
ETl4t{HA XOMI4CI4R 3A KJIl,lHht{Ht4 [3nnTBAHl4R
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C'raHoBxl4a Ha er!4gHara KoMr4cr,lF 3a KnrHuqHfi H3nrraaHrg

YrBbpArlfl
I

1

d-p CmeQaH AIMUmpoo
llpedcedamen Ha EKKI4

B crna or: 2020 toA

CTAHoB,IuIA H,{ ET]4qEATA KOMIICHg 3A KJT}THHqIII{ H]NITTBAUIU!-

1. le,rra Ha npoueaypala e aa ce onpeaenh perbr Ha pa6ora npu ll3rorBrHe Ha craHoBllrla Ha

EKXH.
2. O6xgaula H3rorBrHe Ha nonox(l.ITerHx Hnr, orplruareJlHt craHoBt'trla no 3arBreHfi, 3a HoBll

ruIr,lH IIHH H3nltrBaHHr, CbtqeCTBeHH npol\leHH U l.''3t{cKBaHe Ha npoMeHH B npe.(craBerra

40KyMeHTa{Hr.
3. OrrosopHocr tlo H3n,bjlHe}|l.tero e Ha npe,':tceaal€ji,I, qjreHoBere, ceKperap, H TexHBqecKt{

e],Tpy.[HxUl-l na Komucsnra.

1 Pc,n sa pa6ora H ll:lforBtlHe sa cralloBlrule

Ll. DKI(14 /'IaBa no.:loxr'ire.ilHo (COI-06 dopvy'rnp-0]-Stanovishte-N Ew'
COtl-06-$opr',ry-rrp*02-Stanovishte-Sr\), l,Jl!l orpl.ruare jl Ho (Mor'{BHpaH o'rKa3)

(Qoprly.nxp 05-Otkaz-NEW, COII 06-tfroprry'rnp 06*Otkaz-SA) crauoertule' ll:tn

rtpu neo6xo.a,nuoc'r h3lrc(Ba npoMelln B qafl or '{oKyMeHlauu'Ta Kal-o yc'loBre :la
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4. Ilpx,roxealra, lreo6xo;IttM[I 3a lI3rItJIHeHHero sa ra:lt COII
4. l. CO[_06_i[opuynrp-0 I _Stanovishte-NEW
a.2. COn_06_rlropuylrp_02-Stanovishte-SA
4.3. COIl-06-Qopnymp*03-Zabelejka-NEW
4.4. C0I_06,$o puy xxp 

-04 --7.abelej ka-SA
4.5. COn 06-$oprrrynxp 0S-Otkaz-NEW
4.6. COII 06_tpopruyaap 06-Otka?-SA

5. Hopnarnrau aKmBe H .aox!'MeHTlt, [3no.,r3BaHU 3a ll3rorBnltero r:a 'mru COrI
5.1 . 3aros 3a JreKapcTBeHr.ire npojlyKri.r B xytt{aHHara ue.r,rqraua (o6tr., AB 6p. 3 I or 2007r. H

nocneABanllTe t.t3Mellest.t, tl,tonr,lHeaur) (3llttXM):
5.2, Hapea6a Nl 3l :a onpeae.nlne Ha npaBrrlara 3a.{o6pa onHnuua nparrflKa! o6n ',{B' 6p'

67 ot 2007 r.t
5.3.3axoH 3a MelxrlrHcKr.tre H3ae:tH, (O6H., AB, 6p.46 Or 2047r.. n noc.r'lclBajlnrc ro

r.l3MeHeHt{{ a Aonr,:rHe[raq) (3MH);
5.4. tIape,r6a j{g l0 or 1008 r. tato}i)rlcrr:.1lll1rril. rlpcjlcrirBrllil ()r r.lsBrrllt r,'|\'11'] lrrr,rrf rrrLrij]

H3cIeAoBaTe,! hjl14 BI,3JIoxITen, 3a no.]IyqaBa}Ie Ila cTaHoBIlllle oT cbol.BeTHaTa Ko\,lllc},,

no eTHKa H 3a npoue,xypaTa rro npocjrelrnase ua 6esonacHoc'l-Ia Ha IuelHuHHcKHlC

I43Ae,I,l,Bxo,faHaKnhl{t4ttHoToH3nHTBa}leuoueHflBaHeToHaKJII4HHqHI4TeIaHHl{oT
Irsn rBaHero, ( o6u.,,I{B,6p.46 or 2008r) ;

5.5. ,I[er.n apauNrra or Xelguuru.
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ETI4qHA KOMI4C]4R 3A xnNHTqHI USNNTBAHI4R

COn N9 06: CTaHoBr4u.{a Ha eruqHara KoMua4s 3a KntltH qHla ].!3n!!TBaHt,lq

oKoHqaleruo cmHoBIiue (rlopuylrp_03 Zabelcjka_NEW, COft_06_$opn;"rnp_04_
Zabelejka_SA)
CraHosuula 3a KruHHqHt,t :r,3:lluruar,ly.n ce .laBat trpu n'bpBoHaqajlto oro6penHe u :ra
cbruecrBeH npoMeHrr, crr;racso 3II XM
EKKI4 ce npou3Hac, c,rc craHoBr.r[le B onperenenufl s 3JltlXM u Hapea6a Nr 3l
cpox oT r'roiaBaHeTo ra jaxBjrelrrcro ja pa3r.lex_IaHe Ha KITHHT'rqHo fi3r141'BaHe.

EKKI,1 ce npou3lrac, cr,c crarroauue I onper.elenr.r, s 3IInXlvl N Hapea6a J'{! 3l
cpo( or nolaBaHeTo Ha 3arBJren[cro 3a pa3f.lexlaHe Ha c'bulect'BeHa npovrHa B

KJttIHt4r to t{3nnTBa}{e.

EKK[4 uacyra craloBuuero cr4 cler pa3rnexralre Ha noAar.eHure .ioKyMeHru 3a

rcrrHurrHo ,r3ru{rBaHe, rrpoBeaeHo o6ctxrane H c.ilea 3ano3HaBaHe c H3rorBeH[rre

peueH3Hu l.uIL cTaHoBhuia or eKcneprl.I no aoKyMsrtrr'ITe. B cnyqallre. Kofal'o

lcroraruero Ha raxuaa e 6r.no B'b3. oxeHo.

Peureusero na EKKI4 crea r.'racyBaHero tto [pe,1xo.[Hara roqKa ce o$opr'rr m
cexperaprlrexuuqecKl.r cr,TpyaHr4K ua Kourcusra B npoetff Ha craHoBlrue B cpoK .r.o

5 pa6oruu 1uu or npoBe)KAaHe Ha 3aceAaHHero Ha Kocro e npoBe.leno rtacyBaHelo.

flpoexrr,r ra craHoBur{ero ce npeAocrar, 3a nperjreA Ha 3aMecrnax-tlpe.qcerarem
sa EKKI,{, rofiro ro npernexaa a cpor or I .[eH.

flpeuegaxoro craHoBHule ce npeaocraB, 3a floanl.Ic Ha npeacerarcn, rra EKK]'|.

CraHosr4uero ua Kovacurla ce H3rorBr u 3 eluareu eK3eMn.jl.spa.

Ilo4nncanoro craHogsute ce lr3Bexta or cerperap;/ TexHhqecKh c'LTpy.llHHK c H3x'

J,{! u ce upr,uaa eK'}e\1n-rtp Ha 3aflBIlrc.rq cpcrl) rr(l.trrr1c c}r-.laclro .\fll( tt ul,rp';lrrrttr

rrpaBHJra Ha [eloeogcraoro rra l4All. flpu apr,usaue Ha n].:IHoN{olrlHI'lK rla 3atBnTere

c:re.(ra Aa 6tAe npeacraBslto l, c'l,orBerHoro flsjrHoMotuHo.

Eraeun.up or cranoBl.Illlero ce lr3npaua g hA,rl. c npl,l jlpyxurelHo nflcMo, B cpoK

40 rpr pa60ruu gllt.l o'f llo.il[HcsaHero i\{} oT npeicela'reilr'
ElNu er:eunlrp or craHoBl.rurero ce c.r,xpaHlBa Kr,M .lloKylltellraul4fll a Ha

Kot'.rucns'ra.
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2. Crgrpxanue Ha cragoBlrtqara Ira EI(KII' lrcKaue Ha ront.rgxTer'rBa loKyMeHTauIIs
r/uln nsespurcaue Ha npoMeHH

2.1. CtaHosNue no HoBo 3arBreltne 3a KnuHHqHo I'I3nllTBaHe

(COE-06-$opuy,rrp-0 I 
-Stanovishre-r',' 

EW).

2.t.1. CraHoslaurero no HoBo 3arBreaHe 3a KrlhHlrt{ Ho H3nHTBaHe c},rt pxa:

. I4Me H aApec rla EKKH;

. l-lopeaeu r3xoarul Hoyep h aara Ha craHoBurqero;

. l\ara Fa npoBex,{aHe Ha 3aceila}tfiero.

. [exnapr,rpane Hanl,{qnero ua Heo6xorturlun reopyu

. /{er,rapNpane na roHt}llrr Ha xHTepecu - nonMeHHo lt:6poreaHe ua

reKnaptaptutu, (lex,raplrpalrre) xoHdt,rllrl Ha ullrepecfi BaB Rp't':lKa c

pa3rnexAaHoro H3nHrBaHe r;tex (l,rcxoee) na EKKM. axo hMa raKtaBa.

. BHA na crauoB,llqero - llo.noxutelso cra]IoBriue

. flutHo 3arJlaBse Ha B3tlt rBaHero



ETl4qHA KOMI4C148 3A KrlHHht'lHt1 v3nUTBAHtlfl

COn Ns 06: CraHoetaqa Ha er]iqHara KoMrtctln 3a Kn[tHr,1t]Ht4 l43n[TaaH!14

. Kog Ha nporoxoxa;

. 3axones npeacraal'tre.q Ha Bb3noxlrTell lta repaTop]lrra Ha EC ( Kol'aro e

npuroxlrMo)
. Holrep Aaaes or eBponeficxa 6a3a aaHHH (EudraCT)

. HoMep H ,[ara Ha 3a{Bxegngro l,t c},nbrcrBauara ,4oKyMeHTaux,

. I4ue ra Bb3Jtoxr,ffeJlr;

. Hve na:agourels

. Hvesa Ha fJIaRHHTe u3cJleaoBarertH, lr3c..tc.{oBarercKl.r qeHTpoBe H rpail, R

KoiTo ce HaMupa ueHTlpa (He ce orHac, 3a sraHoBl'tula orflocHo 3tuBiellHe

3a cb lecrBeHa npoMflHa);

. lex;rapaultr. ue EKXH pa6oru no npuuurntme Ha ,(Kfl

. l4gvcrBase la npelocragtHe Ha roK.jlaa 3a nporpeca xa H3IllrrBaHero

. PerueHllero 3a cpoKoBere Ha roKrlaiBaHe Ha noao3l{paHl'{ cepro3Hll 14

HeorraKBarr HexeJIaHH peaKUXH, B Xoila Ha KII{HHqHOTO npoyqBaHe.

Hacrtnnnlt H38bH TepllTopl{sta ua P. Iil.nrapnr
. Iloanrc Ha Ilpeaceaaren, Ha EKKl'I/3aMecrHl{K-npeacenarem Ha EKKA

2.1.2. B craxoBlrue 3a orKa3 no HoBo 3aflBJIeHHe 3a KrllHHqHo H3rll.{TBaHe ce

nocoqBar (COII 06-rpopuynrp 05-Otkaz-NEW):
. I4Me u axpec Ha EKKH
. llopeaen H3xoarlll Holtep H aara Ha craHoBnulero

. Aara Ha npoBex,{aHe Ha 3aceaaH[ero

. f(ercnapnpane Hannquero Ha Heo6xo.d,HMun KBopyM

. Bra sa cmgoBnurero: MorHBl'IpaH orKa3

. fh,rHo:arnasne Ha r3flHTBaHero

. KoA ua npo'loKona

. Flonep,lalleH or eBponc cra 6ara .lattttt.t (FludraCT)

. HoMep H.aara Ha 3aflBJIeHHero u cbn'r,TcrBaluara aoKyMeHTau'{'

. l,Ive Ha B'L3Jroxt{TeJ,

. I4lre Ha:atgltre:rl

. 3arones npe.acraBuTen Ha Bt3ilo)rulreJl Ha repuropn'Ta ua EC ( roraro e

npHnoxH ro)

. Morusnle :ta orxas

. AeKaapaqHr, ve EKKI4 pa6orn no npruuunure ua,{KII

. flonnuc Ha npeAceaare;L tla F)KKl4/sai'{ecrltr(-ttpeAceilareils Ha EKKX

CraHognue fio cbulecrBeHn npoveHn B xJll'lHt'ttlllr u3nflTeaHns

(CO[-06-dopraymp*02-Stanovishte-SA)
2.2.1. CraHoBuurero no ctur€crBeHlt rpoMetlu B KJIHHI'Iqtto n3[llrBaHe cLAr'pxa

cre,nuara aHQoPvattur:
. Hue u aapec ua EKKH;
. flope,leu l43xo,&rul Ho!\'lep n Aara Ha crauoBt.{ulero;

. J\ara Ha rlpoaexAaHe Ha 3aceltaHfiero.

2.2

con 06
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ETllqHA KOM14Ct4R &q KIhHl4tlHl4 !43nHTBAHl,1t

COn N9 06: CTaHoBxuta Ha errqHara (oMl4cl4F 3a KnlHutl HrM3n TBaHl4g

. Trlex-,raptr;rar rc uit,'l tirr lrc n) uti l rcLj6\L). ll t\1 1,, tia()!1\ )r

. Bna ua crauoBr4utero: cbrJracne

. flrnno sar.nasge Ha H3nsrBaHero

. Koa Ha nporoKona

. Houep Aa,leH or eBponefcKa 6a3a AaHHH (EudraCT)

. I-loMep v uara Ha 3arBlreH,lero H clrrr,TcrBautara Ao(yMeHTau[,

. l4ue lla Bln;roxHTe;rt

. hue Ha 3atB,ltrer.z
. 3axoses npeAcraBr,rren na Btgloxurelt Ha repyroparra ua EC ( roraro e

npuaoxauo)
. BuA sa cr,ulecrBeHara npoMrHa
. HAerrrQuxaur-rr Ha aoKyMerrrLre, crat pxaurg rH<popuaqrr no

caulecrBeHara npovlna (aua eoryueHr'. repcur, 4ara)
. AeKrrapauhr, qe EKKI4 pa6oru no npuurtnnnre ua.llKll
. [IoAnac ra npeaceAaren, ua E1(KHl:rauecrHrr(-npercerarenr Ha EKK]4

2.2.2. B c.faHoBrluel'o la or(at (COII 06_Qoprrl;up 06_Orkaz_SA1 riu
cbuecTBeHa npoMrI{a ce [ocoqBaT:

r Hlre N a4pec ua EKKI4
. [ope.(eH rr3xolrlq HoMep H Aara Ha craHoBxrllero
r lara Ha npoBexAaHe Ha 3acelaHnero
r fler,rapupaHe HiulHt]rero Ha ueo6xoaavur raopylr
. BHA Ha cr&EoBtluero: Morloupatr orxa:
. n6;IHo 3afi,a,lre Ha h3n[TBaHero

o KoA Ha nporo(ona;
. Hovep aaaen or enpone cra 6iBa AaHHH (EudraCT)
. HoMep H Aara Ha 3arrBreHuero lr cbnlrcrBauara ,4oKyMeHTaur.t,

. I4Me Ha Br,3i'roxuTaJu

. UMe Ha 3arB Tem

. 3akoHeH npe.qcraBrrelr Ha Br,:::roxu le.rrr Ha repHTop,rrra Ha EC ( Koraro
e npfiiloxH\ro)

. MotNgrte 3a otKa3:

o lex:rapauas, qe EKKI4 pa6orH no npluuunrre Ha,{K[}
. . IoAnuc xa nperceearen.n sa EKKWsar'lecrHrK-npercerBren, Ha EKKH

2.3. hcraHe Ha .qonbirHl.r'r'eJrHa aoKyMeHTauH,

. EICC4 Moxe eaHoKparHo ra u3Hcra or B63Jro)Kr.{'r€Jl, lzassure;g fi tl
rJraBHIrt a3c"qeroBarell aontJlHl4Terna nt{cMeHa 4oryrueHraurar. EKKH
fjlacyBa h3HCKBaHeTO lIa AOIIb.qt{HTerlHa ,{OKyMeHTaUnJl CASA

pa3utex,laHe lra nola,(eHfiTe ,{oKyMeHTI.t 3a KtHHrlqHo t{3nlnBaHe h
npoae1eno o6cr,x,1aue.

con 06
Bep$rf, 1.3ianpnfl 2020
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ETl4r-lHA KOMI4ChR 3A KIl,1Ht4rlHr.1 n3nUTBAHt4ff

COn Ne 06: CraHoBr4qa Ha er!4qHara KoMrlcun 3a (n[H!.1eHl4 rsflr4TBaH],rg

2.1.

o Cpoxorere 3a pa3r.xex^laHe cnlpar aa reKar ao pe,tocraRflHe Ha

nCKaHaTa AOII!,'IHI,iTCJIH3T6 .{O Ky Nl eHTa tlr{t{

(COI_06_dtopuy,irp_03 Zabelejka_NllW).
. 3arBxrenxr cneaBa ra apeaocraBn r8lrcKaHara ,.ol]r,]r Hr4 rejr Ha

aokJMeHTaql.i, B cpox oT 60 xanerr.qapHn iHr-r, c,rhTalro o'r' ruor\{eHra Ha

) Be-lo\lrBaIe'ro \1).

. I-lpoqeAypara no pa3rn€xaage Ha npoyqBaHgro ce lpeKpartga, aKo B 60

a eBHH' CpOK 3aflBHT€;,lrT [{e rpeACTaBU I4CKaflaTa AO(yr{eHTaU[r.
. Ilpoerr Ha nHcMo ce 3rorB.f, or ceKperapt/TexHsqecKu crrpyAHHK B

cpoK Ao ceaeM paoorsn aun oT B3eMaHe Ha peueHxe or EKKH,

. flpoerr"br Ha nnc!,toro ce npe,rlocraB,r 3a npetnea Ha 3aMecrHHK-

npe.{ce.laTejn Ha EKKI,i H c,jrea roBa npoBepeHoTo nHc$to ce npe.{cr?B, 3a

nornnc or npe4ce.{are,'lrlrauec'.HIrx-npeacerare;rl na EKKH. Ilncuoro
na EKKI'I ce xgrora, s 2 e.aHaKBr4 cK3eMrrjrrpa.

. floan[caHoro nucvo ce H3Bexaa or ceKperap, I rexHuqecru cbl'pyaH]r(
u I exseun.nrp ce BplqBa Ha 3tuBwre:L cpeqy nornlrc, cr,r;raouo A[lK u

BbTpeuHH npaBnna Ha ,4erosoAcrgoro fia l4AJ'1. Iipn apr,'raaue ua

IIlJIHoMoutHxK Ha 3asBtlrcty. creaBa aa 6r,Ae rtpeacraeqHo H cl,ol'Beruoro
Ill,JI I IOMO II{HO .

. Bropl,trr ercei\{tlJlgp ce ctxpaHflBa K'b:vl .{ol(.v\tetllaltHtra Ha KnHll}lt{Horo

143 TI I'TBAHC .

l4:!rcxgaue Ha npoMeHH B ,roKyMeHTauurra

2.4.1, EKKH Moxe Aa H3l{eKBa npoMrHa B qacr or AoKyMeHTauHtra Karo ycnoBHe

30 H3rOTBrHe rla OUeHKa n H3AaBaHe Ha cTaHOBlue

(COil-06_rlopvyntp_03 Zabelejka-N EW).

2.4.2. EKKIT H3, o'rB{ nhcllo c l13t'tcxBaHc 3a npot\trHa B l1o(y}leHTauhrla, B Koero

ce nocoqBa:

. Hue H a,qpec Ha EKKI4

. flopeaeH l.l3xoAflrt lloMep l, Aara Ha craHo8xluero

o {ara Ha spoaexAaHe tta 3aceraHrem

o flex.napnpaHe HaLqht{fiero Ha ueo6xo4xuNr raopyt't

. Ko.{ Ha npoToKorai

. I loMep ra,leu ot enponeficxa 6ala aasuu (EudraCT)

. HoMep H Aara Ha 3arlBreHHero H cbfl'brcrBaulara AoKy[teHaauH,I

o .[,lirte Ha Bt3.toxhrert:
o I4luresa 3arBHTe.t,

o 3aKoHeH npeacraB TeJI ua Bl3roxlreJtl Ha'lepHTopHtra na EC ( xoraro
c npuroNrutl)

. OopNl)intpaHH I43HcKBaHH'l 3a npoM,lHa B /loNy}leHTauH9'[a

. AoKyMeHTure n cRALpx(aHHero! 3a Koero ce H3ltcKBa npoMrlla;

con 06
Bepcra 1.3/anprn 2020
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ETTqHA KOMHCl4ff 3A KTI14HI4!tHr4 h3NTTBAHt4fi

COfl Ns 06: Craxoauula Ha eTxqH ara (oMt4ct!n 3a (tr,-ll4qHtt 143flt4TBaHUq

I{ornru :a HtuorBa,tara npo\tr}ra B rrpejtcmBeHhre ,tox}rlen.rx (3JIl lXM,
e.lelteHTq Ha npaclt,tara 3a llKll. o6ocHoBaBailu HcKaHel.o 3a poslta;.
Hnilopuarrnr. qe cllrt(a ra [po(erypara cnxpa,,1a re{e .to rrpe;roc1?BrHe
ga npoMeHeHaTa aoKyNre'ffaunr.

,{erlaparlur. qe LKK}4 paSoru no rrpHHllnrrHre Ha llKn
llognuc ta nperccAa,rc-q, xa hl KK 14,/:auecrHu r(-nperceAat r:_1r Ha ti K K14

Koutcnlla r.JlacvBa l,t3l.tcKBaucl.o Ha npot lrHa B aoKyMet,t.art]rr ejle;:l
pa3rJlexaase rra lroila,:lcl{fi r c ,:t0(yrrerrtu 3a KruHHqtro Hin,rrBa}le }t
nponeleH<l o6clNlar rc.

Ilpoeu tta lt,c\to cc r1()1r, ,rr (ur,p(r,rp)] re\11,r-.Lr,ir -rii)-\.lr:1it r,

cpoK io 5 paoorlt,Ilru alt nieuarre na peureHue or EKK[,1.

flpoerlr,r tta rxc\loio ce rpe;locr?8, ja npe].;re:t lra :}arec,tHrr{-
npeioe,ilarc-'r, tra l:KKl'l s ci!c;.|loBa nposepeHoro rlic\ro cc rrpe,-tcj.aB, .ia

nOilnHC or pe,lcerlaTe.:trila}{ecTltHK-rrpe-1ceraTe;rl rra l-"KKl.l. lll,cyor.o
Ha EKKII ce x3ro?s, a 2 snHaKB,i c$euntrpa.
Ilornscato, o tlficno cc fi3eex;la or cerper"ap, I Tcxfin.recKHx or,]p\ JrrHri
rl I e$evfl.:lrp ce Bprqra ]la 3arr]tre;l, cpeuy noinllc. cr,r;racgo AIIK x
BtrTperxHl.r npaBl jra ua ,IJ,elolo.riclaoro xa I,IAJL l lpu opr,lrane ua
IILTHOI{Olrlr{r K l{a :argtlTcjlr cjlellBa ia 51ie [peicaanr o ],
c60TBeTItO',II) l,illt0I{OU1HO,

Bropnx'r e(3eiunit{p ce c}xpa rna tc}M jtoKyMerrra(ulra 0 (Jtlllurntoro
n3nt TBatle.

IIpu Henpeecrarrre ra r{c(a}la'ra fipoMsHa B ;lor()iMglt.artftrl.a.
Ko:unqutra lt3itt13a crc cra oBt{ue B}3 ocHoua }la [nplolaqa.l]to
I1pe.1c raBeHA',ri!,'.(ot(v\{er lTat LtJ!.

crp.6 016
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