng Pelovag acpareiog (SafetyGlide).

- Ta mapevrepkd StoAdUATO TPETEL VO, EAEYYOVTOL OTTTUKG TPV OTd TN XOPTYNOT Yo
COUATIOWN KOl ITOYPOUATIGHO.

- Kpoamote ™ obpryya oe katakdpoen 8Eon and to paPowtd pépog (C). Me to
GAL0 €L, MAOTE TO TOUW (A) KOl TPOGEKTIKA KAUWETE TO EUTPOG KOl oW PEYPL
TO TOUA VO 0T0cLVOEDET Kal v umopel va. amooractel, unv neplotpépete (PAéne
Ewoéva 1).

g

Ewova 1

- Aopoipéote 10 mopo (A) og evbeia avodikn katevBuvon. o va dtotnpnbein
otelpotnta unv ayyilete v dxpn g osvpryyog (B) (PAEne Ewkdva 2)

o

Ewova 2



- Ipoocapuodote ) Perdva acpareiog 6to onueio cuvoeonc Luer-Lok kot
TEPLOTPEYTE £10G 0TOL ePapudcel otadepd (PAEne Ewova 3).

- BePawwbeite 6t1 1 Perdva givor aceaiiopévn oto onueio ovvdeong Luer wpv
UETOKIVICETE A0 TNV KATAKOPpLET BoT).

- Aopoapéote 10 KGAvppo TG PeAdvag oty evbeia, dote va amopevyBel pBopd Tov
dKkpov g Peldvac.

- Metagépete TV TPOYEUICUEVT] GUPLYYO GTO GNUELD YOPNYNONC.

- A@aipéoTe TO TPOGTATELTIKO KAALLLO TNG BEAOVOG.

- AmoPdailete TV mepiooia aépa amd T GUPLYYO.

Ewova 3

- Xopnyeiote evéopvixd apyd (1-2 Aemntd/éveon) oto YAoutd (YAovTiaia meployn).
[Ma v drevkdAvvo™ Tov PN oTH, N B€on TG PeAdvOC Le T AoEOTOUNGT TPOG TOL
EMOV® TpocavaToriletal Tpog Tov Bpayiova tov poyAov (PAEre Ewova 4).

Ewova 4

- Metd v éveon, apES®G YTUTNGTE LE TO VA, OGKTVAO TOV EVEPYOTTOLOVLEVO LE
vofondnon Ppayiova TOL LOYAOD MGTE VO EVEPYOTOUGETE TO UNYOVICUO
npoctaciog (PAEne Ewkdva 5).

YHMEIQZXH: Evepyomnoteiote pokpid omd €06¢ Kot GAAOLS. AKODOTE TO KALK Kot
emPefordote OTTIKA OTL TO AKPO TNG PEAOVOG EVOL TANPOG KAAVUUEVO.



Ewova 5

Amndppiym

Ot Tpoyepiopéveg cvptyyeg glvar yio epamal ypron novo.

To @apuaxo ovtd propet va gvéyel Kivouvo yio o vopoPio mepipdilov. OmolodnmoTe
OYPTOUYLOTTOINTO PUPLOKEVTIKO TPOIOV 1] GYPNOTO VAIKO TPEMEL VO, OTOPPITTETOL GOUPOVA
LLE T1G KOTA TOTOVS IOYVOVGESG GYETIKES OLUTAEELC.
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