“MHOIOMPO®UNHA BOJIHULIA 3A AKTUBHO NEYEHUE
[-p BPATAH LUIYKEPOB” AJ] rp. CMO/SH

4700 rp.CmonsH 6yn.“bbnrapmna”Ne2; Ten.03-01/ 6-23-95;
dhakc 6-25-49 e-mail: orb-sm@mbox.digsys.bg

NMPOTOKOJI Ne 2

OT pasrnexaaHeTo, OLeHABaHeTO U KNnacupaHeTo Ha NpeasioXkeHUATa 3a
npoBeXaaHe Ha OTKpUTa npoueaypa 3a ,,JJoctaBka Ha MeAULMHCKN KOHCYMaTUBN,
peakTMBM N BMOMNPOAYKTN 3a 1abopaTopmn N KPbBEH LIEHTHLP, pasTBopU 3a
xemogmanusa 3a Hy>xante Ha MBAJ1” I-p bpataH LUykepos”ALl”

[Hec 17.04.2015 r. B 10:00 yaca B 3acefaTtenHara 3ana Ha MBAJ1 . [0-p BpataH LLykepos” A/l
rp. CmonsH, coriacHo 3anosef Nel107/14.04.2015 r.Ha V3MbAHUTENHUA AMPEKTOP, Ce Cbbpa KOMUCKS B
CbCTaB:
Mpeacepaten: a-p I'. b. - 3am.- AMPEKTOP NO MeA. AeNHOCTU
UneHoBe: A. B. - agBokart
4-p L. K. — nekap (ctapwun) B KnMHW4YHa nabopatopus
H. C. — 3am.-aupekTop AVIB
B. C. — NIKOHOMUCT, 0OLLIECTBEHM MOPBYKM
B. J1. — cTapwn MeanUMHCKN nabopaHT
M. b. — cueToBoguTen

Ha 3acegaHuneTo Ha KomucmaTa npucbetsa n X. . B KAYECTBOTO CU Ha KOHCYNTaHT.

I. Ha ocHoBaHue un. 68, an. 7 ot 30l KomucuaTa NpuUCTLNU KbM pasriexaaHe Ha JOKYMeHTuUTe
N HpopmaumaTa B K Nel Ha y4aCcTHUUMTE 33 CbOTBETCTBME C KpUTEPMUTE 3a NOA00P, MOCTaBEHN OT
Bb3/10XKUTENS.

1. MNo oTHoLeHne Ha gokymeHTUTe Ha MEAVKAJT CNC EOO/L:

Y4acTHUKBT e npeactasun 1 6poit navk Nel 3a yyacTre no 060co6eHn no3numm ¢ Homepa — 34
N 46, KaTo e MPUIOXWUT BCUYKM [JOKYMEHTW, OMMUCaHU B CMMCbKa Mo 4n. 56, an. 1, 1. 14 ot 30I1.
Komucumsita He ycTaHOBM /iMnca Ha [LOKYMEHTU W/WAW HeCLOTBETCTBME C KpuUTepuute 3a nogobop,
npegsus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuil HeoOXoAMMUTE JOKYMEHTU 3a NoA6op CbrNacHo
pasgen I1-B oT gOKymMeHTaUmaTa 3a yyacTme.

Mo OTHOLWIeHWe Ha NpefCcTaBeHUTe OT y4YaCTHMKa AOKYMEHTM 3a nogoop, KomucusaTa yctaHoBM
HEeCLOTBETCTBUA C MNpeABapuUTeNHO 0OSBEHUTE YCNOBUSA Ha Bb3NOXWUTENs cbrnacHo pasgen II-B ot
[IOKYMeHTaLmATa 3a y4acTue, a UMEHHO:

1.1. BHeceHata OT y4yacTHMKa rapaHums 3a o6ocobeHa nosuvums Ned6 e B pasmep Ha 10,45 ..
OnpepgeneHata 0T Bb3N0XUTENSA FapaHLms 3a yyacTue no 060cobeHa no3uums Ned6 e B paamep Ha 11,45
nB. Hanuuge e pas3nnka oT 1 nB., KOATO Y4aCTHUKDLT crefBa fa JOBHECe.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpPeABapuUTesIHO 00SBEHWUTE YCMOBUS Ha
Bb3/10XKNUTENA KOoMUCKATA YKa3Ba Ha TO3M YYaCTHUK B CPOK OT 5 (MeT) paboTHU LHW OT MOJly4aBaHeTo
Ha HacToAWmMA NPOTOKON [a MpeAcTaBu OpurMHan Ha 6aHKoBa rapaHumMs 3a ydacTue Wau Konve OT
[NOKYMeHTa 3a [OBHEeceHa rapaHums nof gopmara Ha napuyHa cyma 3a 06ocobeHa nosuyms Ned6 3a
cyma oT 1 niB.

2. Mo OTHOLLIEHWE Ha AOKYMeHTUTe Ha ETPOMA TPEIA OO/

Y4acTHUKDBT e npefcTasnn 4 6pos navka Nel 3a yyacTue no 060co6eHr nosnumm ¢ Homepa — 50,
100, 101 n 102, KaTo € NPWUIOXKMUN BCUYKN [OKYMEHTU, OMWUCaHM B CNUCHKA Mo un. 56, an. 1, 1. 14 ot
30Tr1. KomucuaTa He YCTaHOBU iAnca Ha AOKYMEHTU U/Wu HeCbOTBETCTBUE C KpUTEpUUTE 3a Noaoop,
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n/vwnn gpyra HepeLoBHOCT, BK/OUMTENHO (PaKTUYeCKa rpeLka, npeasug KoeTo npue, Ye y4aCTHUKLT e
npeacTaBua HeobXoAUMUTE AOKYMEHTM 3a noabop cbrnacHo pasgen 1I-B oT gokymeHTauusta 3a
y4yacTue.

3. o oTHoLLEHWe Ha fokyMeHTUTe Ha MEOVKbB/1 MWK OOA:

Y4acTHUKBT e npefcTasun 1 6poit nank Nel 3a yyacTue no 060co6eHn nosunumm ¢ Homepa — 105
n 107, KaTo e NPUIOXUN BCUYKMA [OKYMEHTWU, onmucaHu B CnNuUCbKa no 4n. 56, an. 1, 1. 14 ot 30I1.
Komuncumsita He ycTaHOBM /iMnca Ha [LOKYMEHTU W/WAW HeCLOTBETCTBME C KpuUTepuuTe 3a nogobop,
npegsus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuil HeoOXoAMMUTE JOKYMEHTU 3a NOA6op CbrNacHo
pasgen I1-B oT gOKymMeHTaumaTa 3a yyacTue.

4. Mo OTHOLLEHME Ha AOKYMeHTUTe Ha MEJVTPE] EOO/:

Y4acTHUKBT € npeactasun 7 6post namka Nel, HagnucaHu 3a CbOTBETHUTE 060CO6EHM MO3MUNN
C Homepa — 19, 24, 47, 48, 51, 61 1 62, KaTo € NPUNIOXNN BCUYKN AOKYMEHTW, ONUCaHU B CbOTBETHUTE
cnucbuUy no un. 56, an. 1, 1. 14 ot 3001 3a Bcsika 060c06eHa No3uLmMsi NOOTAENHO.

Mo OTHOLWIeHWe Ha NpefCcTaBeHUTe OT y4YaCTHMKa AOKYMEHTM 3a nogoop, KomucusTta yctaHoBM
HeCbOTBETCTBUA C NpPeABapuTESIHO 00SIBEHWUTE YCNO0BUA HAa Bb3NOXWTENs cbrnacHo pasgen I1-B ot
[LOKYMeHTaLmATa 3a y4acTue, a MIMeHHO:

4.1. Y4YaCTHUKbT e npeacTaBu/ cepTUUKaTVM 3a BHeApeHa CucTeMa 3a YhpaB/ieHMe Ha
KayecTBOTO B cboTBeTCTBME ¢ ISO 9001:2008 3a npounssogutenute Slymes C.p.n, Qypuko Kun T. MHK
n Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urunler San. ve Tic.Ltd.Sti., HO He e
npeacrasui  ceptugukar 3a cboteBetcTBMe € ISO  13485:2003 wnm  eKkBMBa/leHTEH 3a  Te3n
NPOV3BOAUTENN, KAKTO ClefBa:

4.1.1. 3a 060co6eHn nosuumm NeNel9, 47 n 48 — 3a npounssogmtens Jliymen C.p.n.;

4.1.2. 3a 060co6eHa nosnums Nel9 — 3a npomssogutens Aypuko Kun T. NHK;

4.1.3. 3a 06ocobeHa no3uumst Nel9 — 3a npowussoguTens Turkuaz Saglik Hizmetleri Medikal
Temizlik Kimyasal Urunler San. ve Tic.Ltd.Sti.

C ornef KOHCTaTUpaHWTe HECLOTBETCTBUA C MpeABapuTesiHO 0O0SBEHWUTE YCMO0BUS Ha
Bb3/10XKNUTENA KOoMUCKATA YKa3Ba Ha TO3M Y4aCTHUK B CPOK OT 5 (MeT) paboTHU AHW OT MOJly4aBaHeTo
Ha HacToAwma npoTokon fa npeactasum Ceptudumkar 3a cvoTtBerctBue C¢ ISO 13485:2003 wnm
eKBMB&/IEHTEH 3a MPOV3BOAUTENNTE HA MeauUMHCKOTO/KuTe nsgenune/sa Jiymeq C.p.n, Aypuko K n T.
WMHK n Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urunler San. ve Tic.Ltd.Sti., BanngHu
KbM KpaliHaTa faTa 3a nofasaHe Ha ogepTuTe (BbB (hopmara Ha KOMue, 3aBepeHO OT y4acTHMKa C
Herosusa neyar n rpug ,,BapHo c opuruHana™).

5. o oTHoLLEeHWe Ha fokyMeHTUTe Ha KAINMAME/ EOOA:

YuacTHUKBT e npefctasmn 1 6poi nank Nel 3a yyactue rno obocobeHa nosmumsa ¢ Homep 343,
KaTo € MPWIoXMI BCUYKN AOKYMEHTW, ONUCaHM B CUCBLKA Mo Yn. 56, an. 1, 1. 14 ot 30I1. Komucusta
He YCTaHOBM /UMCca Ha AOKYMEHTM W/UNM HECbOTBETCTBME C KpuTepuuTe 3a nogbop, w/vnu gpyra
HepeLoBHOCT, BK/IOUMTENHO (haKTMYecKa rpeLuka, npeasus KOeTo npue, Ye y4aCTHUKBLT e NpeacTaBu
HeobXxoAMMNTE AOKYMEHTN 3a NOA6GOP CbriacHo pasgen 11-B oT foKyMeHTaumsATa 3a yyacTue.

6. o oTHoLLEeHWe Ha fokymMeHTUTe Ha MHTEP BN3HEC 91 EOO/;:

Y4acTHUKDBT e npefcTtasun 15 6pos navka Nel, HaanucaHu 3a CbOTBETHUTE 060COBEHN NO3MLUNN
C Homepa — 222, 223, 224, 225, 237, 238, 250, 255, 256, 259, 261, 262, 287, 288 n 289, kato e
NPUNOXXNN BCUYKN JOKYMEHTW, OMUCAHW B CLOTBETHUTE CAUCHLUM MO un. 56, an. 1, 1. 14 ot 301 3a
BCAKa o06o0cobeHa no3vums nootaenHo. Komucusata He YCTaHOBWM nAMca Ha [LOKYMEHTU w/umm
HeCbOTBETCTBME C KpuUTepuuTe 3a Mofoop, w/wnu fpyra HepefOBHOCT, BK/IHOUMTENIHO (haKTuyecka
rpewwka, Npeasus KOeTo Mpue, Ye yH4aCTHUKBLT e MpefcTaBuil Heo6XoanuMuTe LOKYMEHTM 3a nogbop
cbrnacHo pasgen I1-B oT JoKymeHTaLmATa 3a yyacTue.

7. Mo OTHOLLIEHWE Ha JOKYMeHTUTe Ha COPENOTANSD OO/



YuacTHUKBT e npefcTtasun 1 6port namk Nel 3a yyacTue no 060co6eHM NO3nMuum ¢ Homepa —
257, 258, 260, 261, 326, 327, 328, 329, 330, 331, 332 1 333, Kato € MPUI0XUN BCUYKN OOKYMEHTH,
onucaHu B Crnucbka no un. 56, an. 1, 1. 14 ot 30r1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
npegsus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuil HeoOXoAMMUTE JOKYMEHTU 3a NOA6op CbrNacHo
pasgen I1-B oT gOKymMeHTaUmaTa 3a yyacTue.

8. o oTHoLLEeHWe Ha fokyMeHTUTe Ha AbYMEL MHTEPHELLAHDB/1 EOO/A:

Y4acTHUKBT € npeactasun 1 6poii navk Nel 3a yyacTve no 060co6eHM No3numMmn ¢ Homepa — 3,
6, 7,21, 101, 102, 103, 116, 117, 118 1 132, Kato e NPUI0XNI BCUYKM JOKYMEHTW, ONUCAHN B CMNINCHKA
no un. 56, an. 1, 1. 14 ot 30r1.

Mo OTHOLWIeHWe Ha NpefCcTaBeHUTe OT y4YaCTHMKa AOKYMEHTM 3a nogoop, KomucusaTa yctaHoBM
HeCbOTBETCTBUA C MNpeABapuTeSIHO 00SIBEHWUTE YCMN0BUA HAa Bb3NOXWTENs cbrnacHo pasgen I1-B ot
[LOKYMeHTaLmATa 3a y4acTue, a MIMEHHO:

8.1. YuaCTHMKBLT € MpefcTaBu/ CepTU(MKATU 3a BHEApPeHa cucTema 3a YrpaefieHWe Ha
KauyeCcTBOTO B cboTBeTcTBMe C ISO 9001:2008 3a npomssogutens Teleflex Medical GmbH, Ho He e
npeacTasua cepTugukar 3a cboteeTcTBMe ¢ 1SO 13485:2003 nnun eKBUBASIEHTEH 3a TO3M NPOU3BOAMUTEN.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpeABapuTesiHO 00sBEHWTEe YCMOBUS Ha
Bb3/10XKNUTENA KOoMUCKATA YKa3Ba Ha TO3M Y4aCTHUK B CPOK OT 5 (MeT) paboTHU LHM OT MOJly4aBaHeTo
Ha HacToAwma npoTokon fa npeactasum Ceptudmkar 3a cvoTteBerctBue C¢ ISO 13485:2003 wnm
ekBmBaneHTeH 3a npomssoantens Teleflex Medical GmbH., BannaeH KbM KpaitHaTa garta 3a nojaBaHe
Ha o(bepTuTe (BbLB (popmarta Ha KOMWe, 3aBEPeHO OT Y4yacTHMKA C HEroBsus neyar v rpudg ,,BApHO ¢
opuruHana”).

9. o oTHoLLEHWe Ha fokyMeHTUTe Ha AA MEAVKBJ1 BbJ1TAPUA OOL:

YUacTHUKBT e npefcTtasun 1 6port namk Nel 3a yyactue no 060co6eHM No3uMuum ¢ Homepa —
191, 192, 195, 198, 202, 205, 210, 222, 223, 224, 225, 238, 242, 255, 259, 261, 262, 264, 284, 285, 286,
326, 327, 328, 329, 330, 331, 332 1 333, KaT0 € NPUI0XNI BCUYKN JOKYMEHTU, ONMUCAHN B CMIUCHKA MO
un. 56, an. 1, 1. 14 ot 30I1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW U/Un HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
npegBus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuil HeoOXoAuMUTe JOKYMEHTU 3a NoA6op CbrNacHo
pasgen I1-B oT gOKymMeHTaumaTa 3a yyacTue.

10. Mo oTHoLUeHMe Ha foKymeHTUTE HAa XPOHO OO/:

Y4acTHUKBT e npefcTtasmn 1 6poi nank Nel 3a yyactue rno obocobeHa nosmumsa ¢ Homep 305,
KaTo € NPWUI0XWN BCUYKN OKYMEHTU, OMUCAHWU B CNUCHLKa Mo Yn. 56, an. 1, 1. 14 ot 30I1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogabop,
n/vnn gpyra HepefoBHOCT, BKIHOUUTEIHO (DaKTUYECKa rpeLuka, Npeasus KOeTo rnpue, Ye Y4aCTHUKBT €
npeacTaBui HeobXoaumuTe AOKYMEHTU 3a nogbop cwvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
yJacTue.

11. Mo oTHoLLeHMe Ha foKymeHTUTE HA BUUKOME/ OO/:

YUacTHUKBT e npeactasu 22 6pos navka Nel, HagnucaHu 3a CbOTBETHUTE 060CO6EHN NO3MLMN
c Homepa — 35, 36, 37, 44, 45, 74, 76, 77, 78, 79, 80, 81, 82, 84, 85, 87, 88, 89, 90, 92, 96 n 334, Kato e
NPUNOXNN BCUYKN JOKYMEHTU, ONUCAHW B CLOTBETHUTE CAUCHLLUM MO un. 56, an. 1, 1. 14 ot 301 3a
BCsIKa 060C06eHa No3unLms NOOTAENHO.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
n/vnn gpyra HepefoBHOCT, BKNHOUMTEIHO (DAKTUYECKa rpeLuka, Npeasus KOeTo rnpue, Ye Y4aCTHUKBT €
npescTaBui HeobXxoaumuTe AOKYMeHTU 3a nogbop cbvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
y4yacTue.

12. o oTHOLLEeHWe Ha floKyMeHTUTe HA MIHPOME/ EOOA:



YUacTHUKBT e npeactasunn 8 6pos namka Nel 3a yyacTve no 060cobeHM no3vuum ¢ Homepa —
115, 169, 170, 171, 173, 174, 176, 177, KaTo € NPUIOXWN BCUYKM SOKYMEHTU, ONUcaHu B CNMUCHKa No
un. 56, an. 1, 1. 14 ot 30I1.

Mo OTHOLWIeHWe Ha NpeLCcTaBeHUTe OT yYaCTHMKa AOKYMEHTM 3a nogoop, KomucusaTta yctaHoBM
HEeCLOTBETCTBUA C MNpeABapuUTeNHO 0OSBEHUTE YCNOBUSA Ha Bb3NOXWUTENs cbrnacHo pasgen II-B ot
[LOKYMeHTaLmATa 3a y4acTue, a MIMeHHO:

12.1. B nank 1 3a 060ocobeHa nosvums Nel70 yyaCTHUKBLT € NpeacTtaBun cepTUdukar 3a
BHeApeHa CMCTeMa 3a ynpas/eHne Ha KauyecTBOTO B cboTBeTCTBME € 1ISO 9001:2008 3a npon3soauTens
Muuybuwmn Enektpuk EBpona B.V., HO He e npeactaBun cepTudukar 3a cboTBeTcTBME C I1SO
13485:2003 nnu eKBMBASIEHTEH 3a TO3U NMPOU3BOAMTEN.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpPeABapuTesIHO 00sBEHWTE YCMOBUS Ha
Bb3/10XKNTENA KOMUCKATA YKa3Ba Ha TO3M Y4aCTHUK B CPOK OT 5 (MeT) paboTHU AHWM OT MOJly4aBaHeTo
Ha HacToAwma npoTokon fa npeactasu Ceptudumkar 3a cvoTteBercTBue C¢ ISO 13485:2003 wam
eKBUBa/IEHTEH 3a npoussogutens Muuyouwmn Enektpuk EBpona B.V., BaMaeH KbM KpailHaTa gara 3a
nojasaHe Ha oeptuTe (BbB (PopmMaTa Ha KOMue, 3aBepeHO OT Y4YacCTHWMKA C Herosus neyar v rpug
,BSIPHO C opurnHana”).

13. o oTHoLeHWe Ha fokymeHTuTe Ha TOI ANATHOCTUMKA OOA:

YUacTHUKBT e npefcTtasun 1 6port namk Nel 3a yyactue no 060co6eHM No3nMuum ¢ Homepa —
257, 258, 261, 304, 311, 312 n 314, KaTo e NPWUIOXKNUN BCUYKM OOKYMEHTU, OMUCaHU B CMIUCHKA MO Y.
56, an. 1, 1. 14 o1 30I0.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW U/Un HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
npegsus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuil HeoOXoAMMUTE JOKYMEHTU 3a NOA6op CbrNacHo
pasgen I1-B oT gOKymMeHTaumaTa 3a yyacTue.

14. o oTHoLLeHWe Ha fokymeHTuTe HA MEAWNJIAB EOO/:

YUacTHUKBT e npefcTtasun 1 6port namk Nel 3a yyactue no 060co6eHM No3uMuum ¢ Homepa —
257, 258, 260, 261, 262, 263, 312 1 314, Kato e NPUN0XNI BCUUKM LOKYMEHTWU, ONUCaHM B CNUCHKA MO
un. 56, an. 1, 1. 14 ot 30I1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW U/Un HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
npegBus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuil HeoOXoAuMUTe JOKYMEHTU 3a NoA6op CbrNacHo
pasgen I1-B oT gOKymMeHTaumaTa 3a yyacTue.

15. o oTHoLeHWe Ha fokymeHTUTe Ha NMEP®EKT MEANKA OOA:

YUacTHUKBT e npeactasua 9 6pos namka Nel, HaanucaHn 3a CbOTBETHUTE 060CO6EHN NO3MLMK
C Homepa — 42, 301, 302, 306, 307, 308, 309, 310 1 311, KaTO € NPUNOXKM BCUUYKM LJOKYMEHTW, OnucaHu
B CbOTBETHUTE CNUCHLLM MO Yn. 56, an. 1, T. 14 ot 30I1 3a Bcsika 060c06eHa NO3unLMA NOOTAENHO.

KomucumsiTa He yCcTaHOBM NnNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
n/vnn apyra HepefoOBHOCT, BK/IKOUUTE/IHO (PaKTMYecKa rpeLuka, Npeasus KOeTo npue, Ye y4aCTHUKLT e
npescTaBui HeobXoaumuTe AOKYMeHTU 3a nogbop cbvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
yyacTume.

16. o oTHOLLEeHMe Ha foKymeHTUTE Ha ONTUM KO OO/

Y4acTHUKBT e npefctasun 1 6poit namk Nel 3a yyactue no 060co6eHn nosuumm ¢ Homepa — 70,
191, 192, 193, 194, 195, 196, 197, 198, 199, 200, 201, 202, 203, 204, 205, 206, 210, 215, 217, 218, 222,
223, 224, 225, 238, 242, 254, 293, 294, 295, 296, 297 n 298, Kato € NPWUIOXWUI BCUYKN JOKYMEHTH,
onmcaHu B CNucbKa no un. 56, an. 1, 1. 14 ot 30r1.

Mo OTHOLWIeHWe Ha NpefCcTaBeHUTe OT y4YaCTHMKa AOKYMEHTM 3a nogoop, KomucusTa yctaHoBM
HeCbOTBETCTBUA C NpeABapuTesIHO 00SIBEHWUTE YCM0BUA HAa Bb3NOXWTENs cbrnacHo pasgen I1-B ot
[OKYMeHTaLmATa 3a y4acTue, a MMeHHO:

16.1. BHeceHaTa OT y4yaCTHWKa rapaHuua e B pasmep Ha 292,75 nB. [peasug HomepaTa Ha
060C06eHMTE NO3NLMK, 38 KOUTO YHaCTHUKLT € Nogan otepTa v ¢ ornef onpegenieHns 0T Bb3OXUTeNs
pasMep Ha rapaHumsi 3a yyacTue 3a BCsika 060co6eHa no3uums, oOWMAT pasMep Ha rapaHuumsTa 3a
y4dacTue e 293,18 nB. Hanmue e pasnunka ot 0,43 N1B., KOATO YYaCTHUKLT C/efBa Ja AOBHECE.
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16.2. Y4aCTHMKBLT e MpefcTaBU/ CepTU(UKATA 3a BHeLpeHa CuUCTema 3a YrpaB/ieHVe Ha
KauyecTBOTO B cboTBeTcTBME € ISO 9001:2008 3a npowussogutens BWOJIAB [AunarHoctukan
NabopaTtypuym 3pT., HO He e NpefAcTaBun cepTuuKat 3a cboTBeTcTBME ¢ ISO 13485:2003 wunm
eKBMB&a/IEHTEH 33 TO3U MPOU3BOAUTESN.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpPeABapuTesIHO 00SBEHWUTe YCMOBUS  Ha
Bb3/10XKNTENA KOoMUCKATA YKa3Ba Ha TO3M Y4aCTHUK B CPOK OT 5 (MeT) paboTHU AHM OT MOJly4aBaHeTo
Ha HacToALMSA NPOTOKON fa npefcTasu: 1. OpurnHan Ha 6aHKoBa rapaHums 3a yyacTue uUan Konve ot
[IOKYMeHTa 3a JOBHEeCeHa rapaHumsa nog popmara Ha napuyHa cyma 3a cyma ot 0,43 nB.; 2. Ceptudmkar
3a cvotBetcTBMe € ISO 13485:2003 nnu eksuBaneHTeH 3a npoussogutens BUOJIAB [uarHocTukan
NabopaTtypuym 3pT., BaIMAEH KbM KpailHaTa [aTa 3a nojasaHe Ha odepTute (BbB (hopMaTa Ha Konwue,
3aBepeHo OT y4acCTHMKA C HeroBus rneyar u rpud ,,BapHo ¢ opurnHana”).

17. o oTHoLLeHWe Ha fokymeHTuTe Ha JVMACVCTEMC EOO/;:

Y4acTHUKBT e npefcTtasun 1 6port namk Nel 3a yyactue no 060co6eHM No3uMuum ¢ Homepa —
257, 258, 260, 261, 262, 263, 264, 265, 283, 284, 285, 286 1 312, Kato e NpPUI0XKMI BCUYKN SOKYMEHTH,
onucaHu B CNucbKa no un. 56, an. 1, 1. 14 ot 30r1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECHOTBETCTBUE C KpUTepunTe 3a nogbop,
npegsus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuin HeoOXoAMMUTE JOKYMEHTU 3a NOA60p CbrNacHo
pasgen I1-B oT gOKymMeHTaUmaTa 3a yyacTue.

18. Mo oTHoweHMe Ha pokymeHTUTe Ha PPESEHNYC MEAVKDBJ/T KEBP BbJ/1ITAPUA
EOO/;:

YUacTHUKBT e npefcTtasun 1 6por namk Nel 3a yyactue no 060co6eHM No3vuum ¢ Homepa —
100, 104 n 342, KaTo € NPWUIOXKMUN BCUYKN LOKYMEHTU, OMNUCaHM B CNUCHKA Mo un. 56, an. 1, 1. 14 ot
30r1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECHOTBETCTBUE C KpUTepunTe 3a nogbop,
npegsus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuil HeoOXoAuMUTe JOKYMEHTU 3a NOA6Op CbrNacHo
pasgen I1-B oT gOKymMeHTaUmaTa 3a yyacTue.

19. o oTHoLLeHWe Ha fokymeHTUTe HA MEONTEX OOA:

Y4acTHUKBT e npefcrasun 1 6poit namk Nel 3a yyactue no 060co6eHn nosuumm ¢ Homepa — 87,
90, 92 n 94, KaTo e NPUNOXKW/ BCUYKWN JOKYMEHTU, ONKUCaHW B CNNCBHKA MO Yn. 56, an. 1, T. 14 ot 30T1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
npegsus KOeTO Mpue, Ye y4aCTHUKBT € MpeacTaBuil HeoOXoAMMUTE JOKYMEHTU 3a NOA60p CbrNacHo
pasgen I1-B oT gOKymeHTaUmaTa 3a yyacTue.

20. No oTHoLweHwWe Ha gokymeHTUTEe HA EKOC MEAVKA OO/:

YUacTHUKBT e npeacTasun 1 6poit navk Nel 3a yyactme no 060co6eHn nosunumm ¢ Homepa — 35
1 37, KaTo e NPUIoXnI BCUYKN SOKYMEHTU, ONncaHu B CNUCHKa No Y. 56, an. 1, 1. 14 ot 30I1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTM /U HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
npegsus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuil HeoOXoAMMUTE JOKYMEHTU 3a NOAGOp CbrNacHo
pasgen I1-B oT gOKymMeHTaUmaTa 3a yyacTue.

21. No oTHoLWeHWe Ha fokymeHTUTe Ha EJTEKTPO MEL BbJ1TAPUA EOO/:

Y4acTHUKBT e npefcrasun 1 6poit namk Nel 3a yyactue no 060co6eHn no3uumm ¢ Homepa — 14,
72, 73, 74, 77, 78, 79, 87, 88, 89, 90, 91, 92, 93, 94 n 156. C npoBepkaTta Ha nNpefCcTaBeHUTe OT
y4yacTHMKa OOKYMEHTW B M/MKA 3a CbOTBETCTBMETO MM CbC CMMCHKA Mo Y. 56, an. 1, 7. 14 ot 30T
KomucuaTa KoHCcTaTmpa cnegHnTe HeCbOTBETCTBUSA:

- He e NnpejAcTaBeH CNUCLK Ha [OCTaBKUTE, KOWUTO Ca €AHaKBM WM CXOLHM C npeameTa Ha
obLecTBeHaTa NOPbYUKa, M3NbIHEHN NPe3 NOCNeAHUTE TPU FOAMHK, CYATAHO OT AaTarta Ha nojaBaHe Ha
otbeptaTta, C MNOCOYBaHE Ha CTOWHOCTUTE, AaTUTe W MoJydaTeniMTe — cbrnacHo o6pasey Ne3 ot
[IOKYMeHTaLmMATa 3a y4yacTue;

- B Cnucbka no 4n. 56, an. 1, 7. 14 ot 30l He e NOCOYEHO HAIMYMETO Ha MPeLCTaBeHOTO OT
y4yacTHMKa B N/NKa yA0CTOBepeHue, n3gageHo ot YMBAJT ,,CeeTn Neoprn” EAL.
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C orneg KoOHCTaTUpaHWTE HECHLOTBETCTBUS C MpedBapuUTENHO OO6SBEHUTE YCMOBMSA Ha
Bb3N10XMUTENA KommcKATa yKasBa Ha TO3M y4aCTHUK B CPOK OT 5 (NeT) paboTHW AHW OT NoyYyaBaHETO
Ha HacToAWuA NpoTokon fa npeacrasu: 1. CNUCbK Ha A0CTaBKUTE, KOUTO ca efHaKBM WM CXOAHU C
npeamMeTa Ha 06LLecTBeHaTa NOPbUKa, U3NMb/IHEHW NPEe3 NOCNeAHNTE TPY FOANHW, CYUATAHO OT JaTaTa Ha
nojasaHe Ha oepTara, C Noco4BaHe Ha CTOMHOCTUTE, AaTUTe U MoJTydaTeNinTe, 3aefiHO C OKa3aTe/ICTBO
3a M3BbpleHaTa oCTaBKa — NpefocTasd ce Nnoj popmara Ha YA0CTOBEPeHWe, U3AafeHO OT noy4vaTens
NN OT KOMMETEHTEH OpraH, WM 4pe3 MocouvBaHe Ha Ny6/nMyeH PerncTbp, B KOMTO e nybnnKyBaHa
NHopmaums 3a goctaBkata /Obpasel, Ne3/; 2. AKTyanmManpaH CMChbK no yn. 56, an. 1, 1. 14 ot 300, B
KOWTO Aa e 0Tpa3eHo NpeAcTaBeHOTO B N/MKa YAOCTOBEpeHue, nigaaeHo ot YMBAJT ,,Ceetu Meoprn”

EAL

22. o oTHoLeHWe Ha fokymeHTUTe HA BETA MEOVKAJT EOO/:

YUacTHUKBT e npeactasua 6 6pos namka Nel, HagnucaHn 3a CbOTBETHUTE 060CO6EHN NO3MLUN
c Homepa — 87, 90, 91, 92, 93 1 94, KaTO e NPUNOXN/T BCUYKN LOKYMEHTWU, ONMucaHN B CbOTBETHUTE
cnucbuUy no un. 56, an. 1, 1. 14 ot 3001 3a Bcsika 060c06eHa No3nLmMsi NOOTAENHO.

KomucumsiTa He yCTaHOBM NnNca Ha OKYMEHTW /1N HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
n/vnn gpyra HepefoBHOCT, BKIHOUMUTEIHO (DAKTUYECKa rpeLuka, Npeasus KOeTo npue, Ye Y4aCTHUKBT €
npegcTaBui HeobXxoaumuTe AOKYMEHTU 3a nogbop cbvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
y4acTue.

23. Mo oTHoLeHwWe Ha fokymeHTUTe HA MEPK BE'bJITAPUA EAL:

YUacTHUKBT e npefcTtasun 1 6port namk Nel 3a yyactue no 060co6eHM No3nMuum ¢ Homepa —
178, 181, 182, 183, 184, 188, 189, 191, 192, 194, 195, 197, 198, 199, 200, 201, 202, 203, 205, 232, 240,
242, 244, 246, 247, 248, 315, 316, 318, 319, 320, 326, 327, 328 u 329, Kato e NPUIOXKN BCUUYKNK
[LOKYMEHTU, OMnucaHu B CNuUCbKa Mo un. 56, an. 1, 1. 14 ot 30r1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECHOTBETCTBUE C KpUTepunTe 3a nogbop,
npegsus KOETO Mpue, Ye y4aCTHUKbLT € MpeacTaBuil HeoOXoAMMUTE JOKYMEHTU 3a NOAGOp CbrNacHo
pasgen I1-B oT gOKymMeHTaUmaTa 3a yyacTue.

24. o oTHoLeHWe Ha fokymeHTUTe Ha EJTNAK JIN3VHIT EOO/L:

YUacTHUKBT e npeactasu 29 6pos navka Nel, HagnucaHn 3a CbOTBETHUTE 060CO6EHN NO3MLMN
C Homepa — 16, 40, 46, 87, 88, 90, 91, 92, 93, 94, 105, 106, 113, 257, 261, 284, 285, 286, 291, 293, 295,
296, 297, 311, 326, 327, 328, 329 1 330, KaT0O € NPUN0XWUI BCUYKM JOKYMEHTU, OMUCAHN B CbOTBETHUTE
cnucbuUm no un. 56, an. 1, 1. 14 ot 3001 3a Bcsika 060c06eHa No3nLmMst NOOTAENHO.

Mo OTHOLWIeHWe Ha NpefCcTaBeHUTe OT y4YaCTHMKa AOKYMEHTM 3a nogoop, KomucusTta yctaHoBM
HeCbOTBETCTBUA C MNpeABapuTESIHO 00SIBEHWUTE YCM0BUA HAa Bb3NOXWTENs cbrnacHo pasgen I1-B ot
[OKYMeHTaLmATa 3a y4acTue, a MIMEHHO:

24.1. B namk ¢ Nel6 y4yaCTHWKbLT € MpefcTaBu/l CepTU(MKAT 3a BHefpeHa cucTteMa 3a
ynpas/ieHne Ha Ka4ecTBoTO B cboTBeTCTBME € SO 9001:2008 3a npounssogutens YHUMAKC Megnkbon
Mpogbktc Ko. JITh., HO He e npefcTaBun ceptugmkar 3a cboTtBeTcTBMe € ISO 13485:2003 wam
eKBMBa/IEHTEH 33 TO3U MPOU3BOAUTEN.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpeABapuTesiHO 00sBEHWTEe YCMOBUS Ha
Bb3/10XKNUTENA KOoMUCKATA YKa3Ba Ha TO3M Y4aCTHUK B CPOK OT 5 (MeT) paboTHU LHM OT MOJly4aBaHeTo
Ha HacToAwma npoTokoNn fa npeactasu Ceptudumkar 3a cvoTteBercTBue C¢ ISO 13485:2003 wnm
ekBuBasieHTeH 3a npoussogntensd YHUMAKC Megukbn Mpogbkre Ko. /1T4., BaMAEH KbM KpaiiHata
[iata 3a rnojasaHe Ha ogepTuTe (BLB (hopMaTa Ha KOonue, 3aBepeHO OT y4aCTHMKA C Herosus nedar u
rpu® ,,.BapHo ¢ opurnHana”).

25. o oTHoLeHWe Ha fokymeHTUTe HA PUOAKOM EOO/A:

YUacTHUKBT e npefcTtasun 1 6port namk Nel 3a yyactue no 060co6eHM No3nuum ¢ Homepa —
191, 192, 194, 195, 196, 197, 198, 199, 200, 201, 202, 203, 205, 206, 210, 215, 217, 219, 220, 222, 223,
224, 225, 230, 232, 236, 238, 239, 240, 242, 253, 254, 257, 258, 260, 261, 264, 293, 294, 295, 296 n
297, KaTo e NPUNoXNa BCUUYKM SOKYMEHTW, ONncaHn B CNMCHKa no Y. 56, an. 1, 1. 14 ot 30T01.

Mo OTHOLWIeHWe Ha NpefCcTaBeHUTe OT y4YaCcTHMKa AOKYMEHTM 3a nogoop, KomucusaTa yctaHoBM
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HEeCLOTBETCTBUA C MNpeABapuUTeNHO OOSBEHUTE YCNOBUSA Ha Bb3NOXWUTENs cbrnacHo pasgen II-B ot
[LOKYMeHTaLmATa 3a y4acTue, a MIMeHHO:

25.1. BHeceHata OT y4acCTHMKa rapaHums 3a 060cobeHa nosunums Nel99 e B pasmep Ha 1,80 nB.
OnpepgeneHata OT Bb3NOXKUTENS rapaHUMsa 3a yyacTme no 06ocobeHa nos3vums Nel99 e B pasmep Ha
10,80 nB. Hanuue e pasnvka ot 9 fiB., KOATO Y4aCTHUKBLT CriefBa Aa AOBHece.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpeABapuTesiHO 00sBEHWTe YCMOBUS Ha
Bb3/10XKNUTENA KOoMUCKATA YKa3Ba Ha TO3M Y4aCTHUK B CPOK OT 5 (MeT) paboTHU AHM OT MOJly4aBaHeTo
Ha HacToAWwMA NPOTOKON [a MpeAcTaBu OpurMHan Ha 6aHKoBa rapaHumMs 3a ydacTue uau Konve OT
[NOKYMeHTa 3a [JOBHECeHa rapaHums nog opmata Ha napvyHa cyma 3a 060cobeHa nosmums Nel99 3a
cyma ot 9 fiB.

26. M0 OTHOLLIEHVE Ha JoKyMeHTUTe Ha COPAPMA TPEVNAVHI AL

YUacTHUKBT e npeactasu 28 6pos navka Nel, HagnucaHn 3a CbOTBETHUTE 060CO6EHN NO3MLMN
c Homepa — 8, 10, 11, 16, 18, 20, 21, 24, 34, 35, 36, 40, 44, 46, 62, 64, 75, 76, 86, 87, 88, 89, 90, 91, 92,
93, 94 1 112, KaTo e NPUIOXKWUN BCUUYKM JOKYMEHTU, ONUCaHU B CbOTBETHUTE CMIUCHLLM MO Y. 56, an. 1,
T. 14 o1 30I1 3a Bcsika 060c06eHa NO3MLUMS NOOTAEMHO.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW U/Un HECHOTBETCTBUE C KpUTepunTe 3a nogbop,
n/vnn gpyra HepefoBHOCT, BKNHOUMUTEIHO (DAKTUYECKa rpeLuka, Npeasus KOeTo npue, Ye Y4aCTHUKBT €
npescTaBui HeobXoaumuTe AOKYMEHTU 3a nogbop cbvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
y4acTue.

27. Mo oTHoLeHwWe Ha fokymeHTuTe Ha JIAB AVATHOCTUKA OO/:

YuacTHUKBT e npeactasua 9 6pos namka Nel, HaanucaHn 3a CbOTBETHUTE 060CO6EHN NO3MLUK
C Homepa — 33, 257, 258, 261, 262, 263, 264, 303 1 312, KaTO € NPUNOXKN BCUUYKM LJOKYMEHTW, OnncaHu
B CbOTBETHUTE CNUCHLLM MO Yn. 56, an. 1, T. 14 ot 30I1 3a Bcsika 060c06eHa NO3nLMA NOOTAENHO.

KomucusiTa He yCTaHOBW fiMnca Ha JOKYMEHTU U/MM HECLOTBETCTBUE C KpUTepUUTE 3a Nogoop,
n/vnn gpyra HepefoOBHOCT, BK/IKOUUTE/THO (PaKTUYecKa rpeLuka, NpeaBus KOeTo npue, Ye y4aCTHUKLT e
npeacTaBui HeobXxoaumuTe AOKYMEHTU 3a nogbop cwvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
yJacTue.

28. o oTHoLWeHWe Ha fokymeHTUTe HA APT TPAHC MEOVNKA AL:

YuacTHUKBT e npefcTtasun 1 6poi namk Nel 3a yyactue rno obocobeHa nosmumsa ¢ Homep 305,
KaTo € NPWUI0XWNI BCUYKN OKYMEHTU, OMUCAHWU B CNUCHKa Mo Yn. 56, an. 1, 1. 14 ot 30T1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogabop,
n/vnn gpyra HepefoBHOCT, BKNHOUMTEIHO (DaKTUYECKa rpeLuka, Npeasus KOoeTo rnpue, Ye Y4aCTHUKBT
npeacTaBui HeobXxoaumuTe AOKYMEHTU 3a nogbop cbvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
yJacTue.

29. INo oTHoLWeHWe Ha fokymeHTUTE Ha JIMBEOJA ME/ 2000 OOA:

YUacTHUKBT e npeactasu 22 6pos navka Nel, HagnucaHn 3a CbOTBETHUTE 060CO6EHN NO3MLMN
c Homepa — 40, 41, 42, 43, 44, 45, 72, 88, 89, 90, 91, 92, 93, 94, 95, 148, 149, 150, 151, 154, 346 n 347,
KaTo e MpUIoXun BCUYKN OKYMEHTU, OMNUCaHN B CbOTBETHUTE CNINCBHLUM NO Y. 56, an. 1, T. 14 ot 30r1
3a BCsKa 060c06€eHa No3mLUms NOOTAENHO.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
n/vnn gpyra HepefoBHOCT, BKNHOUMUTEIHO (DaKTUYECKa rpeLuka, Npeasus KOeTo npue, Ye Y4aCTHUKBT
npescTaBui HeobXoaumuTe AOKYMEHTU 3a nogbop cbvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
y4yacTue.

30. lNo oTHoLeHWe Ha JoKyMeHTUTE Ha BYJIMAP MJ1 OO/[:

YuacTHUKBT e npeactasua 3 6pos namka Nel, HaanucaHn 3a CbOTBETHUTE 060CO6EHN NO3MLMK
C Homepa — 34, 36 1 46, KaTo e NPUN0XUI BCUYKA JOKYMEHTU, OMNUCaHW B CbOTBETHUTE CNINCHLM MO Y.
56, an. 1, T. 14 ot 30I1 3a Bcsika 060c06eHa No3nums NooTAENHO.

KomucumsiTa He yCTaHOBM nNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogabop,
n/vnn gpyra HepefoBHOCT, BKNHOUMTEIHO (DAKTUYECKa rpeLuka, Npeasus KOeTo rnpue, Ye Y4aCTHUKBT e
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npeacTaBua HeoOXoANUMUTE AOKYMEHTM 3a noabop cbrnacHo pasgen 1I-B oT gokymeHTauusTa 3a
y4yacTue.

31. INo oTHowweHwWe Ha gokymeHTuTe Ha MEAVNLUMNHCKA TEXHUKA MHXXEHEPUHI AL:

YuacTHUKBLT e npegctasun 111 6pos namka Nel, HagnmucaHu 3a CbOTBETHUTE 060CO6eHU
nosuummn ¢ Homepa -1, 3,4, 5,7, 8,9, 12, 14, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 29, 30, 33, 35,
36, 37, 38, 39, 40, 41, 42, 46, 47, 50, 51, 53, 55, 56, 58, 60, 62, 65, 66, 68, 69, 70, 71, 72, 74, 75, 76, 81,
87,90, 91, 92, 93, 94, 96, 98, 112, 113, 120, 121, 122, 123, 124, 125, 126, 127, 130, 140, 141, 146, 178,
179, 180, 181, 182, 184, 185, 186, 187, 254, 257, 258, 260, 261, 262, 263, 273, 274, 275, 276, 277, 279,
280, 282, 291, 293, 294, 295, 296, 297, 304, 312, 313, 316, 325, 336 1 347, KaTO € NPUIOXN/ BCUUKN
[NOKYMEHTW, OMUCaHN B CbOTBETHWUTE CNMUCHUM MO yi. 56, an. 1, T. 14 oT 30I1 3a Bcsika 060c06eHa
no3nums NooTAESHO.

Mo OTHOLWIeHWe Ha NpefCcTaBeHUTe OT y4YacTHMKa AOKYMEHTM 3a nogoop, KomucusaTa yctaHoBM
HeCbOTBETCTBUA C MNpeABapuTESIHO 00SIBEHWUTE YCMOBUA HAa Bb3NOXWTENs cbrnacHo pasgen I1-B ot
[LOKYMeHTaLmATa 3a y4acTue, a MIMeHHO:

31.1. B namk ¢ Ne96 y4yaCTHWKBLT € MpefcTaBu/l CepPTU(MKAT 3a BHeLpeHa cucTteMa 3a
ynpaBfeHne Ha KayecTBoTo B cboTBeTcTBME € ISO 9001:2008 3a npoussogutens TNI Chirurgisches
Nadelwerk GmbH, HO He e npegcTtaBun ceptudmkar 3a cboTBeTcTBMe € ISO 13485:2003 wnu
eKBMBa/IEHTEH 33 TO3U MPOU3BOAUTEN.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpeABapuTesiHO 00sSBEHWTE YCMOBUS  Ha
Bb3/10XKNUTENA KOoMUCKATa yKa3Ba Ha TO3M Y4aCTHUK B CPOK OT 5 (MeT) paboTHU LHW OT MOJly4aBaHeTo
Ha HacToAwmA npoTokon fa npeactasum Ceptudumkar 3a cvoTeBercTBue C¢ ISO 13485:2003 wam
ekBuBasieHTeH 3a npoussoguTens TNI Chirurgisches Nadelwerk GmbH, BanvaeH KbM KpaiiHaTa Aara 3a
nojasaHe Ha oeptuTe (BbB (PopmMaTa Ha KoMue, 3aBepeHO OT Y4YacCTHWMKA C Herosus neyar v rpug
,BSIPHO C opurnHana”).

32. o oTHoLeHWe Ha foKymeHTUTEe HA MAPBEHA M OO/:

YUacTHUKBT e npefacTasunn 2 6posi namka Nel, HagnmcaHu 3a CbOTBETHUTE 060CO6eHN NO3nLUN
— nnuk 1 3a 060co6eHn nosmuum NeNe257, 258, 260, 261, 263, 267, 268, 272, 274, 275, 276, 281, 286,
304, 312, 313; namk 1 3a 060cobeHa nosuyms Ne305, KaTo e NPUIOXKNI BCUYKN JOKYMEHTU, ONUCaHN B
CbOTBETHUTE CNUCBLLM NO Y. 56, an. 1, 1. 14 ot 30TI1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
npegsus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuil HeoOXoAMMUTE JOKYMEHTU 3a NOA6op CbrNacHo
pasgen I1-B oT gOKymMeHTaUmaTa 3a yyacTme.

33. o oTHoLeHne Ha gokymeHTUTe Ha PCP EOO/;:

YUacTHUKBT e npefctasun 1 6poit namk Nel 3a yyactue no 060co6eHn no3uumm ¢ Homepa — 21,
23, 38, 51, 66, 68, 69, 129, 130, 175 1 345, Kato e NPUIOXKWU/T BCUYKM [OKYMEHTU, OMUCAHN B CMNCHKA
no yn. 56, an. 1, 1. 14 ot 30T1.

Mo OTHOLWIEeHWe Ha NpefCcTaBeHUTe OT y4YaCTHMKa AOKYMEHTM 3a nogoop, KomucusTa yctaHoBM
HeCbOTBETCTBME C NpeABapuUTE/IHO 06SIBEHUTE YCMOBUA Ha Bb3NIOXUTENS CbrnacHo pasgen I1-B oT
[OKYMeHTaLmATa 3a y4acTue, a MIMEHHO:

- YyacTHUKbT He e npeactasun Ceptudmkatr 3a cvoTBeTcTBMe € I1SO 13485:2003 wnm
eKBUBA/IEHTEH 3a NPOU3BOANTENS HA MEAULMHCKOTO/KUTE n3aenne/s, BamaeH/HN KbM KpaiiHaTa faTta 3a
nofjasaHe Ha oeptuTe (BbB (PopmaTa Ha KOmMue, 3aBepeHO OT yvaCTHUKa C HeroBums nedvar u rpudg
,»,BSIPHO C opurnHana”). Bb3noXUTeNaT e U3ncKan npeacTaBAHETO Ha FOPEnocoYeHns cepTudumkar 3a
[loKa3BaHe Ha TEXHNYECKNTe Bb3MOXKHOCTU M KBa/IM(hMKaLMA Ha YHaCTHUKA.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpeABapuTesiHO 00sBEHWTE YCMOBUS Ha
Bb3/10XKNUTENA KOoMUCKATA YKa3Ba Ha TO3M Y4aCTHUK B CPOK OT 5 (MeT) paboTHU LHM OT MOJly4aBaHeTo
Ha HacToAwms npotokon pda npeactasn Ceptudukar 3a cvoTBetcTBME € I1SO 13485:2003 wnu
eKBUBA/IEHTEH 3a NPOM3BOAMTENNTE Ha MEAVNLMHCKOTO/KUTE U3aenue/s, BaIMAHN KbM KpaiiHaTa Aara 3a
nojasaHe Ha oeptuTe (BbB (PopmMaTa Ha KOMue, 3aBepeHO OT YYacCTHWMKA C Herosus neyatr v rpug
,BSIPHO C opurnHana”).



34. INo oTHoLWeHWe Ha fokymeHTUTe HAa B.BPAYH MEANKAJ1 EOO/L:

Y4acTHUKBT e npefcTaBun 17 6pos navka Nel, HaanucaHu 3a CbOTBETHUTE 060COBEHN NO3MUNN
C Homepa — 2, 3, 8, 26, 29, 30, 38, 40, 41, 60, 148, 149, 150, 151, 153, 154 n 155, KaTo € NPUIOXKUN
BCUYKN [OKYMEHTW, OMnucaHu B CbLOTBETHUTE crnucbuu no un. 56, an. 1, 7. 14 ot 30l 3a BcAKa
060co6eHa No3nums NooTAE/NHO.

KomucumsiTa He yCcTaHOBM NnNca Ha JOKYMEHTW /1 HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
n/vnn gpyra HepefoBHOCT, BKIHOUMUTEIHO (DAKTUYECKa rpeLuka, Npeasus KoeTo npue, Ye YH4aCTHUKBT
npeacTaBui HeobXoaumuTe AOKYMEHTU 3a nogbop cbvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
yJacTue.

35. o oTHoweHKne Ha gokymeHTuTe Ha ICTJIMHK BBJITAPNA EOOL.:

Y4acTHUKDBT e npefcTaBun 27 6pos navka Nel, HaanucaHu 3a CbOTBETHUTE 060COBEHN NO3MUNN
c Homepa -1, 8, 9, 10, 11, 12, 16, 18, 20, 21, 22, 24, 25, 34, 36, 38, 39, 40, 41, 42, 46, 52, 55, 61, 62, 64
N 66, KaTo e NPUIOXNA BCUYKM JOKYMEHTW, ONNCaHN B CbOTBETHUTE CNIMCBHLUM NO Y. 56, an. 1, 1. 14 ot
30T 3a BcAka 060c06€eHa No3uLmua NooTAeNHO.

Mo OTHOLWIeHWe Ha NpefCcTaBeHUTe OT y4YaCTHMKa AOKYMEHTM 3a nogoop, KomucusTta yctaHoBM
HeCbOTBETCTBUA C NpPeABapuTESIHO 00SIBEHWUTE YCNO0BUA HAa Bb3NOXWTENs cbrnacHo pasgen I1-B ot
[IOKyMeHTaLmATa 3a y4acTue, a UMEHHO:

35.1. Y4aCTHUKBLT € MpefcTaBU/ CepTUMKAT 3a BHEApPEeHa CucTeMa 3a YrpaBfieHWe Ha
KayecTBOTO B CboTBeTCTBME € 1SO 9001:2008 3a nponssoauTensd AHYbH Xynaa Meanksn VIHCTpYMeHTC
Ko. JIT4., HO He e npefcTaBun cepTudumkar 3a cboTeeTcTBME € 1SO 13485:2003 nnn eKBMBA/IEHTEH 3a
TO3M NPON3BOAUTEN.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpPeABapuTesiHO 00sBEHWTE YCMOBUS Ha
Bb3/10XKNTENA KoMUCKATa YyKa3Ba Ha TO3M YYaCTHUK B CPOK OT 5 (MeT) paboTHU LHW OT MOJly4aBaHeTo
Ha HacToAwms npoTtokon pda npeactasn Ceptudukar 3a cvoTBetcTBME ¢ I1SO 13485:2003 wnu
EKBUBa/IEHTEH 3a npomsBoguTena AHYbH Xymga Megukbvn WHCTpymeHTC Ko. JIT4., BaMaeH KbM
KpaiiHaTa fgaTta 3a nofgaBaHe Ha odepTuTe (BbB (hopMaTa Ha KOrue, 3aBepeHo OT yvacTHMKA C HEerosus
neyar v rpudg ,,BsapHo ¢ opuruHana”).

36. o oTHoLeHWe Ha fokymeHTUTe HA MEAVMAI EOO/:

YuacTHUKBT e npegctasun 20 6pos navka Nel, HagnucaHn 3a CbOTBETHUTE 060CO6EHM NO3MLMN
C Homepa — 42, 43, 58, 59, 60, 66, 110, 148, 149, 150, 151, 153, 154, 155, 156, 162, 163, 164, 165 n
166, KaTo e NPUIOXNN BCUYKA AOKYMEHTU, OMUCaHN B CbOTBETHUTE CNMCHLM MO Y. 56, an. 1, T. 14 ot
30T 3a BcAka 060c06€eHa No3uumus NooTAeNHO.

KomucumsiTa He yCTaHOBM NUNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
n/vnn gpyra HepefoBHOCT, BKNHOUMUTEIHO (DAKTUYECKa rpeLuka, Npeasus KOeTo npue, Ye Y4aCTHUKBT €
npeLcTaBui HeobXoaumuTe AOKYMEHTU 3a nogbop cwvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
y4yacTue.

37. No oTHoLeHWe Ha foKymeHTUTE HA AKBAXUM A/

Y4acTHUKDBT e npefcTtasun 11 6pos navka Nel, HaanucaHu 3a CbOTBETHUTE 060COBEHN NO3MUNN
C Homepa — 16, 17, 44, 45, 75, 76, 81, 101, 102, 112 n 113, Kato € NPUI0XUIT BCUYKN JOKYMEHTH,
OMucaHn B CbOTBETHUTE CNuCbUM Mo un. 56, an. 1, 1. 14 ot 301 3a BcsAka 060cobeHa Mo3nUmMS
NnooTAEe/NHO.

C npoBepkaTa Ha NMpeACTaBeHMTE OT YYaCTHUKA JOKYMEHTU B N/IMKa 33 CbOTBETCTBMETO UM CbC
CnucsLKa no un. 56, an. 1, 1. 14 ot 30N KomucusaTa KOHCTaTupa cnegHUTe HECLOTBETCTBUA:

- B crnucbka Ha nank Nel 3a 06ocobeHa no3uyms Nel6 y4aCTHUMKBLT e Mocouws, Ye MpeacTass
cepTudmKat 3a ynpas/ieHMe Ha KayecTBOTO Ha npowussBogutennte Mepacent n MwunoHac. Komucusara
YCTaHOBM Ha/Mumeto Ha ceptugmkati 1SO 9001:2008 n 1S013485:2012 Ha npomussogutenute MT
APUCTA NATVHAO v MwunoHac, Kato 3a npoussoautens MefacenT He e NpeAcTaBeH CepTUuUKar.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpeABapuTesiHO 00sBEHWUTE YCMOBUS Ha
Bb3/10XKNTENA KOoMUCKATA YKa3Ba Ha TO3M Y4aCTHUK B CPOK OT 5 (MeT) paboTHU LHW OT MOJly4aBaHeTo
Ha HacToswwmsa npotokon Aa npeactasu: 1. Ceptudmkar 3a cboTBeTcTBME € ISO 13485:2003 nnu
eKBUBA/IEHTEH 3a Npou3soanTens MepgacenT, Ba/IMAEH KbM KpaliHaTa jarta 3a nofasBaHe Ha otepTute
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(BbB (hopmara Ha Korue, 3aBepeHO OT y4acCTHMKa C Herosus neyar u rpud ,,BapHo ¢ opuruHana”) nam
aKTya/im3npaH CMMCHK Ha CbAbpXKalluTe ce JOKYMEHTU B NIMK 1 3a 060co6eHa no3vuma Nel6, B KOWTO
[la ca oTpaseHu npeAcTaBeHMTe B nanka ceptudukatm 1SO 9001:2008 m 1S013485:2012 Ha
npounssogutena NT APUCTA NATUHAO.

38. INo oTHoLWeHWe Ha fokymeHTUTe Ha XEJTIME/ BbJ1TAPUA EOO/:

YuacTHUKBT e npeactasun 1 6poii navk Nel 3a yyacTve no 060co6eHn nosnumm ¢ Homepa — 8,
16, 18, 34, 40, 42, 44, 46, 50, 61, 64, 66, 68, 70, 112 1 113, KaTo € NPWUIOXKNT BCUUKN JOKYMEHTH,
onucaHu B CNucbKa no un. 56, an. 1, 1. 14 ot 30r1.

Mo OTHOLWIeHWe Ha NpefCcTaBeHUTe OT y4YacTHMKa AOKYMEHTM 3a nogoop, KomucusTta yctaHoBM
HeCbOTBETCTBUA C NpeABapuTESIHO 00SIBEHWUTE YC0BUA HAa Bb3NOXWTENs cbrnacHo pasgen I1-B ot
[OKYMeHTaLmATa 3a y4acTue, a MIMeHHO:

38.1. Y4aCTHMKBLT e MpeAcTaBu/l CepTU(MKATA 3a BHefpeHa CcucTema 3a Ynpas/ieHVe Ha
KauecTBOTO B cboTBeTCTBME € ISO 9001:2008 3a npomussogutenute YHUMAKC Megukbn MNpoabkTc
Ko. N1Ta., 3aBog 3a xaptna benoso All, AHuYeHr Xymaa Megnksn VHCTpyMbHTC Ko. 1T4., ®yA3UaH
Kanrnaint Fpyyn Ko. Jita., Yancheng Huida Medical Instruments Co. Ltd, HO He e npeacTaBun
ceptudmkar 3a cboteeTcTere ¢ 1ISO 13485:2003 nnm eKBBasieHTEH 3a Te3U NPOU3BOAUTENN.

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpeABapuTesiHO 00sBEHWTEe YCMOBUS Ha
Bb3/10XKNUTENA KOoMUCKATA YKa3Ba Ha TO3M Y4aCTHUK B CPOK OT 5 (MeT) paboTHU LHM OT MOJly4aBaHeTo
Ha HacToAwms npoTtokon pda npeactasn Ceptudukar 3a cvoTBetcTBME € I1SO 13485:2003 wnu
ekBuBasieHTeH 3a npoussogutenute YHUMAKC Meaukbn [Mpogvkte Ko. Jith., 3aBoj 3a Xaptusa
Benoso A, AHyeHr Xynaa Meankbn NHCTpymbHTC Ko. JTa., ®yasusaH Kanrnant Mpyyn Ko. J114,.,
Yancheng Huida Medical Instruments Co. Ltd., BannaHn KbM KpaliHaTa AaTta 3a nojaBaHe Ha opepTuTe
(BbB (hopmaTa Ha Korue, 3aBepeHo OT y4aCTHMKaA C HEroBus neyart u rpud ,,BapHo ¢ opurnHana™).

39. INo oTHoLeHWe Ha JoKyMeHTUTE HAa YHUDAPM A/

Y4acTHUKBT e npefcTtasmn 1 6poi nank Nel 3a yyactue rno obocobeHa nosmumsa ¢ Homep 341,
KaTo e MPUIOXKW/ BCUYKN JOKYMEHTU, OMNMCaHN B CNUCbKa Mo 4. 56, an. 1, 1. 14 ot 30I1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECHOTBETCTBUE C KpUTepunTe 3a nogbop,
n/vnn gpyra HepefoBHOCT, BKIHOUMUTEIHO (DAKTUYECKa rpeLuka, Npeasus KOeTo npue, Ye Y4aCTHUKBT
npescTaBui HeobXoaumuTe AOKYMEHTM 3a nogbop cwvrnacHo pasgen 1I-B oT foKymeHTauusita 3a
yJacTue.

40. No oTHoweHne Ha gokymeHTUTE HA XMIMTEKC OO/:

Y4acTHUKDBT e npefcTaBnn 52 6pos navka Nel, HaanucaHu 3a CbOTBETHUTE 060COBEHN NO3MUNN
c Homepa — 16, 18, 24, 33, 34, 40, 42, 46, 50, 51, 53, 55, 62, 63, 64, 66, 69, 70, 112, 113, 178, 179, 180,
181, 182, 183, 185, 186, 187, 188, 189, 240, 241, 242, 243, 291, 292, 293, 294, 295, 296, 297, 298, 300,
315, 316, 319, 320, 325, 335, 336 1 337 KaTo € NPUIOXKWU BCUUYKN AOKYMEHTW, ONMUCAHN B CbOTBETHUTE
cnucbuUy no un. 56, an. 1, 1. 14 ot 3001 3a Bcsika 060c06eHa No3nLmMst NOOTAENHO.

Mo OTHOLWIeHWe Ha NpeACcTaBeHUTe OT y4YaCTHMKa AOKYMEHTM 3a nogoop, KomucusTta yctaHoBM
HeCbOTBETCTBUA C MNpeABapuTeSIHO 00SBEHWUTE YCMN0BUA HAa Bb3NOXWTENs cbrnacHo pasgen I1-B ot
[IOKYMeHTaLmATa 3a y4acTue, a UMEHHO:

40.1. C ornef CbAbpXXaHMETO Ha npeactaBeHaTa 6aHKoOBa rapaHums Komucusita yctaHOBM, 4e
YYaCTHUKBT He e NpeAcTaBu rapaHUma 3a yyactune 3a 060cobeHn nosuumm NeNe33, 319, 320, 325, 335,
336 1 337 ¢ 06w, pa3mep Ha cymata 492,85 nB.

40.2. Komucuata ycrtaHoBu, ye B nanK Nel 3a o6ocobeHa nos3vumsi Nel6 yyaCTHUKBT He €
npeacTaBui cepTugmkaT 3a cboTBeTcTBMe ¢ 1SO 13485:2003 mnn ekBMBasieHTEH 3a MPOU3BOAWTENS
C.K. BETPO AMN3AINH C.P./1.;

40.3. Komucuata ycrtaHoBu, ye B nanK Nel 3a o6ocobeHa nos3vumsi Ne33 yyaCTHUKBT He €
npeacTaBui cepTugmKkaT 3a cboTBeTcTBMe ¢ 1SO 13485:2003 mnm ekBMBasIeHTEH 3a MPOU3BOAUTENS
VWR ABcTpus;

40.4. Komucuata ycrtaHoBK, ye B nanK Nel 3a o6ocobeHa nos3vumsi Ned2 yyaCTHUKBT He €
npeacTaBu cepTugmKkaT 3a cboTBeTcTBMe ¢ 1SO 13485:2003 mnn ekBMBasIeHTEH 3a MPOU3BOAUTENS
Kapn Xext 'm6X & Ko.KT;
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40.5. KomucumaTa yctaHosu, Ye B Nank Nel 3a 060co6eHa no3mums Ne66 yqyaCcTHUKBLT € MOCOUNT
HamumeTo Ha ceptudgumkar no 1SO9001:2008 Betpo gusaiiH PymbHMA B Nvka 3a 060c06eHa nosuums
Ne42. CbrnacHo crnmcbka 3a 060cobeHa nosvumst Ne42 TakbB AOKYMEHT HE € Ce CbAbpXKa B M/MKa 3a
Tas3u no3uuma. NMopaan ToBa yYaCTHUKBLT CnefBa fa NpeAcTaBu akTyanm3npaH CUCbK Ha JOKYMEHTUTE,
cbabpxKawm ce B vk Nel 3a 06ocobeHa nosmums Ned2 n/vnm 3a o06ocobeHa nosuums Ne66;

40.6. Komucusata yctaHoBM, Ye B NavMK Nel 3a 060co6eHa nosvumsi Nel78 yyaCTHWUKBLT He e
npeacTaBu cepTugmKkaT 3a cboTBeTcTBMe ¢ 1SO 13485:2003 vnn ekBMBasieHTEH 3a MPOU3BOAUTENS
MaHpeak Knmuka C.J1.Y,

40.7. Komucmsita yctaHoBM, Ye B Nk Nel 3a 060co6eHa no3uumsi Ne292 yyaCTHUKBLT € MOCOUNT
HamumeTo Ha cepTtudmkar no 1SO9001:2008 VWR B nnmka 3a 060cobeHa nosunums Ned42. CbrnacHo
CMMCbKa 3a 060cobeHa nosmums Ned?2 TakbB [OKYMEHT He € Ce CbAbpXa B M/MKa 3a Tasu nosuuus.
Mopaau ToBa yYaCTHUKLT CefBa Aa NpeicTaBy akTyam3npaH CNUCHK Ha JOKYMEHTUTE, ChAbpXKaLln ce
B nAnK Nel 3a o6ocobeHa nosmums Ned2 n/mnm 3a 06ocobeHa nosuums Ne292;

C ornef KOHCTaTUMPaHOTO HECLOTBETCTBME C MpPeABapuTesiHO 00sBEHWTE YCMOBUS Ha
Bb3/10XKNTENA KOoMUCKATA YKa3Ba Ha TO3M YYaCTHUK B CPOK OT 5 (MeT) paboTHU LHM OT MOJly4aBaHeTo
Ha HacToALLMSA NPOTOKON fa npefcTasu: 1. OpuruHan Ha 6aHKoBa rapaHums 3a yyacTue wUan Konve ot
[IOKYMEHTa 3a BHECEHa rapaHuuMs nof opmara Ha napuyHa cyma 3a 060co6eHm nosmumm NeNe33, 319,
320, 325, 335, 336 1 337 ¢ 06w, pasmep Ha cymaTa 492,85 f1B.; 2. CepTudmKar 3a cboTBeTCTBME C ISO
13485:2003 wnmn eksuBaneHTeH 3a npoussogutenute C.K. BETPO AV3AVH C.P.J1., VWR AscTpus,
Kapn Xext N'm6X & Ko.KI, MaHpeak Knumuka C.J1.Y, BaMAHM KbM KpaiiHaTa faTta 3a nofjaBaHe Ha
othepTmTe (BbB (hopmMaTa Ha KOMWe, 3aBEPeHO OT Y4yaCTHMKA C Herosums nedvar u rpud ,,.BApHO C
opuruHana”); 3. AKTyasm3mMpaH CrUCbK Ha LOKYMEHTUTeE, CbabpXKawm ce B nank Nel 3a obocobeHa
nosuumsa Ned2 n/mnm 3a 060cobeHa no3muma Ne66 cbobpasHO ChAbpPXKAHNETO HA CbOTBETHUTE M/IMKOBE;
4. AKTyanmsmpaH CNUCHLK Ha AOKYMEHTUTE, CbhAabpKaliy ce B navMk Nel 3a 060co6eHa nosmums Ned2
n/vnn 3a 060co6eHa No3numsa Ne292 cbo6pa3HO CbAbPXKAHMETO HA CbOTBETHUTE N/IMKOBE.

41. MNo oTHoweHwne Ha gokymeHTUTe Ha JIABEKC MH>XXEHEPUHIT OO/:

YUacTHUKBT e npefcTtasun 1 6port namk Nel 3a yyactue no 060co6eHM No3nMuum ¢ Homepa —
257, 258, 261, 262, 263, 264, 284, 285, 286, 304, 312 1 314, Kato € NPWUIOXWU BCUYKN JOKYMEHTH,
onucaHu B CNucbKa no un. 56, an. 1, 1. 14 ot 30r1.

KomucumsiTa He yCTaHOBM NnNca Ha JOKYMEHTW /U HECbOTBETCTBUE C KpUTepunTe 3a nogbop,
npegsus KOETO Mpue, Ye y4aCTHUKDBT € MpeacTaBuil HeoOXoAMMUTE JOKYMEHTU 3a NOA6op CbrNacHo
pasgen I1-B oT gOKymMeHTaUmaTa 3a yyacTue.

B m3nbsHeHMe Ha 4i. 68, as. 8 KOnMe OT HACcTOosLWKMA MPOTOKO/ Ce Mm3npalla Ha BCUYKU
VUYaCTHMLM B NpoueaypaTa B AeHsa Ha Ny6/IMKYBaHETO MY B NPodnia Ha KynyBaya.

MPEACELOATEN: A 1

YJ/IEHOBE: A 1 Y 114
..In/ 1)
..In/ 1)
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