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MOBAJI , JI-P CTE®AH HEPKE3OB”AJl - I'P. BEJIUKO TBPHOBO

IIOKAHA

34 yqacTue B npomneaypa ,,10rosapsne 6e3 TPEABAPHTEIHO 005BJIEHHE” ¢ IPABHO 0CHOBAHME 1. 79;
an 1, T. 1 or 3akona 3a o6mectBenuTe mophuku (30I0) ¢ npeamer: ,,locraBka na JIEKAPCTBEHH
POAYKTH M MEIHUHHCKH HIXEJIHA 32 NEPHTOHEATHO AHATH3HO JIeeHHe, HeoOX0MMH 32 JeliHocTTa
Ha Oraenenne 3a AHaaH3HO JTeYenue Hegposioras (OAJIH) npu MOBAJI »-p Crean Yepkezon”
AJl - rp. Bestnko ThproBo” 3a Cpok ort 24 mecena.

YBAXKAEMU 'OCIIOXKH U T OCIIO 1A,

Ha ocuoBanme wi. 18, an.l, 1.8, BbB Bpw3KA ¢ w19, anl u yn.79, an.l, 1.1 or 3akona 3a
00IIeCTBEHNTE MOPBUKH (30I1), wu Pemernue Ne 326 /06.10.2017r. na Msnbinurennus JHUPEKTOp Ha
MOBAJI ,,JI-p Credan Yepxesos” AJl, 3a OTKPHBAHE Ha NpoLeaypa Ha JOroBapsHe Ge3 TpeIBaPUTEIIHO
obsBnenue ¢ mnpenmer: ,JlocTaBka Ha JIEKAPCTBEHH NPOAYKTH M MEAHIHHCKH M3e/ns 33
TIEPHTOHEAIHO IMAIH3HO JIeYeHHe, HeoOX0MIMH 32 aeiinocrra Ha OTaeenne 3a THaaH3HO JIeUeHUe u
nedposorns (OAJTH) npu MOBAJI »1-p Crean Uepkeson” A/l - rp. Besnko Tuproso” §

Bu ornipassMe nokana 3a yyactue s flpoueaypa Ha forosapsise Ge3 npenBapuTenHo obsBICH e, [0
NpeKpaTeHaTa OTKPHTA NpPOLENYPa C MpeaMerT »/locTaBKa Ha JexapcrBenu NPOAYKTH H MEIUIHHCKH
H31eJIHSI 32 MEPHTOHEAJHO JAHAJIH3HO JleyeHne, HeoOXoAMMHM 3a jeliHocTTa Ha Otaenenne 3a
AHATH3NO Jievenne u Hedpostorus (OJIJTH) npu MOBAJL ,,JI-p Credan Yepxezos” AJl - rp. Besmko
TupHoso”.

[pouemypara ce otkpusa ua FOPETIOCOUCHOTO NMPABHO OCHOBAHHE MOPaH [IPaBHH TIPEANIOCTABKY 34
10Ba, a uMeHHo: Ha ocnoBanme un.107, T1.2, 6. a) or 30IT e npekparena OTKpHTaTa TNpoleaypa 3a
OOIIECTBEHA MOPBYKA C MOCOYEHUS [0-rOpe NPE/IMET ¢ MOTHBH, Y€ eAMHCTBEHATA MOJANCHA odepra 3a
Y9acCTHE ¢ HENOAXOAA1IA [0 CMUCHI Ha & 2 OT JJ1 Ha 30I1.

Bo3naranero ma o6mecrsenara lopeuka 3a ,JlocraBka Ha JCKapCTBEHH NPOAYKTH W
MCAMUHHCKH H3J€JA 32 NEPHTOHEATHO HATH3HO JetueHne, HeoOXoaMMH 3a pJeiinocrTa Ha
Oraenenne 3a quanusno nevenne u Hedposrorns (OJJIH) npu MOBAJT »/-p Credan Yepkesos” AJ[
- p. Bestnko TrpuoBo” "Ipe3 1oroBapsine 6e3 npeABapuTeHO 065IBICHHE © » KAKTO cjienBa;

L. Ipenmer u o6xBar:
1. Mpeamer na obmecrsenata nopBLYKa:

»/l0CTaBKa Ha NexapcTBeHn TPOAYKTH 1 ME/IMUMHCKH M3/IETHS 32 IEPHTOHEATHO JATTM3HO
JICICHHE, HEOOXOMMMH 3a nefiHocTTa Ha OTaeenHe 3a IMaIN3HO JIeYeHHe U Hepoorus (OIIH) npu
MOBAJI, JI-p Credpan Yepkeson™ AJT - rp. Benuko TspHOBO™ 32 cpok oT 24 Meceria.

2. O6xBar:

IIpornosuara croiinocr na lopbuKaTa 6e3 naHbK BEpXY n06aBeHaTa croiinoct (JIJIC), ussecrra My
KbM JlataTa Ha PEINEHHETO 3a HEHHOTO OTKpHBaHe € B pasmep Ha 182 551.40 (cTo ocempuecer u jne
XHJISIIH IETCTOTHH METAECeT U e/IHH JIeB H HETHPH/IECET CTOTHHKH) JIeBa.

B nmpeaMera Ha OﬁlﬂCCTBEHaTﬂ ITOpBYKa ca BKIIOYEHH CIICJIHUTE JIEKapCTBEHU HNPOAYKTH U
MCIHIIUHCKH U3JIeJIHY °

a). JlekapcrBenn TPOTYKTH 32 NEPHTOHEAIHO AHAH3HO JIcueHMe:
- Topbu x 2 JIHTPA ¢ IIIOKO3HH PA3TBOPH ¢ PA3THYHA KOHLEHTPAIHHT ¥ Heo6X0HMHUTe aKcecoapu;
- Top6u x 2 auTpa riokoszen oJTHMep ¢ HeoOXoauMHuTE aKkcecoapm;

- Top6u x 5 imTpa ¢ rmoko3un Pa3TBOPH € PA3THYHN KOHLEHTPALHN 1 HeobXoaumuTe akcecoapu.
0). Meanuunckn usgenns 3a NEPHTOHEATHO IHAJIU3HO JIeYeHHe:
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- APD cucrema/kacera ¢ opranaiizep/ 3a MAIIMHH ¢ AKTHBHA HHQY3HA U IPEHAXK CHBMECTHMA ¢
anapartu "Honie Choice'" na Bakcrep 3a AIIJL;

- APD cucrema/ npenaxen cer X 15 imnrpa coBmectnma ¢ anapatu "Home Choice' na Bakcrep 3a
AILL;

- Tpancdep cer;

Kaamnu;

Turanues aganrop;

- IlepuTonea nu KaTeTpH ¢ ABA AAKPOHOBH MAHUIOHA H Tb/UKHHA 57 CM.;

- IlepuToHeaslHH KaTeTpH ¢ JBA AAKPOHOBH MAHIIOHA H AbJ/IKMHA 62 cM.;

IIpeanasum kanauxu I1)] ¢ iioa-noBuaoH.

Ll

Hokanenusm ywacmnuk cnedsa oa nodasa oepma 3a ecuuxu npoOyKmu 6K1I04eHU 6 npedmema
Ha obwecmeenama nopvyKa.

Buvinoncumennm usuckea komnnexcno usnvanenue na nopvukama.

Ipepnaranute npoykrn TpsGBa Aa ca choOpa3eHH U 1a CHOTBETCTBAT KATO TEXHHYCCKH H paboTHu
XapaKTePUCTHKH HA H3HCKBAHUSATA HA BH3JIOKHUTEJIS.

Y4aCTHHKBT TOMbIBA TeXHHYeCKata crieuudukanus (OGpasen No 3) Ha NpeJIaraHuTE OT TSX
MPOAYKTH, B KOSITO OCOYBAT THPTOBCKO HAHMEHOBAHME, NPOU3BOJMTE] M TEXHHYECKH XapaKTEPHCTHKH
(KoJM4ecTBO B ejHa pas(acoBka) 3a Jia MOXKE Ja Ce CPaBHU JalH XAPAKTEDHCTHKHTE HA CHOTBETHHIE
OQepupaHy POAYKTH CHOTBETCTBAT ChC 3a/(aJCHUTE HA TEXHUYECKHTE XapaKTEpPUCTHKH Ha H3HCKyeMHTe
IPOJYKTH. .

Komiuectsara ca nmocovenn B TeXHWYeCKaTa CreUM(UKAUMS H Ca NPOTHO3HH, M HE 3abIKABAT
BB3IOKUTENA [1a TH 3aKyIH B IBJIHAS UM 06eM, a cboOpasHo HEOOXOTMMOCTTA, | ¢ OrJie]l Gpos TALHEHTH B
11e4eOHOTO 3aBe/IeHHE.

Bh3noxurens cu 3anaspa npaBoTo 1a 3asBsABA JOMBIHHTEHH KOJTUUECTBA OT OTpPE/ICTIEHH TIPOTYKTH
3a CMETKA Ha APYTH, HO B pAMKHTE Ha JOrOBOPHPAHATA CTOHHOCT.

Texuuuecka cnenupukanus:

Ne no KonunuecTgo 3a
pen INN Onucanue HaumeHosaHue Msipka 24 Mecéua
Hypertonic | Anhydrous glucose, Sodium Chloride, | Top6u x 2 nuTpac 7000
solutions | Sodium Lactate, Calcium Chloride, rNOKO3HN pa3TBOpU C )
1 Magnesium Chloride Pa3nuyHu KOHUEHTpaLWK 1 Gpoin
HeobxoanmuTe akcecoapu |KOMNnekTu
Isotonic | Icodextrin;Sodium-S-lactate;Sodium | Top6u x 2 nutpa 3000
5 solutions chiorid; Magnesium chloride; Calcium | rniokosex nonumep ¢ 6poit
B] chloride HeobxoaumuTe akcecoapu | komnnekty
Hypertonic | Anhydrous glucose, Sodium Chioride, | Top6u x 5 nutpac ¢ 000
solutions Sodium Lactate, Calcium Chloride, FMOKO3HU pasTBoOpU C
Magnesium Chloride PasnnyHN KOHUEHTpauum v
HeobxoaumMuTe akcecoapu 6poit
3 KOMNNEeKTK
4 APD 3a Bb3pacTHu 4.1. APD cucremalkacerta 6poit | 720
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C opraHait3ep/ 3a MalluHm
C aKTMBHa MHPY3nA K
ApeHax cCbBMecTUma ¢
anapatu "Home Choice"
Ha bakctep 3a AMNA

s 4.2. APD cucrema/
ApeHaxeH ceT X 15 nutpa
CBbBMECTUMA C anaparu Bpoii
"Home Choice"Ha Bakctep
3a Alg 720

5 TpaHcoep cer Gpoit

72|
Knamnu Bpoi 80

7 Gooil
TuTtaHwes aganTtop pok 10

8.1. C nBa pakpoHoswu
MaHLLUOHa U AbMmKUHa 57 Bpoit
CM. 10

8.2. C nBa fakpoHoBM
MaHLIOHa N AbMmKuHa 62 Gpoi
M. 10 |

8 MNepuToHeanHu kateTpu

9 MpeanasHu kanayku M/ ¢ noa-noBMAoH Bpon 8500

II. Kop cwriaacso HomenkiaTypata Ha KiacupukaTopa Ha ob6mecTBeHHTE MOPbYKH:
85141211.

III. U3uckBauus:

1. M3ncKBanus KBM JIEKAPCTBEHHTE NPOXYKTH:

- JlexapcTBenuTe MIPOyKTH TPAGBA 1a OTrOBAPAT HA H3MCKBAHHMSATA Ha 3aKOHA 3a JIEKapCTBEHUTE
MPOXYKTH B XymManHata MeaunuHa (3JIITXM).

- JlekapcTBenuTE IPOYKTH TPAOBA J1a IPHTEKABAT BATHIHO paspeuieHue 3a ynorpeba B cTpaHara,
n3naneno no pena Ha 3JIIXM wim Pernament (EO) Ne 726/2004 r. na Esponeiickus napnaMent u ChBera
(. 23, an. 1 or 3JIIIXM) u ono6pena kparka XapaKTEPUCTHKA Ha NMPoJiyKTa. B ciyyait Ha u3tuuane na
CpOKa Ha paspeIneHUeTo 3a ynorpeba Ha JIeKapCTBEHHTE MPOAYKTH MPe3 ChOTBETHATA FOMHA 32 KOSTO e
NpoBex/ia 00lIeCTBeHaTa TOPHYKA, y9aCTHHKBT AICKJIapHpa B ChOTBETCTBHE € uil. 55, an. 6 ot 3JI[IXM, ue
KOJIH4ECTBATA Ha JIEKAPCTBEHUTE MPOAYKTH Ca HATUYHH,

- JlekapcTBenute npoxykTH Tpsi6Ba fa 6BaAT BKIHOYEHH B [T03UTHBHUS JICKapCTBEH CITUCHK.

- JlexapcTBenuTe npoxykTu Tps6Ba 1a Guaar ¢ ABPXKABHO peryMpaHa [eHa, CbriacHo wi, 258, aj,
1 na 3JIITXM. Enunnynara nena na nekapcTBeHuTe IPOAYKTH CJIe/Ba Ja He HaJBUIIaBa pedpepeHTHaTA
CToMHOCT OT [103UTHBHHUS JIEKAPCTBEH CIUCHK, aKTYalleH KbM JaTaTa Ha II0/IaBaHe Ha odeprara — 3a
BCPHOCTTA HA TOBA OOCTOSTEICTBO, YUACTHHUINTE NIPECTABAT JEK/IApaL{Us.

- HOCT&BCHHT& JICKaApCTBEHH [IPOOYKTH Tpﬂﬁﬂa Ja UMaT oCcTaTb4YeH CPOK Ha IroJIHOCT He MO-MAJIbLK
ot 60% (mectaecer npouenTa) KBM JaTaTa HA BCAKA JOCTaBKa. B CTyyai Ha JOCTaBKa Ha JIEKAPCTBEHH
MPOAYKTH € [IO-KPaTHK OT J0TOBOPEHHS CPOK HA FOAHOCT, H3IMBIHATEIAT ABJKH HEYCTOMKA, KAKTO ClIeBa:

- 59,99% - 50% CpOK Ha roaHoCT - 20 % BBPXY CTONHOCTTA Ha JOCTABKATA;

- 49,99% - 40% cpox Ha roguoct - 30 % BBPXY CTOMHOCTTA Ha I0OCTABKATA,

- 39,99% - 30% cpox Ha rogHOCT - 60 % BHPXY CTOHHOCTTA Ha JIOCTaBKAaTa;

- 29,99% - 20% cpoxk Ha roguoct - 75 % BBPXy CTOHHOCTTA Ha Jl0CTaBKaTa;

- o1 20% cpok Ha rogHocT - 90 % BBPXY CTOMHOCTTA Ha JI0CTABKATA.

- Odepupanure nekapcTBeHu MPOIyKTH TpsiOBa J1a ca ChoOPa3eHH M J1a ChOTBETCTBAT HAIBIIHO HA
TCXHHYCCKHTE NIapaMeTpH, 3aJI03KEHH B CICLH(pUKALMATA OT JOKYMEHTALMATA 32 Y4aCTHE.

2.M3ucKBaHMS KM MEIHIMHCKH H3/1C/IHSI:
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- Ilpeanaranure MEAMIIMHCKHY U3IETHS TpA0Ba 1a ca ch0Opa3eHu M 1a ChOTBETCTBAT KATO
TEXHHUYECKH U pabOTHH XapaKTEPUCTHKH Ha H3HCKBAHUSTA Ha BB3JI0KHUTENIS, CBIIIACHO TEXHHYECKA
cnenuuKanus oT JOKyMEHTAIUsTa 3a y4dactue.

- llpeutaranure Meaununcky M3/, TpsiOBa 1a OTTOBAPAT Ha M3UCKBAHMSTA HA 3aKOHA 34
MeuiHcKkaTe n3nems (3MH) u na umar nozazeno 3aspnenue 3a perucrpanus 1o Y3nwaaurtennara
areHuus 1o Jekapcrsata (MAJI).

- [Ipeanaranute MequuMHCKUTE H3IETHS TpsiOBa 1a HMar Hanecena ,,CE” MapKHpOBKa,
CBIIIACHO M B CWOTBETCTBHE C NPABMJIATA M H3UCKBAHUATA, [IOCOYCHH B Wi, 15 OT 3MHU.

- [Ipenanaranure Mequuuucku w3aemms TpsibBa 1a umat MHCTpyKIHs 3a ynotpeba Ha 6Birapcku
€3HK, a 3a MEIMLIHHCKHUTE M3JIEITHS, 32 KOMTO HE Ce H3UCKBa TaKasa, CbIJIacHO Wi. 16, an. 1 or 3MU, cnensa
Aa C€ NIpeAICTaBH MAKET HA OMAKOBKATA HA MEMIIMHCKOTO H3/IEIIHe ¢ rpaguyno uzobpaxenue ,,CE”
MapKHpPOBKa,

- Ilpeanaranure usnenmus na umar nanecen [IapTHJICH / CEPHEH HOMED BBHPXY ONAKOBKHTE, KOTATO €
TPHIIOMKUMO.

- [Ipennaranure MeuIMACKE U3 enus Tps0Ba J1a OTTOBapAT Ha CTAaHJIApTHTE 3a KauecTBo,
NPHJIOKUMHU KbM BCEKH €/IMH OT THX.

- Mennuunckute usnenus tpsbsa na MpuTekaBaT [leknapanus 3a ChOTBETCTBHE, ChIIIACHO Il 14,
an. 2 ot 3MU, cheTaBeHa OT IPOM3BOAMTENS HIIH HEFOBUS YI'BIIHOMOILEH HPECTABUTE!,

- NlocTaBeHnTe KOHCYMaTHBH 32 [IEPHTOHEATIHO IANTH3HO JIeYEHHE TPSAOBA 1a HMAT OCTAThYEH CPOK
Ha FOAHOCT He Mo-MaabK oT 60% (mectaecer NpOUenTa) oT O0ABEHHUS OT POM3BOAUTENS KbM JaTaTa Ha
BCsAKA I0CTaBKa. B ciyyait Ha nocraska Ha MeAHUMHCKY H3EHS M0—KpaThK OT JOTOBOPEHHS CPOK Ha
IOJIHOCT, U3IIBJIHUTENAT JIbJIKH HCYCTOFIK&, KaKToO crnensa:

- 59,99% - 50% cpox Ha roamoct - 20 % BBPXY CTOHHOCTTA Ha JIOCTABKATA;

- 49,99% - 40% cpox na roamoct - 30 % BBPXY CTOHHOCTTA Ha JOCTABKATA;

- 39,99% - 30% cpok na roguocT - 60 % BHPXY CTOHHOCTTa Ha JOCTABKATA;

- 29,99% - 20% cpok Ha roasocT - 75 % BbpXY CTOHHOCTTa Ha JOCTABKATA;

- 101 20% cpok Ha roHoCT - 90 % BBPXY CTORHOCTTA Ha JI0CTaBKaTa.

3. Cneunduann Texnuueckn H3HCKBAHHSA:

® Kvm meduyunckume uzoenun 3a APD:

- Cucremara 11a e paspa6orena or MaTepHaiu ¢ BUCOKa OHOCEBMECTHUMOCT.

- Cucremara 11a e curypua u necua 3a paboTa OT malnueHTH.

* KoM nepumoneannume Kamempu:

- J1a ca u3padOTeHH OT MATEpHal C BHCOKA CTEINCH Ha OHoChBMECTHMOCT.,

- 1a OBaT PEHTIeHOMO3UTHBHH.

- l1a ObJaT ¢ 0XJI0BOOGPaseH BPbX.

- Ala IMAt 182 1aKpOHOBH MAHILOHA, C PAa3/InYHO PA3CTOSHHE MEXKNy TAX, ChoOpasHo ¢ nebenunara Ha
KOpEMHaTa CTeHa.

- 1a 6BAAT ¢ pasIuyHa XbJDKHHA, T0X0/IATIA 32 Pa3uYHuU NalueHTH,

- /14 IO3BOJIABAT NPOBEX/IAHE HA JIEYEHHETO 38 ABJIBT CPOK - FOJIHHH.

* Kvm nexkapcmeenume npodykmu:

- Cucremara na e ¢ ase Top6u, CHTYpHa H JieCHa 3a paboTa 0T nanuenTa.

- Cucremara jia e uspaGorena or MaTepuay ¢ BUCOKa OGHOCHBMECTUMOCT.

- PastBopsT 218 nossossisa nocturane Ha HeoOXxoanmata ynrpaburparus 1IpH pa3TuYHu OOJIHH,

4. U3HCKBAHMS KbM YYaCTHHKDT:

- Y4acTHHKBT Tpa6Ba jia e PCTHCTPHPAH KaTo Thprosel no ThproBekus 3aKoH WM 110
3aKOHONATE/ICTBOTO Ha 1Ipyra AbpiKasa WICHKA MM Ha ApyTa AbpiKaBa - crpana 110 Criopasymenuero 3a
EBponetickoro fikoHoMuuecko TPOCTPaHCTBO, i Ha Kondenepauus Ilseiinapus, na konto e H3J1aJIEHO
Pa3spelUCHHE 32 ThPrOBHS HA €APO C MEAMUMHCKY H3zeNus ot MAJT wm ApYT IOKYMEHT, yI0CTOBEPSBALL]
1TPaBOTO MM /i THPTyBAaT C MEIMLIMHCKU M3JIEITHS, H3aeH OT KOMITETEHTEH OpraH Ha ChbOTBETHATA
AbpXKaBa. YYaCTHUKBT TPAOBA J1a IpHTEKABa BaJIMJIHO Pa3speLICHHE 32 THPrOBUS HA PO C MEMITHHCKH
M3JICTIHA, cbrinacHo 4. 77 or 3MU, usnaneno ot UAJI B CJIyHauTe, KOrato ca ThproBId, HITH Jpyr
AOKYMEHT, yI0CTOBEPSBALL IPABOTO MM Ja THPrYBAT ¢ MeHLAHCKH H3JIEJINS, U3/1aJIeH OT KOMIIETEHTEH



- o Ak BRI T

T s, o e

Faom.

IR

F e e ] A e A T

T

T

pp o

T A

ey SETEE L AR o

o S S WY A A

OpraH Ha CbOTBETHATa AbpXKasa. TakbB JIOKYMEHT He CE H3UCKBA, B CIyYail 4e YUACTHHKET e
NpOH3BOJUTEI, yCTAHOBCH Ha TepHTOpHsATA Ha Penybinka beirapus ceriacho 4,77, an.2 ot 3MU.

- YYaCTHHKBT TP0Ba 11 € PETUCTPHPAH KATO THProBell M0 GBIrapcKoTO 3aKOHOAATENCTBO HIIH 110
3aKOHO/IATE/ICTBO Ha JbpkaBa-1ieHKa Ha EBporieiickus cbio3, nm abpixkasa - crpana no CropasyMeHHeTo
3a EBPONEHCKOTO HKOHOMHYECKO POCTPAHCTBO, U JId MMAT TIPaBO J1a M3BHPUIBAT THPrOBHUS HA €JIpO C
JICKapCTBEHU IPOAYKTH B CHOTBETCTBHE ¢ HOpMUTE Ha 3JITIXM. YuactHuumTe Ciie/iBa 1a npuTexasar
BaJIMAHO Paspeienue 3a ThproBus Ha €1po W/HITH BHOC Ha JIEKAPCTBEHH MPOAYKTH, u3xaneno ot MAJ wim
PCry/IaTOpeH OpraH Ha Jipyra JibpikaBa-wieHka, 1o pejia Ha ['asa 1eseta ThProBus Ha epo C JeKapCTBEHH
npoayktu Ha 3JIIIXM,a korato yyacTHUIMTE Ca IPOM3BOAMTENM pa3pelieHHe 3a POM3BOCTBO TIO pena
Ha 3JIIIXM (cnyqaure o wi. 196, an. 1)

- YHaCTHHKBT B [IPOLE/TypaTa Cle/IBa a IPUTEXKABA BATHIHO pa3pelIeH e 3a ynorpeba B crpaHara,
u3znaneno no pena Ha 3JIIIXM unu Pernament (EO) Ne 726/2004 ua EBporneiickus napnamenT 1 ChbBeTa Ha
EC (un. 23, an. 1 or 3JIIIXM) u ono6pena xpaTka XapaKTepUCTUKA HA IPOJAYKTa. B ciyuait Ha u3tuyane na
CpOKa Ha paspelIeHUETo 32 ynoTpeba Ha eKapCeTBeH s POAYKT npes 2017 I., y4acTHUKBT JeKIapupa B
CBOTBETCTBHE ¢ WI. 55, a. 6 o1 3JITIXM, ye KosmyecTBaTA 3a IEKAPCTBEHUSAT IPOLYKT Ca HATHIHA.

- YuacTHUMKBT TpsibBa ja npecrasy Jlexmaparmst (cBoGoeH TEKCT), Y€ KOJIMYECTBATa Ha
o(epupanus IeKapCTBEH IPOLYKT ca HAJMYHE — B CIIyYanTe 110 Wi. 55, an. 6 ot 3JIITXM.

- Y4aCTHHKBT TpsiOBa J1a MPUTENKABA OTOPH3ALMOHHH [THCMA UITH JPYT EKBHBATEHTEH JIOKYMEHT 3a
IPEACTABATE/ICTBO OT IPOM3BOMTES, HIIM IPUTEKATENS HA Pa3pelICHHETO 3a YoTpeda, ¢ H3PUUHO
TI0COYBAHE HA JICKAPCTBEHUTE MPOJYKTH / MEAMLMHCKH U3/IE/Hs, 32 KOMTO € OTOPH3HMPAH yJaCTHUKA. B
ClydaH, 4e yJYaCTHHKBT NIPEJACTABH OTOPH3ALHOHHO [THCMO OT MPEICTABUTENS HA JTHIETO 110 W, 26 an, 2 oT
3JIIXM, e Heo6X0MMO 11 IPEJICTABH JOKYMEHT 32 ONPEeTISHETO MY KaTo [peJICTaBUTEN — OPUTHHAJ,
TNIPUAPYKEH ¢ OuIIHaIeH NPeBO Ha OBIArapcKH e3HK.

- YuacTHUKBT TpsGBa la mpUTekRaBa cepTU(HUKATH 3a KauecTBO BJC ENISO 9001:20xx w BJC EN ISO

3485:20xx /ISO 9001:20xx - 38 CHOTBETCTBHE, CIIOPE]| IIPHIIOKUMHUTE cranfapty (ceriacHo upexrisa
93/42/EC) unm 1pyru eKBUBAJICHTHU CEPTH(HKATH HA CHCTEMH 32 yNpaBJ/IEHUE HA KaYeCTBOTO HA
Y4aCTHHKA M HA NIPOU3BOAUTEIIS,
- Y4aCTHHKBT CJIe/[Ba Jja pasnoJiara ¢he cKjanoBa 6as3a na TepuTopusaTa Ha PemyGnuka bbarapus u ¢
TPAHCIIOPTHH CPE/ICTBA, N03BOJISBAIIM CBOCBPEMEHHOTO M3MBIHEHU HA JOCTABKHUTE IIPH 3aiBKa OT
BBIOKHTENS.

- YYaCTHUKBT C/le/IBa /la IPE/ICTABH 3aBEPEHH KOTHS HA IPOCTIEKTH, KATaI03H, CrenupHKauy ot
MPOU3BOAUTEIA HIIH IPYTH NOKYMEHTH, JI0KA3BAIM ChOTBETCTBHETO HA U3JENUSTA ChC CrenubUKaLHUITa
Ha Bb3JI0KUTES.

IV. Obmm yciiosus 3a m3anbianenne na noprukara:

1. Cpox u MSICTO 32 M3ITBJIHEHHE HA 0GIECTBEHATA nopb4Ka:

1.1. Cpok 3a usnbiHeHHe: 24 Mecema OT jarata Ha CKIIOYBAHE Ha JIOrOBOpa 3a Bb3JjIaraHe
M3ITBJIHCHHETO Ha O0lIecTBEHaTa MOPhUKa.

Onyuu. Bvsnodcumensm cu 3anaséa npasomo, npu neobxodumocm om npoovidicaeane Ha
docmaskume, 0a YObIXICU CDOKA HA CKIIOHeHUs 002060p 3G UINbAHEHUE Ha nopvukama, Kamo masu
6bIMODICHOCM € OMPA3eHa npu OnpeoensHe HA NPOZHO3HAMA CMOUHOCM HA NOpBYKama. Yciosusma, npu
KOUmo 6nusa 6 cuna Onyusma ca 3an0dCeHu 6 npoexma Ha 002060p u ca cieonume: a/ Bvanojcumensm ¢
OMApAsAne HA  6b3NA2AMENHO NUCMO 00 USHLIHUMENA 6b31A2A UNBAHEHUEMO HA NOPLYKAMA 3a
donvanumenen cpok. 6/ Cpokem na do206opa moaice 0a 6voe Yovadxcen 0o 3 meceya. 6/ Bxuiovsanemo na
Kiaysama 3a Onyus. u YOvINCABAHEMO HA CPOKG MOJICE Oa Ce USCLPULU CaMO nPedu USMUYaHe Ha cpoka na
Oeticmeue Ha 002080pa. 2/ B cayuaii ma exuiousane Ha Kaaysama sa onyuama, H3nvanumensm ce
3a0vCasa 0a YOwadicu cpoka na bankosama eapanyus 3a 006po usnviHenue unu 0a Hece no cmMemxkama
Ha Bwsnodicumens noea 2apamyus 3a usnvamenue Ha 0oz060pa, cvobpasena c yOwudICeHus cpox Ha
002060pa U 04AKEAHOMO NPOZHOIHO KOIUYECMBO, KOemO Modice Oa bboe 3aseeHo,

1.2. Cpox Ha mocTaBKa — CBIIIACHO NPEJUTOKEHUETO Ha yYaCTHHUKA, HO HE MO-ALIBr oT 48 yaca or
JlaTa Ha oJaBaHe Ha 3agBKAaTa.
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ﬂOCTﬂBKﬂT& CC H3BbpLIBA ClIE] M0IaBaHE HA [TUCMEHA 3as1BKa OT BB3JIOKUTEIIS U 34 KOJIHYECTRBA,

TOYHO OIpPENEIICHH B 3a4BKATA.

1.3. MsicTo 3a u3nbiHEHME Ha OOLIECTBEHATA nopkuka: — bonuuuna anteka Ha MOBAJI wll-P
Credan Yepxesos” AJl - rp. Bemuko TwpHOBO, Ha yi. ,,Hum” No 1.

V3mbimurensT e qibxken ja goctasu crokara o kpaitius nonysaren MOBAJL "JI-p Credan
Hepkeson" AJl, 3a cBOs cMeTKa ¥ ¢he COGCTBEH TPaHCHOPT.

2. Hauun Ha o6pasyBane Ha npeIaraHaTa ueHa:

2.1. llenara BKJIIOUBA: 1IeHa 3a eMHHUIA MSIpKa 3@ BCEKH MPOJYKT , ONPEJENICHH B ClIENMDUKALUSTA
Ha BB3NOXHTENA 0e3 BKIIOYEH JaHBK 100aBeHa CTOHHOCT ([UIC). llenara ce mpexcrass mo BTOPHS
JIECETHYEH 3HAK,

2.2. YH4acTHHKBT € JIbKeH na HPELTIOKH LeHA 33 BCHYKH NPOAYKTH, BKJIKOYEHH B npeaMera
HA IOpPBbYKAaTAa,

2.3. llpemwnoxenara nena ciexsa aa 6ne OKOHYATC/IHa, KaTo 1eHara He MoxkKe Ja ObJe NpoMeHsHa
34 Cpoka Ha NEHCTBHE Ha JI0TOBOPA, OCBEH 1PH ycaoBusTa Ha Wi, 116 oT 30I1L.

2.4. llpeanoxenara LeHa cleBa 1a BKIIOUBA BCHYKH pa3xou 10 KpaeH IoJryqaresl: CTOMHOCTTa Ha
TPOAYKTA, TPAHCIIOPT, ONAKOBKA, 3aCTPAXOBKA NIPH CPOK HA TOAHOCT HE MO-MATLK or 60 Ha cro or
OOSIBEHHUS OT IIPOM3BOMMTENS KbM JATATA HA BCAKA JI0CTaBKa M 1Ip.

3. YcaoBusi ¥ HauMH Ha mamane:

3.1. Ycnosus Ha ruiamane — miamanero ce M3BbPIIBA B OBJIrapCckyl JIeBa, ClIEN MPEe/ICTABIHE Ha:

- IocTaBHa (haKTypa, ChCTaBeHa ChIIacHO usnuckBanusTa Ha 3JJIC u II13]]JIC - OPHUTHHA,

- JAOKYMEHTH, NOKa3BallM NPOM3X0Jda HA CTOKHTE — ONAKOBBYCH JIHCT M JApYTH JI0Ka3Baru
11pOM3X0/1a JIOKYMEHTH;

- MPUEMATEITHO - [IPEIABATEIIHU MIPOTOKOIIHU;

- MUCMEHH 3asBKH.

3.2. HauuH Ha nnamane — niamanero ce M3BBpLIBA 10 OaHKOBA CMETKA HA M3ITBIHHTEIS.
[Inamanero e otnoxeno, B Cpok oT 60 (wecTaeceT) IHU OT JaTaTa Ha M3ABAHE HA (akrypa.

4. Cximousane nHa 10roBop- HoroBopure ce ckmouysar B OBaTapcku neBa, ¢ onpexenenute 3a
M3IBIIHATEIM yHaCTHHUIM, Clle[l M3THYAHE HA CPOKOBETE 3a OGKAIBAHE Ha PELICHHETO 3a Kiacupane,
oco4eHn B 4,197, an.1, 1.7 v npu ycnosusta Ha wr.112 ot 3akona 3a OOIIECTBEHHUTE MTOPHUKH.

7. TpencraBsiHe HA AOKyMeHTH NpH CKII0YBaHETO Ha aoroBopa — [lpu mommmceane ua
AOTOBOPA, Y4aCTHHKBT, ONPEACIIEH 32 H3IBIHATE € UThKeH Ja TIpEACTaBH IOKYMEHTH 3a YJI0CTOBEpABaHE
jricata Ha obcrositesncTsa no wi. 54, an. 1 u s ChOTBETCTBUE ¢ H3UCKBaHMATA HA Wi, 112, a1 ot 30]1.

V. PASIIEXKIAHE, OLIEHKA U KJIACUPAHE HA O®EPTUTE

Ycnosusita u pexbT 3a MPoBexKIAHE Ha fiponeypara o norosapsive 6e3 mpeaBapuTeHo
obsienne ce onpenensr ¢ [1T13011.

Kpurepusr 3a ouenxa na opeprute chriacuo un.70, an.2, 1.1 or 3011 e ,,Haii-HuCcKa neHa”,
TIPC/UIOXKEHA OT y4acTHHKA 3@ LENHs [IPeJMET Ha 10pHUKaTa,

Hasnauenara ot Bb3noxuTens komucns [TPOBEX/a MPETOBOPHTE, KATO CE MPHABPIKA TOUHO KbM
ITEPBOHAYATHO ONPEENICHHTE YCIIOBUS M H3NUCKBAHUS 38 UNBIIHEHUE Ha NOpPBYKATa, U CHCTaBs IIPOTOKOJI,
KOWTO Ce MOJITHCBA OT KOMHCHSITA U OT YUYacTHHKaA.

Cren nposesxiane Ha HPErOBOPHUTE, KOMHUCHSITA H3TOTBSA NOKJIA, KOHTO Ce MOJIMHCBA OT BCHYKH
*VICHOBC Ha KOMHMCHSITA U CE IIPE/iaBa Ha B3JI0KUTEIIS 3a€/IHO C 1[s1aTa JNOKYMEHTaIus.

B 10-nueBen cpoxk ot YTBBPXKAABAHE Ha JIOK/Ia/1a, BB3JIOKUTES H3/1aBa PCIICHUE 3a onpesensHe Ha

HM3ITBITHHATEJ HIIH 34 IIpeKparsBaHe Ha npoueaypara.Peinenuero ce H3Ipaiia 10 y4acTHHKA B TPHAHEBEH
CPOK OT H3JaBaHETO MYy.

VL. YKA3AHMS 3A [IOATOTOBKATA HA O®EPTATA . YCJIIOBMSI 3A YUYACTUE.
A.OBIIIM UBUCKBAHMSI KbM YUYACTHULIUTE
,
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1.YuacruuxbsT mnpeacrass odepra 3a nejaus o0em Ha nopbukara Bkawusam 11 npogykra B
npeaMera Ha oOmecrBeHaTa nopb4ka ,JlocTaBKka Ha JIEKAPDCTBEHH NPOAYKTH H MEJIMUMHCKH
M3/1eJHsA 32 NEPUTOHEAJHO JAMAJIM3HO JiedeHne, HeoOxoaumu 3a aeitHocrra Ha Otaenenne 3a
anajm3no jgedenne U Hedpoaorus (OAJIH) npu MOBAJIL ,,/I-p Credan Yepkesos” A/l - rp. Besinko
TbpHOBO, 3a cpok oT 24 Mecena.

Bbamoxuresis He Ipe[BiDKIa Bb3MOXHOCT 3a IIpe[ICTaBSHe Ha OdepTy 3a uacT OT
HOMEHK/IaTypHUTE eAVHUILM OT IOpbuYKaTa.Bcuukm IOKyMeHTH, KOUTO ca Ha 4yX[ e3UK, Ce
IIPEICTaBSAT U C IIPEBO/I, Ha OblIrapcKm e3uK.

2. He ce gorrycka IipeficTaBsHeTO Ha BapyaHTH.

3. ITokaHeHMAT y4acTHMK B ITpOLIe/ly paTa Ha JIoroBapsiHe 0e3 rpeBapuTenHo obssieHue e
JUTBXEH [1a 3asBM B odpepraTa CM [Jaiu [1pU U3ITh/THEHUETO Ha IopbhUKaTa IIle U3II0JI3Ba W He
[TOAV3ITB/THUTEITN,

4. Odeprara cresBa Ja OTroBaps Ha U3UCKBAHUATA, TIOCOYEHH B HACTOAIIUTE YKA3aHMs, U 1a OLJe
odopMeHa 1o NPUIIOKEHHTE 00pasIH.

5. Odeprara ce npeacTaBs Ha OBITAPCKH €3UK.

6. Odeprara TpsOBa na ChAbPXKA TEXHHYECKO M IEHOBO mpejioxenwe. KeMm odeprata cu
YYaCTHUKBT TNPEACTaBAT M HH(MOpPMAlMs OTHOCHO IHYHOTO CHCTOSHHME KpUTepuure 3a moadop.llpu
M3rOTBAHE Ha odeprara YYaCTHUKHT TpsOBa fa ce NMPUABPIKA TOYHO KBbM OOSIBEHHTE OT BBH3NOKHUTENS
YCJIOBHS.

7.I1pn nonaBane Ha oepra YYaCTHHKBT AEKIapupa JMIcaTa Ha OCHOBAHUATA 38 OTCTPaHsSBAHE U
CBOTBETCTBHE ¢ KPUTEPUUTE 3a NOAOOp 4Ype3 MpPeACTaBsSHE HA €AHHEH EBPOMEHCKH JOKYMEHT 3a
obmecteenn nopbuku (EEJIOIT). B Hero ce npemocraBsi choTBeTHaTa HMHGOPMAIMS, H3MCKBAHA OT
BB3JIOKHTENA, M C€ I0COYBAT HAlMOHANHUTE 0a3M JaHHH, B KOMTO C€ CBIBPXKAT JEKIapUpaHuTe
obcTosATeNCTBA, HIIH KOMIIETEHTHUTE OPraHH, KOMTO CBIJIACHO 3aKOHOJATE/ICTBOTO HA ABPKABATA, B KOSTO
Y4aCTHHUKBT € YCTAHOBEH, Ca AThKHH J1a PEJOCTaBAT HHpOpMaIHs.

7.1. Koraro usuckBanusta o wi. 54, ain. 1, 1. 1, 2 u 7 ot 30I1 ce oTHacAT 3a mOBEYE OT €HO JIHIE,
Beuuky Jivn@a noamnucear exud U cwiy EEJIOIT. Koraro e nHanuiie HeoOX0MMOCT OT 3alIMTa HA JTUYHUTE
J@HHU WM [PU pasiuyue B 00CTOATENCTBATA, CBBP3aHU C JIMYHOTO ChCTOSHHE, HHYOPMALMATA OTHOCHO
H3uCcKBaHudaTa 1o wi. 54, an. 1, 1. 1, 2 u 7 ot 3011 ce nmonsisa B otaened EEJIOIT 3a Besko nule win 3a
HAKOH oT nMnara,

7.2.B cnyyaute no 1.7.1., koraro ce noxana noseue ot exqun EEJIOIT, o6cTositencTBaTa, CBbp3atH ¢
KpuTepuuTe 3a noabop, ce cbabpxkar camo B EEJIOIN, moanucan oT nuIe, KOETO MOXKE CAMOCTOSTEIIHO Jia
NpeJCTaB/IsBa CbOTBETHUS CTOMAHCKH CyDeKT.

8. Coriacxo wi. 101, an. 8-11 30I1, ywacTHHK B mpoLe/ypa 3a Bb3JlaraHe Ha 00LIECTBEHA MOPHUKA
¥Ma MpaBo Ja MpeJCcTaBu camo ejHa odepra. Jlnne, koeto yyacTsa B 00eAMHEHHE HIIM € JIaJI0 ChIJIacHe Jia
ObJie MOAM3IBLIIHUTEN HA [Py y4aCTHUK, HE MOXKE Jia MojaBa camocTositento odepra. B mpouenypa 3a
Bb3J1araHe Ha 06IIECTBEHA MTOPBUKA €HO (PH3MIECKO WM IOPHIANYECKO JIMIE MOXKE J1a YHacTBa CaMo B €JIHO
obenunenue. CBbp3any Ui He MOTaT Ja Oh1aT CAMOCTOSITENIHH YYaCTHULM B €HA U ChIIa IIPOLEIypa.
3abenesxcka: Cvenacno pasnopeobama na § 2, m. 45 om Jlonvanumennume pasnopedbu na 3011, no
CMUCHAA HA 3AKOHA ,, C8bP3AHU 1uya’ ca me3u no cmucvaa Ha §1,m.13 u 14 om donvanumennume
pasnopeobu na 3akona 3a nybauuHoOmo npeoiazane Ha YeHHU KHUNCA, a UMEHHO !

@) Auyama, eOHOMO Om KOUMO KORMPONUPaA OPY20mo Juye Uil He2080 ObUePHO OPYIHCECMBO;

6) nuyama, yuamo Oetinocm ce KOHMPOAUPA OM Mpemo nuye;

8) 1uyama, KOUMo CLEMECMHO KOHMPOIUpam mpemo auye;

2) conpysume, pooumenume no npasa 1unus 6e3 ozpanudenus, pooumenume no cvpebpena nuHus 00
Yemevpma Cmenen BKA0YUMeNHo U pooumenume no c6amogcmeo 00 Hemebpma CmeneH KII0YUMENHO.

., Konmpon” e nanuye, kozamo eono nuye:

a)npumedicasa GKNOYUMENHO Ype3 ObUEPHO OPYICECMEO WU RO CUNAMA HA CROpAsyMenue ¢ Opy2o Tuye,
nao 30 na cmo om 6pos na enacoseme 6 06uyomMo cvrOpanue Ha eoHo OpyICECmMBo UNU 0py20 10PUOUYECKO
quye, unu

6)Modice Oa onpedens NPsAKO WU HENPAKO noBeye OM NONOBUHAMA OM YNeHOBeMe HA YRPAGUMENHUS UIY
KOHMPONHUS OP2aH HA e0HO I0PUOUYECKO TuYe, Ul
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8)MOdICE NO OPYE HaYUH 0 YNPAJICHABA PEUasaujo 6IUAHUE 6bPXY 63eMAHEMO HA PeUleHUs 616 6Pb3KA C
oernHocmma Ha I0PUOU4ecKomo Jiuye.
9. Ha ocnosanue wi. 65, an. 1 or 30I1 ygacTHHKBT MOXKe Jla ce 11030BaBa Ha KallallUTETa HA TPETH
JMI@ [0 OTHOILICHHE HAa KPUTEPHUTE, CBBP3aHH C TEXHMYECKHTE CIOCOOHOCTH ¥ NpoQecHOHAIHA
KomnereHTHOCT. CoriacHo wi. 65, an 4 or 30II Tperute nuna TpsGBa na OTroBapsAT HA IOCOYEHHTE
KPHTEPHH 3a ﬂOl[ﬁOp, 3a JOKa3BaHCTO HA KOUTO YHACTHHKBT CC I1030BdBa HA TCXHHUS KallallUTCT, KAaKTO U 3a
TAX TpAOBa 1a HE Ca HAIMIE OCHOBAHHMATA 3a OTCTpaHsABaHE OT mpoueaypara. CBOTBETCTBHETO C
KpHTEpHHTE 3a noadop ce nokaspa ¢ mpejcraBsHe Ha otaeieH EEJIOIT 3a tperoro nuue (4w 67, an. 2
30II). B ciyuaii 4ye y4aCTHHKBT L€ M3MOJI3BA KalalMTeTa Ha TPETH JHIA, TOM TpsAOBa Jia JOKaxe, 4e 1ie
pasmosara ¢ TEXHUTE PECYPCH, KaTo IPEJICTaBH JOKYMEHTH 3a [IOETUTE OT TPETUTE JIUIIA 3aIbIKECHHUS;
10. Ha ocnopanue wi. 66, an. 1 ot 30I1 y4acTHHKBT MOXe [a H3IO0J3Ba MOU3IILIHUTEN/M, KATO
CJIC/IBa JIa YIOCTOBEPH TOBA B oepTara CH, KAKTO U JieJa OT Nophykara, KOHTO 11e My/uM Bb3JI0XKH. B T03u
cryyail Toi TpsOBa Ja NpeACTaBH JIOKA3aTEICTBO 3a IOETHTE OT MOA3HITBIHHUTENSA/UTE 3aIL/IKEHUSI,
CerioacHo wi. 66, an.2 or 30II noausnbiaHuTennTe TPsAOBA Jla OTrOBApSAT HA CHOTBETHUTE KPUTEPHHU 3a
noa6op cr00pa3HO BHIA H Jiej1a OT NOpbYKaTa, KOHTO IIe U3IBJIHABAT, ¥ 34 TAX /14 HE ¢a HAIULIE OCHOBAHHSI
3a OTCTpaHsiBaHe OT npoueayparta. CbOTBETCTBHETO ¢ KPUTEPHHTE 3a 110A00p Ce 10Ka3Ba ¢ IpPE/CTaBsiHe Ha
ornenen EEJIOIl 3a nmommsnbaautens/ute (un 67, an. 2 30I1). HesaBucuMo 0T BB3MOXKHOCTTA 34
M3I10JI3BaHe Ha MOJAM3MBIHUTE/IM OTTOBOPHOCTTA 38 M3ITBJIHEHHE Ha J0T0BOpa 3a 00IIeCTBEHA NOPhYKa € Ha
U3ITBITHUTEIS.
11. Odeprara (Bkn. IleHOBOTO mnpeuIOkKEHHE), BCHYKH JOKYMEHTH, CHIABPXKALIM CE B Hes, Ce
MOJMHCBAT OT “JHIETO, KOETO MpPEJICTABISNBA YYACTHUKA, CHIIACHO JIOKYMEHTa 3a pEerucrpanus, pecil.
yIOCTOBEPEHHUETO 3a aKTyasiHa chaebHa perucrparus (JOKYMEHT 3a CaMOJIHYHOCT — 3@ (DU3HYECKHUTE JIHIA),
WM OT HAJUIEXKHO YIBIHOMOIIEHO JIMIE MM JIMLA, KaTo B odepraTa ce mpuyara HOTApPHAIHO 3aBEPEHO
H3PHYHO I'BJHOMOIIHO HA YIIBJIHOMOIUEHOTO (-MTE€) juue (-a), U3rOTBEHO 3a LEJIUTE HA HACTOsAI(aTa
Ipoleaypa U 0Tpa3siBallo JaHHUTE 3a ChILATA.
12. JlokymeHTHTEe, CBBP3aHH C YYaCTHETO B INpOLEIypaTa, Ce MPEACTABAT OT y4aCTHHKA, WM OT
YI'BITHOMOIIEH OT HEro MpecTaBuTell.
13. JlokyMeHTHTE Ce NPEACTABAT B 3aNeYaTaHa HeIlpo3payHa OaKoBKa, BPXY KOSTO C€ IOCOYBAT:
- HAMMEHOBAHHETO HA YYaCTHHKA, BKJIIOYHUTEIHO YUACTHHUIUTE B 00 AMHEHUETO, KOTATO € IIPUIIOKHUMO;
- aapec 3a KOPECHOHJACHUHMsH, TenedoH u 1O BB3MOKHOCT - (GakC M EIEKTPOHEH aJpec;
- HAMMEHOBAHHETO HA MOpPBHYKATA .
OnakoBkaTa BK/IIOYBA JOKYMeHTHTE 10 wi. 39, am. 2 u an. 3, 1. 1 ot [II130I1, onuc Ha Ipe/ICTaBEHUTE
JOKYMEHTH, KaKTO W OT/EJIEH 3areyaran Hermpo3paveH niuk ¢ Haanuc "[lpemnaranu neHoBu napamerpu',
KOMTO ChABPIKA LIEHOBOTO Ipetoxenue no 4. 39, an. 3, T. 2 or I[IT130I1.

14. Odeprara ce npeacrass ChriacHo u3ucKBanusTa Ha wi. 47 ot ITT130IT.

15. Odeprara ce npejcTaBs B MUCMEH BUJI, HA XapTHEH HOCUTE.

16. Odeprara ciensa 1a Gb2ie npeacTaBeHa 10 KpaifHUs CPOK, IOCOUYEH OT BB3JIOKUTEJIS, Ha ajpeca,
MOCOYEH B HACTOSIATa [TOKaHa B 3ale4yaraHa Helmpo3payHa OlaKkoBKa.

17. Benuku I0KyMEHTH, KOMTO MPHPYKaBaT odeprara ce MpeACTaBsT B OPUTHHAI HJIH KOraTo ca
KCepOKOIHs, ces3aBepsBaT ¢ rpud “BsipHo ¢ opurvHana”, moAIuc Ha JIMIETO, PEACTABISBAIIO YYACTHHKBT
v meyaT. JIOKyMEHTHTE W JaHHHMTE CE MOANMCBAT CaMO OT 3aKOHHHTE INPEJCTABMTENIM Ha YYaCTHHK,
CBIVIACHO ChAeOHATa My PErMCTpallusl WiIM OT M3PHYHO YI'BIHOMOIUEHH 3a TOBA JIMIA, KATO B TO3M CIIydail
Ce MpeJICTaBs MbJIHOMOIIHO, BCHYKH JoKyMeHTH TPsifBa Aa ¢a B CPOKA HA TSIXHATA BAJIHHOCT.

18. YuyacTHUKBT MOXeE J1a ocoyu B odepraTa cu HHMOPMALHKS, KOATO CMATA 33 KOH(DHAEHIMATHA
BBB Bpb3Ka ¢ HAIMYHETO HA THProsBCKa TaiHa. Korato y4acTHHKBT ce 11030BaBa Ha KOH(UICHIHAIHOCT,
CBOTBETHATa HHPOPMAIHUS HE Ce PAa3KPUBA OT BH3JIOKHUTEJIS.

YYacTHHKBT HE MOXKE /Ia CE M030BaBa HA KOH(GUICHIMATHOCT 110 OTHOLIEHHE Ha MPE/UIOKEHUSTA
OT o(epTHTE UM, KOUTO MOJJIEXKAT Ha OLIEHKA.

19. Cpoxk 3a npeacrassine Ha oeprarta 3a y4acTHe B HACTOSAIIATA TIpoueaypa ¢ o 16.00 uaca

ua 16.10.2017 r., 8 JlenosozxcrBoro Ha MOBAJI ,,JI-p Crehan Yepkesos” AJ[ — rp. Beauko TopHOBO, Ha
v, Huor” Ne 1.
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20. MscTo u nata Ha aorosapsiHero: [lorosapsHero me ce npoeene Ha 17.10.2017r. or 11.00
yaca B 3acegarennara 3anara Ha MOBAJI ,,JI-p Credan Yepkezo” AJ] — rp. Bemko TwepHOBO, Ha yiI.
HHum™” Ne 1, er. 2.

b. OCHOBAHMA 3A 3AAIBJIKHUTEIHO OTCTPAHSIBAHE:

1 JInuHo cheTosinne Ha ocHoBanue w154 ot 3011
1. e ocheH ¢ BNIA3NIa B CHJIa IPUCH/1a, OCBEH aKo € peabMIMTHPaH, 3a npecThivieHre o wi. 108a, wi. 159a
- 159r, wn. 172, un. 192a, wi. 194 - 217, win. 219 - 252, un. 253 - 260, . 301 - 307, wr. 321, 321a u 9. 352
- 353e ot Hakasarenuus Konekc;
2. e OCBJIEH C BIsi3/ia B CUJIA NTPUCH/IA, OCBEH aKO € peabMIIMTHPaH, 3a NPECTHIJICHUE, AHAJIOTHYHO HA TE31
no T. 1, B Apyra JAbpiKaBa 4ieHKa MM TPETa CTpaHa;
3. UMa 3aIb/DKEHUS 33 JaHBLUU U 3aIb/DKATETHA OCUTYPUTENIHE BHOCKH 0 CMHCHIA Ha wi. 162, ain. 2, T. |
o1 JIaHbYHO-OCUTYPUTETHHS TTPOLIECYATIEH KOJIEKC M JIMXBUTE MO TAX, KBM JbpKaBara Ui KbM oOIIMHATA
M0 CENANUINETO Ha BB3JIOKUTENS M HA KaHJIuJara WIM Y4acTHHKA, WM QHAIOIMYHHM 3aAb/DKEHHS,
YCTAHOBEHH € aKT Ha KOMIETEHTEH OpraH, ChHIVIACHO 3aKOHOJATEJICTBOTO Ha IbpXKapara, B KOSATO
KaHAUAAThT WM YYaCTHHKBT € YCTaHOBEH, OCBEH aKO € JONYCHATO pa3CcpoyBaHe, OTCPOYBAHE WIIM
obe3neveHre Ha 3abDKCHUATA WITH 3aB/KCHUETO € 110 aKT, KOHTO HE € BJIS3bJI B CHIIA;
4. e HaMIle HEPABHOIIOCTABEHOCT B CIyyauTe 1o 4wi. 44, ai. S ot 3011;
5. e yCTaHOBE€HO, 4e:
a) € MpeACTaBHI JOKYMEHT C HEBSIPHO ChAbpPIKAHKE, CBbP3aH € YA0CTOBEPSBAHE JUIICATa HA OCHOBAHUS 3
OTCTpaHsIBaHE MM M3MBIHEHUETO HA KpUTEpHUHTE 3a noabop;
0) He e mpegoCTaBIII M3UCKBAIIA ce HH(OpMAaLMs, CBbp3aHa ¢ yI0CTOBEpPsBAHE JIMIICATa HA OCHOBAHMSI 3a
OTCTpaHsIBaHE MJIU M3IBJIHEHUETO HAa KPUTEPUHTE 3a oabop;
6. € yCTAaHOBEHGJ C BJIS3JI0 B CHJIA HAKA3ATEIHO TOCTAHOBJIEHHE HITH ChIOHO pEeIleHHE, Ye IPU U3MbIHEHHE
Ha JOroBop 3a obuiecTeeHa noprsyka e Hapyww wi. 118, un, 128, un. 245 u wn. 301 - 305 ot Koxekca Ha
TPYZAa WIK aHAJOTHYHH 3abJDKEHUS], YCTAHOBEHHU C aKT Ha KOMIIETEHTEH OpraH, ChbIIacHO
3aKOHOJIATEJICTBOTO HA AbPKABATA, B KOATO KAHAUAATHT UM YYaCTHUKBT € YCTAHOBEH;
7. e HanuLe KOHGJIUKT HA HHTEPECH, KOHTO He MOXe aa Obae OTCTpaHeH;

OcHoBanusTano 1. 1, 2 1 7 ce OTHACAT 3a JIMIATa, KOMTO IPEACTaBsSBAT YYaCTHHKA, YWICHOBETE Ha
YIPaBUTETHH ¥ HAJ30pPHH OPraHH M 3a APYTH JIMIA, KOUTO UMAT NPAaBOMOLIMS a YIPaXHABAT KOHTPOJI [Py
B3EMaHETO Ha PELICHHUS OT TE3X OpPTraHH.

3a yaocroBepsiBaHE HA JIMIICATA HA OCHOBAHHS 3a OTCTPAHABAHE YMACTHHKBT CJIeBa 1A
noneJaHAT Exuuen esponeiickn 1okymenT 3a odbmecrsenu nopbuku (EEJOII), kakro caensa:
3a obcmosimeacmea nom. 1 u 2 (un.54, an.l, m.1 um.2 om 30I1) ce nonvisea yacm III, Pazoen ,,A" om
EEJlOII;
3a ob6cmosimencmea no m. 3 (un.54, an.1, m.3 om 30I1) ce nonvaea wacm I1I, Pazoen ,, 5" om EE/]OII;

3a obcmoamencmea no m.4 (un.54, an. 1, m.4 om 30I1) ce nonvasa wacm III, Pazoen ,B” om EEJ[OII;

3a o6cmosmencmea no m.5 (4n.54, an. 1, m.5 om 30I1) ce nonvasa vacm IlI, Pazoen , B” om EEJ[OIT;

3a o6cmoamencmea no m.6 (un.54, an. 1, m. 6 om 30I1) ce nonwvasa wacm I1I, Pazoen ,, B” om EEJ[OII;

3a o6cmoamencmea no m.7 (un. 54, an. 1, m.7 om 30II) ce nonvasa wacm III, Pazoen ,,B” om EEJ]OII;
3abenexncka:Ocnosanuama no 4n 54, an.l,m.1, m.2 u m.7 om 3011 ce omnacam 3a:
aj). 1yama, Koumo npeodcmagnaeam y4acmHurda,
6). auyama, Koumo ca wieHoee Ha YNPAaGUmMenHU U HA030PHU OP2aHU HA YYACMHUKA |
8). Opyau nuya, KOUMo umMam npasoMowyus 0a YnpajiCcHA8aAm KOHMPON NpuU 63eMAHemo Ha peuteHus om
me3u op2ami.
Kozamo uzuckeanusma no 4n.54, an. 1, m.1, m.2 u m.7 om 30I1 ce omnacsm 3a nogeue om eoHo nuye,
scuuku auya noonuceam eoun u cviy EEJOII Kocamo e nanuye HeoOXOIUMOCT OT 3auyuma Ha AuyHume
OGHHU WIU NPU pasnuyue 6 06cmosmencmeama, c6bp3anu ¢ IUHHOMO CbCMOsHUE, UHGOpMayusma
omHocHO usuckeéanusima no yi. 54, an. 1, m. 1, 2u 7 om 30II ce nonvaea 6 omoenen EE/JOII 3a 6csxo
AuYye unu 3a HAKou om auyama. B nocreonama xunomesa —npu nooaeawe na nogeye om eoun EEJOI,
obcmoamencmeama, c6bp3anu ¢ Kpumepuume 3a noobop, ce cvovpacam camo 6 EEJJOII, noonucan om
Juye, Koemo mMoogice CaMoCmoamento 0a nPeocmasiaea CbOmeemHus CMONAaHCKu cybexm.

2. /Ipyru ocHOBaHM# 32 OTCTPAHABAHE OT Y4acTHe HA ocHoBaHue 41,107 ot 3011



o B e a s Uog e o o ks R ST R, S8 SRR,

Ly

T

PTG

A

it e iy T T

1. YyacTHuK, KoiiTO HE OTrOBaps Ha MOCTaBEHHTE KPUTEPUH 3a MOAOOP MM HE M3IIBIAHU JPYTrO YCIIOBHE,
TOCOYCHO B YCJIOBUATA 3@ OOLIECTBEHATA MOPHYKA;
2. Y4acTHHK, KOHTO € NPeJICTABUI OdepTa, KOSTO He OTroBaps Ha
a) TIPE/IBAPUTEIIHO OGABEHHUTE yCIOBHS Ha nopnryYKara,
0) mnpaBuia ¥ WM3MCKBAHMS, CBHLP3AHH CHC COLMATHOTO H TPYAOBOTO MpPABO, MPHIIOKUMH KOJIEKTHBHU
CTOpasyMeHHs i/1ili PA3sIlopeAH Ha MEXIYHapOAHOTO CKOJOMMYHO, COHATHO | TPYJIOBO NPaBo, KOMTO ¢a
u30poeHn B npyjiokenue Ne 10 or 3011;
3. Yu4acTHHK, KOHTO HE € NpeCcTaBuII B Cpok 000CHOBKaTa 110 I, 72, an. 1 wim yusTo o¢epra He e mpueta
CBIJIaCHO 4. 72, an. 3 — 5 ot 30I1;
4. Y4acTHHIM, KOHTO ca CBhP3aHHU JIHIA. (3a ynocropepsiBare Ha ToBa 06CTOATENICTRBO YYaCTHUKBT CIIeNBa
Aa nombyay yact III. Pasnen ,,I™ ot EEJOIT)

-3. OcHoBanus 3a oTcTpansiBane, CBBEP3aHH ¢ HAUHOHAJIHOTO 3aKOHOAATEICTBO

1. VyacTHuk, 3a koroto ca Hamuume 06CTOSTENCTBA MO 413, T.8 OoT 3akoHa 3a HKOHOUMHYECKHTE n
(punancosure oTHOWIEHHS ¢ ApyKecTRara, PCTHCTPHPAHH B IOPHCAMKLMM ¢ mipedepeHnmanen Janbyeh
PEKHM, CBbP3AHUTE C TAX JIUNA M TEXHUTE JCHCTBHTENHH cobcTBeHMIM.3a YZAOCTOBEPSBAHE HA TOBA
OOCTOATENCTBO YYACTHHKBT CIIE/IBA (A TOMBIHM YACT [IL., Pasnen ,,[™ or EEJIOIL.

YYacTHUKBT € [UIbXKEeH J1a YBEJOMH [HCMEHO Bb3JIOKHTENS B 3-IHEBEH CPOK OT HACTBIBaHE HA
obcrosTencTBo no . 54, am. 1, u. 101, an. 11 30I1.

Koraro 3a yuacTHuKBT e Hanuue HsKoe OT OCHOBaHHSTA MO W, 54, an. 1 or 30I1 u npenu
TI0ZIaBaHETO Ha oepraTa TO¥ € Npeanpues MEpKH 3a J0Ka3BaHe Ha HaneKIHOCT 1o wi. 56 ot 3011, Te3n
MepkH ce onucear B EEJ[OIT.

Karo nokasarencrsa 3a uanmexanoctra Ha YHaCTHHKA CC€ MPEACTABAT CIEAHHUTE JOKYMEHTH:
- TI0 OTHOWICHHME Ha OOCTOATENCTBOTO MO wi. 56, aj. 1,7 L &2 or 30T - AOKYMEHT 3a W3BBpIICH)
IIAIMAHE WK CIOPasyMEHHE, WIIH JPYT IOKYMEHT, OT KOHTO Jia € BUAHO, e 3aJb/DKEHHsTA ca obesneyeHn
WK 9€ CTPaHWTE Ca JIOrOBOPWJIM TSXHOTO OTCPOYBAHE HJIM pascpoyBaHe, 3ae[HO C MOracHTENeH IUIaH
W/WIM C TOCOYEHH JIATH 32 OKOHYATEJIHO M3IUIAINAHE HA NBDKHMHTE 33(bJDKCHHS HIM € B IpOLeC Ha
H3IUIalIaHe Ha ABDKHEMO o0e3Imerenue;

- 1O OTHOIIEHHE HA OOCTOATENCTBOTO MO 4. 56, an. 1, 7. 3 or 3011 - AOKYMEHT OT ChOTBETHHS
KOMIIETCHTECH OpraH 3a OTBhP)KACHHE Ha OITMCAHUTE 0OCTOSTE/ICTRA.

Be3noxurenst uma npaso na npenenu NPEANPHCTATE OT yYaCTHUKA MEPKH, KATO OTYMTA TEXKECTTA
¥ KOHKPETHHTE OGCTOATENICTBA, CBbP3aHHU C PECTHILICHHETO HIIK HapyLIEHHETO.

B cnyuait ye npemmpuerute ot Y4aCTHHKA MEPKH Ca JI0CTaThYHHM, 32 Ja Ce rapaHTHpa Herosary
HAJCKAHOCT, BRIIOKHUTENAT HE IO OTCTPAHsIBA OT NPONEyparTa.

MotusuTe 3a npHemane wim OTXBLPJIAHC HA NPEINPHUCTHTE  MCPKH U  IIPEJICTABCHUTE
/OKA3ATEIICTBA €€ TI0COYBAT B PELICHUETO 3a KJIACHPAHE UITH [IPEKPaTABAHE Ha mpouesypara, B 3aBUCHMOCT
OT BHJIA ¥ €Tana, Ha KOHTO Ce HaMHpa [poLe/IypaTa.

Y4acTHHK, KOHTO ¢ Bisi3Na B cuia TIPUCHAA HJIH JPYT aKT, CBINIACHO 3aKOHOJATENCTBOTO Ha
ABPXKABATA, B KOATO € IPOM3HECEHA NPUCHATA UM € M3A/EH aKThT, € JIHIIEH OT IPaBOTO Ja y4yacTBa B
NPOLEYPH 33 OOIIECTBEHH NOPHYKH HIIH KOHLECHH, HAMA [IpaBo Jia U3MoJ3Ba NpeBUeHaTa B 4156, ai. |
ot 3011 BB3MOXKHOCT 32 BpeMmeTo, OMPEJIENICHO C NPUCHIATA HIIH aKTa.

B. 1OKA3BAHE JIMTICATA HA OCHOBAHUSI 3A OTCTPAHSIBAHE
3a dokaseane na auncama na ocnosanus 3a OMCMpAnRGane yHacmuuKkvm, usbpan 3a usnvanume,
npeocmaen:

1. 3a obcmosmencmeama no un. 54, an. 1, m.1 om 3017 — ceudemencmeo 3a cvOumocm;

2. 3a ofcmosmencmeomo no wun.54, an. 1, m3 om 30IT - yoocmoeepenue om opzanume no
npuxooume u yoocmogepenue om obuunama no cedanuuemo na 6v3noACUMens u Ha yuacmuuka,

3. 3a obcmosmencmeomo no un.54, arl, m.6 om 301 — yoocmosepenue om opeanume na
Hsnvanumenna azenyus "Iasna uHcnexkyus no mpyoa";

4. 3a o6cmosmencmeama no un. 54, an.1,m.4-5 u m.7 om 30IT - dexaapayus.
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*Korato B ya0CTOBEpEHHETO MO T. 3 e ChabpKa MHOpMAIUA 3a B30 B CHJIA HAKA3ATENH(
NOCTAHOB/ICHHE WM CBACOHO PCINCHHE 3a HAapyuieHWe Mo 4. 54, am. 1, T. 6, yYaCTHUKBT NpEJICTaBs
ACKJIapalys, 1¢ HapyLICHAETO HE € H3BBPLICHO NIPH U3IThJIHEHUE Ha JIOTOBOP 3a 00LIECTBEHA MOPHYKA.
*Koraro y4acTHHKBT, W30paH 3a M3MBIHUTEN, € 4YyXKICCTPAHHO JIHIE, TOM NPEJCTaBs ChOTBETHHS
JIOKYMEHT 110 T.1-3, H34a/ieH OT KOMIIETEHTEH OpraH, ChIVIaCHO 3aKOHOZATEJICTBOTO Ha ABP)KABATA, B KOSTO
YYaCTHHKBT € YCTaHOBEH,

*Korarto B ChOTBETHATA JbpXKaBa HEC CC H3jaBar JOKYMCHTH 3a IOCOYCHHUTE obcTosITENICTBA HIIH Koraro
JOKYMEHTHTEC HE BKJIIOYBAT BCHYKH OGCTOFITCJTCTBEI, Y4aCTHHKBLT IpeacTaBs JACeKilapalysa, akKo TakKaBa
JACKjlapalius HMMa TIpaBHO 3HA4YCHHE CBIVIACHO 3aKOHOJATEICTBOTO Ha CBHOTBETHATA AbpiKaBa. Korato¢
ACKIapalysTa MAMa NPaBHO 3HAYCHHWE, YYACTHHKBT NpPEACTaBs O(HIHAIHO 3asBIEHHE, HANPABEHO IpPejt
KOMIIETEHTCH OpraH B CbOTBETHATA AbpiKaBa.

*ﬂOKYMGHTHTC Ce MpeacTaBAT H 3a YJICHOBCTE Ha 06811HHCHPI€TO, 3a NOJUBITBIHUTEIIUTE U TPETHTE JTHIIA,
dKO UMa TaKHBa.

*Bo3noxurensar HsaMma npaBo J1a H3HCKBA NPCACTABAHETO HA JOKYMEHTHUTE 3a JIOKa3BaHE Ha JIMIIcara Ha
OCHOBaHHs, KOrato oOcCTOsTENICTBATA B TAX ca JOCTBIIHH 4pe3 nyﬁnnqeﬂ Oesmarex PEruCThP HIIH

“HpOpManMATa WIH JOCTBI'BT JO HEs Ce INPEJ0CcTaBs OT KOMIIETCHTHHMS OpraH Ha BB3JIOKHTEIS 110
cnyKeOeH BT,

I'. U13BUCKBAHUSI KbM YYACTHUKDBT, CBbP3AHU C KPUTEPUUTE 3A NOJABOP

1. MUHUMA/IHH H3HCKBAHUSA 34 HKOHOMHYECKO H (l)HHaHCOBO ChCTOHHHE HA YYACTHHIHTE ChIVIACHO

30I1:

BB3noxurenst Hama U3MCKBaHUSA 3a HKOHOMHYECKO H t'l)HHaHCOBO CBhCTOAHHE HA YHACTHHUILIUTE.

2. lopgnocr/npasocnocobroct/ 3a ynpaxusisane na npoecHoHaIHA JeHHOCT
2.1. VuactHukeT TpAGBa @ € pErMCTPUpaH KaTo TBProBel [0 Teprobekus 3akoH uaM 110
3aKOHOJIATE/ICTBOTO HA Jpyra AbpaBa WICHKA WJIM Ha Jpyra JbpxKaBa - cTpana 1o CrnopasyMeHHETO 3a
EBpomneiickoTo KOHOMHYECKO NPOCTpaHCTBO, WK Ha Kondpenepanus [IIsetinapus, Ha KOUTO € W3JaJEHO
paspelleHHe 38 THProBUs HA PO ¢ MEAMIMHCKH H3zenus ot UAJT wm IPYTr JTOKYMEHT, YAOCTOBEpSIBAI]
NpaBOTO HM 1@ TBPryBaT ¢ MEAMIMHCKH W3JC/IWs, U3JajileH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA
AbpXKaBa. YYaCTHUKBT TPsOBa /@ NpHUTEkaBa BAIMIHO Pa3pelleHHe 33 THPrOBHS HA €APO ¢ MEIULIHHCKH
usnenus, ceraacio wi. 77 or 3MU, usnaneno or MAJI B ciyyamte, Korato ca THPrOBIHM, WK apyr
JOKYMEHT, yIOCTOBEpSBAILl [PABOTO UM Ja THPryBaT ¢ MEAULMHCKH M3JENHUS, U3NAJeH OT KOMIIETCHTCH
OpraH Ha CHOTBETHATA IbpXkaBa. TakeB JOKYMEHT HE ce W3MCKBA, B Ciyyall 4e YYaCTHHKDBT ¢
TPOU3BOJMTEI, yCTAHOBEH Ha Tepuropusta na Pemybiuka Bwarapus cwriacHo w77, an.2 or 3MU.
Cvromeemcmeuemo Ha yHacMHUKA ¢ NOCONEHUME UIUCKBAHUA Ce yoocmoegepaga ¢ nocousane na
HOMEp u 0ama Ha U30a6aHe HA CHOMEEMHUME PA3PEUIUMENHU 3a NBPLOGUA HA eo0po ¢ MeOUUUHCKY
usdenun, cveracno3MH unu Opyz Ookymenm, ydocmoeepasawi npasomo um oa muwpzyeam ¢
MEOUYUNHCKU U30eNUA, U30A0EH OM KOMNEemeHmMHUme Op2anu, KOUMO Cv21ACHO 3AKOHOOAMENCHEOMO
Ha 0vpiicasama, 6 KOAMO Y4ACMHUKBM € YCMAHOBEH ca ONbICHU 04 NPedocmasam unpopmayuama,
UaU ¢ nocoueane Ha UHPOPMAWUA, 4e YHACMIHUKA e NPou3soOumen Ha oepupanomo/me om nezo
usoenue/a.

3a ookaszeane na cvomeemcmeuemo ¢ nocoueHumMe UIUCKEAHUA ce nonvasaya vacm I V,bykea A m.|
om EE/[OIL.

2.2. YuacTHUKBT TpsAOBa Ja € PErHCTpPHpaH Karto ThProBell Mo OBJIrapckoTo 3aKOHOAATENCTBO HIIH 110
3aKOHOJATE/ICTBO HA AbpiKaBa-wIeHKa Ha EBponeiickus cbio3, wiiM Anpikasa - crpana no Criopasymesnero
3a EBPONEHCKOTO MKOHOMHYECKO TPOCTPAHCTBO, M Ja MMa IpPaBo Jia W3BBPLIBAT THPIOBHS HA enpo ¢
JIEKapCTBEHH NPOAYKTH B CHOTBETCTBHE ¢ HopmuTe Ha 3JIIIXM. VwyacTHHKBT clienBa na NIPUTEXKABY
BAIMIHO PasperieHne 3a THProBus Ha €pO W/HIIH BHOC Ha JIEKAPCTBEHH TPOAYKTH,u3aneH0 or MAJT miy
PETYJIaTOPEH OpraH Ha Jpyra ibpXaBa-uieHka, mo peaa Ha ['n1asa neseta TwproBust Ha epo ¢ 1eKapeTBEHH
MIPOAYKTH Ha JJIIXM|
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Cvomeemcmeuemo HA YHACMHUKA C NOCOYeHUMEe U3UCKBAHUA Ce y0ocmoeepAasa ¢ nocoYeane Ha

HOMep U 0ama Ha U30a6aHE HA CoOMEEMHUMe Pa3peliumenti. 3a 00KA36ane Ha CbOMeemMCmeuemo ¢
nocouenume usuckéanus ce nonwvasava yacm IV,5yxea A m.1 om EE/[OII.

*Bub3/102%CUMENAM MOXCE NO 6CAKO 6peme 0a U3UCKA npeocmasane HA OOKyMeHmume no m.2., 4pes3
Koiimo ce oOoka3eéa nocovenama ¢ EEJ/OIl ungopmayun, kozamo moea e HeobXo0umo 3a
3aKOHOCBOOPA3NHO npogexcoane Ha npouedypama.
*Ha eman CKAl046ane HA 002060p, YHACMHUKbM, WU3OPAH 3a U3NBAHUMEN, C/ledéa 0a npeocmasu
Cbomeemuume 0OKyMeHmi. .

3. MuHMMA/IHH H3UCKBAHHS 32 TEXHHYECKH BB3MOKHOCTH H KBAJHQHKALUHA HA YYaCTHHIMTE
ceriaacuo 3011

3.1.YyacTHuKBF TpsOBa a HMA OIMT 3a H3ITBJIHEHHE Ha Mopbykara. [1pe3 nmocnenHuTe 3 roMHH, CYUTAHO
OT JlaTara, Ha rnojiaBaHe Ha odepraTa, Ja € H3ITBJIHKI NoHe 1/e1Ha/ 1ocTaBKa ¢ MpeAMET U 00eM HIACHTHYCH
WJIM CXOJIEH C Ta3M Ha MpeJMETa Ha NophyKara.

* Tlon nedHOCT, CXOJHA C MpeAMETa Ha IOpbYKATa CleaBa Ja ce pa3dmpa JOCTaBKa Ha JICKAPCTBEHH
MPOJAYKTH ¥  MEJMIMHCKHA M3JIENHsS C TEXHMYECKM XapaKTEPUCTHKH, MOJOOHH Ha H3UCKBAHMATA HA
Bb3JI0KUTENS B HACTOALIATA TTOPHUKA.

Yuacmnuxkvm npedocmaea (Oexknapupa) ¢ EQunnus esponeiicku 00KyMeHm 3a 00u{ecmeeHu nopvuKu
(EEJIOII) undgpopmayusn 3a obcmoamencmeama no m.3.1 3a 00cmasKune, KOUNO ca UOCHMUYHU Wil
CX00HU C npedMema Ha NOPBLYKAMA, USNBIHEHU nPe3 NOCNeOHUme mpu 200UHU, CHUMAHO Om damama
Ha nodaeane odepmama, ¢ nocoweane Ha cmouHocmume, Ooamume u nojaydamenume, 3ae0Ho ¢
doKazamencmeo 3a uzsvpuieHama 0ocmagka (pegpepenyuu, nyonuiHu pecucmpu, yoocmogepenus u op.
HO NPeyeHKa Ha yHacmHuyume).

3.2.YuacTHUKBT TpsAOBa Ja MpUTekKaBa BAIK/HA CHCTEMA 33 YIIPaBJIEHHE HA KAYECTBOTO ChOTBETCTBALLA HA
cranmapt BJIC EN ISO 9001:20xx uiu eKBHBAJIEHT, C MpPEAMETEH OOXBAT JOCTAaBKAa HA JICKAPCTBEHH
IMPOJYKTH U MEIUI[MHCKA M3JENUs , H3/IaJIeH Ha MMETO Ha YYacTHHKA OT aKpeJUTHpaHa MHCTUTYLHMS WIH
arcHIMs 3a YIpaBJIeHHe Ha Ka4eCTBOTO MIIM JIPYT'H J0KA3aTe/ICTBA 38 €KBUBAIICHTHH MEPKH 33 OCHIypsSBaHe
Ha KauecTBOTO.

* 3a y0cTOBEpsSIBAHE HA BH3MOKHOCTHTE 0 T.3.2 ce monbiasa Yaer IV, byksa ,,I"” or EEJLOIL
Jokymenmume 3a 20pHomo 06cmoamencmeo , KOUMo ce npeocmagam om y4acmHUKa, onpeoenex 3a
U3NBAHUMeEN NPeOu CKNIOU6ane Ha 002060pa UL NPU ROUCKBAHE 6 X00a HA NPouedypama- ciyiaume na
un.67, an.5 u an.6 om 3011 ca:

- BJIC ENISO 9001:20xx unu exeueanenm, c npeomeneH ooxeam 00CmasKka Ha MeOUWUHCKU U30e/UA.
3.3.IlpousBoaurennTe Ha MpeAJaraHuTe MNPOAYKTH TpsAbBa [Ja NpUTEKaBaT BalUJHA CHCTEMa 34
ynpasienue Ha kadectBoro no crauaapr bJIC EN ISO 13485:20xx /ISO 9001:20xx uaM eKBUBAJICHTHA
cuCTEMA 3a YIIPAaBIEHHE HA KAYECTBOTO, C 00XBAT CHIITACHO NMPEAMETA HA IIOPHYKATA.

* 3a y0cTOBEpsBAHE HA BB3MOKHOCTHTE 110 T.3.3 ce monbasa Yacr IV, byksa ,,B” 1. 12 or EEJOIIL
JHoxkymenmume 3a 20pHOMo 06CMOAMENCME0 , KOUMO Ce NPEOCMABAM OMm Yy4acmHUKa, onpeodeien 3a
U3NBAHUMEN NPeOU CKAIOY6AHEe HA 002060pa WU NPU NOUCKEAHE 6 X00a HA NPOUedypama- ciydaume Ha
un.67, an.5 u an.6 om 3011 ca:

- cmandoapm BLC EN ISO 13485:20xx /ISO 9001:20xx wunu exeusanenm, ¢ npeomemen obxeam,
CH2/1GCHO npeOMema Ha nopbLYKama.

3.4.3a mnpomykTHTe, TpPEACTABIABAINM MEIMIMHCKH H3JIENUs, YYaCTHUKBT Clle/Ba Jia [pUTeKana
Jlexnmapaiusi 3a CBOTBETCTBHE H3aageHa or npoussomurens wuw/wm ,,CE” ceprudwukar, cropen
usnuckBanuara Ha Jlupextusa 93/42 na EC u 3MMU , ¢ usinodyenue Ha U3JIEIUsATa, 32 KOUTO TOBA HE €
npeasujieHo B 3MU.

3a meduyunckume npodykmu, npeocmaeiA6au{ MEOUWUHCKU U30eUA, YHACMHUKbM ciedea 0a
npeocmaeu /leknapayua 3a coomeemcmeue uioaoena om npouseooumena wuau ,,CE” cepmugpuram,
cnoped uzuckeanuama na Jupexmuea 93/42 na EC u 3MH u 0a ca npudpysicenu ¢ uHCMpyKyua 3a
ynompeba Ha Oba2apCKu €3UK, C USKTIOHEHUE HA U30eUAma, 3a Koumo moea He e npedeudero ¢ IMH.

»

12



R B S N R e

BT MR SRS

:
L

3.5.Y4acTHHKBT Clle[iBa 1@ pasrnonarar ChC CKiajoBa 0a3a HA TEPHUTOPUATA HA PenyGnuka Bwirapus wu
TpaHCIOpTHH  CPE/CTBA, [O3BOJABALIM CBOCBPEMEHHOTO H3NBJIHEHHE HA JOCTABKMTE MpPH 3asBKA OT
BB3JIOKHTE/Is.

Yuacmuuxvm cneosa oa npeocmasu (Oexnapupa) ¢ wacm 1V., 6ykea ,,B”, m.9 om Eounnus esponeiicKu
Ookymenm 3a obwecmeeru nopvuxu (EEJOII) ungpopmayun 3a o6cmosmencmeama no m.3.5. 1a
CK1a008a 6asa U MPaHCROPMHU CPEOCMEA, OCUZYPABAIKU NPAGUTHOMO COXPAHeHUe Ha npooyKkmume
RpU paA3RpOCMPAHEHUENO U MPAHCROPMUPAHEMO UM.

3.6.Y4yacTHHKBT B MpolexypaTa CllelBa Ja NpPHUTEXaBa NpaBa 3a BHOC U nponax6a Ha mpejaraHuTe
JICKapCTBEHH TMPOJYKTH U MEAMIMHCKH M3JIC/Hs. 3a yAOCTOBEpPsSBaHE HA TOBA OOCTOSTENCTBO, YUACTHHKET
[IPCACTaBs OTOPU3ANMOHHO MHCMO H3JaJICHO Ha HErOBO HME B OPHTHHAJ HIIH HOTAPMAIHO 3aBEPEHO KOTIHE
OT NPOU3BOAUTEISE HA OPEpPUPAHUTE JICKAPCTBEHU MPOJYKTH M MEAMIIMHCKO H3Je/IHE, B cllydaid, 4ye ¢ Ha
qYKII €3HK CIIE/IBa Jla CE IPEJICTABH B IIpEBO/IL.

VII. U3BUCKBAHMSA 3A U3I'OTBSIHE U ITPE/ICTABSIHE HA O®EPTATA
1. O6mm ycsosusi

Odeprata ce nonasa Ha GbiIrapcky e3nk, B mucMeHa (opMa, Ha XapTHEH HOCHTELL.

CpokbT Ha BaTHAHOCT Ha odeprarTa B HacTOsAIATA OOLIECTBEHA MOpBYKa € He Mo — Maiko ot 180
(cTo M OcemAeceT) KaNeHIapHH JIHH, CYATAHO OT JATATA Ha KpafHHs CPOK 3a 110/1aBaHe Ha odeprure.

ITpu msrorssine Ha opepTuTe YYaCTHHKBHT TpsAbBA Aa ce TPHABPKAT TOYHO KBM OOSBEHHTE OT
Boaoxuress H3NCKBAHHUS U YCIOBHS, ONMCAHH B HACTOSIIATA OGIIECTBEHA NOpbYKa.

JlokymeHTHTe, CBBP3aHH C yYacTHETO B IPOLEAYpara, ce MPEACTABAT OT yYacTHHKA, HIM OT
YUBIHOMOLICH OT HEr0 MPEACTaBUTEN - IUYHO HIIM 4pe3 MOUEHCKa WIM Jpyra KypHepcKa yciayra ¢
npenopbyana nparka ¢ obpaTHa pasnucka, Ha aJpeca, IOCOYEH OT Bh3JIOKUTEIS.

Y4acTHHKBT MMa TPaBO Ja TPEICTaBH caMo eiHa odepTa, KaTo He ce AOIMycKa IpeIaraieTo Ha
BapUaHTH B odeprarta.

JloKkyMeHTHTE Ce NPEeACTaBAT B 3aleyaTaHa HENPO3pavHa ONMAaKOBKa ChIVIACHO Wi.47, a1, 2 1 an.3 or
30II, BbpXy KOATO CE MOCOYBAT:

- HAMMCHOBAHHETO HA YYAaCTHHKA, BKIFOYUTEITHO YYaCTHHIUTE B 00CIMHEHHETO, KOTATO € MPHIOKHUMO,
- @JIpec 3a KOPECIIOH/ICHIMS, TeNIePOH U 110 BH3MOXKHOCT - (hake U eJIeKTPOHEH ajIpec;
- HaHMCHOBAHMETO HA MOPBHYKATA, 3a KOMTO CE M0/[aBAT JOKYMEHTHTE,

Odeprara TpsGBa 1@ ChIbpka TEXHHYECKO M LIEHOBO NpeIokeHne. KM otepraTa cu ydacTHUIHTE
MPEACTABAT H HHPOPMALHUs OTHOCHO JINYHOTO CHCTOSIHUE M KPHTEPUUTE 3a noabop.

Beruku fokymMenTH, H3MCKaHH 0T BuanokuTens u npescraenyu ¢ odeprara Ha y4acTHHKa, TpsOBa
Aa ca TIOJNHUCAHN W MOANEYaTaHH Ha IOCOYCHHUTE 3a LEJITa MECTa, OT JIMLETO/JIMIATa MPe/CTaRIsBaI0/|
y4acTHHKa.

Beuuku” IOKyMEHTH, 33 KOMTO BB3JIOKHTENAT € AOIMYCHAl Bb3MOXHOCT 3a IPEACTaBSHE MO/
(opmaTa Ha KOMHs U 3a TAX BB3JIOKHUTENAT HE € IIOCTABHII H3UCKBAHE 3a HOTapHaliHa 3aBepKa, TpaOBa ja ca
3aBCPCHU HA BCAKA MONBIHEHA cTpaHuua ¢ rpud ,Bspno ¢ opurunama” M moamuc Ha JHMueTo/Ta,
NPEJCTaBIABAIYY YYaCTHUKA U I1€YaT.

Benuku nokymenTu, TpsbBa jia ca B cpoka Ha TAXHATA BAIMIHOCT.

B cnyyail, ye nokymeHTHTE Ca TNOMIHUCAHH OT YI'BJIHOMOUICHO JIMIE, C€ HM3MCKBA Ja Objie
MPEACTABeHO U U3PHYHO HOTAPHAITHO 3aBEPEHO IIbIHOMOLIHO.

IIpencraBennte obpasuu 3a yyacTHe M YCNOBHATA, ONMCAHH B TAX €A 3aIb/UKHTCIHH 34
YYaCTHHKBT. AKO oepraTa He e MpEJCTaBEHa 110 TPeJCTaBeHHTe 06Pa3Ly, BB3I0KUTEIAT HMa npaso Ja

OTCTPaHH Yy4YaCTHHKa OT Tpoleaypa, IOopagd HEChOTBETCTBHE HA OprpTaTa C H3HCKBaHHUATA Ha
JOKYMEHTAIlUATA 33 y4acTHe.

2. CoabpikaHue HA ONAKOBKATA
OrmakoBkaTa BKJIIOYBA

2.1. Enunen eBponeick: JOKYMEHT 3a OOLICCTBEHH nopeuku (EEJIOII) 3a kanaunaTa B ¢hOTBETCTBHE €
M3HCKBAHMSATA HA 3aKOHA W YCJIOBHATA HA BB3JIOKUTENS, a korato e mpuwiokumo - EEJOI] 3a Bcekn or
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Y4aCTHHUHTE B 00EIMHEHHETO, KOETO HE € IOPH/IMYECKO JIHIE, 3a BCCKH MOM3IIBIHUTEN H 38 BCAKO JIMILE,
YHHTO PECYPCH IIe ObaT aHTaXXMPaHy B U3ITBIHEHHETO HA IIOPHUKATA,;

2.2, ,[IOK)/MGHTH 3a JIOKasBaHe Ha [IPCAIIPHCTHTC MCPKH 3a HaOCKJ/IHOCT, KOrato e IIPUJTOKHUMO,
2.3 loxymenrute 1o ui1. 37, an. 4 ot 13011, korato e npunoxumo.

2.4, TexHHYECKO NPEIIOKEHHUE, ChIBPIKAILIO:

ﬁ) JOKYMCHT 3a YII'BJIHOMOIIIABaHE, KOraTo JIMIETO, KOETO [10/1aBa ocbepTaTa, HE € 3aKOHHUAT MPEeACTaBUTE]]
Ha Y4aCTHHKa;

0) mpeUtoKeHKE 3a U3MBIHEHHE HA MOPHYKATA B CHOTBETCTBHE C TEXHHUECKUTE CHICHH(pHKALAH 1
M3MCKBAHUATA Ha BB3JIOXKHTEIS;

B) IeK/1apalys 3a ChrJIacue ¢ KJIay3uTe Ha NPHIIOKEHHS IPOEKT Ha J0TOBOP;

r) JIeKnapanus 3a cpoka Ha BaJILIHOCT Ha odepTara;

1) Apyra MHGOPMAIAS /UK JTOKYMEHTH, H3UCKAHY OT BB3JIOKHTEIIS

2.5. Onuc Ha npe/CTaBeHUTE JOKYMEHTH;

2.6. Otzenen 3aneyaTan HEMPO3paveH MUK C HAIIAC ,, [Ipednazanu yenoeu napamempu”, KoiTo
ChAbpIKa LIEHOBOTO NpeutokeHue no 4i.39, an.3, 1.2 ot [M130I1

3. Heob6xoaumu qokymeHnTH

3.1. Onuc Ha npeacTaBeHHTe JOKYMeHTH no w147, an.3 ot III30II, noanucan or y4yacTHHKA, B
ONHCa y4aCTHHKBT CJIE/IBA JIa ONHIIE BCHYKH IIPE/ICTABEHH OT HErO JOKYMEHTH (3abJDKUTENHH U IPYTH 110
NPELCHKA Ha yJacTHHKA), BKIIOYUTEIHO AOKYMEHTH OTHOCHO JIMLATA, NPECTAB/ISABAIIM Y4aCTHHKA, W
OTHOCHO TIO/IM3ITBITHATENATE, AKO TAKHBA Ce npeasmwkaaT. OnUCHET Ha JIOKYMEHTHTE CJle/iBa a ce MOCTaBH
B Ha4aJIOTO HA JOKYMEHTHTE. Beeku NMHCT, ChAbpKALL Ce B ONMAKOBKATA, 3ab/DKUTEIHO ClieBa a Onae
HOMEPHPaH U MOJPENEH CHIVIACHO OITHCA;

3.1.2. Odepra 3a yuacrue B Hacrosimara npoueaypa no 3011, H3roTBeHa B ChOTBETCTBHE C O6pasen Ne
1, B OpHI'HHal, IOJIHCaHa MW IoanedaraHa oT yYJacTHHKa HIIH OT H3PHYHO YIOBIIHOMOIIECH HEroB
NPEACTaBUTE]l C HOTAPHAIHO 3aBepeHO MbjHOMOMHO. Korato ywacTHuk B npouemypara e obemutennue,
odeprara ce noaaBa OT UMETO Ha 0OEIMHEHHETO, KATO CE MOJIKCBA OT IIPEACTABIIABALIUS 00CTHHEHHETO.
3.1.3. AAMHHHCTPATHBHH CBeJCHHS 32 YYAaCTHHKA, U3rOTBEH chryacHo OGpasen Ne 2 B OpHTHHA,
MIOAMKCAH U MOANeYaTaH OT YYaCTHHKA.

Koraro y4acTHHKBT NpeIBUKIA U3MON3BAHETO HA MOAKM3IBIHATENH, Obpaser Ne 2 ce npeacrass oT
BCEKH OT TSIX.

Koraro ywacThuk B npouenypara ¢ obejiMHEHHE, KOCTO HE € fopuauuecko yune, Obpasen Ne 2 ce
IIPE/ICTaBsl KaKTO OT OOCJIMHEHHETO KAaTO IO, Taka U OT BCAKO (DM3UYUECKO W/HIIH IOPHIMYECKO JIUIIe
BKJIIOYEHO B HETO, KAaTO 32 HEMPHUIIOXKMUMHUTE IAHHH CJIE/IBA JIa I0COYBA C TEKCT ,,HENMPHI0KAMO”,
A).lokymenmu ro donycmumocm

3.2. 3asiBJIeHHe 32 y4aCTHE, BKJIIOYBANIO.

3.2.1. Enunen esponeiickn gokymenT 3a obmecrsenn nopbakn (EEJIOIT) — O6pasen Ne 5

EEJIOIT e ¢hopmynsp, 6 Koiimo uma camocmoamennu yKa3auus 3a nonvaeawe, upe3 onuceane Ha
Ooannume u ofcmoamencmeama, Koumo noonexNcam Ha 3ANUCEAHE HO obpazey Ha Azenyuama 3a
0bu(ecmeenu NOPYUKU U € HEPA30eTHA 4aACm OM HACMOAWAMA JOKYMEHMAWUA.

C EEJ[OII ynacmuuxkom dexnapupa nuncama Ha 0CHOGAHUA 3 OMCMPAHABAHE U CHOMEEMCMEUE
¢ Kpumepuume 3a nodbop.B nezo ce nocousam nayuoHanume 6a3u OaGHHU, 8 KOUMO Ce CoovpAHCam
OeKnapupanume 06CMoOAMENCMEa, Uiu KOMREMeHmMHUMe 0P2atu, KOUMO ca ONbACHU Oa npeocmaenm
UHPOPMAYUA, CH2NACHO 3AKOHOOAMENICMEOMO HA OBPIHCABAMA, 8 KOAMO YHACMH UKD € ycmanose,

Kozamo usuckeanuama no un. 54, an. 1, m. 1, 2 u 7 3011 ce omnacam 3a noseue om eoHo e,
écuyku nuya noonuceam eoun u cvuy EEJ[OII. Kozamo e nanuue neobxodumocm om 3auquma Ha
JUYHUME OGHHU UMW NpU pasauque 6 06CMoAmencmeama, CELP3AHU ¢ AUYHOMO cyemonnue,
ungopmayuama omuocno usuckeanuama no uin. 54, an. 1, m. 1, 2 u 7 30IT ce nonwvasa & omoenen
EEJIOIT 3a 6écako nuye unu 3a Hakou om nuyama. B nocnedonama xunomesa npu nooasane Ha noeeue
om eoun EEJ]OII, o6cmoamencmeama, cevpsanu ¢ Kpumepuume 3a noobop, ce cvOvpicam camo g
EE/IOII, noonucan om nuue, Koemo Mmodce camocmosmenno oa npeocmagnaéa CvOMeEemHUN
CMOnancKku cybekm.
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Kozamo yuacmHukom e noco4un, 4e uie unoi3éa Kanayumema Ha mpemu 1uua 3a 00Ka36aHe Ha
Ccvomeemcmeuemo ¢ Kpumepuume 3a no06op wiu ue wie Uusnon36a NOOUINBHUMEN U, 3A 6CAKO OM ME3U
nuua ce npedcmasa omoenen EEJJOIL

Ilpedocmaen ce omdenen EEJ[OII 3a 6ceku om y4acmHuuume 6 00eouneHuemo, Koemo He e
10pUOUHECKO TUKE, 30 6CEKU ROOUINIIHUMEI U 30 6CAKO TUUE, HILUMO pecypcu uie ovoam anzaxcupanu
6 U3NBIAHEHUEMO Ha nopvYKama.

3abenexcka:Ilonvaea ce Cb21ACHO RPUNOHCEHUME YKAZAHUA,
3.2.2.JI0KyMeHTH 32 10KA3BaHE HA NPEANPHETHTE MEPKH 32 HALEXKAHOCT (AK0 € NPHJI0KHAMO)- Benukn
YYaCTHMIM, 33 KOMTO ca Hajuuie obcrosrencrsa no wi54, aml or 30I1, umaTr mpaBo Ja IPEeACTaBsT
JI0KA3aTeJICTBa 32 B3ETHTE MEPKH 33 HANEKIHOCT, KOHTO LI C€ NMpPELEeHsBAT OT Bb3noxuTess no peaa u
npu yciosusTa Ha wi.56 ot 3011
3.2.3. Jleknapamus (O6pasen Ne 9 ) 3a ymuncara wa 3alpanure 1o 4n3, T.8 ot 3akona 3a
HKOHOYMHYECKHUTE H CbHHaHCOBHTe OTHOIIIEHHUS C JpYXKECTBaTa, PErHCTPUPAHH B IOPUCIUKIIHH C
npedepeHIHaIeH JAHHYEH PEXHM, CBBP3AHHTE C TSX JIHIA K TEXHHTE JACHCTBUTEITHA cOOCTBEHHIIH.

3.2.4. B ciyuaii, ye ¢ NMpHIOKHMA:YYaCTHHK- 0OC/MHEHHE, KOCTO HE € IOPHAMYECKO JHIE, CleiBa 1a
MpEACTaBd KomMe OT NOKYMEHT, OT KOHTO Jja € BHJHO MpPaBHOTO OCHOBaHMC 3a Ch3JaBaHe Ha
obequHEHHeTo, KaKTO M cjeaHara uHGoOpMaunus BbB Bpb3Ka C KOHKpeTHara oOmecTBeHa
nopbuka:1)npaBata M 3aJbDKCHMATa HA YYaCTHHUIMTE B OOCIMHEHHETO; 2) pasnpeiencHueTo Ha
OTTOBOPHOCTHTE MEXY WIEHOBETE Ha 00eIMHEHUETO; 3) AeHHOCTHTE, KOMTO LIe U3MB/IHABA BCCKH WICH Ha
obemuHeHKeTo chriacHo wi.37, an.4 ot [I130I1

3.2.5. IIpn aHrakupaHe HAa NOAM3NbLJHHTEIH- YJYaCTHUKBT TpsOBa Jja NMpPEACTAaBH J0KA3aTe/CTBO 32
MIOETHTE OT MOAN3IIBIHATEIINTE 3aAb/DKeHHs, chriiacHo Wwi.66, an.l ot 30I1. [Ipencrass ce aeknapaius 1o
Oopasery Ne 6 !

3.2.6. Jleksiapanusi 3a JIMICA HA CBHP3AHOCT C JIPYT YYaCTHHK B CHOTBETCTBHEC C 4L, 101, an.11 ot 3011,
KAKTO M 3a Jiunca Ha oberosrenctso 1o wi. 101, an. 9 BeB Bpw3ka ¢ § 2, T. 34 ot JIP na 30I1 - O6pasen Ne 7
u O6pazery Ne 8 .

E). Jlokymenmu cevp3anu ¢ Kpumepuu 3a noobop

3.3. loka3aTeJICTBA 33 TEXHHYECKH Bb3MOKHOCTH H/HJIH KBaaIuduKauus Ha yuacTHHKa.llpencrapst
ce JOKyMEHTHTe cbriacHo T.3. or pasgen b — ,M3uckBaHusi KbM YYACTHHIHTE, CBbLP3aHH C
KpHTepuuTe 3a NoAdop” oT HACTOSIHTE YKA3aHHA.

B).Ogepmama cvovpirca:

3.4. TexHu4eCKO NpPeI0KeHHe, KOeTO BKII0YBA:

3.4.1. JlokyMeHT 3a yHIBJIHOMOILIABaHE, KOraro JMLETO, KOETO I0/1aBa odepraTa, HE € 3aKOHHUAT
NpeJCTaBUTeN] Ha YYACTHHKA,

3.4.2, IlpeanoxeHue 3a U3MTBJIHEHUE HA IOPHYKATA B ChOTBETCTBHE C TEXHHYECKATA CTICIUBHUKAIUS 1
M3UCKBAHUATA HA BB3JIOKHTES, ChryiacHo npuiioxkenus O6pazeny No 3, BeJIHO ¢ TIPUIIOKEHUATA KbM HETO.
(Texnuueckomo npednoxcenue — Obpazey Ne3 , kacae obuiume ycio6us 3a U3NBAHEHUEMO HA
nopvukama.

B mexnuueckomo npeonodicernue yHacmHuKvm noco4ea:

- CPOK HA M3MbJIHEHHE Ha JOCTaBKaTa, KOMTO ce M0COYBA B YaCOBE, KATO ChHIIMA HE MOXe 1a Obie
110-ABJIBI OT 48 Waca, OT JlaTa Ha NoJlaBaHe Ha 3asBKara.

- HAJHYHMETO HA OCTATBYEH CPOK HA IOJHOCT HA JIEKAPCTBEHHTE NPOAYKTH H MEIHUHHCKH
u3deJMfA, KOWTO KBM JaraTa Ha JOCTaBKka ciejasa jga e He mno-manko ot 60% ot obsBeHus ot
NPOM3BOJUTENS CPOK HA TOJHOCT.

- CPOK HA BAJHIHOCT HAa odepTaTa - B TEXHHUYECKOTO CH NPEUIOKEHHE YYACTHUKDT 3asBsBa, 1€
CpOKa Ha BaJTHAHOCT Ha o)epTata € B CHOTBETCTBHE C H3UCKBAHETO HA BB3JI0XKMTENS - 180 Kanenpapuu
JIHH, CYMTAHO OT KpaHHHUSA CPOK 3a MOJIy4aBaHe Ha OQEPTH.

- HAYMH HA IVIANIAHE - YYAaCTHHUKBT JEKJIapupa ChIVIacMe 3a HAYMHA Ha IUIAlllaHe, 3ajl0KeH OT
BB3OXKUTENS B IPOEKTA HA JOr0OBOpA - OTJIOKEHO MamaHe B ¢pok oT 60 IHM OT JaTaTa Ha MPE/CTaBsSHE Ha
akrypa).
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- KbM Texuuyeckoro fipennoxenne Obpasen No 3, YUaCTHHKBT CliefiBa 1a npejcTaBy:
Y’ 3aBepenn konus ma npocnekTy, Karanosm, CeMMHKAUMK OT mpousBoguTes U Jpyru

HOKYMEHTH,  n0Ka3Bamu CPOTBCTCTBHETO HA  MeAMIMHCKHTe M3NeNTUS  C  TexHmueckata
cnenuukanus na BB3JIOKHTE)IA,

V' Oropmsammus or TPOM3BOZMTEN WM  o(unuanen NMPENCTaBATEN Ha nNpoM3BOIMTENS 3a
TIpelutaranuTe nposyKTH,

3.4.3. Jlexnaparnus 3a ChIUIacHe ¢ Ki1ay3ure na [IPUIIOKCHHUS TIPOEKT Ha Aorosop- O6paser Ne 10;
3.44. Hexnapauus 3a CPOKa Ha BAIMIHOCT Ha odeprara- O6pasen No 11;

PerucTpupan no 3J1J1C.
6) HMexnapanus 3a KoHGHIeHHaHOCT (Obpazern; No 12) - B cayvait, ye YHACTHHKLT B odeprara cy
110coyBa MHpOpPMaLUs, KOsTO cmsiTa 338 KOH(QUIeHIHAIHA BLEB Bpb3Ka ¢ HaTHYHeTO Ha TBProBeka Taiima,

HE ¢ Hannue koHGuAeHIHAHA uHbOpMaIms o CMHChIIa Ha w1102 3017
ACKnapanus obpaser No 12 ge Ce npuiara.

B). Mexaapauus 3a OCHTypsiBaHE Ha HeoOXOoUMuTE KOJu4yecTsa  3a menms cpok Ha JI0TOBOpa 34
obIecTBena nopryxa,

3.5. LUenoBo npeanoxkenne

OTACJICH 3aneyaTan Henpo3pauen mmx ¢ Hajumuc ,, [lpeonazanu yenoey hapamempu” ce nocraps na
XapTHEeH HocHTe,

Ienono HpeAIoKeHHe HA yuacTHHK] e ChIVIACHO NPHJIOKEHHS 00pasn (O6pazen Ne 4). B nero
YYaCTHUKBT notoyga: |

- CAMHHYHA LleHa 32 eIMHMIA MApKa 3a BCEKH mpomykt CIopen nocovenara msipua CMHHIA, |
ONpPENeneHy B creuudukanusta 0e3 BKmoueH pmapmk BBpXY nobaBeHara croifnoct (IUIC). Llenara ce |
TIpCACTaBs X0 BTOpHS AeceTHYeH 3HaK,

- o0mara croiinocr na BCEKH MpoAyKT 6e3 BKmouen nanmk BbpXy n0baBenara crpoitnoct (IUI1C)

- obmara croifnocr ma Npeamera Ha nopwvukara Ges BKIIOYCH NaHBK BBPXY nobGasenara
cTpoiHocT (JIIC), kakTo u obIara croithoct ¢ BKmOYex JAC.

YuactauksT e ATBIKEH 14 NpeNI0Ku nena 3a BCHYKH HOMEHKIATYpHH €AMHHIH, BKJIIOYEHH B
Npeamera Ha nopbukaTa,

Llenooro npennoxenue CE NOJIUCBA OT 3aKOHHUs TIpCACTaBHUTEIl HA NHMIIETO, KoeTo g noaasa ujim
OT M3DHYHO YIHIHOMOINEHO OT Hero JHIE, U ce npexncrass na XapTHCH HOCHTEJ, NMOMbIHeN ChIJIACHO
lpencrasenus obpaserr,

U3BsH muka ¢ Hajmuc ,,[pednazany Uenosu napamempu” ye Tpsi0Ba 1a e mocoyena HUKAKBa
HHbOpMauHs, oTHOCHO LeHara.

KbM macrosmara nokama lIpuylaram obpasuute Ha AOKYMEHTHTE, HeoOXoauMu 33 MOATOTOBKA Ha
Bamara ogepra, kakto cllenBa:

1. Odpepra 3a yuacTue — Obpaszey No |.

2. Amm HHHCTPATHBHHU CBEICHUS — Obpasey No 2.

3. Texuuuecko fipeinoxenue — O6pasey No 3.

4. IlenoBo npemnoskenue — Obpazey Ne 4 .

5. EEJIOIT - Obpaszey Ne 5.

6. Hexnapauus no uy. 66, an.1 or 3017 - O6pasey No 6.

7. Unpopmanus mo . 101, an.9 Bus Bpr3ka ¢ §2, 1.34 ot JIP na 3017 3a Cbriiacue 3a yyacrue kato
HoRusnbHuTeN — Obpasey No 7.

8. Jlexnapanus 3a mumnca Ha CBBP3aHOCT ¢ Ipyr yuacTHuK o 4. 101, an.11 BeB BpB3Ka ¢ §2, T.45 or
AP 1a 3011 3a chriacue 3a YHaCTHE KaTo MOAU3MBIHUTE)] — Obpasey Ne 8,
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» PETHCTPHPAHHU B IOPUCIMKITNY ¢ npedepenuunae
10. Mexnapauus 3a CBITIaCHE C Ki1ay3uTe Ha np

3, T.8 ot 3akona 3a HKOHOM

H MaHbYeH pexuM - Ofpasey No 9

WIOXKCHHS POCKT Ha I0TOBOP ChIacHo 11,39, an.
1.1, 6. B ot ITI1301] - Obpazey Ne 10,

11. Mexnap
Obpazey Ne 1],

12. lexnapanus no w1102, an.1 ot 3011 - Obpasey Ne |2,

13. ITpoekr

Allhs 33 CPOK Ha BaJIMIHOCT Ha odeprata chriacho u. 39, an.3, 1.1, 6. r or MII301]

Ha JOroBop 34 OﬁlueCTBeHa nopbYKa

M3ILAUPEKTOP
HA MOBAJI-AJT;:
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