IMMPOTOKOJI Ne 2

no wi.54, aa.7 or II30II

OT IeHHOCTA Ha KOMHCHS HasHadeHa cbe 3amoen Ne 0002 /03.01.2018 r. Ha U3NBIHUTECIHUAA
mupextop Ha , MBAJI-XackoBo” AJl, 32 IpoBEX/1aHe HA OTKPUTA npoueaypa
1o peza na 3011 3a Bp3arane Ha oOLIECTBEHA NIOPBUKA C IIPE/IMET:

yJdocmaska Ha cneyuanuzupaHo MeOUYUHCKO obopyosaHne 3a Hyx3coume Ha
 MBAJI - Xackoeo” A/’

OTKpHTa ¢ PeleHue 3a OTKpHBaHe Ha IIPOLEaypa No 0681 /23.11.2017r., mybnuKyBaHo
obasnenue B ,,OduinaieH BECTHUK  Ha EC na 23.11.2017r., B POIT Ha 27.11.2017r.
1 Pemenne 3a 0n06psiBaHe HA OOSBICHHE 32 H3MECHEHHE WA JOTIbIHUTE/HA
HHPOPMALKA Ne 0681 /28.11.2017r. myOnmukyBaHo B POIT na 29.11.2017r.

Ha 24.01.2018 r. B 10:00 yaca, B rp.XackoBo B aIMHHHCTpaTHBHATa Crpajia Ha ,,MBAJI-
Xackoso” AJl , Haxozsma ce Ha Oyn.”CheiuHeHHe ”No49 ce cpOpa KOMUCHS B CbCTaB:

Ipeoceoamen:

II-p KuBko AraxacoB Aranacos — HavyanHuk Ha Xupypruuso otaenenue B ,, MBAJI-
XackoBo” AJl

Ynenose:
1. Buosnera bopuciaBosa VopnaHoBa — IOPUCKOHCYIT B ,,MBAJI-XackoBo” A/l.

2. Kpacumupa Pymenosa Hukosnoa — HKOHOMHUCT ,,O6mecTBenu nopbuku” B ,, MBAJI-
XackoBo” AL

Pe3yimamu om pabomama HA@_ KOMUCUAMA:

B yka3aHus CpOK Ha OCHOBaHHME u1.54, an.9 or III30I1 ca mMOCTHIMIM U Ca PerUCTPUPAHA
JIOIBIHUTETHO U3MCKAHUTE JOKYMEHTH OT y4acTHHKA:

_Ennax JIusuar” EOOJl ¢ Bx. Ne 13 /22.01.2018r. — 09:00 yaca

KoMucHsATa MPUCTBIINA KbM H3IBJIHCHHE HA BB3JIOXKEHATa CH paboTa Ha OCHOBaHHE WI.54,
an.12 ot IIT30I1, u pasriena JOMBIHMTENHO MPEACTABEHUTE ¥ JOKYMEHTH OT y4acCTHHHKA,
ysuckany B IIpotokon Nel/16.01.2018r. ¢ ornex ycTaHOBABaHE Ha ChOTBETCTBHE Ha
odepTaTa Ha y4aCTHHKA C H3UCKBAHUATA KbM JIMYHO CHCTOSHUE U KpUTEpUHTE 3a Non00p Ha
Bwanoxurens.

B cpoxka mo €w1.54, an.9 ot TIII30I1 ca MOCTHIUIM CAeJIHUTE JOKYMEHTH, OT yJaCTHHKA.



OBPA3EI] |

HanmeHoBaHue Ha yuyacTHUKA: EJITIAK - JIM3WUHI" EOO/]

Cepnanuiie M azipec Ha ynpasJieHHe 10 rp.BapHna, yn.[lokrop MBan boropos Nel2, er.2
perucTpaLus:

EUK: 103506445

Touen agpec 3a KOpECNOHACHLMA: rp.Bapua, yn./lokrop MBan boropos Nel2, eT.2
Tenedonen Homep: 052 63 23 60

dakc Homep: 052 69 90 60

Jluue 3a KOHTaKTH: [Inamen Anronos Kanaipkues

e- mail: elpak@elpak.bg

1o ,,MBAJI - XackoBo” A/

YBaxaemu [lamu 1 rocnoaa,
Bnarogapum Bu 3a npogbrmkaBallus MHTepec KbM npeanoxeHueTo Ha upma EJNMAK-

NN3NHI ECOA.

B OTroBOP Ha OTrNpPaBeHOoTo OT Bac nckaHe 3a npefocTaBsiHe Ha AOMb/IHUTENHU AOKYMEHTU BbB BPL3Ka

¢ yuacTHe B OTKPMTA IpoLieypa 3a H300p Ha U3II'bJIHUTEN Ha OOIIECTBEHA [IOPBUKa, C

pe/IMeT:
., Jlocmagka Ha cneyuanu3upano MeouyuncKo obopyosane sa nyscoume na ,MbAJI -

Xackoso” A

npepgocraBame Ha BaweTo BHUMaHue cnegHuTe JOKYyMEHTH:

Bua na
noxkymenture | Crpa-
Ne e . CbgyPgRquug: S /queynan unl | HHLG
3a6epeHo Ne
xonue/
% Onucanne Ha npescTaBernte fokyment (Hacrosmus | Opurnsan | -2
JOKYMEHT )
2. EHEeH eBpOINeHCKN TOKYMEHT 3a 00IIeCTBeHH Opurunai 3-30




nopweuku (EEJIOIT), o o6pazer

3. Cepruduxar ISO 9001:2008, Uziime 3aB. Kore 31

4. Cepruduxar ISO 9001:2008, Etkin 3aB. KOITHe 32

> Jexnaparius 3a CboTBeTCTBHE, lupexTBa Ha ChBeTa 3aB. Korue N

93/42/EHO

6. Jexnapais 3a chOTBETCTBHE Hupexrusa 93/42/EEC | 3aB. konue g
T Hexnapanus 3a chorsercraue , CE MapKUpOBKa 3aB. Komue 3y
8. YII'BIIHOMOIIUTENIHO TUCMO Hor.3aB.konme | 36 ]
Jara 19.01.2018r.

Hme u pamunus

[Tnamen Kanaiimxuen

[loanue va mmuero (u neuar)




Komucusra pasriaena JOIbJIHATCIHO NpeaCcTaBEHUTE JOKYMEHTH H KOHCTaTHupa CJICOHOTO:

1.B npencraBenus nos EEJIOIl or yuactmuka ,Enmax - Jluzuar” EOOJ] B Yacr IV:
Kputepun 3a noabop, pasgen B: Texuwueckun u npodecHoHATHH cnocobuoctu, T.12)
OTHOBO He € TT0COYeH cepTH(UKAT, U3aZeH OT aKPEIUTHPAHHU JIMLA 32 KOHTPOJ Ha Ka4ecTBo,

YIOCTOBEpsBaIl CHOTBETCTBHETO Ha CTOKHUTE CHC CBOTBETHUTE CTaHIAPTH.

B JOKyMEHTalusATa 3a y4acTHe U B 00sBJIEHHETO 3a 00IIECTBEHA IIOpbUYKa BBIJIOKUTEIAT €
IMOCOYMJI, Y& MNpeaaraHuTe MEAUIIMHCKHUTC H3aciusd, TpSI6Ba Ja OTroBapsiT Ha:

,, 3.2.CrienpuUHMTE M3UCKBAHUS 32 OCHOBHA 0€30MacHOCT M CHIICCTBEHH XapaKTePUCTHKH
HA OCBETHTEJIM 33 XUPYPTMYECKH e, ChOTBETCTBAIIM Ha M3MCKBAHUATA HA CTaHIAPT BAC
EN 60601-2-41: XXXX , HJId €KBUBAJICHT.

3a ymocToBepsABaHE Ha BB3MOXKHOCTHTE IIO 1.3.2 ce momsiBa Yact IV, Byksa ,,B”, 1.12 ot
EEJIOII. JlokyMeHTUTe 3a TOBa OOCTOATEJCTBO , KOMTO C€ MPEACTAaBAT OT Y4aCTHHKA,
OTpe/eNeH 3a M3IBJIHMTEN NPEH CKIIOYBAHE HA JIOrOBOpAa WM INpH MOMCKBAHE B XON4 Ha
mpolenypaTa- cydaute Ha @wi.67, an.5 u an.6 ot 3011 ca: - crannapt BJIC EN 60601-2-41:
XXXX, HJIH €KBUBAJIEHT.”

VyacTHHKBT ¥ B asata EEJIOII — a He e moco4m H3nuCKaHaTa HHGOpMaIus.

2.VuactHukbT ,Emmak - Jlusuar” EOOJl e npenctaBul HOTApHATHO 3aBEPEHO KOIHMC Ha
Vb THOMOIIMTETHO THCMO (OTOPHM3AIMOHHO MHCMO) OT ITPOM3BOJUTENS HA ONEPALMOHHUTE
JIaMITH.

3.VuacTHuksT ,Emmax - Jlusuar” EOOJL e mpencraBuil  3aBEPEHO KOMME Ha Jlexnapanus 3a
cvorBercTBHE (CE mark) OT mpou3BOAMTEJIS HA ONEPAIMOHHUTE JIAMIIH.

Komucuama pewiu:

YuacmHuxvm He e npeocmagul 6CUYKU OOKyMeHmu / ungopmayua, ¢ Koumo oa ce
YCMaHO6U CbOMEEMCMEUemO HA YHACMHUKA ¢ Kpumepuume 3a noobop, nocmageeHu om
Buw3noxncumensa .

» TexHu4eckomo RnpeonodceHue Ha y4ACMHUKA HAMA oa Ovoe paszenedano Ha
ocnosanue 41.56, an.l om ITII30I1.

> Ocgpepmama Ha y4acCMHUKA HE 0M206ApA HA npedeapumenno ob6aéeHume ycioeus
Ha nopvYyKama U Ha OCHOGaHUe w1107, m.2, 6ykea ,a” om 30II, komucuama
npednaza Ha Buvznoscumena Oa omcmpanu om ywacmue 6 npouedypama
yuacmuuka ,EJIITAK -JIM3HHI” EOO/.

¥ C 060 H@ ycmanosenume HeCvomeemcmeun, Ha ocnoeanue 4n.57, anl om

ITIT30I1, uenoéomo npeonodHceHue HA yHACMHUKA  HAMA oa 0voe 0mMeEOpPeHo,
pasene0ano U OUEHeHO.



KoMucusTa NpyucThIIM KbM pasrjexaaHe Ha TEXHUYECKOTO NPEATIOXKECHUE 3a U3IIBJIHEHHUE Ha
IIopbYKaTa Ha €AUHCTBCHHUA JomycHaT y4aCTHHK!

»AMC" QO/I, cbC cefaMIe 1 apec Ha YIpaBjIeHHE Ip. Kbpmkanu 6600, Oyxn. ,.,bearapus”
Ne 37, 61. 51, EUK 108683620, npencrasnseano ot mmk. Teoman Mycrada Srusn -

YnpaBuren

Cneo pazenexcoane _Ha MexXHU4ecKomao npeosIoHceHUue, KOMUCUAMA YCMAHOBU:

1. TexHUUECKOTO NpEIIOKEHHE € U3rOTBEHO MO oOpasell OT NOKyMEHTalusTa 3a ydacTue,
MONUCAHO H MOJANEYaTaHO OT YyIPaBUTEN.

V4YacTHUKBT € JeKJIapupal, Y€ HacTOSAIIETO MPEeAJOKEHUE € BATUAHO 120 (cTo u mBazecer)
KaJeHIapHH [HU, CYMTAHO OT jaTara, ONpeJesieHa KaTo KpaeH CpOK 3a IOJyqaBaHE Ha
odepTH U Ye mpreMa W3LHIO0 H3UCKBAHUsATA Ha BB3IOXKUTENS U € oepupan caeqHoTO:

> 2 (nBa) 6post OnepauMoOHHH JIAMITH

Mapka: TRILUX
Mogaea: Aurinio r L 120 PM
Tpounssoauten: TRILUX Medical GmbH& Co.KG

Coumute ca (pabpuyuHO HOBH, pou3Benenu mpe3 2017r., He ca OWIM NIEMOHCTPAllHOHHH, HE
ca pelMKINPaHH B He ca IeEMO 000pyIBaHE.

» 2 (mBa) Opos OnepaunoHHH MaCH

Mapxka: UZUMCU
Mopea: OM-6N

Mpomssoauten: Uzumcu Tibbi Cihaz ve Medikal Gaz Sist. San. Ve Tic. A.S.

Coumre ca (abpuunHo HOBH, Ipon3senenu mpes 2017r., He ca OMJIM IEMOHCTPALlMOHHH, HE
ca pellUKJIMPaHy U He ca JeMo 000py/BaHe.

e Cpoxka Ha moctaBka € 28 (nBanecer u oceM) JHM, CYATAHO OT Jlarara Ha I0JyYaBaHe Ha
BB3JIaraTeIHoO MUCMO OT BB310KuTEe .

e Cpoka 3a 3a MHCTaJalys ¥ MOHT@X, HACTPOHKa, NpoOHO H3NMHTBAaHE M BBBEXKIAHE B
excrutoaTanus € 2 (aBa) IHH, CJIeI I0CTaBKara.

e [lpeanaraHuar rapaHIMOHEH CpOK e€: 24 (mBameceT W YETHPH) Mecela, CYATaHO OT
jarata Ha BbBEeXIaHe Ha 00OpYIBAHETO B EKCILIOATALHA. 3agb/DKaBaMe Ceé B paMKHTE Ha
rapaHIMOHHHS CPOK 1@ OCHTYpHM Ha Bp3yoxkutens rapaHinOHHO (cepBU3HO) 0OCITY)KBaHE.



KM TexHHUECKOTO MPEIIOKEHUETO ca MPUIIOKEHH CICTHUTE JOKYMEHTH:

1.1.1TbHa ¥ W3YepHaTeNHa TeXHMYECKa NOKyMeHTanus — Karanosu, ChAbpKAlM IbIHA
TEXHUYECKH MOKa3aTe/IM U MapaMeTpy Ha NpeularaHuTe MCAUIUHCKY U3ACTHS

1.2.Tabauma 3a CHOTBETCTBME Ha OQepupaHoTo 00OpyABaHE (CHITIACHO MPUIIOKEHOTO B
JIOKYMEHTAIMATA IPUJIOKEHHUE) - Ha XapTHEH HOCHUTEII, IIONIbJIHEHA ChIIIACHO U3MCKBAHHMATA

na Branoxurens, mOMMHCANA 1 MOAMAUATAHA OT VIIPABUTENY.

B Tabsiumara 3a ChOTBETCTBHE YYaCTHHKBT € odepupan o0opyaBaHe, KOETO ChOTBETCTBA Ha
3aloKeHUTe B TexHuueckaTa crenupukanus oT Bb3noxkuress, TEXHUYECKH MapamMeTrpu U
XapaKTEPUCTUKH.

> B pe3yimama Ha KOemo, KOMUCUAMA OONYCKA YHACMHUKA 00 Clle0éawiua eman om
npouedypama, @ UMEHHO: OMGAPAHE, PA32NIEHCOAHE U OUEHABAHE HA UEHOBOMO MY
npeonosicenue, 6b3 0CHO6A Ha 00A6eHUAM Om Bvsnoxcumens Kpumepuil 3a OueHKa
Ha ohepmume ,,Hall-HUCKA UeHa” .

CpobOlLIeHre 3a Jarara, MACTOTO M Yaca Ha OTBapsAHE Ha IICHOBUTE IPEUIOKEHHS MIE Ce
ny6inKysa B npoduia Ha Kymysada Ha ,MBAJI-XackoBo” A/l nmpu cra3saHe Ha Cpoka 1o
w1.57, an.3 ot [MII30I1. Ha oTBapsHETO MOrar a IPHCHCTBAT JMLATA MO WI.54, an.2 oT
[IT30I1

C ToBa pa60TaTa Ha KOMHCHUSATA 3a TOBA 3aC€aHuEC IMPUKITIOYH.

Hacrosums npoTokoi ce cheraBd Ha 29.01.2018 r. Komne 0T HEro me ce u3npaTy Ha BCHIKHA
Y4YacTHHUIM B NPOLEAypaTa Mo (akc WK Mo eeKTPOHHA MOlla 1 e e nyOJIMKyBa B paszel
,JIpodun Ha KymyBaya” Ha HHTEPHET CTpaHULaTa Ha . MBAJI-XackoBo” AJl.

Bceuuku peleHus Ha KOMUCHATA Ca B3CTH C CAUHOAYIIHE.

Komucus é cocmag:

Ilpeoceoamen: ;Z UQ ?7 7) A @

1-p Kusko AtaHacoB ATaHacoB *. Z A‘

Ynenoege:
1. Buonera bopuciaBosa Hopnanos
2. Kpacumupa Pymenosa Hukoosa

s

* 3annyena HHPOPMALNS HA OCHOBaHHe Iz 0T 33J1]1



