
06llBJ!El01E 3A nOP'b'IJCA (ocpou, 7) 

IlpH'l"YPKB K'hM Oc}>�aJJeH seCTHHK aa EeponeHcKHJI C'hl03 

Mu<t:>opM�HJI u oHJJait.H <l>opM)'.lUlpH: http://sjmap.ted.europa.eu 

OS.HBJIEHHE 3A IlOP'bt{KA 

,nJq>eKTHBa 2014/24/EC / 30Il 
QilpoeKT ea 06.11wiem1e 
�06.11wieH0e aa ny6nHlcyBaue 

P A3,UF.JI I: B1>3.llAI' AID: OPr AH 
I.1) ff&HMeHOBBHHe H B)q>eCH 1 (MOJlJI, noeoxere BCH'IKH B'b3.118r8� opram«, KOHTO 
O'ITOB8PRT 38 nnouenveara) 
0<l>KUll3nHO H8HMeH088HHe: HaIU10H8JleB peracrpauaoaee HOMep: 2 
YH11Bepc11TeTcKa MHoronpoqi1111Ha 0011H11ua 3a 102274111 
aKTl'1BHO Jie<.aeHMe - 6yprac A.n 
Ilourexcxa aapec: 
6y JI • CTeq>aH CTaMoonoe N1 73 
I)>a,IJ,: 'KO,IJ,NlITS: IIomeHCKH KO,IJ,: 1,Zhp)KaBa: 
6yprac BG341 8000 BG 
JI0ue aa KOHT8KT: Tenerpoa: 
�peHa neTKOBa +359 879358008 
Enexrponna noma: ¢1aKc: 
mbalburgas8000@gmail.com +359 56810592 
liHTepHeT 8,ll,pec/R 
Ocaosea aapec (URL): 
http://www.mbalburgas.com/ 
Aapec Ha npodiana Ha xyrryaasa (URL): 
http://www.mbalburgas.com/bg/news/index/58/ 
I.2) C'hBMecruo e'b3JlarBHe 
QIIop,,'IKaTa 06XBa1J..1a C'bBMeCTHO B'b3J1araae 

B cnyqaH Ha C'bBMeCTBO B'banaraHe, o6XBamamo pa3nK'IHH ,IJ,'bp�BH - rrpHJIO>KHMOTO H8[1HOH3nHO 
38KOHO,IJ,8TeJICTBO 8 cq>epaTa Ha 061J..1eCTBeRHTe DOpl>'fKH: 

nIJOP'b'IKaTa Ce B'b3Jlara OT UeHTJ)aneH opraa aa DOKVllKH 

I.3) KOMYHHK&IOtJI 
�.l\OK)'MeHTaUHHTa aa ofimecraeaara nopsnxa e ,IJ,OCTbnHa aa aeorpaarrsea H rrsnea npax fieannarea 

,IJ,OCTbn Ha: (URL) 
http://www.mbalburgas.com/bg/news/view/58/1449 

0.lloCThO'bT AO ,IJ,OK)'MeBT8[1HJITa 3a 06mecrBe1:1aTa DOpl>\fKa e orpauasea . .llom.nHHTeJJHa HHq>OpMal(IDI 
MO)l(e ,1J,a ce nonyqu Ha: (URL) 
)J.OD'bJIHHTeJrna HHQ>OpMaUHJI MO)Ke ,IJ,a fn.,IJ,e nonyqeHa OT 

�fopenoco\feHOTO/HTe MRCTO/MeCTa aa KOHTaKT 
n,IJ,ovr annec: (MOJUI, nccosere ,IJ,Pvr aapec) 
Otpeprme HnH 3aJIWJeHIDIT8 38 ysacrae Tp.R68a ,IJ,a fn,,IJ,aT H3DpaTeHR 
Oe.11eKTpOHHO nocpencraoes: (URL) 
�ropenoco'feHoTO/HTe MRCTO/Mecra aa KOHTaKT 
n,IJ,O cne,IJ,HWI aanec: (MOJUI, DOCO'leTe JlDYr 8,1),0eC) 
O EneKTpOHHaTa KOM)'HHKaUH..R H3HCKBa H3DOn3B3.BeTO Ha cpencraa H yC'TpOHCTBa, KOHTO no npauuan He 

ca JlOCThDHH. B'b3MO)l(eH e aeorpaaaxea H rnsnea UO.l!K fiesnnareu ,IJ,OCThD Ha: (URL) 

I.4) BHA ea B'b3Jlar� opraa 
0MHHHCTepC'TBO HnH BC.l!KaK'bB npyr H8UHOHa.neH �Ily6m1'fHOnpaeua oprauaaanaa 

HJ!H Q)e,ll,epanee oprau, BKnlO'IHTeJIHO TexHH 
perHOH3nHH HnH MeC'THH nonpaanenerraa 

0Hau11onanua HIIR q>e,ll,epanua arenuHR/CJl)')K6a OE.eponeHcKa HHC'THTYUH.R/areHUHJI HJlH 
Me)KJl.yH3p0,ll,H8 opraHH38UHJI 

O Pernoaanea HJIB MeCTeH opraa Q)J.pyT THO: 
nPereoeanua HJlH MeCTHa arena;BJ1/CJIY)K6a 

I.5) 0CHOBH8 Aeiiuocr 
0061J.{H o6uteCTBeBH ycnyra 0HaCTaH.RBaHe/>KHJJHIUHO C'TpOHTeJICTBO u MeCTa 

33 OTllHX R KVnTVOa 

YHll bJ leb 1bJ-d30-4747·8aab-<:d8ddS99a097 



nap,- ...... 

00r6paua 
006�ecrBee pea M fieaonacaocr 
OOKonua cpeaa 
0HKOHOMH'leCKH H q>HRaHCOBR ,AeHBOCTH 

3.A aaeonaasaue 
P A3.[(E.71 II: IlPE.[(MET 
11.t) 06xeaT Ha o6�eCTBeHaTB DOJ>'l,11:Ka 

0.6JIBJIEHHE 3A OOP'b'IXA (IICl)C,.. 7) 

0CoQ11anHa3axpHJJa 
00rAKX, xyrrrypa a sepoaanoaenaaae 
006pa3oeaHHe 
0.D:pyra AeHuocr: _ 

Il.1.1) ffaHMeHOBBHHe: 
,,nEPY10A£1YHY1 .[\OCTABKv1 HA J1ASOPATOPHY1 PEAKTY1Bv1 v1 KOHCYMATY18v1 C'b8MECT!i1Mli1 
3A PABOTA C XEMATOJ10rv1YEH AHAJ1£13ATOP ,,CELLDYN RUBY", 
Pedieoearea aosreo: 2 

Il.t.2) 0CHOBeH CPV KOA! 
.D:oo'bJJRRTeJieH CPV KO.A: 1 2 

33696500 

Il.1.3) BHA Ha DOp'hqKa 
nCToOHTeJICTBO f21,llOCT8.BKH 

Il.1.4) KpaTKO ODHCBHHe: 
OoeKT Ha nop'bYKaTa ca nep1110..Q111YHO nosTapRIUJII ce 

..QOCTaBKJII Ha naoopaTOPHJII peaKTJIIBJII JI! KOHCyMaTY1BY1 3a C'bBMeCTHMJII 3a paOoTa 
c xeMaTonor111YeH aHanJ113aTop ,,Celldyn Ruby" ..QJ11tepeHuJ11anHo OpoeHe Ha 
neBKOUJIITJl!Te B 5 tpaKUJIIJII JI! aBTOMaTJll4HO no..QaBaHe Ha npOOJl!Te, npOY13BO..QCTBO 
Ha ,,Abbott Diagnostics", 3a HY>K..QJl!Te Ha "YMBAn-Syprac"A,[l. 
1.npe..QnaraH111Te OT yYaCTHY1UJl!Te peaKTY1BY1 JI! KOHCyMaTJIIBY1 TpROBa ..Qa 
OTroeapRT Ha Jll3JIICKBaHJIIRTa pa3nJ11CaHJ11 B TexHHYeCKaTa cneuJ11tJ11KaUJ11R, KaKTO 
JI! Ha Me�..QyHapO..QHJl!Te CTaH..QapTY1 Y1 3aKOHa 3a Me..QY1UJIIHCKY1Te Jl\3..QenJIIR. 

2.0cTaT'bYHJIIRT cpoK Ha rO..QHOCT Ha peaKTJIIBJl!Te 111 KOHCyMaTJIIBJIITe 
K'bM ..QaTJIITe Ha ,.QOCTaBKa TpROBa ..Qa O'b..Qe He no-Man'bK OT 75% OT OORBeHJIIR OT 
npOY13BO,.QY1TenR. 
Il.1.5) Hporuoaaa ofima CTOHHocr:2 
CrouHOCT, 6e3 na ce eKn10,rna MC: 94 33 4 . 81 Banyra: BGN 
(sa pa.MK06U cnoposipeenus: WIU auHQMU'IHU cucme.Mu 3Q noKYnKU - npoZH03HQ o6U{a MQKCUMCUIHQ 
cmouHocm 3a l.{SUlama npoO'bllJtCUme.mwcm Ha pa.MKoeomo cnopa3yMeHue w,u Ha auHG.MU'lHama 
cucme.Ma ac noKYnKU) 

Il.1.6) P&aAeJU1He na o6oco6eHH noa� 
Haeroamara nop,,qKa e paaaeneaa ea ofiocotieaa no3Hl{HB 

Ona 
181He 

Orpepra MoraT ,ua 61.,uaT uonasaan aa 
DecH'IKH 06oco6ee11 D03HL(Hll 
0MaKCHMaJleH 6poH otiocotieaa D03HUHH: 
0caMo ezma ofiocofiena D03HUHJI 

0MaKCHManee 6poH cfiocofierra D03H�HR, KOHTO MOraT na &!.,uaT B'b3JIO)KeHH Ra e.ll}UI otpeperrr: 
0B1>3Jlara.utHJ1T opraa CH 3aDa3Ba npaaoro na B'b31Iara DOP,,'IKH, KOM6HHHpa� cneznurre o6oco6eeH 

TI03HUHB HJlH rnvna OT o6oco6eHH TI03HQHH: 

PA3.[(E.7111.2) Onacanae / o6oco6ena noamran 
Il.2) Ouacaane 1 

Il.2.1) HBKMeHOBaHHe: 2 
06oco6eea ao3HUHJI NQ: 
2 

Il.2.2) .l(olrl,JJ_HHTeJmH CPV KOAoee 2 
Ocaoaen CPV KOA: 1 33696500 
.llon'bJJHHTeneu CPV KO.A: • 2 -- 
Il.2.3) Macro aa H3D'hJllleHHe 
OcHOBHO MJICTO Ha H31Tb.1UieHHe: 
CKna..Qoea Oa3a Ha YMSAn Byprac A.[\ 
KO.A NUTS: l BG'.'.141 

II.2.4) OOHcaHHC ea o6�eCTBCH8T8 DOpb'IXa: 
(ecrecrso a KMK'leCTBO Ha CTpOHTeJJliH pa60TII, AOCT8BKH HJlH ycnyra HJlH yxasaaae Ha DOTpe6HOCTH H 
H3HCKBaRIDI) 

YHf1 bl leb lbJ-<IJ0-4747-lub-ed8ddS99.o97 



06llBJ!El01E 3A OOP'b'UCA (o<pCKA 7) 

N! no pe�B��OnaKOBKaKon�YeCTBO 
1.Diluent /Sheath20 n160 
2.WBC Lyse 3800 MJl95 
3.NOC Lyse (CN Free)4000 MJl20 
4.Ensyme cleanerlOO MJ15 
5.Reticuloc RGTlOO Op. 45 
6.CD26PLS CTL HP15 MJ110 
7.CD29PL TRILVL CTL 
HALE'PACK WITH RETIClS MJl12 
II.2.5) KpHTepHH 38 B'b3JlaraHe 
� Kpareparrre no-aony 

O KpHTepmi aa xasecrao - I1Me: / Tescecr: 1 2 2° 
O Kparepaa, caspaaa c paaxozm - I1Me: / Texceer: 1 2° 
� Ileaa - Tescecr: 21 

O Ileaara He e eAHHCTBeHHJIT KpHTepHH aa B'b3JlaraHe u BCH'IKB KpHTepH11 ca nocoseaa casio a 
.11.oKYMeHTa�Ta Ha ofimecreeaara DOP'b'IXa 

D.2.6) Ilporeo3H8 CTOHHOCT 
Croaaocr, 6ea na ce BKJJIO"IBa MC: 94334.81 Banyra: BGN 
(sa paMKOBU cnopa3yMeHUR WIU OUHClMUl./.HU cucme.MU 3Q no,cymru - npoZH03HQ o6z.qa MQKCUMQ/IHQ 
cmoilnocm 3a WU1ama n - "-- ·- - me.nnocm na ma3u o6oco6eHa no3UUUR) 

II.2.7) IlpOAb,IDKHTCJIHOCT H8 DOp'h'IK8T8, p8MXOBOTO cnopaayssesme HJJH AJ{H8MH'IH8 
CHCTeMa 38 DOKYJlKH 
npo,ll1,Jl)KHTeJIBOCT B MeceUH: 18 HJlH IlpO.l{oJDKHTeJlHOCT B .11.HH: 
HJIH 
Haxanaa aara: AA/MM/rrrr 
Koai'%na ziara: .11.A/MM/rrrr 

Ta3R nopasxa DOA/le>KH Ha 00.l{HOBJUlaHe ll80 He� 
0DHCaHHe Ha DO,AH08118aHHJITa: 

D.2.9) HB4>opM8D,HJ1 OTHOCRO Orp8Rlf11eHHe 38 6pOJI ea K8.JIJ{HA8THTC, KOHTO me 6-1.AaT 
DOKaHeHH 
(c H3KJIIO'leHHe Ha OTKPHTH npouenypa) 

0'13.KBaH 6poii KaH.IJ.H,AaTH: 
HJIH Ilpeaaaaea MHH1U,1aneH 6poii: / MaxCHManeH 6pou: 2 

06eKTHBHH KpHTepHR aa H360p ea orpaansea 6poH KaB,l{H,AaTH: 

11.2.10) BHcl>OpMa� OTHOCHO eapHaHTHTe 
me fu.l{aT npaeseana BapHaHTH llaO He� 

D.2.11) HB4>opM81J.HJ1 OTHOCHO on�e 
OnUHH llaD He� 
Onacanae Ha OIJUHHTe: 

Il.2.12) Ha4>opM8D,HJ1 OTHOCHO eJJeKTPOHHH K8T8JI03H 
OO<t>epn!Te rpstiea ,Aa fu.11.aT npezicraseua non <t>opMaTa Ha e.neKTpOHHH KaTaJI03H WlH ,Aa BKJUO'IBaT 

enexrpouea xaranor 
II.2.13) HB4>opM8D,HJ1 o'raocao cpencrna OT E.eponeit:cKHJ1 C'hJ03 
Ofimecraeaara nops-nca e B'bB apssxa c npoexr u/HJnt npcrpaaa, <t>uuaRCffPatt/a C'bC llaO He� 
cpeneraa OT EaponeHCKHJI C'bl03 
11.AeBTH<t>HK� Ha npoexra: 

Il.2.14) lJOJI'J,JJJfHTCJIH8 HH4>0pM8D,HJ1: 
rapaHU�RTa 3a �3n'bnHeH�e Ha �oroaopa e B pa3Mep Ha 1 % OT CTOl':1HOCTTa Ha 
nop'bYKaTa. 

YHO bl lcblbl-<IJ0-4747-8ub·ed&dd599a097 



OSJIBJIEHHE 3A non'!KA (IC!)Cff.l 7) 

rapaHu111111Te ce npenocTaBRT e entta OT cnenH111Te �opM>-1: 
1. nap111YHa cyMa; 
2. 6aHKOBa rapaHUMR; 
3. 3acTpaxosKa, KORTO o5e3neYasa 1113nbnHeH111eTo Ype3 n0Kp111T111e Ha 

OTrosopHOCTTa Ha M3nbJ1HMTeJ"IR. 
rapaHUMRTa no T. 1 MJ"lll! 2 MO)Ke na ce npe.nocTaBII! OT ll!MeTo Ha M3nbJ1HMTeJ1R 

3a cMeTKa Ha TpeTo n111ue - rapaHT. 
PA3.l(EJI III: IlPABHA, HKOHOMl£CIECKA, tl>HHAHCOBA H 
TEXHl£CIECKA HHCl>OPMAUJUI 
ffi.1) YCJIOBHJI 38 V'18CTHe 

111.1.1) ro�OCT 38 yupWIOUIB8He H8 npoc}>ecHOB8JIH8T8 ACHHOCT, BKJDOqJfTeJJHO 
H3HCXBaBHJI B'hB BJ)'h3K8 C BIIHCB8HeTO B npoc}>eCHOH8JIBH .HJ1H TbproeCKH perHCTpH 
Crracsx H xparxo onacaaae Ha ycnoaasra: 
�a np111Te)KasaT ean11.nHo Pa3peweH111e 3a Tbproe111R Ha enpo c Men11u111HcK111 
113.nenMR, naea�o MY npaeo na Tbprysa Ha enpo c Me.n111u111HCK111 KOHCyMaT111B111, 
3a KOll!TO BHaCR npennoJKeH111e, a 3a YYJK.necTpaHHMTe n111ua - aHanorMYHII! 
pa3peweH111R, CbrnacHO 3aKOHO.IlaTeJ"ICTBOTO Ha .Ilbp)KaSaTa YJ1eHKa, B KORTO ca 
ycTaHOBeHYI. 

�3MCKyeM>1 .IlOKyMeHTM YI MH�OpMaUMR nocoYeHM B 06RBJ1eH111eTO M 
oTpa3eHYI s EE�On. YYacTHll!KbT cnensa na nonbnHYI none 2) OT pa3nen A: 
"ro.nHOCT" Ha YacT IV: uKp111Tep111111 sa nonOop" OT E.IlMHHMR espone�cK111 
.IlOKyMeHT 3a oO�eCTBeH111 nopbYKll1 (EE�On); 

C ornen Ha ropH111Te 1113YICKBaHMR, KbM MOMeHTa Ha CKJ1IDYBaHe Ha 
.norosop CbC cneYeJ1MJ1111R yYaCTHMK, Cb�ll!RT npencTaBR: 

a) 3asepeHO OT yYaCTHMKa KOnMe Ha Pa3peweHMe 3a TbprOBMR Ha e.npo c 
Men111u111HcK111 1113.nen111R, 1113.naneHo no pena Ha 3M� 111n111 attanor111YeH noKyMeHT 3a 
YYJKnecTpaHHMTe yYaCTHll!UII!. 
no OTHOWeHMe Ha yYaCTHll!UMTe He cnenea .na ca Han111ue o0CTORTeJ1CTBaTa 
nocoYeHM B YJ1. 54, an.l OT 30n, OQCTORTeJ"ICTBaTa no YJ1. 3, T. 8 111 4J1. 4 
OT 3aKOHa 3a 111KOHOMJ.14eCKll!Te 111 �YIHaHCOBMTe OTHOWeHYIR c npy,ic:ecTBaTa, 
per111CTp111paH111 B IDPMC.Illl!KUll!II! C npe�epeHu111aneH naHbYeH peJKMM, CBbp3aHMTe C 
TRX J1111Ua M TeXHll!Te ne�CTBll!TeJ1HII! COOCTBeHll!UM. CBbp3aHII! J"IMUa YIJ1YI CBbp3aHII! 
npennpYIRTMR He MO)Ke .na Ob.IlaT caMOCTORTeJ1Hll1 KaH.Il111.IlaTll1 ll!J111! yYaCTHMU111 B 
e.nHa 111 Cb�a npoue.nypa. 
ffi.1.2) HKOHOMH'ICCKO H c}>HB8HCOBO C'bCTO.RHHe 
O Kparepaa aa nonfiop, KaKTO e yxaaaao B .llOK)'MeRTa.QRJITa aa ofimecraeaara nOJYb'IKa 
CnHCbX H xparxo ODHcaHHe Ha KpHTepHHTe 33 nonfiop: 
He ce npe.ns111)1(naT 
l13HCKBaHO MHHHMaJJHO/BH HHBO/a: 2 

ffi.1.3) TexHll'leCKH H npoc}>eCHOH8JIHH B'b3MO:IICJIOCTH 
D KpHTepHH aa nonfiop, xaxro e yxaaaao B .uoK)'MeRTa.QIDITa sa ofiuiecraeaara nOJYb'IKa 
CnHCbK H KpaTKO onacaaae 1:1a KpHTepHHTe aa nonfiop: 
na6opaTOpH111 KOHCyMaTll1BM no np111Hu111n, T.e. He caMO OT KaTerop111RTa Ha 
Te3111, 3a KOMTO yYaCTHMKa BHaCR npe.nnoJKeH111e, KaTO o5eMbT Ha Yl3IlbJ1HeHaTa 
nopbYKa e Oe3 orpaH111YeH111e) c npenMeTa Ha npouenypaTa, c nocoYBaHe Ha 
CTO�HOCTll1Te, naTMTe 111 nonyYaTeJ1111Te, np111npyJKeH OT .IlOKa3aTeJ1CTBa 3a 
1113BbpweH111Te .IlOCTaBKYI 3a nocnenH111Te 3 rO.Illl1HM, CYll1TaHO OT Kpa�HaTa .naTa 
Ha npencTaBRHe Ha npenno)KeH111RTa, c Tene�oH 3a epb3Ka c sceKYI OT 
8b3J10)KYITeJ"IYITe. 
2. �a 111MaT TeXHMYeCKO o6opynsaHe 111 pecypCHll!Te Bb3M0)KH0CTM 3a 
OCMrypRBaHe Ha KaYeCTBeHO YI Obp30 M3nbJ1HeHl1e Ha nopbYKaTa (TpaHcnopTHII! 
cpencTBa - MMHll!MYM 2 Y1/YIJ"lll1 .norosop c Kyp111epcKa �MpMa - .MJ.1HMMYM 1, c 
KOMTO pa3nonara yyacTHYIKa). M3YICKBaHeTo e np111J10)KMMO 111 np111 ycnos111e Ha 
yYacT111e 3a noseye OT enHa oOocoOeHa no3MUMR. 
3.YYaCTHYIUYITe TpROBa na ca BHenp111J1M CMCTeMa 3a ynpasneHYle Ha KaYeCTBOTO 
no EN ISO 9001:2008 111n111 EN ISO 13485:2003 Y1J1M eKBYIBaneHT, Yl3.IlaneH OT 
opraH111, ycTaH0BeH111 e s�nrap111R 111n111 npyr111 n�p)Kaae111 YneHKM, 3a ne�HOCT 
CBbp3aHa C .IlOCTasKa Ha Me.IlYIUll!HCKM M3.IleJ1YIR, 

M3J.1CKyeMM .IlOKyMeHTll1 11 v!H�OpMaUJ.1R nocoYeHvt B OQRBJ1eHY1eTO 11 

YHll bl lcblbl-430-4747-8ub-ed8dd599a097 



napnuaa: OliJfBJlEHME lA nOP'b\lKA (•cpc,.. 7) 

oTpa3eHM a EE�On. YYaCTHMKbT cne.naa .na nonbnHM none 2) OT pa3.nen A: 
,,ro.nHOCT" Ha 4acT IV: ,,KpMTepi,,1,1 3a no.noop" OT E.n1'1HH1'1.R eaponet-'!CICM 
.noicyMeHT 3a oowecTaeHM nopbYKM (EE�On); 
C orne.n nocoYeH1'1Te no - JJOny Vl3MCKBaHVI.R, ICbM MOMeHTa Ha CICflDYBaHe Ha 
.norosop CbC cneYenMnM.R Y1-,1aCTH111ic, CbWM.RT npe.ncTas.R: 

a) Cn1'1CblC Ha .llOCTaBIC1'1Te, IC01'1TO ca M.!leHT1'1YHII! lllflJ,1 CXO.!lHM (no.n 
,,i,,.neHT1'14H1'1 1,1n111 cxo.nHVl" we ce npi,,MaT Te3M, .noica3sawV1 .nocTasica Ha 
naOopaTopHVITe peaKTVIBVI VI KOHCyMaT1'1BVI no npVIHUVln, T.e. He caMO OT 
icaTerop111.RTa Ha Te3111, 3a KOIIITO yYaCTHIIIKa sHacR npe.nno�eHi,,e) c npe.nMeTa 
Ha npoue.nypaTa, c nOCOYBaHe Ha CTOJIIHOCTMTe, .uaTMTe v1 nonyYaTenv1Te, 
npM.npy�eH OT .noica3aTenCTBa 3a v13BbpWeHMTe .llOCTaBICM. 

5) 3asepeHO OT yYaCTHVIICa KOnVle Ha cepTM�1'1KaT EN ISO 9001:2008 
v1nV1 EN ISO 13485:2012 111nv1 eicai,,aaneHT, 3a .l.leCiHoCT cabp3aHa c .l.lOCTasica Ha 
Me.nMUIIIHCICM 1113,neni,,.R. 

npi,, ycnOBM.RTa Ha yYaCT1'1e Ha ooe.nV1HeHMe, .llOKyMeHTMTe no T.3 
ce npe.ncTaB.RT caMO 3a yYaCTHMUll!Te, ype3 ICOMTO ooe.nv1HeHMeTO .llOKa3aa 
CbOTBeTCTBMeTO CM C icpv1Tep1,1v1Te 3a no.nOop. 
ltf3HCKB3HO MHHHMaJIBO/HH liHBO/a: 2 

l.�a MMaT On1'1T B M3nbnHeHMeTo Ha MMHMMYM 1 .nocTaBKa Ha naOopaTOpHM 
peaKTMBM v1 ICOHCyMaTVlBM - .noica3sa ce C npe,nCTaB.RHeTO Ha CnVlCblC Ha 
.nocTaBKMTe I ICOIIITO ca 1,1,neHTll!YHIII 111nv1 CXOJJHM { non ,,lll)leHTIIIYHM 111n111 CXO,llHIII" 
we ce npll!MaT Te3v1, .noKa3aaw1,1 .nocTaaica Ha naOopaTopH111 KOHCyMaT111s111 no 
npMHUll!n, T.e. He caMO OT 1CaTerop111.RTa Ha Te3M, 3a KOVITO yYaCTHll!Ka BHaC.R 
npe.nno�eHMe, KaTo oOeMbT Ha 1113nbnHeHaTa nopbYKa e 6e3 orpaHMYeHMe) c 
npe.nMeTa Ha npoue.nypaTa, c nocoYsaHe Ha cToiilHocT111Te, .naT111Te III 
nonyYaTen111Te, np111.npy�eH OT .noKa3aTencTsa 3a 1113BbpweH111Te .nocTaBK1'1 3a 
nocne.nH111Te 3 rO,llll!HIII, CYMTaHO OT KpaiilHaTa .naTa Ha npe.ncTaBRHe Ha 
npe.nno�eHll!.RTa, C Tene�OH 3a Bpb3Ka C BCelCIII OT Bb3flO�MTenMTe. 

2.YYaCTHVlUVITe TpROBa .na ca BHe.np111nM Cll!CTeMa sa ynpasneHMe Ha 
KaYeCTBOTO no EN ISO 9001:2008 1,1nv1 EN ISO 13485:2003 111n111 eKBMsaneHT, 
1113,na.neH OT opraHM, ycTaHoseHM s 6bnrap111.R 111nM .npyr111 .Ubp�aae111 YneHKIII, 3a 
.net-'!HOCT CBbp3aHa C .llOCTaBKa Ha Me.nll!UMHCKIII 1113.lleflM.R. 

M3MCKyeMM .llOKyMeHTIII VI MH�OpMaUM.R nocoYeHM B 06.RsneHMeTO III 
oTpa3eH111 a EE�On. YYaCTHMKbT cne.naa .na nonbnH111 none 2) OT pa3.nen A: 
,,ro.nHOCT" Ha 4acT IV: ,,Kp111TepMM 3a no.noop" OT E.rtll!HHIII.R eaponeiilCKII! 
.noKyMeHT 3a oowecTseH111 nopbYK111 (EE�Ofl); 
111.1.5) HH4>opM� OTHOCHO 3aD83eRH DOJ)'l,q_XJI 2 
Oilop-bqKaTa e aanaseaa aa aannrreaa ape11.apW1THJ1 H HKOHOMH<1ecKH oneparopa, uacoxeua K1>M 

COUHaJIHa e nporpecaoaanua HHTerpauHJI ea JIRUa c yBp�aHHJI HJJH JlHUa B HepaBHOCTOHHO 
nonoxceaae 

Qlfan'bJIHeHHeTO Ha DOp-b'-IKaTa e orpaaaxeao e paMKHTe aa nporpawa sa C'b311.aBaHe Ha aauurreaa 
natioraa Mecra 

2 ill )Y ,2 CJIOBHJI B'hB BD'h3K8 C DOD'b'IJC8T8 

m.2.1) HH4>opM� OTHOCHO onpenenena npo4>eCHJ1 (cum 38 DOJ)'l,q_KH 38 YCJJYI"H) 
QHan'bJJHeHHeTO Ha OOp-b'IKaTa e orpaaaseno 11.0 onpeneneua nporpecas 

Il030BaBaHe Ha DPHJ10)1(HM8Ta 3a.KOHOB8, D0/1.3a.KOl:IOBa HJlH 3/1.MlffiHCTtlaTHBHa pa3DOPe,A6a: 

ill,2,2) YCJIOBKR 38 H3D'b.llBeHHe H8 DOJ)'l,'IK&Ta: 

III.2.3) Hu4>opM8� OTHOCHO nepcOHBJJ8, KOHTO OTrOB8pH 38 H3D'bJIHCHHCTO Ha 

nop'b'IJCaTa 
03a,A'bJl)KeH»e aa noCO'IBaHe Ha HMeHaTa H upodiecaouaneare KBMH<l>eKaUHH 1:1a nepcoaana, KOHTO 

OTroeaPJI 33 H30'bJIBeBHeTO ea uopssxara 

YHIJ· bJ I ch I bl-<130-1747-8ub-«18ddS99a097 



Oli.llBJJEHME JA nOP'b'IKA (oq,ou 7) 

PA3,UF.JI IV: IIPOI:(E,l(YPA 
IV.t) 0DHC8.HHe 
IV.1.1) BHA nponenypa 
�Onq)HTa rrpouenypa 

0Ycxopeea npouenypa 
060CHOBKa: 

OOrpaHH'leHa npouenypa 
0Ycxopeua npoueaypa 

060CHOBKa: 
OCbcreaaTenHa npoueaypa c norosapaue 

0YcxopeHa npouezypa 
060CHOBKa: 

OCbcreaaTenee aaanor 
OilaPTffbOpCTBO aa HHOBaUHH 
f"1Ilv6JJH'IRO cscreaaaae 
IV.1.3) He4>opM8l{HJI OTHOCHO paMXOBO cnopa:JyMeHHe HJIH AHJ18MH11H8 CHCTeM8 38 
DOJCYIIKH 
0Ta3H ofiuiecreeaa noJY1,1C1Ka ofixsama cxmosaanerc Ra paMKOBO cnopaayaeuae 

0Pa.MKOBO cnopaayaeaae c ezraa oneparop 
0PaMKoso cnopaayaerrae c RJll<OJJKO oneparopa 

IIpeABH)}.eR MaKCKMaJJeH 6poii yqaCTRKUH B paMKOBOTO cnopaayaeaae: 2 

0Ta3H o6mecraeua nopsxxa otixaama C'b3JJ.aBaReTO Ha AHHaM.H1C1Ha cacressa 3a OOK}'l]KH 
nJlHHaMH1C!RaTa CHCTeMa aa DOKYl]KH MOJKe na 61,,u.e H3DOJl3BaHa OT l(OIThJlHHTeJIBH KYUYBa•rn 

B cnyqaH Ha paMKOBH cnopaayaeaas - ofiocaoaaaaae Ra cpoxa, qHJlTO npO.l{h}DKRTeJIHOCT 88.l(BHIUaBa 
serapa fOAHHH: 

IV.1.4) HH4>0pM8l{HJI OTHOCHO H8M8JUIB8He Ha 6poR H8 pemeHHJIT8 HJlH 04>epTHTe DO apesse 
Ha AOrouap.RHeTO HJIH Ha AffaJIOra 
OIIpHJJaraee ea noeranaa nponeaypa sa nocreneaao aaaanasaae Ha 6po11 ea 06C'b)l(JJ.aR11Te pemeH1111 

BJIH Ha )}.OfOBaDRRHTe od>eont 

IV.1.5) Bu4>opM8l{HJI OTHOCHO AOrouapJlHe (C8MO 38 C'bCTe38TCJIHH npO�CAYJ)H C 
AOrouapRHe) 

0B'b3JlaramIDIT opraa cu aanaasa npasoro aa B"b3.JIOJKH DOJYb'IKaTa B'b3 ocaosa Ha rrspaouasamnrre 
odietrra 6e3 na DDOBe)l(JJ.a noeroaona 

IV.1.6) HH4>opM8l{HJI OTHOCHO eJJCICTpOHHHJI n.pr 
Ome ce H3DOJl3Ba eJJeKTPOHeH Thpr 

,llOD'bJJHHTeJJRa HHd>ODMaUHR OTROCHO eneKTDOHHHR nor: 

IV.1.8) HH4>opM8l{HJI OTaocuo Cnopa3}'MCHHeTO aa A'J,p>K&BHH oop'b11KH (GPA) 
Ofimecrsenara nopssnca nonaaa B o6XBaTa Ra Cnopasyaeuaero aa A'bpJKaBHll nops-nca )la D He� 

{GPA) 
IV.2) 8THBH8 HR O M8l{HJI 

IV.2.1) OpCAJO)llla ny6Juu<.8l{HJI OTHOCHO T83H npouenypa 2 

Hossep Ha 0611BJJeHReTO a OB Ha EC: 0000/S 000-000000 
Hossep Ha 06.RBJJeHHeTO B POil:0000000 
(Ea1w om eneonume: 06RB11eHue aa npeoeapumenna UHtpOpMQ}4UR; 06RBlleHue HQ npofiuna HQ 

IV.2.2) Cpox 38 DOJIY'l8B8HC Ha 04>epTH HJlH H8 3IUIBJICHHJI 38 yqaCTHe 
Mecreoe 

IV.2.3) Oporuo3ea ABT& ua H3np�BHe Ha DOK8.HH aa n.pr HJIH 38 yqaCTHe Ha H36paHHTe 
K�&TH4 

AA MM rrrr 
IV.2.4) E3�, H8 KOHTO MOraT A8 6�aT DOA�CHH 04>epTHTe HJlH 38JIBJICHHJIT8 38 yqaCTHe 
l 

0Aern11iicKH 
�61,nrapcKH 
0I)n,UKH 
0JlaTCKH 

EcroHCKH 

0HpnaHJJ.CKH 
OHcoaHcKH 
0HTanHaRCKH 
OJiaTl!HHCKH 

JlHTOBCKH 

OManTHHCKH 
OHeMcKH 
0HH.nepnaHJlCKH 
OIIoncKH 

Ilo 

0PyM'bRCKH 
0CJIOBawKH 
0CnoBeHCKH 
0YHrapcKH 

(J>HHCKH 

8T8 

O(J>peecKH 
OX'bpeaTCKH 
Ot{emKH 
OIDBeACKH 

YHn b31cblbJ-d)0-4747-S�lldd599a097 6 



06.IIBJlEHHE 3A 001'1,'0<A (•tpcHJO 7) 

Orpeprara TP.R6Ba na fuAe BaJIB,ZUla ao: M/MM/rrrr 
KJlH IlDO.lfh]DKBTeJIHOCT B MeceuH: 6 (or .u.aTaTa, KO.RTO e DOCO'leHa aa ztara ea DOJIY'laBaHe Ha orpeprara) 
IV.2.7) YCJJOBHJI aa oTBapJ1He ea oc},el)THTe 

.l{aTa: 26.02.2019 M/MM/rrrr Mecrao speMe: 11:00 

Macro: ayna ea ''YM6AJI - Byprac" AJJ. c a.zlMHHHCTParnseu azrpec: rp. Byprae, 6yn. "Or. 0raM6onoa" NQ73, 
a,D.MRHBCTpaTHBeH xopnyc, eT.1 
}fHq:,opMaD,HJI OTHOeHO ym,.TIHOMOJ.UeHl·ITe JIHUa H rrpouezrypara Ha OTBap.RHe: 
nonyYeH11Te oqiepT11 ce oTeapRT Ha ny5n11YHO 3ace.uaH11e, Ha KoeTo MoraT .ua 
np11CbCTBaT KaH,UM.UaT11Te 11Jll1 yYaCTHl11.\11Te B npoue.uypaTa l1Jll1 TeXH11 
ynbJ1HOMomeH11 npe.ucTaa11Ten11, KaKTO 11 npe.ucTaa11Ten11 Ha cpe.ucTaaTa 3a 
Macoso ocae.uoMRBaHe. 

P A3.l(E.71 VI: .l(OII'hJIHHTEJIHA HHCl>OP�HJI 
VI.1) Huct,opM� OTHOCHO DepHOAH'UIOTO B"h3.ll&r8He 
Toaa apencraanaaa nepaonaaao DOBTap11ma ee DOJYb'IKa AaO He� 
IlporH03BH epOKOBe aa ny6nHKJBaHeTO Ha CJle,l{BaJ.UH oforaneHJiUI: 2 

VI.2) HHct,OpM� OTHOCHO eJieKTJ)OHHOTO B"l>3.ll&r8He 
Dille ee npanara enesrponao DOJYb'IBaRe 
Ome ee R3DOJl3Ba eneKTPOHHO cprucrypHpaee 
nme ee llPHeMa eJJeKTPOBHO aannamaae 
Vl.3) ,AOII'hJIJIHTeJIH8 HHc},OpM�: 2 
3a uen11Te Ha HaCTORmaTa o5mecTaeHa nopbYKa, np11 no.uaaaHe Ha 3aRBJ1eH11e 3a noaeye OT e.uHa o5oco5eHa 003l11.\11R yYaCTHl11.\11Te npe.UCTaBRT e,1:111H EE,I:\On, np11 ycnoa11e ye Kp11Tep1111Te 3a no,1:15op 3a CbOTBeTH11Te oOocoeieH11 003111.\1111 ca e.uHaKBl1. np11 ycnoa11e, Ye 11311CKBaHl1RTa KbM OT.UeJlHl1Te o5oco5eH11 003111.\J.111 ca pa3Jll1YHl11 yYaCTHl11.\li!Te npe.ucTaeaT OT.UeJ1Hl1 EE.l:(On - oae. 

6 VI )Il .4 LPOUeJJYPH DO O lK8JIB8He 

Vl.4.1) OprBH, KOHTO o'rronapa aa DDOUeilVDHTe Do o6lK8JIB8He 
0q:,HUH3JIBO HaHMeHOBaBRe: 
KOMl1Cl1R 3a 3am1-1Ta Ha KOHKypeHl.\l1RTa 
Ilouieacios azrpec: 
ov,n . 811Toma N! 18 
I'pan: Ilomeacxa KO,£{: I .l{'bp)l{aea: COqll1R 1000 BG 

Tenerpoa: 
+359 29884070 

EneKTPOHHa noma: Cl>aKe: 
cpcadmin@cpc.bg +359 29807315 
HaTepeeT aapec (URL): 
http://www.cpc.bg 
VI.4.2) Opraa, KOHTO 0Tr0B8PR 38 nuoueZIVDHTe DO MeAH� 2 
Oq:,HUHaJIHO naasseaoeaaae: 

Ilouieacxa azrpec: 

I'pan: Ilomeacxa KO.u.: , .lhp)l{aBa: 

Tenerpon: 

Enesrpoana norua: Cl>aKe: 

Hrrrepuer aapec (URL): 

VI.4.3) Ifoaaaaae Ha lK8Jl6u 
Tonaa HHq>OpMaD,IDl OTHOCHO xpaeu cpoK/KpaKBH cpOKOBe aa noaaaaae Ha )l{aJl6H: 
PemeH11eTo 3a OTKpl11BaHe Ha npoue.uypaTa no.unel!rn Ha oeiJKanaaHe npe.u K3K 
OTHOCHO HeroaaTa 3aKOHOCboeipa3HOCT, BKJllOYli!TeJlHO 3a HaJ11-1Yv1e Ha 

YHH: bJ lcb lb3,d30-4747-8aab-cd8ddS99a097 



O&J!BJIEHl1E lA nonqKA (oq,o<a 7) 

�YICKpnW1HaUY10HHYI, YIKOHOM11YeCKY1,q>Y1HaHCOBYI, TeXHYIYeCK1'1 YIJlYI 
KBaJ1Y1q>Y1KaUYIOHHYI Yl3YICKBaHYIR B OCiYBJ1eHY1eTO, �OKyMeHTaUYIRTa YIJlYI BCeKYI �pyr 
�OKyMeHT CB'bp3aH c npoue.l:lypaTa, OT BCRKO 3a11HTepecosaHo JlY!Ue KaKTO YI 
npoq>ecnoHaJlHYI c�py'1<eHYIR J.1 opraHJ.13aUY1J.1 B C'bOTBeTHYIR 6paHW 3a 3a1IlJ.1Ta Ha 
v1ttTepecnTe Ha CBOYITe YJleHOBe, a 10-,1:lHeBeH cpo1< npn ycnOBv!RTa Ha 4Jl. 197' 
an. 1, T.l OT 3on. 
VI.4.4) Cny,K6a, OT KO.RTO MO>Ke A8 6'h,!J;e DOJIYlleHa HHc}>OpMar(HJI OTHOCHO DOA8B8HeTO ea 
lK8.116H 2 

04>Hu11anao 1:1aHMe1:1oea1:1ee: 

Ilouiencxa aapec: 

I'pan: Jlouieacxa KOA: I Jl'bp)K3.Ba: 

Te.ne4>01:1: 

EneKTpOHBa nonta: ll>aKc: 

H1:1Tep1:1e-r aapec (URL): 

VI.5) ,ll;ua ua H3Dp8m8He ua naeroamoro 06J1BJJeHHe 
.l{aTa: 18.01.201g M/MM/ITIT 

B'sanarauiaa'r opraH/B'h3JJO'.>KHTe.JUIT HOCH OTrOBOpBOCT aa rapaarapaae Ha cnaasaae Ha 
3aKOHOA8TeJICTBOTO Ha Eaponeacxaa C'bl03 H Ha BCH'IKH opHJIO)KHMH 3aKOHH. 

MO/lR, noeropere, KO/lKOTO ffbTH e 1:1eo6xo,q11MO 

B np11110>KHMHTe C/ly'l311 
31<0 T3311 111:14>opMa4HR e H3BeCTH3 
MO>Ke ,113 6"t,,qe npHCb,qeH3 3H3'll1MOCT BMeCTO B3>KHOCT 
MO>Ke ,113 6"t,,qe npHCb,qeH3 3H3'lHMOCT BMeCTO B3>KHOCT; 31<0 4eH3T3 e e,qHHCTBeHHRT 
1<p11rep11H aa eb3113r31:1e, re>Kecn3 He ce 11Jno/13e3 

YHll: bl I cb lb3-d30-4747-8aab-cd8dd599a097 
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