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Ha OCHOBa.HHe "IA. l 08, T .1 H tIA. 110, ax. l, T. 2 OT 3axoHa aa 
o6ru.eCTBeHHTe rrop's-nca, B'bB ap'saxa c ITpOTOKOL\H OT 13.04.2020r., 15.05.2020r., 
26.06.2020, 03.07.2020r. H ,lloKJ\a,n. OT 06.07.2020r. Ha KOMHCIDI, naaxaxeaa C'bC 
3arroBe.A VI - P - 254 / 13.04.2020r. Ha Ha l13rr'bi\HHTei\HIDI zrapexrop Ha »YMBA.i\ - 
Byprac" A/J., C'bC aaztaxa zta H3B'bpruH paaraexrztarre H oneaxa Ha BHeceHRTe 
npe.Ai\O)KeHH5I aa yxacrne B OTKp1na nponezrypa no pena Ha 30IT, c npeznrer: 
"DepBO.ll.B'IHH .ll.OCTaBKH Ha Aa6opaTOpHH peaKTHBB B KOHCyMaTBBB3a 
HYlKJXHTe Ha "YMBA.t\ - Byprac" A,.l{.", OTKpHTa c Peuremre 152/04.03.2020r. 
Ha l13IT'bi\HRTei\HIDI .AHpeKTOp Ha ,,YMBA.i\ - Byprac" AJJ. H 065IB/\eH11e B 
I1pHJ\02KeHHe K'bM Eaponejicxa BeCTHHK ITO.A NQ 2020/S 047-110481H ofiaseaa c 
065IB/\eHHe no nperracxa NQ 00301-2020-0005/06.03.2020 r. B POIT, H .no qIDITo 
.AOK}'MeHTaIJ.R5l e ocarypea Il'b/\eH, rrpsx H 6e311AaTeH )J.OCT'bII Ha HHTepHeT aztpec: 
http:/ /www.mbalburgas.com/bg/news/view/58/ 1622, nopazra cpaxTa, '-:le rrpa 
YCL\OBIDITa Ha .0.3B'bprueH KOH'IpOL\ B'bpxy pafio ra'ra Ha KOMHCIDITa He ca YCTa.HOBeH.H. 
HeC'bOTBeTCTBIDI c H3RCKBa.HIDITa Ha 3axoHa H npenaaparexao ofiaaemrre YCL\OB.0.51, 

O D P E II. E A .sI M: 

I.Pe.n: Ha KAacupaue aa npe.n:cTaBeBHTe npe.zt.AomeBBR aa yqacTue, 
KaKTO CAe.ztBa: 

no31!1l..ll-1Sl 
N2 HoeM111HoaaH111e Ha o6oco6eHaTa no31111..1111si Knac111oaHe 

KOHCYMATlt18111 Ill PEAKTl/18111 3A KJllllHIIIKO- 1 ... 6ynMap Mn" 00.Q 
1 XIIIMW-lEH AHA.nl/13ATOP ,,ARCHITECT C 8000" 

KOHCYMATl/18111111 PEAKTIIIBlll 3A IIIMYHonorl/14EH 1 . .,6ynMap Mn" 00.Q 
2 AHAnlll3ATOP .,ARCHITECT i2000" 

KOHCYMATl/18111111 PEAKTIIIBlll 3A XEMATOnOrlll4EH 1 ... 6ynMap Mn" 00.Q 
3 5P0714 .. CELL DYN RUBY" 

PEAKT1t18111111 KOHCYMATl/18111 3A KJ1111Hlt1KO- 1.,.AKBaX"1M 2020" EOO.Q 
Xlt1M1114EH AHA.nl/13ATOP" 0 LYM PUS AU480" C 

4 ISE MOAVn aaraooeaa c111cTeMa 



1 .• MeA"1l..1"1HCKa TexH"1Ka 
KOHCYMAH1Bv1 v1 PEAKTv18v1 3A XEMATOilOrv1YEH v1H>KeHep"1Hr" 00,Q 

5 6POr!Y "MEDONIC M32" 

1. ,.MeA"1l..1"1HCKa TeXH"1Ka 
KOHCYMATv1Bv1 v1 PEAKTv18v1 3A v1H>KeHep1,1Hr" 00,Q 

6 rillOKOAHAilv13ATOP ,.KASE GA2" 

1. ,.MeA"1l..1"1HCKa TeXH"1Ka 
KOHCYMATv1Bv1 v1 PEAKTv18v1 3A v1H>KeHep1,1Hr" 00,Q 

7 rillOKOAHAilv13ATOP .,KASE GA3" 

1.,.nepcpeKT MeA"1Ka" 00.Q 
8 KOHCYMATv18v1 v1 PEAKTv1Bv1 3A Kr A .. MadularPra" 

KOHCYMATv18v1 v1 PEAKTv1Bv1 3A EilEKTPOJlv1TEH 1 ... nepcpeKT MeA"1Ka" 00,Q 
9 AHAJlv13ATOP "Cambi - line" 

1.,,nepcpeKT MeA"1Ka" 00,Q 
10 KOHCYMATv1Bv1 v1 PEAKTv18v1 3A "Cambi - line II" 

KOHCYMATv18v1 v1 PEAKTv18v1 3A 1.,,nepcpeKT MeA"1Ka" 00,Q 
11 rillOKOAHAilv13ATOP "BIOSEN C" 1,1 "QUO-CHECK" 

KOHCYMATv18V1 v1 PEAKTv1Bv1 3A ABTOMATv1YEH 1 ... nepcpeKT MeA"1Ka" 00,Q 
12 KOArYilOMETbP"Thrombalvser Camoact X" 

KOHCYMATv1BV1 v1 PEAKTv18v1 3A ABTOMATv1YEH 1 ... Fleprpexr MeA"1Ka" 00.Q 
13 YPv1HEH AHAilv13ATOP "H - 800" 1,1 "FUS - 100" 

KOHCYMATv18v1 3A ,QE�OHv13ATOP 1.,,AKsax1,1M 2020" EOO,Q 
14 .,OsmaserOP302+"DiaSvs" 

1.,.6r MeA" 00.Q 
15 KOHCYMATv18v1 v1 PEAKTv18v1 3A Kr A ,.ABL-800" 

1.,.Hasa Fpyn v1HBeCTMeHT 
CPJl" 00,Q 
2 . .,MeA"1l..1"1HCKa TexH"1Ka 

16 EKCnPECHv1 IlEHTv1 3A YPv1HA v1H>KeHeP"1Hr'' 00il 

1 . .,X"1MTeKc" 00,Q 
2. ,.MeA"1l..1"1HCKa TexH"1Ka 
v1H>KeHep1,1Hr'' 00,Q 

17 IlA60PATOPHA CTbKJlAPVlrl v1 nJlACTMACA 

1.,.X"1MTeKc" 00,Q 
18 JlA60PATOPHv1 Xv1Mv1KAilv1 

KOHCYMATv1Bv1 V1 PEAKTV1Bv1 3A XEMATOilOrv1YEH 1. ,.MeA"1l..1"1HCKa TexH"1Ka 
19 6POr!Y "QUINTUS" v1H>KeHeP"1Hr" ooa 

1 .• P"1AaKaM" EOO,Q 
20 AHTv16v10Tv1YHv1 v1 AHTv1Mv1KOTv1YHv1 Llv1CKOBE 

,Qv1ArHOCTv1YHv1 CEPYMv1 3A ArilYTv1HAL...lv1rl HA 1.,.P"1AaKaM" EOO,Q 
21 YPE8Hv1 nATOrEHv1 

TECT ,Qv1CKOBE v1 MAHYAilHv1 6AKTEPv10IlOrv1YHv1 1."P1,1AaKaM" EOO,Q 
22 TECTOBE 3A 6v10Xv1Mv1YHA v1LlEHTv1<l>v1KAUv1rl 



CYXl/1 XPAHll1TEnH111 CPE,Ql/1111 rOTOBll13A 1.,,P1-1AaKOM" EOO,Q 
23 YnOTPE6A CPELll/1 

l ."OnTHM Ko" oozr 
2. ,,X1-1MTeKc" 00,Q 
3 .. .,P1-1AaKoM" EOO,Q 

24 PEAKTl/18111 
1 . .,P1-1AaKoM" EOO,Q 

2. ,,Xl-1MTeKc" 00,Q 
3. ·n0DTHM Ko" oozi 
4 .. ,.MeA1-11..11-1HcKa TexH1-1Ka 

nnACTMACOBl/1 KOHCYMATl/18111 3A 111H>KeHep1-1Hr" 00,Q 
25 M1t1KP06111onor111r1 111 Bll1PYCOnor111r1 

1.,.P1-1AaKOM" EOO,Q 
2 ... X1-1MTeKc" 00,Q 

26 nA60PATOPHA CTbKnAPll1rl 

1. ,.PL-1AaKOM11 EOO,Q 
TECT 3A 111,QEHTll1¢111KAL...t111rl HA YPOrEHll1TAnHA 2.,.MeA1-1KI11-1M" EOO,Q 
Mll1KOnnA3MA, LtEHTbP no PEnPO,QYKTll1BHA 

27 MEilll1Ull1HA 

MAHYAJIHl/1 TECTOBE' LtEHTbP no 1 . .,MeAl-1Kfll-1M" EOO,Q 
28 PEnPO,QYKTll1BHA MEil111Ull1HA 

KOHCYMATll1Bll13A Clt1CTEMA 3A,Qll1rll1TAJIHA 1.,,MeAl-1Kfll-1M" EOO,Q 
29 111ilEHTll1¢111KAU111rl - AnAPAT BALIITEK 2 

KOHCYMATll1Bll13A AnAPAT 3A XEMOKYnTYPl/1- 1 . .,MeAl-1Kfll-1M" EOO,Q 
30 6AKTAJlbPT 

1.,.P1-1AaKoM" EOO,Q 
2 ... Hosa Fpyn 111HBeCTMeHT CPn" 
00,Q 

31 Bll1PYCOnor111r1 

1.,,Xl-1MTeKc" 00,Q 
2 . .,MeA1-11..11-1HcKa TexH1-1Ka 
111H>KeHep1-1Hr" 00,Q 

32 KOHCYMATl/18111 3A Knll1H111YHA nATOnor111r1 
1,.X1-1MTeKc" 00,Q 

2. ,,MeAl-1L.11-1HCKa TeXHl-1Ka 
111H>KeHep1-1Hr" 00,Q 

33 KOHCYMATl/18111 3A Cb,QE6HA ME,Qll1U111HA 

1 . .Errra 90M" 00,Q 
34 XPAHll1TEnHll1 CPE,Ql/1 3A 111HBll1TPO 

1.,,Ema 90M" 00,Q 
35 ,QPYrl/1 CPE,Ql/1 3A 111HBll1TPO 

CPE,Ql/1111 Kll1TOBE 3A 06PA60TBAHE HA CEMEHHA 
37 TEYHOCT 1.,,Ema 90M" ooa 

CPE,QA 3A 3AMPA3r!BAHE HA 06PA60TEHA 
39 CEMEHHA TEYHOCT 1.,.Ema 90M" 00,Q 



nETPl..1TA 3A l..1HBl..1TPO <t>EPTl..1nl..13Al...ll..15l l,1 
40 EM6Pl..10KYnTl..1BAL.ll..15l 1 . .Errra 90M" OOA 

1.,,P1t1AaKOM11 EOOA 
2.,,X1t1MTeKc" OOA 

nnACTMACOBl..1KOHCYMATl..1Bl..13A 
42 CEMl..1HOnorw-tHA PA60TA 
43 KA TETPl..1 3A APT 1.,,Ema 90M" OOA 

KAPTl..1,TECT KnETKl..1 1..1 PA3TBOPl..1 - METOA 
KOnOHHA ArnYTl..1HAL.ll..15l YPE3 AnAPATHO 1 ... A111axeM" OOA 

44 HAKAnBAHE 1..1 OTYl..1TAHE 

KIOBETl..1 3A XEMOrn061..1HOMETbP Hema-Control - 
METOA-AnAPATHO l..13MEPBAHE HA XEMOrn061..1H 
OT nEPl..1<t>EPHA KPbB YPE3 nPEHOCl..1M 1.,,6ynMap Mn'' OOA 

46 nOPTATl..1BEH YPE.Q 

II. Ilopa.ztB DOCO"leHBTe no - JJ..OAY cl>aKTJl'leCKH B npaBHH OCHOBaHHSI 
OTCTpaBRBaM OT rrporrezrypa CAeJJ..BBTe Y"laCTHHU.B: 

l .Ilpa pasraezsnaae Ha rrpezicraaare OT ,,EAIIaJ< AH3HHr" EOO.ll .n.oeyMeHTH 
C'hC 3a.HBAeHHe aa ysacrae 11 no - KOHKpeTHO EE.ll.011, OT KOMHCIDITa 6eme 
ycraaoneao, qe B Haer III: OcHOBaHIDI aa H3KAIO'-I.BaHe, pasztex: B ,,OcHOBaHB.H, 
CBop3aHH C HeC'hCT05ITe.l\HOCT, KOH(p.t\HKT Ha asrrepeca HAH npocpecaonaaaa 
aapynrenae", B IIOAe ,,npe.n.cpo'-IHO npexrapaaaae Ha .l(OrOBOp H naaarane Ha 
o6e31U,eTeHHe MAH zrpyrn CaHKU.HH", yqaCTHHKoT e noco-raa ,,HE". C'sraacno 
KOHTCTaHTHaTa csztefiaa npareraxa B 3aBHCHMOCT OT orroaopa, aa KOMHCIDITa MO)Ke 
.n.a Bo3HHKHe Heo6xo.n.HMOCT OT npoaepxa Ha TaI<a 3ruIBeHOTO, aa zra ycraaona 
HaAHIJ,e AH ca OCHOBaHIDI aa OTCTpaFUJBaHe Ha yqaCTHHKa TIO pezta Ha '-I.A. 54' M. 1 
OT 30IT n 'll\.. 55, as. 1, T. 5 OT 30I1. B xomcperrraa CAy<ia:H ofiaxe Ha KOMHCIDITa e 
CAY)Ke6HO H3BeCTHO, qe yqaCTHHK'l>T e H3Il'l,.I\HHTeA no zroroaop aa 
H3BaHrapaHIJ,HoHHa nonzrpsaoca Ha Me.l(HIJ,HHCKa anaparypa OT 28.06.20 l 9r., c 
KOHTO zioroaop e noex aarascosear .l(a OTCTpaH5!Ba IIOBpe.n.H H I13B'I>pmBa 
npocpaoarcraxaa nperaezra Ha H5IKOAKO rpyrra Me)l.HIJ,HHCKH anapa.ra, ezraa OT KOHTO 
BKAlO'lBa ,ll.HTHTaAHH anaparn aa ofipasaa .l(HarHOCTHKa. B C'hW.aTO rpyna e 
BKAIOqeHa ,ll.HrHTaAHa pea-rrexcrparpcxa CHCTeMa MO,ll.eA ddR Compakt, 
npOH3BO,ll.CTBO Ha Swissray Medical AG, aa KOSITO Ha 22.07.2019r. OT Rama crpaaa 
Ha ,,YMEM Syprac" AJJ.. zro ,,EAnaK AH3HHr" EOO.ll e aarrpaseaa 3ruIBKa sa 
OTCTPaH5IBaHe Ha noapezra. 

B rrepaozta OT 22.07 .20 l 9r . zto 23.10.20 l 9r., Ha K05ITO zrara zioroaop-s'r e 
6HA pasaaaea OT B'l>3AO:>KHTeASI nopazra HeH3II'l>AHeHHe, TeXHH'-leCKH cnerraaancrn 
OT ,,EAnaK AH3HHr" EOO.ll MHoroKpaTHo ca nocemaaaaa ,,YMEM Byprac" AJJ.. c 
ueo OTCTpaH5IBaHe Ha Bo3HHKHaAaTa aBapIDI, HO .l(O T03H MOMeHT csnrara Bee ome 
He e OTCTpaHeHa, B'I>npeKH qe OT crpaaa Ha Ae'-le6HOTO saaeneaae fiaxa 
npezmocraaerra cpezicrna aa IIOKynKa Ha pesepaaa xacrn. 3a rrocoxenaa no - 
rope nepaozr Me:>KJIY oTopH3HpaHH npeztcraaa-rexa Ha CTpaHHTe no zroronopa ca 
pa3IIHCaHH 4 KOHCTaTHBHH npOTOKOAa, B KOHTO H3pH'IHO e noco=teno, qe 
noapeziara B anapara Hee OTCTpaHeHa. c oraezr Ha TOBa o6CT05ITCACTBO, CqHTaHO 
OT 24.11.20 l 9r . .l(OrOBOp'I>T Ha ,,EAIIaK J\H3HHr" EOO.ll e pasaasea nopazra 
BHHOBHO HCH3ll'l>AHeHHe, xa'ro sa IJ,eATa e sazrspacaaa BHCCeHaTa rapaHU,IDI aa 
cxaro=raaae Ha noroaopa. 11MeHHO T03a cpaKT e npesrs» =raa OT y-tacrrraxa xpea 
noco=raane Ha ueaapna HH<pOpMall,IDI B npertc'raaemra EE,[(011. 



Ka.KTO B Pasnex II. «Haacxaaana K'bM yqaCTHHUHTe», T.2.2 OT 06IU,HTe 
ycAOBIDI, Ta.Ka H B Pa3)I.eA III, III. I OT 06.HBAemieTo aa OTKpHBa.He Ha npouezrypara e 
noco=reao, qe Ha OTCTPaH.HBaHe rroztaexcar ysacraarra, sa KOHTO ca HaAHUe 
OCHOBaHH.HTa no 'ii\. 55, M. l, T.5, 6."a". C'brAaCHO UHTHpaHaTa paanopezifia 
B'b3i\0)KHTeAfIT MOJKe zra OTCTPaHH OT yxacrae B nponezrypa'ra aa B'b3Aara.He Ha 
06I..UeCTBeHaTa rrop's-nca KaH.ll.H)I.aT Hi\H ysacrnax, aa KOHTO e HaAHII.e H.HKOe OT 
CAe)I.HHTe o6CTO.HTeACTBa: OTIHTM zta nOBAH.He Ha B3eMaHeTO Ha pemeane OT crpana 
Ha B'b3A0)KHTeA.H, CB'bp3aHO c OTCTpaH.HBaHeTO, nozifiopa Hi\.H B'b3AaraHeTO, 
BKAIO'iliTei\HO qpe3 rrpeztocraaaae Ha HeBKpHa Hi\H 3a6AJ)K.ll.aBaJ..Ua HH<pOpMau,H.51. 
YqacTHHK'bT ztexxapapa AHncaTa Ha OCHOBaHIUITa aa OTCTpaH.HBaHe xpea 
npezicraaaae Ha EE.non C IlOil'bAHeHH C'bOTBeTHHTe pa3)I.eAH. Hapezi C TOBa H C 
oraen IIOCO'ieHa IlO)I.Be:H<:.LI.aI..Ua HH<pOpMau,IUI no OTHOIIIeHHe Ha yqaCTHHKa e 
HaAHUe H XHITOTe3aTa Ha 'ii\. 55, ax. l, T.5, 6. "a" OT 30TI, C'brAaCHO KO.HTO Ha 
3a)I.'bA}KHTei\HO OTCTpaH.HBa.He IlO)I.i\e>KH yqaCTHHK, KOHTO e upe.LI.CTaBHi\ .ll.OKJMeHT C 
HeB.HpHO cszrspacaaae, CB'bp3aH C Y.ll.OCTOBep.HBa.He Ha AHnCaTa Ha OCHOBaHHSI aa 
o-rcrpaaaaane. Aprysrerrr c IIO.LI.KpeMa Te3aTa Ha KOMHCRSITa ca Pernenae NQ 
13414/09.10.2019r. Ha BAC no a.lJ.M . .z:r.eAo NQ 6534/2019r., IV orn. H Peureaae NQ 
9717 OT 20.07.2017 r. Ha BAC no a.z:r.M • ts. NQ 5555/2017 r., Iv orn. 

Ilpezraan ropeH3i\O)KeHOTO, KOMHCIDITa rrpeztaara Ha l13Il'bi\HBTei\HH.H 
znrpercrop Ha ,,YMBAl\ Byprac" A,n, npe)I.Ao)KeHHeTO Ha "EADAK-AH3HHr" EOOA, 
EHK 200872196, cenaamne H azrpec Ha ynpaaseaae: rp. Bapaa 9002, paHOH 
TipHMOpCKH, yA.11HBaH Boropoa'' No 12, er. 2, npe)I.CTaBMIBaHO OT TIAaMeH AHTOHOB 
KaAaH)I.)KHeB- ynpaaa-rex, .z:r.a 6'b.z:r.a OTCTpaHeHO OT yxacrae Ha OCHOBaHHe 'ii\. 54, 
M. l, T.5, 6.a", B'bB apssxa c 'ii\. 55, ax. l , T.5, 6."a" OT 30IT. 

III. 3a �aCTBHU.H, c KOHTO DpH H3D'LABeHHe Ba H3HCKBaHHHTa Ha 'IA. 
112, aa, l, T .2 H T .3 OT 30Il, m.e 6'L.AaT DO,ADHCaBH ,AOrOBOpH aa B'J.3.AaraBe Ba 
o6m.ecTBeBa DOp'L'IKa oupe.AeAHM Te3B KAaCBpaHH Ba D'LpBO MHCTO DO 
C'LOTBeTBBTe o6oco6eBH D03BIJ.HH. 

IV. IlpexpaTaBHMa npouezrypa'ra B 'laCTTa Ba DOCO'leHHTe DO - .AOAY 
o6oco6eHH D03BU.HH DOpa,AB CAe,ABHTe ct>aKTH'leCKB H upaBBB OCBOBaBBH: 

Ilopazra rrpa-rana, =re aa ofiocofiena no3HI.T,HH NQ, NQ 36, 38, 41 H 45 He ca 
HaAHUe aaecena npe)I.AoJKeHH.H, npexparsraara nponezrypara B xacr-ra no ofiocofienn 
no3H1.UU1 NQ, NQ 36, 38, 41 H 45 Ha ocaonanae 'ii\. 110, ax. l, T. l OT 30IT. 

I1 pezraan ropeH3AOJKeHOTO, 

PE m H X: 

C J"iaCTHHIIT(HTe KAaCHpaHli Ha rrspao M.HCTO no C'bOTBeTHHTe ofiocofiean 
no3HUHH .z:r.a 6'b)I.aT CKAIO'ieHH ztoroaopa sa B'b3AaraHe Ha 06I..UeCTBeHa nop-sxxa B 30 
- .LI.HeBeH cpox cxez; H3TH'iaHe Ha cpoxa aa o6JKaABaHe Ha HaCTO.Hlll.OTO MH peurenne, 
Ka.KTO H CAe.z:r. npezicraaaae OT T.HXHa CTPaHa Ha CAe)I.HHTe .ll.OKJMeHTH: 
1. aa o6cTOSITeACTBaTa no 'ii\. 54, ax. 1, T. 1 OT 30IT - CBH)I.eTeACTBO sa C'b)I.HMOCT; 
2. aa o6cTO.HTeACTBOTO no 'ii\. 54, as, 1, T. 3 OT 30TI - Y.ll.OCTOBepeHHe OT opramrre 

no npHXO.lJ.HTe H y .ll.OCTOBepeHHe OT 06I1I.HHaTa no ceztaaamero Ha yqaCTHHKa H OT 
HAD; 
3. aa o6cTO.HTeACTBOTO no 'ii\. 54, as. 1, T. 6 OT 30TI - Y.ll.OCTOBepeHHe OT opramrre 

Ha Harrsxarrrexaa arearraa 'TAaBHa HHcneKU.H.£ no Tpy.z:r.a". 3a npe.LI.CTaBHTe.tUITe Ha 
qro:H<:.LI.eCTPaHHHTe IOpH,ZI.HqecKH 'iliUa - li3BAe'ieHH.5I OT a.HaAOrH�HH peracrpa, 
C'brAaCHO C'bOTBeTHOTO Hau,HOHaAHO 3a.KOHO)I.aTeACTBO. 
Koraro B Y.ll.OCTOBepeHHeTo ce C'b,ZI.'bpJKa liH<pOpMau,H.H sa BM13AO B caxa 

HaKa3aTeAHO IlOCTaHOBAeHHe Hi\H C'b)I.e6Ho penrenae aa aapyureaae no t{i\. 54, M. 1, 
T. 6, yqacTHHK'bT npe.LI.CTaB.H nexaapanaa, qe aapymeanero He e H3B'bplI.IeHO rrpa 
H3n'bAHeHHe Ha ztoroaop aa ofiurecraeaa nop's=nca. 
4 . .D.eKAapau,H.H no 'ii\. 54, ax.L, T.7 OT 30I1; 



5 . Zlexoapairaa aa i\HilCa Ha OCHOBa.HHHTa aa OTCTpaHHBaHe TIH CMFIC'bi\a 'ii\. 3, T. 8 
H 'IA. 4 OT 3a.KOHa 3a HKOHOMH'leCKHTe H q:>HHa.HCOBHTe OTHOIIIeH:IDI c .AJ)}')KeCTBaTa, 
per-acrpnpana B IOpHC)].HKIJ;HH C rrperpepeanaaaea )J.aH'hqeH pe)KHM, CB'hp3aHHTe c 
T51X /\HU.a H TeXHHTe )J.eMCTBHTei\HH coticraeaaua, 'IA. 59, M.1, T. 3 OT 38.KOHa aa 
MepKHTe cpewy H3TIHpaHeTo Ha napa, OC'bJK,ZI.aHIDI 3a rrpecr-snxeaaa no 'M.194-208, 
'ii\.213a-217, 'l/\.219-252 H 'ii\.254a-260 OT HK;HaJ\HqHe Ha CB'hp3aHOCT no CMHC'bi\a 
Ha §2, T.44 OT .llP Ha 30TI Me}K,ll)' yqaCTHHIJ.HTe a KOHKpeTHaTa npouezrypa; 
napyurenne IIO 'li\. 13, M. 1 OT 3axoHa aa Tpy)J.OBaTa MHrpau.H.H H TPY)J.OBaTa 
M06Hi\HOCT; HapYIIIeHHe Ha aazrsxaceana-ra B 06/\aCTTa Ha Tpy)J.OBOTO npaao no 
CMHC'bi\a Ha 'ii\. 61, ax. 1, 'ii\.62, ax. 1 Hi\H 3, 'li\. 63, M. 1 Hi\H 2 H 'li\. 228, M. 3 OT 
Kozrexca Ha Tpy)J.a; 
6. )leKAapau.HH no 'ii\. 59, M. 1, T. 3 OT 3axoHa aa MepKHTe cperuy H3IIHpaHeTo Ha 
napH 
7 . .lleKAapau.IDI no 'li\. 66, M. 2 OT 3axoHa aa MepKHTe cpemy narrapanero Ha napa. 
8 . Zlexxaparraa aa o6CTO.SITei\CTBa no 'IA. 69 OT 38.KOHa aa npOTHBO)J.eHCTBHe Ha 
xopymraara H aa OTHeMaHe Ha He3aKOHHO IIpH)J.06HTO HMyn:I.eCTBO. 
9. CnHC'bK Ha )J.OCTaBKHTe, KOHTO ca H)J.eHTH'iHH Hi\H CXO)J.HH (IIO)J. "H)J.eHT:EPIHH Hi\H 

CXO)J.HH" ure ce npmra-r Te3H, )J.OKa3BaJJ:I.H )J.OCTaBKa Ha i\a6opaTOpHHTe peaKTHBH H 
KOHCYMaTHBH no npaanan, T.e. He CaMO OT xareropasrra Ha Te3H, aa KOHTO 
yqaCTHHKa naaca npenxoaceaae] c npeznaera Ha nponezrypara, c noco-aaaae Ha 
CTOHHOCTHTe, )J.aTHTe H noxyxareaare, npazrpyxcen OT )J.OKa3aTei\CTBa aa 
H3B'bpllle1nne )J.OCTaBKH. 
10.3aaepeHH OT yqaCTHHKa KOililll Ha EC cepracpaxa-r aa naaeceaa CE MapKHpOBKa 
B'bpxy H3)].ei\HeTO HAH nexsaparraa aa C'bOTBeTCTBHe, 3a npoztyxrsrre, aa KOHTO 
cep-racpaxa-r aa KaqeCTBO e HenpH/\0:>KHM csraacao .LlHpeKTHBa 93/42/EHO 
l lBaaepeno OT yqaCTHHKa KOTIHe Ha cepTHq:>HKaT EN ISO 9001: Hi\H EN ISO 
13485: HAH eKBHBMeHT, aa )J.eMHOCT caspaaaa c )J.OCTaBKa Ha Me,D;llU.HHCKH H3)].eMUI. 
12.3asepeHO OT yqaCTHHKa KOTIHe Ha Pa3peIIIeHHe aa T'hproBilll Ha ezrpo c 
Me)J.HU.HHCKH H3)].eAH.H, H3)].a)].eHO no pezta Ha 3MH HAH aHMOrHqeH )].OKJMeHT 3a 
t.J)')K)].eCTpaHHHTe yqaCTHHU.H. 
13. rapaHII.H51 3a H3Il'hi\HeHHHe Ha )J.OrOBOpa. 

Ha OCHOBaHHe 'ii\. 197, M.1 , T. 7 OT 3011, penreaaero IlO)J.i\e:H<H Ha 
06)KaJ\BaHe npezt K3K B 10 - )J.HeBeH cpox OT HeroBOTO Y3HaBaHe. 

Ilperrac OT HaCTO.Hlll.OTO MH Pnrerrae )].a 6'b)J.e Bp'bqeHO Ha yqaCTHHU.HTe. 

Hil 

[ f ( o)_�, 
• \�JI 

H3U • .l{HPEKTOI' HA 2\ ,) 
"YMBA.t\ - BYPrAC" A.Jl.:J _J,/1 

/ A - P. B.MHPA31:{HHCKH/ , I 

Чл. 37 ЗОП във 
връзка с чл. 55, ал.3 
ЗЗЛД
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