B """-"»‘j___,,,MHoronPoquIHA SOJHUIA 3A AKTHBHO JIEYEHUE - IIYMEH” AT
ol rp. lllymen yn. "B, Anpunop" Ne 63, Ten. 054 / 800 741, 800 733, dake 800 751, e-mail: mbaI-shumen@ro-nII_t;t

ITPOTOKOJI No 1

Huec, 30.01.2018 I, Ha OCHOBaHMe ui. 104 or 30IT u uy. 54 i cleaBammre or 13017 u g
H3IIbJIHEHNE Ha Pemenne No 14/15. 12.2017 r. Ha Msnbnaurennug AHUPEKTOp Ha ,,MBAJ - IITYMEH” Al
34 OTKpHBaHe Ha npoueypa 3a Bb3/Tarane na obiecrpeng lI0pBYKa 4pe3 oTkpuTa fponenypa c npegmer :
~Ilepronnuna nocrapka Ha J1abopatopuu peaxtisy i KOHCYMaTHBH 3a Hyx)nuTe Ha “MBAJI - IITYMEH”
AJl o o6ocobenn nosuuun™ ce cr6pa KOMHCHs, Ha3Hayena cpe 3anoses Ne 28/30.01.2018 r. ua
Msnsnnnrenguy AUPEKTOp Ha ,, MBAJI-IIIVYMEH" AJL, 3a npoBexane ga fiponienypa o 3011 B cherag:

Yitenoge:

Kpacumupa Antonopa Humurposa - Kuposa — cnemmanucr obuiecTrenn IOPBYKH, Nporpamu u
fpoektu B ,,MBAJI-IIIYMEH> AJl;

A-p lannna Jlparanosa Panesa — mavammupk ya Otnenenne Kmianyga naboparopus B, MBAJI-
HIVMEH” AJ1;

X-p Emumns Unmuesa Bosopa — HagaaHuk Ha Ortnenenue Muxkpo6uonornyma nabopatopus B
»MBAJI-IIITYMEH"” Al

Ceetosap I coprues [letkos — TpaBocnocoben 10pycT, ey Ha HIAK.

ChC 3a0a4a: 1a M3BLPIIK 110160p, pasriexa, omenn H_KJaacupa odeprure, HOCTBIIHIN B
«2MBAJI-LIYMEH” A/l 3a_yuactue B OTKpuTa npoueaypa mo 3011 ¢ npeamer ,,Iepuoanuna
A0CTaBKa Ha JadopaTopun DEAKTHBH H KOHCYMATHBH 32 HyxRANTE HAa “MBAJT - IIYMEH” AJT o
000cobenn mo3umn”,

Komucnsra sanoyma CBOsITa paboTa 110 nocraBenara 3aja4a B 16:30 yaca g 3acenarenHara 3ana Ha
+MBAJT — HIYMEH” AIl,  yn. .Bacun Anpunos” Ne 63 — I etax Ha Tepanestnyen 010K, cnen
foTy4aBane Ha oeprrTe 0T YHACTHHIUTE M Ha IPOTOKOJIA 110 wr. 48, ain. 6 or 30IT.

Cren nonyuasane ua CIMCHKA C YYaCTHHLHTE WieHOBeTe Ha KOMHUCHATA NOMbTHIXA JACKIapanuu B
CHOTBETCTBHE C M3HCKBaHeTo Ha um 103, am. 2 or 30I1.

Ha ny6manoro 3ace/laHHue Ha KOMHCHATA He lIPHCBCTBAXa MpeJcTaBuTe N Ha YYaCTHHIIHTE, KaKTo
H IIpEIICTaBUTeNIN Ha CpecTBaTa 32 MacoBO ocBejoMsBaHe.

Komucusra KOHCTaTHpa, 4ye B ycTanoBenms Cpok — 29.01.2018 r., 1o 16:30 Haca B I€I0BOICTBOTO
Ha ,,MBAJI - llymen” Al ca mocTwmnumy 27 /mBaznecer u cemem/ odeptu, a umenno:

I. Odepra ¢ Bx. No 169 or 16.01.2018 .. nonaznena B 10,45 yaca ot »BYJ BHO - HIBNB”
EOO/ no o6ocoGeny fozunmu ¢ NeNe 37, 38, 39, 40, 41, 42, 44, 47, 64, 75, 77, 80, 81, 82, 83, 84, 85, 87,
88,89.104, 136 u 140;

2. Odepra ¢ Bx. No 256 or 24.01.2018 r.. lonanena B 11,45 yaca or »BUJIME1” EOOJ 1o
00ocobenn nosumuy ¢ NoNe 23, 32, 48, 50, 52, 1 17,118, 119, 130, 132 u 133;

3. Odepra ¢ Bx. Ne 268 or 25.01.2018 r., noganena » 10,45 vaca or ,,[IEPOEKT MEINUKA”
OO0 110 o60cobeny nosumum ¢ NelNe 1, 2, 3, 4, 5, 6,10,.11; 15,19, 22,25,26.97. 28, 29, 30, 33, 127, 130,
132,133 u 135;

4. Odepra ¢ Bx. No 269 o 25.01.2018 r., nomanena B 10,45 yaca ot ,,b. BPAVH MEJIUKAJI”?
EOO/J no o60co6ena mosuuust Ne 127;



5. Odepra ¢ Bx. Ne 273 ot 25.01.2018 r., noganeHa B 11,55 waca ot ,,EJITA 90M” OO/ mo
obocobenn nosuumn ¢ NeNe 9, 23, 46, 49, 50, 51, 52, 53, 54, 56, 58, 60, 61, 65, 67, 68, 69, 71,73, 74, 75,
79, 84, 85, 87,91, 92, 94, 95, 96, 97, 99, 100, 106, 107, 108 u 123.

6. Odepra ¢ Bx. No 274 ot 25.01.2018 r., nonazeHa B 14,00 yaca ot ,,[PHH BI'” OOJ[ 1o
o06ocobena nmosuuus Ne 123.

7. Odepra ¢ Bx. Ne 288 or 26.01.2018 r., nonanena B 09,40 waca or ,AA MEJUKBJI
BBJI'APHUST” OO no o6ocoberu mosumun ¢ NeNo 38, 44, 45, 48, 50, 51, 52, 53, 58, 60, 65, 78, 83 u
85.

8. Odepra ¢ Bx. No 290 or 26.01.2018 r., noxazena B 10,30 yaca ot »bI' MEJI” EOOJ/ 1o
obocobeHa nmosurms Ne 9.

9. Odepra ¢ Bx. Ne 291 ot 26.01.2018 r., monagena B 10,30 uaca or ,, IMACUCTEMC” EOO/
110 obocobenn noszummu ¢ NeNe 4, 6, 22, 23, 46, 50, 51, 52,53,56,57,117, 118, 119 u 120.

10. Odepra ¢ Bx. Ne 295 or 26.01.2018 r.. moganeHa B 11,40 yaca or L,ETI” EOOJ 1o
obocobena mosunus Ne 12.

I1. Odepra ¢ Bx. Ne 296 or 26.01.2018 r., nomamena B 11,40 wvaca or ,,TOIl -
AUATHOCTHUKA” OOJ1 1o o6ocobern moszummu ¢ NeNe 1,2,3,4,6,7,18,19,24,27, 116 u 128.

12. Odepra ¢ Bx. Ne 305 ot 29.01.2018 r., noganena B 09,30 gaca or .,,JJUAXEM” 0O0J1 no
o0ocoOenn nosutmu ¢ NeNe 110, 112, 113 u 114,

13. Odepra ¢ Bx. Ne 306 ot 29.01.2018 r., moganena B 09,30 yaca or »EJIIAK - JIM3UHID
EOOJ o o6ocobenn nosummn ¢ NeNe 24, 106, 107,108, 109, 110 u 128.

14. Odepra ¢ Bx. Ne 307 ot 29.01.2018 r.. nonanena B 09,30 gaca ot , XEJIME/]I BbJICAPUS”
EOO/ no o6ocobenu mosumuu ¢ NeNe 129, 130, 133, 136 u 138.

15. Odepra ¢ Bx. Ne 308 ot 29.01.2018 r., noxanena 8 09,30 yaca ot »EJIUT MEJUKAJI” OO
1o obocodenu nosurpu ¢ NeNe 6, 12, 25, 106 u 107.

16. Odepra ¢ Bx. Ne 309 or 29.01.2018 r.. nogazena B 09,30 waca or ,MEJUIIMHCKA
TEXHUKA HH)KEHEPUHI™ OO/, 1o 060co6enu no3ummu ¢ NoNo 1,2..3, 4.5,6,19, 21, 34,61,116,
122,123, 124, 126, 127, 129, 131, 136, 137 u 138.

17. Odepra ¢ Bx. Ne 310 ot 29.01.2018 r., noxanena B 09,30 yaca or +XHMTEKC” OOJ 1o
obocobenu mosunmu ¢ NeNe 90, 124, 125, 126, 127, 128. 129, 130, 131, 132, 133, 134, 136, 137, 138 u
139.

18. Oepra ¢ BXx. Ne 311 or 29.01.2018 r., momazeHa B 10,00 gaca or ,JJABEKC
NMHKEHEPUHI™ OO/I 1o oGocoGenu nosuimu ¢ NoNe 1, 2, 3,4,5,6,7,8, 13,19, 22, 23, 31, 48, 50,
117, 118,119 u 132.

19. Odepra ¢ Bx. Ne 312 or 29.01.2018 r., nomagena B 10,00 4yaca or ,,TAMHUIOP
BBJTIAPUS” OO/ 10 o6ocobenn nosurmu ¢ NeNe 23, 32, 45, 46, 48, 50, 51, 52, 53, 54, 56, 61, 115,
116,117,118, 119, 123 u 138.

20. Oepra ¢ BX. Ne 313 or 29.01.2018 r., momagesa B 10,00 waca or ,,MCTJUHK
BBJITAPHS” OOJ] no obocoGenu nosurmu ¢ NeNe 104, 124, 126, 127, 129, 130, 132, 133, 136, 137,
138 u 140.

21. Odepra ¢ Bx. Ne 315 or 29.01.2018 r., nojaena B 10,20 vaca ot ,,PUTAKOM” EOOJI 1o
o6ocobenu nozuunn ¢ NeNe 17, 23, 37, 38, 39, 40, 42, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 56, 57, 60,
61, 62, 63, 64, 65, 66, 67, 69, 70, 71, 72, 73, 74, 75, 76, 77, 718, 79, 83, 84, 85, 87, 88, 89, 90, 91, 92, 93,
94, 95, 96,97, 99, 100, 104, 116, 117, 118, 119, 120, 128, 136, 137, 138, 139 u 140.

22. Odepra ¢ BX. No 316 or 29.01.2018 r., noxanena B 10,20 yaca ot »AHTEP BUBHEC 91”
EOO/L no obocobenn mo3nuuu ¢ NeNe 7, 16, 68, 85, 86. 101, 102 u 103.

23. Odepra ¢ Bx. Ne 317 or 29.01.2018 r., momazena B 10,20 waca or »CODAPMA
TPEAJIMHI™ AJI 1o 060co6enu mosummmi ¢ NoNe 130 1 132.

24. Ogepra ¢ BX. Ne 319 or 29.01.2018 r., nomamena = 10,40 waca or ,,MAPBEHA
JAUATHOCTHUKA” EOOJL no o6ocobena nosumus Ne 14.

25. Odepra ¢ Bx. Ne 320 ot 29.01.2018 r., nonanena B 10,40 waca or ,,AKBAXHUM” AJl mo
0bocobenn nosummu ¢ NeNe 35, 36, 123 u 130.

26. Odepra ¢ BX. Ne 321 ot 29.01.2018 r., monanena B 10,40 yaca ot ,,OIITUM KO.” OO/ no
obocobenu nosunmn ¢ NeNe 17, 44, 62, 64, 65, 73, 74, 75, 78, 83, 84, 85, 87,90, 127, 129, 136, 137, 138 u
139,



_27. Odepra ¢ Bx. Ne 322 or 29.01.2018 r., nmomamena B 10,45 wuaca or ,JIM KEH
CAUBHTUHO®HUK” EOO/I o o6ocodenn nmozuuuu ¢ NeNe 106, 107, 114 u 121.

Ilpencenarenar Ha KOMMCHSATAa OTBOPH IO pella Ha TAXHOTO [OCTHIBAHE 3aleyaTaHUTe
HEMPO3paYHH OMAKOBKH, MOCTBIIMIM OT YYaCTHHIHMTE H ONOBECTH IJIACHO ChAbPIKAIMTE CE€ BBB BCAKA
elHa OT TSX JOKyMeHTH. KoMHCHsTa KOHCTaTHpa HAIMYMETO M Ha OTACNHH 3allevyaTaHH HEeNpO3pauyHH
niauKoBe ¢ Haanuc “IIpennaranu neHoBU napameTpy” BB BCAKA e/(HA OT O()epTUTE HA YUACTHHIHTE.

Crnen ToBa ChHIBpKAIIMTE CE€ B TEXHHYECKMTE INPEUIOKEHHS Ha YYACTHHUIMTE JOKYMEHTH M
nMKoBeTe ¢ Hamnuc Jllpeanaranu ueHosu mapameTpu” OsiXa MOANMHCAHH OT HAW-MaJKO TPUMAa OT
YJICHOBETE HA KOMHCHATA.

C ToBa HACTOAIIOTO 3aceaHHe Ha KOMUCHsATA npukao4n B 19:40 yaca.

[IpeacenaTensaT HacCpOUH CJIEABALIOTO 3aceAanue Ha komucusTa Ha 08.02.2018 r. ot 16:30 yaca.

Bropo 3acenanue na komucusita — 08.02.2018 r.

Ha BropoTo 3acejianue KOMHCHSATA TPUCTBIN KBbM PA3rieikaHe 10 CHIIECTBO HA MPEINCTABEHUTE
OT ydacTHHIHMTE JOoKyMeHTH 1o wi. 39, ain. 2 ot 113011 3a choTBeTCTBHE ¢ U3UCKBAHUATA KBM JINYHOTO
CBCTOSIHUE M KPHTEPUHTE 3a [10100P, IOCTABEHU OT BB3JIOKHTEIS, IPU KOETO KOHCTATHPa CIIEAHOTO:

1. Oeprara na yyacrnuka ,,6YJI BHO - HIBIB” EOOJ cbabpixa ciieiute JOKyMEHTH:
1.1. Ilanka ,,3asBieHKE 3a yyacTHe’, KOATO ChABPIKA:

- OIMC Ha JIOKYMEHTHTE, ChAbpKaIlu ce B oeprara,

- EEJOIT,;

- aexnapanus o wi. 101, an. 11 3a nunca Ha CBBP3aHOCT € JAPYI' YYACTHHK;
- gexnapaitus rmo wi. 6, ain. 2 ot 3MMUII;

- paspelleHHe 3a THProBUs Ha PO C MEIUIIMHCKH H3JICIHS;

- ceprudukaru ISO 9001:2008 u ISO 13485:2003;

- JIeKJapaluy 3a CbOTBETCTBHE OT MPOU3BOIUTEIS;

- karasior Ha ,,byn buo — HII3T15”

. anxa ,,Texuuuecko npeuioxeHue”, KOATO ChabpKa:

- II'bJIHOMOILIHO — HOTAPUATHO 3aBEepPEeHO;

- JIeKJapalus 3a chIylacHe ¢ KIay3MTe Ha MPUIOKEHHS IPOEKT Ha J0TOBOP;

- JIeKJaparus 3a CpoKa Ha BAJIMIHOCT Ha odeprara;

- [pesIONKEeHHs 3a H3IBJIHEHHWE Ha Mopbhykata + Tabnuua 3a ChOTBETCTBHE C TEXHUYECKaTa

cnienuukanus — 3a 23 obocobeHa MO3UIHH;

1.3. 3aneyaran HenpospayeH UMK ¢ Haanuc ,IIpeqnaranu neHoBu mapamerpu’”.

[Ipu paszrnexnane Ha EEJIOIT na ,,BYJI BHO - HIBIIB” EOO/, xoMucusTa KOHCTATHpA, Ye HE
ca HalMIle HECbOTBETCTBHUS M HEIIBJIHOTH, KAKTO M OCHOBAHHMATA 32 OTCTPAHSIBAHE OT Y4YacTHE CHIJIAaCHO
.54, an. 1 or 3001 u wi. 55, an. 1, .1 ot 30Il IlpencraBenu ca JaHHH OTHOCHO INpodecnoHanHara
TOOHOCT U TEeXHUYECKUTE BB3MOXHOCTM Ha YYaCTHUKAE, KOUTO CHBOTBETCTBAT Ha
3aJIOXEeHUTE KpUTepum 3a nomdop.

-
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. O¢eprara na yuyactauka ,, BUJIMEL” EOO/L chabpika ClIeIHUTE JOKYMEHTH:

2.1. [lanka ,,3asBneHue 3a yyacTue”, KOSITO ChbpiKa:

OIUC HA JIOKYMEHTUTE, ChIbpPIKAIIK ce B odeprara;

-  EEHIOIL

- pexnapanus no wi. 101, an. 11 3a numnca Ha CBBP3aHOCT C APYT YYaCTHHK;

- jaexsapanus 1o wi. 6, ain. 2 ot 3MHUII;

- pa3peuieHHEe 3a THProBHS HAa €IP0 C MEIUIMHCKH W3JeNus, H3JaJeHO OT M3mbiIHHTeIHMS
aupektop Ha MAJ] B choTBeTCTBHE ChC 3aKOHA 32 MEIULIUHCKUTE U3/ICIHSI;

- BaimuzeH ceptudukar EN ISO 9001:2008 na yyacTHHKa;

- Bamuanu cepruduxaru EN ISO 9001:2008 u EN ISO 13485:2012 Ha npou3BOHTENHTE;

2.2. [lanka ,,TexHu4ecko npeioKeHne”, KoATO ChAbpIKa:

NpeIoJKeHus 3a U3IIbIHEHHE Ha [IOpbUKaTa 110 000C00eHH MO3HIINH;

TaOJIMUIN 32 CHOTBETCTBHE C TEXHHYECKATa ClelH(HKaLINs;



- JICKIIapallisl 3a ChIJIache ¢ KJIay3uTe Ha NIPUIIOKEHHUS IIPOEKT Ha JI0TOBOP;

- JIeKJlapanus 3a CpoKa Ha BaJIMHOCT Ha odepTaTa;

- EC ceprudukar 3a namecena CE mapkuposka BbPXY U3JeMATa WIH JeKJIapaius OT
TIPOM3BOJINTE]IA 3a CHOTBETCTBHE Ha chmuTe ¢ Jlupexktuna 93/42/ENO;

3. 3areyaran Henpo3payeH IUIMK ¢ Haanuc . JIpeiaranu eHoBr napameTpu’”.

2

[Ipu pasrnesxnane wa EEJIOIT na ,, BUJIME/L” EOO/, xomucusita KOHCTaTHpa, 4e He ca HAIMLE
HCCHOTBETCTBHA M HEIIBIHOTH, KAKTO ¥ OCHOBAHUSATA 3a OTCTPAHsABAHE OT yyacTHE ChIVIACHO wi.54, ar. 1
ot 30Il u un. 55 , an. 1, t.1 or 30I1. IpexcraBenu ca JaHHH OTHOCHO npodecHoHamHaTa TOJHOCT |
TEXHHYCCKUTE BL3MOXKHOCTH Ha y4aCTHUKA, KOHTO ChOTBETCTBAT Ha 3aI0XKEHNTE KPUTEPHH 3a I0AGOP.

3. Odeprara na yyacruuka ,,[IEPOEKT MEJUKA” OO/ cpabpixa clesHUTE TOKYMEHTH:
3.1. Tlanka ,,3asBenue 3a yqacTHe”, KOATO ChIbpKA:

ONHMC Ha JIOKYMEHTHTE, ChAbpIKally ce B odeprara;

EEJOILT;

Acknapauus mo wi. 101, an. 11 3a nunca Ha CBBP3aHOCT € APYT YYaCTHHK /110 obpaszery;
2. Ilanka ,, TexHudecko npemnoxkenue”, KosTo ChAbpIKa:

ITbJTHOMOLIHO OT YIPABHTEJIS;

[PE/UIOKCHHS 32 M3IBIHEHHE HA MOPBYKATA 10 000COOEHH TTO3UIIHH;

TadJIMLK 32 ChOTBETCTBHE C TEXHHYECKATA CHEHHUKALIS;

ACKIIapaliksl 3a ChIJlacHe C KIIAY3UTe Ha NPUITOXKEHHS IPOEKT Ha JIOrOBOP;

JIeKJIapalys 3a CpoKa Ha BAJIMIHOCT Ha oepTara;

Aeknapauus 3a Konuaenuuamsoct o wi. 102, an. 1 ot 3011

3.3. arnieyaran Henpo3paveH MK ¢ Haanuc , JIpearanu neHosu napamMeTpu”,

[pu pasrnexnane na EEJIOII na ,,JIEPO®EKT MEJJUKA” OO/, xomucHsITa KOHCTATHPA, Ye He
ca HAJMIE HCCBOTBETCTBHA M HCNBIHOTH, KAKTO H OCHOBAHHSATA 3a OTCTPAHABAHE OT YYACTHE CHIJIACHO
wi.54, an. 1 or 30IT u un. 55 , an. 1, 1.1 ot 30IL IlpeacraBenu ca TaHHH OTHOCHO npogecuoHaiHaTa
FOMHOCT M TEXHUUCCKHTE BH3MOJKHOCTH Ha yYaCTHHKA, KOMTO ChOTBETCTBAT HA 3a/10KEHUTE KPUTEPHH 32
nojioop.
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4. Odeprara Ha yuacruuxa ,,6. BPAYH MEJUKAJI” EOOJl ceabpxka ciieTHUTE JOKYMEHTH:

4.1. Ilanka ,,3asiBneHue 3a yuactue”, KOSTO CBIBpIKa:

- OIIMC Ha IOKYMEHTHTE, ChIIbPIKAIIH Ce B 0(epTara;

- EEJIOIT;

- Jieknapaiust o wi. 101, an. 11 3a nunca Ha CBBP3aHOCT C APYT YYACTHHK;

- JleKsapauus no 4. 6, an. 2 or 3SMUIT:

4.2. Tlanka ,,Texundecko npemaoxenue”, KOsSTO CBIBpIKA:

- TpeUIOKEHHE 3a U3ITbIIHEHUE Ha MOPHUKATA;

- TabiHua 3a ChOTBETCTBHE C TEXHHYECKATa CrICIH(DUKALMSL;

- JIeKJIapalus 3a ChIIACHE C KIIAy3UTe Ha NPHJIOKEHHS IIPOEKT Ha JI0rOBOP;

- JIeKJIapauus 3a CpoKa Ha BaJIMIHOCT Ha odepTara;

- JIeKJ1apanus 3a ChbOTBETCTBUE HA O()epHPAHHTE MEUIMHCKHY KOHCYMATHBH;

- EC Ceprudukar na Esponeiickara o6mnocT;

- ceprudukar EN ISO 13485:2012+AC :2012;

4.3. 3aneyaran Henpo3paveH UK ¢ Haanuc , JIpetaranu eHoBu napameTpu”.

IIpu pasrnexnane va EEJIOII Ha ,,b. BPAYH MEJUKAJI” EOO/I xomucusTa KOHCTaTHpa, ye
HE Ca HaJMIE HECHOTBETCTBHA H HENBIHOTH, KAKTO U OCHOBAHHSATA 32 OTCTPAHABAHE OT YYACTHE CHIJIACHO
wi.54, an. 1 or 30T w un. 55 , an. 1, 1.1 ot 30IL IpeacraBenn ca JaHHH OTHOCHO npodecuoHanHaTa
FOAHOCT M TEXHHHUCCKHTE BBE3MOXKHOCTH HA YYACTHHKA, KOMTO ChOTBETCTBAT HA 3aJI0KEHHTE KPUTEPHH 3a
nojoop.

5. Odeprara Ha yuactuuka ,,EJITA 90M” OO/I chaspika clieHnTe JIOKYMEHTH:
5.1. Ilanka ,,3asBneHue 3a yyactue”, KOATo ChIbpIKa:
- OIMNC Ha JIOKYMEHTHTE, ChbPIKAIH ce B o(peprara;



EEJIOLI;
Aexmapauus no wi. 101, an. 11 3a nunca Ha CBBP3aHOCT ¢ JAPYT yYaCTHHK;

5.2. [Nanka ,,Texuuuecko npemsiokeHue”, Kosro ChABpIKa:

- TPEeUIOKEHHUS 32 U3IIBIHEHHE HA OPBUKATA 110 060C00EHH TTO3UIHH;

- TabJIMIM 32 CbOTBETCTBHE C TEXHHYECKATA CTICIH(DUKALHS;

- JIeKJIapaius 3a ChIJIACHE C KIay3UTe Ha IPHJI0KEHHUS IPOEKT Ha JIOrOBOD;

- JieKJiapanus 3a CpoKa Ha BaJIMJIHOCT Ha odeprara;

5.3. 3aneuaran Hempo3payeH UMK ¢ Haanuc , [Ipejuiaranu nenosn mapamerpu’.

Ipu pasrnexnane va EEJIOIT Ha ,,EJITA 90M” OOJ1 xoMmucusTa KOHCTaTUpa CIeIHOTO:

- YYAaCTHHMKBT HE € nmonmbiaHun vact IV — Kpurepun 3a nouGop, 6yksa o — Cria3pase Ha BCHUKHU
H3MCKBAHH KPUTEPHH 32 1000D, KAKTO € YKA3aHO B T. 5.1 OT HOKyMEHTAIHsTa Ha OOIIECTBEHATA IOPBUKA;

- YYaCTHHKBT HE € nombianHua 4dact IV - Kpurepuu 3a nonGop, pasmen B: Texumuecku u
' npodecnonanun crnocoduoct, T. 12) or EEJIOIL, no ormomenue uammume na EC cepTHHKAT 3a
HaneceHa CE MapKupoBka BBPXY H3JENHSTA, WM JEKJIapalyss OT NPOH3BOIMTENS 33 CHOTBETCTBHE HA
cpuute ¢ Jlupexrusa 93/42/EWO, kakto e ykazano B T. 5.4. Texuuuecku U npodeCHOHATIHO CIIOCOOHOCTH
OT JIOKyMeHTaluaATa Ha obliecTBeHaTa MopbyKa.

Ha ocuosanme wi. 54, ax. 9 or IIM3O0II B cpok a0 5 paGoTHH AHH OT noJiyMaBaHe Ha
HACTOSIIIHS NPOTOKOJ YYACTHHKBT CJIeABA [a NpPEICTABH HOB, KOpekTHO mnombianen EEJIOII B
KOHTO /12 ¢a 0TPA3eHH rOPEONHCAHNTE 0OCTONTEICTBA W/HIN APYTH A0KYMEHTH, KOHTO ChAbPAAT
MpOMEHEHa WM J0lbjIHeHa HHpopmanust. [lonbannTenHo npegocTaBeHaTa HHGOPMALMS MOsKe /1a
00XBama H paKTH H 00CTOATEICTBA, KOUTO €A HACTBLIILIN CJIel KPAIHHsI CPOK 32 oJIy4yaBaHe Ha
odepTHTE HJIH 325IBJICHUSATA 32 y4acTHe.

6. Odeprara na yuactnuka ,'PUH BI'™” OO/I chabpska cleHuTe JOKYMEHTH:

6.1. Ilanka ,,.3asBrenue 3a yqacTue”, KOATO ChAbPIKA:

- OIHC Ha JIOKYMEHTHUTE, ChbPIKALIH ce B opeprara;

- EEJIOII;

- pexnapauus o 4. 101, an. 11 3a unca Ha CBBP3aHOCT € APYT YYAaCTHHK;

- Jleknapatis o wi. 6, an. 2 ot SMUIT;

6.2. Ilanxa ,,Texanuecko npeaokeHne”, KOATO ChIbPKA:

- TIPE/UIOJKECHHUE 3a U3IThJIHEHHE HAa MOpbYKaTa 1Mo 060co0eHaTa MO3HIII;

- Tabnuna 3a CbOTBETCTBHE C TEXHUYECKATA CHIEHH(HUKALHS;

- JIeKJIapallusi 3a ChIIIacHe € Kilay3uTe Ha IPOeKTa Ha JI0roBop;

- JleKjapaiis 3a CpoKa Ha BaJlMJIHOCT Ha o(eprara;

0.3. 3areyaran Henpo3paveH MK ¢ Hajanuc ,Ipe/utarany neHosu napamMeTpn”.

Ilpn pasrnexnane na EEJIOIT na ,’PHH BI'” OO/l xomucusita KOHCTAaTHpa, Ye He ca HAIHIE
HECBOTBETCTBUSA U HEMBIHOTH, KAKTO ¥ OCHOBAHMATA 332 OTCTPAHSBAHE OT y4acTHe ChIVlacHO Wi.54, a. 1
ot 30II u wr. 55, an. 1, 7.1 or 30IL IlpeacraBenu ca naHHH OTHOCHO MPO(ECHOHAIHATA FOJHOCT H
TCXHHYCCKATE BH3MOKHOCTH HA yYaCTHHKA, KOUTO CHOTBETCTBAT Ha 3A/I0KEHHTE KPHTEPUH 3a OAG0P.

7. Odeprara na yuacrnuka ,AA MEJIUKBJI BBJITAPUS” OO0]] CBIABPKA CIEIHUTE
JOKYMEHTH:

7.1. Ilanka ..3asBeHHe 3a y4acTHe”, KOATO ChIbpKa:

- OIHUC Ha JIOKYMEHTHTE, ChABpIKALM ce B opepTara;

- EEHOIL

- Jexnapaius no wi. 101, an. 11 3a numca Ha CBBP3aHOCT € APYT YUaCTHHK;

- Konme Ha BanuzeH ceprudukar ISO 9001 Ha umerto Ha npousBoauTes — 2 6p.;

- Konue Ha BamuzeH ceprudukar ISO 13485 na umero Ha npoussoaurens — 3 6p.;

- Jeknapaumu 3a cporsercTBHe ¢ Jupektusa EC 98/79 — xomme Ha opuruHama u mpeBox Ha
Ownrapcku e3uk — 12 6p.:

7.2. lanxa ,, TexHH4ecKO NpeuIokKeHue”, KOSTO ChIbpiKa:

- TIPEeIOKEHHUS 32 U3MBJIHEHNE Ha IOpbhUKaTa 110 000c06eHH TTO3HIHH;

- TabJIHMIH 33 CbOTBETCTBHE C TEXHHYECKATa Crienu)HKAIHMSL;

- JIeKJIapaius 3a ChIUIacHe ¢ KJIAy3uTe Ha IIPHIIOKEHHUsI IPOEKT Ha JI0TOBOP;



- JIeKJIapainus 3a CpoKa Ha BaJIMJIHOCT Ha oeprara;

7.3. 3anevaran HeNpo3payeH IUIMK ¢ HaAmuc , [Ipe/ularanu 1eHOBH apamMeTpu’”.

[Ipu pasriexnane na npencrasennte oT ,AA MEJHUKBJI BBJITAPUSI” OO/l 10KyMeHTH B
rnarnka ,,3asBJICHHE 3a y4acTHE KOMHCHSTA YCTAHOBH CIIEAHOTO:

- IpPEeJICTaBCHUST OT YYaCTHHKA ONKMC Ha TMpPEJICTaBEHUTE JOKYMEHTH He OTroBaps Ha
JEHCTBUTENHOTO Ch/IbpKaHUe Ha odepTaTa, a MMEHHO: B TOUKH OT 7 10 15 OT ChABPKAHHETO Ha IamnkKa
,»3asBIICHUE 32 yyacTHe” ca W30pOeHH JOKYMEHTH, KOUTO He ca IIPeJICTaBeHH, HO M YHETO MPE/CTaBIHE He
€ HeoOX0IMMO;

- B yact I or EEJIOIL, none ,Hnentuduuupane Ha BB3IOKHTENS YYACTHHKBT € IOCOYMI
MBAIJIBb ,,CBETA CO®U” EAJl, a He BB3/10XkKHTENS HA HACTOsIIATa OOIIECTBEHA NMOPHUKA, KAKTO €
ykasano B Paszgen I, . I.1. oT 00saBnennero Ha obuiecTBenara nopbyka, 1 ChbOTBETHO yKa3aHOo Ha cTp. 1,
1.3 nox yepra B EEJIOIL. YVuacTHUKBT cieaBa Ja MOCOYHM KOPEKTHO BB3JIOKUTENS HA OOLIECTBEHATa
IIOPBHYKa.

Ha ocnoanue wi. 54, ax. 9 or IIII3OIIl B cpoxk a0 5 padorHu aHH OT moJyyaBaHe Ha
HACTOAIIHA IIPOTOKOJI YHACTHHKDBT CJIeABa Ja npeacrasm:

- HOB, KOPEKTHO IOI'L/IHEH OIIHC HA IOKYMEHTHTE, NpeJcTaBeHH B odeprara;

- noB, kopektHo nonsiaHed EEJOII B koiito ga e oTpa3eHo BSIPHO TropeonHCAHOTO
00CTOSITEICTBO.

8. Odeprara na yyactuuka ,bI' MEJI” EOO/I cbabpika CleAHATE JOKYMEHTH:
8.1. Ilanka ,,3asBeHue 3a yuyacTHe”, KOATO CBABPKA:

OIHC Ha NPEJICTABEHUTE JOKYMEHTH;

EEJIOII;

nexnapanust mo uia. 101, an. 11 3a n1umnca Ha CBBP3aHOCT ¢ APYT YYaCTHUK;
JlexJiapanus mo wi. 6, an. 2 or 3MMUIT;

8.2. Ilanka ,,TexHHUECKO MpeLTOKEHHE ", KOSTO ChIBPIKA:

II'BJIHOMOIIIHO;

Tpe;UI0KEHHIE 3a H3MIBIIHEHUE Ha MOPHYKATa;

Tabyuua 3a CbOTBETCTBHE ¢ TEXHHUYECKATa CIICIH(HKALINSA,

JleKJ1apalis 3a chrilacue ¢ Kiay3uTe Ha NPHUIIOKEeHHs IIPOEKT Ha JIOTOBOP;
JeKJ1apalns 3a cpoka Ha BAJIMAHOCT Ha odeprara;

Jexsapanns 3a konpuaenuuamgocet mo wi. 102, an. 1 ot 30I1;

8.3. 3aneuaTan Henpo3payeH WIMK ¢ Haanuc ,JIpeanaranu nenosu napameTpu’.

[Ipn pasrnexnane na EEJIOIl na ,,BI' ME/I” EOOJI koMHCHsATa KOHCTATHPA, Y€ HE Ca HAJIHILE
HECBbOTBETCTBUSL U HENBJIHOTH, KAKTO U OCHOBAHHUATA 3a OTCTPAHsABAHE OT y4yacTHE ChriacHo wi.54, ai. 1
or 30IT u wn. 55, an. 1, 1.1 ot 30IL IIpeacraBenu ca gaHHH OTHOCHO Npo(eCHOHATHATA FOJHOCT H
TEXHUYECKHTE BB3MOKHOCTH Ha yYaCTHHKA, KOMTO CHOTBETCTBAT Ha 3aJI0KEHNUTE KPUTEPHH 3a Moa00p.

9. Odeprara na yuacruuka ,, JUACHCTEMC” EOO/I cbabpixka cineTHUTEe JOKYMEHTH:
9.1. Ilanka ,,3asB1eHHe 3a y4acTHe”, KOATO ChIAbpIAKa:
- CIHUCBK Ha JJOKYMEHTHTE, ChJIbPiKallH ce B odeprara;
- EEJIOII;
aexnapauus no ui. 101, an. 11 3a gunca Ha CBBP3aHOCT ¢ APYT YYaCTHHK;
9.2. Ilanka ,, TexHuyecko npeuyioxeHue”, KosiTo ChIAbpiKa:
- TPeATOKEHHUS 3a U3IBIHEHUE Ha MOPBUYKaATa Mo 000c00eHH MO3UIINH;
TaOJIMLM 32 CHOTBETCTBHE C TEXHHYECKATa crielu(uKaus;
JIEKJIapalMy 3a chlIlacHe ¢ KJIay3UTe Ha MPOeKTa Ha JI0roBop;
JIeKJIapaliy 3a CpOKa Ha BAJIMJIHOCT Ha oeprara;
- jexsapanuu 3a kKoHhpuaenuuainoct o wi. 102, an. 1 ot 3011;
9.3. 3aneyatanu HENMpoO3payHy IIIHKOBE ¢ Haanuc ,[Iperiaranu nenosu napamerpu’” — 15 Gpos.
[Tpu pasraexxnane va EEJIOIT na ,, JHUACHCTEMC” EOO/] xoMHcHATa KOHCTATHPA, Y€ HE ca
HaJlMIle HECHOTBETCTBHMS M HENBIHOTH, KAKTO M OCHOBaHHSTA 3a OTCTpaHsBaHE OT YYacTHE CBHITIACHO
un.54, an. 1 o1 3001 u wn. 55, an. 1, 1.1 ot 30II. IlpeacraBenu ca gaHHU OTHOCHO MpodecHoHalTHaTa



FOJIHOCT U TEXHMYECKUTE BBE3MOKHOCTH Ha YYaCTHHKA, KOUTO CHOTBETCTBAT HA 3aJI0KEHUTE KPUTEPUH 3a
noJ100p.

10. O¢peprara na yuactauka ,, ETI™” EOO/I cbhabpika cleAHUTE JOKYMEHTH:

10.1. ITanka ,,3asBeHue 3a yyacTue”, KOSTO ChIbpiKa:

- CIHCBHK Ha NPEICTAaBEHUTE JOKYMEHTH;

- EEJIOII;

- CE nexnapanust Ha IpOU3BOANTENS;

- ISO 13485 na npou3BoOaNTES;

- JIeKJIapalius 3a JIMIca Ha CBBP3aHOCT C IPYI'H YYaCTHHUIIH;

- Jekiapanus mo ui. 6, ain. 2 or SMUIL,

- paspelleHHE 3a THProBUs Ha €IPO ¢ MEIUIIMHCKU U3JIETIHS;

10.2. ITanka ,, TexHu4uecko MpeuIoKeHne”, KOATO ChAbpKa:

- IpeUIOKEHHUE 32 U3IBIHEHHE Ha OPBUKATa;

- Tabnuia 3a ChOTBETCTBHE C TEXHHYECKATa crietu(uKanus;

- JIeKnaparus 3a npHeMaHe Ha YCJIOBHMATA M KJIay3UTe Ha J0roBopa;

- Jlexnapalis OTHOCHO CpOKa Ha BalHJHOCT Ha odeprata;

10.3. 3areyaTan HeMpo3padeH UMK ¢ Haamuc ,,[Ipeanarann neHoBu napaMeTpu’”.

[Ipu pasrnesxxaane Ha EEJIOIT ma ,,ETI™ EOOJI xomucusaTa KOHCTaTHpa, 4€ HE ca HaJMIle
HECHOTBETCTBUS M HEMBJIHOTH, KAKTO M OCHOBAHMUATA 3a OTCTPAaHSABaHE OT yyacTHE ChIVIAacHO wWI.54, ai. 1
or 30I1 u wr. 55, an. 1, 1.1 ot 30IL IlpeacraBenu ca JaHHH OTHOCHO INpod)eCHOHANTHATA FOJAHOCT U
TEXHUYECKMTE BL3MOMKHOCTH Ha YYaCTHUKA, KOUTO ChOTBETCTBAT HA 3aJI07KEHUTE KPUTEPHH 3a OAOOP.

11. Oeprara na ydactuuka ,, TOII - IMATHOCTHUKA” OO/I cbabp:ka ClIeHATE TOKYMEHTH:

11.1. TTanka ..3asBieHune 3a yyacTie”, KOATO ChIbpiKa:

= OIMTHC Ha Hpe,[[CTaBeHHTe JOKYMEHTH,

- EEJIOIL:

- pexnaparus o wi. 101, an. 11 ot 3011 3a nurnca Ha cBBP3aHOCT € IPYT YYaCTHHK;

11.2. INanka ,,TexHHuUecKO NpeJI0KEHHE ™, KOATO ChAbpKa:

- NpEeUIOKEHUs! 32 U3ITbITHEHNE HA NOpBhYKaTa 110 000C00EHH MMO3HIINH;

- TabIMIM 3a ChOTBETCTBUE C TEXHUYECKaTa Creln(PUKaIHs;

= JOCKIIapalnuy 3a ripHeMaHe Ha YCIIOBHATA U KJIAY3HTE Ha JOroBOpaA;

- JIeKJIapaiui OTHOCHO CPOKa Ha BaJMIHOCT Ha odeprara;

11.3. 3aneyaTan HeMpo3paveH UMK ¢ Hazamuc ,,JIpeanarann nenosyu napamMeTpu’ .

[Ipu pasrnexnane Ha EEJIOIT na ,,TOII - JTMATHOCTHKA” OO/I xomucusTa KOHCTATHPA, Y€
HE ca HaJMIE HECBOTBETCTBHUS H HEII'BJIHOTH, KAKTO H OCHOBAHHATA 3a OTCTPaHABAHE OT YHAaCTHE ChIJIACHO
yr.54, an. 1 ot 30I1 u wr. 55, an. 1, 1.1 or 30l IIpeacraBenu ca JaHHH OTHOCHO NpoQecHoHanHaTa
IOJIHOCT U TEXHHUYCCKHTE BB3MOKHOCTH HA YHYACTHHKA, KOUTO CHbOTBETCTBAT Ha 3AI0KEHHTE KPUTEPHH 3a

nojadop.

12. O¢eprara Ha yyactauka , JHAXEM” OO/I cbabpiKa CI€HUTE JOKYMEHTH:

12.1. Ilanka ,.3asBneHue 3a yyacTHe”, KOSITO ChbpiKa:

- CIHCHK Ha JOKYMEHTHTE, IPEICTABEHU B o(epTara;

- EEJOIL

- pexmapanus o wi. 101, an. 11 BB Bpb3ka ¢ wi. 107, 1. 4 o1 3011;

- JleKiapanus 3a JecTBHTeNeH coOcTBeHUK 1o wi. 6, ai. 2 ot SMMUIT;

- paspeuienue 3a Thprosus Ha ezipo ot MAJT;

- ceprudukar EO 3a cporsercrBue ¢ [upextnBa 98/79/EO 3a MH BHMTPO JHAarHOCTHYHH
MEIUIMHCKH M3/Ie/THs Ha TPOU3BOIUTES — € IPEBO/I Ha OBJIrapCKy €3HK;

- cepruduxar EN ISO 9001:2008 na npousBoauTess — ¢ MpeBO Ha OBJITapcKu €3HUK;

- ceprudukar EN ISO 13485:2012 Ha npou3BoAUTENs — C IPEBOJL Ha OBIArapcKy €3MK;

- JIeKJIapalys 3a CHOTBETCTBHE Ha M3JIEJIUSTA C anapaTypara OT IPOM3BOIAMTEINS Ha anaparypara
— ¢ 1IpeBo/1 Ha OBJIrapCKH €3HK;

- cepru¢ukar EN ISO 9001:2015 na yyacTHHKa,



- JIOKa3aTelCTBO 3a M3BBPIIEHH J0CTaBKa — 2 pe)epeHIHy;

12.2. TManxa ,, Texanuecko npe/ioxenne”, KoATo ChAbPKa:

- NPeUIOKEHHS 3a U3IbJIHEHHE HAa OpPhYKATa M0 000CO0EHH MTO3UINH;

- TabJHIM 33 ChOTBETCTBHE C TEXHUYECKATA CHIEIM(PUKALIUS;

- JleKnapauuu 3a choTBeTCTBHE ¢ Jlupektuna 98/79/EO, nznanenu ot nNpou3BoIUTeNsL;

- JIEKJIapalus 3a NpueMaHe Ha YCIOBHATA M KJIay3HTe Ha I0TOBOPA;

- JIeKJapanus OTHOCHO CpOKa Ha BaJIMIHOCT Ha odeprara;

12.3. 3aneuaran HenpospayeH MMk ¢ Haanuc , Ipeiaranu ueHosn napamerpu”.

Ipu pasriexnane na EEJIOII na ,, JUAXEM” OOJI KoMUCHSTA KOHCTATHPA, Y€ He ca HATUIC
HECHOTBETCTBHS U HEN'LIIHOTH, KAKTO ¥ OCHOBAHHSATA 3a OTCTPaHSBAHE OT y4acTHe chIyacHo wi.54, ai. 1
or 30IT u un. 55, an. 1, 7.1 or 30Il IlpencraBenn ca naHHM OTHOCHO NPO(ECHOHAIHATA FOJHOCT
TEXHHYCCKHTE Bb3MOKHOCTH HA yUaCTHHKA, KOUTO CHLOTBETCTBAT HA 3a70KEHHTE KPHTEPHH 3a IOA00D.

13. Odeprara Ha yyacruuka , EJIITAK - IM3UHI™ EOOJ chabpka cieHATe JOKYMEHTH:

13.1. Tanka ,3asByenne 3a yqacTne”, KOSITO ChIAbPIKA:

- OIMC Ha NPEJICTABEHUTE JTOKYMEHTH;

- EEJIOIT;

- EC ceprudukar 3a Hanecena ,,CE” MapKkupoBKa BBPXY H3IEIHSTA WIIH JleKapanusi ot
MPOU3BOJUTEN 38 CHOTBETCTBHE Ha chiluTe ¢ Jlupektusa 93/42/EMO — 3aBepeHu KomMs ¢ MpeBOX Ha
OBJIrapCcKH e3uK;

- BamjeH cepruduxkar  ISO  9001:2008, ISO 13485:2012, w3majgeH Ha HMETO Ha
MIPOU3BOJIUTENINTE — 3ABEPEHH KOIHUS C MPEBO Ha OBJIrapCcKu e3HK;

- Aexnapauus 1o 4. 101, an. 11 BbB Bpb3ka ¢ wi. 107, 1. 4 3011 3a nuiica Ha CBBP3aHOCT ¢ APYT
YHaCTHHK;

- JleKjaparus 3a AeHCTBUTeNIeH cOOCTBEHHK 110 4. 6, an. 2 ot SMMUIT;

13.2. [Nanka ,, Texuuuecko npemnoxenne”, KOSITO CBIBpIKA:

- [PeUIOJKEHHS 3a U3N'bIHEHHE Ha MOpPBUKATa 110 000CO0EHH [103HIINH;

TalJIMIK 32 ChOTBETCTBHE C TEXHHYECKATA CreH(DUKALIUS;
JIeKJIapaliis 3a pueMaHe Ha YCIOBHATA H KJlay3uTe Ha J0roBOpa;
JIeKIIapalis OTHOCHO CpOKa Ha BaNMAHOCT Ha odeprara;

13.3. 3anevaran HenpospayeH MIMK ¢ Haamuc . [Ipeiaranu uenosu napamerpu”.

[lpu pasrnexnane na EEJIOIT una EJIIMAK - JIM3UHI” EOOJ xomucusTa KOHCTaTHpa
CIIEIHOTO!

- y4acTHUKbBT He e nonbjaHuI B EEJIOII - Pasnen B ,,OcHoBaHus, cBbp3aHH ¢ HECHCTOSTEIHOCT,
KOH(DJIMKTH HA MHTEpecH UM npodecuonando Hapymenue” Ha Yacr 111 ,,OcHoBanus 3a H3KIIOUBaHE” - B
yacTTa 3a HH(OpPMAIHs 38 KOHIMKT Ha HHTEPECH HE € TIOCOUII HUTO eJIMH OT ABaTa Bh3MOXHH OTrOBOPA.

Ha ocnosanne wi. 54, an. 9 or IM3OII B cpok 10 5 paGoTHu AHU OT moJy4aBaHe Ha
HACTOAMIHS MPOTOKOJ YYACTHHKBT CJI€IBA /Ia NMpPEACTABH HOB, KopekTHO nmomnbjanen EEJOIN, B
KOIiTO /12 ca 0Tpa3eHH ropeonucannTe oHCTOATEJCTBA H/HIH JAPYIH AOKYMEHTH, KOHTO ChIbPiKAT
IpOMEHeHa WJIH JonbjaHeHa HHpopmauus. Jlonbanureano npenocrasenata nugopmanus Moxke aa
odxBama n GakTH U 00CTONTENICTBA, KOHTO €A HACTHIH/IN CJIe[ KpaiiHusi cpoK 3a moJIyvdaBaHe Ha
otepTHTE NN 3asIBJIEHUATA 32 y4YacTHe.

Hacrosmoro 3acenanue Ha komucusaTa npukmoun B 18,30 yaca.

IIpesicenarenar nacpoun cieBaoTo 3acejanue Ha komucuaTa Ha 21.02.2018 r. ot 16:30 uaca.

Tpero 3acenanne Ha komucusita —21.02.2018 r.

Ha tperoTo 3acesianne KOMHCHATA NPOJBLIKA C PA3IIIECKAAHETO MO CHLIECTBO HA TPEICTABEHHATE
OT yYaCTHHLUTE TOKYMeHTH 110 4. 39, an. 2 ot [I[130I1 3a choTBeTCTBHE ¢ H3MCKBAHUATA KBM JIHYHOTO
CHCTOAHHE U KPUTEPHHTE 3a [1000p, OCTABEHH OT BB3JIOIKUTENS], IIPH KOETO KOHCTATHPA CIIEIHOTO:

14. Odeprara Ha yuacruuka , XEJIMEJL BHJITAPUSI” EOOJI chabpika ClieHATE JOKYMEHTH:
14.1. Tlanka ,,.3asBeHue 3a yyactue”, KOSTO ChIABPIKA:

- OIMC Ha NPEJCTaBeHUTE JOKYMEHTH;

-  EEHOOIL,;



- pexnapanus o ui. 101, an. 11 BBB Bpb3ka ¢ wi. 107, 1. 4 ot 30I1;
- paspelleHHe 3a TBProBUS Ha eIp0 C MeAULUHCKY U3/IENIUsI — 3aBEPEHO KOTINE;
- EC ceprudukarn — 3aBepeHu KOMHS;
- JieKjaparusi 3a CbOTBETCTBUE — 3aBEPEHO KOIIHE;
- ISO 9001:2008 M eKBHBAJIEHT Ha MPOH3BOIUTENS — 3aBEPEHO KOIHE,
14.2. Tlanka ,, TeXHUYECKO NPEJIOKEHUE™, KOATO ChABPIKA:
NPeAIOKEHNUS 33 N3IThTHEHUE Ha MOPBUKaTa 110 000C00eHU MO3UIINH;
TaOJNMIM 32 ChOTBETCTBHE C TEXHHYECKaTa crieruduranus;
JieKIapanus 3a Cbriachue ¢ KjJay3uTe Ha MPUI0KEeHHsS MPOEKT Ha J0r0BOpP;
JIeKJIapalys 3a CpoKa Ha BaJIMIHOCT Ha odeprara;
Jekaapanms no wi. 6, ai. 2 or 3SMUAII;
14.3. 3aneyatanu Henpo3payHH IiMKose ¢ Haanuc , IIpeataranu nenosu napaMmerpu’” — 5 Opos.
[Tpu pasrnexnane na EEJIOIN na ,, XEJIME/lT BbJIFCAPHUSA” EOO/I xomucusta KOHCTaTHPA, Y€
HE ca HaJMIe HeChOTBETCTBUS M HEITIHOTH, KAKTO U OCHOBAHHMATA 32 OTCTPaHIBaHE OT yYacTHE ChITIACHO
.54, an. 1 or 30II u wi. 55, an. 1, .1 ot 30II IlpencraBenu ca JaHHH OTHOCHO NpodecHoHalHaTa
TOZIHOCT M TEXHHYECKHUTE BB3MOKHOCTH HA YYaCTHHKA, KOUTO CHOTBETCTBAT Ha 3aJI0JKEHUTE KPUTEPHH 32
noaoop.

15. O¢eprara na yyactuuka ,, EJJUT MEJUKAJI” OO/l cbaspixka cieAHUTE JOKYMEHTH:

15.1. TTanka ,,3asBiIeHHE 3a y4acTHE , KOATO ChAbPIKA:

- OIIUC HA IPE/ICTABEHUTE TOKYMEHTH;

- EEJIOIT;

- jexmapanus o wi. 101, an. 11 BBB Bph3ka ¢ wi. 107, an. 4 ot 30I1 3a nurica Ha CBBP3aHOCT ¢
JIpYT YYaCTHHK;

- Jexiapauus no wi. 6, ain. 2 or 3SMUIL

15.2. [Tanka ,,TexHu4ecKo NMpeUIoKEeHHE, KOATO ChIbpiKa:

- TpeUIOKEHHUs 3a U3IBIHEHHE Ha OphUKaTa 1o 000co0eH! MO3HIINH;

- TabJHIM 32 CHOTBETCTBUE C TEXHUYECKATa CIICIUpUKALINS;

- JIeKJIapaluy 3a ChIJIaCHEe C KJIay3MTe Ha NPHIIOKEHHUS IIPOEKT Ha JI0rOBOp;

- JIeKJiapalyy 3a CpoKa Ha BJIMIHOCT Ha odeprara;

- JIeKJIapallM{ 3a CbOTBETCTBHE OT NPOU3BOUTENUTE;

- ceprudukar 3a EO;

- ISO ceprudukaru Ha NPOU3BOJAUTETUTE

15.3. 3aneyartaH Henmpo3payeH IUIHK ¢ Haamuc ,,[Ipeanarann neHoBn mapamerpu”.

[Tpu pasrnexnane Ha EEJIOIT na ,,EJIMT MEJAUKAJI” OO/ koMucHsATa KOHCTATHPA, Y€ HE ca
HAJIMIE HECHOTBETCTBHUS M HEMBIHOTH, KaKTO M OCHOBaHMSTAa 3a OTCTpAHSBAHE OT ydyacTHE CBHITIACHO
qi1.54, an. 1 or 30IT 1 wi. 55, an. 1, .1 ot 30IL IlpeacraBenu ca JaHHW OTHOCHO NpodecHoHaHATa
TOJIHOCT ¥ TEXHUUECKUTE BB3MOKHOCTH HA YYACTHHUKA, KOUTO CHOTBETCTBAT HA 3aJI0JKEHUTE KPUTEPUH 3a
noadop.

16. O¢eprara na yuactnuka , MEJUIIMHCKA TEXHUKA HH)KEHEPHHI™ OO/ chabpixka
CIIEIHUTE JOKYMEHTH:

16.1. ITanka ,.3asBJIeHHE 3a ydacTHe , KOSITO ChbpiKa:

- OITUC Ha NPEJICTABEHUTE JIOKYMEHTH;

- EEJOII;

- jexmapanus o wi. 101, an. 11 BB Bpb3ka ¢ wi. 107, ain. 4 ot 3011 3a aunca Ha cBBP3aHOCT ¢
ApYT VUYaCTHHK,

- pexnapanus rno wi. 6, an. 2 ot 3SMUII;

- JIeKJapanus, 4e MpH H3roTBsIHE Ha odepraTta ca Cra3eHu 3aAb/IKCHUATA, CBbP3aHH C JaHbBIH U
OCUT'YPOBKH, OlTa3BaHe Ha OKOJIHATa Cpe/ia, 3aKpHjla Ha 3a€TOCTTA U YCJIOBUATA HA TPY;

- paspellleHHe 3a TBProBUs HA €Ip0 € MEJAUIMHCKH u3aenus, uszgaaeHo ot MAJl, kaxkto u
pasperieHus 3a NpoMsHa;

- cepruduxat ISO 9001:2008 Ha yuacTHHKA;



- EC ceprudukar 3a nanecena CE MapkupoBKa BBPXY H3/euATa W/HMIM AEKIApalHs OT
[IPOM3BOMTEIS 38 CHOTBETCTBHE Ha chiuTe ¢ {upextura 93/42/EN0O;

- ceprudurar EN ISO 9001:2008 n/mmi EN ISO 13485:2012, uznanen Ha npou3BOIHTEIIHTE;

16.2. Tanka ,,Texnnuecko npeu1oxkeHne”, KOSTO ChIbpIKA:

- HOTapHaJIHO 3aBEPEHO MBIHOMOIIHO Ha JIMLETO, YI'bIHOMOLICHO /1 [PE/ICTAB/IABA YUaCTHUKA,

- TPEUIOYKEHHs 3a U3IBIHEHHE Ha MOPBHYKATA 110 000CO0EHH MO3HLINY;

- TabJuIM 3a CBOTBETCTBUE C TEXHUYECKATA CHEe(DUKALIUS;

- JIeKJIapaluy 3a ChIJlacHe ¢ KJlay3uTe Ha IPUIIOJKEHUS TPOEKT Ha I0TOBOP;

- JIeKJlapalluy 3a cpoKa Ha BaJMHOCT Ha oeprara;

16.3. 3arieyaran Henpo3payeH KK ¢ Hajuc , [Ipearann nenosu napamerpu”.

[Ipu pasrnexpane na EEJIOIl na ,MEJIUIHHCKA TEXHHUKA WHKEHEPUHI” OO0]]
KOMHCHATA KOHCTAaTHpa, Y€ HE €a HaJMILE HECHOTBETCTBMS M HEN'BJIHOTH, KaKTO W OCHOBAaHHUATA 3a
oTcTpaHsBaHe OT y4actue cbriaacHo wi.54, an. 1 ot 30IT m un. 55, an. 1, .1 or 30I1. [Ipeacrasenu ca
JI@aHHH OTHOCHO Mpo()eCHOHANTHATA TOJHOCT M TEXHHYECKHTE BB3MOMKHOCTH HA YYaCTHHKA, KOUTO
CBHOTBETCTBAT HA 3aJI0KEHUTE KPUTEPUH 3a 10A00P.

17. O¢eprara na ygactnuka ,, XUMTEKC” OO/l cbaspka ciielHUTE TOKYMEHTH:
17.1. Tlanka ,,3asiBIeHMeE 3a y4acTue”, KOSITO ChIbpiKa:
- OIKC Ha NPEJACTaBEHUTE JOKYMEHTH;
- EEJOIL
JICKJIapaIis 3a JIUIca Ha CBbP3aHOCT C JIPYT YYACTHHK;
paspelienye 3a ThpProBHUs Ha €po C MEJUIIMHCKH U3ICITHS;
ceprudukar ISO 9001:2008 na yuactHuka;
EC ceprudukar 3a nanecena CE MapkupoBka BBPXY H3JeNUATa W/WIM HeKJIapalus OT
IPOU3BOAUTENS 3a CHOTBETCTBHE Ha chiMTe ¢ Jupekrura 93/42/EUO;
- ceprudukar EN ISO 9001:2008 u/unu EN ISO 13485:2012, u3na/ieH Ha IPOU3BOJANTENINTE;
17.2. Tlanka ,,Texnuyecko npeasiokeHue”, KOATO ChAbPIKA:
- [peUTOKEeHHs 3a U3IbJIHEHHE Ha MOpBYKaTa 110 000c00eH!U MO3UINH;
- TalJMLM 32 CHOTBETCTBHE C TEXHUYECKATa Crielu(HKaLINs;
- JIeKJapanus 3a ChIJlacue ¢ Kjlay3uTe Ha NPHI0KEHHs IPOEKT Ha J0roBOp;
- JIeKJlapanus 3a CpoKa Ha BaJIMIHOCT Ha o(eprara;
- EC cepruduxaru 3a nanecena ,,CE” MapkMpoBKa HJIM JeKjIapallud 3a CHOTBETCTBHE OT
IPOU3BOUTEIS;
- ceprudukarn EN ISO 9001:2008 u/unu EN ISO 13485:2012 Ha npoU3BOAMTEINTE
17.3. 3aneuaranu HEMPO3paYHy IUIMKOBE ¢ Haanuc , IIpexnarany nenosu napamerpu” — 16 Gpos.
[Ipu pasrnexnane wa EEJIOIT na , XUMTEKC” OO/l koMucHsiTa KOHCTaTUPA, Y€ HE Ca HAIIUIIE
HCCBLOTBCTCTBHA U HCIIBJIHOTH, KAKTO H OCHOBAaHHATA 34 OTCTPAHABAHE OT YYaCTHE ChITIacHO qﬂ.54,aﬂ.1
or 30II u un. 55, an. 1, .1 ot 3O0IL IlpeacraBenu ca JaHHH OTHOCHO MpO()eCHOHAIHATA FOJAHOCT H
TEXHHYECKUTE BH3MOJKHOCTH Ha YYaCTHHKA, KOUTO CHOTBETCTBAT Ha 3aJI0KEHUTE KPUTEPHH 3a oA00p.

I

18. Odeprara na ywactnuka ,JJABEKC HWHKXEHEPHUHI™” OO/ csaspixka cleguure
JOKYMCHTH!

18.1. [lanka ,,3asiBneHue 3a yyacTue”, KOSATO ChIbpPIKa:

- ONHUC Ha MPUTIOKEHUTE JIOKYMEHTH;

- EEJIOIT:

- nexnapanus 1o 4i. 101, an. 11 BeB Bpw3ka ¢ wi. 107, 1. 4 3011 3a nurnca Ha CBBP3aHOCT € APYT
YYaCTHHK;

- paspewmenne ot MAJI 3a TBproBust Ha €po ¢ MEIHIIMHCKH U3IEIIHSL;

18.2. Tlanka ,, Texunuecko npeanoxenue”, KOSTO ChIbpKa:

- TIPEJUIOJKEHHS 3a M3ITBIHEHHE Ha IIOpbUKaTa 1o 000COOCHH MO3HULIHH;

- Tabouuy 3a CHOTBETCTBHE C TEXHUYECKATa CrielH(UKaLHs;

- JIeKJapaluy 3a pueMaHe Ha yCIOBHMATA U KJIay3UTe Ha J0roBOpa;

- JIeKJapaiH OTHOCHO CPOKa Ha BaJIMIHOCT Ha odeprara;

- Jlexsapauuu 3a Konduaennuansoct mo wi. 102, an. 1 ot 30IT;

10



18.3. 3aneyatanu HENpPo3payHH IJIHKOBE ¢ HamuC ., [Ipeiaranu neHoBU napameTp” - 19 Gposi.

[Ipu pasrnexnane na EEJIOIT na ,,JIABEKC UHKEHEPUHI™ OO/ xomucusita KOHCTaTHpa
CJIEJITHOTO:

- B Hacr II: Mudopmanus 3a MKOHOMHUYECKHS ONEPaTOp, 000COOEHH TO3MIHMH, YYaCTHUKBT €
MOCOYMII, Ye jKejlae Jia Hanpasu o(epra 3a o6ocobenn nmosurmu ¢ NeNe 1,2, 3,4, 5,6, 7, 8, 13, 18, 19, 22,
23, 31, 48, 50, 117, 118, 119 u 132. CeueBpeMeHHO, BbPXY 3aledaTaHaTa HENpO3payHa ONaKoBKa, B
KOATO € IpejicTaBeHa odeprara e oTOeNs3aHo, Ye yYacTHHKBT mojasa odepra 3a 000COOEHH MO3UIHU C
NeNe 1, 2, 3,4,5,6, 7,8, 13, 19, 22, 23, 31, 48, 50, 117, 118, 119 u 132. YneHoBeTe Ha KOMHCUSTA
U3BBPINMXA MPOBEPKA HA OCTAHAIIUTE NpPEJCTaBeHH B odeprara JOKYMEHTH, IPU KOETO YCTAHOBUXA, ue
yaactHUKT L, JJABEKC HHKEHEPUHI™ OO/l He e npeAcTaBHsl TeXHUYECKO TNPeJIOKEHHE 3a
obocoOena nosuuus Ne 18, kakTo M He € npeJcTaBeH UMK ¢ HaamuC , JIpejuiaranu eHoBH mapaMeTpu’ 3a
00ocobena mo3unus Ne 18;

- EEJIOII e noanucan exnHCTBEHO 0T ynpaButens Teoxopa [TaBnoBa, Jurcsa nojmuc Ha Apyrus
ynpasuren Jumursp Wnues.

Ha ocnosanme wi. 54, an. 9 or IIMI3OIl B cpok mo 5 paGorun auu OT mojyyaBaHe Ha
HACTOSIHS NPOTOKOJ YYACTHUKDBT CJI€IBA /1A NPEJACTABH HOB, KOPEKTHO IONb/JIHEH H MOANNCAH OT
asamara ynpasureau EEJOIL, B koiito aa ca oTpaseHn ropeonmcanure o0CTOATEICTBA H/HIH
APYrH JA0KYMEHTH, KOHTO CBABD/KAT NPOMEHeHA HIN JonbjaHeHa HHpopmauus. Jonbanurenno
npegocragenaTa HHdopmanus Moske 1a 00XBama H GaKTH H 00CTOATENICTBA, KOUTO €2 HACTHINIH
ciien I'\‘[}'dlulllllﬂ CPOK 3a MMoJiyvdaBaHeE€ HA O(I)CI)T!ITC HJIH 3a51IBJICHHATA 3a YyJacCTHeE.

19. Odeprata Ha yyactnuka ,,LAMHJIOP BBJIFAPUSI” OO/ chbibpika CleqHATE JOKYMEHTH:
19.1. Ilanka ,,3asgBieHHe 3a y4acTHE”, KOSTO ChIAbPKA:
OITHC Ha NMPEACTABCHHUTE JOKYMCHTH,

- EEJOIL;

- JeKjlapanus 3a JIHIICA Ha CBBP3aHOCT C APYI YHAaCTHHK,

= YAOCTOBCPCHHE 3a aKTYaJIHO ChCTOAHHE,

19.2. I1anka ,,TexHUu4ecKo NpeUIoKeHHE ™, KOATO ChIAbpiKa:

- I'BJIHOMOIIIHO OT YIIPaBUTEJIs;

- IMpEUIONKCHHS 3a H3ITBJIHCHHUE Ha ITOPbYKaTa I1o obocobenu MO3HUIINH,

- TabJMIM 3a CHOTBETCTBUE C TEXHUYECKATA CIIeLU()UKAIHS;

= JACKJlapanus 3a CbIIaCHEe C KIAaY3HTC Ha NPHIIOMKEHHS MMPOCKT Ha JOTrOBOP,

B JCKIIapanus 3a CpOKa Ha BalTMJAHOCT Ha ocbcpTaTa;

- JIeKJapaius 3a JIMIca Ha KOH(pHIEHIIHATHOCT;

- cepruduxar 3a perucrpauus no ISO Ha yyacTHHKa;

- ceprudurati 3a perucrpanus 1no ISO na pupmMuTe — IPOU3BOAUTENH;

- JCKJapallHH 3a CbOTBETCTBHE OT d’lI/IpMHTC — [IPOH3BOIHTECIIH,

- KaTaJlo3M C MPEBOJ;

19.3. 3aneuaTtan Henpo3padeH MUK ¢ Haanuc ,,[Ipeanaranu eHoBH napamerpu’.

[Tpu pasrnexnane na EEJIOI na ,, TAMHUIOP BbJITAPUS” OO/I komucusita KOHCTATHPA, Y€
HE ca HaJIMIE HEChOTBETCTBUS U HEIBJIHOTH, KAKTO U OCHOBAHMSATA 3a OTCTPaHABAHE OT YYacTHE CHITIACHO
wi.54, an. 1 or 30Il u un. 55, an. 1, 1.1 or 30I1. IIpencraBenu ca JaHHH OTHOCHO MpogecHOHaNHAaTa
FOAHOCT H TEXHHUYCCKHUTE Bb3MOJKHOCTH Ha YYHAaCTHHKA, KOHTO CHLOTBCTCTBAT HaA 3aJIOKECHHTE KPHTCPHH 3a
noadop.

20. Odeprara na yuactauka ,, ICTJIMHK BBJICAPUS” OO/l chabpika clieIHHTE JOKYMEHTH:
20.1. [Tanka ,,3asB/IeHHE 3@ yyacTHE ’, KOATO ChABPKA:

- OIHKC Ha MPEJCTaBEHUTE JTOKYMEHTH;

- EEJIOII;

- naeknapauus no yi. 101, an. 11 ot 3011,

- JleKiapanus 3a JeHCTBUTENICH COOCTBEHHK 110 Wi 6, an. 2 or SMUIT;
20.2. TTanka ,, TeXHHUYECKO MpeUIOKEHNE”, KOATO ChABPKA:

- INpeUIOJKEHHS 3a U3IIBJIHEHHE Ha NOpbUKaTa 10 000COOEHH MO3HIIHH;
- TabaMIM 32 ChOTBETCTBUE C TEXHUYECKATA CrICIIH(DHKALIHS;
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- JIeK/apalluy 3a NpueMaHe Ha yCIIOBHMSATA U KJIay3UTe Ha JJOTOBOPa;

- JeKJIapalMy OTHOCHO CpoKa Ha BaJMIHOCT Ha odeprara;

- JeKJIapaluy 3a KOH(HISHIHATHOCT

20.3. 3areuaTan Henmpo3payeH IUIKK ¢ Haanuc , JIpeuiarany eHOBH napaMeTpu .

[Tpu pazrnexnane na EEJIOIT na ,,MCTJIMHK BBJTAPUS” OO/ komucHATa KOHCTATHPA, Ye
HE ca HaJIMIe HECHOTBETCTBHS U HEIIBJIHOTH, KAKTO H OCHOBAHUSATA 33 OTCTPAHSBAHE OT YYacTHE CHIJIACHO
.54, an. 1 ot 3011 u wr. 55, an. 1, .1 ot 3Ol IlpeacraBenn ca JaHHH OTHOCHO HpodecCHOHATHATA
FOJIHOCT M TEXHUYECKHTE BB3MOYKHOCTH HA YYACTHHMKA, KOHTO ChOTBETCTBAT Ha 3aJ0XKEHHUTE KPHTEPHHU 3a
1mo100p.

21. O¢eprara na yuyactuuka ,PUAAKOM” EOO/I cpabpixa cleAHUTE JOKYMEHTH:

21.1. I'lanka ,.3asBJIeHHe 3a yyacTHe , KOATO ChABPIKA:

- OIHC Ha MPEICTABCHUTE JOKYMEHTH;

-  EEHNOIL

- nexnapaius o wi. 101, an. 11 8bB Bpb3ka ¢ wi. 107, 1. 4 3011 3a nurica Ha CBBP3aHOCT € APYT
VUACTHHK;

21.2. Tlanka ,,TexHu4ecKo npeioKeHue”, KOATO ChAbpKa:

- TpeIOJKEeHHUs 3a M3ITBIHEHHUE Ha MOopbUKaTa [0 000c00eHH MO3UIIH;

TaOJIMIN 32 CHOTBETCTBHE C TEXHHYECKATa CrieIM(pUKaIus;
JIEKJIapaluy 3a pueMaHe Ha yCJIOBHSATA H KJay3HTe Ha I0r0OBOPa;
JeKIIapalii OTHOCHO CpoKa Ha BaIMIHOCT Ha odepTara;

21.3. 3aneuatanu HeMpo3pavyHu TIIHKOBE ¢ Haanuc ,[Ipeanaranu nenosu napamerpu’ - 67 Opost.

[1pu pasrnexane na EEJIOIT na ,, PHAAKOM” EOO/I xomMucHsTa KOHCTATHPA CIIEIHOTO:

- B Yact II: Mudopmaius 3a UKOHOMHYECKUS omnepatop, 000co0eHH MO3MIMHU, YYaCTHUKBT €
[IOCOYMII, Ue KeJsiae fa Harpasu ogepra 3a odocobenu nozunuu ¢ NeNe 17, 23, 37, 38, 39, 40, 42, 44, 45,
46, 47, 48, 49, 50, 51, 52, 53, 54, 56, 57, 60, 61, 62, 63, 64, 65, 66, 67, 69, 70, 71, 72, 73, 74, 76, 717, 78,
79, 83, 84, 85, 87, 88, 89, 90, 91, 92, 93, 94, 95, 96, 97, 99, 100, 104, 116, 117, 118, 119, 120, 128, 136,
137, 138, 139 u 140. CsuieBpeMeHHO, BbpPXYy 3aledaTaHara Helnpo3padyHa OIIaKOBKa, B KOATO €
npezcraBena odeprara e oTOeNA3aHO, Ye YUACTHUKBT NoaaBa opepra 3a obocobenn mozuuuu ¢ NeNe 17,
23,37, 38, 39, 40, 42, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 56, 57, 60, 61, 62, 63, 64, 65, 66, 67, 69,
70, 71, 72,73, 74, 75, 76, 77, 78, 79, 83, 84, 85, 87, 88, 89, 90, 91, 92, 93, 94, 95, 96, 97, 99, 100, 104,
116, 117, 118, 119, 120, 128, 136, 137, 138, 139 u 140. UneHoBeTe Ha KOMUCHATA U3BBPIIHXA IPOBEPKA
Ha OCTaHaJIMTE MpeACTaBCHH B ocbepTaTa OOKYMCHTH, IIpH KOE€TO YCTaHOBHXa, HYC YYAaCTHHKBT
~PUJIAKOM” EOO/I e npenctaBuil TEXHHYECKO MpeaoKeHHe, KaKTo M IUIMK ¢ Haanuc ,llpemiaranu
IeHoBH Mmapamerpu” 3a obocobena mozumust Ne 75, KoeTo OOCTOATENCTBO HE KOPECHOHIUpA C
nexnapupanoro B EEJIOI

- HE € SCHO KOM M B KAKBO KauecTBO € Mojrucan npejacrasenus ot yyactauka EEJIOIT

Ha ocnosanne wi. 54, an. 9 or IIMN3O0II B cpok g0 5 padoTHu AHM OT MOJYyYaBaHe HA
HACTOS LM I l'l[)OTOKOJ'l YHACTHHRDBT CJI€1Ba Aa npeiacrabi HOB, KOPECKTHO IMOITBJIHEH H nmoamnucaH or
aeamarta ynpasurean EEJOII, B KoiiTo Ja ca oTpaseHH ropeonucaHnTe o0CTosTE/ICTBA H/MIH
APYIrH AOKYMEHTH, KOHTO CbAbpP-KAT NpoOMEHCHa HJIH JOIIbJHEHA HH(bO[)MaI_lllﬂ. HOHI:J]HHTQJIHO
npegocTapeHaTa nHopmMauus Moxke Aa odxsama H GakTH U 00CTOATEICTBA, KOHUTO €A HACTHITH/IH
cJIe]l KpaiiHHst CPOK 3a MmoJyvaBaHe HA o epTHTe HIIH 3asIBJICHUSITA 32 y4acTHe.

1

22. O¢eprara na yuactuuka , MIHTEP BU3HEC 91” EOO/I chabpika ciieIHHTE JIOKYMEHTH
22.1. Ilanka ,.3asBnenue 3a yyactie”, KOSTO ChIAbpiKa:

- OITMC Ha MPE/ICTABEHUTE JIOKYMEHTH;

- EEJOII;

- pexnapanus o wi. 101, an. 11 BBB Bpb3ka ¢ ui. 107, an. 4 or 3011,

22.2. Tanku ., Texuuyecko npeiokenne” 3a Beska oT 000Co0O0eHHTe MO3UIIMH, KOUTO ChABPIKAT:
- NpeMIOKEeHHE 3a U3IIBIHEHNE Ha IOPhYKaTa;

- TtabauIa 3a CbOTBETCTBHE C TEXHHYECKATa CIeH(pUKaLM;

- JIeKJIapalus 3a ChIJIacHe ¢ KJIAy3MTE Ha J0r0BOpa;

- JIeKJIapanus 3a CpoKa Ha BAJIMJHOCT Ha odeprara,;
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22.3. 3aneyaTtaH Herpo3payeH MUK ¢ Haanuc ,,[Ipeanaranu neHoBH mapaMeTpu’ .

IIpn pasraexnane na EEJIOII na ,, iIHTEP BU3HEC 91” EOO/I koMmucusita KOHCTAaTHpa, Y€ He
ca Ha/MIE HEChOTBETCTBUS M HEII'BJIHOTH, KAKTO W OCHOBAHUSATA 3a OTCTPAHSABAHE OT y4acTHE CHLIVIACHO
.54, an. 1 ot 3001 u un. 55, an. 1, 1.1 ot 30II IlpeacraBenn ca naHHH OTHOCHO Tpod)ecHOHAIHATA
FOJIHOCT M TEXHHYECKMTE BB3MOKHOCTH Ha YYacTHHMKA, KOUTO CHOTBETCTBAT HA 3aJI0XKEHUTE KPHTEPHH 3a
noadop.

23. Oeprara Ha yuactruka ,,CO®APMA TPEMIUHI™ Al cbabpika CICIHATE JOKYMEHTH:

23.1. [Nlanka ,,3asBlIeHNE 3a y4acTHE , KOSTO ChAbpPIKa:

- OIIKC Ha TpeJICTaBeHHTEe JOKYMEHTH;

- EEJIOIL;

- JIOKYMEHTH B IOJKpera Ha CIIHCHKa ¢ JOCTaBKUTE;

- pexmapars o wi. 101, an. 11 BeB Bpb3ka ¢ wi. 107, an. 4 ot 3011,

- pexmapairus o wi. 6, ain. 2 ot 3MUII;

- EC cepruduxkarn 3a nanecena ,,CE” mapkupoBka, JeKJapallM¥ OT IPOU3BOJAUTEIHTE Ha
npearaHuTe MeJMIHHCKH H3/IeNus 3a choTBeTcTBUE Ha chuute ¢ J{upextusa 93/42 EVO, ceprudukar
ISO 13485:2012;

23.2. [lanka ,, TexHU4eCcKo MpeIoKeHHE , KOATO ChAbpPIKa:

- JIOKYMEHT 3a YII'bJIHOMOII[aBaHe;

- Tpe/UTOJKEHHUE 3a U3ITBbIIHEHHE Ha MOPHYKATA 3a BCsIKAa OT 000COOCHUTE MO3UIHH;

- rtabluia 3a ChOTBETCTBHE ¢ TEXHHUYECKaTa CIICIM(UKALNSA 3a BCsIKa OT 000COOCHHUTE MO3UIIHH;

- JIeKJapaiins 3a chrylacke ¢ KJIay3uTe Ha HPUJIOKEHUs IPOEKT Ha J[0OT0BOP;

- JeKjapalus 3a cpoKa Ha BAJIMAHOCT Ha odeprara;

23.3. 3arevaTaHyu HENpo3pauHHU IJIMKoOBe ¢ Haanuc ,IIperiaranu neHosu napamerpu” — 2 Gpost.

[Ipu pasraexaane na EEJIOIT na ,,CO®APMA TPEUJAUHI™” AJ[ xoMmucHsTa KOHCTaTHpa, 4ue
HE ca HaJMIE HECHOTBETCTBUA M HEITBJIHOTH, KAKTO H OCHOBAHHSATA 32 OTCTPaHABAHE OT y4aCTHE CHIJIACHO
.54, an. 1 or 30IT u wi. 55, an. 1, 7.1 ot 30IL [IpexacraBenu ca jaHHH OTHOCHO IpodecHOHATHATA
FOJIHOCT ¥ TEXHUUECKMTE BH3MOYKHOCTH Ha YYacTHHKA, KOUTO ChOTBETCTBAT Ha 3aJI0YKEHUTE KPHTEPHH 3a
1noaoop.

24. Odeprara na yuactuuka ,MAPBEHA JTUATHOCTHUKA” EOO/ cvaspxka ciegHurte
JIOKYMEHTH:

24.1. lanka ,,3asBeHue 3a yyacTue”, KOSTO ChAbpIKa:

- OIIUC Ha NpeJICTaBeHUTE JOKYMEHTH;

- EEJIOIL;

- pexnapauus no 4. 101, an. 11 BBB Bpb3ka ¢ wi. 107, an. 4 ot 3011 3a numnca Ha cBBP3aHOCT ¢
JPYT YYaCTHUK;

- Jexiapanus rno wi. 6, ain. 2 ot SMHUIL;

24.2. anka ., TexHn4ecKo NpeuIoKeHne”, KoATO ChIbpIKa:

- JIOKYMEHT 3a YI'bJIHOMOIIIABaHE;

- IpeUlokKeHHUe 3a U3IbJIHEHHE Ha MOpPbUKaTa;

- Tabmuia 3a CbOTBETCTBHE C TEXHUYECKATA crielu(UKaIIUs;

- JIeKJapalus 3a chIlacue ¢ KJay3uTe Ha NPHUII0KEHHs IPOEKT Ha J0r0BOp;

- JIeKJapaiusi 3a Cpoka Ha BaJIMJIHOCT Ha odeprara;

- Jexnapanus 3a koHduaenuuanHoct no wi. 102, an. 1 ot 3011

24.3. 3aneuaral Henpo3paueH KK ¢ Haanuc , JIpeanaranu neHoBu napameTpu’.

[lpu pasrnexnane na EEJIOIT wa ,,MAPBEHA JIMAT'HOCTHKA” EOOJI xomucusra
KOHCTATHpa, Ye He ca HalIHulle HeCHOTBETCTBUS M HEIBJIHOTH, KAKTO M OCHOBAHMSTA 3a OTCTpaHsBaHE OT
yuactue cbriacHo 454, an. 1 ot 3001 n wn. 55, an. 1, 1.1 ot 30IlL IlpeacraBenu ca JaHHH OTHOCHO
npoecnoHasHaTa TOJAHOCT W TEXHUYECKHTE Bb3MOKHOCTH Ha y4YaCTHHKA, KOHTO CBHOTBETCTBAT Ha
3QITOKEHHTE KPUTEPUH 3a 10100p.

25. Odeprara Ha yyacTHuka ,, AKBAXHWM” AJl cbabpika cleJHUTE JOKYMEHTH:
25.1. I'lanka ,.3asgBineHue 3a yqacTue™, KOSTO ChIbpiKa:
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- ONWC Ha JIOKYMEHTHTE, IpeJICTaBeHH B odepTaTa,

- EEJIOIT;

- nexnapauust o wi. 101, an. 11 BB Bpe3ka ¢ wi. 107, an. 4 ot 30I1 3a nurnca Ha CBBP3aHOCT C
JPYT YYACTHHK;

25.2. Ilanku ,, Texuuuecko npeanoxenue’” 3a Beska OT 000coOeHNUTE TTO3ULNHU, KOUTO ChIBPIKaT:
JOKYMEHT 3a yII'bJIHOMOIIABaHe Ha JIMLETO, ojanucano odeprara;

- [peIOKEHHE 3a M3ITBIHEHHE Ha MOPBHYUKaTa;

- Ttabauia 3a ChOTBETCTBHE C TEXHUYECKATA CIeH(UKALHS;

- JIeKJIapalnus 3a pueMaHe Ha yCJIOBHSATA B IPOEKTa Ha I0rOBOD;

- JIeKJIapalus 3a CpoKa Ha BAIMIHOCT Ha odeprara;

- Jlexyapaius 3a cboTBeTcTBUE U HaHeceHa CE mapka, ChbCTaBeHU OT MPOU3BOIUTEIISL,

- JIeKJlapands 3a HeNpHIOKHMOCT Ha JIeKTapalus 3a CchoTBeTcTBHMe M Hainwune Ha CE
MapKHpPOBKa 3a OTJEJHHU MPOJYKTH — B MankH ,,[eXHHuecKo mpesioxkenue” mo o00coOeHH MO3ULUH C
NeNe 35 u 36.

25.3. 3aneuarany HENpO3pavyHu IUIMKOBE ¢ Hajnuc ,[Ipennarann nenosu napametpu” — 4 Opos.

[Tpn pasrnexnane Ha EEJIOIN na ,,AKBAXWUM” AJl koMucHATa KOHCTATHpa, Yye HE ca HaJMIe
HECHLOTBETCTBHUS U HEIBIHOTH, KAKTO U OCHOBaHHATA 3a OTCTpaHsABaHE OT ydacTHE c¢hIilacHO wi.54, an. 1
or 30I1 u un. 55 , an. 1, T.1 ot 30IL [lpeacraBenu ca JaHHU OTHOCHO MHpo(eCHOHAIHATA TOJHOCT U
TEeXHHYECKHTE Bb3MOKHOCTH Ha Y4aCTHHKA, KOUTO CHOTBETCTBAT HA 3JI0XKEHHUTE KPUTEPHUH 3a TTOA00pP.

1

26. O¢eprara Ha yyactauka ,,OIITUM KO.” OO cpabpika CIeIHUTE JOKYMEHTH:

206.1. Ilanka ,,.3asBnenue 3a yyactue”, KOSTO ChIbpKa:

- OIKC Ha MPEJICTABEeHUTE JOKYMEHTH;

- EEJOIL

- paspericHHE 3a ThProBHs HA PO ¢ MEIUIIMHCKH H3IEIHUS;

- ISO 9001:2008 1 9001:2015 na ¢pupmuTE — TPOU3BOIUTETKH;

- JIeKJIapallii 3a ChOTBETCTBHE HA MPE/UIaraHuTe HOMEHKIIATYPH;

- aexnapanus o wi. 101 ot 30I1;

- Jeknapauus nmo 4i. 6, an. 2 or 3SMUII;

26.2. Tlanka ., Texuudecko npeanokeHue”, KOATo ChIbpiKa:

- NpeisioeHus 3a U3IbJIHEHHEe Ha MophuKaTa o 000co0eH! MO3UIINH;

- TabJIMIM 32 CBOTBETCTBHE C TEXHUYECKATa crieliu(uKaIis;

- JleKJapalus 3a ChIiacue ¢ KiIay3uTe Ha MPHUII0KEHHs IIPOSKT Ha J0TOBOpP;

- JIeKyaparis 3a CpoKa Ha BaINWHOCT Ha odeprara;

26.3. 3aneuatan Henpo3padeH UMK ¢ Haamuc ,,JIpeaarany 1ieHOBH napameTpu .

[Tpu pasrnexnane na EEJIOII na ,,OIITHM KO.” OO/l xomucHsiTa KOHCTaTHpa, 4e HE ca
HAJIMIE HECHOTBETCTBHSI M HEITBJIHOTH, KAKTO M OCHOBAHHSTA 3a OTCTpaHsBaHE OT Y4YacTHE ChIVIACHO
un.54, an. 1 o1 30IT u wn. 55, an. 1, 1.1 ot 30I1. [lpeacraBenu ca gaHHE OTHOCHO MpodecHoHamHaTa
FOJIHOCT M TEXHHYECKUTE BB3MOJKHOCTH HA YYaCTHHKA, KOUTO ChOTBETCTBAT Ha 3aJI0KECHUTE KPUTEPHH 32
noaodop.

27. Odeprara ma ywactHuka I KEH CAUBHTU®UK” EOOJ chabpka clegHuTe
JIOKYMEHTH:
27.1. Tlanka ,.3agBiIeHue 3a y4acTie ', KOSTO ChibpiKa:
- OIKMC Ha NPeJICTAaBEeHUTE JOKYMEHTH,
- EEJOITI;
- YIOCTOBEpeHHE 3a J0OpO H3NBIHEHUE;
- JIGKJIapalus 3a JIMICca Ha CBbP3aHOCT;
27.2. Ilanka ,, Texuuuecko npeyiokeHue’” 3a Besika 0T 000CO0EHHUTE MO3UIUU, KOSITO ChAbpiKa:
- [peIOJKeHHE 3a H3NBbJIHEHHE Ha MopbhYKaTa 1o 000Co0eHH MO3HIINH;
TabJMIIa 32 CHOTBETCTBHE C TEXHUYECKATa CIelH (UKL,
JeKJIapaliis 3a chIJlache ¢ MPOeKTa Ha J0roBOp;
- JeKJapalius 3a CpokKa Ha BaJIMIHOCT Ha odeprara;
ceprudukar ISO Ha npou3BoaAUTEN;
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- EC ceprudukar n/mmu Jlexnaparus 3a cbOTBETCTBHE OT IIPOU3BOJUTEIT,

- Opourypa;

27.3. 3aneyatan Henpo3payeH UMK ¢ Haxmuc . JIpeanarany neHosu napamMeTpu’.

Hpu pasraexnane na EEJIOI wa ,,JIM KEW CANBPHTHOUK” EOOJI koMucusta KOHCTATHpa,
ue HE Ca HAMLE HECHOTBETCTBHS M HENBJIHOTH, KakTO W OCHOBAHWSTA 3a OTCTpaHABAHE OT ydacTHe
cbriaacHo w54, an. 1 or 301 u un 55 , an. 1, 1.1

]'IDO(J[]CCHOHEIIH'&T& FODIHOCT M TEXHHUYECKUTE BB3IMOKHOCTH Ha Y4YacTHHKa, KOHTO CBOTBETCTBAT HA

3aJI0KEHUTE KPHTEPHH 3a Moadop.

Komucusra npukmoyn padora B 19:10 yaca.

or 30Il. IlpeacraBenu ca DaHHM OTHOCHO

Ha ocnoBanue un. 54, an. 8 or ITII30I1 nacTosmusT MIPOTOKOJI ClIe/IBa Jla CE U3MPaTH 10 BCHYKH
YUAaCTHHIHM B [IeHs Ha nyOauKyBaneTo My B [Ipoduia na kynysaua.

IIPEJICEJATEIL ...

YJIEHOBE:

[a—

3anuueHa MHdepmau,un
Ha OCH.u4n.2, an.2 33714
BbB Bpb3kKa cun. 42.an.5
30N

i PR .

/Tletnnxka [leTposa/
3anuueHa nHGOopPMaLMA Ha OCH.
4n.2, an.2 33N[ 8bB BPb3Ka C Y.
42.an.530N

/Kpacumupa JlumutpoBa-Kiposa/

. S

3anuyera HGOPMALIUA Ha OCH.
yn.2,an.2 3311 sbe Bpb3Ka C Un.
42.an.530N

................... devssenssassnnnnnnns

oy

/ n-p Emunns Bo3osa /

3anniena MHpOPMa
4n.2,an.2 3314
42.an.5 30n

UMA Ha och.

/n-p Tajnna Paxesa/

3anuyeHa UHPOPMALMA Ha OCH.
un.2, an.2 3311/ BbLBE Bpb3Ka C Y.

42.an.530n
/Cseto3ap [Tetkos/

BbEB BPb3Ka ¢y,
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