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/M30bJHUTE/IEH TUPEKTOp/

OKOHYATEJIEH JTOKJIAJI

Ot Kommcusita, Ha3HaYeHa 3a TPOBEKJAHE HA MPETOBOPH B TPOIEAypa IO JOroBapsiHe 0e3
MpeBapUTEIIHO OOSBIICHHE 3a BB3JaraHe Ha OOIIECTBEHA IMOpPBYKA C MpPEAMET: ,, Tpancghysuonna
xemamonoeus* npu YMBAJI ,,Ceemu I'eopeu” EAJ] ep. Ilnosous, otkputa ¢ Pemenue Ne 702 ot

28.09.2018 r. na U3npnaurennus nupextop Ha YMBAJL ,,.Ceetu 'eopru” EAJ]

YBAXKAEMMU TPO®ECOP I’ KAMBA3O0B,

C mHacrosmus Bu noknmaaBame 3a paboraTa Ha ropernocodeHaTa KOMHUCHs, Ha3HaueHa 3a
MPOBEXKIaHE HA MMPETOBOPH B MPOLIEAYpa MO JIOToBapsiHe 0e3 MpeIBapuTEeITHO OOSBICHUE 32 Bh3JaraHe
Ha OOIIECTBEHA MOPBYKA C peaAMET: ,, Tpancgysuonna xemamonoaus‘ npu YMBAJI ,, Ceemu ['eopeu”
EAJl ep. Ilnosous, otkputa ¢ Pemenne Ne 702 ot 28.09.2018r. na M3nbJHUTENHUS TUPEKTOP HA
7e4eOHOTO 3aBEJICHNE, KAKTO CIIE/IBa:

1. CbcTaB Ha KOMHCHSITA, BKJIKYMTEIHO MPOMEHUTE, HACTHIU/IM B X0a Ha padora Ha
KOMHUCHSATA:

Komucwusita 6e onpeneneHa B Clie/IHUS ChCTaB:

IIpencenaren: Tenuo Bacune — Hawanuuk otnen ,JIIOOII” u riaBeH IOPUCKOHCYAT U

yjaeHoBe: 1. 1-p L{Bera Canabamesa - HayaHUK oTAeneHue “TpaHcy3roHHA XeMaToJIOTUs”
2. Panren Xpucrto3oB — Crernuanuct ,,O01ecTBeH! NOPHUYKA .

[IpomeHu B chCTaBa HE ce HAJIOKKXA IPE3 BPEMETO Ha paboTa Ha KOMHUCHUSITA.



2. Homep u 1aTa Ha 3amoBeJTa 32 Ha3HAYAaBaHe HA KOMHCHUSITA, KAKTO U 3all0BeIUTe, C KOUTO ce
HU3MEHAT CPOKOBeTe, 32JaYUTe U ChCTaBbT M:

Komucusra 6e naznauena ¢ Bama 3aroBeg Ne 741 ot 08.10.2018r. u BiociencTBue He ca U3BbPIIBAHU
IIPOMEHHU Ha CPOKOBETE, 3a/IaUUTE U ChCTaBA M.

3. KpaTrko onucanue Ha padOTHUSA NpoLec:

Komucusita m3nbinau 3anauute cu Ha 08.10.2018r., karo Oe crma3eH NMpenBUACHUS P 3a MPOBEKIAHE
Ha TpoleAypara W neucTBusita Ha KomwucusaTa, cbriaacHo 30I1 u ITITI30I1. Beuuku pemenust Ha
KOMHCHSITA Os1Xa B3€TH C IIBJIHO MHO3WHCTBO U HE 0s1Xa U3Ka3aHW 0COOCHU MHEHHSL.

4. KanauaaTure u y4acTHUIIMTE B POLeypaTa;

3a ydyacTue B IPErOBOPUTE CE SBHXA:

1., A30n Tpeita EOO/] rp. [InoBaus (Bxomsm Homep 8599/15.10.2018r. ot 11:024.)

2. ,,Aatucen bearapus® OO/ rp. Codust (Bxomsam nomep 8614/15.10.2018r. ot 12:04.)

5. JleiicTBusiTa, CBBP3aHM C OTBapsiHe, pa3IiieKJaHe M OLCHABAHe Ha BCAKa oT odeprHTe,
3asiBJICHUSATA 32 y4acTHe U NPOBeJAeHUTE NPEeroBOpH, KOraTo e NpHI0KHMO:

Odepture 0sXa OTBOPEHU B 3acelaHUE Ha KOMUCHSATA B IOCOYEHUTE BPEME U MSCTO B PEIICHUETO 32
OTKpHMBAHE Ha MOpPbUKaTa.

Cnen oTBapsiHETO Ha OQEepTUTE M KOHCTATAIMsl, Y€ HE BCUYKU ChIbPKAT HEOOXOJAUMUTE JOKYMEHTH,
0e M3BBPIIEHO INPSKO JOTOBapsHE C NPEICTaBUTENl Ha YydacTHUKA. [IpeacraButensaT 3asiBu, ue
MOJTbPrKa MPEUI0KEHUITA OT oepTara U ue HAMa APYrd NPeUI0KEHHSL.

Komucusra ouenu odeprara cbo0pa3HO METOUKaTa Ha MOpbUKATa U MpHUE, Ye MopbhUKaTa cjie/iBa Aa
ce BB3JI0kH Ha ,,AHTHCeN boirapus® OO/ rp. Codusi.

6. KitacupaHne Ha yYacTHHUIIUTE, KOTaToO € MPUJI0KUMO:

Karo mpunosxu kputepus 3a olleHKa, KOMUCHATA KJIacHpa Ha II'’bPBO MSCTO YYaCTHHUKA B JOIOBAapsSHETO
- ,,Antucen bearapus® OO/l rp. Codus.

7. llpenioskenne 3a OTCTPAHSIBAHE HA KAHAWAATH WM YYACTHULM, KOTaTO € IPUJIOKUMO:

[Ipu mpernex Ha chAabpKaliUTe ce B odepraTa JTOKYMEHTH Ha ydacTHuka ,S30H Tpeiin“ EOO/
KOMHUCHATA KOHCTATHPA, Y€ HE ca MPEICTaBEHU BCUUKH U3UCKYEMH JIOKYMEHTH, ChIJIACHO [TOKaHaTa 110
1. 64, an.2, ot [IpaBunHuKa 3a mpuilarane Ha 3aKoHa 3a 00LECTBEHUTE NMOPbUKU. JIOKyMEHTUTE HE ca
BBB BHJI U ChIbPKaHUE, ChIIIACHO M3UCKBaHUATA Ha BB3IoxuTesns, 3011 u II130I1, BxatounTenHo 1o
OTHOIIEHHE Ha KpUTEpUUTE 3a MOAOOp M TEXHUYECKUTE H3UCKBaHUA. Kommucusara ycTaHOBH, ue
CBILUAT HE € MPEeACTaBUIL:

1.0OTopu3aMOHHO MUCMO Ha UMETO Ha KaHJuAaTa OT MpousBoauTens Juaxem.

2. Jlexmapanusi 3a CBHOTBETCTBHME Ha MEAMIIMHCKOTO wu3fenue mo wi. 14, an. 2 or 3MU or

npousBoauTens Juaxem.



3.MHCTpyKIMsST 3a ymoTpebda HaA TMpeyIaraHuTe MEAUIMHCKH W3JeIUsT Ha OBJITapCKU €3UK OT
npou3BoauTens Juaxem.

4.Ceptucdukar 3a crorBerctBue ¢ ISO 13485 ot npousBoautens [uaxem.

Kazanoro npezcrapiisiBa Hepe1OBHOCT Ha odepTaTa U Hajara OTCTpaHsIBaHE HA yYaCTHHKA.

Hanuue e HechoTBEeTCTBHE Ha 0hepTara ¢ ycinoBusaTa Ha Bb3noxurens u npoueaypara.

[Topagu HEBB3MOXKHOCTTA 3a OTCTpaHsABaHE Ha MOpOLUTE B odeprara Ha y4aCTHMKA MU MOPaau
KOHCTaTUPAHUTE B HEsl HEChOTBETCTBHUS, ChIllaTa HE OTIOBAPS Ha ycJIoBUATA HA Bb3noxurens.

IIpedeuo usnoxcenomo, Komucusama npeonaza yvuacmuuxa ,HAzon Tpeio“ EOOHd o0a o6woe

OMCMpanen om yuacmue 6 npoyeoypama na ocnogarue uia. 107, m.2, 6. ,a” om 3011

8. MoTuBH 3a 1onycKaHe MM OTCTPAHSIBAHE HA BCEKU KAHIAMIAT WIN YYACTHUK:

VY4acTHUKBT B mpoleaypara 6e JomycHaT NMpeABU YCTAHOBEHO cla3BaHe Ha u3uckBaHusta Ha 30I1,
[I130I1 1 u3ncKkBaHuATa HA BH3JIOKHUTEIS.

9. lIpeasio:keHue 3a CKJIKYBAHE HA JOrOBOP € KJIACHPAHHUS HA BPBO MACTO YYACTHUK WM 3a
NpeKpaTsiBaHe HA MPOLEAYPATA ChC CHOTBETHOTO IIPABHO OCHOBaHHeE, KOTaTO € MPUJI0KUMO:
[Ipennarame a Ob/i€ CKIIOUEH JIOTOBOP 3a M3MBJIHEHUE HA NMOPBhUYKATa C KJIACHPaHMsI HA II'bPBO MSICTO
y49acTHUK ,,AHTrcen boarapus* OO/,

10. Onucanue HA NpeACTABEeHUTE MOCTPH M/HJIM CHUMKH,

KOraTo e NpuJjioxnMo:

Henpunoxumo.

HpI/IJ'IO)KCHO Bn npeacrTaBaAMe BCUYKU NOKYMCHTHU, U3IOTBCHH B XOJa Ha pa60Ta Ha KOMHCHATA, KaTO

IMPOTOKOJIM, OUCHUTCIITHU Ta6J'II/IIII/I u ap.

Jlara Ha npencTaBsiHe Ha Bb3noxuTens: 16.10.2018r.

MPEJCEJATEI: ......... R,
YJIEHOBE: ... oeeeenn.
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Jluunume oannu na unenoseme Ha Komucusma ca 3anudenu Ha ocnoganue 4i. 4 om 33J1/] 6v6 ap. ¢
un.226 om 30I11



