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CbAbPxtAHI{B
Ha AOKyMeHTarIurrTa 3a yqacTrre B rrporleAypa 3a BT,3JrafaHe Ha oouecTBeHa

rropbqKa, cr,fJracHo qJr. 31, a,rr. 1 or 3OII

1. Penenze 3a orKpr.rBaHe Ha rrporleAypa 3a BT,3JIafaHe Ha o6ruecrBeHa nopbqKa --

B orAeneH safil.
2. O6ssrenr4e, c Koero ce orroBecrrBa orKpt4BaHero Ha npoueAypra - B orAeneH

$afir.
3. Texsuqecra cnequ(f lrKal4Lrfl.

4.Yrazarrur 3a rro,qroroBKa Ha o(beprara.
5. llpoexr Ha AoroBop.
6. Cnzcrr< Ha o6oco6eHr4Te no3r,rrlur4 rr HoMeHKJrarypvre - B orAeJren Safir

$oprr,rar excel;
7. O6paxlu Ha AoKyMeHrI{ - B orAeJIeH (pafil:
7.1. llpranox(eHr4e Nb 1.1 - 3aAbJrxr4Teleu o6pa:eq: Texnz.{ecKo rrpeAno}KeHrre tro

o6oco6eua rro3I4IILI.s J\b 1: KouqeHTparI,I 3a xeMoAranl43a;
7.2. flpuloxeHr,re }le 1.2 - 3aAbJrlrr.rrereH o6paseq: TexuuuecKo npeAnoxeHl4e rlo

o6oco6ena no3LIIII4s Ns 2: MeatauI4HcKIl vsl.elrus.3a xeMoAl4anl43a;

7.3. llpunoxeHpre Ns 1.3 - 3aAbJrxr4reren o6paseq: TexnuuecKo rrpeAnoxeHr4e rro

o6oco6ena rro3r{rlu{ Nb 3: Pa:reoprr 3a 4esuuQexqtrs.Ha xeMoApIanI4sHV anapururi

7.4. llpvloNeHr,re J\b 2 - 3aAbnxlrreJreH o6pa:eq: I-{enono rpeAJroxeHue,
cbAbpxarqo IlpelnoxeHrleTo Ha yqacTHI,IKa oTHocHo IIeHaTa.

7 .5. flputtoxenrre J\b 3 - 3aAbnxr4reJreH o6pa3eq: .{exnapaqkrs. ro qr. 59, ar. 1, r.
3 or 3axoua 3a MepKlrre cpeuy r43nrrpaHe Ha rrapv. llpe4cran.a ce npl4 IIoArII4cBaHero Ha

AoroBopa ga o6uecreeHa [opbr{Ka.
8. Crau4apreH o6pa:eq Ha e4vrnHnx enponeficKl4 AoKyMeHT 3a o6rqecrneuu

rropbqKrl (EEAOII) -v *zip Safin.
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TEXHI,IqE CKA CIIEUI4@MKAUI4fl

1. TEXHI,IqECKA CIEUI4OI,IKAUI4fl ro O6oco6ena ro3urrus Jlb 1:

Konqenrparn 3a xeMoAr{aJrr{3a

1.1 O6uu rr3rrcKBaHrrfl Kr,M KoHrleuTparrrre 3a xeMoArrLJrtrsa rro o6oco6eHa
ro3r.rquq J\b 1:

1 . 1 . 1 . [a orroBap{r Ha Lr 3t4 cKBaHuflTa Ha [upexruna 93 l42lEEC r4 rexHr4qecKara

AOKyMeHTaTI[r, yAocroBepeHo cr,c ceprr.ror.rKar or Horr'tsr.rrlr4parq opfaH r{ AeKnaparlkrfl. 3a

clb oTB eTcTBrre Ha M eArr rlr,rH cKvr lB [e lrr4fl ..

1.L2. [a ca npr{ApyxeHz or orrvcaHvre Ha xapaKTeplrcrl4Kr,Ire Ha npeAnafaHrrre
npoAyKTr{.

1.1.3. Bcsxanaprrr4a Aa e nprrApylKeHa or pa3perxeHr4e 3a rrpoAalK6a loarraprvr4a
nlutm aHaJrr,rrt4rreH ceprzftzxar, yAocroBepf,Baulll HaAer(AHocrra Ha (papuauenrurrHr4fl.

rrpoAyKT, KaKTo u npeuu3Hocrra npr4 nacrpofixa Ha xeMoAr4aJrrr3Hr4Te anapurur 3a

rrpoBexAaHe Ha KaqecrBeHa Ar,rafHocrrrKa.
1.L4. fia ca rraKerr'rpa:r'u v MapKprpaHr.r cr,rJlacHo vr3ucxBa:uvrflTa Ha 3MIzI u

TexHutrecKr4Te crreq[lbr.rKarlrrrr KlbM AoKyMeHTarI[sTa sa o6rqecrneHa IlopbqKa.
1.1.5. [a ce rpaHcrroprr{par crc ceprra(f ur\upaHlr. MoropHlr rrpeBo3Hrr cpeAcrBa,

upes o6oporHr{ craHAaprHrr eBpolaneru (sa [poAyKTr,rre, 3a Kor4To e upuroxuruo).
1.1.6. [a ca npor,r3BeAeHr.r caMo or (fapvaIcouefiHIa cypou4Hpr or Banv1ivpaHu

AocraBrr[qu (:a rucerz 6raxap6oHarHr4 KoHrIeHTparr4 3a xeMoAuraJrvr3a - ycnoBHr.r ]lb 1, 2, 3 z
4).

LI.7, Clxure 6uxap6oHaua 3a xeMoAlraJrrr3a v coJr 3a pereHeparlus Ha

fioHoo6ueuHrrre cMoJrv Ha oMeKorr4Ten 3a BoAa na ca [poI43BeAeH]r or JrlrueH3lrpaHr4

rlporl3BoAr,rTeJrr4.

1.1.8. Cporc 3a roAHocr Ha,qocraBeHr,rre KoHueHTparr4 3a xeMoArrNrv3a'. He no-
KpartK or 6 (urecr) ir,receqa or Aarara Ha AocraBKara.

1.2, Cnequ{urcar\ilu Ha KoHrleHTparrrre 3a xeMoArrailLr3a rro o6oco6eua
nosuqrs Nb L:

1.2.I. Hovreurc.uarypa J{b 1: AJIKAJIEH EI,IKAPBOHATEH KOHIIEHTPAT
3A XEMOAT,TAJITT3A (YCJTOBEH J\! 1):

1. Cr4rpxaHrre Ha HarpI4eB xllApofeHKap6onar - 84 gll.
2.[Io 6raororu.{Hr4r43rrvrrBanufl, ra orfoBaps ua Phar. Eur. 2009:
-o6rqo uuxpo6no qucro - ro-MaJIKo or 100 CFU/m1;
-6arcrepuastHr.r eHAoroKcr{Hr4 - no-MaJrKo or 0,25IUlml.
3. Vlulusugyur:ntr orraKoBKr. - ceprurfuqvpaur peul4Knl{pyeMlr eAHoKpauru PVC

6yrnmu or 6 mErpa.

l.?.2. Houreurcrarypa Ne 2: AJIKAJIEH EI,IKAPEOHATEH KOHUEHTPAT
3,{ XEMOAT{AJrr,r3A (YCJTOBEH J\} 2):

1. Cr4rpNa:uvre Ha Harpr4eB xr.rApofeHKap6ouar - 84 gll.
2. .CsgrpxarrneHaHarplreB uaocyrQar- 10 g/1.

3. llo 6uonorrurHlr r43rrr.rrBaHkrs. ra orroBapfl Ha Phar. Eur. 2009:
-o6rqo rurarcpo6no qrcno - ro-MaJrKo or 100 CFU/ml;
-6axrepr.rarHr,r eH,4oroKcr4Hl{ - [o-MaJIKo ot 0,25 IU/ml.

3
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4. W:r.I;unuI'yurukr orlaKoBror - ceprr4(br.rqvrpa*kr peqrrKJrr{pyeMr4 eAHoKparHr4 PVC
6yrnnru or 6 Jrr{rpa.

1.2.3. Hovrenr<.rrarypa 
^& 

3: CVXA EI,IKAPFOHATHA CyFCTAHIImfl 34
XEMOAI,IAJIII3A:

1.Cr4rpx<aHrre Ha Harpr4eB xr.rApofeHKap6oHar - 84 gll.
2.lIo 6uororuqnr4 r.r3rrr4rBaH:afl Ia orroBap{ na Phar. Eur. 2009:
-o6rqo rvrurpo6no qr4cJro - no-MaJrKo or 100 CFU/ml;
-6arrepualHr{ eHAoroKclrHr4 - rro-MaJrKo ot 0,25IU/ml.
3. Aa npeAocraB-sr rtr'rHo r,r3pa3xoABaHe Ha KoJrr{qecrBoro cyx 6urap6oHar e

OIIAKOBKATA

L2.4. Houeruc.rrarypa Nb 4: Ktr{CEJI EI,IKAPEOHATEH KOHUEHTPAT
3A XEMOArrAJrrr3A (yCJTOBEH Nb 1):

1. froneH cbcraB cneA cMecBaHe r4pa3pex(AaHe, KaKTo cneABa:
K - 2,00 mmol/l
Ca- 1,75 mmol/l
2. .llo 6zonoru.{ur{ r43rrr,rrBaHnfl Ia orroBaps na Phar. Eur. 2009:
-o6ruo unxpo6no qrrcrro - ro-MaJrKo or 100 CFU/ml;
.64xrepuanur,r eHAoroKcr,rHr4 - no-MaJrKo ot 0,25IUlml
3.. Vlu4usuAyanHrl orr aKoB Kt4 - ceprn $ raq up an:z p erlr4 Knr{pyeM r4

6yrumra o:r 5 -marpa.
1.2.5. Honenrcrarypa J\b 5: KI4CEJI EI,IKAPEOHATEH

3A XEMO llnl^J'JtZA (ycJrobnn J\} 2):

_1,, 
Llouen cBcraB cJIeA cMecBaHe v pa3pexAaHe, KaKTo cneABa:

K - 3.00 mmol/l
Ca- 1,50 mmol/l
2.-llo 6rzororrrHlr rr3rrr,rrBaHLrfl Ia orroBaps na Phar. Eur. 2009:

=oQttlo 
urar<po6uo qrrcJro - rro-MaJrKo or 100 CFU/ml;

;baxrepualHu eHAoroKcr,rHLr - rro-MaJrKo or 0,25IUlml.

_ ?:Wugun,ugyilJlHl4 
orIaKoBKI4 - ceprn$zqupaHrr peqvKnupyeMr4 eAHoKparHz PVC

oyTr4JrKr{ oT ) -nr{Tpa.
1.2.6. Houenrcrarypa j\b 6: KLICEJI EIIKAPEOHATEH KOHIIEHTPAT

3A XEMO[jd'AJLI,43A ffCIOBEH Nb 3):
1. IzIoneH cbcraB cJreA cMecBaHe r{ pa3pexAaHe, KaKTo cneABa:
K - 3,00 mmol/l
Ca- 1,75 mmol/l
Glukose - or 5,00 .qo 6,00 mmol/l
Mg- 0,50 mmol/l
2.fIo 6uororuqru4 r43rrr.rrBaHws.Ia orroBapr na Phar. Eur. 2009:
-o6uo nrur<po6no qtacro - rro-MaJrKo or 100 CFU/ml;
-6axrepuarHr.r eHAoroKcriHr4 - [o-ManKo or 0,25IUlml.
3.VI:n4vrsu4yurr^kr orIaKoBKI4 - cepruSuqvpankr perlr4Knr4pyeMr4 eAHoKparnz PVC

6yrzmu or 5 rzrpa.
l.?.7. Hovreurcrarypa j\t 7: KLICEJI EI,IKAPEOHATEH KOHUEHTPAT

3A XEMOAI,I$JII,I3A (yCJIOBEH J\b 4):
1. 

-I4onen 
cbcraB cJreA cMecBaHe r{ pa3pexAaHe, KaKTo cneABa:

K; 3,00 mmol/l
Ca,- I,75 mmol/l

eAHoKparHu PVC

KOHUEHTPAT
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Glukose - or 5,00 Ao 6,00 mmol/l
Mg- 1,00 mmol/l
2. fIo 6uonornqukr r4srrurBaHvrfl, ra orroBap.rr Ha Phar. Eur. 2009:
-o6qo MI4Kpo6Ho lII4cJIo - ro-MaJIKo or 100 CFU/ml;
-6arrepuarHr4 eHAoroKcI{HI,I - ro-MaJIKo or 0,25IUlml.
3.Vht4usuryurntr onaKoBKLr - ceprra$uqvpa:nr peur{Knr{pyeMl,I erHoKparnu PVC

6yrurxu or 5 nl4rpa.
1.2.8, Hourenn.rarypa J\b 8: KIICEJI EI4KAPBOHATEH KOHIIEHTPAT

3A XEMOAI,IAJII43A (YCJTOBEH J\b 5):
1. froneu ctcraB cJIeA cMecBaue Ir pa3pexAaHe, KaKTo cneABa:

K - 3,00 mmol/l
Ca- I,25 mmol/l
2.fIo 6pronoru.IHl,I Id3rll4rBaHvrfl,Ia orroBapt ua Phar. Eur. 2009:
-o6rqo vzrpo6uo qvcno - ro-MaJIKo or 100 CFU/ml;
-6aruepvarHll eHAoroKcIzHLI - ro-MaJIKo or 0,25IUlml.
3.VIn4usuAyanHa orraKoBKpr - ceprra$zqkrpanu peIII4KnI4pyeMLI eAHoKparnz PVC

6yrunrra o:r 5 nurpa.
1.2.9. Houenrcrarypa l\b 9: COJI 3A PE|EHEPAUI'I.fl

TZOTTOOSMEHHUITE CMOJII,I HA OMEKOTI,ITEJI 3,{ BONA 3A
XEMOAI,IAJItr{3A:

1. Conra Aa 6:,,1e xlrMrzr{ecK[ urzcra/SaprvraxoneftHa, c r{Ircrora Iro-foilaMa or 99

% (aenerlecei u AeBer upoqeura) - Aa orroBapflHa Il3I,IcKBaHI,Itra rocouenLr e Phar. Eur.
2005. _

2.. Co ma ra 6rre ra6nerzpana.
3, VlulusuAyanHlire oTIaKoBKLI Ia 6r'aar or 25 rr.

2.-TEXHI,ITIECKA CIIEIII,IOI,IKAIIII.fl ro O6oco6ena nosuqua Nb 2:
MeAuuuncrtra. usAerufl 3 a xeMoAtralrn3a

2.1. O6qu r{3rrcKBaHufl KT,M MeArrrlrrHcKrrre rr3Aelrufl, za xeMoArraJrlr3a rlo
o6oco6ena rjo^:uuun J\b 2:

7.1.J.,{a 
orronap-tr Ha I,I3I,IcKBaHI4sraHaqr.82, al. 1 or 3MI4, Karo I4Mar:

-.n_aHeceHa "CE" uaprrlpoBKa B cborBercrBr{g c I,I3I4oKBaHI,IflTa:r'a qn. 15 or 3MIzI;

-.-HaHeceH napua4eu/ceplreH HoMep Bbpxy orraKoBKI4Te, Koraro e [puno]Kl4Mo;
,'..L,

.-Ji.gneceu u,4eurr,r(puxaur{oHeH HoMep ua noru$nl1'krpalukrs. opraH rlo qn. 63, ax 4

or 3MI4, rcoifito rporleAypure, orpeAeJreHra B nape4lure ro r{JL 18 or 3MI,1, I43I{cKBar

HaHacflHeTo,My;

_;-i,4aueceHr,r HalrMeHoBaHr,re v a4.pec Ha ynpaBneHlle Ha npol43Boll4terfl. uluru
-lr:)Ce 

-
yrrlb nH o M o Ir{eHI,I fl rlp eAcTaB I4Te JI I,I B H O CkI Te JLU ;

e r{Hcrp}Krlvrs. 3a ynorpe6a, c lr3KrroqeHrre Ha a3ryelrvsra. 3a KoI,ITo roBa He e

rrpeABLrAeHd e gaKoHa. B cly.rarare, Kofaro r{HcrpyKulll{Te 3a ynorpe6a ca Ha qy}KA e3I4K,

cbrqlrre rpxbba Aa ce nMar npeBoA na 6urapcKl4 e3I{K.

2.1.2. Cporc 3a roAHocr Ha AocraBeHr,rre MeALIIII4HoKI{ kr3ryelrvIfl:. He no-rparrx or
60 % (urecr4e.cer rlpoqenra) or o6u\us. cpoK Ha roAHocr B MoMeHTa Ha AocraBKa.

2r2. CueqnQunaunu Ha MeAr{rIr{HcKr{Te A3Aeruq 3L xeMoArraJrrr3a rro

o6oco6ena nosuqus Ne 2:
2.2.L. Houenrc.rraryprr or J\b 10 ao l\b 13:
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KAIInJ.fl PHI'I ilVIAJIILSATOPI4 3A. XEMO ]IVIAJM3A cr c crHrerrrqHa
roJrrrcyJr+oHoBa MeM6paHa

l. [a ca 3a eAHoKparua ynorpe6a - crepunHr.r, crepuJrprsr4paHu rrpe3 BbrpelapoBa
cTepprnr,r3arlr{fl.

2. Ia ca KalI,IJItpHIl, I{3rpaAeHI4 or c?rHTerr4r{Ha nonficyn$onona MeM6paHa
Koprryc oT nonr{Kap6onar.

3, [aca c 4o6pa 6uocrsNrecrrzMocr r4 arr[poreHHocr.
4. ila 3aAcpxar e$exrunno eHAoroKclrHr{Te.

5. ,{a ue [peAI,I3BI{KBar aneprLtqHv peaKrlr4r4 y rrarlr4eHTr4Te v rrpypr{Tyc.
6. {a ocraryptBar orJII4qHo orcrpaHrBaHe Ha HrzcKoMoJreKynHr{ cy6cranguu.
7, fiaus4rp]Kar rpaHcnaeu6panno HaJrrraHe ao 500 vrl/Hg.
8.'Aa ce npeAnarar c neo6xoAr{Mr4Te aKTLrBHrr noBbpxHocrr4 rroAxoAflrwr 3a

pa3nI,IqHr,ITe rrarlrreHTrl - 1,3 xn.ru; 1,6 xn.n; 1,8 r<n.u; 2,0 xn.ru;
9. laca c MrirHr.rMaJreH KpbBeH o6eu Ao 100 un.
10. [a ca c BI4coK KnlrpbHc 3a HIrcKo I,I cperHo MoneKyJr{puu cy6ctaHrlr,rr4 c

aAeKBareH roeSuqraenr Ha yJrrpa(f ranrpaqua.

- 11, Aa ca c BI4coKa aHTI,ITpoM6oreuHocr, Ilo3BoJrsBarqu r43rroJl3BaHero Ha MaJrKr.{

4osra Xenapran.

tZ'. Aa uvrat guzafrn u crpyKTypa, rro3BonrBarua onrrzMaJrHo 3arrbJrBaHe c

AI,Ianr43eH pa:rnop 6eg uaru.rue Ha Herz3noJBBaeMpr rrpocrpaHcrBa.

_2,2,2. Honaenrc.rraryprr or J\b 14 ao Nb 15:
KAfII,IJtflPHpI AIIAJIII3ATOPI,I 3A XEMOAI,IAJIPI3A c xerrrrKcoH

vreu6pana .,

J. .{a ca 3a eAuoKparua yuorpe6a - crepunHrir, crepunttazrpaHkr qpe3 BbrpenapoBa
crepurusaqlx.,

2.',r(a ca Ka[I4nrpHLr, r43fpaAeHv or xeJrr.rKcoH uenr6paHa, Kopnyc or
norurap6or[ar.-.

,, - 3-.[a ca c 4o6pa 6zocrsNaecrlrMocr r4 arrr4poreHHocr.
4. [a sagrpNar e$exu.rBHo eHAoroKcr,rHlrre.
5i.{a ue rpeAIz3BI4KBar aneprurrHr4 peaKrlprkry nar\kreHrrrre r4 rpypr4Tyc.

. 6* A ocllryptBar orJII{trHo orcrpaHrBaHe Ha Hr4cKoMoneKynHlr cy6crauquu.
7. fiauzarpxar rpaHcueira6pauno HairrraHe ao 500 nrl/Hg.
8..4a ce npeAJlarar c neo6xoAI,IMI,ITe aKTuBHrr noBtpxHocrr,r noAxoAflrr\u 3a

pa3nuqHl,rre rrarlr{eHTu - 1,4 rn.v. u 1,8 r<e.rra;

f .ila ca c Mr.rHprMaJreH KpbBes o6ervr ao 100 vrn.

10. Aa ca c BLIcoK KnI4pT,Hc 3a Hr,rcKo pr cpeAHo MoneKyn{pnu cy6craHrlr,rr4 c
aAeKBareH roe(paqzeur Ha yJrrpa@unrpaqua.

I 1. 
'{a 

ca c BI{coKa aHTlrrpoM6oreunocr, rro3BoJrsBarrlrz r43rroJr3BaHero Ha MaJrKr4

4osu Xenapun.
72.'. fla utv'at gusaitu u crpyKTypa, [o3Bon-[Baula o[Tr{MaJrHo 3an6nBaHe c

Auranu3er pa3TBop 6es uanu.r[e Ha HertrroJr3BaeMl4 rrpocrpaHcrBa.
2r?,4, Homenr<.laryprr or l\b 16 ao 18:
IIEHTPAJIEH BEHO3EH KATETbP
1,.. [a e 3a eAHoKparua ynorpe6a - crepr4neH.

?.Aa e c 4o6pa 6zocreNaecrrzMocr rr arrr4poreHHocr.
3'.'[a e AByrryMeHeH.
4. [aorfoBapr na pa:rraepa 12F
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5, Crorseren A[aMerbp Ha aprepr4aJreH 14 BeHo3eH nbr 1,5 vrnu l,6ruu.
6.[a 6rAe c AIJIXI,IHa 15, 18,20 crtr, c IIeJI Karerr4pr43arlLrs.Ha BeHa (beMopaJrvrc,

cy6rclanua r4 rorynapuc r,rHTepHa.

7 , fia ce [peAnara B cer 3a Karerr4pl43arlr4r, BKJrrorrBaq:

- rryHKrlrroHna Lrrra 18 G x 7 crn;

- BoAaq J.035 x 70 crr,r;

- cbAopa3rrrr4pr.rren (4znararop) l2F x 14 cvr;
- cKanflen;
- cnpLrHrIoBKa 10 cc.

8. .{a ne ce [peqyrBa.
9. Aa 6r4e reprvroceucu6ureH or rronuyperaH a npkr reJrecHa reMneparypa ra ca

MEKPI II OI"bB.,O.OMI4.

10. [a no3BoJrrBar [oryqaBaHero Ha KpbBeH [e6krr, AocrarbtreH 3a

npoB exAaHeTo Ha eS exrunno Ar,raJrrr3Ho rerreHue.
I 1. [a rpaBMzpar MprHzMr]JrHo rleHTpanHr{s BeHoseH cbA, B xofiro ca rocraBeHrr.

L2,Ia ca peHTreH - rro3ktrkrBHlr.

2.2,5. Horuenrc.naryprr or J\b 19 ao Nb 21:
AY O I{CTyJIHI,MI JtVr 3A XEM OAr4AJrr43A
L'[a ca 3a eAHoKparna ynorpe6a - crepr.rnHr.r.

?'. .,4" ca [poIl3BeAeHI4 or Marepr.raJr, rro3BoJr.flBaxr go6pa 6uocr,sNdecrrrMocr c
KpbBTa Ha rraupreHTa.

3. ptpxonere Ha I{fnr.ITe Aa ca c ocrpr4 pexeuIl rroB:bpxHocrrr, ocr4rypflBau]r4
6es6oresueHo rrpoHr,rKBaHe.

4. Kpawtpla Ha IrrJIaHfa Ha vrilvrre Ia ca cbBMecrr4Mu, ao6pe a4ailTnpaHu c
Kpal4lrlara ua AV .4I,IaJILI3HI{Te clrcreMlr, rroJr3BaHrr B orAeJIeHI,Iero 3a xeMoAl,Ianrr3a, Karo
crbqreHrBaHero-r4M .qa 6lAe 3ApaBo .rpes pe:6a.

5,_I4pnure rprr6sa Ia caB KoMrrJreKT:

- aPTePvaJIHa, Ko.f,To I.a}'IMA oTBOp Ha pexeqaTa IIoBBpXHocT;

- B-eHo3Ha 6es ornop;

= Ad LIM1T IIpOAIIa3HI{ I{IIIKLL

Q. E" ce npeAnarar B pa3Jrr.rtrHu pttsMepz croper nyMeHa Ha pexeqara
rroBbpxHocr --15 G, 16 G, 17 G.

7;.Aa ca cna6AeHLI c rroABlrxHra (nrprxrqra), qeeruo KoAr,rpaHr4 Kpr{nqa (uepneuo
:a aprepuanna. u cr.tHro 3a BeHo3Ha rarna).

2.2.6. Houeun.narypu J\b 22 u J,{s232

AI4AJrr43 HI4 C I4 C T EM I4 (XEM O II,IHVTV)
L.'[a ca 3a eAHoKparua ynorpe6a, crepvrrnur.

.2..[a ca 6egonacHuv recHur 3a r{3rroJBBaHe,

3. fla ca B KoMrrJreKT - aprep]ranHa r,r BeHo3Ha xeMoJrr4Hr4r.

, 4..[a r.rMar BeHosna uu(fysuoHHa cl.rcreMa.

. 5. BcsKa Irnnvrfl pLavv'a [peA[a3Ha KalarrKa 3a KoHeKTopr4Tg Ha ruurtr3anopa
6, AprepuanH ara cr,r crerra a (xeu ol urtur^) ra nMa:
- KorreKrop (nrs4ynreu uopan);
- rrpeArra3Hr4 KJraMrrr{ KbM KoHeKTopa (Bb3AyrrreH qopall);
- _nopT 3a I4HnteKTI{paHe c lrpefpaAKa, HecbAbpxaua JraTeKc vr 3arJ\krTa Ha

rrpscTr4Te; .

. - 7, Beuo3Hara cr.rcreMa (xenoruuzr^) aauva:
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- KoHeKrop (err4yueu qopan);

- IIpeAIItil|HLI KJIaMIII'I KT,M KOHeKTOpa;

- AOrrbJrHr{TeJrHo oTBexlla}Ie 3a BeHo3Hrrs AaTqr,rK 3a 3arur{Ta;
- rropT 3a r{HXeKTr,rpaHe c [pefpaAKa Hec:bA:bpxarrla JraTeKc 14 3arrlr4Ta Ha

rrpbcTr,rTe.

8. Aa r4Mar ycrpoficrno 3a cBbp3BaHe Ha aprepvarrnura r4 BsHo3Hara cr4creMa 3a

06e3Bb3AylraBaHe.

9. [a ca c Ao6pa 6uocreNaecrr.rMocr I4 anplporeHHocr.
10. [a ca cT,BMecruMr4 c :r.urvqHlrre Auilrugnu anaparv B orAeJreHuero

Fresenius 4008/S.
11. Benosnnfl't lr aprepr.raneH Kpafi Ha xeMoJIIrHI4ktre Aa 6rAar cHa6AeHu c

foJreMr,r KJraM'frr4 c rlen [peAIIa3BaHe Ha rIaIIueHTI4Te oT Bb3AyIxHa etvr6orufl.
12, Kru KoMnJreKra ravMa rop6a 3a eBaKyauuflHa SzsuorornqHz{T pa3rBop B

xoAa Ha rrpoMl{BaHe Ha clrcTeMrrre.
13. [a 6rAe o6osHaqeH B:brperrrHr4rr ArrirMerbp Ha rroMneHr'r.f, cerMeur (8nrna) u

Ar,raMerbpa Ha. BeHo3Hr4r rropan (30 uu 3a HoMeHKnrypaNp22 u22 w,r 3a HoMeHKnarypa Nl
23).

2.2.10, Hoprenxrarypa Nb 24:
AHTIIEAKTEPI,IAJIEH OIIJITbP
l. Ia Mofar Aa ce npvcbeAr.rHrBar KT,M Diafix 3aKnror{Barrlata cvc"reMa Ha

anapura
rrpalrr4cr Auarrv3eH pa3TBop (eHAoroKcr.rHu <

aHll
IOCTTa U KaqeCTBaTA CVr B npOA:bDKeHVe HA

. p.r4aJtur3:u:a rporleAypu, npk 4esran$erqzr c
npenaparr{ g1,auna sa Puristeril 340 (repoqerHa xracerraHa), Diasteril (xr,r4poxcuorlerHa
r<uceruna) u Sporotal 100 (uarpzeB xr,rroxJropu4) sa MI,IHITMyM 11 noqucrnarrlr4 rIr4KT,Jra.

5. [d rarvrar $r,rnrpaqraouua cnoco6Hocr > 5 mllmin.mmHg
2.2,11. Horuenrcnarypa J\! 25:
YJITPAO I,I JIT b P AHT I,IE AKT E P I,IA JIE H
1. ,{a uorar Aa ce ttpucbeArzHflBar KT,M 3aKJrroqBarlara crzcreMa Ha anapura
2..Ia rro3BoJrrBa rrpr4rorBrHe Ha yJrrparryrcr [vaJrr43eH pa3TBop (eu4oroKclrHr4 <

0.03 IU/ml, 6poit uzrpo6n < 0.1 CFU/ml)
3 . [a r,rMar nonrcyn(f ouorra iraerrr6panra

4. Mervr6paHnTe Aa cr,xpaHqBar rlenocrra r4 KaqecrBara cpr B npoAbJrx(eHvre Ha

uoue 12 ceAMrrrlu eKcrrJroarauus. Lrrv 100 6p. ruurlr3nu tlporleAypv, rrpkr 4esuu$exqux c
npenaparr4 C-l.eanCart A (Harpuen rcap6ouar anxu1par) ulutm eKBr{BrrJreHr z CleanCart C
(rurruonena gLlceJrr,rHa aHxr,rApar na npax) uIntu eKBI,IBaJIeHT.

!. [a uuar (frznrpaqraouHa cnoco6uoct ) 5 ml/min.mmHg
3... TEXHIIqECKA CIIEIII,IOI,IKAIII,Ifl ro O6oco6ena ro3r.rquq J\b 3:

Pasrn opu r { geuHQ eKrluq Ha xeMoAr{aJrrr3Hrr anap arr{

?.!. O6rqr rr3rrcKBaHr{s Kr,M rlperraparlrre 3a geunr[ercqur Ha
xeMoAr{aJrr{3Hrr alaparu uo o6oco6ena noguqus Nb 3:

3:1.1. ,{a crornercrBar Ha z3}rcKBaHkrflTama firapexruna 931421 ECC.
3,7..2. Cpor 3a roAHocr Ha AocraB{HI4Te rrpelaparr{ 3a rrorrr{crBaHe a

4esrau(ferqnq: He ro-KparbK or 12 (4naHa4ecer) ueceqa or rarara Ha AocraBKara.
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. 3;2, CuequQurcaquu Ha rlpe[aparrrre 3a Ae3rrHQeKur{s Ha xeMoAr{aJrlr3Hrr
arraparld rro o6oco6eHa rro3rrrlufl J\b 3:

3,2,1. Houennlarypa Ne 26:
NPETIAPAT 3A OTCTPAIIflBAHE HA OP|AHI4IIHII OTJIATAHI,I.fl,

MA3HIIHII I,I IPOTEI,IHI,I OT OJIyI,IilHVtfl KPbr HA AIIAPATA 34 IVILII/ISA
/crel{ecruM c arapar 3a xeMoAnailv3a AK98/

I.[a npeAcraBJI{Ba pa3rBop B KoHrIeHTpr{paH Br,rA Mr,rHr4Myu 13 rpaMa Harpr4eB

KapooHaT aHxr{Ipar Ha rpax,
2. [a r4Mar crroco6nocr xru 6uopa:rpaAr,rMocr.
3. ,{a uoNe Ia ce ynorpe6xna n rvurvr3lnvr Marrrr4Ht4 - Aa He yBpe)KAa

x14ApaBnYKaTai'

3.2,3, Houennlarypa J\b 27:
TIPEIIAPAT 3A OTCTPAH.flBAHE HA KAJTTIVTEBVI tI MA|HE3I4EBI4

yTAIZKI4 OT aJlvl4!.}J.vlfl, KPbI HA AfIAPATA /cbul{ecruM c arapar 3a

xeMotruaJrrrsa AK98/
f . ,{a npeacraBJr-f,Ba pa3TBop B KoHrIeHTpr,rpaH Br.rA Mr4Hr4MyM 32 rpawa irr4MoHeHa

Kr,rceJrr4Ha q.4+!rapaT Ha rrpax.

? . Aa LrMar crroco6Ho cr r<ru 6uopasfpaAr4M o cr.
3....r{a Moxe Ia ce ynorpe6xna n 1naJwrs:r'vr MaLrrkrnlr - Ia He yBpe}r(Aa

xra4pauurara..
1,?J. Honaenrcrarypa J\b 30:
TIPEIIAPAT 3A AJIKAJIHO

(oEE3MA3.IIflBAHE)
1. !a upeacraBJlflBa pa3TBop B KoHrIeHTpvpaH BkrA.

2,'[a Moxe ra ce ynorpe6ma n Alr.zuru3Hu Marfvrnvr - Aa He yBpe]KAa

xr,r.4paBnprK4T?,

3. Axrunnara cy6cranqvfl. Aa 6rAe na 6azara Ha Harpr4eB xr{roxJropua Q.JaClO) c
aKTr4BeH xJro.p,-He rro-MaJrKo ot 3.50 %o.

4,-Cnea pa3pexAaHe c BoAa 3a 1.v'zurv3a B c:borHorrreuue 1 :34 npu reMneparypa
37 rpagycq_.C, aa prMa raparrI4paHo (fyuruqra4no, 6arrepurlr4lHo, ry6epr<ynoqrrAHo a
nnpycnql,r4uo (n r.u. xerrarr,rrkr BIC u HIV) aeficrBr4e, rpr rperr4paHe ox. 15 rraun.

: it.c 5, Aa crarpxa HarplreB xI,IApooKIzc Q'{aOH) to I Yo.' -' 6. Aa6rrc cralutrusupan.
7. Aa 6r4e nucxo JrerJrrrB u c peAyrlupaH Mr{pktc.

. 8. Aa 6rae sry6u c BMecrrMocr or 5 ao 10 n.' 3.2.2.HoleHKirarypa l\b 31:
IIP.EIIAPAT 3A TEPMPITIHA XI4MIqECKA

tI oq,I4cTBAHE I,I AEKAJTIIU OTTKATIUTI
AE3I,IHOEKUI,Lfl,

1. [a upe4craBJrrBa pa3TBop B KoHrIeHTpvpaH BvA.
2'.' fia Moxe Ia ce ynorpe6xna n IuaJrLr3HLr Marrrr.rHr.r - Aa

4ugpavrru4ui4,' 3. Alcrr,Ieuara cy6cranqvfl. Aa 6rAe na 6asara Ha JrHMoHeHa Kr4ceJrr4Ha (C6H8O7)
r4Jrr4 x4Apq5gr4grlerHa Kr,rcenr4Ha.

4. 
'Cnea 

pa3pelKAaHe c BoAa 3a Avruru3a B cborHorrrenue 1 :24 npu reMrreparypa
q4'C KoHIIeHTpauus Ha cy6cranqrama Aa e rapaHTvpaHo AocrarbqHa 3a
crropo epzIII4AHo, ry6epxynolll4AHo prBLrpycw\ra4uo (n r.r{, xerrarrrruBlC n HIV)

XPIMPIIIECKO IOqLICTBAHE

He yBpelrqa
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AeftcrBr.re, pa:rrBaptHe Ha KpbB r,I cI4JrHo r{3pa3eHo AeKanUupaHe B AIraJII43arHoro oOpbtqeHlle,

lpr.r eKclo3rtrrllrfi oK. 15 uuu.
5, fiauwa Heron.f,Ma JIerJII,IBocr Il peAyu[paH MI{pIac.

6. .{a ue cbAbpx(a zul4exlz,rv.

7 . fia 6r5e 6nopasrpa4uvro,
8. Aa 6rae B ry6LI c BMecrlrMocr or 5 ao 101'
3.2,3. Houenr<larypa J\b 32:
TIPEIIAPAT 34 CTYAEHA XI,IMI,IIIECKA AE3I,IHOEKIII4.fl 14

AEKAJIIIIIPAHE
1. [a upe4craBr.f,Ba pa3rBop B KoHueHTpvpaH Bu4..

2. Ar<rreuure cbcraBK 14 Ia ca na 6asara Ha nepollerHa KI4oeJII,IHa CH3 COOOH.

3; -CleA pa3pexAaHe c BoAa 3a [varrv3a B cr,orHollreuue 1 :24 npu reMrleparypa

37oC KoHUeHTparIr.rflTa Ha aKTrrBHara cy6craHqur Ia e rapaHTupaHo AocrarbqHa 3a

uHaKTuBarILrg.Ha cnopz, 6arrepuu, Br..rpyckt (n r.u. xeIIarLITIr BIC u HIV), npl{ Tper}IpaHe oK,

10 uuu., KaKTo LI AeKanqupailIll csoftcrna.

. 4., Eq LIMa HeroJI{Ma JIerJII,IBocr I4 peAyllupaH Herpl4sreH MI'Ipuc.

5. [a uirrar cnoco6Hocr KBM 6I,Iopa:rpa4l{Mocr.

6. .Aa MoN(e Ia ce ynorpe6rna n 4vurtr3Hpr MarJfvrlnla - Aa He yBpelKAa

xra4pauurdpd,
1",'[a6'src sry6u c BMecrLIMocr or 5 ao 10 n.

:'.

::.
,.. ,,j yKA3AHVTfl,3ATIOITOTOBKA HA OOEPTATA

1. [oAroroBKa Ha o{eprara:
1.1. IIpu rroAroroBKara Ha o$eprrare yqacrHktqure ca AJIrII(HI{ Aa c[a3Bar

H3rrcKBaHlrflTa Ha Bb3Jroxlrrenr. O(feprara cneABa Aa orroBapfl, Ha u3LrcKBaHI4flTa, nocoqeHlt

B perrreHr,reTQ,_.o6xnnerurero r4 AoKyMeHTarILrflTa 3a yr{acrue B npolleAypara v Aa 6tAe
o_$oprvreua no npuno)KeHrrTe KbM AoKyMeHTaIII4sTa O6pa:qn, KofaTo ToBa ce I43I4cKBa,

Orronopuowta za [paBprnHoro Bb3rrpueMaHe Ha AoKyMeHTar\vrfl'Ia 3a yqacrve ce HocI4

eAI'IHCTBeHO.,OT -yqacTHI,IIII4Te.

1.2. O$eprure ce Lr3forB.flT na 6urapcKkl e3I4K. [or<yruenru, KoI4To caHa qyrtA

e3r,rK ce npe4itanxr I,I B rIpeBoA ua 6urapcrcu.

l.?. Ao r,r3Tr,rrraHero Ha cpoKa 3a rroAaBaHe na oQeprvre, BceKrI yqacrHt4K MolKe

4a npoueuu, .qa.qonrIrHn vltv Aa orrerJll{ o(peprara ca.

1.4, Ilpe4craBflr{ero ua oSepra 3aAbnxaBa yqacrHl{Ka Aa npLIeMe HaIIIJIHo

BcI,Ir{Krd r,I3I,IcKBaHHfl rI ycJroBl,Lfl, rrocorleHl4 B pellreHr,reto, o6rnneHl{ero n AoKyMeHTarryflTa 3a

)4racTr,re B rlpolleAypaTa.
1.5. Bceru yqacrHr4K B rrporleAypararruanpaBo Aa npeAcraBlz caMo e4Ha oQepra,

1.6. Jluqe, Kogro 1nracrBa e o6eAzueuue uru e Aano c:bfJlacue Ia 6rp:e

rro.4r43rrbJIHpITeJI Ha Apyr yqacrHI,IK, He Moxe Aa noAaBa caMocro.f,Tenua o$epra.

,.!..7.B npoqe4ypa 3a Bb3JraraHe na o6uecrBeHa rlopr,qKa eAHo Qzsnveclco ulu
roprzALrrr.ecKg.nl{qe Mo)Ke Aa yqacrBa caMo B eAno o6eAuHeHrle.

i,8. Cnrpsanv rrr4r\a He Mofar la 6r4ar caMocrosrenHll yqacrHI4III{ B eAHa LI

c5rua upoqegypa. llol "cetp3anz ruqa" cneABa Ia ce I{Ma npeABI4A olpeAeJleHl4ero no $ 2,

f. 45 or AB qa 3On.

1_0
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1.9. Y.{acruuqure Mofar Ia ce rro3oBar Ha KanaIIrITera Ha rperl4 rlr4rla,

H93aBI,ICIIMO OT npaBHaTa Bpb3Ka Me)KAy TtX, IIO OTHOIIIeHI4e Ha KpI'ITepI4vITe, cBT'p3aHI4 c

I4KOHOMI4TI9CKOTO 14 sr,rUaUCOnOrO CT,CTO.rrHr4e, TeXHr{qeCKr4Te CIOCO6HOCTI4 Vl

npoQecrroHatntata KoMrrereHrHocr. 3a rperure JII4IIa ce ilprlnara.{r. 65 or 3OlI.
1.10. Y.racrHrlrlr.rre rrocoqBar B o(Deprara ckr troru3n:bJrHrireJrvrre rr Aena or

lopbrrKara, KoftTo rrle I4M Bb3Jroxar, aKo Bt3HaMep.tIBar [a Ir3IIoJI3Bar ra:r.vrBa. 3a

rroAr43rrbnHrardlr,rre ce Ilpl{nara ,il. 66 or 3OlI.
Hesaeracplldo or Bb3MoxHocrra 3a I,I3noJI3BaHe Ha IIoAI43IIIJ]HVTSIIr

orroBopHocrra 3a r,r3rrbJrHeHr4e Ha AoroBopa 3a o6uecrnena [opbr{Ka e Ha I{3IIT'JIHI'IreI.a.

Btgloxrarelsr HqMa Ia r43BbprxBa AI4peKTHI4 pa3nnarqaHl4q c

II OII,I3 TI5 JIH V TE JII4TE.

i.1i. V.racrnuqure Mofar Aa nocorrBar B olbeprllTe cu rznQopruaql{.r, Kotro
cMf,Tar 3a :KoH0vAeHrlrzanHa BbB BpB3Ka c HaJrr4qvero Ha rt,proBcrca rafrna. Koraro
yqacrHuuure -ca ce rrosoBaJrr4 Ha KoH$r4AeHrILranHocr, cborBerHara I4HOopMaIII4q He ce

pa3Kpr{Ba or Bt3Jloxvrrerrfl., Yuacrnuqure He Mofar Aa ce no3oBaBar na xonQu4eHIII4aJIHocr

rro orHorrreur,re Ha rrpeAJrolxeHyrflTa or o(peprure IrtM, Koliro noAnell(ar Ha oueHKa.

1."12. Bcra.{KLr AoKyMeHTu ce [peAcraBtr B opllrlrHan I4iIt4 KoIII4t,3aBepeHu or
yqacrHprKa c 'lBxpHo c opr4rr,rHaJra". ,{exlaparlnprre ra 6aHxosl4Te fapaHrlutt, Koraro raKLIBa ce
pr3I,ICKBar, C9.4peACTaBgT CaMO B OpUfIrHaJI.

1.13. Jluqara Morar Aa norrcKar rrr.rcMeHo or B:b3Jror(vrerfl pa3tcHeHl4t no
perrreHr4ero, l$lnuennero r.r AoKyMeHTauvrflTa 3a o6ruecrnesara nopbqKa Ao 10 ann npeAL.l

r,r3Tl,IrraHe Ha'cpoKa 3a nonyqaBaHe Ha o$eprure, a Koraro cpoKT,T e cr,KpareH rIpI4

neo6xoArzrvrocf.or ctrelrrHo Bb3JraraHe - Io 7 gnx. BrslolKI,ITeJItr rlpeAocraBt pa3{cHeHnflTaB
4-AueseH- cpo."rc or loryrraBaHe Ha LrcKaHero, Ho He rIo-KT,cHo or 6 lttv-t [peAI4 cpoKa sa

nolyuanane,.g4 oQeprrr, a Koraro cpoKbr e cbKpareH rlopa4'I Heo6xoAttltocr or cnelxHo
' I .- t

Bb3naraHp -._Ag'_4 AHr4 npeAr.r ro3r.r cpoK. B pasxcuenuflTa He ce flocoqBa JII{IIero, HanpaBllno

satrl,rrsaiiero. ,BtgnoNr4TeJrgr He npeAocraBfl pa3gcHeHtrs, aKo I4cKaHero e [ocr6III4JIo cJIeA

cpoKa rro,_rz3p.er{eHr,re n:bpBo. PasscHerrraf,Ta ce npeAocraBtr qpe3 ny6rzrynane na npo$nna
na rynyp4_u-4, 

_

-.t i' .'' 'r.'

. _. .^ 2.IIoaaBaHe na oQeprara:
- 

2.1.. ,{oryueurr4Te, cBbp3aHrr c yqacruero B rlpolleAypara, ce npeAcraBtr or
y:racTH4K4, 

_luflr 
oT yrrbJrHoMoqeH oT Hefo npeAcTaBI4TeJI - JIIIqHO UJIV qpe3 nOtUeHCKa LIJIIT

Fpyra Kyp_r4.epcKa ycnyfa c npenopbrraHa rparxa c o6parHa pa3nl{cKa, Ha allpeca Ha

irisroNlrren.fll rp. .{o6puu 9300, yr. "Ilanaftor Xuron" 24.

HOgTO -CE ]IOC-OIIBAT: HAI,IMEHOBAHI4ETO HA YqACTHI,IKA, BKJIIOqUTEJIHO YI{ACTHIZUI,ITE B

goeAr4Hq44eJQ, -KOfaTo e [pr,rJro)Kr4Mo; aApec 3a KopeclloHAeHur{t, TeneQoH r{ flo B:b3Mo}KHocT

Z-$axc..4 gtrercrpoHeH aApec; Har,rMeHoBaHr,rero Ha nopbr{Kdra, a Koraro e npl4noxuMo -
ot4To rroAaBar AoKyMeHTr4Te.

Bb3JroxprreJrs ce BoAr4 pefr4cr6p, B rofiro ce

, [a'17 I{ rrac Ha [onyrraBaHe; [pI4quHI,ITe 3a

Bbpxy orraroBKara ce or6el.f,3Bar [opeAHuqr
HOMep; AUTATA I{ qaC6T Ha [OnyrIaBaHeTO, 3a KoeTo Ha rIpI{HocI,ITeJI.f, Ce V3IABA AOKyMeHT.

2.5. He ce [przeMar oQepru, Kor,rro ca [peAcraBeHr.I cne,4 I43TIlrraHe ua xpaftuun
cpoK 3a [onyr{aBaHe prL ca B He3arrequraHa oIIaKoBKa lrIfir B ofIaKoBKa c HapylneHa II-flIocT.

'J.t
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2.6, Koraro I(bM MoMeHTa Ha n3TlrqaHe Ha Kpairtufl cpoK 3a uoJrf{aBaHe Ha
o(peprra npeA Mf,croro, o[peAeJleHo 3a rtxHoro rroAaBaHe, Bce orue r,rMa traKarur4 Jlr{a, Te ce
BKJIIoqBaT B orII{cbK, KofiTo ce noArllrcBa or rrpeAcraBlrren Ha BT,3Jro}r(HTeJrr pr or
rlpllcbcrBalquTe JII,Iqa. O(peprnre Ha nldllara or crrLtcbKa ce 3aBelr(Aar B perr{crT,pa Ha
Bb3JIOXLITeJIflj He Ce AOlyCKa rrprreMaHe Ha O(pepTr{ OT Jrr,rqa, KorlTo He ca BKIrorIeHr,r B

crpIcSKa.

2.7. B cryuavre, Koraro o$eprara ce r43rrparrla rro [orqara Lrlrkr c KypvepcKa
cJlyx6a, yqacrHllKbr cJIeABa Aa ocr4rypr4 HefiHoro cBoeBpeMeHHo rrpr4crr.rraHe rrpeAr4

r.r3Tr,rqaHe Ha cpoKa 3a [oAaBaHe Ha o$epru. Pr4cKr,r or za6asa hnv 3afy6BaHe Ha o$eprara e

3a yqacTHI4Ka.

3; Cr4rpxcaHrte Ha 3arrerraraHara Herrpo3paqua olaKoBKa u yKa3aHuq 3a
rrorrbJrBaHe Ha AoKyMeHTr,rTe B Heq:

3;1, Onuc Ha rrpeAcraBeHrzre AoKyMeHTv.
3.2. CraulapreH o6pa:eq 3a eAr4HHr4l enponeftcKr4 IoKyMeHT 3a o6uecreeHu

rtopbrlKu (EEAOII) 3a yqacrHl4Ka, a Kofaro e [punoxr4Mo - 3a BceKr4 or yqacrHr4rllrre B

o6e4uuenuelci, rcoeto He e roprrAprrrecKo Jruqe, 3a BceKr4 rroAr{3nbnHr4Ter v 3a BcsKo Jrr{ue,
rrLrlrro pgcyp-gr{ rqe 6rAar aHfaxrrpaHr{ B r43rrr,JrHeHr{ero Ha ilop:bqKara,

Ha ocnonaHl4e rIJI. 67, ul4 or 3OlI Egunuunr enponeficxr4 AoKyMeHr 3a
o6rqecrneHl4 rop:rqKn (EEAOII) ce rpeAocraBfl, B eneKTpoHeH Br4A no o6pa.:eq, yrBbpAeH c
aKT Ha F.nponeftcrcara KoMucr4s.

Fnelcrponnzrr EEIOfI e .racr or AoKyMeHTa\vrflTa:a o6rqecrBeHa rropr,r{Ka,
r.ry6mlr<ynaHa na upo$vIra Ha KyrtyBatla 3a KoHKperuara o6rqecrBeHa [opbr{Ka. V.racrHzxrr
rIorIbJIB-a EEAOII nrn (fopvar *.xml, upes lrHQopMarllroHHara cr4c'reMa sa EEIOil Ha aApec
ht@.BurrsopvraqVoHHaTacIIcTeMayI{acTHI4III4Te3ape)KAaT
rlpeAocraBenu.s or BbsJlolxlrrenx (faffn nrn $opuar *.xml, rorr:bJrBar ueo6xo4rauvre Aa:n:nlr vr

fo r,r3rerJr.rr-r4 3arra3Bar ntn (poplaar *.pdf u *.xml.

B;3noNI,IrerAT vt3r4cKBa yrracrHr.rrlr4Te Aa rrpeAoc'raBflT EEAOI B eneKrpoHeH
(poprvrar, roftr.o He no3BonrBa peAaKTr4paHero Ha HeroBoro cbAr,pr(auue (*.pdf). [orcylrenmr
rpt6va Aa 6r, e noArILIcaH c rcnalz$rlqrrpau eJreKTpoHeH rroArrrrc or Jrrruero, Koero e

3gAbnx-eHp 4a no4nulue EE.{O[. Elerrponno rIoAnI4caHLItr AoKyMeHT, 3a[rzcaH Ha orrrrrrreH

4ocuren (CD, DVD, Qlaur nauer) ce rocraB{ B orraKoBKara c oQeprara.

,., flpc4ocraBeHr.rqr or yr{acrHuxa Safil, cr,I6p)r(arrl eEEIOII ne rpr6na 4a e

3apa3eH c Brpyql4, Aa He cr,AT,pxa MaKpocrr r.rJrr.r r{3rrT,nHr{M nporpaMeH KoA. ,{orcyueHrt,r
cr-reABa Aa gbAbpxa rpaB (uexpranrzpaH) rexc'r,

,,, , HQ cs [plreMar 3a peAoBHo rroAaAeHlr rro cMncr,Jra Ha u,r.. 67, al. 4 or 3OII
rioAuucann,Ha pbKa rr cKaHr{pauu EEIOfI.

llo4po6uo :a EEIOil yqacrHllqure Morar Aa ce 3alo3Ha.rrr or Mero4rar{ecKr.rre
y4as aHzx Ha. eJreKrp oHHara crpaHr,rqa na AOII.

, |{pX uo4roroBKara Ha eEE{OfI cueAsa [a ce vMa npeABr4A cJreAHoro:

- 3.2.I, Hpes eEEIOfI yqacrHuKbr AeKnapl4pa nkurcara Ha ocHoBalkrflTa 3a
orcrpaH{BaH€ rI cborBercrBl4e c Kpl4Tepl{ure sa roA6op. B Hero ce npeAocraBs cir,orBerHara
IzE0op\4AI{$.f, z3ucr<naHa or Bb3Jroxr,rrelrs., pr ce npeAcraBflT I:aHHLT orHocHo ny6lrauHrare

PQlncrpu, E.Kot4To ce c:bAbplKa un$oprua\vs. 3a AeKJraprrpanrare o6croqreJrcrBa urryr 3a

i(' opraH, rofiro cbfJlacHo 3aKoHoAaTeJrcTBoTo Ha CbOTBeTHaTa A:bpXaBa e

A AocraBt ItnSoprraaqr4s.3aresv o6crosrencrna clyNe6Ho Ha Bb3Jroxr{TeJr.s.
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3'.2.2. B qacm II, pasden "A: IrluQopuqt4ufl 3a uKoHoMwlecKun onepamopt', B

pa3AeJIa "trtrdeumuQltKoqLmt' yqacrH[Kbr cJreABa ila orfoBopr4 B cborBercrBr4e c
pefr4cTparlrrfl"ta cv B TbpfoBcKr,rf perrrcT:bp rrnv Apyf perr.rcTT,p cbo6pa3Ho HarIVoHaJrHoro crr

3aKOHOAarerroTBO.

3.2,3, B qacrn II, pa3deil "A: ?luQopual4ufl sa uKoLtotwtrlecKun onepqmop",
yrracrHr4Kbr cneABa [a orfoBopr4 nanv yqacrBa B npoueAypara, 3aeAHo c Apyfr'l
r{KoHoMrrqecKr4 orreparopH.

3.2,4. B qacm II, 6yrcea "A: IzluQopuaqufl 3a uKoHoMuHecKun onepamop",
yrracrH[Kbr cnelBa Aa llocoqz rro Korr o60co6euz rro3rrur4r4 npeAcraBq oSepra.

3,2,5. B qqcm II, pasden "8. Aufuopua4un sa npedcmaaumerume Hq

uKoHoMuqecKun onepamop'1 yuacrnzxrr cneABa Ia orroBopl4 B cborBercrBl4e c

perucrpauu.f,Ta cv B TbpfoBcKvrr pervor;,p krnr4 Apyr perr4cr"lp cro6pa3Ho HarIuoHaJIHoro clr
3aKOHO.[areJICTBO.

3.2.6. B qqcm II, pasden "B: Irlufiopuat4un omHocHo u3non3aaHemo Hq

Kanaqumema ua dpyzu cy6ercmu", yHacrHvKT,T cJreABa Aa orroBoplr AaJII4 rle LI3rIoJI3Ba

Kanarlr4TeTa-rra TpeTI4 nl,Iqa no oTHorrreH[re Ha KpI4TepI4I{Te, cBbp3A}In c I,IKOHOMI4qeCKOTO z

$unauconoro.ctcrosHlae, TexHr4qecKVTe cnoco6nocru n npo(peclroHaJlHara KoMnereHTHocr.
3a ecsKo rpgTg nulle ce npeAcraBt orAeneH eEE[O[.

1.2,7, B qacm II, pasden "f: iluQopuat4un 3a nodusnunuumenu, ,tu;tmo

rcanaqumem-'" urcbuouwtrecKunm onepamop Hntvta da usnons6a.", yqacrHlaKbr cneABa Aa

oTfoBopl4 {9g pa IIOALI3IbJIHHTeJII4Te, KOI{TO IrIe rIoJBBa.

. . 
' 

. J,,a nqex[ noAr.r3n:bJrHlrreJr ce [peAcraBr orAeneH eEE.{O|I. lloAugnrruu4reJll4Te
tpn6ua 4a rjrronapltr Ha cborBerur,rre Kpr4Tepvru 3a no46op ct,o6pasuo Bupaa v Aena or
ILOpbq4aTa,. I!,o rTo ule r,I3IrBJrHflBUT, V 3a TrX Aa He Ca HanI4IIe OCHOBaHIT' 3a OTCTpaHSBaHe OT
'1 ._,1_.-_.
nporleAypara.:

,:_ ,,1,2_:8.8 qacm III, pasden "A: OcuoeaHutt, ccbp3aHu c HaKa3ameiluu npucudu"
yuacrngxrr '4e4napupa Hurvr.ukrero Ha o6cro.srercrBara 3a orcrpaH{BaHe or yqacrlze B

4borleayparA.ro rrr. 54, ax 1, r. 1 u2 or 3OlI (ocrNAaHe 3a rlpecrtrrrreHlrr ro .rr. 108a, qr.
159a-159r, un l72,wl 192a,wt.209-213,'aL253-2536, vl. 301-307,,tn.327 u'llt.327a u

7\!. 352-1539 or HK unu aHaJrorrrqHr,r B Apyra AbpxaBa qJreHKa vrntr rpera crpaua), KaKro r4

npeAnpr,rerr{Te MepKrr 3a HaAexAHocr rro qn. 56 or 3OIl, Koraro e np[noxzruo. Tegu
oqHoBaHI4S Ce- OTHaC{T 3a IIIdjJUta, KOITTO npeACTaBntBaT yrraCTHI4Ka, qJIeHOBeTS Ha

y.IrpaBn_Tenrr.rr L,r HaA3opHa opfaHlr u 3a npyru rvfi\a, KolITo LIMaT npaBoMotllr4.rr Aa ynpaxHrBaT
xonrpol uplr.beewrauero Ha perxeHr4s or re3r{ opraHrz. IIutlata, 3aI:bJIx(eHLI Aa AeKnapupar
o rro.rr.54.2r. 1. r, 1 vt 2 ca nocoqeHl4 B qJI
t
4 ul. 54, aJt. 7, r. 1 u 2 or 3OlI ce orHac.ur 3a

n eruH vr ctrq eEEAO|L Koraro e HanI4IIe
'vrlrkr rrpkr pa3nurme s o6crogreJrcrBara, cB6p3aHI{ c rnr{Horo cr,croqHue,
orHocHo r{3r,rcKBaHr.rsra rro .{r. 54, aJI. 1, r. 1 z 2 or 3OlI ce ronbJlBa B

qr^aeireg. gfE[OlI sa BcrKo Jrr{qe unr 3a HflKor4 or Jrr.ruara. B cry.ranre, Koraro ce no.4aBa
iJ! ., ^.:-'
none.rd - or .elr'tn eEE[O|I, o6croqrencrBara, cBr'p3aulr c Kp[ITepI{I4Te 3a no.46op, ce

T JII4IIe, KOeTO MO)Ke CaMOCTO'TeJIHO AA

oBaHLtn, crbpsaHu c nnaLqaHemo Ha dauu4u u

AeKnapupa HaJrr,rqr4ero na o6croqreJrcrBara 3a

gTcJp-puxaarle'or yqacrr4e B rrpoqeAypara rro rrrr. 54, an 1, r. 3 or 3OlI, T.e. rurvr prv^a

3.a4r,.dxeuzx i.4 4anrqrr r{ 3aAbnxrrreJrHrr ocr{rypr{TeJrHr,r BHocKr4 rro cMr,rc'brra :r'a,rr. 162, zul.

,.p:i.l'; 
13-l'- 7t-Fnr' ' .-.
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2, t. I or AO|II(, KaKTe I{ IIpeArIp[erI,Ire MepKr{ 3a HaAe)r(AHocr rro .{r. 56 or 3OfI, Kofaro e

npr4Jroxfl{Mo,

3.2.10. B uacm III, pasden "B: Ocuoaquun, c6bp3qHu c HecbcmonmelHocm,
KoHQfluKm Hq uHmepecu unu npofuecuoHanHo HapyweHue" yeacrHr.rKbr Aeruap[pa
HaJII4qI4erO Ha O6CTOrreJrCTBara 3a OTCTpaHrBaHe OT yqaCTr4e B rrpoueAypara rro :c.n. 54, M, I,
T.4,5,6 u7 or 3OlI. OurosaHl4sra rlo qn.54, r. 7 or 3OlI ce orHacrr 3a rruilIara, Kor4ro
rlpeAcTaBnf,BaT yqacTHl,rKa, qJreHoBeTe Ha yrrpaBrrTenHr4 r.r HaA3opHr4 opfaH[ v 3a Apyfr4 rrur\a,
KOI4TO I4MaT IIpaBOMorqI4.t{ Aa y[paxHf,BaT KOHTpOI [pr4 B3eMaHeTO Ha perlleHus oT Te3r4

opraHr.r. IIlzl4ar:a, 3aAbDKeHu Aa AeKnapnpar o6crorreJrcrBara ro qn. 54, an, I, t. 7 ca
rocoqeHl,I n ur. 40, m. 2 o't II|I3O|I. Koraro rr3t4cKBaHr..rrra rro ul. 54, aJr. 7, r. 7 or 3OlI ce
orHactr 3a rloBerre or eAHo Jrrrqe, BcrzrrKr,r nrarla noAnvcBar e4,ulr' Lt ctq eEEAOII. Koraro e

Hilnuue neoSxo4Iarr,tocT or 3arrlr4Ta Ha Jrr,rqHrzre AaHHpr vtlir]/^ ilpv pa3nr,rque e o6cro.flreJrcrBara,
cBbp3aHLI c JII4rrHoro cbcro.uHl4e, rzu$oprraaqr4gra orHocHo r43r4cKBaHr4flTa rro rril 54, an l,r.7
or 3OII- ce rorblBa B orAeJreH eEEIOII 3a Bcsxo Jrr4r\e Lrnv 3a HsKor4 or lzqara. B
cJIyqaI4Te, I(oraro ce noAaBa rloBeqe or eAI{H eEEAOII, o6crosrerc'rBara, cBbp3aHr4 c
KpI4Tep4I{Te. sa- noA6op, ce c:r,A:bpxar caMo n gEE[OfI, rroArrrrcaH or Jrr4rle, Koero Mo)Ke
cbrr{ocrosreJiHo Aa rlpeAcraBrsBa c:borBerHrrr crorraHcKr4 cy6er<r. lloa "roH$luxr Ha

uHtepecu" creAna Aa ce paz6upa olpeAeneHr4ero, AaAeno n $ 2, r.2I or [P ua 3OlI, Koraro
BQ3nO)KlITenXr, neronu cnyxrrTelru u[rr4 Haerv oT Hefo n]rqa r43B6H HeroBaTa crpyKTypa,
KolITo ) IacTBaT B [oAroroBKaravrwr Bb3JrafaHero ua o6r{ecrBeHara nopbrrKa vJtuv,orar Aa
IIoBJII,Ifl{T Ha p€3ynrara or Her, r,rMar r,rHTepec, rofiro Mo}Ke Aa BoAr,r 4o o6lara ro cMr4cr,Jra

H.4 .rn..!4 qf .3arona 3a rlporl4Bo4eficreze Ha Kopyrrqr4flTa u 3a orHeMaHe Ha He3aKoHHo
rlpgAo64To IlyyulecrBo LI 3a lcofiro 6u nouo Ia ce rpr4eMe, rre Brr.L[e Ha r.sxHara
6gsnpucrpacTllocr une3aBncvMocr B:LB Bp:BKa c Bb3JrafaHero Ha o6rqecrnenara rropT,qKa.

,,; _'. ]-2.IL B rtacm III, pasden "f; Cnequfuuuu HqquoHaJtHu ocHonqHun sq
w ! tsn ro u-o a l ! b. *1agu uuKT,T AeKn ap r4p a Halrv.uvero H a :

,,,'- -. .-.,.3,2.,L1.1. O6crosreJlcrBara 3a orcrpaHrBaHe or yrracrlre B [porleAypara no qn,

54, u. 1, 1. !. or 3OlI (ocrxAaHe 3a rrpecrlrrneHzr rro 'il. 194-208, vl. 2l3a-217, qr. 219-'r.4+-'

752+ wr. 254a-255a u qr. 256-260 or HK r4rrLr alurorrrqHr4 B Apyra AbpxaBa qrreHKa r4Jrr.r

Tpgj4 c,.1pa4,a). Tegu ocHoBanvlfl. ce orHacrr 3a lrurJara, Korrro rrpeAcraBnsBar yr{acrHrrKa,

i.l:..,,1t93s..re H4 yrIpaBHTeJrHr4 14 HaA3opHr4 opraHu u 3a Apyrr4 rrkrr\a, Kolrro r4Mar npaBoMorqrzt
aa f;p"aNusBar KoHTpon [pa B3eMaHero Ha perreHr.rs or re3r4 opfaHtr. Jhaqara, 3aAbJr]KeHr4 Aa
ae,fc4dp4par..qfqro.mencrBara rro r{Jr, 54, an. 1, r. 1 u2 ca rocoqeHr4 n.u. 40, at.2 or
IIU,3^QI Kg,raro I43I4cKBaHLIsra ro .u. 54, ffi. l, r. 1 u 2 or 3OlI ce orHacrr 3a noBerre or
eII{qJLIqq, BctIr{KIr JIIIIIa rIoArIVcBat eA}IH r4 cuq eEE[OlI. Koraro e Hanlrqe Heo6xo4rzuocr
AT 3A-iJII4a. Ha rurrHLITe AaHHI4 unLr npv pa3nurrue s o6cro.f,reJrcrBara, cBT,p3aHr4 c Jrr4rrHoro" -- a '.1r1

crcloinze, nn$oprvraqu.rlTa orHocHo r.r3r.rcKBalnflTa rro qJr. 54, al. 1, r. I u 2 ot 3Oll ce
orAeJreH eEEIO|I 3a Bc.lKo nIaIIe IrnH 3a HsKoH or Jrr4rlara. B cryuaure, Koraro ce

BgIIg or e4zn eEE[OlI, o6cro.rrreJrcrBara, cBbp3aHra c Kpr'rrepvllre sa noA6op, ce
caruro n eEE[OfI, rIoArII4caH or JII4IIe, Koero Mo)r(e caMocrorreJrHo Aa

qp qAcJaB{r.B a c6 orBerHr,rfl cro rr aH cxu cy6 exr.
3.2.11.2, O6crosrercrBara 3a orcrpaHrBaHe or yrracrhe B nporleAypara ro qn.

54, Hl 1, r. 6. or 3OlI (ycrauoeeuo c BJI{sJIo B cvra HaKa3areJrHo rrocraHoBJreHve r4Jrrr

cr4e6Hq peurqnr4e, Hapy[reHr{e Ha rrJr, 6I, wl 1, uJr. 62, ut. I utm 3, ul. 63, u. I ulu 2, ul.
1-]$,.un. 7.28,utr.228,wr.3, un. 245 u qn. 301 - 305 or KoAexca Harpy1avruqn.13, 2r. I
qt .3afo-na sA rpy4onara Mllrpauus u rpyAoBara v.o6ulr.Hocr r{Jrr4 aHaJrofuLrHr4 3a1:'rrx<eHvrfl,
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ycTaHoBeHI4 C aKT Ha KOMIIeTeHTeH OpraH, CbrJraCHO 3aKOr{OAareJrcTBOTO Ha AbpXaBaTa, B

Ko.f,To KaHAr.rAaTbT UJJ'],1I yqaCTH[KT,T e yCTaHOBeH).

3.2.11.3. Cnr,p3aHocr c Apyr yqacrHrK B rrpoueAypara no cl.r^uarrra ua $ 2, t. 44
or AP Ha 3OlI, BT,B Bpb3Ka c $ 1, r. 13 u 14 or,{P Ha 3aKoHa 3a ny6nuqHoro rrpeArraraHe Ha

UCHHI,I KHI,I)KA.

3.2.1I.4. llpeurn 3a yr{acrr,Ie B o6rlecrBeHr4 nopbr{Kr4 rro qr. 3, r. 8 or 3axoua sa
I4KOHOMITT{eCKIITe n (pUUaUCOBr,rTe OTHorrreHprfl C ApyXeCTBaTa, perUCTp]/lpAHVr B }Opr4CAr4KrIr4r4

c npe(bepeHqlraJleH AaHbrreH pexfl.IM, cBbp3aHrrre c r.rrx nk\\a Lr rexHr4Te 4eficrnurelnz
co6crBeHurlr,r, ocBeH aKo e HaJII{qe rr3KnroqeHr,rero rro r{Jr. 4 or cr,u\us,3aKoH.

3.2.11.5, O6crosreJlcrBara 3a orcrpaHrBaHe or npoqerypara, [por,r3Tr4rraqr4 or
utt. 69, ar. 1 or 3axoua 3a rrporr4BoAeftcrnue Ha Kopynl1uflTa 14 3a orHeMaHe Ha He3aKoHHo
npralo6uroro LlMytqecrBo, orHac{ql4 ce Ao JrHIIe, 3aeMaJro Brrcma ny6ruuna AJrb)r(Hocr,
Koero B rIocJIeAHara eAHa foArrHa or r43rrbJIHeHI,Iero Ha rrpaBoMorrlr4{Ta uIil4 3a[T.n>r<elJldflTa cll
no cryN6a-e yqacrBaJlo B rrpoBexlaHero Ha nporleAyprr 3a o6uecrBeHr4 rropbr{Kr4 rr

rrpeAcTaBnrBa yqacTH[K B HacTo.rrqaTa npoueAypa.
3.2.11.6. llpe4npvrerure MepKr.r 3a Ha.qex(AHocr rro .rr. 56 or 3OfI, Kofaro e

qpvno7(4\4g.4lILr HaJlrrq[ero Ha LI3KJrIoqeHLrr ro ,aL 4 or 3aroHa 3a LrKoHoMr4qecKr4Te r4
I

Qunauconzre-orHolrreuvlfl. a ApyxecrBara, pefrrcrpupaHrr B roprrcAr4Kuzrz c uperpepeHrlr4aneH

AaH.lqqll_ p qXzMr, cBbp3 aHr{Te c rqx nurJa v rexHr4Te Aefi crnzrerH ra co6 creeHr4 rlr4 ;

,,- . - ,..- ,3',2.12. Yqacrnvqure ca AJIIII(HV ra yBeAoMsr rrr4cMeHo B:b3Jro)Krrrelx n 3-4ueneH
cpox or nacr6nsaHe na o6crotreJlcrBo IIo r{Jr. 54, u.1 or 3OlI, AeKnapnpaHo or rsx B qacrr4

I! s- !II.sp gEEfloil.
3.2.I3. B qacm IV, pasden "A: loduocm" yuactHlrKbr rrocorrBa AoKyMeHTa, c

Kgft.Io.Ag4aspa c:borBercrBl4ero cI{ no pa3AeJr III.1.1) or o6sereur{ero 3a orroBecrflBaHe Ha

o6uecrneudra uopr.rxa: Paspeureuue 3a rbproBr.rr Ha eApo c MeAprrlktHcKrz lrsp;ervrl,
I43AA.AerrQ or I1\AJI I4nI4 Apyr AoKyMeHT, yAocroBeptrBaul npaBoro Aa rtpryBa c MeAr{UkrHcKrr
I4-s4Qnlir, I{3AaAeH or KoMIIereHTeH opraH Ha cborBerHara A:bp}KaBa. Paspeurenue wtr
yAolIoBgpeHI,Ie He CI,I I'I3LIoKBa OT IIpOI{3BO.4LrTenr,rTe Ha MeAr{rIr4HCKr{ Lr3Aenr4r, ycTaHoBeHr4

H? Tepl{TopkrflTa-lea Peuy6ruxa Etmapux, Karo roBa o6crosrercrBo ce flocoqBa Ha cT,ruoro
v.riqro B- EEAOII.

3.2-.t4. B ,aacm IV, 6yrcea "8": TexuuqecKu u npoQecuoHqJrHl,t cnoco1Hocmu"
y:{agJI{gIqT nocoqBa AoKyMeHTa, c xofiro AoKa3Ba cborBercrBr,rero cr.r ro pa3Aen III.1.3) or
oQsqngHuero s4 orloBecrsBaHe Ha o6ruecrneuara nopbrrxa: Ceprz$vxar, yAocroBeprBau

)-,' :t-1.'jl : i.' ,:-
qtlg4pqHa,.q4qTeMa 3a ynpaBneHr.re Ha KaqecrBoro EN ISO 9001:2015 ulutu EN ISO
1348512}rc'. alwwt eKBI,IBaJIeHTHa, c o6xsar e o6racr-ra Ha npor43BoAcrBoro ulutu
T}PlOpulaa c MeALIqUHcKI't Ir3AenI{.[
: -. . . '3.2.15. YqacrHzIILITe Morar Aa I43IIoJI3Bar eEE[OfI, xoitro Berre e 6zr r,rsnorgsaH

rIpI4 rIpeAXoAHa [poqeAypa :a o6rqecrBeHa rropbqKa, npr4 ycJroBr.re, qe lorB:bpArr, rre

9,pAbpiK.4III?T.4.Cq B HefO raUoOpUaqr{.f, BCe OlIIe e aKryaJrHa, npn ycnoBhrflTa ]Fla'fi. 44, eJr.2
or lIll3OlI. .

3.3. [oxyueHrll ro un. 45, u. 2 or lIlI3OlI 3a AoKa3BaHe Ha npeArrprzerr,rre
Mep_gu ga uaAeNAnocr no qn. 56 or 3OfI, Koraro e npr4no)Kr4Mo.

AeKyMgHT,=9T.$ofiro Aa e BLIAHo npaBHoro ocHoBaHHe 3a cb3AaBaHe Ha o6e4aHeHr4ero, KaKTo
LI cngAnara.un(popuaqlrfl, B:';B Bpb3Ka c KoHKperuara o6uecrBeHa [opr,rrKa: [rpaBura 14

3aA:rnxeHl,Isia na yqacrHLIqLITe B o6e4unenzero; pa3npeleneHzero Ha orroBopHocrra
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MexAy tuleHoBeTe Ha o6eAlrHeHr4ero; AefiHocrr4Te, Kolrro ilIe r,r3rrbJrH.f,Ba BceKr4 qneH Ha

o6eAlrnennero,
3.5. TexsuqecKo rrpeAnolxeHr.re, cbAbpx(arqo:
3.5.1. Texnr,Iqecrco npeAnoxeHlre - rro 3aAbnxureJreH o6paseq flpulorxeuue J\'9

l.l, 1.2 ulumr, 1.3 or o6pasqure AoKyMeHrr,r KbM AoKyMeHrarllrrra 3a yqacrr4e.
, B ro3r4 AoKyMeHT yqacrHr.rKbr:

- flocoqna 3a Kor.r HoMeHKJrarypr4 or cborBerHara o6oco6esailo3vtr\vrfl. npeAcraBt
oQepra.
' : . ler<napupa cborBercrBl4ero Ha rlpeAnaraHl{Te KoHUeHTparr,r, MeAr4rIr4HcKr4

vs4elrus.' u pa3TBopI{ sa 4esuH(peKrlr4fl Ha r43prcKBaHvrflTa, rroeoqeHr4 s TexHr4qecKara
cueqra Q urcaur4{ or Ao KyM eHTau krflT a 3a ylracrlre.

" '. '1Aexnapvpa cpoKa Ha BaJILIAHocT na oQeprara,
- /{exnapzpa nprreMaHero Ha cpoKoBere 3a: u3rrbJrHeHr4e Ha AoroBopa, rrJraqaHe,

AO CTaBKa Lr |OAHO CT Ha AOCTaBrHr4Te MeAr4rIr4 HCKr4 V3 Ae nLfl,;
- [ernapnpa c:bfJracuero cr4 c KJray3prre Ha [pptJro)KeHr{{ ilpoeKT Ha AoroBop;

o,ppaserla IiQ ..4o KyMeHra.
3.5.2,,{or<yrr,renr 3a ynbJrHoMorrlaBaHe, Koraro Jrlrrlero, Koero rroAaBa o$eprara,

He e 3aKoHH.Yf,.T [peACTaBr4TeJr Ha yqacTHuKa.

_ 315.3. ,{orcaearencrna 3a [pr4roAHocr Ha rrpeAnafaHr4Te KoHrleHTparr.r,

ueAurlzncxr+'usrerux u pa3TBopv 3a Aesvu$ercqu.u: frpocrreKT, Karuuror, cnequ$nxaqvn
ululu AoKyMeHT 3a rexulrrrecKara xapaKTepr{crr4Ka Ha Lrs4cnvsra vrrrr4 Apyr paBHo3Har{eH

AgKyMeHT, r434a4er'vr or rrpor,r3BoAr,rreJu, AoKa3Barrlr4 cborBercrBr4ero c TexHlrqecKara
cnequsuxau4* tr AoKyMeHrauvrflTa 3a yqacrue.

,j:..,,. ,. -3.,1.4, Koraro yqacrHr4K rroAaBa o$epra 3a noBerre or eAHa o6oco6eua ro3r.rur4.s,

qa,Dgf,5a-.9I.4O3r4rIr4I,ITe Ce [peAcTaBrT rrOoTAeJrHO KOMfrJreKTyBaHr4 AOKyMeHTU rro TOrrKr4

3 .5. t - 3 .5 .3.' Kp\,rnneKToBaHero tott: .qa e B orAeneH rIJII{K, rrarlKa, 4xro6 3a AoKyMeHTkr r4Jrr4

opraHI,I3LIpaHo ng Apyr Harrr{H, no r<ofiro Aa Mox(e Aa ce ycraHoBv 3a ros o6oco6eHa rro3r4rlr4t

-c.9. QTUAqST AoKyM eHrr,rre.' 3.5.5- llsucKsaHe 3a [peAcraBsHe Ha olucaHr{e ulull.u currMKrr or
yqacrHlrllurC no o6oco6esa no3rlrluq J\b 2 MeauqfirrcKu rr3AeJrr,rfl 3a xeMoArrLlrvl,al
Yracuruqrare - ca Anbxnu Aa rlpeAcraBsr orII4caHI,Ie uluttu cHr4MKr4 Ha MeAr,rqr4HcKr4Te

uzgdlnl Ha, cnulrxure rpr6ea .acno Aa ce B:a)r.Aa u r{ere err,rKerrT Ha r,r3.4enlrero.

YqacrHHIIrlTg: Koprro ca AocraB.rrnrz B rrpeAxoAHpr foAr,rHkr MeArrrIuHcKI4Te vr34errvn,3a Kor{To

yqacTBaT B HacTorrqaTa rlporleAypa, He ca 3aA6JrxeEkr Ia [pe,qcTaBsT orrr4caHl4e a cHr4MKrr Ha

T_e34. r4,1A9.1ly,i, B cttytafi, qe re ca HarrbJrHo rlAeHTrrqnu (no Br4A, MoAeJr, MapKa, pa3Mep,
qpo43no4I41en-) .c AocraB.flHl{re. Tosa o6cro.srercrso ce AeKnapupa B roqKa 1 na
T.q5lruugcroio .npe4noxeHl4e no o6oco6eHa rlosl,Iuus Ns 2 no zaauDrs.{reJrHr4s o6pa:eq
I lbr.rroxeHue Ns L2.

" :-' 3.6. IleHoBo rrpeAJrolrsHlre, cbAlpxarqo lpeAnor(eHrzero Ha yrracrHlrKa orHocHo
qgItaIA 3a.+pr..i.4o6unaue - ro 3aA:bnxl4reneH o6paseq flpuloNenrae J\b 2.

: ,.,,:3.f.1. Krrrn Bc.flKo flpnroxeu[e Ns 2 ce npulara rrorrtJrHeH r,r rroArrr4caH Jrr4cr

'lQ6.uqq,,|ig';*..." or Cnucrxa na o6oco6eHr4Te no3rrurrr4 14 HoMeHKnarypr{Te, sa o6oco6esara
rro3r4url{. 14 EqMeHKnaryp r,rre, g a rosro/Ko r,rro yrracrHr,rKtT npeAcraBr o $ epra.

3.6:.2. B Jrr,rcra "O6.uog. Ns ...", npeAcraBJrsBarq cborBerHara o6oco6eHa

IIQ34rI4g or CnucsKa Ha o6oco6enure rro3r,rq[r4 t4 HoMeHKnarypr4Te BceKr,r yqacrHuK e

aJrQ)r(eg Aa,[orrbJrHrr rrooTAeJrHo 3a BcsKa HoMeHKJraTYPa, 3a KoflTo yrracTBa:
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, Kolosa 5: ,r{eHa Ha npeAnaranura onar(oBKa B JreBa 6es [[C", Kofaro e
IIpI'IJIox(UMo., KaTo IIeHaTa Ha orIaKoBKa TpfloBa Aa e 3aKpT,fJreHa Ao BTopI{-s 3HaK cneA
Ae c eTr4qH aT a 3 afreT a5;

. Kolona 6: ,,llpe4lataHa orIaKoBKa", yqacrHI4KT,T [ocorrBa cbBMecrr4Mocrra Ha

rrpeAJlaraHara'oIIaKoBKa B MepHvr e1LrHkrr\kr (crrnacno locorreHoro n Ko.lona 3), xoraro e

rrpr4nolrfl4Mo;

Ko.rrona 7: "TrproncKo Har4MeHoBaHr4e rz rrpor43Bo4r4Ter", B Korro ce rrocoqBa
TT,proBcKoro HaI4MeHoBaHr{e Ha lr3leJrr,rero (uouenxlarypara) n npor43BoAr,rren.s My;

Ko.nona 8: "E4raHuqHa rleHa s re. 6e: A C", B Kosro rpt6na Aa ce rocorr4
IIeHara ua usn,eruero (noueHKnarypara) n rena 6es [[C 3a cborBerHara MspKa (nrepna
eAunuqa), rrocoqeHa e roroHa 3.

i :];i6;3. fIpe4noNeHI4Te IIeHV rlo orAenHlare HoMeHKnaryprz rpr6na Ia ca B JreBa,

6es.ffiC-, 3aKp5fneHlr Ao BTopt4r 3HaK cJreA Aeceru.+Hara3arrerafl.."' - 3':6".4. Koraro yqacrHI4K rroAaBa o$epra 3a rroBer{e or eAHa o6oco6eua rro3lrrlns,
3a BctKa or r--ro3rrllulrre ce npeAcraBrr orAenHo rIeHoBo npeAno)KeHue llpuloxeuze J\ls 2 c
lpunoxeH 41V gero [orrT,JrHeH r4 rroArrvcaH lracr "O6.nos. Nb. . , . . . ".

.\'.', - .1..,:; .::.'l

[o BcI4r{KI4 OOOCOOeHT4 rro3t4rllrpl, C6OTBeTHO HOMeHKJrarypr4 OT OOOCOOeHaTA ro3urJvrJ.
3..6,6, Hafi-nucxara UeHa rqe 6rAe orrpeAeneHa Karo ce cpaBHsr ilpeAnor(eHuqra

qA, yq?-cI$I4uI4Te, rlocoqeHlr B Korona 8 sa crorBerHoro npr4Jrolr(eHr4e or Cnuc:txa c
o-$ ppo,Qenz 

- 1.i 
oeuqurz H Ho M e H K Jr ary pLr Kb M Ao KyM eHT arryr flT a 3 a y rracrile .

- 'flqngnoro [peAJro]KeHrre Mo]r(e Aa He ce [ocraBfl B orAeJreH 3arreqaraH uJrrrK,
rrfi rc3,1o..Eb'3Jrorcl{TeJsr e rIpeABr{Ar.rJr pa3rJrexAaHero Ha AoKyMeHTrrre Aa craHe rro
peaa ui u.rr;1.:1.,04, al.2 or 3OII.
-7-:i.:, r: -. 1 i-: _'::,. .

.*, .i ;,,,t rrreJrflT He rr3rrcKBa rlpeAcTaBeHure oT yrracTHrruuTe AoKyMeHTrr Aa
6ilar no B orAeJrHIr tIJrIrKoBe, larrKr.r ulutu Axodose 3a AoKyMeHTu. B

Q{yuaurgn- -rc-glaro AoKyMeHTrrre rpn6na A 6uaa, KoMrrJreKToBaHrn rro orAeJrHrr
:2 .:,2.:r' : i:
O{)OCOO€HII -IIO3lIIIulIr yqaCTHIIKI'T M0fl(e Aa rII K0MIIJIeKTOBa IIO HaqI{Hr KOUTO HaMepII
3t uflalQAsru: ,,

,'!'

3.?.Kpr{Tepr{u 3a Br,3JraraHe

.,,,. -- ..,., 9t6g.p.T"Te Ha yrracrHl4ukITe orfoBap{ql4 Ha I43I4cKBaHVflTaHa Br,:roxcureJrr rqe

6rlar orleHrrBaHr,r rro Kpr,rrepr,rfi "nafi-szcKa qeHa".

. - , Upegro)KeHara or yrracrHr.rKa ueHa e oKoHqaremra, $uxcr4pala, xpakua u ue

rIoAnelKLI Ha-[poMflHa 3a r\errkrs. cpoK Ha ,4eficrnue Ha AofoBopa sa o6rqec:rnena [opbr{Ka,
I€aTO B--I{efl;-Ge, BKJIIOTIBaT BCLIqKI{ piBXO.4I4 HA yqACTHI{Ka, CBbp3aHI,I C I'l3rIbiIHeHI,Ie Ha

nopbrlKaTa;. r,,':

B-rs4oNIareJltr He e 3aAbJrxeH npr4 rrcnlJrHeHrae Ha AofoBopa Aa peurtrcupa
o6.ss-eHararrpbruosua crofiHocr Ha nopbrrKara, Karo 4eficrnurerrlura croftnocr ce onpeAent

T.f:.5.te1ii,1e norne6nocrz Ha Bb3rloxtr4'Ierfl,3a IIeJrr4s cpoK Ha 4eftcrnze Ha AoroBopa.

l''r,' -,: .::-' l i.,::. r' 4'; :Pasrrex(AaHe Ha o S eprzre :
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4.1. llonyueHl4Te o$eprn ce orBapqr Ha [y6nr4qHo 3aceAaHne, Ha Koero Mofar Aa
rrpllcbcrBar yrracTHl4llure B npoqeAypila r4Jrr{ TexHr4 yrrT,JrHoMorrleHr4 npeAcTaBuTerrr\ KaKTo
I4 [peACTaBVT errr4 Ha Cp e.4CTB Ut a 3 A MaC OB O O CB eAOM_SB aH e.

4.2. BtgrolK{TeJI{T rlperBl4xAa pa3fne}KAaHero Ha oSeprure ra ce rz3Bbp[rrd ro
peAa Ha qr. I04, a* 2 or 3OlI, npv Koero orleHKara Ha rexHr,rqecKr{Te }r rIeHoBr4Te

rIpeAJIOX9Hkrfl HA yqaCTHHIII,ITe tIIe Ce r{3Bbprrru npeAr{ npoBe)KAaHeTO Ha rrpeABapr{TerlEutl
rroA6op.

4.3. fiefi,crBvIflTa Ha KoMr{cnATa 3a Lr3BbprrrBaHe Ha noA6op Ha KaHArzAarr,rre 14

yqacrHt4rlr.rre, pa3fJre)K\aHe kr oueHKa Ha ooeprr4re (xoruucnrra rro un, 103, al. 1 or 3OlI) ce
r.r3 B:bp[rB aT B oneAHaTa n o cJreAo B aTeIrH o cT :

4.3.1 , KoMl,Icvsra orBapr ro pela Ha rrxHoro nocrf,rrBaHe 3arreqaraHr4Te
Helpo3par{Hl{ oIIaKoBKL'l r.I otroBecTsBa TsxHoTo c5AT,p)KaHI4e, BKJrroqr4TenHo npeAJro}r(eHrrsTa

lnayqacrHnrlr4Te rro rroKa3aren.f, 3a orIeHKa Ha o$eprr4Te;
' 4.3.2. TexHl4qecKoro I{ IIeHoBoro rrpeAJroxeHne Ha BceKr4 or yqacrHr4ur{Te ce

no.4nl4cBaT irafi-rvrzurro oT TprrMa rrJreHoBe Ha KoMr4cr4flTa rr. ce [peAnafa ro eIr4H oT
rlpllcr,crBalql{Te rIpgAcraBI4TeJIrr Ha Apyrr{Te yqacrHr4rlu Ia rur rroArrr{rrre, c Koero uy6luvuara
qacT oT 3aceAaHl{eTo npl4KnlorlBa;

4,3.3. KoMlrcrltra pBrJIelKAa [peAcraBeHr,ITe o(fepru v oueHtrBa c:brJracHo
uz6pauut xpurepufi 3a B:BJrafaHe re3r4 or rqx, Kor{To c:borBercrBut Ha npeABapr.rrenHo
o6-sseHrare ycnbBr.u;

4.?.4.KoMI4cI4tra pa3rnexAa AoKyMeHTrrre, cBbp3aHH c Ju4rrHoro cbcroflHr{e 14

Kpizrepl,Iure ga noA6op, Ha yqacrHlrUlzre B Hr43xoArrrl peA cnprMo nonyr{eHr4Te orIeHKr{;
4.3 .5, Koraro ycraHoBr4 lrililca, HerrbJrHora vlru HecborBercrBz e Ha

, BKJIIOqLITeJIHO HepeAOBHOCT lan,U salrlrlzrlecKa tpelrrKa, I4JIIT HeCIOTBeTCTBI,Ie C

4gg._cfqa-Hl4{Ta KbM JIIrqHoro c:bcrosHl4e r,rJrr{ Kpr,rrep\rLrre sa no46op, KoMt4cr4.rrra rrr4cMeHo
yBeAoMsBa yr{acTHr4Ka;

,,.__-. 4.3.6. B cpoK 4o 5 pa6orHr [HLr or nonyqaBaHero Ha yBeAoMJreHr{ero yr{acrHr.rKr,T
MQX-e Aa rlpeAcraBl4 HoB EEAOII uluru Apyrl4 AoKyMeHrI4, Kor{ro cbAbp)Kar npoMeHeHa
ul utm AotlbnrreHa uu(popnraqzx;

,4.3..7. KoMrlcutra pa3rnexAa AoKyMeHTr4Te, cBT,p3aHr,r c rr4rrHoro cbcroflHl{e r4

EpI4TepgI4T€ sa no46op Ao ycraHoBsBaHe Ha clorBercrBr,re c r43vcKBaHlrflTa Ha ABaMa
yuacTH[IIId, KOI{TO KnaCUpa Ha rrbpBo r,r BTOpO MSCTO; OCTaHaJTHTe yrraCTHI,IUkr,rrvurTo o$epru
ca orleHeHr,r, He ce KJracupaT.

5. Crcmo.rnaHe Ha AoroBop
5.1,. llpu noArrr4cBaHero Ha

AnbxeH Aa [peAcraBr,r:
5.1.1. Arcrya-uuz AoKyMeHTI,I yAocroBeprBaxru Jrr4rrcara Ha ocHoBaHr4.s 3a

oTcTpaHtBaHe oT npoqeAypaTa, KaKTo r,r c:boTBercrBr4eTo c rrocTaBeHr,rTe KpuTepuv 3a

4o46op1 . _.

,' , : sa o6crosreJlcrBoro IIo qJI. 54, u.1, r. 3 or 3Oll - yAocroBepeHr.re or opraHr4Te
lr_q Ipu{oAIrTg pI yAocroBepeHlle or o6uluuara IIo ceAanvqero Ha Bs3Jroxr,rrerfl 14 Ha
yd5guryiry a r4nr,r yqacrH 14 Ka;

- sa o6cro{TeJlcrBoro rlo qJL 54, al. 1, r. 6 - yAocroBepeHrre or opraHrrre Ha
L_I nrnq4renua afeHrlus "hanua rlHcfreKrlr4.f, no rpyAa";

3a rr3 trr, JIHeHue Ha o 6rqecrn eH ara rr opr,qKa.
.4oroBopa ga o6qecrBeHa lropblrKa, I{3trbJrHr4TeJrqr e
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- pa3pellreHue 3a r"bpfoBr{s Ha eApo c MeAr4r.I}rHcKr4 Lr3Aenr{fl, r43AaAeHO OT I4AJI
I.{nI{ Apyf AoKyMeHT, yAOCTOBeptBaTTI rrpaBOTO Ha yqacrHvKa Ia rbpfyBa c MeArrrlkrHcKr4
vJ3AeIIvIfl, lI3AaAeH OT KOMIIeTeHTeH OpraH Ha CT'OTBeTHaTa Abplr(aBa. Pa3peurenrZe UIU
yAocroBepeHI4e He cI4 LI3LICKBa OT npOr,r3BOArITeJIr4Te Ha MeAlrrIUHCKr4 ll3lenr4r, ycTaHoBeHI4

Ha repr4rop vflTa Ha Peny6nrzxa Burapux ;

- cepTI4oI{KaT 3a nprIJlafaHe rr noAAbp)KaHe Ha cHcTeMa 3a ynpaBneHr4e Ha

KaqecrBoro EN ISO 9001:2015 ulutu EN ISO 1348512016 ulutru eKBr4BarreHrHa, c o6xear e

o6nacrra Ha rrpor.r3Bo,qcrBoro uluttu rbproBr4sra c MeAr4rIr4HcKr4 H3Aerr4.s,

5.1 ,2. [er<napaqr,rr ro qJI. 59, wl 1, r.3 or 3aroua 3a MepKr.rre cpeuy Lr3nr4paHe Ha

napv - no 3aAtnxI,ITeJreH o6paseq llpr,rroxenue J\! 3.

5.2, He ce cKrrorrBa AoroBop c r,I3rIT,JrHrner, xoftto He il3nbJrHr,I 3aAT,nlKeHHero,

rocoqeHo B rorrKa 5.1.1 u 5.1.2.

"6: 3AII{I4TA HA JII,ITIHI4 AAHHI4
BrsrorrvreJltr IrIe o6pa6orna Baurure rvruHu AaHHlr Ha ocHoBaHze ql.6 r,1 6. ,,8

,,v ,,8" or Ofrurax pernaMeHT 3a 3alrllrra Ha Jrrrr{Hr4Te AaHHu, Trproncxzq 3aKoH, 3axoHa sa
q6qegtseulrTe nopttmu n 3arona 3a 3aAbDr(eHr.rfl"ra v AoroBoprrre c rler cr,6upaue ua

rauQopuaqua, cKrIorIBaHe Ha Aol'oBopr4 vr rrxHoro r,r3rrbJrHeHr4e.

arlllzraBa Baurure p.a:u:uvI, Karo rlpllnara Bcv.tKvr noAxoArrql4 TexHr'rLrecKLt 14

gpIa.+I3:.;aIu.,-aHHI4 cpeAcTBa, c KoIIro pa3noJlara, 3a [a He AonycKa Hepa3pelxeH AocrbII,
uepaspelneHo lrJlr,r 3JroHaMepeHo rroJr3BaHe, zary6a r4nr4 npelKAeBpeMeHHo 3arur{aBaHe Ha

4gQopuau4fl , npIa cna3BaHe Ha LrsurcnBaluvlflra Ha MecrHoro u enponeficxoro
3aKOHOAaTeJTCTBO.

' KarBuAaHHvr ce o6pa6ornar:
-AaHHrr 3a rlAeHTzQraraqrax Ha yqacrHuxa ulutu crpaHa rro

uueua, EfH,: JIHr{, rocrorHeH aApec Ha rrpeAcraBrrflBax\vrfl, yr{acrHlrKa

AorQBqpa, EZX, MOJI Ha yqacrHlrnavuwr crpaHa no AoroBopa
- IiAIJHkI , CTAHUII4 I43BeCTHI4 [peAI{ CKJIIOTIBaHe 14 CBbp3aHI4 BITOCneICTBI,Ie C

I43rIbJIHeH[ero Ha AoroBopa, Karo Harrpr4Mep AaHHr4 3a n]rqa, pa6orerqr,r BbB Bauara
opfaHr,r3arlr,rt.

;- . - .- Jlut.{Ilure AaHHI4 Ha npeAcraBJrqBarrlr4Te yqacrHr4rlrrrs, r43rrbJrHldrelrure r4lrv Ha
yullpqvoUegl{Te or rrx nrrrla Moxe [a 6r4al [peAocraBrHr Ha rperr't rnqa 6es r.{xHo
siiarlue 4;.p..qlpemeHlre BbB Bpr,3Ka c Haufkr 3aKoHoBr4 3aAbDKeHr.rfl - Ha M3, H3OK, HA[I,
P=,_3.I4, Hq- -I4, AJIOI4, ctAe6nu u cneAcrBeHr4 opraHr4 r{ Ap.

.. . ._ . ,Vg4crunxa uluttu Ir3rIbJIHI,rreIrs. Lrv,a npaBo Ha Aocr6n, Kopr4frlpaHe I,r3TpLrBaHe

Q;p4H1z54pane Ha o6pa6ornauero, Ha Bb3paxeHlre cpeqy o6pa6ornaHero, npaBo Ha

gpggo-qgMqcr Ha JrkrqHr,rre AaHHr4 , KaKro 14 rrpaBoro naxwr6aro HaA3opeH opraH.

;:: :.\ llp.elcranxHero Ha JII4.IHI{ AaH:ull, e 4o6ponoruo. B clryuait Ha orKa3 la 6rl:at
npe4ocraneFrl Ha ,,MEAJI - !o6puv" AA ngua Aa 6rAe B ctcrosHne Aa r43rrbJrHr4

3aKoHoBrITe c:r 3aAbJIXeHIrfl tro pa3rnexAaHe, orIeHKa, KnacupaHe na otfeprara Bu, u
eB eHTyaJrr.ro -cKJrroqB aHe Ha AoroBop 3 a 14 3rrbJrHeHrre.

3a, ncnuKl4 HeypeAeHI4 Bbnpoclz B Hacrotlrrara AoKyMeHTar\Lrs. 3a yr{acrlre qe ce-' .' 
:npntarar paQrrope46ure ua 3OlI, IIII3OII z Apyrrz Aeficrnauu HopMarr{BHr4 aKroBe,

qpbp:.al1u _q np_eAMera ua o6uecrBeHara roplqKa.

AoroBop - Tpr{Te

I,InI4 CTpaHaTa IIO
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IIPOEKT

NOIOBOP

. ' . [uec.................2019 roA. B rp. Ao6pl4q, Ha ocHoBaHVe qJr. ll2 u cJr. or 3axona sa
o 6rqgcrn e4lrre nopbrrKr{, ce cKJrroqrl Hacrorrqusr .qo f oBop M exAy :

" "MHOfOIIPOOLIJIHA BOJIHI4I_IA 3A' AKTZBHO JIETIEHI4E-AOEPI4q" AA
rp, !o6pr,r.t, crc ceAaJrvrqe u aApec Ha yrpaBneHrre: rp. .{o6prav, yrt. "flaHaftor XuroB" 24,
rerl. 058/600160, $axc: 0581600414, e-mail: oblb@bergon.net, EI4K 124141302,
rlpeAcraBnflBaHo or A-p Cnerosap Eafi.{es llerpon I4:urlnrarenen [raperrop Ha

ApyxecrBoro, Hapr{qaHo 3a KparKo ,,Bb3JIOXVITEII" or eAHa crpaHa
w'

ceAanr.,rule

a.Apec HA yrrpaBneHr4e

npeAcTaBn.flBaH

B KAqECTBOTO

Hapr{qaHo s a xp arKo cr no -Aony,,I43lIb JIHI4TEII"

.,r,.-. Ila ocHoBaHr.re Peurenze }lb ........cneA npoBeAeHa nporleAypa 3a
n'Lgnbrase na o6rqecrBeHa rropbr{Ka rr,rn "orKpr4ra" J\b 00083-2019-. c rpe4Mer:
[ocranna rra KoHIIeHTparr{ 3a xeMoAr.raJruaa, pa3TBopra sa 4eszH$eKrlr4s Ha xeMorr,raJrrz3Hr4

a1apatlpt, lI: ilelvIqprncKlz I43AeJIvIfl 3a HyxAr{Te Ha orAeneHr4e ",{raalrasuo re.reHr,re" Ha

,,MEAJI.Ao61)r,ru" A,{ ce cKrroqkr Hacro.rqrla AoroBop 3a cJreAHoro:

il:., -.tt:j.

,: :. . ' ,. ITPEIMET HA IO|OBOPA 14 UEHI4

qnes 1.(1) BHnOXI4TEJI-flT nl3rara, aWznr.rinurersr npr.reMa Aa r43BbprxBa

AocraBxa KoHiIeHTparIz 3a xeMoAvralrvr3a, MeAlrrILrHcKvr n34ewrfl. r4 pa3TBopr,r sa 4esunQercrlur
Ha xeMoAl{atrusuu ailaparpr lnapuuanu no-Aony crorcul3a HyxrAr4re na ,,MEAJI-,{o6puv" A[
rp.[o6ptz+no o6oco6eHaIlo3l4ulrs Nb...... r4 HoMeHKnaryprr Ns ... ...,3drosro/xouro e
yracrn4n ii-oircpurara [poueAypa 3a B:b3JraraHe Ha o6uecrseHa nopbrrKa.

,,, ., ,,..j. -.'t2) --Q(peprara ua Z3IIbJIHVITEIIA e Hepa3AenHa r{acr or Hacrosurr4r AoroBop,
Karo ycJloBwaTau ce cqr,rTaT rro [paBo ycnoBr4s Ha HacTof,ruH{ AofoBop, AoKoIrKoTo Apyfo He

e yfoBopeHo B AofoBopa.

, (3) llporuornure KoJII{qecrBa, rlocoqeHl4 B AoKyMeHTarIVflTa 3a o6qecrnena
trgp'lqKa He rlopaxAar 3aAbJIlKeHvre 3a Bb3JIOXZTEJUI Aarur 3aKyrnr B ilocoqeHr.r.s o6eNa.

cPoKoBE I4 HAr{I4H HA InAIIAHE
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, r{non 2. Cpoxlr Ha Hacrorrqr4r roroBop e 12 ueceqa or rarara Ha rloAlrrdcBaHero
uy. ,{oronopbr rIpoAbJIXaBa AeftcrBuero cr4 Ao cKJrror{BaHero Ha AofoBop c Apyr r43rrr,JrHr4TeJr

cneA rrpoBe)r(AaHe ua o6rqecrBeHa nopbrrKa.
r{leH 3. Crorure qe 6'snar AocraBrHr4 or I43IIbJIHITITEIIf Ha

Bb3JIOXI4TEIIf B cpoK 10 (aecer) KaneHAapHvr ;r.akr, arer\3aflBflBaHero r4M.
r{neu 4. ..{r,nNllnaara na ITI3IIbJIHI4TEJIfl cyMa rro Bc.f,Ka orAeJrHa AocraBr(a rqe

6rAe nrareHa or Bb3JIOXZTEJUI no 6anKosara cMerKa na I43IIbIIHVITEJIfl B cpoK Ao 60
(nrecr4ecer) xaneH4apHvr. p'Hkr crreA r43AaBaHero Ha (paxrypa or I43IITTJIHVITEIIfl.

Hlen 5, Cportr Ha roAuocr Ha .... e ..,..

, M'ICTO HA I43IIbJIHEHIAEVT IIPEMZHABAHE HA COBCTBEHOCTTA
'- -:. -

rp; [o6prau,'yn. "fIauafior Xt4ToB" Ns24,3BeHo ,,EorHr4yHa alreKa",
r{neH 7. Co6crneuocrra Bbpxy AoaraBrHr4Te croKn Lr pkrcKl,T or rrbJrHo LtrrLr

qacrllvHo rIqfI,IBaHe Ha croxprre rpeMrzHaBa Bbpxy Bb3JIOXI4TEII[ or MoMeHTa Ha
rIpI4eMaHeTO I4M Ha M{CTOTO Ha AOCTaBSHe C nppreMo-npeAaBaTeJreH rrpoToKon r4Jrtr Apyf
paBHo3HarreH AoKyMeHT.

: , . -IIPABA I4 3ANbNXEHI4' HA I43IIbIIHI4TEJI-[
t,

..- ,.. ,-, -, r{nqg S. (1) I43IIbJIHZTEJUI e AnbxeH Aa cKrIotII4 AoroBop 3a noAr.r3rrbJrHeHrre,
Kp-lqqq -e. =o-6fiFIII 

B 3alIBJIeHLIero crr 3a f{acrr4e noJr3BaHero Ha rroAr43rrr,nHr4TeJr, B cpox 4o 3

4rui'or,cxlro.ragnero Ha AoroBop 3a rroAr43nbJrHeHue lrrrv Ha AonbJrHr,rrenHo cnopa3yMeHtre
3a 3aMtHa IIa IIOCOqOH B 3atBJIeHUeTO IIO,4LI3IIT,IHI,IT9JI U3II6JIHIITOJIflT I43nparrla KOII{9 Ha

AOroBOpa vE.v:va AoIbJIHLITeJIHOTO Cnopa3yMe]j^r4e HA Bb3JrO)Kr4Tenq 3aeAHO c AOKa3aTeJrcTBa,
qe ca I,r3rrbnneHu ycloBr4sra rro rrJr. 66, u.2 u 11 or 3OlL

, {2) lloAugn:srHl4TeJlzre H.aMar npaBo Aa npeBb3 rarar eAHa Lrnv rroBeqe or
4gfiIxqg:!.4T.e:t{gzro ca BKi[oqeHr4 B rrpeAMeraHaAoroBopa 3a noAr.r3rrbJrHeHue.
: '' (3) Hesaeucur,Io or Bb3Mox{Hocrra Ia ce r.r3rroJr3Bar noAr.r3rrbnHkrrern,

gTfQpqp4oqT:r.A 3a LI3rrbJrHeHne Ha AoroBopa 3a o6ulecrnena nopbr{Ka e na Z3IIbIIHVITEJTfl.
. (4) I43IIbJIHI4TEJI-fl HtMa Aa H3B:bprxBa ArzpeKrHt4 pa3ilnal\aHtrfl. c

IJOAI43nbJrHr{TeJrr4Te
l{neu 9. I{3IIbJIHI4TEJIII e AJIbxeH ra roc"IaBs. croKr4, Ko}rro orfoBaprr Ha

t43LrcKBaHLrflTa, [ocoqeHll B TexHr,rqecKr4Te cneqnQraxaqzu or AoKyMeHTar\Lrfl"ra 3a
obuecrseHa nopbqKa.

HneH 10. V3ITIIHI4TEJITI B cpoKa Ha AoroBopa e Arrbx(eH [avMapa3perneHr.re
vrr4 y4ocro$eoeurae 3a rbproBr,rf, Ha eApo c MeAr{urzHcKr4 Lr3rerrtrfl, Lr3AaAeHo or
I{s,nrnri4j{ll;-nux gupeKrop Ha I,IAII no peAa Ha 3MI4.
", ....., -- 51eu tl. I43|[bJIHWTEIIfl, B cpoKa Ha AoroBopa e Anb]KeH Aa rrpunara lr

IIq4&pTS4.QI4qTeMa 3a yrpaBneHr.re Ha KarrecrBoro EN ISO 9001:2015 ulutm EN ISO
1148..51,?,916, wl.utru eKBI{BzuIeHrHa, c o6xsar e o6racrra Ha npor43BorcrBoro ulutm.' ..' .. :

TbproBr,rrTa,9; MeAI4III,IHCKT,T r,r3Aenrr{.

-:r..-r.., . ;,:,,,qIIQH 
12.VBITIIHI4TEIUI e AnblKeH ralrsrare B cpoK (farrypa 3a AocraBeHr4re

CTOKI4. , ,..: '

.:. J ' IIPABA I4 3ANbJIXEHI4II HA Bb3JIO}KT4TEIIfl

2'J.
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., . , , . r{nen 13.(1) Bb3JIOXI4TEJI.fl I4Ma npaBo Aa npoBeprBa KoJu4qecrBoro Ha BcrKa
orr{enHa -AocTaBKa, KaTO rIpI4 yCTaHOBflBaHe Ha HeC:boTBeTCTBIre e Anb)I(eH Aa yBeAOMr4
npoAartaqa B.,cpoK or 24'raca.

/A\ n
\z) rrpl4 ycTaHoB.flBaHe Ha HecboTBeTcTBr4e B KaqecTBoTO Ha nOCTaBeHr{Te CTOr04

Bb3JIOXI4TEIIfl e Anb)KeH Aa yBeAoMn I43|IbJIHI4TEIIfl, B cpoK or 24'nca.
(3) HecrorsercrBllero Ha KoJll{qecrBoro u KaqecrBoro ce ycraHoBflBa c

nporoKon, cbcraBeH or KoMr.rcr4r, cbcraBeua or AnbxHocrHHTe nr4rla Ha Bb3JIOXI4TEJII.
(4) B cny.raft, .re I43lIbnHI4TEIIfl, B cpoK go 24 vraca cner\ yBeAoMsBaHero no

al. 1 ocnopl,I fII,IcMeHo Hec:borBercrBllero Ha Kar{ecrBoro, toft Moxe 1:arrcKa npoBepKara My
or yrrsnHoMorueHa ra6oparopur, qpe3 B3eMaHe Ha KoHTponHr4 o6paulu (vrocrpu) or
.4ocraBKara I,I €paBHtBaHero rrM c npeAcraBeHvrre o6pasqu (uocrpu) rryu yqacr[ero B

o6uecrseHara ropbqKa.

. r{reu 14. Bb3JIO}KI4TEJIA e AJrbxeH Aa 3ailJrurkr yfoBopeHara rleHa B pa3Mepa,
IIo HarII4HaLr B CpOKa, OlpeAeneHr4 B HacToStqIIt AoroBop.

r -f. :'.r;-rr ?, .,,I]EYCTotZrr'I
-. i.. a .- o-,:r;., -, , ,: . .-.,.
' ' " '"" ' ' r{neh 15.(1) flprz sa6ana Ha AooraBKa or crpaH a uaW3fITnHI4TE nfl c noBer{e or

2,4 (gnaue,cer u rierupw) uaca, Bb3JIOXI4TEJUI r4Ma rrpaBo Aa nonyqu ueycrofixa B pa3Mep
ria'0.1 (Hyna.qlno , e Ha 4ecera) Ha cro or crofiHocrra Ha sa6aeeHara AocraBKa sa eceKu 24
qacaza64sa:

' (2) llpu ycrauoBtBaHe Ha HecborBercrBrze B KoJruqecrBoro, VIRI1r'IIHVITEIUI e

AnsXeH Aa AqCIaBI4 II{TICBaITIOTO KOJrr4qeCTBO npz CJreABarIaTa AocTaBKa, A ilpLt [OlrcKBaHe

QT crpaHa na-Bb3JIOXI4TEIUI B cpoK o'r 24.raca. flpu Hel{3rrbJrHeHr4e Ha roBa 3aA6rr}r(eHr4e
B!3,II:OXI4TEIfl r.rMa rrpaBo Aa nonyr{r4 ueycrofixa n pa:uep na 5 (uer) ua cro or
-q19[no"e1pHell,rrrcBarrloroKoJrr,rqecrBo.-,': : 1 ' (3) npz ycraHoBflBaHe Ha HecborBercrBrle B KarrecrBoro, I43IIbIIHWTEIIfl, e

Anb)KeH ,{a:..{OCTaB[ CTOKII C yrOBopgHOTO KaqeCTBO npl4 CneABaxIaTa AOCTaBKU A npu
UQI49KB-&He ,gq grpaHa Ha Bb3JIOXI4TEJUI B cpoK or 24 uaca. llpu Her{3rrbrrHeHr4e Ha roBa
sdlrrxeHie Bb3JIOXI4TEIIflzMa rlpaBo Aa nonyqr ueycrofixa B pa3Mep na 5 (ner) Ha cro
or croftnocrrq Ha HeKatrecrBeHara AocraBKa.

, (4) B cryrral4re IIo arrtrnev 2 lr 3, aKo ITI3IIbJIHI4TEJIfl He AocraBrr
AoroBopeHoro,-Bb3JIOXI4TEJUI IaMa rpaBo Aa 3aKyrlu ueo6xogunlrzre My croKrz or Apyr
APqTA-B:IaK, 4aro pasnuKara MexAy IIeHara rro AoroBopau aeitcrnr4TeJrHo 3arrJrareHara UeHa e
sa- cMerKa ua I43IIbJIHI4TEIIA.

vnv npur sa6aga rloBeqe or 48 (verupu4ecer rE ocelr) uaca, Bb3JIOXZTEJIfl uva rpaBo Aa
3axyfirr rreo6xo4r'tiuu:re My croKr,r or Apyr AocraBrrr4K.

: P) B clyrravre no [peAxoAHara aJILIHet pa3nvrKara MexAy rleHara rro AoroBopa r4

4efrqrn41e4He 3arrJrareHara rleHa e 3a cMerKa na I,I3IIbJIHI4TEIIA.

; , ,., .-, ,,r{ue-g 
17. Bb3JIOXI4TEn-fl vMa rlpaBo navrcKao6esrqereur4e B rrr,JreH pa3Mep Ha

BpeAure,:Kou:ro e IIper"6pII{n B pe3yJlTar Ha 3a6aBeHatau/unu HeKaqecrBeHara.4ocraBKa.

,.-r{.IgH 18. lIpN sa6ana Ha rlnalrlaHe or crpaHa na Bb3JIOXI4TEJIfl, rocre.4Hrl.f,r

,n3U,plurlrerx HeycrofiKa, B pa3Mep Ha 3aKoHHara rruxBa.
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Hnen 19. HeycrofiKIate, o6esulereHnflTau rIeHOBr4Te pa3rrLrKkr no rrJr. 16, u,2
e 'l: 

j
Mofar Aa 6bAar yAbpx(aHll or BcrKo AbJrxrrMo Ha I43IIbJIHI4TEJI-fl nnarqaHe.

,:71:.

,:'. 
.,,'. 

.'JTPEKPAT,IBAHE HA,4OfOBOPA

'-J

BTOpO. .,.

' ).':11p14 cI,IcreMHo HeI,I3IIT,JIHeHr,re Ha AocraBxure ro KornrrecrBo nlutu KaqecrBo
or crparra Ha I43lIbIlHI4TEIIfl. lloa cilcreMHo Helr3nr,JrHeHr{e ce paz6npa raKoBa,
pI3BbprrreHI,I IBa nJII.r IroBeqe IIbTLI B paMKr,rTe HA eI'UrIJ KaneH.qapeH Meceq, lrJI4 rroBeqe oT Tpr4
nBTlr B p'4Mra.4rg, Ha cpoKa Ha AofoBopa;' 3. npu cb3AaBaHero Ha ycnoBvrfl.3a AocraBKa Ha croKr4Te, rrpeAMer Ha AoroBopa
cJreA rrpoBexAaHeTo H a rleHTpiulv3up alJtr eJreKTp oHHr4 Tr,proB e.

4. n ctyuafi, ue 6t4e npoMeHeHa HopMarrrBHara ypea6a. B pe3yJrrur Ha Koero
ornaAHe ueo6xo4zruocrra or AocraBKutaHa croKI4Te, Korzro ca [peAMer Ha AoroBopa;

; l._5-r,. tp" HeBt3MoxHocr Aa ce ocr,rrypr4 $unancupaue 3a kr3rra.rrHeHr,rero Ha
noprvi<3ra ii.o upu-runtr, Kor{ro Bb3JIOXI4TEJIf He e Morbn Aa rpeABr4Ar4.

' i! ,':: i.

', .,'pY|I,I YCJIOBI,I-fl
' :. :- ,... '.; J{9H 2l . Crpaul4Te no AofoBopa He B ciryrrar4Te,

rpeABI4AqH-lrB..qn. 116 or 3OlI.
. 1i..

,...i..r,r . Hieu 22. Crpauure rro AoroBopa ue 3rrbJrHeHr4ero
i : .-. .:.i- ; :

cnopoBe rlo. B3-ar4MHo c:bfJracr4e, a aKo ToBa e H9 npeA poAoBo

{pM+9I.eFTUlI..F,r cbA n rp. [o6pllq, ocBeH B cnyqal4Te, Koraro rpereHrluqra e npeArBeHa rro
pgA? IIA. 9.4LTo.Be lHoro rIpolI3B oAcrBo.

,," , . ". ., ,j.+gn 23. 3a BcIrqKI,I HeypeAeHLI rro Hacrorrqrrs AoroBop B:brrpoct4 rqe ce npr4narar
pasuope4Srare rla 3OlI, |I|I3OII, 33[ v T3.

,.,..,rL4eH 24.(l) 3a nanla4npr a1pewr 3a rrpr4eMaHe Ha ct,o6rueHr4s, eBbp3aHr4 c
HacTosr[[r 4oronop ce cMrTaT aApecr,rTe, IlocoqeHu B HaqaJroTo Ha AoroBopa.

,.(2) ITVr npoMsHa Ha AaHHLrre no npeAxoAHara aJrzr:uefl, cr,orBerHara crpaHa e

Inbxrra Aa yBeao.Mr4 4pyfaTa B Tpr{AHeBeH cpoK oT rrpoMsHara.
lllpy cbcraB.f,He Ha HacrotrrJuflT AoroBop ce npeAcraBLrxa or r43rrT,JrHurerrfl

uTe Aor(yMeHTr{:
f1,,,-Arryannu AoKyMeHTI{ ynocroBepflBarrlr4 trurcura Ha ocHoBaHr4q sa

orcrpanlna-iib QT rlpolleAypara, KaKTo r{ cborBercrBr4ero c rrocraBeHr4Te Kpr,rrepukr 3a

49409P-: , ,,,. .

' :. ,...
:,.,-i, _ ,,l:g.a o6crosrelcrBoro rlo r{JI. 54, u. 1, r. 3 or 3OlI - yAocroBepeHr4e or opraHr4Te

4o .njll4xq4.l,.l? r y,4ocroBepeHl4e or o6ulunara rro ceAarrvrrlero Ha BT*no)Kr.rrenf, v Ha

\.?-444p;u-r4-ll-{4yqacrHl4Ka;
--3? o6crogrelcrBoro rlo rIJL 54, an l, t. 6 - y,4ocroBepeHr,re or opfaHr4Te Ha

,tr{lurgnur,elua areHlrI4s " f rasHa rzHcneKur4tr no rpyAa" ;
l pA3peIIIeHLIe 34 TbpIOBI{t Ha eApO c MeAI,IUI,IHCK]1I Iu.3!]envIfl,, trc!:Al:e]ll]O Or IrIAJ]

{rI" ,upy..,,.4o4y-ueHr, yAocToBeptBalrl [paBoTo Ha yqacrHuKa Ia TT,pfyBa c MeAr.rrIr4HcKr{
vr3 eIrr4fl', IdgAaAeH or KoMrIereHTeH opraH Ha cborBerHata Abp]r(aBa. Pa^:peneuue urrr
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it':,'- '-i 
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