INPOTOKOJI Ne 1

no w1.54, an.7 I[II30I11

ot aerinoctra Ha Komucwust, HazHaueHa cbe 3amoBen Ne29/24.07.2018 r. Ha YnpaBurens Ha
»MBAIJI- Apauno” EOQO/], 3a npoBexaaHe Ha OTKpuUTa mpoieaypa mno peaa va 3011 3a
BB3JIaraHe Ha OOIIeCTBEHA OPHUKA C MIPEIMET:

w/locmaexka na meouyuncko ovopyosane 3za nyymcoume na , MbAJI - Apouno” EOO/
¢ nem 000cobenu no3uyuu’”

Ha ocHoBaHue wi.103, ai.1 ot 3011 1 BbB Bpb3Ka ¢ Pemenue 3a orkpuBane Ha nporeaypa Ne
16/ 29.05.2018 r. I[TyomukyBano B POII u 00siBieHue myoauKyBaHo B ,,O¢uiraieH BECTHHK
Ha EC ¢ Ne2018/S 101-230576

Ha 24.07.2018 r. B 14:00 uaca, B 6ubnmorekara Ha ,,MBAJI- Apnuno” EOO/l, Haxomasima
ce B rp. ApauHo, yi. ,,Codus” Ne 14, ce cbOpa KoMHCHS B ChCTAaB:

Ilpeoceoamen:
J-p Anam [lepceHcku — HAYaTHUK XUPYPTUYHO OTACIICHUE

Ynenose:
1. J-p l'eopru KpanukoB — HauaaIHUK PEHTI€HOBO OT/JEIICHUE
2. Bunmane SIky0 — riiaBHa Mejl. cecTpa
3. baiice Kooy - cueToBouTEN
4. T'voxueH EmuH - ropuct

[IpoBene ce myOnmuHO 3acenanue Ha ocHoBanue un.54, anm.2 IIII30I1 3a oTBapsHe Ha

MOJIy4eHUTE OPepTH.
[IpencenarensT Ha KOMUCHSATA TOTYyYd MOCTHIUINTE B CpoK 6 (miecT) odepTtu ¢ IIpoTokon mo
11.48, an.6 ot III130I1.

Komucusita ycraHoBH, ue B onpeneneHusT ot Be3noxurens cpok: g0 23.07.2018 r., 17:00
4. ca MOCTBHIMIN 6 (1ecT) ohepTu KaKkTo cieBa:

1. Odepra c Bx. Ne419 o1 17.07.2018 r. — 12:50 4. Ha yyacTHHKa ,,CumeHc xenTkesp EOO/ ,
¢ aapec 3a kopecnonaeHys: rp. Codus 1309, yn. Kyxymr Ne2.

2. Odepra c Bx. Ne430 ot 23.07.2018 r. — 13:10 4. Ha yyactHuKa ,,Tomen OO/, ¢ aapec 3a
kopecnonaeHus: rp. Crapa 3aropa 6000, Oyi. [Tarpuapx EBtrmuit Ne§0A

3. Odepra ¢ Bx. Ne.431 ot 23.07.2018 r. — 13:25 4. Ha yyactHuKa ,,AMC* OO/, ¢ ampec 3a
kopecnonaeHmus: rp. Kepmkanu 6600, Oyn. bearapust Ne37, 6:1. 51, maptep



4. Odepta ¢ Bx. Ne432 or 23.07.2018 r. — 13:40 4. Ha y4acTHUKA ,,MEIUKBJI UMEHHKUHT
cepBu3 OO/, ¢ aapec 3a kopecnouaeHuus: Tp. Codus 1331, kB. PenmyOmuka Ne2, yir.
Banpma No2

5. Odepra c Bx. Ned433 ot 23.07.2018 r. — 14:00 4. Ha yyactHmka ,,/lapuc- MC*“ EOO/, c
aapec 3a kopecrionaennust: rp. Codus 1164, yn. Sxyouna Nel9, et. 2, odpuc A2/B2.

6. Odepra ¢ Bx. Ne434 ot 23.07.2018 1. — 16:10 4. Ha yuyactHuKa ,,Enmak-mu3unr EOO/, ¢
azpec 3a kopecnonaenuus: rp. Bapua 9002, yn. JI-p iBan boropos Nel2

Crnen moiy4aBaHe Ha CHHCHKA C YYACTHUIUTE, MPEACTaBUIU O(epTH, mpeacenaTensaT u
YJIEHOBETE HAa KOMUCHSTA MOITBJIHUXA U MTOoANMcaxa aeknapamnuu mo wi. 103, an.2 or 3011

Ha 3acemanmero na Komucusara npuchcTBaxa IMpEJACTABUTEIM HA YYACTHUIIUTE B
npoleaypara Wik TeXHU YII'bIHOMOIICHH MPEACTaBUTEH, KAaKTO ClIeABa:
1. Tonop Urnaros —,,/lapuc - MC*“ EOO/]
2. Huxkonera Mianenosa — ,,JIapuc - MC*“ EOO/]
3. IInamen Kanaitmkues - ,,Ennak-nmusuar® EOO/]
4. Munena I'emkosa - ,,Ennak-mu3unar® EOOJ]
5. PagocnaB Hakos - ,,Cumenc xentkebp* EOO/]

Ha 3aceganuero He IMPpUCHCTBAaxXa MPEACTAaBUTEIN HA CPCACTBATA 3a MaCOBO OCBCAOMABAHC.

Komucwusra YCTaHOBH, Y€ O(i)epTI/ITe Ca NoJaaACH! B 3alli€HaTaHU HCIIPO3padyHH OIIAKOBKH,
ChIJIaCHO U3MCKBAaHUATA HA ‘IJ'I.47, ai.2 ot IITI30II u ormakoBKHTE ca C HCHapyUICHA OAJIOCT.

OTBapsiHETO Ha NOJy4YeHUTe odepTu ce U3BBPUIM MYOJMYHO M IO pPeda Ha TAXHOTO
IIOCTBIIBAHE, KAKTO CIIE/BA:

1. »Cumenc xearkebp“ EOO/L

Y4acTHUKBT € TNpeAcTaBws odepTara CH B 3aleyaTaHa HENpo3payHa OINAKOBKa, B
CHOTBETCBHE C M3UCKBAHUATA HA BB3JIOKUTENS, ChIbpKaIlla JOKyMEHTH 1o wi.39, an.2 u an.3,
1.1 TIII30I1, onuc Ha mpeAcTaBeHUTE JOKYMEHTH, KaKTO M OTJAENIeH 3aledyaraH Hempo3padyeH
IUIMK ¢ Haanuc ,,JIpednazanu yenosu napamempu'.

Benuku uneHoBe Ha KOMUCHSTA MOJMNKMCAaXa TEXHUYECKOTO NMPEAJIOKEHNE U TUIMKA C HAJINC
wIlpeonazanu uenoeu napamempu'’. llpenceparenar Ha KOMHUCHATa IPEVIOKU Ha
IIPUCHCTBAIINTE TPEACTABUTENN HA YYAaCTHUIMTE Aa MOANMUINAT TEXHUYECKOTO IPEUIOKEHUE U
IMKa ¢ Hagmuc JllpennaranM LeHOBM nlapamMeTpH''Ha Y4YaCTHHKA, CBUIMTE NOANHCAXa
IIPEJCTaBEHUTE TIOKYMEHTH.

2. «Tomem» OO0/

Y4acTHHKBT € TpeactaBwil odeprara cH B 3amedaTaHa HEMpo3padyHa OIAKOBKa, B
ChOTBETCBHE C M3MCKBAHUATA HA BB3JIOKHUTENS, ChAbPKAIIA JOKYMEHTH MO 4i1.39, an.2 u an.3,
1.1 TIII30I1, onuc Ha mpeAcTaBeHHUTE AOKYMEHTH, KAaKTO M OTJAEJCH 3aledyaTraH Hempo3pavyeH
UMK ¢ Haanuc ,IIpeonazanu yenosu napamempu".

Bcenuku uneHoBe Ha KOMUCHSTA TIOJIICAaXa TEXHUIECKOTO MPEATIOKEHNE U TUIMKA ¢ HAJIHC
wllpeonazanu uyenosu napamempu'. llpencenarenssT Ha  KOMHUCUATA TPEUIOKH  HA



MPUCHCTBAIIUTC NPCACTABUTCIIM HA YYACTHULUTC Aa NOANUINAT TCXHUYCCKOTO MPCIJIOKCHUC U
IJmMmKa ¢ HaaImmcC ,,Hpe;[ﬂaraHI/I OCHOBHU napaMeTpH”Ha y4aCTHHKA, CBHOIUTC IIOAIHMCaxa
MMpeACTaBCHUTC JOKYMCHTHU.

3. «AMC» 00

Y4acTHUKBT € mpelacTaBuwi odeprara CH B 3aleyaTaHa HENpo3payHa OIAaKOBKa, B
CHOTBETCBUE C M3UCKBAHMITA HA BB3JIOKUTENS, ChAbpKAIlA JOKYMEHTH 1o wi.39, an.2 u an.3,
1.1 TIII30Il, onuc Ha npencTaBeHUTE JOKYMEHTH, KaKTO M OTJEIHM 3aledyaTaHu HENpO3padyHU
TUTMKOBE ¢ Haanuc ,,JIpeonazanu yenoeu napamempu'.

Beuuky uneHOBe Ha KOMHUCHATA TOANUCAXa TEXHUYECKUTE TMPEIJIOKEHUS M IUIMKOBETE C
Haanuc ,JIpeonazanu wenoeu napamempu'. llpencenatenar Ha KOMHCHITAa NPEIJIOKHU Ha
NPUCHCTBAIIUTE MPEJCTABUTEIM HA YYACTHHUIUTE Ja MOANUINAT TEXHHUYECKHUTE MPEUIOKCHUS U
IUIMKOBETe ¢  Haamuc ,Jllpeamaranu 1eHOBM mapaMeTpu''Ha YyYacTHUKA, CHIIUTE MOJIHcaxa
MPEJCTaBEHUTE TOKYMEHTH.

4, «Meaukba Umnxunr Cspsus» OO0/

Y4acTHUKBT € TpeAcTaBWs odeprara CH B 3amedyaraHa HEMpo3padyHa ONAaKOBKa, B
CHOTBETCBHE C M3UCKBAHUATA HA BB3JIOKHUTEINS, ChIbpPKaAIA JOKYMEHTH 10 4wi.39, an.2 u an.3,
1.1 IIII30I1, onuc Ha mpeAcTaBeHUTE JOKYMEHTH, KaKTO U OTAEJIEH 3aledyaTaH Helmpo3padyeH
IUIMK ¢ Haanuc ,,JIpednazanu yenosu napamempu'

Beunuky uieHoBe Ha KOMUCHATA TMOMKUCAaXa TEXHUUYECKOTO MPEATIOKEHNE U TUIMKA ¢ HAJINC
wIlpeonazanu uenoeu napamempu'’. Ilpencenarenar Ha KOMHUCHSTa TPEUIOKH Ha
MPUCHCTBAIIUTE TPEACTABUTENN HA yYACTHUIIMTE Aa IMOJAMUINAT TEXHUYECKOTO MPEIOKEHHE U
wka ¢ Hagnuc L Jlpennmaranu 1eHOBM mapameTpu''Ha Y4YaCTHHKA, CBHIUIMTE MOJIHCaxXa
IIPEJCTaBEHUTE IOKYMEHTH.

S. «Jdapuc — MC» EOOJ

YyacTHUKBT € TmpeactaBwil odepratra ch B 3aredaTaHa HEMpo3padHa OIMAKOBKA, B
CHOTBETCBUE C M3UCKBAHMITA HAa BB3IIOXKUTENS, ChAbpKAIIa JOKYMEHTH 1o 4i1.39, an.2 u an.3,
1.1 TIII30I1, onuc Ha mpeAcTaBeHUTE JOKYMEHTH, KaKTO M OTJAENeH 3aredaraH Hempo3padeH
UMK ¢ Haanuc ,IIpeonazanu yenosu napamempu".

Beunuky dieHoBe Ha KOMUCHATA TOJMKMCAaXa TEXHUIECKOTO MPEATIOKEHNUE U TUIMKA ¢ HAJINC
wIlpeonazanu uenosu napamempu'’. Ilpencemarenar Ha KOMHUCHSITa TPEUIOKH Ha
MIPUCHCTBAIINTE TIPEJACTABUTEIM HA yYACTHUIMTE Ja IMOMIMUINAT TEXHHYECKOTO TMPEIOKEHUE U
wmKa ¢  Hagmuce Jllpemmaranu [EHOBM TlapaMeTpH''Ha YYaCTHHKA, CBHIIUTE IOJIIHCaxa
MIPEJCTaBEHUTE TOKYMEHTH.

6. «Emmak Jluzuar» EOO/L

Y4acTHUKBT € TmpencTaBun odeprara ch B 3ameyaTaHa HEMpo3payHa OIMAaKoOBKa, B
ChOTBETCBUE C M3UCKBAHUATA HA BB3JIOKHUTENS, ChbpPKAILA JOKYMEHTH 1o 4i1.39, an.2 u an.3,
1.1 III30I1, onuc Ha mpeAcTaBEHUTE TOKYMEHTH, KaKTO M OTACIIHM 3areyaTaHu HENpO3payHu
IJIMKOBE C Hananuc ,,[Ipednazanu yenosu napamempu''.

Bcruuky dneHoOBe Ha KOMHCHSTA TOAMNMKMCAXa TEXHUUYECKUTE TMPEJIOKCHSIC U TTUKOBETE C
Hagnuc ,IIpeonazanu uenoeu napamempu'. llpencenarensT Ha KOMHUCHATA NPEIJIOKUA Ha



MNPUCHCTBAIIUTC NPCACTABHUTCIIM HA YYACTHUIUTC Oa MOANUINAT TCXHUYCCKHUTC MPCHJIOKCHUA U
IJNIMKOBETC C  HAAIIUC ,,Hpe;[ﬂaraHI/I OCHOBHU napaMeTpH” Ha Yy4YaCTHHKA, CBIIWUTC IIOAIIMCAaXa
MMpeACTaBCHUTC JOKYMCHTHU.

Cren M3BBPIIBAHETO HA TE3W JICHCTBUS MPEJCENATENAT HA KOMHCHUATA 3aKPH ITyOJIMYHOTO
3ace/iaHue.

B 16:15 gaca na 24.07.2018 r. xomucusaTa B3¢ pelIeHHUE J1a MPOIBIKA CBOSTa paboTa Ha
03.08.2018 r. ot 14:00 yaca.

Komucusa ¢ cocmae:

IIpencenaredn:
H-p Anam IlepceHckn .................... 1 SPTTRTRRI
Unenose:
1. JI-p 'eopru Kpamukos ............ TLeteiiieeeesiinnnneeeeeeenens
2. baiice Kovony ............. | PRI
3. Bunnane Skyo0 ......... | O
4. I'vokyeH EMHH..........cc......... | PR

Ha 03.08.2018 r. B 14:00 uaca, B rp. ApauHo B 6ubnuorekara Ha ,,MBAJI- Apauno”
EOO/ , naxonsma ce B rp. ApauHo, yi. ,,Codus” Ne 14 ce cpOpa KOMUCHS B ChCTAaB:

Ilpeoceoamen:
J-p Anam [lepceHcku — HAYATHUK XUPYPTHYHO OTACIEHUE

Ynenose:
1. [J-p I'eopru KpanukoB — HauaJHUK PEHTI€HOBO OTIEIICHUE

N

Bunpnane fIky0 — riaBHa Men. cectpa

3. Amnroanera IlloilekoBa — ChC CHEIMATHOCT WHXXCHEpHa (H3mKa 1o
CHEIMAIHOCT METUIIMHCKA paralioHHa GU3MKa U TEXHUKA

4. TI'voxuen EmuH - ropuct

Csc 3anoen Ne31 ot 03.08.2018 r. e ompeneneH HOB 4Yj€H Ha KOMHUcCHATAa AHTOaHeTa
[loiinexkoBa — CBbC CHEIUATHOCT WH)XEHEpHAa (U3MKAa MO CIEUUATHOCT MEIUIIMHCKA
panuanroHHa (U3HUKa U TEXHHKA.

Komucwusita mpoasku cBosita paboTa Ha 3aKpUTO 3acelaHue, KaTo pasriefa JOKYMEHTUTE
mo wi.39, an.2 IIII30I1 B odepTuTe Ha y4aCTHHUIIUTE, 32 CHOTBETCTBHE C W3HUCKBAHUATA KBM



JIMYHOTO CbCTOAHUC U KPUTCPHUUTC 3a HO,Z[60p, MOCTAaBCHU OT BB3JIOXKUTCII, U B PE3YJITAT HA KOCTO
YCTaHOBHU CJIICAHOTO:

» ,Cumenc xearkenp“ EOO/, yuactBa 3a Obocobena nosuyus Ne 2 — , JJocmaska Ha
oueumanen epaguuen penmeenos anapam sa Hyxcoume Ha ,, MBAJI- Apouno” EOOI” u e
MpeJICTaBUII JOKYMEHTH ChIJIACHO OIKCca MpeJicCTaBeH B odepTaTa.

Cneo pazenexcoanemo um, KOMUCUAMAa YCIMAanoGu.:

YyactHukbT ,,CuMeHc xearkebp” EOOJl e mpencraBuil BCHYKH HEOOXOJAMMH JOKYMEHTH,
JIOKa3Ballld ChOTBETCTBUETO HA YYACTHUKA C U3UCKBAHUATA KbM JIMYHO CHCTOSIHUE U KPUTEPHUHUTE
3a moa00p Ha Bw3noxuTens.

» Bw3 ocnosa na npoeepKama 3a CboOmeemcmeue Ha YUacmHUKa ¢ Kpumepuume 3a noooop,

Komucuama pewu 0a oonycmne yuacmmuuxka 00 paziexdcoane Ha mexHuyecKkomo my

npeonolcerue 3a U3NbIAHEHUEe HA ROPbUKAmA .

> «Tomem» OO/, yuactBa 3a Ob6ocobena nosuyus Ne 2 — | Jlocmaexka Ha Oucumaien
epauuen penmeenos anapam 3a Hyscoume na ,, MBAJI- Apouno” EOQO/]” u € mpencTaBuil
JIOKYMEHTH ChITIACHO OIHCa MPECTaBeH B odepTara.

Cneo pa3znexicoanemo um, Komucuama ycmaHoeu cjlieoHume Henvinomu u

HeC»vo0meemcmeus.

VYyactHuksT ,, Tomem» OO/ e npencrasun eEEJIOII Ha eeKTpOHEH HOCUTEIN ¢ HATMYHUETO
Ha 2 (mBa) ¢aiina: espd-response.pdf.p7m u espd-response.xml.p7m., o daitnoBere He Morar
Jla ce€ OTBOPSIT.

Ha ocnosanue un.54, an.9 IIII30I1 6 cpox om 5 (nem) pabomnu OnHu om nojyuasane Ha
nHacmoawua Ilpomoxon Nel, yuacmuuka cneoea 0a npedcmagu Ha KOMUCUAMA:

» Hos EEJIOII B enexTpoHeH GopMaT, KaTto ChIIUs cjaeaBa 1a 0bae Hu(ppoBO Noanucan
U NPHJIOKEH HA MOAXOAAL ONTHYEH HocHuTeJ. POopMaThT, B KOWTO €€ NMPEAOCTABS
JOKYMEHTHT He CJIeIBa /1a M03B0JIABA PeJaKTHPaHe HA HEroBOTO ChAbPKaHHE — T.C.
— B PDF ¢opmar, KoHTO KOMUCHUSATA Aa MOXKE J]a OTBOPH.

» «AMC» OO/, yuactBa 3a Obocobena nosuyus Ne 1 - , Jlocmaeka Ha MeOUYUHCKO
obopyosane 3a Hyxcoume Ha Xupypeuuno omoenerue Ha ,,MBAJI- Apouno” EOO][”,
Obocobena nosuyus Ne 3 — , Jlocmaeka na ogpmanrmonocuuno obopyosamne 3a Hyscoume Ha
»MBAJI- Apouno” EOOH” u Ob6ocobena nosuyus Ne 4 — | Jlocmaeka Ha MeOUyuHCKo
o63asedcoane 3a Hyscoume Ha ,,MBAJI- Apouno” EOQ/]” w e mpeiacTaBusl JOKYMEHTH
CBIIIACHO OMHKca Mpe/ICTaBeH B odepTara.

3a Ob6ocobena nozuyus Ne 1 - | Jlocmaska Ha MeOuyuHcKo 000pyOsame 3a Hydcoume Ha
Xupypeuuno omoenenue na ,, MBAJI- Apouno” EOO/”

Cneo paszenexcoarnemo Ha 00OKyMeHmume, KOMUCUAMA YCMAHO8U CAeOHUmMe HENnvIHOMU U

HeC»bO0meemcmeus.




VyactHukst ,,AMC» OO/] e npencrasun EEJIOI Ha enexkTpoHeH HOCUTEN MOAMKCAH C
€JICKTPOHEH MOJNUC HA MPEICTABIISBAIIUAT, HO:

B ,,Yacr |: Undopmanus 3a npoueaypata 3a Bb3jarane Ha oOiecTBeHaTa MOpbYKa U
3a BB3NAraliMsg OpraH WIM BB3JIOKHTENS HE € TombilHeHa uHpopmauus 3a ,,Homep Ha
o0siBinenueTo B OB S:*.

Ha ocnosanue un.54, an.9 III30II ¢ cpox om 5 (nem) pabomnu Onu om nonyuaeame Ha
Hacmoawusa IIpomokon Nel, yuacmnuxka cineosa 0a npeocmagu Ha KOMUCUAMA

. Hos -eEEJ]OI1, 6 kouimo 0a 6v0am omcmpaHneru 20peonucanume HecbOmeemcmausl.

3a Obocobena nosuyus Ne 3 — |, Jlocmaexka Ha ogpmanmonocuuno 06opyosare 3a Hyscoume Ha
. MBAJI- Apouno” EOOI”

Cneo _paszzneycoanemo _Ha_O0OKYMEHMUmMe, KOMUCUAMA_YCIAHO8U _CAeOHUME HEeNnbIHOMU U
Hecvomeemcmeun.

VYyactHuksT ,,AMC» OO/l e mnpeacraBun EEJIOII Ha enekTpoHEH HOCHUTEN MOJIUCAaH C
€JICKTPOHEH TOJIITUC HA TIPEICTABIISBALIUSAT, HO:

B ,,Yacr |: Uadopmamnus 3a mpomemypara 3a Bb3JaraHe Ha OOIIECTBEHaTa MOpPHUKA U 32
BB3JIaralllysl OpraH WK Bb3JIOKUTEISA * HE € MOMbJIHeHa HH(popMaius 3a ,,Homep Ha 00sIBIICHHETO B
OB S:*.

Ha ocnoeanue un.54, an.9 IIIN30II ¢ cpok om 5 (nem) pabomuu Onu om nojyuaseane Ha
nacmoawua Ilpomokon Nel, yuacmnuka cneoeéa 0a npeocmagu Ha KOMUCUAMA.
*  nog -eEEJ[OII, 6 kouimo oa 6v0am omcmpanenu 20peonucanume Hecbomeaemcmeus.

3a Obocobena nozuyusa Ne 4 — |, Jlocmaska Ha MmeOuyuHcko 003agedxcoane 3a HyHcoume Ha
,» MBAJI- Apouno” EOOI”

Cneo paszenexcoanemo Ha OOKYMEHMUme, KOMUCUAMA VCHAHOGU CleOHume HenvIHOMmu U
HeCbOmeemcmeus:

Vyactaukbsr ,,AMC» OO/ e mpeacrasun EEJIOIl Ha enexkTpoHEH HOCUTEN TMOIMKCAH C
€JIEKTPOHEH MOJIITUC HA PEICTBABIISIBAILIUAT, HO:

B ,Yacr |: Uudopmarms 3a mporeaypara 3a Bb3jarane Ha oOIecTBEHAaTa MOphUYKa M 3a
Bh3J1aralys OpraH WM Bb3JIOKUTENS* HE € MoMTbJIHEeHa nHpopmalus 3a ,,Homep Ha 00siBIeHHETO B
OB S:«.

Ha ocnoeanue un.54, an.9 III30II ¢ cpok om 5 (nem) pabomnu Onu om nojyuasane Ha
nHacmoawusa IIpomoxon Nel, yuacmuuka cnedsa 0a npeocmasu Ha KOMUCUAMA
*  Ho6 -eEEJ]OII, 6 kouimo 0a 6v0am omcmpaneru 20peonucarume HecbOmeemcmaeus.



> ,Menukbia umeikanr cbpBu3z® O0/1, yuacta 3a Obocobena nosuyus Ne 2 — ,, Jlocmaska
Ha oueumainen epaghuuer penmeenos anapam 3a Hyscoume na ,, MBAJI- Apouno” EOO/[” n e
MPEJICTAaBUII IOKYMEHTH ChIJIACHO OIHCA IpeJIcTaBeH B odepTara.

Cneo  paszenexcoanemo  um, KOMUCUAMA _YCHMAHOGU  CACOHUME  HENbJIHOMU U

HeCcbomeemcmeeus.
VYyacTHuKbT ,,Meaukbia uMelIxuHr cbpBu3® OO e npeacrasun EEJIOII Ha

CJIICKTPOHCH HOCUTEII NIOANINCAaH C CJICKTPOHHUAT IIOAINC Ha MIPCACTaBIABAIIUAT, HO:

B ,,Hacr I: Mudopmanus 3a mporeaypaTta 3a Bb3jaraHe Ha oOIIeCTBEHA MOPHUKA M 32
BBb3JIAraliusi OpraH MM BB3JIOKUTEIA He € IonbJHeHa HHopManusa 3a ,, Homep Ha
o0siBienueTo B OB S: “, kakTo u inncBa uHdopmanus 3a BUJAa NMpoueaypa.

B ,,Yact IV: Kputepuu 3a nondop*, A: ,,'omHOCT
Bb3J10KUTEIAT € onucaa B JIOKyMeHTauusATa: ,, 2.1.2. VYuacTHunure B mpoieaypara

cleqBa J1a OTroBapsAT Ha M3UCKBaHUATA HA 4i.77, an.l wnm an.2 oT 3aKoHa 3a METUIIMHCKUTE
uznienus (3MUN) u na npurexasat Paspewienue 3a mypzoeus nHa eopo ¢ MeOUUUHCKU U30eus
ot UAJI vim npyr JOKYMEHT, YAOCTOBEPSIBAIIl TPABOTO UM Jia ThPI'YBaT ¢ MEJAUIIMHCKU H3ICIIHS,
U3JaJIeH OT KOMIIETCHTHUTE OPTaHU, KOMTO CHIJIACHO 3aKOHOAATEICTBOTO HAa JbpKaBaTa, B
KOSITO YYaCTHUKBT € YCTAaHOBEH Ca JUIBXHH Ja TMPENOCTaBAT WHPOpManusAra WIM Ja ca
POM3BOJIMTEINN, YCTAHOBEHU Ha TepuTopusTa Ha PermyOnuka beirapusi.

CBOTBETCTBHETO Ha yYaCTHUKA C MOCOYCHUTE U3UCKBAHUS CE yOCTOBEPSBA € MOCOYBaHE
HA HOMEP M [aTa HA W3JaBaHe HA CHOTBETHHTE Pa3pelINTeIHU 32 THPrOBUS Ha €/IpO C
MEIUIUHCKN M3/enus, cbriiacHo 3MUW unu apyr AOKyMEHT, YAOCTOBEpsiBalll MPaBOTO MM Ja
THPryBaT C MEAMIMHCKH W3JENUs, W3AaJeH OT KOMIIETEHTHUTE OpTraHH, KOWUTO CHIIACHO
3aKOHOJATENICTBOTO Ha JbpKaBaTa, B KOSTO YYaCTHUKBT € YCTAaHOBEH ca JUIBXHHU Ja
IpeOCTaBAT HH(OPMAIHITA, WK ¢ TTIOCOYBaHE Ha MH(OpPMAIH, Y€ YIaCTHUKA € TIPOU3BOTUTET
Ha 0(hepupaHOTO/TE OT HErO U3JEIIHE/S.

HUngpopmayusma ce nocousa ¢ Yacm 1V: Kpumepuu 3a noobop 6 eEEJ[OI1..

JonbIHUTETHO 32 000c00eHa mo3uus Ne 2
2.1.3. CeruacHo 4. 56 u cii. oT 3akoH 3a 0€30MMacHO M3IMOJI3BaHE Ha siIpeHaTa eHeprus
(3BUSE), yuacTHHKBT cneaBa Ja MpuUTeXaBa BaiduaHa JIMIeH3usi 3a W3BbPILIBAHE HA

AeHHOCTH ¢ M3TOYHHIM HAa HOHMU3HMPAINM JbYEHHS, U3JaJCHA OT ATrEHIUS 3a SAPEHO
perynupaHe Uiy JIpyr eKBUBAJEHTEH JOKYMEHT, U3Ja/leH OT KOMIIETEHTHUTE OpPraHu, ChIJIACHO
3aKOHOJATEJICTBOTO Ha Abp)KaBaTa, B KOSTO YYaCTHUKBT € YCTaHOBEH, JI0OKa3Balll IPaBOTO Ha
y4acTHHUKA J]a U3BBPIIBA TOPETIOCOUEHUTE JIEHHOCTH.

CBHOTBETCTBHETO Ha YYaCTHHKA C ITOCOYCHUTC U3UCKBAHUA CC YIOCTOBEPABA C IMOCOYBAHE

HAa HOMEP M AaTa HA M31aBAHC HA CHOTBETHATA JIMUCH3UA MIH APYI CKBUBAJICHTCH JOKYMCHT,

n3gaJcH OT KOMICTCHTHUTC OpraHM, CBIVIACHO 3aKOHOAATCJICTBOTO HaA AbpiKaBaTd, B KOIATO

VYACTHUKBET € VCTAHOBEH.
Unopmayuama ce nocousa 6 Yacm 1V: Kpumepuu 3a noobop ¢ eEEJ[OII.




Yuacmnukem e nocouun, ue He e eGrucan 6 Cvomeemmuume npodhecuonaienu
pezucmpu, a cied moea e nocouul Homep u oama na coomeemno Paspewenue 3a movpzosus
Ha e0po ¢ MEOUUUHCKU U30e/1Us.

Jluncea ungopmauus 3a npumedricasana_om yuacmuuxa Jluyenzusa 3a u3evpuisane Ha

OcliHOCmU C UBMOYHUUU HA THOHU3UDAUU TbYCHUAL.

Hekopexmmno e nonvinena ungopmayus 3a ROPvUKU 34 YCIy2U.

B ,,9acr IV: Kpurepuu 3a nogoop* B: ,,TexHu4ecku u npoecHOHATHHN CIIOCOOHOCTH,
Bb3JI0KUTEIAT € Onucal B JOKYMEHTANMATA:

»2.3. Texnudecku u npodecHOHATHHN clIOCOOHOCTH. /loKka3BaHe.

3a BCHYKH 000C00€HH NMO3HINH
1. VyactHumuTe TpsiOBa Ja TpUTEkKaBaT BajWJHA CHCTEMa 3a YIPaBICHUE HA Ka4eCTBOTO
crorBeTcTBama Ha crangapt bJIC EN 1SO 9001:20xx uiau eKBHBAJCHT, C MpeaMeTeH o0xBar
JIOCTaBKa Ha MEIWIIMHCKH W3CNNs, W3/IaJeH Ha WMETO Ha YYacCTHHKA OT aKpeIuTHpaHa
WHCTUTYIMSl WIIM areHUus 3a YIpaBleHHEe Ha KadyeCTBOTO WM JApPYyrd J0Ka3aTelcTBa 3a
CKBHBAJICHTHU MEPKH 32 OCUTYpSIBaHE Ha KAYECTBOTO.

3a ynocroBepsiBaHe Ha Bb3MoOkHocTHTe MO T.1 ce mombaBa Yact IV B eEEJIOIL
JlokyMeHTUTE 3a TOBa OOCTOSITEJICTBO, KOWTO CE€ MPEJCTaBAT OT Yy4YaCTHHKA, OIMPEACICH 3a
U3MBJIHUTEN MPEAH CKII0YBAaHE Ha JOrOBOpa WM MpPHU MOMCKBAHE B XOJa Ha Mpoleaypara-
cryqante Ha wi.67, am.5 u am.6 or 30Il ca: - crammapr BJIC EN ISO 9001:20xx wim
€KBUBAJICHT, C MPEIMETEH 00XBaT JJOCTaBKa HA MEIUIIMHCKH U3ICITH.

1.1. VyacTHUIMTE - MPOU3BOAUTENM Ha OdepupaHUTE MeIMUHMHCKH W3JeJusi TpsOBa 1a
NpUTEKAaBaT BAIMJHA CHCTEMa 3a ympaBieHHe Ha KkadectBoto mo cramapt BJIC EN 1SO
13485:20xx wnIM €KBUBAJICHTHA CHCTEMa 3a YIpaBJIeHHE Ha KadyeCTBOTO, C OOXBAT CHIJIACHO
peaMeTa Ha opbhyKaTa.

3a ymoctoBepsiBaHe Ha BB3MOKHOCTHTE 1o T.1.1 ce mombaBa Yact IV, ot eEEJIOIL
JIOKyMEHTHUTE 3a TOPHOTO OOCTOSITEIICTBO, KOUTO C€ MPEACTABIT OT yYaCTHHUKA, OIPEIENIECH 3a
W3IIBJIHUTEN NPEAM CKIIOYBAaHE Ha JIOTOBOpAa WJIM IPU NOMCKBAaHE B XOJa Ha NpoLeaypara-
ciydaurte Ha 4i.67, an.5 u an.6 ot 30l ca:
- cragapt BJIC EN ISO 13485:20xx wuaM eKkBHUBaJeHT, C IMpeaIMETeH OO0XBaT, ChIJIACHO
IIpeaAMeTa Ha opbyuKaTa. .

Hekopexmuo e nonvinena umi)opmauuﬂ 3a_nopvuku 3a oocmaeku: Mocmpu, onucanus uiu
CHUMKU CbC cepmuukam 3a agmeHmuyuHoCm.

Jluncea ungopmayus 3a npumMeNCcasanus om y4acmHUKa cepmupuxam.

Hexopexmno nowvanena ,Yacm V: Hamanaeane na o0posa na Keaiuduuupanume

Kanouoamu “.

CoI10 Taka cien pasriekaaHe Ha JOKyMeHTuTe, Komucusara ycTaHOBH, 4€ MPUIOKEHOTO
oropu3anuonHo mucMo ot pupma BWMT Co., Ltd. e npeacTBeHo BbB BH HA HIBETHO KOIHeE,
a He BbB BHJIa U3HUCKaH OT Bb3i10:kuTeNs1, 2 UMEHHO ,,y4aCTHUKBT MPEJICTaBs B OPUTHHAJ
WM HOTApPHAJHO 3aBepeHO Komue OTOpPU3ALMOHHO MHUCMO, W3/1aJl€HO Ha HEroBO HUMeE, OT
Npou3BOAUTEIsI Ha odepupaHusi MPOAYKT, B CIydail, 4e € Ha YyXJ €3UK CleqBa Ja ce
NpeACTaBd B MPeBoJ. B Hero 3agb/sKMTEeNHO [a ObAAT YNOMEHATH KOHKPETHHTE
MeJIMUNHCKH M3/1eJINsl, 32 KOUTO YYACTHUKBT € OTOPU3HPAaH.*



Ha ocnosanue un.54, an.9 III30II ¢ cpox om 5 (nem) pabomnu OnHu om nonyyaeane Ha
Hacmoawusa IIpomokon Nel, yuacmnuxka cieosa 0a npeocmasu Ha KOMUCUAMA.

» noe -eEEJ]OII, 6 koiimo 0a 6v0am omcmpanenu 20peonucaHume Hecbomeencmeus.

»  0a npedcmseu OmopusayuoHHO NUCMO 8b8 8UO ONUCAH 8 OOKYMEHMAYUAMA.

B 16:30 yaca na 03.08.2018 r. komucHsTa B3¢ pPEIICHUE JIa MPOIBIKUA CBOSITa paboTa Ha
17.08.2018 r. ot 14:00 uaca.

Ha 17.08.2018 r. B 14:00 yaca, B rp. ApauHo B Oubnumorekata Ha ,,MBAJI- Apauno”
EOO/I , naxoxsmia ce B rp. Apauno, yi. ,,Codus” Ne 14 ce cbOpa KOMUCHS B ChCTaB:

[Ipencenaren:
J-p Anam IlepceHckr — HaYaTHUK XUPYPTUYHO OTIEICHUE

Unenose:

1.  J-p I'eopru KpainkoB — HauaIHUK pEHTI€HOBO OTAEJIECHUE

2.  Bunnmane SIky0 — riaBHa MeJ. cecTpa

3. Awntoanera IlloiinexkoBa — CbC CHENMATHOCT HMHXKEHEpPHAa (HU3UKA IO CIEHUATHOCT
MEAMIIMHCKA paArallioHHa (PU3UKa U TEXHUKA

4.  T'voxkueHn EmuH - ropuct

» «ldapuc — MC» EOO/, yuactBa 3a Obocobena nozuyus Ne 2 — , Jlocmaeéxka Ha
oueumarnen epaguien penmeenos anapam 3a Hyscoume na ,, MBAJI- Apouno” EOOH” n
€ TIPEJICTaBIJI JOKYMEHTH CHIJIACHO OITMCa MPEJICTaBeH B odeprara.

Cneo paszznexicoanemo um, Komucuama ycmaHoeu clleoHume HenviHomu u
Hecvomeemcmeeus.

VYyactauxst ,,Jlapuc- MC» EOO/l e mnpeacrasun EEJIOIl Ha enexkTpoHEeH HoOcCHUTEN
MOJIHUCAH C €JIEKTPOHHUTE MOJIUCH Ha IIPEICTaBIIsBAIINTE,

B ,,Yact III: OcHoBanus 3a uszkmouBane®, ,,I': CnenupuyHu HAIHOHAJIHU OCHOBAHMUS
3a U3KJIIOUBaHe®.

Yuacmnuxvm nexopexmmno e nonwvanun undopmauusma OMHOCHO 0e3NIAMHUAM
00CMbN 30 op2anume om 0a3a Oannu ¢ Ovpicasa — uaenxa na EC.

B ,,Yacr IV: Kpurepuu 3a mogbop*, A: ,,I'ognoct*



Yuacmnukom mne e nocouun ungopmauuama ommnocno enuceamne 6 mubpo6CKU
pezucmop. Jluncea nocouen Koo 3a 6Oeznnamen 0docmwovn _3a _opzanume om _0a3a OaHHU 6

owpacasa — unenka na EC.

KomMucusita ycraHOBH, Y€ MIPUIIOKEHOTO OTOpU3AIMOHHO mrcMo oT pupma GMM S.p. A. e
Npe/JCTBEHO BB BH/I HA IBETHO KOMHUE, 2 He BB BH/Ia N3UCKaH OT Bb3/10kuTENs, 2 IMEHHO
,» YYACTHHKBT IPEICTaBs B OPUIHMHAJ WIM HOTAPHAJIHO 3aBepeHO Komue OTOpU3AIMOHHO
MUCMO, U3JIaJICHO Ha HETOBO MME, OT MPOU3BOAUTENS Ha OepupaHus MPOIYKT, B Caydail, ue e
Ha Yy)K]l €3MK CJIe/[Ba Ja ce MPEACTaBU B IPEBOA. B HEro 3aabJsKUTENHO 1a ObAaT yIoMeHaTH
KOHKPETHUTE MEIUIIMHCKH H3EIHs, 32 KOUTO YYaCTHUKBT € OTOPU3UpaH.

Como Taka Komucusata ycTaHOBM M Y€ YUYAaCTHUKBT € MpeACTaBWII: ,Jleknmapamus 3a
chryacHe C Kjay3uTe Ha MPUIIOKEHUS MPOeKT Ha aorosop - Obpazen Ne 3%, monmnucana camo OT
Januena Kanapcka.

Ha ocnosanue un.54, an.9 III30II 6 cpox om 5 (nem) pabomnu Onu om nojyyaeane Ha
Hacmoawua IIpomokon Nel, yuacmnuxka cneosa 0a npedcmagu HA KOMUCUAMA:

. Ho6 -eEEJ]OII, 6 koiimo 0a 6v0am omcmpaHeru 20peonucanume Hecbomeemcmeus.
. 0a npedcmeu Omopu3ayuoHHO NUCMO 88 U0 ONUCAH 8 OOKYMEHMAaYUsama.
= Hexnapayus 3a cvenacue ¢ Kuaysume Ha NPULONCeHUsi NPpoekm Ha 0o2osop - Obpaszey

Ne 3 om Braoumup Kayapcku - opyeusim npedcmasnasauy no pecucmpayust y4acmHuxd .

» L JEmmaxk-mmunr® EOOJ, ywactBa 3a Obocobena nosuyus Ne 1 -, Jlocmaska ha
MeOUYUHCKo 0Oopyosane 3a Hyxcoume Ha Xupypeuuno omoenenue Ha ,,MBAJI- Apouno”™
EOO”, wm Obocobena nozuyus Ne 2 — ,, Jlocmaska Ha Oueumanen epapuuer peHmeeHos
anapam 3a Hyscoume Ha ,, MBAJI- Apouno” EOO/]” w e npenctaBuil JOKyMEHTU CHITIACHO
omuca mpejcTaBeH B odepraTta.

3a Obocobena nosuyus Ne 1 - | Jlocmaéka na meOuyunHcko obopyosame 3a Hylcoume Ha
Xupypauuno omoenenue na ,, MBAJI- Apouno” EOO/”

Cneo pa32neyicoanemo _Ha _O0OKYMEeHmMUmMe KOMUCUAMA YCMAHOGU Cll1eOHUmMe HEenbaAHOMU U

HeCbOomeen cmeus:
VyactHukst , Enmnak-msuar® EOOJ] e npencraBun EEJIOIl Ha enekTpoHEH HOCUTEN

HOJNHMCAHU C €IEKTPOHHUSAT MMOANUC Ha IPEACTaBISIBALIMAT, HO
1.B ,Yacr I: NUudopmanusa 3a mpoueaypata 3a Bb3jlIaraHe Ha OOIIECTBEHa MOpbhYKa U 3a
BB3JIaralus OpraH Wil BB3JIOKUTENSA JUIcBa HHGopManus 3a BUAa NPoLeaypa.

2.IlpencraBeHu ca HOTapUAITHO 3aBEPEHH KON Ha MpeBo U Ha OTOPH3alMOHHN ITHCMa OT:
» Shanghai Medeco Indystry Co. LTD
» Nantong Medical Apparatus Co.
» Medec Benelux
> ISIGUN MEDIKAL MUHENDISLIK SANAYi VE TICARET ANONIM SiRKETI
(Promek).



» Sono Scape Medical Co. Ltd.
> Nuve.

» Inmoclinc.

» Fazzini.

Cnopen u3ucKBaHHUAITA Ha Bb3j10XuTeNsl ,,yYaCTHUKBT MPEACTaBs B OPUTHHAI WM
HOTApUAJIHO 3aBepeHo Komue OTOpU3alMOHHO IHCMO, U3JaJ€HO HAa HEroBO HME, OT
POM3BOUTENS Ha Oepupanus MPOAYKT, B CIIydail, 4ye € Ha 4y)K] €3UK CJIeBa J1a Ce MPEACTaBU
B NPEBOJI. B HEro 3aABJIKUTEIHO 12 0BAAT YIOMEHATH KOHKPETHUTE MeAULIMHCKU U3/1e/Hs,
3a KOMTO YYACTHUKBT € OTOPU3UPAH.*

» Ot npeacraBennte OTOPH3aLMOHHU mMHcMa (¢ M3KJIKYeHHe HA ToBa Ha dupma
Nuve) He cTraBa SICHO KAKBO NMpou3BexIa GupMara — NMPOHM3BOJMTEN, KAKTO M 3a

KAaKBO € 0TOPHU3MPAH YYaCTHUKBT.

Benuky OTOpH3ALIMOHHM MMCMA €A € €1MH M ChIIM TEKCT.

Komucusra ycTaHOBM W Trpemika B TNpPeBoJga HA OBIrapckd  €3WK  Ha
,» YITBJIHOMOIIUTEIHO TTUcMO 3a u3Hoc™ mexay Shanghai Medeco Indystry Co. LTD u
Nantong Medical Apparatus Co. B npeBoaa Ha MHCMOTO M Ha JIBEeTe MecTa (GuUrypupar
noanucure camo Ha Nantong Medical Apparatus Co.

3.3a omepanmmonHara Maca He e mpeaocraBena ,Jlexmapanus (Ceprudukar) 3a
CBbOTBETCTBHUC Ha MpEaAlaraHuTe MCAWIHUHCKHU HU3ACIHUA CbC CbIICCTBCHUTC M3WCKBAHUA Ha
Hupextura 93/42/EEC / 98/79 EC, (CE mark) ¢ neranuzupan npeBoj Ha OBATAPCKU €3HK
OT TIPOU3BOIUTENS 32 PEIJIaTaHUTEe MEAUIIUHCKHU U3/IeNUs — 3aBEPEeHO Komue.

4.3a omepanMOHHATa JlaMIlia B OpUTHHAlla ¥ TPEBOJA Ha MPHIOXKEHUST ,, [IpoTokon 3a
chorBeTcTBHE Ha (hupma Nantong Medical Apparatus Co. e 3anucano ,, To3u TPOTOKOIT
HE MpEeJCTaBisiBa CepTH(GUKAT 3a CHOTBETCTBHE™ W CHIIO Taka B NPHJIOKEHUETO HE €
yIIOMEHAT MPEIJIOKEHUAT MOJEN omepalroHHa namma, a umenHo |1 LED 700/700.
dupMaTra _y4yacTHHK jaa mpeiacraBu ,Jleknapamus (Ceprtudukar) 3a CbOTBETCTBHE Ha
npeajaraHuTe MEIUIUHCKH HU3JeNUs CbhC CHhIIECTBEHHTE H3UCKBaHHS Ha JupekTuBa
93/42/EEC / 98/79 EC, (CE mark) ¢ neranu3upan nupeBoJ Ha OBITapCKH €3WK OT
MPOU3BOIUTENS 32 MpeAJIaraHuTe MEAUIIMHCKH U3/ — 3aBEpEeHO Komue.

5.3a AnecresnonorudeH amapat ¢ ['a3oB ananmzatop u llammieHTeH MOHUTOp: € MpelcTaBeHa
Jexmaparus 3a CbOTBETCTBUE ChC ChIECTBEHUTE M3nCcKkBaHus Ha J{upextusa 93/42/EEC / 98/79
EC, (CE mark) c neranusupan npeBoj Ha ObITapCKH €3HUK OT MPOU3BOJIUTENS, HO TIPEIaraHusT
Mozien aHecte3noJioruden amapar Caelus Lite u manmenren monurop moxesa 1100 He ca
yIOMEHaTH.



6.3a cyx crepunuzarop e npuinoxkenata EC Jleknapanus 3a ChOTBETCTBHE C JaTa Ha u3naBaHe 1
touu 2003.

7.3a Illkad 3a MHCTpYMEHTH W JIEKapcTBa He e mpeacraBeHa ,Jlexnapanus (Ceprudukar) 3a
CHOTBETCTBUE HA MPEUIAraHUTE MEIAMIIMHCKU W3JCTHs ChC CBHIIECTBCHHTE H3UCKBAHHS Ha
Hupextuba 93/42/EEC / 98/79 EC, (CE mark) c neraim3upad npeBoj Ha OBIATapCKH €3UK OT
MIPOM3BOJIUTES 32 MPEAJaraHUTe METUITMHCKH U3/ICNTUST — 3aBEPEHO Komue.

8.3a Maiio xunpaBnuyHa Maca He e npeacraBena ,,Jlexmapamnus (Ceprudukar) 3a CbOTBETCTBHE
Ha TMpeajiaraHuTe MEIUIIMHCKU W3JeIHsl ChC ChHINECTBEHUTE HW3WCKBaHUS Ha JlupekTuBa
93/42/EEC / 98/79 EC, (CE mark) ¢ neraim3upan nmpeBoj Ha OBITapcKu €3UK OT MPOU3BOIUTEIS
3a MpeJUIaraHuTe MEAUIMHCKY H3/IEIHsI — 3aBEPEeHO KOomHe.

9.3a omepanronen mkad He e mpeacraBeHa ,Jlexnapanus (Cepruduxar) 3a CbOTBETCTBUE Ha
npe/JIaraHuTe MEAMIIMHCKU M3/ICIHsI ChC ChINECTBEHUTE 3MCcKBaHus Ha J{lupektuBa 93/42/EEC /
98/79 EC, (CE mark) c¢ neranus3upaH NOpeBOj Ha OBITapcKud €3UK OT IMPOU3BOJAUTENS 3a
IIpeAJIaraHuTe MEAUIUHCKY U3ENNS — 3aBEPEHO Komue.

10.3a uHCTpyMeHTaTHA Maca He e mpeacTraBeHa ,Jlexmapanus (CepTudukar) 3a CbOTBETCTBUE
Ha TpeAylaraHUTe MEIUIIMHCKA HW3JIeNUs ChC CBHUICCTBEHUTE W3HCKBaHMA Ha JlupexTuBa
93/42/EEC / 98/79 EC, (CE mark) ¢ neranusupan npeBoj Ha ObIrapcku €3uK OT MPOU3BOAUTEIS
3a TpeyIaraHuTe MEJUIIMHCKY U3ICNUS — 3aBEPEHO Komue.

11.3a anecte3monornyHa KoiluM4yka He e mpeacraBeHa ,Jlexmapanus (Cepruduxar) 3a
ChOTBETCTBHE Ha TPEUIAraHUTEC MEIUIIMHCKH W3JCIUS ChC CHIISCTBCHUTE H3UCKBAaHUS Ha
Hupextusa 93/42/EEC / 98/79 EC, (CE mark) c neranu3upad mpeBoa Ha OBIATApCKH €3UK OT
MIPOM3BOIUTEIIS 32 MPEIJIaraHuTe MEIUIIMHCKH U3JICIHSI — 3aBepeHO Komue.

12.3a maHumynanMoHHa KoOJIMYKa He e mnpeacraBeHa ,Jlexmapauusa (Ceptuduxar) 3a
CBhOTBETCTBUE HA MpPEUIaraHUTe MEAMLMHCKU H3AETIHs ChC CHIIECTBEHUTE H3UCKBAHMS Ha
Hupextusa 93/42/EEC / 98/79 EC, (CE mark) c neranusupan npeBoji Ha OBIrapcku €3uK OT
IPOM3BOUTENS 32 MpeATaraHuTe MeIMIIMHCKH U3/IeNTUsl — 3aBEPEHO Komue.

13.3a MoOmiHO KomI4e 3a OTHaAbIld He e mpeacTraBeHa ,Jlexmapamus (Cepruduxar) 3a
CBHOTBCTCTBUC Ha NPCIIaraHuTe MCAUIHUHCKU H3ACINA CbhC CBUIICCTBCHUTC H3WCKBAHUA Ha
Hupextusa 93/42/EEC / 98/79 EC, (CE mark) c neranu3upad mpeBoa Ha OBITAPCKH €3UK OT
MIPOM3BOIUTEIIS 32 MPEIJIaraHuTe MEIUIIMHCKH U3JIEIHSI — 3aBepeHO Komue.

14.3a moOunHa cToiika Cc JBa JiereHa He e mpeacraBeHa ,Jlexmaparus (Ceptudukar) 3a
CHOTBETCTBHE Ha TpEUIaraHUTEe METUIIMHCKU H3JENUS ChC CHIIECTBEHUTE HM3UCKBAaHUS Ha
HupextuBa 93/42/EEC / 98/79 EC, (CE mark) ¢ neranusupaH npeBoja Ha OBATapCKU €3UK OT
MIPOM3BOIUTEIIS 32 MPEJIaraHuTe METUIIMHCKH H3JICITHS — 3aBepeHO Komue.

15.3a mMoOwmyiHa cTOWKa C €auH JierTeH He e mpeacraBena , Jlekmapamus (Ceprudukar) 3a
CHOTBETCTBHE Ha MPEJIaraHATE MEAUIIMHCKH W3NS ChC CHINECTBEHNUTE N3NCKBAHHUS



Ha [lupextuBa 93/42/EEC / 98/79 EC, (CE mark) ¢ neranusupan npeBoa Ha ObITApCKU €3UK OT
MIPOM3BOUTEIIS 32 MPEATIaraHuTe METUIIMHCKH U3JIEITHS — 3aBepEHO Komue.

16.3a cremeHKa ¢ egHO CThOAlo He e mnpeacraBeHa ,Jlexknapamus (Ceptudukar) 3a
CHOTBETCTBUE HA MPEUIAraHUTE MEIAMIIMHCKU W3JCTHs ChC CBHIIECTBCHHTE H3UCKBAHHS Ha
Hupextusa 93/42/EEC / 98/79 EC, (CE mark) c neranu3upad npeBoja Ha OBIATapCKH €3UK OT
MIPOM3BOJIUTES 32 MPEAJaraHUTe METUITMHCKH U3/ICNTUST — 3aBEPEHO Komue.

17.3a mkad 3a omepanMoHHHU IIanku, OOHETA W MAacKd He e mpeacTaBeHa ,Jlekmaparus
(Ceptudukar) 3a ChOTBETCTBHE Ha MpEIATaHUTE MEIMIMHCKUA H3JAEIHS ChC CHIIECCTBEHUTE
usnuckBanus Ha JlupextuBa 93/42/EEC / 98/79 EC, (CE mark) c neramm3upan mpeBoj Ha
OBJrapcKy €3MK OT IMPOU3BOAMUTENS 3 IPEUIAraHUTE MEIULIMHCKY U3ENUs — 3aBEPEHO Komue.

18.3a konmuka 3a uexyii He e mpeacraBeHa ,Jlexnapanus (Ceprudukar) 3a ChbOTBETCTBUE HA
npeyiaraHuTe MEIUIIMHCKY U3/IENHsI ChC ChIECTBEHUTE u3nckBanus Ha Jupextusa 93/42/EEC /
98/79 EC, (CE mark) c¢ neranus3upaH NOpeBOj Ha OBITapcKud €3UK OT IMPOU3BOJAUTENS 3a
IIpeAJIaraHuTe MEAUIUHCKY U3ENNS — 3aBEPEHO Komue.

19.3a cnemna xonmuuka He e mpeacraBeHa ,Jlexmapanus (Ceptudukar) 3a CHOTBETCTBHE Ha
npeyIaraHuTe METUIIMHCKA U3JICNHSI ChC ChIECTBEHUTE M3NCKBaHus Ha Jlupektusa 93/42/EEC /
98/79 EC, (CE mark) c¢ neranus3upaH NOpeBOJ Ha OBITapcKd €3UK OT MPOU3BOJAUTENS 3a
npeylaraHuTe MEIUIIMHCKY U3IENHsI — 3aBEPeHO Komue.

Ha ocnosanue un.54, an.9 IIII3011 ¢ cpox om 5 (nem) pabomnu Onu om nojiyuasane Ha
Hacmoawusa IIpomokon Nel, yuacmnuka cneoea 0a npedcmagu Ha KOMUCUAMA.
» noe -eEEJ[OII, 6 xotimo da 6voam omcmpaneHu 20peonucanume HeCbOmeemcmaeus.
" 0a npedocmeu Omopu3ayuoHHU NUCMA 8b8 U0 ONUCAH 8 OOKYMEHMAYUama om:
Shanghai Medeco Indystry Co. LTD
Nantong Medical Apparatus Co.
Medec Benelux
ISIGUN MEDIKAL MUHENDISLIiK SANAYI VE TICARET ANONIM SIRKETI
(Promek).
Sono Scape Medical Co. Ltd.
Nuve.
Inmoclinc.
Fazzini.

VV VYV

YV V VYV

oa npeocmsu Jlexnaparus (CepTudukaT) 3a CHOTBETCTBHE Ha MpeAsiaTaHUTe
MEAWIIMHCKH U3JIEHsI ChC ChIeCTBEHUTE M3nckBanus Ha [{upextuBa 93/42/EEC / 98/79
EC, (CE mark) c¢ nmeramus3upaH mpeBoJ Ha OBJTapCKH €3WK OT MPOW3BOAUTENS 3a
npeyIaraHuTe METUIIMHCKY U3IENHsI — 3aBEPEHO KOMue. 3a:

oIepariioHHaTa Maca

OncpaliMOHHATa JIaMIia
AHCECTC3UOJIOTMYCH aIrtapar € I'azoB AHAJIU3aTop U ITanuenTen MOHHUTOP:
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CyX CTepHIIH3ATOP
mkad 3a MHCTPYMEHTH U JICKapCTBa

Malo XUApaBInYHa Maca

OTIepaIlMOHEH 1IKad

WHCTPYMEHTAJIHA Maca

AHECTE3UOJOIHYHA KOINYKa

MaHHUITYJIAI[MOHHA KOJIMYKA

MOOMIHO KOIIIYE 3a OTIAABIHU

MOOMIIHA CTOMKA C Ba JICTCHA

MOOMIIHA CTOMKA C €JUH JIETCH

CTBIIEHKA C €IHO CTHIIAJIO

mkad 3a oneparMoOHHU IIANKW, OOHETa U MacKU
KOJIMYKA 34 YeXJIH
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CIICIIIHA KOJIMYKa

3a Obocobena nozuyua Ne 2 — |, Jlocmasxka na oueumaineH epaguyer peHmeeHos anapam
3a Hyacoume Ha ,, MBAJI- Apouno” EOO/[”

Cneo paszznexcoanemo Ha_O0OKyMeHmMUmMe 3a_NO3UUUAMA, KOMUCUAMA YCHAHO8U _C1eOHUme

HEeNbJIHOMU U HECbOmMEemcCcmeus .

VYyactHukst ,,Ennak-muzunar EOOJ] — e npencrasun EEJIOII Ha enekTpoHeH HocuTen
MOJMMCAHU C €JICKTPOHHUST MOIUC HA MPEICTABISIBAIIUAT.

1.B ,Yacr I: Mudopmanms 3a mporenypara 3a Bb3JaraHe Ha OOIIECTBEHA MOpPBHYKA U 32
Bb3JIaraiiys Opral Wi Bb3JIOKUTENA  JIUNCBAa HHGOPpMALU 32 BUa PoLeaypa.

2.Hpe)10TaBeH0 € HOTAapUAJIIHO 3aBCPCHO KOINHME Ha IpeBOJda Ha OTOpI/ISaIII/IOHHO IIMCMO OT
¢upma Dinamik Rontgen San.Ve Tic. Ltd. Sti.

Cnopen M3MCKBAHUATA HA Bb3aoxuTens ,,33 YAOCTOBCPABAHEC HA oOcTogTeNnCcTBaTa MO
T.3, YYaCTHUKBT HNPEACTaBd B OPUTHHAI HIIM HOTApUAJIHO 3aBCPCHO KOIIHEC OTOpI/ISaL[I/IOHHO
MMUCMO, N3JaZICHO Ha HETrOBO UMC, OT IIPOU3BOJUTCIISL HA O(i)epI/IpaHI/ISI MMPpOAYKT, B cnyqaﬁ, 4gc €
Ha 9y €3UK CJIeZIBa J1a CC NPCACTABU B IIPCBO/. B nero 3abJDKUTCIHO Oa 6’L,Z[aT YIIOMCHATU
KOHKPETHHUTC MCOAWLUUHCKH U3JCJIMA, 3@ KOUTO YYACTHUKDBT € OTOpI/ISI/IpaH.“ OT HEro He crasa
SICHO KaKBO IIPOM3BEKAA Q)upMaTa, KaKTO0 U 32 KaKBO € OTOpU3HpPaH Y4acCTHUKBT.

Ha ocnosanue un.54, an.9 IIII30II ¢ cpox om 5 (nem) padbomnu Onu om nojyuasamne Ha
nacmoawusa IlIlpomokon Nel, yuacmnuxka cnedea 0a npedcmagu Ha KOMUCUAMA.

* 106 -eEEJ[OI, 6 xotimo da 6v0am omcmpaneHu 20peonucanume Hecbomeemcmaus.
" 0a npedcmseu Omopu3ayuoHHO NUCMO 8668 BUO ONUCAH 8 OOKYMEHMAYUIMA.

C ToBa pa60TaTa Ha KOMUCHATA 3a TOBA 3aCCAAHUC ITPUKITIHOYH.



Hacrosimus mpotokon ce chetaBu Ha 17.08.2018 1., xomme OT Hero mie ce M3MpaTH Ha
BCUYKM YYaCTHUIM B TpoIleaypara mo (akc WM 1Mo eJICKTPOHHA MOIIa M IIe ce MyOJIMKyBa B
pasnen ,,IIlpodw Ha kynmyBaya” Ha uHTEpHET cTpanunara Ha ,, MBAJI-Apauno” EOO/I.

Benuku pPE€UICHUA Ha KOMHUCHATA Ca B3€TU C CAMHOAYIIHE.

Komucusn ¢ cocmag:

IIpencenaredn:

J-p Anam [1epCeHCKH ........cccvvrevennen. 1 PO

YneHoge:
1. I-p I'eopru Kpanukos ............ Tettteeeeeeeseannrreeeeeeeenns
2. Bunmane SIKyO ............c.o...... ) O
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4, T'boxk4YeH EMUH........ccovvvvvviinnnnn, 3 CUTT TR



