IDIPOTOKOA Nec1/24.09.2019r.
o 4A. 54, aa. 7 ot IIII30I1
3a KOHCTAaTallHH Ha KOMHCHSTA

HOuec, Ha 24.09.2019 roa. B 11:00 yaca, KoMHucHudgTa 3a IIPOBEXAaHE Ha OTKPUTA IIPOleaypa
o 30II 3a BB3asaraHe Ha oOIIECTBEHA ITOPHYKA C IIpeaMeT: ,JleproagudHa JoCTaBKa HA MEIUITMHCKHA
U3EeAus U KOHCYMaTHBH, HEOOXOOAMMH 3a mOeWHocTTa Ha otaeseHme ,OuyHu OGosectu“ B YMBAA
“Tpod. O-p Croan KupkoBuu“ AIl“, HazHaueHa cbCc 3amnoBen Ne P/1-10-670/24.09.2019 roa., B
CA€THUS CBCTaB:

IIpeacenxarea:
1. [O-p Ilaamen [JparomupoB [IparaHoB — Ha4yaAHUK KamHuka O4yHu 60oaecTH

YaeHOBE:

2. Ampuga XeneBa ToreBa — Me[. cecTpa B O9HA OllepallioOHHA
3. AnB. Tarana KekeBcKa — BBHILIEH €KCIIEPT

4. Huna AHacrtacoBa - Me[. CecTpa B O4YHa OollepalloHHa

5. Tana PageBcka — ['AaBHa MeIUITMHCKA CecTpa

Pe3epBHH YA€HOBe:

1.Karepuna YaabkoBa — IOpUCKOHCYAT B 30I1

2. n-p UBatino CredparoB [JoueB — aeKap B oTaeseHue OUHH OoAeCTH

I-p Kusko 2Keasg3koB — 3aM. [AUpeKTOp II0 yIIpaBA€HUE HA Me[. AeHHOCTH

IIPOBEAE CBOETO ITBPBO 3aC€adaHUE.

I. ITpencenateasa ob6saBu 3amoBen Ne PI-10-670/24.09.2019. Ha V3mbAHUTEAHUS OUPEKTOP HA
YMEBAA ,IIpod. a-p Crogn KupkoBuu“ AJl, rpan Crapa 3aropa 3a HasHadyaBaHe Ha KOMHCHATA U
chbCcTaBa ¥ M OOKAaBa, 4Ye C IIpUeMo-IiperaBaTeAeH mpoTokoa oT 24.09.2019 r., u3rorBeH Ha
ocHoBaHUE dYA. 48, aa. 6 ot 30Il e mOAyYIHA OT AEAOBOOUTEAS B OEAOBOACTBOTO Ha BB3AOKUTEAD
CITUCBK C MOCTBIHAWUTE OQepTH, BeOHO C 3/TpH/ HAMKA C OOKYMEHTH CBC CAEIHUTE BXOSIIH
HOMepa:

1. ,BUKOMEO“ 00X - rp. Codud, ya. ,llap Bopuc III“ 201A, Bx. B, ¢ Bx.Ne IT[1 — 03 - 191/
20.09.2019r.,B 09:20 yaca;

2., PCP“ EOOLA - rp. Codus, ya.“Bukrop 'puropoBuu”“ 3, er.1, an.2, ¢ Bx.No I/ - 03 -
192/ 20.09.2019r.,B 10:10 ygaca;

3. ,KOHTAKT MEAHUKBA HHTEPHEIII'bBHBA“ OO/l - rp. Codud, Oya. ,lIBeran AazapoB”
88, ¢ Bx.No IT/] - 03 — 194/ 24.09.2019r., B 11:50 ugaca;

II. TlpencenaTeadT Ha KOMHCHUATA KOHCTAaTHpa, Y€ Ha 3acCeJaHHMETO Ha KOMHCHUSATA He
OpPUCBECTBAT MPEACTABUTEANM Ha YYaCTHHUIIUTE B IIpollefypaTa HWAU TEXHU VIIBAHOMOIIEHU
PeACTaBUTEAU, UAH IIPEACTABUTEAN HA CPEACTRBA 3a MacoBa MH(OPMAITHSI.

III. Caenq moAydyaBaHe Ha CIIMCBbKA Ha IOCTBIHANUTE OQEPTH, YACHOBETE Ha KOMHCHATA
moAnucaxa aAeKaapaliuu, ceraacHo 49a. 103, aa. 2 ot 30I1 u 4a. 51, aa. 8 ot I[ITI30II.

YaeHOBETE HAa KOMUCHSITA YCTAHOBUXA, Y€ BCUYKU OIIAKOBKM, IIOCTHIIMAU B JEAOBOJCTBOTO Ha
BB3A0KUTEAST C TIOCOYEHUTE IIO-TOPEe BXOAAIIM HOMEpa ca 3aledaTaHU U C HEHapyllleHa II9AOCT,
OTTOBapsT Ha M3UCKBAaHHATA CBrAACHO HOPMAaTUBHUTE pas3nopendu U H3UCKBaHUSATA Ha
Bb3aoxkuTesd 3a BUaa Ha opepTUTE U HAYWHA Ha MPEACTABIHETO M.

[lepronuyHa mocTaBKa HA MEAMIIMHCKHY H3/IEANS U KOHCYMAaTHBH, HEOOXOAUMH 3a AefHOCTTa Ha 1
orneaenue ,,Ounu 6osectu” B YMBAA “TIpod. [I-p CrosH KupkoBuu®“ Al IIpoTokoa 1



IV. Komucusara IpUCTBIIM KBbM OTBapgHE Ha OPEepTHUTE Ha YYACTHHUIIUTE II0 peaa Ha TIXHOTO
[IOCTBIIBaHE:

1. OTBopu ce onakoBkara Ha ,BHUKOMEN“ OOM. TpuMma OT YA€HOBETE Ha KOMUCHSTA
HoAIIMcaxa 3aledaTaHHuTe HENpo3padyHM I[IANKOBE 3a IIpefaaraHM II€EHOBHU IIapaMeTpH UM BCsSKa
CTpaHHIla Ha OCTaHaAUTe NOKYMEHTH, CBhABPIKAIll Ce€ B OIlaKOBKaTa. YCTAHOBH Ce HAAWYHETO Ha
nuck ¢ Haanuc: ,eEEJOIT PDF dopmat”

1.1. YaeHoBeTe Ha KOMHCHUSITA YCTAHOBUXa HaAWYMUETO Ha NOKyMeHTU U 11/emuHanecer/
3aneyaTaH{ HEIIPOo3padyHU IIAMKA C HAIINC!

* Sllpemaaranu 1eHOBU Iapamerpu” 3a Ob6ocobena moaurud Nel ,MemuIimHCKU
U3eAUsI 3a OYHO oTAeAeHUe“ HoMeHKAaTypa Nel.1l.

* Sllpemaaranu 1eHOBU mnapamerpu” 3a Ob6ocobena moauind Nel ,MemuiiumHCKHU
HU3MIeANd 3a OYHO OTAeAeHUe“ HOMeHKAaTypa Neol.2

* SllpensaradHu IleHOBU mapamMeTpu” 3a O0ocobena mosurusa Nel ,MeauIiMHCKH
HU3IeAUs 3a OYHO OT/AeAeHHe“ HoMeHKAaTypa Nel.3

+ Slpensaranu 1eHoBu napamerpu” 3a O6ocobena mo3uiiud Nel ,MemgHUITMHCKUA
HM3eAUd 3a OYHO OTAeAeHHe“ HoMeHKAaaTypa Nel.4

- Sllpemaaranu 1eHOBU mapamerpu” 3a Ob6ocobena mosurmd Nel ,MemuIMHCKH
U3/IeAUsI 32 O9HO oTAeAeHUe“ HoMeHKAaaTypa Nel.14

- Sllpemaaranu 1eHOBU mapamerpu” 3a O6ocobena moauiud No2 ,MemuIiHmHCKHU
HU3IIeAHs 32 OYHO OT/AeAeHUe“ HoMeHKAaTypa No2.1

+ Slpensaranu 1eHoBu napamerpu” 3a O6ocobenHa mo3uiud No2 ,MemgHUITMHCKUA
HU3IeAHs 32 OYHO OT/eAeHHe“ HoMeHKAaTypa No2.2

+ Slpensaranu 1eHoBu napamerpu” 3a O6ocobenHa mo3uiud No2 ,MemgHUITMHCKUA
U3/IeAUsI 32 O9HO oTAeAeHHe“ HoMeHKAaTypa No2.6

- Sllpemaaranu 1eHOBU Iapamerpu” 3a Ob6ocobena moauiud No2 ,MemuIiHmHCKU
U3/IeAUs 32 O9HO oTAeAeHHe“ HoMeHKAaTypa No2.8

- SJlpemaaranu 1eHoBU napamerpu” 3a O6ocobena moauiud No3 ,MemuIIMHCKUA

U3/eAUs 3a OYHO oTAeAeHUe“ HoMeHKAaTypa Ne3.1.
+ Sllpensaranu 1eHoBu napamerpu” 3a Ob6ocobena mo3uiiud No3 ,MemUITUHCKUA
HU3/IeAUsI 3a OYHO oTAeAeHUe“ HoMeHKaaTypa Ne3.3

2. OTBopu ce omnakoBkara Ha ,PCP* EOOM. Tpuma OT dYAeHOBeTe Ha KOMHCUATA
oAIrcaxa 3aledaTaHHuTe HENIpo3padyHM I[IANKOBE 3a IIpefsaraHM II€EHOBHU IIapaMeTpH U BCsSKa
CTpaHHIla Ha OCTaHaAUTe NOKYMEHTH, CBHABPXKAIIM Ce€ B OIIAaKOBKaTa. YCTAHOBH CE€ HAaAWYHETO Ha
TUCK.

2.1. YaeHoBeTe Ha KOMHCHUSATA YCTAHOBHXa HaAWYMETO Ha MOOKyMEHTH u 6/iect/

3arnedyaTaHU HENIPO3padyHU IIAMKA C HAIINC!

Slpenaaranu 1ieHopu napamerpu” ,PCP“EOQ/ Nel.5
Spenaaranu 1ieHoBu napamerpu” ,PCP“EOQ/ Neo2.1
HSlpenaaranu nieHoBu napametrpu” ,PCP“EOO/ No2.2
HSlpenaaranu nieHoBu napametrpu” ,PCP“EOO/ No2.3
»llpenaaranu ieHosu napamerpu“ ,PCP“EOO/ No2.8
»llpenaaranu 1ieHosu napamerpu“ ,PCP“EOO/] No2.9
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3. OrTBopu ce onakoBKaTa Ha , KOHTAKT MEAHUKBA HHTEPHEIII'bH'BA“ OOM. Tpuma
OT YAEHOBETE Ha KOMHCHLATA IIOANMCAXa 3aledyaTaHuTe HEMpPo3padyHU IIAMKOBE 3a IIpelAaraHu
IIEHOBU IapaMeTPH M BCIKa CTPAHHIIA Ha OCTaHAAUTE NOKYMEHTH, ChABPIKAIIH Ce€ B OIaKOBKAaTa.
YcranmoBu ce Haaumymero Ha guck c Hagnuc ,KOHTAKT MEIUKBA HWHTEPHEIIBHBA“ OO/
eEEOIT“.

[lepronuyHa mocTaBKa HA MEAMIIMHCKHY H3/IEANS U KOHCYMAaTHBH, HEOOXOAUMH 3a AefHOCTTa Ha 2
orneaenue ,,Ounu 6osectu” B YMBAA “TIpod. [I-p CrosH KupkoBuu®“ Al IIpoTokoa 1



3.1 YaeHoBeTe Ha KOMHCHUSTA YCTAHOBHUXA HAAUYHUETO HA MHOKYMEHTHU U 6/1Iect/ 3amedyaTaHu

HEIIpo3payHHU IAHKA C HAAIIUC!

Sllpemaaranu 1eHOBH nmapamerpu” 3a ObocobeHa mo3unus Nel, HomeHkaaTypa Nel.7
Sllpemaaranu 1eHOBH nmapamerpu” 3a ObocobeHa mo3unus Nel, HomeHKaaTypa Nel.8
»llpenaaranu 11eHoBH napameTpu” 3a Obocobena mo3unusa Nol, HomeHkaaTypa Nol.9
»llpenaaranu 1eHoBH napameTpu” 3a Obocobena no3unus Nol, Homenkaatypa Nel.10
»llpenaaranu 11eHoBH napameTpu” 3a Obocobena mo3unus Nol, HomeHkaaTypa Nol.11
»llpenaaranu 1eHoBH napamerpu” 3a Obocobena no3unusa Nol, HomenkaaTypa Nol.12
Sllpemaaranu 1eHOBH ImapameTpu” 3a O6ocobeHa mo3unus Nel, HomMmeHKAaTypa Nel.13
yllpensaranu 11eHoBH napameTpu” 3a Obocobena mo3unudg No2, HomeHKAaTypa No2.1
yllpensaranu 11eHoBH napamMmeTpu” 3a Obocobena ro3unug No2, HomeHKAaTypa No2.2
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C Te3n JIercTBUL IITPUKAIO9HU HY6AI/I‘-IHaTa qacT oT pa60TaTa Ha KOMHCHLITA.

V. Komucuara npoabaXku cBogta pabora Ha 7.10.2019r. or 11:00 uaca, KarTo pasraena
nocodyeHute otT ydactHuiiute B eEE/IOIl manHM OTHOCHO IIOCTaBEHUTE OT BB3AOXKUTEAd U3NCKBAHUS
KBM AHYHOTO UM CBHCTOSHHE U KPUTEPHUHU 3a IIOA00DP.

1.Komucugara ycTaHOBH, 4e ydacTHUKBT ,BHKOME“ OO e npexncraBua eEE/OIT nHa
€AeKTPOHEH HOCHUTEA, IIOAIINCAaH C €A. HIoanuc oT yipaButeas VBauka IlerpoBa IleueBa u
cpapyxuunute Ilersp Boxxunapos [ledeB u Baagumup Boxunapos Ileues.

YyacTHUKET € npeacraBua OIMc Ha JOKYMEHTUTE B odpepTaTa, 3aBEPEeHo KoIltrue ¢ rpud ,BapHo
c opuruHasa“ Ha YpocroBepeHue or YMBAA ,ITaoBmuB“ A/l na H3BBPIIEHH AOCTaBKH; 3aBEPEHO
rorue c rpud ,BapHO c opurmHasa“ Ha YmocroBepeHme ot MBAA ,[I-p Aranac JadoBcku“ A/,
KbpmKkasu 3a U3BBPIIEHH AOCTABKH, 3aBEPEHO Komue ¢ rpud ,BapHo ¢ opurmHasa“ Ha 6e3CPOYHO
Paspemienue 3a THproBud Ha eApo C MeAUIIMHCKU usneaud c per. Ne IV-P-T/MM-135/23.11.2007r.,
BEIHO C IIPHAOBEHHE KBHM HETO, 3aBEPEHO KOoIlthe C rpud ,BapHo c opurunasa“ Ha Paspenienue 3a
IIpoMsHa; 3aBepeHo konue Ha CepTuduUKaT cHUcTeMa 3a ynpaBaeHHe 1o crazapt SO 9001:2015;
Ilekaapaliyud 3a cbraacue 3a oopaboTka Ha AMYHUTE JaHHH.

Caen pasraexxgaHe Ha nogaaeHus oT yiacHuKa eEE/IOIl koMucusaTa yCTaHOBU CA€IHOTO:!

1.1 B Yacm III: OcHogaHusl 3G U3K/HOUBAHE YIACTHHKEBT € MapKUpaa C ,He“ OCHOBAHUATA,
CBBpP3aHU C HaKas3aTeAHU I[IPHCHAHW; OCHOBAHHATA, CBBP3aHU C IIAAIllAaHETO Ha [JaHBIU HAU
COLIMAaAHOOCUTYPUTEAHU BHOCKH; OCHOBAHUSTA, CBBHP3aHU C HECBCTOSTEAHOCT, KOH(AHUKT Ha
HHTEPECH UAU TIPOPECHOHAAHO HapyllleHHe, I[I0JaBaHe Ha HEBEpPHM [JaHHU, YKpHUBaHe Ha
uHoOpMaIus, HENIpeacTaBsSHEe Ha MOpHUApPYKaBalld [JOKYMEHTU H IIOAydYaBaHEe Ha I[IOBEpPUTEAHA
uHpopMalus BBB BpB3KA C IIpoleaypara U CHeU(PUYHUTE HAIMOHAAHW OCHOBAaHHS 3a
HU3KAIOYBaHe.

B Yacm IV: Kpumepuu 3a noobop, paszden A:I'oOHOcm Yy4aCTHUKGBT € IIOCOYHA, Ue IIpUTeKaBa
6e3cpouHo PaspemieHne 3a THProBUA Ha €4p0 C MEAWUIIMHCKH u3aeaus c per. Ne IV-P-T/MU-
135/23.11.2007r. 1 € BOIUCaH B CbOTBETHUTE THbPTrOBCKHU PETHUCTPHU.

B paszoen B: TexrHuuecku u npogecuoHanHu cnocobHocmu yIaCTHUKET € JeKAapHUpaA CAETHUTE
U3II'bAHEHU JTOCTaBKHU:

— MBAA "[-p Aranmac Hadgoscku' - A, rp.Kepmxkaau, [JoctaBKka Ha MEIUIIMHCKH
U3IeAHsl, HeOOXOUMHM 3a AeHHOoCTTa Ha OYHO OTAeAeHHEe, BKAIOYBAII BETPEOYHHU ACITH U UMIIAQHT 3a
raaykoma"' Cyma 782333.33 BGN Hauaana nara 01-12-2015 Kpatina gata 01-12-2017r.

— YMBAA "TlaoBaus" - A, rp.IlaoBouB, "locTaBKka Ha MEOUIIMHCKHU HU3/IEANd, BKAIOYBAIIL
BBTPEOYHHU A€IIM M HMMIIAQHT 3a TAayKoMa M ApyrH KoHcymMatuBU 3a OuHo otaeseHume' Cyma
1769852.00 BGN (Bulgarian Lev) Hauaana nata21-12-2015Kpatina nata 21-12-2016r.

B moae ,Ynpaenenue Ha eepuzama Ha docmaeka“ yIACTHUKBT € [eKAapUpaa, de
oCUTypsIBa U IOANBPKA JOKYMEHTHpaAHA CUCTEMAa, ChbI'AACHO M3HUCKBaHu4ATa Ha 4a. 80, aa. 4 or 3MU.

[lepronuyHa mocTaBKa HA MEAMIIMHCKHY H3/IEANS U KOHCYMAaTHBH, HEOOXOAUMH 3a AefHOCTTa Ha 3
orneaenue ,,Ounu 6osectu” B YMBAA “TIpod. [I-p CrosH KupkoBuu®“ Al IIpoTokoa 1




Y4acTHUKET € 0T0eAdas3ba C ,0a“, 4e MPU HeOOXOIUMOCT IIle JOCTAaBU HU3UCKBAHHUTE MOCTPH,
OITMCaHHUS HWAM CHUMKHU Ha IIPOAYKTHUTE, KOUTO HE € HeoOXoauMO [aa ca HOPUAPYKEHU OT
cepTuUKATH 32 aBTEHTUYIHOCT.

B moae 3a nopvuku 3a OJocmasku Cepmugukamu om UuHCMUMYUUU NO KOHMPOSL HA
Kauecmeomo y4acCTHHKBT € [AeKaapHupaa, de mnpurexana Ceprudurkar SO 13485:2016 /NeQS6
020895 0386/, obxBaT:mmpoekTHpaHe U pa3paboTKa, MTPOH3BOACTBO, AUCTPHUOYIUS W CEPBHU3HA
0PTAAMOAOTHYHH YCTPOMUCTBa, O(QPTAAMOAOTHYHH pPAa3TBOPH, IIPOAYKTH 3a TpHXKa 3a KOHTAKTHU
AT, OPTAAMOAOTHYHH HMIIAAHTHU, BUCKOEAACTUKA M Op., usnageH Ha 23,05,19 - BaaumeH 0
08,05,2022r.- /oTHOCHMM 3a BCHYKH 0DOCOOEHU IIO3UIIMHM W HOMEHKAAQTYPHH €IUHUIU, C KOUTO Ce
ydactBa/. EC ceprudukar /NeGl 17 03 20895 339/ - LlaaocTHa cucuTeMa 3a OCHUTypsSBaHE Ha
KadecTBOTO, u3maneH Ha 07,04,17- Baamgmen mo 08,04,2022r. /oTHOCHM 3a BCHYHU 000COOEHH
MIO3UIIMH U HOMEHKAATYPHHU €IUHHUIIN C KOUTO ce ydacTBa/. [eKaapalyud 3a ChOTBETCTBHE H3aeHa
Ha 04,11,12 , BaaugHocT - 6e3cpouyHa /3a 060cob6.mo3. Nel, HomeHKkaaTypu 1,1 u 1,2., [lekaapanus
3a cwoTBercTBUEe wu3neneHa Ha 30,08,2011, BaamgHOCT-Oe3cpouHa /3a 0060c00.1103.Nel,
HoMeHKAatypa 1,3., [lekaapaiug 3a ceoTBeTCcTBUE H3neneHa Ha 06,10,2015, BaamgHocT-0e3cpoyHa
/ 3a 060co6.1m103.Nel, HomeHKAATYpa 1,4/., [leKaapaliusa 3a ChOTBETCTBHE u3neneHa Ha 06,11,2013,
BaAUOHOCT-0e3cpoyHa /3a o000co6.1mo3.Nel, HOMeHKaaTtypa 1,14/., [Jekaapaiysd 3a CHOTBETCTBUE
n3neneHa Ha 22,09,2010, BaamgHOocT-O6e3cpouyHa / 3a 060c06.1103.Ne2, HOMeHKaaTypa 2,1/.,
[ekaapaliys 3a CbOTBETCTBHE M3AazeHa Ha 17,11,2010, BaaumgHocT-6e3cpodyHa /3a 060c00.1103.Ne2,
HOMEHKAaTypa 2,2/., [lekaapamus 3a CbOTBETCTBHE U3aaaeHa Ha 15,12,2005, BaaugHoCT-0€3CcpodyHa
/ 3a 060c06.1103.Ne2, HOMeHKAaTypa 2,6/., [Jekaapalyg 3a CbOTBETCTBUE HU3naneHa Ha 05,07,2012,
BaAUOHOCT-0e3cpoyHa /3a 060cob. 1mo3. Ne 2, HomeHKaaTypa 2,8/., Jekaapaiyd 3a CHOTBETCTBUE
u3naneHa Ha 26,01,2012, BaamgHocT-0e3cpoyHa / 3a 000c00.1m03.Ne3, HoOMmeHkaaTypa 3,1/.,
Iekaaparyg 3a cboTBeTcTBUE u3naneHa Ha 20,04,2012, BaaunHocT-0e3cpodyHa /3a 060c06.m03.Ne3,
HOMeHKAaTypa 3,3/.

B pazoden It CxeMu 3a ocuUrypsiBaHe Ha KadeCTBOTO U CTAHOAPTH 32 €KOAOTHUYHO YIIpaBACHHE
VIacCTHHUKEBT € 0TOeAs3ba, de mpurexkaBa Ceptudgurar ISO 9001:2015 na “Buxkomen” OO, No
10074722, nznanen ot Lloyd's Register EMEA Branch 3a u ot umetro Ha Lloyds Register Quality
Assurance Limited, mepBoHayasHo omobpenue: 26.04.2006 r., Tekyr ceprucdpukar: 26.04.2018 r.,
nata Ha BaaumgHocT: 25.04.2021r., obxBatr: TbproBuss Ha €OpO C AE€KapCTBEHU IMIPOAYKTH,
MEeOUITMHCKHU U3ZieAus U obopyaBaHe. [loOpa AucTpubyTOpCcKa mpaKTHKA.

YYaCTHUKBT € TTOCOYHA JAHHH OTHOCHO AMYHOTO CBCTOSHHE U KPHUTEPHHTE 3a MOA00P, KOUTO
OTTOBApPSAT HA U3UCKBAaHUSITA Ha BB3A0OKUTEAS.

KomMmucugara gomycka mo IIocAeaBallo yJacThe B Ipolieaypara ydacTHuka ,BHKOME O0OM.

2. Komucudgara ycTaHOBH, Y€ YIaCTHUKET ,PCP“ EOOM e npencraBua eEE/IOIT Ha eAeKTPOHEH
HOCHTEA, TIOAITHCAH C eA. IoAruc oT ympaButead Pado CredanoB PubapoB u creimmsa eEE/IOII,
pa3redaTraH Ha XapTHEH HOCUTEA.

Y4yacTHUKET e mnpeactaBua Omrc Ha OOKyMeHTHTE B odeprara M [lekaapamnus 3a cbraacue
3a 00paboTKa Ha AUYHUTE MAHHU.

Caen pasraexaaHe Ha nnogaaeHud oT ydacHuKa eEE/IOIl koMucuaTa yCTaHOBH CAETHOTO:

2.1 B Yacm III: OcHosaHusl 3a uskarousaHe Y4acTHUKBT € MapKHpaa C ,He“ OCHOBaHUSATA,
CBBbpP3aHHU C HaKal3aTEeAHH IIPUCHAN; OCHOBAaHHUATA, CBBP3aHH C I[AAIAHETO HAa MOAaHBIU HAHU
COLIMaAHOOCUTYPUTEAHU BHOCKH; OCHOBaHUSTA, CBBP3aHU C HECBHCTOSTEAHOCT, KOH(AUKT Ha
WMHTEPECH UAU TIPOPECHOHAAHO HapylleHHe, I[IoJaBaHe Ha HEBEPHH [JaHHU, YKpHUBaHE Ha
uHoOpMaIus, HeIpeacTaBsHEe Ha NOPUApPYKaBalld [JOKYMEHTH H IIOAydYaBaHE Ha IIOBEpPUTEAHA
uHpopMamnus BBB BpB3KA C Ipoleaypara U CHeU(PUIHUTE HAIIMOHAAHW OCHOBAaHHS 3a
H3KAIOYBAaHE.

[lepronuyHa mocTaBKa HA MEAMIIMHCKHY H3/IEANS U KOHCYMAaTHBH, HEOOXOAUMH 3a AefHOCTTa Ha 4
orneaenue ,,Ounu 6osectu” B YMBAA “TIpod. [I-p CrosH KupkoBuu®“ Al IIpoTokoa 1



B Yacm IV: Kpumepuu 3a noobop, paszden A:['0OHOCM yIaCTHUKBT € IIOCOYHA, Ue
nputexana 6e3cpouyHo PaspeleHue 3a THProBUd Ha eOpo C MeOUIIMHCKY u3aeaud oT MAA / Ne IV-P-
T/ MM /021/ 29.08.2007r. 1 € BIIMCaH B TbPTOBCKHUS PETUCTHP.

B pazoden B: TexHuuecku u npogpecuoHaniHu cnocobHocmu yIaCTHUKEBT € OeKAapHUpaA CAETHUTE
U3II'bAHEHHU JOCTaBKH:

— YMEBAA ,Csetra AunHa" — Cocdusa A/l, [loctaBKa Ha CHelU(PUIHN MEIUIIMHCKH KOHCYMAaTHBU
3a Kamnuka no ounu Ooaectu npu YMBAA ,CsBera Auna” — Codusa A, Cyma 96 BGN (Bulgarian
Lev)Hauaana nata31-07-2018 Kpatina gata31-07-2019

— MBAA Cs.UBau Puacku Pasrpan A rp.Pasrpazn, [JoctaBka Ha MEOUIIMHCKH H3OEAUSI U
koHcyMaTuBH, Cyma 860292 BGN (Bulgarian Lev) Hagaana mara 03-12-2018 Kpatina mata 03-12-
2019;

— MBAA «/[I-P BPATAH IIYKEPOB» A/l rp. CmoagH, [locTaBKa Ha MEAUIIMHCKH UMIIAQHTU U
HHCTPYMEHTapHUyM, HEOOXOAMMH 3a AedyeHHeTo Ha mnanueHtutTe Ha MBAA “/I-p Bparau llykepos”
Al, Cyma20100 BGN (Bulgarian Lev)Hauyaana nara24-08-2018Kpaiina nara24-08-2019

B nmoae ,¥npaenenHue Ha eepuzama Ha docmaekKa“ yJacTHUKET € AeKAapupaa, de pupmara
MMa BHEApeHa MOOKyMEHTHpaHa CHCTeMa 3a IIpocAelsiBaHe 0e30IacHOCTTa Ha MEIHUIIMHCKHUTE
M3aeAnd, IIyCHATH Ha I1a3zapa W 3a OAOKHpaHe, W HM3TETAsSHEe OT I1aszapa Ha Me[. HU3/IEAHs, IIOKa3aAHu
HECBHOTBETCTBHE C U3UCKBaHUATA 3a 0€30I1aCHOCT.

Y4acTHUKBT € 0TOeAs3bA C ,0a“, 4e IpHU HEeoOXOOUMOCT IIe JOCTaBU U3UCKBAHUTE MOCTPH,
OIIMCaHUs HAM CHHUMKU Ha IPOAYKTHUTE, KOUTO HEe € HeobXoauMo [naa ca OPUAPYKEHU OT
cepTudUKATHU 32 aBTEHTUYHOCT.

B moae 3a nopvuku 3a oOocmasku Cepmugpukamu om uHCMUMYyUuu nNoO KOHMPOJS HA
Kauecmeomo y4acTHUKBT € IOITbAHUA cAeHaTa mHpopmalmd: www.itanet.eu, Kog: CEPTUPUKAT
Ne BG/0529Q /0448, UsnaneH(o) oT International Technical Alliance I.T.A. S.r.1.

Komucusara HanpaBU IIpoBepKa B IIOCOYEHHS HUHTEPHET CalT 3a HAAWYHUETO Ha CepTH(UKATH,
H3rOTBEHU OT OQHUIIMAAHO [PHU3HATHU HHCTUTYLIMH HAW areHIIMU II0 KOHTPOA Ha KadecTBOTO,

[OOKa3Ballld CHOTBETCTBUETO Ha IIPOAYKTUTE, HO He YCIIS [Ja yCTAaHOBU HaAW4YHeTO Ha TakbB. Caefn
BBBEXKIAHETO OT KOMHCHUSTA Ha IIOCOYEHHs KOJ He Ce IIoKasBa HeoOXoouMaTa U HysKHa
vuHoOpMaId 3a YAOCTOBepsiBaHE HAYHMAMETO Ha CepTU(UKAT OT HWHCTUTYILIMHM II0 KOHTPOA Ha
Ka4ecTBOTO.

BB3A0KUTEAIT MOaBa BB3MOXKHOCT Ha YYacTHHUKA, B _CPOK OT 5 /mer/paboTHH [OHH _OT
IIoAydaBaHe Ha HaCTOdHMdA MHOPOTOKOoA, Aa npeactaBu HOB eEE/IOIl ¢ KOpeKTHO MOIrbAHEHA

nHopManusa B noae 3a nopbvuku 3a docmasku Cepmucguramu om uUHCMUMYUUU NO KOHMPOS HA
Kauecmeomo, KaTO CA€ABa Oa II0OCOYH IIOHE €IWH akKTyaseH ceprtudukar 3a kadecrBo /EN ISO
9001:20xx, EN ISO 13485:20xx uWAM €KBUBAaA€HTHH Ha TdX/, H30aZeH OT aKpeaIuTUpPaHU
WHCTUTYLIUY HUAW areHIIMH Ha UMe Ha IPOU3BOAUTEAd U IIOHE eQUH akTyaseH ceptudukar /EN ISO
9001:20xx, EN ISO 13485:20xX MAM €KBUBAA€HTHH Ha TdIX/, U3Aa[€H Ha MMETO Ha y4JacTHHKA 3a
BBbBeeHA CHUCTeMa 3a yIIpaBA€HHE Ha KadecTBOTO, C 00XBaT €IHAKBB HAM CXOAEH C IpeaMeTra Ha
roppyKaTa, yAOCTOBEpSBAlll CHOTBETCTBUETO Ha CTOKHTE CBHC CHOTBETHHTE CHIEIU(PUKAIIUU HAU
CTaHOapTH, KaKBOTO € H3UCKBaHeTO Ha Bb3aoxkureada B paszgea IV ,M3uckBaHua KbM y4aCTHUIIUTE,
CBBP3aHU C KpUTepUUTe 3a roabdop”, T.3.2 oT yrBbpacHaTA JOKYMEHTAIIHS.

Ha ocuoBanune ua. 67, aa. S ot 30II, BB3A0KUTEAIT U3HUCKBa OT yYacTHHKA Ja IIPEeACTaBU
3aenso ¢ HoBuda eEE/IOIl u 3aBepeHU KOIIHMA OT AEKAAPHUPAHUTE CEePTH(PHUKATH, IPUTEXKaBaHU OT
IIPOU3BOOUTEALD U yYaCTHHKA.

3. Komucuara ycranoBH, de yaacTHUKET ,KOHTAKT MEAHUKBA HHTEPHELI'BHBA“ OO/ e
npeacraBua eEE/OIl Ha eaeKTpOHEH HOCHUTEA, IIOAIIHNCAH C €A. IIOAINC OT yIpaButeas EkarepuHa
XpucroBa P'IOHneBa.

Y4acTHUKET € IpeACcTaBHA U OIHC Ha IIPEACTAaBEHUTE MNOKYMEHTH M [lekaapamusa 3a cbraacue
3a 00paboTKa Ha AUYHU JaHHU.

[lepronuyHa mocTaBKa HA MEAMIIMHCKHY H3/IEANS U KOHCYMAaTHBH, HEOOXOAUMH 3a AefHOCTTa Ha )
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http://www.itanet.eu/

Caen pasraexxgaHe Ha nogaaeHus oT ydacHuKa eEE/IOIl koMucuaTra yCTaHOBU CA€IHOTO:!

3.1 B Yacm III: OcHogaHusl 3a u3Kaiou8aHe YIaCTHHUKEBT € MapKHUpaA C ,He“ OCHOBaHUSITA,
CBBP3aHHU C HaKas3aTeAHH I[IPHCHAH; OCHOBAHHATA, CBBP3aHH C I[IAAIIIAHETO Ha [JaHBUIU HAHU
COLIMAaAHOOCHUTYPUTEAHH BHOCKH; OCHOBAHHUSITA, CBBP3aHU C HECBCTOSTEAHOCT, KOH(AHUKT Ha
HHTEPECH HAU IIPOPeCHOHAAHO HapyllleHHe, II0/laBaHe Ha HEBEpHM [JaHHU, YKpUBaHe Ha
nHQoOpMaIus, HeIpeACTaBsSHe Ha IpHApYy:KaBallld AOKYMEHTH H II0AydYaBaHe Ha II0BEpHUTEeAHA
nHopMaluss BBB Bpb3Ka C IIpoleaypara U CIHeHU(pPUYHUTE HallMOHAAHM OCHOBaHUA 3a
H3KAIOYBaHE.

B Yacm IV: Kpumepuu 3a noobop, paszden A:I'oOHOcm yIaCTHUKET € IIOCOYHA, Ue IIpUTeRaBa
O6e3cpouHo Pa3spelieHue 3a THPTroBUA Ha eOpo C MeaullnHCKH usaeaud ot UAA c per.Ne IV-P-T/MU-
317/10.03.2008 r. u € BriMCcaH B T'bPrOBCKUS PETHUCTEHP.

B pazoden B: TexHuuecku u npogpecuoHaniHu cnocobHocmu yIaCTHUKEBT € OeKAapHUpaA CAeTHUTE
HU3II'bAHEHHU JOCTaBKH:

— [OKII 2 - TIAEBEH, TI'P.ITAEBEH, JOCTABKA HA MEJUWIIMHCKNM UIAEANWA Cyma
241520.70 BGN (Bulgarian Lev) Hauyaana nata 16-06-2017 Kpaiina nata 22-01-2019;

— HMTB LIAP BOPUC III, TP.COPUA, JOCTABKA HA MEAVWIIVMHCKU U3OEAUYA Cyma
84226.00 BGN (Bulgarian Lev) Hauaana mara 19-07-2017 Kpatina narta 14-08-2018;

— MBAA ITPO®.[1-P TTAPACKEB CTOAHOB Al- AOBEY, [IOCTABKA HA MEAVMITMHCKU
N3OEANSA Cyma 191874.79 BGN (Bulgarian Lev) Hagaana mata 31-08-2016 Kpatina mata 30-04-
2018;

B moae ,Ynpaenenue Ha eepuzama Ha docmaexa“ YIaCTHUKBLT HE JEKAAPHUPAA,
ocUrypsiBa U nNoaabpzka JOKYMEHTHpaHa CUCTeMa, ChrAaCcHO U3UCKBaHUuaTa Ha 4a. 80, aa. 4 ot 3MU,
KaKBOTO € U3UCKBaHeTO Ha Bw3aoxkuread B pasnea IV ,M3nckBaHUG KBM YYaCTHHUIIUTE, CBBP3aHU C
Kputepuiite 3a mogoop“, T.3.4 oT yrBbpAeHATa JOKYMEHTAIlHs.

Y4acTHUKEBT € 0TOeAsI3bA C ,0a“, 4e HpPU HEeOoOXOOMMOCT IIe JOCTaBH H3UCKBAaHHUTE MOCTPH,
OIITMCaHUd HAM CHHMKH Ha IIOPOAYKTHUTE, KOHUTO HE € HCO6XOI[I/IMO Aa Cca IIPpHUAPYXKEHHUu OT

cepTudpUKaTH 3a aBTEHTUYHOCT.

B moae 3a nopvuku 3a OJdocmasku Cepmugukamu Om UHCMUMYYUU NO KOHMPOSA HA
Kauecmeomo y4acTHUKBT € MapKupaa ,0a“, 4e IIpuTekaBa CepTH(pPHUKAT, HO He € II0OCOYHA BHAA Ha
cepTudUKaTUTe, 06XBaTa UM, M0 KOTa Ca BAAUIHH U OPraHbT, KOUTO TH € U3/AA.

C oraen ropHHUTE KOHCTATAllMM, KOMHCHSTA 1aBa BB3MOXKHOCT Ha y4YacTHHKA B CPOK OT S /met/
paboTHU [HW OT IIOAyYaBaHe Ha HACTOAIIMSA IPOTOKOA, Aa IIPEACTAaBH Ha BB3A0KUTEAdT HOB
eEE/IOII, moamucaH ¢ eAeKTPOHHUS IIOAIINC Ha YIIPaBUTEAS Ha APYKECTBOTO, B KOUTO:

* B pasmea B: Texnuuecku u npodgecuoHanHu cnocobrocmu, Ynpaenernue Ha
eepuzama Ha docmaexa, a UMEHHO - OCUTYPsBa U IIOAAbPKA JOKYMEHTHPaHA CUCTEMA, ChIAACHO
M3UCKBaHugTa Ha YA. 82, aa. 4 or 3MU;

* B moae 3a nopvuku 3a odocmaexu: Cepmudukxkamu om uHCcmMuUmMyuuu no
KOHMpPON HA KAauecmeomo YYaCTHHUKBT CAE€IBa [a Oa II0COYH aKTyaAeH cepTudUKaTr 3a
Ka4yecTBO, U3Na[eH OT aKpPeAUTHUPAHU HHCTHUTYIIMHM HAW areHIIMM Ha HMe Ha IIPOU3BOAUTEAS U
TakbB, HU3[aZleH Ha HEroBO HMMe, 3a BbBeAeHa CHUcTeMa 3a yIpaBaeHue Ha KadectBoTo /EN ISO
9001:20xx, EN ISO 13485:20xx HWAHM €KBHUBAAEHTHH Ha TsdaX/, C 00XBaT eOHAKBB HAU CXOOEH C
IpeaMeTa Ha IopbYKaTa, YAOCTOBepsBalll CBLOTBETCTBHETO HA CTOKHUTE CBC CBOTBETHUTE
crielupUKAaIlM HAM CTaHAAPTH, KaKBOTO € H3HUCKBAHETO Ha DBB3aoxkureas B pasgmea [V

»,/3UCKBaHUS KBM yYaCTHHIIUTE, CBBP3aHU C KpUTepuiiTe 3a moxbop“, T. 3.2 oT yTBBpAEHaTa
[OOKyMeHTallUs.

Ha ocroBaHme 4a. 67, aa. 5 ot 3011, BB3AOKHUTEAIT U3UCKBA OT YYAaCTHHKA 1A IIPEACTaBHU
3aequo ¢ HoBud eEE/IOIT u 3aBepeHH KOOUS OT AEKAAPHUPAHUTE CepPTUPHKATH, NPUTEKABaAHU OT
IIPOU3BOAUTEAD U yIACTHUKA.

Komucusara mpukarodu pabora Ha 08.10.2019r.
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Komucusara 1ie mpoabaXXKu CBodTa paboTa CAel KaTo U3Tede CpoKa oT S5 /mer/paboTHH THU
OT IIOAyYaBaHE Ha HACTOLIIMS IIPOTOKOA OT BCEKH OT YYACTHHIUTE, B KOMTO ABaMaTra y4acTHHKA
cAelBa TIPENOCTaBAT HM3HCKBaHATa OT BB3AOKUTEAS MH(opMarusg U JOKYMEHTH 3a KOperupaHe Ha
YCTaHOBEHUTE AUWIICH, HEITbAHOTH HAW HECHOTBETCTBUS Ha MHQOpPMAIUATA OTHOCHO KPUTEPHUHUTE 3a
noabop Ha ygactHuiute ,,PCP¢ EOO u ,,KOHTAKT MEAUKBA HHTEPHEII'BHBA“ OO/.

KomMmucusa:

IIpencenareA:

JanuueHo cernacHo un.2 ot 33714,
1.0-p I[laamen [dparomupoB p:

|B'bB Epbaka c un.d2, an.5 or 300

YaeHoBe: JanuueHo cbrnacHo un.2 ot 33740,
2.Aumus XKenesa ToteBa .. |gve spvaka ¢ un.d2, an.5 or 301

3.AnB. Taraua Kek JanvueHo cbranacHo un.2 ot 33710,

|B'bB Epb3ka c un.d2, an.5 or 3001
4 .Huna AHacracos

5.Taus Pazres JanvueHo cernacHo un.2 ot 3371140,

|B'bB Epb2Ha c un.d2, an.5 or 300
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