wbA / ,MHOT'OITPO®PUTHA BO/THULIA 3A AKTUBHO JIEYEHHE - IYMEH” A
lx\,hj rp. Uymen yn. "B. Anpunos" Ne 63, Ten. 054 / 800 741, 800 733, dakc 800 751, e-mail: mbal-shumen@ro-ni.net

'(’-’ v M A

ITPOTOKOJ Ne 1

Nuec, 22.05.2018 r., na ocuosanue wi. 104 ot 30I1 u un. 54 u cneasamurte ot III30II u B
n3nbaHeHue Ha Pemenne Ne 4/11.04.2018 r. na Usnbaaurennus aupekrop Ha ,,MBAJI - IIITYMEH” A/l 3a
OTKpUBaHe Ha IMpolie/ypa 3a Bh3jaraHe Ha oOlIecTBEHA MOphYKa Ype3 OTKPUTA MPOLEAypa ¢ NpeaMeT :
.Jlepuoauuna jocraBka Ha 00Ul MEIUIMHCKH KOHCyMartHB 3a Hyxaute Ha “MBAIJI - HIYMEH” AJl,
MEIMIMHCKM KOHCYMaTHBM M KOHIIEHTpaTH 3a Hyxkjurte Ha Oraenenune no xemoauanusa Ha "MDBAJI-
ITYMEH" AJl no o6ocobenu no3uiu’™ ce chbOpa KOMHCHS, HazHaueHa cbe 3amosen Ne 133/21.05.2018 r.
Ha M3nbiaautennus aupextop Ha MBAJI-IIYMEH™ AJl, 3a npoBexmane Ha npoueaypa mno 3O0I1 B

ChCTAB:

[Ipencenaren — Iletunka JlumutpoBa IleTpoBa — aIMHHUCTPAaTHBEH CEKPETAp/KOOPAUHATOD
AnMuHHACTpaTHBHO-cTonancku 0710k B “MBAJI-INYMEH™ AJ;

Unenose:

Kpacumupa AntonoBa JlumutpoBa - Kuposa — crenuanucT oOIIECTBEHH MOPBYKH, MPOrpaMu H
npoekty B .,MBAJI-IITYMEH™ AJT;

ri1. M. ¢. Pymsna Mutkosa JKensizkoBa — riaBHa MeuLMHCKa cectpa Ha ,,MBAJI-INYMEH™ AJT;

1-p Henxo [Mnamenos TonopoB — Havanauk Ha Onepaunonen 6ok B “MBAJI-IIYMEH™ AJT;

Caerosap I'eoprues ITeTkoB — npaBocnocodeH 0pucT, wien Ha [IIAK.

ch¢ 32/124a: 1a_M3BLDUIM N0AGOD, pa3riela, OlleHH H KjacHpa odeprure, NOCTHOWIH B
+MBAJI-IIYMEH” AJl 3a vyacrue B orkputa mnpoueaypa no 30I1 ¢ npeamer .Ilepuoauyna
A0CTABKA HA 001 MeIHIHHCKH KOHcyMaTuB 3a Hy:kauTe Ha “MBAJI - ITYMEH” AJl, MeIMUHHCKH
KOHCYMATHBH H_KOHIIEHTDPATH 32 HyxkauTe Ha Oraenenue no xemoanaansa Ha "MBAJI-IMYMEH"
AJl o 060cobenn mo3uun”.

KomucusiTa 3anoyna ceosra paboTta o mocraBeHara 3ajzaya B 16:30 yaca B 3acenareiiHara 3ajia Ha
.MBAJI — IIYMEH" AJl, yu. .Bacun Anpuinos” Ne 63 — II erax na TepanesruueH 050K, ciex
nonayuaBaHe Ha opepTUTE OT YYACTHUIIMTE U Ha MPOTOKoJa 1o 1. 48, an. 6 ot 3011

Cnejl mosiydyaBaHe HA CIIMCHKA C YYaCTHHIUTE YWIEHOBETE Ha KOMUCHATA MONBJIHAXA JCKIIapalluy B
ChOTBETCTBHE ¢ wu3uckBaHeto Ha uwi. 103, an. 2 or 3O0IL

Ha ny6im4HOTO 3ace/laHie Ha KOMHCHSATA He IPHCHhCTBAXa MPEICTABUTENN Ha YYaCTHUIIUTE, KAKTO
¥ TIpe/ICTaBUTEH Ha CpejicTBaTa 3a MacOBO OCBEIOMSBAHE.

KomucusiTa KOHCTaTHpa, ue B yctanoBeHHs cpok — 21.05.2018 r., 1o 16:30 yaca B A€TOBOACTBOTO
Ha .MBAJI — lllymen™ AJl ca noctsnunu 21 /nBazsecet 1 eana/ opepTu, a HMEHHO:

1. Odepra ¢ Bx. Ne 1371 or 16.05.2018 r., nomamena B 10:20 yaca ot ,,JAbBUME/
UHTEPHEIIAHBJI” EOOJ no o6ocobenu nosuiuu ¢ NeNe 165, 166, 167, 168, 170, 171, 172, 173,
174,175,176, 177,178 u 179;

2. Odepra c Bx. Ne 1389 ot 17.05.2018 r., moganena B 10:50 gaca ot ,,XEJIMEJ BbJIFAPUST”
EOQO/I o o6ocobenu moszunuu ¢ NeNe 1, 2, 3, 5,6, 7,9, 10, 13, 14, 17, 23, 24, 26, 27, 28, 29, 30, 31, 32,
35, 39, 42, 62, 63, 66, 67, 69, 70, 73, 75, 77, 81, 82, 83, 85, 86, 87, 88, 89, 90, 91, 93, 97, 98, 102, 161,
169, 170,171,172 u 173;

3. Odepra c Bx. Ne 1390 ot 17.05.2018 r., moaaznena 8 11:10 yaca ot »EKOC MEJIJUKA” OO
no o6ocobenu nosuiyu ¢ NeNe 103, 104, 106 u 107;



4. Odepra ¢ Bx. Ne 1405 ot 18.05.2018 r.. momanena B 10:05 uaca or ,,@APKOJI” Al no
obocobenu mo3uuun ¢ NeNe 19, 26, 27, 28, 29, 30, 31, 32, 33, 45, 62, 69, 75, 77, 81, 82, 83, 85, 86, 87, 88,
89,90,91,93 u 155;

5. Odepra c Bx. No 1406 ot 18.05.2018 r., mogaznena B 10:20 yaca ot »AI'APTA - IIM” EOO/J]
1o obocobenu nosumn ¢ NeNe 1,2, 3, 4.5, 6, 7. 8. 9.10, 13, 14, 15, 16, 17, 18, 19, 23, 24, 25, 26, 27, 28,
29, 30, 31, 32, 33, 34, 35, 37, 38, 39, 42, 45, 46, 52, 53, 62, 66, 69, 70, 72, 73, 80, 81, 82, 85, 86, 87, 88.
89.90. 91, 93, 97, 98, 105, 158, 159 u 161

6. Odepra c Bx. No 1407 ot 18.05.2018 r., noaazena 8 10:30 yaca ot »MEJUJIOH” EOOJI no
00ocobenu noszumun ¢ NeNe 39, 40, 42, 43, 44, 45, 46, 47. 48 u 52:

7. Odepra ¢ Bx. Ne 1408 or 18.05.2018 r.. noaanena B 10:35 waca or »MEJIHUIIMHCKA
TEXHUKA UHXKEHEPUHI™” OO/I no o6ocobenu noszunuu ¢ NeNe 11, 17, 18, 19, 24, 25, 29, 30, 31,
32,33, 36, 41, 42, 50, 52, 58, 60, 64, 66, 68, 71, 73, 75, 77, 79, 80, 81, 82, 85, 86, 87, 88, 89, 90, 91, 93,
94, 97,98, 111, 112, 114, 125, 128, 137, 142, 148, 149, 150, 151, 152, 153, 154, 158, 159, 160, 162, 165,
166 u 167

8. Odepra ¢ Bx. No 1409 or 18.05.2018 r.. momamena B 10:35 waca ot »MAPBEHA
AUATHOCTUKA” EOOJI 1o o6ocobenu mosuwmu ¢ NeNe 176, 177,178 u 179;

9. Odepra ¢ Bx. Ne 1410 ot 18.05.2018 r.., mogazena B 10:50 uyaca ot »BEI'A MEJIHUKAJI”
EOO/ no o6ocobenn nosuumu ¢ NeNe 111, 115, 116, 118, 119, 120, 121, 122, 123, 124, 126, 127, 128,
129, 130, 131, 132, 133, 134, 135, 136, 137, 138, 139, 140 u 141;

10. Odepra ¢ Bx. Ne 1424 ot 21.05.2018 1., nopazmena B 10:15 uaca ot »CBPIVKUMEL” EOOJ
1o 000cobenn nozuunu ¢ NeNe 39, 40, 44, 48, 49, 51, 52. 103, 105, 158 u 182:

11. Odepra ¢ Bx. Ne 1425 ot 21.05.2018 r., nomazena B 10:15 yaca ot ,,PEM MEJAUKDBJI”
EOO/ no o6ocobenn mosuuuu ¢ NeNe 104, 115, 121, 122, 123, 124, 127, 128, 129, 130, 131, 132, 134,
135,137,139, 140, 141 u 155;

12. Odepra ¢ Bx. Ne 1426 ot 21.05.2018 r., nomanena B 10:15 yaca ot »EJIMIAK - IU3UHI”
EOOJ no o6ocobenn nosummu ¢ NeNe 15, 26, 27, 29, 30, 31, 43, 46, 51,97, 99, 102, 155 u 159;

13. Odepra ¢ Bx. Ne 1427 ot 21.05.2018 r., nomaznena B 10:25 yaca ot , KA — M MEJUKBJ”
EOO/I 1o o6ocobenn mosuiuu ¢ NeNe 71, 103, 123, 130. 135,136, 137, 140, 141 u 142;

14. Opepra ¢ BXx. Ne 1428 ot 21.05.2018 r., nomanena B 10:25 wyaca or »CODAPMA
TPEUJIUHIT” A/l 1o obocobenn nozumun ¢ NeNe 1, 2, 3, 4, 5, 6, 7, 8, 9. 10, 13, 14, 17, 18, 19, 23, 25,
26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 37, 38, 39, 40, 46, 53, 59, 62, 65, 66, 69, 72, 73, 75, 77, 79, 81, 82,
83, 85, 86, 87, 88, 89, 90, 91, 93, 94, 97, 98, 103, 104, 105, 121, 122, 123, 124, 127, 128, 129, 130, 131,
132, 134, 135, 137, 139, 142, 143, 144, 145, 146, 147, 155, 171, 172, 173, 174, 175,176, 177, 178, 179 u
182;

15. Odepra ¢ Bx. Ne 1429 ot 21.05.2018 r., noganena B 10:30 gaca ot ,,AJJBU MEJX” OO/ no
obocobenu mozumuu ¢ NeNe 1, 2, 3, 6,7, 8, 13, 14, 26, 27 u 29;

16. Odepra ¢ Bx. Ne 1430 ot 21.05.2018 r., nozanena B 10:30 yaca ot »BYJIMAP MJI” OO no
0bocobenn mosuuun ¢ NelNe 1, 2, 3, 6, 7, 8, 13, 14, 23, 26, 27, 28 u 29:

17. Odepra c Bx. Ne 1431 ot 21.05.2018 r., noganena B 10:30 yaca ot ,,6. BPAYH ME/IUKAJI”
EOOJ no o6ocobenn nozuumn ¢ NeNe 30, 31, 32, 33, 59, 66, 68, 71. 73. 74,75,76,77, 78, 79, 80, 81, 83,
84, 95 u 96;

18. Odepra ¢ Bx. Ne 1432 or 21.05.2018 r., moganena B 10:40 yaca or »wUAHTEPIAJIEHUKA”
OO/ o o6ocobenu nozunmu ¢ NeNe 26, 27, 29, 30.31. 33 u 181;

19. Odepra c Bx. Ne 1434 ot 21.05.2018 r., monanena B 11:40 yaca ot »BUKOMEI” OO/ no
obocobenu noszunmu ¢ NeNe 18, 19, 97, 103, 105, 106, 107, 108, 109, 111, 113, 114, 115, 116, 117, 118,
119, 120, 122, 123, 124, 125, 126, 127, 128, 129, 130, 131, 132, 134, 135, 136, 137, 138, 139, 140, 141,
142, 148, 149, 150, 151, 152, 153, 154, 156, 163 u 164:

20. Odepra ¢ Bx. Ne 1436 or 21.05.2018 r., momamena B 12:30 waca oT »HACTJIUHK
BBJTAPUS” OO/ 1o o6ocobenn nosuumu ¢ NeNo 1, 2, 3, 4,36, 7, 8.9,.10:11, 12, 13,14, 15, 16, 17,
18, 19, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35,37, 38,39, 410. 42, 44, 45, 46, 50, 51, 53, 60, 62,
63, 66, 67, 69, 70, 71, 72, 73, 75, 77, 79, 80, 81, 82, 83, 85, 86, 87, 88. 89, 90, 91, 92, 93, 94, 96, 97, 98,
99,102, 105, 122, 124, 131, 143, 144, 145, 146, 147, 148, 149, 150, 151, 152, 153, 154, 155,159 u 161;

21. Odepra ¢ BX. Ne 1443 ot 21.05.2018 r., nopamena B 15:00 yaca ot »MEJIUTPENI” EO0O0/[
1o 000cobenu mosuuuu ¢ NeNe 1, 2, 3, 24, 25, 27, 29, 33, 45, 46, 97,102 u 161.



[lpencenarenst na xomucusTa OTBOpH 10 pejla Ha TAXHOTO TOCTBIIBAHE 3alleyaTaHHTe
HCIPO3paiiH OMAKOBKH, MOCTBIMIM OT YYaCTHHIINTE W ONMOBECTH [JIACHO ChIAbpPIKAIIUTE CE€ BBB BCSKa
C/HA OT TAX JIOKyMEHTH. KoMucHsiTa KOHCTaTHpa HANMYMETO M Ha OTIE/IHM 3are4yaTaHd Hermpo3pauHu
[UKoBe ¢ Haanmue “TIpesuraranu ICHOBH MapaMeTpn™ BB BCAKA €/1HA OT oepTHTE Ha yyacTHHUHTE.

Cren ToBa ChabpxkauMTe Ce B TeXHHYCCKHTe IPCIUTOXKCHAS HA YYaCTHHLMTE JOKYMEHTH H
IIiKoBeTe ¢ Haamuc . llpeanaranu newosu napaMeTpu” OsXxa MOAMMCAHH OT Haif-MajiKo TpUMa OT
YJICHOBETE HA KOMHCHSATA.

C ToBa 3acenanueTo Ha KOMHCHSATA NpUKITIOYH B 19:50 yaca.

INpencenarenst nacpoun ciempamoTo 3acenanne ua Komucusita Ha 28.05.2018 r. ot 16:30 yaca.

Bropo 3acenanne na komucusira — 28.05.2018 r.

Ha Bropoto 3acenanne xomucusra TIPHCTDBIH KBM Pa3sriIekaaHe M0 CBHILECTBO HA NPECTABEHUTE
OT YHaCTHHULMTE OKYMEHTH 110 4. 39, an. 2 ot II130I1 3a choTBeTCTBHE C H3MCKBAHHMATA KBM JIMYHOTO
CBCTOAHUE H KPUTEPHHTE 3a IOA0OP, MOCTaBeHH OT Bh3noxures, npu koeto KOHCTaTupa CJIEAHOTO:

1. Odeprara na yuactHuka »IBYMEJ UHTEPHEIIAHBJI” EOO/JI ceabpxka cremuute
JOKYMEHTH:

1.1. INanka ,,3asiBienue 3a yuacrue”, kosito ChABpIKa:

- OIMC Ha NPEJICTABEHUTE JIOKYMEHTH;

- enekrponen EEJIOIT;

1.2. Tlanka ,.Texuudecko mpeanoxkenue” 3a Besika oT 000COOEHUTE TO3HILINH, 32 KOUTO YYACTHHKHT

€ nojan opepra, KOITO ChALPKA:

- TPEIOKEHHS 3a U3IBIHEHHE HA MOPHYKATA;

- TabiMua 3a ChOTBETCTBHE C TeXHHYECKATa crnieuuduKanus;

- ACKIApauus 3a ChriIacHe C KJIay3HTe Ha NPHIIOKEHHS IPOEKT Ha I0roBOp;

- JICK/Iapaliks 3a CpoKa Ha BATMIHOCT Ha oeprara;

- EC - ceprudwmkar unn nexnapamus 3a choTBeTCTBHE ¢ Hupextusa 93/42/EN0O:;

- EN ISO 9001:2008 w/mmn EN 1SO 13485:2015 wm CKBUBAJICHTHH Ha MMETO HAa

[IPOU3BOIHTES;
1.3. 3aneyaTaHn HEMPO3payHHU IITMKOBE C HAITHC -IIpe/uiaranu nenosu napamerpu™ — 14 Opos.
1.4. Ornenna 3aneyatana onakoBKa ¢ HAIHC .Moctpu”.

llpu pasrnesxxnane na eEEJIOI ua »JADBUYME/l MHTEPHEILIAHBLJI” EOO/l, xomucusita
KOHCTaTHpa CIIEAHUTE HECHOTBETCTBHUS:

- Ilpexncrasenusit ot yuacruuka eEEJION e noanucan ¢ CJICKTPOHEH MOAINKC Ha MPOKYPHCTA Ha
ApyxectBoTo Kpacumup Ilaues. Cobriacho . 40, an. 1, 1. 1 ot IIT30I1, EE/IOIT cnenpa na ce noanuime
OT JIMIaTa, KOMTO NPEACTABIABAT yYaCTHHKA, a TOBA B Cllyyas € YIpaBuTes Ha apyxectsoro Kapen Bau
bunnepbeek;

- B Yacr II, Paznen A: Mndopmariis 3a HKOHOMHYECKHS onepatop, Oykea 1) Hxonomuueckusm
onepamop Mooice Jiu 0a npeocmagu yOocmoeepenue 3a niamenu COYUANHOOCUSYPUMENHU BHOCKU U OGHbYU
wid  uHgpopmayus, KoAmo we nozeonu na 6b31aeAWUL Opean  UlU  Gb3N0JICUMENS  Od  NOAYYU
yoocmosepenuemo upes npsx 6esniamen docmvn 0o HayuoHaina baza oannu 6 cvomeemnama ovporcasa
wienka? B npenctapeHust eEEJOIT yyacTHUKBT € mocoum orroBop ,,He”. Komucusra cuuta, ye to3u
OTIOBOp € IM0-CKOpO TeXHHMHeCKa rpewika npu nombasane Ha eEEJIOIL, 3amorto B Yact III, Paznen b:
Ocnosanus, cevpsanu ¢ nawanemo na danvyu u CoyUanHooCcucypumennu 6HOCKU Ha ChIUs JOKYMEHT €
JICKIIApUpaJl, ¢ HE € U3BBPIINJ HAPYIICHUS, CBBP3AHA CbC 3aIb/DKEHHETO My 3a MallaHe Ha JaHbLUH U
COIIHATHOOCHTYPHUTEITHA BHOCKH.

C oryie1 Ha KOHCTATHPAHOTO M HA OCHOBAHHE L. 54, an. 9 or II30I1 B cpok g0 5 padoTHHn
/AHA OT MOJIy4aBaHe HA HACTOSIMSA MPOTOKOJ YYACTHHKBT CJIeABa 1a NpeICTABH HOB, KOPEKTHO
MOMBJHCH H MOANHUCAH CHIVIACHO NpaBHjaTa Ha wi. 40, aa. 1, 1. 1 or III3OII eEEJIOII B koiiTo na
€2 OTPA3CHH rOPEONHCAHHTE 00CTOATEICTBA H/HIIH APYTH J0KYMEHTH, KOHTO ChAbPKAT NPOMEHEHa
HJIH 10NbJIHeHA HHpopMauus. J[onbaHHTEHO npeaocrapeHara HHGopMauus Moxe Ja o6XBama H



haKTH H 00CTOATE/ICTBA, KOHTO €A HACTHIIMIH CJ1e/] KpalHHS CPOK 32 NnoJIyyaBaHe Ha odepTHTe WK
3a8BJICHHATA 32 Y4acTHe.

2. O¢eprata Ha yyacTHHKa »XEJIMEJ BBJIT'APUSI” EOOJ] ChABPIKa CIIE/ITHUTE JOKYMEHTH:
2.1. INanka ,,3asiBieHue 3a yyacTie”, KOSTO ChIbpIKa:

- ONHC Ha IOKYMEHTHUTE, ChAbpPXKALIHU ce B odeprara;

- enexktponen EEJIOIT;

2.2, lanka ., Texunuecko npeuioxkeHne”, KosTo CBABPIKA:

- HPCIJIOKEHHUS 3a M3MTBJIHEHHE Ha MOPBHUKATA 110 060COOEHH MO3HIIHM:

- TalJIMLH 33 CbOTBETCTBUE C TEXHUYECKATA crienuguKanms;

- JIeKIapallis 3a ChIIacue ¢ KJIay3UTe Ha MPUIOKEHHS TIPOEKT Ha I0r0OBO;

- JeKJapalus 3a CpOKa Ha BaJIMIHOCT Ha odepTara;

- PaspelICHHE 32 ThProBHs Ha €PO C MEMIIMHCKH H3IEIHSL;

- ISO 9001:2015 na yyacTHuKa;

2.3. 3aneyaTaHu HENPO3payHU ITHKOBE C HAIHC .IIpenarany nenosu napamerpu” — 52 6posi.
2.4. Otpenua 3aneyaTana olnakoBKa ¢ HAAMHC ~Moctpu”.

[lpn pasrnexnane na eEEJIOI na ,,XEJIMEJ BBLJTAPUSI” EOO/l, xomucHsTa ycTaHOBH
CJIE/IHUTE HECHOTBETCTBHSA:

- YYaCTHHMKBT € JIeK/Iapupail, 4e yyacTBa B OTKpHTAaTa npoueaypa 3a O60coOeHH MO3UIUK ¢
NeNe 1, 2,3,5,6,7,9, 10, 13, 14, 17, 23, 24, 26, 27, 28, 29, 30, 31, 32, 35, 39, 42, 62, 63, 66, 67, 69, 70,
73. 75, 10Kato Ha OMAaKoOBKaTa, B KOSTO e npeiacraseHa odeprara € 3amnMcaHo, 4e MojaaBa odepra 3a
O6ocobenn mosunuu ¢ NeNe 1, 2, 3,5, 6,7, 9, 10, 13, 14, 17, 23, 24, 26, 27, 28, 29, 30, 31, 32, 35, 39. 42,
62, 63, 66, 67, 69, 70, 73, 75, 77, 81. 82, 83, 85, 86, 87, 88, 89. 90, 91, 93,97, 98, 102, 161, 169, 170, 171,
172 u 173. UneHoBere Ha KOMHCHSTA M3BbPIINXA IPOBEPKa Ha ChIbpKaluTe ce B odeprara Ha
yHaCTHUKA JIOKYMEHTH, IPH KOETO CE YCTAHOBH, Y€ CBHIIMAT € NPEJACTABUI TEXHHUYECKH IPEIIOKEHHS U
ImKoBe ¢ Haamuc . llpenarann neHosn mapamerpu”™ 3a Beruku OBGOCOGEHH MO3MINHM, MOCOYEHH Ha
onakoBkara Ha oeprara, a umenHo OGocoGenn nosurmu ¢ NoNo 1, 2, 3,5.6,7,9,10, 13, 14, 17, 23, 24,
26, 27. 28, 29, 30, 31, 32, 35, 39, 42, 62, 63, 66. 67, 69, 70, 73, 75, 77, 81. 82, 83, 85, 86, 87, 88, 89, 90,
91, 93,97, 98, 102, 161, 169, 170, 171, 172 u 173. YYaCTHUKLT caensa na aexiuapupa B eEEJIOIT 3a xou
Ob6ocobenu no3unuu 1eHCTBUTENHO € moan odepra;

- B Hacr IV, Paszmen A: Tomnoct, Bnuceane ¢ cwomeemen npogecuonanen  pecucmvp
YIaCTHUKDBT Clle/Ba 1a NpeUr3upa JeKIapupanaTa HHYOpMalHd, N0CoOYBaiiki HOMEpPa Ha Pa3pEIIeHHETO
3a ThPrOBHs Ha €/1p0 ¢ MEJMLIMHCKH U3IETHS.

C oruien Ha KOHCTATHPAHOTO M HA OCHOBaHHe wiI. 54, aix. 9 ot II30II B CPOK 10 S padoTHH
AHH OT TOJyYaBaHe HA HACTOAIMA NMPOTOKOJ YYACTHHKBT CJIeBAa 1a NPEICTABH HOB, KOPEKTHO
nonbiaHen eEEJIOIl B kofito na ca orpasenu ropeonncaHuTe 006CTOSITEICTBA M/HIH ApPYTH
AOKYMCHTH, KOHTO CbAbPXKAT MNpPOMEHEHAa WIH JonbjHeHa wuHdpopmanus. lombaHuTeIHO
npe1ocTaBeHaTa HHoOPMALHs Mozke 1a 00XBama H GaKTH H 0GCTOATEICTBA, KOUTO €2 HACTHIHIIH
CJle/l KpaHHUSA CPOK 32 MOJIyYaBaHe HAa oepTHTe HIIH 3asIBJEHHSATA 32 yYacTHe.

|8 ]

. Ocpeprara na yuacrnuka ,,EKOC MEJUKA” OO/ chabpia ciieHuTe JOKYMEHTH:
3.1. Ilanka ,,3asBnenue 3a yuactue”, KosITo ChJIbpIKa:

- OIHC Ha NPEJACTaBEHUTE JOKYMEHTH;

EEJIOIT na enekTponeH HOCHTEI;

3.2. Tlanka ,, Texuuyecko npeaioxkenue”, KOATO ChIbpKa:

- NPEUIOXKEHHUS 32 U3IBIHEHUE HAa OPBYKATA 110 000COOEHH IO3UIHH;

- TabJHMLM 32 CHOTBETCTBHE C TEXHUYECKATA CTICIIH(UKALIHS

- JeKJIapalus 3a ChIJIacHe ¢ Kilay3uTe Ha [IPOEeKTa Ha J0r0BOp;

- JIeKjapaius 3a CpOK Ha BaJIHJIHOCT Ha odeprara;

- cepru(HKar 3a CbOTBETCTBHE C jaupekTuBa 93/42/EEC: ..CE” Mapka;

- ceprudukar [SO 13485:2012 Ha npousBoauTens;

- OITKC Ha IIPEJI0CTaBEHUTE MOCTPH;

3.3. 3aneyaranu HeNpo3payHK IUIMKOBE ¢ HaaTHC .. IIpeutarany neHoBH napameTpu’’;

"



3.4. 3aneyaraHa onakoBKa ¢ Hamuc ,,Moctpu™.

[Ipu pasrnexnane na eEEJIOIT na ,,EKOC MEJIUKA” OO/ komucusra KOHCTaTHpa, 4e He ca
HATMIEC HECHOTBETCTBHS U HENBJIHOTH, KAKTO M OCHOBAHMSTA 3a OTCTPaHsBaHE OT y4YacTHE CBHIIACHO
wi.54, an. 1 or 30 u un. 55, an. 1, 1.1 or 30IL. [IpesncraBenn ca nanHu oTHOCHO npogecHoHaIHaTa
TOHOCT M TeXHUYECKHTE Bb3MOXKHOCTH HA yYAaCTHHKA, KOUTO ChOTBETCTBAT Ha 3aJI0)KEHUTE KPHTEPHH 3a
no10op.

4. O¢eprara Ha yuacruuka ,,APKOJI” Al ChAbpPIKA CIIEJIHUTE JOKYMEHTH:

4.1. INanka ..3asBnenue 3a Y4acTHe”, KOSTO ChAbpiKa:

- OIHC Ha MPE/ICTABEHUTE JOKYMEHTH:;

- EEJIOII;

- 3ABCPEHO OT y4acTHHKa Komue Ha Paspelnenue 3a Thprosus na €Ip0 € MEIUIMHCKH H3JETHsl,
u3laneHo ot Msmbanurennus aupektop Ha UAJT B ChOTBETCTBHE Che 3aKoHa 3a MeIMIIUHCKUTE
U3/1eus;

4.2. Tlanka ., Texnuuecko Npe/UIOJKEHHE” 3a Besika 000cOOEHA IMO3HIMS MIOOT/IETHO, KOSITO

ChIbpIKa:

- JIOKYMEHT 3a yII'bIHOMOIIIABaHE:

- NPCANOXKEHHE 3a U3MBIIHEHHE Ha [IOPHYKATA;

- TabJMIa 3a ChOTBETCTBHE C TEXHHYECKATa cnenuduKanus;

- /ICKJIapalus 3a ChIJIaCHe ¢ KIIay3UTe Ha MPHIIOKEHHS IPOESKT Ha JIOTOBOP;

- JIeKJapaius 3a cpoka Ha BAIMIHOCT Ha odepTara;

- 3aBCPEHH OT y4acTHHKa konus Ha Ceprudukar EN ISO 9001:2008EN w/unu ISO 13485:2012
Ha MPOU3BO/IUTE]IS, U €KBUBAJICHTEH:

- EC Cepruduxar 3a nanecena ..CE” MAapKHpOBKa BbPXY M3JCJIHETO, H3aIeH OT IPOH3BOIUTEIS
unu Jlekapauus ot IpoM3BOIHTENS 32 ChOTBETCTBHE Ha ceiite Ha Jlupektusa 93/42/ENO:;

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

4.3. OTnenHu 3aneyatanu HCIIPO3pavHHu MIHKOBE ¢ Haanuc . J[Ipeanaranu nenosu napameTpu’” — 26

Opost;

4.4. MocTpy Ha npeanaraHuTe M3IENHA 1O 060COGEHMH MO3HIIMH — MPEIOCTABEHW B OTIE/IHA

OMaKOBKa.

Ilpn pasraexnane na eEEJIOIT na ,,®@APKOJI” AJl KxoMucHsTa KOHCTaTHpa, 4ye He ca HaIHIe
HECLOTBETCTBHSA M HEIBIHOTH, KAKTO U OCHOBAHMSTA 3a OTCTPAHSBAHE OT yyacTHe CbriacHo w54, an. 1
or 30IT m un. 55, an. 1, .1 ot 301 [TpencraBenn ca mannn oTHOCHO NpodecHoHaIHATA TOJHOCT U
TEXHUYCCKATE BB3MOKHOCTH Ha YYaCTHHKA, KOUTO ChOTBETCTBAT HA 3JI0KEHHUTE KPHTEpUH 3a oaGop.

5. Odeprara na yyacrnuka ,,ATAPTA - [IM” EOOJ cbabpixa crieanuTe oKyMeHTH:
5.1. Ilanka ,.3asBnenue 3a Y4acTHe”, KOATO ChAbPKA:

- CIHCBK Ha IOKyMEHTHTE, Ch/bPIKallH ce B oepTara;

eEEJIOIT;

5.2. Ilanka ,, Texuuuecko NPEUIOKEHHE”, KOSTO ChAbPIKA:

- TIPCATIOKCHUS 33 H3MBIHEHHE Ha NI0OPBYKATA [0 000COOEHH MO3HIMM;

TabJIMIM 32 CHOTBETCTBHE C TEXHHUECKATA crenuQpUKanus;

- JACKJApalus 3a ChITIACHE C KIIAY3UTE HA MPUIIOKEHHS MIPOEKT HAa JI0TOBOD;

- OIHMC Ha [IPEJICTABEHUTE MOCTPH

5.3. 3aneyaTaHu HENPO3paYHHU IJIMKOBE C HAIIHC .IIpennaranu nenosu napamerpu’;
5.4. 3aneyaTtana onakoBKa ¢ HaMHC ~MocTtpu™.

IIpu pasrnexnane na eEEJJOII na ,,ATAPTA - IM” EOOJ1 xomucusita KOHCTaTHpa, 4e He ca
HAJIMIE HCCHOTBETCTBUSI M HENBIIHOTH, KAKTO W OCHOBAHUSITA 34 OTCTPAHSBAHE OT YYacTHE CBHITIACHO
wi.54, an. 1 or 30I1 u un. 55, an. 1, .1 ot 30IL. [IpecraBenu ca JaHHM OTHOCHO npodecuoHaIHaTa
FOAHOCT M TCXHUYECKHTE BB3MOKHOCTH HA Y4aCTHHKA, KOMTO ChOTBETCTBAT HA 3A/I0KCHHTE KPHTEPHHU 3a
moadop.



6. Odeprara Ha yuactuuka ,, MEJJUJIOH?” EOOJ cbabpixa cieanute 1oKyMeHTH:

6.1. Ilanka ,,3asBnenue 3a y4acTHe”, KOSTO ChAbPIKA:

- OIMC Ha NPE/ICTABEHUTE JOKYMEHTH;

- CJICKTPOHEH €JMHCH CBPONEHCKH IOKYMEHT 3a OOLIECTBEHH MOPHYKH /EEIOIT/, ma CD,
MOIHCAH C €IEKTPOHEH TMO/IITHC,

6.2. [1anka .. Texnuuecko Ipe/IOKEHHe™” — 3a BCAKA MO3UIUS, KOATO ChbpKa:

- TPCUIOXKCHHE 3a M3IIBJIHCHUE Ha NI0PBUKATA 10 000c00eHaTA MO3HIHS;

- Tab/iuua 3a ChOTBETCTBHE C TEXHUYECKATA cneuuuKanms;

- /leKjapalus 3a ChIJIACHE C KJIay3HTe Ha NMPHJIOKEHHS IPOEKT Ha JJOrOBOD:;

- JICKJapalus 3a CpOKa Ha BATHIHOCT Ha odeprara;

6.3. Otrzennu 3anevaTand HENpPO3PAYHH IUIMKOBE ¢ HAIIHC w[Ipennarany neHoBu mapamerpu”,

BCEKH OT KOHTO ChAbpkKa LICHOBOTO NPE/IOKEHHE 1a KOHKPETHATA MO3HIHS;

6.4. 3aneuaTana onakoBKa C HaJIHC ~MocTtpu™.

Ilpu pasrnexnane ua eEEJIOIl Ha »MEJAUJIOH” EOOJ/ xomucusaTa YCTAHOBH CIEIHUTE
HECBOTBETCTBHS:

- BUYacr II, Paznen A: Mindopmarus 3a HKOHOMMYECKHS onepatop, OykBa 1) Axonomuveckuam
onepamop mosice iu 0a npedcmasu yoocmosepenue 3a niamenu COYUANIHOOCUSYPUMENHU 6HOCKU U OAHBYU
U UHPOPMAYUA, KOAMO Uje NO36ONU HA 6HINALAUUS OP2AH UTU EbITONCUMENS O noayYuU

yoocmosepenuemo upes npax 6eniamen 00cmvn 0o Hayuonaina 6aza OauHu 6 cvomeemHama
ovpocasa unenxa? B npencrapenust eEEJOI1 YYaCTHHKBT € 1noco4ui otrosop ,.He”. Komucusita cuura,
1€ TO31 OTrOBOP € [10-CKOPO TEXHUUECKa rpemika rnpu nonsisase Ha eEEJIOI, 3amoto B Yacr 111, Pazzen
b: Ocnosanus, cevpsanu ¢ niawyanemo na oanvyu u COYUATHOOCUSYPUMEIHU 6HOCKYU HA CHLIUS JOKYMEHT
€ ZeKyapupai, 4e He € U3BBPIUMII HapYIICHHS!, CBbP3aHHU ChC 3abDKEHHETO MY 3a IUIAINAHE HA JAHBIM U
COLMAIHOOCUTYPHTEIHH BHOCKH;

- B Yacr IV, Pasgen A: Tomnoct YYaCTHUKBT € MOCOYHJ, Y€ € BIIHCAH B CLOTBETHHS
MpO(ECHOHANIEH PETHCTBP, HO HE € NOCOYMI HOMepa Ha Pa3pelIeHHETO 32 THPrOBHA C MEAULIMHCKH
U3/1eIHsL;

- B Yacr IV, Pasgen B: TexHuueckd u npoecHOHATHH CIOCOGHOCTH Clel YyTBbpIAUTENIEH
OTroBOp Ha BbIIpoca MKOHOMHYECKHAT Omeparop e JOCTABH H3MCKBAaHHTE MOCTPH, ONMCAHHS HIIH
CHUMKH HA MPOAYKTHTE H AKO € NPUJIOKHMO, IIle IPEI0CTABH CePTH(HUKATH 3a aBTEHTHYHOCT, YUACTHHKST
€ MOCO4MII, Ye Ta3h HHpOpMalus € Ge3MIIaTHO JIOCTHITHA 33 OPraHUTE OT Ga3a JAHHU B JbpKaBa — WieHKa
Ha EC, karo mo-gony e nosicuui, ye mHGOPMALMSTA € AOCTBIHA CAMO Ha XapTHEH HOCHUTEJI, KaTo ca
UNTHPAHH HOMEpA Ha JCKJIapallii 3a ChOTBETCTBHE M CePTU(GHKATH Ha NMpoM3BOAMTEe HMTE. KOoMHCHsITA
CYMTa, Y€ € KOPEKTHO B CiTyyas Jia C€ NOCOYH 0TroBop ,,He™.

C oriex Ha KOHCTAaTHpaHHTe AOTYK HEChOTBETCTBHS M HAa OCHOBaHHMe 4. 54, ax. 9 or
IIT30I1 B cpok /10 5 paGoTHH AHU OT MOJIyYABAHE HA HACTOSIIHS NPOTOKOJI YYACTHHKBT CJIeIBa Aa
NpeacTaBH  HOB, KopekTHO mnonbaneH eEEJIOIl B koiito na ca orpasenm ropeonmcanure
00CTOATE/ICTBA M/HAM JAPYTH JOKYMEHTH, KOHTO CBABPKAT MNPOMEHeHAa HJIH ONbJHEeHA
uHpopmauusi. JonbIHHTENIHO NpeIocTABEHATA HHpopMauMs Moke a 00XBama H (GaKTH H
0OCTOATEICTBA, KOMTO €a HACTBINIHM cJel KpailHHs CpOK 3a nojyyaBaHe Ha odepTHTe HIH
3asIBJICHHATA 32 yYacTHe,

7. Odeprara na yuactauka ,MEJJUIIMHCKA TEXHUKA UHKEHEPUHI” OO/ cuabpka
CJIEJTHUTE JOKYMEHTH:

7.1. Ilanka ,.3asiBfieHue 3a yyacTue”, KOSTO ChAbpIKa:

- ONKC Ha JOKYMEHTHTE, ChbPKAIH ce B oepTaTa;

- eEEJIOIl — na CD;

- KONHE OT paspelICHHE 32 THPTOBHA Ha €10 C MEJMLMHCKH H3/IeITHSI, H3aJeHO Ha YYaCTHHKA,

- J0Ka3aTeJICTBA 3a U3BBPIICHHU J0CTaBKU — 2 Gp. 3aBEpEHH KOTHS:

- EC ceprudukar 3a manecena ,,CE” mapkupoBka BBPXY H3/ICJIHATA, KOrarto B OLIEHKAaTa €
ydacTBan HOTHQHUMPAH OpraH WIH JeKJapalHs OT NPOW3BOJMTENS 33 ChOTBETCTBHE Ha
ceiute ¢ Jlupexrusa 93/42/EVO — 3aBepenu Kormus:



- Komue ot ceprudurar ISO 9001:2008 u/umu 1SO 13485:2012 unn exBuBanenTHH JOKYMEHTH,
U3/1aJICHH Ha IIPOU3BOIUTEIS:

7.2. Ilanka ,, Texuudecko NPEIOKEHHE™, ChaBPIKAIA OTIETHO OKOMILICKTOBaHH JOKYMEHTH 3a

BCsAKa 000c00eHa Mo3uIKs, KaKTo ciieBa:

- JOKYMCHT 3a yI'bJIHOMOIIABAHE, CHIIIACHO YJI, 39, an. 3, 1. 1, 6yksa ..a” 113017 — HOTapHaJIHO
3aBEPEHO ITBJIHOMOLIHO;

- MPEUIOKEHUE 32 H3MbJIHEHHE HA [OPHUKATA;

- TabJMIa 3a ChOTBETCTBHE ¢ TeXHHYeCKaTa criennpuKanms;

- ACKIapanus 3a ChIIacHe C KJIAy3WTE Ha MPHIOKEHHS IIPOCKT Ha JIOTOBOP W MpHEMaHE Ha
MOCIEHHUTE;

- JIeKJIapaliis 3a cpoka Ha BATMIHOCT Ha odeprara;

7.3. 3aneyatanu HENpO3pa4Hn MIMKOBe ¢ Haamuc JlpeuiaraHd HeHOBH napameTpu” 1o

000c00eHH MO3UIHK:

7.4. OTnenHa onakoBKa ¢ Haanmuc .MocTpu”, ¢ npunoxen onuc.

Ilpu pasrnexnane na eEEJIOIT na ,MEJUILIMHCKA TEXHUKA UH)KEHEPUHI” 001
KOMHCHATA KOHCTaTHpa, Y€ He Ca HalMIe HECLOTBETCTBHS U HEMBIIHOTH, KaKTO M OCHOBAHMATA 33
OTCTpalsfBaHe OT ydacTHe CbIyacHo 4i.54, an. 1 ot 3011 u ui. 55 a1, 1.1 or 3011 Ipencrasenu ca
AQHHH OTHOCHO MNPO(pECHOHATHATA TOAHOCT M TeXHUYECKHTE Bb3MOKHOCTH Ha YYaCTHHMKA, KOHTO
CBOTBETCTBAT HA 3A/I0XKEHUTE KPUTEPUH 3a M10A60P.

8. Odeprara Ha yuacruuka ,,MAPBEHA AUATHOCTHUKA” EOO] ChABpKA CIIEHUTE
JIOKYMEHTH:
8.1. Ilanka ,,3asBnenue 3a Y4acTHe™, KOATO ChIbpikKa:
- OIIMC HA NPEJICTABEHUTE JIOKYMEHTH:
EEJIOIT na MmaruuTen HOCHTEJI;
8.2. INanka ., Texuuuecko NpeUIoKEeHUE™ 3a BCsIKa OT 060CO0EHUTe MMO3HIMH, 32 KOUTO YUYACTHUKBT
¢ nojai oepra, KOSITO ChIBpPKA:
- [IBJIHOMOILHO;
= TIPC/UTOKEHHE 32 U3MBIHEHHE Ha MOPbYKATA;
- TabiMLa 3a ChOTBETCTBHE ¢ TeXHHYECKaTa criennduKanms;
- KaTallo3d — 3aBEpEeHH KOIMHS
- JIeKJIapalnsl 3a ChIUIACHE C KIIAy3HTEe Ha MPUIOKEHHS MPOEKT Ha JIOTOBOP;
- JICKIIapanus 3a CpoKa Ha BAIMIHOCT Ha oepTara;
- JIeKJIapalKy 3a ChOTBETCTBHE:
- EC ceprudukar usmanen or HOTH(DUIMpPaH Oprax;
- ISO ceprudukar 13485:2012 usnanen Ha umero Ha MIPOU3BOIUTEIIS;
- JIeKJIapalus 3a KOHQUIEHIIMATHOCT O 4l 102, an. 1 ot 30IT;
8.3. 3anevaranu HCIIPO3paiHH IIMKOBE ¢ Haanuc .. [Ipeanaranu nenosu napamMeTpu — 4 6pos;
8.4. Moctpu 3a Bcsika 060coGeHa TO3UIHA B OTIACJICH 3II€YaTaH HEMPO3payeH IUTHK ¢ HAIIHC
.MocTpu™.

|l

Ilpu pasrnexnane na eEEIOIT na ,,MAPBEHA JUATHOCTHUKA” EOOJ xomucusita
YCTaHOBH:

- B Yacr IV, Pasgen B: Texuuuecku u npo(eCHOHAIHU CIMTOCOGHOCTH B CEeKIHATA, Kacaelna
BE3MOKHOCTTA y4acTHHKA Ja NPeIOCTaBH CepTHOUKATH OT HHCTUTYLIHH 110 KOHTPOJI HAa Ka4YeCTBOTO
YHACTHUKBT € OTrOBOPHJI yTBBpAMTENHO. [10COYeHo ¢ chino, ue HH(OpManus 3a chiMTe € Ge3nIaTHo
AOCTBIIHA, HO HE € MOCOYEH MHTEpHeT ajapec. Omucan ¢ cepruukara EN ISO na mpoussomurens na
MEAUIMHCKITE U3ems. KoMmucnsara cunra, ye e KOpekTHO B TO3M Cllydai J1a ce CI0KH OTMeTKa Ha . He”
OTHOCHO Oe3IJIaTHMs JOCTHI B Gasa JaHHM 10 MH(OPMALHMATA, TOTBHPIKAABAINA BH3MOKHOCTTA 32
NTPEIOCTABAHE HA CEPTU(PUKATH OT HHCTHTYIMH 110 KOHTPOJI Ha KAY€CTBOTO.

C oraex Ha KOHCTATHPaHHTE HeCHLOTBETCTBHS M Ha OCHOBaHHe wWi. 54, ax. 9 or III30II B
CPOK /10 5 paGoOTHH /IHH OT NOJIyYaBaHe HA HACTOSIIAS MPOTOKOJI y4aCTHHKBT CJI€IBA 1a NPEJCTABH
HOB, KOpekTHO nonwjiHeH eEEJIOIT B koiito 1a ca OTPAa3€HH rOpeoNnUCAHHTEe 00CTOATEICTBA H/HAH
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APYIH NOKYMEHTH, KOHTO ChABDP:KAT NPOMEHEHA WIH J0MbIHEHA HHGpopmanus. JonmbJaHHTEIHO
fpelocTaBeHaTa HHGOPMALHs Moske 1a 06XBama u }axTn u obcTosTEICTBA, KOHTO €A HACTLIHIN
CJ1e/l KpaHHHSA CPOK 32 TMoIy9aBaHe Ha oepTHTE WK 3afBJICHHSTA 32 yYacTHe.

9. Odeprara Ha yuacthuka ,,BET'A MEJIUKAJ” EOOJ cbaspixka ciiennute JIOKYMEHTH:
9.1. Ianka ..3asBnenue 3a Y4acTHe”, KOATO ChIbpiKa:

- OIMC HA NIPEJICTABEHUTE IOKYMEHTH:

- E-EEJIOIT;

~  PA3pClICHHE 33 THPrOBUS HA €/IPO ¢ MEAMLIMHCKH H3/1e/HUS:

- YAOCTOBepeHHe 3a 100p0 H3IbIHEHHE:

- OTOPU3aUMOHHO MTHCMO;

- ceprudukar EN ISO 13485:2012 ua npoussoaurens:

- EC ceptuduxkar 3a Hanecena .CE” MapkupoBka

9.2. Ilanka ,, TexHHYECKO NPeUIOKEHHE”, KOSTO ChIbpKa:

- II'bJIHOMOIIHO

- MPEIOKEHHS 32 U3IIBIHEHHE Ha OPHYKATa M0 000CO0CHH MO3HITHK:

- TabJIMLH 32 CHOTBETCTBHE C TEXHHYECKATA cnenubukanus;

- JICKJIapalikd 3a CHIIACHE C KJIAY3UTe HA TIPOEKTa Ha JIOFOBOP;

- AeKJIapalks 3a cpoKa Ha BAIMAHOCT Ha opeprara;

- TIPOTOKOJI 3@ NPEJICTABEHH MOCTPH;

9.3. aneyaTanu HeNpPO3payHH IUTHKOBE ¢ HAITHC -IIpe/uiarann nenoBu napamerpu” — 26 Opos;
9.4. Otnenna 3aneyarana onakoBKa ¢ Haxanuc ..Moctpu™.

Ilpu pasriexnaune na eEEJION ua ,,BET'A MEJHKAJ” EOOJ1 xomucusta KOHCTaTHpa:

- YYaCTHUKBT € JIeK/Iapupall, 4e ydacTsa B OTKpHTara npoueaypa 3a O00COOEHH MO3MIMH ¢
NeNe 111, 115, 116, 118, 119, 120, 121, 122. 123, 124, 126, 127, 128, 129, 130, 131, 132, 133, 134, 135,
JIOKATO HA ONAKOBKATa, B KOATO € Mpe/cTaBeHa oepTaTa e 3almmucaHo, Yye mojasa odeprta 3a O6ocobenn
nosuumu ¢ NeNe 111, 115, 116, 118, 119, 120, 121, 122, 123,124, 126, 127, 128, 129, 130, 131, 132, 133,
134, 135, 136, 137, 138, 139, 140 u 141. Ynenosere ua KOMHCHATa H3BBpIIMXa MpOBEpKa Ha
ChAbPXKAIIKTE Ce B OepTaTa Ha y4aCTHHKA JOKYMEHTH, TIpH KOETO C€ yCTAHOBH, Y€ CHIUUAT € MPeACTABHII
TCXHUYECKH NMPE/UIOKEHHUS U IJIMKOBE ¢ Haamuc ,,IIpe/ularanu nenosu napameTpu’ 3a Bcnuku O6ocobenn
ITO3HIIHMH, IIOCOYCHH HA OMaKoBKaTa Ha odeprara, a uMenHo O6ocobenu nosumuu ¢ NeNe 111, 115, 116,
118, 119, 120, 121, 122, 123, 124, 126, 127, 128, 129, 130, 131, 132, 133, 134, 135, 136, 137, 138, 139,
140 u 141. YyactauksT cnejpa 1a nexnapupa B eEEJIOIT 3a xon OG0cobeHn NO3HIMH AeHCTBUTENHO ¢
noaai oepra;

C oraen Ha KOHCTAaTHPAHOTO HECLOTBETCTBHE H HA OCHOBaHMe Wi 54, ax. 9 or III30II B
CPOK 10 5 pabOTHH IHH OT NOJTy4aBAHE HA HACTOSILIHS NPOTOKOJI YHaCTHHKBT C/1€IBA 1A NPeJCTABH
HOB, KOpeKTHO nonbaHeH eEEJIOII B koiiTo aa ca orpaszenn ropeonHcaHuTe 00CTOATEICTBA H/H/IH
APYrH JOKYMEHTH, KOHTO CBLABPKAT NPOMEHEHA WM J0IbJIHEHA uHpopmanus. JonbaHATEHO
npeaocraBeHaTa uHopmauusa Moxke 1a o6XBama u $baxkTH H 06cTOATEICTBA, KOHTO €A HACTHLITHIH
cJie]l KpaifHHs CPOK 32 NoJyYaBaHe HA odepTHTE WM 3asIBICHHSITA 34 ydacrTHe.

10. Odeprara na yyactnuka ,,CbhPJIKUME” EOO/I cvabpika cieqauTe JIOKYMEHTH:
10.1. IManka ,,3asiBenmue 3a yuactue”, kosiTo ChAbpKa:

- OIIUC HA NPEJICTABEHUTE IOKYMEHTH;

- enekrtponen EE]JIOIT;

10.2. Tlanka ,., TexHuuecko MPEJIOKEHHE™, KOATO ChABPKA:

- HPEUIOKCHAS 32 U3IIbJIHEHHE Ha [I0PBYKATA 110 060CO6EHH 103U IIHH;

- TalJIMIM 32 CHOTBETCTBHE C TEXHHYECKATA criequpuKanus;

- JIeKIIapallus 3a ChIJIACHE C KTAY3HTE Ha J0TOBOpA;

- AeKJIapauys 3a Cpoka Ha BAIMIHOCT Ha odepTara;

10.3. Otnenun Henpospaynn nanmkKoBe ¢ Hammue »IIpeanarann nenoBu napamerpu” 3a Beska or
000cO0eHHTE TO3UIMH, BKIIIOUEHH B oepraTa Ha yyacTHHKA:

10.4. Otnenna 3anevarana onakoBKa ¢ Haanuc .Moctpu™.



Ilpu pasraesxnane na eEEJJOIT ua »CBPIKUME” EOO/I komucusita KOHCTaTHpa CIIEJHOTO:

- B Yacr II, Paznen A: Undopmanus 3a HKOHOMHYECKHS onepatop, Oyksa ) Hxonomuueckusm
onepamop Moice 1 0a npedcmasu YOocmosepenue 3a niamenu COYUATHOOCULYPUMENHY BHOCKU U OaHbYU
Wit uHgpopmayus, Koamo we nozeonu Ha 6v3lazauus  opean  ulu - 6v3i0JCUMens 0a  NoAYYU
yoocmosepenuemo upes npax Gesniamen docmun 00 HAYUOHATHA DA3a OaHHU 6 CbomeemHama OvprCasa
unenxa? B npencrasenust eEEJIOI] YHaCTHHKBT € nocoyun otroop ,.He”. Komucusra cuura, ye T031
OTFOBOp € I10-CKOpO TeXHWYecKa rpelika npu nombisane Ha eEEJIOT], 3amoto B Yact III, Paznen B:
Ocnoeanus, cevpsanu ¢ niawanemo na danvyu u COYUANHOOCUSYPUMENHY 6HOCKY HA CHILMS JOKYMEHT e
JICKIIapupaJl, 4¢ HE ¢ M3BBPIIMI HAPYIICHHS, CBBP3AHH CbC 3abIDKEHHETO My 3a IUIAlaHe Ha JaHbUH H
COLHAIHOOCHTYPHTETHA BHOCKH.

C orstex Ha KOHCTATHPAHOTO HECHOTBETCTBHE M HA OCHOBAHHE Wi 54, an. 9 or IIN3O0II B
CPOK 10 5 pabOTHH IHH OT MOJTyYaBaAHE HA HACTOSILIHS NPOTOKO.J1 yYaCTHHKBT CJIeBA 12 MPECTABH
HOB, KopexTHO nonbiaHen eEEJIOII B koiiTo 1a ca oTpaszenn ropeonucannTe oGeTosTe cTBa u/man
APYTH 10KYMEHTH, KOHTO CbABPHKAT IPOMEHEHA WJIH JONbJIHeHa HH(pOPMALHSL. JonbaHuTeHOo
pe10CcTaBeHaTa HHpOPMALMs MoKe a 06xBama H GaKTH U 00CcTOATEICTBA, KOUTO €A HACTHIHIH
CJIel KPaiHHHs CPOK 32 MoJIyyaBaHe HA 0ePTHTE WM 3aSBICHHATA 32 ydacrue,

11. Odeprara na yyacranka ,,PEH MEJUKBJI” EOO/ cbabpixa cieHuTe 10KyMeHTH:
11.1. INanka ,.3asiBnenue 3a yuactne”, kosTo ChbpXKa:

- OIMC Ha [IPE/ICTABEHUTE TOKYMEHTH;

- enexrponed EEJIOIT;

11.2. [Nanka ., Texuuuecko PEUIOKEHHE ", KOSITO ChIbPIKa:

- TIPCIIIOXKCHNS 32 U3TBJIHEHHE HA OPBUKATA 110 000COOEHH TTO3HIUH;

- TaOJIMIIK 3a ChOTBETCTBUE C TEXHUYECKATA crierpuKanus;

- JIeKJlapauus 3a ChbIjache ¢ KIay3uTe Ha JJ0roBopa;

- JIeKJIapalus 3a Cpoka Ha BaIMIHOCT Ha odeprara;

11.3. OTaenHu Henpo3payHH IJIMKOBE C HAIITHC lpennaranu uenopu napaMeTpH’ 3a BCsiKa OT
000COOEHUTE MO3UIUHU, BKITIOYEHH B oepraTa Ha yyacTHUKA;

11.4. Ornenna 3aneyatana omakoBKa ¢ HAIITHC ~Moctpu”.

[Tpu pasrnesxnane na eEEJIOI ua ,,PEN MEJAUKDBJI” EOOJl komucHsTa KOHCTaTHpa CJIeHUTE
HECBOTBETCTBHS:

- B HYacr II, Pasgen A: Undopmarus 3a HKOHOMHYECKHSE omneparop, Oyksa 1) Hxonomuyeckusm
onepamop mooice iu 0a npeocmagu yoocmosepenue 3a niamenu COYUAIHOOCULYPUMEIHU 6HOCKU U OAHBbYU
unu  ungopmayus, koamo we nozeonu na 6b31a2auus  Opean  uiu  6b3N0NUCUMeNs Oa  NoAYHU
Yoocmosepenuemo upes npsx b6esniamen 0ocmvn 0o HAYUOHANHA 0a3a OAHHU 6 CLOMEeMHamMa OvbPICasa
unenxa? B npeacraenust eEEJ]OIT YHaCTHHKBT € noco4us orrosop ,.He”. Komucusara cuuta, ye to3u
OTIOBOp € I0-CKOPO TEXHW4ECKa rpemika mpu nonbisane Ha eEEJ[OIN, 3amoto B Yacr III, Pasnen B:
Ocnosanus, cevpsanu ¢ niawanemo na danvyu u CoOYUAIHOOCU2YpUmMenHu 6HOCKYU Ha ChUIUS JOKYMEHT €
ACKJapupail, H€ HE ¢ W3BBPIINII HAPYUICHHS, CBhP3aHU ChC 3aIb/DKEHHETO MY 3a IUIAIIAHE HA JAHDBUH U
COLHATTHOOCUTYPHUTETHH BHOCKH.

C oraex Ha KOHCTATHPAHOTO HECHLOTBETCTBHE H HA OCHOBaHMe 4.1. 54, aix. 9 or IMII30I1 B
CPOK /10 5 paloTHH IHH OT MOJyYaBaHe HA HACTOSIIHS NPOTOKOJI Y4aCTHHKBT CJIeBa 2 NPeACTABH
HOB, KopekTHO nonbaHeH eEE/IOIN B koiiTo 1a ca oTpasenn ropeonucanuTe o6CTOATENCTBA /MK
APYIH AOKYMCHTH, KOHTO CBAbP:KAT NPOMEHEHa HJM J0NbJHeHA HHpopmauns. JonbIHHTEIHO
MpenocTaBeHaTa HHPOpMaHs Moske Ja 00XBama u GpaKTH u 00CTOATE/ICTBA, KOUTO €2 HACTHITHJIH
CJ1e/l KpaiiHHSA CPOK 32 MoJIyYaBaHe Ha oePTHTE WM 3asBJICHHSATA 32 y4acTHe.

12. Oeprara Ha yuacruuxa ,,EJITIAK - JIUZUHT” EOO/I cvabpixa crepnute 10KyMeHTH:
12.1. INanka ,,3asBenue 3a yuacrue”, KOSTO ChIbpIKa:

- OITHC Ha NpecACTaBEHHUTE JOKYMEHTH;,

- exexktponen EEJIOIT;



- EC cepruduxaru 3a namecena ..CE” MapKHpOBKa BBPXY H3JCIHATA HIM AEKIapalus oOT
HPOH3BOIMTEIIUTE 3a ChOTBETCTBHUE ¢ JlupekTnBa 93/42/EUO — 3aBEPEHH OT YYaCTHHUKA KOIHS;

- Bamanu ceptuduxkaty EN ISO 9001:2008 w/mmu EN ISO 13485:2012 wusnanen wa
HMPOUSBONTEIIS HJIH CKBUBAICHTCH IOKYMEHT — 3aBEPEHH OT Y4YaCTHHKA KOTHS:

12.2. Tlanka ,, TexHuuecko npeioxenne” 3a Beska 000cobeHa Mo3ULKs 110 OT/EITHO, ChAbpiKalIa:

- NpC/UIOKEHHE 32 U3MTbIHEHHE Ha OPHYKATA;

TabJIMIH 32 CHOTBETCTBHE C TEXHHUECKATA crieunukanms;

ACKIIAPAIHA 32 CBIVIACHE C KJIAy3HTE Ha IIPHJI0KEHHUS IPOEKT Ha I0TOBOP;

- JIeKJlapauus 3a CpoKa Ha BTHAHOCT Ha odeprara;

12.3. Henpo3paunu miMkoBe ¢ Haamuc -IIpe/uiarany neHoBu napamerpu” — 3a Beska 060coGena
MO3HLHSA 110 OT/IEIIHO;

12.4. Otzenna 3aneyatana OMaKoBKa ¢ HAIITHC .MocTpu”, chabpikalia MOCTpH Ha 060coGeHuTe
TMO3MIHH, 32 KOMTO YYaCTHHKBT 10jaBa odepra.

[pu pasrnexnane va eEEJIOI Ha ,,EJITTAK - JIM3UHI” EOO/JI xomucusTa KoHCTaTHpa, Ye He
Ca HaJIMIEC HECPOTBETCTBUS M HENBJIIHOTH, KAKTO M OCHOBAHHUSATA 34 OTCTpaHABaHE OT YYacTHE ChIJIACHO
wi.54, an. 1 or 30IT v yn. 55, an. 1. 1.1 ot 30IL [IpencraBenu ca naHeHH OTHOCHO npodecHoHanHaTa
FOZIHOCT M TCXHHYCCKUTE BH3MOXKHOCTH HA YJaCTHHKA, KOUTO ChOTBETCTBAT HA 3aI0IKEHHUTE KPUTEpHH 3a
noadop.

Hacrosmoro 3aceanue Ha komucusTa npukmoun B 20:00 yaca.
[IpencenarensT Hacpoun creBaImoOTO 3ace1aHte HAa KOMHCHSTA Ha 30.05.2018 r. ot 16:30 yaca.

T'pero 3aceianne Ha KomucHsITa — 30.05.2018 r.

Ha tpertoro 3acenanne komucHsiTa TMPOABIDKA C  PA3ITICKAAHETO 110 CHILECTBO HA MPEICTABEHHUTE
OT YHaCTHHLHTE TOKyMEHTH 1o 4. 39, an. 2 ot [1130I1 3a ¢choTBeTCTRHE C H3UCKBAHMATA KBM JIHYHOTO
ChCTOSIHME U KPUTEPHHTE 3a 110100p, OCTABEHH OT BH3IOKHUTEIIS, IPHA KOETO KOHCTaTHPa CIEIHOTO:

13. Odeprara na yyacrunka ,,KA - M MEJUKBJI” EOO/ cbhabppixa cleIHATE JOKYMEHTH:
13.1. [Nanka ,,.3asBrnenue 3a yyactue”, KosTo ChAbpXKa:

- OITMC HAa MpPEe/JCTaBEHUTE JOKYMEHTH;

- EEJOII /ua CD/;

13.2. INanka ., Texunuecko npeuioxkerne”, KosTo ChIbpKa:

- NpeUIOKCHHS 33 H3MBIHEHNE HA MOPBUKATa 10 000COOEHH TO3UIHHK:

- TaOIMIK 3a ChOTBETCTBHE C TEXHUUYECKATA cnenuUKanus;

ACKIIApALHs 32 ChIIIACHE C KIIAY3HTE HA IPUIOKEHHS MPOEKT Ha J0TOBOP;

- JICKJapalis 3a CpOKa Ha BaTHHOCT Ha odeprara;

13.3. 3aneyatanu HENpPO3paYHU IUIMKOBE ¢ HAITHC -IIpennaranu nenosu napamerpu” — 10 6posi;
13.4. OtzenHa 3aneyaTana OMakoBKa ¢ HAITHUC ~Moctpu”.

Ilpu pasrmexnane va eEEJIOI na KA — M MEJIUKBJI” EOOJI xomwucusTa KOHCTaTHpa
CJICJIHUTE HECHOTBETCTBUSI:

- B Yacr IV, Pasnen A: [00nocm y4acTHHKBT He € MOCOYMI HHTEPHET aapechT Ha
Msmbinutenna areHums mo nekapcTBarta, KOSTO € M3nana PaspelIeHHETO 3a TBPrOBHS Ha €apo ¢
MEIMIMHCKN U3JIeHs;

- B Yact IV, Pasnen B: Texuuuecku u npodecHOHATHH CIOCOGHOCTH B CeKIHUATa, Kacaella
BEIMOMKHOCTTA y4aCTHHKA Jia NpPe/loCTaBH CePTHOUKATH OT WHCTUTYLMH 1O KOHTPOJ HA KauecTBOTO
YHaCTHHKBT € OTTOBOPUJ yTBBPANTEHO. [locoueno e cbuio, ye mHpOpMAIMS 33 CHUMTE € Ge3MIaTHO
AOCTBITHA,  HO HE e mocovueH uHTepHer azpec. [lo-momy ca onwucanu ceprudukati u OTOPH3AlHOHHH
nucma. Komucusita cumra, ue e KOPCKTHO B TO3M Cly4ad Jla ce CIOXH OTMeTKa Ha ..He” OTHOCHO
GesmaThus 0cTHI B Gasa JaHHM 10 MH(OPMaLHATA, NOTBBPIK/ABaIla Bb3MOKHOCTTA 3a MPENOCTaBSIHE
Ha CePTHHHKATH OT HHCTHTYLIMH 110 KOHTPOJI Ha KA4€CTBOTO.

C oraen Ha KoHCTATAUMHMTE MO-TOpe H HA OCHOBAHHE 4.I. 54, an. 9 or IMN3O0II B cpok a0 5
Pa0OTHH IHH OT TMOJyYABAHE HA HACTOSLIAS MPOTOKO YYaCTHHKBT CjleiBa [1a MpeaCTABH HOB,
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KOpeKkTHO nonb.iHen eEEJOIN B koiito aa ca OTPa3¢HH ropeonucaHnTe 06CTOATEICTBA H/HIIH Apyru
AOKYMEHTH, KOHTO CBABPKAT NpPOMEHeHA HJIH AonmbjaHeHa wHHopmaums. JlonbaHHTEIHO
fipeocTaBenaTa nHpopmManus mMoxe 1a o6xBama u dbaxkT H o6cTOATENCTBA, KOHTO ca HACTLITHIH
CJIEA KpaHHHSA CPOK 32 NoJIy4aBaHe Ha oepTHTE MM 3asIBIeHHsITA 32 y4acrHe.

14. O¢eprara Ha yuacruuka ,, CODAPMA TPEUJIUHI” A/l ceabpxka creHuTE JOKYMEHTH:

14.1. Ilanka ,,3ags1enue 3a Y4acTHe”, KOATO ChabpiKa:

- OIAC Ha NIpe/ICTaBeHHUTE JIOKYMEHTH 3a y4acTue B npoueaypara;

- EEJIOII na ontiuen u XapTHEH HOCHTET;

14.2. TTanka .. Texuuuecko [IPEJUIOKEHHE ™, KOSTO ChIbpKa:

= JIOKYMEHT 3a yI'bJIHOMOIIABaHE;

~  UPCUIOKCHHS 32 M3IIBJIHEHHE HA OPBYKATA 110 060COGEHH NO3ULHUH;

- TaOJIMLM 32 CHLOTBETCTBHE C TEXHHYeCKATA cnenubuKanus;

© JICKJIApAlkH 3a ChIUIACHE C KJTay3HUTe HA MPUIIOKEHHS MPOEKT Ha JI0T0BOp;

- JICKJIapalluy 3a Cpoka Ha BATMHOCT Ha odepraTa;

- ONHKC HA MPEACTABEHHTE MOCTPH;

- Bamiaen ceprudukar 3a EN ISO 9001:2008 w/wm EN ISO 13485:2012, uspanen wa
MPOM3BOJUTENISs WM  CKBHBAICHTEH JOKYMEHT, KakTo M APYTH  JIOKa3aTelicTBa OT
MPOM3BOJUTE/IA 32 EKBUBAJICHTHH MEpKH 3a OCHIYpsBaHE Ha Ka4eCTBOTO B MeIMIIMHCKATA
UHIYCTPHS;

- EC cepruduxar 3a namecena ~CE” MapkupoBka BBpXy W3mennsta Him JEKIapauus or
[IPOH3BOMUTES 32 ChOTBETCTBHE HA CHIHTE C Hupextusa 93/42EUO — 3aBEPEHU KOITHS;

14.3. 3aneuaranu nenpo3paunu mmkose ¢ Hananuc . Ilpenarann nenosu napaMeTpu’” — 91 Gpos;

14.4. Ornenna 3anevyatana onakoska ¢ Hazanuc ,,Moctpu™.

Ilpu pasrnesxnane wa eEEJIOI Ha »COPAPMA TPEUJUHI” Al xomucusTa ycraHosu
CJIE/THUTE HECHOTBETCTBHUS:

- YUaCTHHKBT e JeKiapupai, ye Y4acTBa B OTKpHTara npoueaypa 3a O60co6eHH Mo3uLuH ¢
NoNe 1,2,3,4,5,6,7.8,9, 10. 11,12, 13, 14,17, 18, 19, 23, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 37,
38, 39, 40, 46, 53, 59, 62, 65, 66, 67, 69, 72, 73, 75, 77, 79, 81, 82. 83, 85, 86, 87, 88, 89, 90, 91, 93, 94,
97,98, 103, 104, 105, 119, 121, 122, 123, 124, 126, 127, 128, 129, 130, 131, 132, 134, 135, 136, 137, 138,
139, 142, 143, 144, 145, 146, 147, 155, 171, 172, 173, 174, 175, 176, 177, 178, 179, 182, nokato Ha
OIIakOBKaTa, B KOATO € Ipe/icTaBeHa oepTaTa e 3amncaHo, e nojaBa ogepra 3a OG0COOEHH MO3UIHY C
NeNe 1,2,3,4,5,6,7,8,9, 10, 13, 14,17, 18, 19, 23, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 37, 38, 39,
40, 46, 53, 59, 62, 65, 66, 69, 72, 73,75,77,79, 81, 82, 83, 85, 86, 87, 88, 89, 90, 91, 93, 94, 97, 98, 103,
104, 105, 121, 122, 123, 124, 127, 128, 129, 130, 131, 132, 134, 135, 137, 139, 142, 143, 144, 145, 146,
147, 155, 171, 172, 173, 174, 175, 176, 177, 178. 179 u 182, Unenosere Ha KomucHSTA H3BBPIIHXA
TPOBCPKA Ha ChABPXKAIIUTE Ce B 0epTaTa Ha yyacTHHKA /IOKYMEHTH, IIPH KOETO C€ YCTAHOBH, Y€ CHIUST
HE € MPEACTABHII TEXHHYECKH NIPE/UIOKEHHS H IUTHKOBE C HAIIHC .Ilpennaraum nenorn napameTpu” 3a
Ob6ocobenn nosuuuu ¢ NeNo 11, 12, 67, 119, 126, 136 u 138, nexnapupanu B eEEJIOIN. VyacTHukBT
cleasa 1a nexnapupa B eEEJIOIT 3a kon O6ocobern nosummu ACHCTBUTEIIHO € mojan opepra;

C oruen Ha koHcTaTaumuTe 10-rope u Ha ocHOBaHHe W1 54, ax. 9 or 3011 & CpPOK 10 5
PalOTHH JHH OT Moay4yaBaHe Ha HACTOSIMSA NMPOTOKOJ YYACTHHKBT CJIeIBa 12 NpeIACTABH HOB,
KOpexTHO nonbanen eEEJIOIN B xoiiTo aa ca orpazenn ropeonxcanuTe 00CTOATENCTBA H/MIIH APYrH
AOKYMEHTH, KOHTO CBbABPKAT NPOMEHEHA WM JOI'bJIHEHA HHGpopmanusa. onbaHuTeaHO
fpelocTaBeHaTa HHGoOpMaUUs Moke Ja 06XBama u }akTn u obcTosITENICTBA, KOHTO ca HACTLIHIN
CJ1e/l KpaiiHHA CPOK 32 N0Jy4yaBaHe Ha odepTHTE MM 3aAB/IeHHATA 32 y4acTHe.

15. Odeprara Ha yyacthuka ,,AJIBU MEJI” OOJ chabpixa crieanute JIOKYMEHTH:
15.1. Ianka ,,3asBnenue 3a Y4acTHe”, KOATO ChIbpiKa;

- OIMC Ha NPe/ICTABEHHUTE JOKYMEHTH:

- exextpoHen EEJ]OIT;

15.2. INanka ,, Texauuecko TMPEUIOKEHHE ™, KOSATO ChABPIKA;

- TPCLTOXKEHHS 3a U3ITBJIHEHHE HA MIOPBYKATA 110 000COGEHH MO3ULIUH;
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- TabJMLM 3a CHOTBETCTBHE C TEXHUYECKATA CTIELH(HKALHS;

- JICKNapalluy 3a ChIIACHE C KIIay3HTE HA MIPUIIOKEHHS IPOEKT HA I0TOBOP;

- JIeKJlapallii 3a CpOKa Ha BaJMAHOCT Ha odepTaTa;

- KONHME Ha AeKJIapauus 3a CbOTBETCTBHE OT IPOU3BONTEIIS;

- Komue Ha cepruduxar ISO Ha npoussoauTess

15.3. 3aneyarann Henpo3paunn miuKose ¢ Haanuc ..JIpearanu eHoBH napaMeTpH’.
15.4. Otjenna 3aneyarana onakoBKa ¢ HAIIMUC ~Moctpu”.

[Ipu pasrnexnane va eEEJIOIN na ,, AJIBU MEI” OO/1 xoMHCHATa KOHCTATHPA, Ye HE ca HATHIE
HECLOTBCTCTBUA M HEN'BJIHOTH, KAKTO U OCHOBAHHUATA 3@ OTCTPAHABAHE OT yyacTHE ChIVIACHO wi.54, ai. 1
ot 30IT u un. 55 , an. 1, .1 or 30IL IlpeacTaBeHy ca MaHHH OTHOCHO npodecuoHamHaTa roJHocT U
TEXHHYECKUTE Bb3MOXKHOCTH HA YYACTHHKA, KOHTO CHOTBETCTBAT Ha 3aJI0XKECHHTE KPUTEPHH 32 N0I00p.

16. Odeprara na yuacrnuka ,BYJIMAP MJI” OO/ chabpika ClleJHUTE JOKYMEHTH:
16.1. Ianka .,3asBnenue 3a yyactie”, KOsSTO ChIbpIKa:

- OIMC Ha IOKYMEHTHTE, ChIbPIXKALIHU ce B odeprara;

- EEJIOII;

16.2. ITanka ., Texuuuecko npeuioxkenue” mo 060co6eHn NO3HUIHH, KOATO ChIbpIKa:

- NPENJIOKEHHs 33 U3ITbJIHEHUE Ha MOPBYKATA 110 000COOEHH [TO3HIINN;

- TabiuuM 3a COTBETCTBHE C TEXHHYECKATA CIIEIHUKALASE

- AIeKJapauus 3a ChIIACHE C KIIay3UTe Ha NPUIIOKEHHS POCKT Ha J0r0BOP;

- JIeK7apaius 3a CpoKa Ha BaJIMAHOCT Ha odepTaTa;

16.3. 3aneyatanu Henpo3payHH IIMKOBE ¢ Haanuc ,.JIpeanarany HeHOBU napametpu” — 13 Gpos.
16.4. 3aneyarana omnakoBka ¢ Haanuc ,,MocTtpu”.

Ilpu pasrnexnane na eEEJIOII nHa ,,BYJIMAP MJI” OOJl xomucusTa KOHCTaTHpa, Y€ He ca
HAJIMIE HECHOTBETCTBHA M HEMBIHOTH, KAKTO M OCHOBAHMATA 3a OTCTPAHSBAHE OT y4acTHE CBIVIACHO
wi.54, an. 1 or 3001 u un. 55, an. 1, 1.1 ot 30I1. IpeacraBenu ca AaHHH OTHOCHO npodecroHaiHara
TOIHOCT M TEXHUYCCKHUTE BH3MOXKHOCTH HA YYaCTHUKA, KOMTO ChOTBETCTBAT HA 3QJ0EHHTE KPUTEPUH 3a
noadop.

17. Odeprara na yuactuuka ,,6. BPAYH MEJAUKAJI” EOO/I chabpxa clieHuTe JIOKYMEHTH:
17.1. Ianka ,.3asiBneHne 3a yyactue”, KOSTO CBABPKA:

- OIHC Ha NPEACTAaBEHHUTE TOKYMEHTH;

- EEJOII;

17.2. Tlanka . Texuuuecko mnpeiokeHHe” 3a Bcska efHa 000cOOEHa MO3MIMSA [IOOTAEIHO,
ChAbpIKalla;

- NpeJUIOKEHHE 3a U3NbJIHEHHE Ha TTOPHYKATA;

- Tabiuua 3a CbOTBETCTBHE C TEXHHYECKATa CieNU(UKAIIHNS;

- JIeKJapalus 3a CbrllacHe ¢ KJIay3uTe Ha MPUIOKEHHs! IIPOEKT Ha J0T0BOP;

- JIeKJiapaius 3a cpoka Ha BaJIMJJHOCT Ha oepraTa;

17.3. 3aneyarann HempospayHu MMKoBe ¢ Haanuc . llpejutaranu LeHOBH mapameTpu” 3a BesiKa
e/iHa 000coOeHa MO3HIUs TOOTAETHO;

17.4. 3aneuaraHa OIAKOBKA C HAIHUC ~Moctpu™.

[Ipu pasrnexnane sa eEEJIOIN na ,B. BPAYH MEJHUKAJI” EOOJ xoMucHsTa KOHCTaTHpa
CJIEJTHOTO:

- B Yacr II, Paznen A: Undopmanns 3a nkoHomudeckus oneparop, 6yksa 1) Hkonomuveckusm
onepamop mosice i 0a npedcmagu yoocmosepenue 3a Riamenu CoYUanHoOCUSYPUMENHY 6HOCKU U OaHbYU
Wiu  UHQPOPpMAyUs, KOAMO wje NO36ONU HA 6b3IALAWUA OP2AH UIU  b3NOHCUMEN Od noayqu
Yyoocmosepenuemo ype3s npax esniamen 00cmvn 00 HAYUOHATHA GA3A OAHHU 8 CbOMEEMHAMA owpoicasa
ynenka? B npejacrapeHuAT eEEJIOIT y4acTHUKBT € HOCOYMII otroBop ,,He”. Komucusira cunra, ye to3u
OTrOBOp € I0-CKOpPO TeXHHUYecka rpemka npu nonbisBaHe Ha eEEJIOIN, 3amorto B Yacr III, Pasmen B:
OCH(JEGHM}I. C6bP3AHU C NIaU{aHemo Ha ()GH?JHH u couua-moocueypume.fmu 6HOCKY HA CBHIIHS JOKYMCHT €
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ACKIIapUpall, 4e HE € W3BBPIIUI HAPYUICHHS, CBBP3aHH ChC 3a0bIKEHHETO MY 3a IUlalllaHe Ha JAaHbLU H
COIMATTHOOCHT'YPUTEIHH BHOCKH.

- B Yacr II, Paznen B: HMHupopmatms 3a npencraButenute Ha HKOHOMHYeCKHs omeparop,
YHACTHUKBT € NCKIapupai, 4e JApy:KeCTBOTO ce NpeiCTaBlsBa H YIpaBjisiBa caMo 3aeHO: OT JBamara
YUPABUTCIIH, OT YIPaBUTEN U MPOKYPUCT WIIM OT JBAMAaTa TPOKYPHCTH, HO Ca MpPeJCTaBEHH JaHHU CaMO 3a
CAWHHUSA OT POKYpHUCTHTE — JlaHuena FHﬂHKOBa-HosoraI{;

C ornex Ha KoHcTaTanuuTe f10-rope i Ha ocHoBaHue 4. 54, an. 9 or II3O0II B cpok 10 5
PabOTHH IHM OT MOJyYaBaHe HA HACTOSIIHS MIPOTOKO.]I YYaCTHHKBT CJIeBA Ja MPEICTABH HOB,
KopexTHO nonbaHen eEEJIOIN B koiiTo 1a ca orpaszenn roOpeonHcanuTe 00CTOATEICTBA H/HIIH APYTH
AOKYMEHTH, KOHTO CBABLPKAT TNPOMEHEHA WM JONbJIHEHA HHpopmanus. JonbaHHTENHO
NMpelocTaBeHaTa HHpOPMaHs Moxke 12 06XBama n GaKTH u 00CTOATEICTBA, KOUTO €A HACTHIIM/IH
CJIe/l KDAHHHSA CPOK 32 MO.TyYaBaHe Ha oePTHTE H.IH 3asIB/IeHHATA 32 ydacrue.

18. Oeprara na yuacrnuka ,, HHTEPTAJIEHUKA” OO/ chabpika ciieaHuTe HOKYMEHTH:

18.1. INanka ,,3asBnenue 3a y4acTHe”, KOSTO ChAbpiKa:

- OIMC HA NPEJICTABEHUTE JOKYMEHTH;

- EEJIOIT - npeacraBen Ha maruuten HOCHTE;

- Pa3pelUCHHUE 3a THPrOBUS Ha €IPO C MEJMIMHCKH H3/Ie/H:

- JIeKJapauus 3a CbOTBETCTBHE OT IPOU3BOHTEIS:

- EC ceprudukaru 3a crotBeTCTBHE C HupextuBa 98/79/EC, usnanenu ot HOTH(HIIUPAH OpraH;

- cepruduxaru — ISO 9001:2009:

- cepruduxaru — ISO 13485:2012;

- ACKyapanys 3a pasnoJiaraHi PecypeH 3a U3IbIHEHHE Ha OPhYKATa;

- /IOKa3aTCjiCTBAa 3a M3BBPIICHWUTE [OCTABKU: JEKJIapalMs ChC CIHMCHK Ha JIOTOBOpHUTE, C
[TOCOYBAHE HA CTOHHOCTHTE, JIATHTE U MOJIYYaTeIUTe, 3aeIHO C J0KA3aTECTRO 34 H3BBPIICHATA JOCTaBKA,;

18.2. Tlanka .. Texunuecko NpeUIoKeHue” — 3a BcsKa OT 00ocoBGeHuTe IMO3UIIHH, BKIIIOYEHH B

ogeprara, KOsATO ChAbpIKa:

- TNPEIIOKEHHE 3a U3MbIHEHUE Ha OPhYKaTa;

- TabiMna 3a ChbOTBETCTBHE C TEXHHYECKATA crneuudukanus;

- /ICK/Iapaius 3a ChIylacue ¢ KJIay3uTe Ha MPUJI0KEHHs [IPOEKT Ha IOroBOp;

- JICKJapauus 3a CpOKa Ha BATHIHOCT Ha odeprara;

- JIeKnapanus 3a KoHpuaeHIManHocT o wi. 102, an. 1 3011;

18.3. 3aneyatanu Henpo3payHM IUIMKOBE ¢ HAAMHC .IIpesnaranu nenoBu napamerpu”.

18.4. MocTpu ¢ npupyxaBaiii JOKyMeHTH:

- AHAJIMTHYHH CEPTH(QHKATH — 3a JI0Ka3BaHe HA HOHHHA ChCTAB Ha IPE/ICTABEHUTE KOHLIEHTPATH

3a XeMOHaJIn3a;

- IPOTOKOJIHM 3a M3clie/iBaHe Ha eHI0TOKcHHM /LAL Tect/;

- TIPOTOKOJIM 3@ MHKPOOHOJIOTHYEH KOHTPOJI;

- OIKC Ha MpEeACTaBEeHHTE MOCTPH.

Ilpu pasrnexnane Ha eEEJIOI Ha ,, MHTEPTAJIEHUKA” OOJ xommcusita KOHCTATHpA, Ye He
ca HaMIle HECHOTBETCTBUSA M HEMBJIHOTH, KAKTO H OCHOBAHHATA 3a OTCTPaHABaHE OT y4acTHUE ChIJIACHO
.54, an. 1 or 3011 v un. 55, an. 1, .1 ot 30IL. [IpencraBenu ca 1aHHH OTHOCHO npodecuonaiHaTa
TOZHOCT M TEXHUYCCKUTE BB3MOXKHOCTH Ha YYaCTHHUKA, KOMTO CHOTBETCTBAT HA 3aJI0KEHHTE KPHTEPHH 3a
moadop.

19. Odeprara Ha yuacTHHKA »BUKOME/” OO/I chabpixa crieHuTe JIOKYMEHTH:

19.1. I'lanka ..3asBnenue 3a y4acTue”, KOSTO ChAbpKa:

- OITMC HA NIPEJICTABEHHTE JJOKYMEHTH;

- eEEJIOII - na enextpounen nocuren /CD/:

- Pa3pCIICHHE 33 THPTOBHS Ha €IPO ¢ MEJMIMHCKH H3/IE/HS C TPHIIOKEHO paspellieHHe OTHOCHO
IIpOMHHﬁ Ha CKJIaJOBO MOMEIIICHHE — 3dBEPCHO KOITHE;

19.2. I1anka ,,TexHuuecko NIpeJUIOJKEHHE ™ 3a Bcska 000cobeHa mo3uIus IIOOTIIETHO, ChABpPIKAIIIA:

- NPE/UIOXKEHHUE 3a U3MIBbIHEHHE Ha 0PhYKATa;
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- Tabnmua 3a CHbOTBETCTBHE C TEXHHYECKATA CHICLH(DHKAIIH:

- /ICKJIapalis 32 IPUEMAHE Ha YCIIOBUATA M KJIay3HTe Ha JJOTOBOpA;

- ACKJIapalliH 3a CpOKa Ha BAIMIHOCT Ha oepTara;

19.3. 3anevaran HenpospayeH IUIMK ¢ HaAmHC .Ilpennaranu neHoBu mnapamerpu” 3a Beska
obocobeHa Mo3uIMs MOOT/IEITHO.

19.4.  Otnenna 3anevatana onmakoBka ¢ HaAMUC ~MocTtpr”, B KofATO ce chaBpKAT MoCTpHTE 110
000cOOEHHUTE MO3UIUH, 32 KOUTO ¢upma ,, BUKOME” 00 ydacTBa.

I1pu pasrnexnane na eEEJIOI na ,, BAKOMEJI” OO/l xomucusiTa KOHCTaTHpA, Ye He ca HAIMIIC
HECHOTBETCTBHA M HCMBLIHOTH, KAKTO M OCHOBAHHSATA 3@ OTCTPAHSBAHE OT y4acTHE CBHIVIACHO wWwi.54, ai. |
or 30IT 1t un. 55, an. 1, 1.1 or 30IL [IpencraBeHu ca JaHHH OTHOCHO npodecHoHaNHaTa TOIHOCT M
TEXHUYCCKATE Bb3MOKHOCTH HA yYaCTHHKA, KOUTO CHOTBETCTBAT HA 3a7I0KECHUTE KPUTEPHH 3a oabop.

20. Odeprara Ha yuacthuka ,HCTJIUHK BbJTAPUST” OO/J cbabpika clieIHUTE TOKYMEHTH:
20.1. INanxa ,,3asBieHue 3a yyactue”, KOSTO ChIbpIKa:

- OIIHC Ha NPE/ICTABEHUTE JOKYMEHTH;

-  EEJOIT - na CD;

20.2. INanka ., TeXHH4ECKO NpeUIOKeHUE”, KOSTO ChIABPKA:

- TIPE/UUIOXKEHHA 3a M3IbJIIHEHHE HA MOPBYKATa [0 000COOEHHN MO3UIMH;

- TabIMIM 32 CHOTBETCTBHE C TEXHUYECKATA CHIEIM(UKALHS;

- JICKJapauus 3a 3alo3HaBaHe ¢ KIay3uTe Ha JI0roBopa;

- JIeKJapalyH 3a CpoKa Ha BJIWAHOCT Ha odepTaTa;

- JIeKy1apanus 3a KOH(QUAEHIHaTHOCT

20.3. 3aneyaTanu HENMpO3pa4yHH ILTHKOBE C HAZIIHC w[Ipeiaranu nenoBu napamerpu” - 94 6posi.
20.4. OtaenHa 3aneyarana ONnakoOBKa ¢ HAAIMHC ~MocTtpu”.

[Ipu pasraexnane na eEEJIOIT na ,MCTJIMHK BBJTAPUS” OO/l xoMHcHsATa KOHCTATHpa
CJIETHOTO:

- YYaCTHHKBT € JeKJIapupas, 4e yyacTBa B OTKpHTATa npoueaypa 3a O60cobeHH Mo3uuMH ¢
NeNe 1,2,3,4,5,6,7,8,9,10, 11, 12, 13, 14, 185, 16, 17, 18, 19, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33,
34, 35 moKaTo Ha OINAKOBKaTa, B KOATO € IpejCTaBeHa odeprara e 3ammcano, e momasa odepra 3a
O6ocobenn mozumuu ¢ NeNe 1,2, 3, 4,5, 6,7, 8.9, 10, 11, 12,13, 14,15, 16, 17, 18, 19, 23, 24, 25, 26, 27,
28, 29, 30, 31, 32, 33, 34, 35, 37, 38, 39, 40, 42, 44, 45, 46, 50, 51, 53, 60, 62, 63, 66, 67, 69, 70, 71, 72,
73,75,77.79, 80, 81, 82, 83, 85, 86. 87, 88, 89, 90, 91, 92, 93, 94, 96, 97, 98, 99, 102, 105, 122, 124, 131,
143, 144, 145, 146, 147, 148, 149, 150, 151, 152, 153. 154, 155, 159 u 161. YUneHoBere Ha KOMHCHSTA
M3BBPIINXA NPOBEPKA Ha CHABPIKALIUTE Ce B OepTaTa Ha y4acTHHKA TOKYMEHTH, [IPH KOETO Ce YCTAHOBH,
4€ CHUMAT € MNPEeJCTaBHJI TEXHMYECCKH MpPE/UIOKEHHS M IUIMKOBE C Haanuc ,Jllpemraranu ueHosu
napameTpu” 3a BCHYKH OO0COOEHM MO3MIMH, MOCOYEHM HA ONAKOBKATA HA oeprata, a uMeHHO
OBocobenn nosummm ¢ NeNe 1, 2, 3.4,5,6,7,8,9,10, 11, 12, 13, 14, 15, 16, 17, 18, 19,23, 24,25, 26,27,
28. 29, 30, 31, 32, 33, 34, 35, 37, 38, 39, 40, 42, 44, 45, 46, 50, 51, 53, 60, 62, 63, 66, 67, 69,7071, 72,
73.75,77.79, 80, 81, 82, 83, 85, 86. 87, 88, 89, 90, 91, 92, 93, 94, 96, 97, 98, 99, 102, 105, 122, 124, 131,
143, 144, 145, 146, 147, 148, 149, 150, 151, 152, 153, 154, 155, 159 u 161. YYacTHHKSLT cielBa aa
nexnapupa B eEEJIOI 3a kon O60co6eHu NO3HIMK ICHCTBATEIHO € oA odepra;

C orutex Ha ropemns/0keHoTO M HA ocHoBaHHe 4. 54, an. 9 ot III30II B CPOK 10 5 padoTHH
AHH OT NOJyvaBaHe HA HACTOAUIMS NMPOTOKOJ YYACTHHKBT CJI€IBA 1A NPEACTABH HOB, KOPEKTHO
nonbianen eEE/IOIl B koiito 1a ca orpastenn ropeonmcaHure o6CTOsITEICTBA M/HIIH ApYyrU
AOKYMEHTH, KOHTO CbALPKAT NpPOMEHEHA WM /oNb/HeHAa uHHpopmanus. JonbJHATEIHO
Npe1ocTaBeHaTa HHPOPMAaLHA MosKe Ja 00XBama H GAKTH H 06CTOATENCTBA, KOHTO ¢4 HACTHIHIH
CJIe/l KpaiiHHsl CPOK 32 MOJTy4aBaHe Ha odepTHTe WIH 3asBICHHSTA 32 yUaCTHE.

21. Ogeprara na yuactuuka , MEAUTPEN” EOOJ] ChIBPIKA CICHUTE JOKYMEHTH:
21.1. Ilanka ,.3astBeHue 3a y4acTHe”, KOSTO ChAbPKA:

- OIIMC Ha NpeJICTAaBeHUTE IOKYMEHTH;

- EEJIOIT;
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©  /IOKYMEHTH, I0Ka3Ballli TEXHUYECKHTE U IIPODECHOHATHHTE CIIOCOOHOCTH Ha YYaCTHHKA:
" Paspelenne 3a ThproBus Ha epo
* ceprudpukaru [SO 13485:2012 /um CKBUBAJICHT/ HA MMPOU3BOIHTEIHTE
* EC cepruduxaru 3a CE MapKHPOBKa U JIEKJIapaliuH 32 ChOTBETCTBHE;

21.2. IManka ,, Texuuuecko [IPCIIOKEHHE ™, KOATO ChIbpiKa:

- HPCIUIOKCHHUA 3a M3IBJIIHEHHE HAa IOPBYKATA 110 000CO0EeHH MO3UIIUH;

- TalJIMLM 32 CHOTBETCTBHE C TeXHHYeCKATa cnenugpuKanus;

- ACKJIapanus 3a ChIrJIacHe ¢ KJIay3HuTe Ha MPHIOKEHUS MPOEKT Ha 10roBOpa;

- /leKiapaliis 3a cpoka Ha BAMIHOCT Ha odeprara;

21.3. 3anevarann HETIpO3pavHH MIHKOBE ¢ Haanuc ,.J[lpeaaranu neHosu napamMeTpu’ .

21.4. Otaenna onakoBka ¢ HaAmHC .MocTtpu”.

Ilpu pasrnesxxnane na eEEJIOIT na ,,ME,[U/ITPEFIJI” EOOJI xomucusra YCTAHOBH CIIEJHUTE
HECBOTBETCTBHS:

- BHYacr II, Pasgen A: Uudopmarus 3a HKOHOMHYCCKHs oneparop, OykBa 1) Hxonomuveckusm
onepamop mosice 1 0a npedcmasu yoocmoesepenue 3a niamenu CoyuanHoocusypumennu 6HOCKU u danvyu
U unghopmayus, Kosmo we no3eonu na Gb3NaauUs Opean Uy 6b3N0JICUMeNs Oa NOAYYU

yoocmosepenuemo upes npsax 6esniamen docmn 00 Hayuonamna 6aza Oaunu 6 cvomeemnama
Ovpoicasa unenka? B NpPeACTaBEeHHAT eEEJIOIT yuacTHHKBT € nocoun oTroBop ,.He”. Komucusra cuura,
1€ TO3H OTrOBOP € M0-CKOPO TEXHMYECKA IPElKa MPH MOMTbIBaHe Ha eEEJIOII, 3amoto B Yacr 111, Pazmen
b: Ocnosanus, cevpsanu ¢ niawanemo na OaHDYU U COYUATHOOCUSYPUMENHY 6HOCKY HA ChINUA JOKYMEHT
€ JICKJIapHpall, Ye HE € U3BbPLIKI HAPYIICHHS, CBBP3aHH ChC 3a/bIKEHHETO MY 3a IJIalllaHe Ha JaHbLUU U
COLHMATTHOOCHTYPHUTETHH BHOCKH:

- YHaCTHHKBT € jeKiapupai, ye ydacTea B OTKpuTaTa npoueaypa 3a O60co6eHH MO3MIUH ¢
NeNe 1, 2, 3, 24, 254, 27, 29, 33, 45, 46, 97, 102 u 161, goxato Ha OMAaKoOBKATa, B KOSATO € MpeJcTaBeHa
odepTara € 3anucaHo, ye 1o1aBa odepra 3a O60cobenn mozumuu ¢ NoNo 1,2,3,24,25,27, 29, 33, 45, 46,
97, 102 u 161. Makap ue B Ciiydas ABHO CTaBa BBIIPOC 3a TEXHUYECKA Iperika IIPH TIONIBJIBAHETO Ha
EEJIOIL, unenosete Ha xomucusita M3BBPIIHXaA MPOBEPKA Ha ChAbpXKALINTE ce B odeprara Ha YYacTHHKA
AOKYMEHTH, IIPH KOCTO CE YCTAHOBHM, Ye ChHUIMAT € MpPEACTABHI TEXHHYECKO NPEUIOKEHHE U IUIMK C
Haanue . Ilpexnaranu neHosn napamerpu™ 3a OGocoGena nosuuust Ne 25. C orzen Ha KoHcTaTHpaHata
Pa3/INKa yYaCTHHUKBT cnelBa ja aekiapupa B eEEJIOIT 3a kou OGocoGenn NO3UIHH NEHCTBUTEHO €
nojian odepra;

C orsex Ha KoHcTaTAHHUTE No-rope H Ha ocHOBaHHe 4WiI. 54, aix. 9 or II3OII & ¢poK g0 5
Pa0OTHH AHHM OT NOJy4aBaHe HA HACTOSIIIHS MPOTOKOJI YYaCTHHKBT C/IeIBAa A NPEICTABH HOB,
KopekTHO nonbiaHen eEE/IOIN B koiiTo aa ca orpasenn ropeonucanuTe 006CTOATEICTBA H/HIIHN APYTH
AAOKYMEHTH, KOHTO CBABbPKAT MNPOMEHEHAa MJIH JA0NbJIHEHA uapopmanus. JlonbaHHTEIHO
NpenocraBeHaTa HHGOpMaLHsa MoKe 12 06XBama u baKTH 1 06CcTOATENCTBA, KOHTO €A HACTHIHIH
C/Ie/l KpaHHHs CPOK 32 NMOJTyyaBaHe Ha oePTHTE W 3asIBICHHATA 32 ydacrue.

Komucusra npukmoun paGora B 19:50 yaca.
Ha ocHoBanue ui. 54, an. 8 OT/H-[BOH HACTOSIIHST MPOTOKOJI CJI€/IBA Ja Ce M3IPaTH 10 BCHUKHU
YHaCTHHIM B I€Hs Ha myOiukyBaneToMv s [Tpoduna Ha KyIyBaua.

SanunyeHa
MHOpMaLUS Ha
OCHOBaHwWe 4. 2 an.2
o1 33J1[ BbB Bpb3Ka C
un. 42 an. 5 ot 30

3anunyeHa
nHdopmaLus Ha
OCHOBaHue 4n. 2 an.2
oT 33/ BLB Bpb3Ka ¢
yn. 42 an. 5 ot 300

BanuyeHa
MHOPME 4

YIEHOBE: 1........ CNEeSEey =

Banunuyena
nHgopmaLus Ha
CCHOBaHWe yn. 2 an.2

o1 331 3bB 1

Banuuera
MHopMaLUs Ha
OCHOBaHue 4n. 2 an.2
ot 33/ ebB Bpb3Ka C
un. 42 an. 5 ot 30r1
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