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3A YTIACTLIE B IPOUEAYPA HA AOIOBAPflHE EE3 TIPEABAPIITEJIHO
OE.flBJIEHI,IE

3A Bb3JIAIAHE HA OEIIIECTBEHA TIOPbTIKA

yBAXAEMI,I AAMI,I H IOCIOAA,

Brn nprsxa c PeureHr4e J,{! 0451126.06.2018 r. 3a orKpI4BaHe Ha npolleAypa Ha AoroBapqHe 6es

npeABaprrrenHo o6trBJreHr4e Ha ocHoBaHrle rur. 79, a1.1, r.l or 3OII sa Bb3JIaraHe Ha o6uecrseHa

flopbr1Ka c [peAMer: ,rfiocranKa Ha JreKapcrBeHlr [poAyKTIr 3a HyxAlrre na ,,MEAJI -
Xacrcono" {[ ", B lr3rrbJrHeHr4e Ha ocHoBaHlre \il.64 or IIII3OII u [pu ycnoBufl Ha rul. 18, a1.1,

r.8 or 3OII

Bz ornpansMe noxaHa 3a yqacrr.{e B AoroBapqHero, Koero tue ce npoBeAe sa 10.07.2018 r.

(nropuux) or 1l:00 qaca B AAurasucrparr.{BHara crpaAa na <MBAJI- Xacrono) AA, aApec:

rp.XacKoBo 6300, 6yn. <<CtegIrHeHLIe) Ns49.

l -Kaxro&w& &W



I. flpgAMer na ergraraHe Ha Hacrosuara noprqxara e: ,,,{ocraBKa Ha neKapcrBeHLI [poAyKTI{

3a Hyxrlrre ua,,MEAII - XacxoBo" A.{".

o llpouetypara o6xsaua 2 (lse) o6oco6euu noguuur:
O6oco6ena noguuus Jrlb 1 - ,,.{ocranxa Ha neKapcrBeHr.r npoAyKTr{ uo flosutuBeH neKapcrBeH

cnr{clK 3a HyxAr.rre na,,MEAJI - Xacxoeo" An".
O6oco6ena uosuu[s Ng 2 - ,,,{ocranKa Ha neKapcrBeHu npoAyKTu u3B'bH flograrnseH neKapcrBeH

cnr.rcbK 3a HyxAr,rre ua,,MEAJI - Xacroeo" AA".

B npe4nera Ha rropbr{Kara ca BrJrioqeHr.r neKapcrBeHr.r [po.qyKTI{ no llosllruBeH neKapcrBeH

crrlrcbx r4 r,r3BbH llogfiruseH neKapcrBeH cflucbK 3a HyxAHTe ua ,,MBAJI- Xacrcono" A,{, KoLITo

ue ce .uocraBflT neprdoAr{qHo, c rpancnopr Ha I4snrrHr,rreJrr, cJIeA [peABapI]TenHa [I{cMeHa

3aJrBKa or crpaHa Ha Br3Jroxurerx, nogpo6uo onrIcaHLI uo slaAone/HoN{eHKnarypl{ B

Cne4u(turcat1uu-(llputroxeHr{e Nb2 u flpuroNeuue JVs2.1),uep:ge.nHa rlacr or Hacrosrqara IIoKaHa.

II. Mqcro sa [:nnflueH[e Ha uopr.rrcara: QpaHxo cKnaA 6omtuqsa alreKa na ,,MEAJI -
Xacxoso" A!, aapec: rp.Xacxono 6300, 6yl."Cre4l4HeHue" Ile49.

III. O6ura npornorna crofinocr: 1 000 000 "rrs. (e.urau MLITII{oH nena) 6es.{.{C, KaKro cneABa:

, sa O6oco6ena noryu - 800 000 rn. (oceucroruH xrnflAlr lena) 6e: AAC
. ss O6oco6eHa no?uu - 200 000 ns. (.unecra xvnfl.ru nena) 6er .4!C

IV. Cpoxose:

o Cporc 3a ugnr.nueuue na noprqrcata:

Cporc:sr 3a r43nbJrHeHue Ha nopbr{Kara e 24 (rcatecer r.r .ierupu) Meceua, cqI{TaHo or Aarara Ha

[oAnr4cBaHe Ha AoroBopa.

a

Btg:roxuren.rrr onpeAeJrs MaKcr.rMaJreH cpoK 3a AocraBKara Ha neKapcrBeHLITe [poAyKTI,I tro

Bcr.rrrKkr o6oco6euu rro3r{rlr4u: do 4 (uemupu) vaca npa cneruHocm w do 24 (deadecem u

wmupa) afica cneiln0nyyaDarre Ha rrrrcMeaa 3aflDri0 0T Bbrn0nirlT0Jlfl II0 0a[0, sng[Tp0llH0 II0ua
LrJrH rro Apyr Haqr.rH.

. Qg5-ga roAsocr:.

Ocrarr.rHurr cpox Ha toAHocr Ha neKapcrBeHr{Te rrpoAyKTr{ rro BoLI.IKH o6oco6eHa tro3alrllil ra
6r.qe He [o-Mar'rbK or 60 % (utecmdecem npoqenma) or o6qseHl,Iq or npoLI3BoALITeJL KbM Aarara
Ha BCSKa AOCTaBKa.

B clyuarl Ha.uocraBxa ria neKapcrBeHr4 nponyKTr4 c rro.Kparbr 0T noroBopeHltt cpor Ha toflHocr,
rl3rrbJrHuTenrr 3a[JrailIa neycrofixa ot 594 (nem npo4enma) Blpxy crofinocrra Ha AocraBKara;

o Cporc na nnaruane: ao 60 (urecrgecer) xanengapnLt Llg^LI) crILITaHo or Aarara Ha

npeAcraBflHe na Saxrypara.
o Cporc na na.nuAnocr na odeprure: 60 (urecraecer) xaneHAapHI,I AHI,I, cqlaraHo or

xpafiuua cpoK 3a flonyqaBaHe Ha otfeprure



V. llapaMerlu Ha AoronapqHe - e.ueHr{qHrz qeuz 6eglc AIC sa eAsa ra6.rerKa, KancyJra, aMrryJra

ra ap. Qopvur Ha rpeAnaraHure npoAyKrr4 (:a crornerHara HoMeHxnarypa).

u. i O6uecrseHara flopbr{Ka ce Bb3Jrara Bb3 ocHoBa Ha

r.rKoHoMr{rrecrr4 nafi-r,rstoAHaTa osepra rrpH Kpr.rTepuit rrruatrt-mllcKa qeua,,.

o Bcexz yqacrHur B IlpolleAypara HMa npaBo Aa npeAcranu o$epra 3a erHa trJrr.r noBerre

HoMeHKJIaTypHLI eAeHrarlu (or O6oco6eHa rro3rlur,rfl 7 ulunu O6oco6ena no3r,rqr{fl 2), raro
BcsKa HoMeHKJrarypa Moxe I'a6rle cneqereHa or pa3n[qeH yrracrHr{K.

VII. llrr.rcrcBa HH fl KbM JreKaDcrB eH r{Te rr Donv KTrr :

l.JlexapcrneHl{Te rIpoAyKTpI cneABa ila 6'rp.ar c AbpxaBHo pery;rr,rpaHa ueHa cbrJracHo w.267a ot
3JIIXM LI HaIItJIHo Aa orroBap.flT Ha r.r3r4cKBaHr{flTa Ha BrsroNr.rreJu B cnequsurauur,rre -

flpuroxeHrae J''{b2 u J\il2.1, Hepas4eJrHa r{acr or Hacroflrrlara noraHa, KaKTo r.r Aa rrpr4TexaBar

BanI,IAHo pa3perxeHlle 3a ynorpe6a e crpaHara, v3AaAeHo no peAa na 3JIIIXM uJtfi Ha Peuauenr
(EO) JS72612004 r. H Aa 6rlar BKnrorreHr4 s llpunocrceuue Np 2 ua lfosumueuun nexapcmeeu

cnucbK, aKTyaJreH xrna xpafium cpoK 3a [oraBaHe na o$eprure.

VIII. I{rucrcnaHns sa [gnrrueu[e Ha nopuqrara:

Ctuacso.rr. 101, an. 8-11 3oll, Bcexr4 yr{acrHrK B npoqeAypa 3a Bb3raraHe Ha o6qecrseHa
lopbrlKa IrMa rlpaBo Aa npeAcraBla caMo e4na oSepra. Jluqe, Koero fracrBa s o6eA[HeHue uilu e

Aano cbrnac:ae la 6tAe noAu3rrbJrHuTeJr Ha Apyr yqacrHr.rx, He Moxe Aa rroAaBa caMocroflTenHo
oSepra. B upoqe4ypa 3a Bb3rlaraHe ua o6qecrBeHa rropbqra eIHo (pusuuecxo vnla ropkr1.urrecKo

nlaue Moxe Aa yr{acrBa caMo B eAHo o6eAuneuue. Cnrp:auu nuua He Morar La 6rgat
caMocTosTenHz yqacTHr.rur{ B eAHa r{ c}llla [poqeAypa.
B npoqe4ypara 3a Bb3:raraHe Ha o6ruecreeHa nopbqKa Morar .qa yqacrBar 6rmapcKr4 r{Jrr.r

qyxAecrpauuu QusuuecKr.r r.rJru lopuAur{ecKu Jr}rqa r4Jru rexHr4 o6eAuueuns, KaKTo r{ BcsKo Apyro
o6pasynauue, Koero uv,a flpaBo ila r43nbrHqBa AocraBKr4 cbrrlacHo 3axoHoAarencrBoro Ha

AbpxaBaTa, B KoflTo To e ycTaHoBeHo.

1."llnquo cr,croqn[e Ha yqacrHrlqIlre

l.l.Ha ocuonanue .ur. 54 3OlI. Bb3Jroxr.rrenrr orcrpanflBa or yrracrr4e B rrpouerypara 3a

Bb3JIaraHe ua o6urecrBeHara nopbqKa yqacrHrdK, Koraro:
1.1.1. e ocbAeH c BJrr3Jra B cvila rrpilcbAa, ocBeH aKo e pealuilkrrLtpaH,3a npecrbnrleHl4e ro rrr,
108a,qn. 159a-159r,q.n. 172,qr.192a,w.194-217,.m.219-252,w.253-260,qn.301 -307,
\r. 321,327a v \r. 352 - 353e or HaKa3areJrHr.r, Ko.[eKc;
l.l .2. e ocBAeH c BJIfl3Jra B cuJra npr4cbAa, ocBeH aKo e pea6utturupaH, 3a npecrlnJleHl,re,
aH&'rorurrHo Ha re3r4 uo r. 1.1.1, n Apyra AT,pxaBa r{JreHKa I4nH Tpera crpaHa;
1.1.3. uua 3a.46JrxeHr{s 3a AaHbrlr.r H 3aAbnxrrreJrupr ocprrypr{TeJrHr4 BHocKH no cMr{cbJra Ha w. 162,
M. 2, r. 1 or flaur.ruo-ocr{rypr{TenHr{.f, npouecyaneH KoAeKc I,r JITIxBLITe rro rrx, KbM .qbpxaBara
Lrlrkr KbM o6Iqunara tto ceAaJll{qero Ha Bb3JIoxLITeJLf, v Ha yr{acrHr,rKa, vfirvr aHaJIoruqHI{

3a.{br'IxeHl4g, ycTaHoBeHI,I C aKT Ha KOMIIeTeHTeH OpraH, CbrJIaCHo 3aKOHoAaTeJrcTBoTo Ha

AbpxaBaTa, B Kof,To yqacTHlrKbT e ycTaHoBeH, ocBeH aKo e AonycHaTo pa3cpoqBaHe, oTcporlBaHe

uru o6egnerreHl4e Ha 3aAlJIxetuflTa r4rrr4 3aAbJrxeHr4ero e rro aKT, rofiro He e Brr3brl B cI,IJIa, ocBeH

Koraro ce HaJrara Aa ce 3aulr,rrqr oco6eno BaxHH AbpxaBHI,I ulu o6ruecrBeHlI HHTepecu ulwtu



pa3MepbT Ha HenJIaTeHr{Te AbnxHMr4 AaHbrIIj t4Irkt corlr4aJrHoocr4fypr4TenHl4 BHoCKLI e He [roBer{e oT
1 sa cro or cyMara Ha roAIlrIJHuq o6u o6opor 3a flocneAHara flpuKnroueua $uuaHcoBa roAr{Ha;
1.1.4. e Hanrue HepaBHonocraBeHocr B cnyqar4re tto qJr. 44,u.5 3Oll;
1.1.5. e ycraHoBeHo, qe:

a) e npegcraBun .qoKyMeHT c HeBqpHo cbrbpxaHr4e, cBbp3aH c yAocroBepsBaHe Jrr{flcara Ha
ocHoBaHLIq 3a oTCTpaHSBaHe I{nU r.r3rrBJrHeHr.reTo Ha Kpr{Tepr{r.rTe 3a no46op;
6) ue e [peAocTaBun ugucKBarrla ce rzu$oprraal\vts' cBbp3aHa c yAocToBepsBaHe Jrr{rcaTa Ha
ocHoBaHr,r, 3a oTcTpaHrBaHe rrJrr.r H3nbJrHeHr{eTo Ha Kpr4TepI{LITe 3a uoaoop;
1.1.6. e ycraHoBeHo c BJIfl3Jro B crIJIa HaKa3areJrHo [ocraHoBJreHr.re l.uu crAe6Ho perxeHr{e, qe rpr4
L{3rItJIHeH}Ie Ha AoroBop 3a o6uecrseHa nopbqKa e Hapyrxr4n .rr. 118, .u. 128, .rr. 245 u.ur. 301 -
305 or KoAerca Ha rpyAa I,IIII4 aHanorr{r{Hrr 3aAbnxeHr4fl, ycraHoBeHu c aKT Ha KoMrrereHTeH opraH,
cluracHo 3aKoHoAaTencTBoTo Ha lbpxaBaTa, B KoqTo yr{acTHuKbT e ycTaHoBeH;
1.1,.7 . e HaJrr.rqe ronS;ruxr Ha r4uTepecu, Kofiro He Moxe la 6r,le orcrpaHeH.
OcuosaHl'Isra IIo r. 1.1.1., 1.1.2 u l.l.J ce orHacflT 3a rrurlara, Kor4To npeAcraBnrBar yr{acrHr4Ka,
rrreHoBeTe Ha ynpaBI4TeJIHpr a HaA3opHr.r OpraHr4 u 3a Apyfu rvr\a, Kor,rTo HMaT npaBoMorrlH.,r Aa
ynpaxHtrBaT KoHTpon [pr4 B3eMaHeTo Ha peueHr4s oT Te3rr opraHH.

3a ydocmosepnsaHe Ha r'tuncama Ha ocHoBaHur 3a omcmpaHflloHe yqacmHuqume cnedea da
nonbflHflm eneKmpoHeu Eduueu eaponeitcxu doxyueum 3a o1u4ecm6eHu nopbqxu (eEE\OII).

1.2.Ha ocnoeaHl,Ie q,r. 55 30[I B63Jroxr4renrrr orcrpaHs*a or yqacrr,re B npoueAypara 3a
Bb3JIaraHe ga o6uecrBeHara nopbr{Ka yrIacrHI{K, 3a Kororo e HaJIlIue HrKoe or cJreAul,rre
o6crosrencrna:
1.2.1 .o6sseH e B Hecr,croqrerHocr vnu e B npor43BoAcrBo no HecbcrosreJrHocr, Lrilu e B flpoqe.qypa
tlo JII,IKBLIAaIJLTr, krrru e cKrloql{r r{3BbHcb.qe6uo cnopasyMeHr.re c KpeAraToptrre cu rto cMr.rcbJra Ha
qr.740 or TsproncKr.r{ 3aKoH, r4l;ir4 e rrpeycraHosur AefiHocrra cLr, aB c:ryuafi qe yqacrHt4Kbr e
rryxAecrpaHHo nl{ue - ce HaMHpa s noAo6Ho nonoxeHr{e, npor{3Tr.rqarqo or cxo4Ha flpoqerypa,
c:brJlacHo 3aKoHoAaTeJrcTBoTo Ha nbpxaButa, B KorTo e ycTaHoBeH, aKo ce AoKaxe, qe cbulfi.f,T He e
npeycraHonur 4efiuocrra cu r4 e B cbcroflHr.re Aa r,r3nbnHu [opbrrKara cbrJracHo npI{JIoxHMI{Te
HaIIHOHanHU rrpaBll/,na 3a rrpoAr,nxaBaHe Ha cTonaHcKaTa Aefinocr B A6pxaBaTa, B KosTo e
ycTaHoBeH;

1.2.2. JILIIIeH e or flpaBoro Aa ynpaxHsBa onpeAeneHa upo$ecu.a u:ru Aefinocr cbrJracHo
3aKOHOAaTeICTBOTO Ha AbpXaBUtA, B KOflTO e r43BbprXeHO AeflHr4eTO;
1.2.3. cr:roqur e clopa3yMeHlle c Apyrn nuqa c qen HapyuraBaHe Ha KoHKypeHrruqra, Koraro
HapyueHlreTo e ycTaHoBeHo c aKT Ha KoMrreTeHTeH opfaH;
1.2.4. AoKa3aHo e, ire e BHHoBeH 3a HeH3nbJrHeH[Ie Ha AoroBop sa o6qecrBeHa nopbr{Ka uJrH 3a

y0Jlyla, A0D0II0 n0 [p0n0p0Yn0T0 My rrpoflpaTflnaH0, rsrrnauafle Ha 06ffilleT0nnfl rlnr4 npyrr4
noAo6uu caHKuLtH, c H3KrroqeHue Ha cJryqar4Te, Koraro Herr3rrbJrHeHlrero 3acsta no-ManKo or 50 na
cTo oT crofisocr:raililvt o6erraa Ha AofoBopa;
1.2.5. orwan e Aa:

a) non;rure Ha B3eMaHero Ha perxeHlre or crpaHa Ha Bb3JroxLrrerfl, cBbp3aHo c orcrpaH.,rBaHero,
uog6opa rrJrr{ Bb3JraraHero, BKJrroqhreJrHo r{pe3 npeAocraBflHe Ha HeBrpHa utru za6tyxAaBarqa
rzHQopuauprs,, vtrtr
6) uo:ryun un$oprrlauur, Koqro Moxe Aa My .{aAe HeocHoBareJrHo npeAuMcrBo B npoueAypara 3a

Bb3JrafaHe Ha 06uecrBeHa rroprqKa,
OcHoeaHugra no r. 1.2.5 ce orHac.rrr 3a Jrlrrrara, Kor4To rrpeAcraBnsBar yr{acrHuKa, llJreHoBere Ha

ylpaBr{TenHr.r r{ HaA3opHr{ opfaHu v 3a Apyrr4 rrr4rla, KoHTo r4Mar [paBoMoru[, Ia ynpaxHflBar
KOHTpOJT rlpr{ B3eMaHeTO Ha perXeHru OT Te3r{ OpraHH.

3a ydocmolepnlaHe Ha nuncama Hu ocuolaHltn 3q omcmpqHtrcaHe yqacmHullume cnedaa da

nonbrHnm eEEIOil.



l.3.npvrn ocHosaHuq :a orcrpaHqsaHe or vqacrue
Cruacuo .ir. 107 3OlI oceeu Ha ocHoBaHnrra ro r{Jl.

or rrpouelypara:
i.3.1. yvacrHr{K, roftro He orroBap.fi Ha [ocraBeHr4Te
ycJIoBI4e, EOCOqeHO B [OKaHaTa.
1.3.2. yuacrHr4K, xofiro e npeAcraBran o$epra, Korro
ycnoB[, Ha ilopbr{KaTa;
1.3.3. yvacrHr,rqu, Koraro ca cBbp3aHr,r n[qa.

54 u 55 or 3OfI, Bb3Jroxr,rrerf,r orcrpaHqBa

Kpr{Tepur.r sa noA6op ulrv He H3[bJrHr4 Apyro

He orroBapr Ha npeABapr{TenHo o6sseHr4re

l.4.OcHonanus ga orcrDaHsnaHe, csrpraHfl c HauuoHaflHoro larcoHorareflcrno
Bt,groxuren.flT orcrpaHflBa or [poueAypara yr{acrHuK, 3a Kororo ca HaJrrzue o6croqrerrcrBara no
yit. 3, T. 6 or 3arona 3a I{fiorroMr4yecro4Te n $unanconnre oTHouet{r4x c lpyxecTBaTa,
perHcrpl{paHrl B }opI{cAI,IKuIau c npe$epeHu}raneH AaHbqeH pexr,rM, cBbp3aHr,rre c rflx nyrrJa vt

TexHr.rre 4eftcrnureruu co6creeHlruH.

3a ydocmolepfl*aHe Ha mo6a o1cmoamencmro yltqcmHuKbm cnedea da nontnuu eEE\OII.

2. llucxsaHus orHocHo roAHocr (npasocnoco6rrocr) :a ynpaxHqnaHe Ha npodecuoHaflHa
nefisocr :

2.1. I4u$opMaur{fl 3a Brrr.rcBarre Ha yqacTr{r,rxtT B TlptoBcr{u petucTtp B nlp)r(aBaTa-qJreura, B

Kosro e ycraHoBeH: rrocor{Ba ce s rlacr IV: Kpureplav 3a ro46op, PasAe.rr A: fo.qHocr or EE.{OI.*

* Caanacuo llpunocrceuue XI rctu fupercmuro 2014/24/EC, sa Penydnurca 0unzapun pezucmbpbm e

,, Tbpzo1crcu pezucmbp " .

2.2. Y\actHI{qLITe B flpoueAypara e neo6xoAurrao Aa raMar npaBo Aa r.r3BbprrrBar rbproBufl Ha eApo
c neKapcrBeHl4 npoAyKTI,r B cborBercrBne c HopMr{re Ha 3JIIIXM. Y.racruuuure cneABa Aa
lpurexaBar BiInLIAHo PasperueHne 3a rbproBufl Ha egpo ulunu BHoc Ha neKapcrBeHlr npo.(yKTr{,
I-I3AaAeHo or I,IAJI ranrr perynaropeH opraH Ha Apyra AbpxaBa-qJreHKa, no peAa na flana AeBera
Tspronur Ha eApo c neKapcrBeHr4 npoAyKTr4 Ha 3JIIIXM. Yqacruuqure cneABa Aa [pr.rrexaBar
nr,rueH3r4, no qr.32 or 3KHBII, aKo ce oSepnpar HapKorr4rrHrr BerrlecrBavr:lr4 rpeKypcopr4.

LluQopuaqunma ce nocoqaa s Vacm IV: Rpumepuu sa nod6op, Pasden A: foduocm om eEE,[Oil.

3.Texuuqecrcu u npodecuouamru cnoco6uocru.

3.1. YqacrHrrur4Te rpr6na Aa [pr4TexaBar BirJr]rAHa cr.rcreMa 3a yrrpaBneHfle Ha KatrecrBoro
cborBercrBarrla Ha craHAapr EAC EN ISO 9001:20xx HJrr,r eKBuBzLrreHr, c rrpeAMereu o6xnar

AOCTaBKa Ha neKapCTBeHLr npOAyKTr{, H3AaAeH Ha [rMeTO Ha yr{aCTH[Ka OT aKpeAI{TI,IpaHa

r4HCTt4TyUr,rfl Id.rrl.4 afeHuHfl 3a yfipaBneHr,re Ha KarrecTBoro Llltr4 Apyfl,r AoKa3aTencTBa 3a

eKBT.IBaJIeHTHI4 MepKI,r 3a OCUrypflBaHe Ha Kar{eCTBOTO.

3a ydocmolepn*oHe Ha lb3uoctcHocmume no m.I ce nonbnna eEEIOil.

3.2. Koraro yqacrHuKbr He e flpor{3BoAr.rren Ha npeAnataHvrr. npo4yxt, rofi cneABa Aa e

oTopr43HpaH oT npor.r3BoAHTen, Ha rrpoAyKTa vrI,I oT ynbnHoMoIIIeH npeACTaBHTeJI C6C CneqLIaJIHI{

r,rJrr4 lr3KJrloqlrreJrHrr npaBa 3a npoAax6a ya cborBerHr{f, rIpoAyKT Ha repl{TopnflTa Ha Peny6nur<a

Ermapux.



3a ydocmolep.flsaHe ua odcmonmercmnama no m.3.2, yttacmHurcum npedcmqy, B opuzuHoJt u1u
HomapuanHo 3o6epeHo Konue omoputa4uoHHo nltctlo, usdadeuo Ho HezoBo uue (aanudHo 3a cpoKa
3q u3nbilHeHue Ho nopuvrcama), om npousaodumenn ua ofuepupauun npodyKm, B cnyuati, tte e Ho
uycrcd esurc cnedsa da ce npedcmaeu e npeeod. B rueeo sadtncrcumenruo da 6tdam ynotteHamu
KoHKpemHume ileKqpcmgeHu np)dyKmu, 3a K0um0 yttacmHuKbm e \m\pu3upoH.

l) IlpunoilceHue Jtbl- eEE\OII

Yqacruurr'T re*napvpa ilurrcara Ha ocHoBaHilflTa 3a orcrpaHflBaHe ,, cborBercrB,e c Kpr{Tepr.r,Te
sa uoloop qpe3 npeAcraBIIHe ua E,rercrpoueu Eguneu Enpoueftcrcu {orcyMeHT :a O6qecrnenu
lloprurcu (eEEfoQ. B Hero ce npenocraB, cborBer,ara aHsopuaqrzx, r43HcKBaHa or
BssroNtrrerfl', Lt ce rocoqBar Haul4oHiulHwre 6azu.qaHHr4, B KoI4To ce cbrbpxar Ae1napupaHl4Te
o6croqrercrBa, HJILT KoMnereHTHI,ITe opraH,r, Kor{To cbrJracHo 3aKoHoAareJrcrBoro Ha AbpxaB a.ra, B
Kotro yr{acrHuKbr e ycraHoBeH, ca AJIbXHI4 Aa rlpeAocranrr uH$opMallr4fl. Koraro YqacrHurrr e
flocoql{Jl' q€ ue I43IIOJI3Ba KaflaullTera Ha rperhr nilrJa 3a AOKa3BaHe Ha cborBercrBzero c
Kpurepl4l'rre :a uoA6op unv qe ue I't3[oJI3Ba noAI43rIT,nHLrreJrvt,3a Bc.rrxo or re3l4 n[rua ce npeAcraB,
orreneH eEEAOII' Koraro yllacrHuxbr e o6eruueHue, Koero He e ropuuqecKo nrlrle ce flpeAcraB,
eEEIOII 3a BceKr.r or yqacrHr.rqr.rre B o6egaueHuero.

!!!Baxno: Cruacno ut.67, ast.4 or 3OII, BbB Bpb3rca c $ 29, r. 5, 6yr<na ,0a,, or flpexogHure u
3aKrrroqlrreJlHlr pa3roPea6u ua 3OII, B cIrJIa or I anpu,r 2018 r. EEAOII ce rroAaBa
3aAbJIXI{Te,'IHO B e"'IeKTpOHeH BIIA.

BrgroNrareJ'rqr e roArorBr{n eEF.ilOfl- Ilpuaouceruue },[!l n XML u

ryOnulryBailu He ,,llpo$ure He l{ln}aaua*xrna eneKrpoHHara
o6ulecrneua rtopbr{Ka.

Oafinrr e PDF $opuar e ylo6en 3a rperneA, a ro3lr BbB
KoMrr nTr,pua o6pa6orrca.

Sopuar XML e noAxoAsur 3a

Cucteuara e AocrbnHa AHpeKrHo Ha aApec https://ec.europa.eu/tools/espd, KaKro lE qpe3 llopraaa
sa o6ulecrneHl'I ropbr{Klr Ha AOII, ceKIIr{r POll u e-ycnyru/EneKTpoHHr4 ycnyru ua Eaponeficrara
KOMLICIIfl.

!!lBaxHo: Koraro 3aAbJrxeHlrre nr.rqa uo u1.54, ast.2 ot 3OII, s cborBercrBpre c sn. 40 or ilI3OII,
ca rloBerle or eAHo r PasAel II, 6. ,,8" IrlrtQoprraalltfl 3a flpeAcraBr.rreJrr.rre Ha rlKoHoMuqecKuf,
orleparop ce us6upa 6yroH ,,*" Lt ce ttottbJlBar rorlKoBa pa3Aenl4, KoJIKoro ca 3aAbJIxeHI{Te nl{ua }I
BcflKo or re3l{ JrI'Iqa noArucna eEE,{Oil. CtUeBpeMeHHo HflMa npeqKa BcrKo or 3aAbJrxeHHTe
nllua Aa no.[rrurue H rrpeAcraBra or.(eneH eEE,(O[, He3aBr4cr{Mo, rre AeKnapprpaHr{Te o6crosrerctea
ca eAHu r{ cbrrlE.

PDF $opvrar (espd-request) -
lpell{cKa Ha HacTo.sIUaTa

IoKa3ameflcm^o 3o detaut"r^qnume s eEETOII o1cmoameacmea ce n-edcmaoam ,^.



flpeactansHe qa eEE/-lOf[ e oOeprara:

IIpu noaaBaHe Ha oSeprara yqacrHr.rqure rrpercraBrr B onaKoBKara EEIOII B eneKrpoHeH

Qopnrar, Karo ctulrfl cnerBa ra 6rle uu$pono noAlr.rcaH r.r npuJroxeH Ha noAxoAflrrl onrllqeH

Hocr{reJr KbM raKera AoKyMeHTr{ 3a yqacr[e B rrporleAypaTa. oOpMaTbT, B KofiTo ce npgAocTaBfl

AOKyMeHTAT He CneABa Aa nO3BOnflBa peIaKTHpaHe Ha HeTOBOTO CbAbpxaHr,re.

eEEIOII ce fipeAcraBfl. 3a yqacrHr.rKa, a Koraro e npunoxuMo - 3a BceKu or f{acrHHuLITe B

o6eAuneuuero, Koero He e lopla.ql4qecKo JII,Iqe, 3a BceKI,r noAI,I3nbJIHVTeil v 3a BcflKo JIHIIe, qpII{To

pecypcu ue 6rlar aHraxc.rpaHu B [r3rrbJrHeHuero Ha rtopbqKara.

llo4anauero na eEE[OlI :ra Boexr4 [oAr43rbJrHr4TeJr 14 3a BcrKo raue, qnul'o pecypcr{ ule 6rAar
aHraxrrpaHH B r.r3rrbJrHeHrleTo Ha [opbrrKaTa ce cqr,rTa 3a cbfJracHe 3a yqacTlre B flpoueAypaTa.

2) IlpunoarceHue llb2 u/uttu llpunouceruue Jlb2.1- npeAJroxeHr,re 3a r,r3rrbJrHeHrre Ha ilopbtlKara, B

cborBercrBr{e cbc cnequlpuraq:au n r.r3prcKBaHr.r rra Ha Bb3JroxI,ITeJIr.

3) O6parc4.Lh.I -.{ernapaurrq 3a c}rJracue c Knay3r4re Ha npoexr Ha AoroBop.

4\ O 6p arc 4hb2- .{errapaqr.rr 3a cpoK a Ha Bau:;apnocr Ha o(peprara.

5) O6pazeqtYt3-.{ernapaqux, qe flpfi r.r3rorBf,He Ha o$eprara ca cna3eHrr 3a.{bJrxeHr4ffTa,

cBbp3aHr4 c AaHbuu r{ oclrfypoBKr4, orr€BBaHe Ha oKonHaTa cpeAa, 3aKpr{na Ha 3aeTocTTa 14

ycnoBz.,rTa Ha TpyA.

6) OdpaseqYr4 -fiexrrapa\hfl,3a BcurrKu 3aAbnxeHr.r n[ua tto cMr4cbJra uawt.54, ar.2 or 3OlI
7) O6pase4l\h5-.{eruaparrufl.3a JrrrncaHacBbp3aHocr cApyryqacrHlzKtroqr. 101,ar. 11,nre
Bpb3Kac vr. 107, r.4 or 3OII
8) flexnapaur.rr, qe KoJrr4qecrBara 3a JreKapcrBeHr.r.f, [poAyKT ca HaJILIT{H}I, B crlyqaft sa usruqaue

Ha cpoKa ua Pa:perueHr4ero sa ynorpe6a Ha neKapcrBeH rpoAyKr npe3 cborBerHara ro4uua (aa

nepr4oAa 3a Korro ce npoBexAa o6utecrBeHara nopruxa) , yqacrHr{Kbr AeKJrapupa B csorBercrBue

c .{r. 55 an. 6 or 3JI[XM, qe KoJrr4qecrBara Ha neKapcrB. rrpoAyKTLI ca HaJIIaqHu- ceo1odeH meKcm

9) flernapaqu.r{ 3a ocprryprBaHe sa neo6xoAr4Mure KoJrr,rqecrBa na o$epupaHl{Te JIeKapcrBeHLI

npoAyKTr.r 3a ueJrr.rf cpoK Ha AoroBopa - ceo1odeu meKcm,'

lD)dorcyueHm sa ynbflHoMot4anaHe, Koraro Jrr,ruero, Koero [oAaBa otfeprara, He e 3aKoHHLIflT

rrpeAcraBrrreJr Ha yrracTHHKa - yqacTHr.rqr.rTe B flpoueAypara ce npeAcTaBnsBaT oT JII{Uara,

npeAcTaBnrBaIIIu ru IIo 3aKoH ulrll oT JrHrIa, c[equanHo yrIbnHoMo[IeHI4, KoeTO Ce AOKa3Ba C

rrpeAcTaBflHe Ha HoTapr,ralrHo 3aBepeHo rIbrIHoMoIrIHo B opHrHHan.

X. CxflrcqnaHe Ha Aorosop. IaDaHurlq la ugurflHeHne. BrrMoxHocru ga urueHeHue Ha

IOfOBOpa.

L.Crrraqro qr. 109 3OlI,
Bb3JIOXI'ITENf,T ONPEAEJI{ 34 I43IIbJIH}ITEN HA NOPT,qKATA YLIACTHI{K, 3A KOIOTO CA I,I3TIbJIHEHI'I

cJreAHr,rTe ycnoBHq:
1.1. ire ca Hanr{qe ocHoBaHr{sra 3a orcrpaH.f,BaHe or npolleAypma, ocBeH B cnyqalaTe uo ul. 54,

al.3 u qr. 56, ar. 3 3OlI;



L2. omoaap{ Ha Kpr.rreprar.rre:a no46op.

3a ,IIoKa3BaHe Ha Jl[Incara Ha ocHoBald'ufl 3a oTcrpaHrBaHe yqacTHI,rKbT, r{36paH 3a I,I3n6nHr,rTeJr,
npeAcTaBr:
2.1. sa o6crosrercrBara no qr. 54, ast. 1, r. 1 - cBr4Aeren crsola3a cbrr.rMocr;
2.2. za o6croxrencrBoro ro rlr. 54, ul 1, r. 3 - yAocroBepeHue or opraHr.rre rro [puxoAr{Te I{
yAocroBepeHr4e or o6ulunara IIo ceAirJr]lqero Ha Bs3Jroxr,rre rfr il HayrracrHl,rKa;
2.3. za o6cr:osrelcrBoro no rIJI. 54, al. 1,r.6 - yAocroBepeHr,re or opraHr.rrenal4snrJlHr.rreJlna
areHr.lrrs "lraBHa IaHcneKul{g rto rpyAa";
2.4. sa o6crosrelcrBara rlo qr. 55, a.n. l, r. I - yAocroBepeHr,re, r.r3AaAeHo or AreHuuf,Ta no
BNHCBAHI,I'TA.

3.Iapauuuq la rlutrHeHue Ha AorosoDa: cJreABa Aa e B pasrr.rep ua I (eanH) Yo or
croftnocrra Ha AoroBopa ga o6qecrBeHa flopbr{Ka 6es IIC.

o cruacHo rrJr. I 1 1, a.lr. 5 3oll rapaHunr,rre ce rpeAocraBrr B eAHa or cJre.{Hr.rre $oprvtu:
l. uapuuua cyMa;
2. 6aurona rapaHur,rr;
3. sacrpaxoBKa, KoflTo o6esneyaBa I..r3nbJrHeHuero qpe3 rtoKplrrve Ha orroBopHocrra Ha
I,I3IIbJIHI,ITEJI'.

fapauquxra uo r..1 uttw.2 Moxe ra ce npeAocraBr.r or r,rMero Ha r,r3nBJrHurelrfl.3a cMerKa Ha
rpeTo nHue - fapaHr

o YcrosilflTa v cpoKoBere 3a 3arbpxaHe r.rJrr.r ocno6oNAaBaHe Ha rapaHrlt4rra 3a r.r3nBJrHeHr.re

ca yxa3aHr.r B roroBopa sa o6uecreeHara nopbrrKa.

o flpn npeAcraBrHe Ha rapaHIILIrra B68 Br4A Ha nJrarexHo HapexAaHe - EapurrHara cyMa ce
BHacfl rro cMerxa c rr{ryJrrp ,MEAII-Xacxo0o, A,I:

" PailQ a its e H6 aH K" EA[, I BAN : B G 3 LRZ B B 9 I 5 s I 0 I s 6 t I 2 I 3, B IC : RZ B B B GS F,

I4Jrr.r B Ka0ara ua leqe6noro 3aBeAeHr{e B rp. Xacxono, 6yn. ,,Cte4r.rHeHr,Ie" N949.

o Koraro yqacrHfiKbt u:6epe rapauur,rflTa 3a lr3rrbJrneHr,re ra 6rre 6aurona rapaHur,rfl, ToraBa
rona rpa6na Aa 6rAe 6eeyclonna, HeorMeHr.rMa r4 Lr3HcKyeMa rrpu rrbpBo nr4cMeHo

nor{cKBaHe2 B Koero Brsroxurerrf,r 3aflBr.rj rre Lr3rbrHurenflr Hg g g?II1IIHIIII lftA}JINgHIIg
[o AoroBopa 3a Bb3JraraHe ua o6qecrBeHara flopbqKa. Crc cpox Ha BaJrHAHocr Ha

6auxonara rapaHIII4, Haft-ua-uxo 60 (ruecrlecer) aura cner r43Tr{rraHe cpoKa Ha AoroBopa.

o Koraro yqacrHuKbr ns6epe rapaHllt4rra 3a u3il'b.rrHeHr.re Aa 6rle 3acrpaxoBKa, Ko.,ITo

o6esue'rasa pI3IIbJIHeHI{ero r{pe3 noKpr4Tue Ha orroBopHocrra Ha Lr3[bJrHyrrelr,, cpoKbr Ha

Bar'IIrAHocr Ha 3acrpaxonxararpa6sa la 6:'.1e safi-ualro 60 (Irrecrgecer) Anu cJre,[

H3Tr.rrraHe cpoKa Ha AoroBopa.

o Blgloxl'ITeJlsr ue ocso6orl4 fapaHur{flTasa r.r3rrbJrHeHr,re, 6eg Aa Alrrxu Jrr,rxBr,r 3a nepuo.qa,

upes rofiro cpeAcrBara 3aKoHHo ca npecroflnlr flplr Hero.

o BrsroxI4TeJI.,IT cKJIIoqBa IIHcMeH AoroBop c uzlpauut 3a r.r3nbJrHr.rren yrracrHraK rro pexLa Lt

npI'I ycnoB]/^rra Ha .r.n.ll2 or 3axona Ha 06qecrBeHrr rropb.rxl,r. flpu noIrrr4cBaHe Ha



AoroBopa yqacrHt4Kbr, I'I36paH 3a H3[bJIHIrreJI e AnbxeH Aa rrpeAcraBra AoKyMeHTr.r B

cborBercrBlre c rrJr. ll2 al.l or 3OII.

o IIpu orKa3, 6ulo ro nI{cMeH I,uILr MbrrrarllB, or crpaua Ha IrlsurnHureilfl 3a AocraBKa Ha
npo4yxr/n, [peAMer Ha AoroBopa, BrgroNurelsr r,rMa nbnHoro [paBo la 3aKy1114

npogyxta/ure, ynoMeuaru.B 3arlBKara, 3a Korro e HanpaBeH orxa3a, or lpyro Mrcro (lpyr
AocraBquK), xaro pa3nllKara B rleHara Moxe Aa ce y.{bpxl{ or rapaHuHflTa 3a I43rrbJIHeHr.re
Ha AOTOBOpa uilvt qpe3 [puxBaulaHe Ha .{bnxr.rMt4 cyMr.r.

4. Brl*roxHocru la ntpreneuue Ha noronopa

Crrlacuo vl. 116, a1.1, l. I or 3OII ce nperBr{xAar cneAHr,rre Bb3MoxHocrr4 3a r.r3MeHeHue Ha
AOTOBOpa:

BlsroNurenqr Moxe Aa npl4crblIra KbM pa3xoABaHero Ha MaKcr.rManHara crofiuocr Ha
AoroBopa H [peAI{ I43TI4r{aHero Ha rrbpBure 12 Meceua n clyuafi, ue 6rgar r.r3rrepuaHu
nporHo3HI'ITe KOr[qecTBa [po.qyKTt4 or eAHa ilrM rroBeqe HoMeHKnarypHr.r e.4r.rHuu[
BcneAcrBlre Ha yBenHqeuua 6pofi TaULIeHTLI, noAnoxeuLr Ha reparrl{fl. c:,;c cborBerHl,rre
neKapcTBeHr{ npoAyKrr{.

BtsroNureJlflT Moxe Aa 3aJIBI,I AocraBKara Ha rro-roneMr,r KoJrr{qecrBa [po.{yKTr{ or eAHa

LIIU n0Berle HoMeHKJraTypHr{ eAr4Hr.rUu, Ho caMo B paMKr.rre Ha MaKcr,rMrrJrHara crofisocr na
AOrOBOpa.

O$epupanHTe IIeHI{ 3a onaKoBxa Ha neKapcrBeHuTe rrpoAyrTr,r ca Qurcupalru u ue
rloAnexar Ha npoMrHa 3a cpoKa ua Aefrcrsue Ha AoroBopa. IIo r,r3KnroqeHr4e IoroBopeHHTe
IIeHI4 rlo AoroBopa Moxe Aa ce u3MeH{T BbB Bpb3Ka c npoMeHH n Hapea6ara 3a ycJroBr.rflTa,

npaBl'InaTa H peAa 3a perynl4paHe u pefr,rcTpr,rpaHe Ha rIeHr4Te Ha neKapcTBeHr4Te rrpoAyxru
or 30.04.2013r./ I{3M. I,I aon. {B. 6p.8 or 24 fuyapu 2017r., npaBerrlu HeBb3MoxHo
I43rrbJrHeHr.reTo Ha AoroBopa npu AoroBopeHprTe ycnoBr.rr.

B cryvafi, rre B cpoKa Ha AoroBopa rbpxaBHo peryJrr.rpa*ara rleHa cbrnacuo ql.26la or
3IIIIXM Ha HtKolI or neKapcrBeHare npoAyKTr,r craHe rro-Hr4cxa or AoroBopeHara,
I'Igntluurelst e AnbxeH cBoeBpeMeHHo Aa npoMeHrr rleHara, Ha KoflTo rocraBfl
cboTBerHI4Te neKapcrBeHI,ITe npoAyKTr4, B cboTBercTBpre c oflpeAeneHara ueHa B

lloslarr4nuufl neKapcrBeH oflrrcbK, cqr{TaHo or rarara Ha npoMsna. B cny.rafi, ue ue
yBeAoMI4 BrsroNllrer-fl rI4cMeHo s 5-AHeBeH cpoK 3a npoMsHarau He rrpoMeHu rleHara,
BrsroNu'rentr IrIe 3arIJIaIqa neKapcrBeHzTe nporyKTlr rro [poMeHeHara rleHa, cqr4TaHo or
Aarara Ha cborBeruara AxryanpBaL\L\fl, Ha flosuruBHu, neKapcrBeH cnltcbK.

B clyvafi, rle B cpoKa Ha AoroBopa HrKoH neKapcrBeHr4 npoAyxru 6rAar r43BaAeHr,r or
Ilpuloxeuue i\! 2 uaflozur:ar,HLrfl, nexapcrBeH cnr.rcbK lr,opa1tu cnrpaHe Ha nporr3BoAcrBo,
BHoc I{II,I Apyra npuuuua/, Br:loNureJrsr Moxe Aa saflBflBa AocraBKaTa Ha.Upyrr{
neKapcTBeHI{ rIpoAyKTI'I cr,c cbIrII4, Asarorrao-repaneBTr4r{eH KoA /ATC xog/, no rIeHV,

orpereneHl4 no peAa na Hapeg6ara 3a ycnoBrrrra, upaBr{Jrara kt pe1a 3a perynr{paHe u
perl4crpl{paHe Ha ueHHTe Ha neKapcrBeHure npoAyKrr.r ot 30.04.2013r./ H3M. rr Aort..[B.
6p.8 or 24 fryapu2017 r.

B cly.rafi, qe npuHuI4IIaJIbr Ha ApylxecrBoro e npoBen npoqerypa 3a ueHTpanu3upaHa
AocraBKa Ha nexapcrBeHll npoAyKTr{ r{ r.rMa cKrroqeHr4 paMKoBr,r cnopa3yMeHr.rfl c us6pauu
r.r3nlJrHr.rrerrr.r, Bb3JIOXI4TEJI-flT r.rMa npaBo Aa npeKparu ,{oroeopa arrut HeroBoro



I,I3[bJIHeHUe nO eAHa I4JII4 [OBerre HOMeHKJraTypHr4 e!.ilHhrrJrt oT o6oco6eHa no3r,ruuq -
eIHocTpaHHo, c rIeTHaAeCeT AHeBHo nHCMeHo npeII{3BecTI4e, 6e3 AA A'bI/JKyr HeyCTOfiKI,I HJrH

o6egulereuux u 6ez ueo6xoAtzl,rocr or nonbJrHr4TerHa o6ocHosxa.

I4saut nocoqeHume cnyqau, dozoaopam .\4ouce da 6ade usMeHflH c nuc.L4eHo donxnuumenuo
cnopasyueHue npu ycJtolunmo Ha q,q. I I6 om 3arcoua sa o6u4ecm6eHume nopbltKu.

{

XI.HaquH Ha npeAcrasqHe Ha odeprure:

OQeprara ce npeAcraB.u B tII4cMeH Br.rA Ha xaprveH HocrrreJr, raro flpe4JroxeHr.rero 3a

LI3IIIJIHeHLIe Ha nopbr{Kara - Ilounocrceuue JYb2 u/unu [Ipuaoxeuue Np2.], r.r3rorBeHo ro
o6paseq ce [peAcraBs. Ha xaprlreH u or]Tr4qeH HocETeJr - CD ulu DVD, a llpunocrceruue Npl
- eEEAOII caMo Ha orrrlrrreH HocureJr - CD uln DVD.
Bcu.Ixz AoKyMeHTI4, KoI{To He ca opurr.rHanu H 3a Kor4To He ce r.r3r.rcKBa Horapr{aJrHa

3aBepKa, cneABa la 6rlar 3aBepeHr4 or yr{acrHr4Ka Ha Bc.,rKa crpaHHua c rpu$ "Bnpuo c

opu?uHan a" v no4fl r{ca Ha Jrr,ruero/ra, upeAcraBnflBarr{o/u yuacruuxa.

O{eprara rpx6aa ga 6'sge troAnucaHa o'r 3aKoHHr{, npeAcraBrrrerr Ha yr{acrHilKa obfJlacHo

TbproBcKaTa My perHcTpalll4fl rrltu oT Ha.4rexHo ynbnHoMorrleHo oT Hero nuue c
HOTapr,ranHo 3aBepeHo rrbJrHoMorrIHo.

O$eprara ce npeAcraBq B 3areqara*a, Henpo3paqe*a vr c HeHapymeHa r1snocr orraKoBKa,

Bbpxy KoflTo ce rocorrBa HapIMeHoBaHI{ero Ha yr{acTHI4Ka, nbJreH I,I TOrreH aApeC 3a

KopecrIoHAeHIII4.fl, teleQoH, Saxc u eneKTpoHeH aApec, KaKTo r,r Har4MeHoBaHr,rero Ha

npoueAypaTa 3a KoqTo ce yqacTBa.

Kpaeu cpoK 3a noAaBaHe Ha o0eprure 3a yqacrne ao 16:00 qaca Ha 09.07.2018r. Ha
aApec: rp.Xacxoeo 6300, 6yl. ,,Cre4laHeHrae" Ne49.

XII. Nlrcro , r"ra ,u ,rpo".*l"re nu aororrprr.ru

.{oronapruero Iue ce npoBeAe :e,a10.07.2018 r. (rropnur) or 11:00 qaca B AArr,rusucrparprBHara
crpaAa na <MBAJI- Xacrono) AI, c arpec: rp.Xacxoeo 6300, 6yr. <CreAr.rHeHr,re) J\b49, no
onpeAeneH (vpe: Npe6IEfi) u yrBbpleH or KoMucuq BpeMeBr,r rpaSur< 3a rpoBexAaHe Ha
npero BoplrTe c rI o KaHeHr.rTe yrracTHr.rrlr4.

o flpaso Aa [pucbcrBar B [peroBopure r4Mar Jrr{uara: flpercraBrrflBaurr4s ylracrHuxa uru
ylLnHoMouIeH oT Hefo rrpelcTaBr.rTel.

[arr Ha rr3rrpauaHe Ha roxaHara: 26.06.2018r.
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