IPOTOKOA Ne2/23.08.2018r.
o 4A. 54, aa. 7 ot IIII30II
3a KOHCTATallHH Ha KOMHCHSITA

Huec, Ha 23.08.2018rox. B 13:00 wyaca, koMucHATa 3a IIPOBEXKIAHE Ha
orkpuTa nponenypa no 30I1 3a BB3asaraHe Ha OOIECTBEHA IIOPBYKA C IIPEIMET:
JlocTaBKa Ha  OOMIOOOAHWYHH, AQHECTEe3HOAOTHYHH H APy  MEIUIIMHCKU
KOHCyMaTuBH 3a AetiHocTTa Ha YMBAA IIpod. [A-p Crogn KupkoBuu"' A/, rp. Crapa
Baropa", HazHadeHa cbc 3anoBen NeP/1-10-502/05.07.2018 rox., B cAeTHUS ChCTaB:

IIpencenaTeAa:
1. [1-p 2KuBko XKeaga3koB - 3aM. [lupekrop men. [eriHOoCTH

YaeHOBE:
2. nou. a-p l'eopru ApabamxueB - Hagyaanuk KAVA
3. Tanga PageBcka - ranaBHA Me[. cecTpa
4. anB. Taraua KekeBcka
5. XKeaga3ka KocraguaoBa llaneBa -ceaniep 60AHUYHA anTeKka

Pe3epBHH uAeHOBeE:
1. agB. Xpucro IlanaiioToB
2. Banga BoneBa BormanoBa - PrkoBoguTea OOIIECTBEHU ITOPBUKH

[lopagu moa3BaHE Ha IAQTEH TOAMIIEH OTIIyCK OT pe3epBHHUS 4YAeH zKeadaska
KocranuunoBa llaneBa, crwmiata Oe 3aMeHeHa OT pe3eBHUA uYaeH BaHa Bonea
Bornanora.

Komucugara npoBeze CBOETO BTOPO 3acelaHUeE.

I. [IpeacenatTeAsaT Ha KOMUCHATA JOKAAIBA, Y€ B AEAOBOJICTBOTO HA A€YEOHOTO
3aBelcHHUE Ca IIOCTBITHAH:

1. 3aneuyaran navk ot ,MEAHUITHHCKA TEXHHUKA HHXEHEPHHI“
¢ Bx.Ne I[1/1-03-184/14.08.2018r.

2. 3anevaran nauk ot ,,JAPETEP MEIOHKAA BBATAPHS“ EOOL c
Bx.Neo IT/1-03-186/15.08.2018r.

3. 3Bameuyaran nawmk ot ,EAHT MEOHKAA“ 00 c Bx.Ne II/1-03-
189/15.08.2018r.

4. 3amneyatan 1nauk ot ,MEOHAOH EOOLO c¢ Bx.Ne II/-03-
193/16.08.2018r.

II. Komucudra yCTaHOBH, Y€ BCHYKHU IIOCT'BIIMAM JOKYMEHTH OT Y4aCTHHUIIUTE
ca B CpPOKa, OIIpeleA€H OT KOMHUCHSATA C IIPEAXOZEH IIPOTOKOA — IIeT PabOTHU AHU OT
IoAy4aBaHe oT ydacTHUunute Ha [Iporokoa Ne 1/06.07.2018r..



Komucugara pasraema mnpenctaBeHHTE OT ydacTHUIIUTE AOKyMeHTH U CD u
YCTaHOBHU CAEIHOTO:

1.Yyacraukst ,MEAHIIHHCKA TEXHHKA HHXEHEPHHI“ 00 e
npencraBua COUCBHK Ha auIiata 1o 4a. 54, aa.2 ot 30II, B KOWTO Aekaapupar, de
AWIIaTa, KOHTO IIPEJACTABASBAT APYKECTBOTO ca yIpaBuTeas HMoHKa XpucToBa
'eroBa — XpuctaHoBa U nmpukypucra CaaBruHa XpHUcTaHOBa XpPHCTaHOBA.

Komucugara ycTaHoBH, 4€ C OTA€L IPEACTaBEHUA CIHUCHK Ha auIlata 1o 4a. 40,
aa. 1 ot IIII30II, npencraBenud ot ydyactHuka eEE/IOIl e moamnucaH oT AuIlaTa I10
4A. 54, aa. 2 ot 30II.

C oraen ropHHUTE KOHCTATAllMM KOMHCHATA [OOIyCKa OO0 IIOCAE€ABAIIIO
ydactue B npoueaypara no 30I1 yuyactauka ,Menuinancku TexHuka WHxXeHepuHT"
OO/I.

2. Yuyacruukst ,JAPETCEP MEOJHKAA BBATAPHUSA“ EOO/ e mnpencraBUA
[IpuapyXUTEAHO IIMCMO, KOIIHE Ha Y4YpeauTeAHUud akT Ha apyxectBoto, eEE/IOII Ha
auck u CIichbK Ha AullaTa 1o 4a. 54, aa.2 ot 3011, B KoHiTO AeKAapupaT, 4ye AUILETO,
KOETO IIpeACcTaBAgBaT ApPyXKecTBOTO € ynpaButreas EBrenun CumeoHoB llaHuyeB u
npokypuctute Marmasena KoaeBa CrosgHoBa m Muraena IlerpoBa MBaHoBa, Komue
Ha ceptudgurar ISO 9001:2015 c obxBat 1mnpomaxkba M cepBU3 Ha IPOAYKTH ,
CHCTEMH U YCAYTH 3a aHeCcTe3Us, U3KyCTBeHa 0eronpobHa BEHTHAAIIUS U MHXAAAITUS
Ha IalUueHTH, NeaAuaTpud, CUCTEMU 3a MEAUIIMHCKH Ia30Be, OIEpPAlMOHHU AAaMIIH,
MOHUTOPUHT Ha MHaIlMEeHTH BKA. copTyep, Konue Ha ceptudukar ISO 13485:2012 c
obxBaT TIIpomaxkba M CepBH3 HA MNPOAYKTH , CHUCTEMH U YCAYTH 3a aHeCcTe3us,
H3KyCTBeHa OeAonpoOHa BEHTHAAIINS M HWHXaAallUus Ha [OaUeHTH, IIeAuaTpusd,
CHCTEMHU 3a MEAUIIMHCKHU ra30Be€, OIIE€PAIlMOHHHU AAQMIIM, MOHUTOPUHI Ha MNAIlUEHTHU
BKA. copTyep.

B npencrasenua eEE/IOIl y4yacTHUKBT [Oekaapupa, dYe IIpHUTERaBa
Ceptudukar ISO 9001:2015, Ne44100150221-008/01.12.2017 r.; obxBar:
[Iponask0bu U cepBU3 HA IPOAYKTH, CUCTEMH M YCAYTH 3a aHECTe3Hs, U3KyCTBeHa
OeaogpoOHa BEHTHAAIIWS U HMHXAAAlUs Ha IIAlUEeHTH, IIeAuaTpHs, CHUCTEMHU 3a
MEeIUITMHCKH Ta30Be, OIePaIlOHHN AAMITH, MOHUTOPHHT Ha ITallUeHTH BKA. COPTYED;
BaaunHocT o 01.12.2018 r., usmaner or TUV NORD CERT GmbH, Fepmanuga -
Ceprudukar [SO 13485:2012, Ne44221150221-008/10.12.2015 r.; obxBar:
[IpomazxkOu U cepBU3 Ha HPOAYKTH, CUCTEMH U YCAYTH 3a aHeCcTe3Hs, HU3KyCTBeHa
OerompoOHaA BEHTHAALIUS W HHXaAAIUd Ha M[DAUEHTH, NequaTpud, CHUCTEMH 3a
MEIUITMHCKU I'a30Be, OIlePaIlOHHU AaMIIM, MOHUTOPHHT Ha MallUeHTH BKA. COPTYED;
BaaugHOCT 70 15.12.2018 r., usnaaen or TUV NORD CERT GmbH, 'epmanus.

C oraen ropHHUTE KOHCTATAllUU KOMHCHATA OOIyCKa [0 IIOCAEABAIIIO yIaCTHE B
npouenypata no 3011 yuacrauka ,,JIPETEP MEIMKAA BEBATAPUA“ EOO/I.

3. YyacTHUKSBT ,,EAHT MEOHKAA“ OO/l e mpeacTaBUA IIPUAPYKUTEAHO
nucmo, eEE/IOIl ma muck m CouchbK Ha Aunarta 1o 4a. 54, aa.2 ot 30II, B Ko#HTO
JEeKAapupaT, 4€ AUIIETO, KOETO IIPEeACTaBAgBA APYKECTBOTO € yIpaBureas Kpacumup
AcniapyxoB Kupkos.



KoMmucusara yCcTaHOBH, 4€ C OTA€[ IIPEACTABEHUd CIIMCBK Ha AHIIATA II0 YA.
40, aa. 1 ot IIII30OI1, npeacraBenus ot ydactHuka eEE/IOIl e moamucaH oT aAunata
1o 4A. 54, aa. 2 ot 30II.

[Ipu pasraemxknaHe Ha eEE/IOIl koMucHusTa yCTaHOBHU, Y€ YYaCTHUKBT €
U3II'bAHHUA YKa3aHHdTa Ha KOMHcHUATa, AaneHu B IIporokoa Ne 1/06.07.2018r.
YyacTHUKBT € mocoyua B dacT IV, pasmea ,B: Texumdyecku u mpodpecHOHaAHU
criocoOHOCTH", B IIOA€ ,YIIpaBA€HHE Ha BepUrata Ha [O0CTaBKa', 4Ye OCHUrypdBa U
HoAabpKa AOKYMEHTHpaHa CHUCTEMAa, ChLAACHO H3UCKBaHHUATA Ha 4A. 82, aa. 4 oT
3MU.

C oraenq ropHHUTE KOHCTATallMM KOMHCHATA [OOIIyCKa A0 IIOCA€IBAIIIO
y4dactue B npouenypara mno 3011 yuactauka ,EAUT MEJUKAA“ OO/I.

4. VYyacTHUk®T ,MEIOHAOH“ EOO e npeacraBUA OPUAPYKUTEAHO
nucMmo, kornue Ha ceptudgukar u eEE/JOII Ha nuck.

Komucugara ycraHoBH, Y€ y4aCTHUKBT € Ilocodra B 4dact IV, pasmea ,B:
TexHu4yecKM U IIPOoPeCHOHAAHU CIIOCOOHOCTH', B IOAE ,YIIpaBA€HHE Ha Bepurara Ha
JOoCTaBKa', dYe ocurypdBa H IOAABP¥KA [AOKYMEHTHPaAHa CHCTEMa, CBLAACHO
M3UCKBaHUATA Ha 4A. 82, aa. 4 ot SMU.

Komucuara ycranoBu, d4ye B dact [V, pasmean ,B: Texunuecku u
npodgecuonasHu criocooHoctu" Ha eEE/IOIl - moae ,3a HOPBYKH 3a AOCTABKH:
CeptudukaTi OT UHCTHUTYIIMHU II0 KOHTPOA HAa KAa4YeCTBOTO" YYACTHUKBT € ITOCOYHA C
oTOeAsi3BaHe ,aa", 4e MOXKeE [1a [IPEeICTaBU U3UCKBAHUTE CEPTU(PUKATH, U3TOTBEHHU OT
opUIIMAaAHO TPHU3HATH HHCTHUTYLIUU HAW areHIHH II0 KOHTPOA Ha KadecTBOTO,
[OKa3Ballll CBOTBETCTBHETO Ha MPOAYKTHUTE, KOWUTO MorarT ma O0baaTr sCHO
UAEHTU(PUIINPAHN Ype3 [I030BaBaHe Ha TEXHUYECKU CHEIN(PUKAIINN UAN CTaHIAPTH,
IIOCOYEeHN B OOIBAEHHETO HAM B JOKYMEHTAIUATa 3a ofIllecTBeHaTa IOpbyKa. B
CBIIIOTO IIOA€ VIACTHUKBT HE € IIOCOYHA KaKbB CepTHU(MPHUKAT ITpUTeKaBa, obxBara My,
OO KOra € BaAHUJAE€H U OpraHdT, KOUTO I0 € H34aA, HO € MPEACTaBHA KOIIHE Ha
ceprudurat: SO 9001:2015, msmanen Ha ,Memuaon“ EOO/ c obxBat: ,BHoc,
JoCTaBKa Ha MEAUIIMHCKa arapaTrypa U KOHCYyMaTHBH, pe3epBHHU dacTu. CEpBH3HO
obcAyskBaHe Ha MeOUIIMHCKa amnaparypa“, usganeH ot Bureau Veritas Certification
Holding SAS -UK BRANCH, cbc cpok Ha BaaugHoctT o 11.08.2020r. Komucara
opreMa, d4Ye Yy4YaCTHHKBT € M3II'bAHHA YKaszaHudTa, aanaeHu B IIporokoa No
1/06.07.2018r.

Eaexktponnuar EE/IOIl e moammcaH C eA. IOAIINC Ha yIpaBUTEAd Ha

[PYKECTBOTO.

Komucugara pgomycka [0 M[O-HAQTATBIIHO ydYacTHE B IIpoleaypaTta
SJMEIUIIMHCKA TEXHUKA WHXEHEPUHI* ,[PETEP MEIWMKAA BBATAPUA“
EOO ,EAUT MEIUKAA“ OOA u ,MEIUAOH“ EOO/I.

KoMucusara mpukAo4du cBosTa padora Ha 24.08.2018r. u 111e IPOIBAKHU B
3aKpUTO 3acemaHue paboTara CH 10 pasrAexXiaaHe Ha IIPEeIAOXKEeHHUdTa Ha
y4aCTHUILIUTE 32 U3II'bAHEHHE Ha IIopbhyKarTa.
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