IMPOTOKOJI
no 4a. 103, an. 3 om 30IT

Huec, 28.05.2020 r., B 10:00 u., B crpajara Ha ,,Y HUBEpCHTETCKa MHOronmpoduiHa 601HIIA 3a
aKTHBHO neyeHue - [lnoBaus™ AJl, Haxomsma ce B rp. IInoBnus, Gyi. bBarapus™ Ne234, eraxa 15,
CTas 26 Ha OCHOBAHHE M B M3NBIHECHHE HA 3aIoBe NeOA-183/28.05.2020 r. ma Msmbiauremust
AUPEKTOD Ha ,,Y HABEPCHTETCKA MHOIOMPOMHIHA GOJTHHUIA 33 AKTHEHO nedyenne - [Lomus™ Al — n-p
Jurgo I'eneB ce cubpa Komucus 3a HIPOBEXKIAHE HA OTKPUTA MPOIEAypa 3a Bb3jlaraHe Ha 0OIIeCTBEHA
lopktika 110 pena Ha 3011 ¢ npeaver: ,,/locTaBka, MOHTAXK, BLBEKIAHE B eKCILIoaTauMs H 00yyeHne
Ha MepCOHA/Ia HA HOBA MeJHIIMHCKA anapaTypa — KommioTsp Tomorpad 3a myxaure na YMBAUI
— Ilnosaus AJ1”, otkpura ¢ Pemenne NeOA-144/10.04.2020 r., nyOiuKyBaHa B peructbpa Ha AOII ¢
yHuKaneH Homep 00877-2020-0003.

Komucusra ce cs6pa B peioBeH cheras:
HPENCEIATEIL: Ilers ['asasosa — Excniepr ,,O6mectBenn nopsuku® 8 YMBAJI — ITnoBaus

All,

YJIEHOBE:

1. 1-p Credpan TanueB — HavanHUK OTHENCHNE 11O obpasna quarHocteka B YMBAJI — ITnosaus

AlL

2. ane. Emunus Ietpopa — npasen cheTHIK B VMBAJ — [TnoBour AT,

3. uHXK. ATaHac ATaHACOB — BBHIIEH excnepr 3a YMBAJI - ITnosaus AJl,

4. lopotest I'eopresa — cueTtoBoaUTET BHB uHanCOBO cuyeToBOMEH oTaEN B YMBAJI — ITnoBaus
All

[Ipencenarensr na komucusiTa NOJIyYH IOCTHIUINTE O(EPTH, 3a KOETO CE ChCTABH IIPOTOKOJI 110
ui1. 48, an. 6 ot [1I130I1.

Komucusra xoncratupa, ue B CpOKa 3a mosy4aBane Ha odeptH, 10 16:00 gaca ua 27.05.2020 r. ca
HOCTBINIM 2 (J1Be) 0epTH, KaKTO Clieapa;

1. ,Emnak mmunr® EOOJ ¢ Bx. NeOIT-66 ot 27.05.2020 r. B 12:04 yaca;

2. ,Coaomen” EOOJI ¢ Bx. NeOII-67 or 27.05.2020 r. B 13:08 gaca.

Ha puemmoro ny6nuuno 3acemanue ma xommensta npuckeTBa I'eopru ITanos, ynpasuten ma
ydactauka ,,Conomen EOOJI. Cruen 3amosnaBade che CIIMCBKA C MONANEHHTE O(GEPTH BCEKH OT
4iIeHoBeTe Ha KoMucusaTa nmommuca Aekmapanus mo wi. 103, an. 2 ot 3011, cnex koero 3al04yHa CBOSTA
pabora.

Komucusra npucrbnm xum OTBAPAHE Ha MOJyYeHHTe O(EPTH 1O pela Ha TAXHOTO MOCTHIBAHE
Karo 1bpsa 1o pen e or ,Eanak musunr® EOOJ ¢ Bx. NeOII-66 or 27.05.2020 r. Odeprara e
[pCICTaBeHa B 3alevaTaHa Helpo3payHa OMaKOBKA C HEHAPYIICHA UAOCT, KOMHCHSITA IIPUCTBIN KBbM
HEHHOTO OTBapsHe M ONmOBeCTH CBABPIKAHMETO H: ONMHC Ha IMpe/ICTABEHHTE JOKYMEHTH; €JIeKTPOHEH
HocuTen ¢ Hammue Ennak mmsmar EOQO]] EEJIOIT; 3aBepeHo komme B IPEBOJ Ha OBJIrapcku Ha
CepTH(HKAT — CHCTEMa 3a ITBITHO OCHTYpSIBAHE Ha Ka4eCTBOTO; 3aBEpPeHO KOMHE Ha YK €3UK Ha
CePTH(HKAT — CHCTEMA 32 II'BJIHO OCHTYDPSIBAHE Ha Ka4€CTBOTO; 3aBEPEHO KOIHE B IIPeBOJI Ha OBJrapcKku
Ha ceprudukar EN ISO 13485:2016; 3dBCPEHO KONHE Ha 4YYXKI e3MK Ha ceprudukar EN ISO
13485:2016; 3aBepeno komue B IPEBOJI HA OBJIrapcKyu Ha JEKIapals 3a ChOTBETCTBHE KbM JUPEKTHBA
Ha cbBeta 93/42/EMO 0T OTHOCHO MeIMIMHCKHTE H3MC/IHA; 3aBEPEHO KONMHME HAa YYKA €3MK Ha
ACKIIApALHsL; 3aBEPEHO KONHME HA YIIHIHOMOIUTENHO [IHCMO OT Shenzhen Anke High-tech Co., Ltd;
TEXHHHECKO NPE/ITIOKEHHE 3a H3ITbIIHEHHE HA IOPHYKATA C IIPHJIOKCHH KbM HET0 OpoIIypH, KaTanos3u u
AOKYMEHTH 3a IpejilaraHara MeIHIHHCKH arlapatypa M OT/ENIeH 3aleyaTaH HENpo3paveH UMK ¢
IIpennaranu neHoBH napametpu. Iletumara unenoBe Ha KommcusTa M ynpaButenar Ha ,,Comomen
EOO/I - T'eopru Ianos, noamicaxa saneyaTaHus MK ¢ HeHOBUTE MapaMeTpH, CIIE KOETO MOJI0KHXA
TIO/UTHCH BBPXY BCUYKH JOKYMEHTH, ChIbPXKAIIH CE B TEXHHYECKOTO IPeUI0KEHHE Ha YYaCTHHKA.

Komucusra npucrsn kum OTBapsiHe Ha odeprara or ,,Coomen™ EOOJX ¢ Bx. NeOII-67 ot
27.05.2020 r. Odeprara e [IpEACTaBCHA B 3aleyaTaHa HEMpo3padyHa OMAKOBKA C HEHapyIlleHa IAJI0CT,
KOMHCHATA NIPUCTBITH KbM HEHHOTO OTBapsiHE M OMOBECTH ChABPIKAHHETO W: ONHUC Ha IPENCTABEHUTE
AOKYMEHTH; CJICKTPOHEH HOCHTEN ¢ Haamuc: 1) EEJIOIT Ha ,,Conome EOO/] 2) EENOII ma ,,Cumenc



XenTKeBp™ 3) Jlexnaparus 3a Chriacue, Kato Mo M3IBIHUTET: ACKIapanus 3a ChIjlacHe 3a yyacTHe Ha
TIOTH3ITBJIHMTEN — HAa XapTHEH HOCHTEIT, JAeK/Iapalus 3a KoH(HeHIHaTHOCT 1o wi. 102, an. 1 u at. 2 or
30IL; Texnmuecko mpeIoKeHHE 3a M3NBIHEHHE Ha TIOPBYKATa € HNPUIIOKEHH KbM HEro Gpourypw,
KaTalosd M JIOKyMEHTH 3a IIpejUlaraHara MeIHIIMHCKA anapatypa H OTHeNeH 3ameqaran HEIIpo3paveH
K ¢ Ilpeanaranu nexoBn napamerpu. IleTumara ueHOBe Ha KOMMCHSTA NO/IIHCcaxa 3aneyaTaHus
TUIK C LEHOBUTE ITAPAMETPH, CIIE]] KOETO MOJIOKHXA TOJIMCH BhpPXY BCHUKH JDOKYMEHTH, ChIbPKaIH
C€ B TEXHHYECKOTO IPEUI0KEHHE HA yYaCTHHKA.

C TtoBa mybnuyHaTa YacT OT 3aceNAHHETO HA KOMHCHATA npukmoyd B 10:40 yaca Ha
28.05.2020 .

Kommucusra npoxsmkun paGorara ci Kato mpaCTHIN KbM pasriexaaHne Ha JOKYMEHTHTE IO 4l
39, an. 2 ot II130I1 3a CLOTBETCTBHE ¢ H3MCKBAHMUATA KbM JIHUHO CBCTOSHHE U KPUTEPHHUTE 3a [OAGOD,
MIOCTaBeHHU OT Bb3moxkuress:

wEanak amuar® EOO/ ¢ Bx. NeOTI-66 ot 27.05.2020 r.

Cren xato mompoGHO ce 3amo3Ha ¢ NpeiCTABEHHTE OT y4acTHHKa I0KyMmeHTH, Komwucusta
KOHCTAaTHpa, 4¢ NpPEACTABEHHAT ONKC HA NPEJCTABEHHTE TOKYMEHTH MO I, 47, an. 3 or IIII30I1
CHOTBETCTBA HA NPEJICTABEHUTE JOKYMEHTH B OMIAKOBKATA.

Komucusra npucrsiu kbM nposepka na CHABPKAHHETO HA CIEKTPOHHMSA HOCHTEN M YCTAHOBH,
4e ChabpKa Tpu (aiiia ¢ HaMMEeHOBAHHUS: ~espd-response™ BBB (opmar .pdf, .»espd-response” BLB
¢opmar .xml u README — TekcroB nokymentd. Crex crapTupane Ha (aina BEB dopmar .pdf ce
orsopu eEEJIOIT noamucan ¢ ksanmbunupan €IeKTPOHEH MOAMKUC OT eHO JIHIIE.

Komucusita mpuerbmu Kbm pasriexnane Ha eEEJIOIl ma yuactHuka, u KOHCTaTupa, ue:
3aIBIBKEHOTO Jue no wi. 40 or III30I1 e neknapupano, ue 3a Hero He ca HAJIMLE OCHOBAaHUATA 3d
orcrpansiBare 1o 3011 u mocoyeHuTE OT BB3A0KHUTEIS B JMOKYMEHTAIHATA 34 yYacTHE B HACTOSINATA
obuiectsena nopwsuka. B eEEJIOIL, JAPY’KECTBOTO € JEKIAPHPAIO CHOTBETCTBHETO My C IIOCTaBEHHTE
KPHTEpUH 3a TOAOOp OT BB3moxkurens — mpurexanue Ha Paspemenne 3a Teprosus ua enpo ¢
MEIUIMHCKA u3/ienust U JluneHsust 3a paboTa ¢ M3TOYHMIH Ha HOHM3MpAIIH Tb4YeHHs. YIACTHHKBT e
ACKJIapupai, 4e npe3 peQepeHTHHS NepHOJ € M3BBPINAI A0CTABKA HA: HocraBka Ha mamorpad c
nomyuaren O6wmna 3natorpany; JloctaBKa HA MeHITHHCKA amaparypa — peHTreHoBa Tpwba 3a
adruorpag ¢ nomyyaren Crommana obmuna, 11 MBAJT Codus n JTocraska Ha MexuumncKa anapaTypa —
PCHTICHOBA TPHOA 338 KOMITIOTBP ToMOrpad ¢ nonyyaren O6uuna Hosu nasap. YaacTHuKET e IIOCOYHIL,
€ IpHara, CHCTEMa 3a YNpaBICHHE HAa KA4eCTBOTO 110 cranapt ISO 9001:2015 u pasmonara cee
CCPBH3H, OTOPH3HPAHH OT MPOU3BOIMTEINTE HIIH ouuHMaTHHTE BHOCHTENH Ha IpeJIoKeHaTa
MCIHIMHCKA anaparypa Ha TEpUTOpUATa Ha Pbearapus, xouro mie obesmeuar rapaHIHOHHATA
OTTOBODHOCT 3a [IepHOa Ha JOroBopa.

Cren pasrneskaane Ha taka Acknapupanute odcrosrencra B eEEJIOI, komucusTa KOHCTaTHpa,
4e II0CoYeHUs oT ,Eamak musuuars EOO/]I onur B m3menHenuero na JAEeHHOCTH ¢ mpeaMeT H olbemM,
WICHTHICH MM CXOICH C NpEe/METa HA NMOPBYKATA, H3IBIHEHH pe3 mocneanute 3 (TpH) rojguHH,
CHMTAHO OT JlaTaTa Ha [0/[aBaHe Ha odeprara He OTroBapst Ha W3HCKBaHETO HAa Bb3noskurens mocoueno
B NOKYMCHTALMATA 32 Y4YacTHE, a MMEHHO: ,Bb3I0KHTENST mocraps H3HCKBAaHE YYAaCTHHKBT Ja e
H3IBITHAIL MHHHMYM €/lHA JIOCTaBKA C NpeaMeT H 00eM, MIEHTHYEH HIH CXONEeH C npeaMera Ha
TOpbuKaTa, H3NbIHEHA Mpe3s MOCHedHHTE 3 (TpH) FOJAWHH, CYMTAHO OT JaTaTa Ha TOJaBAHE HA
odeprara. Ilox xeliHocTH ¢ mpemver u 00eM, HIAEHTHYHH HIH CXOJHH ¢ IpeaMeTa Ha MophYKaTa,
ClIeaiBa 1a ce pasbupa: M3IbIHEHHE HA JeHHOCTH 110 NOCTaBKa, MOHTAXK H BBBEXKIAHE B EKCIIOATALIHS
Ha MEIUIMHCKA anaparypa, [peacTaB/sBalia Kommiorsp tomorpad.“ [Mocouennte or YYacTHHKA TpH
AOCTABKH HE OTIrOBapsT 3a 3aJI0KEHOTO MHHHMAIHO H3HCKBAHE — /I0CTaBKa Ha KOMIIOTBP TOMOrpad.
OT1 nexnapupanute nasuy B eEEJIOII, komucusTa He mMoxe na NOIy4H WH(POPMALHKS OT KOSTO ja e
BHJIHO, Y€ Y4aCTHUKBT HMA OIIHT B M3IILIHEHHETO HA JCHHOCTH Mo A0CTaBKa HA KOMITIOTBP ToMorpad,
CBIIIACHO 3AJI0/KEHOTO MUHHMAIIHO H3HCKBaHe Ha BhaioxuTes.

Komucusra ykassa na yuactuuka, e OTCTPaHSBAHETO HA YCTAHOBEHHTE HECHOTBETCTBHS MOJKE
Aa C€ M3BBPINM IPH YCIOBUATA HA 1. 54, am. 9 or IIII30T1, karo B cpok mo 5 paboTHU 1HM OT
HOJyaBaHe Ha HACTOSIIMS NPOTOKOJ Ja MPEICTABH HOB eEEJIOIT w/wnn npyru OKYMEHTH, KOHTO
ChABpKAT IPOMEHEHA HIIM JONbIHEHA HH(POPMALIHS.



»Comomen EOOJI ¢ Bx. NeOII-67 or 27.05.2020 r. Cnex xaro NOAPOOHO ce 3amo3Ha ¢
TIpCICTABEHUTE OT yYaCTHHKA MOKYMEHTH, KoMucusTa KOHCTaTHpa, 4€ NPesOCTaBeHHST OT YYacTHHKA
OIHC Ha NPEACTABEHHTE NOKYMEHTH Mo wi. 47, am 3 or IITI30IT croTtBeTcTBa Ha IpPEICTaBEHHTE
JIOKYMEHTH B OIIAKOBKATA.

Komucusra npucrbnm kbm TIPOBEpPKA HA CHABLPKAHUETO Ha IIPE/ICTABEHHUS CIICKTPOHEH HOCHTET
M YCTaHOBM, Y€ CBHIBPXKA [Be HAIlKH, ChC CIETHHTE HauMeHoBanus: EEDOP SOLOMED, EEDOP
SIEMENS u neknapanus 3a cwriacue 3a YHaCTHE KaTO IOJM3IBJIHHTE], KOMHUCHSTA OTBOPH TMalka
“EEDOP SOLOMED” u KOHCTaTHpa, Y€ B Hesl ca KaueHH /18a daiiia, a HMeHHO: »espd-response.xml* u
~espd-response_signet.pdf”. Crex CTapTpane Ha Qaiina BB (opmar .pdf ce otBopu eEEJIOII
NOAMHCAaH € KBAIMDUUMPAH eNeKTPOHEH MOMHC OT eano jmne. KomucHsTa npHCTHIHM KbM
pasraexaane Ha eEEJIOIT na YUacTHHKa, U KOHCTaTHPa, Ye: 3abKCHOTO JIHILE [0 YJL. 40 ot II130I1 ¢
ACKJIApUpaIo, ¥e 1Ie W3I0/3Ba KaNalUTeTa Ha TPETO JHIE 3a Ala H3UBIHA  KPUTEPMHTE 3a MoAGOp
TIOCTaBEHH OT BB3/I0XKHTENS KaTO € MOCOumI, ye me W3nomsea nomu3nbanuTen — CumeHe XenTkesp
EOOM. B EEJIOII ca omucann JAEHHOCTHTE, KOHTO Iie H3IThJIHSBA ACKIIADUPAHHAT OT YYaCTHHKA
LOH3ITBIIHATEN, & HMEHHO: ST Ha HOIM3IThIHECHHE — 6,37%, neftHoCTHTE, KOUTO ImE H3BBPINBAT, KAaTo
NOMM3IBIHUTEN ca: JleMOHTax Ha ChIICCTBYBAIUSL B crpagara Ha ,,YMBAJI — [InoBoue“ AJ]
KOMIMOTBp TOMOrpad; M3roTBsHe Ha HHBeCTHIHOHEH [IPOCKT Ha TOMELICHMATA 3a pasnoyaraHe Ha
MEIMIMHCKATa amaparypa M0 YacTH: TEXHONOIHYHA, CJIEKTPOTCXHOIOTHYHA, JIbUe3aiuTa; MOHTax
(IIpH TOTOBHOCT Ha TOMelneHusITA 34 MOHT@K), ITyCKaHe B JCHCTBHE W IPEABAPHTEIHO H3IIUTBAHE HA
anaparypara 1o HOPMH Ha NPOU3BOIHTEIS, ITyckoBH wu3nuTBanus 3a KOHTPOJI Ha Ka4eCTBOTO,
WsrotesHe Ha nokymentn 3a H3/laBaHe Ha mHUeH3us 0T ASIP Ha kabGumera c anaparypa ¢ WA
OOyuenne Ha cnenuammeTy o1 IEpCOHaNa Ha MACTO 3a paboTa ¢ JOCTaReHaTa anaparypa; ['apannuonno
CEpPBH3HO 00CIyXkBaHe Ha HOBA METHMIIMHCKA amaparypa — Kommorsp Tomorpadg. Ynpasurensar na
»Comnomen“ EOOJ] e ACKJIApHpal, Y€ 3a IPYKeCTBOTO He Ca HANHLE OCHOBAHUATA 34 OTCTpaHsIBaHE 110
301l u nocouenure or Buimoxurens s AOKYMEHTALIUATA 33 y4acTHEe B HACTOSINATA OBIIECTBEHA
nopsuka. B EEJIOII, apyxectsoro e ACKIIApHPAJIO CHOTBETCTBHETO MY C IOCTABEHHTE KPHTEPUH 3a
nondop ot Bw3moxurens kato mo ce kacae /IO paslioNaraHeTo ChC CEPBH3/H, OTOPH3HpAH/M OT
TIPOM3BOJMTENINTE HIM O(HIHATHUTE BHOCHTENH Ha TPE/IOKCHATa ME/IHIMHCKA amnapaTypa Ha
TepUTOpHsTa Ha PBbiarapus ce e mosoBan ma xamammrera ma nomu3nbiHuTens Cumenc Xentkenp
EOO/I.

Komucusra mpuctenu xpm PasTIexkna ChbIBPKAHMETO HA BTOpATA MamKa OT NpE/ICTaBEeHHA
CIICKTPOHCH HOCHTeNl ¢ HauMeHoBanue: “EEDOP SIEMENS” H KOHCTaTHpa, 4e¢ B Hes € KaveH (paiin
»espd-response_Cumenc Xenrkesp EOOJI.pdf”. Crnen craprupane na (aiina BBB Qopmar .pdf ce
orBopu eEEJIOIT noanwucan ¢ KBaJIMQUIHPaH CJIEKTPOHEH NOAIHKC OT JiBe Jiuna. Komucusta NPUCTHITH
KbM pasrnexiane Ha EEJIOIT ma ACKIAPHPAHHS OT YYaCTHHKA TIOMM3MBIHUTEN, W KOHCTATHpa, ye

olmiecTBeHa mopbuka. B EEJIOII, mpyxectsoto e ACKIIAPUPATIO CBOTBETCTBHETO MY C MOCTABEHHTE
KpPHTepHH 3a noabop ot Buinoxurens.
Komucusra koncratupa croTBercTRIC C M3HCKBAaHHATA KBM JIMYHOTO CHCTOSHHE HA YYaCTHHKA H

ITOCTaBeHUTE KpPHTEPHH 3a I'[OJ.'[GOp.

IIpencenaren:

Ilets "aBa3ona /mi/

Unenoge:

1. 1-p Credan Tanues /n/ 2. anB. Emunus Ierposa /n/
3. uHX. AtaHac ATanacos /ri/ 4. JTopotes I'eopresa /ni/

Hoonucume ca sanuvenu na ocnosanue Wi 36a, an. 3 om 3axona 3a obwecmeenume nopwuxu.
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