IMPOTOKOJI Ne 1

o 41.54, an.7 IIII30I1

OT feiiHoCTa HA KOMECHS HazHadeHa cbe 3armoBex Ne 0575 /18.08.2016r. Ha H3IbIHUTEIHHS
nupextop Ha ,,MBAJI-XackoBo™ A/, 3a mpoBexaHe Ha OTKPHUTA IPOLEAypa 110 pea Ha 3011
3a BB3JIaraHe Ha OOIIecTBEHa MOPBUKa C [IPEIMET:

,,Jlocmaexa na meduyuncka anapamypa 3a Hyyxcoume Ha , MBA/I — Xackoeo ? Al ¢ mpu
0bocobenu nozuyuu”

0Q6ocobena nozunua Nel -, Jlocmaska Ha Ou2umanta yimpaseykoea cucmema ¢ pasuiupenu
6HIMONCHOCU 3d KAPOUOBACKYIAPHA OUGZHOCMUKA 3a HyJicOume Ha ,, MBAJI — Xackoso” A/l

Obocobena nozuuus Ne2 - ,, Jlocmaska Ha 6U0e0eHOOCKONCKA CUCIEMA 3a HYHCOUme Ha
. MBAJI — Xackoso” A

O6ocobena nozuyua Ne3 -, Jlocmasrka Ha eNexmpoxupypeuien 2eHepamop u uHCmpymenmu
3a ¢ysus 3a nyocoume na ,, MBAJI — Xackoso” A/l

orkputa ¢ Pemenue Ne 0504/11.07.2016r., ny6nuxyBaHO OOSIBICHHE B ,OdunuanexH
pecTHuK” Ha EC Ha 14.07.2016r., B POIT Ha 13.07.2016r.

Ha 18.08.2016 r. B 10:00 uyaca, B rp.XackoBo B aJAMHHHCTpaTHBHATa crpaaa Ha ,,MBAJI-
XackoBo” AJl , Haxoxsma ce Ha 6y Crenunenne “"Ne49 ce chOpa KOMHCHS B ChCTaB!

IlIpeocedamen:

a-p MiBan Tomopos MBaHOB — 3aM.THPEKTOP ,Jleuebna neitnoct” B ,,MBAJI-XackoBo” AJ]

Ynenose:

1.Kpacumupa PymenoBa HukomoBa — uKoHOMHCT ,,O0LICCTBEHH noppuku” B ,,MBAJI-
XackoBo” AJ]

2.Buonera Bopucnasosa Mopanuosa — ropuckoncynt B ,,MBAJI-Xackoso™ Al

[IpoBene ce MyOIMYHO 3acefaHMe Ha OCHOBaHHE WI.54, an.2 TITI30I1 3a oTBapsHe Ha
[oJTydeHUTe O(pepTH.

[pencenaresT Ha KOMUCHSTA [OJTYYH HOCTBHIMIMTE B CPOK 2 (mBe) odpeptu ¢ IIporokon mo
.48, an.6 ot [TII30I1.
CJtef1 rIONTydaBaHe HAa CHUCHKA € YHACMHUKUME, TPENICTABIIA OhepTH:



1. ,,HH®OMEJ” EOOJ - rp.Codus — opepra ¢ BX. Ne106/15.08.2016r. — 11:30 u.
2. ,, PCP” EOOJ — rp.Codus - opepra ¢ BX. Ne110/17.08.2016r.-11:30 4.

TIpeJiceIaTelIT ¥ YWICHOBETE Ha KOMHCHATA [OBIHUXA U MO/IIHcaxa ACKIapaliy 1o 11.103,
ain.2 ot 30I1.

Ha 3acemanueTro Ha KOMHCHSITa HE IIPUCBCTBAT y4YaCcTHHIA B IIpoueaypara HIIH TCXHH
YII'BJIHOMOIICHH MIpEeACTAaBUTEIH, KakKTO H NpeACTaBUTEIN Ha cpeacreara 3a MacoOBO
0OCBEJOMsIBAHEC.

OTBapHHeTO Ha TIIOJIYYCHHUTE O(bepm C€ H3BBPIIH H}’6JH/I‘{HO U MO peaa Ha TIXHOTO

IOCTBIIBAHE, KAKTO CJIE€ABA:

1. HH®OMEJ” EQQJ - YdyacTHHKBT ¢ MpeiacTaBua o¢eprara Cu B 3arnevyaTaHa
HEmpo3payHa ONAaKOBKA, B CHOTBETCBHE C HM3UCKBAHHMATA HA BB3IOKHUTENA, CRAbPIKAIIA
JOKyMeHTH 110 41.39, an.2 u an.3, 1.1 [II130I1, onuc Ha MpeaCTaBEeHUTE TOKYMEHTHU, KaKTO U
OT/IelleH 3aredarTal Hellpo3padeH IUIHK ¢ Hamuc ,,[Ipe/iarany LeHOBH napameTpH'.

Bcuuky 4ieHOBE Ha KOMHCHSTA IToJAmNHcaxa TEXHHYCCKOTO NpeIIOKCHUE U IUTHKA C HaAImuc

.JIpennaranu [ieHOBH napameTpu'.

2. .,PCP” EQQJ — V4acTHUKBT € mpejcTaBuil opeprara CH B 3areyaTana HEMpo3padHa
OIAaKOBKa, B CHOTBETCBHE C M3MCKBAHUATA Ha BB3JIOXKHTEIS, ChAbpiKalia JOKYMCHTH IO
yn.39, an.2 u an3, 1.1 [II30Il, omuc Ha NPEACTABEHUTE JOKYMEHTH, KakTo H OTICICH
3areyaTaH HeMpo3padeH UK ¢ HaImuc ., [pe/utarany 1IeHOBU apaMeTpu'.

BCHYKH WIEHOBE HAa KOMHCHSTA IOIIHCaXa TEXHUYECKOTO MPEUIOKEHUE U ITHKa ¢ HalllnC
.JIpe/uiarasy [IeHOBH IapamMeTpH'.

Cren W3BBPIIBAHETO Ha TE3H JICHUCTBUs MpeJceaaTeNIAT Ha KOMHCHsTA 3aKpu HY6J'[I/I‘{HOTO

3aceIaHue.

KoMucusTa MpoOIbKK CBOsTa paboTa Ha 3aKPUTO 3acelaHHe, Karo pasriesa J0KyMEHTHTE IO
4,39, a2 IIM30I1 B odepTuTe HAa YYACTHHMIHUTE, 32 CHOTBETCTBHC C M3HMCKBAHMATA KBM
JIHYHOTO CHCTOSIHHE M KPHUTEPHHMTE 3a MOAOOp, MOCTABECHU OT BB3JIONKUTCIL, W B Pe3yJITaT Ha

KOETO YCTaHOBH CJIEAHOTO:

1. . AHO®OMEI” EQO/] — cvc cefanuuie U agpec Ha ynpaBiIcHHE: rp.Codust 1463, paiion
Tpuamuua, Oyn.”Buroma” Ne 81, er.4, EUK 121155656, npencrasisiBaHo oT Kamus

AtanacoB KupsikoB - YnpasuTel.

YuacTHHKA € MIpeACTaBUII CIICAHUTC JOKYMEHTH!

o



o QObocobena nosuuus Nol

1.CIIuchK Ha JOKYMEHTHT — 1o obpasey

2.EEIOII

3.V 10cTOBEpeHHE 3a aKTYalIHO ChCTOSIHIE

4 ITsHOMOIHO Ha mpezcrasuten Ha Madomen EOO/ 3a 3aBepka Ha pUPMEHH TOKyMEHTH
5. Paspelnenue 3a THProBHS Ha €/IpO ¢ MEAMLIHCKH H3JETAs

6. Ceprudukar cucrema 1o kadecrsoro BJIC ISO 9001:2008 Ha Hupomen EOOJ

7. YL[OCTOBepeHI/IH 3a U3BBbPUICHH JOCTaBKA HA MCIMIIMHCKA araparypa

8.Komust OT TPYJIOBH JOTOBOPH H cepTH(UKATH 33 O0y4eHHE HA CEPBH3HHMTC CICLHUANHCTH,
OTTOBOPHH 38 U3ITBIHEHHETO HA MOPhYKaTa

9 TTremo 3a cimsare Ha komnanuu HITACHI u ALOKA

10. OTOpU3aLHOHHO THCMO OT MPOU3BOAMTENA — dupma HITACHI ALOKA MEDICAL
LTD., 3a peJICTaBATEJICTBO Ha Tepupopusita Ha Pb

11. OTOpH3aIMOHHO IIHCMO 3a CEPBH3 OT IMPOU3BOIAMTENS — ¢upma HITACHI ALOKA
MEDICAL LTD., 3a TapanIMOHHO M CICATApaHIMOHHO CEPBU3HO OOCITyKBaHE HA
yJITpa3ByKOBa anaparypa

12. Ceprudukar ot npoussoaurens — ¢upma HITACHI ALOKA 3a TexHH4YeCKa rapaHius u

OCHI'ypsIBaHE Ha PE3PBHU YaCTH
13. Ceprucukar 3a kauectoto ISO 13485:2012 Ha HITACHI ALOKA MEDICAL
14.EC cepruduxar na HITACHI ALOKA MEDICAL

15.Jlexnapanust 3a CbOTBETCBHE Ha IIpeJUTaraHuTe arapaTy

16.IIpemiokeHue 3a U3ITBJIHCHHE HA IIOphYKaTa — 10 obpasey

17.Tabnmia 3a TEXHUYECKO CHOTBETCTBHE — 10 00pasey

18.Karano3u 1 TeXHUYECKH CHenHQHKauu

19. Jleknapausi 3a ChIIIaCHe ¢ KJay3UTe Ha IPOEKTO- 10roBopa — 1o obpasey
20. Jlexytapariis 3a cpoka Ha BAIMIAHOCT Ha odeprara— no obpasey

21.Jlexapans, 4e Py U3roTBsIHE Ha odeprara ca Cra3eHH 3ab/DKCHUATA, CIIBP3aHH C JIAHbLIH
¥ OCHTYPOBKH, OTa3BaHe Ha OKOIHATA Cpejia, 3aKpHla Ha 3a€TOCTTA U YCIOBUATA HA TPYI — 10
obpasey

22. JleKyapariisi 3a BCHUKH 3a(b/DKCHH JTHIA 110 W1.54.a11.2 oT 30I1- no o6pasey



23. Jlexnapaimsi 3a JIUNCA HAa CBBP3aHOCT C JAPYr YYaCTHHK IO y1.101,a1.11, BB BpB3Ka C
y1.107,1.4 ot 30I1- no obpaszey

Crneo pazznexcoaHemo um, KOMUcUAma yCmaHosu.

>  Yuacmuurkem e npedcmagui 6CUMKU OOKYMeHmU, KAmo Cobuiume OmMzo6apam Ha
W3UCKEAHUAMA 3G JIUYHO CbCMOAHUE U HA Kpumepuume 3a noobop, nocmageHu om
Bw3noscumensa .

> Komucuama donycka ogepmama Ha yHACHHUKA 00 PA3271eHCOAHE HA MEXHULECKOMO
npeonodceHue 3a UBNbIHEHUE HA NOPLUKAMA .

o Qbocobena nozuuyusn N2

1.CrichK HAa JOKyMEHTHTE — no obpasey

2.EEJIOII

3.Y10cTOBEpEHUE 33 AKTYalIHO ChCTOSIHUE

4 ITenHoMoIHO Ha mpescTasuten Ha Mupomen EOO/J] 3a 3aBepka Ha GUPMEHH JIOKYMEHTH
5. Paspelienue 3a ThProBHs Ha €Ip0 ¢ MEIHIIMHCKI H3/IE/H

6. Ceprudukar cucrema 1o kagectsoro bJIC ISO 9001 :2008 wa Muadpomen EOOJT
7. V10cTOBEPEHHS 32 M3BBPLICHH JIOCTABKA Ha MEIHUIMHCKA araparypa

8.Komust ot TPyAOBH JIOTOBOpH H CCpTI/I(bHKaTH 3a o6yqe1me Ha CEPBHU3HUTE CIECHUAIMCTH,
OTIOBOPHH 32 U3IIBJIHEHUETO Ha noppyKara

9. OTOPU3AIHOHHO MUCMO OT TIPOM3BOJUTENS — pupMa OLYMPUS 3a npencTaBUTEICTBO U
H3rpajieH CcepBu3 Ha TepupopusTa Ha Pb

10. Ceprupuxar or mnpomsBoauTens — (upma OLYMPUS 3a rapaHIMOHHO H
CJIeIrapaHIMORHO CEPBH3HO 00CITY)KBaHE Ha CHIOCKOICKA anaparypa

11. Ceprudukar or mnpomsBoutens — upma OLYMPUS 3a rapaHUMOHHHS CpOK Ha
€H/IOCKOIICKaTa arnaparypa

12.Ceprudukar 3a kadectsoro SO 13485:2012 na OLYMPUS
13. EC cepruduxar va OLYMPUS
14. Jlexnapaims 3a CbOTBETCBHE Ha NIPE/iaraHuTe anapary

15.TIpeioskeHue 3a U3IIBJIHCHNE Ha [IophYKara — 10 obpasey
16.Tabnuia 3a TEXHUYECKO ChOTBETCTBHE— 10 00pasey
17.Karao3u U TEXHHYECKH Crieli(pHKaLuK

18. Jlexnapanys 3a ChIIacHe C KJay3uTe Ha IIPOeKTo- IoroBopa — 1o obpaszey



19. Jlexnmaparus 3a cpoKa Ha BaJIHIHOCT Ha opeprara— no ofpasey

20.Jlexnapanusi, 4e Py H3rOTBsIHE Ha oeprara ca Cria3eHu 3aIb/DKCHHUSATA, CIIbP3aHH C JaHbBIH
¥ OCHTYPOBKH, OIa3BaHe Ha OKOJIHATA CPEJIa, 3aKpUJIa Ha 3aeTOCTTA M YCIIOBHATA HA TPYI — N0
obpazey

21. Jlexyapariusi 3a BCHUKH 3aIbJDKeHH Jina 1o 41.54,a1.2 ot 30I1- no obpasey

22. Jlexyaparus 3a JMICA Ha CBBP3AHOCT € Jpyr ydacTHuk no wi.lOl.amll, BbB Bpb3Ka C
y1.107,1.4 ot 3011- no obpasey

Cneo pazanexcoaHemo um, KOMUCUAmMA yCmaHosu:

» Yuacmnuxkem e npedcmaeuﬂ ecudKu 00Kymenmu, Kamo covuiume omeoeapam HaQ
UBUCKEAHUAMA 3A JIUYHO CbCMOAHUE U HA Kpumepuume 3a n0()60p, nocmaeeHu om

Bw3noxncumens .

> Komucuama 0onycka ogepmama Ha yHACHHUKA 00 pA321edcOane Ha MeXHUYECKomo
npeonodceHue 3a UNbJIHEH e Ha NOPbYKama .

2. .PCP” EQOJ[ — cbc ceqanuie u ajpec Ha ynpasienne: rp.Codus 1606, paiion Kpacso
ceno, yi1.”Bukrop ['puroposuy™ Ne 3, Bx.1, naprep, an.1, EMK 121706547, npeacrasisasaso

ot Pauo CreanoB Pubapos - Ynpasuten

VYuacTHHKA € MIPeaCTaBHUII CJICAHUTE JOKYMCHTH!

o Qbocobena nozuuus Ne3

1.CIIHCBK Ha I IOKYMEHTH — no odpasey

2.CranapTeH 06pasell 3a eMHHUS BPONEHCKH JOKYMEHT 33 OOIICCTBEHH MOPBHIKH (EEOII)
3.Pedepenimu u ya0CTOBEPEHHSI

4 I1peutoskeHue 3a U3IbIHEHHE HA OphUKaTa— no obpasey

5.JlexTapalus 3a MpueMaHe yCJIOBHSITA Ha IIPOEKTa Ha JI0r0Bopa-— no oopasey

6. JlexTapanus 3a cpoka Ha BAIMIHOCT Ha odeprara— no oopasey
7. Hexnapamus no wi.39,an.1,1.1,6yksa "n" ot [III30I1- no oopasey
8. Jlexnaparms o wi.54,a11.2 ot 3011 no obpasey

9. Jlexyapauust 3a JIUICA Ha CBBP3AHOCT C JPYr YYaCTHHK IO yr1.101,a1.11, BBB BpBb3Ka C
411.107,1.4 ot 30I1- no obpasey

10.Pa3pemeHHe 3a ThproBHs Ha €p0 ¢ MEIUINHCKH H3ACTIMA

11.CepTudHKar 3a perucTpalys Ha ChOTBETCBHE HA CHCTEMA 3a YIPABJICHUE Ha KadeCTBOTO €
ISO 9001:2008 na PCP EOOJ

U



12.0topusarus oT GupMa- MPOU3BOIUTEILS Covidien

13.Jleranusupan npeBoa Ha ceprudurar ISO 13485:2012; CE MapKHpoBKa 3a CbOTBETCBHE/ 32
BBBEJEHH CHCTEMH 3a YIpaBjJIeHME Ha KadyecTBOTO Ha o(epupaHuTe IIPOAYKTH, Ha

npoussourens Covidien

14.Jlexnapauus 3a CbOTBETCTBHE IO CMHUCBHIA Ha ur.14, an.2 or 3MU, 3a odepupanute
IPOYKTH Ha MPOU3BOJAUTEISA Covidien

15.ITpoeKT Ha AOTOBOP
16.Karano3u Ha npoussoautelns Covidien, TPHAPYKEHH C IPEBOL

Cned pazzaiexicoaHemo um, KOMUcuAma yCmanoeu:

> Yuacmuukvm e npeocmagul 6CUMKU OOKyMeHmu, Kamo Cvujume omezoeapam Ha
W3UCKEAHUAMA 3G NTUYHO CbCHOAHUE U HA Kpumepuume 3a noooop, nocmageru om
Bw3noscumens .

> Komucuama 0onycka ogepmama Ha y4acmHuKa 00 pasenedxcoane Ha MexXHUYEeCKomo
npeonosicenue 3a UsNbAHEHUe HA NOPLUKAMA .

C ToBa pa60TaTa Ha KOMHCHSTA 32 TOBA 3ace/laHue IIPUKIIIOYH.

HacTosIus MpoTOKOJ C€ ChCTaBU Ha 26.08.2016r. Komnue oT Hero 1ie ce U3MpaTu Ha BCUIKH
YUACTHHIM B IIpoLieAypaTa no (akc uiH Mo eICKTPOHHA MOl I e ce mybKMKyBa B pa3aei
IIpodun Ha KynmyBaya” Ha HHTEPHET CTPAHUIATA Ha - MBAJI-XackoBo” A/l.

Bcuuku pemeHus Ha KOMMUCHSITA ca B3ETH C CAUHONYIIHC.

Komucusa 6 cocmag:

Hpedcedamen: n-p Vsan Tonopos TIBAHOB F..oiviievieeereeneeiieiiieeieenirenieesneennneens
Ynenose:
1.Kpacumupa Pymenosa Hukonosa B e e e S S eE a  ESE T S SRR s bR s e es s

2.Buosnera BopuciaBoBa MOPATHOBA * ......oovrimimsinmiininissnsssnsissn s

* 3aauuena nHGOpMaLUsi HA OCHOBAHHE Y1 2 ot 33J14
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