TITPOTOKOJI Ne 1

Ha 08.1/'2.2016 r. oT 11:00 gaca ce npoBeae NMyOIUYHO 3acelaHUe HAa KOMHCHS, HA3HAYEHA
.cb¢  3amosen - Ne PJI-11-416/08.12.2016 r. ma n-p Ilerbp MockoB, MHUHHCTED (Ha
37paBeona3BaHETO, Ja H3BbPIIM INOAOOP HAa yYaCTHHUMTE, pasriiefa, OUECHHM M .Kiacupa
nojazeHuTe odepTu 1o oOIlecTBeHA MOpbYKa C MpeaMeT: ,/Jocmaska Ha OUAzZHOCMUKYMU U
 koHcymamueu 3a CITHH, eupycnu xenamumu Bud, cut])uﬂuc u Opy2u CeKCyanHo npedasavu
uHghekyuu no Hauuonaﬂua npozpama 3a npeeenuu;l u xoumpon na XHB u cexcyanno
npedasanu ungpexyuu ¢ Penyonuxa bvneapun 2016-2020 2. 3a Hysicoume Ha cmpanama npes
12016 2.”, éKxousama 48 o6ocodenu nozuyuu. O6meCTBeHaTa NOpBYKa € OTKPHTA c Perenue Ne
P[1-11-373/01.11.2016 r. Ha MEHHCTBPa Ha 3PABEOIIA3BAHETO.
I.ChcTaB Ha KOMHCHATA:

Ilpeacenaren:
Bans MutkoBa, 1bpxaBeH eKcnepT B otaen ,,OIl%, nupexuus ,,HPOHB”
YiieHoBe:
1-p Bsipa ToHeBa, T1aBeH EKCTIEPT B AMPEKIHAS ML
JHenunna Banuesa, CTApIIX EKCTIEPT B AMPEKLIHS M
MBan ByuoB, riaBeH IOpHCKOHCYAT B oTaAen ,,Ol1%, nupekius ,,HPOH3”
Credxa Xnebaposa, IOpI/ICKOHcy.TIT B otaen ,,OI, mupexuus ,,HPOII3”.
PezepBeH npeacenares:
EgenuHa BacunkoBa, JbpXKaBeH €KCIEPT B OTAEN ,,OH‘ JHAPEKIHS ,,HPOHB
Pe3epBHM YiieHOBE: :
JIbuesap Ha3apOB rJIaBEH IOpI/ICKOHch'IT B otzen ,,OI%, JPEKIHS ,,HPOHS
Hlenait EMuHOBa, CTApIIHM IOPHCKOHCYIT B otaen ,,OI1%, nupekuus ,,HPOII3”.

Ha oTKpHTOTO 3aceflaHHe B3exa y4acTHe BCHYKH PENOBHH YJIEHOBE Ha KOMHCHSTA. Hpenu
HAuaJOTO Ha 3aCEJaHMETO M Cilefl. NONyyaBaHe Ha CIMCBKA C YYaCTHHULHTE B 06H1€CTBeHaTa
IOpbYKa, BCHYKH WICHOBE HA KOMUCHSTA noAmucaxa JEKapanyy o wi. 103, an. 2 ot 3aKkoHa 3a
~ obmecTrenute nopbuku (30I1). Ilpean OTBapsiHE HA OTAKOBKMTE, ChIbPIKALLM Tpe/UIoKeHUATa
Ha YYaCTHHLHMTE, KOMHCHSTA CE 3allo3Ha C yTBBpAEHATa OT BB3JIOKHMTENA JOKYMCHTALMA 3a
. ydacTHe B poLeypaTa 3a Bb3araHe Ha o0luecTBeHaTa nopbyka.

II. CiuchbK HA MPEMIOKEHUATa HA Y4acTHHLHUTE B npouenypaTa 3a Bb3jlaraHe Ha
o0LIecTBeHA MOPBYKA, 110 pena Ha TAXHOTO MOJABAHE B €I0BOACTBOTO Ha MHHHCTEPCTBOTO
Ha 3paBeona3BaHeTo:

Koncrarupato 6e, 4e B onpeneneﬂnﬂ cpox ca nocThimH 11 (enHHaz{eceT) NIPEJUTOXKEHNU,
KaKTO CJie/iBa:
1. IpennoxeHue ¢ BX. Ne 26 01-201/07.12.2016 r., MOAEHO B 12 40 ygaca ot ,,AA MeauKbI
Brirapus® OO/] 3a o6ocobenn no3umuu Ne 1 1 Ne 15
- 2. TIpennoxenwe ¢ Bx. Ne 26-01-202/07.12.2016 r., nonaneHo B 12:52 yaca ot ,Enmak- -JIuzuHr® -
EOOZ[ 3a 06OCO6eHH nosummu Ne-14 u Ne 15; ‘

3. Tpemnoxenune ¢ BX. Ne 26-01-203/07.12. 2016 r., noganeHo B 14:07 yaca ot ,,3 MEJI* LOO[[
3a o6ocobena no3uus Ne 14;
~ 4. Tpennoxenue ¢ Bx. Ne 26-01-204/07.12.2016 ., noganedo B 14:51 waca ot ,,l'ammaop

Bwarapus™ OO/ 3a o60cobenu nozunuu NeNe 2, 3, 7 1 8;
5. Tlpemnoxenue ¢ Bx. Ne 26-01-205/07.12. 2016 r., IO/IA[ICHO B 15:28 vaca ot ,,bI’ MEI[ EOON
3a 060cobenn nosuru NelNe 1, 3, 14 1 15;
6. Hpennomeﬁue ¢ Bx. Ne 26-01-206/07.12.2016 r., moganeno B 15:31 daca OT ,,MapBeHa
muarroctuka® EOOJ] 3a o6ocobenn no3uuun NelNe 5, 6, 9, 10, 19, 20, 21, 36, 37 u 38; _
7. Tlpennoxernue ¢ Bx. Ne 26-01 -207/07.12.2016 r., monaneHo B 15: 35 yaca ot ,,Jlanc dapma“
"EOO]I 3a obocobenn mozummu NeNe 1, 2, 3, 11, 12, 13, 14, 15, 16, 17, 18, 21, 23,-24, 25,26, 27,
28, 29,30,31,32u 33;
8. Ilpemioxenue ¢ BX. Ne 26- 01-208/07.12.2016 r., nogageHo B 15:49 yaca ot ,,Apxo KOMIIaH#"*
EOO]I 3a.060co6eHa nozuuus Ne 15;
9. INpeanoxenue ¢ Bx. Ne 26-01 -209/07.12. 2016 r., nojageHo B 15: 55 yaca OT ,,I[HaMf:n OO[[ 3a
06oco6eHn nosumuu NeNe 23, 24, 25, 26, 27, 28, 29 30, 31, 32'm 33;
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10. TIpennoxenue ¢ BX. Ne 26-01-211/07.12.2016 r., noganeHo B 16:14 yaca ot ,,Enra 90M*“ OOJ]
3a 06ocobenn noszuumu NeNe 1, 3..4, 5,6, 7,8,9, 10, 11, 12, 13, 16, 17, 18, 36, 37, 38, 39, 40, 41,
42,43,44,45,46,47u48; .. .

11. Tlpennoxenue ¢ BX. No 26-01-212/07.12.2016 r., nonaneso B8 16:49 yaca oT ,, AHTHcen
bearapus® OO0/] 3a 0600066HH nosunuu NeNe 5, 6,9, 10, 36, 37, 38, 44, 45, 46,47 u 48.

[TomaneHnTe WPEUIOKEHHS ca INPEACTaBEHH B 3anedyaTaHd, HAANMCaHW, HENMpo3payHu
OTAKOBKH ¢ HeHapyIleHa Lsioct. [IpeaoxkeHus, NOCTBHIMIA ¢ KpaiHUs CPOK HAMA.

3a yuacTue B IpQLEAypaTa € MOAafeHo Hpeanoxenue ¢ Bx. Ne 26-01-210/07.12.2016 1. B

16:11 yaca ot ,JIa6 Jluaroctuka® OOJ] 3a ob6ocobena mosuuus No 14 Ha ropelLHTHpaHaTa
oblecTBeHa Mopbuka. [10 HEeBHHMAaHMe, ONAKOBKATAa Ha IPENNOXKEHHETO 3a ydacTve e Ouio
OTBOPEHO OT CTYXHTeN Ha MHHHCTEPCTBOTO Ha 3/[paBeONa3BaHETo, NPEM HACTHIIBAHE HA jfataTa
M Yaca 3a oTBapsHE Ha K odepTH. B®B Bph3Ka C M3BBPILICHOTO CBHINECTBEHO HPOLEXYPHO
HApyIUeHHe, C KOETO ce Iperpakia BB3MOXHOCTTA 32 3aKOHOCHOOPasHO npOBemaHe‘ Ha
TpolleAypata, Bb3JIoKuTeNsT u3nasa Pemenne Ne PJI-11-415/08.12.2016 r. 3a npexparsBaHe Ha
npouenypa ¢ mpeaMer: ,;JloctaBka Ha JHarHOCTHKYMH H Kxoncymarusu 3a CIIUH, BupycHH
xernatutt B u C, cudHIiC B ApyTH CeKCyatHo npeaaBaHd HHGekuuu no HanuoHanHa nporpaMa
3a TpeBeHIHNA U KoHTpon Ha XUB u cexcyaiHo mnpenaBaHH uH¢ekuuu B PemyCmuka beirapus
2016-2020 r. 3a HyxauTe Ha crpaHara mpe3 2016 r.”, BK/TIOUBAIA 48 060CO6EHH MO3MIUHM, B
yacTTa i1 10 06ocobena nozuims Ne 14, Tectose 3a auarnoctuka Ha Cudunuc /TTIXA/.
o III. OrBapsine. HA “PerHCTPUPAHATE B /1€JOBOACTBOTO 3aleYyaTaHH HENPO3PAIHH
ONMAKOBKH, ChABP/KAIIH NPeIJ0KEHHATA Ha y4acTHHIHTE.

Ha ocuoBaHue Ha 4. 54, an. 2 ot [IpasuiHKKa 3a Npuiarade Ha 3aKoHa 3a OOLIECTBEHHTE
nopsuku (IIII30II), npu mnyOnuuHMTE MAEHCTBHA HAa KOMHCHATA NPHUCHCTBAaXa CHEAHHTE
Tpe/ICTaBUTENH Ha YYaCTHHLMTE:

Cunsus PanioBcka, yIbJIHOMOLIEH IPEACTABUTEN Ha ,, AHTHCE Brarapus OO/
Xpucto XpUCTOB, YI'BIHOMOILEH Hpe,ZICTaBI/ITéJI Ha ,,EJITA 90M*“ OOL;
Tondue VimamoBa, ynbiHOMOLIEH npejicTaBuTen Ha ,,J{uamen’ OO/

Wnusn ApHaynos, ynpasHTen Ha ,,Apko kommasu EOOJL;

[letxko KpbCTeB, yIBIHOMOLIEH IpeACTaBHTEN Ha [ 'amunop beirapus™ 00/l u
Enu Uy6pueBa, yIbIHOMOMIEH pecTaBuTen Ha ,,Jlanc papma“ EOOL:

Criel MICHTH(HUKANKS HA TPHCHCTBALIKMTE, PEICENATENAT Ha KOMUCHSTA 3alI03Ha BCHUKH
cbe ChabpKanueTo Ha Pemenne Ne PJI-11-415/08.12.2016 r. 3a mpexparsBaHe Ha mpoleaypa ¢
npeamer: ,,JIocTaBka Ha AHATHOCTHKYMH H xoHcymatuu 3a CITH, BUpYCHH X€NaTHTH BuC,
CHOUINC M APYTH CEKCyanHO npenasaHd MHQexuun no Harmonaixa nporpama 3a MpeBCHIUA H
xkoutpost Ha XMB u cekcyanHo npenasaHu uHQekimu B Penybnuka bbnrapus 2016-2020 r. 3a
Hy)KIHTe Ha cTpaHara mpe3 2016 r.”, Bkmousama 48 060COOEHU TO3UIMM, B YacTTa |M IO
obocobena moszunust Ne 14 , TecroBe 3a auarHocTuka Ha Cuduiuc /TIIXA/. TlpencenareiaT Ha
KOMHCHATa OOSBH, e MpEeIIOXeHHs, TONAJeHH 3a NpekpaTeHata 000cobeHa MO3MUHS Ne 14
., Tectose 3a auarHoctrka Ha Cudumc /TITXA/ HMa 1a 6baaT pasriaeKaaHd OT KOMUCHATA.

KommcHsITa IPOIBIDKH CBOSITA paboTa, KaTO OTBOPH MO pPefia Ha TAXHOTO IMOCTERIBAHE
NPEUIOKEHNATA Ha YJYaCTHHIMTE, ChAbPXKAIIM CE B 3aNEHaTaHUTE HENPO3PatHH OMAaKOBKH,
OTOBECTH TAXHOTO CHABPXKaHWe W H3BBPUIM NPOBEPKA 32 HAJMYMETO HA OTACIHH 3aletarany
TUIMKOBE C HAJIMUC ,JIpe/iaranu UEHOBH MapaMeTpu‘. . : ‘ '

B u3mbJIHEHHE Ha pasnopefOuTe Ha wi. 54, ail. 4 u an. 5 oT IIT30T11, Tpuma wieHOBE Ha
" KOMHCHATA H O €IWH TPEJCTABHTE] HA NPYTMTE YYacTHHIH, MOJMKCAXa ChABPHKALIMIE CE B
NPEIOXKEHNATa HA YYACTHHIMTE, TEXHHYECKH MPEVIOKEHUS, KaKTO ¥ OTACTHUTE 3alleiarati
[IMKoBe ¢ Hamnuc . JIpemmarand ueHoBd mapameTpu’. C H3BBPIIBAHE Ha TODHHTC HEHCTBHA
MPUKMOYM MyOIHYHATA 9aCT OT 3aCeJaHHETO HA KOMUCHSTA.

IIpencefaTensT Ha KOMHUCHATA OOABH, 4e BCHHYKH NOKYMCHTH, CBBP3AHH C o6mecrleeHaTa
NOphUKA, BKIFOYATETHO M TPEACTABCHHTE NPEINOKEHWT 33 ydacTHe Ie ce ChbXpaHsABaT B
crpazara Ha MHHHCTEPCTBO Ha 3[paBeONa3sBaHeTo Ha Il »Csera Henemna™ Ne 5, Bropu €Tax, cTad
Ne 216. , -l o ’ | |
' TpesceaTeNaT Ha KOMHCHATA ONPEAEIIA CIICJBALIOTO 3aKPHTO 3aCC/aiie Ha KOMHCHSATA .
~ Jla ce IpoBe/ie Ha 13.12.2016T. ‘ , ' ’
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IV. Pasraexaane Ha JoKyMeHTHTe no 4. 39, ai. 2 or IIII30II 3a cnroTBeTcTBHE €
H3HCKBAHHMATA KbM JIMYHOTO CHCTOSHHE H KPHTEPHHTE 32 noaGop Ha 3aKPHTH 3aceNaHHs,
nposeneny B nepuoga or 13.12 xo 13.01.2017 r. B penosHus C'bCTaB Ha KOMHCHATA.

1. Pasrnexnane Ha JOKYMEHTHTE NpeAcTaBeHH oT ,,AA Menuken bearapus® OOJL| 3a
obocobenu mo3unuu Ne 1 u Ne 15 3a CHOTBETCTBHE C M3UCKBAHUATA KbM JIMYHOTO CHCTOSHHE H
KpUTEpPHUTE 3a NOA00P.

1.1. B 3asgBnenueTo 3a ydactue 1o ofliecTBeHaTa noer{Ka ce KOHCTaTHpaxa CleJHHTe
‘HEIBJTHOTH: .

. KbM 3asBNeHHETO 3a y4acTHe He € NMPHIOXKEH CIHCHK Ha BCHYKH 3a[BIDKEHH LA | 110
cMuchiia Ha wi. 54, an. 2 u wr 55, an. 3 or 30I1 U B CHOTBETCTBHE C H3HCKBAHETO| HA
Bb3noxutens B Paspen [I1. ,,CoappkaHue Ha IPEANOKEHHETO Ha y4acTHHKa™, dact ot ['napa ([V:
,,OOIIH HM3UCKBAaHHMS KBM YYAaCTHHIIMTE OT AOKYMEHTalusATa Ha MOpbYKaTa, 3asBICHHETO 3a
y4yacTHe cleBa 3 BKIIOYBA M CIIMCHK HA BCHUKM 3abJDKEHH JIMIA IO CMUCHIA Ha Wi. 54, an.|2 U
1. 55, an. 3 ot 30I1, He3aBHCHMO OT HAaMMEHOBAHHETO HA OPraHMUTE, B KOMTO y4acTBarT, WIIH
JUTBXHOCTHTE, KOUTO 3aeMaT (B CBOGONEH TEKCT);

Ha ocHoBanue uwi. 54, an. 8 u an. 9 or IIII30I1, yyacTHHKBT cienBa Jaa IpEeCTaBy Ha
KOMHCHSATA CIIHCHK HAa BCHYKH 34 BJDKEHHU JIMIA 110 CMHCHIA Ha WL 54, an. 2 u un. 55, an. 3 ot
30I1, He3aBHCHMO OT HAMMEHOBAHHWETO HA OPTAHKTE, B KOUTO y4acTBaT, HIIH JUIBKHOCTUTE, KOUTO
3aeMat (B CBOOOJIEH TEKCT). .

1.2. B npencrasenust EEJIOI, ce koHCTaTHpaxa ClieHUTE HEIBJIHOTH:

1.2.1. YYaCTHHKBT HE € MIPEJOCTABHII nHpopmanug B 4act IV, oyksa ,,B¥, 1. 9 ot EEJIOI]
32 yIOCTOBepsABaHE Ha MHHHMAIHHTC H3HCKBAHHA 3a TEXHMYECKMTE H IIPOGECHOHATHHUTE
CnoCcOOHOCTH HA YUACTHULIUTE, B CBOTBETCTBHE C M3UCKBAHETO HA BB3JIOKUTENS B oaTouKa 4.3.3,
yact ot Pasmen II: ,,O6pasust HAa [NOKYMEHTH M YKa3aHHE 32 NOATOTOBKaTa MM®, Touka 4:

,Kputepuu 3a moxbop, mpaBHa, MKOHOMHYECKA, (QHHAHCOBA M TEXHHYECKA I/IHQ)opMauHﬂ" oT
JOKyMEHTallusiTa 3a [OpBhYKaTa, a HMEHHO: YIOCTOBEpABAHE HA BB3MOXKHOCTTA, aKo 3a
13paboTBaHE Ha HAKOH TecTOBe HsMa HATHYHA anapaTypa, yYacTHHKa Ja Ipe[CTaBH TaKapa|d 1a

- IIOAIbPIKa CHIATA 3@ BPEMETO, B KOETO ce H3paboTBaT TECTOBETE.

Komucusita cMsTa, 4e Y9aCTHHKBT CEABa a PELOCTaBH uHGbOpMAarlHs, OTHOCHO TOB, Ue

aKo 3a u3paboTBaHe Ha HAKOH TECTOBE HAMa HaJMYHA anaparypa, J0CTaBYHKBT 1€ MPENOCTABH H

11Ie TOJUYbPIKa TaKaBa 3a BpEMETO, B KOETO IIE €€ U3paboTBaT HEIOBHTE TECTOBE.
1.2.2. Y4yacTHHKBT He € IpeocTaBui nudopmanus 8 vact 1V, Oyksa ,,B“, T. 9 o1 EEIIOH

32 yIOCTOBEpsABaHe HAa MHHHMAJIHHTE M3UCKBAHMA 3@ TEXHHYECKHTE H npoQ)eCHOHanHme

CIIOCOOHOCTH Ha ytIaCTHHuHTe B CHOTBETCTBHE C H3MCKBAHETO Ha BB3NIOXKUTEIS B IOATOKE 4.34,

" yacT or Pasmen II: ,O6pasuy Ha NOKYMEHTH M yKa3aHWe 3a HOATOTOBKaTa MM, Touka 4:

.Kputepun 3a noxGop, npaBHa, MKOHOMHYECKA, (MHAHCOBA M TEXHHYECKA HH(ioopMaun'x oT

JIOKYMEHTAIMATa 33 [OPHUYKATa, @ IMEHHO: YIOCTOBEPABaHE OT yJaCTHHKA Ha Bb3MOXKHOCTIA, €

e MOAXBPKA 33 CBOS CMeTKAa HAIWYHATA W3BBHTAPAHIMOHHA anaparypa, Ha KOATO e ce

obpaboTBaT TecToBeTe (HANMYHA anaparypa CBIVIACHO MPHIIOKEHHE Ne 2, wyacr oOT

JNOKYMEHTAIUATA 33 YYACTHE).

KoMucusara cMsTa, Ye YUaCTHUKBT CielBa Aa npeJmCTaBH HH(popMaupm OTHOCHO TOBa, 49€
e TOAABPXKA 3a .CBOS CMETKA HalIMYHATa I/I3B’I>H1‘apaHIlI/IOHHa amapatypa, Ha KOSTO IIe ce
H3paboTBAT TECTOBETE.
1.2.3. Y4YaCTHUKBT HE € IIPEJOCTaBHII uapopmanus B yact 1V, 6yksa ,,B“ T. 9 ot ELHOH
3a YIOCTOBEpsBaHE Ha MVHAMAIHUTE W3UCKBAHHS 32 TEXHAYECKHMTE M npotbecnonanﬂme

COCOGHOCTH HA YYAaCTHHIIMTE, B CHOTBETCTBHE C H3UCKBAHETO Ha BB3JIOKHATENS B nonTqua 4.3.5,
gyact oT Pazmen II: ,,O6pasmm Ha NOKYMEHTH M YKa3aHUE 33 MOArOTOBKAaTa UM, Touka 4:
,Kputepun 3a moabop, 1paBHa, ‘MKOHOMHYECKa, GHHAHCOBA W TEXHIYCCKA HHQ)opMauHﬂ oT
JIOKyMEHTAIIMSTA 33 TIOPBYKATA, & MMEHHO: YIOCTOBEpSIBAHE OT YYAaCTHHKA Ha BB3MOXHOCTTA, He
amapaTypara Ha KOSTO e ce paboTH ¢ TeCToBeTe e OBIe ¢ TEXHUIECKH TapaMeTpH He oy "HHCKHU
OT TE€3H Ha ChINECTBYBALIUTE. '

KomucusTa CMATa, Y€ YIaCTHHKBT Cile/1Ba /1a IPeAOCTaBH HHpOpMaIHs, OTHOCHO TOBA, Y€
anapaTtypara Ha KOSITO 1ie ce paGoTH ¢ TeCToBeTe IIe 6b/le C TEXHHYECKH NapaMeTpH He 1o- -HHCKH

OT TE3H _Ha CT)I_L[CCTByBaIIlI/ITe. . ’
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Ha ocHoBaHue . 54 an. 8 uarn. 9 or HH3OH YYACTHHKBT CIEIBA B CPOK 710 5 paboTHH
[IHH OT foJlyYaBaHe Ha HACTOSLIMSA NPOTOKOI Jia OTCTPaHH KOHCTATUPAHUTE HECHOTBETCTBHS HIIH
JIMIICH Ha MHbOpMarus, KaTo mpejactaBd Ha komucusta HoB EEJIOI u/unu npyru noxyMeleH,
KOMTO  CBABPXKAaT npOMege}iaTa v/MmM  JONBIHEHaTa = MHpOpMAUHS. - I[omﬂmmenlﬂo
NpeIocTaBeHaTa HH(OPMalHsi MOXe 1a 06xBama U GaKTH U 0OCTOATENCTBA, KOUTO ¢a HaCThIHIIHN
cieq] KpaifHHs CpOK 3a IONydaBaHe Ha obepTH WM 3asBJEHHA 32 ydacTde. [Ipu mpejcTaBsHe| Ha
HoB EEJIOIL, y4acTHHUHMTE crelBa Ja HMaT npeaBuj pasnopenbara Ha wi. 67, an. 1 ot 3011,
xakto ¥ mnocodyeHoto B EEJIOIL, ue cnenBa Jla TIPENoCTaBAT HH(popMauHx caMo KOraro
KpHTEpHATE 3a MNOAOOp ca OWIM H3UCKBAHM OT . BB3JIOKHTENS B OOSABIEHHETO, WIH B
JOKYMEHTALMSATA 32 TOPHYKATA, TOCOYEHA B OOABIECHUETO. '

2. PasrnexxnaHe Ha JOKYMEHTHTE NMPEICTABEHH OT A,,EHI{aK - Jlusuar EOO/I 3a oGocobena
no3unus Ne 15 3a CHOTBETCTBHME C M3MCKBAHUATA KBM JIHYHOTO CHCTOSIHHE M KPHTEPHHUTE 3a
non6op. Komucusta He pasriiena NpeioXeHHETO Ha y4acTHHKa 3a o6ocobena mosuuus Nej 14,
THH KaTo chlIaTa e npekparena ¢ Peinenune Ne P/1-11-415/08.12.2016 r. Ha BB37I0XKHUTETISL.

2.1. B 3asBneHHeTO 3a y4acTHe MO OOINecTBEeHATa IOPBYKA C€ KOHCTATHpaxa CIeTHHUTe
HEMBbIHOTH: :

KbM 3agBJIEHHETO 33 ydacTHe HE € MPUIIOKEH CIHCHK Ha BCHUKH 3ab/DKEHH JIHI@ M0
cMHchAa Ha wi. 54, an. 2 w un 55, an.. 3 or 30Il U B CHOTBETCTBME C M3WUCKBAHETO Ha
Bo3noxutens B Paznen III. C”blI’bp)KaHI/Ie Ha NPE/UIOXKCHHUETO Ha y‘{aCTHHKa yact oT ['nasa [V:

,OOIIH M3HCKBAHHA KbM YYAaCTHHLMTE™ OT JOKYMEHTAlHMATa Ha- NOpbYKaTa, 3asBICHHETO 3a .
y4acTHe Clle/iBa Ja BKII0UBA U CIIMCHK HA BCHUKH 3a[(b/DKCHH JTHIIA TT0 CMUCHIA Ha WL 54, al 2 1
wr. 55, an. 3 or 30I, He3aBUCHMO OT HAHMEHOBAHMETO Ha OPraHuTe, B KOMTO yHacTBAT, /M
JUTHKHOCTHUTE, KOHTO 3aeMaT (B CBOOO/IEH TEKCT);

Ha ocnosanue 4n. 54, an. 8 u an. 9 ot I1H30Il, y4acTHUKBT CieniBa 1a HpeﬂCTaBI/I Ha
KOMHCHATA CIIMCHK HA BCHYKH 3abDKCHH JMIA MO CMHMCHJIA Ha Wi. 54, a2 u . 53, an.|3 or
30I1, He3aBUCHMO OT HAUMEHOBAHHETO Ha OPTAaHUTE, B KOMTO Y4acTBaT, HJIH IJIbXHOCTHTE, KOUTO
3aemat (B CBOGOJIEH TEKCT). o

2.2.B Tpe/ICTaBeHHUS EEJIOI1, ce koHCTaTHpaxa CJIEAHUTE HEMNbJIHOTH:

2.2.1. V4aCTHHKBT He € [IpeJoCTaBHII uH(popmanus B dact [V, 6yksa ,,BY, T. 9 ot EEI[OH
33 yIOCTOBEpsBaHE Ha MHHHUMATHHTE HM3MCKBAHHA 3@ TEXHHYECKHTE H npo¢)ecn0Hanﬂme
CIIOCOGHOCTH Ha YYAaCTHHLMTE, B CHOTBETCTBHE C H3HCKBAHETO Ha BH3NOXKHUTENS B nonTqua 4.3.3
yact or Pasmen II: ,,O6pasius Ha JIOKYMEHTH M yKasaHHe 3a NOATOTOBKaTa HUM™, TOYKa 4

»KpuTepru 3a nondop, mpaBHA, UKOHOMHUYECKa, ¢dbuHaHCOBA M TEXHHYECKA an)opMauan oT
JOKyMEHTAllWATa 3a IOPbYKaTa, a HMEHHO: YINOCTOBEpsBAaHE Ha BB3MOXKHOCTIA, aKO 33
u3paboTBaHe Ha HAKOM TECTOBE HSMa HAIMUHA aNaparypa, y4acTHHKa Ja l’Ipe[[CTaBPI TakaBa H 1a
NONAbPXKA CHIIATA 3a BPEMETO, B KOETO Ce nU3paboTBaT TECTOBETE.

KoMHcHsATa CMATa, Y€ YUaCTHHKBT ClIeBa [a PpeJocTaBu HHOopManus, OTHOCHO TOBA, 1€
aKo 3a M3paboTBaHe Ha HAKOHM TECTOBE HAMA HATMYHA amaparypa, IOCTaBYHKBT 1€ IPEAOCTaBH U
11le TOANBPXKA TAKaBa 3a BpEMETO, B KOETO 1LIE Ce M3paboTBaT HErOBUTE TECTOBE.

2.2.2. Y4YaCTHHKBT He e IpefocTaBui HHdopmauns B dact IV, 6yksa ,,BY, 1. 9 o1 EEJOII
‘33 yJOCTOBEpSABaHE HAa MHHHMAJHHTE H3MCKBAHHS 33 TEXHUYECKHTE H 1podecHOHATHUTE
CIIOCOOHOCTH Ha YUYACTHHLIUTE, B CBOTBETCTBHE C M3KMCKBAHETO Ha BH3JIOKUTEINS B MO/ITOYKA 434,
yact or Paszmen II: ,,OOpasuu Ha I.[OKYMCHTPI M YKaszaHHe 32 MOArOTOBKAaTa UM, Touka 4:

.Kputepun 3a mombop,. npaBHa, HKOHOMHYECKA, $uHaHCOBA ¥ TEXHHYECKA HHQ)opMam'aﬂ oT
JIOKYMEHTAIMATA 3a NOPbUYKATa, a HIMEHHO: yIOCTOBEPSIBAHE OT- yqaCTHHKa Ha BB3MOXKHOCTTa, 4e
e MOAABP)Ka 33 CBOSl CMETKA HalTH4YHaTa M3BbHIAPAHIMOHHA anaparypa, Ha KOATO [ile ce
oOpaboTBaT TecToBeTe (HANMYHA amnapaTypa CbIJIaCHO HpHHO)I(eHHe Ne 2, wyacr ot
JIOKYMEHTAIHATA 32 Y4acTHE).

KOMHCHSATA CMSTa, e YYACTHUKBT CIE/Ba Ja IPeoCTaBd HHGOpMALIUs, OTHOCHO TOBa, e
e MOUIBPXA 3a CBOS CMeTKa HaJMyHATa M3BbHrapaHlMOHHA anapatypa, Ha KOATO |lie ce
- u3paboTBaT TeCTOBETE. ; : ‘

2.2.3. YYacTHHKBT HE € IPE0CTaBUI HH(POPMAIIHA B 4aCT IV, 6yksa ,,B“, 1. 9 oT EEIIOH
3a ynocmBeps[BaHe HA MHHHMaHMTE HM3HCKBAaHHi 33 TEXHHYECKHTC H npoq)eCHOHanHme
CTMIOCOGHOCTH HA YYACTHHIIHTE, B CHOTBETCTBHE C H3UCKBAHETO HA BE3JIOKHTENS B HOIITO‘H(‘a 4.3.5,
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yact ot . Pazgen II: ,,O6pasus Ha NOKyMEHTH H yKa3aHHe 3a IOArOTOBKaTa MM, TOYKa | 4:
,Kputepun 3a momGop, npaBHa, HKOHOMHYECKA, (HHAHCOBA M TEXHHYeCKa HHGMOpPMAUHS" [OT
JIOKyMEHTALlUSTa 33 [I0PBYKATA, @ HMEHHO: Y0CTOBEPABAHE OT YJAaCTHHKA HA BH3MOXNHOCTTE, | 4€
amapartypara Ha-KOosAToO e ce paboTH ¢ TeCTOBETE 1Ie OBJE ¢ TeXHH‘{eCKI/I napamMeTpH He [10-HUCKH
OT T€3U Ha ChIIECTBYBAIIUTE.

- KomucusTta cMsTa, 4e yJaCTHHKBT CJIE/IBA 14 TPENOCTABU I/IHq)OpMaHHSi OTHOCHO TOBa, 4e
anapaTypaTa Ha KOSTO 1€ ce pabOoTH ¢ TecToBeTe e OB1e ¢ TeXHHYECKH TIapaMeTpH He I10- HHCKH
OT TE€3H HA CHILECTBYBAILUTE. -

2.2.4. Y4aCTHHKBT HE € IOMBIHKI HHPOpMALHUITa B tIaCT 111, 6ykma ,,I™ or EEI[OH B
none: ,,CrnenupUuHK HAIMOHATHH OCHOBaHHUS 33 U3KIIIOUBAHE ', B CHOTBETCTBUE C YKA3aHHATA Ha
BB3JIOXKHTENS 3a IOCOYBAHE HAa 0OCTOATENCTBATA 110 4.3, T.8 OT 3UDOIPIOTIAPKTIITAC.

KoMucHsTa cMATa, Ye y4aCTHHKBT Clie/[Ba Ja IpefoCTaBH MHGPOpMALHs, OTHOCHO TOBa
Janyd € HanuMue Hakoe OT obcrosTtencTsara no ul. 3, T. 8 OT 3aKOHA. 32 WKOHOMHYECKUTE W
(PMHAHCOBHUTE OTHOWICHHS C PYIKECTBATA, PETUCTPUPAHH B FOPHCANKLIMA-C npedepeHUMaNet 1aHBy€eH
POXHM,  KOHTPOJMpaHWTE OT TAX ~JWLUa M TeXHHTe  JeHCTBUTENHH  COOGCTBEHHLM
(SI/ICDOI[P}OHI[PKTHTI[C) nombiisaiky yact I11, 6ykea ,. I or EEJIOIL.

Ha ocHoBanue ui. 54, an. 8 u an. 9 ot I1[I3011, y4acTHAKBT C/IEABA B CPOK IO 5 pabOTHH
JIHH OT TOJly4aBaHe Ha HACTOSIIKS IPOTOKOM Ja OTCTPAHH KOHCTATUPAHATE HECHOTBETCTBUA HIIH
JIMINCH Ha MH(OPMAIHS, KaTO MPEACTaBH HA KOMUCHSATA nwoB EEJIOII u/unu apyrd HOKYMEHTH,
KOWTO ~ CBBPXKAT  INPOMEHEHaTa w/umM  ONBIHEHAaTa  MH(DOPMALMS. ):[onmmmf'mno
JTIpeocTaBeHaTa HH(opMauHs Moxe Ja obxsalla U GakTu u 06CTOATENCTBA, KOHTO Ca HACTBITHIH
clienl KpaiHus CpOK 3a MojydaBaHe Ha O(epTH MM 3asBleHus 3a ydactue. [Ipu npezcTapsHe Ha
HoB EEJIOII, yyacTHunMTe CieaiBa fia MMaT MPENBHI pasnopexnbara Ha 4. 67, ai. 1 oT 3OH
kakTo H nocoyenoro B EEJIOII, d¥e cinexBa na mnpenocTaBsAT ‘uHGOpMalKS €aMo KOraro
KpHTEpUHUTE 34 non6op ca OWIM M3MCKBAaHH OT BB3JOXKUTENI B 0651BJ'I€HI/I€TO WIH B
~ IOKyMEHTAIUsTa 38 MOPBUKATA, I0COYEHa B OOABICHHUETO. ;

3. JleficTBMS Ha KOMHCHSATA 110 OTHOLIGHHE Ha IPEICTaBEHHUTE OT .3 MEJ“ EOOJ
JOKYMEHTH 3a ChOTBETCTBHE C M3HCKBAHUATA KbM JINUHOTO CHCTOSHHE U KPHTEPUMTE 32 noabop
3a 3a 060co6eHa nosumsa Ne 14, Tectose 3a nuardoctuka Ha Cadumnc /TIIXA/.

Y4acTHHKBT € Mojai Mpejioxenue ¢ Bx. Ne 26-01-203/07.12. 2016 r. 3a yyacTue B
obLIeCcTBEHa ITOpbyKa, ¢ MpeaMer: ,,JocTaBKa Ha IMAarHOCTHKYMH: H KOHCYMaTHBH 32 CHI/IH
supycHH xenatuTd B u C, cudummc U Apyrd CEKCYamHO NpEAaBaHH HHQ)HKHHH no Hauuonanua
nporpaMa 3a mpeBeHIHs ¥ koHTpon Ha XVIB u cekcyaiHo npenaBaHH vHpexuuy B Peny6nm<a
Benrapus 2016-2020 r: 3a HyXAWTe Ha CTpaHaTa Mpe3 2016 r.“, xnouBama 48 o6ocobeHH
no3uimHu, 3a 06ocobena nosumus Ne 14, Tectose 3a nuarsoctuka Ha:Cuduinc /TITXA/.

C Pemenune No PJI-11-415/08.12.2016 r. Ha MMHHCTBpA Ha 3[paBEOIA3BAHETO € .
npekpaTeHa 060cobeHa Mo3HIHA Ne 14 , Tectose 3a auardoctuka Ha Cudunuc /TIIXA/, qlac*r oT
oblecTBeHa MOpbuYKa ¢ mpeaMer: ,JlocTaBka Ha AHArHOCTHKYMM M KOHCYMAaTMBH 3a CHI/IH
BHPYCHH XemnaTuT B u C, cuQumic ¥ ApyTH CEKCyaHO NpeaBaHy undukiuy o Hanuonanxa
rmporpama 3a npeseHuus W kKoHTpon HA XVB u cexcyanHo npenaBaHH uHpeknuu B Penmybruka
Boarapus 2016-2020 r. 3a Hy)XAUTE Ha CTpaHaTa npes 2016 r.f

[lopamy HM3I0XEHOTO IO-TOpEe KOMHCHATAa HE OTBOpPI npeioxende ¢ BX. No i ,26 -01-
203/07.12.2016 r. Ha yqaCTHHKa "3 MEJI* EOOJ], chabpxallo ce B 3aledaraHa Helpo3padna
ONaKoBKa.

4. PasrnexaaHe Ha NOKYMEHTHTE MPEACTaBEHH OT ,['aMunop Brarapus® OOJ( 1o
060cobenn nozurmy NeNe2, 3, 7 1 8 3a ChOTBETCTBHE C H3UCKBAHHMATA KbM JIMTHOTO CHCTOSHUC H
KPUTEpHHTE 32 MOAOOp. anCTHHKLT € TpeaCTaBuIl Mocrpa Ha u3genusTa odepupaHd IO
obocobena nosunus Ne 2. :

4.1. B nipeacrasenust EEJIOIL, ce KoHcTaT#paxa ClICAHATE HEITBIHOTH:

4.1.1. B 4act 111, 6yksa ,,I* o1 EEJIOII, B mone: ,ClelHGHIHN HAUMOHAIHHE OCHOBaHHS
3a M3KIOYBaHe®, Ha BbOpoca: ,llpwmarat om ce crenudUYHUTE HAIMOHAIHUA OCHOBAHMA 34
M3KIFOUYBAHE, KOWUTO Ca IOCOYEHH B CHOTBETHOTO oOsBJICHHE MIH B HOKyMEHTalusdTa 3a

|
ofIecTBeHaTa MOPHUKA®, YUAaCTHHKBT € IOCOYMI OTroBop ,/Jla- -Heobxommmo e Hanuuke Ha
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PaspeliieHue 3a THProBUsS Ha €Ipo ¢ MeOUUHHCKM u3fgenus”. Ha swmpoca: ,,B ciyyail, 4e|ce
Ipuiiara HAKoe cuend(pUYHO HAMOHATHO OCHOBAHHUE 3a M3KI/IIOYBAHE, HKOHOMHYECKHS OnepaTop
MpepHeNn JIM € MEPKH 3a peaGMIHTHpaHe IO CBOS HHMLMATHBA?®, YUACTHHKBT € mocodun
0TroBop ,,Jla — MpPHIOXKEHO € KBM JOKYMEHTALMATA, PaspelleHHe 3a ThProBUs Ha'e,up(% c
MequiHCKY u3enus oT MAJL Ha umeto Ha ,l'amupop Bearapus™ OOL™. ToxymeHTa, Ko#TO
YYACTHHUKBT € NOCOUHI KaTo MOKA3aTeJICTBO 3a MPEANPUETH MEPKH 3a peabUIITUPaHE, a HMEHHO!
PaspemieHye 3a THProBus Ha €Apo ¢ MeAMUHMHCKH u3nemus or WMAJI Ha umero Ha ,,I'amunop
Buirapus OOJ] e HeoTHOCHMM KbM HapymeHuero Ha 4i.3, T.8 or 3UPOIPIOIAPKTITIC.
KoMucusaTa cMmsaTa, 4e€ Y4YaCTHHKBT € JMAONMyCHaN (PAaKTHYecKa TIpelika I10 OTHOIIEHME | Ha
fieKnapupaHuTe ob6CTOATENCTBA MO0 Wi. 3, T. 8 OT 3aKOHA 38 MKOHOMHYECKHTE H unaHcoBHTE
" OTHOIIEHHSA C JPYXKeCTBaTa, PETUCTPUPAHH B IOPHCIMKIMH C NpedepeHHancH JaHbYEH PEKHUM,
KOHTPOJMPAHUTE 0T TAX TvLa H  TEexXHHTE NeHCTBUTEIHH COOCTBEHHLIU
(BUOOIPIOITJIPKTIITIIC).. -
KOMHCHSTA CMATA, Y€ YYACTHUKBT CieJBa OTHOBO J1a NPEeA0CTaBH MH(POpMAlHs, OTHQCHO
“TOBa [N € HajHie HAKoe OT oOCTosATencTBaTa no ui. 3, T. 8 oT 3akoHa 3a HKOHOMUUECKHTe H
(MHAHCOBHTE OTHOLUEHHS C APYKECTBATA, PETUCTPHUPAHHU B IODHCAMKLIMH C NpedepeHuaneH 1aHbueH
PEXHM, . KOHTPOJMpaHuTe OT TAX JWL@ W  TeXHUTe  JACHCTBUTENHM  COOCTBEHHLH
BUPOIPIOTAPKTITAC), nomsasaiiku yact I11, 6yksa ,,[** or EEJJOTI.
4.1.2. Y4acTHHKBT € npefocTaBui uHpopmauus B dact IV, 6yxsa.,.BY, 1. 9 or EEJIOII
,»AKO BB3JIOKUTENsl He pasfojara ¢ HeobXonuMaTa amapaTypa 3a M3pabOTBaHe Ha TECTOBETE
lamumop bBearapus me My npedocTaBu TakaBa Oe3IUIaTHO ~3a CpPOKa Ha JQOroBopa™.
Wndopmanusta He CHOTBETCTBA HA H3UCKBAHETO HA BB3JIOXKHUTENA. - .
3a yIoCTOBEpSBAHE Ha BH3MOXHOCTHTE B CHOTBETCTBHE C M3HCKBAHETO HA BB3JIOKUTEIS
ot Paznen II: ,,06pasuu Ha JOKYMEHTH M yKa3aHHe 3a MOATOTOBKATa UM, TOUKa 4: ;,KpHTepI[IH 3a
noabop, npaBHA, UKOHOMHUYECKa, (PMHAHCOBA U TEXHHYECKA uHopmanug®, moarouka 4.3!3 ot
JIOKyMEHTAIMATa 33 IOPBYKATa, aKo 3a U3paboTBaHe Ha HAKOH TECTOBE HAMA HAlMYHA anaparypa,
yYacTHHKA CJie[Ba Ja JEK/Iapupa; 4e Lie MpeICTaBH Takapa U Iie NOAIbpKa ChLIATa 33 BDEMETO, B
KOeTo ce u3paboTBar TeCToBeTe. _ ‘
KOMHCHSTA CM$ITa, Y€ YYacTHHKA CleJBa Aa IPeloCTaBd HHGOPMALUs, OTHOCHO TOBA; 4e
aKo 3a u3pa0OTBaHE HA HAKOH TECTOBE HSAMA HAJIMYHA alaparypa, JOCTaBYMKBT INe NIPEJOCTABU U
Lie TOAXBpPIKa TAaKaBa 3 BPEMETO, B KOETO L€ Ce U3paboTBAT HETOBUTE TECTOBE.
4.1.3. Y4UacTHUMKBT € mpeaocTaBui uHpopmanuns B dact IV, 6yksa ,,.B“, T. 9 ot EEIOIT
,Anaparypara Ha KOTO ce H3paboTBaT T€CTOBETE H CAMHTE TECTOBE HIe OBJAT C MapamMeTpH He
MO-HUCKK ~ OT chllecTByBamuTe”. HWHpopmanusTa He CBOTBETCTBA C M3UCKBAHETO Ha

" BB3JIOXKHUTECJIA.

3a ynocToBepsiBaHE Ha Bb3MOKHOCTHTE B CHOTBETCTBHE C H3MCKBAHETO Ha BB3IOXHTENS
or Pazpen II: ,,06pasiu Ha JOKyMEHTH M yKa3aHHe 3a IIOATOTOBKaTa uM*, Touka 4: ,,Kpurepuu 3a
non6op, TpaBHA, MKOHOMUYECKa, (PUHAHCOBA M TeXHMYECKa UHGOPMALMS ', MOATOYKA 43.5 ot
JOKYMEHTAalMATa 3a [OpbYKaTa, yYaCTHHKBT B Mpoueldypara Tpsbsa na ZieKapupa, e '
amapaTtypaTa Ha KOSTO e ce paboTH C TeCTOBETE e OBb/ie ¢ TEXHHUECKH MapaMeTpH HE MO-HHCKH
OT T€3H Ha ChIICCTBYBALIUTE. : _ ‘

KoMucusita CMSTa, Y€ YJaCTHHKBT ClIe/(Ba a IIpeJocTaBd HH(OpMALKs, OTHOCHO TOBA, Y€
arnapaTypaTa Ha KOATO Lie ce paboTH ¢ TecToBeTe Lie Obae C TeXHUUYECKH NapaMeTpH He NOTHUCKH

OT TE€3H HA CHILECTBYBALIHUTE. ‘ '

‘ 4.1.4. YUaCTHHKBT € OMBIHWI nHpopManys B 9acT IV, 6yksa ,,B“, T. 12 oT EEJOIL: ,Jla
— Ceptdukaru no ISO Ha yyacTHHKA ¥ HA GUPMHUTE TPOM3BOAUTENIKH H ap.. Uudopmanusra He
e mBIHA H € HeNOCTaThuHA 3a Ja Ce INpEleHH [ald CBhOTBETCTBA HA HM3HCKBAaHMATA Ha
BB3IOXKMTENS. 3@ YIOCTOBEPSABAHE HA BB3MOXKHOCTHTE B CBOTBETCTBHE C W3MCKBAHETO HA
BB3noxuTens ot Pazgen II: ,,06pasiy Ha JOKYMEHTH U YKa3aHHE 3a IIOArOTOBKaTa uM™, Touka 4:
.Kpurtepuu 3a monGop, npaBHa, WKOHOMMYECKA, (HHAHCOBA M : TEXHHYECKA PIH(I)Opl\'/IaLII/ISI“, :
noartouka 4.3.1 OT JOKyMeHTauMsTa 3a NOpPHYKAara, YYaCTHHKBT CleBa Jia MpelocTasH
uHdOpMalKs, Y€ TIPUTEKaBa BATHIIHA CHCTEMA 3 YNIPABJIEHHE Ha Ka4eCTBOTO MO CTaHAApT BJAC
EN ISO 9001:20XX WMIM eKBMBAJICHTHA CHCTEMa 3a yIpaBleHHE Ha KayeCTBOTO, C obxBar
¢BIIIACHO MpeaMeTa Ha 060co0eHaTa MO3HUIHS 3a KOATO Ce y4acTBa.

-
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Komucusita cMATa, 4e y4YaCTHHKBT CJIeABa Ja JONBIHH HHQPOPMAIHMATA, OTHOCHO
cepTioukarta no 1SO, kato 106aBU: BaTHIHOCTTA HA CepTHOHUKATA, BUA HA CTAaHapTa, 00XBATa |
MY, KakTo H yel anpec /B MPHIOKHMHTE CITydan/, OpraH WM enyx6a, H3JaBallH JOKyMeHTa
KaKBOTO € M3UCKBAHETO Ha MoieTo 3a nonwasade B EEJIOIL . . )

4.1.5. Y4acTHHKBT € MombaHMI MHbopmauua B 4act IV, 6yksa I or EEJOIL ,[la"
HMudopmauusTa He ¢ IhIHA W € HEJOCTAThUHA 3a Ja CE NpEUEHH NANH CHOTBETCTBA| Ha
U3UCKBAHUATA HA BB3JIOKMTENSA. 3@ YAOCTOBEPSBaHE HA BB3MOXKXHOCTHTE B CHOTBETCTBHE C
U3UCKBAHETO Ha BB3JIOXKHUTeNs oT Pazgen [I: ,,O0pasuu Ha [OOKYMEHTH M YKas3aHHE 3a
MOArOTOBKAaTa MM, Touka 4: .. Kputepuu 3a monbop, npaBHa, MKOHOMHYECKa, (HUHAHCOBA H
TexHH4Yecka HHpopMauus”, moarouka 4.3.2 OT JOKyMEHTauusTa 3a IOpBYKATa, YYACTHHKBT
clleliBa a MPefoCTaBH HHGOPMAIIHs, Ye MPOU3BOJHTENHTE HA BCHUKH IPEIJIAraHd MeTHIMHCKH
M3JIENHs] IPHTEXKaBaT BaIHIHA CHCTEMA 3a YIIpaBJeHHe Ha KauecTBoTo no cranaapt bJIC EN ISO
13485:20xx/ ISO 9001:20xx /I eKBHBAICHTHA CHCTEMa 3a yIpaBjieHHEe Ha KauyeCTBOTO, ¢ 0OXBAT
CBITacHO MpeaMeTa Ha 06ocobeHaTa Mo3uHs 3a KOSATO €€ y4acTBa.

KOMHCHSATa CMSTa, 4e. YYAaCTHHKBT cleBa Aa JONBIHM HMHQPOPMAUMATA, OTHOCHO
ceprudukara no [SO, kat0 n00aBH: BaIMAHOCTTA Ha cepTH(HKATa, BHJA HA CTaHIapTa, oOXxBara
My, Ha 4HE MME€; € W3JaleH, KakTo U yel ajpec /B MPHIOXKHMHTE Clydan/, OpraH HiIH cny>|1<6a,
W3JaBallyi AOKYMEHTA KAKBOTO € H3UCKBAHETO Ha ToJieTo 3a nonsasade B EEJOIL
. 4.1.6. Komucusara KoHcrarupa, ye npeiactaseHus B odpeprara EEJIOII e moamucan ot

IBJIHOMOILHKKA Ha y4yacTHHKA I-H [letko KpbcTes. ;

O6priname Bu BHuManue, ye gaHHUTe KouTo ce BnucpaT B EEJIOII, KakTo 1 OCHOBaHUATA

mo wi. 54, an. 1, 1.1, 7.2 u 1. 7 ot 3011 ce oTHacAT 3a: '
a/ nmuiaTa, KOUTO NIPEACTaBIsBAT Y4aCTHHKA,; . :
6/ nMlaTa, KOMTO Ca WICHOBE HA YIPaBUTECIHH U HAaA30pHH OpraHd Ha yYacTHHKa,
B/ PYTH JIMLIA, KOMTO HMAT [IPABOMOILIHS [ YIIPAXHIBAT KOHTPOJI IPH B3EMAHETO Ha PEIICHHS OT
T€3M OpTaHu. : A '
Koraro usucksanusata no 4i. 54, ain. 1, 1. 1, 2 u 7 ot 301l ce oTHacsT 3a 11oBe4Ye OT €HO JIMLE,
Bcruku nuua noanuceat equ u cbuy EEJIOI]. Koraro e Hanuile He0OXOAMMOCT OT 3alluTa Ha
JMYHWTE NAaHHH MIM IIPH PasiMuHe B OOCTOSTENCTBaTa, CBBP3aHM C JIMYHOTO CBHCTOSHHE,
uHQOpMaUMITa OTHOCHO H3HCKBaHMATA o wiI. 54, an. 1, T. 1,2 u 7 or 3011 ce mombaBa B OTACIEH.
EEJIOII 3a BcAKO JIMIIE MIIM 33 HSKOM OT jmuara. B NociieJHaTa XUIOTE3a- NP IOJaBaHe Ha
nosede oT enun EEJIOII, 06CTOSTENCTBATa, CBBP3AHU C KPUTEPHHTE 3a IOAOOD, Ce CBAEpKAT
camo B EEJIOIT, moamucad OT JIMIE, KOETO MOXE CAMOCTOSTENHO Ja [IPeACTaBiIsBa ChOTBCTHHU
CTOTAHCKH CYOeKT. . :

B Ta3u Bpb3Ka, KOMHCHSTa CMSTa, Ye YYAaCTHHKBT CJelBa Aa NMPEJICTaBH HOB EENOII,
HAJUIEXXHO TIO/IIHCaH. ’ ’ J

Ha ocuosanue wi. 54, an. 8 u an. 9 ot T1T1301], y4acTHUKBT ClieiBa B CPOK JIO 5 pa|60THI/I
JHM OT NOJTyuaBaHe Ha HACTOSIIMS MPOTOKOM [a OTCTPaH! KOHCTaTHPAHHUTE HECHOTBETCTBUSA HIH
nuncyd Ha uH(OPMALHS, KaTo npenctasd Ha komucusata HoB EEJIOII w/umu Opyr# JOKYMEHTH,
KOMTO CBABDXAT MpOMEHeHaTa W/WIM  JONbIHeHata HHQopmauus. JlOIBIHHTETHO
npejocTaBeHata HHGOPMALMSI MOXKe a 06xBama ¥ GaKTH K 06CTOATENCTBA, KOUTO Ca HACTBIHIH
cref KpaiHMsi CPOK 3a IIOTyYaBaHe Ha OQEepTH MM 3asBJICHMSA 33 y4acTHe. [Tpu npencrassHe Ha
wo EEJIOI, ydacTHHIHMTE clenBa Ja WMaT NIpeaBHA pasropenbara Ha 4l 67, an. 1 ot 30II,
kakto # mocoyenoro B EEJIOIL, 4e cnenma na NpEAOCTaBAT ‘MHpOpMaIHl caMo korato
KpUTEepHHTE 32 NoA0op ca GHIM W3MCKBAHH OT BB3JIOXKMTENS B 00SBICHHETO, HIH B
JOKYMEHTALlMATA 38 [I0PHUKATa, IOCOYEHA B OOSIBICHUETO.

5. PasrnexgaHe Ha JOKYMEHTUTE MPEACTABEHH OT ,BI" MEJ]* EOO/] no.o6ocobenu
no3unyu NeNe 1, 3 u 15 3a ChOTBETCTBHE C M3MCKBAHMATA KBM JIMUHOTO CHCTOSIHAE ¥ KPUTEPUHTE
3a nonbop. KomucusTta He pasriefia Ipe/UIOKEHHETO Ha y4aCTHHKA 33 o6ocobeHa MO3HIHKS No 14,
THif KaTo chluaTa e npekparena ¢ Pemenne Ne PJI-11-415/08. 12.2016 r. Ha BB3JIOKUTENS.

5.1. B mpencrasenns EEJIOI, ce koHCTaTHpaxa CCAHUTE HEIBAHOTH. o _

Y4YacTHHKBT € HpenoéraBun uaopmanust 4dact IV, Oykea ,BY, T 12 oT EIEHOH;
.Ceprudurar EN ISO- 13485:2012, nomep GB04/63491.01, uznagen ot SGS-United Kipgdom,
pamuaen ot 04.12.2013 mo 04.12.2016 3a IlpoexTupane, paspaboTka, TPOM3BA[ACTBO M NOCTaBKa

.7|?age



¢ l
i

HA HHBUTPO JHATHOCTHYHM MEIMLMHCKH H3IeTHsL. Wnopmanusra He CHOTBETCTBA| C
H3HCKBAHETO HA BH3JIOXKUTEIS. » . '

3a ynocToBepaBaHe Ha BB3MOXHOCTHTE B CHOTBETCTBHE C M3MCKBAHETO Ha BB3JIONKUTEIA
ot Pazgen II: ,,O6pa3uu Ha JIOKyMEHTH U YKa3aHHE 32 TI0/r0TOBKATa um“, Touka 4: ,, Kpurepud 3a
nonbop, npasHa, MKOHOMHYECKA, DUHAHCOBA U TEXHHYECKa undopmanus,, moxToukKa 4.3.2) 01
JOKYMEHTalMATa 3a - MOpbYKaTa, y4YacTHHKA CJelBa Ja IpeJoCTaBH HHpopmauus, |4e
TIPOU3BOAMTENMTE HA BCUUKH NpeIJIaraHd MEIUIIMHCKY M3JeIHs IPUTEKABAT BaJHUIHA CHCTEMA
3a ynpaileHHe Ha KauecTBOTO mo; crannapt BJIC EN ISO 13485: 20xx/ ISO 9001:20xx niu
eKBUBAJICHTHA CHMCTEMa 3a YNpaBIEHHE Ha KauyecTBOTO, ¢ OOXBAT CBITIACHO IIPEIMETa| Ha
obocobenaTa Mo3uLKs 3a KOSTO C€ y4acTBa.

KoMucusTa CMATa, Y€ IpeIBK KpaiHus CPOK Ha BAIMAHOCT Ha CEPTH(HUKATA, YJaCTHHKBT
creiBa Jla TPENOCTaBH WHGOpMalKs, OTHOCHO TOBA, Aalli NMPOM3BOMMTENS PUTEXABA BaMIHA '
cucTeMa 3a ympaBJeHHe Ha kauecTBoTo no cranaapt bJIC EN ISO 13485:20xx/ ISO 9001: 20xx
MM eKBMBAJICHTHA CHMCTEMa 3a YNpaBleHHEe Ha KadecTBOTO, ¢ OOXBaT CBINIACHO npenMeTa Ha
o6ocobeHaTa MO3UIIUS 38 KOSITO CE y4acTBa. :

Ha ocnoBanue wi. 54, ain. 8'u an. 9 ot II30I], y4acTHUKBT cile/1Ba B CPOK 10 5 pabOTHH
JIHM OT MOJTy4aBaHe Ha HACTOSLIMS POTOKOJ [a OTCTPaHH KOHCTATHPAaHUTE HECHOTBETCTBHUS HIH
JUICH Ha uHGOpManus, Kato npencraBd Ha komucusta Hop EEJIOIT w/unu npyru AOKYMEHTH,
KOHTO CBIBPXKAT [pPOMEHEHaTa W/WIX  JONBIHEHaTa HHQpOpMAIHSL. IIOHLJIHHTICHHO
npeocTaBeHaTa MHGOpMaKs Moxe 1a oOXBalla 1 daxTH 1 06CTOATENCTBA, KOUTO C4 HACTBIIHIIH
crell KpaiHHS CpOK 3a IojyvaBaHe Ha OGepTH WM 3asABIEHHA 3a yuacTue. [Ipu npeicTaBsHe Ha
Hos EEJIOII, yuacTHUIMTE Ciie/iBa Ja UMAT MPEABH] pasnopenbarta Ha wi. 67, an. 1 oT 3OH
KakTo M II0COYEHOTO B EEJIOII, uye cnemBa Aa MOpedocTaBAT HHGOPMAIHMS €aMO KOrato
KPHUTEpHHUTE 3a MOA0Op ca OWIM HM3HCKBaHH OT BB3NOXKHTENA B OOSBICHHETO, HIHM B
JOKYMEHTAUMATA 32 OPBUKATA, I0OCOYEHA B OOSBICHHUETO. '

6. Pasrnexxnane Ha JOKYMEHTHMTE MpPEACTaBEHH OT ,,MappeHa I[Harﬂocmxa“ EOOI[ 1o .
" 060coberu mozuimu NeNe 5, 6, 9, 10, 19, 20, 21, 36, 37 u 38 3a CHOTBETCTBHE C W3HCKBaHHATA
KBM JIMYHOTO ChCTOSHHE H KPHTEPHHTE 3a MoAOOD. -
6.1. Komucuara pasrieia 3asBJI€HHETO 3a yyacTHe Ha ,,MapBeHa I[HarHocha EOO/,
BEIHO C JOKYMEHTHTE KbM HETO M KOHCTATHPa CIIEHOTO:
VYacTHHUKBT € MpefocTaBun uHdopmauusa B wact 1V, 6yksa ;,B“, 1. 12 or EEJOII,
.,Ceptuduxar EN ISO 13485:2012, ‘Homep 4786055814.PDWS, Bamunen ot 26.01.2014 r. mo
25.01.2017 r. 3a nmpoekTHpaHe, pa3paboTKa, HpOH3BOIlCTBO JMCTPHOYIIMS U CEpBH3 Ha amapatypa
W PeaKTHBH H TECT KUTOBE 3@ HHBMTpPO AHarHoctuka“, ,,Ceprudukat EN ISO 13485:2003, Homep
UQA 4000486/A, sammnen ot 01.01.2014 r. mo 31.12.2016 r. 3a mpoeKTHpaHE, pa3pa60TKa
HpOI/I3BOIICTBO AUCTpHOYLMS HAa MEJMLMHCKH M3JENHS ¥ MENMIMHCKH H3IeNHs 32 I/IHBI/ITpO
muarsocTHKa® u ,,Cepruduxar EN ISO 9001:2008, romep 01100030053, Bamuaes ot 25. 08 2015
r. 1o 24.08.2018 r. 3a cxiiagupane, Memyﬂaponﬂa JUCTpHOYLMS, PEMOHT Ha alapary H pe3'€pBHI/I
yacTH ¥ IUTAaHMpAaHE HAa BEpUra Ha JOCTaBKH“, 0OXBAaT HECHOTBETCTBAIl Ha JICHHOCTHTE Ha
IIPOK3BOAUTENS, KOUTO TpsiGBa na 6baaT cepTUdUUMPAHH.
KomucusTa cMaTa, Ye 3a JOKa3BaHe 'Ha ChOTBETCTBUETO C I/I3I/ICKBaHeTO Ha BB3TOXKHUTENS OT
Pasgen 1I: ,,O6pasiy Ha JOKYMEHTH M yKa3aHHe 3a IOArOTOBKATa MM“, TOUKa 4: ,.Kputepuu 3a
TIon6op, MpaBHA, HKOHOMHYECKA, (PUHAHCOBA U TEXHHYECKA HHQ)opMam/m noxarouka 4/3.2 ot
NOKYMEHTAIlMATa 3a MOpbUKaTa, NPeABHI KpadHHHs CPOK Ha BATMAHOCT Ha cepTu(UKaTUTE H
obxBara WM, YYAaCTHHKHT CjelBa fJa NpeIocTaBd HHGOpMaLHs, OTHOCHO TOBA, = [aH
IIPOM3BOMHUTENS NTPUTEXKABA BAJIHIHA CHCTEMA 32 yIpaB/ieHHe Ha KadecTBOTO Io-cTanaapt bJIC
EN ISO 13485:20xx/ ISO 9001:20xx uix ekBUBaJICHTHA CHCTEMA 3a YIIPABICHHE HA Ka4eCTBOTO,
¢ 06XBaT CHITIACHO NpeAMETa Ha 060cOBEHUTE IO3MLIHY 33 KOMTO CE y4acTBa.
 Ha ocnosanue wi. 54, an. 8 u an. 9 ot 3011, YY4aCTHHKBT- ClIe[IBa B CPOK 10 5 p'a6OTHI/I
JHH OT IOJIyYaBaHE HA HACTOSLIMSA MPOTOKOT Aa OTCTPaHH KOHCTATHPAHHWTE HECHOTBETCTBUA HIIH
JIUTICH Ha WHQOpMALIKS, KAaTO MPEICTaBM HAa KOMHCHSTA HOB EEJIOII w/unu apyru -I[OK)}’MCHTI/I
KOMTO  CBABPXAT TNpOMEHEHaTa W/HIH  JONbBJIHEHaTa uHpopMmarus.  JIONBJIHHTENHO
NpenocTaBeHaTa HH(pOpMALHs MOXe fa 0OxBalla 1 haKTH ¥ 0BCTOATENCTBA, KOMTO Ca HACTBIWIN
_ ‘el KpalHHUsS CpOK 3a nojyaBase Ha obepTH HiIH 3asBIEHHS 3a yqacme [Ipu mpeicTaBsHe Ha
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voB EEJIOII, y4yacTHuIMTe ciiefiBa Ja MMaT NpedBHA pasnopendara Ha @i 67, an. 1 or 30I],
KaKTo ¥ IOCOYCHOTO B EEJIOII, 4e cnemBa na mnpenocTaBAT HHGOpMAIlWs €aMQ KOTaro
KpUTepuuTe 3a ToAdop ca OWNM M3UCKBAHM OT BB3JNOXKHUTENS B OOSBIEHHETO, WM B
JIOKYMEHTaLHATA 33 IOPBHYKATA, IOCOYEHA B OOSBIEHHETO. '

Pasriexaane Ha JOKYMEHTHTE NPEACTABEHH OT JJlaHc dapma“ EOOJI mo 060cobenn
no3uimm NeNe 1,2, 3, 11, 12, 13, 14, 15, 16, 17, 18, 21, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32 i 33
32 COTBETCTBHE C U3MCKBAHUSTA KbM JINYHOTO CHCTOSHHE U KPUTCPHHTE 33 OAOOP. V4aCTHHKET
e NMpe/ICTaBH/I MOCTPH Ha M3/IENHATA OpepHpanu 1o 060cobeHu nosurme Ne 2 1 Ne 25. :

7.1. B 3asBieHHETO 3a yyacTHe MO 06meCTBeHaTa noquKa ce KOHCTaTtvpaxa CielHHTE
HEMbIHOTH: :

KBM 3asBJICHHETO 3a; yYaCTHE HE € IPHIIOKEH CIMCHK Ha BCHYKH 3aJBJDKCHH JIHNA MO
cMuchbia Ha wi. 54, an. 2 @ wi. 55, an. 3 or 30Il ¥ B CHOTBETCTBHE C HM3HUCKBAHETO Ha
BB310XKHUTENS B Pasnen 111 ,,CT:IILp)KaHI/Ie Ha MPEATOXEHHETO Ha y4YaCTHHKA", 4aCT OT l"naBal IV:

,O6UIM M3UCKBAaHHI KbM YYaCTHHLMTE® OT JOKYMEHTAlMATa Ha MOpbYKara, 3asBlCHHETO 3a
Y4YacCTHE CIIE/IBA Ja BKIIOYBA U CIUCHK Ha BCHYKH 3a/(B/DKSHH JIMIA [0 CMECHIIA Ha 4. 54,an. 2 u
wn. 55, an. 3 ot 301, He3aBHCHMO OT HaMMEHOBAHMETO Ha OpPraHHMTe, B KOWTO YYacTBAT,|HIH
JUTBKHOCTHTE, KOUTO 3aeMaT (B CBOGOJEH TEKCT); :

Ha ocuoBanmne 4n: 54, an. 8 u an. 9 ot [1I13011, yqaCTHHKM cieaBa na HpC)ICTaBI/I Ha
'KOMHCHSTA CIMCHK HAa BCHYKH 3a[(B/DKCHH JIMLA 10 CMHCHAA Ha Wi 54, ai. 2 1 4. 55, an. |3 oT
3011, He3aBUCHMO OT HAUMEHOBAHHETO HA OPraHUTE, B KOUTO Y4aCTBAT, HJIH JUIBYXHOCTHTE, KOMTO
3aemat (B CBOOOJIEH TEKCT). :

7.2. B npeacrasenus EEJIOII, ce koHCTaTHpaxa ClleJHATE HEIbIHOTH:

7.2.1. Y4acTHHKBT He € IpeaocTaBui nHdopmarms B yact IV, 6yksa ,B*, 1. 9 ot EEI[OH
3a YHOCTOBEpsiBaHE Ha MHHHMAIHUTE HM3MCKBAaHHMS 32 TEXHUYECKUTE H npO(beCHOHanHHTe
CHOCOGHOCTH Ha YHACTHALMTE, B ChOTBETCTBHE C H3UCKBAHETO HA BH3JIOXKHUTENS B IOATOUKA 4.3. 3,
yact ot Pazmen II: O6pa3un Ha JOKYMEHTH M yKasaHHe 3a [OArOTOBKaTa MM, Touka 4:

.Kpurepuu 3a rx0)16op, TIpaBHa, HKOHOMHYECK, ¢uHaHCOBa M TEXHUYECKA HH(bOpMaLII/ISII oT
JIOKyMEHTAllUATA 3a. MOpBUKATa, a HMEHHO: YAOCTOBEpsiBaHE Ha BB3MOKHOCTTA, aKO 3a
n3paboTBaHe HA HAKOM TECTOBE HsiMa HAlM4YHA araparypa, yJacTHHKa Jia IPECTaBH Takapa M 1a
MOJUTBPIKa CHIATA 33 BPEMETO, B KOETO c€ H3paboTBaT TECTOBETE.

KomucwusTta cMATa, Y€ Y4aCTHHKBT CTIE/IBa Jia NPENOCTaBH HH(OPMAlHs, OTHOCHO 101|3a qe.
axo 3a H3pabOTBaHEe HA HAKOU TECTOBE HSIMA HAIHYHA anapatypa, I0CTaBIHKbT LIE MPEOCTABH H
[11e TIOJABPKA TAKABA 32 BPEMETO, B KOETO Lie Ce H3paboTBaT HETOBUTE TECTOBE.

7.2.2. YUacTHUKBT HE € NPEe0CTaBHII uHpopMaius B yacT IV, Oyksa ,,BY, T. 9 ot EEJIOII
3a YIOCTOBEPSBaHE Ha MHHHMATHATE H3UCKBAHMS 3a TEXHHYECKHTE M IPOPECHOHATHATE
CIOCOBHOCTH Ha YIACTHHLIATE, B CHOTBETCTBHE C H3HCKBAHETO HA BB3JIOKUTENS B IOATOUKA 4.3.4,
yact ot Pasmen II: ,,O6pasus Ha JOKYMEHTH M YKasaHHE 3a MOATOTOBKaTa WM, TOYKa 4:

.Kputepun 3a momGop, mpaBHa, HKOHOMHYECKA, (MHAHCOBA M TEXHMYECKA I/IH(bOpMaLII/I,H oT
JOKYMEHTAIMATa 3a MOPhUKaTa, & HMEHHO: YIOCTOBEPSBAHE OT y4acTHHKA Ha BB3MOXKHOCTTA, Y€
e MOAABPXKA 32 CBOS CMeTKa HaJlM4HATa W3BHHTAPAHIMOHHA arapaTypa, Ha KOSTO e ce
obpaboTBar TecToBeTe (HAIMYHA amaparypa CBITIACHO, MPHJIOKCHHC Ne 2, wact o1
JOKYMEHTAIUATA 33 YYaCTHE).
v KomucusaTa cMsTa, 4e Y4aCTHUKBT CJIe/Ba na l'IpeIIOCTaBI/I HH(bopMauuﬂ OTHOCHO TOBA, Y€
e MOMABPKA 33 CBOS CMETKA HamMyHATa I/I3BT>HFapa.HL[I/IOHHa anapaTypa ‘HA KOSATO e Ce
H3paboTBaT TECTOBETE.

7.2.3. VUaCTHHKBT He € TIpeJoCTaBHl HHGOPMALHA B 4aCT IV, 6yKBa LB, 1.9 ot EEJJOIT
3a yHOCTOBEpABaHE HAa MHHHMATHHTE H3HCKBAHHA 3@ TEXHHUYCCKHTE M npodecHOHATHUTE
CIIOCOGHOCTH Ha YYaCTHHIIMTE, B CHOTBETCTBHE C H3HCKBAHETO Ha BB3IOKHUTEILA B foxToKa 4.3.5,
gyact or Pasmen II: ,,O0pasus Ha JOKYMEHTH W YKa3aHHE 3a NOATOTOBKATA uM*, Touka 4:

,Kputepuu 3a noabop, npaeHa, MKOHOMHYECKA, (PMHAHCOBA M TEXHHYECKA I/IHQ)OpMaHIPIS{ oT
TOKYMEHTAIUATA 32 IOPBUKATA, & MMEHHO: YIOCTOBEPABAHE OT yJaCTHHKA Ha BBH3MOXKHOCTTA, Y€
-anapatypara Ha KOsTO IIe ce paboTH ¢ TeCTOBETE IIe OBb/IE C TEXHHYECKH NIapaMeTpy He no{ HUCKH

OT T€3HW Ha CBUICCTBYBAIUTE. : ) f
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Komucusara cmsaTa, 4e y4aCTHHKBT Clle/iBa [a NPEIOCTaBH HHtpopMauH;I, OTHOCHO TOBA, e
amapaTypaTa Ha KOATO 1€ ce paboTH C TeCToBeTe e Objle ¢ TEXHHYSCKH MTapaMeTpH He NO-HHCKH
OT TE3H Ha CHILUECTBYBALIUTE. ,

7.2.4. 3a ynocToBepsiBaHe Ha BE3MOXXHOCTHUTE B ChOTBETCTBHE c‘u3uc1<BaHeTo Ha BB3JI0XKHTENS
ot Pazpen II: ,,O6pa3uu Ha IOKYMEHTH H YKa3aHUE 3a [IOAr0TOBKaTa um“, ToukKa 4: ,,Kpmepm&l 3a
noabop, MpaBHa, I/IKOHOMH‘-IGCKa GHHAHCOBA M TEXHHYECKA HH(popMauHs{ nonrouka 4.3.2|0t
JOKYMEHTAL¥ATa 33 NIOPBUKATA, YYACTHHKDT € npenoctaBua uHpopmaums B yact [V, Oyksa ,.BY, T.
12 ot EEJIOII, KaTo eIHHHUAT OT MocodeHuTe 8 cepTHdHKaTa, YAOCTOBEPSABAIIH NIPUTEKAHUETO HA
BHezipeHa OT. npousBoguTeis XXXXXXXXX cucreMa 3a ynpaBjieHHE Ha KauyeCTBOTO 11O ISO
9001:2008, Cepruduxar Ne ES-076X/2005, O6xBat — pa3paboTBaHe, IPOU3BOACTBO U MyCKaHE Ha
mazapa Ha peakTHBU M KHTOBE 332 MHBHTPO JHArHOCTHKA H HAay4YHH H3CJIe/IBaHHS HSIIaJICHI OT
IQNet and AENOR, sanuaes ot: 06.09.2013 no 06.09.2016 . HH(bopMaunﬂTa He CHOTBETCTBA Ha
'M3MCKBAHETO Ha BB3JIOKUTENA.

KomucusTa cMsTa, Y€ NpeJBUI KPaiHHs CPOK Ha BATHHOCT Ha cepm(bHKaTa YYACTHHKBT
cieBa a mpeaocTaBd HHGoOpMalKs, OTHOCHO TOBA, Jajly TIPOM3BOTUTEIAT TIpUTEXKaBa Ba.un',uﬂa
_ cHCTeMa 3a yNpaBleHHue Ha KadecTBoTO 1o crannapt BJIC EN ISO 13485:20xx/ ISO 9001: 20xx
WM EKBUBAJICHTHA CHCTEMa 3a YNPABICHHE HA KAueCTBOTO, C o6x13ar CBIITACHO npe;meTa Ha
o6ocobeHaTa NO3ULIHs 3d KOSTO Ce y4acTBa.

7.2.5. Komucusra yCTaHOBH, ye B npeacrasenus EEJIOIL ve e mombnnena Yact| VI
"3aKIFOYMTENTHH MOJIOKEHHS ", B CIIEHATa YacT: '

,,Jonynoonucanuam oasa oqbuuuanno cvenacue [nocoueme 6b31a2QUU OP2AH UMY 6b3ﬂ091cumezm
cvenacro yacm I, pazden 4 L()a noay4u 00CmMvbhN 00 doKymeHmume, NOOKpenauju uyd)opwaz{uﬂma
KOAMO e npedocmagena 6 [nocoueme cvomeemuama yacm, pazoen/ mouxa/uj om Hacmo;lzwu;z
Edunen esponeticku 00Kymenm 3a 06ujecmseny nopvuky 3a yeaume.na [nocoyene npouedvpama
3a_6v31deane HA 0OujecmeeHa NOpvyka: (Kpamko ONUCAHUe, NPenpamkda KbM ny6nuxayuama 6
Oguyuanen eecmuux na Egponeiickus cvio3, pegpepernmen nomep)|

Cnensa na 6sae npeacrasen HoB EEJIOII, B ko#ToO fia ce MONBJIHY TIOCOYEHATA [10;T0pe
HHpOpMAaLIHs.

Komucusita o6pbilla BHHMAaHHUE, Y€ B CIy4auTe Ha Wi. 67, all. S wané6 or 3OH YUaCTHHUKBT
- TpsOBa Ja MNpPENOCTAaBH BAHIHU JOKYMEHTH, JOKa3BalllH CHOTBETCTBUETO C IIOCTABCHHTE
KpHTEpHH 3a oAdop.

Ha ocHoBanue 4n. 54, an. 8 u an. 9 ot IIII301], yqaCTHHK‘bT cieABa B CPOK A0 5 paboTHH
JIHH OT TIOJTy4aBaHe Ha HACTOSIIIHS [IPOTOKOJ Ja OTCTPaHH KOHCTaTHPAHUTE HECHOTBETCTBHUS HIIH
JHICH Ha MHGOpMAIHs, KaTo NpeAcTaBd Ha komucusTa HOB EEJIOII H/UNK APYTH HOKYMEHTH,
KOMTO CBIBPXAT INpPOMEHEHATa W/WiM  JONblHEHata uHQopMauus.  JIONBIHUTEIHO
NpefoCTaBeHaTa nHdopMarus Moxe fa obxBama U GakTH B 0OCTOATEICTBA, KOMTO €4 HACTHITHIH
cliel KpaiHus CPOK 32 MONYYaBaHe Ha o(epTH WIH 3asiBIEHUA 334 YUaCTHE. Tlpu npencrasste Ha
ros EEJIOTI, y4acTHHIHTE CNEBA 1a MMAT IpeABHJ pastopentata Ha wi 67, an 1 ot 3011,
. xakTo # mocoueHoto B EEJIOIT, ue crnema ja TIPeAOCTAaBAT . HHPOPMALHKS camo KOTaTo
KpUTEpPHHTE 3a moAbop ca OMIM M3HCKBAHH OT BB3JIOKHUTEIL B 0GSBIEHHMETO, MIH B
JIOKYMEHTaLKATa 3a [IOPBYKaTa, I0COYeHa B OOSBICHHETO. :

.

8. Pa3rne>1<naHe Ha JOKYMEHTHUTE NpPEICTaBEHH OT ,,APKO Komnanu®“ EOOJI 3a
obocobena mo3uims Ne 15 3a CHOTBETCTBHE ¢ H3UCKBAHHUATA KBM JIMYHOTO CBLCTOSIHHE H
KpHTEPUHUTE 3a NOA00D.

8.1. KM 3asBJICHHETO 3a y4acTHE HE € MIPUJIOKEH CIHCHK Ha BCHYKH 3aJBJDKCHH JIMIA 110
cMuchia Ha wi. 54, am. 2 W un. 55, an. 3 or 30II u B CHOTBETCTBHE C H3UCKBAHETO Ha
Bb3soxutens B Paznen 1L Cbmapxcaﬂne Ha MpeUIOKEHUETO Ha Y4acTHHKA™, JacT ot I'laBa IV:
, 06y HM3HCKBaHHS KbM YYaCTHHIMTE™ OT JOKYMEHTAUHMsTa Ha 'TIOpBUKATa, 3asBIICHHETO 3a
'ydacTHe cJleliBa Jia BKIIOYBA U CIIMCBK Ha BCHYKH 3ab/KEHH JIHIIA TI0 CMHCHJIA Ha Wil 54, an. 2 u
1. 55, an. 3 or 30I1, He3aBUCHMO OT HAMMCHOBAHHETO Ha OpPraHuTe, B KOHUTO y“IaCTBJaT um

JUTHKHOCTHTE,; KOMTO 3aeMar (B CBOOO/IEH TEKCT); ‘ |
Ha ocHopaume wi. 54, am. 8 u an. 9 or II30IL, y‘{aCTHI/IKT:T crnenBa jia npencraBH Ha

KOMHCHSTa CIIUCBK Ha BCI/I‘IKI/I 3aIbJDKEHH JIHIIA 110 CMHCBJIA Ha 4Wi. 54, an.’2 u 4 55, an. 3 o1

|
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3011, He3aBHCHMO OT HAMMEHOBAHUETO, Ha OpPTraHUTe, B KOUTO y4acTBarT, HIIH IIJI’I;)KHOCTI/ITC KOI/’ITO
3aemar (B cBOOOJIEH TEKCT).
8.2. B npencrasenns EEJOI], ce KOHCTaTHpPaXa CJEHATE HEMTbIHOTH: ‘
8.2.1. Y4acTHHKBT He € IpefocTaBul HHpopmanus B vact IV, 6yksa ,,.BY, 1. 9 ot EEI[OH
33 Y/IOCTOBEpsiBAHE HAa MHHHMAIHHTE H3MCKBAHHS 32 TEXHHYECKHTE M MPOQECHOHATHHTE
CIIOCOGHOCTH Ha YYaCTHHIMTE, B CHOTBETCTBHE C H3MCKBAHETO HA BB3JIOKHUTENA B IOATOUKa 4.3.4,
yact ot Paspmen II: ;,O0pasuyu Ha JOKYMEHTH M yKa3aHHE 3a MOATrOTOBKaTa MM“, Touka 4:

.Kpurepuu 3a moabop, mpaBHa, KKOHOMHYecKa, (HHHAHCOBA M TEXHHYECKa MHpopmauus”| oT
JIOKYMEHTAIMATa 3a OPhYKaTa, @ MMEHHO: YIOCTOBEPsIBaHEe OT y4acTHHKA Ha BB3MOKHOCTT; He
e MOAAbPXKa 3a CBOS. CMETKa Hajlu4yHaTa WM3BBHIAPAaHLMOHHA amaparypa, Ha KOSTO me ce
obpaboTBaT TecToBeTe (HWIM4YHA amnaparypa CbIJIACHO npnnomeHHe Ne 2, wyact | ot
JOKYMEHTAlLlHsATa 3a y4acTHE). :

KomucusTta cMiTa, Y€ yIaCTHUAKBT Cile/Ba [a IPeAOCTaBH uH(OPMaIKs, OTHOCHO TOBa, He
e MOAABPKA 3a CBOS CMETKa HaTW4YHaTa H3BBHIAPaHIMOHHA amaparypa, Ha KOSTO LIe Ce
M3pabOTBAT TECTOBETE.

.8.2.2. Y4aCTHMKBT HE € npemocTaBua HHGopmManus B yact IV, 6yksa ,,.B“, 1. 9 o1 EEJIOII
32 yJOCTOBEPABAaHE Ha MHHUMAIHHTE H3UCKBAHHA 33 TEXHMYECKHTE M MPOQECHOHATHUTE
CIIOCOGHOCTH HA YYACTHHIIMTE, B CHOTBETCTBUE C M3MCKBAHETO HA BB3JIOXKHUTENS B MOATOUKA 4.3.5,
yact oT Pasmen II: ,OOpasus Ha NOKYMEHTH M yKa3aHHE 32 IOArOTOBKaTa UM, Touka 4:

.Kputepun 3a non6op, mpaBHa, HKOHOMMYECKA, (HHAHCOBA M TEXHHYECKA HH(bopMaum' oT
JOKYMEHTAIMATA 32 MOPHYKATA, & HMEHHO: YIOCTOBEPSBAHE OT YYaCTHHKA HA BE3MOXKHOCTTA, Y€
anaparypara Ha KOSTO IIe ce paboTH ¢ TecToBeTe e Ob/e ¢ TEXHHYECKH NapaMeTpH HE MO-HUCKH
OT TE3M Ha CBLIECTBYBAIINTE.

KoMucHsTa cMsTa, 4¢ YHaCTHUKBT CJIe/1Ba Jia IIPeNOCTaBH HHQ)opMaunﬂ OTHOCHO TOBa, Ye
amapaTypara Ha KOsTO e ce pabOTH ¢ TECTOBETE L€ Ob/Ie ¢ TEXHHYECKH napamMeTpH He T10-HHCKH
OT TE€3HU Ha CHIECTBYBAIIHUTE.

8.2.3. Komucusara koHcTarupa, 4e B yacT IV, 6ykea ,,B*, 1. 12 ot EEJION YYaCTHHKBT €
Brucan OOCTOATENICTBA M JOKYMEHTH, HEOTHOCHUMH KBbM H3MCKBAHMATA HA BB3JIOXKUTENA KbM
JIMYHOTO CHCTOSTHAE M KPUTEPUHTE 3a oAbop. :

KoMmucusta cmsaTa, dye B uact 1V, 6yksa ,,BY, T. 12 or EEJIOIl y4acTHHKBT cieiBa Ja
npeA0CTaBH HHPOPMAIIHS, €AMO° KOrato KpHTepHHTe 3a MoAGOp ca OMIH H3HCKBAHH OT
BB3JIOKHTENS B OOSBIEHHETO, MK B. JOKYMEHTALUsTA 3a IOPBYKATA, [I0COCHA B OOSBIECHHETO.

8.2.4. Komucuara xouctatupa, e B uacT V oT EEJIOIl y4acTHHKBT € BIHCall
0BCTOSTENCTBA U IOKYMEHTH, HEOTHOCHMH KbM H3HCKBAHHMATA HA BH3NOXKUTEIS KBM JHHHOTO
CBCTOSIHHE M KPUTEPHHTE 3a OAOOP. . ¥

KomucusTa cMaTa, ue B yacT V or EEJIOII y4acTHHKBT cliefBa ia 3alnti HH(bopl\Idaum
KOATO He € H3UCKaHa OT BB3JIOXKHUEN 3a JIOKa3BaHe Ha O6CTO$ITGJ'ICTBa TI0 JIHYHOTO CHCTOSHHE H
KPUTEPHUTE 32 TTOAOOD Ha Y4aCTHHKA.

‘8.2.5. Komucusra yCTaHOBH ye B IpPEIACTAaBEHHS EEZ[OH He e nomwiHeHa Yact VI
"3aKIIOYUTENHH TOJOXKEHN ", B ClIeiHATA YacT: ‘

Joaynoonucanuam oasea od)uuuwzHo cvenacue [nocoveme 6b31a2aUiUS OP2AH UNY 3b3/109icumerzﬂ
cwvenacno yacm I pasden A] 0a nonydu 0ocmvn 00 QOKymeHmume, nOOKpensiuyu undmpwauwzma
KoSmMo e npedocmaseHa € [nocoyeme cvbomeemHama Hacm, pasoen/ mouka/u] om Hacmlo;zwwz
Eounen esponeticku OoKymernm 3a 06ujecmeenu nopwvYKY 3a yeaume Ha [nocoueme npoueavpama
3a_@b3nazane Ha obujecmsena nopwyka: (KpamKko Onucauue, npenpam;\a KoM -nybruayuama 6
Oguyuanen secmnux Ha Eeponetickus cvios, pegepenmen Homep)]

Cnenpa na 6nae npencraser Ho EEJIOIL, B KoHTO fa ce MOMBJIHA MOCOHEHATA TO-TOPE
HHPOpMaLHs.

Ha ocHoBanue wi. 54; ai. '8 i an. 9 or III130I1, y4acCTHUKBT:CIIe[Ba B CPOK JIO 5 p,a60THI/I
JHY OT TOJydaBaHe Ha HACTOSILIHS IPOTOKON J1a OTCTPAHH KOHCTATHPAHUTE HECHOTBETCTRAA HIH
NMICH Ha MHQOpMAanys, KaTo MpeiCTaBh Ha KOMHCHATA HOB EEJIOIT w/unu npyru JIOKYMEHTH,
KOMTO CBIbpXAaT [POMEHEHaTa . M/HIM  [ONbIHEHATa . HH(pOpMaLHs. I[onwﬂrmenﬂo
ripejocTaBeHaTa HHGOpPMAIHS MOXe Na 06XBalla 1 (axTu ¥ 06CTOATENCTBA, KOUTO Ca HACTHIHIIHA
cnepy KpaiiHus CpOK 3a MOTydaBaHe Ha OGepTH MM 3aiBICHHS 32 yHaCTHE. [1pu npencraBsHe Ha,
#oB EEJIOII, y4acTHHIMTE Clle[(Ba Ja UMaT IPEABHA pasznopenbara Ha 4. 67, an. 1 ot 3011,
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S , lll;})age_




- .. o |

kakto W mocoueHoro B EEJIOIIL, ue cneaa Oa mperoCTaBsST nHbOpMAHa caMo KOI‘&’TO ‘
KpuTepuuTe 3a ToaGop ca OWIM H3MCKBAHM OT BB3NOXKHTENS B OOSBICHHETO, WIH| B
JOKYMEHTALMATA 33 IOPbYKaTa, IOCOUEHA B OOABIEHHUETO. :

9. PasrnexaHe Ha JOKyMEHTHTe IpeacTaBenH ot ,,Juamen” OO/ 3a o6ocoberu no3uu’1>m
NeNe 23, 24, 25, 26, 27, 28, 29, 30, 31, 32 u 33 3a CHOTBETCTBHE C U3MCKBAHHUATA KBM JTHAHOTO
CBCTOSIHHE M KpMTEpHMHTE ;332 MOAOOp. YYacTHHKBT € IIPeACTAaBHJI MOCTpa Ha H3JENUsTa
otepupanyu no obocobena nozuust Ne 25. A '

9.1. B 3asBneHHero 3a y4acTHe Mo oOluecTBeaTa NOpbYKA CE KOHCTATHpaxa CICHHHTE
HEMBJIHOTH: ' ~ T o '

KbM 3asBJIEHMETO 3a y4aCTHE HE € NPHJIO0KEH CIHMCBHK Ha BCHYKH 3aIb/DKCHH JIHNA| 110
cMuchia Ha wi. 54, an. 2 u wi 55, an. 3 or 30Il u B CHOTBETCTBHE C H3HUCKBAHETO| HA
pp3noxutens B Pasnen [1. ,,Coappxkanue Ha MPETOKEHHETO HA y4acTHUKA™, 4acT oT I'masa/IV:
OO M3UCKBAHUSI KBbM y4aCTHHLHMTE" OT JOKYMEHTAilMsTa Ha IOpBYKaTa, 3afBIICHHETO 32
ydacTHe CJIe/Ba a BKJIIOYBA M CIIMCHK Ha BCHYKH 3aIXBJDKEHH JMIA 10 CMACH/IA HA “UL. 54,an|2u
wr. 55, an. 3 or 30I1, HE3aBUCHMMO OT HAMMEHOBAHHETO HA OPTraHMUTE, B KOHUTO Y4YacTBaT, HIH
JUIBXKHOCTHTE, KOMTO 3aeMaT (B CBOGO/EH TEKCT); ’
- Ha ocHosanue 4. 54, an. 8 u an. 9 or [IIT30I1, yyacTHHKBT clie/iBa Ja NPEACTaBH Ha
KOMMCHATA CIIHCHK HA BCHUYKH 3aIb/DKEHH JIMLA M0 CMHCHIA Ha Wi 54, an. 2 ¥ 4. 55, an. 3 ot
30I1, He3aBHCHMO OT HAMMEHOBAaHUETO HA OPTraHHUTE, B KOMTO y4acTBat, WK ITBKHOCTUTE, KOUTO
3aemart (B CBOOOJCH TEKCT). ' .

9.2. B npencraBeHus EEﬂOH, ce KOHCTaTHpaxa CIeIHUTE HETbIHOTH

9.2.1. B uacr III, 6yksa ,,I* ot EEJIOTI, B nose: ,,Cnenu@uyHd HalMOHATHH OCHOBAHHS
3a HM3KIIOYBaHe™, Ha BLinoca: ,JIpunarat i ce criend(PUYHHTE HAUMOHAIIHH OCHOBaHHA 3a
M3KTIOYBAHE, KOHUTO €a IOCOYEHH B CHOTBETHOTO OOSBIGHHE HIM B JOKYMEHTALMATa 32
obIecTBeHaTa NOpPhUKa®, YYaCTHHKBT € IOCOYMI OTrOBOp ,,Ja“ u e moscHu: ,,He ca nHanuue
obcTosTeNncTBa Mo wi. 3, T. 8 oT 3aKoHAa 3a HKOHOMHYECKMTE H |QMHAHCOBHTE OTHOIMIEHHA €
JIpY’KecTBaTa, perHCTPHPaHH B IOPUCAHMKIHNHK C IpedepeHnnancH JaHbyueH PEXUM, CBBP3HHUTE C
TSX JIHL@ U TEXHUTE NEHCTBUTEIHA COOCTBEHULIH (BUPOIPIOITAC). A

KomucusTa CMsTa, Y€ YYaCTHHKBT € JONycHan (akTuyecKa rpeluka 10 OTHOLIEHHE ‘Ha
_DexnapupaHuTe obOcrosTeNcTBa Mo ud. 3, T. 8 oT 3aKoHA 3a HKOHOMHYECKHUTE H (uHaHCOBUTE
OTHOLIEHHUS C OPYXECTBaTa, PETUCTPUPAHH B IOPUCIUKIIMH C npedepeHIIaier 1aHbYeH PEXHUM,
KOHTPOJIMPAHHUTE oT TAX ~ JHIa 1%} TEXHUTE JIeICTBUTEITHU COOCTBEHHLHA
(3UOOPIOTIPKTITIC). *

KoMucHusiTa 1€ IPEIOCTABH BB3MOKHOCT HA YYaCTHHKA OTHOBO Ja IpeNoCTaBd
rH(bOpMallHs, OTHOCHO TOBA [AJIH € HAJIHIE HAKOE OT o6CTosTeNcTBaTa 0 4. 3, T. 8 OT 3akoHa 3a
MKOHOMHUECKHTE M (QHHAHCOBHTE OTHOMIEHHUS C JIpYy>XXeCTBaTa, pErHCTPUPAHH B FOPHCIAMKIHH C
npedepeHiManeH JaHbYeH DPEXHM, KOHTPOJIHPAHHTE OT TSX JHIAa H TEXHHUTE ACHCTBUTEIHH
cobcrernun (3UPOJIPIOTIPKTIIT/IC), nomsnsaiiky wacr 111, 6yksa ,,[* ot EEJIOIL

9.2.2. KoMucHsTa KOHCTATHPE, Y€ YYaCTHHKBT MMa BIMCaHH B TBHProBCKHA perucTBp
nBama ynpasmTend. CovmeBpemerHo, npeactapenns EEJIOIl e moamucan camo OT yNpaBHTENA
JumuThp MapunueB. CpriaacHo wi. 54, ai. 2 oT 30I1 ocHoBanusTa o wi. 54, an. 1, 1.1, 1.2 u 1.7
ot 30I1 ce OTHAcAT 3a APYTH JIAIlA, KOHTO MMAr IIPaBOMOIIHS [a YINPaXHABAaT KOHTPOJ IpH -
B3eMAHeTO Ha pemneHus. Korato M3HCKBaHHUATa MO Yl 54, an. 1, 1. 1,2 u 7 ot 3011 ce oTHacAr 3a
ITOBeYe OT eHO JIWIIE, BCHYKH JMIa noanucsar eauH u csm EEJIOLL

V4acTHHKBT cieaBa aa npegoctasd HoB EEJIOII moanucan oT iBamara yipaBUTCIH.

Ha ocuosanue wi. 54, an. 8 u an. 9 ot [II1301], y4acTHUKBT CIEABA B CPOK [0 5 p?.6OTHH
JIHA OT TIOJIy4aBaHe Ha HACTOSLINS IPOTOKOJ [a OTCTPaHH KOHCTATUPAHHTE HECHOTBETCTBAS HilH
JMNCH Ha MHGOpMAIMs, KaTo NpEeICTaBd Ha KOMHCHATA HOB EEJOIT u/unu [pyr¥ JOKYMEHTH,
KOWTO CHIbPXKAT MNpOMEHeHaTa  H/WIH gombiHeHata MH@opManus.  JIOMBIHHUTEIHO
npeocTaBeHaTa WHbOpMALHs MOXe Jia o6xBama U $pakTH H 06CTOATENCTBA, KOUTO Ca HACTHIIUIH
crnen KpaifHMsL CPOK 3a T0JTydaBaHe Ha OQepTH WM 3asBJICHHS 33 y1acTHE. ITpu mpencrassiHE Ha
no EEJIOIT, yyacTHHIMTE CleiBa Ja HMaT IpeBull pasnopendara Ha wil. 67, an. 1 or 30II,
kakto u mocouenoro B EEJIOIl, uwe cnenBa Oa MpPeOCTaBAT HMHQOpMAIHMA €amMo |KOraro
KpuTepumTe 3a MOAOOp ca OWIH HM3HCKBAHM OT BB3JIOKHUTENSL B OOSBICHHETO, [HIIH B
JOKYMEHTAIMATA 32 [IOPhYKATA, IOCOYEHA B OOSBICHHETO. , j

i
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10. Pasryiexnane Ha ‘)loxyMeHTHTe npexcrasenu ot ,,EJITA 90M™ '00/] 3a obocobeHu
nosuumn NeNe 1, 3,4, 5, 6,7, 8,9, 10, 11, 12,13, 16, 17, 18, 36, 37, 38, 39, 40, 41, 42, 43, 44, |45,
46, 47 u 48 cLOTBETCTBUE C U3UCKBAHUATA KbM TUYHOTO CHCTOSHHE M KPHTEPHHTE 3a TOAGOP. |

10.1. B npexacrasenus EEJIOII, ce koHcTaTHpaxa CleIHATE HEIbIHOTH: ' -

VYacTHHKBT € MONBiHUI HH(opmanus B dacT IV, 6yKBa LB 1. 12 or EEJOII: , {a®,
KakTo ¥ WHGOPMALMS 3a BCEKM OTHENeH CcepTH(HKaT, a MMEHHO: BHJAA Ha cepTrdukara,
HAUMEHOBAHHUETO HA IPOM3BOAMTENS U 332 KOM 000COOEHH MO3ULIUH CE otHacs. Mudopmarusra He
e IBJIHA M € HEeNOCTaThuyHA 3a Ja Ce TNpeueHH [ald CHOTBETCTBA Ha H3HUCKBAHUATA | Ha,
BB3JIOKHTENSA. 33 YIOCTOBEpPABAHE HA BBH3MOXHOCTHTE B CHOTBETCTBHE C H3MCKBAHETO) Ha
BB30XkHUTeNs 0T Pasperr I1: ,,00pa3uyn Ha TOKYMEHTH U YKa3aHHe 3a  [IOArOTOBKATA MM™, TOUKa 4:
. Kpurepuu 3a moabop, MpaBHa, HKOHOMMYECKA, duHaHCOBA W TeXHHYECKa MHQpOpMAauus,
. moxrouka 4.3.2 OT NOKYMEHTAalHsTa 3a INOPBYKAaTa, YYaCTHHKBT CJICBA na npeJIOCT'aBH
HHpOpPMALMS, Y€ TPOM3BOAHTENHTE HA BCHYKM INpeljaraHi MEITHIMHCKH M3[EIHs anTen(éBaT
" BaJIMJIHA CHCTEMA 3a YIpPaBICHHE Ha KaueCTBOTO IO CTaHIApT BIC EN ISO 13485:20xx/ ‘ISO
9001:20xX MM eKBUBAJIEHTHA CHACTeMa 3a YNpPaBJICHHE Ha KAa4ecTBOTO, C OOXBAT CBIMIACHO
‘IpeMeTa Ha 06ocobeHaTa O3KUIHS 38 KOATO CE y4acTBa.

KOMHCHATA CMSTa, Ye YJaCTHHMKBT cleaBa fJa JONBJIHM HH(OpMAaUMsTa, OTHOCHO
BANMAHOCTTA HAa CepTHUKATUTe, 0OXBaTa WM, KakTo M yeb anpec /B NPHIIOKHMHTE ciyyan/,
oprad WM Ciyk0a, H3IaBalli JIOKYMEHTd KaKBOTO € M3MCKBAHETO Ha IIOICTO 33 MONBJIBAHC B
EEJIOIL. : : - :

10.2. Komucusra yctaHoBu, 4e B mpeacraBenus EEJIOII ‘e e mombiasena Yact VI:
"3aKIIOUMTENIHH [TOIOKEHHMs ", B ClIC/IHATA YacT: ' ' '
, Jlonynoonucanuam 0asa oguyuanno cveracue [nocoieme 8b31A2AUUSL_OP2AH UNU Eb3NOICUMENS
‘cwvenacno wacm I pazoen A] oa nonyyu docmuvhn 00 OOKyMeHmume, NOOKpenauu uuqbop.uauz‘mma,; '
x0smMo e npedocmagena 6 [nocoveme cromsemHama 4acm, paszden/ moura/u] om HacmoaWuUs
Edunen esponeticku 0okymenm 3a obujecmeeHu nopwyku 3a uefzume’Ha [nocoueme npoyedypama
3a @v3nazane Ha obujecmeena nopwvyka: (Kpamko onucaxue, npenpamka KM NYOIUKAYUSMA 6
Oguyuanen secmrux Ha Egponetckus cvios, pecpepenmen Homep)]“

Cnemsa na 6uae npeacrased Hos EEJIOI, B ko#ito pa ce TIOITBJIHM: [I0COYEHATa Ho-rope
nHQOpMAaIIHsL. _ ' o b

Ha ocHoBanue, 9. 54, an. 8 u an. 9 ot ITI30I], y4acTHHKBT:CIEABA B CPOK JIO 5 pa|60THI/I
JIHM OT T10Jly4aBaHe Ha HACTOSIIHS [POTOKOJ Jia OTCTPAHH KOHCTATHPAHHTE HECHOTBETCTBHS HIIH
JWICH HAa MHEGOpMAIus, KaTo NpeACcTaBu Ha KOMHCHATA HOB EEJIOII w/umu ApyTH HOKYMEHTH,
KOMTO CBABPXKAT ° MPOMEHEHATa M/WIM  AONBIHEHATa . nHpopmarmsa.  JIOIBIHHTENHO
npenocTaBeHaTa HHGOpMaIHA MOXe 1a 00XBalia 1 (axTH 1 0GCTOATENCTBA, KOMTO €2 HACTHITHIH
criefl KpaliHus CPOK 3a [ONy4aBaHe Ha opepTH WM 3asBICHUS 32 yaactue. [Ipu npeacTaBsHe Ha
wos EEJIOII, yuacTHHLMTE CleQBa Ja MUMAT NPEIBHI paznopenbata Ha 4. 67, an. 1 ot 30I1,
kakto ¥ docoueHoto B EEJIOII, we cnexBa Aa MpeaOCTaBAT uHdopMalHs c€amMo |KOrato
KpATepuuTe 3a MoxGOp ca OWid H3MCKBaHM OT BBIMOKHUTENA B 0OSBJIEHHETO, MIH B
JOKYMEHTANHUSTd 3a IOpbYKaTa, I0COYeHa B 0GSBICHUETO.

.11. Pasrnexiade Ha MOKyMEHTHTE MNPEICTAaBEHH OT ,,AHTHCEN - Bearapus™ OO0/ 3a
o6ocobeny nosunmd NeNe 5, 6, 9, 10, 36, 37, 38, 44, 45, 46, 47 nu 48 3a CPOTBETCTBHE C
M3HCKBAHMATA KM TMYHOTO CHCTOSHHE M KDHTEPHHUTE 32 IOAOOD. N
11.1. B npencrasesus EEJIOII, ce KoncTaripaxa ClIe[IHWTE HECHLOTBETCTBHA H
HENBJIHOTH: :

11.1.1. Komucusita KOHCTaTHpa, 1€ yqaCTHHKL'T . Antucen bparapus™ OO/ e npencTasui
EnuHeH eBpONEHCKH JOKYMEHT 3a obinectBern nopbuke (EEJOILI); ko#TO He € 110 CTaHfIAPTHHA
-obpazsell, MpHeT ¢ Pernament 3a mambiaenue (EC) 2016/7 na Komucusara ot 05.01.2016 . 3a
' yCTAHOBABAHE HA CTAHNAPTHHS - OOpaseil 3a eIMHHUS eBpONEHCKH JJOKYMEHT 3a OOIIECTBEHH
noppbuky, a umerso EEJOIT ce moanucsa Ha MOCHEHATa CTPaHUIE € [I0COYBAHE Ha JaTa. ,
11.1.2. Y4acTHHKBT He € TPENoCTaBuil HHQOpMAlMd B HacT IV, 6yksa ..BY,|T. 9 or

EEJJOIL
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3a ynOCTOBEpPSBAHE HA BH3MOXHOCTHTE B CHOTBETCTBHE C H3MCKBAHETO HA BBH3JOKHUTEIS
ot Pazpmen II: ,,O0pa3iy Ha NOKYMEHTH M yKa3aHHE 3a MOATOTOBKATa UM, TouKa 4: ,,Kpmepnnl,:;a
nonbop, NMpaBHa, MKOHOMHYECKa, (MHAHCOBA M TeXHH4YecKa MHOpopManus“, moarouka 4.3.4 0T
JOKyMEHTAlHMsTa 332 TOpbYKATa, Y4acTHMKA B MNpOLEypara TpsOBa 1a JeKiapupa, 4e iue
IIOAIbpKa 32 CBOSI CMETKA HAIMYHATA U3BbHTAapaHIIMOHHA amapaTypa, Ha KosTo 1ie ce 06paboTaar,
TecToBeTe (HAIMYHATA araparypa € ChbrilacHo NpunoxeHue Ne 2).

KoMmucHsTa CMSITa, Y€ YYaCTHHKBT CiIe/{Ba Ja PeJoCTaBH HH(OpMAaIlHs, OTHOCHO TOBA, e
IlE TOJUIbpKA 3a CBOS CMETKa HaJlM4YHaTa M3BBHIApaHIMOHHA amapaTtypa, Ha KOATO ILE| ce
u3paboTBar Tecrosere. ., '

- 11.2.3. YYacTHHKBT € HOMBIHWI HHdOpMaius B yacT 1V, 6yksa ,,B“, 1. 12 or EEJIOIL:
Jla“, KakTo ¥ MHOOpMAIHUs 32 BCEKH OTAENeH cepTHdHKaT, a MMEHHO; BHJ@ Ha cepm(bHKIaTa,
HAMMEHOBAHHMETO Ha MpoM3BOAMTeNs. MH(opMamusTa He € IbIHA M € HEAOCTAThYHA 3a 11211 ce
IpeleHd Oald CHOTBETCTBA HA H3MCKBaHHATAa HA BB3JTOXMTEIA. 3a YIOCTOBEpsBaHE| Ha
BB3MOXHOCTHTE B CHOTBETCTBHE C HM3HMCKBAHETO Ha BB3JIOXKHTENA OT Pasgen II: ,,O6pa3uu Ha
JOKYMEHTH M yKa3zaHHe 3a IOJAroTOBKAaTa MM, toyka 4: ,Kputepuu 3a mombop, npaIBHa,

MKOHOMHYECKa, (PHHAHCOBA U TEXHMYECKA HHPOPMALHsS ', NOATOYKA 432 ot JIOKyMEHTaLKA1a 33

NOpHYKATA, YYACTHHUKBT CJielBa Ja IPEJoCcTaBH HHGOpMANMs, 4e [IPOH3BOAMTENNTE HA BCHYKH
Tpe/UlaraHd MeJMIMHCKH H3JEeIMs TIPUTEXABAT BalMHA CHCTeMa. 33 YIIPABJICHUE HA Ka4eCTBOTO
no craugapt. BJIC EN ISO 13485:20xx/ ISO" 9001:20xx uma’ eKBHUBAIEHTHA cHCTeMA 32
yNpaBjieHHe Ha KA4eCcTBOTO, ¢ 00XBAT CBHITACHO MpeaMeTa Ha 0bocobeHaTa O3HIUs 33 KOATO ce
yuyacTBa. ‘ "

KoMHcHATa CMSATa, Y€ YYacTHHUKBT CjeABa Ja JONBIHH HHpOpMauusTa, OTHOCHO
BAJIMHOCTTA Ha cepTH(HUKaTHTe, 00XBaTa MM, KakTo U yebd ampec /B TIpUIOKUMHTE cny'qan/,
oprad i ciy0a, W3aBalll JOKYMEHTa KaKBOTO € M3HCKBAHETO Ha MOJIETO 33 MONBJIBAHC B
EEJIOIL .

11.2.4. Y4acTHHKBT € nonbiaHua mHdopmanus B 4acT IV, GyKBa LI ot EEJOIL: [ Jla®,
KaKkTo M MH(pOpPMaIHs 3a BHJA Ha cepTH(UKATa, HAHUMEHOBAHMETO Ha CEpPTHQHUHMpPALIHMA OpraH;
HOMep M JaTa Ha u3/aBaHe Ha cepTudHkara. MHdopmanusaTa € He0CTaThiHA 32 Ja Ce npe;ueHH
Jald ChOTBETCTBA HAa M3MCKBAHMATA Ha BB3JIOXKHTENA. 3a yAOCTOBEPSBaHE HAa BE3MOXXHOCTHTE B

CHOTBETCTEHE C M3MCKBAHETO HA BB3I0XuTeNsA oT Pazmen II: ,,06pasuy Ha JOKyMEHTH U yKasaHHe.

3a MOAroToBKaTa UM, Touka 4: ,Kpurepuu 3a moadop, npaBHa, HKOHOMHYECKA, (bHHaHCIOBa "
TexHu4ecka HHpopMmauus™, noarodka 4.3.1 oT DOKyMEHTauusTa 3a MOphYKara, y‘{aCTIl—II/IKT:T
cienBa Aa TIpefocTaBu HWHGbOpMalMs, 4e IpPUTEXaBaT BalMIHA CHCTEMa 3a YIPABICHHC Ha
xauecTBoTo o cranaapt BJIC EN ISO 13485:20xx/ ISO 9001:20xx nim eKBHBANECHTHA CHCTEMA
3a yIpaBieHHe Ha KauecTBOTO, ¢ 0OXBAT CBINIACHO IpeAMeTa Ha obocobeHara MO3UIHS 3a KOSTO
ce yyacTsa. ' '

Komucuara cMmigra, 4e Y4YaCTHHKBT cnelBa Ja JOIbJIHUA I/IH(l)OpMaI,[I/ISITa, OTHOCHO .

BAJIMIHOCTTA Ha cepTH(HUKATHTE H 00XBaTa MYy, KaKTo u yeb aapec /B MPHIOKHMHTE Cilydan/,
opraH HIH Ciyx0a, W3[aBalli JTOKYMEHTa KaKBOTO € M3MCKBAHETO Ha IOJIETO 3a MOMBJIBAHC B
"EEJIOIL. o

Ha ocnoBanue @wi. 54, an. 8 u an. 9 ot IITI30I], y4acTHUKBT ClIe/iBa-B CPOK 10 5 paboTHH
JIHM OT TIOJyYaBaHe Ha HACTOSILIHS [POTOKO Jla OTCTPaHH KOHCTaTMPAHUTE HECBOTBETCTBHA HITH
AMnCcH Ha MHGOPMALHs, KaTo NPEJCTaBH Ha KOMHCHATa HOB EEIOIT u/vnu Apyrd NOKYMEHTH,
KOMTO - CHEBpXAT TPOMEHEHaTa M/WIM  JONBJHEHara nHdopmanusa.  JIOIBIHHTENHO
npejgocTaBeHara HHPOPMaLH MOXe [1a 00XBamla 1 daxTd ¥ 06CTOATENCTBA, KOMTO Ca HACTHIIHIH
cile/y KpailHHs CPOK 3a MOJTydyapaHe Ha OohepTH WM 3ajBCHHS 33 y4acTHe. Ilpu mpencrassHe Ha
nos EEJIOIN, yyacTHHUMTE CIeBa 1a MMAT MPEABHI pasnopenfara Ha 4wi. 67, an. 1 of 3011,
kakto ¥ mnocoyeHoto B EEJIOIL, 4e cneaBa na MPEAOCTABAT HHpOpPMAIlHs, ¢aMO |KOraTo
KPUTEPHUHUTE 34 nonGop ca OWNM HM3MCKBAHM OT BB3JIOXKHTENd B OOSBIEHHETO, |HIM B
JOKyMEHTAIMATA 38 [I0PBUKaTa, I0COYEHa B 0OSBICHHETO.

!
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KoMHCHATa KOHCTATHpa, 9€ 1o 060cobeny nosuuuy ¢ Ne 22 ,,Tebpaa cpena -netpy Tayer
Marthin 3a KynTypenHO u3ciepane Ha Neisseria gonorrhoea -nerputa 1o 20 B OIIaKOBKaj, NQ. 34
,,CxpunHpai aMIUTHGHKAHOHEH TECT 3a yCTaHOBSBAHE HA HLA-B 5701 anen (upu jieHeHue ¢

* A6akasup)“ u Ne 35 ,Koncymarusu 3a paboTa ¢ TecToBe Mo mo3uuus Ne 34™ He ca MonaaeHH
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TIpe/II0KEH s U TIpejyiara B Ta3u 4acT obIIiecTBeHaTa OphyKa 1a ObJle IpEKpaTeHa Ha OCHOBaHHE
ui. 110, an. 1, T. 1 oT 3aKoHa, 32 OOLIECTBEHHUTE MOPBYUKH.

Hacrosius npotokoi ce ceerasu Ha 30.01.2017 1.

CbCTaB HAa KOMHCHATA:
Ilpencexaresr: : : .
Bans MuTKOBa, IbPXKABEH EKCIEPT B OTAEI ,, O, JUPEKLIHS ,HPO
YeHoBe: .

n-p Bsapa ToHeBa, I11aBeH €KCIEPT B AHPEKIIAS WMIITIT L L
Jlenuua Banuesa, crapuiy excrepT B aupexuws .M ... e LAl .

ViBan By4oB, rnaBeH IOPHCKOHCYIJIT B otnen ,,OIT%, nupexuus ,,HPOII3” ...}

Credxa Xnebapoa, FOPHCKOHCYJIT B OTHEN ,,OIT”, nupexuus ,,HPOH3”
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