“YHHBEPCHTETCKA MHOIONIPO®TMIHA BOAHMIA BA AKTHBHO
JAEMEHRRBE-GYPUTACIA L
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I POTOKOA

Iuec, 04.12.2018r. B rp. byprac, B usmeanenve Pemeune No VI - P —
471/26.10.2018r. Ha HMs3npaHUTEAHHA OUPEKTOp Ha ,YMBAA — Byprac” All, BBB
BpB3Ka C MPOBEXAAHETO Ha OTKpUTa IIpoueaypa 3a H300p Ha HU3IIBAHUTEA TI0
JOTOBOD, € npeamet: JlepHoguyHH AOCTABKM Ha MeQUUMHCKH HU3EAUS 3a HYXIUTE
Ha ,YMBAA - Byprac® All”, xomucua onpegeseHa cbc 3aroBeg No VI - P —
539/04.12.2018r. Ha Uan. gupekrop Ha ,YMBAA - Byprac” All, B ¢bcTaB:

Ipencemarea: A — p Awbomup ToMOB - Ha4YaAHHK OIlepallHOHEH GAOK Ha
~YMBAA - Byprac” Al;

Yaenose:

1. Upena ITetkoBa — ra. OpUCKOHCYAT Ha ,YMBAA - Byprac” AZl;

2. Teprana Poera — ropuckocyat B ,,YMBAA — Byprac” A,
B 11:00 B AamMuHuCTpaTHBHUA Kopryc Ha “YMBAA - Byprac” Al mposezme
3acemaHue, Ha KOeTo 0OsXa pasracaHu BHECEHUTE IIPENAOKEHUS 3a ydacTHe B
ropHaTa Ipoueaypa.

[IpencenareasT HA KOMHCHATA OTlpeead rpaduK 3a HeliHara paboTa.

B nawaanus 9ac Ha TIPOBEXKIAHETO HA 3aCeNaHHET0 HA KOMHCHATA OT
HeAaoBoAcTBOTO Ha “YMBAA -~ Byprac” All Geille IipeacTaBeH ITPOTOKOA, CBIBLPIKAILLL
uHopMaLusa 3a YYacTHULUTE, II0JAAW TPEJAOKEHHd, ¢ JarTa M 4ac Ha TAXHOTO
IOCTBIIBAHE, BHUOHO OT KOWTO, A0 KpalHHUs CPOK 3a TIpHEMaHe Ha IIPeHAOKEHHS,
KakTo U 8 ohepTH OT CAEHHUTE YIACTHHLIU:

No o

per dupma Bxogsmn HoMmep, Jarta U dac

,Bec Kopexr™ EOOA rp.Codus,
1. KB. ,,MauacTupcku AuBaAu-3arran”, 15137/29.11.2018 1.; 13,55 4.
yA. ,,bano moae™ Nel7

,I'a0Baa Meankaa™ OOA
2. | rp.Copus, 6Gya. CumeoHOBCKO T1oCe 15160/30.11.2018 v; 10,30 u.
Ne93 b, Bx.A, er.2, ocpuc 1

,XeameA boarapus™ EOOA
3. 1p.Codpust, 6ya. ,,Toaop 15161/30.11.2018 1; 10,30 u.
AaexcadapoB® Nel79, 6a0x 79

4. ,»Cuko ®apma™ EOOA 15213/03.12.2018 1.; 10,15 u.




»CppauMen™ EOOA rp.Codmus,

> 22018 r:
KK, Xaaku Aumursp® 6a.115, Bx.I’ 15214/03.12.2018 r; 10,15 .

wExoc Meanxa®™ OOA rp.Codus,

ks.[laBsoso, ya. I'oasm bpatan Ne8

15215/03.12.2018 r.; 10,15 u.

,,Bera Meanxaa™ BOOA rp.Codons,
Oya. bparapus NelO9, 6usnec
enrsp Bepruro er.2, oducnu 2.6-
2.7

15227/03.12.2018 r; 11,20 q.

»Paproa®™ AA rp.byprac, ya. ,,Can

22018 1+ 14.9
Crecpano® Ne28 15238/03.12.2018 r.; 14,20 u.

Ha 3acemadueTo Ha KOMHCHATA HE IIpHUCBCTBaxa IIPpECACTaBUTEAHM Ha
V49aCcTHHUIIMTE B O6III,€CTB€H&T8. TIOPBYKA.

[Ipeau ga NpUCTBIIAT KBM OTBapsiHe Ha O(DepPTUTE, YACHOBETE Ha KOMHUCHUATA

roJrHcaxa Jeraapallvu, YZ0CTOBepSABallld AUIICa Ha obcTosgTeAcTBaTa, IIpeABUIEHU
B ua. 103, aa.2 ot 30I1.

Caen KaTo TIpH YCAOBHATA Ha HM3BBPIIEH OrA€/ KOMHUCHSITA KOHCTATHpa, 4de
opepTUTE ca MNOAAJEHN B pPaMKHUTe Ha CpoKa, oOsABEH C ITyDAMKYBaHUTE B caiiTa Ha
AOIl obsaeacHMEe 3a NpoBexJaHe Ha obllecTBeHa IIOPBYKA, KaTo oOO3HA4YeHUSATa
BBPXY CBLIUTE CBOTBETCTBAT Ha pasnopendbara Ha dYa. 39 or IS0 u
M3UCKBaHHsATA Ha BB3aoxuTeasi, mnocodyeHn Pazmea IV or pokyMmeHtaumsara 3a
NIpOBEX/JAaHEe Ha IpouedypaTa, Karo BBPXy IaMKa €  0003HA4YeHO MHMETO Ha
V4YaCTHUKA, aJ[pec 3a KOPECIIOHAECHIMs, (ake U e-mail, rpeaMer Ha npoleaypara,
060cobeHHTE ITO3UIMH, 34 KOETO Ce Io/iaBa IPEJAOKEHHE, KAKTO M BXOAALL HOMED, C
yac Ha [IOCTBIIBAHE HA TIPEIAOXKEHHETO B ACAOBOACTBOTO Ha Bb3A0XKHTEA.

IIpencenaTeAadaT Ha KOMHCHATA TIPUCTBIIM KBM OTBapsHe Ha oepTUTE 1o
pera Ha TAXHOTO IoAaBaHe, CAeMl KOeTO ONOBECTH NOKYMEHTHTE ChIBpXKamM ce B
TSAX, CbLAACHO TTPHAOXKEHHAT CITHCBK.

1.ITpu npoBepka Ha ogeprara Ha ,Bec Koperr“ EOO, EMK 201387303,
CBC CeJasHlIe U agpec Ha yripaBaenue: rp. Codud, XK. K. ,MaHACTUPCKH AHBaJIU -
Banan”, va. ,baso nmoae“ 17, cekuusa C, er. 1, oduc 1, npeacrasagsaHo oT Beceann
CretanoB J[lackaasor — yIIpaBHTEA, MW H3BBpIICHA TIPELEHKA OTHOCHO
CBOTBETCTBHETO U ChC 3aKOHOBHUTE M3UCKBaHHs, Oele yCTaHOBEHO, Ye ChC ChIATa
YYaCTHUKEBT BHACH ITPEAAOKEHHE 110 00ocobeHa mosuuus Ne 15, 1 € npeacraseHa B
CBHOTBETCTBUE ¢ pasnopenbara Ha ua. 39 ot II30I1 B cboepxka: nmamk Nel -
SJaapacHue 3a ydactue” u nmauk Ne2 ~  Ilpenaaranu neHosu Hapamerpu”. Ilpenu aga
MIPUCTBIIM KBM OTBapsiHE M IIPOBEPKa HA AOKYMEHTUTE, IIPEACTABEHU C IAMK Nol,
[IpeacelaTeAs T Ha KOMHCHATA [MPEACTaBH Ha YACHOBETE Ha KOMUCHSITA Ja
noaruinaTt nmauk Ne2, caen Koeto orBopu NamMK Nol, u mpencTaBu 3a IIOAIHC
CBABPKAIIUTE CE B THAX JOKYMEHTH, B HacTTa Ha TEXHHYECKOTO IIPEJAOKEHHE II0
oGocobena ro3unusa Neld.

2. Tlpu mnpoeBepka Ha odeprara na ,JAOBAA MEIHUKAA® 004, EHK
202255806, cBC cefasMile M aApec Ha yIpaBaCHHE: TIP. Codusa 1700, p-u
JAozenert’, vya. ,Mopman Crybea“ 20, etr. 2, an. 4, npeacraBagBaHo oT CTaHHCAAB



F'eoprueB ['onieB - ynpaBUTEA, H U3BBPIIEHA IPELEHKA OTHOCHO CHLOTBETCTBHETO U
ChC 3aKOHOBHUTE HU3UCKBaHH4, Oellle yCTAHOBEHO, Y€ ChC ChILIATA YYACTHUKBT BHACS
npeziaoxkeHue 1o obocobenu mozunmy NeNe 11, 12, 13 u 14, u e npencraBeHa B
CHOTBETCTBHE ¢ pasnopeabara Ha ba. 39 or IIMI30I1 u cpappxa: nmauk Nel -
»3asBacHHE 3a ydactue” M Mavk Ne2 - TlpensaranM LeHOBH napamerpu” ~ 110
obocobenu rozunmK NeNell, 12, 13 u 14. [lpeau ga HpHCTBIIM KBM OTBapsHE H
[IpOBepKa Ha JAOKYMEHTHTE, IIPEACTABEHH C IIAHK Nel, nmpencesaTeAsT Ha KOMHCHATA
[PEeACTABH HA YACHOBETE HA KOMMCHATA [a MOANHIIAT IIaMKoBe No2, caell KOeTo
oTBOPH I1AHMK Nel, M npeAcTaBH 3a IOAIMC CHABPXKALMTE Ce B TAX AOKYMEHTH, B
4acTTa Ha TEXHHYECKUTE [IpeaasokeHud 110 obocobenu mozunmy NeNell, 12, 13 u 14.

3. Ilpu nposepka Ha ogeprara Ha XEAME/L BBATAPUA“ EOOM, EHUK
130477290, cbe cepaanllie U aapec Ha ynpasaeHue: rp. Codud, ya. ,ap Cumeon®,
6a. 20, er. 1, an. 3, npeacraBagBado oT BaaentuH XpHcTtoB KpbcTeB — ynpasurea,
M U3BBPLIEHA [IPEelEHKa OTHOCHO CBOTBETCTBHETO U ChC 32KOHOBUTE H3UCKBAHUS,
fellrte YCTAHOBEHO, Y€ CBC CBLIATA YYAaCTHHKBT BHACH IIpeaoxKeHHe 110 obocobeHa
no3uuusa Ne 20, U e mpejacraBeHa B CBOTBETCTBHE ¢ pasnopendara Ha 4a. 39 or
[MTT30IT u cpabpxa: nauk Nel — ,Basapaenue 3a yuactue” U nauk No2 — IIpenasaranu
LIEHOBH IlapaMeTpu’ — 110 obocobena rozumma No 20. Tlpeau ma NpUCTBIM KBM
OoTBapsiHE W I[IPOBEpKAa Ha JOKYMEHTHTE, [IpeJCTaBeHH ¢ rnauk Nel, npeacemareasar
Ha KOMHMCHATA IIPEACTAaBH HA YACHOBETE Ha KOMMCHSTA Ja ITOAIHIIAT IAMK Nel2,
cA€Ml KOETO OTBOPH IaMK Nel, M npeAcTaBH 3a NOANKC CHABPKAIUMTE CE B TAX
JAOKYMEHTH, B 4aCTTA HA TEXHHUYECKUTE IPEAAOKEHUS.

4. Ilpn nposepka Ha odeprara Ha ,CUKO-PAPMA® EOQO/, EMK 040859856,
CBC CeJaArIle M ajpec Ha yrpasaeHue: rp. Codwua 1303, p-BH ,Bw3paxaaHe”, ya.
Sbperaanuna“ Ned3, er. 2, npeacTaBadgBaHO OT yHpaBuUTeaHTe BopuHc Acriapyxos
Feoprues u Burkrop EBTHMOB, Ha4MH Ha IIpeACTaBAsiBaHe — 3a€JHO M H3BEBpPIIECHA
IIpeleHKa OTHOCHO CBOTBETCTBHETO H CHC 3aKOHOBHTE H3UCKBaHHA, Oelle
YCTAHOBEHO, Y€ CBC CblllaTa YYacTHHKBT BHACH MpeAscKeHue 110 obocobeHu
no3unyu NelNe 1, 2 1 3, 1 e IpeAcTaBeHa B CBOTBETCTBUE C pasniopeadbara Ha 4qa. 39
or MMII30IT u ceaspxka: nauk Nel — Baspaenue 3a ydactue” u HaHK No2 —
LllpenaarasHu 1IeHOBU napameTpu” — 1o obocobenn mozuupn NoNel, 2 u 3. Tlpenu ga
MPUCTHITH KBbM OTBapsHE H IPOBEpKa HA JOKYMEHTHUTE, NMPEACTABEHH ¢ MAHMK Nol,
IIpeaceJaTeAdT Ha KOMHCHSATA IIpeACTaBM Ha 4YACHOBETE Ha KOMHCHATA Ja
TIOAHINAT TAHKOBe Ne2, caell KoeTo OTBOPH IaHK Nel, U npeacTaBH 3a IIOIHC
CBABPEKAILMTE CE€ B TAX ACKYMEHTH, B YACTTa Ha TEXHHUYECKHTE IIPEIAOKEHHUS I10
oBocobeny mosurmnm NeNe 1, 2 u 3.

5. Ilpu npoeepka Ha odeprara Ha ,CHPRKUME/* EOO/, EMK 131316061,
CBC CeasUIIe W azpec Ha yripaBaeHue: rp. Codust 1510, p-u Hoaysaue, x.K. Xazxu
HAumurep, 6a. 115, Bx. T, er. 8, ann. 102, npeacraeaseaHo or MuHa [lerposa
[leTrpoBa - ympaBuTea, M H3IBBPUIIEHA IIPELIEHKA OTHOCHO CBOTBETCTBHETO H CBC
3aKOHOBUTE H3MCKBaHWHA, Oellle yCTAHOBEHO, Y€ CBhC ChIlaTa yYY4aCTHHKBT BHACS
npenasoxeHue 1o obocobenu mozuuum NeNe 17, 18 m 19 m e npeacraBeHa B
CBOTBETCTBHE ¢ paznopendara Ha da. 39 ot IHI30I1 m cepaepxxa: mavk Nel -
L3aaBaeHue 3a ydactue” M nmauk Ne2 — ,TIpepgaaraHy LEHOBH HapameTpu’ — I10
o6ocobenn mo3muyu NeNe 17, 18 u 19. Ilpeau ga npucThIIM KBM OTBapsiHe U
[IPOBEPKA Ha JOKYMEHTHTE, IIPEACTAaBeHHU ¢ NMavK Nel, npeacegareadT Ha KOMHCHATA
NpeACcTaBH Ha YACHOBETE Ha KOMHCHATA Ja IOANHIIAT NAHKoBe Nel2, caej KoeTo
OTBOPH IaHMK Nel, M mpezicTaBH 3a IOAIIUC ChABPAKAUITE C€ B TAX NOKYMEHTH, B
HaCTTa Ha TEXHHUYECKUTE IPEIAOKeHUs 1o 00ocobenn mosuumu NeNe 17, 18 1 19.

6. ITpu nposepka Ha odeprata Ha “EKOC MEJUKA® OO/, EMK 831029075,
CBC CeJaAMllle U aapec Ha yrpaBaeHue: rp. Cocua 1618, ya. ,Toaam Oparan” Ne8,
npeacrapaaBaHo oT Eaka AsekcueBa Manea - ynpaBUTEA, H U3BBPLICHA IpELEHKA
OTHOCHO CBHOTBETCTBHETO M CBC 3aKOHOBHTE H3UCKBaHHSA, Oellle yCTAHOBEHO, Ye ChC
cplllaTa YYaCTHUKBT BHACHA IIpeflaoKeHHe Io obocobena mosuuua Ne 21, n e



NpeAcTaBeHa B CBOTBETCTBHE ¢ pasnopembara Ha 4a. 39 or IMIBOII u cpabpxka:
nauk Nel - ,3aaBaeHue 3a ydactue” M nauk No2 - TlpenaaraHu LeHOBH napamMeTpu”
— 110 obocobena nosuums No2l. IIpeau fa MpUCTHIIM KBM OTBApPsAHE U IIPOBEPKA Ha
JAOKYMEHTUTE, NIPEACTABEHH C NAHK Nol, mpencepgareasiT Ha KOMHCHATA IPEACTABH
Ha YACHOBETE Ha KOMHCHATA M IPEACTABAsIBAILMSA YYACTHHUKA B TIpoleaypara Aa
TOAIMINIAT IAMKOBe No2, caep KoeTo OoTBOpHM MAMK Nel, U mIpeacTaBH 3a ITOITMC
CBABPXKAILUMUTE CE B TAX JOKYMEHTH, B YacTTa HA TEXHHYECKUTE IIPEIAONKEHUS I10
obocobena no3uLya No21.

7. Ilpum mnpomepka Ha odeprara Ha “BEFA MEIUKAAY EOQ, EUK
201090465, cBC cemaaumie U azapec Ha yrnpaBaeHue: rp. Codus, 6ya. ,Brwarapuga”
Nol09, 6u3Hec 1eHTBP ,Bepruro“, er. 2, oducu 2.6-2.7, npeacraBagBaHO OT
Juvurep YHKOB HBaHoB - VIIPpABUTEA, M H3BBLPIUCHA TIIPELEHKa OTHOCHO
CBOTBETCTBHETO M CBC 3aKOHOBHTE M3MCKBAHHHA, Delle YCTAHOBEHO, Y€ CBC ChIIATa
YYACTHUKEBT BHACH TIpeJaoKeHHe 110 obocobena moszunma No 12 u e npeacraBeHa B
CBOTBETCTBHE C pasnopeadara Ha 4a. 39 or IIII30I1 u cpappxka: mauk Nel -
L,3adBacHHe 3a y4dacthe” M mamk Ne2 - ,IlpenmaaraHy neHoBU riapaMeTpu” — TIo
obocobena mosuima Nel2. Tlpeay Aa NpHUCTBEIIM KBM OTBapsiHe M IIPOBEpKaA Ha
AOKYMEHTHUTE, IIpEACTaBeHH ¢ NaHK Nel, mpeacegaTeasT Ha KOMUCHATA IIPEACTABH
Ha YAEHOBETE Ha KOMHCHATA Ja IOANUIIAT IAHK No2, caes KoeTo OTBOPH ITavk Nel,
M TIpeacTaBH 3a MOAIMC CHIBPKAIWMTE C€ B TAX JOKYMEHTH, B 4acTra Ha
TEeXHUYECKUTE ITPeJAOKEHUs 110 0bocobeHa mosuiiks Nol2.

8. Ilpm mnposepka Ha odeprara Ha ,PAPKOA” A/l, EMK 102227154,
cejasville H azpec Ha yrpasaeHue: rp. Byprac, ya."Can Credano” No 28,
npeacTaBasiBaHo OT [Jdanuea ArobeHoB Panyaon, Tana MundeBa Munuera - Bazoresa
u leopru IletkoB bazoreB — C¢bBET Ha AUPEKTOPHTE, M H3BBPUICHA IIpClleHKa
OTHOCHO CBOTBETCTBHMETO U CHC 3aKOHOBMTE U3MCKBAHUS, DELle YCTAaHOBEHO, YE ChC
ChUIATA YYACTHHUKBT BHACH Npenaoxkenue rio obocobenn mmozuumu Ne No 4, 5 v 22, u
ceappxka: nauk Nel - ,3BagpaeHue 3a ygactue” — 1 6p. u 3 6p. namr Ne2 -
JllpesaraHy 1IeHOBH rapameTpH” 3a obocobenu mosnnmu No Ne 4, 5 u 22, Ilpeaun na
MIPUCTHIIH KBM OTBapsiHE U IIPOBEPKa Ha JOKYMEHTHTE, MPEACTABEeHM C NMaHK Nol,
TIpeAcefaTeadT Ha KOMHCHATA IIPeACTaBH Ha YACHOBETE Ha KOMUCHATA Jda
noanumar naukose No2, caen xoero oTBOpHM raux Nel, M npeacTraBu 3a NOIITHC
CBABPKAIIMUTE CE B TAX JAOKYMEHTH, B YacTTA HA TEXHHUYECKUTE ITPEIAOIKEHHMS TIO
obocobenu nosuipu No Ne 4, 5 1 22.

IIpu u3BBLPLICHA ITPOBEPKA KOMHCHSATA YCTAHOBH, Y€ I10 OTHOUICHHE Ha
YYaCTHHULIMTE HE € HaAHMlle CBBP3aHOCT [0 CMHCHAA Ha § 2, T. 44 ot [IP Ha 30I1.

Ha caeapamuar erar or csogra pabora, Ha oCHOBaHMe 4Ya. 53, aa.7 or
T30, B paMruTe Ha 38KPHUTO 3acelaHMe KOMHCHATA H3BEPIIH IIPOBEPKA Ha
IMPeACTaBEHUTE OT Y4YaCTHHLIMTE OOKYMEHTH 1o 4a.39, aa.2 ot IITI30II, orHocHO
CHOTBETCTBHE ¢ H3HCKBAHHUATA KBM AUYHOTO CBCTOSHHE U KpHTepHHTE 3a roadop,
OTIPEAICACHH OT BB3AOKUTEAL.

1. IlpemcraBeHoro oT ydacTHHKa “Bec Kopexkt® EOO/ ,3agBaeHue 3a
yuactue” ChIbPXKa CACAHUTE JIOKYMEHTH!
1.1. Criucek Ha JOKYMEHTHUTE CBILPKALIM ce B odepraTra - Ha XapTHCH HOCHTEA H
Ha CD;
1.2. EqviHen eBporneificKuM AOKYMEHT 3a obiecTBeHH rnopruku (EEIJOIT), moanncaH
OT NPEACTABASIBAINNS y9acTHUKA - Obpasel] 1 - Ha CD M Ha XapTHEH HOCHUTEA,;
1.3. Ymocropepenue 3a peructpauusa o 3/UIC - zaBepeHo OT NpeicTaRagBallys
yHacTHHUKA KOITHE;
1.4. Jeraapanus 3a 3arosHaBaHe ¢ YCAOBUATA Ha noppykara - Obpaszer 3;
1.5. AIMHUHUCTPATUBHH CBeAcHUs - Obpasen 2;
1.6. [eraapanua 3a ydactue Ino obocobeHu mosuuuu - Obpasen, 6 - He €
3aBAKUTEAHO TIPEACTABSIHETO H;



1.7. Heraapauyg 3a KOHOUACHIMAAHOCT Ha MHAGOPMAllMA Ha OCHoBanue da. 102,
aa. 1 30I1 ~ He € 3aABAKUTEAHO TIPEICTABAHETO U;

[Tpu uspeplIeHATa IPOBEPKA Ha MPECTAaBEHHUTE CBC ,3asdBAEHUE 3a yuacTue”
AOKYMEHTH 3a I10400p U CBOTBETCTBHETO HM C YCAOBHATA Ha BB3A0KUTEAd,
KOMHCHUATA YCTAHOBH, 4€ CBIUUTE OTroBapAT Ha oDABEHMTE M3UCKBaHHsA, a PH
H3BbpINEHA NpoBepKa Ha IpeJcTaBeHus oT yuyactHuka EEJIOIT ca Haauue caeadure
HECHOTBETCTBHUS:

A} B Pazznea 1l, toae ,Korato e ripuaoxuMo, rnocodere ChoTBETHaTa obocobeHa
MO3HUMA HAM TIO3MIIMH, 3a KOATO(KOMTO) HMKOHOMHYECKMAT OIIEpaTOp Keaae ma
HarpaBu odepTa“ y4acTHHKBT cA€Ba Ja I10COYH HoMmepara Ha obocobeHure
MO3UIINH, 33 KOHMTO Ce BHACH MTPEIACKEHHE.

B) B Hacr Ill, pazzea B, moae ,OCHOBaHMHA, CBBP3aHH C HECBCTOSITEAHOCT,
KOH(DAMKTH Ha HHTEPECH HAM IIPOQEeCHOHAAHO HapylIieHHE", Cae/Ba [a Ce ITOCOo4YH,
4e 10 OTHOLLIEHHE Ha YYaCTHHKA HE € HAaAUIlE KOH(MAMKT Ha HHTEPECH INpH ydacTHe B
mpoLeAypaTa, KakKTO M dHe CBINMAT He € ydJacTBas IIpAKO HAH KOCBEHO B
MOAroTOBKAaTa Ha TpolieaypaTra, KakKTo M HE € IpeACTaBHA HEBEPHM OaHHH IpU
y9acTHETO CH B IIpOoLeAyparTa.

B) B paszgea IV, 6. B ,TexHu4decku U ¥ IpodeCHOHAAHH BB3MOXKHOCTH, TIOAE
SAHCTPYMEHTH, CHOPBKEHUA U TEXHHYECKOTO 0bopyaBaHe”, YHACTHUKET CA€/IBa J1a
IIOCOYH JIaHHM 3a TEXHHYECKO obopyABaHEe M PpPECypCHHTE BB3MOXKHOCTH 3a
OCHUIYPSIBAHE Ha KadyeCTBEHO M OBP30 HMIITbAHEHHE Ha IOPHUKaTa (TpaHCIIOPTHU
CpesCTBAa — MUHHMYM 2 H/HMAH JOTOBOP C KypHepCKa — MHHHUMYM 1 (dHUpMa, ¢ KOUTO
pasrioaara y4acTHHKa). M3HCKBAHETO € NPUACKHUMO U IIPU YCAOBHE Ha ydacTHe 3a
riogede oT efHa obocobeHa TTO3ULIMA.

[’} B pazgen 1V, 6. B |, Texuuuecku 1 v nmpodeCHOHATIHU Bb3MOKHOCTH , TosIe .3a
nopwsYKHU 3a gocraBku: CepTudHUKATH OT UHCTHTYLMH 110 KOHTPOA Ha Ka4iecTBOTO",
Kacaelo Haaudve Ha CcepTHdUKATH HAa [IPEJAAraHuTe IIPOJYKTH, CBLAACHO
H3HUCKBAHUATA Ha 4A.6.2, T.3 oT O01UTe YCAOBHA 3a IPOBEXKIAHE Ha Ipoleaypara,
YYaCTHHKET CAE/IBA 12 ITOCOYH JAHHH 3a cepTU(HKATH Ha IpeJsaraHuTe OT Hero
MEIUIIMHCKH H3[eAMsT H 110 — KOoHKpeTHo EC ceprudugar za HaHeceHa CE
MapKHPOBKa BLPXY H3ACAHUETO HAU JeKaapallyd 3a ChOTBETCTBHE, 3a ITPOAYKTHTE, 34
KOHTO CepPTH(HKAT 3a KadeCcTBO € HEIPHAOXKHM chraacHo Jupektuna 93/42/EUO.
IMpu nocouBaHe Ha cpOTBETHHA ceprudukar B EEJOIL, caeasa ga e oboznaueHo 3a
KOs KOHKpeTHa 000cobeHa ITO3HULMA H HOMEHKAATYPHA €AHHHLIA C€ OTHACH.

) Vudopmanusara 3a ceprudurar EN ISO 9001 uan EN [SO 13485 wmam
EKBUBAACHT CA€/BA [ia ce IocouHn B paszzaea IV, 6. ' ,CxeMH 3a ocurypdpaHe Ha
Ka4eCcTBOTO U CTAHAAPTH 3a €KOAOTHMUYHO yIIpaBAE€HHE”, B KOETO IIOAE CAE€/IBA Ja C€
ITOCOYHM HOMEP Ha HU3/a/JeHHs cepTHdHKAT, u3narea, o0xBaT Ha cepTuUduKkara Hu
CPOK Ha HeroBaTa BaAHHOCT.

E}) B Pazgea IV, 6. A, ,JTomHoct®, noae ,BriceaHe B THProBCKU pPervucTbp”
cAelBa /14 CE IMTOCOYM AMHK KbM TIapTHZaTa Ha yJdacTHHKA B TBProBCKHS PETUCTER U
EUK.

C oraeji Ha TOPEHZIAOKEHOTO M HA OCHOBaHHE dA. 34, aa.8 or TIII30II,
KOMHCUSTA YKazBa Ha y4YacTHHKa pa npexacrasu Hos EENOIl ¢ usmuckBaHHTE
JOTTbAHEHHS.

2. IpeacraseHoro ot yyactHuka ,’AOBAA MEIMKAA® OO/ ,3asasaeHue 3a
ydacTHe” ChbpXKa CACAHUTE JOKYMEHTH:
2.1. CriuceK HA JOKYMEHTHUTE, ChABDKAIIY ce B opepTara Ha XapTHEH HOCHTEA;
2.2. EnquHen eBporieficky AoKyMeHT 3a obitecrBeHu ropeuku (EENOI), nomrmucan or
npecTaBAsIBallHa yiacTHUKa - O6paszen 1 - va CD;
2.3. [legkaapaliyd 3a 3ario3HaBaHe ¢ YCAOBHUATA Ha roppukara — Obpazern 3;
2.4, AIMUHHCTPATHBHH CBeeHud — Obpazel 2;
2.5. Akt 3a perucrpanus rno 301 n yaocroeepeHue 3a perucrpauuda no 311C -
3aBEPEHH OT IPeJICTaBAIBALIHS YYACTHHKA KOITHS;

IIpu y3BkEpLIEHATA [TPOBEPKA Ha TIPENCTaBEHHTE ChC ,3asBACHHE 3a ydacTHe”
JAOKYMEHTH 3a TIoa00p M CBOTBETCTBHETO HM C YCAOBHATA Ha Bb3soxkwuread,



KOMHCHSATA YCTAHOBH, Y€ CBIIMTE OTrOBapAT Ha OOABEHUTE U3UCKBAHHS, & IIpU
U3BBpHOICHA IIPOBEPKA HAa IpeicTaBeHusa oT ydacTHUka EE/IOIT ca Haaule caeagnure
HECHOTBETCTBHSL

A) B Yact 1II, pazaea B, moae ,OcHOBaHHUSA, CBBP3EHH C HECHCTOATEAHOCT,
KOH(PAHKTH HA HHTEPECH HAH ITPpo(PeCHOHAAHO HapyIIeHHE, caelBa Jla CE TTOCOYH,
4e 110 OTHOLIEHHE Ha yYAaCTHHKA HE € HaAHIEC KOH(AUKT Ha MHTEPECH IIpH yIacTHE B
rnpoueaypara, KakKTO H Ye CBIHUAT He € y4acTBaa IIPsKO HAW KOCBEHO B
IIOATOTOBKAaTa Ha IpollefAypara, KakTO M HE € IIPEeACTaBHA HEBEPHH JAHHU I1pH
yHaCcTHETO CU B IIPOLIEAYPATA.

B) B paznea IV, 6. B ,Texuuuecku 1 U rnpodeCHOHAAHHA BB3MOKHOCTH”, [10AE
SAHCTPYMEHTH, CBHOPBKEHHS M TEXHHYECKOTO 00OpyaABaHe”, YIACTHUKBT CaAC/IBA JIa
[TOCOYM JaHHHU 3a TEeXHUYECKO o0opyaBaHe H PECYPCHUTE BB3MOXHOCTH 34
OCUIYpPSABAHE Ha KadeCTBEHO M ObP30 HIITbAHEHHME Ha IIophYKaTa (TPAHCIIOPTHU
CPe/CTBA — MUHMMYM 2 H/HAU JIOTOBOP C KypHEpPCKa — MUHUMYM 1 (upma, ¢ KOUTo
pasrioaara ydJacTHHKA). M3HCKBaHETO € NMPHAOKHMO U TIPHU yYacTHE 3a [I0BEYE OT
e/Ha 06ocobeHa ITo3HLH.

B) B paznea IV, 6. B ,Texuudecku u ¥ nNpodeCHOHAAHH BB3MOXKHOCTU”, T10A€
,3a& TIOPBYKH 3a JocTaBkKH: CepTHMHKATH OT HHCTUTYLHMH II0 KOHTPOA Ha
Ka4ecTBOTO , KAacaello HasudHie Ha cepTUdHKaTH Ha IpeJAaraHuTe ITpPOAYKTH,
CBrAGCHO HM3MCKBaHUATA Ha 4A.6.2, T.3 or OOmmTe yCAOBHA 3a IPOBEXKIAHE HA
IpoueaypaTa, YYaCTHHUKBT CA€ABa Ja II0COYH JIaHHU 3a cepTudHUKaTH Ha
rIpefaaraHuTe OT HEro MEAMIIMHCKH H3/IeAMd W 110 — KOHKpeTHO EC ceprudurar 3a
HaHeceHa CE MapkupoBKa BBPXY H3JIEAHMETO HAHM JeKAapallusd 3a CBOTBETCTBHUE, 3a
ITPOAYKTHTE, 3a KOUTO CEPTUMHKAT 3a KAYeCTBO € HEINPHAOXKUM CBIAACHO
Jupexkrusa 93/42/EWO. Tlpu nocodBaHe Ha chOTBETHHA cepTHdHKar B EENOII,
caenBa ja € obo3HAYEeHO 33 KOsl KOHKpeTHa 000Cco0eHa IO3HIHS U HOMEHKAATYPHA
€IMHH1IA CE OTHACH.

I Uudopmaumara 3a ceprucpuxkar EN [SO 9001 nauw EN SO 13485 nam
€KBHBAACHT cAefBa jaa ce rocoun B paszzaea IV, 6. ' ,CxeMu 3a ocurypsiBaHe Ha
KQ4eCcTBOTO M CTAHJAPTH 3a €KOAOTHMYHO YIIpaBA€HHE”, B KOETO TIOAE CAelBA Ja ce
[TOCOYHM HOMEDP Ha Uu3JazieHud ceprTu(HKAT, udzaares, o0XBarT Ha CepTH(UKATA U
CPOK HA HETOBAaTa BAAHWIHOCT

C orae/l Ha TOPEH3AOKEHOTO M HA OCHOBaHHe dYa. 54, aa.8 ot IIII30I1,
KOMHCHHATa yKasBa Ha yYaCTHHKa Ja IpeiacraBd HoB EENOIT ¢ usuckpaHuTe
JOTTBAHEH NS

3. Tllpencraenoro ot ydactHuka ,XEAME/ BBATAPUS EOO/ ,3asBacHue
3a y4acTue” ChABPKA CACTHUTE JOKYMEHTH:
3.1. CouceK Ha MOKYMEHTUTE ChABPXKAIIM Ce B odeprara - Ha XapTHEH HOCHUTEA U
na CD;
3.2. EENOI - na CD;
3.2. PagpeunleHue 3a THProBUA Ha €4p0 ¢ MEIHLUHCKH H3Jeaus — per. NelV-P-T/MH-
109/02.11.2007r. wuHa MHampaHUTEAHA areHLMs 10 AGKAPCTBAaTa, BEAHO C
IIPUAOKEHHE — 3aBEPEHO OT NPEACTaBASBAIUMSA YIACTHHKA KOITHE;
3.3. YaocrosepeHue 3a peructpauus rno BYACTAT- zaBepeHo OT IIpe/icTaBasiBaILA
y9IaCTHHKA KOTIHE —~ HE € 3albAXKHTEAHO IIPEJICTABAHETO MY;
3.4. YpocroBepeHue 3a perucrpauus rno 3/JC - 3aBepeHO OT NpejcTaBasiBallMs
y4acTHHKA KOITHE,
3.5. CrmuceK Ha ckaagoBara 6asza, TPAHCIIOPTHHATE CPEACTBA M HasWuHe Ha CKAIOYEH
JIOTOBOP ¢ KypHuepcka hupMa;
3.6. Kortue ot ceprudukar 3a perucrpauua EN ISO 9001:2015 - zasepeno or
TIpe/icTaBAagBallMs YIaCTHHKA KOITHE;
3.7. [ekaapanyg 3a 3ano3HaBaHe C yCAOBUSATA Ha noppukara — Obpasen 3;
3.8. AAMUHHUCTPATHBHH CBeJICHHs - obpaser] No2;

Ilpu u3pbpuHIcHATA IIPOBEPKA HAa IPEACTABEHHUTE CbC ,3asdBACHHE 3a ydacTue”
MOKYMEHTH 3a TI000p W CBOTBETCTBHETO HM C YCAOBHATA Ha BB3aoxUTEAd,
KOMUHCUSITA YCTAHOBH, He CBINHTE OTrOBaApAT Ha OOABEHUTE H3HUCKBAHUS, KaTo
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BU/IHO OT uHboOpMaluusita, CpAbpxalla ce B rpenctasenud EEJOIT ca Haauie
CAEIHUTE HECHLOTRBETCTRH!

A) B Yact III, pasnes B, noase ,OcHOBaHUd, CBBP3AHU € HECBCTOSTEAHOCT,
KOH(QAUKTH HA UHTEPECH HAHM IPo(QreCUOHAAHO HAPYLIEHUE", cAeABA [Ia CE€ TTOCOYH,
ye I10 OTHOLIEHHE Ha y9aCTHHKA HE € HAaAULIE KOH(MAHKT Ha HHTEPECH I1PH YY4aCTHE B
npouegypara, KaKTO M 4Y€ CBIIMAT HE € ydacTBas IIPSKO HMAM KOCBEHO B
IT0/Ir0TOBKATa Ha NpOLEeAypara, KakKTO M HE € [PEeACTaBHA HEBEPHH [aHHU [P
VHIaCTHUETO CU B ITpOLEypaTa.

B) B paznea IV, 6. B ,Texundeckn 1 ¥ npopeCHOHAAHH BB3MOXKHOCTU , TTOAE
»3a TOopBUYKM 3a JocraBki: CepTH(PHMKATH OT HWHCTHTYLMH I[10 KOHTPOA Ha
Ka4deCcTBOTO”, Kacaello HasM4dHhe Ha CcepTUMUKATH Ha IIpefiaraHuTe TIPOAYKTH,
ChrAQCHO HM3MCKBaHMATA Ha 4a.6.2, T.3 ot OOMTE yCAOBUS 3a IIPOBEXKJAHE HA
npoueAypara, yJYacTHHKBT CaeABa Ja II0COYM JIaHHHM 3a cepTU(UKaATH Ha
rpefAaraHyuTe OT HEr0 MEIULIMHCKU M3JeAHS U ITo — KOHKpeTHO EC ceprudgmukar sa
naneceHa CE MapKHpOBKA BBPXY HM3/IEAHETO MAH jeKAapalHsd 3a ChOTBETCTBHE, 34
TIPOAYKTHTE, 3a KOHTO cepTH(MHKAT 3a KaueCTBO € HEIPHAOXKHM CBFAACHO
Hupextusa 93/42/EHWO. Ilpu nocouBane Ha ChOTBETHHA cepTHdukar B EENOII,
caeqBa na e o0o3HAYEHO 3a KOA KOHKpeTHa ofocobeHa I103MIMg U HOMEHKAATYypHA
e/[MHUIIA ce OTHAaCcH.

B) Undopmamusara 3a ceprudpurar EN SO 9001 man EN ISO 13485 naum
€KBHBAACHT cae/iBa fa ce rnocoun B pasaea IV, 6. I' ,Cxemu 3a ocurypsBaHe Ha
Ka4eCTBOTO M CTAHAAPTU 3a €KOAOTHYHO VIIpaBaeHHE”, B KOETO TIOAE CAEJIBA 4 ce
IMOCOYKM HOMEDP Ha H3JaJIcHHd cepTUdHKaT, M3aarTes, o0xBaT Ha ceprudukara
CPOK Ha HEroBaTa BaAHJAHOCT.

C oraen Ha TrOPEHM3AO0XKEHOTO M Ha OCHOBamHHe ua. 54, aa.8 ot IIII30II,
KOMMCHATA yKa3Ba Ha ydyacTHHKa ja npeacrasd nos EE/IOI ¢ u3uckBaHHTE
JIOIThAHE HYIS.

4. Ilpeacraenoro oT yyactHuka ,CHUKO-OAPMA® OO/ ,3asaBaeHue 3a yyacrue”
CBABPKA CAEHUTE JIOKYMEHTH!
4.1. CiucbK Ha Mpe/ICTaBEHUTE JIOKYMEHTH Ha XapTUECH HOCHTET;
4.2. EEJIOIT na marnuted dHocuten (1 Opo#t AHcK) — mojuucan OT TIPEHCTABISABALIMTE
yUYaCTHUKA;
4.3. AAMHHHCTpaTHBHH cBefeHus - (OOpasery Ne2);
4.4. [exkaapauus 3a ydactve rno obocobenn mnozumuu - Ofpazen 6 — He e
3aTbAXKUTEAHO TIPEACTABAHETO H;
4.5. Jeraapanms 3a 3ario3HaBaHe ¢ yCAOBHsTA Ha ropruykaTta — Obpazen 3;
4.6. YaocroBepenue 3a perucrpauudg rno 3/1C — 3aBepeHo OT MNPEICTaBASBAIIUTE
y4aCTHHKA KOITHE;
4.7. PaspelieHHe 3a THPrOoBHUA Ha €(pP0 ¢ MEAHLIMHCKH HU3neaud — per. NelV-P-T/MU-
249/09.01.2008r. wna HMamsaHUTEAHA areHI¥g II0  A€KapceTBaTa, BEAHO C
MPHAOXKEHHE — 32BEPEHO OT NPEACTABAABAIIMTE YYACTHUKA KOIHE;
4.8. Pagpemenusg 3a  npomsaHa -  NelV-II-T/MH-692/13.05.2011r. wu
Nel36/WDA/MD-I1019/27.02.2018r. Ha MambaHUuTeAHA areHLUsd T10 A€KapcTBaTa —
3aBEPEHH OT TIPEACTABAIBAIIIMTE yYaCTHHKA KOITHUS;
4.9, Ceprudukar Ne36332/18/S 3a croTBeTcTBHE Ha crapaapt SO 9001:2015 -
3aBEPEHO OT MPEACTABASBALINTE YIaCTHHUKA KOIIHE;
4.10. [oroBop 3a KYpHEPCKH U IOLIEHCKU YCAYIY - 3aBEPEHO OT NPEACTABAIBALIIUTE
y4aCTHHKA KOTIHE;

[Tpu u3BBpIIEHATA [TPOBEPKA Ha INPEACTABEHUTE CBC ,3asdBACHHE 3a yJyacTue”
JNOKYMEHTH 3a I0oA00p ¥ CBOTBETCTBHETO HM C yCAOBHATA Ha DBnasoxkuread,
KOMHUCHATA YCTAHOBH, Y€ ChBIUIUTE OTroBapdT Ha OOGABEHHTE H3HMCKBaHHHA, Karo
BH/HO OT uHHQOpMauuara, chAbpxkama ce B npencraseHus EEJOII ca naanue
CAETHUTE HECBOTBETCTBUS!

A) B Pazmea IV, 6. A, ,JogHocT®, 1ioae ,BrimcBaHe B TBPIOBCKM PETHMCTHP
caesBa f1a ce rnnocour EUK.
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B) B pazzgea IV, 6. B ,TexHuuecku U U npoeCHOHAAHU BL3MOKHOCTH, roac
,3a IIOpPBRYKM 3a jdocTaBkH: CepTHdHKaTH OT HWHCTHTYLMH II0 KOHTPOA Ha
Ka4yecTBOTO”, Kacaellp HaAH4YME Ha CepPTH(MHKATH Ha IIPEAAraHUTe I[IPOAYKTH,
CBrAaCHO M3HCKBaHMsATA Ha 4a.0.2, T.3 orT OOlMTE yCAOBHS 3a NIPOBEXAAHE Ha
Ipoug/ypara, YYacTHHKBT CAeABa Ja II0COYHM [JaHHU 3a cepruduKaTH Ha
npefasaraHyuTe OT HETO MEIMLMHCKH M3JICAMS M 10 — KOHKpeTHO EC ceprudukar 3a
HaHeceHa CE MapKHpOBKa BBPXY H3JAEAHETO HAH ACKAApPallks 3a ChOTBETCTBHUE, 3a
NPOAYKTHUTE, 3a KOHTO CEPTUPHKAT 3a KadeCTBO € HEIIPUAOXKHM CLLAACHO
Oupektusa 93/42/EHO. Tlpu nocodBaHe Ha CLOTBETHHsA ceprudurat B EENOII,
caeiBa Ja e o0o3Ha4deHO 3a Kof KOHKpeTHa 000co0cHa IMO3HLIMS M HOMEHKAATYPHA
eANHYLIA Ce OTHACH.

B) Uudopmanusgra 3a ceprucukar EN ISO 9001 uau EN ISO 13485 uau
eKBHBAAE€HT cae/lBa Ja ce rocodd B paszfaea IV, 6. T' ,CxeMH 3a ocurypsBaHe Ha
Ka4eCTBOTO M CTAH/AAPTH 34 €KOAOTHHHO VIIPABACHHE , B KOETO IICAE CAeABA Ja ce

MMoCOYM HOMEP Ha H3[aZieHMa cepTH(HKAT, H3jaTea, 0o0XBaT Ha ceprudurara u
CPOK Ha HeroBaTa BaAMIHOCT.

C oraes Ha TOPEH3AOXKEHOTC M Ha OcHOBaHue dUa. 54, aa.8 ot TIIT30TI,

KOMHCHATA YKasBa Ha y4dacTHuka fa npeacrasd nmoe EE/OIl ¢ wusmckpauute
OOITBAHEHUS.

5. Tlpexcrasenoto ot yuacthuka ,,CbPJDKUME" EOO/ . Bassacuue 3a yyactue™
ChABPKA CIIE/HUTE JOKYMEHTH:

5.1. CnuebK Ha JOKYMEHTHTE, ChIbPXKAIIH ce B otepraTa — [pe/ICTaBeH HA XaPTHCH HOCHTE
unaCD;

5.2. Egunen eBponeiicku AoKyMeHT 3a obmectBenu nopwvuxkd (EEJIOL). ¢ cnexrponch
MOJIKC Ha npeacTasisiBaims yyactiuka B pdf daitn u XML daiin Ha ontuden nocuren — |
6p. CD;

5.3. YnocrosBepenue 3a perucrpauma no 34C or 18.04.2006r. — 3aBepeHo oT
IpeACTaBAABAIINTE YYACTHHUKA KOITHE;

5.4, AnvMuHUCTpaTHBHHE cBejieHus - Obpazent Ne 2;

5.5. Jlexmapanus 3a 3allo3HaBaHe ¢ BCHUKH OOCTOSTE/ICTBA M YCJIOBHS B JIOKYMEHTAUMATA 3a
yyacTHe B o0lecTBeHaTa nopbuka - O6pazen Ne 3;

5.6. [dekaapanusi 3a ydacrtHe 10 obocobenu mosnumu - Obpazeny 6 — He €
38 bAKUTEAHO TIPEJICTAaBAHETO H;

Tlpu u3BLpIIeHaTa IIPOBEPKa HA NPEACTABEHUTE CLC ,3asaBACHEE 34 ydacTHe”
JOKYMEHTH 3a I0oA00p M CBOTBETCTBHETO HM C YCAOBHATA Ha DBb3aokuTead,
KOMHUCHSTA YCTAaHOBH, 4€ CBLIMTE OTroBapaT Ha o0gBeHHTE M3UCKBAaHUS, KaTo
BUAHO OT HH(poOpMauHaTa, ChAbpKala ce B npeacraBeHns EENOIl y4acTHUKEBT
oTroBapd Ha onpeaeseHuUTe 0T DBh3aoxwuread KBasM(HUKALMOHHM M3HCKBaHUd.
TTpeaBHA M3A0KEHOTO YAEHOBETE HA KOMHCHATA B3€Xa PELIeHHe, IIPEACTABEHOTO OT
LCBPJDKUME]© EOO/ npenaoxkenHue pa ObAe ACIYCHATO [0 PAa3rAEKaHe H
OLICHKA.

6. Mpeacrasenoro ot yuacthuka ,,EKOC MEJIUKA™ OO/ .3adsienne 3a ygactue”
ChABPAKA CHEJHHTE HOKYMEHTH:
6.1. Onuc Ha npejcTaBeHuTe JOKYMEHTH Ha XapTus U Ha CD;
6.2. EEJIOIT na CD;
6.3. VYjaocrtoepende 3a peructpams mo 3/J1C ot 03.01.2007r. — 3aBepeno of
HPE/ICTABAABANINTE YHACTHHKA KOTIME!
6.4. Jlexnapauus 3a 3aro3HaBaHe ¢ BCUUKH OOCTOATENCTBA M YCAOBHS Ha olilecTseHata
nopbuka - obpazery Ne 3;
6.5. AJIMHHHCTPATUBHH CBEJICHHUA - 0Opazen Ne 2;
6.6. Merkaapauust 3a ydacTtue 110 o6ocobenu nosuunm - Obpasen 6 — He e
3aBAKHTEAHO NIPEICTaBAHETO H;


http:OTrOBap.HT

[Tpu uspBpIIEHaATA MPOBEPKA Ha MNPEACTaBEHUTE CBC ,3aaBACHKE 3a yyacTue”
JOKYMEHTH 3a ToA0OpP M CBOTBETCTBHETO MM C YCAOBHATA Ha BB3A0KUTEAS,
KOMHUCHUSATA YCTAHOBH, Y€ CBILUTE OTTOBapsiT Ha OOSBEHUTE H3HUCKBAHUA, KaTo
BU/IHO OT HH(pOpPMalusTa, CpAbpxalla ce B npeacraBeHus EE/IOIT ca Haauue
CA€/ITHHUTE HECBOTBETCTBHHA:

A) B Paspea IV, 6. A, ,[oaHoct, roae ,BrmcBaHe B TBPrOBCKH PETHCTHP®
caeaBa aa ce EMK.

B) B pazgea IV, 6. B ,Texsaudueckyu ¥ U OpoheCHOHAAHH BB3MOKHOCTH, TI0AE
»,3a TOPBYKHM 3a jJoctaBrM: CepTH]HUKATH OT HHCTUTYLUHH I[10 KOHTPOA Ha
Ka4ecTBOTO”, Kacaello HAaAHYHe Ha cepTHdHKaTH Ha TIpeJsaraHuTe IIPOAYKTH,
CBHTAACHO M3HCKBaHHATa Ha 4a.6.2, 7.3 or O0nimTe yCcAOBHUSI 3a TIPOBEXKAAHE Ha
npoueayparta, YYaCTHHKEBT CaeABa Jga [0CoYM  JAaHHU 33 cepTHdUKaTH Ha
rpefaaraHuTe OT HETO MEIUIIMHCKH H3AEAHs U IO — KoHKpeTHO EC ceprudukar 3a
HaHeceHa CE MapkupoBKa BBPXY H3ACAHETO HAHM JAeKAapallysl 3a ChOTBETCTBHE, 34
MNPOYKTHUTE, 34 KOWUTO CepTUMHKAT 34 KadeCcTBO € HEMPHAOXKHM CBhIAACHO
JupertuBa 93/42/EHWO. Ilpu nocoyBaHe Ha CBHOTBETHUs cepTudukat B EEOII,
cae/Ba Aa € 0DO3HAYEHO 3a KOdA KOHKpeTHa obocobeHa TO3MLMsST 1 HOMEHKAATYpPHA
eAMHULA Ce OTHACH.

C oraea Ha TOPEH3AOXKEHOTO U Ha OcHoBaHue [a. 54, aa.8 or II{I30II,

KOMHUCHATA yKasBa Ha ydacTHHKa Jga npeacraBu HosB EE/OIl ¢ usHckBaHUTE
JCITbAHEHUS,

7. IpencraseHoro oT ydactHuka ,,BETA ME/IWMKAA® EOCH ,3asasaenHue 3a

y4acTHe” ChABPKA CACJHUTE AOKYMEHTH:

7.1. Ormc Ha NpeAcTaBeHUTE AOKYMEHTH Ha XapTHeH HocuTea ¥ Ha CD;

7.2. EENOIT sa CD;

7.3. Ypoctopepenue 3a perucrtpauus mno 3IAJAC or 01.04.2010r. — 3aBepeHo ot
peICTaBIsSIBAMTE YHaCTHHKA KOIIHE;

7.4. Jegaapallys 3a 3ano3HaBaHe ¢ BCHUKH OOCTOSTEICTBA M VCJIOBHS Ha obLiecTBeHAaTA
niopbuka - obpaszeny No 3;

7.5. AIMUHHCTPaTUBHU CBeZeHUs obpasery No 2;

7.6. [eraapaumsi 3a ydactue 1o obocobeHu nosuumu - ObOpaseiy 6 — He e
38 IBAXKHTEAHO [TPEACTABSHETO H;

7.7. Ceprudukar per.NeQO211010 3a BHeapeHa © IpUaaraHa cHUcTeMa 3a
YIIpaBacHUE Ha Ka4decTBO B CHEPUTE HA THProOBUS HA €APO0 ¢ MEAHLIMHCKH U3/IEANd,
B TOBa 4YHCAO MEIMLMHCKHU KOHCYMAaTHMBH M araparypa, U CEpBH3HA JAeHHOCT Ha
cranaapt 1SO 9001:2015 - 3aBepeHo OT MpeACTaBAABAIIHTE YIACTHUKA KOIIHE;

7.8. Ceprugukar Ne3816142 cucrema Ha ynpasacHue Ha: Mearponuk, Mux. 710
Megrpouuk [Tapkyefi NE, Mwunearnoaic MN 55432, CAIlll, BRAOYHTEAHO
BHEAPABAHETO HMIMTBbAHSABA HM3WCKBaHuATA Ha craggapr EN ISO 13485:2012 u
Hotreanenue 1/1/xeM Ceprucurar No3816142;

7.9. HorapuaAHO yAOCTOBEPEH IIPETTHC OT I'bAHOMOIIHO per. Ne4103/07.12.2017 Ha
HoTtapuyc per. Ne318 nma HK.

[Tpu u3BBpLICHATA IIPOBEPKA Ha INPEACTABEHUTE CBC ,3adBACHHE 3a yyacTHe”
JOKYMEHTH 3a T110400p MU CBOTBETCTBHETO MM C YCAOBUsITA Ha DBb3aozKuTEAd,
KOMHUCHATA YCTAHOBH, Y€ CBUIMTE OTrOBapsAT Ha OOSBEHUTE H3UCKBaHMUSA, KaTo
BUAHO OT HMH(popMalusaTa, ChAbpxkKama ce B rpexacraBeHus EEOIl ca nHaanue
CACAHHUTE HECHOTBETCTBUH!

A) B Hacr IIl, pasaea B, moae ,OcHoBaHHHA, CBBP3aHH C HECBCTOATEAHOCT,
KOHMAMKTH Ha UHTepecH UaU NMpodeCHOHaAHO HapylUleHHe", cae/iBa Ja Ce TIOCO4YH,
4ye TI0 OTHOIEHHE HA YIACTHHUKA He € HAAUIIE KOH(DAUKT Ha HHTEPECH TIPH YHACTHE B
rnpoLeaypaTa, KakKTo M Y€ CBIUMAT HE € ydacTBas IIPAKO HAM KOCBEHO B
NOJAroTOBKATA HA TIPOLEAYpaTa, KAKTO M He € TIpeACTaBMA HEBEPHH [AaHHUA TIpH
y4dacTHe cd B IIpoueaypara.

B} B Pazzea IV, 6. A, ,Togaoct, noae ,BriucBale B THBPIOBCKH PErHCTHP®
caenpa aa ce rmocoun EVK.



C orag/l Ha TOPEM3A0KEHOTO M Ha oOcHoBaHHE dHA. 54, aa.8 ot IIII30II,
KOMHCHUATA YKa3Ba Ha y4acTHUKRa Ja npeacraBd HoB EE/IOIl ¢ wusuckBauuTte
JOTTBAHEH HSI.

8. IlpeacraseHoto oT y4dacTHHKa L,PAPKOA® Al ,SasBacHue 3a yuacrue”
CBABPEKA CAC/IHUTC JOKYMEHTH:!

8.1. CruceR Ha JOKYMEHTHUTE, CBHIABPKAILY Ce B 3adBACHUETO U TEXHHUYECKAaTa
othepra - HA XAPTHUCH HOCHTEA;

8.2. EEOOII na CD;

8.3. VYaocropepenue 73a perucrpaums mno 3JUJIC or 01.01.2007r. - 3aBcpeno o1
NPEACTABISBALIHTE YYACTHHKA KOIIHE,

8.4. Jlexiapanus 3a 3ano3HAaBaHE C BCHUKW OOCTOATEICTBA M YCJIOBHS Ha o0IIecTBCHATA
nopbuka - oopazen Ne 3;

8.5. AaMUHUCTPaTUBHHU cBeaeHus- Obpaserr Neo 2;

IIpu u3pwBplIIeHATA IPOBEPKa Ha MPEJCTAaBEHHUTE CBC ,3asBACHHE 3a ydacTtde’
JOKYMEHTH 3a ToAdOpP W CHBOTBETCTBHETO HM C YCAOBUATA Ha Bb3aokwurteas,
RKOMHCHSTA YCTAHOBH, Y€ CBIIATE OTIORBApAT Ha OOSBEHHUTE M3UCKBAHMH, KaTo
BUAHO OT uHdoOpMalMrara, CpabpxXKama ce B npejacraBenus EEOIT ca naamie
CAEHHTE HECHOTBCTCTBHA!

A) B pazgea IV, 6. B ,Texuudeckd ¥ H TIPOhPeCHOHAAHH BB3MOXKHOCTH, [10A€
,3a ToppdkH 3a poctaBkH: CepTuduraty OT HHCTUTYLHH TI10 KOHTPOA HAa
Ka4ecTBOTO”, Kacaello HaAM4YMe Ha CepTUMUKATH Ha I[IpeJAaraHuTe TIPOJYKTH,
VYaCTHUKET CAE€/BA Ja IMOCOYH JaHHH 3a CepTH(HUKATH Ha IPEIAAraHHTE OT HEro
MEAALIMHCKH H3/CAMS, CBIAACHO H3UCKBaHUATA Ha 4A.6.2, 7.3 ot OBiUTe VCAOBHS
3a TIpoBeXJaHe Ha IIpoleAypaTta, ¥ 10 — KoHKpeTHO EC ceprudHKaT 32 HaHeCeHAa
CE MapruUpOBKa RBBPXY H3JACAHCTO HAW JICKaapalus 3a CBOTRETCTBHE, 38
NPOAYKTHTE, 3a KOUTO cepTHUdHKAT 32 KA4YEeCTBO € HEIIPUAOXKHM CbMAACHO
Hupextusa 93/42/EHMO. Tlpu nocouBane Ha cpoTBeTHHA ceptHdurar B EE/OT],
cae/iBa fa € obo3Ha4YeHOo 3a Kod KOHKpeTHa obocobeHa MO3ULIMS M HOMEHKAATYPHA
€/IMHHLIA CE OTHACH.

B) Uudopmamuara 3a ceprudurar EN ISO 9001 nan EN ISO 13485 mau
€KBHUBAACHT CA€/IBa /la ce riocoud B B pazpmea IV, 6. T' ,, CxeMu 3a ocurypsiBaHe Ha
Ka4eCTBOTO U CTAHAAPTH 38 €KOAOTHMYHO YIIPABACHHE , B KOETO II0A€ CAEBA [a Ce
[MOCOYM HOMEP Ha H3AaJcHHMA cepTH(pUKar, u3garea, o6xBaT Ha cepTUdHKaATa M
CPOK Ha HEroBaTa BAAWJAHOCT

C oraei Ha TIOPeHBAOKEHOTO M Ha OCHOBaHHe dHa. 54, aa.8 ot TII3011,
KOMMCHUSITA yKa3Ba Ha ydacTHHKa Ja IpeacraBu HoB EE/OIl ¢ usnckBaHUTE
JOTTBAHEHHS.

IIpencenatrea: HYa. 2, aa. 2, 7. 5 33A0 Yaenone: 1. Ya. 2, aa. 2, 1. 5 33A1
(7-p A. TomoB) (M. ITerroBa)
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