NMPOTOKOJI
. HA KOMUCHUSA, HASHAYEHA ChC 3AITIOBEJ Ne PZI-11-143/12.04.2016 I'.
(U3M. CBC 3AIIOBEA NeP/I-11-205/13.06.2016 T'., U3M. U JOII. CbC 3AHHOBEJL
NeP/I-11-217/29.06.2016 I'.) HA A-P IIETBP MOCKOB, MUHHCTbBP HA
3JAPABEOIIAZBAHETO

Ha 29.06.2016 r. ot 11:00 yaca ce npoBeile OTKPHTO 3ace/laHUE HA KOMMCUs, HazHa4yeHa
che 3anosea Ne PJI-11-143/12.04.2016 r. (u3Mm. ¢bc 3anoBea NePJI-11-205/13.06.2016 r., uam. u
nom. ¢bc 3anmosen NePJ[-11-217/29.06.2016 r.) Ha MHHHCTBpa Ha 3/]paBEOIa3BaHETO 3a
MpOBEXJAHE Ha OOLIECTBEHA NOpbUKA C NpeAMeT: ,3akynyBahe Ha ofopyasaHe IO
ApeABapuTenso Aeduunpan npoext Ned | lTonoGpeHo xa4ecTBO HA NpeHATANTHATA AMATHOCTUKA
u HeoHaranuuTe rpuxu” no [Iporpaa bI' 07 ,MuunuatBu 3a oOuwectBeHO 34pase’,
OCHUIECTBABaHA ¢ (huHaHcoBara nojaxpena Ha -Hopeexkus ¢unancoB Mexannsvm (HOM) u
(DUHAHCOBHA MEXaHH3IBM Ha €BpONEHCKOTO MKOHOMHYECKO rpocTpaHctso (OM na EHII). Ha
NPOBEICHOTO 3aceJaHMe CE€ OTBOPHXA MOCTHIUAUTE oepTH o obocobena nosuimsa Ne2.

I. CheTaB Ha KoOMUCHATA:

Ilpeacenaren:

Epenuna Bacunkosa - riaBeH ekcnept B otaen ,,OI1%, m{pexunﬂ ,HPOI13™;

Y.eHoBe:

JIvuezap Jlazapos - rnasen wpuckoucynt B otaen ,OITY, aupexumns ,HPOITI3™,
npaBocrocober 10pHCT;

nol. Buktopus ATaHacoBa - fAekap HeoHaTonor B OTHAeneHHE N0 HEOHATOJOTHA KbM
YMBAJl ,a-p Teopru Crpancku™ EAJl - rp. IlneseH, penmyBNMKAaHCKM KOHCYITAaHT IO
HEOHATONOFHA, EKCIIePT ¢ NpodecHoHaTHA KOMIIETEHTHOCT; _

uHxK. Mapuo CrosHos - CBAJIO, rp. Codusa, exkcnepr ¢ npodecuoHaina
KOMIIETEHTHOCT; -

Mean INocrioauHor - rnasen excnept B otaen  JIBO, nupekuns , MJITIIT™;

PeiepBHU 4/1€eHOBE:

AHTOH ['ocroauHOB - HavaaHuk otnen O, aupekums ,,HPOII3™, nparocniocoben
IODHCT; , :
Mo Auueer - rnases exkenept B otaen ,, O, nupeknus ,,HPOII3™;
jaou. Xpucro Mymiokues, OraeneHHe no HeoHaronorus xkbM MDBAJL npod. Cr.
Kupkosuu™ AJl - rp. Crapa 3aropa, excnept ¢ npoeCHOHAIHA KOMIIETEHTHOCT,

Illenait EMHHOBA - CTapIIN WOPUCKOHCYAT B oTaen ,,OI1", aupekuus ,,HPOTII3*;

Credxa Xsebaposa - 1opuckoHcynT B otaen ,, O™, nupekuns ,,HPOII3™.

Ha oTKpUTOTO 3aceqaHHe Ha KOMHCHSTa HE MpPHCBHCTBA A0l. BHKTOpHA ATaHacosa -
nekap HeoHaTosa0r B OraeneHue o HeoHarosorua keM YMBAJL | a-p I'eopru Crpancku™ EAJ] -
rp. IlnepeH, penyONMKAHCKH KOHCYJTAHT I10 HEOHATONOIMH, EKCMepT ¢ MpodecHoHajiHa
KOMHETEHTHOCT, MOpaad cayxeOHa aHraXXHpaHOCT H chliaTa Oelle 3aMecTeHa OT Pe3ePBHUAT.
unen Credka Xnebaposa - opuckoncynT B otaen , OI, nupekuus ,,HPOI13*.

[lpeny HayanoTO Ha 3acelaHHETO M Cliel 3all03HaBaHE CBhC CIMHCBKA HA HOCTHIIUIHTE
odepTH, pe3epBHHAT 4wieH Ha KoMucuara Credka Xnebaposa - ropucxkoHeyar B otaen ,,OITY,
nupekuus , HPOII3" noanuca mexnapanus mo wi. 35, an. 3 or 3akoHa 3a oOllieCTBEHHTE
nopwvykH (0T™., JIB, 6p. 13 ot 16.02.2016 r., B cuna ot 15.04.2016 r.). TIpean oTBapsne Ha
-0QEPTHUTE, KOMHUCHATA CE 3aII03HA C YTBbPACHATA OT BBITOKHUTEINS JIOKYMEHTAIIUSA 34 YUACTHE B
npouexypara 3a Bp3saraie Ha obliecTBeHaTa HOPBYKA.

II. Cnesk Ha odeprHTe HA YYACTHHUHTE B NpoueaypaTa 3a Bhb3JaraHe Ha
ofuiecTReHa 1OPBYKa, [0 peja HAa TAXHOTO [0AaBaHe B [1eJ0BOACTBOTO Ha
VMUHHCTEPCTBOTO HA 3/IpABE0NA3BAHETO! :

Koucratupano Oe¢, ye B ornpeaescHUs cpok ca NoCTeNHIN 2 (ABe) odepTH, KaKTo clie/Ba:



1. OQSepTa ¢ BXx. Ne26-01-129/28.06.2016 r., nonanena B 11:00 gaca or ,BEI'A
MEJIMKAJI* EOO/, 1o obocobena nozuuns Ne2; L .

2 Odepra ¢ Bx. Ne26-01-130/28.06.2016 r., ‘momanena B 17:03 wyaca ot
+MEJIUMAT* EOOJ, no obocobena nosunus Ne2;

[lonaaeHuTe B CPOK OepTH ca NpeACTABEHH B 3alcyaTaHM, HAANMHCAHH, HEIPO3PaYHH
ILIMKOBE ¢ HeHapyuleHa ua1ocT. OdepTH, MOCTHIUNM Clejl KpaHHUA CPOK HAMA.

III. OTBapsane Ha odepTHuTe

KoMucHATA NOKAHH 3aKOHHHTE H YI'BAHOMOMNICHH I[IPCACTABHTCMIH HA YYaCTHHIATE, -

noganu odepru. a NPUCHCTBAT NpH OTBApAHETO HM, KaTo I'M 3allo3Ha CbC ChCTaBa Ha
KOMHCHATA, BE3TIOXKEHUTE i 33j1a4H U OlIpeieIeHUAT cpok 3a pabora.

Ha ocuosanue un. 68, an. 3 ot 3001 npu neficTeuaTa Ha KOMHCHATA 110 4. 63, an. 4 ¥ 5
ot 30IT (orM., JIB, 6p. 13 ot 16.02.2016 r., B cuaa ot 15.04.2016 r.) oT npaBoTO CH JAa
APUCBHCTBAT Ha MyONHYHOTO OTBapsHe HAa odepTHTE Ce Bb3MO0JI3Baxa CIEeAHHUTE HPEACTABHTENH
HA YYACTHHUUHTE: '

1. Era Boauuuuaposa - ynsnHoMouieH npejacrasuren Ha ,,BEI'A MEJTHKAJI* EOQOO/L;
2. Xpucto KocToB - ynbaHoMoOIIER TpeacTaBuTen Ha ,, MEJUMATL EOOJ;
3. FOnus MBanosa - yireliHOMOLLIEH fipeacTaBuTen Ha ,, MEJUMAT™ EOO/.

Ha oTkpuTOTO 3ace/aHHe HAa KOMHCHATA He MMPHCHECTBAXA NPEJICTABUTENIM Ha CpeJicTBaTa
33 MacOBO OCBEAOMABAHE W FOPHAMYECKH NIHIIA ¢ HECTONAHCKA LEN.

KoMmucHsTa IPUCTBIIH KbM OTBapsfHe Ha OQepTHUTE CHLITIACHO IOpeIHUTE HOMEpPA U Hac Ha
N0CTHHBAHE, KaTo MPOBEPH TAXHATA LIIOCT H HAMHYHE Ha TPH OTIEIHHM 3areyaTaHy ILTHKa. '

B odepTuTe Ha yyacTHHMUMTE, KOMHCHATA KOHCTAaTHpa HANHUIME na’ TPH OTHCIHH
3arneyaTaHy HIUKa, KAKTO H 4e! '

|. BuB Bcuuky odeptu € Hanuue llank Nel ¢ Haanuc: . JloxymenTs 3a noabop™;

2. BuB BcHUKH odepTH e Haauue [Tnuk Ne2 ¢ vagmuc-, [Ipennoxkenue 3a U3MbLIHEHHE Ha
ropryKaTa’;

3. B Beuuxky odepry e nanuue Tlauk Ne3 ¢ najsuc | llpeanarana nena™.

Ha ocxoBanue 4. 68, an. 4 ot 30!, [Tnux Ne 3 ¢ npeanaraHara ueHa M ChAbPXKALINTE CE
8 Ilnuk Ne2 JOKyMeHTH Ce MOAMMCAxa OT TpHMa OT 4icHoBeTe Ha KoMHMCHATAa M OT eauH
HpEACTABHTE OT NIPUCHCTBAIUTE yYacTHHLH. [Ipe/icTaBHTeIMTe HA MPUCHCTBALIMTE YYACTHHHH
noanuceaxa [k Ne3 u noxymentute B [Tiuk Ne2 Ha APYTHTE YYaCTHHIIA.

B u3nbiaHenue Ha pasnopeadara Ha wi. 68, an. 5 ot 30I1, komucusTa orBopyu Ilnuk Nel
,,JJOKYMeHTH 3a noabop** Ha y4aCTHHLIHTE H ONIOBECTH JOKYMEHTHTE, KOUTO C€ ChIbPKaT B TAX.

C u3pbpiliBaHe HA FOPHMTE ACHCTBHA MPHKIIOUH NyOGiAMUYHATA YacT OT 3aceJaHHETO Ha
KOMHCHATA.

B paboTara Ha 3akpuTHTE 3aceflaHHs, IBPBOTO OT KOMTO npoBeaeHo Ha 01.07.2016 r.,
B3€Xa yuacTHe: '

[Ipeacenares:
Esenuna Bacunkosa - rnased excnieprt B oraen ,.,OI“, aupexnus ,,HPOII3™;

YaeHoBe: .

JInuesap Jlazapos - rnaseH OpUCKOHCYAT B otnen otaen ,,OIT, mupekuns ,.HPOII3*,
NpaBocrocobeH HOPHCT; :

nou. Bukropus ATaHacoBa - nekap HeoHaTtonor B OTAefCcHHME HO HEOHATONOIHS KbM
YMBAJT .a-p Feoprn Crpancku EAJl - rp. Ilnesen, penyOMMKaHCKH KOHCYITaHT IO
HEOHATOAOI M, CKCIIEPT ¢ POdhECHOHANHA KOMIIETEHTHOCT; .

uik. Mapno CrosnoB, CBAJIO - rp. Codusa, excnepr ¢ npodecHOHaNHa
KOMHETEHTHOCT; )

Wean [NocnoanHoB - rnasex ekcnept B otaen , JIBO™, gupexuus , MJIITIT;



IV, _Koncrarauun- Ha -ocHoBaHHe 4. 68, an.. 7 or 30Il 3a cboTBeTCcTBHE ¢
KPHTepPHHTE 32 NM0A60p, MOCTABEHH OT BBLIJI0KHTEIA Ha NPEACTABEHHTE JOKYMEHTH H
nHdopvmauus B [Lauk Ne 1, JlokymenTH 3a noabop”™

[Ipn u3BLpLICHATA TIPOBEPKA 33 CHLOTBETCTBHE C KPUTEPHHUTE 3a 10AOOD, NOCTAREHH OT
Bb3M0KHTENIA HA [PeACTABEHHTE JOKYMEHTH W MH@opmauus B ik Ne 1 JloxkymenTtn 3a
noadbop”’, Ha 3aKPHTUTE 3acelaHHs, KOMHCHATA YCTAHOBH CHEAHOTO!

1. ¥YuactuuksT ,,BEI'A MEJIHKAJI* EOO/]

[o obocobena nozuyus Ne2 /g wvacmma ng m. 2.4./

CewriacHO JOKyMeHTauusTa Ha oOliecTBeHaTa MOpBYKA, YYACTHHKBT CAelBa 1a
OCHIYPH MHHHUMYM 3 (TpHM) CEpPBM3HH HH)KEHEpa, IpPEMMHANH Kypc Ha o00yuycHHe npH
NPOH3BOIUTENA 3a CEPBHU3 U NOIADPHKKA HA FIpe/iiaraHaTa Me/IMIIMHCKA anaparypa;

Tosa obcmosmencmso ce doxkazea ¢ _npedcmasane Ha AEKAapallvs, ChIbPXKailla CIIUCHK
HA CEPBM3HMTC MIDKCHEPM MMHHMYM 3 (TpH), HpHIApYXkeHa ¢ npodecHoHanHH aBTobHOrpaduu
HA CEpBUIHMTE HWHKEHEPH U UH(OPMALHS 32 CepTUBUKATH/YIOCTOBEPEHHS 3a IPEMHHAT KypC Ha
o6yueHue 3a CepBU3/MOIPHKKA Ha Mpejliaradara MeMHMHCKA araparypa.

Y4acTHHKBT B Npoileaypara € npeactasu ,,COuceK Jeknapaums CbhAbpiKall AaHHHUTE Ha
TEXHUYECKH KBANHQHUUPAH MEPCOHAT KOHTO YYACTHHKBT ILI€ H3MOI3Ba 32 H3MBIHEHHE HA
nopbukara®, cbhabpKall HHGOPMAUMA 3a CACAHMTE JIMLA /8 wacmma no m. 2.4/ HHX. AHren
Hukonoe Upmanos, unx. Bnanucnas Cranues ['eoprues, unx. Aumutsp I1asaunos IuMuTpos.
JlexaapaumMsaTa € UpPHIAPYXEHAa ¢ ABTOGMIrpadMK Ha [OCOYEHMTe nHuA, HHOOPMALMS 34
cepTH¢HKATH/YIOCTOBEPEHNA 33 MpeMHHAT Kypc Ha oOydeHHe 3a CepBU3/MOMAPBKKA Ha
npeAsaraHaTa MeIHLIHHCKA anaparypa IpH NPOH3BOAUTENA H (7 HMeHiHo: HEOHAMAAEH PeCRUpamop
Fabian, npousgodumei Acutronic Medical Systems AG). B NpEeNCTABEHHTE H COOCTBEHOPBYHO
NOANMCAHK aBToOMOrpadHM CEePBU3HHTE MHXKEHEPHM Ca MTOCOUMIH, Y€ ca OMAM CAYKUTENH Ha
Jpumen Matepremansn® EQOJT (nodusnvanumen na vuacmuuxa ,BEFA MEAHKA* EOOJ) no
01.12.2015 r. BKL .

CrineBpeMeHHO y4acTHHKbT B npoueaypara ,BEI'A MEIHKAJI* EOOJd e
NpeACTaBUN AeKIapanus no wi. 56, an. 1, 1. 8 or 30IT (ot™., IB, 6p. 13 ot 16.02.2016 1., B cHna
of 15.04.2016 r.) 3a U3n0:13BaHE/HEU3IIOA3BAHE HA MOMU3NBIHKUTEAH, C IOCOYBAHE HA BMIA HA
paboTHTE, KOHTO L€ H3BBPUIBAT M jIC/ld HA THXHOTO Y4acTHe, MNonbiHeH ofpaseu or
AOKYMEHTauHATa. B 1eknapannsta, Y4acTHUKBT € I[IOCOYMI, H€ TIIPH H3IBJIHEHHE Ha
obLIecTBEHATA MOPHYKA HIe H3I0A3BA KATO MOAM3NBIAHUTEN . Jbumen MuTepremwansa’™ EOO/.
JlefiHocTHTE, KOWTO II¢ M3BBPLIBA NOMH3NBLIHMTENA CA: MOHTAXK, MHCTATAIHA, BLBEKAAHE B
ekcIuoaTanus, odyyeHne ¥ rapaHuMoHHO 06Ciy)XBaHe Ha J0CTAaBEHATA anapaTypa, MPoH3BEICHE
ot Acutronic Medical Systems AG. [Tocouen e ¥ neabT Ha y4ACTHE HA NOAU3NBAHKUTENR IIPH
H3IILIHEHHE HA OPBYKATa.

B ta3u Bpb3Ka, y4acTHMKBT cAelBa Ja YTOYHH KAKBH TOYHO AEHHOCTH Lle HBB'prIIBa
HOAU3ITBIHHTENA; NOCOUYCHHTE HHXEHEePH B KaKBO CH Ka4eCTBO ¢ U3BBPILBAT AEHHOCTHTE IO
MOHTaX, HHCTATAIIHA, BbBEXAAHE B €KCIUIoaTanusA, ofydeHHe U rapaHUMOHHO OOCiIyXBaHe Ha
JIOCTaBeHaTa anapaTypa, npou3seneHa oT Acutronic Medical Systems AG. 3a xoMucusTa He
CTABA SCHO Hajld BCHUYKW OT LUTHPAaHWTE TNO-rope HAeHHOCTH 1€ C€ H3BBPIIBAT OT
nogusnbnanTens , JIbumen Uurteprnemansn EQOJl uan caMo 4acT OT TAX, a ApYTa 4acT e ce
H3BBPIUBAT OT YHACTHHKA, M3NOI3BAHKH PECYPCHTE Ha OPYTH Tpem aaua (w1, Sia, an. 1 ot
30II) B 1uu1eTO HA TOCOMEHHUTE MHIKEHEDH.

B 3aBHCHMOCT OT YTOYHEHHMETO Ha YHacTHHKA CIE/BA KA CE [PEJACTABAT H CLOTBETHUTE
JOKYMEHTH. '

1.2. CeruacHo AOKYMEHTALIMATA Ha 0DLleCTREHATA FIOPhYKA, B CIIy4ai, 4€ YYACTHUKDT HE
€ MpOM3BOAMTEN, TOM cieABa [a € OTOPH3HpaH OT TIPOM3IBOAMTENA HIH OT YHBIHOMOLIEH
IPEJCTaBUTEN Ha HPOM3BOAMTENS 33 HPABO HA IPEACTABHTEICTBO ¥ THPIrOBHS HA TEPHTOPHATA
Ha PenyGnuka buarapus.




. Tosa obcmosmencmeo ce 0okazea ¢ npedcmasane.id 3aBEPEHO OT YYACTHHKA KOIME Ha.
OTOPH3ALHOHHO IIMCMO, W3JAaJCHO OT IPOM3BOAMTENS Ha IIpeinaraHara arapatrypa uid oT -
VIBIHOMOIIEH MPECTABUTEN 33 NPABO Ha MPEACTABHTIEICTBO H THPrOBHA Ha TEPHTOpHATA Ha
Peny6:auka bnarapus, Ha HMETO Ha Y4acTHHKA, B Ciy4ail, 4e yUacTHUKA HE € IPOH3BOIHUTEL.

YYaCcTHUKBT B npoueaypara € 1npcacTaBrI CACAHHTE JOKYMEHTH.

- 3assaeune uznaneno or ACUTRONIC Medical Systems AG. Fabrik im Schiffli.
8816 Hirzel, llgeitiuapus na umero Ha ,JipuMen Hutenemawwvna™ EOO]] (s
Ka4yeCTBOTO MY Ha M3KJIKOYMTeNeH AUCTpUOYTOp Ha TepHTOpHSATa Ha bearapus) c
IpaBo fa MpPeyIbiIHOMOLUABA TpeTa CTpaHa Aa mojaaae odepra 3a MEAHLHHCKH
n3genust ¢ mapkata ACUTRONIC. 3agenenuero e noanucado oT r-H Towmac
E6uiep, B xauectBoro My Ha I'naBen meHumxbp Ha ACUTRONIC Medical Systems
AGuec parta 25.02.2016 r.;

- Otopu3auMoHHO nMcMo uzaaneHo ot Jsumen Murenewansn® EOO/, B kauecTBOTO
My Ha H3KIIOUHTENEH TUCTPHOYTOp HA TEPHTOPHATA Ha Bhirapus Ha IPOU3BOAMTENS
ACUTRONIC Medical Systems AG, Fabrik im Schiffli, 8816 Hirzel, lllzefinapus Ha
umeTo Ha ,,BEI'A MEJHKAJI® EOQO/. B oTOpH3alMOHHOTO HCMO € IIOCOYEHO, 4e
»BEM'A MEJHUKAJI“ EOO/] ¢ ynbaHOMOHICHA fla Y4acTBa, [a fojaasa odepra 3a
MeauunHckuTe n3genus ¢ Mapkara ACUTRONIC ¢ npaBo Ha Npe/ICTABHTEICTBO H
TBLProBHSL Ha TepHTOopuATa Ha PenyOnuka bwbarapus, kakTo W ga M3BbpIUBA
IeHHOCTHTE B IOCOYEHATA MpoLeaypa. ‘

KoumucusaTa, cuuta, ye Kapen Huxonaac Hosedyc Mapus Ban Bunaepbeex, B KauecTsoTo
My Ha Ynpasuten Ha Jbumen Mutenemansa™ EQOJ] (cbiuusaT e noanucat OTOPU3alHOHHOTO
MHCMO) € YITBIHOMOILUKWII TPETO AMIIE C TOBEYE HPaBa OTKOJKOTO €2 MY NaJIeHH B 3asBACHHMETO
oT 25.02.2016 r., noanucano ot Tomam EGumep, B KauecTBOTO MY Ha | 7aBeH MEHHIDKBD Ha
ACUTRONIC Medical Systems AG.

B Ta3u Bpb3Ka, y4ACTHHKBT ClIEABA [Ja OTCTPAHH KOHCTAaTHPAHHTE HECHLOTBETCTBHMS 110
OTHOIWIEHHE Ha [MPEeIACTABEHOTO OTOPHU3ALUMOHHO [IMCMO/3asBICHHE H/MAXM jla §pejCTaBH
AOKYMEHT HAH Apyra wHGopMauusa oT MPOM3BOANTENA OT KOATO jla € BUiHO, u4e . J[pumen
Hutenemwansa” EQOJ] (B Ka4ecTBOTO MY Ha HM3KIIOUHTENEH NUCTpUOYTOp Ha TepuTOpHATa HA
Brarapust) MMa npapo 1a TpeyIBIHOMOIIABA TPETH HHIA C HPAaBO Ha.NPEICTABUTENCTBO H
ThHProBUS Ha TepuTOpUsTa HA Penybnuka buarapus.

Ilo obocobena nozuyua Ne2 /e wacmmanom. 2.1 u 2.3/

1.3, CovrnacHo un. 5la, an. | or 30II (orm., [AB, 6p. 13 ot 16.02.2016 1., B cuna ot
15.04.2016 r.}, kaHAMIAT UK YYaCTHUK MOXKE [a JOKaXEe ChOTBETCTBUETO CH C M3MCKBAHMATA 32
(PHHAHCOBO M HKOHOMHYECKO CHCTOAHME, 33 TEXHHYECKH BB3MOXXHOCTH W/HAK KBanM(HKaiMe ¢
BB3MOKHOCTHTE HA €O WAM IoBede TPETH AMLA. B Te3sM ciyyau, OCBEH AOKYMEHTHTE,
onpeneseHHd OT BB3NOXHTENS 33 JIOKa3BaHE HA CHOTBETHWUTE Bb3MOXHOCTH, KaHAUAATBT HIH
YYaCTHHKBT INIPeACTaBs JIOKA3aTeNCTBa, He MPH M3IBIHEHHETO Ha I0phYKaTa 1€ HMa Ha
pas3noA0XKeHUE pECYPCHTE Ha TPETUTE THLA.

YyacTHUKBT B Npoleaypatra e npeactasun ,,CIUchK JeKiapanus CbAbpXKAall AaHHUTE Ha
TEXHHYECKH KBaJH(HUHMpPAaH NEPCOHAN KOMTO YUYACTHHUKDBT LIE H3MOA3BA 33 H3NBAHEHHE HA
MopbyKaTa®, chabpiKalll HHGOpMalHa 3a CAEAHUTE JIMUA /6 vacmma no m. 2.1, u 2.3/: HHXK. AHTOH
leoprueB Yenkos. . umwk. Bornan Yumypes, uux. Jlpaxen Maprunen. Jlexknapauusta e
NPHAPYXEHA c asToburpaduu Ha NIOCOYECHHTE nMua, HHopManHs 3a
CepTHOMKATU/YNOCTOBEPEHUsl 3@ TIPEMMHAT Kypc Ha ofydeHHe 3a CepBU3/NOUIPBKKA HA
npemnaraHaTa MeEIMIIMHCKAa anaparypa IpdH TPOH3BOAMTENA H (a wvenno: BabylogiN5(0,
npouzgodumen Drdger).

i



B odeprara cu y4acTHUKBT € NpeAcTaBuia B 2 /aBa/ Opos Jexnapauus no wi. Sla,.an 1.
oT 30I1 32 aHraXHpaHoCT Ha eKCAEpT, TNMOANHCAHH OT CNEAHUTE CEPBH3HU HMHXKCHEDH: HHX.
bornan Unypes u uHx. [paxeH MapTHHel, B Ka4eCTBOTO HM Ha CEPBH3HH HHXXEHEDH, KOHUTO
{l1¢ U3BBLPIIAT MOHTAXA, MHCTATALMATA, IYCKAHETO B EKCMIaaTallks, 00y4YeHHeTo Ha MepcoHana
H rapaniuKoHHOTO o6cnyxBaHe Ha obopynBaHeTo Babylog VN300.

KoMucHsTa, KOHCTaTUpa, Y€ YYacTHHKBT HE € MPEACTaBUJ JEKsapaiius 110 4. 31a an. 1
or 30I1 3a aHrakx¥paHocT Ha €KCHEPT OT HHK. AHTOH ['eoprues YeHKOB, B Ka4YeCTBOTO MY Ha
CepPBUIEH MHKEHEp, KOMTO [Ue M3BBPLIBA MOHTAXA, HHCTAIALMATA, MYCKAHETO B EKCILIAATALIMS,
00yueHHETO Ha [IEPCOHANa W rapaHUMOHHOTO 00ciyxBaHe Ha obopyasanero Babylog VN300.
BMecTO TOBa, YY4acTHHKBT € MpeACTaBHiA Aekqaapauus no 4wi. 3la, an. 1 ot 30II, xoato e
nocoueno, 4e Jlperep Menukan brnarapus EOOJ] npenoctaBs BCHUKHTE CH pecypcHH
BB3MOKHOCTH: CEPBM3HA 0a3za 3a rapaHUMOHEH M HM3BLHIAPAHIIHOHEH CEPBH3 C TEXHHYCCKH
CLOPBXEHHA 32 H3MBJIHCHHE Ha MOpPbYKATa W CEPBU3HA [IOJUIPBXKKA, CcepTHPUUMpaHH
CIELHATHCTH, KOUTO UIE M3BBPIIAT MOHTaXa, MHCTATAIUATA, BhBEXKIaHE B €KCIUIOATAHUA H
oOyuyeHHe Ha epcoHana ¥ ule obcnyBar rapaHiiioHHo odepupanara ot ,,BEI'A MEJTHKAJI
EOOJ memuuuHcka anapatypa. B npeacTaseHara AeKaapalus IHICBa OMMEHHO NOCOYBAHE Ha
CEpPBM3HHTE MHKEHEPH, KOMTO e 6bAaT aHraXUPAHH [IPH H3MBIHEHHE HA MIOPHIKATA.

B Ta3u Bpb3Ka, yYaCTHHKBT Cle/iBa jla IPeACTAaBH AeKiapauuy no ui. Sia, an. 1 ot 3011
oT HHX. AHToH ['eoprueB YeHkoB u/uM ta npejicTaBM HOBa jAexiapauus 1o wi Sla.-an. | or
3011 ot Jperep Menuxkan buarapus EOOJ] B x0sTo Aa ¢a NOCOYEHH JIXIIATA, KOMTO 1€ OhAaT-
AHFAKUPAHU NPH U3MTBIAHEHHE HA IOPBYKATA. i

9

. Yuactuuxst ,,MEAHMAIL* EQO/, no o6ocobena no3uuns Ne2 /& vacmma no m.
2.4/ ‘

[S]

.1. CbriacHo mOKyMEHTAlIMATA Ha OOLIECTBEHATA MOPLUKA, B CIY4ail, Ye YHaCTHUKBT HE
€ NpOM3BOAMTEN, TOH ClelBa 12 € OTOPM3IApaH OT IPOU3BOAMTENA WIH OT YIBJIHOMOLUICH
MpejCTaBHTEN HA NPOU3BOAMUTENA 3a NpaBoO Ha HpeHCTaBHTC‘ICTBO W TBProBHS Ha TEPUTOPHATA

'Ha Peny6amka brarapus.

Tosa obcmosmeacmeo ce dokazsa ¢ npedcmassaHe 1d 3aBEPEHO OT y4acTHUKA KOMUE Ha
OTOPH3AIIHOHHO ITHCMO, HW3JAJCHO OT NPOM3BOAMTENS Ha IpejularaHara anaparypa Miu oT
VITLAHOMOIIEH MpPEeACTABHTEN 3a NPABO Ha MNPEACTABUTEICTBO W THPrOBHS HAa TEPHTOPHATA Ha
Penybnnka benrapus, Ha MMETO Ha Y4acTHHKA; B CJIy4ail, 4e yYacTHHKA HE € TTPOU3BOAMTEN.

YYacTHHKEBT B lipoleaypata € NpeacTaBya CIEAHNTE NOKYMCEHTH.

- ﬂex.ﬂapauux 3a CBLOTBETCTBHE C HODMHTC Ha EC Ha MeIMUHMHCKHTE NpPOAYKTH

(nCPAP) npaiiep, kar. Nel080 medinSINDI® # kar. Ne3090 medinCNO® |
cbcTaBeHa oT mpousBoautesa medin Medical Innovations GmbH Adam-Geisler-Str.
1 82140 Olching, Germany;

- Jleknapauus 3a cwpoTBeTCTBHE ¢ HOopMmuTe Ha EC Ha MEOHUMHCKMTE MPOAYKTH
(Bepurn), cinensa u3bposiBaHe Ha Kar. NeNe....., cbcTaBeHa OT NpoH3BoAMTENA medin
Medical Innovations-GmbH Adam-Geisler-Str. 1 82140 Olching, Germany;

- EO nexnapanus 3a ChOTBETCTBHE Ha MeauurHCkuTe NpoaykTH (nCPAP xoMmmexkTH),
cnensa u3bposBaHe Ha kar. NeNe....., cheraBeHa oT npowsBoauTens medin Medical

- Innovations GmbH Adam-Geisler-Str. 1 82140 Olching, Germany;

- EO ceptudwuxar 3a oneHka Ha cboTBeTcTBMETO ¢ 0bxBaT: nCPAP remepartopu ¢
npunaanexnocTd, nNCPAP gpaiiBep. cMecHTe), BEPUId ¢ HArpeBaTe/icH NPOBOAHHK,
norTodeH ppalfiBep, M3aaneH oT LleHTpasHaTa HEMCKa peryiaaTtopHa arcHuus 3a
Ofa3BaHe ‘Ha 3/IpaBeTO II0 OTHOLUEHME HA JIEKAPCTREHWTE NPOJYKTH M MEAHLUHHCKH
H3JeNNS;



- Ceprudukar EN [SO 13485 Ha medin Medical Innovations GmbH Adam-Geisler-Str.
-1 82140 Olching, Germany, ¢ 06xBaT: APOEKTHPAHE, pa3pabOTRAHE, NPOM3BOICTRO
paznpoctpaneHrde Ha nCPAP renepatopn, nCPAP apaitBepn U npHHALIEKHOCTH;
ChuIeBpeMEHHO € TOBA YYACTHUKBT € [IPeACTABMIL

+  OTtopuzanuonso nucmo, uijgageHo ot HAMILTON MEDICAL AG, Via Crusch 8,

' 7402 Bonaduz, Sivitzerland (mpoussoanuTen Ha MEAUIIHHCKUTE H3JeAHA M0 T. 2.1. U
2.) Ha umeTo Ha  MEJUMAT™ EOO/ 3a npaBo Ha NpeACTaBUTENCTBO U ThPIOBHS
. Ha TepuTopuATa Ha Penrybauka bunrapus;

- ITucmo ot umero Ha medin Medical innovations GmbH Adam-Geisler-Str. 1 82140
Olching, Germany, B KO€TO € NOCOYEH CNEAHHAT TEKCT: ,,C HACTOANIMA HOKYMEHT
noreepxaasave, yue HAMILTON MEDICAL AG, pasnonoxena Ha Via Crusch 8§,
7402 Bonaduz, Switzerland, e koMpaHuaTa Maitka Ha medin Medical Innovations
GmbH Adam-Geisler-Str. 1 82140 Olching, German. medin Medical Innovations
GmbH e npurexkapana u ynpasnasana oT HAMILTON MEDICAL AG™,

OT nocodyeHHTE 10 TYK AOKYMEHTH C€ YCTAaHOBABA, Y€ OTOPH3ALUOHHOTO MHCMO HE €
U3/afCHO OT NPOU3BOAMTENA HA [TPEAsaraHarTa anaparypa 1o T. 2.4., a umMenHo: medin Medical
Innovations GmbH. B Ta3su Bpb3ka, yYaCTHHKBT CHEJIBA JIa NIPEACTABY OTOPH3AHMOHHO THCMO,
¥30aieHo OT NMPOX3BOAKTENA Ha NpejllaraHara anapatypa Hid OT YIIBJIHOMOLLUEH NpeiCTaBUTEN
Ha POM3BOIMTENA 32 NIPABO HA MPEACTABHTEICTBO H THPrOBHA HA TEPUTOPHATA Ha Pemy6nuka
Brarapus, Ha KMETO Ha YYacTHHKa.

. AntepHaTiBHO, B cayuait, ye HAMILTON MEDICAL AG e ymbiaHoMoOlleH
MpeAcTaBHUTed, HAa TPOM3BOJMTENS 3a MpPaB0 Ha IPEICTABHTEICTBO M/MIAM  [IPUTEXAaBa
CBLOTBETHUTE paBa J1a paBH H3ABAeHHA 0T uMeTo Ha.medin Medical Innovations GmbH, xouto
M3ABACHHA ca npaBHo 00BBp3Bainy 3a medin Medical Innovations GmbH (kakTo ¢ No¢o4YeHo oT
medin Medical Innovations GmbH B unt#panoTto no-rope nucmo - ye HAMILTON MEDICAL
AG e xomiauuaTa Maiika na medin Medical Innovations GmbH), y4acTHHKBT crenBa j1a 10Kaxe
TOBA, KATO NPEACTaBH ChOTBETHUTE IOKYMEHTH.

YyacTHHKBT € npeiacraBun ,,COMCBK AEKIapalus ChAbPXKall JAaHHHTE HA TCXHHYECKH
KBAMMQHUKHPAH MEpPCOHAN, KOWTO HIE W3MON3Ba 33 M3NBIHEHHE HA [OPBYKATA™, CHIBPKALI
HHpopMalKs 3a cnegHuTe AMua: MHK. EMun MBanos, Hx, AJICKC&HIIT:p Kupunos, nax. XpHcro

JIaHKOB.

JeknapaimnsaTa € NpUApyXeHa ¢ aBT06HrpatiJim Ha [I0COYEHHUTE ML, MHPOpMaLHnA 3a
cepTHHKATH/YIOCTOBEPEHHS 33 NpPEMHMHAT Kypc Ha O0ydeHHME 3a CepBH3/IO/UIPBKKA Ha
npeinaraHaTa MEAHLMHCKA anapatypa. KoOMHCHATAa, KOHCTartvpa, 4e€ [PEACTaBEHHTE
cepTuHUKATH 32 TNPEMHHAT Kypc Ha oOydeHMe 3a CEPBH3/MOMAPLKKA Ha MpejlaraHara
MEIHLUHHCKA anaparypa ca u3aaaenn ot HAMILTON MEDICAL AG, a He oT NPOM3BOAUTELA

Ha IpeanaraHaTa MeaduMHceka anapatypa MEDIN medinCNO®, KakBOTO € W3HCKBaHETO Ha
BB3AOKUTES.

B Ta3sH BpB3Ka, YYAaCTHHKBT CjeABa [a TpEICTABH HOBa HMHQOpMAaHMA 3a
cepruduraTn/y10CTOBEPEHHS 32 MpPeMHMHAT Kypc Ha oOyuyeHHMe 3a cepBM3/NOLIpPBXKKA Ha
mpeanaraHaTa MenuidHcKa anapatypa B uactra: MEDIN medinCNO® Ha mnocoueHuTe
HHXXEHEPH MM Ja [PeACTaBH HOBA JCKIapauus, IPHAPYXeHa ¢ aBTodHorpa@uu Ha CEPBH3HMTE
HHXEHepH, MHOOpMallns 3a CepTHMKATH 3a NPEMHHAT Kypc Ha obydeHue 3a cepBu3 M
HO/IPLKKA HA TIpelUiaraHaTa MeIMIIMHCKa anapaTypa, W3fajeHd oT MHpOW3BOAMTENS Ha
npejnaraHaTa anaparypa. TyK cBblIO BaXH NOCOYEHATA N10-IOPE KOHCTATALIMA, 10 OTHOLICHHE Ha
HAMILTON MEDICAL AG.



Y4acTHHKBT €/1e/1Ba 3 MPEACTABH H3HCKAHHTE OT KOMMCHSATA IOKVMEHTH B CPOK OT 3 (meT)
pabOTHH AHH, BceKu pabore aeH 10 17:30 u. ‘Ha anpec: rp. Codus, na. ,,Ce. Heaena™ Ne 5 B
3aney4aTaH Henpo3payeH MK ¢ HAAHMC: JlOMBAHMTENHM TOKYMEHTH 3a OTKPHTA MNpoLeNyvpa 3a
Bb3jlaraHe Ha OOIIECTBEHA NOPbYKA C HpeiAMeT: ,,.3aKvIIivBaHe Ha 000opYABaHE M0 MPeABAPHTEIHO
aepunupad npoekT Ned  [lonoOpeHo KauecTBO Ha MpeHATANTHATA AHAFHOCTHKA W HEOHATATHUTE
rpuxu” nmo Tlporpama BI' 07 MuunuatuBu 3a obliectBeHo 3iapaBe”, OCBUIECTBABAHA ¢
¢duHaHcoBaTa noakperna Ha Hopsexkus unancos mexannssm (HOM) u GHHAHCOBHST MEXAHH3BM
Ha eBpomeiickaTa MKOHOMMuecko mpocTpaHcTRo (®M na EHMIT), oT yuacTHHK
(M3MIHCBA C€ HAMMEHOBAHHETO HA YYaCTHHKA).
3a nofadeHHTE JOMBAHHTEIHH AOKYMEHTH Ha YHAaCTHHKa c¢ 1aBa BXOAALL HOMEP.

Hactoq1uuaT npoTOKO™ ce ChCTaBH H AIOATIHCA Ha /9 0“5, r{&/,é ;.
[Npeacenaren:

Epesnnna Bacuiakora - rnaBen ekcnept B otaen ,,OIT%, aupexuus , HPOII3™;

?
YineHoge:

JInuesap. ﬂa3ap0}31— 71aBeH HOpHCKOHCVAT B oraedn oraen OI1, anpexkuus .HPOII3™,
IIPABOCIIOCODEH IOPUCT;

non. BHKTOpHs AtaHacoBa - Aekap Heonaroior B (OTaeilcHHe MO HEOHATOAOTHS KbM
YMBAJl .a-p Teopru Crpancku™ EAJI - rp. TlneBeH, pernyOAYKaHCKH KOHCYITAHT 110
HEOHATOAOFUS, EKCTNIEPT ¢ MPO(ECHOHATHA KOMTNIETEHTHOCT;

vtk Mapuo CtogHoB, CEAJIO - rp. Codus, exeniepT ¢ npodedMoHaTHa KOMNETEHTHOCT;
WMgan ['ocnoauHos - raaseH ekcnept B otaen , JIBD*, aupekuus M1 M

Credra Xnebaposa - topuckoncyat B otaen ,,OIT", aupexuns HPOII3™ /pesepsen uren
HO KOMNCHAMG, APUCHCMGATA HA OMKPUMIOMO 3UCE0GHUE, CHCMOAN0 Ce HA 29062016 2 na
MACMOmMO Ha pedosHus yaen 00y, Bukmopus Amanacosa - aexap neonamonoz ¢ Omoenerue 1o
neonwamonozus . kst YMEBAJT | 0-p Teopau Cmpancru™ EAH - zp. [Taesen, peényvoruxancru
KOHCYAMAHM NO HEOHAMOAO2UA, EKCRepm ¢ NPOPECUOHUTHA KoMRemenmHuocn/



