INPOTOKOJI Ne 1

no w1.54, an.7 IITI30I1

OT NefiHOCTa Ha KOMHCHA HazHaveHda Cbe 3amosen Ne 0245 /20.03.2017 r. H4 UM BIHUTEIHIS
mupekrop Ha ,MbAJI-Xackoso” AJl, 3a mposexaaHe Ha OTKPUTA Mpolleaypa
o pena Ha 3011 3a Be3narane Ha o0IiecTReHa MOPBYKA C TIPEIMET:

wJAocmaska na Meouyuncka anapamypa 3a uyxcoume na ,, MBAJT - Xackogo”
AN ¢ oee obocobenu nozuuuu”

e Obocobena nosuuua Ne 1 -, [Tocimaexka Ha HeoHamalieH anapam 3a
Mexanuuna benodpobna éenmunauun u 2 6poa HeOHAMATHU
uUHKybamopu 3a nyscoume na , MBAJ/I- Xackoeo” A"

o Obocobena nosuyua Ne 2 -“/locmasKka Ha G6MOMAMUIUPAHA CUCHEMA 3d
XeMOKyImypu 3a uysxcoume na , MBA/I- Xacxoeo”AQ”

otkpura ¢ Pemenne Ne 0172/ 09.02.2017 ., mybnukypano obgsiense B ,,OpuuuaieH
BecTHHK” Ha EC wa 14.02.2017 r., 8 POITua 13.02.2017 r.

Ha 20.03.2017 r. B 10:00 gaca, B rp.XackoBo B aJMHHACTPAaTHBHATA crpaia Ha ,,MBAJI-
XackoBo” A/l , Haxoxsma ce Ha Oyn.”CrenuHenne "Ned9 ce cp0pa KOMECHSA B CHCTaB:

IIpedcedamen:

H-p Hanz HBanosa Bagepa- Mytadumesa — Hawannuk oTgenenHe 1Mo HEOHATONOTHS B
~MBAJI-XackoBo™ AJ]

Haenose:

1. I-p JIumus Toaoposa ¥V3ynosa- Tomoposa — Hauanuuk MukpoOuonoruyna sabopaTopus B
~MDBAJI-Xackoro™ AJ]

2. Buonera Bopucnasosa Hopansosa — IOpuckoncynt B ,MBAJI-Xackoso” AJ]
IlpoBepe ce mybamuHO 3acepanwe Ha ocHoBanue wi54, an.2 III30II1 3a oTBapsHe Ha
noxydeHuTe ohepTH.

IIpencenaTenaT Ha KOMHUCHATA [IOJIYIH IOCTBIUIHTE B ¢poK 3 (TpH) odepru ¢ IIporokon 1o
yn.48, an.6 ot [III30I1.



Cren nonyyasane Ha cnucora ¢ yHacmruuyume, npencTaBuIn odepru:

1. "THAMEJI" 00/ - odepra ¢ BX. Ne 26/17.03.2017r. —11:00 q,
2. "AHTEP BU3HEC 91" EOOJ - opepra c BX. Ne 27/17.03.2017r. ~10:03 4.
3. "AMC" 00/ - otepra ¢ BX. Ne 32/17.03.2017r. —15:15 4.

IPCACCAATEIAT H WICHOBETE Ha KOMHCHATA TIOMBINHXA I [Iomicaxa nexiiapanys mo wr.103,
an.2 or 30I1.

Ha 3aCeoaHrueTo Ha KOMHCHATA He IOPHCBCTBAT YYACTHHIH B npouenypara HiIH TeXHH
YIOBIHOMOW{eHH OpEACTaBHTENU, KaKTo H NPpERCTAaBUTENIN Ha CPEOCcTRara 34 MacoBo
OCBCOOMSIBAHE.

Ortsapanero wa monyuenmre opepTH ce u3BEPIME MYGAMUYHO M Mo pexa Ha TAXHOTO
HMOCTBIBAHE, KAKTO CIIC/BA;

1). JIHAMEN” OO

Y4acTHHKET € npegcrasun obeprata cu 3a Ofocobena mo3uuma Ne2, B 3ameuarana
HENPO3pavHa OMAKOBKA, B CHLOTBETCBHE ¢ H3MCKBAHHATA Ha BB3NOXHTENA, ChIbpKAMR
AOKYMEHTH 110 4139, an.2 u a3, T.1 IIIT30I1, onuc Ha IIPCACTABEHUTE TOKYMEHTH, KAKTO U
OTI€/ICH 3alIeYaTad HEeNpo3padyeH MUK ¢ HAITHC wJIpednazanu yenoeu napamempu”,

Bewaxn qnenose Ha xomucnsTa IIOJIHCAXa TEXHWYIECKOTO MPE/IOKEHAE H IUIHKA C HaAuc
wIpednazanu yenoeu napamempu”.

2). WHMHTEP BH3HEC 91” EOOJ]

YYacTHHKET e Tpexcrasmi odeprata ¢u 3a O6ocobena nolunmMa Ne2, B 3aneuarana
HENpO3pavHa ONAKOBKa, B CHLOTBETCBHE ¢ W3MCKBAHHATA HA BB3JIOKHUTENS, CHABPXKAIIA
AOKYMCHTH no 41.39, an.2 u an.3, 1.1 IITI30I11, onuc na HPEJICTaBeHHUTE AOKYMEHTH, KaKTO 1
OTICIICH 3aMCYaTaH HeNpPO3payeH MIHK ¢ HAIIHC »Ipednazanu yenosu napamempu".

Benuxy wnenose na xomucuaTa mommicaxa TCXHHYECKOTO MPEIUIOKEHUE H IUIMKA ¢ HAAIHC
»IHpednazany yenosu napamempu”.

3). AMC” 001

YYacTHHKBT € mpencTarmi odeprata cu 3a OGocobena no3unuHA Nel, B 3amevarana
HENPO3paiHa OMNaKOBKa, B CHOTBETCBHE ¢ W3MCKBAHUATZ Ha BB3NOXHTENS, ChIBPKALIA
AOKYMEHTH 110 Wi.39, an.2 u an.3, T.1 IIII301], onuc Ha npencrapennTe AOKYMEHTH, KaKTO H
OTACNCH 3alle9aTaH HENPO3PAYueH IUTHK ¢ HAJIIHC wIIpednazanu yenosu napamempu",

Bewuky wienose Ha xomucmsTa TMOAMACAXa TCXHHIECKOTO NPEVIOKEHHE H ILIHKA C  HAMIIHC
»Ipednazanu yenosu napavempu”,



Cren M3BbpLIBAHETO HA Te3M NEHCTBHA NPEACENATENAT HA KOMUCHATA 3aKPH IyOIHYHOTO
3acefaHue.

Komucusta mpoxsmxu cBogTa paboTa Ha 3aKPHTO 3aceaHHe, KAaTo pasriena JOKYMEHTHTE II0
un.39, an.2 III30I1 B obeprure HA Y4ACTHMIHMTE, 33 CHOTBETCTBHE C M3HUCKBAHHATA KBHM
JMYHOTO CBCTOAHHE H KPHTEPHMHTE 3a IOADOP, HOCTABCHH OT BBLINMOKHTENS, H B PE3YNITaT Ha
KOETO YCTAaHOBH CJIETHOTO:

* VYuacruuka ,/JHAME]” OO/ — cvc cepanuiue u anpec Ha ynpasiaenue: Tp.Codus 1113,
paiion Marpes, yn.”>Komno Kiopu” Ne 48, EMK 121062052, npeicTapisBaHo 3aeOHO W
NOOTRENHO OT Jumutsp Mapunos Mapunues u Mapuo Tpenkos Tanes— Vipaeutens,

€ IPpEACTABAN CIACIHHTE TOKYMCHTH:

1.0nrc Ha npencTaBeHuTe JOKYMEHTUTE, ChIBDKAIK ¢& B odeprara — no obpazey
2. EEJIOII (Enunen eBponeiicKu OKYMEHT 3a 00IECTBEHH TOPHYKH)
3. Paspermienne 3a TEProBus Ha €4po ¢ MEMUHHCKH H3nemus Ha , JJuamen” QO]
4. Y 1ocTOBEpEHNA 32 H3MBIHEHH [TOPHYKH
5. Ceprudukary 3a npeMHHATO 00yYeHHE MPH POM3BOIUTENA HA CEPBH3HHMTE HHKEHEPH.
6. Ceprudukar ISO 13485:2003 Ha MPOM3BOAMTEINS HA IPENIaraHara anaparypa
7. Cepruduxar ISO 9001:2008 Ha ,,Juamen” OO
8.0T1opu3alis OT POH3BOAHTENS HA IIPEIJIATAHHTE [IPOIYKTH
9. Jlexnapanus 3a ceoTBeTcTBHE ¢ JupektuBa 98/79/EC, u3naneHa oT IIPOH3BOUTES
10 Jlexnnapauus 0T IPOM3BOAUTENS 32 OCHIYPEHH HAR-MAIIKO 5 FOJMHH HATMYHOCT HA PE3epPBHU
YacTH 3a IpeUIaraHus MOZE anapaTypa, CJIc]] JaTara Ha HHCTaTaLHs
11.ITeMHOMOLIHO Ha JTHUETO, YI'BIHOMOIIEHO 4 IPEACTABIARA YYaCTHHKA B HPONEIypaTa
12.I0petosxkenHe 3a H3MBIHEHHUE HA MOpBuKkara - O6paszen Nel.1 u [punoxenne Ne3.1 na
XapTUEH U ONTHYCH HOCHTEN— 1o ofpazey
13. Hexnapanys 3a cbriace ¢ Kay3ure B IPOeKTa Ha J0roBopa- 2 6pos — no o6pazey
14. [lexnapanus 3a cpoka Ha BATHIHOCT Ha odepraTta— no obpazey
15.Jlexntapauns, 4e Ipy H3TOTBSHE Ha odeprara ca Cria3eHH 3aAbIKEHHATA, CBEP3aH C JaHEIH
H OCHI'YPOBKH, Olla3BaHe Ha OKOIHATA Cpe/a, 3aKpiJla Ha 33eTOCTTa H YCIOBHATA HA TPYH — 10
obpazey
16.lexnaparis 3a BCHUKH 3aXB/DKSHH JIMIA 110 CMECEIa Ha wW1.54, an.2 ot 3011 — 2 6pos— no
obpazey
17.lexnapaigys 3a TMNca Ha CBBP3aHOCT ¢ APyT yyacTHUK 9wi.101,an.11 o1 3011 - 2 6pos- no
obpazey
18. ipyru: ITbnna 1 H3deprnaTenHa TeXHUUECKa JOKyMeHTaMs — MH(popManinonya 6pomypa,
PrxoBozncTBo Ha motpeburens, MHeTpykuus 3a ymorpeba
19 Jloxymentn B ek “Tlpeanaranu neHOBH napamerpu”

< IlpemocTaBeHH MOCTPH B OT/ACIHA ONMAKOBKA

» Creo Qazewemc)aue, Komucuama ycmanogu crednume HenvIHOMU U HECHOMEEHICINEUA
8 npeodcmageHama om yuacmHuKa opepma.




1.B npencrasenus or yuactHuKa EE/IOII, B Yacr ITI: OcHopanug 3a u3kmiousate, pasaen

B:OCHOB&HHS, CBBp3aHH ¢ HECHCTOATEIHOCT, KOHQJ’IHKTPI Ha HHTEpECH HIIH HQOQBCHOH&J’[HO

HapyuigHue , He € ACKJIapHApaHa nmlmpmauml OTHOCHO:

1). UIKOHOMHYECKHAT ONEPATOP H3BHPILHII JIH € TEXKKO HPOeCHOHATIHO HapyeHue?

2). UKOHOMHUECKHAT OIEpaTop CKIIOUMI JIK € ¢Nopa3yMeHns ¢ APYTH HKOHOMHYECKH
OMEPATOPH, HACOYEHH KEM HApYMABaHe HA KOHKYPCHUHATA?

e [IpenBua ropeusionenoTo, y4acTHHKa ciexsa na mpexacrasd Hos EEJIOIL, kato

Junceamara HadopManus cleasa Ja Obje IONBIHEHa B CHLOTBETHHTE II0JIETa,

OTHACAIIY CE€ KBbM CBOTBETHOTO OOCTOATENCTBO, IPEJACTaBIABAILO OCHOBaHHE 32
H3KTIOYBAHE .

» Ha ocnoeanue 4i1.54, an.9 IIINI30I1 ¢ cpok om 5 (nem) pabomnu Onu om nojyvasare

na nacmoawua IHpomoxon Nel, yuacmuuxa ,,;JHAMEN” 00/ cnedsa da npedcmasu

OOHBHUMETHO 20PDENOCOYCHUAN 0OKYMEHM, ¢ KOWMO 0Q OMCHPaHi yCMAHOGeHme
HECbOMeEemCcmeun.

e Vyactauka ,,MHTEP EH3HEC 91”7 EOQOJ — cbec cepandilie H agpec Ha YNPABICHUE!
rp.Copus 1113, paiion Craruna, yn Hckspcko moce” Nel, EHMK 010652246,
npeacraeiasBano ot Jloamuna 3apuposa — Ynpasurer,

€ IIPEACTABHUJI CISNHHUTE JOKYMECHTH:

1.0Onuc Ha npencraBeHHTe JOKYMEHTHTE — no obpazey

2. EEJJOII

3. Pasperenne 3a THProsus Ha epo ¢ MEAHIMHCKH H3AeNnus

4. YaocToBepeHHA 3a T0OPO M3IIBIHEHHE

5. Cepruduxars 3a nposeieHO 00ydeHHE OT NIPOU3BOAUTCIIS

6. ISO 13485:2012 na npoussoautens

7. 180 9001:2008 Ha yuacTHHKa

8.OTopH3aIOHHO THCMO OT HPOH3BOIUTEIA

9 lexnapanus 3a ceoreercrere ¢ [upektusa 98/79/EOC

10./lexiapaims 2a Ipou3BOANTENA 33 HAIMYHOCT HA Pe3CPBHH YacTH 3d lIpejUlaraHara
anaparypa

11.TexHHTECKO PEIOKEHUE, ChABPKALIO:

11.1.ITpeanorkenne 3a H3MBIHEHHE HA MOPBUKATA — NO 0bpasey

11.2.Tabmu1a 32 CHOTBETCBHE Ha XapTUeH H MATHUTE HOCHTEN— 1o obpasey

11.3. Karanosy Ha IpoH3BOAUTENS- OPHTHHANT H B IPEBOJ Ha OBITapCKu €3HK, PEKOBOJICTBO 32
pabora u FDA 510(k) Ha 6b1rapcku e3uK

11.4.Jlexuapanus 3a chryIacKe ¢ Kay3HTe Ha IPIIOKEHHA IPOEKTHA IOTOBOP — 1o obpasey
11.5.Jlexnapaiis 3a CpoKa Ha BAMAHOCT Ha oepTara— no obpasey



11.6.[lexnapanus, ye npu H3roTRSHE Ha ofeprara ca cnazeHy 3aNbIKCHUATA, CBBP3aHH C
AGHBIH M OCUTYPOBKH, ONa3Baie Ha OKOJIHATA CPefa, 3aKPHIIa Ha 3aeTOCTTa H YCIOBUATA Ha
TPYA — no ofpasey
11.7 Nexnapartis 32 BCHUKH 3a0bDKEHH JIMLA TTIO CMICHTA Ha wi.54, an.2 ot 3011- no o6pazey
11.8.lexnapanus 3a Jwrca Ha CBBpP3aHOCT ¢ Apyr yuacTHHK 1o wi.101,an.11 BEB BphsKa ¢
w1107, an.4 ot 30I1- no o6pasey
12.HenoBo npexnoxenue (B OTACIEH 3ane4aTan HETpo3paveH mIMK ¢ Hagmuc ,,[Ipeanaranu
LEHOBH Mapamerpu”)

% IlpenocTaBeHu MOCTpH B OTIENHA OMAKOBKA

» Cned pazznexicoanemo UM, KOMUCHAMA YCIMAHOGU:

Yuacmuuxem e npedcmasun scuuxu OOKyMeHmu, Kamo coujume omzoeapam Ha
UIUCK6AHUAMA 34 AUYHO CLCMIOARUE U HA Kpumepuume 3a noobop, nocmasenit om
Bwvznoxncumenan.

® VYyactuuka ,, AMC” QO - cbe ceanuime u azpec Ha ympaeneHue: rp.Kopmxam 6600,
Oyn."Bearapus” Ne 37, 6n.51, EMK 108683620, npezctaBiuaBaHo oT TeoMan Mycrada
AnubH— Yupasuren,

€ IPEACTABHI CHCIHUTE JOKYMEHTH:

1.0nmc Ha npencraBeHnTe JOKYMEHTHTE— 1O obpaszey

2. Jlexnapaims 3a ChIJIACHC C K/IAy3UTE Ha IIPHIIOKEHHA HpOEKTa Ha IOToBOpa— no ofpazey
3. Jlexnapanms 3a cpoka Ha BAMIHOCT Ha odeprata— 7o obpasey

4. Jlexnapanms no €wi.39, an.1 .1, 6yksa "1 ot TII30I- no obpazey
5. Nexnapauus 4i1.54, an.2 ot 3011 o ofpasey

6. Jlexnapauud rio wi.101,am.11 , w1107, an.4 ot 30I1- no obpazey
7. Paspeinenne 3a ThproBus Ha epo ¢ MEAHLHHCKH H3ETHs
8.Ynocrosepenue/PedepeHiinsd, u3naaeHun oT NONyYaTe s
9.CrHCBK Ha CEpPRU3HHTE HIDKEHEPH M TPY/IOBH JOTOBOPH
10.Ceprudyukat 3a o0yueHHs

11.Cepruduxar ISO 9001:2008 w1 eKBABANIEHT

12. lexiapauus- u3nckeanus Ha Directive93/42 EEC (CE mark)
13.1Ipocnexru/KaTazo3u Ha 6Barapeky e3uk

14.1Ipennosxenne 3a H3IBIIHEHHE HA IOPBUKATa— 1O 06pasey
15.Tabmmua 3a cwoTeeTcTBHE Nol— 110 06pasey

16. Tabnuua 3a croTBeTCTBHE No2— 1O 06paszey

17.Crannapren obpasen 3a EEJIOIT

18.PrroBO/ICTRO 32 paBora ¢ anmapaTHTe

19.1{enoBo npeanoxenne (OTaeEH 3ae4aTaH ILUIHK)



> Cned pazznexncoanemo um, KOMUCUAMA YCHIAHOGH:

Yuacmnuxem e npedcmaeun 6cuuKu OOKyMeHmU, KAmMO CbUUMEe O0m208apam Ha
HIUCKGAHUAMA 34 AUYHO CLCHMORHUE W HA Kpumepuume 3a noobop, nocmageHu om
Buv3noxcumenan.

C ToBa paﬁoTaTa Ha KOMHCHATA 3a TOBA 3aCeNaHue NMPHUKIIOYH.

Hacroamus nmporoxon ce chetapy Ha 24.04.2017 r. Konre 0T HEro e ce H3NPaTH Ha BCHYKH
YYaCTHHIH B NpolleAypaTa no (aKkc WIH [0 e1eKTPOHHA [OmMA | 1ie ce ny0IuKyBa B pazien
»IIpodun Ha kynyBaya” Ha HHTCPHET cTpanunara Ha ,,MBAJI-Xackoso™ AJ].

Beuwukn PeilieEHs Ha KOMHCHATA Ca B3€TH ¢ CAHHOAYIUHE.

Komucua ¢ cocmae:

IIpedcedamen: /laO-/N{ ge SN A WA C}P 0 ( MO%“‘g
J-p Hana Usanora Baucea- MyTaduumera *... .
o Ha ot AL o IUN
Ynenoge: \

1. I-p JIunus Toaoposa Y3ynoea- Tonoposa

2.Buonera Bopucsiagosa MopanHosa * ...........

* 3anuuena nuOpMANHA HA OcHOBaHMe Wi 2 o1 33JI]I



