MHOrONPO®UITHA BONTHWALIA 3A AKTUBHO NTIEYEHUE "MPO®. [-P NAPACKE B CTOAHOB"
All - NOBEY

MPOTOKON 2

Anec 18.12.2018r. Ha ocHoBaHWe un.54, an.12 u un.56, an.2 ot MpaBunHWKa 33 npunaraHe
3akoHa 3a oOLYECTBEHM MOpPBbYKW, BbB Bpb3ka ¢ Pewenne Ne 33/22.10.2018r. Ha WanbnrutenHus
Avpektop Ha MBAJT'mpod.n-p.Mapackes CrosHoB” ALl 3a oTkpuaHe Ha OTkpwuta npoueaypa ¢
npeamer: JlocTaBka Ha MeAULMHCKV W3genns 3a Hyxaute Ha MBAST “Mpod. a-p Mapackes CTosHOB"
Al - Iosey, B yacTHocT HennatMm oT H30K unm ot penybnnkaHckns BromKeT, No CMy Cbna Ha 3akoHa
38 MeAuUMHCKUTE W3Aenvs Ypes MnepuoauyHo NOBTapsiyM ce AOCTaBKM CReA HanpaseHu oT
Bb3NOXUTENA 3aABkW' Ce M3roTBM HacTtosiwms [poTokon 3a pasrnexaaHe Ha AOMbAHUTENHO
NPEACTaBeHNTe AOKYMEHTU OT yyacTHULMTE, pasrnexpaHe Ha gonycHatute odepTy M nposepka 3a
TAXHOTO CBLOTBETCTBME C NpefBapuTenHo obsiBeHuTe ycnoBus Ha Bbamoxutensa oT KoMucusTa,
Ha3HayeHa cbc 3anoseq Ne 869/28.11.2018r. Ha ManmbnHutennus aupektop Ha MBAITnpod.n-
p.Mapackes CrosHoB"AL] - loBeY B CbCTaB :

NPEACENATEN: Papocnas Paitkos — maructbp chapmauest npu MBAJT “npco.a-p.lapackes
CrosHos” AL} Nosey
YNEHOBE: 1.Mapuana VsaHoa — iopuct npu MBAT "npodh.a-p.Mapackes Ctostios” Af] Moseu
2.bopsHa boesa - cueToBoauTen npu MBAI ALl
3.a-p.Banbo BaHkoB — odhTanmoror
4. p-p.I TeHos — OTaeneHre opToneans 1 TpaBMaTonorus

Ha 3akputo 3acepanve Ha 12.12.2018r. komucusita nperneaa AOMbAHATENHO W3NpaTeHUTe
AOKYMEHTM OT y4acTHUUWTE Ha ocHoBaHue un.54, an.9 ot MNM30IM cvrnacHo un.54, an.12 ot MN30N
cnep ToBa NPUCTBLNK KbM pasrnexaaHe Ha TeXHUYEeCKUTe NPEeArnoXeHUs Ha y4acTHULUTE, 3a KOUTO €
YCTAHOBEHO, Ye OTrOBapAT Ha U3UCKBAHWATA 3a NUYHO CLCTOSHME W Ha KpuTepuuTe 31 nogbop, KakTo
crepga
l.Ha 3akputo 3acepaHve Ha 12.12.2018r. Kommucusita yCTaHOBM, Ye Ha y4aCTHULMTE B HacToswjaTa
oblLecTBeHa nopbyka e unpateH no e-mail enektponHo noanucan Mpotokon Ne 1 ot 04.12.2018r. no
4n.54, an.8 ot NMN30IM Ha 04.12.2018r.8 15:23 yaca. Mpotokon Ne 1 ot 04.12.2018r. N2 un.54, an.8 ot
MN30TM e ny6nukysaH Ha yeb appeca Ha MBAN "Mpod. a-p Mapackes CtosHos" ALl - Jlosey, pasgen
Mpodun Ha kynyBaya, cboTBETHATa 0bLiEcTBeHa nopbuka ¢ YWH 00732-2018-0014 +a 04.12.2018r.
YyacTHULMTE [0, KOUTO € M3npaTeH ca NoTBbpAMNM HEroBOTO MoNyyaBaHe KakTo crieiBa :

1.,BUKOME[l“ OOf} - Ocbepra ¢ Bx. Ne 367 ot 23.11.2018r., 12:59 vacia - enekTPOHHO
noanmcaH npotokon no 4n.54, an.8 ot NMMN30[ e nony4eH U NOTBLPAEH OT yyacTHYKa 11a 04.12.2018r.,
15:58 yaca, cbrnacHo NoTBLPXAEHME No e-mail.

2.,AN0 ®APMA“ 00[] - Ocpepra ¢ BX. Ne 370 ot 26.11.2018r., 10:00 4aci — ENEKTPOHHO
noanucax npotokon no 4n.54, an.8 ot MM30M e nonyyeH 1 NOTBLPAEH OT yuacTHUKa Ha 04.12.2018r.,
16:20 Yaca, cvrnacHo noTebLPXAEHME No e-mail.

3.,KOHTAKT MEQUKBIT MHTEPHELIBHBI“ OO - Odbepra ¢ Bx. Ne 374 o1 27.11.2018r.,
10:58 vaca — enekTpoHHO noanucaH npotokon no yn.54, an.8 ot MMN30M e nonyyeH 1 NOTBLPAEH OT
y4acTHuka Ha 04.12.2018r., 16:01 yaca, cbrnacHo NoTBLPXAEHWe No e-mail.

Ha 12.12.2018l". Mpeaceparensat Ha KomucusiTa nomyum oT MKOHOMUCT OGLLECTBE 11 NOPBYKU KbM
MBAIT'npod.a-p.Napackes CrtosHo” ALl JloBeu npeacTaBeHuTe OT YYaCTHUUMTE AOMbAHUTENHM
AOKymMeHTU B oTkpuTa npoueaypa no 3001 ¢ npeamert: [locTaBka Ha MEAULIMHCKW M3AE. M 33 HYXaUTE
Ha MBAJT ‘Mpod. a-p Mapackee CrosHos" AJl - Jlosey, B yactHocT Hennatumu o1 H3OK nnm ot
penybnukaHckus GlomxkeT, N0 CMMCbNa Ha 3aKoHa 33 MEAVLMHCKUTE M3AENUA 4p33 NepruoauyHO
MOBTaPALLM Ce JOCTaBKW Criel HanpaBeH! OT Bb3NOXUTENS 3asBK’.



Ha 3akputo 3acefjaHve Ha 12.12..2018r Komucusra Ha OCHoBaHWe un.54, n.12 or NN30MN
NPUCTBNN KbM pasrnexaaHe Ha AOMBLIHUTENHO NpeacTaBeHUTe AOKYMEHTU OT y4acT 4MLmTe, OTHOCHO

kaKTo cnegsa :
1.,KOHTAKT MEOUKBN UHTEPHELWBHBL 0O0f - Ocpepra c Bx. Ne 374 o7 27.11.2018r.,
~ Komucnsara e Bssena PELIeHNs, OTpaseHn B mpoTokon CbfnacHo 4n.54, an.8 or MN30M or
05.11.2018r., karo ca YCTAHOBEHU nncy, KakTo creasa :
1.1.EnnHex eBponeiicku AOKYMEHT 3a 06LeCTBEHN MopLYKN (EEQON) - Oripasey Ne 2. -
EEQON e NPeACTaBeH enekTpoHHO noamUcaH ot EkatepuHa Xpuctosa WMoHaosa ~ Ynpasuren

Oprahu v 3a Apyrm muua, Kouto wmar npasomowuma fa ynpaxHssar KOHTPON Npu B3emaHeTo Ha
PELIeHVs oT Tean oprau. Muuata no un.54 ot 300 ca onm1caHm B ym.40 ot Mr30n. BujHo ot cnpaeka
B Tproscku perucep, yNpaBuTens u cuapyxHuumTe ca Pa3N4HM Nuua, oT KoeTo cne 18a ye EEQON
HE € noanmncaH oT BcuYKm 3abmKkeny Imua no un.40, an.1 ot MN30MN.

Ha ocHoBaHve un.54, an.9 or MN30MN y4acTHUYuTe, No OTHOWEHMe Ha KoUTO € KOHCTaTupaHo
HECLOTBETCTBIE UNK NMNca Ha WHbopMaLms, MoraT ga NPEACTaBAT Ha koMMCKSTa HOB EEAOMN winu
ApPyrv [OKyMeHTW, Kouto CbAbPXAT NpoMeHeHa WWMM 4OMbNHeHa nHopmaums. [lopagu koeto
Komucusta e ykasana Ha yyactHuka ., KOHTAKT MEQAUKLI UHTEPHELL bHBN“ OOf wue creppa aa
fPeacTasn B cpok Ao 5 paboThu AHU OT nonyyaBaHeTo Ha npoTokona Ne 1 ot 16.11.2018 r.,
WU3NCKaHUTe [OKyMeHTH,

1.2. Yacr |l MHGOPMaLMS 33 MKOHOMUYECKMS oneparop -  YyactHuka e npesocrasun
ENEKTPOHHO MoANMcaH HenoMmbAHEH EEJION.- YyacTHukeT AEKIapupa nM4HO CLCTOSHMG, NuncaTa Ha
OCHOBaHMA 3a OTCTPaHsBaHe, MOCOYeH no 7. lil, 7. 1 u cwoteetcrameto ¢ nox ‘TaBeHuTe OT
Bb3noxuTens kputepun 3a nogbop no T. IV., 1.1 ot HaCToslINTe ykasaHus, Ypes npeacTassHe Ha
Envnen esponericky ROKYMEHT 3a 06LecTBEHM NopbYKkN (EEQON), curnacHo un. 67, an. * ot 30.

1.3. Yacr Il ot EEAON ,OcHoBanus 3a VI3KItouBaHe” - YyacTHuka e npefocTasi, | ENEeKTPOHHO
floammcaH HenombnHen EEAON.- YyacTHukbT ACKNAPMPa NM4HO CBCTOSHE, MMNCaTa Ha ICHOBaHNS 3a

nogbop o 1. IV., .1 or HacToRWuNTe ykasaHus, Ypes npeacTaBsHe Ha EnvHen esponeit ku DOKYMEHT
32 0OWWECTBEHM NOPBLYKM (EEQON), cbrnacko un. 67, an. 1 ot 3011,

14. Yact IV AT OOHOCT” ot EEON - YuacTHuka e npegocrasun €1eKTPOH 40 NoanucaH
HeénonbnHeH EEAON. YyacTHuka e npunoxun Paspeluenne 3a TbPrOBUA Ha €efpo ¢ MeanumMHCKN
upenus IV-P-T/MN-317/10.03.2008r — Ha UmeTo Ha ,KOHTAKT MEOUKBL WHTEPHELL sHBJT 00[]
~— 6e3cpoyHo, KakTo MPUMOKEHNE KbM LMTUPaHOTO Paspellienme 3a Tbproaus Ha eapo - {IOKyMeHTUTE
Ca konws 3aepeny ¢ rpudh ,BsipHo ¢ OpUruHana“. - YyactHuksT AeKnapupa NM4YHo CuCTosk Me, NuncaTa
Ha OCHOBaHMA 3a OTCTpaHsBaHe, MocoyeHM mo T. Il 7. 1 n cvotsetcrBMeTO ¢ noc aBeHuTe oT
Bb3noXuUTena Kputepum 3a noabop no T. V., 1.1 oT HacToswure yKasanus, upes npe;craBsHe Ha
Envne esponeiicku AOKYMEHT 3a 0BLEeCTBEHN NOpbYKN (EEQON), cornacko un. 67, an. 1 ot 30m.

1.5. Yact IV B ,TEXHUYECKU U [NPO®ECUOHANHM CNOCOBHOCTI” oT EEQOI :
Y4acTHvKa e npegoctasun eIEKTDOHHO nognucaH HenombaHed EEOOM. Yyacthuka e np 1nowun — 3
bpos Obsenenus aa MPUKIOYBaHe Ha [OroBOpK , ChOTBETHO ¢ HALINOHATTHA MHOTOT IPO®UMTHA
TPAHCIMOPTHA BOMHNLA COPUS kM EneKTpoHHa npenucka 00708-2016-0002, OVATE OCTUYHO
KOHCYNTATUBEH UEHTBP 1l NNEBEH EOOL - kum enektporHa npenucka 00867-2015-0003,
MBAN O-P.CTAMEH WUNUEB ALl MOHTAHA - kbm EnekTpoHHa npenucka 00468-2016-0014. — ko

nogbop no 1. IV., 1.1 o1 HacTosWunTe ykasaHus, Ypes mpeacTassHe Ha EnvHen esponeiick] DOKYMEHT
3a 00LLEeCTBEHM NOpBbYKK (EELOM), cvrnacHo un. 67, an. 1 ot 30N,

1.6. Yacr IV: Kputepum 3a nopabop, Pasnen I Cranpapth 3a OCurypsBaHe Ha Kavi2CTBOTO U
CTaHOQapTM 3a eKonoruyHo ynpaenenue ot EENON - Yyacthuka e NPEAOCTaBU € NEeKTPOHHO
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noanucaH Henonbnner EENJOMN. YuacTHuka e npunoxun CepTudmkar 3a peructpayus! 1ISO 9001:2015
Ha umeTo Ha ,KOHTAKT MEOVKBN UHTEPHELBHBI" OOf ¢ obxeat — Tbprosusi ¢ MEAULMHCKO
obopyzBsaHe, anapatypa, CMCTEMM M KOHCYMATMBM. Mopnpbxka Ha MegmumHcko of opyasaHe ¢ Ne
27775/A/0001/UK/Bu , pata Ha nsgasave — 04 oktomspy 2007r.,iaTa Ha usgaeaHe 26 centemspy 2017
r., BannaeH ao — 03 okromspu 2019r.Ha UNITED REGISTRAR OF SYSTEMS.- konve 3 3BepeHo ¢ rpuc
‘BsipHo ¢ opuruHana’. - YyacTHUKBT AeKnapupa nMYHO CbCTOSHWE, NUNcaTa Ha OCHOBaHUS 3a
OTCTpaHABaHe, nocoveHn o T. lll, T. 1 1 CbOTBETCTBMETO ¢ NOCTABEHWUTE OT Bb3NOKMTE NS KpuTepum 3a
noadop no 7. IV., 1.1 oT HacToswuTe ykasaHus, 4pes npefcTassiHe Ha EAvHEH eBpon Mcku AOKYMEHT
3a obLyecTseHn nopbuku (EEAON), cbrnacko un. 67, an. 1 ot 30TT.

1.7. O6pasey Ne3 - Crmcuk o un. 54, an. 2 uun. 55, an. 3 ot 30, BbB Bpb3ka ¢ un. 44, an. 1
ot MM30M. - NpepcTaseH nognucax ot ExatepuHa MoHpaosa — ynpasuren.
CornacHo 4n.54, an.2 ot 300 ocHosaHusiTa no un.55, an.3 ot 30N ce oTHacsT OC3€eH 3a nuuara,
KOWTO NPE[CTaBNABAT y4aCTHUKA, YNEHOBETE Ha YNPaBUTENHM U Had30PHW OPraHi 1 3a APy nuua,
KOWTO MMAT NpaBOMOUMS [a ynpaXHsiBaT KOHTPON NPW B3EMAHETO Ha PELIEHUS OF Te3W OpraHu.
Nuuara no un.54 ot 300 ca onucan B 4n.40 ot MN3OTT.

1.8. O6pasey Ned - [leknapaums 3a cbrnacue 3a 06paboTBaHe Ha NMYHIUTE AaHH M BbB BPb3Ka C
4n.5 OT 3aKOHa 3a 3alUTa Ha MUYHUTE [aHHM - MpenctaseH nognucan ot Ekatepiva Wongosa —
ynpasuten. CbrnacHo un.54, an.2 ot 30 ocHoBaHusTa no un.55, an.3 ot 30 ce OT4aCsT OCBEH 3a
fuuara, KOUTO NpeACTaBNABAT y4acTHMKA, UNEHOBETE Ha yNPaBUTENHN U HAZ30PHI OPIaH 1 3a Apyry
N4, KOUTO UMAT NPaBOMOLUSA fia YNIPaXHSIBAT KOHTPON NP B3EMAHETO Ha PELLIEHNS 0T Te3n OpraHy.
INnuara no un.54 ot 301 ca onucanu B un.40 ot NN30T.

Ha 11.12.2018 r., npu vkoHoMMCT obLLecTBEHM MOPBYKM B perucTbpa Ha obliecTseHuTe
MOP®HkM Ca BXOAMPaHY AoKymeHTH ¢ BX. Ne 385/11.12.2018r. ot umeTo Ha yyacTHuka. Fa 3aceganveto
Ha KOMCMATA Ce KOHCTaTUpa Nony4aBaHeTo Ha CriefHnTe [OMbIHUTENHO NMPEACTaBiHN [OKYMEHTU
OTHOCHO (CBOTBETCTBUETO Ha ydacTHuka ,KOHTAKT MEOWKBN WHTEPHEWbBHBN“ OOf ¢
WUSUCKBaHNATA KbM IMYHOTO CLCTOAHME M KpUTEPUMTE 3a NOAGOp

Mucmo Bes usx.Homep ¢ para 10.12.2018r nognucaHo ot ExatepuHa Woxpoga - - Ynpasuten ¢
ENEKTPOHEH HOCUTEN KbM HEro CbrnacHo KoHCTaTaLuuTe HanpaseHu oT komucusTa B [y otokon Ne 1 ot
04.12.2018r., kaKTo criegga

3a oTcTpaHsABaHe Ha HeckLOTBETCTBMATA OT T.1.1. - T.1.8. OT HacToAwWwwa [1poTot 0N Y4aCTHUKBLT
€ npepocTasun enekTpoHHo noanucad EE[OM cbotBeTHo OT EkarepuHa Mowaosa — 3 6pos Ha
XapTUEH Hocuten CbOTBETHO M OT mmuara no 4n.40, an.1,1.3 ot MN30MN - Mnniwa Topoposa
Bosimkmesa v [Jumutbp CTosiHoB CTethaHoB ca ChapykHUUYM 1 oT Exatepuna MoHaos:: — ynpasuten,
kakTo v [leknapaumm O6pasey Ne3 u Ne 4., kakto cneaga :

U3uckaHu nokymeHTH / YyacTHuym

EanHeH esponeitcku  fokyMeHT 3a  OBLLECTBEHM MOPBYKM
(EEQOTM) — OB6pasely Ne 2.

Nuncea ocHoBaHue 3a OTCTPaHABaHe
EEJION e npeacraiieH eMekTPOHHO noAnucaH
ot EkatepmHa XpuctoBa lWoHgosa —
Ynpasuten u 3 6p0s Ha XapTueH Hocuten
CbOTBETHO 1 OT nuijata no 4n.40, an.1,1.3 ot
MN30N - WnusHa Togoposa Bospxuesa u
Onantep CrosHoB CtedaHoB - ChAPYXHULM
n or ExarepuHa VoHmosa - ynpasuten
/CvrnacHo cnpaskil ¢ TbProBCKM perucTbp
HanpaBeHa 0T Komu suaTa/

Brmcann ca Heobxopumute faHHM oT vact |l uHdopmaLus 3a
VKOHOMMYECKMSt onepaTtop. YYaCTHUKLT € Bhucan BCUYKM
HeobxopuM faHHm u e oTbenssan, ye HWama Aa yyacTsa B
npoueaypata 3aefiHo C APYrM WKOHOMWUYECKU OnepaTtopy, HAMa
Aa v3nonsBa kanauureta Ha ApyrM cybekTH, 3a Aa M3MbhHM
kpuTepuuTe 3a noabop, HAMa Aia M3Non3sa NoAV3MLIHUTENM.

fluncea ocHoBaHu } 3a OTCTpaHABaHe

Yact IIl ot EEJON ,OcHoBaHWs 3a M3KIouBaHE” YYaCTHUKBLT e
AeKnapuvparn nuncara Ha OCHOBaHMS 33 3KMIOYBaHe.

Jluncea ocHoBaHu(: 3a OTCTPaHABaHe
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Yact IV A ,TOOHOCT” ot EE[ION - YyacTHuka e npeaocrasun
ENeKTPOHHO noanucaH HenombHeH EEAON.

Bncaa e nHdopmaLs 3a CbOTBETHUS THPrOBCKN PErUCThLP.

2. lNopapeHa e vHdopMaums 3a perucTbp KbM MambnHuTenHa
AreHums no JlekapcTaata — v e feknapupaHo Hanu4meTo Ha ;
2.1.Pa3pelueHne 3a TbproBus Ha epo ¢ MEAULIMHCKA M3REnUs
Ha KOHTAKT MEOWKBIT WHTEPHEWBLHBN* 004 ¢
peructpaymoHeH Ne |V-P-T/MI-317/10.03.2008r. — BeacpouHo —
MHOpMAUNATA CHOTBETCTBA Ha MPUMOKEHUTE [OKYMEHTU KbM
ogeprara.

INluncea ocHoBaliue 3a OTCTPpaHABaHe

Yact [V B ,TEXHWYECKN 1 NPODECUOHANHU
CNOCOBHOCTW” oT EEQION :

YyacTHuka e Bnucan 3 6pos forosopa ¢ NpeameT MAEHTUYEH Ha
HacTosLaTa 0bLyecTBeHa NopbYKa, C NOAaAeHa MHdopMaLms 3a
nepvop Ha feicTBMe Ha AOroBopa, CTOMHOCT M Bwbanoxwuren -
WHdopMaLUnATa CbOTBETCTBA HA MPUNOXKEHUTE [OKYMEHTU KbM
oeprara.

Nuncea ocHoBatme 3a OTCTpaHsiBaHe

Yact IV: Kputepun 3a nopbop, Pasgen I': Cranpaptv 3a
ocurypsiBaHe Ha KayecTBOTO WM CTaHAAPTU 3a E€KOMOTMYHO
ynpasneHue ot EE[JOMN -

YyacTHMka e Bmucan wHgopmaums 3a Hanuuave Ha SO
9001:2015 Ha wmeto Ha  KOHTAKT  MEQWKBI
WHTEPHEWBHBMT* OO ¢ obxear — TbproBus ¢ MEAULIMHCKO
obopyasaHe, anaparypa, CUCTEMM U KOHCymaTvBu. Moaapbxkka
Ha meguumHeko obopyasaHe ¢ Ne 27775/A/0001/UK/Bu , pata Ha
usgasaHe - 04 oxtomepu 2007r.pata Ha u3nasaHe 26
centemBpn 2017 r., sarmgeH po -~ 03 oktomepu 2019r.Ha
UNITED REGISTRAR OF SYSTEMS -  uHdopmauusTa
CbOTBETCTBA Ha NPUNOXEHUTE OKYMEHTU KbM odepTara.

INluncea ocHoBat ue 3a OTCTPaHABaHe

O6pasey Ne3 — Cnucbk no un. 54, an. 2 uun. 55, an. 3 ot 300,
BbB Bpb3ka ¢ unl. 44, an. 1 ot MM30[1. — KOpeKTHO NOMb/IHEHa.

INluncea ocHoBat ue 3a OTCTpaHABaHe
MpenctaseH nognucaH  oT  Exatepwr
WonpoBsa — ynpas Ten.

O6pasey Ned - [leknapauus 3a cbrnacue 3a obpaboTeaHe Ha
NWYHATE [aHHU BbB Bpb3Ka € 4n.d oT 3akoHa 3a 3awmTa Ha
NMYHUTE AaHHM - 2 Bpos.

IluncBa ocHoBat Me 3a OTCTPaHABaHe
Mopanucaln OT [Bamarta CbAPYXHULW
Wnmana Togopoea bBosmxkveBa v [Qumute
CrosHos CTedaH )B.

Komucusnara eQnHOAYLWHO npuema, 4ye Jinncea ocHoBaHWe 3a OTCTpaHABA 1€ NO TOMKK OT

Ne 1.1. go 1.1.8. ot HacToswwmAT MpoTokon.

OT ropensnoXeHoTo KOMMCUSITa €AMHOAYIUHO YCTaHOBM, Y€ HEe € Harmue Nunca, HenbnHoTa
HECbOTBETCTBME Ha MHOPMaLMATE, NPeACcTaBeHa OT yyacTHUKa. He e Hanuue HepeL OBHOCT, KakTo
He e Hanuue (pakTudecka rpewka. He e Hanuue HeCLOTBETCTBME C W3WUCKBAHWATA KbM NMYHOTO
CbCTOsHME Ha yyacTHuka ,KOHTAKT MEAUKBIT UHTEPHELIBHBN“ OOR v kputer unte 3a nogbop

Ha Bbanoxutens.

KommcusTa ponycka 0O pasrnexpaHe TeXHUYECKoTo npeanoxenne Ha ydacTruka ,,KOHTAKT

MEOUKDBN UHTEPHELWBHBN® 00[.

I.CvrnacHo un.56, an.2 ot MMN30M Ha 3akpuTh 3acepanns Ha 13.12.2018r., 17.12.2018r u
18.12.2018r. xommucusiTa npucTbNBa KbM pasrnexgaHeTo Ha A0NyCHaTUTe TEXHUMECKM [ PEANOXEHMUA 3a

CbOTBETCTBME C NpefBapuTeNHO 0BSABEHWTE YCNOBUS Ha Bbanoxwutens, kakTo cressa
1.YuactHuka ,,BUKOMEL“ OOf - Odpepra ¢ Bx. Ne 367 or 23.11.2018r. 12:59 vaca e

npeacrasun TexHu4ecko npearnoxeHne KakTo cneaea .



1.1.Mpeanoxenne 3a M3MbIHEHME HA NOpbYKATA B CLOTBETCTBME C  TEXHUMECKMTE
cneunduKaumum n usucKkBaHusa Ha Buanoxurens — O6paseu Ne 5 - 3a 06ocobeHa nosuunsa Ne 1.
KuM npeanoxeHeTo 3a M3MbNHeHMe Ha NopbYKaTa ce npunara :
1.2.NIPUNOXEHVE Ne 2, TexHudecko npepnoxeHue 3a 06ocobeHa no3nums e 1 n MarHurteH
Hocuten ¢ MPUNOXEHWE Ne2, kakto cnepga :

nonuMMeTNMeTakpunar
(PMMA) . Tun Ha onTukaTa -
BukoHBekcHa. Pasmep Ha
newara - 13,5 M. Pasamep Ha
ontukata - 65 wmm. A-
KoHCTaHTa - 118,7.

akpunat (PMMA).Tun Ha
ontukata - OMKOHBeEKCHa.
Pasmep Ha neujara - 13,5
MM. Pa3mep Ha onTukara -
6,5 MMm. A-KkoHcTaHTa -
118,7

HaumeHoBaHue Tbproecko Mpe | Bp.o Karano | Mpousso
HauMeHoBaHue anar xeH Ne | auten
.on-
Ka
2 3 6 8 9
ocobeHa nosuuus Ne 1
1.1.AcrySof SA - Acrylate /| SAGOAT /Acrysof single 1 SAGOAT | AnkoH -
Methacrylate  Copolymer - | piece/ 3afHoKamepHa, 6p.B CALY
3afHoKamepHa, Meka(crbaema),UVaunt onak
Meka(crbBaema), UV duntep, | bp,axpunHa, xvapocobHa OBKa
aKpunHa, xunpocpobHa ( 0.3% | (0.3%BoaHo cbabpxKaHme)
BOLHO ,MOHOGnOK(singlepiece),m
CbAbPXaHWe),MOHO6 MoK ( | oHochokoKanHa, buKoHBEKC
single piece), | Ha, ¢ MpaBobIbreH pub
MOHO(OKOKanHa, Ha onTMka M XxanTuka,
bukoHBekcHa, ¢ NpaBobIbeH | AbmkvHa  13mMm,pasmep
pb Ha onTka ¥ xanTwka, | Ha  onTMkata  6MM,
AbmxiHa 13Mm, pasmep Ha AavonTtpu: ot 6 po 30.0
1.2 AcrySof MA - Acrylate / | MABOAC/Acrysof/ 1 MAGOA | AnkoH -
Methacrylate Copolymer - | 3anHokamepHa,meka 6p.B C CALY
3afiHoKkamepHa, Meka | (crbBaema),UV  cmntep, onak
(crbBaema), UV cunmbp, | akpunHa,xmuopodobHa, OBKa
aKkpunHa, xuapocobHa, | TpUKoMnoHeHTHa(multipiec
TpUKOMNOHeHTHa (multipiece), | €),moHodoKarnHa,
MOHOGhOKanHa, AbJKVHA | AbmkuHa 13mM, pasmep
13MM, pasmep Ha onTtukata | Ha onTukara BMM,
bmm, avontpu: o1 6 00 30,0 | AvonTpu: ot 6 go 30,0
1.3.Toric-Acrylate/ SN6ATxx /Acrysof  1Q 1 SN6ATX | AnkoH -
Methacrylate  Copolymer - | Toric/ 3apHoKkamepHa, op.B X CAL
3apHokamepHa,Meka Meka(crbBaema),UV onak
(crbBaema), UV unmbp, ¢ | duntsp, ¢ AT duntsp OBKa
KbNT  uUNTBP 33 CUHA | 3@ CMHA  CBETNWHA,
CBET/INHA, TOPUYHA, aKpUNHE, | TOPUYHA,aKPUITHA, XMAPOD
xuppogobra (0,3% BogHo | 0BHa  (0,3%  BOAHO
CbAbpXaHue), MOHODSOK | CbAbpXaHue),MOHOBMoK
(single piece), MoHO (single piece)
1.4.Cilco PMMA | MC50BD /Cilco NMMMA/ 1 VC50B | AnkoH -
Polymethylmethacrylate- 3azikamepHa TBbpAA 6p.8 ) CAL
3aakamepHa TBbPAa | BLTPEOUHA newja- onak
BbTPEOYHa NneLya - MOHODBMOK | MOHOBNOK ¢ xanTuka. OBKa
C Xxantuka. Marepuan - | MarepuannonumeTunmer




1.5.Cilco PMMA | MTA4UO /Ciico PMMA/|on. |5 1 5 MTA4U | Ankon -
Polymethylmethacrylate - | NpenHokamepHa, TBBLPAR, bp.B 0 CAL
MNpepHokamepHa, T8LpAa, UV | UV ounTLP, onak
dunTHP, MOHO(OKanHa, | MoHooKanHa, Ab/KuHA 0BKa
AbIKMHA 12,75-13mm, | 13mm, pasmep Ha
pa3mep Ha onTukara 5,5-OMM, | onTukata 5,5 Mm, aronTpu
amonTpwu ot 10 o 30 ot 10 go 30
1.6.AcrySof 1Q - Ultra Sert | AUOOTO  JAcrysof 1Q|on. |10 |1 10 AUOOTO | Ankon -
Acrylate /  Methacrylate | Aspheric UltraSert/ op.B CAlY
Copolymer - 3apHokamepHa, | 3aaHokamepHa, meka onak
meka (croBaema),UV ¢untup, | (crbBaema),uV duntep, ¢ OBKa
C XBbMT UITBP 33 CUHA | KBAT UATLD 33 CUMHS
CBETMMHa, aKpunHa, | cBeTNMHa, aKkpwnHa,
xuppodobHa  (0,3% BogHo | xuppodobHa (0,3% BoaHO
CbbpxaHue), MOHOONOK | CbabpXaHue), MOHOBMOK
(single piece), moHodokanHa, | (single piece),
acepnuHa,  BUKOHBEKCHA, | MOHOOKanHa,
AbimkmHa 13m acdepuyHa, BUKOHBEKCHa,
AbImKMHa 13MMm, c
npaBobrbrieH pub  Ha
ONTUKA U XanTuka, pasmep
Ha  onTMkata  6mwm,
avonTpu: ot 6 po 34,0,
npeaBapuTenHo 3apepeHa
B CTEPUIEH UHXEKTOP
1.7.Ex-press/Shunt Ekenpec wiHT/ Ex-press /, | on. | 1 1 1 24053 | AnkoH -
(inplantable stainless steel) - | mnTpupaly umnnaHT npu Op.B CALY
dunTpupally WMNNaHT Ny | raykoma, MeTareH, onak
rnaykoma, metaneH, AbIDKuHa | ObIDKMHA 2,8Mm, OBKa
2,8mm, pebenmHa po 0,4mm ¢ | gebenvHa 0,4mMm ¢ oTBOp
oteop 50  wmwukpoHa, c |50 MWKPOHa, c
MHOMBWAYANEH UHXeKTop VHOVIBUOYASIEH MHXEKTOP
1.8. 1,7% Hatpves | fiuckosuck 1,7% Hatpues [ on. |5 1 5 1450017 | AnkoH -
XOHAPOUTUH cyndat+4% | xoHapoutuH cyndar+4% op.B CALl
HaTpueB XvanypoHar, | HaTpues XwanypoHar, onak
Buckosuter ot 40000 pgo | suckoautet ot 40000 go OBKa
110000mPa.s, egHokpatHa | 110000mPa.s,
CMpWHLOBKA,BUOCUHTETUYEH | efjHOKpaTHa
NaHa Z NaCS- | cnpuHyoBka,brocuHTETIY
AVCnepruBHO/KOXE3NBHO eH NaHa u©n NaCS-
AMCNEprnBHO/KOXE3NBHO
1.9. 1-1,5% Hatpues | lNposuck 0.85 mn 1-15% jon. | 10 |1 10 £690022 | AnkoH -
XWanypoHat, BWCKO3MTET OT | HaTpueB XvanypoHar, op.B CAlY
30000 po  70000mPa.s, | BuckoauteT ot 30000 mo onak
eAHOKpaTHa cnpuHuoska, | 70000mPa.s, egHokpaTHa OBKa
bvocuHteTuen  NaHa - | cnpuHUoBKa,
KOXE31BHO fuocuHTeTMHEH NaHa -

KOXE3MBHO

1.3.MpoekT Ha porosop — Obpasey Ne 6 — nognucaH 1 nogneyataH Ha Bcaka cTpal Muya.
1.4.[leknapaums 3a cbrnacue ¢ knaysute Ha NpUNOXeHNs NpoekT Ha aorosop — Otpasety Ne 7.
1.5.Jexnapauma 3a cpok Ha BamMBHOCT Ha odepTaTa — Obpasel) Ne8.




1.6.Mncmo 3a noTBLPXAEHWE OT NPOM3BOAMTENS, 33 MEAVLMHCKATE W3AErUs, 33 KOWTO
y4acTHuKa nofjasa ogepta — Konve 3aBepeHo C rpud ,BAPHO ¢ opurHana“ Ha aHriIMiACKK e3nk W
MPEBOA KbM HEro Ha 6bnrapcky esuk OT 3aKneT npesoaay.

1.7. [lexnapauys 0T yuacTHuKa, Ye cbrnacHo un.8 an.2 ot 3MM MeauumHCKN KC HoyMaTuBi ca
ceptuduLMpaqn u nputexasat CE mapka - YuyacTHuka e npunoxun [eknapauyst cB)GOAeH TeKcT.
Kakto n ceptudpukar ISO 13485:2003 Ha UMETO Ha NPOMIBOAMTENS KOMWE 3aBEPEHO C 1pUd ,BSIPHO ¢
OpurMHana“ Ha aHrmnACkV 3nk 1 NPeBoA KbM HEro Ha Gbiirapcku 3k OT 3akneT npeso;(ay.Mpunoxun
e v [leknapaum 3a CbOTBETCTBME, C NOCOYEHUTE HOMEHKIATYPHY eauHvLm oT 0bocobelia noauums Ne
1, 32 KOUTO Ce OTHACAT - Konue 3aBepeHo ¢ rpud ,BAPHO C OpUTMHANA" Ha aHTTIWIACKM 231K U NPeBog
KbM HEro Ha 6bnrapcky e3uk oT 3aKkneT npesogay.

1.8.lexnapaums no 4n.3 u un.5, 1.3 oT 3akoHa 3a MKOHOMUYECKUTE U (HIMHAHCOBM re OTHOLLEHNS
C ApyxecTeata, PerucTpupaHi B OPUCOVKLWKM C npedepeHLManet AaHbYeH PEXuM, CBLI3aHUTE C TAX
nvu@ 1 TexHUTe [encTBUTENHN cobeTBEHULM - 0Bpaset; Ned.

1.9.lexnapauus no un. 39, an.3, 1.1, 6. [ or NN30M - obpasew Ne10.

1.10.Mnvk ¢ Hagnue “Mpeanaradm LeHoBK napameTpu — 1 6poit 3anevataH HeMpo3payeH,
CbOTBETHO 3a 0bocoBeHa noauuma Ne 1 — kbM nnuk ¢ Hagmue “TnuK ¢ NpeanaraHy LIEHOE 1 NnapameTpy”
Ce Hanunea MarHuTeH HocuTen.

EovHomywHO KomucuaTa KoHCTaTtvpa, ye TeXHWMYEcKOTO MPeasioXeHWe 3a W3 ThiHEHWe Ha
rnopbykata Ha yyactHuka ,BUKOMEL“ OOR cvoteeTcTBa ¢ NpeasapuTenHo obsBeHMTS YCrnoBua Ha
Bwanoxurens.

C ornen Ha ropen3noxeHoTo KomucusiTa eAuHOAYLIHO pen 1 4Oonycka [0 y4acTiie v oLeHKa U
KnacupaHe Ha ocbeprara yyactHuka ,,BUKOMEL“ OOf.

2. YyactHuka ,AM® OAPMA“ OO0l - Ocbepra ¢ Bx. Ne 370 or 26.11.2018r., 10:00 yaca e
npefcTasun TeXHUYECKO NPEANOXEHNE KaKTO Creasa :

2.1.MNpeanoxeHne 3a W3NbIHEHME HA MOpbYKaTa B CLOTBETCTBME C  TEXHUYECKUTE
crneumcmrkaumn U usnckBaHus Ha BwanoxuTens — Obpasey Ne 5 — 3a obocobena nasuums Ne 6,
HomeHKknaTypHu Ne 1,2,3,4,5,6,7,8,9,10,11,12,13,14,15,16,17,18 n 19.
KbM npefrioxeHneTo 3a U3nbIHEHWE Ha NopbuKaTa ce npunara :

2.2NPUNOXEHME Ne 2 ,TexHudecko npearnoxeHre 3a 06ocobena nosuumst Ne 3 1 marHuTeH
Hocuten ¢ NPUNOXEHWE Ne2

Ne | HaumeHoBaHue Toprocko | Eannmyn | Konuu | Mpe | Bpo | Katancx | Mpouss
HaWMeHOBaH | aMfApKa | ecTBO | anar | i eH HoMep | oauTen
ue aHa | onak

onak | oBKK
OBKa
1 2 3 4 5 6 7 8 9
Obocobena nosuuus Ne 6, HomeHknaTypa Ne
1 6.1. DHS nnaka 135 °, ¢ | DHS [lnaka | Kk-kT " onak | 11 610 GPC
orpaHnyeH koHTakT, | 135° OBKa Medical
pebenvHa 58 MM, Ltd.

wupounHa 19 mm, 6apen
38MM, pascTosHue mexay
oTBOpUTE 16
MM,OMHaMu4eH BUHT O
12,6 MM ,ObmxuHa 0T 46
MM o 270mm. - SS 31612
- 16 otB.oT 46 MM go
270mM.




6.2. DCS nnaka 95 °
nebenvHa 54 MM,
lWnpourHa 16 mm, Gapen
25MM, pa3cTosHMe Mexay
OTBOpUTE 16
MM, OUHaMU4eH BUHT @
126 mm , o1 6 pgo 16
OTBOpPa  Ab/KMHA  OT
100mm pgo 260 mm.- SS
316L6 -16 orB.oT 100MM
A0 260 mm

DCS Mnaka
959

onak
OBKa

611

GPC
Medical
Ltd.

6.3. brnosa nnaka 130°
c pebenvHa 56 MM,
LINPOYMHA 16 MM,
pasCcTosiHue Mexay
otBopute 16 MM cC
AbMKWHA Ha NesBuUeTo ot
50 no 80 mm.5 -18 oTs.

brnosa
nnaka 130°

70

onak
OBKa

70

604

GPC
Medical
Ltd.

6.4. brnosa nnaka 95° , ¢
pebenvHa 56 MM,
LUNPOYNHA 16 MM,
pascTosHue Mexay
oteopute 16 MM ¢
ObIMKUHA Ha Ne3BueTo oT
50 no 80 mm.5 -18 oTB

‘brnoea
nnaka 95°

K-KT

onak
OBKa

605

GPC
Medical
Ltd.

6.5. 45 [OuHamuuHo
KOMNpecMBHa nnaka -
wwpoka 3a 4.5/6,5 mm
BUHTOBE- AebenuHa 5 MM,
LWMPOYKHA 16 MM,
pascTosiHue Mexay
otsopute 16&25 mm- SS
316L - 4 -18 orB.

4.5mMm
vHammyHo
KOMnpecuBHa
nnaka
WKnpoka

onak
OBKa

619

GPC
Medical
Ltd.

6.6. 4,5 [QuHammyHo
KOMNpecMBHa nnaka -
PEKOHCTPYKTUBHA, 3a
KOpTUKanHu BuHTOBE 4,5
MM - gebennHa 2,8 mm,
LWXPOYNHA 12 MM,
pascTosiHue Mexay
oreopute 16 mm -316L - 5
-22 OTB.

4.5mm
[lurHammuuHo
KOMNpecuBHa
nnaka
PEKOHCTPYKT
“BHa

K-KT

onak
OBKa

634

GPC
Medical
Ld.

6.7. 45 [uHamuyHo
KomrpecusHa T 6bTpec
nnaka 3a BuHTOBE 4,5
/6,5mm - pebenvHa 2,0
MM, wWupounHa 16 MM,
pasCTosiHue Mexay
otBopute 16 Mm - SS
316L - 4 -11 oTB.

4.5um
AvHamuyHo
KOMMpecuBHa
T bbTpec
nnaka

onak
OBKa

645

GPC
Medical
Ltd.




8 6.8. 4,5 [uHamuyHo | 4.5MMm K-KT 5 onak |5 624 GPC
komnpecuBHa L 6bTpec | AuHamuyHo 0BKa Medical
nnaka /nssa 1 gscHa/ 3a | KOMNpecuBHa Ltd.
BuHTOBEe 4.5 /69Mm - | L bvTpec
nebennHa 2,0 MM, | nnaka
LIMPOYMHA 16 MM,
pascTosHue Mexay
otBopute 16 Mm - SS
316L - 3-11 otB.

9 6.9. 45 Knosvpnuitd | 4.5mMm K-KT 5 onak |5 608 GPC
nnaka ,3a KopTukanuu | Knosbpnuitg OBKa Medical
BWUHTOBE 3,5MMm ¥ | nnaka Ltd.
CMOHIMO3HN BuHTOBE 4,0
MM - aebenvHa 1,2 mm,
wupoynHa 15,2 wmm-SS
316L - 3 - 14 o7B.

10 [ 6.10. 3,5 mm kopTukaneH | 3.5Mm bpoit 15 onak | 15 735 GPC
BUHT C JauamMeTbp Ha | KopTukaneH OBKa Medical
cTBONa 2,5MM, AMamMeTwbp | BUHT Ltd.

Ha rnasata 6,0 mm- SS
316L - 10-50mm

11 | 6.11. 45 mm kopTukaneH | 4.5mm bpon 15 onak | 15 736 GPC
BUHT C AuameTbp Ha | KopTukaneH OBKa Medical
creona 3,0MM, AMaMeTbp | BUHT Ltd.

Ha rnasatra 8,0 mm- SS
316L - 12 - 74mm

12 16.12. 3,5 mm maneonapeH | 3.5mMm bpoit 15 onak | 15 733 GPC
BUHT C pAuametsp Ha | ManeonapeH OBKa Medical
CTBOMa 2,5MM, vameTbp | BUHT Ltd.

Ha rnasara 6,0 mm- SS
316L - 25 - 90mm

13 | 6.13. 3,5 MM cnoHrmoseH | 3.5mm Bpoi 18 onak |18 725 GPC
BUHT C pguameTbp Ha | CrnoHroseH OBKa Medical
cteona 1,9MM, auameTbp | BUHT Ltd.

Ha rnasatra 6,0 mm- SS
316L - 10 - 60Mm

14 | 6.14. 3,5 MM CroHrvo3eH | 3.5MMm Bpoit 15 onak | 15 726 GPC
BUHT C yYacTuyHa pesba | CrnoHroseH OBKa Medical
QMaMeTbp Ha  CTBONA | BMHT Ltd.
1,9vM,  agvameTbp  Ha
rnasara 6,0 mm- SS 316L
- 10 - 60Mm

15 | 6.15. 6,5 MM CroHroseH | 6.5mm Bpoi 15 onak |15 722 GPC
BUHT C [MaMETbp Ha | CNOHIMO3eH oBKa Medical
ctona 3,0MM, anameTbp | BUHT Ltd.

Ha rasara 8,0 mm- SS
316L - 25 - 120mm

16 | 6.16 7,0 mm KanonupaH | 7.0mMm Bpoii 5 onak |5 727SD GPC
CroHr1o3eHcamoHaps3ea | KaHionupaH OBKa Medical
Ll  BWHT-OMAMETBLP  Ha | CMOHIMO3eH Ltd.
cTeona 4,5MM, AnameTwbp | caMOHapA3Ba
Ha rnasata 8,0 MM,0TBOp | W} BUHT

2,1MM-SS316L-45- 130Mm




17 | 6.17. 4,5 mm KaHionupaH | 4.5mMm 6pon 5 onak |5 7325D GPC
CroHrno3eHcamoHapsissa | KaHionmpax oBKa Medical
U  BWHT-OMAMETBP  Ha | CTMIOHTMO3EeH Ltd.
ctona 3,0Mm,anameTbp | camoHaps3sa
Ha rnasata 6,0 MM,0TBOpP | L BUHT
1,4MM-SS316L-20-120MmMm.

18 | 6.18.1/3 TybynapHa nnaka | 1/3 K-KT 25 onak | 25 639 GPC
3a 3.5/4,0 mm BuHTOBE- | TybynapHa OBKa Medical
pebermHal,Omm,  wwp.9 | nnaka Lid.
MM, pasCTofHUEe Mexay
orsopurte 12 mm-SS316L -
2-1207BOpa

19 | 6.19.KuplHeposm oT | KupwHeposa | 6poi 500 onak | 500 | PS911 GPC
025mm pgo 0O3.0mm | vrna 0BKa Medical
men. ctomaHa 316LVM - Ltd.
CrNiMo-ASTMF-150mm-
310mMm

2.3.MNpoexT Ha aorosop — OBpaseL; Ne 6 — noamvcaH v noaneyaTaH Ha BCsika CTPaHMIa.
2.4 [lexnapaums 3a cbrnacue C KnayauTe Ha NpunoXeHns NpoekT Ha aoroop — OBpisey Ne 7.
2.5.[leknapaums 3a cpok Ha BanmMaHOCT Ha otheprata — OBpasel| Ne8.
2.6.0T0pN3aLMOHHO MMUCMO OT NPOM3BOAMTENS, 38 MEAVLIMHCKATE M3AENWS, 3@ KOUTO Y4acTHUKA
noaaea odepTa — Konne 3aBepeHo ¢ rpuc ,BAPHO C opurMHana“ Ha aHrANMIACKN 3K 1 NPe 304 KbM HEro
Ha Bbarapcku eank oT 3akneT npesofad B opuriHan, Ceptudukar ISO 13485:2016 Ha npoussoauTens
Ha MeauUuHCKUTE M3penus - Konue 3aBepeHo ¢ rpud ,BSpHO ¢ opurMHana" Ha aHrminckn ek u
NpeBos KbM Hero Ha Obnrapcku esuk OT 3akneT npeeogay B opuruHan, CE cepTudukar Ha
NPOU3BOANTENS — KONKE 3aBEpeHO C rpud ,BAPHO € opurMHana“ Ha aHIMWIACKU €3UK U Npe 30 KbM Hero
Ha Obrrapcku esauk OT 3akneT npesogay B opurHan., [eknapauus 3a cboTeeTcTeu: Ha EO Ha
NpoM3BOANTENS - KONWe 3aBepeHo ¢ rpud ,BsApHO ¢ opuriHana” Ha aHImUINCKW eank U Npeioa KbM Hero
Ha 6bnrapcky e3wk OT 3aKneT NPeBoAaY B OpuUrvHan.
2.7.YvactHuk e npunoxun [eknapauns ye cbrmacHo un.8 an.2 ot 3MWA meguumHCK
KOHCyMaTuBM ca cepTuduLmpanu n nputexasat CE mapka - cBobofeH TekcT.
2.8.[lexnapauys no 4n.3 v un.5, 1.3 oT 3aKkoHa 3@ MKOHOMUYECKUTE 1 (DUHAHCOBMT(} OTHOLLEHMS!
C ApyXecTBara, perucTpupaHu B IOPUCAMKLMKM C NpedepeHumaneH JaHb4YeH PexvM, CBbp3aHuTe C TAX
nuua n TexHuTe fencTenTenHN cobeTeHMUM - obpasel) Neg.

2.9 leknapaums no un. 39, an.3, 1.1, 6. 4 ot NMN30N - 06pasew; Ne10.

2.10.Mnvk ¢ Hagnue “Mpepnarain LeHoBu napameTpu’ — 1 6poit 3anedataH +enpospade,
CboTBETHO 3a 0bocobeHa nosuyms Ne 6, HomeHknparypa Ne 1, 2, 3, 4, 5,6, 7, 8, 9, 10, 11, 12, 13,14,
15, 16, 17, 18 1 19 kbM nnuK ¢ Hagnue “TINVK ¢ NpeAnaraHy LeHOBM NapaMeTpn” Ce Hanur sa MarHuTeH
HocuTen.

EanHomyluHO KOMMCUSTA KOHCTaTupa, Ye TEXHUYECKOTO MNpesioKeHe 3a U3NbIHEHWE Ha
nopbykaTa Ha yyacTHuka ,,AM® ®APMA* OOl cbOTBETCTBA C NPEABAPUTENHO OBSBEHATE ycrnosus
Ha Bvanoxurens.

C ornep Ha rope13noxeHoTo KomucnsiTa eMHOAYLIHO PelLn v AoNnycka A0 Y4aCTv: 1 OLgHKa U
KnacupaHe Ha odeprara y4acTHuka ,AUD GAPMA* 00[.

3.YuactHuka ,,KOHTAKT MEAUKBI UHTEPHEWIBHBI OOf ~ Ocbepra ¢ BX. N2 374 ot
27.11.2018r., 10:58 yaca e npezcTaBun TeXHUYECKO NPELNOKEHUE KAKTO Crie/Ba |

3.1.MpepnoxeHne 3a M3NbIHEHME HA noOpbYKaTa B CLOTBETCTBME C T 3XHUMECKUTE
cneumdmKaLmm 1 nancksanusa Ha Branoxutens — Obpasel| Ne 5 — 3a 060cobeHa nosuums e 3.
KbM npeanoxeHneTo 3a u3nbiiHeHWe Ha nopbyKkara ce npunara

3.2.NPUNOXEHME Ne 2 ,TexHudecko npeanoxeHue 3a obocobera nosuums Ne 3 u MarHuTen
Hocuten ¢ MPUNOXEHWE Ne2 — USB namet
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Ne| HanmeHoBaHue Toproscko | Ea.m | Konuu | Mpeg. | Bp.on | Katan | Mpous
HaMMEHOBaH | ipKka | eCTBO | ONMAKO | aKCBK | OXeH | BoauT
we BKa " Homep | en
1 2 3 4 5 6 Y 8 9
060cobeHa nosuyus Ne 3
1 | 3.1. TpukomnoHeHTHa xuapodobHa, meka | CeHcap on. 60 1 10C Sensar | A6bot
BbTPEOYHa newia ¢ moauduumpaH pbvb | TpukomnoHe AR40E | Mepauk
Ha onTukara.Xapakrepuctuka Ha | HTHa B
ontukaTa:AcoptTumeHT(auonTtpu).  +6.00
po +30.00 d, Avametsp: 6.0mm., Dopma:
BukonBekcHa, Matepuan: XuppodobeH
akpunat ¢ UV ¢wuntbp. [Ou3saiH Ha
ONTU4HKA pBb; 36

2 | 3.2. EpHokomnoHeHTHa xuapochoBHa, | Cercap on. 15 1 30 Sensar | A66oT
Meka BbTpeoyHa newa ¢ moauduumpad | EaqHokoMnoH AA Menuk
pbb Ha onTukaTa.XapakTepucTMka Ha | eHTHa BOO 1)
onTtukara: AcopTumeHT(avontpu): +06.00
po  +30.00d, [uamervp: 6.0mm.
®opma:  bBukoHBekcHa.  Martepuan:
XuppocobeH akpunat ¢ UV cuntsp
AvsaiH Ha onTnyHKs pub: 36

3133 EnHOKOMMNOHeHTHa meka | Cuma on. 30 1 30 Cima | Cuma
xnapodunHa, acepuyHa newa ¢ 3607 | HKwvnta/ 42y TexHo
npaBobrbieH pbb, KbNTO ouBeTeHa - nomxu
GUNTLP Ha BUOreTOBaTa CBETNMHA.
XapaktepucTuka Ha
onTukata:AcoptumeHT (auontpu): -5.0 go
+30.0 (crvnka 0.5/1.0D) [duametwp:
6.0Mm., dopma: BukoHBekcHa,
Marepuan:

4 | 34. EnHOKOMMNOHEHTHa meka | Cuma dnekc | on. 40 1 50 Cima | Cuma
xugpocunHa, achepudHa newwa ¢ 3607 Flex | TexHo
npaBobrbieH pbb.Xapaktepuctuka Ha 21 noaxu

onTukata: AcoptumeHT (auontpu). -5.0
po +30.0 (ctbnka 0.5/1.0D), OuameTop:
6.0 MM.
®opma:  BukoHsekcHa,  Marepwuan:
XuapoduneH akpunat ¢ UV duntbp
[n3aiH Ha onTuuH

3.3. MpoekT Ha porosop — Obpasey Ne 6 — noanucan 1 noanedaTaH Ha Besika CTpar uua.

3.4 [leknapayus 3a cbrnacue ¢ Knayaute Ha NpunoxeHus NpoekT Ha goroeop — Obpasey Ne 7.

3.5.Jeknapauus 3a cpok Ha BarmMaHOCT Ha odepTarta — Obpasel Ne8.

3.6.0TOpU3aLMOHHO MMCMO M YAOCTOBEPEHUE 3a MPEACTaBUTENCTBO OT MPOW3BC AUTENUTE, 3a
MEOVLMHCKNATE M3Oenvs, 3a KOUTO yvacTHMKA nofaea odepTa — Konve 3aBepeHo ¢ riud ,BspHo ¢
opuriHana“ Ha aHrmuICKM €3uK 1 NPEBOA KbM HEro Ha Bbnrapcku €3uk OT 3akneT NPeBOoAi Y B OpUrnHan
n Ceptuukatu ISO 13485:2003 Ha npounsBoauTENUTE HA MEANLUMHCKMTE M3AESS - KOMiie 3aBepeHo C
rpud ,BSpHO ¢ opurMHana® Ha aHrmUACKM €3MK U NPEeBOA KbM HEro Ha Obnrapcku e:uk oT 3aknet

npesoAay B OpuUrnHan.

3.7.Jexnapauus OT y4yacTHWKa, Ye cbrnacHo yn.8 an.2 ot 3MWU meauuuHCKM KolicymaTuBu ca

ceptudmympanv n nputexasat CE mapka - ceoboaeH TekeT.

3.8.[deknapauus no un.3 n un.b, 1.3 ot 3akoHa 3a MKOHOMUYECKUTE 1 (PUHAHCOBMTE OTHOLLIEHMS C
ApYXecTBara, perncTpupaHi B IOPUCAMKUMN C npedepeHumaneH faHbyeH pexuM, CBbf:3aHuTe C TAX

nnua 1 TEXHUTE AeCcTBMTENHM coBCTBEHMUM - 0bpasel] Ne9.
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3.9.Jeknapaumsa no un. 39, an.3, 1.1, 6. ot MN30MN - 06pase Ne10.
3.11.bpowypu 1 onucaHMs Ha TEXHUYECKUTE XAPaKTEPUCTUKA HA MEAULMHCKUTC M3fenus, 3a
KOMTO yYacTHWKa y4yacTBa — B NpeBoz Ha ObNrapcku eauk.

3.12.Nmmk ¢ Hagnue ‘MpepnaraHn LeHou napameTpu’ — 1 6poil 3aneyataH Henpoapaye,
CbOTBETHO 3a 06.no3numa Ne 3 MarHuteH HocuTen — KbM NAKK ¢ Haanue “TINKK ¢ npe/jlaraH LieHoBU
napameTpu‘ ce Hanmnea MarHUTEH HOCUTEN.

EavHoaylWwHO KomucusiTa KOHCTaTupa, Ye TEexXHUYECcKOTO MpeanioKeHMe 3a WiMbMHeHWe Ha
nopvykata Ha ywactHuka ,KOHTAKT MEOUKBNT UHTEPHEWDBHBN® OO[] choteerctBa ¢
npeaBapuTenHo obsiBeHuTe ycnoBus Ha Buanoxutens.

C ornen Ha ropeusnoxeHoTo KoMUCHSTa eOvHOAYLLHO PelLL 1 AonycKa [0 y4acTue v OLeHKa 1
KnacvpaHe Ha ogepTtata yuactHuka ,KOHTAKT MEAWKB UHTEPHELLBHBN* OOf.

C no-rope nanoxenure aeitcteun pabotara Ha Komucusta npuknioumn Ha 18.12.20 18r.

EanHopywHo Be pelweHo KomucusTa aa npogb/mky € oUgHKaTa U KNacupaHeTo Hi AonycHaTuTe
y4acTHUUM, cbrnacHo 4n.57, an.1 v 3 ot NN30MM Ha 28.12.2018r. ot 09:00 eTax 2, aavMHUCTpaTUBHA
Yact Ha MBAJT All Nosey, ctas Ne 27 ¢ oTBapsHETO Ha LIEHOBMTE MPEATIOKEHNA HAa Y4acTHULMTE.

NPEACELATEN: Papocnas Paikos — maructbp dapmauest npu MBAN "npod.a-p.Mapackes
CrosHos” ALl Nlosey Yn.2 33N11

YNEHOBE: 1.Mapuana WeaHoBa - topuct npyu MBAIN "npod.a-p.Napackes CrosHos” AL Nosey

Un.2 3311
2.bopsHa Boesa - cueTosoauTes npu MBANT Al

Yn.233N1
3.0-p.banso baxkos - odTanmorior

Yn.2 3301
4. p-p.I' lenos — OTaenenure opToneaust v TpaBMaTonorvs

Yn.2 33114
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