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YBAIKAEIv1h l-OCnOX VM f OCIOAA,
Bra Bpb3Ka c nocrbnh.no n%cMeHo hcKaHe 3a pa3f,cHeHhf, c Bx. Ne26-00-

1303t20.1O.2017 ro4. no ycnoBhf,ra Ha npoqeAypara, Ha ocHoBaHhe vlt.33, an.2 or
3Ol-l npe4ocraBnM cneAHhre Pa3rcHeHhR:

BbnPoc 1

uC orneA npeAMera Ha noPbqKara nuneilxa no craHAapr EAC EN

1789:2007+A2:2014 v A3l4clBaHero Ha r. 2.1.16 ,,TpaucQopuotlunma da e u3EbpweHo

cb?nacHo 6AC EN 1789:2007+A2:2014" Monfl norBbpAere, qe yqacrHraxtr rpn6Ba Aa

npeAocraBh onhcaHhre e AHexc A Ha craHAapra, pe3yrrarh or npoBeAeHh or
ceprra$raqhpaq (xorrQrqzpaH) opraH AhHaMhqHll rt crarrleHh recroBe no r. 4.5.9 u t.5.4
Ha ropecnoMeHarhn craHAapr 3a npeAnoxeHoro a oQeprara 6asoeo uJacrh A TVn

nuneilxa.
Eea h3BbpuBaHe Ha ropeonhcaHhre recroBe e ceprnQhqzpaHa aa6oparoprn

npoh3BoAhre.nflr ne 6u cneABano Aa npereHAhpa 3a cborBercrBhe cbc craHAapra h ne 6vt

Morbr Aa rapaHTrapa 6eaonacHocrra Ha h3BrrpuJeHara or Hero rpanc$opMaqhfl."

PA3flCHEHhE

Crraacno t.2.1 .6. or TexHh.lecxara cneqrQrxaqran rpaHcQopMaLlhf,ra

(xoHeepcrnra) cae4Ba Aa 6rrAe h3BrrpueHa ctrnacno craxaapr EN 1789:2007+42:2014

h.nh eKBhBareHr. [lpraoxexre A - Pee]o^ e or hsnutaaHhf,Ta no r.4.5.9 (4.5.9. Crcremr ga

3aKpenBaHe ) n r. 5.4.(5.4 Vsnttsatun Ha chcreMhre 3a 3aKpenBaHe h noAAbpxaHe B

caHhrapHoro orAerenre) e CaHrrapHoro orAeaenrae (4.5. CanrrapHo orAeneHhe or EN

1789:2007+A2:2014 ) - e qacr or or ropenocoqeHhn CraHAapr. Kum nero ce nphnarar

,,npOToKOl rl oT A3nuTBaHHflTa HoMep ....." , h3AaAeHh Or CeprrQhLlhpaq OpraH.

BbnPoc 2

,no r. z.t.o ,,TpaucsopMaqun (Kouaepcua)" ot rexHhqecKara cneqhQzxaqzn,

noAToqKa o) ,,Bb3MolKHocm 3a npeo6opydBaHe Ho peanouo6una B maKbl 30

noeopodeHu;', M6,nf, norBt pAere, qe ce hMa npeABhA 4o6aanHe nph rpaHcQopt"taqrnra Ha

orAenHa chcreMa 3a MeAhq%HcKh Bb3Ayx c nphnelxaulhre KbM HeR cxo6r aa Qrxcaq4F. Ha

cudtpxauuem"'31#l;"::;trffi::;:;:r:#::#':,':::;!;:x:;!;i'H':fri:;::::;:;:"'"'"0:::::' 
-

4poexm ,,Bawemo sapaii uuo euoqenue! - uodeptuuaotlun xa 1onnutlume e iuuau\ u Ceuuloe" e $unoxcupaa om Eeponeitcxun
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6ytunxa, peAyqhn BeHTh/t, oTAeIHh MapKyLth 3a MeAhqhHcKh Bb3Ayx )4 v3uoAu B

naLlheHTcKhE orcer, KaKBhro 6z cne4aano Aa hMa B eAHa HeoHara.nHa nuneitxa."
PA3flCHEHhE
B 2.1.6, noAroqxa o/ Brgnoxure/rf,T e v!4cKan,,Bb3MoxHocr npeo6opyABaHe Ha

peaHrmo6ylna B TaKbB 3a HoBopo4eHh". B npe4aoxeHhero or yl{acrHhKa cneABa Aa

hMa AonbnHnTenHA KoHTaKTh 3a MeAhLlvlHCKrl ra3 h eneKTphqecTBo 3a cBbp3BaHe KbM

rHxy6arop.
npe4noxenrnr r/'n caHhrapHo or.qeneHhe cneABa Aa hMa Bb3MoxHocr 3a

o6opy4eaHe B TaKoBa 3a HoBopoAeHA, cbrracHo craHAapra.

BbnPoc 3

"no r:.t.9 or rexHhqecKara cneqr$rxaqhn, a hMeHHo ,,O6saeexdaue 3a

naqueHmHomo noMer4enuelcaHumapeH omceK", noAToqKa bl ,,hnfyzeu dupxav", Morlfl

norBt prqere Aanh e AonycHara rexHh'.{ecKa rpeurxa, tuil Karo or ra6nrqa 14 aa craHAapr

6AC EN 1789:2007+A2:2014 e BhAHo, qe 3a C-rrn arHeilxa Abpxaqhre aa ruQy3AoHH.4

cpeAcrBa ca ABa, a He e4zH."

PA3flCHEHhE
CruacHo 2,1.6. TexHhqecKara cneqn$nxatyn Ha Btsnoxnrent cneABa craH,qapra

EN 1789:2007+A2:2014, xaro o6aaaex4aHe h o6opy4eaHe Ha caHhrapHoro orAenenre. B

To3h acneKT cneABa Aa ce paa6rpar A BAAoBere h Ko.nhqecrBara Ha npeAnoxeHoro

o6opy4aaHe h o6saeexAaHe, cbr.nacHo craHAapra.

BbnPoc 4

"n" t.2.1 .10 or rexHhqecKara cneqrQrxaqhfl, a hMeHHo ,,eneKmpuqecKo

3axpaHBaHe:" t4 noATOqKa d) ,,OmdeneHue 3A donannumeneH oKyVynamop", Monn Aa

6t4e noflcHeHo AaA|4 yqacTHhKbT Aa npeAnoxh caMo oTAeneHhe Anh oTAeIeHhe c

AonbnHhTe.neH aKyMynaTop. Axo rpn6aa Aa ce npeAnoxh h aKyMynaTop, To KaKbB T)4n V c

KaKbB Kanallhrer cneABa 4a e roil?"

PA3flCHEHhE
cneaea Aa 6rr4e o6eene,{eHo A noAchrypeHo e.neKTphqecTBoTo B CaHhTapHoro

oTAeneHhe. Ilpe4naraT ce pa3nhqHh peUeHhR 3a Ta3h o6esne'{eHocT.

BbnPoc 5

"nO r.Z.t.tO OT TeXHhqeCKaTa CneqrSrxaqhg, a hMeHHO ,,eneKmpuLtecKo

saxpoueane:" A noATOqKa i) u5 6pOn KoHmAKmu 220V" - Morltl, noTBl'pAeTe, qe

BbnpocHhr" *orru*r, rpn6aa Aa ca 3aulhTeHh B cboTBeTcTBhe c r' 4'3'4'1 or EAC EN

17g9;2007+A2:2014 c 30mA,qeQexrHoroKoBa 3aqhra v^u vBoftaqhoHeH rpaHcQopMarop."

PA3RCHEHhE
Curnacno Z:.0. TexHhqecKara cneqr,,lQr,rxaqran Ha BusnoxvrenF. cneABa craHAapra

EN 17gg:2007+A2:2014 xarO O6Saaex4aHe h o6opy4aaHe Ha caHhrapHoro orAenenne. B

TO3h aCneKT eneKTpl4qecKaTa hHcTanaLlhfl B caHhTapHoTo oT.qeneHhe rpn6aa Aa e B

cborBercrBhe c 6AC EN 1789:2007+A2:2014." '

BbnPoc 6

ffi.tloTTexHhqecKaTacneqraQrxaqAA,ahMeHHo,,ocBemneHue,,HRMa
HhKaKBh t43vcttaltfl B naLlheHrcKhfl orcer. curaacno 6AC EN 1789:2007+A2'-2014, r.4.5.6

,,hHreprOpHO OCBeT.neHhe" - e BhiqHO, qe MhHhMa.nHaTa OCBeTeHOCT B 3OHaTa Ha

Hoch.nKaTa Ha HopMaIHaTa h TpaHcnopTHa Bhcot{hHa cneABa ,qa 6t4e MhHhMyM 300[x' c

Bb3MoxHocT 3a HaMaIf,BaHe .qo I Sdtx. Ctulo raKa HaA Hoch.nKara rpn6aa 4a 6uge

MoHThpaHa na6na, rapaHThpaqa ocBereHocr 1650 [x, h3MepeHa Ha HhBoTo Ha HochnKara

npra Hafi'HhcKara it nosrqzR".
ctdup*o,u,,iio iiGvan*,ay:::ff1:#::#::::::!;:::;#"H':frX:ff:::::;":"'"'"0:::::' 
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Monn, norBbpAere, i{e ocBerreHhero B caH,4TapeH MeAhqhHcKh orceK rpn6aa 4a e
B cborBercrBhe c EflC EN 1789:2007+A2:2014."

PA3fCHEHhE
CuuacHo 2.1.6. TexHhqecKara cneqnflnxa4na Ha BtsaoxrTen+ cneABa craHAapra

EN 1789:2007+A2:2014 xaro o6aaaex4aHe h o6opy4aaHe Ha caHhrapHoro orAenexxe. B

To3h acneKT ocBer/'reHhero B caHhrapHoro orAeneHhe rpn6aa Aa e B cborBercrare c 6flC

EN 1 789:2007 +A2:201 4." .

BbnPoc 7

,,O1"CaH"AT B t.2.7.1 Or TeXHhqeCKaTa CneqrQrXaLlhfl, ,,AnApOm 3A

meponeBmupaHe Ha naqueHmu npu cneuHu xapduonozuttHat cbcmof,Hufl" hMa

xapaKTephCTrlRl, KohTO MoraT 4a 6l4ar noKphTh CaMO oT eAHH anapaT Ha na3apa, a

hMeHHo MoAen BeneHeart D6 Ha npoh3BoArarea Mindray Bio-Medical Etectronics Co., Ltd,

Rwail.
BtnpocHrnr anaPar BeneHeart D6

MeAhqhHCKoro o6opy4aane Ha craHApar
He oTroBapfl Ha h3hcKBaHhRTa KbM

6AC EN1789:2007+A2:2014 no cneAH%re

nOKa3aTe.rlh:
o orxcaqp,A - BeneHeart D6 Ha npoh3BoAurenfl Mindray Bio-Medical Electronics

Co., Ltd, Rwail He npeAnara chcreMa 3a Qrxcaqrn, TecTBaHa cnopeA

^r 
r*ru rf,ra Ha r. 6.3.5 or craHAapr 6flC EN1789:2007+A2'-2014

o Temneparypa - T.6.3.2.1 or craH4up, 
_14C 

EN1789:2007+A7:2014 yxaeea, ve

MeAhLlhHcKhTe ycTpohcrBa a LaHefixa cneABa 4a QynxqhoHhpaT nph BHacRHe

Ha crailHa ,"^nnlpurypa 20C cneA cbxpaHeHAe np4 reMneparypa or '30 4o +70

rpaAyca. YxasaHara oT npoh3BoAVreAA Ha BeneHeart D6 reMneparypa Ha

cbxpaHeH)4e, il4AHa Or o$raqraa.nHhre r,'ty 6pouryph e or -20 ao + 60 rpaAyca,

Koero He noKphBa h3hcKBaHVATa Ha craHAapra'

. Ceo6oAxo naAaHe - BeneHeart D6 Ha npoh3BoAtrenfl Mindray Bio-Medicat

Electronics co., Ltd, Krarail npereHAhpa 3a cborBeTcrBhe c r, 6.4.2 or craHApar

EAC EN1789:2007+A2:2014, Ho npoBeAeHhre My recroBe BKItoqBar caMo

naAaHeBbpxyocHoBaTa,aHeyKa3aHoToBcTaH,qapTanoeAHonaAaHeoTBcRKa
or 6're MY crpaHh.

c orne4 na ropecnoMeHaroro ,1 C qen AonycKaHe la^^oQepHpaHe 
Ha anaparh

HanbrHo orroBapsulh Ha .rur4ipiu 6Ac eNizaq:zoO7+A2:2014, cneABa Aa 6r"qar

npeMaxHaTh Bcht{Kh A3VCKBaHVfl, OrpaHhqaBau{h OQeprapaHeTO Ha Ta3h nO3hWA V Ha

anaparh, pa3nhqHh or BeneHeart D6 Ha npoh3BoAhrenfl Mindray Bio-Medical Etectronics

Co., Ltd, Ktlrrait."

PA3flCHEH14E
TexHrqe*ilra cneqrQNxaqhR, BK.nloqhTeIHo v1 MhHhMa,.'HhTe TexHhqecKh

v13AcKBaH.4fl ru'inipura no r.2.2.1., e h3rorBeHa npr cl6nroAaBaHe Ha HopMhre na 3o[l

h no KoHKperHo na'v1.48, an.1. n'4n,49 Or 3Ol'1. B t'2'2'1' Ca OnhcaHh rexHhqecKhre

napaMeTp A A MAHTIMa,]Hh ,I3IACKBaHAF Ha c'l'BpeMeHeH ,,Anapat 3a TepaneBThpaHe Ha

naLlxeHTh npl4 cneuHh KapAho nofrlliHl/ CbCTORHhtI noAxoAfll! 3a no/'l3BaHe B cTaqhoHap

AnA nOABhXHh hHTeH3hBHh Ot4e.neHnn", KO;ITO CnerlrQrKaqhfl MOxe Aa 6t'qe

h3nbrHeHa oT peAhLla npoh3BoA)4Tenu Ha TaKhBa anapaTh. orHocHo HanpaBeHoTo qpe3

TO3h BbnpOC AOnbnHhTeIHO nO4pO6HO h3lgxeHhe C TBbpAeHhfl 3a HecbOTBeTCTBhe Cbc

craHAapr 6AC EN1789:2007 + M;2014 Ha KoHKpereH MoAe'n anapar' to l: l:^l-?tutt
Bb3/roxhre.nf, Ha o6uecraeHara nopbqKa, Hhro caMara npolleAypa no Bb3'naraHero h'

BbnPoc 8

,,Mo.nfl noTBbpAeTe, qe a t.2.2.Lj noA HahMeHOBaHheTo ,,10G doxunz zapexdAt4a

cmonqun,, ce hMa npeABhA .rir"*i aa' Qrxcaqrn, cbr.nacHo T' 6'3'5 Ha 6AC

EN17g9:2007+A?:2014 ,,Orxcaqr, ,u ycrpoficraara", B Koflro ce yKa3Ba,-::r9l::iUi"'
,u Virpo;.rruru , nineilxa rpn6ea Aa ochrypflBa 3aAbplKaHe Ha ycrpohcrBoro npvl

ctdupxaxuem",Sux:"H::;trH::::;::#::H',::::::!;:::;!"ii"H':frxw4iiil.',"^'^"_'i^ 
)!.^,",.r
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^oi"[irioiu, 
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ycKopeHhe/4eycxopeHre 10G B HaAnbxHo, HanpeqHo h BeprhKanHo HanpaBneHhe. Moln,
ct lqo raKa norBbpAere, qe cborBercrB%ero cbc craHAapra ce AoKa3Ba cbc ceprhQraxar sa

npeMhHanh recroBe, h3AaAeHh or cperh$raqapaqa na6oparoprn."

PA3RCHEHhE
[loratpx4aBaMe, r{e noA ,,10G AoKhHr 3apexAaqa craHqhr" ce hMa npeABhA

chcreMa sa Qzxcaqa+, cbr^acHo r.6.3.5. Ha EAC EN1789:2007 + A7:2014.
Brgaoxrrennr e nocTaBhn h3hcKBaHe B TexHhLlecKhre c)4 npeAnoxeHhn

yqacrHhqhre Aa nphnoxar "Konhfl or AeKnapaqhh 3a cborBercrBhe cbc cran4apr 5{C
EN1789:2007 + A2:2014 unu eKBhBa.neHr, h3AaAeHh or npoh3BoAr. enF. Ha npeAnaraHoro

MeAhqhHcxo o6opy4BaHe, nphApyxeHh c Konhn Ha o$rqz,anHrl npeBoAh na 6tarapcxlt
e3hK, 3aBepeHh c noAnhc h neqaT h nocoqeHh hMeHa Ha nhqeTo, KoeTo no4nrcaa".
Bcexr ceprNQraqhpaH npoA3BoAhren h3AaBa raKhBa AeKnapaq)4h cneA no.nyqaBaHe Ha

recTo B h cepr r Q r x ar A, v3 AaAeH h or ce prra Q nqnpay414 a a6o paro p r r .

BrsroxNreIRT e B npaBoTo cA Aa h3BbpuJh npoBepKh no 3aflBeHhTe oT yqacTHhqhTe

AaHHh no peAa Ha L{.n.104, an. 5 or 3OIl

BbnPoc 9

@,18orTexHHqecKaTacneqhsrxaqnn,ahMeHHo,,lvlo.6unnoacnupaquoHHa
noMna,,: hzucxaaauflTa KbM BbnpocHhfl acnhparop He BK.nlogBar 10G tuoHralKeH KoMnreKT

3a nuaeilxa, xoiro e 3aAb/txt4Te.neH 3a cborBercrBhe cbc craHAapr 6AC

EN17gg:2007+A2:2014. Monn norBbpAere, qe craBa BbnpOC 3a rexHht{ecxa rpeulxa."

PA3fCHEHhE

"Mo6t4nHa 
acnhpaLlhoHHa noMna" no t.7,2.18. e npeABhAeHa 3a no.n3BaHe B no.neBh

yCnOBVlA, h3BbH lfHeilXata, h 3a Hefl He Ce ,'l3r1CRBa,,10G tttOttTa>KeH KOMflIeKT 3a

mneitxa".

BbnPoc 10

ffil.lgv1T.2.2.20oTTexHhqecKaTacneqrasrxaq.4A,ahMeHHo
,,Cnpuirqoexoaa un$ysuonno noMno" u ,,BonyuempuqHa unQysuouna noMna",

Btgaoxrre.nrr He e nocraBhr v3AcRBaHztR KbM Qrxcaqranra Ha ABere ycrpoilcrea. Monn

Aa noTBbpAhTe, qe KbM ABeTe ycrpoilcraa cneABa Aa 6t4ar AocTaBeHh MoHTalKHh

KoMnIeKr u ceprvtuwtlhpaHh, KaKro e no craHAapr EflC EN1789:2007+A2:2014"'

PA3flCHEHI,1E
BugaoxrrelRr pa38cHf,Ba, qe rHQysronHhre noMnh no r'2'2'19' 

'1 
2'2'20' ca

npeABhAeHh 3a normur" vpea QrxchpaHeTo hM Ha ocHoBHaTa HOCh.nKa not,2'2'4" ta

*bnro Btsaoxhrern e nocraBh.n h3hcKBaHe 3a ,,10G MoHTaxeH noAoB MoHTaxeH

KoMnleKr", c Koero ca cna3eHh HopMhre Ha craHAapr EAC EN1789:2007 + A2"7014'

Bch.txrl cbBpeMeHxr rnQysrloHHVl noMnh nphrexaBar neo6xoAVMVTe 3a qenra MoHTaXHh

nprcnoco6 new4[.

BbnPoc 11

,,CuuaCHO h3hCKBaHeTO Ha CTp. 15 OT TeXHh'{eCxara Cneqr$raxa1lrn "KbM
TexHhqecKoTochnpeAnoxeHheyL{acTHhl-lhTeAanpelqnoxaTKonhFoTAeKnapaqhh3a
cborBercrBhe cbc craHAapr 6AC EN1789:2007+A2:2014 AnA e(il4}afleHr"'

Moan noTBlrpAeTe, qe noA ,,Konhe oT AeK.napaLlhF 3a CboTBeTCTBhe cbc cTaHAapT

6AC EN17g9:ZOO7+M:2014 An4 eKBABa.neHr" ce pas6rapa recroB ceprra$rxar, h3AaAeH or

ceprrQrqhpaHa aa6oparoprn, noTBbpxAaBaq npeMhHaTh TecroBe, npoBeAeHh B

cborBercrBhe c v!4cKBaHr,tRTa Ha craHAapra, a He AeKnapaqhF e cao6o4eH crh'fl or

npoh3BoAhTern, ynoBaBaqa ce Ha ,,qecrHara lty 4yma"'

cudtpxonuemo Ha mo3u ny6nuxatlun xe npeocmaennlo HenpeheHxo osuquanxama no3uqun xa Eeponeilcxu catos'

o^iiwiiritmo'so ctdupxoHuemo ce Hocu eduxcmeexo om xeilxume aBmopu.

Ilpoexm ,,Bautemo tdpaee iii5r,o""ru"t ' uoaepuuza;;;;;b;;;;'ltme e 3uunu'. u Ceuqoe" e Qunaucupan om Eeponeicxua

cbrJs,epesEeponeilcxua$ondtoPezuoxannopo3ilumueapo^lKumeHanpozpa,'oma"INTERREGV-AROIIANIA-BULGARIA"'



PA3fCHEHhE
BrraaoxrreaRr e nocraBh.n h3hcKBaHe B TexHhqecKhre ch nperqnoxeHhn

yqacrHhr-lhre Aa nphnoxar "Konhf, or AeKnapaqhh 3a cborBercrBhe cbc crax4apr 6flC
EN1789:2007 + A2:2014 unu eKBhBareHr, h3AaAeHh or npoh3BoA)4Ten+ Ha npeAnaraHoro
MeAhqhHcxo o6opy4BaHe, nphApyxeHr4 c Konhn na oQzquanHr npeBoAh Ha 6rnrapcxr
e3vr,3aBepeHh c noAnhc h neqar h nocor{eHh hMeHa Ha nhqero, Koero no4nhcBa" sa
cneAHoro MeAhqhHcKo o6opy4aaxe :

1. Anapar 3a repaneBThpaHe Ha naqheHTr npr cneuHh KapAhonorhqHh cbcroAHAA

noAxoAnul 3a no,n3BaHe B cTaqho{ap AnA noABh)r(Hh hHTeH3hBHrl orAene}i'nE;

2. OcxoaHa HochnKa;

3. Hoczaxa rhn ,,rpr6navxa 4tcxa";
4. .Ilonartqna HochnKa;

5. TpancnopreH cro.n 3a eBaKyaqul Ha naqheHTh;

6. TpaxcnopreH pecnhparop.

Bcexr ceprraQrqhpaH npoh3BoAhren h3AaBa raKhBa AeKnapaLlnn cneA nonyqaBaHe
Ha recroBu cepruSuKarh, h3AaAeHh or ceprrQn 1ll,patiry.l la6oparoprr.

BtgaoxzteaRr e B npaBoro cu Aa h3Blrpruh npoBepKh no 3affBeHhre or
yqacrHhqhre AaHHh no peAa Ha e.n.104, a.5 or 3OIl.

3a6eaexxa: Ha ocHoBaHhe vr.33, an.4 or 3On, Hacronulhre pa3ncHeHhfl no
ycnoBhflra Ha o6r4ecrBeHara nopbqKa ce npeAocraBf,T vpes ny6nhKyBaHe Ha npo$z.na Ha
KynyBaL{a.

C yaaxenre,

hH}I(. NIAMEH NETKOB
3AM.-KMET ,,6)4n" HA O6Ull4HA CBhUloB
B KagecrBoro Ha Btsroxhre.fl, ynb,nHoMou{eH cbc
3anoae4 Ne1316-PA-01 -03127 .09.2017 r. Ha Kmera na O6qr,rHa Carqoe

Ctdtpxoxuemo Ho mo3u ny6nuxoqua xe npedcmaennoo HenpeMeHxo o$uquanxama no3uLlun ua Eaponeicxu cttos.
Omzoaopuocmma za cudtpxaHuemo ce Hocu e)uncmeeno om ueduume olmopu.

Ilpoexm ,,Bawemo zdpaee uMa 3HageHue! - uodepuuaoqun no donxutqume e iuunue u Ceu4oe" e $uxaxcupax om Eeponeicxun
cbto3, qp€B Eeponeilcxun Soxd sa Pezuonanno pa3Bumue a poMKume Ha npoepa\4amo "INTERREG V-A ROilANIA-BULGARIA".
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