INIPOTOKOJI

Huec, 09.08.2017r., B rp.lllymen, B xabuuer CuyeroBOicTBO B Crpagara Ha
»KoMIIekceH oHkonoruuer ueHTbp-llymen™ EOQQ/I, rp.lllyMen, ce nmpoBene 3acefaHHe Ha
KOMHCHHTA - 38 NPOBEXIaHe Ha OTKputa npoueaypa mo 30I1 nmybnuuxo cheTe3anyHe —

" JlocTaBka Ha MemHIHHCKH H3fenus no [Ipunoskenue Nel, 3a myxmute Ha ,, KOL[-Illymen”
EQOI”.

KomucuaTa, HasHageHa cbc 3amosen Nc081/09.08.2017r., Ha VYmpasutens Ha
Branoxurens 3anouHa pabora B 14.30 vaca B nesieH chetas: 1.0Kanera flonera - BeTpernen
oputop, llpencemaren, 2.Ilersp Bemuxor —~ mexkap KJIJI, unen 3.Crosuxa JumoBa —
onepatuonHa cectpa OXO, unen, 4.IIvpronera IIETEBA mar.dapmauedT, unen, 5.ITnamen
[letkoB — ropHCT, YieH.

KoMucusTa 3amoysa pasriexnaHeTo Ha 3asBICHHETO Ha YYACTHHKA H HANHYHETO HA
u3nckyemute 1o 439 or IIII30I1 u usncKyeMuTe ¢l OT BB3IOKHTENS JOKYMEHTH,

Ilo m3nckBanuaTa Ha Be3mo:kuTens Beuaka odepra TpsaGea Ia chabpxKa:

A. JoKyMeHTH 10 A0y CTUMOCT:

1. Ommc Ha JOKYMCHTHTE;

2. Enunen eBporneitcku noxyment 3a obmectsenn nopsukd (EEJIOIN) 3a xanmunara B
CBHOTBETCTBHE ¢ HW3MCKBAHHATA HAa 3aKOHA W YCIOBHATZ HA BB3NOXHTENA, a KOIraro €
npunoxumo — EEJJOII 3a Bceku OT ydJacTHHIUTE B 00eIHHEHHETO, KOETO HE € IOPHANYECKO
JIMLE, 3a BCEKH IOIHM3IMBIHUTEN H 3a BCAKO JIHIE, YUUTO pecypcH wie OhIaT aHraKHpaHH B
H3MBIHEHUETO HA MOPEIKATA.

Branoxnrenat usnckea EEJJOI] nonsiHeH B ClIEHHTE YaCTH:

Yact I: Vndopmanus 3a mponeaypaTa 3a Bhajlarane Ha oblIcCcTBEHa MOpPBHYKA H 3a
BB3NAranis oprad MM BB3I0KHTEIA

Yacr II: MadopManus 3a HKOHOMMYECKHS ONEPATOP

Qacr III; OcHoBanug 3a H3KIIIOUBAHE

YHacr IV: Kpurepuu 3a nogop B Cae/iHUTE YaCTH:

- T.,,00110 yKa3aHye 3a Cna3BaHe Ha BCHYKH KPUTEPHH 3a nonbop”

- T. , OIHOCT”, MOATOUKA 1, ¢ OrJie]l yCTAHOBSBaHE HA CHA3BAHETO HA U3HCKBAHMATA 32
BAIMAHO pe3penieHue / YAOCTOBEPEHHE 32 THPTOBHSA HA €P0 C MEIMIIHHCKH H3ICIIHAL.

- 1. ,,B: Texumuecku u npodecHoranuu cnocodHocTH”, moATodka ,,16)”, karo or
ONMCAHHETO HA JOCTABKHUTC CJIEABA Ja CE YCTAHOBSABA CIa3BaHC HAa W3HCKBAHETO 3a CXOJHH
JOCTaBKH.

Kozamo wsucxeanuama no un, 54, an. 1, m. I, 2 u 7 wun 55 an 1, m. 5 30I] ce
OMHACAM 3G nogeve om eCHO uye, scuuku auya noonuceam edur u cviyy EEJOIL. Kozamo e
Haauye Heobxo0umMocm Om 3@uma HA JUYHUMEe OQHHU  ulu  npu  pasiuyue 6
obemosmencmaama, CEuP3AHU ¢ AUYHOMO  CbCMOAHUE,  UHQODMAYUAMA  OMHOCHO
wsuckganusma no . 54, an. 1, m. 1, 2 u 7 wun 35, an. I, m. 5 3011 ce nonvnea 6 omoenen
EEJOI 3a ecaxo auye uay 3a HAKOU OM Juyamd.

Cwanacno un. 40 om HTI30I, auyama no wn. 54, an. 2 uwn. 55, an. 3 3011 ca:

1. nuyama, xoumo npedcmagnagam yHacmHuKa wil kKauoudama,

2. nuyama, KOumo ¢d 4leHoee Ha ynpagumentu U Ha030pHU OP2aHY HA YHACHHUKA UAU
Kanouoama,



-

3. Opyeu nuya cvc cmamym, Kotimo um no3eonssa 0a 6NN NPAKO 6bpxy
dedinocmma Ha NPEORPUIIMUEMO NO HAYUH, eKBUEIENINEN HA MO3Y, 6ANUOEH 3a
npedcmasiasauume 20 iuyd, YieHO8Eme HA YNPAGUMERHUME UNY HAO30pHUME OPZaH U,

Jluyama no m. 1 um.2 ca, kaxkmo credsa: -

1. npu cobupamenno dpyoicecmeo - nuyama no ur. 84, an. I u 4. 89, an. I om
Topzo8ckia 3aKOH, )

2. NP KOMAROUMHO OPYIICECINGO - HEOZPAHUNEHO OM20BOPHUME CLOPYICHUYU 1O UL,
105 om Tvpzogckus 3akoH;

3. npu dpyaicecmeo ¢ ozpanutena omzo8opHoCH - auyama no ui. 141, an. lTu2om
TvpeoscKus 3aKoH, A NPU EOHONUYHO OPYHCECHIBO C OZPAHUYEHA omM2060opHOCH - Iuyama
no un. 147, an. 1 om Twpzoscxis 3aKom;

4. npu axyuonepHo dpyscecmeo - auyama no un. 241, an. 1, un. 242, an. I uHn. 244,
an. I om Tvp2osckus 3aKoH,;

5. npu KOMaHOUMHO OPYIICECMBO € AKYUU - RUYAMA 1O Y. 256 6b6 8PBIKA C UA. 244,
an. 1 om Tvpzosckus 3axon;

6. npu edHoAUYEH MbP20BEY - HUIULECKOMO LUYe ~ MbP206eYy;

7. Npu KIOH HA YyIHCOECMPANHO TUYe - IUYemo, KOEmo YRpasiasa u npeocmagiisd
KAOHA UWIY UMA QHANO2UYHU RPABA CH2NACHO 3AKOHOOAMEACMEOMO Ha QbPAHCAsAma, 8 KOAMO
KNOHDBIN € Pe2UCMPUDAH,

8. 6 cnyuaume no m. 1 - 7 - u npoxypucmume, Ko2amo uma maxuea;

9. 8 ocmananume CAYHAaY, BKIIOYUMERHO 30 YYICOECMPAanHume auya - 1uyama, Koumo
npedcmasnacam, Ynpasiaeam u KOHMpPOAUPam KaHouoama uini yYacmuuka coaacho
3aKon0damencmeomo Ha ObpHCABAMA, 8 KOSMO ca YCMAHOBEHU.

3. Ilpn awraxupane Ha NOJM3NBIHATENH YYacTHHKBT TpaOBa Ia TPEACTABH
ZIOKA3aTENICTBO 3a MOETHTE OT TOAU3IBIHNTEIUTE 3a0b/IKEHHA, CHIIIaCHO W 66, an.1 or 3011
— IlpejicTaBs ce MONMBIHEHA JEKIAPAITHA.

4. oxymenTute 1o 9. 37, an. 4 [TII30]T — npu ydacTHHIH — OBeAMHEHMA caeaBa a
ce TIpeICTaBH KOIHE OT JOKYMEHT, OT KOMTO € BUAHO NIPaBHOTO OCHOBAHHE 34 CH3JABAHETO MY.

5. JIokyMeHTH 3a JOKa3BaHe Ha NpEANPHUETHTE MEPKHM 3a HAISKIHOCT, KOraTo €
MIPHITOXHUMO;

6. Jexnapanus o wi. 3, T. 8 ¥ wr. 4 oT 3aKOHA 32 HKOHOMHYECKHTE H (PHHAHCOBHTE
OTHOIICHHS C JPYXXECTBATA, PETHCTPHPAHM B IOPUCIHKLIHME C Tpe(epeHIHaIeH NaHbyeH
PEXHM, CBBP3AHHATE C TAX JHUA H TEXHUTE ASHCTBUTENHHE COOCTBEHHIIH — Obpasen Neb

7. Hexnapaunsra o wi. 102 ot 3011, aKo ¢ npunoxuMo.

1.“Aptopent 1% EOO/I — Hanune ¢ Enunen espomnefickn JOKYMEHT 32 of1ecTBeHH
IIOPBLUKH ¢ HH(MOPMAIHI OTHOCHO JIHYHOTO CHCTOSHHC Ha YYACTHUKA ¥ KPUTEPHHTE 32 noznbop,
obpazeny Nel, mo HM3MCKBaHMATA Ha BB3NMOXKMTENH, MOLMHCEH OT umx.Muxann [opanos,
ympaputen. BrucaHM ca MHHHMAIHMTE H3HCKBaHMA 3a JIOMYCTHMOCT Ha oepTHTE:
HHpOpMALIHA 3a HKOHOMHYECKHS ..  OIEpaTop, OI1 Nel, HOMEHKIATypH
NeNe58,59,60,61,62,63,105,106,115; HAMa fa H3MON3Ba Yy KamauuTeT, ACKIApHpa JHICa Ha
obcroaTencTaara mo wi.57, naparpad 1 ot Mupextusa 2014/24/EC, nexnapupa H3NNAIIAHE HA
ABIXEMH TAHBIH M OCHIYPOBKH, AEKJIAapHpa, Y€ He € O0sBeH B HECHECTOATENHOCT ¥ HE € B
JIMKBHJALNS, JHICA Ha KOHQUIAKT Ha HarTepecd. Hamnexuno ca BMCAHH 0GCTOATENCTBATA
u3ncKyeMn oT Boanoxuaresns: Beanoxutenst usncksa EEJJOI nonsIHEH B CIEAHUTE 9aCTH:

Yacr I: Wndopmanna 3a mpoueAypara 3a BhaNaraHe Ha OOIICCTBEHAa HOPBYKA U 32
BB3NAral(ys OpraH MM Bb3JIOKHTEIS

Yacr II: Hudopmanus 3a HKOHOMHYECKHS 0IIEpaTop

Yacr III: OcHoRaHu: 33 H3KITIOYBAHE

Uacr IV: Kputepun 3a moadop B CISOHATE YACTH!

- 1. ,,06110 yKa3zaHue 3a coa3BaHe Ha BCHYKH KPHTEPHH 33 noabop”



- 1., Jomuoct”, moxTouka 1, ¢ oraen yCTaHOBABAHE Ha CIIA3BAaHETO HA H3MCKBaHUATA 32
BaJIMAHO paspelenne / YAOCTOBEPEeHHE 3a ThproBua Ha CApo ¢ MEIULMHCKH H3NCIHA.

- T. ,B: Texuudecku ¥ NpodeCHOHANHH criocobHOCTH”, TIOATOYKa ,,16)°, KaTo OT
OIHCAHMETO HAa JOCTABKHTE CIENBA Ja Ce YCTaHOBABA CIA3BaHC Ha HM3UCKBAHCTO 34 CXOIHH
NOCTAEKH. YYACTHWKET € NOCOYMII TI0 TOJAWHH H3IIBIHEHH goctaBkn Ha MU xpM neuedHH
3aBeCHU. . ‘

Texnapupa Cepruduxar BAC EN ISO 2001:2008 BAS OMS V581-1, PaspeiicHHe 32

Teprous Ha expo NeIlV-P-T/MH Nel 101/07.07.2014, npunara dexnapauus O6pasen 6.
KoMucusTa TpHeMa, ue NPeJUIOKEHHETO Ha YHaCcTHHKA OTrOBaps Ha M3UCKBAHUATA 34

JTHYHO CHCTOSHHE 1 HAa KPUTEPHUTE 32 oabop. [Ipempui Ha TOBA, KOMHUCHATA €AHHO/YIIHO

P EII U

TIPEJUIOKEHUETO Ha yuacTH¥KA OTIOBaps Ha H3MCKBAHHATA 34 JIHYHO CBHCTOSHHE
¥ Ha KpHTEpPHHTE 32 T0a00D.

2"Bera Memukanx” EOOJ - Hamme ¢ Enusen eBponeHickd JOKYMEHT 33
oGleCTReH: TOPBYKH C HHGOPMALMs OTHOCHO JHMYHOTO CBCTOAHME HA y4acTHHKA H
KpuTepunTe 3a moxbop, obpasen Nel, mo m3ucCKBaHuATa Ha Bnanoxmrend, noamucaH OT
Jlumursp MBanos, ynpasutell. Brucand ca MHHHMATHHTE W3HUCKBAHMA 32 JOMYCTHMOCT Ha
odepruTe:  HHpOpMALHA 34 wuxoHoMmuueckus oneparop, OIl  Nel, HOMEHKNATYPH
N9N96,7,32,33,34,35,36,37,38,39,40,41,42,43,44,45,46,47,48,49,50,51,52,79,80,81,82,83,84,94
HIMa 4 WM3MON3BAa 4YyXI Kanall|WTeT, ACKiIapHpa urica Ha obcTosrTencTBara mo W7,
maparpad 1 ot JlupexTusa 2014/24/EC, mexnapypa H3MNalase Ha XbDKHMH JAHBUH H
OCHI'YPOBKH, [IEKIApHpa, Y6 He & 00ABeH B HECHCTOATEIHOCT A HE € B JMHKBUIAIHSA, THIICA HA
koH(uMKT Ha HHTepecH. HammexHo ca BIHCAHH ofcTosTENCTBATA H3UCKYeMH OT
Branoxuters: Beanoxutenar usnckea EEJTOII HONBAHCH B CASAHHTE HACTH:

Yact I: MudopMannsg 3a mpoueiypaTa 3a BB3JAraHe Ha oblIecTBeHa MOPHYKA H 32
BB3JIATALIHA OPTaH UITH BB3JIOKHTELL

Yacr 1I: Mugopmarus 32 HKOHOMHYIECKHSA 0LIepaTop

Yact I1I: OcHoBaHHA 33 H3KIMOUBAHE

Uacr [V: Kputepun 3a noabop B CICHHUTE YACTH:

- 1. ,,06W0 yKasaHHe 3a clIa3BaHe Ha BCHIKH KPHTEPHH 33 noxbop”

- 1., Tonsoct”, mojTouka 1, ¢ Orme/l yCTaHOBABAHE Ha CIIa3BaHeIO Ha H3UCKBaHHATA 33
BANKIHO paspelieHye / YIOCTOBCPeHHE 38 ThPTOBHA Ha EAPO C MeIHIIHHCKY H3IEIHSL.

- 1. ,B: Texuumyecku ¥ HpofreCHOHAHH ciioco6HocTH”, noxrouxa ,,16)”, Kato oT
OIMCAHKETO KA JOCTABKATE CNe/Ba [a CC YCTAaHOBsBA CMA3BaHC HA H3MCKBAHETO 332 CXOXHH
JOCTABKH. YUaCTHUKBT € HOCOYHIN M0 FOMUHH M3MBJIHCHH noctaBkd Ha MU kbM neuebnu
sasenenns — 2013r-2016r.

Nexnapupa Ceprudukar BAC EN ISO 20012008 BAS OMS V581-1,
JloOKyMeHTHpaHa CHCTEMa IO w1.82, and or 3MIH, ISO 13485:2003 na DOGSAN,
Jluuen3upan CKIaj B TPAHCTIOPTHH CPEJICTBA, IO CIpaBKa B peructepa Ha ASJI ce namepH
PaspeiieHue 3a TBProBUA Ha €ApO Ne IV-P-T/MM Ne544/31.03.2010r /pasmedyaTka OT
perucThpa C¢ TMpuiara KbM HaCTOAIIHA npotokos/, mpujara JleKknapaius O6pazent 6,
nomrucana ot Epa Bogenuvaposa, 0T yIpasHTCILA.

KoMHCHSTA [IpHEMa, Ue IPe/UIOKEHHETO Ha y4acTHHKa OTroBapi Ha H3HCKBaHMATA 32

HYHO CHCTOSHHE H Ha KPUTEPUUTE 32 IIOAGOP. IIpensui Ha TOBA, KOMHCHATA CAMHOAYIIHO

P E I U



TIPEJUIOXKEHUETO Ha yyacTHHKa OTrOBaps Ha H3UCKBAHMATA 33 JIMIHO CBCTOSHHC
H Ha KpUTepuuTe 3a noadop.

3.°Eqnak  Jasuar® EQOJI -~ Hamuine e EnueHeH €BpOICHCKH IOKYMCHT 32
OfIIeCTBEHH MOpPRYKM ¢ HMHGOpMalUsd OTHOCHO /MYHOTO CBCTOSHHEC HA yYacTHHKA H
KpHTepHuTe 3a moabop, obpasen Nel, Mo M3HCKBaHMATa Ha BB370XUTeNs, NORMHCAH OT
Inamen Kanaiimpxues, ynpasuresl. BoscaHd ca MEHHMAIHUTE H3UCKBAaHKA 32 JIONYCTHMOCT Ha
opeprute: uHbOpMaIMA 332 HKOHOMHYECKHS  OHEparop, OIT Nel, HOMEHKNATYPH
NoNe58,59,60,61,62,63,105,106,115; HAMa Ja H3MOJ3BA TYXI KaNalHTeT, ACKIapupa Juica Ha
obcTosTencTsara no wi.57, maparpad 1 ot Jupextusa 2014/24/EC, nexsapupa u3IIamane Ha
IBKEMK JAHBLY W OCHTYPOBKH, JEKIapHpa, 9e He ¢ o0sBeH B HECHCTOATENHOCT M HE € B
. JNMKBHEJAIHA, JUICA Ha KOHQNMKT Ha HHTepecH. [lexmapupa ckianosa Gasa M TPaHCIOPTHU
cpefictea. HajuieskHO ca BOMCaHH OOCTOATENCTBATa HM3UCKYEMH  OT Br3noxurtens:
BranoxurensT usucksa EEJ[OI] momsiaHeH B CASAHETE YacTH:

UYacr I: Vndopmanus 3a npolieAypaTa 3a Bh3jlaraHe Ha OOIIecTBeHa MOPBUKA H 32
BB3JIAralliis OpPras WiIH Bh3JIOKHTES

Yact II: MudopManus 3a HKOHOMHYECKHS OTIEPATOP

Yact I1I: OcHoBaHHA 3a H3K/IOUBAHE

Yact IV: Kpurepun 3a noabop B CIEIHUTE YaCTH:

- 1. ,,0610 yKaszaHHe 32 Cla3BaHe Ha BCHUKH KPHTEPHH 3a noabdop”

- 1. ,Jomuoct”, moaTodka 1, ¢ OTJIEA YCTAHOBABAHE HA CIIA3BAHETO HAa M3HCKBAHMATA 32
BANTHAHO paspelucHue / yIOCTOBEPEHHE 32 THProBUs Ha €/Ipo ¢ MEAHLMHCKY H3NEIHS.

- 7. ,B: Texuugeckn u npo)eCHOHAIHH cIOCOOHOCTH”, HOATOYKa ,,16)”, kato oT
ONMCAHHETO Ha JOCTABKHTE CJEJBa Ja Ce YCTAHOBSBA CNA3BaHE Ha HM3HCKBAHETO 3a CXOIHH
JOCTABKHA. YYaCTHHKET € IOCOYMI MO TOJMHH M3IBIHEHH NocTaBkKu Ha MW kM neueOHu
3aBeNcHUA ¥ BHAOBE MEIMLHHCKH H3/ICHI.

Tlexnapupa Cepruduxar Ne 10357, usmanen or QS Qaliti Service Zurich AG, ISO
9001:2008, ISO 14001:2004+AC:2009; OHSAS18001:2007, xaTo RoKa3aTenCTBa 3a CHCTEMH
33 yIpaBIGHME HA KA49ECTBOTO ! €KONOTHUHO yrpasnenue. [Ipunara xomue or Paspewenue 3a
TeproBus Ha expo Ne IV-P-T/MH-279/25.01.2008r, 3acmHe C TIPHJIOXCHHE, Npuiara
Hexnapaus O6pasel 6, NOANHCaHa OT yHpaBuTens. JIpencTass NMCMEHH JOKA3ATEIICTRA 2a
wambaEenH porosopu ¢ MBAJI Tyrpaxan, MBAJI ,,Cs.Mapuna”, MY-Coodus, ,,KOII-
Iiymer” EOO/L

KoMucHsaTa npuema, ye Mpe/UIoKeHHEeTO Ha yJacTHHKA OTroBaps Ha M3HCKBAHMATA 33

JHYHO CHCTOSHHE H Ha KpHTEpUHTe 3a nofbop. Ilpeasu/| Ha TOBa, KOMHCHATA CAHHOMYIIHO

P E Il U :

[TPEUIOXKEHWETO Ha yyacTHHKa OTTOBapsA HA M3HCKBAHHATA 32 JIHYHO CHCTOSHHC
H Ha KpHTepHHTe 3a 1oabop.

47CODAPMA TPEUJIUHI” AN — Hanuue e EnuHeH eBpoONeHCKH NOKYMEHT 32
o6IIECTBEHH NOPBYKH ¢ HHQOPMAIMs OTHOCHO JMYHOTO CBHCTOAHME Ha YYaCTHHKA H
KpHTepuutTe 3a mombop, obpasen Nel, nmo H3uckBaHuATa Ha BBH3JMOXKHTENS, NOANHCAH OT
Jumutep Humutpos — Hsm.paupekrop, A.H.H. Orman Jlones, IIpencenaren na CJI, Axren
ﬂopnaHOB u Jlanuesn XpUCTOB, IOCIEHUTES ABaMa WICHOBE Ha CJ1. Boucadu ca MHHEMAITHHTE
M3KCKBAHHA 3a JONYCTHMOCT Ha odepTuTe: MHPOpMAUHs 32 MKOHOMUYECKUs ONCpaTop, OI1
Nel, HOMEHKIATYPH NoNe
1,2,3,4,5,9,10,11,12,13,14,15,16,32,33,34,37,38,39,40,41,42,43,45,46,47,48,49,50,51,56,58,
59,60,62,101,102,104; msmMa Jja H3MON3BAa WYX KaNMalMICT, [CKiapupa JHIca Ha
ofcrosTencTpata no wi.57, maparpad 1 or Jupextrsa 2014/24/EC, nexmapupa M3IUTAIIaHS Ha




-

IBIDKEME JAHBIHM H OCHTYPOBKH, ACKIApHpa, 4e He € 00ABEH B HECHCTOATENHOCT ¥ HE € B
JMKBHOAIMA, JTHNCA HAa KOHOQIHKT Ha MHTepecH. Jleknapupa ckjagoBa 6aza W TPaHCHIOPTHH
cpencTBa, Hamnexno . ca  BhHCaHH OGCTOATENCTBATA HM3HCKyeMH OT  Bb3moxurend:
Branoxutenat usucksa EEJIOI momrsnHes B CASHUTE YACTH: .

Yacr I: MrdopManns 3a npoueaypara 3a Bh3jaraHe Ha oOILIECTBEHAa NOPBUKa M 32
Bh3JIaralilys Oprai HIIH BB3JIOKHTEN :

Yacr II: Undopmariis 3a MKOHOMHYECKHS ONIEPATOP

Yacr III: OcHOBaHHMA 32 H3KIIOUBAHE

Yacr I'V: KpuTepuu 3a noa0op B CIIEAHHTE YACTH:

- T. ,,OB61I0 yKazaHue 3a Clla3BaHe Ha BCHYKH KPHTEPHH 3a moabop”

_ - 1. ,JogHoct”, moaTodka 1, ¢ ornex ycTaHOBABAHE HA CIIA3BAHETO HA H3UCKBAHMATA 34
BAIMAHO paszpellieHHe / yIOCTOBEPEHME 3a THPIOBHSA Ha €APO ¢ MEMIIMHCKH H3/IETHA.

- 1. ,B: Texuudecku u mpodecHoHanHu CHocoOHOCTH, moarouka ,,16)”, xato oT
OTTHCARHHETO Ha JOCTABKHTE CIENBA [a C¢ YCTAHOBSRA CMA3BaHE HA M3MCKBAHETO 3a CXOIHH
JIOCTaBKH. YYAaCTHHKET ¢ IOCOYMI IO TOAMHHM H3IBJIHCHH JHocTaBkH Ha MM KkBM neuebHH
33BelCHHMA M BUIOBE MENHUIIMHCKH M3, CBIIO, ITOCOUBAa CKnanosa 0asa, TPaHCIOPTHH
CpelCTBa ¥ epCOHAN 34 H3OBAHEHHE HA HOPHUKATA.

Hexnapupa Ceptuduxar Ne BG 16/871329 2a BHefpeHa cHCTeMa 3a yNpaBJICHHC HA
xaugectBoTo ISO 9001:2015, oT SGS, cepruduxar Ne BG 16/871328 3a BHenpena cucTeMa 3a
ynpasnenre Ha ISO 14001:2015 ot SGS, xaro mokazarecTBa 3a CHCTEMH 32 yIpaBJIeHHE Ha
Ka4ecTBOTO M eKOJIOTHYHO yIpasieHue. JJocousa Paspemrenue 3a Tpropus Ha efpo Ne [V-P-
T-EU-S-046 u mocnensamy npomenu, npuiara Hexnapamms O6paser 6, noanucana OT
Wsn.gupextop JuMuThp JJUMHTPOB,

KomucHATa mppeMa, e MPeAIoKEHHET0 Ha YYaCTHHKA OTrOBapd Ha M3WUCKBaHHATA 3a

JAMYHO CHCTOSHME H Ha KpuTepHuTe 3a noadop. Ilpensun Ha ToBa, KOMHCHATA €¥HOIYIITHO

P E II H

[PEJNIOKEHHETO Ha yyacTHHKA OTTOBaps Ha H3HCKBAHMATA 3a JIAUHO CHCTOSHHE
H Ha KpUTEpHHTE 3a Moabop.

Komucusra npukmoun pabota B 16.30 yaca,

KomucuaTa npoasmkasa pabota na 15.08.2017r, 15.00 gaca.

B chcraBa Ha KOMHMCHSATA B3€Mar y4yacThe peseppHHTe M.c.Pymana Benukora u I-p
Muxann Kosases. HoBuTe wieHoBe nojnHcaxa aekinapauus no 1,103, an.2 or 30I1.

Ha HOBHTe YNeHOBE ce Jafe Bh3MOMKHOCT 14 ce 3ano3HasT ¢ Martepuanure no Ol u ¢
APOTOKOJHATE OT JOCEralHaTa paboTa Ha KOMHCHSTR,

5"Ka — M Memuxsn” EQOJH -~ Hanune e Epuuen eBponelicku NOKYMEHT 3a
OOIECTREHH TOPbUKY ¢ HHGOPMAUMs OTHOCHO JHYHOTO CBCTOSHHE HA YYacTHHKA H
KpuTepuuTe 3a monGop, obpazenm Nel, Mo H3MCKBaHUATAZ HA BB3MOXHMTENd, NMOANUCAH OT
Karepuna BoxkoBa, ynpaBUTeNl. Brucanu ca MEHMMAIHHTE M3HCKBAHHA 33 AOIYCTUMOCT Ha
opepruTe: MHpOpMalMs 3a HKOHOMMueckms omeparop, OIl Nel, HoMeHKmaTypu NeNe
6,7,46,48,49,50,51,52,100,105,106,,107 n 108 u OII Ne2, nomenxnarypu NeNe36 u 37; mama na
M3M0JI3BA UYK] KanaluTeT, AeKiapupa Junca Ha ofcToATencTsara mo wi.57, naparpad 1 ot
Jupextusa 2014/24/EC, nexnapupa H3IUIalaHe Ha IB/DKAMHM JaHBUH H OCHIYPOBKH,
JEKIapypa, 4e He € 00sABeH B HECHCTOATENHOCT ¥ HE € B IMKBHJALHA, JiMrca Ha KOH(IMKT Ha
wHTepecH. Hamnexxso ca BhHcanm OGCTOATENCTBaTa M3HCKYeMH OT  BBinoxuTesn:
Br3noxutensat usucksa EEJIOII nons/iHEH B CIEIHATE YaCTH!

Yacr I: MudopManua 3a mpolieAypaTa 3a Bb3jarade Ha oOLIECTBEHA IOPBUKA H 33
BB3NArAIIESL OPraH UITH BB3NO0KHTENS
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Yacr II: Hudopmanius 3a HKOHOMHYECKHS ONEPATOP

Yact I1I: OcHoBaHHNA 3a H3KITIOYBAHE

Yact IV: Kputepun 3a noadop B CICAHATE YaCTH:

- 1. ,,O6110 YKa3aHHe 32 Cla3Bane Ha BCWYKH KPHTEPHH 32 nondop”

- 1., JomHoct”, morouka 1, ¢ OTNe yCTAHOBSBAHE Ha CIIa3BAHETO HA M3HCKBAHHATA 33
BaJMIHO paspellicHue / yIOCTOBEPEHHE 32 THPrOBUA Ha AP0 ¢ MEAMITHHCKH H3NETHA.

- 1. ,B: Texuuueckd U NpoCCHOHAIHY criocobHocTH”, moArouxa ,,160)°, kato oT
OHNUCAHMETO HA NOCTAaBKMTE CJEdBa [a Ce yCTAHOBABA Cla3BaHe Ha H3NUCKBAHETO 32 CXOAHH
JIOCTABKH. YUaCTHUKBT € IIOCOYRJI TPH JOCTABKH M3ITBIIHEHH NpE3 2017r, na MU k&M neyebnu
jaBefeHds W BHIOBE MEIHIMHCKH H3NENHS, CBINO, I0COYBA JIMIEH3UpaHa CKianoBa 6asa,
TPAHCIOPTHH CPEJICTRA H MEPCOHAN 32 U3BIHCHHE Ha NOPhIKATa.

Jexnapupa OTOPH3ALMOHHM THCMa OT TPOU3BOIMTENHTE BioSintex u Grena, c
OCOUEHY CHCTEMH 32 YIIPaBleHHe Ha Kad4eCTBOTO, NeKIapupa, 4e pUTeXasa Ceprudukat 3a
BHEJ[PeHA CHCTEMa 32 YIpaBJleHHe Ha KadecTBoTo ISO 0001:2008. ITocouna Paspeienue 3a
THLProBHS HA €Ip0 C MEIHIHHCKM H3memns Ne IV-P-T-MU-1324/11.08.2016r., npujara
Jexnaparus O6pasen 6, noanucana ot Katepuna Boxxora, ynpasuren.

KoMHCHsTa TipHeMa, de TIPeUTOKEHHETO Ha yYacTHHKA OTrosaps Ha H3HCKBAHMATA 3a

JIMYHO CHCTOSHHE H HA KpHTepuuTe 3a noabop. [1pensu Ha ToBa, KOMUCHATA €TMHOIYIITHO

P E II H :

[IPEJIVIOXXEHUETO Ha y4acTHHKA OTFOBaps Ha H3HCKBAHHATA 3 JIHIHO ChCTOAHHE
H HA KpHTEPHHTE 3a oA0op.

6.”bukomen” OOJ — Hamune ¢ EanneH eBpomeicKyd INOKYMCHT 3a obLIecTBEHH
HOPBYUKM ¢ MHOPMALHS OTHOCHO JTMYHOTO ChCTOAHHE HA Y4aCTHHKA H KPHTEPHHTE 3a nonbop,
obpazerr Nel, 1m0 M3HCKBaHuATa Ha BB3ROKUTENS, IOANUCAH OT Hsanka Ileuesa, ynpaBuTen.
BrucaH® ca MHHEMAIHATE H3UCKBaHMA 3a JOIMYCTHMOCT Ha obepTuTe: HHpOpMauus 3a
uKoHOMHHecKus omepatop, OIT Ne2, Homenk/aTypn NoNe 16, 17, 18, 19, 20, 21 u 22; HaMa fa
M3N0N3Ba WYX KANallHTeT, JeKIapupa JTHIca Ha o0CToATeNCTBaTa 1o 4157, maparpad 1 or
Iupexrma 2014/24/EC, nmeknapupa JHIICA HA 3aiB/DKCHHA 33 JAHLUM H OCHTYPOBKH,
JEKTApUpa, ue He ¢ 00sBeH B HECHCTOATENHOCT U HE € B JIMKBUIALMS, JIMIICA Ha KOHQJIUKT Ha
unTepecy. Hamnexxno ca BIMCAHH OOCTOATENCTBATA H3UCKYeMH  OT Br3nonarens:
Bragoxurenat usncksa EEJIOI nonbiHeH B CIEAHATE YacTH:

Yact I: Mudopmaius 3a Npoueaypara 3a Bb3jlaraHe Ha oblnecTBeHa MOPBYKA H 32
BB3/Iaralysi Oprad WIH Bb3IOKUTENIA

Yacr II: Undopmanus 3a HKOHOMHYECKHS OTIEpaTop

Yacr III: OcHoBaHuA 33 H3KMOYBaHE

Yacr IV: Kputepun 3a 1ion0op B CICAHUTE JACTH:

- T. ;0610 yKasaHue 3a ClIa3BaHe Ha BCHYKH KPHTEPHH 32 nonbop”

- 1. ,,JomHocT”, mojTO4YKa 1, ¢ Orne] ycTaHOBABaHe Ha CIa3BaHCTO Ha M3HCKBAHUATa 38
RATHIHO paspelenye / yAOCTOBEPEHHE 32 THProBUd Ha EPO ¢ MEAHIIMHCKI U3/

- 1. ,B: Texuudecku ¥ TIPOQECHOHATHH criocoBrOCTH”, TmoaTouka ,,16)”, xato oT
OIMCAHHETO HA MOCTZBKUTE CJIe[Ba [a ce YCTAHOBARA CHa3BaHE HA HIMCKBAHETO 32 CXOIHH
JOCTABKH. YHaCTHMKBT € 1ocodun B mepuona 2012-2017r u3nbiHEHH NOCTABKH HA MU xpM
NeqeGHE 3aBE/ICHHA W BHIOBE MENHUMHCKH M3JEHS, CBINO, HOCOYBA JIMICH3MpAH CKIal,
TPAaHCIIOPTHY CPEACTBA K IEPCOHAN 32 H3IBJIHCHHE Ha [IOphHKaTa.

Texnapupa Ceptuduxar Ne BS EN ISO 9001:2008 ma ,buxomex” OOH Ne
SOF0368329, mbpBoHavanHo ogobpenne 26.04.2006r, Texywt ceprudpukar 26.04.2015r,
BAMHIHOCT 70 25.04.2018r. Chino, nocousa AeKIaparus 32 CHOTBETCTBHC Ha MeIHIIHCKHTE



%

m3gemus u ceptudurarn: EC Ceprudurar Nel178173-2015-CE-IND, u3a. Ha 04.11.2015r,
pamper o 04.08.2020r, ceprudurar ISO 134852012 Nel48025-2013-AQ-IND-NA,
wamagen Ha 18.02.2017r. Tlocoura Paspemenue 3a ThproBus Ha expo Ne IV-P-T/MH-
135/23.11.2007r ot UAJL Tpunara Hexnapauus O6pazen 6, noanucaxa ot Mpanka Ilevesa,
YTIpaBATEI.

KoMucHATa MmpHeMa, e NPeUIOKCHAETO Ha YYacTHHKA OTroBapd Ha H3MCKBAaHHATA 32
JIMYHO CLCTOSHHE H Ha KpHTepuuTe 3a nogbop. [Ipexsua Ha ToBa, KOMHCHATA €MHHOLYIIHO

P E I K

IMPEIJIOXXEHUETO Ha yyacTHHKA OTrOBaps Ha M3MCKBAHHATA 3a JIMYHO CHCTOSHHE
M Ha KpUTepuuTe 3a noabop.

Komucusra npukniouu pabora 8 16.30 yaca.

KoMucuaTa npoxbikaBa pabora B meieH cherap Ha 16.08.2017T, ot 14.00 gaca.

7.“Memnaunx 2001“ EOOJA - Hamune e Epunen eBpome#cku NOKYMEHT 3a
o0lnecTEeHH TOPBYKH C HHGMOPMAnHA OTHOCHO JIMYHOTO CBCTOSHHE HA YYacTHHKAa H
KpuTepuuTe 3a monbop, obpaser Nel, no H3nckpaHMsTa Ha BB3T0KHTENA, TOANHCAH OT O-P
Padu Kapamxusn, ynpasuten. Brnucani ca MHHMMAIHMTE H3MCKBAHHA 3a JOIYCTHMOCT Ha
obepruTe: wuHpOpMaUMsA 3a HKOHOMHUeckusa omepatop, OII Nel, HOMeHKIATypH
NeNe6,7,9,10,11,32,33,34,35,36,37,38,39,40,41,42,43,44,45,46,47,48,49,50,51,52,53,54,55,56,
57,95,96,97,98,99,100; HamMa pma w®3NON3BA UYXKI KalanuTeT, J[AeKilapHpa JMica Ha
obcrogrencTBarta o wi.57, maparpad 1 ot Hdupexrura 2014/24/EC, nexnapupa auica Ha
3aJBb/KEHAA 32 JIAHBIH ¥ OCHTYPOBKH, AEKJIapHpa, de He ¢ 00ABEH B HEChCTOATEIHOCT H HE € B
JIMKBHIAIMS, JHICa Ha KOH(IMKT Ha MHTepecH. Hamnexwo ca Bmucanu ofcrodTencTsara
A3HCKyeMH OT Bo3noxurens: Branoxkurensrt uzncksa EEJJOII nonsaHeH B CIENHATE YACTH:

Yact I Yudopmanus 3a mpouedypaTa 3a Bp3jlaraHe Ha OOILISCTBEHA IIOPBYKA H 34
BB3JAralliis OpraH WIH BB3IOKHTEN

Yact II: Unpopmanud 3a HKOHOMHYECKUS ONEPATOP

Yact III: OcHOBanKA 32 H3KIIOYBAHE.

Yact IV: Kputepuu 3a noadop B CICIHUTE YACTH:

- T. ,,O0Imo yKa3aHHe 3a clia3BaHe Ha BCHYKH KpHTEpHH 3a noabop™

- 1. ,Jognoct”, moarouka 1, ¢ orye) ycTaHoBABAHE Ha CIa3BAHETO HA M3WCKBAHHATA 32
BaIMIHO pa3peLieHue / yIOCTOBEpEHHE 32 THPTOBHS Ha eIp0 ¢ MEAUUMHCKA H3ICIHA.

- T. ,B: Texunueckn u mpoecwoHanuu crnocobHocTH”, moAToYKa ,,16)”, Kato OT
ONMCAHHETO Ha JOCTABKUTE CIIEABA [Ja C€ YCTAHOBABA CHa3BaHE Ha H3MCKBAHETO 3a CXOIHH
JI0CTaBKU. YYACTHHKBT € Tocounn B nepxoja 2016-2017r uamsnuenH goctasku Ha MU xbM
seqeOHH 3aBeieHHd H BHAOBE MEIHLIHHCKH H3JEIHA.

Hexnapupa Ceprrduxar 3a ynpassieHHe Ha kadecrBoto ISO 9001:2008. Ilpunara
Hexnapauus Obpaser 6, moamucasa ot A-p Padpu Kapamxuss, ynpaBHTen.
KoMucusaTa npueMa, de [Ipe/UIOXKEHHETO Ha YYaCTHHKA OTIOBapsd Ha M3UCKBaHHATA 32
JIHYHO CBCTOSHHE H HA KpUTepHHTE 3a moadop. [Ipeasua Ha TOBa, KOMHCHATA EHHOAYIIIHO

P E II U

[IPEJJIOKEHUETO Ha yyacTHHKa OTTOBapA HA M3HCKBAHUATA 32 JIHYHO CBCTOAHHE
¥ HA KPUTEPHHTE 3a Ho0op.



8.“Menutex* OOJ[ — Hamune e Exmmen esporeiicku NOKyMEHT 3a oOIIECTBEHH
NOPBUKM ¢ HH(OPMALIHS OTHOCHO JIMYHOTO CHCTOSHHE HA YYaCTHHKA K KPHTEpHHTE 3a noubop,
obpazen Nel, mo m3uckpanuara za Beanoxurens, noanucad o Huxonait [Tlefikos, ynpasuten
u Enxa Wnmesa, ynpaeuten. Brnmcanu ca MHHHMATHHTE W3HCKBaHHsA 33 JNOTYCTHMOCT Ha
odeprrte: HHGOpMaUHMs 32 HKOHOMHYecKus oneparop, OIT Ne2, nomenxiaTypu NeNe 1, 2,3, 4,
HAMa [a M3MON3Ba YyXK[ KallanWTeT, AekiapHpa Jiunca Ha ofcTogTencrsara Ho 4wLS7,
naparpad 1 ot Hupextnsa 2014/24/EC, nexnapHpa nmica Ha 3aNbDKCHHS 33 JaHBUH H
OCHTYPOBKH, J€KIapHpa, ue He € 00ABeH B HECHCTOATENHOCT H HE € B JIMKBHJAIKS, JIUIICa Ha
KOBQUMKT Ha uHTEepecH. HamiexHo ca BOHCanH OOCTOATENCTBATA HM3UCKYEMH OT
Branoxurens: Beanoxutest naucksa EEJIOT] MONBIHEH B CICTHATE YacTH:

‘ Yact I: Mudopmanus 3a mpouedypaTa 3a Bh3jlaraHe Ha OOMECTBEHa MOPHYKE W 3a
BB3NAralms OpraH HIH Bb3I0MKHUTENT

Yacr II: UndopMmariys 3a HKOHOMHYECKHS OIIEPATOP

Yacr III: OcHoBaHHS 38 H3KIIOYBAHE.

TTo pasgen ,,I™, y4acTHHKET ¢ nexnapupai: ,,”Menutex” OO/ He € cBBp3aH0 JHLE”, 110
cmucenia Ha §2, T.45 or [P Ha 30II ¢ xpyr caMOCTOATENCH KaHAMIAT HIH YHACTHHK B
HacTosmara nponenypa”. Y ome, ,,3a ,,MEJIUTEX” OO/] He ca Hamuue oOCTOATENCTBATA 1O
91,3, 1.8 ot 3UOOJIPIOIIAPCTIITAC".

9. “Exoc Memuxa® QOJI — Hanuue e Exqunesn esponeifckd JOKYMEHT 3a 0OIIECTBEHH
TOPLUKH ¢ HHGOPMAIMA OTHOCHO JIMYHOTO ChCTOAHUE Ha yUacTHHKA M KpUTepHHTE 3a nnoabop,
obpaszen Nel, mo m3ucksaHuATa Ha Bn3nmoxurens, noanucan ot Enka WMmnesa, ynpaBuTen H
Huxoxnaii I1lefikos - cpApyXHUK. Brucany ca MEHHMAaMHHTE H3UCKBAHUA 3a JONYCTHMOCT Ha
obepruTe: MHQOPMANHA 332 MKOHOMHUYecKHs omepaTop, OIl Nel, HOMEHKIATYPHH €IMHHIM
NoNe
6,7,8,9,10,11,12,13,14,15,16,17,18,19,20,21,22,23,24,25,26,27,28,29,30,31,32,33,34,35,36,37
40,41,42,43,44,53,54,55,56,57,58,59,60,61,62,63,99,100,101,102,103,104,107,115. OI12,
HOMEHKJIaTypH NeNe
5,6,7,8,9,10,12,13,14,15,16,17,18,19,20,21,22,23,24,25,26,27,28,29,30,31,32,33,34,35,36,37
38,39,40,41,42,43,44,45,46,47,49,50,51,52.; HAMa na W3M0N3Ba 4YyXKJ KalailHTeT, JEKIapHpa
nunca Ha obcrosrencrsata mo wi57, maparpad 1 ot [upexrusa 2014/24/EC, nexnapupa
JHICAa HA 3aJbIDKEHHS 3a JAaHBIH H OCHTYPOBKH, JeKiapupa, 4Ye He € o0fgBeH B
HECHCTOATENHOCT M He € B JHMKBHAAUMS, JIHICAa Ha KOH(IMKT Ha HHTepecH. HamnexHo ca
BIHCaHH OOCTOSTENCTBATA M3MCKYeMH 0T Bramoxutens: Brosnoxurenar msucksa EEJIOII
TIOIIBJIHEH B CIICIHHTE YACTU:

Yacr I: Mudopmauus 3a Ipolie/lypara 3a BB3NaraHe Ha OOIIECTBEHA IOPBYKa H 3a
BB3JIATAINHUA OPTaH MIH BB3JI0XKATELA

Yacr II: Hudopmanus 3a HKOHOMHYECKHS ONIEPATOD

Yact 11I: OcHoBaHUA 32 H3KIOYBAHE.

Ilo paspmen ,['”, y4acTHUKBT € Jeknapupal: ,,"Exoc Memuka” OOJ] He e cBBp3aHO
naue”, mo cMucHaa Ha §2, T.45 ot JIP Ha 3011 ¢ xpyr caMoCTOATENEH KaHAHAAT I yJacTHUK
B HacTofINaTa npomneaypa”. Y ome, ,,3a ,,Exoc Memuka” OO/] ve ca Hanuie obcrosrencraara
no ui.3, 1.8 ot SUCOAPIOILAPCTIITAC”,

[peasun CHBOANEHWETO HA €NHM H CBIMH CBHIAPYXKHHUM H B ABeTEe APYXECTBA Ce
HaIpaBH clipaBKa 10 ThProBCKH PETHCTEP.

TlpefcenarenaT Ha KOMHCHATA JOKIagBa 20p cHpaBkd OT TBProBCKH PETHCTBP 32
yuacthuuute “Menurex” OOJ u “Exoc Memuka“ OOJ. Ot crpapkara € BHAHO, e
coapyxuuny B “Memurex” OO/ ca: HUKOJAW IMMUTPOB IIEHKOB, ¢ nsn 250018 1
EJIKA AJIEKCHUEBA WJIMEBA, ¢ nan 250018 K IpejcTaBIaBaT APYXECTBOTO 3aGIHO H
noorgento. Crapyxuuuu B “Exoc Memmka™ OO/ ca: HUKOJIAN JJUMHWTPOB IIEMKOB,
¢ man 200ne ot xamutana u EJIKA AJIEKCHUEBA WIIMEBA, ¢ asn 300018 ot xanurana,
TpescTaBNaBall ApyxecTBoTo K ynpasuTen € EJIKA AJIEKCHEBA HNIIUEBA.



Cren o6CHKIAHE, KOMHCHATA EAWHOAYLIHO TpHEMa, Ue € Haluue XHIOTe3aTa Ha
,CBBp3any JiIa”, o pasnopenbara Ha §1, 1.45 or JIP na 30II. Hanuue e xumorezara Ha
BBE3MOKHOCT 3a KOHTPOJ Ha JPY’KECTBOTO HA €IMHHs YUACTHHK /B clydas ,Meautex” OO/
10 oTHolieHMe Ha apyrus yuacthuk ,,EKOC MEJIMKA” OOJl/, npeasui Ha TOBa, 4¢ BBHB
propoto apyxectso EJIKA AJIEKCHMEBA MJIMEBA npuTexaBa MaXOPHTapeH IAl OT
3000ms / T.e. 60%/ oT KamuTana Ha ApyxecTtsoTo oT 5 000 n8, Hanune e xunotesara ro §l,
1.13 1 1.14 ot JP ma 3IILIK, umenno xortpon no T.13, 6.7a”, 1.14, 6.”a” u 6.”0” oT
3IITLK. IIpexsun Ha TOBa, KOMHCHATA EAHHOIYIIHO,

P E II K :
B moxnaza na ce NMPEMIoKH Ha Be3noxurens Aa OTCTpaHH [BaMara y4acTHHIH
“Meputex” OO/ u “Exoc Mepuka® OO[1.

ITopany TOBa, TEXHHYCCKUTE TIPEINOKEHHs Ha ABAMAaTa yUaCTHUIH 1a He C¢ OTBapAT.

KomucusTa npukmoun pabora B 16.30 gaca.

Komucusta npojs/ikasa pabora Ha 17.08.2017r, 13.30 vaca.

KoMucuaTa 3anoupa pasrIexNaHeTO Ha TEXHMYECKHTE IPSANOXKEHUA Ha
YYaCTHHIUTE, YHHTO OQEPTH OTFOBapAT Ha H3WCKBaHMATA HA DBrpanmoxurens 3a JIHIHO
CBCTOSIHAE H TTOA00pP.

[To wusHckBanuaTA HA DBB3IOXATENd, JaJcHM B TEXHHYECKaTa JOKYMEHTAUMI
TeXHUYECKOTO IpeIONEHHIC CIEABa Aa ChAhPKA:

B. TexHu4ecko npeasioKeHHe:

Texuuuecko MNpeUIOKEHHe 3a M3NbIHEHWE Ha NopbukaTa — no obpasen Ne2, Kem

TEXHAYECKOTO NPEI0KEHNE JONBIHUTENHO Ce IIPHIarar:

1. Texuudecka croenH(pHKANHA HA TPEAIATaHOTO/HHTE H3EIHe/d, HITOTBEHA
cermacHo Ilpunoxenme Nel - HA XapTHeH HOCHTeN, 32 ChOTBeTHATA 0GocoGeHa/nn
IO3HHHH, PECIEKTHBHO HOMHHKJIATYPH 32 KOUTO ce NM0IaBa odepraTa 0T YIaCcTHHKA;

2. 3a YAOCTOBEPABAHE Ha CBOTBETCTBHETO Ha INpeaiaraHuTe MEAHIHHCKH H3NCIIHA C
H3uckBanusiTa Ha 3MHU ce npeacTaBaT CNEAHHTES NTOKYMEHTH.

2.1. TIpunpysxaBanid CepTHU(HHKATH 3a CLOTBETCTRHE C M3UCKBAHHATA HA MEXUTYHAPOAHHUTE
wopMu u crangapty EN ISO 13485, CE wmapkupoBka B ChOTBETCTBHC C JMPEKTHBA
93/42/EC;98/79/EC, BIC w/unu ISO 9001:2000 mny eKBHBATEHT, BaNHASH/HH KbM KpaliHata faTa 3a
[IojapaHE Ha ocpepm're (B’bB c’popmaTa Ha ACHO YETIHBC KOMHE, 3aBepeHO OT YHacTHHKa C HCroBHA
nesatr W rpud ,BsapHO ¢ opHruHana”) B cnmydad, ye KOMMETC HA OpHrHHaNa € Ha 4yl C3HK,
YYaCTHUKBLT TpsbBa Na MpeJCTaBH JOKYMCHTHT M B NpPEBOA Ha OBArapckd €3MK — 3aBCPEH OT
YUacTHHKA C HETOBHA NeyaT W Tpud ,,BapHo ¢ opuruHana”;

2.2. Jlexnapaius 3a Cpoka Ha BATHIHOCT Ha odeprara.

2.3. Jleknapauus 3a BHECEHO OT Y4acTHHKa yBegomieHne B MAJL, 3a myckaHe Ha nmazapa
memunuHckoe wH3fenmwe, CE ceprudukaTHTe M ICKJIApallAHTe 332 CHOTBETCTBHE Ha
MpeIATAHHTE NIPOAYKTH, chIacHo 3MHU, uny eKBUBAJICHT.

2.4. Jlexnapallus OT YHaCTHHKA, Y€ 332 MEIHLHUHCKHTE M3JENHs, HAMa PEruCTpUpaHi

nannd B UAJL 1 EUDAMED 3a uHIMAeHTH/ TOTCHIHATHY MHIHACHTH 3a IOC/IECIHATE

2 roguHU.

2.5. VyacTHHIMTE B 0BlIECTBEHATA MOPHUKA TpAOBa Ja MpHTEXaBar H paspellIcHHe 32
BHOC, 33 KOUTO CE M3UCKBA TAKOBA.

JTOKYMEHTHTE, CBCTaBNSBAIlE TEXHHYECKOTO IpPEINOXKEHHE, B TOB2 HHCIO
OTHOCHMHMTE I0-TOpPE NPHUIOKEHHS, C€ NPENCTABAT MOOTACNHO 3a MO3UIHHTE, 33 KOUTO C&
y4acTBa H ¢e MpecTaBaT Oe3 IIMKOBE, KaTo CE MOCTABAT B obmus UK ¢ odeprara.

3. Ilpencrapsme nHa Moctpa 3a OGocobena mosummst Nel, mo HOMCHKIATYDH €
3aBJDKHTEIHO, KAT0 BE3/IOKUTENS IPeABIKAE BE3MOKHOCT 32 HOMEHKIATYPH B obocobeHHu
NO3MIHY, KBACTO MENHIHMHCKOTO HM3JCIHE Ce pasiyaBa caMo IO pasMep, na 6b1e
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IperocTaBeHa MOCTpa, caMo OT €OMH pa3Mep 3a MEOUIIHHCKOTO Hanenue. Bepxy MocTpuTe Ja
e 3aIbDKHTenHO o0o3HaYeH HoMmep Ha obocobeHaTa MMO3WIMA, KakTO M HOMEpP Ha
HOMEHKIATYpaTa, 3a KOATO YJYACTHHKA [OJaBa HPEIJIONKEHHETO, IIPOM3BOAUTENI, JaTa Ha
IPOH3BOJICTBO, CPOK Ha T'OJHOCT - KOHTO CpOK ciefBa Ja €, He 0 —Maibk oT 18 Mecena.
MocTpuTe 1a ca B THproBcKa OIaKoBKa ¢ (hHpMeH 3HaK Ha y4acTHHKa; MOCTPHTE ce OIHCBAT
B IPHEMO - TIpeAaBaTelicH NPOTOKOJ, KOHTO MpHAPYKaBa IPeIOCTRBEHHTE MOCTPH.

MocTpuTe Ha BCHYKH YYaCTHHIH, OLPEICIICHH 3a H3MBIHHUTENH, e Ce ChXPAHIBaT B
»KOL-Iymer™ EOQOO/] 3a cpoka Ha JOrOBOPUTE 3a CPAaBHEHHE HAa HOCTaBAHHTE MEIHHHUHCKH
H3/IC/THS ¥ CBEHTYAIHH pexiaManud. Bramoxurensr Bpema Ha u3bpaxute 3a ManbaHurenn
MOCTpH, YHATO IAAOCT H THPrOBCKH BHJ HE ca HapyllcHH B cpok 30/TpmieceT/ KaleHnapHH
JIHH CJIe]t IPHKIIIOYBAHE CPOKA Ha JIOTOBOpHTE. MOCTpHTE, YHATO IANOCT H THPTOBCKH BHA Ca
HapylleHH c€ 3aljamar oT Bwaaoxurtesns Ha M3OwaHMTENs, CBINIACHO IIOCOYEHAaTa B
odepraTa eAUHUYHA LIEHA.

BE3105KHTENAT Bphla BCHUKH OCTAHATH MOCTDH, YHATO ISUIOCT H THPrOBCKH BHI HE
ca HapylleHH, B cpok mo 30 mHM cren CKIIOYBaHE Ha JOTOBOPHTE WIIH IpEKpaTsBaHe Ha
npouenypara. MocTpuTe, YHATO LSUIOCT M THPrOBCKHM BHJ ca HAPYIIEHH CE 3allallaT OT
Bo3no:xuTend Ha M3nenHUTENS, CHIVIACHO IOCOUEHaTa B odepTraTa eJHHHYHA [[eHA.

3a ofocobena mosuuus Ne2, Branoxurtens He H3UCKBA NpENCTaBIHE HAa MOCTpa, a
Karajor 3a BCAKAa HOMEHKIarypa oT ofocobenaTa, HM3NMIIHO &a OBJE OMHCAaHO 3a KOs
HOMEHKJIaTypa 0T 00ocobeHaTa No3MIMA e 0THACA, CHOTBETHO Ha KOS CTPaHULA OT KaTalora
ce pamupa. Ilo mpenenka u npu HeoOXOAWMOCT HAa KOMHCHATA € BB3MOMKHO Jla C& H3HCKa,
IpefcTaBsHE Ha MOCTpA 3a CHOTBETHA HOMEHKIIATYpa Mo BpeMe Ha paboTa .

3.1. CpoK®T Ha TOHOCT Ha IpeAaraHuTe MeJUIIMHCKH M3JIeNds, clieiBa ia Oble He
no - Mansk oT 30 /Tpugecer/ Ha cTO 0T OOABSHHA OT UPOM3BOMMTENA KbM JaTaTa Ha BCAKA
JOCTaBKa.

3.2, B cnyyait Ha HocTaBKa Ha MEQMLMHCKO H3JENHE ¢ IO-KpaThK OT ACTOBOPEHHS
CPOK Ha roAHOCT, V3MBIHATENAT e /DKM HEyCTOHKa, CHIVIACHO KJIay3HTe B JOTOBOpA 34
JIOCTaBKa.

YuacTHHIHTE IIPEACTABAT TeXHHYECKO NPE/IOKEHHE H KOHCTATAllHHTe Ha KOMHCHATA
ca CIENHHTE:

1.“ApTopent 1“ KOO — [Ipencrass Texuudecko nmpesioxeHHe 3a M3NBIHEHHE HA
nopwukara, obpaszer; Ne2, coun JaHHHTE OT THProBcKaTa W JaHBUHa perucrpauus. [locousa,
qe NPENNIOKEHUETO ce OTHacs bi (o] OIl Nel, HOMEHKIaTypU
NeNe58,59,60,61,62,63,105,106,115. Tlpunara Ilpuanosxenne Nel xpM cnenuduxaiusara, B
KOETO € MONBJIHEeHa XapaKTepUCTHKATa, eJUHMIA MAPKA, OPUEHTHPOBBYHO KOJNHYECTBO,
MpOM3BONKIEN M INpejiaraHa oONaKkoBKa. JlekmapHpa B TEXHHYECKOTO HPEIJIOKEHUE
ofcrosirencrpara: 3amo3HaT C YCJIOBHATA 1O JOKYMEHTAIHATA 3a ydyactue, cpox 120 nuu,
CYHTAHO OT KpalHus CPOK Ha rojasaHe Ha odepTHTe, NeKiiapupa, 9¢ IpHEMa YCIOBHATA Ha
IIpOEeKTa 3a JOTOBOP, CPOK Ha H3MBJIHEHHE Ha Iopehukara 18 mecella, cpok Ha IalaHe Ha
neHara mo pororopa 60 AHM OT faTaTa Ha JOCTaBKaTa H TpPENCTaBSIHE Ha AOKYMEHTHTE,
_OCTaThYEH CPOK Ha FORHOCT Ha OQepUpaHUTE METULIMHCKH H3JCNHHA. YYacTHHKBHT IIpHiara
JOKA3aTEeNCTBA 3a BHEJPEHH CHCTEMH 3a ympaelieHue Ha xauyectsoto: Ceprudukar EN ISO
13485:2012, 3a mpomssoguten ALTAYLAR MEDICAL, Anxxapa, Typuus, BalMicH 0
18.01.2018r u Cepraduxar EN ISO 13485:2012, za npomssoauten GENCO TIBBI
CIHAZLAR SANAYI TICARED LTD.STI, Hamup, Typuns. [Ipunara Hexnapanus Obpasen
4 3a cpok Ha BanugHOCT Ha odepraTa 1201Hn, AeKsIapupa BHeCeHH yBenomienus B UAJI 3a
Benukn MU 1mo mpemnoxeruTe HOMeHKNATypH, [lekmapanmsa O6pasewr Ne3, 3a sunca Ha
gaaae B MAJI u EUDAMED 3a urnuaeHT ¢ npeanaranute MU B mocneanuTe ABe roAHMHH,
CE ceprudHKar 3a IIbJIHA CHCTEMA 3& OCHIYpsBaHe Ha KadectBotro Ne MEJI 120112; CE
cepTuHKAT 34 IBJIHA CHCTEMA 34 OCHTypsaBaHe Ha KauecTBoTo Ne MEJT 120009; {exnapauns
na EO 3a cpoteerctene CE 1014 3a abcopbupamm xemocrtatuiy; Jexnapanua Ha EO 3a



-

croTBercTBHe CE 1014 3a abcopbupammu xemoctaTnuu; Hexnapanus Ha EQ 3a ¢bOTBETCTIBHE
CE 1014 3a npommneHoeo miarHo; EC gexmapanus 3a ChOTBETCTBHE 3a pe3opOupyeMa
xenaruHoBa reda; CE-Ceprudukar 3a eBponeiicko crotBetcTBre Ne MED 130003 — Benuku
C IpeBOA Ha OBATapCKM €3HK OT NHueH3upaH nperonad. [Ipeactaes 3crp. OT Karamosu ¢
BIMCAHM HOMEpa Ha HOMEHKIIATYpPHTE, 32 KOHTO C€ OTHACAT. YYaCTHHKBT IPEACTABI MOCTPH
no OIT Nel, momenxsaTypu NoNe 58,59,60,61,62,63,105,106,115, ¢ mocoueHa nara Ha
IIPOM3BOJCTBO ¥ CPOK Ha FOJHOCT, KOHTO € He mo-Mansk o1 12 Mecena. He npemctaBs MocTpa
3a HoMeHKJaTypH NeNe 115. [Ipensun Ha ToRa, KOMHCHATA €MHOAYITHO, PEIH: npejnara 3a
OTCTpaHsABaHe YYACTHHKA 10 HOMeHKnaTypa NellS. . ,

2.”Bera Meankan” EOQOOJI — Ipeacrass TexHUueCKO NpeIIOKEHHE 33 H3NBIHEHHE
Ha mopbukata, ofpasen Ne2, cOUM JAaHHMTE OT THProBCKAaTa M JAHBUHA DPErHCTPALMS.
Ilocousa, 9e mpeamoxkeHuero ce oTHaca go OII  Nel, woMeHKIaTypH
NeNe6,7,32,33,34,35,36,37,38,39,40,41,42,43,44,45,46,47,48,49,50,51,52,79,80,81,82,83,84,
94. Ilpunara Ilpunoxennme Nel xBM choenudHKanuATa, B KOSTO € NONBIHEHA
XapakTepuCTHKATa, €OMHHLA MAIPKA, OpPHCHTHPOBBYHO KOJIMHECTBO, IIPOH3BOMHTEN H
npexnarana omaxoska. Jleknmapupa B TEXHHUECKOTO IIpe/NOKeHHMe OOCTOATENCTBATA:
3aM03HAT ¢ YCJIOBHATA 110 JOKYMEHTAIHATA 32 YYacTHe, cpoK 123 mHH, CUHTaHO OT KpaHHMA
CPOK Ha NoJaBaHe Ha o(epTHTE, AeKIapHpa, Ue IpHeMa YCIOBHATA HA NPOEKTa 3a JOT0BOP,
CpOK Ha M3NBIHEHHE Ha MophukaTa 18 Mecena, cpok Ha INalllaHe HA UEHATa 10 Jorosopa 60
AHM OT JaTara Ha ZOCTaBKaTa ¥ NIpeAcTaBsHEe Ha JOKYMEHTHTE, OCTATHYEH CPOK Ha TOJHOCT
Ha oepupanuTe MeauuHHECKH m3aemusa 30% ot OOABCHHSA OT NPOM3BOAMTENS. YYaCTHHKET
TIIPHIIara AOKa3aTeNncTBa 3a BHEJPEHH CHCTEMH 3a YIpaBNeHue Ha KadecTBoTo: Ceprudmkar
EN ISO 13485:2012, 3a perumcrpans Ha CHCreMa 3a YIOpaBIEHHE Ha KAadeCTBOTO Ha
npomnseoputen Horcan TuO6m Manseme Can A.C., No631-01B, Bamunen no 28.02.2019r u
Cepmupuxar EN ISO 9001:2008, 3a crimus npouzpoauten ¢ Ne631-01, Banmmen no
14.09.2018r, EC cepradmuuupane, csrimacHo Jupexrupa 93/42/EMQ wa Iorcan Tu66u Can
A.C., BcHuKM ¢ npeBOJ Ha OBArapcKH €3HK OT JHIEH3UpaH npeBonay, [lpunara Jeknaparms
Obpazen 4 3a ¢cpoK Ha BATHAHOCT Ha odiepTata 12311, Aexnapupa BHECEHH YBEIOMJIEHHS B
HAJI 3a sernaxu MM mo npeanoskeHHTe HOMEHKJIATYPH H IyCHATH Ha masapa, J{exnmapanus
Ob6pasen No5, 3a nunca va nasHd B UAJT u EUDAMED 3a unnunenty ¢ npeanaranure MU B
NOCAEHUTE ABe rofuHH, OTOPH3ALHOHHO NHCMO OT CBIIMS NPOWU3BONMTEN. YHaCTHHKBT
npeacTass MOCTpH o OIl Nel, HOMEHKIaTYpH
NeNe6,7,32,33,34,35,36,37,38,39,40,41,42,43,44,45,46,47,48,49,50,51,52,79,80,81,82,83,84,
94, ¢ mocoyeHa J1aTta Ha NPOKM3BOACTBO K CPOK Ha TOJHOCT, KaTo € CIIa3eH0 YCI0BHETO TOH Aa
e He no-mMansk oT 12 mecena. Ilpenctass MocTpH, chriracHO omuca. KoMHCHATA KOHCTATHpa
HECBOTBETCTBHE MEXAY XapakTepHcTuKaTa no TC M JaHHHUTE OT HpEACTABCHHTE MOCTPH II0
HomeHknatypu NeNe 33, 36,80, 81, 84. Hanune e pasnuka B pasMepHTe Ha OpelNIOKEHHTE
urau - Ne33, npennara ursia 35MM, Ipy noctaBMeHO ycnoBHe 40MM, Ne36 — u3mckBa ce HIiia
31MM ¥ IBIDKMHAZ Ha KoHena 75c¢M, npejutara 40mMm urna ¢ 90cM nbIpKuHa, HOMEHKIATYPH
NeNeB0, 81 u 84 m3uckea ce KoHell Oe3 Mria, YYacTHMKBT Ipemnara ¢ uria. KoMucHATA
eqUHOAYLIHO Pely: mpennoxkeHuTe OT yyacTHHka urnu no OIT Nel. momenxnarypu NoNe33,
36,80, 81, 84 ma OeJaT NpeIOKEHH 34 OTCTpAHsIBaAKE,

3.”Ennak JIuzuur” EQO/ - Ilpencraps TexHuuecko mpeanoKeHUe 3a U3IIBIHEHHE
Ha mopbukara, obpasenm Ne2, coud IaHHMTE OT THPIOBCKATA M J@HBYHA pETHCTPallMd.
ITocousa, ue  mpegmoXkeHHeTo ce oTrHacds go OII  Nel, HoMeHKIATYpH
NeNe58,59,60,61,62,63,105,106,115. Ilpunara [Ipunoxxkenne Nel xbM crneuudukanusra, B
KOETO € INOI'BJIHEHA XapaKTCPHCTHKATA, CJUHHIA MIpKa, OPHEHTHPOBBYHO KONHYECTRO,
APOM3BOJMTESl M HpelJlaraHa oONakoBKa. Jleknapupa B TEXHMYECKOTO IIPEJIOKEHHE
00CTOATENCTBATA: 3aN034aT ¢ YCIOBHATA N0 JOKYMEHTALMATa 3a yuacTHe, cpok 120 nmuwm,
CYUHTAHO OT KpaiHHUg CpPOK Ha mofaBaHe Ha odeprHTe, AeKIapHpa, 4e IpHEMa yCJIOBUATA Ha
IPOEKTA 3a JOTOBOP, CPOK Ha M3NLIHEHHE Ha NophukaTa 18 Mecema, cpoK Ha Ialnane Ha



IeHara nmo jporosopa 60 mH# or [aTaTa Ha HOCTABKATA M NpPENCTaBAHE HA IOKYMEHTHTE,
OCTaTBYEH CPOK HA FOAHOCT Ha ofepupaHuTe MeanuHHCKH u3fenus 30% or obsasenms OT
NpPOM3BOIMTENA. YHACTHUKET IIpHiIara J0Ka3aTeICTBa 332 BHEAPEHU CHCTEMH 32 yIpaBicHHue
Ha kauecctBoTo: Cepruduxar EN ISO 13485:20003, 3a perucTpanus Ha CHCTeMa 33
yrpaBlIeHHe Ha Ka4eCTBOTO Ha npoussoauten dupma YAVO Sp.Z o.0., EC-CEPTUOHKAT
No1434-MDD-69/2016 na cwmmsa npoussoguten, EC-CEPTHU®UKAT Nel434-MDD-
72/2016 Ha CHINHA IPOM3BOAMTEN 32 CHHTETHYHH HeaGcopOHpyeMM KOHIM ¢ WM O3 HITH,
EC-CEPTHOMKAT Nel1434-MDD-72/2016 Ha chIOus [POM3BOAMTENl 3a CHHTCTHYHH
ueabcopBupyeMu KOHUM ¢ M 0e3 HIVH, BCHUKH C INIPEBOJ HA OBArapckKd €3UK OT
NUILEH3HpaH IpeBoay. BeH4Ky cepTHOHKATH ca ChC CPOK Ha BAIMIHOCT KBM KpaiiHaTa Jata
‘3a nojaeane Ha odeprute. IIpumara [lexnapauus O6pazer 4 3a cpok Ha BallMIHOCT Ha
opeprara 120 gum, nexnapupa BHeceHd yBemomaenua B HAJI 3a seuuxkn MU mo
TpeUIoKEHUTE HOMEHKIIATYPH U IyCHaTH Ha nazapa, Jlexnapanua O6pasert NeS, 3a junca Ha
nanuu 38 UAJT u EUDAMED 3a uHunuaeHTH ¢ npearaniute MUY B nociegHute ABE FOJHHH,
Y4YacTHHKBT npeacTaBs MOCTpH o OI1 Nel, HOMEHKJIATYpH
NoNe58,59,60,61,62,63,105,106,115, ¢ mocoyeHa JaTa Ha HPOH3BOACTRO H CPOK HA TOAHOCT,
KaTO € CNA3€HO YCIOBMETO TO3Y CPOK Jia ¢ He Imo-Manek oT 12 Mecema. IIpencrass MOCTPH,
CBIJIACHO OIIHCA.

4CODAPMA TPEUJAUHI” AJl - Ilpencrass TexHH4ecKO NpeyIOKEHHE 3a
H3MBIHEHHe HA Topbukata, oOpaseny Ne2, couy pmaHHMTE OT TBPrOBCKaTa W JaHEBYHA
peructpauus. [locousa, ue mpemnoxeruero ce oTHacsa no OIT Nel, HomenknaTypu NeNo
1,2,3,4,5,9,10,11,12,13,14,15,16,32,33,34,37,38,39,40,41,42,43,45,46,47,48,49,50,51,56,58,
59,60,62,101,102,104, TIlpunara IIpunoxenue Nel xpM crnenudukKanuara, B KOETO €
IONEBJIHEHA  XapaKTePUCTHKATa, eJHHHIA MfApKa, OPHEHTHPOBBYHO  KOJIHMYECTBO,
NPOM3BOOUTENI H IIpejnaraEa omnaxoBka. Jlexiapupa B TeXHHYECKOTO IpeANOXKeHHE
obCcToATENICTBATA: 3AIMO3HAT ¢ YCIOBHMATA IO JOKYMEHTAIWATa 3a ydactHe, cpok 120 mmw,
CYHMTAHO OT KpaifHHs CPOK Ha ItofiaBaHe Ha odepTHTe, AeKiIapHpa, Ye IPHEMA YCIOBHATA Ha
TIPOEKTa 32 JIOTOBOpP, CPOK Ha H3MBJIHEHHE Ha Nopbukata 18 Mecera, Cpok Ha Maijase Ha
nenara o goropopa 60 AHH OT jaraTa Ha JOCTABKaTa M IIPEACTaBANC HA JOKYMEHTHTE,
OCTATHYEH CPOK Ha I'OJHOCT Ha odeprpaHnTe MeIHIHHCKH H3jtenHs 30% oT obaBeHHs oT
npomssoautens. [Ipunara Jexnapaims Obpasen 4 3a cpox Ha BaIMAHOCT Ha ofeprara 120
IHM, Hexnapupa BHecenu ypemomuenus B HMAJI 3a Bemukn MM no mpeiioxeHHTe
HOMEHKJIATYPH M MyCHATH Ha Ta3apa, Jlexnapanus Obpasen No5, 3a munca Ha nannu 8 UAJT n
EUDAMED 3a wunuaents ¢ npemnaranute MM B mocnegsuTe Ape roguns. Jexnapauuure
ca nojmnucany oT Januen XpHCTOR — IBIHOMOIIHHUK. Y YaCTHHKBT IIPHIIara JI0Ka3aTeIcTBa 32
BHENpENy CHCTEMH 3a ynpapieH#e Ha KadectBoTo: Cepruduxar 3a omoOpenne Ha
“MEJIUKA” AJl - EN ISO 13485:20003, EN ISO 13485:2012 u mnpunoxenus, EC-
CEPTUOUKAT 3a msUIocTHA CHCTEMA 3a yIpaBicHue Ha kauecteoto Ha ,,MEJMKA” AJl,
CEPTUOUKAT 3a HANOCTHA CHCTEMa 3a yhpasjieHue Ha kadectBoro LRQ 0964533/B u
npunoxenne, ga ,MEJIUKA” AJl, CEPTU®UKAT 3a crorercrere ¢ Jlupektusa 3a MM
93/42/EEC, Jlexnapallus 3a CHOTBETCTBME 3a TOJHaMHAHHM HeaOcopOHpyeMH XHpPYPrHuHH
KOHIM, HecTepumnyu, Xupypruund xonuu — IIOJIMME]Z, CEPTHUOUKATH 3A
PETUCTPUPAHM CUCTEMU 3A - VIIPABJIEHME HA KAYECTBOTO HA
TMTPOU3BOJUTENHN: Exyummenuksn B.B., Xonanaus, 40p, KaTalo3HC JErATH3HPaH IIPeBOJ
Ha GBIrapcku e3ux, cepTudukaTy 3a npouseoauten Karcan Karior Can.se Tumx. A.III, 56p,
¢ NeraNtu3MpaH NpeBoi Ha GBIrapckd e3MK, KaTanor-wisjiedeHue 8cTp., uH(OpMAauHs Io
4130 or 3MMH. VuacTuukbT npencrass MocTp 1o OIT Nel, HoMEHKIATypH NoNe
12,3,4,5,9,10,11,12,13,14,15,16,32,33,34,37,38,39,40,41,42,43,45,46,47,48,49,50,51,56,58,
59,60,62,101,102,104, ¢ mocotueHa faTa Ha IPOM3BOJICTBO ¥ CPOK Ha TOXHOCT, KATO € CMIAa3CHO
YCIOBHETO TO3M CPOK [la e He Mo-ManbK oT 12 Mecena. [IpesicraBennTe MOCTPH ce HaMEpHXa,
CBIVIACHO OIHca U B ¢boTBeTcTBHE ¢ TC.,



57’Ka — M Meauksa” EOOI - Ilpencraps TexHHUECKO HpeUIOKEHHE 3a
U3NBIHEHHE HAa IIOpBYKaTa, obpasen Ne2, couyu fa#HMTE OT TBProBecKara M JaHBYHA
perucrpauus. ITocousa, ye npemnoxesuero ce otHaca no OIl Nel, somenknatypu NoNe
6,7,46,48,49,50,51,52,100,105,106,,107 w 108 u OIl No2, nomenxyatypu NeNe36 u 37,
TIpunara Ipunoxenue Nel xeM crienudukanusTa, B KOSTO € IOMBIHEHa XAPAKTEPHCTHKATE,
COHHHIA MApPKa, OPHEHTHPOBBYHO KOJIHYECTBO, NMPOM3BOAMTEN H NpeljlaraHa OlaKOBKa.
JexnapHpa B TEXHHUYECKOTO NpelIokKeHHe OOCTOATENCTBATA: 3al03HAT C YCAOBHATA MO
JOKyMeHTauusTra 3a yyactae, cpox 120 auu, CuuTaHO OT KpaHHHMS CpPOK HAa MOJABAHE HA
o(epTuTe, NEKIapupa, Y€ IpHeMa YCIOBHATa Ha IpoeKTa 3a AOTOBOD, CPOK Ha H3IBIHEHHE
Ha nopbykaTa 18 Mecela, cpok Ha IUIamjaHe Ha IeHaTa 1o aorosopa 60 mHE OT narara Ha
JIOCTABKATA W IPEICTABAHE HA JOKYMEHTHTE, OCTATHYCH CPOK Ha TOJHOCT Ha oepHpanuTe
MemuuuHcku H3genus 30% ot obaBeHHs ot npoussoaurens. [lpunara deknapanus Ofpaser
4 3a cpoK Ha BaJHIHOCT Ha odeprarta 120 auu, jnexnapupa BHeceHH yBenomierus B VIAJI 3a
ecuukd MU mo mpennoxeHuTe HOMEHKIATYPH W IyCHATH Ha mazapa, Hexnapamus O6paszen
Ne5, 3a nunca Ha gaund B MAJl u EUDAMED 3a unnmneHTH ¢ npemnaranute MU B
NOCIeHUTE ABe FOAHHHY. JIeKIapalyuTe ca IMOANHCAaHH OT YIPABHTENA. Y YACTHHKEBT MpHJIara
JIOKA3aTeNICTBA 32 BHEAPEHU CHCTEMH 3a yrpaBieHHe Ha kadectBoTo: Ceprrduxar ISO 13485
Ne 4 SM1, u na ¢upma S.C.BIOSINTEX S.R.L.Q , EN ISO 13485:2012 ua ¢upma Grena
Ltd., c mocoyeHH HOMEHKIATYpHH egUHRIM, JIeKnapalis 3a ChOTBETCTBHE HA IIPOU3BOIUTEN
tdupma Grena Ltd., oropuzanuonno nucmo ot ¢upma Grena Lid., OTOPH3aHOHHO
nucMo oT dupMa dupMa Grena Ltd. ITpumara konnAs-H3BIeYEHus OT KATAIO3M, ¢ NPEBO Ha
GBIrapcKy e3uK — 66p, OT CHUIWTE MPOH3IBOAMTENH, YYaCTHHKBT NpeacTass MocTpd no OI1
Nel, nHomenxnatypu NeNe 6,7,46,48,49,50,51,52,100,105,106,,107 u 108 u OIl No2,
noMeHKnaTypH NeNe36 u 37, ¢ mocoueHa JaTa Ha IPOU3BOACTBO H CPOK Ha TOJHOCT, KaTo €
CIIa3€HO YCTIOBHETO TO3H CPOK Jia € He mo-Manbk oT 12 Mecena. [Ipencrasenure MocTpu ce
HaMepHxa CBriacHo oIuca H B choTBeTcTBHE ¢ TC,

Komucusara npuximoqu pabota B 16.20 uaca.

Komucusara npoasmxasa pabota ra 18.08.2017r, ot 14,00 uaca.

6.”bukomer” OO/ — Tlpenctass TexHHYECKO MNpEUIOKEHHE 3a H3NBIHEHHE Ha
nopwukata, odpasent Ne2, coun maHHHTEe OT ThpProBcKara M AaHbYHA perucrpaius. [Tocoura,
ye npeliokeHHeTo ce oTHacd Ao OII Ne2, romerxnarypu NeNe 16, 17, 18, 19, 20, 21 u 22.
ITpusnara IIpunoxenue Nel xpM crenuduxanusara, B KOETO € HOIBIHEHA XapaKTepHCTHKATA,
€IHHHIAa MApKA, OPHEHTHPOBBYHO. KOJHYECTBO, IIPOH3BOJMTEN K IpeiasjaraHa ONaKOBKA.
Jeknapupa B TEXHHYECKOTO IIPEIUIONKECHHE OOCTOATENICTBATA: 3all03HAT C YCIOBHATA IO
DOKYMEHTauATa 3a ydacTHe, cpok 120 nHM, cuuTaHo oT KpaffHHsS CpPOK Ha [OJaBaHe Ha
ojepTHTe, NEeKNapupa, Ue MpHeMa YCIOBHATA Ha MPOEKTa 3a JOTOBOp, CPOK Ha HANLIHEHHE
Ha noppukara 18 Meceua, Cpox Ha IUaaHe Ha lieHaTa no aorosopa 60 jHU or Aarata Ha
JOCTAaBKATA M NpEACTaBIHE Ha NOKYMEHTHTE, OCTaThueH CPOK HA FOJHOCT Ha odepupaHuTe
MeauinHcKH usnemsn 30% ot obapeHusa oT npousBoputend. [Ipunara Jdexnaparusa Obpasen
4 3a cpox Ha BaymnHOCT Ha odeprara 120 nuu, nexnapupa BHeceHU yBenomieHus B FAJ] 3a
BCHYKH MU mo mpeuioskeERTE HOMEHKJIATYPH M TIYCHAaTH Ha nasapa, Jeknapauus Obpasen
No5, 3a munca wa manau B MAJI u EUDAMED 3a unmmzmenta ¢ npejnaranure MM B
nocnefHuTe ABe roguHH. Jeknapanuute ca noamucand oT MBanka [leweBa — ynpasuTenm.
V4acTHHKBT MpHJiara JoKasarelncTBa 32 BHEAPESHH CHACTEMH 3a YNpPaBlICHHUE HA Ka4eCTBOTO:
Ceprauxar 3a cucTeMa 3a ynpaeienue Ne 148025-2013-AQ-IND-NA, ISO 13485:2003/NS-
EN-ISO 13485:2012, EC CEPTUD®UKAT — mpiHa cHCTeMa 3a OCHTYpsBaHe Ha KauecTBo No
178173-2015-CE-IND u mnpunoxeHue OTHOCHO 00xBat, Jlexymapauusd 3a CHOTBETCTBUE OT
npoussouren ,,Meprn Erno-Cepmxepu IIsT.JITH. — 26p., BCHUKH C Neraju3upal NpeBoa Ha
OBATapCcKH €3HK.

YYacTHHKBT MPEACTaBsl KATANOT-H3BICUEHHE 6 CTp., € TIOCOYEHH HOMEHKIATYPH IO
CTPAHHUIIH.



7. “Meanaunk 2001% EOO/I - [Tpencrass TeXHHYECKO NMPEUIOKEHUE 33 HIMBJIHCHHE
Ha nopsukara, oOpasen No2, oYM NAaHHUTS OF THProBCKara M [AHBYHA DPETHCTPALMA.
[locousa, d4e mpemnokendero ce  oTHaca no  OII Nel,  HOMEHKHaTypH
NeNe6,7,9,10,11,32,33,34,35,36,37,38,39,40,41,42,43,44,45,46,47,48,49,50,51 ,52,53,54,55,56
,57,95,96,97,98,99,100. Tlpunara Ilpunoxenne Nel xbeM creruduKanyiTa, B KOETO €
[OUBIHEHA  XapakTEPHCTHKAaTa, CIMHHIA  MsApKa, OPHEHTHPOBBYHO  KOJHHECTBO,
[IpOM3BOAMTE] M [peQiaraHa oOmakopka. JlexiapHpa B TEXHHHECKOTO NPCINIOKCHAS
oBCTOSTENCTRBATA: 3alI03HAT C YCJIOBHATA IO NOKYMEHTALUATA 33 Y4acTHE, CPOK 120 gau,
CYMTAHO OT KpaiHHA CPOK Ha MOJaBaHe Ha OQepTHTE, NEKIapHpa, Y€ NpHEMa yCIOBHATA Ha
npoexTa 3a JOrOBOP, CPOK Ha M3NMEITHEHHE Ha Topbukara 18 Mecella, CpOK Ha IallaHe Ha
. IieHaTa 1o JoroBopa no 60 HHH OT JaraTta Ha JOCTaBKaTa M NIPENICTaBAHe Ha JOKyMCHTHTC,
OCTATHYEH CPOK Ha TONHOCT Ha o(yepHpaHHTe MeTHUHMHCKH usfenus 30% oT 00sBeHHs OT
npouspoauTen. [Ipunara Jiexnapanus Obpasen 4 3a CPOK Ha BAIMAHOCT Ha odeptara 120
JHW, OeKiapupa BHeceHM yenomnenus B MAJI 3a sewukn MW mo Tpeiuioxenute
HOMEHKITATYDH ¥ TyCHATH Ha Na3apa ¢ IOCOYEHH DEerHCTPallHOHHHM HOMepa, Jleknapauus
O6pazen Ne5, 3a nurca Ha ganun B MAJI u EUDAMED 32 MHIMJIEHTH C TIpeaaraHiTe MH r
OCHIEIHATE [Be Foxuuy. JlexnaparuuTe ca noanucadu ot A-p Padu Kapamxuss, ynpapared.
Y4acTHHKBT IIpHJIara A0Ka3aTesIcTBa 3a BHEIPEHH CHCTEMH 33 YIPAB/IHHC Ha KaqeCTBOTO:
EOQ Ceptnduxar Ne 2016-MDD/QS-007 na npomussoauten ,,P1 Coroue” EOOJI, Auekc ¢bM
cpums cepruduxat, EO Cepruduxar Ne 2016-MDD/QS-008 Ha npousBoauTes ~P1 Ceroue”
EOOJI, Amexkc kbM cwmus ceptudukar, EO Cepruduxar Ne 2016-MDD/QS-009 na
npon3popuTen ,,P1 Coroge” EQOOJ, AHexc KbM ChIIMA CepTH(HKAT, Cepruduxar Nell426
Ha cbinata gupmMa npoussoauTen, Jexiapandsa 3a CbOTBETCTBHE OT CBHIIHA IPOH3BOJHTEN —
Knac IIb, Jlupextusa 93/42/EEC, Anexc IX, Ilpasuio 8, [lexnaparus 3a CROTBETCTBHE OT
cemus mpomseomuten — Krac III, Jupextusa 93/42/EEC, Amexc IX, [IpaBuno 8§,
VIHCTPYKIMA 32 yrnoTpeba 3a pesepOHpyeM LIeBeH Matepran 2¢Tp, MHCTpYKIHA 33 yrrorpeba
3a pesepbupyem meseH Matepuan 2ctp., Cepruduxar ISO 9001:2008, ¢ neranusupat Ipeson
Ha GBArapckd e3uk, Pedepenuun 26p, PaspemeHue 3a TBProBus Ha €/po, BIMCAHO B
EEJOIl.  VuactHuxsT npefcrast wmoctpr mo  OIT  Nel,  HoMenxmaTypu
NoNe6,7,9,10,11,32,33,34,35,36,37,38,39,40,41,42,43,44,45,46,47,48,49,50,51 .52,53,54,55,56
,57,95,96,97,98,99,100, ¢ mocodeHa nara Ha MPOM3BOJICTBO M CPOK H& TOXHOCT, KaTo €
CTIa3eHO YCIOBHETO TO3M CPOK Ja € He no-Manbk oT 12 mecena. IIpeAcTaBcHUTE MOCTPH ce
HaMepHXa, ChITIACHO onuca i B cpoTBeTcTBHE ¢ TC.

KoMHcHATa TIpoAbikaBa paboTa ¢ pasmiexiaHe ChOTBETCTBHETO Ha NPENCTABEHUTE
OT YYACTHHITHTE MOCTpH ¢ H3uckBanuara Ha TC.

KomucusaTa npukimous paGora B 16.00 yaca.

KomMucHsTa poIbJikasa pabota Ha 21.08.2017r, B 13.00 yaca.

KoMHCHITA KOHCTATHPA, Y€ NpEeACTaBEHHTE MOCTDH, KaTallo3H H BCHYKH TEXHHYCCKH
IPesONEeNHs Ha BCHYUKM YYACTHHIA OTFOBAapAT HA H3UCKBAHMATA KBM yHAaCTHHIWTE,
TIpeABAPUTENTHO 3a/iafiecHH B 00SBICHHETO 3a OIL /C uskmo4enHe Ha ,,Bera Memuxanr” OO0/,
urna mo O Nel, momenknatypu NeNe 33,36,80,81,84 3a koeTo KOMHCHATA UMa IIPOM3HECCHO
pemenue/.

KoMHCHsATA KOHCTATHpP4, UC TPEACTABCHHTE H PA3TNeaHH TEXHHYECKH NPEATOKCHUA
OTrOBApAT Ha H3UCKBAHMATA KbM YYACTHHIHTE, MPEIBAPUTENHO 3aalleHHu B 0OsBICHHETO 34
OIl.

Hansue ca yCAOBHATA 34 NPeMUHABAHE KBM Pa3rIexkIaHe Ha ICHOBHTE IPEANONCHIA
Ha YHaCTHHUIIMTE,

TIpepsua FOPEH3IOKEHOTO H HA OCHOBAHHC yn.57, an3 or III30II, xoMucnaTa
eIHHOYIIHO,



-

P E I U

HACPOUBA otBapsne Ha eHOBHTE NPEUTONCHUA Ha yuacTHHIMTE 3a 24.08.2017T,
09.00 uaca, B xabumer »C4eToBOACTBO”, B crpama »JIpueTepanus” Ha ,Komniekcen
OHKOnornyeH uentep-llymen” EOQJ, rp. lilymen, yI1.”B.Anpunos” Ne63.

Ha ocnosanne un.57, an.1 ot [IIT30I1 neHoBuTe npemnoxenus Ha “Mennrex” Q0]

u “Exoc Menuxa® OO/, nopags HechOTBEICTBHE Ha oepTHTE € H3HCKBAHMATA HA
BB3NOXKHTENT HAMA 1a 6BAaT OTBAPHHH.

Crobluenne 3a HACTOSIMIOTO PEINEHHE A CE [IOCTARK B npodma Ha Kynysaua,
KoMmucuata npukmoun paGota B 13.30 uaca

IIpencenaren;

ﬂ. ..............................

/ KdneraJlonesa /

Unenose:

/Thramen Fletxop/



