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Ilpedcedamen ua EKKI4

B crna or: ? 0 :0!'zozo,oa

Cra Honu IqA HA ETI,IqHATA KoMHCT{, 3A KJrr,rHrIrtH r,r r{3rl I,ITBAHI,Lfl

1. I{elra Ha nporreAypara e Aa ce oflpeAenr peAbr ua pa6ora rrpu H3rorB.rrHe Ha craHoBurrla Ha
EKKH.

2. O6xnauta I,I3rorBrHe Ha IIoJIoxT4TeJIHH Hn[ orpr,rqareJrHn craHoBr,rqa rro 3asBJreHVfl ga HIBU
KJII,IHI4I{HI' H3nHTBaHI,lfl, CbLIIeCTBeHU IIpOMeHIl V A3VtCKBaHe Ha npoMeHH B [peAcTaBeHa
AOKyMeHTarIHr.

3. Orronopuocr no I,I3nbJIHeHI,rero e Ha npeAceAareilfl, qJreHoBere, ceKperapfl r.r rexHr,rqecKr..r
cbrpyAHrruu ua Kouprcusra.

4. Ilpu.noxenut, ueo6xoAltMn 3a rr3rrbJrHeHrrero Ha ra3u COII
4. I . Coll_06_Qopr,,ryrap_0 I _Stanovishte_NEW
4.2. COn _06_Sopruyrrp_02_Stanovishte_SA
4.3. Con_06_$oprrayr ry _03 Zabelej ka_NEW
4.4. Coil_06_Qopuyn np _04 Zabelejka_SA
4.5. CO|I 06_$opuyirap 05_Otkaz_NEW
4.6. CO|I 06_tfopnayrrp 06_Otkaz_SA

5. HopnaarnnHlr aKToBe Ir AoKyMeHTH, rr3noJr3BaHn 3a H3norBqHero Ha rasn COII
5.1.3aroH 3a neKapcrBeHltre rpoAyKru B xyMaHHara MeAHTIHHa (o6H., AB 6p. 3l or 2007r. n

nocJreABannre H3MeHeHlm 14 Aorbnueuu.r) GnnXM);
5.2. Hapeg6a l\! 3l 3a onpeAenrHe Ha rpaBunara sa ,{o6pa KJrr4Hr.rqHa npaKruKa, o6n., AR, Sp.

67 or2007 r.;
5.3.3axoH 3a MeAr4rluHcxr{re us$elrvfl (o6H., .{B, 6p.46 or 2007r., H [ocneABaJrr,rre ro

H3MeHeHr.rfl H AonbnHeHnr) (3MI,I);
5.4. Hape46a N l0 or 2008 r. 3a AoKyMeHrarlu.,rra, npeAcraBrHa or rJraBHr,trlroopAuHupaqr4,

I43CneAOBareII vru Bb3JIOXHTeJL 3a noJryqaBaHe Ha craHoBr,rue or ctoTBerHaTa KoMr,tcl4f,
no erLIKa H 3a npoqeAypara no [pocJreAflBaHe Ha 6esonacHocrra Ha MeAr.rut4HcKr.rre
V3AETUfl, B XOAA HA KJIHHI,IqHOTO II3TIHTBAHE H OUEH'BAHETO HA KJII,IHI,II{HI,ITE AAHHI,I OT

rd3nprrBaHero, ( o6H., !8,6p.46 or 2008r) ;

5.5.,{exrap a\uflTa or Xersr.rHxr,r.

1. PeA sa pa6ora r rr3rorBflHe Ha craHoBrrrqe

l.l. EKKI4 AaBa roJloxl,rrerrHo (C0ll_06_$opl,ryrrp_01_Stanovishte_NEW,
COll_06_0oprraylrp_02_Stanovishte_SA), vtfiLt orpr.rrlarerrHo (rrlornarapaH omas)
(Qoprvrylrp 05_Otkaz_NEW, COII 06_r[oprr,ryrrp 06_Otkaz_SA) craHoBlrrqe, vurvt

npu Heo6xoALIMocr LI3I,IcKBa npoMeHH B qacr or AoKyMeHTarIH.,rra Karo ycJroBr,re 3a
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ETt4t.{ HA KOM t4c]4ff 3A KN M H UL{ H t4 M3N HTBAH YIR

COn Ne 06: Craxoeuu{a Ha ertaqHara KoMllcllc 3a KnrH[qHu u3ntarBaHtae

oKoHr{arerHo craHoBrrqe (Soprraymp_O3 Zabelejka_NEW, CoI_06_0oprvrynxp_04_
Zabelejka_SA)
CraHoeulqa 3a KJTHHHqHla v3nurBalars ce \aBut npu [bpBoHaqaJrHo o4o6peHue u sa
cbrrlecrBeHr.r [poMeHH, cbrJracHo 3JIIIXM
EKKH ce rpor,r3Hac.,r ctc craHoBr,rqe B orpeAenelane, B 3JIIIXM u Hape46a }lb 3l
cpoK oT [oAaBaHeTo Ha 3arBJIeHI4eTO 3a pa3rnexAaHe Ha KJruHHr{Ho rB[r,rTBaHe.

EKKI4 ce npor43Hacr. c':",c craHoBt4rrle B onpeAeneHlas, B 3JIIXM u Hape46a }lb 31

cpoK oT [oAaBaHeTo Ha 3aflBJreHrreTo 3a pa3fnexAaHe Ha cBrrIecTBeHa npoMrHa B

KJI I,IH}ITIHO I,I3TI I4TBAHE.

EKKI4 rnacyBa craHoBr,ruero cr,r cneA pa3rnexAaHe Ha noAaAeHr4Te AoKyMeHTr4 3a

K;rr,rHr,rr{Ho r43nr4TBaHe, [poBeAeHo o6crNlaHe r,r cneA 3ano3HaBaHe c r.{3rorBeHr4Te

perleH3r,rH r,rJrpr cTaHoBurqa oT eKcnepTr,I IIo AoKyMeHT[rTe, B cJryr{ar4Te, KoraTo
u3rorBrHero Ha raKr,IBa e 6uno Bb3JIoxeHo.

Peruesuero Ha EKKI,I cneA rnacyBaHero no npeAxoAHara ror{Ka ce ot}opna.a or
cercperapr/rexHuqecKr,r cbrpyAHHK Ha KourcnflTa B rpoeKT Ha craHoBrrrue B cpoK Ao
5 pa6ornr.r AHH or npoBexAaHe Ha 3aceAaHr,rero Ha Koero e [poBeAeHo rnacyBaHero.

flpoerrrr Ha craHoBr,rqero ce npeAocraBfl 3a flperneA Ha 3aMecrHnK-npeAce,4areJrr
Ha EKKI4, rofiro ro rperirexAa B cpoK or I Aes.

flpeuegauoro craHoBr,rqe ce npeAocraBfl 3a ttoArtuc Ha flpeAceAuteilfl, na EKKZ.
C'rauonurqero Ha Kouucusra ce l,t3rorB.rr s 3 eAHaxsr4 eK3eMnnflpa.

floAnucauoro craHoBurrle ce H3BexAa or ceKperapt/ texruuuecKr4 cbrpyAHHK c r.{3x.

J\! IE ce BpbqBa eK3eMrnf,p Ha 3arBurels cpeuy noArrrc cbrJracHo AIIK u BbrpeuHr4
npaBl4na Ha ,{enoro4crBoro saLIAJl. flpu aprunaHe Ha [bnHoMorqHr4K Ha 3aflBvrrerfl
cneABa Aa 6rAe npeAcraBflHo tr cborBerHoro rrbJrHoMorrlHo.

Exseunmp or craHoBr,rqero ce r.r3npaqa a LlAIl, c rpr.rApyxureJrHo nr,rcMo, B cpoK

Ao rppr pa6orHr4 AHr.r or [oAnncBaHero My or flpeAceAarenf,.

Elns eK3eM[nflp or craHoBr,rulero ce cbxpaH.rrBa KbM AoKyMeHTa\t4flTa Ha

Konl,tcusra.

2. CrgtpxaHlre Ha craHoBlrluara Ha EKKI4, rrcxaHe Ha AonbJrHHTeJrHa AoKyMeHTarIus
tl.lutpt rr3BbprrrBaHe Ha [poMeHr{

2.1. CraHosl,Iue tro HoBo 3uulBJreHr,re 3a KJrr4Hr.rr{Ho H3[r,rrBaHe
(Cofl_06_Qopvrynrp_0 I _Stanovishte_NEW).

"''. 
#j#*iffi**T- ;, #",:::", 

"aHe 
cbAbPxa:

. fiara Ha rrpoBexAaHe Ha 3aceAaHr,rero.

. fleruapupaHe Harr,rquero ua Heo6xo4r.rMufl KBopyM

.(exnaprapaHe Ha xoH(fnurr Ha lrHTepecr4 - rrolrMeuuo r,rs6porBaHe Ha

AeKnapr4panua (Aeuapupanrare) xoH$luxr Ha r,rHrepeclr BbB BpBKa c
pa3rnexAaHoro r,r3rruTBaHe r{JreH (ulenone) ua EKKI4, aKo HMa raKHBa.

: flITJ;,:ffi:XTil*HJffilCJIHO 
CTAHOBII*E
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2.2.

con 06
Bepcun 1.2laayapu2020

ETHLI HA KOM 14ct4fl 3A KT 14 HI4I,I H 14 ]43NNTBAH 14F

COn Ne 06: CraHosuura Ha eT[qHaTa KOMUCUA 3a Kn[HUt{Hl,t U31UTBaHUA

. KoA Ha nporoKona;

. HoMep AaAeH or enponeftcra 6asa AaHHH (EudraCT)

. HoMep n Lara Ha 3asBreHlrero r,r cbntTcrBarrlara AoKyMeHTarIus

. Hue Ha Bb3JIoxr,ITeJIr;

. I4ue Ha 3arBr,rrerq

. I,lue (utu KoAa) A Qoprraar:a Ha r.r3rrurBaHr4f, neKapcrBeH npoAyKT
(npo4yxru);

. I4uena Ha rilaBHure I,I3cneAoBarertkt, H3cneAoBareJrcKu rIeHTpoBe u rpaA, B

rofi'ro ce HaMI4pa IreHTbpa (ne ce orHac, 3a craHoBurqa orHocHo 3aqBreHr.re

3a cbrqecrBeua npourHa);
. flexlapatgs,qe EKKH pa6oru ro npraHuunrare na lKfl
. V3ucrcsaHe 3a rlpeAocraBflHe Ha,qoKnaA 3a rrporpeca Ha r43rrprrBaHero

. Perueuuero 3a cpoKoBere Ha AoKnaABaHe Ha rroAo3lrpaHr cepuro3qr vt

Heor{aKBaHr,r HexeJraHr.r peaKrlr,ru, B xoAa Ha KJrr4Hr4qHoTo [poyqBaHe,
Hacrbrrr,rJrr,r [r3BbH Tepprroprrrra Ha P. Burapur

. IIoAnnc Ha npeAceAarer,fl, na EKKl4/saMecrHr,rK-rrpeAceAarens na EKKZ
2.1.2. B craHosulue sa orKa3 no HoBo 3arBJreHr4e 3a Krr,rHr,tqHo r{3[raTBaHe ce

rocoqBar (COn 06_Qopuryrxp 05_Otkaz_NEW) :

. klue u aApec Ha EKKH

. flopeAeH Lr3xoAflrrl HoMep a Aara Ha craHoBrrrrlero

. fiara Ha flpoBexlaHe Ha 3aceAaH]rero

. flexlapupaHe Hanr.rquero ua ueo6xo4r4Mufl KBopyM

. BUA Ha craHoBurrlero: Morueupau orKa3

. flrrHo 3atJraBne Ha r.r3nr4TBaHero

. KoA Ha nporoKoJra

. Houep AaAeH or enponeficKa 6ela AaHHr,r (EudraCT)

. HoMep il Aara Ha 3aflBJreHrrero r{ cbnbrcrBaulara AoKyMeHTarIufl

. Hue Ha Bb3noxr4TeJlfl

. I4r'le Ha 3af,Br.rreJrfl

. Motunure 3a orxuu

. flexlapal\va,qe EKKI,I pa6orn ro npr,tHrlr{nure na,{KfI

. floAnuc Ha npeAceAareJlfl Ha EKKl4/saMecrHr,rK-rrpeAceAarens na EKKZ
CraHonuqe no cblr[ecrBeH[I [poMeHrn B KrHHI,rr{HH v3tvrBa:rtnfl,
(C 0fI_06_S opu ymp_02_Stanovi shte_SA)

2.2.1. CtaHoslaqero rro ctlllecrBeHr,r [poMeHH B KJrHHr,rqHo H3n[rrBaHe cbAbpxa
cneAHara nnQoprvraqrnr :

. Vue v aIrpec Ha EKKI,I;

. IIopeAeH r,r3xoAflul HoMep u Aara Ha craHoBrrrrlero;

. fiara Ha npoBexAaHe Ha 3aceAaHrrero.

. fleuapr4paHe Har[rrlrero ua seo6xoAr,rMrrfl KBopyM

. BUA Ha craHoBnrrlero: cbrJlacl,te
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ETI4I,IHA KOMI4C]4R 3A KNNHUqHH HSNilTBAHI4R

COn Ns 06: Craxosr4lJ.la Ha eruqHara KoMr4cr4q 3a KnuHrqHta u3ntArBaHtAe

: #ffiff#"il1r1?::::rp.AvKr
(npo4yrrn)

. BUA Ha cbrrlecrBeHara npoMrHa

. I4Aenru0uxaqrar Ha AoKyMeHTr{Te, ctAbpxarrlu un([oprvraqu, ro
cbrrlecrBeHara [poMrHa (eu4 AoKyMeHT, nepcur, 4ara)

: flffi?ril?;::xx#:H,ff##:xffiffi#I...irr Ha EKKr4

2.2.2. B craHoBl,Iqero 3a orKa3 (CO[I 06_t[oprr,rymp g6_Q1[az_SA) Ha

cbrrlecTBeHa flpoMflHa ce [ocor{BaT:

: illr*IH^HTxffi;lcraHoB,Ir*ro
o fleuapr4paHe Harur{r.rero ua seo6xoAr,rMr,rfl KBopyM

. Br.rA Ha craHoBr4rrlero: MorunupaH orK&t

o fluso 3arJIaBI,Ie Ha lr3nrrrBaHero

. KoA Ha nporoKoJla;

o Hontep AaAeH or eaponeftcrca 6aga AaHHr4 (EudraCT)

: ;::.J"iffffi.:TJIEHHETO 
I,' C'TI'TCTBAIIIATAAOKYMEHTAIIHfl

: #ffiffi- t4pa6oruno rpr,rHr{r.rnnre 
'a [Krr

o floAnl,Ic Ha npeAceAareJrfl na EKKlVsaMecrHr,rK-rpeAceAareJrs Ha EKKI,I
2.3. I,lcrase Ha AonbnHr,rreJrHa AoKyMeHTaur,u

o EKKI4 Moxe eAHoKparHo Aa H3r,rcKa or Bb3Jroxureils/sasevreilfl r4tu
rJraBHr,rfl r,r3cJreAoBareJr Ao[bJrHurenHa nI,IcMeHa AoKyMeHTauus. EKKZ
InacyBa Ir3r,rcKBaHeTo Ha Ao[biIHI4TenHa AOKyMeHTaUHfl CneA
pa3rnexAaHe Ha noAaAeHr,rTe AoKyMeHTV 3a KJrr,rHUr{HO Lr3[HTBaHe H

rrpoBeAeHo o6crN4aue.
. CporoBere 3a pa3rnexAaHe cnlrpar Aa rexar Ao flpeAocraBflHe Ha

prcKaHaTa AOlbnHHTeJrHaTa AOKyMeHTarILrf
(COII_06_Sopuynrp_03 Zabelejka_NEW).

o 3assureJlflT cneABa Aa npeAocraBr4 H3l,rcKaHara AonbnHHTeJrHa
AoKyMeHTarrr,rfl B cpoK or 60 ranen4apHr,r AHr,r, cqr,rraHo or MoMeHTa Ha
yBeAoMrBaHeTo My.
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2.4.

ETI4'.IHA KOM]4CI4F 3A K'It4HI4LIHh [,3NhTBAHhF

COn Nq 06: CTaHoBri.lla Ha eruqHara KoMIct4g 3a KfluHHqHr v3nuraanu[

. flpoueAypara rro p.BrnexAaHe Ha flpoyqBaHero ce DpexparrBa, aKo B 60
AHeBHr,r[ CpOK 3:tflBr{TenrT He npeAcTaBH HcKaHaTa AoKyMeHTarI r.

. IIpoeKT Ha nucMo ce r.r3rorB, or cexperapr/rexHr4rrecKr,r ctTpyAHr,rK B

cpoK Ao ceAeM pa6ornu AHr.t or B3eMaHe ua peurenr,re or EKKH.
o flpoerrur Ha [HcMoro ce npeAocraB, 3a nperJleA Ha 3aMecrHrrK-

npeAceAaren, sa EKKZ H cJreA roBa npoBepeHoro rrucMo ce npeacraB, 3a
nognlrc or npegcegar:elrlsaMecrHr4x-npeAceAareJu Ha EKKI,I. llucuoro
Ha EKKH ce r43rorB.,r n 2 eguaxau er3eMnJrrpa.

. floAnlrcaHoro IrucMo ce rBBexAa or ceKperap, / rexnra.lecru cbrpyAHr.rK
H I erceMflnrp ce BptqBa Ha 3a;rB]rreJu cpeqy noAnr.rc, crrlaoro AIIK r.r

B,srpeurHlr npaBxna ua ,{eloao4crnoro na I4AJL flpu apr.reaue ua
nGJrHoMouIHr,rK Ha 3arBurerls, cJreABa Aa 6tge npegcrareno r4 cGorBerHoro
[I6JIHOMOTTIHO.

o Broplt.rr eK3eMnnqp ce cbxpaHrBa rGM AoKyMeHTaut rra Ha KnHHrrrIHoro
H3N'ITB HC-

I4sucrgase Ha rrpoMeHH B AoKyMeHTarIuflTa

2.4.1. EKKH Moxe Aa u3[rcKBa npoMrHa B qacr or AoKyMeHraqr4rra Karo ycJtoBr.re

3a r43roTBrHe HA OrIeHKa l,l r.r3AaBaHe Ha cTaHoBur{e
(CO[_06_$opnay mp _03 Zabelejka_NEW).

2.4.2. EKK[4 r{3rorB, nucMo c r,r3HcKBaHe 3a npoMrHa B AoKyMeHraur{rra, B Koero
ce nocoqBa:

. I,IMe H aApec Ha EKKI4

. flopeAeH rr3xoArrq HoMep H Aara Ha craHoBl,tqero
o lara ua [poBexAaHe Ha 3aceAaHrlero
o [ex.napupaHe HaJrr{quero uaHeo6xo4r.rlr.rrae rnopylr.l
. KoA sa nporoxona;
. HoMep AaAeu or erponeficra6ar,a AaHHLt (EudraCT)
. HoMep r{ Aara Ha 3arlBJreHlrero r,t ctntTcrBaulara AoKyMeHTaIIu,
. VMe Ha B63noxt{Tenr;

o Llueqasassurets
o (Dopruynup aHu u3ucKBat:au 3a npoMrHa B AoKyMeHTaqlirra
o lorytreHrlrre H c6A6pxaHr,tero, 3a Koero ce u3LtcRRa [poMrHa;
o Morunu 3a rl3ncKBaHara npoMrHa B npeacraBeHr4Te Aor(yMeHTH GJI XM,

ereMeHTH Ha npaBuJrara 3a !KfI, o6ocnooaaaqu ucKaHero oa npoltaua).
. tr4H0opMaruf,, qe cpo(a Ha npoqeaypara crr]ipa Aa reqe Ao [peAocraB.,rHe

Ha npoMeHeHaTa AOKyMeHTarIUr.
o flerurapaqur, ue EKKI4 pa6oru no nprrHrlraflr.lte Ha ffifl. floaflllc Ha npeAceAaren, sa EKKll/gauecrHrrK-npeAceAarenx na EKKI4
o Kolttcr.sra rJracyBa [r3rrcrBaHero Ha npoMrHa B aoKyMeHTatIu, cnen

pa3rnexAaHe Ha rIoAaIeHr.rTe AoKyMeHTlr 3a KJrr.tHr4rrHo H3[uTBaHe ]r
npoBeAeHo o6clxgaue.

crp.5 om
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ET'IL{HA KOM14C14ff 3A KNUHNL{H]4 USNUTBAHI4F

COl-l Ne 06: CraHoeilua Ha eTuqHaTa KoM14Ct49 3a KnnHUqHU U3rIUTBaH\AA

a

a

a

Ilpoexr Ha nrrcMo ce r,r3rorBfl or ceKperaps/texnuqecKx cbrpyAHHK B

cpoK Ao 5 pa6or:nu AHH or B3eMaHe Ha peureHr,re or EKKI,I.
Ilpoexrrr Ha rrucMoro ce flpeAocraBq 3a flperneA Ha 3aMecrHrrK-
npeAceAarerq Ha EKKZ u cne!,ToBa npoBepeHoro nrrcMo ce [peAcraBfl 3a
noAnuc or npeAceAatets/sauecrHuK-[peAceAarenfl Ha EKKI4. flprcuo'ro
sa EKKI,I ce lt3rorB, n 2 eAuarnu ex3eMfinrpa.

flognucauoro rrprcMo ce r43BexAa or ceKperaps / rexnnqecKrrfl cbrpyAHr.rK
u I erseNlnnrp ce BpbrrBa Ha 3arBrrrenr cpeqy noAnuc, cbrJlacHo AfIK u
BbrpeurHrr npaBnr.a Ha flelonoAcrBoro sa LIAJI. llpr,r nprunaHe Ha

rrbJrHoMoIrIH[rK Ha 3asBilTerfl cneABa Aa 6rAe [peAcraBrHo Lt

cboTBeTHoTo nsJrHoMorrlHo.

Bropr,rxr eK3eMrrnrp ce ctxpaHrBa KbM AoKyMeHTaWflTa Ha KJrr,tHHr{Horo

I,I3NI,ITBAHC.

Ilper HenpeAcraB{He Ha r,rcKaHara npoMrHa B AoKyMeHTarrlrflTa,
Kotrrucugta y$ilv3a cbc craHoBur{e Bb3 ocHoBa Ha nbpBoHat{arHo
[peAcTaBeHaTa loKyMeHTarlr.rfl .

a

a
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