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PHNME HA KAPAKTEPNCTNKTITE HA ]IEKOT

Flosin@
Kancv.na MOtrr{0HUHpaHo Barbe,TB msulosi -hidrohlorid

kl

tlpousne4yBaq: Berlin-Chemie AG (Menarini Group)

lloguecyBaq Ha
6apame'ro: Cenruua AooeJrr Crcouje

Agpeca: JlouAotlcrca 6p.19, 1000 Crconje

A.apeca: Glienicker We g I25, L2489 Eepnuu , fepnaanvrJa
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Irlvte Ha teKom,o1nuxjlvltHa u naKysatue
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INN : TaucynocuH

#
Cexoja nancyra co uogutf laprpauo oc.lo6o,4,sane, TBpAa, coapxl 0.4 mg tamsulosin-hidrohlorid (urro

ogrouapa ua 0.367 mg'raucynoclrH) karo axrunna cyflc'rarqa.
3a nouontgu t'{arepun - sttAl ao 6 . 1 .

li$;ri.q". ,G ililiiilil

Kancyra co naogu$HqupaHo oclo6o.4yBalbe,

Kancyrnre ce co noproKanoBo/MacJlnHecro

ABara xpaja. Kancylure coAp)Kar neJIerH co
3eJIeHa 6oja, co IIpH fleqareH

6ena go 6errysrlaBa 6oja.

li:;;:lirii;;:it

3HaK TSL 0.4 u co I{pHH JIHHHH Ha
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4.L. TeparI{cKI{ HHAHKaquu

Eenr.rrua xr,rnepnna:uja na npocraTa, qponpaTega co crIMrnoMI'I Ha AO1EI{Te ASJIOBI,I O,q ypEIIapEtrOT

rparr.(DffI).

4J. ,{oruparre u Haqun Ea EPllMeHa

Egna raucyla AHsBHo nocre nojaAor r.Jll.t npBlroT AHeBeH O6pOr. Kancylara rpe6a aa ce JIpofoITa IIeJIa CO

qalna BOAa Bo cToeqKa njrn 
"",qeqxa 

nO.nOx6a (Ue uO lexevxa nonOx6a)- Kancylata Ue tpe6a ga Ce KpUM I14

,qa ce pa3grojyBa ,3ourTo Moxe aa BJI4iae na ocno6o,{rnabcro Ha aKTEBHaTa KOMtloHeIITa CO ,qonro gejcrao..

4,3. Konrpaxngunaqxu

qyBcTB[renHocT Ha TaMcyJrocr.rH ,srcrryvyrajrh,r anmo-e,[eM npfiquueT oA JIeKOBII IUII4 ocguII-IBocT Ha 6llno roja

KOMTOHEIITA OA JIEKOT.

Ogrocrarcra xmorensuja orrpuena nopaHo.
Cepuosna aHcy$uqNeIrq4ja na qpulrm gpo6.

4.4. Iloce6nx npe4yrlpeAyBarba rr MepKtr na BnuMareJrHocr upu ynorpe6ara Ha JIeKor

vno.rpe6ara ga raucynoclrHoT Moxe aa AoBeae Ao HaMalryBaJbe Ha KpBHIIOT IIP]l.rHCox ,roj ao perKn crryvau

Moxe Aa .qoBeAe ao HecBeqruua. Aro goj4e go nojaBa Ha cnMmoMa Ha oprocrarsKa xmorensrlja

(npromaBHqa,cJra6ocr) Toram narlHeHTor rpe6a Aa ceAHe r,rJrpr JrefHe ce AoAeKa cHMnroMHTe He noMHHar'
^t<^ *^ tr.-*^^ y, nA^n nnrlamnv ua .FAr-rnrruiq r.n reMevnoCI,TT{OT- \ nA Ce HCKJIVT{pIflaqueurHre rpe6a Aa 6aAar HcrHraHH npeA rroqeroK Ha repanraja co raMcyilocHHor, 3a Aa t.?ts9ruY.,}

npgcycrBo Ha Apyr6 cocrojdu KoH Moxrar Aa AoBeAar Ao cocrojOu cJIHr{HH Ha 6eHHrHa xHrfepllfladl'IJs

ffii;#?trff1i-l;;;;'": ;"##; ;; ;;;,il;;#'"; ;;;;;;;;'"*'peo";i*tedi'n.frilScn
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(npoCrara CnequQUuen armlreu) npeA Aa ce 3anoqHe Tepa[I,IJaTa fi IIoKacHo BO peryJlapgme fiIiTepBanll'

Tepanuja ua naqtelrrHre co cepao3Ho orxreryBarbe rra 6y6pe3HTe (t<.rrpenc na xpearl'IH [oMaJI oA 10 ul./uuH.)

rpe6a 4a ce np4iae MHory BHr4MaTeJrHO 6[4ej*U raj oBaa rpyrra Ha naqueHTH JIeKOT He e llcn]rTyBaH.

IIo ynorpe6a ua raMcynocHHor peTKo aoara.qo nojasa sa anrro-eAeu. Teparmjara tpe6a oAMa Aa ce npeKI'IHe,

a naqNermne rpe6a Aa ce Ha6;6yAyBaar ce Ao Hcqe3HyBane Ha aHn{o-eAeMor, a raMcyJlocunqr He rpe6a Aa ce

KOpI-tCTH noBmpHO.
I4H'rpaoneparxnulloT llpuc cllH,ltpou (H@LIC-cuHApoM Ha MaJIa 3eHl{qa) e npuuvren no rer ua onepaUuja na

xaraparra-raj HeKon naqgeHTr{ Kou Kopr{crar r.r;rg ilpe,e(oA}ro KopncreJle taucylocun. I{@LIC uoxe gaja

:rolir,,rN xovrutmapjaTa Bo TeK Ha o;eparyrja1a. [o"""on tr" t"pa61ja co TaMcynoclrH Kaj na4reHT]r Kaj XoH

e 3aKalKaHa onepaqaja Ha KarapaKE He e npor[opatullrBa'

flpertnyra6e Ha repanNjara cO raucyJIocI.IH, l-2 Ue4eau upe4 onepaq4ia ce cueT a 3a KOpI'tcHa HaKo ceyIIITe He

eyTBpaeHaKopHcrBooaHocI{arpae}beHanpg(I{HorHaTepafl4lara[opaAI'Ionepaq4laHaKaTapa(ra'

Bo renor na npegoneparr,rBur{Te nprnpeMlr, xnpyp3r{Te H Hr.rBHr,ITe rrauoru rpe6a cercorarll Aa pa3rneAaar Aaml

naquer{Tr{Te Kon ce 3aKa:KaHr{ 3a oflepuryja 6wrc ldttu ce ydlTe Ha repan4ra co raMcyJroctH. 3a aa ocl{rJr'paa-T

cooABerrrr,r MepRI-I 3a cnpeqyBarle HaIloLIC Bo reKor ga r€parutjara.

4.5. finrepaxqnn co apyrl{Te JrercoB[ rl Apyrn BtraoBu Ha ExTepar<qlrrr

.{o cera ne ce npr.naeTegl LIHTepaKIIu}I Kora TaMcyJroCI}IoT Ce ynorpe6yna UCrOBpeMeHo cO aT€HSJIOJIOT,

erraJrafip]rn6T, tt4"gttt""m tg,IU reo$lr.nrurm. I4croepeueuata ynoTpe6a Ha III'IMeTI'IAuIr , ja SroleUyra , a

HcroBp;MeHayno"pe6a na $ypooemugor ja naua;ryna xoHqegrpaquja'ra Ea.raMcy,rocl{Hcn, so 6ltAejio'I

ronqerrpaqujara OCTaIIyBa Bo paMKv Ha HOpMtlJIHaTa rpaHUIIa, He e noTpe6no ga Ce MeIIyBa pexl'IMOT IIa

Ao3r4palbe.
.{o cira ne e nmrpAeHo aeKa raMcyJrocrr' BJreryBa Bo l{r{r€parquja co awrrplrrm ', {or, can6)maMonor

,rnu$errKrraMtAoT Urtu tfmracreptUoT BO TeKoT Iia I-IH Bllrpo cTyAHI4re cO Qpanqrurre ua tmrpocoMaltrffIe

erBnMI,r Ha qpHaor gpo6 (rr,rvra6oar,rvru cl{creM oA eH3ItMH Ha l[rroxpoM n-450)'

,{nrao$enaxor a 
"up4apr,r"or 

uo*aT aa ro 3roJreMaT cTe[eHoT Ha eJrrrMnraquja na raucylocutror.

Hcronpeuena ynorpe6a co HeKoj Apyf BFTaroHHcr sa anoa-l aHrafoHl{cTn Ha aApelrepruqHH peqemopl'I MolKe

Aa npeAIBBnKa nalal*e I{a KpBHLIoT nPI,lTr{COK.

4.6. Ilpumeua Bo rrepr{oA rra bpeMerrocr tr Aoel$e

X'losin@ e EaMeHer 3a ynorpe6a Kaj MaxI'Ire.
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4.7. BnujaHr{e Bp3 ncr{xoQusnunure cnocodnocru rlpn yrpaByBalbe co MoropHrl Bo3IrJra H

,{o cera, He e AoKDKaHo uujaHrae Ha raMcynoclrtHor Bp3 cnoco6socta npH ynpaByBarbe

paKyBalbe co MarrrHHH

Ha MOTOpHI'I BO3HJIa H

MAruI'IHH.

llaulreHruTe Mopaar Aa 6nAar cBecHr,r 3a MoxHa rIoJaBa Ha BproruIaBHIIa.

4.8. HecaKaHH AejcrBa

- -
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Bo rexOr Ua Onepa4lja na rcaraparra uONe Aa AOjAe AO nopeMeTyBalre Ha 3eHIrIIaTa, nO3HaTa KaKO

HrrrpaonepaTHBeH npNc cr.mApou (I4@I{C) roja 6r.Ura noBp3aHa co repannja ua ravcyloct'tH Bo TeKor Ha nocr-

MapKernHUKXTe HCTp&KyBaIba.

OPfAHCKI4
CI4CTEMI4

I{ECTI4

(>1/100 no <1/10)
NOBPEMEHI,{

(>1/1000 Ao 5 1/ i00)
PETKI4

(Zt l i0000 Ao S
1/1000)

MHOfY
PETKI4

(ilt10000)

llopeueryBalbe Ha
HepBHHOT CHCTeM

Bp'rornaBHIIa fraso6orxa CprHxoua

Cpuenr.r r0peMeryBalLa TaxunapAllja

Bacryrapuu
nopeMeryBarba

Oprocrarcxa
xHnoreHsnja

PecnuparopHI4
nopeMeTyBarba

Punutuc

f acrpouHrecrHHaJIHH
nopeMeTyBarba

Ko u ctun aryuj a, guj aP e a,
MaqHIaHa, nonpatrarre

flopeuerynalbe Ha
Ko)Kara Ia noAxoxiero

I{preuu-rro, jagex,
ypTHKapHa

Asruo-eAeu

flopenaeryBarbe Bo
penpoAyKTHBHHoT

CHCTEM

A6Hopnranna
ejaxynalluja

llpuannsarnt

feHeparuo
IIopeMeTyBaFbe Acrenuja

. . 4.9. Ilpeao3upabe

,{o cera ne ce npr,rjareun cJDr.rau co aKyruo [pe.u,o3r,tpan e. Illaro aIg/THaTa x{IIoTeH34ja ruoxe reopercnu ga ce

r I nojaen nocle npero3qparbe Bo rl,re cJDAaI'r Moxe Aa e norpe6na rapAaoBacl(ynapua nornopa'

. Bo"troctar)r'Barbe Ha HopMaJreH KpBeH npr.rTHcoK Il HOpMaIeH 6poj ua orvyryoaFa IIa cpqeTo Moxe aa ce

nocrr,Irge aKo naquelrror ce nocraBr4 Bo nexeq1a noJlox<6a. Ano oBa He ycflee' Moxe aa ce lnotpe6ar n-na:ua

ercllaqepti H aKo e no'rpe6uo 4a ce lmotpe6ar u ra:onpecopll.
notp"6go 

".q" "" 
r.o"rponrpu p""-nara $ynxwja,_a Moxe Aa ce nPHMeHaT H OIIIIITI'I TeParn'rcxu ueprra. He e

i,.t cfirypHo AeKa anJanLnara Moxe Aa ce Kopacrr,r, 6luejful rar.acylocnHor Bo roreM creIIeH ce Bp3yBa 3a

npoTeI{HHTe HA nJla3Mara.

Aro ce 3eMeHH roneMn KoJIHT{HHH oA JIeKor Mox(e

aKTHBeH iarneH H ocMorcKH JIaKCaTHB KaKO HarpI{yM

lsi',OAF'**OJIo'ilI .,fiOflAi,Offii''' :i''''i' "r" 
]''

5. 1, @apMaKoAHHaMcI(n rloAarolru
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Aa ce HanpaBH ruIaKHelbe Ha )I(enyAHplKOT, Aa Ce AaAe

cyrr+ar.

(DapnnarcorepanplcKa

rpyra:

Tarucynocl,lHooT e aHTaToHHCT Ha CL16 a[peHeprHr{HHTe

3a repar uja rta 6enurHa xunepnn a3vi a Ha npocrara'

ATII KoA: G04CA02, neronu Bo repanujaua 6euurHa xunepnn?-3,krJa Ha npocrara.
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Taucynocunor, roMnsTtrTIaBHo Ir cereKTr4sHo ce BpS)'Ba 3a nOCTCHHaITn{qruITe c1n a,{peHepruvHn peqemoplr,

xonja cnpevyraar xourpaxqujara na Ma3Hr'ITe MycKynHI{ BJraKHa, IIa ma AoBeA/Ba Ao pelarcaqltja na uasnara

MycKyraTypa Ha npocraraTa Il ypeTepoT.
Taucy.rocunor, to sroJreMyBa fiporotor Ha )pllHa co peJlaxctparbe lra Ma3HHTe MycKyJrI{ tta fipocrarara I'I

ypeTepoT H Ha roj HarII{H rI,I CnpesyBa orlcrp]'IffIrBHurE npoqeoll'

I,ICTO tara, rU Orroro}fyBa EpI{raTl{BHI,rre u onsrpycflrBHl{Te cI'IMrffoMI{ KOI{ BoflIaBHOM HacTaI{/BaaT nopaAH

xorrpaxqlrja Ha ua3Hara MycKynarypa Bo aonHuor )pI'IHapeH 
'IpaKr'

A.nQa-6noxaropute Moxar aa rc peayuupaar KpBHlIor rIpI{TI'Icox, co HaMarryBare na nepuQepur'ror ornop' Kaj

$opMoTel{:}r,rBHr,rTe naqueHTr,r He e np[MeTeHo Kjtl]mrvxr,r, snauajno naMaIyBAIbe Ha KpBHI'IOT nplrfHcoK Bo TeKOT

Ha cryal,[tre 3a raMcyJloc]Iror.

EQerrnre rcou ce co3aaBaar Bo reKor Ha aoJlrorpajlrara ynorpe6a, pe3yrrnpa co rlorpe6a ra

xfipypmrcTa ofiepaquj a 3HarflireJmo ce oAJIara.

5.2. (Dapuarorxlrernqnrl rloaaroqrl

Pecopnuuja:
Talrcy.lrocuHor 6p:o ce pecop6npa oa Il,peBara n Hefonata 6uopacnoloxNBocr e cKopo KoMrrrlerna'

Pecopuurajara e s"6u"""a oo,,uqr"rt oi np"atoa"o jager' Ilo6psa pecopml4ia ce o6ee6e;ryra xora

TaMCynocHEoT ce 3eMa ceKofa flpea Aop)qeK.
Taucynocuxor noKD(yBa nprHeapua KI-IHerI{Ka.
Bpsoi na xonuenrpaq4jara. no rura3MaTa ce flocTr.rr'yBa oT[pur,IKa sa 6 .Iaca nocae noeAI'IHeiIHa,[o3a Ha

TaMcynocHHoa 3elrina nocle o6por. Paunouepua comoj6a ce nocrnrny'na uocae 5 AeHa oA noqeTox Ea

rrpr,rMeHara Kora e IJ ruax raj flaqfieHTl{.re 3a ,qBe TpeTTEII [OroJIeMo Hero KaJ [aIryIeIITn:re cO trOe'qgHeqEa

)rfioTpe6a. I,Iarco, ona e l"rapAeHo caMo Kaj flocTapu naqfiegTn, IIcTIITe p$yJITaTlI MOxaT ,4a ce

OIIEK}BAAT U KAJ NOMJIA.4I,I IIAqIiEIITII.

flocrojar snauajHi.r xHTepEH,qtBI{AyanHrr Bapfjaqfiir co HltBoTo Ha TaMcyJIocItEoT Bo IIna3MaTa 14

nocJre eIHoKpaTHa ri fiocJle rIoBe(eKpaTHa yloTpe6a.

Ilucmnu1wui a:
Kaj .rryfero, mucyJloclrHor ce Bp3yBa sa nose(e og 99oZ ga masl*{eHll.re flporenHrl ]l BoJryMeHor Ha

gucrpu6y$,Ija e MHory Man (oKorry 0'2 JVxr).

Euompancbopuauui a:
Taucynocunor ne noraxqT a eQexr ua npBo rloMl ryBarbe Hlrr IIpHuor Apo6' Hqironeua nolrluna Ha

raMcyJrocg'or e rrajlena, uenplrrren".u 
"o 

t *"*". Talrcylocunm ce uera6ornrsupa oo uprmm apo6'

Bo cTyAr[Te Ha cTaopUx, nponajgeuo e AeI(a raMcynocruIm Mo](e Aa npHrlrnu calro 6lara un4truuaja ua

MtIKpo3oManHHTe eusuua ao qpnum 4po6'
Mcra6orrrrl{re He ce ronl(y aKTfiBI{ll I'I Toxcfit*ll'I KaKo caMara aKTI'IBHa KoMnoHeHTa'

Excxpeuuja: 
m6nnr,rr'r pnrnanHoM ce lr3Jralrvl ) oKotry 9o e Bo

TaUiylOcurior U nerOsrlTe IueTa6OIlmI{ BoHIaBHOM ce I'BJIaqyBaaT npeKy ypI'IHaTa' OA KoJ CaM(

ff"H}::Ht;Tuuruaqaja ua raucynocr.ruor raj naqueHr'nre e 3a ornpffIo,Ka 10 vaca (xora ce seMa nocrle

o6por) n 13 uaca no parrauorraepna cocmj6a.
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5.3. Ilpegr.nuxurnu noAarorln ga 6er6eAnocra ua,nenot
Torcuquocra nocne noeA[HeqHa Ao3a H rrocJre noBe*erparuo goeupane 6lua zcnu:ryrana Kaj rnysryr, sraopqH

tl K)AUrr,a.
Penpo,ryrrraaHara rorcnqHocr ncro rala 6rra Hcnrrysaua raj craopur.r, KaHlleporeHocra Kaj rn)tsIIH a

craopqfi H reHoroKcuqnocra Bo ycJlogu in vivo u in vitro-
Boo6rauaeH npoQr{Jr Ha roKcr.rqHocr xoj e nponaj.aen co BItcoKr,I Ao3H Ha raMcyJIocHH e eKBfiBaJreHTeH Ha

ifapuaronourulor e(terr noepsau co gejcrtoro na a.nQa a'qpeueprnqHl4T€ 6nora'ropu'

Ilpouelrure ao EII ce nponajAeHra co nptrMer{a Ha ronevu goslr raj ryvr'Irca. Ce noKOKaJIo AeKa oBa HeMa

6*nnl rnllruqrur eSenuE. IlpouajleHo e I,I Toa AeKa raMcylocuuor neua 6rrrHa reuomKcllqHa KapaKTepI'IcrHKa.

floroneuu nponuoeparnBrH npoueHu Bo MjreqHara xre:ga raj xeHKr.r craopllH Ir rJr)./suH ce orKpI4eI l rocJre

op"*en" r" iu""yrosr.IHor. OnNe uao4r-r, ror ce r-rHAI{peKTHo noBp3aHI,I co &uepnpo.narmneu4iara I'I Moxar

AaHacTaHaTKaKop$ynTaTHa3eMaIbeHaBfi@KHAo3lI,HececMeTaaT3aKIIIIHI,IItr(I,IBa]KHI,I.

ii6+irp
6.L. Jlucra IIa eKcIIHTIHeHcH

Cogpxnua Ha Kancynara:
I{eny.nosa, MHKpo KpHcraJIHa.
Konorulnr.ep (1 : 1) naerarcpunFla KuceJIHHa II erHJIaKpHrIar.
llorucop6ar 80
Harpnyvr-naypnn cyrQar
Tpneuulrurpar
Tanx

Teno Ha Kancyrara:
XteraruH
I4uAnrorHH (E 132)
TuraH-AptoKcHA (E 17 i)
Xeneso(Il) oxcus, N(orlr (E I72)
xteneso(Il) oKcprg, IIpBeH (E 112)
Xeneso(Il) oxcus, upH (E 172)

fle.rar Ha KancyJlara:
xtenarun
Xeneso(Il) orcua: IrpH (8172)
llponuleHrJILIKoJI.

6.2. HsrcoMrIarH6[IJIHocr

He e no3Hara..

:,;l'i!1.'i

.!

i i

r.. i

5.3. Pox Ha yrlorpe6a

Poror Ha yflorpeba e 3 roAunu.

6.4. f,Ioce6Hu naepKrr Ha npeAyrpeAyBarbe npu rryBarbero

Str. o
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Jlerm 4a ce .ryna Bo opHrnHaJuroro naryBarle.

6.5. Ilpnpoga u coApxnna rra KorrraxTnara au6a.naxa

Buarperunoro nanynane e IIBLIIIE/IIB.${AJI6mrcrcp. Bo raproxcxa rgrruja ce naora 1 ( 3 wtz 10
6nucrepu), 6rucrep co 10 rancylu co rrlo4lr{rurapauo oc.ro6o,ryBarse, TBpAU I{ Jr'TlarcrBo 3a nallHelrror.

6.6. Iloce6nn Meprr,t Ha BntrMareJrnocr rrptr oAJro?r(yBarbe na *rarepuja"not rcoj rpe6a ga ce orr[p.nu nocle
rrprrMeHaTa ua JIeKoT

Heva cnequ$rvHa ynorpe6a u paxynane.
Helmorpe6euuor JIeK HJIH orna,qHuor varepnjan ce yHl'IrrryBa Bo cKJl4A co BtDt(evxrre flpomrc '

: u,,iffi"o-'C" *iifi*liiffiffi
Ceurnua AooeJI, Cr<onje
JlosAolrcKa 6p. 19, i000 Crconie, P.MaxeAoHHja
Ter: 021 3060 115
Ctax: 021 3060 17 B

Kyruja co 10 Kancynu co MoAH+HrIHpaHo ocno6oAyBatbe, rBpAH. Peuresne 6p. 15-i 1863/08.

Kyruju co 30 Kancyrrpr co MoAHQHTIHpaHo ocno6o.qyBarbe, rBpAH. PerueHIae 6p. 15-11864/08.

Kyruja co 100 Karrcynn co MoAHOHTIHpaHo ocrlo6ogyBalbe, rBpAH. PerueHue 6p. 15-11865/08.

,g ffi$ffiilii OBbOffi''; ',,,,"itriii;;"-fiffiflffiitiiirliilli

Flosin@
Kyruja co 10 Kancynu co MoAHSHqHpaHo ocno6o.qyBalbe, TBp.uH . Aaryrur Ha peureHne 30.0I.2A49

Kyrerja co 30 Karrcynu co nro4uQnrrnpaHo ocno6oAyBarbe, rBpAH . Aaryrur Ha pelueHue 30.01.2009

Kyrnja co 100 Kancynn co Mogr.r$HqrrpaHo ocno6o4yBarbe, rBpAI4 . Aaryr"r Ha perleHue 30.01.2009.
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