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JOKYMEHTALUA

3A YYACTUE B IMPOLIEAYPA 3A Bb3AATAHE HA OBIIECTBEHA TTOPBYKA ¢
[TPEIMET:

JJOCTABKA HA IEKAPCTBEHH ITPOAYKTH H MEJHIIHHCKH HU3/IEJTHA 3A
INEPUTOHEA/IHO IHAJTU3HO JIEYEHHE, HEOBXO/AHUMH 34 JIEHHOCTTA HA
OTAEJIEHHE 3A THA/IU3HO JIEYEHHE H HE®@POJIOTHUA (OA/IH) IIPH MObAI ,,/1-
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CBLAACHO

w2 om 3IAR
JIOKYMEHTALIMS 3A YYACTUE B OTKPUTA IWPOLERYPA
3A Bb3JIATAHE HA OBLLEECTBEHA [1OPb

Hacrosuiata JOKyMeHTaUMs ce u3laBa Ha ocHosanue wi. 31 ot 3akoHa 3a
oBlLecTBeHITe NIOPBYKY, BbB Bpbika ¢ Pemenue Ne 267/27.09.2019r., Ha M3mbiHuTenHus
smpektop Ha MOBAJT , J1-p Credan Hepkesos” All, 3a oTkpusarie Ha OTKpuTa Mpoueiypa 3a
BhbitaraHe Ha obulecTBeHa nopbyka ¢ npeamer: ,J/loctaBka Ha JACKapCTBEHH NPOIAYKTH W
MEIHIMHCKH H31€AHSL 32 TEPHTOHEATHO AHAIM3IHO Jdedenue, Heodxoammu 3a jaeiinocria na
Oraeaenne 3a auamnsno Jevenne n nedpororus (OAJAH) npn MOBAJL JI-p Credan Yepreson™
AJL - rp. Beamko Tupnoso™, 3a cpok 0T 24 Meceua u O0sie/leHMe 3a Bbalarade Ha odllecTBeHata
nopbuka, wirparteno Ha 27.09.2019r. 10 AreHumsTta no ODLIECTBEHMN TTOPBYKM 3a BIIMCBaHC B
Peruncrupa Ha obiecTBeHUTE NTOPBLYKU.

CpabpikaHue:

1. Peterne Ne 267/27.09.2019r 3a oTKpuBaHe Ha OTKpUTa [poLelypa 3a Bbilarate Ha
obLecTseHa NopbUKa.

2. ObasreHne 3a obiiecTBeHa nopmpykKa.

3, Texumnuecka crietdukanms- [Tpunoxerme Ne 1.

4. Kputepuit 3a OLieHKa M K’lacupaHe Ha ogeprure - [1puioxenie No 2,

5. YkasaHus 3a OaroToska Ha odepra - [punoxerve Ne 3.

6. OGpasuu Ha [IOKYMeHTH

6.1. Oepra 3a yuactue - Obpasey Ne 1.

6.2. AsimuHUCTpaTUBHY cBeeHusi- Obpasey Ne 2

6.3. Texnuuecko npeioxenue - Obpasey Ne 3

6.4. Llenoso npeyioxenne - O6pasey Ne 4.

6.5. EE[1OT1 = eaexniporen obpaszey 8 d6a Bapuanma .

6.6. leknapauwms 1o 4. 59, an. 1, 1. 3 o1 3akoHa 3a MepKUTE CpeLLy M3NUpateTo Ha
napu (3MUIT) - Obpaszey Ne 5.

7. llpoekT Ha 10roBop 3a o01ecTBeHa NopbUKa

Ldocmagka wau AeKapemaens npooVKmu 4 MEOUYURCKYN U0ETUA 34 NEPUMORCATHO QUATUING TEHEHIL, HCOOXNUMN 14
delmocmma na Omoerenue sa ouaruino tevenue u negporocus (OATH) npu MOBA . [-p C ‘medhan Heprkesos " Ad - op
Beruwo Tvpuoso ™
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OBIIIA YACT
MOBAIJT , [I-p Crecpan Yepkesos” All e myGamdeH Bb3I0XKMUTEN 10 CMUCHTIA Ha 4.5, a2, .16
or 30I1 , KonTo € uile MpeACTaBIsIBalLO /1eueOHOTO 3aBe/leH1e- ThProBCKO APYXKeCTBO [0
u1.36-37 oT 3akoHa 3a jle4eOHUTe 3aBeleHMs, CODCTBEHOCT Ha AbpXkaBaTa ¥ ODLIMHUTE, Ha
KonTO noseye ot 50 Ha CTO OT nanogMTe ca oT ma}»KaBHm OromkeT n or Oro/pkeTa Ha

Harnmonannara 31paBHOOCUTY pUTETTHA Kaca.

Buanoxkuressit o0siBsiBa HacTOs1LATa [IPOLIelypa 3a Bb3/laraHe Ha obLiecTBeHa 1opbyka
ypes OTKpUTA TpOLe/lypa Ha OCHOBaHMe Wwi. 73, an.l BbB Bpb3Ka C un.18, an.1, t.1 or 3011,
KaTo OIOBECTSIBa OTKpUBAHeTO i1 4pe3 mybnukysaHero Ha oOsiBiieHue 3a obriecTsera
[OpbUKa.

MoTuBu 3a u3bop Ha npoueaypara: CbriacHo pasropenbara Ha wi. 20, am. 1, 1. 1,

6."6" or 30I1, koraro rylaHWpaHaTa 3a MPOBeXAaHe Mopbyka 3a JOCTaBKa WM yciyra € Ha
CTOVIHOCT paBHa Wiy Mo-Bucoka ot 280 000.00 nB. 6e3 Bk OJC, Bb3noxurensaT nmpoBexia
Hsikosi ot mpemsuaenute B wi 18, amr. 1, 1. 1-11 ma 3O0Il npouenypu. Ilpeasus
0OCTOSITENICTBOTO, Ye He ca Ha/luile yCIoBUsITa 3a IPOBeXJaHe Ha CbhCcTe3aTesIeH AMaror min
HAKOS OT IpOLelypuTe Ha JorosapsiHe, 0e3criopHO e Haauile BB3MOXHOCT U yC/I0BUA
obiecTBeHaTa nopbuka fa Obe Bb3ioxkeHa 1o npeasuaenus B 3011 pert 3a rposexiaaHe Ha
orkputa npouenypa. IlpoexmaHero Ha mpeasuaeHata B30I orkpura npouenypa
rapaHTupa B Hal-rormsiMa cTereH nyOanyHOCTTa Ha Bb3/laraHe U3ITbIHEHMETO Ha [opbUkata,
pecri. Mpo3pauHOCTTa MPU pasxoaBaHeTo Ha cuHaHcoBuTe cpesctsa. C e jla ce ocurypu
MaKcUMasiHa TyOIMUHOCT, pecrieKTMBHO [a ce MOCTUTHAT M Ham-gobpure 3a Bobanoxuresis
yc/10BUs, Hactosiijata oOlecTBeHa NOpbYKa Ce Bb3/lara MMEHHO [0 [10COUeHMs BUL
rpoueypa. [TocpeacTBOM Tasu MpoLIeypa ce 1Ie/n 1 3allMTaBaHe Ha o0IIecTBeHs MHTepec,
KaTo Ce HacbhpuM KOHKYypeHLMsTa M ca Cb3[afaT paBHU YCIOBMS U TPO3pAvHOCT Ipy
npoBex/laHe Ha I1poLeay paTa.

3a M3uMcIABaHe Ha [POrHO3HATAa CTOMHOCT Ha obuiecTBeHara INOpbYKa, MpU CriasBaHe Ha
qn.21, an.1, an.2 u an.8 or 30T1, BB3/10XKMTeNs € ONpesesvl IPOrHo3HaTa CTOVMHOCT Ha basa Ha
[eVICTBUTEIHUTE KOTMYeCTBa IO IpefiMeTa Ha IopbyKaTa Ipe3 NpeaxogHuTe 24 mecella,
KOPUIVIPAHW C eBeHTYa/THV ITPOMEHU B KOJIMYecTBaTa 1 CTOVTHOCTTA.

[TporHo3HaTa CTOVHOCT Ha Mopbykata Ge3 IaHbK BbpXy AobaseHara crovtoct (HC),
M3BECTHA MY KbM /laTaTa Ha pellIeHMeTo 3a HeMTHOTO OTKpUBaHe e B pasMep Ha 127 915.00 (cTo
[BaJieceT U cefieM XW/IsAV IeBeTCTOTHH ¥ MeTHaJleceT JieBa) JieBa.

Hacrosiiiata npolielypa roraga B xurioresata Ha pasnopeabara Ha w1.20, anl, 1.1,
Gyksa ,06” or 3O0Il, xorato IUlaHMpaHaTa 3a [pOBeX/aHe IopbyKa 3a J[0CTabBka Ha
fleKapCTBeHY MPOLYKTY v MEIVILIHCKY n3zienus e ro-sucoka ot 280000 .. 6e3 [J1C, xar cbop
OT I7laHMpaHUTe 3a Bb3/laraHe Ipe3 HacTOsLaTa KaJleHIapHa roayHa MnopeUuku 3a 10cTaBka
Ha 7eKapcTBa M KOHCYMAaTMBM M C L€/l OCUTypsiBaHe Ha MakcumaliHa myOinuyHocT v
JIOCTBITHOCT, ce 00sIBSIBa KaTO OTKpWUTA IpoLeay pa.

(dDyHAHCMPAHeTO 3a M3ITbIHEeHVe Ha IOpbhUKaTa IIe Ce OCHLIECTBSBA ChC COOCTBEHM
cpencrsa Ha MOBAJT , [1-p Credan Yepkesos” AlL

Koz cbI7IacHO HOMeHK/IaTypara Ha Kjacudukaropa Ha o0LiecTBeHUTe TOPBYKM:
85141211 .

Jlocmaska vau 1ekapemeenu npooyKmu U MeOUYUHCKU U30enus 3a NEPUMOHEATHO OUATUSHO 1eHeHue, HeobX00UMU 3d
veimocmma va Omoerenue 3a ouanusno 1evenue u wegpporocus (OATH) npu MOBAJ . d-p Cmedpan Hepresos ™ AL - op.
Benuxo Toproso™
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(PuHaHCMPaHeTO 3a M3MTb/IHEHME Ha MOpbYKAaTa LIE Ce OCHLIECTBSIBA ChC COGCTBEHM
cpeacrsa Ha MOBAJT , [1-p Credpan Yepkesos” A,

Kpanuuar cpok 3a mogasanero Ha odepty 3a y4acTue B OTKpUTaTa MpOLeypa e 10
16.00 yaca Ha 28.10.2019 r., B [TertoBozcTBoTO Ha MOBAJI +H-p Credpan Yepkesos” AJl - rp.
Bermiko TepHOBO, Ha yi. ,, Hum” Ne 1.

Komucnsara, HasHadena cbc 3amosen Ha VISIIb/IHUTENTHUS AMPEKTOp, pasIiexia
odeptute Ha 29.10.2019 r. ot 10.00 uaca B 3acemarenHara 3anata Ha MOBAJT J-p Credan
Yepkesos” AJl - rp. Benuko TwbpHOBO, Ha yi. ,Hum” Ne 1, er. 2. [Tonyuenure ocepru ce
OTBapAT Ha 1yO/IMYHO 3aceflaHue, Ha KOTO MOraT [a MPUCHCTBAT — yYaCTHULIATE B
MpoLeaypaTa WIM TeXHU YITbJIHOMOLLEHM [pPeaCTaBUTeNIN, KAKTO U TpeacTaBuUTe/ M Ha
CpecTBaTa 3a MacoBO OcBeloMsiBaHe. MscToTO, 1aTaTa M 4aca Ha OTBapsiHe Ha LIEHOBUTE
npeioxenus e Ovaar nybnmkysanu B ipodwiia Ha Kynysaya - httpy/mobaltarnovo.nit.bg

CxmouBane Ha poroBop - [loroBopure ce CKIIOYBAT B ObiArapcku jieBa, ¢
OMNpe/Ie/IeHNTe 3a U3ITb/THUTEN yYaCTHULIY, CJIefl U3TUYaHe Ha CPOKOBeTe 3a obkarBaHe Ha
PeLLIeHNeTO 3a KilacupaHe, nocouenu B wi. 197, an.1, 1.7 v npu ycnosusita Ha wi.112 ot 3akoHa
3a OD1LIeCTBEHUTE [TOPBYKU.

[Ipenn ckrouBaHeTo Ha J0roBop 3a OOLUeCTBeHa MOPBYKA, BH3JIOKUTEIAT ILe
M3MCKBA OT y9acTHUKA, OTIpe/ie/IeH 3a U3IIb/IHUTE, Aa MIPeI0CTABY aKTYaIHM JOKYMeHTH,
YAOCTOBEpsIBALLM JIMIICATa HA OCHOBAaHWATA 3a OTCTPAHABAHE OT MpOLeAypaTa, KaKTo M
CHOTBETCTBMETO C MOCTaBeHUTe KpuUTepuu 3a rnoadop. [JToKyMeHTUTe ce NpecTaBsAT M 3a
NOAM3ITBIHUTESIUTE U TPETUTE JINLIA, aKO MMa TaKUBa.

Koraro yuacTHukbT, M30paH 3a M3ITBIIHUTEN, € UyXIeCTPaHHO JIALE, TOV ITPe/CTaBs
CbOTBETHUS JOKYMeHT 1o 4. 58, ant. 1 ot 30I1, usgameH oT KOMIeTeHTeH OpraH, CbIlacHO
3aKOHOJATENCTBOTO Ha AbPXKaBaTa, B KOSATO YyUaCTHUKBT € yCTaHOBEeH. B To3u ciyyait, koraro B
CbOTBETHATa bp)KaBa He ce M3[1aBaT JOKYMEHTM 3a MOCcoYeHUTe obCTOSITe/ICTBA WU KOraTo
IOKYMEHTHTE He BK/IIOYBAT BCUYKM OOCTOSATENICTBA, YYaCTHUKBT [IPEACTaBs jleK/lapalivsi, ako
TakaBa /leKl1apalusi MMa I1paBHO 3HayeHMue CbITIaCHO 3aKOHOJATEe/ICTBOTO Ha CbOTBETHATA
JIbpKaBa.

Bv6 Bpvsxa cvc 3advamenuemo na Bwviiomumean 3a  udewmupuuyupane na
deticmBumentume cobemBernuyu Ha ropuduueckume auya uiu dpyeu npabuu odpasyBanus no
3akona 3a Mepkume cpeuyy unupawemo Ha napu, na eman ckawoubane na dozoBop,
usbpanusam 3a usnvanumen yuacmuux caedba oa npedcmabu 8 opueunas u dexrapayus no ua.
59, as. 1, m. 3 om 3axkona 3a mepxume cpewy usnuparemo na napu - Obpasey No 5 om
doKymenmayuama.

wlocmaska nau 1ekapecmeenu nPOOyKmMu U MeOUYUHCKU U30eNUS 30 NEPUMOHEATHO OUATUZHO 1eYeHUe, HeOBX0OUMU 3a
oeunocmma na Omoenenue 3a ouanuso aevenue u wegponocus (OA/TH) npu MOBAJT ., [I-p Cmedhan Yepresos™ ANl - 2p.
Beaurko Tvproso "
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ITPUJTOKEHUE Ne 1

[TB/THO OIMMCAHWUE ITPEAMETA HA ITOPBUKATA
"
TEXHUYECKA CITELIU®UKALIVIS

I. [IpeameT Ha nopwpUKaTa:

~JlocTaBka Ha leKapcTBeHU MPOAYKTU U MEAULIMHCKY M3Ae/Tus 3a [IepUTOHeaTHo
AVAJTU3HO JledeHune, Heobxoaumm 3a geviHocTTa Ha OTaerieHue 3a IMan3HO J1eueHue 1
Hedpponorus (OJTH) mpu MOBAJT ,, [I-p Credan Hepkesos” AJl - rp. Bernmko TepHOBO” 3a
CPOK OT 24 Mecel1a.

B npenmera Ha obliecTBeHaTa OpbUKa ca BKTIOUEHM CIeIHUTE JIeKapCTBeH
MPOYKTYU 1 MEAVLIMHCKY U3IeNus :

a). JlekapcTBeHM MpOAYyKTU 3a ITepUTOHEATHO AMaJIM3HO JIeyeHue:
- Topbu x 2 1uTpa ¢ I7II0OKO3HMU Pa3sTBOPU € pa3s/JIMYHU KOHLEHTpaUuu U HeobxoaumMuTe
aKkcecoapw;
Topbwu x 2 TuTpa I/1I0K03€eH IoJIMMep ¢ HeobxoaumMuTe akcecoapu;
0). MeauumMHCKM U3e/1Ms 3a IepUTOHeaTHO AMaIM3HO JleueHue:

Tpancdep cet;
Knammnn;
[lepuroHeanHu KaTeTpu ¢ ABa JAKpPOHOBM MaHIIOHA M IbJDKMHA 57 cM.;
[lepuroHeanHu KaTeTpu ¢ ABa JAKPOHOBM MaHILIOHA U OB/KUHA 62 cM.;
[Ipenmnasuu kanauku I1/1 ¢ noa-rmosmuaoH.

Yuacmuuyume caredBa da nodabam ogpepma 3a Bcuuxu npodykmu Brarouenu 6
npedmema na odbujecmBernama nopvuKa.

Bw3s0xumessim usuckBba KOMNAEKCHO u3nsaHeHue Ha nopsiKama.

KonuuectsaTa ca I1ocoyeHU B TexHUUecKaTa crieundukalms M ca I[MPOrHO3HU, U He
3a/Tb/KaBaT Bb3/IOXKUTENS a TM 3aKyIu B ITb/IHUS UM 00eM, a cbobpasHo HeoOxoammocTTa, 1
c orne/1 Oposi maLeHT B J1euedHOTO 3aBefieHue.

Bb3noxuresns cu 3anasba IpaBoTO [1a 3asiBsiBa JOIMb/THUTETHU KOIIMYeCTBa OT Orpe/ie/ieHn
MPOAYKTYU 3a CMeTKa Ha APYyry, HO B paMKMTe Ha JOroBOpupaHaTa CTOMHOCT.

II. IsuckBaHwms:

1. U3uCKBaHHSI KbM JIEKAPCTBEHHUTE NMPOAYKTH:

- IlekapcTBeHMTE TPOAYKTY TPsIOBa [1a OTroBapsIT Ha M3MCKBaHMsTa Ha 3aKOHa 3a
rleKapcTBeHUTe MpOIyKTU B XyMaHHaTa MeguuyHa (3/ITIXM).

- JTekapcTBeHMTE ITPOAYKTY TpsiOBa [la IMpuUTeXaBaT BaIMIHO paspellleHue 3a yrorpeba
B CTpaHara, usgaaeHo rno peaa Ha 3JITIXM wim Pernament (EO) Ne 726 /2004 r. Ha
Esponerickust mapnamenT u Coseta (wi. 23, arnt. 1 ot 3/ITTXM) 1 omobpeHa kpaTtka
XapaKTepuCTHKa Ha [poaykKTa. B ciyuait Ha u3Tu4aHe Ha CpOKa Ha pasperieHneTo 3a
yriorpeba Ha JleKapCcTBeHUTe MPOAYKTU [1pe3 CbOTBeTHAaTa I'OJIMHA 3a KOSTO Ce MpoBex/ia
of1ecTBeHaTa MopbyuKa, yUaCTHUKBT JAeKIapupa B CbOTBeTCTBME ¢ ul. 55, an. 6 ot 3/I[IXM, ue
KOTMYecTBaTa Ha JleKapcTBeHUTe ITPOIyKTHU ca HaJIMUHM.

- IlekapcrBenure rpoaykTu Tpsibsa na 6paar skmoveHu B [TosutusHms nekapcTseH
CIIUCBK.

JJocmaska nau nekapemeenu NpoOyKmu U MeOUYUHCKU U30€TUS 3 NePUMOHEATHO OUATUIHO 1eYeHUe, HeOOX00UMU 3
oenrocmma na Omoenenue 3a ouaiuzno nevenue u negporoeus (OAJTH) npu MOBAJT . d-p Cmeghan Hepresos ™ A/ - op.
Beauro Tvpnoso™
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- JlexapcrBeruTe npoj1ykTvt TpsiOBa Aa ObHAT ¢ AbPXKABHO pery/mpaHa LeHa, ChITIacHO

pt

wi. 238, art. 1 Ha 3JITTXM. EnunuuHara 1ieHa Ha siekapcTBeHMTe IPOIYKTY ClTefiBa /1a He
HaJIBUILIaBa pedpepeHTHaTa CTOMHOCT OT ITO3UTUBHMS JIeKapCTBEH CIIMCDK, aKTyalleH KbM
/lataTta Ha Io/laBaHe Ha o¢eprara - 3a BepHOCTTa Ha TOBa OOCTOSITE/ICTBO, YY4aCTHULINTE
[PeACTaBsIT AeK/1apaLiysi.

- loctaBeHuTe 1€KapCTBEHM MTPOAYKTH TPsAOBA [1a MMAT OCTaTbYeH CPOK Ha TOTHOCT He
no-Marek ot 60% (1ectaeceT npoleHTa) KbM faTaTa Ha BCsiKa [10CTaBKa. B ciiydan Ha
J0CTaBKa Ha JIeKapcTBEHM MPOAYKTHU C [O-KPaTbK OT IOrOBOPEHMS CPOK Ha IOHOCT,
VIBITBITHUTEIAT Ib/KM HeYCTOVIKA, KaKTO CrlefIBa:

-59,99% - 50% cpok Ha rogHocT - 20 % BBPXY CTOMHOCTTA Ha [0CTaBKaTa;

-49,99% - 40% cpox Ha rogHocT - 30 % BBPXY CTOMHOCTTA Ha J0CTaBKaTa;

-39,99% - 30% cpok Ha rogHOCT - 60 % BbpPXY CTOVHOCTTA Ha A0CTaBKaTa;

-29,99% - 20% cpok Ha rogHOCT - 75 % BbpPXY CTOVMHOCTTA Ha [0CTaBKaTa;

- 1101 20% cpok Ha rogHOCT - 90 % BbpXy CTOVMHOCTTA Ha [IOCTaBKaTa.

- Odpepupannre rexkapcTBeHu IpOAyKTH TpsibBa /1a ca cboOpaseHu U 1a CbOTBETCTBAT
HaITh/THO Ha TEXHUYECKUTe [lapaMeTpu, 3a/I0KeH B crieliudukanmsta oT JOKYyMeHTalysITa 3a
yJacTtue.

2.I3uckBaHUs KbM MEeIMULIMHCKY V3

- [lpeiarannre MmeamumHcky usgenus TpsOBa aa ca cbobpaseHu 1 [1a CbOTBETCTBAT
KaTo TeXHU4Yecku 1 pabOTHU xapaKTepUCTUKM Ha M3UCKBAHMSTA Ha Bb3TIOKMTENsl, ChITIaCHO
TeXHU4YecKa crieldukanms oT JOKyMeHTaLMsITa 3a y4acTue.

- Ilpemiaranure MeOMLIMHCKY U3denus, TpsIOBa [1a OTroBapsT Ha U3MCKBaHUSTA Ha
3akoHa 3a MeauLHCKUTe u3fenus (3MI) u ga maT nogaaeHo 3asBreHue 3a perucTparms 10
MsrreiiHuTe/IHaTa areHums 1o jekapcersata (VAJT).

- [Ipeyiaranure MeauLIMHCKMTE u3aenus TpsOBa da nMat HaHeceHa , CE”
MapKMpOBKa, CbIVIACHO M B CbOTBETCTBUE C ITpaBulaTa U M3MCKBAaHUSITA, [TOCOYeHM B Wil 15 ot
3MI.

- [lpetaranure MeauUmMHCKM u3genus Tpsbsa ga nmat VIHCTpyKUms 3a yriorpeba Ha
Ob/Irapcky e3uk, a 3a MeVILIMHCKUTe W3/eTNs, 3a KOUTO He Ce M3MCKBA TakaBa, ChIVIaCHO Yl
16, ai. 1 or 3MV, criefiBa 1a ce mpefcTaBy MakeT Ha OrakoBKaTa Ha MeJIMLIMHCKOTO M3Jiese ¢
rpacpuuno n3obpaxenmue ,CE” mapkupoBka.

- [lpepnaranure M3genus ga MMaT HaHeCeH MapTUIEH / cepyeH HOMep BbpXY
OINaKOBKUTE, KOTaTo e MPUI0X1NMO.

- [peparanmTe MeMLIMHCKY u3e/us TpsiOBa 1a OTroBapsIT Ha CTaHapTUTe 3a
KauecTBO, MPUIOKMMU KbM BCeKU eIVH OT TSX.

- MenunmHckuTe usgenus TpsibBa 1a nputexasat [leknapanust 3a CbOTBETCTBIE,
cbriacHo wi. 14, an. 2 or 3MV, cbcTaBeHa OT MPOU3BOAUTEIS UITU HErOBUS YITh/THOMOIIEH
TpeacTaBUTer.

- [locTaBeHMTe KOHCYMaTUBM 3a NIEPUTOHEATHO AVaIN3HO jledeHue TpsaOsa 1a nMat
OCTaTb4yeH CPOK Ha FOJHOCT He no-MaIbK oT 60% (1ecraeceT mpoueHTa) oT 00siBeHUs OT
MPOM3BOANTEIIS KbM JlaTaTa Ha BCsIKa JOCTaBKa. B ciryuan Ha 1ocTaBka Ha MeIMLIMIHCKA
M3[1eM1si C [O-KpaTbK OT JOrOBOPEHMs CPOK Ha FOIHOCT, U3ITBTHUTEIIAT Ib/IKM HeYCTOVIKA,
KaKTO CrIe/1Ba:

-59,99% - 50% cpok Ha rogHocT - 20 % BBpXy CTOMHOCTTa Ha I0CTaBKaTa;

-49,99% - 40% cpok Ha rogHOCT - 30 % BbpPXY CTOVHOCTTA Ha JOCTaBKaTa;

-39,99% - 30% cpok Ha rogHocT - 60 % BBpXY CTOMHOCTTA Ha JOCTaBKaTa;

..ﬂ()('l}l(l(j’h‘(l Hau.ekapemeeru ﬂpO()_W\'IﬂH u ;\leoul{llHCKll u30enus 3a NePpuUMoHeaTHO QUAIUZHO TeeHue, HeoOX00uMU 3d

oetmocmma ha Omoerenue 3a Quanusno aevenue u neppoaocun (OAJTH) npu MOBAJT | J-p Cmedhan Hepresos™ ALl - op.
Beauro Tvproso™
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-29,99% - 20% cpok Ha rogHoCT - 75 % BbPXY CTOMHOCTTA Ha [OCTaBKaTa;
- 11073, 20% cpok Ha rogHocT - 90 % BbpXy CTOMHOCTTA Ha /I0CTaBKaTa.

3. CnneunduyuHMU TeXHUUECKU M3UCKBaAHWS:
* KoM nepumoneasrume Kamempu:

- 1a ca u3paboTeHu OT MaTepuarl ¢ BUCOKA CTereH Ha OMOCHBMECTUMOCT.

- 1a ObJaT peHTreHOMO3UTUBHMU.

- 1a Obaar ¢ 0x/110B000OpaseH BpbX.

- J1a MaT /1Ba JaAKPOHOBY MaHIIIOHA, C pa3/IMYHO pas3CTOSHME MEXILY TAX, CbOOpa3sHO ¢
nebenviHaTa Ha KOpeMHaTa CTeHa.

- 1a ObaaT ¢ pa3IM4Ha Ib/DKVHA, TTOIX0ASIIA 3a Pas3IMYHU MaLMeHTU.

- /1a NO3BOJISIBAT [TPOBEX/JaHe Ha JIeUeHMETO 3a Ib/TbI' CPOK - TOAVHMU.

* KoM srexapcmBerume npoodykmau:

- Cucremara f1a e ¢ aBe TOopOM, cuUrypHa u jiecHa 3a paboTa OT nauyeHTa.

- Cucremara /1a e u3paboTeHa OT MaTepuaIu ¢ BUCOKa OMOCHBMECTUMOCT.

- Pa3tBOp®T 112 1103BOJIABA JOCTUraHe Ha HeobxoauMaTa yirpaduiTpaums rnpu
pasnuyHu 6omHM.

4. U3ucKBaHHUS KbM YYaCTHHLHTE:

- YuactHunmTe TpsibBa a ca permcrpupanm KaTo ThbproBL 110 T'bproBckusi 3aKOH Wi
I0 3aKOHO/ATeICTBOTO Ha [Ipyra JbpkaBa WieHKa Wiy Ha [Ipyra JbpXaBsa - CTpaHa I10
CriopasymeHueTo 3a EBpornenckoTo MKOHOMIUYeCKo IpocTpaHcTBo, i Ha KoHdenepaiyis
LlIBeniiapus, Ha KOUTO € U3JaJIeHO paspelleHe 3a TbProBus Ha epo ¢ MEAVLIMHCKYM V3/1eus
ot IAJ1 wnu apyr JOKYMEHT, YAOCTOBepsiBalll [IpaBOTO UM [la ThPryBaT ¢ MEANLIMHCKN
U3/1es1Msl, M3[1a/1eH OT KOMITeTeHTeH OpraH Ha ChOTBeTHATa [IbpikaBa. YuacTHuumTe Tpsbsa j1a
IPUTEXaBaT Ba/lM/IHO paspellleHye 3a TbProBus Ha eIpo ¢ MeAVILIMHCKY U3/1e/Tusl, CbITIacHO
ur. 77 or 3MW, uspnageno or IAJI B cztyyauTe, KOraTo ca TbproBLM, WK JIPYT JIOKYMEHT,
y10CTOBepsiBalLL [IPABOTO UM /1a ThbPryBaT ¢ MEAVLIMHCKY U31e/1sl, U3[Ja/leH OT KOMIIeTeHTeH
OpraH Ha CbOTBeTHaTa IbpkaBa. TakbB JOKYMEHT He Ce U3UCKBA, B C/Ty4Yan Ye YYaCTHUKDBT e
[POM3BOIMTE], YCTAaHOBEH Ha TepuTopwusita Ha PertyGrnvka bbrirapus cbriacHo w77, an.2 or
3MI.

- YuactHumTe TpsibBa [1a ca perucTpypaHi KaTo ThproBLy 110 ObrapckoTo
3aKOHOIATEJICTBO W/IM I10 3aKOHOATEe/ICTBO Ha [IbpkaBa-uleHKa Ha EBporierickust Cbio3, uim
Ibpkasa - crpata 1o CriopasymeHueTo 3a EBporieickoTo MKOHOMUYeCKO IPOCTPaHCTBO, U /1A
MMarT IIpaBo [la U3BbpLIBAT ThProBYsl Ha epo C JIEKApCTBEHU ITPOIYKTU B CbOTBETCTBUE C
nHopmute Ha 3JITIXM. YdacTHuIMTe crlefiBa [1a IIpuTeXaBaT Ba/lnIHO PaspelieHue 3a
THProBUsl Ha epO 1/ WM BHOC Ha JIeKapCTBeHM MpOayKTu, u3aaaeHo ot IAJT win
peryaTopeH opraH Ha Jipyra JbpkaBa-uleHkKa, 1o pesia Ha [71aBa nesera T'bprosusi Ha e1po ¢

nekapcrsenn rnpoaykry Ha 3J1TTIXM,a korato y4acTHuULMTe ca IIPOU3BOANTEN pa3pelleHHe 3a
npou3BoaAcTBO No peaa Ha 3JITTXM (cnywaure no ui. 196, an. 1)

- YuacTHuLIMTe B IIpOLIely paTa clefiBa [a IpuUTeXaBaT Ba/IMIHO paspellieHue 3a
yriorpeba B cTpaHaTa, usgageHo no peaa Ha 3/IIIXM wnu Pernament (EO) Ne 726/2004 na
Esponerickus naprnameHT 1 CbBera Ha EC (un. 23, an. 1 ot 3/IT1IXM) n opobpena kpatka
XapaKTepucTuKa Ha rpoaykra. B ciyuai Ha u3TdaHe Ha CpOKa Ha paspelieHuneTo 3a
ynorpeba Ha JiekapeTBeHust TpoayKT ripe3 2017 r., yyacTHUKBT [1eKTapyipa B CbOTBETCTBIE C
wi1. 55, art. 6 ot 3JITTXM, ue konyecTBaTa 3a JIeKapCTBEHMST ITPOAYKT Ca Ha/IMYHMU.

Jlocmaska nau 1ekapemeenu NPOOYKMu U MeOUYUHCKU U30ENUA 3 NEPUMOHEANHO OUANUSHO TeYeHUe, HeODX00UMU 3a
oetinocmma na Omoenenue 3a ouanuszno nevenue u vegpponoeun (OA/IH) npu MOBAJT . [-p Cmegpan Hepresos™ AL - op.
Beauro Toproso™

6



- YyactHuumte TpsOBa aa npeactassat [eknapauus (cBoOOAEH TEKCT), Ye KOJIMYeCTBaTa Ha
o(epupaHus JIeKapCTBEH MPOAYKT ca HAIMYHU — B ciydauTe 1no ui. 55, an. 6 ot 3JIIIXM.

- YyacTHUUMTE TpsOBa 1a NpuUTeKaBaT OTOPH3ALMOHHH MHCMaA HITH APYT €KBUBAICHTEH
JIOKYMEHT 3a [PEACTABUTENCTBO OT NPOU3BOAUTENS, MIIM MPHTEKATENA HA pa3peLeHHETO 3a ynoTpeda.
¢ M3PHYHO MOCOYBAHE HA JIEKAPCTBEHUTE MPOAYKTH / MEAULMHCKH W3/IE/HUS, 32 KOUTO € OTOPU3HpaH
yyacTHUKa. B clyyail, 4e YHaCTHUKDT MPEACTaBH OTOPH3ALMOHHO THCMO OT NPEACTABHUTENS Ha JIMLETO
no wi. 26 an. 2 ot 3JIIIXM, e HeoOX0aAMMO J1a MPEJCTaBU JOKYMEHT 3a OMPEC/ISHETO MY KaTo
[pe/CTABUTEN — OPUTHHAI, MPUAPYKEH ¢ OQULHATEH NPeBOJ Ha ObJIrapcKH €3uK.

- YyactHuuuTe TpsAOBa Ja nputekasar cepTudukatu 3a kauectBo BJIC ENISO 9001:20xx v
BIC EN ISO 13485:20xx /I1SO 9001:20xx - 3a CbOTBETCTBUE, CIIOPEJL PUIOKUMHUTE CTAHaPTH

(cwriacHo Jlupektusa 93/42/EC) unu apyru eKBUBAJICHTHH CepTH(UKATH HA CUCTEMH 3a YIIpaBJieHHE
Ha KAQYeCTBOTO HA YYACTHHKA H HA MPOU3BOAUTE/IS.

- YyacTHULHMTE ClI€/BA 1A pa3noiaraT ¢hC CKiaaoBa 6a3a Ha TepuTopHusTa Ha Peny6nunka buirapus u ¢
TPAHCIIOPTHH CPEACTBA, MO3BOJISBALIM CBOEBPEMEHHOTO M3IIBJIHEHH HA JOCTABKUTE MPH 3asBKa OT
BB3JI0KHTEIIS.

- YyacTHUIKTE ClIeJBa J1a MPeICTaBAT 3aBEPEHH KOMKUs Ha NPOCMEKTH, KaTalo3H, Crieun(rKalnm

OT NPOU3BOJAUTEIS UK JAPYI'M JOKYMEHTH, JIOKa3Ballu CbOTBETCTBUETO HA U3JAC/IUATA CbC
CHCHH(I)HKB.L[HSTEI Ha BB3JIOKHUTEC]IS.

[1I. OBwm yc10BMs 3a M3Nb/IHEHME Ha MOPBYKaTa:

1. Cpok ¥ MsiCTO 3a M3ITbJIHEHMe Ha o0LIecTBeHaTa MopbUKa:

1.1. Cpok 3a wmsmbaHeHue: 24 Mecella OT faraTa Ha CKIIOYBaHe Ha J10rosopa 3a
Bb3TaraHe V3ITb/IHEHMETO Ha obliecTBeHaTa ropbyka.

Onyuu. Bwaroxumersm cu 3anazba npabomo, npu Heobxooumocm om npodeixabare Ha
docmabkume, 0a YOsAKU CPOKA HA CKAIOHeHUA 002080p 3a U3NvAHEHUe HA NOPBUKAMA, KAMO Masu
Bo3MOXKHOCHT € OMpasena npu onpedetsiHe HA NPOZHOIHAMA CIMOUHOCHL HA nopvuKama. Ycaobusma, npu
Kkoumo 6ausa 6 cusa onyusma ca 3a10xenu 6 npoexma na doeobop u ca caednunie: a/ Bozaoxumensnnt ¢
omnpabae Ha Bvrneamesno nucmo 00 UsNvAHUMEAR 6b3Aaea UNBAHEHUENO HA NOpbUKAMA 30
donwanumenen cpok. 6/ Cpoxem Ha doeoBopa moxe Oa 6z0e yovaxer 0o 3 meceya. 6/ Bxaioubanemo Ha
KAay3ama 3a onyuA 1 YoeAKabaHemo Ha Cpoka Moxe 0a ce u3Bopuiu camo npeou umuHaKe Ha CpoKa Ha
deticmbBue na doeobopa. 2/ B cayuait wa Bkaoubane na xkaayzama 3a onyusma, Visneanumeannt ce
3n0sxaba da ydeaxi cpoka Ha bankobama eapanyus 3a 000po UNLAHEHIE WAL O BHece 1o cAentkana
1ta Bezaoxumens noba eapanyus 3a usnvanerue Ha 00206opa, cvobpasena ¢ yovaxents cpok Ha doeobopa
1t ouakBarnonio npozHo3Ho Koauuecmeo, Koemo moxe oa 6vde 3n16eHo.

1.2. Cpok Ha j10cTaBKa - CbITIACHO MPeJIOKeHNeTO Ha Yy4YacTHUKA, HO He MO-Ab/TbI" OT
48 yaca oT jara Ha I10/laBaHe Ha 3asiBKaTa.

ﬂOCTaBKaTa Ce M3BbplIBa Clel IojgaBaHe Ha [MMCMeHa 3asiBKa OT Bb3/IOKUTEIIS U 3a
KOJIM4eCTBa, TOYHO OTIpe/ie/IeH B 3asiBKaTa.

1.3. MsicTO 3a M3ITh/THeHMe Ha oblecTBeHaTa nopbyka: - borHuuna anreka Ha MOBAJI
,J1-p Credpan Uepkesos” AJl - rp. Berko TbpHOBO, Ha yi1. , Hyru” Ne 1.

V3bHUTENST € JUThXKeH Ja J0CTaBH cTokaTa Ao Kpaitnus nomydaren MOBAJI "Jl-p Credan
Yepke3os" AJl, 3a CBOsl CMETKa M CbC COOCTBEH TPAHCIIOPT.

2. Hauux Ha oOpa3yBaHe Ha Nnpe/JlaraHara LieHa:

Jocmaska nau 1exapemeent npoOyKmu U MEOUYUHCKU U30CTUS 3d NEPUMOHETHO OUQTUIHO TeYEHUE, HEODXOOUMU 3d
detmoemma na Omoenenue 3a ouaruzno newenue u wegporocus (OAMH) npu MOBAJT . [-p Cmedpan Hepresos™ AL - op.
Beruko Teproso™
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2.1. lleHara BK/IIOYBA: LIeHA 3a eQUHMLA MSpKa 3a BCEKM IPOAYKT , OIpeserieHn B
creuurKaLmsTa Ha Bb3l10XXuTelIst 6e3 BKIIYeH JaHbK 106aBeHa CTOMHOCT (AOC). Llenara ce
IPE/ICTaBsl [10 BTOPUS [eCeTUYeH 3HaK.

2.2. YYacTHMKBT e JUTh)KeH /1a MpeIoXM LieHa 3a BCUYKM IPOAYKTH, BKJIKOYE€HU B
rpeaMeTa Ha MOpPBYKAaTa.

2.3. [lpenyoxeHara LieHa crlefiBa /1a Gblle OKOHYATeNTHa, KaTo 1[eHaTa He MOXe 1a Bbie
[TPOMEH:AHA 3a CPOKa Ha [1eVICTBMe Ha I0roBOpa, OCBeH Mpu yciioBusita Ha ui. 116 ot 30I1.

24. IlpeyioxeHara lieHa CjleflBa jla BK/IIOYBA BCUYKM Pasxoau 10 KpaeH rosyyvare’t:
CTOVIHOCTTA Ha MPOJ1yKTa, TPAHCIIOPT, OMAaKOBKa, 3aCTPaxOBKa [Py CPOK Ha TOHOCT He [10-
MaTeK 0T 60 Ha cTO OT OOsIBeHMS OT MPOMU3BOAUTENS KbM JaTaTa Ha BCsKa [10CTaBKa U ap.

3. Yc1oBusA M HauMH Ha IU1allaHe:

3.1. VenoBus Ha mnaulaHe - IUIAlAHETO Ce UM3BbpLUBA B ObIrapcku JieBa, criell
npe/icTaBsiHe Ha:

- JlocTaBHa (hakTypa, CbCTaBeHa CbIVIACHO u3uckBaHusita Ha 3[IC u [ri3gac -
OpUrnHa;

- AOKYMEHTH, [OKasBalllM ITpOU3XOAA Ha CTOKUTE - OINAKOBbYEH JIMCT U [PYru
JI0Ka3Ballu ITPOU3X0/1a JOKYMEHTY;

- [IpMeMaTe/THO - ITpe/laBaTe/THU ITPOTOKOIN;

- IIMICMEHMU 3asIBKMU.

3.2, Hauun Ha mnnamaHe - IUlAlIAHETO Ce M3BbPLIBA 10 OaHKOBa CMeTKa Ha
vsITe/HNTENS. [TalaneTo e 01/10keHo, B cpok oT 60 (1ecTaeceT) IHM OT j1aTaTa Ha U3/1aBaHe
Ha dakTypa.

4. CxkirouBaHe Ha [0roBOp- [Horosopure ce ckiouBaT B Obrrapcku reBa, ¢
OMpe/Ie/IeHNTe 3a MBITHIIHUTEIN YYacTHULIY, CJlefl U3TUYaHe Ha CPOKOBeTe 3a o0jka/iBaHe Ha
peleHneTo 3a K1acvupate, ocodyenu B wi. 197, an.1, 1.7 v npu ycnoBusTta Ha wi.112 or 3akoHa
3a 0DLIeCTBEHUTE MOPBYKMU.

7. Ilpencrassine Ha IOKYMEHTM NMPU CKJIIOYBAHETO Ha AOroBopa - [lpu noanuceate
Ha J1I0roBOpa, y4aCTHUKBT, OIpe/Ie/ieH 3a U3ITbIIHUTE1 e [UThXKeH Ja IpeJICTaBy JOKYMEeHTH 3a

yI0CTOBepsiBaHe JTuricaTta Ha o0cTositesicTa 110 wi. 54, ai1. 1 1 B CbOTBETCTBUE C M3MICKBAHUSTA
Ha 1. 112, an.1 or 30I1.

wHocmaska nau 1ekapcmeenu nPOOYKMu u MeOUYUHCKU U30AUS 3a NEPUMOHEQTHO OUATUIHO 1CHEHUC, HEOOX0OUMU 3
deimmocmma na Omoenenue 3a ouaiusno revenue u wegporocus (OA/IH) npu MOBAJT  JI-p Cmedhan Yepresos” AN - op.
Beauro Teproso™
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[MTPUJTOXKEHUE No 1A

TEXHUYECKA CITEUVPUKALVISI

\
Ne no KonuyecTso 3a
pen INN Onwucanue HavmeHoBaHue Mspka A necels |
Hypertonic | Anhydrous glucose, Sodium Chloride, | Topbu x 2 nuTpa ¢ 7 000
solutions Sodium Lactate, Calcium Chloride, rMNIOKO3HW pasTBoOpwu C )
1 Magnesium Chloride pasnnYHN KOHUEHTpauuu n Gpoit
HeobxoaumuTe akcecoapw | KOMNNEKTA
Isotonic Icodextrin; Sodium-S-lactate; Sodium Topbu x 2 nuTpa 3000
solutions chlorid; Magnesium chloride; Calcium | rnioko3eH nonumep c
chloride HeoBxoammuTe akcecoapwu
Bpon
2 KOMNNeKTu
3 TpaHctep cet 6pon 60
4 Knamnu Gpoit 70|
’ 5.1. C aBa AakpoHOBM
MaHLWOoHa 1 AbMkuHa 57 Bpoi
CM. 5
5 [MepuToHeanHu kateTpu 5.5, C ABa AakpoHoBW
MaHLWOKa 1 AbMmxuHa 62 Opoit
CM. S
6 Mpepna3snu kanadvku M ¢ #noa-noBMAOH Bpon 1500

Bb3/105KMTEIs1 M3MCKBAa KOMIUIEKCHO M3ITh/IHEHMEHa Ha MopbYKara.
[lpennaranure npoaykTu TpsbBa [Ja ca cboOpaseHu M [la CbOTBETCTBAT KaTo

TeXHUYeCKn 1 paGOTHVI XapaKTepUCTUKN Ha M3NCKBaHMATa Ha Bb3TOKUTEA.

yqaCTHI/ILIVITe [TOITBJIBAT TeXHUYeCKaTa CﬂeLlqu)VlKa LI

(Obpaszen.  No

3)

Ha

rpetaraHmuTe OT TAX IMPOAYKTH, B KOATO ITIOCOYBAT ThProBCKO HavMeHOBaHue, Ipon3BOANTE!]
1 TeXHUYECKN XapaKTepUCTUKN (KOJ'IVI‘-IGCTBO B edHa pa3c]3acosl<a) 3a 1a MOXe [Ja ce CpaBHU

J@  XapaKTepUCTUKMUTe Ha ChOTBeTHUTe OdepupaHu [POAYKTH

3a/1a/IeHNTe Ha TEXHNYeCKUTe XapaKTepUCTUKU Ha U3UCKYeMUTe MPOIyKTH.

CbOTBETCTBAT CbC

JJlocmaska nau nekapemeenu npooyKmu 4 MeOUYUHCKU U30eNUs 3a NEPUMOHEATHO OUATUZHO 1eYenue, HeobXo0umMu 3a
oetimocmma na Omoenenue 3a Ouanusno nevenue u wegponoeus (OA/IH) npu MOBAJ1 ,, [I-p Cmedpan Hepresos™ AL - op.
Beauko Tvproso™
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[MPUJIOKEHUE No 2

KPUTEPUU 3A OLIEHKA HA O®EPTUTE
51

KITACUPAHE HA YYUACTHULWUTE

1. Kpurepusr 3a oueHka Ha odeprure cbriacHo w1.70, an.2, 1.1 or 30I1 e ,Han-HucKa
ueHa”, rpeyIokKeHa OT BCeKM YYacTHMK 3a Lie/ivs IIpeaMeT Ha IopbYKaTa.

2. 3a Bcgka ormenHa odepra, KOSTO OTroBapsi Ha W3MCKBaHMSATa Ha 3akoHa 3a
of1iecTBeHMTe MTOPBUYKM U YCIIOBUSITA Ha HACTOsIaTa JOKYMEHTALMs, Ha3HauyeHaTa KOMUCHS
M3BbPIIIBA OLIEHKA, Bb3 OCHOBA Ha KpUTEpUsl: , Hall-HUCKa 1leHa”.

3. Ilpu oueHsiBaHETO, M3BBbPIIBAHO OT Ha3HaueHaTa OT BbB3/IOKUTEISA KOMUCUSL Ce
CpaBHsBaT LieHOBUTE OpepTU ¢ IpeylokeHaTa LieHa OT YYaCTHULIUTE 3a Lie/vs [pe/IMeT Ha
ropbykara.

4. OpepTuTe Ha JOMyCHATUTE yYacTHULIM Ce K/lacupaT 10 HU3XO/IALLL pefl, Bb3 OCHOBA Ha
MpeUToKeHaTa 1LleHa 3a Lienus IpeaMeT Ha MopbykaTa, KaTO Y4YaCTHUKDBT TPeIokKu Hail-
HVCKa LieHa ce OIpejierid 3a U3ITbJIHUTeNT Ha oDlliecTBeHaTa NopbykKa.

5. B ciywam Ha odepupaHe Ha eIHAKBM LIEHM OT [BamMa WIM TOBeYe y4acTHULIM B
rpoleaypara, KJlacMpaHeTO ce WU3BbpllBa 4pe3 XpeOum, usTersieH B [PUCBCTBUETO Ha
y4YacTHULIMTE B ITPOLIe/ly paTa 1 4leHOBeTe Ha KOMUCHSITA .

JJocmaska nau 1ekapemeenu NpOOYKMu U MeOUYUHCKYU U30eTUA 3a NEPUMOHCATHO OUATUIHO 1eHeHUe, HeODX0OUMU 3d
oetimocmma na Omoenenue 3a ouarusno aevenue u vegpponoeus (OLITH) npu MOBAJT | [-p Cmedpan Yepresos™ AL - op.
Benuro Toproso ™
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ITPUJIOKEHUE Ne 3
YKA3AHWA 3A IIOJATOTOBKATA HA OPEPTATA

1 YCJIOBWS 3A YYACTUE
A.ObIIN U3NCKBAHW KbM YYACTHULIMTE

1. O61mm M3MCcKBaHMS KbM YyYacTHULIMTE B IIpoLieJly paTa

1.1. YuacTHMK B rpoliefypa 3a Bb3laraHe Ha oOllecTBeHaTa Mopbuka MOXe 1a Objie BCSKO
OB/IrapcKO WM YyKIeCTPAaHHO (PU3NYECKO WU I0PUANYECKO /TULIe MU TeXHU 0DedMHeHNs,
KaKTO 1 BCAKO Apyro obpasyBaHue, KOTO MMa IIpaBO /[1a M3ITh/IHABA [0CTaBKa -IpeaMer Ha
IIOp’bYKaTa CbITIaCHO 3aKOHOJATEICTBOTO Ha [JbpXaBaTa, B KOSATO TO € yCTaHOBEHO.
CamocTosiTenieH y4yacTHUK B IpoLielypa Moxe fa Obae v KIOH Ha 4YyXXIecTpaHHO JIniie, ako
MOXe CaMOCTOSITe/THO Jda mnomaBa odepT U Ja CKIIOYBa [JOrOBOPU  CbITIACHO
3aKOHO1aTe/ICTBOTO Ha AbpiKaBaTa, B KOSITO € yCTaHOBEH.

1.2. CpriacHo wi. 101 an. 8 - 10 or 30I1 Bcekn y4acTHMK MMa IpaBo /1a [pejicTaBy caMo e/1Ha
odepra. Jlutie, koero yuacTsa B obeIMHEeHMe WM e a0 chIylacue fa Obae moausIrbIHNTE]]
Ha [pyr y4acTHMK, He MOXe [a IloflaBa camocTositesHO odepra. EnHo dusudecko nin
IOPUINYECKO JMLe MOXe [1a ydyacTBa caMO B eHO obeauHeHMe. YdacTHULIMTE JeKTapupar
obcrosrencreata 1o wi. 101 an. 9 u 10 ot 30IT B Yacr III: "OcHoBaHus 3a u3k/ouBaHe", pas/e’l
I "[Ipyru ocHOBaHMS 3a M3K/TIOYBaHe, KOUTO MOXe [a ObJaT MpeaBuaeH B HaLMOHATHOTO
3aKOHOJIATe/ICTBO Ha Bb3/Iaralljusi OpraH Wi Bb3/I0XKUTeNIs Ha Abpikaa wieHka" ot EELIOIT.
1.3. Cobriacio un.101, a1l or 30IT cebp3aHu auia He Mmorar jga ObaaT caMOCTOSATETHM
yUaCTHULIM B €IHa M Cblua npouenypa. ,Cbp3anu muua” ca Tesu rno cmucbia Ha § 1, 1. 13 u

14 ot gorbITHUTE THUTE pa3riopeadn Ha 3akoHa 3a NyO/JIMYHOTO IIpeiaraHe Ha LeHHY KHYDKa,
a IMEHHO:

§1,1.13 or AP na 3IINLIK ,Cebpzanu nuua” ca:

a) MLaTa, eHOTO OT KOMTO KOHTPO/Mpa APYyroTo JILe UM HEroBO AbLLEPHO APYKeCTBO;

0) muiara, 4MSTO AEVHOCT C@ KOHTPOJIMpa OT TPeTO JINLIE;

B) JIMLIaTa, KOUTO ChbBMECTHO KOHTPOIMPAT TPETO JINLIE;

r) ChIpy3WTe, POJHMHUTE MO IpaBa JMHUS Ge3 orpaHuueHus, POAHUHWUTE 110 chpebpeHa
TUHMS 10 YeTBbPTa CTeleH BKIIOUMTETHO M POAHUHUTE I10 CBATOBCTBO /10 YeTBbpTa CTereH
BK/TIOYMTETHO.

§1, 1. 14 or AP na 3IITLK , KonTpon” e Haiuile, KOraTo eIHO JINLe:

a) npuTexasa, BKIIIOUMTETHO Ype3 MbLIEPHO APYXeCcTBO WM IO CulaTa Ha CriopasymMeHue ¢
npyro nue, Haz 50 Ha cTo oT Opos Ha I1acoBete B 00LLOTO ChbOpaHye Ha e1HO 1Py XKeCTBO WiV
APYTO IOPUANYECKO JINLIE; WIN

0) Moxe /a orpeaens IPsSKO WIM HENpSAKO IoBeye OT IO7I0BMHATa OT WIeHOBeTe Ha
yIIpaBUTETHVS IV KOHTPOJIHMS OpraH Ha eHO I0pyanYecKo JInLe; uin

B) MOXe [0 JIPyT HauMH Ja yrpaxHsBa pellaBallo B/IMsSHIE BbPXY B3eMaHETO Ha perleHuns
BbB BPb3Ka C /IeVTHOCTTa Ha IOPUANYECKO JILe.

YuacTHULIMTE JleK/Iapupart JuMrcaTa Ha CBbp3aHOCT o cmucbia Ha w1101, an.11 or 3011 B
wacr 1II, pasmen T: ,[pyeu ocroBanus 3a uskaioubane, Koumo roxe oa Gvoam npeobudenu 6
HayuoHaaHono 3axonodamescmbo Ha Bv3aazausus opean uau Bessoxumens Ha OvpKaba waenka” OT
EE[OIL

1.4. Korato y4acTHUK B IpoLeypara e obe/IMHeHre ChIIOTO MpefcTaBs KbM odepraTa cu
KOIMe OT [OKYMEHT, OT KOWTO Ja € BUIHO IPaBHOTO OCHOBaHMWe 3a Cb3aBaHe Ha

Jocmaska nau 1exapemeenu nPOOYKmMu - MeOUYUHCKU U30eTUS 3G NEPUMOHEATHO OUATUIHO TeyeHue, HeOOX00UMU 3a
oeiimocmma na Omoenenue 3a Ouanusno nevenue u veghporoeus (OAJIH) npu MOBAJT , d-p Cmeghan Hepresos™ AD - op.
Benuko Tvproso™
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O0eMHeHNeTo, KaKTO M crle/iHaTa MHGOpMalMs BbB Bpb3Ka C KOHKpeTHara obiecTBeHa
NopbuKa:

a/.paBaTa M 3a/Ib/DKeHMSTa Ha Y4acTHULIUTE B 00eMHeHUeTo;

0/ pasmpe/ieieHMeTo Ha OTTOBOPHOCTTa MeX/1y WIeHOBeTe Ha 00e[IMHeHNeTo;

B/ [1€MHOCTUTE, KOUTO 11 U3ITh/IHSIBa BCEKU 4leH Ha o0eIiHeHneTo;

r/ orpeiensHe Ha MApTHBOP, KOWTO fa IpeICTaBisiBa ODeIMHEHUeTO 3a LenTe Ha
oO1iecTBeHara ropbyka.

1.5. KoraTo onpeneneHusT U3IbIHUTEN e HerlepcoHnduLvpaHo obeauHeHne Ha pusnyecku
M/vny I0pUAVYecKy Juila, JOTOBOPBT 3a OOlecTBeHa MOpbYKa ce CKIIOYBa, C/le]l KaTo
M3ITb/THUTEIIAT MPeACTaBy Mpes] Bb3/IOKUTEIIS 3aBepeHO KOMue OT yI0CTOBepeHue 3a JaHbuHa
peructpaums u perucrpaums no bYJICTAT Ha cb3gageHoTO 00eauHeHMe Ui eKBUBalleHTHU
JIOKYMEHTU CBITIaCHO 3aKOHOIATEe/ICTBOTO Ha [bpXaBaTa, B KOSATO 0O0OeIuHeHuero e
YCTaHOBEHO.

2. AIMMHUCTPaTMBHM M3UCKBAHUA KbM y4acTHULIUTE B MpoLeaypaTa

2.1. Bb3noxuTenaT OTCTpaHsBa OT ydacTue B Mpoleaypara 3a Bb3/laraHe Ha oOLiecTBeHa
MopbYKa y4acTHUK, KOraTo:

2.1.1. e ocbieH ¢ B3 B CWia IPUCHA, 3a IpecTbiieHne no ui. 108a, wi. 159a - 159r, un.
172, wi. 192a, wi. 194 - 217, un. 219 - 252, yn. 253 - 260, un. 301 - 307, . 321, 321a v wi. 352 -
353e or HakasaretHus Koaekc;

2.1.2. e ocbeH ¢ BIIS371a B CUla IIPUCHIA, 3a NpecTbIUIeHNe, aHaIOTMYHO Ha Te3u 1o T. 1, B
apyra JbpkaBa 4eHKa Ui TpeTa CTpaHa;

2.1.3.mMa 3a1b/DKeHNs 3a JaHbLU U 3aIb/DKATE/THU OCUTY PUTE/THU BHOCKM 10 CMUChH/Ia Ha 4l
162, an. 2, . 1 or JJaHBbYHO-OCUTYpUTEeIHUS NpoLiecyalleH KOAeKC U JIMXBUTEe IO TIX KbM
abpkaBata Wi KbM OOIIMHATa MO CeJaMIIeTO Ha BB3IOKWTENsS M Ha KaHAuJaTa Win
y4YacTHUKA, WM aHaJOrMYHU 3aIb/DKeHMs] ChITIaCHO 3aKOHOJATEeJICTBOTO Ha JbpXaBaTa, B
KOATO KaHAWIATHT WIM YyYacTHUKBT € YCTaHOBEeH, [OKa3aHU C B/IA3b/ B CW/la akT Ha
KOMITETEeHTEH OpraH.

2.1.4. e HanMLIe HEPABHOIIOCTaBEHOCT B c/TyvauTe 1o wi. 44, an. 5 ot 30I1;

2.1.5. e ycTaHOBEHO, ye:

a) e rpesCcTaBWw1 OKYMEHT C HEBSIPHO Cbbp)XKaHWe, CBbp3aH C yJ0CTOBepsBaHe JInIicaTa Ha
OCHOBaHMS 3a OTCTPAHsIBaHe VIV U3ITb/IHEHMEeTO Ha KpuTepunTe 3a 1oadop;

0) He e mpegocTaBwl M3MUCKBallla ce MHGPOPMaLUS, CBbp3aHa € yI0CTOBepsBaHe JiuIicaTa Ha
OCHOBaHMS 3a OTCTPAHsIBaHe VWIN U3ITbIHEHMEeTO Ha KpUTepuuTe 3a roadop;

2.1.6. e yCTaHOBEHO C BJIA3/I0 B CU/la HaKasaTeIHO IMOCTaHOB/IeHUEe WM CbhAeOHO pelieHue,
HapylieHue Ha wi. 61, an. 1, wi. 62, an. 1 v 3, wi. 63, an. 1 win 2, . 118, un. 128, wt. 228, an.
3, wi. 245 n w1 301 - 305 or Kogekca Ha Tpyaa wm ui. 13, an. 1 or 3akoHa 3a TpyaoBaTa
MUTpaLMs M TpyjoBaTa MOOWIHOCT WIM aHaJIOTMYHU 3ab/DKEHUs, YCTaHOBEHM C aKT Ha
KOMIIeTeHTEeH OpraH, ChITIaCHO 3aKOHOJATE/ICTBOTO Ha [IbpKaBaTa, B KOSTO KaHAWIATHT WK
y4YaCTHUKBT € YCTaHOBEH;

2.1.7. e HarmuLie KOHIIMIKT Ha MHTEpecy, KOMTO He MoXe Ja Obie oTcTpaHeH;

2.1.8. llpu nopaBaHe Ha odeprara, auncata Ha obcrositencreara no T1.2.1.1-21.7 ce
nexnapupar B Yacr Il paspenu A, b u B or EE[TIOI.

2.2. VIsucksanero 1o 1.2.1.3 He ce npuiara, Korato ce Hajara /ia ce 3alllUTAT 0CODeHO BaXHM
AbpXKaBHM MM 00LIeCTBeHU MHTepecu WiIM pasMepbT Ha HervlaTeHUTe [Ib/DKMMU J1aHbLm
VTV COLIMATHO OCUTY PUTETHU BHOCKM € He IToBeye OT 1 Ha CTO OT cyMaTa Ha FOAMIIHUA 001l
0bOpOT 3a nocegHarTa NpuKIoYeHa prHaHCOBa rofnHa, Ho He 1o Bede ot 50000 7B.

Hocmaska nau nexapemeenu RpoOyKmu 4 MeOUYUHCKU U30@NUS 34 NePUMOHEATHO OUANUIHO JeyeHe, HeoDX0ouMu 3a

oetivocmma Ha Omoenenue 3a duanuzno nevenue u Heghponozun (OAJTH) npu MOBAJT , [I-p Cmeghan Hepreszos™ AL - op.
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2.3. Ocnopanusita o . 2.1.1, . 2.1.2, u 1. 21.7 ce OTHACAT 3a nuLaTa, KOWTO Mpeiacrasiasat
ydacTHMRA WM KaHIWIATA U 38 WIEHOBETE Ha HEroBUTE yIIpaBUTETHN W HAZBOPHU OpraHn
CBITIACHO PervcThpa, B KOWUTO € BIIMCAH YHaCTHUKBT MW KaHanaaTkl, aKo MMa TaKbLB, W
JIOKYMEHTUTE, YI0CTOBepsABalii npasocyGexrHocTTa My. Korato B cheTasa Ha Tesit opraii
yUacTBa IOPUIMYECKO UL, OCHOBAHMSATA C€ OTHACAT 3a dusmueckuTe MLa, KOWTO 1o
Mpe/ICTABIABAT ChITIACHO PEruCTbpa, B KOVTO € BINCAHO IOPMIMYECKOTO JTNLLE, AKO MMA TaKby,
WM JIOKYMEHTUTE, Y10CTOBepABALLIN npaBocyDeKTHOCTTa MY: ;

@) npy CbOUpaTeNnHO APYKeCTBO - TMLIaTa Mo 1. 84, an. 1 nut 89, an. 1 o1 Tbprosckus 3aKoH;
6) NPy KOMAHAUTHO [IPYXKeCTBO - HEOTPaHWYEHO OTTOBOPHUTE chapyxHuim no wi. 105 o1
TLprosekms 3aKOH; :

6) Npu JPYXKECTBO C OrpaHuyeHa OTFOBOPHOCT - JiMLATa M0 wl. 141, an. 2 or Tvprobekus
3aKOH, a TIPY €IHOTMYHO [APYXKeCTBO ¢ OrpaHuyeHa OTrOBOPHOCT - /IMHata no ui, 147, an. 1 or
TLproBekust 3aKOH;

¢) NPy aKIMOHEPHO [IPYXKeCTBO - /IULiaTa 110 1. 241, an. 1, wi. 242, an. 1 wun. 244, an. 1 or
TLproeekis 3aKOH;

d) PY KOMAHIMTHO [IPY/KeCTBO € aKLIMM - THLaTa Mo 4. 256 o1 THpProBcKms 3aKOH;

¢) 1IpM eHO/IMYEH ThProBeL - (PU3MUECKOTO Jinlie - ThProBeLy

) NPU KIIOH HA YYKIECTPAHHO JIULIe - TMLIETO, KOeTo ynpasiasa v peacTasisaBa KI0Ha 1in
MMa aHATOIMYHM [1paBa CbI7IACHO 3aKOHOATEICTBOTO HA AbpXapata, B KOATO KITOHBT ¢
perucTpupan;

3) 1PU KOoTepaLmiTe - muiata no Wi 20, ann. 1 v un. 27, an. 1 o1 3akoHa 3a KOOTEepauuuTe;

i) TV CApYAKeHUs - WIeHOBeTe Ha yrpaBuTe/IHUA CbBET no wi. 30, a1. 1 or 3akoHa 3a
IOPWTMUECKUTE JIMLA € HECTONAHCKa Lieft Wi yIIpasuTenat, B cnyuaure no wi. 30, an. 3 o1
JaKoHa 3a 10PUINYECKUTE /ML C HeCTONaHCKa e,

i) npu dougaumuTe - nuliata 1o Wi 35, as1. 1 or 3akoHa 3a puaMYecKuTe Jna ¢
HEeCTOMaHCKa 11erT;

k) B C/lyyauTe 110 T. @)-T. X) - U TIPOKY pUCTUTE, KOraTo uMa Takusa,

A4) 3a 4YXKIECTPAHHWTE JMUA - JIMLATA, KOWTO NpeAcTaBABaT, yIpaBisBaT M KOHTpompar
KaHuaata WM yYacTHMKA ChIVIACHO 3aKOHOAATE/NICTBOTO Ha abpkasata, B KOATO €4
ycratoserin. Korarto nmuueTo uMa rosede oT et NpoKy puct, [eKapanmsiTa ce 1o/1asa camo
OT MPOKVPHCTA, B YUATO MpeacTapuTesiHa BracT € BRTIOYeHa TepuTopusita Ha PenyDinika
Bharapusi, CbOTBETHO TEPUTOPUSATA Ha bpKaBaTa, B KOATO € NpoBeXkla Mpoue/iypara 1npu
Bh3T0KMTeN 10 Wi, 5, art. 2, 1. 15 o1 3011

Baxuo! [1pu nouckane ont cmpana na Gvaroxuniean nAUAIL HE2OBUA NOMOIET OPean KoMUCINA
jaznavena O pazetedn, OYeHW N KAACKPA NOCHIBRUALME opepmu 3a yuacmue 6 npoyedypama
yuacnyrone  ca - dabkHu 0a npedcmabam  reobxodumama unopAayms  ONHOCHO  NpaBHo-
opearuzayuonnama popma, 100 KoAMO ocouecmésBam derinocmma Cui, KAKMO 1t CHUCHK HA Beuuxu
n0BUKeHI AULA 1O CMUuchaa Ha A, 54, aa. 2 u 3 om 30I1 nesabuctiro om HauMeHoBAIUEMO i
opearume, 8 koumo yuacmean, wau om dAavXHOCIHUNIE, KOUIO 30eMan.

Kozamo auyanta no wa. 54, ar. 2 u 3 om 30I1 ca noBewe om eOHO U 30 MAX HAMA paziuyue no
onmowene na obemosmeacmbama no ua. 54, er. 1, m. 1, 2 u 7 om 30I1, EEAOI moxe da ce
nodne camo om edno om me3u auya, 6 cayvat e nodnucbauguam pasnoaaea ¢ uHGopMayLsl 3
docmoBeprocmma wa Gexaapupanunie ofcmosmeacmba 1o OMHOWEHNE HA OCHaHaume 3adsaxen
AU,

Koeamo ¢ iaanye heobxodusocm oni 3auguma  Ha AlHHIme dannn  npu  pasausne 6
oBcmosmmecmbama, cBsp3au ¢ AUMHOMO CHCMIOAHUE HA ANYAMA NO 1A, 54, aa. 2 1 3 om 3011,

Hocmaska wau 1eKapemsen s POOYRIII 1 MEONYUHCKY WIOCAUA 3G NEPUMOHETHG OUATIIHO TENEHIE, neobxodus i
getmocmma wa OMOCTIERNE 14 QUQTUIHO TPHENUE U HehpoIoZust (OATH) npu MOBAJ | J-p Cmedpan Hepresos ™ Ad-op.
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umf)o Mm,fuﬂma OMHOCHO utckbanusma no ua. 54, ar. 1, m. 1, 2 u 7 om 30I1 ce nonvaba 6 omadeen

EEIIOII, nodnucan om ceomBenirono auye.

[Tpu Heobxodumocnt om dexaapupare va obcmosmescméama no 4. 54, aa. 1, m. 3 - 6 om 3011,
Kaknio u me3u, cBvp3aHu ¢ Kpumepuume 3a noobop, omHocuMu Kem 00eOuHeHue, Koemo He e
opuouyecko auye, npedcmabasbaugusm obedunerueno nodaba EELJOII 3a me3u obcmosnmescmean.
Koeamo doxymenmume, cBvp3anu ¢ yuacmue 6 nopwsuxama, ce nodabam om auye, Koemo
npedcmabasnbBa kandudama uau yuacmuuka no nsanomousue, 8 EEJJOIT ce nocouba
urgpopmanyun omuocro obxBama na npedcmabumesrnama my Baacm.
2.4. OcHoBanusita 1o T. 2.1.1, 1. 2.1.2, T. 2.1.7 ce oTHacsT " 3a PUNUECKOTO JINLE, KOETO
[IpeACTaB/IsgBa  KaHAMAATHT WIM YYaCTHUKDBT IO ITb/IHOMOLLME, VIV I0PUAMYECKO J1Le B
CbCTaBa Ha HEroB KOHTPOJIEH WIN YIIpaBUTe/IeH OpraH ce OTHACSIT U 3a TOBa (PU3NUeCKO JINLIE.
2.5. Korato 3a y4acTHUMK e Haule HsKoe OT ocHoBaHusTa 1o T. 2.1.1-21.7 un npean
rojaBaHeTo Ha odepraTa TOV € Ipearnpuesl Mepku 3a JoKasBaHe Ha HafeXIHOCT 10 4il. 56
30I1, Te3u mepku ce onucsaT B EEJIOIT.
KaTo mokasaTesicTBa 3a HaZie)IHOCTTa Ha y4YaCTHMKA Ce MPeCTaBAT CJIeIHUTE JOKYMEeHT:
a) 1o oTHomeHue Ha obcrosrenictBoro Mo wi. 56, an. 1, T. 1 u 2 30I1 - gokymeHT 3a
M3BbPILUEHO IUIalllaHe WM CriopasyMeHue, WIN Apyr JOKyMeHT, OT KOWTO [Ja € BU/IHO, 4e
3alb/DKeHMATa ca obe3neyeHn WIM 4Ye CTpaHUTe ca JOTOBOPWIM TAXHOTO OTCpOYBaHe WM
pascpoyBaHe, 3ae[HO C IIOracuUTe/leH IUIaH M/WIM ¢ [IOCOYeHM J[JaTu 3a OKOHYaTeTHO
M3IUIAlllaHe Ha IB/DKMMUTE 3aIb/DKeHVs WIM € B IpoLec Ha M3IlUlalllaHe Ha Ib/DKMMO
obesliereHue;
0) ro orHoleHne Ha 0OcToATeNncTBOTO 10 Wi. 56, an. 1, T. 3 30IT - 1OKYMEHT OT ChbOTBETHMS
KOMITETeHTEeH OpraH 3a IOTBbpXKIeHMe Ha orcaHuTe 00CTosATe NICTBA.
B) 10 OTHOLLeHue Ha obcrositesicTBOTO 10 wi. 56, an. 1, 1. 4 30I1 - JOKyMeHT, OT KOMTO €

BU/IHO, 4Ye € IUIaTuil U3LSUIO JIBb/DKMMOTO B3eMaHe 110 wi. 128, wi. 228, an. 3 wnu un. 245 or
Konekca Ha Tpyza.

Baxto! B cayuaii we npednpuenume om kaHouO0ama uiu Y4acniHuka Mepku ca 00cmamsunu, 3a 0a ce
eapanmupa neeobama nadexoHocm, Bv3a0Kumesim He 20 omcmpanaBa om yuacmue 6 nopvuxama.
MomuBunie 3a npuemane uiu omx@spasre na npednpuemume no 4.56,a2.1 om 3O0I1 mepxu u
npedcmabenume doxasamescmba ce nocoubam 6 pewienuemo 3a Kiacupaxe uau npexpamabave Ha
npouyedypama

2.6. YuactHULMTE ca THXHU A YBEOOMST IIMCMEHO BBb3/IOXKWTEIA B 3-IHEeBEH CPOK OT
HacTbIBaHe Ha 00cTosiTernicTBo 1o T. 2.1.1.-2.1.7 wm no . 1.3.

2.7. Bb3/loXUTEIST OTCTpaHsiBa OT ydacTue B IpOLle[lypaTa 3a Bb3jlaraHe Ha oOuiecTBeHa
MOpbUKa y4acTHUK, KOVTO: € PerMcTpyUpaHo APYKeCcTBO B IOPUCAUKLIMA ¢ rpedepeHLmalieH
JTaHbYEH PEXUM, U/WIN e KOHTPOIMPAHO OT [PYXeCTBO, PerMCTPUPaHO B IOPUCAUKLIMS C
npedepeHLaneH JaHbueH peXXuM 1/ Win € 4acT OT I'paKaaHCKO [1PYXeCTBO/ KOHCOPLIMYM -
yUaCTHMK B HACTOsIIATa IIpOLlelypa, B KOETO yuacTBa [PYXXeCTBO, PErucTpuMpaHo B
IOpUCAMKLMS ¢ rpedepeHLMaeH [aHb4YeH peXum [0 CMKUCbIa Ha 3akoHa 3a
MKOHOMMUUECKNTE 11 PVHAHCOBUTE OTHOLLEHMS C IpyKecTBaTa, perucTpupalu B OPUCANKLIAN
¢ npedepeHIaIeH JaHbYeH PeXUM, KOHTPOIMpPaHUTe OT TSX JILA U TeXHUTE AeVICTBUTETHY
coBCTBeHMIIM, OCBEH aKo roraja B u3kodeHusita Ha wi. 4 ot 3VIOOAPHOITIPKT/ITAC.

[Tpu nopasane Ha odpeprara, Nmrcata Ha odcTosiTeNcTBaTa 110 T. 2.7. ce aeknapupar B Hacr I
paspen ' or EEIOIL  Tesu ofcrosrencrBa ce  Aekiapupar  OT  BCEeKU
yYaCTHMK / TOAM3ITB/IHUTENT/ WieH Ha obequHeHMe B npoLielypaTa. [locTaTbyHO € MojiaBaHeTo

..ﬂocmaaka Hau .rekapcmeenu npoc)yl\'mu u .lf@()llt{ll”CKll uzoenust 3a nepumoHeaIno OuUAIU3HO TeyeHue, HeobxoouMu 3a
oetinocmma na Omoenenue 3a ouanuzno aevenue u vegpponozun (OJ/TH) npu MOBAJT . [-p Cmechan HYepresos™ AL - op.
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Ha [IeKIapupaHeTo Ha Te3n 0OCTOsITe/ICTBAa OT €IHO OT NuliaTa, KOMTO MOraT caMOCTOSTEeTHO
J1a TIpe/ICTaB/IsABAT CbOTBETHUS yYaCTHUK/ MOAMU3ITL/IHNTE/T/ YileH Ha obeiuHeHue.
2.8. Bb3noxuTenaT OTCTpaHsABa OT yuyacTue B MpOLleJlypaTa 3a Bb3/laraHe Ha oOlecTBeHa
MOpbYKAa YYaCTHMK, 3a KOIOTO Ca Haaulle orpaHuueHusita no wi 69 or 3akoHa 3a
IPOTVBO/ENCTBME Ha KOPYIILMSTA U 32 OTHEMaHe Ha He3aKOHHO MpPUI00UTOTO MMYLIECTBO
(3TTKOHIIW), kato Tesu obcrosrencrsa ce fextapupar e Yacr I1I pasnen B pen 5 or EELIOIL
O6crosiTenictBata 110 T. 2.8 ce [eKlapupaT OT BCEKM YYaCTHMK/TIOIM3ITBIIHUTE// WIeH Ha
obermHenne B npoueaypata. JocTaTbuHO € MofjaBaHeTo Ha [JeKIapypaHeTo MM OT eIHO OT
nuLaTa, KOWTO MOraT CaMOCTOSITETHO [a IIpefCTaBiIsiBaT  CbOTBETHWMS  yYacTHUIK/
MOAM3ITH/THUTEN/ WieH Ha oDbeuHeHue.
3. OcHoBaHus 3a orcrpaHsiBane 1o wi. 107 ot 3011

Ha ocuoBanme un. 107 ot 3O0Il, Bb3noxurensATr wie OTCTpaHM OT y4dacTue B
npoueaypaTa 3a Bb3JIaraHe Ha obLIecTBeHaTa MOPBYKA YIaCTHUK:
3.1.KaHAMIAT WM YYaCTHUK, KOWITO He OTroBapsi Ha IMOCTaBeHuTe KpuTepuu 3a rnoadop nim
He U3ITH/IHM APYTO yC/IoBUe, TOCOYEHO B 0DsBIeHNeTo 3a 00LIecTBeHa [opbyKa;
3.2.KOMTO € MpeacTaBu odepra, KOSITO He OTroBapsi Ha IpejiBapuTesTHO obsiBeHUTe yCIoBust
3a U3ITb/THEHME Ha [10pbYKaTa;
3.3.KOUTO € MpeJicTaBu1 0pepTa, KOSTO He OTroBapst Ha IpaBusia U M3MCKBaHMS, CBbp3aHit C
OrasBaHe Ha OKOJIHATa Cpefa, COLMAIHOTO U TPYAOBOTO IPaBO, MPUIOKMMM KOJIEKTUBHU
CcriopasyMeHusi 1/ WM pasropeioy Ha MeX/1yHapOIHOTO €KOJIOrMYHO, COLMATHO U TPYHOBO
rpaBo, KouTo ca n3bpoenu B mpwioxenye Ne 10.
3.4.y4acTHYK, KOVITO He e IIPeICTaBil B CPOK 000CHOBKaTa 110 WI. 72, ar. 1 ot SCLT;
3.5.unsTo opepTa He e rpueTa CbITIaCHO Wl 72, an. 3-5 ot 30I7T;
3.6.y4acTHMLIM, KOUTO ca ,CBbp3aHm mua” 1o cmucbia Ha § 2, 1. 45 ot 1P Ha 301T;
3.7.y4acTHUK, [IOf|a/1 3asiB/IeHMe 3a ydacTvie Win 0epTa, KOUTO He OTTOBApAT Ha yCIoBUATA 32
[pe/icTaBsite, BKTIOYNTETHO 3a opMa, HauMH U CPOK.

B. UBVICKBAHMSI KbM YUACTHUUMUTE, CBbP3AHU C KPUTEPUUTE 3A noasor

1. MMHMMaTHY M3UCKBaHUA 32 UKOHOMMUYECKO ¥ (PMHAHCOBO ChCTOSIHME Ha yYacTHULIUTE
ceriacso 30IT:

Bb3IoXUTEST HSIMa WM3UCKBAHMSL 32 MKOHOMMYECKO ¥ (PMHAHCOBO CBHCTOSHME HA
y4acTHULIMTE.
2. TomHoOCT/TIpaBocrnocofHOCT/ 3a ynpakHABaHe Ha MpodecuoHaIHa NerHOCT
2.1. YuactHuIMTe TpsAOBa [1a Ca PErMcTPUPAHN KaTo ThProBLy 10 ThbproBekys 3aKOH W/IN 110
3aKOHOJATe/ICTBOTO Ha [pyra [bp)KaBa WIieHKa Wi Ha [pyra JabpXasa - CTpaHa IO
CriopasymeHuero 3a EBpOMenckoTo MKOHOMUYECKO MPOCTPAHCTBO, WIN Ha Kondenepaums
[LIeruiapusi, Ha KOUTO € M3/1a/IeHO pa3pelleHye 3a TbProBus Ha e1po ¢ MEINLIVIHCKM W31V
or VIAJ1 win apyr AOKYMEHT, y[JOCTOBepsiBalll MpaBOTO MM Aa TbpryBaT € MEAULIHCKN
M3eNMs, U3IazieH OT KOMIIeTeHTeH OpraH Ha ChOTBETHATa [IbpXasa. YuacTHuLyTe TpsiOBa /1a
rpuTexasaT BaTMIHO paspelleHue 3a Tbpropus Ha e1po ¢ MeIMLIMHCKM U3/eNNs, CbIIacHo
un. 77 or 3MW, muznamgeHo ot MAJI B ciiyyaute, KOrato ca Thprosuy, wiv Apyr AOKYMEHT,
y/10CTOBEpsIBALLl TIPABOTO UM J1a ThpryBaT ¢ MEAMLIMHCKU M31e/TNs, U3/1a/leH OT KOMIIeTeHTEeH
opraH Ha CbOTBETHATA AbpXaBa. TakbB [JOKYMEHT He Ce U3UCKBA, B C/lyvan ue yqacTHUKDT e

Jlocmasxa wau rekapemeenu RPOOYKMU U MEOUYUHCKYU U30€TUS 30 NEPUMOHEATHO OUAIUIHO 1edeHue, Heobxooumu 3a
deimocmma wa Omoerenue 3a ouanusno aevenue u vegpponoaus (OQUIH) npu MOBAJT , I-p Cmeghan Hepkesos™ AL - op.
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NPOV3BOAMTE/T, yCTaHOBEH Ha TepuTopusita Ha Penybrvka berrapust cerinacHo w77, an.2 or
3MUL.

CvomBemcmbuemo na yuacmuuxa ¢ nocouenume usuckBanusn ce ydocmoBepsba c
nocoubate Ha Homep u dama Ha uzdabare Ha ceomBemuume pazpewumennu 3a mep2obus Ha
€0po ¢ MeOUyUHCKU u3oesus, cveracho3MU uau opye doxymenm, yoocmoBepabauy npabomo

um da mz;peygam ¢ Meduyuncku usderusn, usdaden om xommemenmmuume op2amu, Koumo
CvenacHo 3axkonodameacmBomo na Owvpxabama, 6 koamo yuacmuuxsm e ycmanoBen ca
04vkHU 0a npedocmabBam ungopmayuama, uiu ¢ nocoubane Ha UHGOpMAYUS, He YUACHHUKA
e npousBodumen na opepuparomo/me om Heeo udeaue/s.
3a doxasbBane na coomBemcmBuemo c nocouenume usuckBanun ce nonsaBaua wacm 1V,byx6a
A om EEJ]IOIL
2.2, YuacrHuumrte TpsAOBa a ca permcTpupaHM KaTO TBProBUM [0 OBIrapcKoTO
3aKOHOZATENICTBO WIN O 3aKOHOIATe/ICTBO Ha Abp)KaBa-WieHKa Ha EBporieiickusi ¢bios, win
[bpXaBa - crpaHa 110 CriopasymeHneTo 3a EBponenickoTo MKOHOMUYECKO [TPOCTPAHCTBO, U J1a
“MaT IpaBoO [a M3BbPIUBAT ThProBusi Ha €IpO C JIGKAPCTBEHU IPOAYKTU B CbOTBETCTBUE C
Hopmure Ha 3JIITXM. VYuactHuumre crleiBa ma mpurexaBaT BaiuaHo PasperieHue 3a
TbProBusi Ha €Ipo M/WIM BHOC Ha JIeKapCTBeHM NpoayKTuusgageHo or WVAJT wum
perynaTopeH opraH Ha [ipyra [Ibp>kaBa-u/leHKa, 1o pesa Ha [1aBa jieBeta Tbprous Ha e1po ¢
7IeKapCTBeHU MPOAYKTHU Ha 3TITIXM;
CvomBemcmBuemo Ha yuacmuuxa c nocouenume usuckBanus ce yodocmoBepsabBa c
nocouBane na Homep u dama Ha usdabane na cvomBemnume paspeuiumeatiu. 3a doxazbane
Ha ceombemcmBuemo ¢ nocouenume usuckBanus ce nonvaBaua wacm I1V,byx6a A om EEJJOII.

*Bo3sromumeram moxe no Bcako Bpeme da usucka om yuacmuuyume npedcmabane Ha
dokymermume no m.2., upe3 koumo ce 0oxazBa nocouenama 8 EEJJOII ungpopmayus, koeamo
moBa e  HeoDxoO0umo  3a  3aK0HOCB00pa3Ho  npoBexdane Ha  npoyedypama.
*Ha eman ckarouBane na 0ozoBop, yuacmuuxsm, u3bpan 3a usnsanumes, caedba oda
npedcmabu cvomBemnume 00KyMeHmu..

3. MuHuManHM M3MCKBaHMUS 3a TeXHUYECKM BB3MOXKHOCTM M KBauduKkaumus Ha
yuacTHuLmTe cbryiacHo 30I1:

3.1.YuactHukbT TpsiOBa Ja MMa ONMUT 3a M3IThJIHeHWe Ha rnopwbukarta. [Ipes nocneanure 3
roAVHM, CYMTAHO OT JaTara, Ha IOfgaBaHe Ha odepTara, Ja e M3ITbIHWIT TMoHe 1/egHa/
JI0CTaBKa ¢ rpeaMeT 1 00eM uaeHTUYeH Ui CXOIeH C Ta3u Ha MpeaMeTa Ha MopbyKara.

* Tlog nevtHOCT, cxOHa C rpeameTa Ha IOpbukara crefBa jAa ce pa3dupa joctaBka Ha
TIeKapCTBeHU MPOAYKTU M MeIVLIMHCKU M3Ae/Ns C TeXHUUYECKU XapaKTepuCTUKU, 10100HM
Ha M3MCKBaHUATA Ha Bb3/IOXKUTEIIS B HACTOsIIaTa [TOPbUKa.

Yuacmnuksm npedocmaBsa (dexaapupa) 6 Edunnus eBponeiicku dokymenm 3a odujecmbBenu
nopwsuku (EEJIOII) ungopmayua 3a od6cmoamescmBama no m.3.1 3a docmabxume, Koumo ca
uOeHMuUHU UAU CXOOHU C NpeOMema Ha NOPBUKAMA, USNBAHEHU Npe3 NoCAe0HUme mpu 200uH,
cuumano om damama Ha nodaBane ogpepmama, ¢ nocoubane na cmotninocmume, oamume u
noayuameaume, 3aedno ¢ O0okasameacmBo 3a usbBspuienama Jdocmabra (pe(pepeuuuu
nybauunu pezucmpu, yoocmoBepenus u Op. no npeyeHka Ha YyHacmHuyume).

3.2.YyactHuumre TpsOBa Ja npurexasaT BaIMHA CUCTeMa 3a yIpaB/ieHMe Ha KauecTBOTO
cvorBercTBalla Ha craHgapt BJIC EN ISO 9001:20xx wiu ekBuBareHT, ¢ npeameTeH obxsar
J0CTaBKa Ha JeKapcTBeHM IPOAYKTU M MeOVLIMHCKU W3Henusl , W3aJeH Ha WUMeTO Ha

JHoemaska nau aekapemsenu nPOOYKmMu U MeOUYUHCKU U30€IUS 3G NePUMOHEATHO OUATUIHO TeHCHUE, HEODXOOUMU 3
deunocmma wa Omoeaenue 3a Quaiuszno aeuenue u vegppoaoeusn (OLTH) npu MOBAJ | [d-p Cmegpan Hepresos™ AL - op.
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ydacTHUKa OT aKpeauTHMpaHa MHCTUTYLMS WV areHLMs 3a yrpaBjieHye Ha Ka4ecTBOTO WiN
Jpyru 10KasaTesICTBa 3a €eKBMBAJIEHTHY MEPKU 3a OCUTYpsBaHE Ha KavyeCcTBOTO.

* 3a ygocroBepsiBaHe Ha Bb3MOXKHOCTHTe 110 T.3.2 ce nombasa Yacr IV, byksa ,I"” or
EEHOI'I.

Jokymenmume 3a copHomo obcmoamescmBo , Koumo ce npedcmabam om y4aACMHUKA,
onpedesen 3a usnvanumes npedu ckaroubave na dozoBopa usu npu nouckBane 6 xoda na
npoyedypama- cayuaume Ha ua. .67, ard u ual112,a4.1,m.2 om 30II ca:

- BJIC ENISO 9001:20xx uau exBuBasernm, ¢ npedmemen oox6am docmabxa na MeOUyUHCKU
u3oeaus.

3.3.I1pousBoauTeninTe Ha MpelaraHuTe MpoAyKTy TpsabBa [a rpuTexaBaT Ba/iiiHa CUCTeMa
3a ynpasrieHue Ha kadectBoto 1o cranaapt BIC EN ISO 13485:20xx /ISO 9001:20xx wu
eKBMBA/IeHTHA CHUCTeMa 3a yIpaB/ieHMe Ha KauyecTBOTO, ¢ 0OXBaT CbITIACHO Ipe/iMeTa Ha
nopbukaTa.

* 3a yaocrosepsiBaHe Ha Bb3MOXKHOcTHTe 110 T.3.3 ce mombiBa Yacr IV, byksa ,B” ot
EE[JOIL.

[okymenmume 3a copromo obcmoamescmBo , Koumo ce npedcmabBam om yuacmuuxa,
onpedesen 3a usnvinumen npedu ckaoubane na dozoBopa uru npu nouckbane 6 xooa na
npoyedypama- cayuaume Ha ua. .67, a1.5 u ua.112,a1.1,m.2 om 30II ca:

- cmandapm BJIC EN ISO 13485:20xx /ISO 9001:20xx uau exBuBasenm, c npedmemer 00x6am,
Cb2/1aCHO npedMema Ha nopsuKama.

3.4.3a nponykTuTe, IIpeCTaB/IsABAlM MeOVLIMHCKM WM3IeNus, Y4YaCTHUKbBT creisa /1
npurtexasa [lekiapauys 3a CbOTBETCTBME u3fageHa or npowssoautens w/wm ,CE”
ceptTudmkar, cniopesl usncksaHusTa Ha dupektusa 93/42 na EC u 3MIU , ¢ uskniovyeHue Ha
U3/1e/MSTa, 3a KOUTO TOBa He e npeasuaeHo B 3SMIUL

3a meduyurckume npodyxkmu, npedcmabaabausu MeOUYUHCKU U30eAUR, YHACMHUKDM C1e06a
da npedcmabu [exrapayusn 3a csomBemcmBue usdadena om npousBodumean w/uiu , CE”
cepmugpuxam, cnoped usuckBanusma na Jupexmuba 93/42 na EC u 3MW u da ca npudpyxenu
C UHCMPYKYUSA 30 Yynompeda Ha 6312apCcKu e3UK, ¢ USKAIOHeHue HA u3deaunama, 3a koumo moba
He e npedBudeno 6 3MU.

3.5.YuacTHuIMTe CTlefjBa [a pasroraraT CbC CKiIajioBa Oasa Ha TepuTopusATa Ha Penybrvika
Bbrirapuss M TpaHCIIOPTHM CpeACTBa, IO3BOJISABAlM CBOEBPEMEHHOTO W3ITh/IHEHME Ha
JIOCTaBKUTE MIPU 3asiBKa OT Bb3IOXKUTEJIs.

Vuacmuukem caedBa 0a npedcmabu (dexrapupa) 6 uwacm 1V., 6yxBa ,B” om Edunnus
eBponeiicku  doxkymenm  3a  obwjecmBenu  nopwuxu  (EELOII)  ungopmayus  3a
obcmosmescmbama no m.3.5. 3a ckaadoBa 6aza u mpancnopmuu cpedcmba, ocueypabaugu
npaBuinomo cexpauenue Ha NPoOOyKmume npu pasnpocmparenuemo u mparcnopmupanemno
um.

3.6.YuacTHUKBT B TpolleflypaTa c/efiBa [a IpuTexasa IpaBa 3a BHOC M npojaxba Ha
[pe/liaraHnTe JIeKapCTBEHU IPOJYKTU U MEIULIMHCKM U3/eNus. 3a y10cToBepsiBaHe Ha TOBa
OOCTOSTENCTBO, YYaCTHUKDBT MPEICTaBs OTOPU3ALMOHHO MMCMO M3[1aJIeHO Ha HErosBo mme B
OpUIrMHA/l WIM HOTAPUATHO 3aBEpPeHO KOIMe OT TpOM3BOAMTENs Ha odepupaHuTe
JIeKapCTBeHM MPOAYKTU U MeAMLIMHCKO M3[esIve, B C/lyyar, 4e € Ha 4y[ e3uK C/le/1Ba Ja ce
[Tpe/ICTaBu B MPEBOI.

B. Ipyru n3ucKBaHMA KbM yYacTHULIUTE.
1. I3nos13BaHe Ha KaraiuTeTa Ha TpeTH JIMLa

Jocmagka nau 1ekapemeenu npooyKmu U MeOUYUHCKU U30eNUs 3a NEPUMOHEANHO OUATUIHO Teuenle, HeODX00UMU 3a
oetimocmma na Omoenenue 3a ouanusno neenue u negyponoeus (OA/IH) npu MOBAJT , d-p Cmegpan Hepresos™ AL - op.
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1.1. ancmnume Morar 3a KOHKFGTHaTa nol;qua Jla ce I030BaT Ha KarauuTeTa Ha 'I'l.‘)&'l‘l/l

nuLia, He3aBUCUMO OT IpaBHaTa Bpb3Ka MeXy TsX, [0 OTHOLIEHVE Ha KpUTepuuTe, CBbp3aHm
C UMKOHOMMNYECKOTO U (leHaHCOBOTO CBbCTOAHME, TexXHU4YeCKuTe u HPO(peCVlOHaHHVITe
crtocobHoOCTH.

1.2. [lo oTHOLIEHMe Ha KpUTEpUUTE, CBbP3aHM ¢ NMpodecroHaIHa KOMIIETeHTHOCT M OIUT 3a

M3ITb/IHEHMe Ha T[OpbuKaTa, KaHOWJATUTe WIM Y4YaCTHUIIMTE MOraT Ja ce I1030BaT Ha
KarauuTeTa Ha TpeTu JiMiia caMO aKo Te3U JIMLia 1l y4YacTBaT B U3ITb/IHEHMETO Ha dacTTa OT
MopbyYKaTa, 3a KOSITO € HeoOXOAMM TO3M KarlaluTer.

1.3. Korato y4acTHUKBT ce 11030BaBa Ha KaralureTa Ha TpeTu Juiia, Tov TpsbBa 1a Moxe /ia
Jl0KaXe, 4ye Ille pasroriara ¢ TeXHUTe pecypcu, KaTo IMpeicTaBy [JOKYMEHTH 3a IoeTuTe oT
TpeTuTe JIMLA 3aIb/DKeHUSI U TeXHUTE pecypcu.

1.4. Tperure nuua TpsiOBa [da OTroBapsT Ha CbOTBeTHUTe KpuTepuu 3a 1oabop, 3a
[I0Ka3BaHETO Ha KOUTO YYaCTHUKBT Ce I030BaBa Ha TeXHMs KarauluTeT U 3a TAX [1a He ca
Ha1MLle OCHOBaHMSTa 3a OTCTpaHsBaHe OT IpOLIe/ly paTa.

1.5. Bb3noxurensT u3nckBa OT y4acTHMKA [a 3aMeHM IOCOYEHOTO OT Hero TpeTo JIMLIE,
ropa/iv pomsiHa B obcTosiTerNICTBa IpeaIy CK/II0UBaHe Ha 10roBopa 3a obriecTBeHa rnopbyka.
1.6. B ciyuam, ye ydaCTHMKBT Ce MIO30BaBa Ha KarlallMTeTa Ha TPeTOTO JIilie 3a /I0Ka3BaHe
Ha ChOTBETCTBUE C KPUTEPUUTE, CBbP3aHU C MKOHOMUYECKOTO U (PUHAHCOBOTO CU CbCTOSIHUE
clefBa A IIpe[cTaBy JlOKasaTesicTBa 3a [IOrOBOpeHa ColMaapHa OTIOBOPHOCT — MeX/1y
y4acTHMKA 1 TPETOTO JIMLIE.

1.7. Korato yuyacTHMK B mporeaypara e obenvHeHue OT pu3Mueckn u/wiv I0puandecku
JULIA, TOV MOXe f1a JOKaXke M3ITb/IHEHMeTO Ha KpUTepuuTe 3a 1oadop ¢ KarauureTa Ha TpeTmn
JIULIA TIPY CTa3BaHe Ha ycnoBusitanmo 1. 1.2 - 1.4,

2. lTogusmbaHUTE I

2.1.Bceku y4acTHMK B ITpoOLieJlypaTa MoXe [Ja rocouun B ogeprara cv MOAUIITBIHUTEN, aKO
Bb3HaMepsiBa [1a I0/13Ba TaKyMBa U Jiefla OT IIopbUKaTa, KOVITO Lie UM Bb310xku. [1pn nonssare
Ha TMOAM3ITB/THUTETN YYaCTHUKBT criefiBa Ja cbobpasu § 2, 1. 34 ot [P nHa 30I1, a umeHHo, ve
, [Todusneanumen” e auye, xoemo e 010 cveaacue 0a U3NvAHU onpedese O0fia ON npedmema na
obugecmbenama nopwuka.

2.2.MoausmbnHmTeMTe TpsibBa [a OTrOBapsiT Ha CBOTBETHUTE KpuUTepuu 3a Moadop
cboOpa3sHo BUIA 1 [1e/1a Ha TopbUKarta, KOVTO Ilie U3ITBTHsBAT. 3a [ocoyeHunTe B ocpepTaTa Ha
yuyacTHMKA MOAM3ITHIIHUTENN ce TIpuiaraT BCMUKM MpaBwila Ha pasnopenbara Ha 4. 66, uil.
104, an. 5, m3p.nocn. . 112, an. 1, 1. 2 o1 30I1 u npunoxnmute rpaswia Ha [TTT30IT.
2.3.He3aBuCMMO OT BBH3MOXXKHOCTTA 3a W3II0/I3BaHe Ha MOAM3ITB/IHMTEIN, OTTOBOPHOCTTa 3a
U3ITh/IHEHVIE Ha [JOroBopa 3a obllecTBeHa Iopbyka e Ha VI3mbIHuTers.

YuacTHMUMTe TIpencTaBsAT odepra 3a wenms obeM Ha rMopbYKaTa BK/IHOYBALL 7
NpoAyKTa B NpeaMeTa Ha oblIecTBeHaTa NMopbykKa ,/locraBka Ha JieKapcTBeHM MPOAYKTH
M MeIMLMHCKM M3/1e/1Ms1 3a TIEPUTOHEeATHO AMaJIu3HO JieueHne, HeoOXoauMm 3a 1eVHOCTTa
Ha OTaeseHue 3a auanusHo JedeHue n Hedponorus (OOJTH) npu MOBAJL ,[1-p Credan
Uepkesos” A/l - rp. Besiuko TepHOBO, 3a cpok 0T 24 meceua.

Bb3noxurenst He IpeaByokaa BB3MOXHOCT 3a INpefcTaBgHe Ha odepTy 3a 4yacT OT
HOMEHK/IaTy pHUTe eIMHULIM OT MopbykaTa.Bcuuky JOKyMeHTH, KOUTO ca Ha 4yx[ e3MK, ce
MPeACTaBsT U C IPeBO] Ha Ob/Irapcku e3uK.

He ce nomnycka rnpezcraBsiHeTO Ha BapyaHTM.

Bcekn yuacTHUMK B IIpOLie[lypaTa Ipe[cTaBs odepTa 3a ydacTvie CbC CPOK Ha BaTMIHOCT

..,-']()CI"(IGKU Hau jekapcmeenu npoOymnu u .’M(;‘OMLIMHCKIJ uzoenua 3a nepumoneaiHo QUATUSHO Je4eHue, HeobxoouMu 3a

oeiinocmma wa Omoenenue 3a Quanuzno nevenue u vegpponoaus (OL/IH) npu MOBAJ , I-p Cmepan Hepkesos™ AL - op.
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OT 6 (LrecT) Mecelia, CYMTAHO OT JaTaTa Ha rojaBaHe Ha odepraTa.

B ciyuam, de kbM MOMEHTa Ha M3TUYaHe Ha CpokKa Ha BaJIMAHOCT Ha odeprara,
[poLie/lyparta He e MpUKITIoYNIa, YY4aCTHUKDBT € UThXeH 110 IMMCMEeHO MckaHe Ha Bbaoxurers
[a yABDKM CpoKa Ha Ba/TMIHOCT Ha odeprarta cu. Bb3noXuTendr e oTcTpaHu OT yuyacTue B
[polleypaTa yyacTHUK, KOWUTO C/e[l MUCMeHa IOKaHa Ha Bwbanoxwurens u ustuuaHe Ha
orpesienieHus B IoKaHaTa CpOK, He IpeIcTaBu JeKrapalus U He OTIIpaBU MUCMEHO 3asiB/ieHne
3a yI'b/DKaBaHe Ha CpOKa Ha Ba/IMIHOCT Ha odepTaTa My.
3ABEJIEJKKA: Ha ocHoBanue . 39, an. 1 ot IIII30II, ¢ mogaBaHe Ha odepTa 3a yuacTue B
HacTosLlaTa oflLIecTBeHa NopbYKa ce NpueMa, 4ye BCeKM YYacTHUK Ce ChIJIacsiBa ¢ BCMYKHU
ycs10BMsi Ha Bb3/1o>kuTesnsi, B TOBa 4MCIIO ¢ OINpe/ie/ieHusi CPOK Ha BaJTMIHOCT Ha odgepTuTe
M ¢ IpOeKTa Ha J0roBop.

YuacTHuLMTEe MOraT [a rocodar B odepTuTe cu MHQOpMaLMsA, KOATO CMATAT 3a
KOH(UMIEHI[MaTHa BB Bpb3Ka C Ha/IMYMEeTO Ha Tbhproseka TavtHa. ChriacHo wi. 102, an. 2 or
30I1, y4yacrHMUMTe He MoraT j[a ce I030BaBaT Ha KOH(MUIEHLMATHOCT M0 OTHOLIeHVe Ha
MpeUIoKeHusTa B opepTuTe M, KOUTO MOJIeXKaT Ha OLIeHKa.

I1. UBUCKBAHMSI 3A UST'OTBSIHE U IIPE[ICTABSIHE HA O®EPTATA
1. O6wm ycoBus

Odyeprara ce rogasa Ha Ob/Irapcky 3uK, B mucMeHa popma, Ha XapTueH HOCUTE!l.

CpokbT Ha Ba/IMIHOCT Ha odepTaTa B HacTosllaTa obulecTBeHa MOpbyYKa e He 110 -
masiko ot 180 (cTo M ocemaecer) KajleHOApHU JHM, CYMTAHO OT JaraTa Ha KpavmHWs CPOK 3a
rogaBaHe Ha odepTuTe.

[Tpu usrotesiie Ha odepTUTe y4acTHULIMTE TpsiOBa [1a ce NMpUIbpXKaT TOYHO KbM
obsiBeHUTE OT Bb3/10XKMUTEIIsI M3UCKBAHMS M yCJI0BUS, ITOAPOOHO ONMMCaH B JOKYyMEHTaLMsITa
Ha HacTosIaTa o0b1ecTseHa Iop'bUKa.

JlokymeHTHTe, CBbP3aHM C y4acTMeTO B Ipoue/yparta, ce MpeacTaBsaT OT y4acTHUKA,
WM OT YITb/IHOMOLLIEH OT Hero IpeacTaBuTesl - JIMYHO WM 4pe3 MOLIeHCKa WIn pyra
Kypuepcka yciayra C IpernopbyaHa IpaTka ¢ obpaTHa pasnwucka, Ha ajpeca, 1ocoyeH OT
BB3TOXKUTEIS.

Bcekn y4acTHMK MMa MpaBO fa INpeicTaBu camo e/iHa o¢pepra, KaTo He ce [0rycKa
rnpejlaraHeTo Ha BapuaHTU B odpepTara.

[loKkyMeHTUTe ce [Pe/ICTaBST B 3arle4aTaHa Herpo3payHa orakoBKa CbIiacHo wi.47, ar.
2 n an.3 or 3011, BbpXy KOSTO Ce MocoYBar:

- HaMMEHOBAHMETO Ha Y4acCTHVKA, BK/TIOUMTE/THO Y4aCTHULIMTE B 00eIMHeHNeTo, KoraTo e
PWIOKUMO;

- aJIpec 3a KOPEeCTIOH/IeHLsY, TeslepOH U 10 Bb3MOXHOCT - (PaKC U e/IeKTPOHEH ajipec;

- HaMMEHOBAaHMeTO Ha NopbUKaTa, 3a KOUTO Ce MoaBaT JOKyMeHTUTe.

Odpeprara TpsibBa 1a ChAbpXKA TEXHUUECKO U LIEHOBO NpejyioxeHve. KbM odeprara cu
y4acTHULIUTE MPeICTaBAT M MHPOPMaLMs OTHOCHO JIMYHOTO CBCTOSIHME M KpUTepuwute 3a
noabop.

Bouuky IOKYMEHTH, M3MCKaHM OT Bwb3noxurens v mnpeacrtaBeHu ¢ odeprara Ha
y4dacTHMKa, TpsiOBa [1a ca IoInucaHu M IOArNeYaTaHu Ha MOCOYEHMTE 3a LiefTa MecTa, OT
ULIETO/ yLaTa MpesICcTaB/IsgBalllo/ M yyacTHUKA.

Bcuuky 1OKyMeHTH, 32 KOUTO Bb3TIOKUTEISAT € [A0IyCHaT Bb3MOXKHOCT 3a Tpe/IcTaBsiHe

Jlocmaska nau 1ekapemeenu nPOOYKMU U MeOUYUHCKU U30e1UA 3a NEPUMOHCATHO OUATUIHO TEHENUE, HeOOX0OUMU 3d
detmocmma na Omoerenue 3a duanuzno aevenue u negpporoeus (OAIH) npu MOBAJ . JI-p Cmedan Hepkesos™ AL - op.
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IO, cpopmaTa Ha KOIMA 1 3a TAX BB3JIOXKUTEIIST HEe € ITOCTaBUJI M3MCKBaHe 3a HOTapuaiHa
3aBepka, TpsibBa [1a ca 3aBepeHu Ha BCsiKa ITOITb/IHeHa CTpaHuLa ¢ rpud , BsipHo ¢ opurnnasna”
¥ MOAIIVIC Ha JINLIETO/ Ta, IIPeICTaB/IgBall,/ ¥ yYacTHUKA U [Ievar.

Benuku 1okymeHTH, TpsAbBa Ja ca B CpOKa Ha TSXHATa BaJIVIHOCT.

B ciydan, ye qoKymeHTMTe ca MOAMMCAHM OT YITBTHOMOLLEHO JIMiie, Ce M3VMCKBA /1a
Ob1e mpesicTaBeHo U U3PUYHO HOTAPUATTHO 3aBEPEHO MbTHOMOILIHO.

[IpencraBeHuTe 00OpasLy B JOKYME@HTaLMATA 3a yYacTue U YCIIOBUSITA, ONVCAHU B TSX
ca 3a/Ib/DKUTENTHM 3a ydacTHuULUTe. AKO odpeprara He e MpejcTaBeHa 10 Ipe/cTaBeHuTe
obpasuy, Bb3JIOKUTEIAT MMa IpaBO [a OTCTPaHM Yy4acTHUKA OT [poLeaypa, Mopajiu
HeChOTBETCTBME Ha odpepTaTa ¢ M3MCKBAHUSATA Ha JOKYMeHTaLlMsATa 3a yJacTue.

2. CpabprKkaHue Ha ONlaKoOBKaTa
OrakoBkara BKITIOYBA :
2.1. EnunHen eBporneiicku JokyMmeHT 3a oOwiecrsenu nopbuku (EE[IOIT) 3a kanampara B
CbOTBETCTBME C WM3MCKBAHMATA Ha 3aKOHa U YC/IOBMSATAa Ha BB3JIOXKWUTENIS, a KOraro e
npwioxumo - EEJTIOIT 3a Bceku oT yuacTHULIUTe B OOEVIHEHMETO, KOETO He € I0PUINYECcKO
JIVILIE, 32 BCeKU MOAM3ITBIIHUTEI U 3a BCSKO JIULIe, YUUTO pecypcu Liie ObaaT aHraxupaHu B
M3ITb/THEHMEeTO Ha NOPbYKaTa;
2.2. JlokyMeHT 3a JI0Ka3BaHe Ha ITpefIpueTuTe MepKM 3a Ha[eXIHOCT, KOraTo e MPUI0XNMO;
2.3 lokymenrure 1o wi. 37, an. 4 or [TI130T1, koraTo e npuioxmmo.
2.4. TexHuyecKo MpejIIokeHne, CbIbpKallo:
a) MpeJUI0XKeHne 3a U3ITb/IHeHKe Ha ITOpbUKaTa B CbOTBETCTBUE C TEXHUUECKUTE
crieunduKaLmMy 1 M3MCKBaAHMSTA Ha Bb3TTOXKUTETIS;
0) apyra nndopmanms u/uim JOKYMEeHTH, U3UCKAHU OT Bb3JIOXKUTES;
2.5. Onuc Ha npeicTaBeHUTe JOKYMEHTH;
2.6. OtpeneH 3anevataH Herpo3paydeH IUIVK ¢ Haanuc , [Ipediaeanu yenoBu napamempu”,
KOWTO ChIbprKa LIeHOBOTO IpeyioxeHue 1o wi.39, an.3, 1.2 ot [MI130I1
3. HeobxoaumMu 10KymMeHTH
3.1. Onuc Ha npeacraBeHuTe OOKymMeHTH no 447, an3 ot IIII30II, moanucan ot
y4acTHuKa. B ormica yyacTHUKBT criefiBa [1a onmile BCUYKM ITPeICTaBeHN OT Hero J0KyMeHTU
(32Ib/DKMTE/THU U IPYIU T10 MpelieHKa Ha y4YacTHMKA), BKIIOUUTETHO JTOKYMEeHTU OTHOCHO
/muara, IpeAcTaB/IsgBally y4yaCTHMKA, M OTHOCHO TMOAMSITBIIHUTE/INTe, aKo TaKuBa ce
npeasokaat. OnmMcbT Ha JOKYMEHTUTe cjleBa [a ce IOCTaBu B HAayaJloTO Ha [I0KyMEHTUTe.
Bcekn nuer, chabpkalll ce B ONakoBKaTa, 3adb/DKUTENTHO crefiBa /a Obae HoMmepupaH u
MopeeH CbITIaCHO OINCa;
3.1.2. Ocpepra 3a yuactme B oTkpuTa npoueaypa no 3O0Il, mnsrorBeHa B CbOTBETCTBUE C
Obpasert No 1 kbM JOKyMeHTaLMsITa, B OPUTMHA, MOAINMCaHa U MOAreyaTaHa OT ydacTHUKa
WM OT M3PUYHO YIThIIHOMOILEH HeroB IpeAcTaBuTesl ¢ HOTapualHO 3aBePeHO ITb/IHOMOLIHO.
Korato yuwacTHMK B mnpoueaypara e obeanmHeHue, odpepraTa ce rnogasa OT MMeETO Ha
o0e/1MHeHMeTo, KaTo ce MOAIMCBa OT MpeCcTaB/IsBaILMs 00eIHEHUETO.
3.1.3. AAIMUHMUCTpaTUBHU CBeJeHMs 3a y4YacTHMKaA, 13roreeH cbryiacHo Obpaser; Ne 2 kbM
JIOKYMeHTalusITa, B OpUrMHasl, IMOANMCaH U MoArevaTaH OT yYacTHUKA.

Korato yyacTHUKBT IpeABvKaa M3MO0I3BaHeTo Ha noavsmbiHuTem, Obpaser; Ne 2 ce
IpesICTaBsl OT BCEKU OT THX.

Koraro ywactHMk B mpouegypaTta e obeguHeHMe, KOETO He € HOpUAUYecKo JIuLie,
Obpaser Ne 2 ce npeficTaBs KakTo OT 00eMHEHMeTO KaTo /10, Taka M OT BCAKO (prsmuecko
Jocmaska nau nexapemeerHu NPOOYKMu U MeOUYUHCKU U30eNUsl 3a NEPUMOHEATHO OUATUZHO TeYeHle, HeoOX00uMU 3a
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/W IOPVANYECKO JIMLIe BKIIOYEHO B HEro, KaTo 3a HerpwIOKUMUTE [AaHHM CleBa ja
110COYBa C TeKCT ,,HeIPUI0XKUMO”.
A).Jokymernmu no donycmumocm

32 JaABASHNG i YIASTHS) BISTI0TDALI0)

3.2.1. Enunen eBpomevicku JOKyMeHT 3a obwiecrBenu nopwbuku (EELOII) - eaexmponen
Bapuanm 6 08a hopmama

EEJIOII e popmyanp, 8 koumo uma camocmosmesiu Yykasanus 3a nonsiBane, upe3 onucBane
Ha Oannume u obcmoamescmBama, koumo nodsexam Ha 3anucBane no obpasey na
Acenyusma 3a 0bugecmBenu nopvuKu u e HepasoesHa 4acm Om HACMOAUWAMA OOKYMEHMAYUA.

C EELOIl yuacmnuxksm Oexkaapupa auncama Ha ocHoBanua 3a omcmpanabBane u
cvomBemcmBue ¢ kpumepuume 3a n10060p.B neeo ce nocoubam nayuonasnume 6a3u dannu, 6
Koumo ce ce0spikam dexaapupanume obcmoamescmba, uiu KOMnemeHmHume Opeanu, KOumo
ca 04vXKHU 0a npedcmabam uHpopMmayus, cvesacHo 3aKonodamescmbomo na Ovpxabama, 6
KOAMO yuacmuuxsm e ycmauo®Be.

Kozamo usuckBanusama no ua. 54, as. 1, m. 1, 2 u 7 30I1 ce omuacsam 3a noBeue om eoHo
auye, Bcuuxu auya noonucBam edun u csuy EEIJOIL. Kozamo e naiuye neobxodumocm om
3AUUMA HA AuYHUmMeE 0AHHU UAU npu passudue B8 obcmoamescmbBama, cBep3anu ¢ AuuHOMO
cocmosnnue, unHpopmayuama omHocHo usuckBaruama no ua. 54, as. 1, m. 1, 2 u 7 3011 ce
nonvaba 8 omderen EEIIOII 3a Bcako auye uau 3a wakou om auuama. B nociednama
xunomesa npu nodaBane na noBewe om edun EEJIOII, obcmoamescmBama, cBwp3anu c
Kpumepuume 3a nodbop, ce cs0spyam camo 8 EEJIOII, nodnucan om auye, Koemo moxie
camocmosnmearno da npedcmabasnBa coomBemnus cmonancku cybexm.

Koeamo yuacmuuxsm e nocouus, ue wje usnos3ba xanayumema na mpemu Auua 3a
dokasBane na cvomBemcmBuemo c Kpumepuume 3a nodbop uau ue we usnossba
noousnvanumenu, 3a Beaxo om mesu auya ce npedcmabsa omoesen EEIOIN.

ITpedcmabs ce omoesen EEIOII 3a Bcexu om yuacmuuyume 6 0bedurenuemo, Koemo e
e ropuduuecko auye, 3a Bceku nodusnsanumen u 3a Bcako auye, yuumo pecypcu ue 6voam
aneaxupanu 6 usnvanenuemo Ha nopvuKama.

3a HyX/IuTe Ha HacTosmaTa obumecTBeHa nopbuka, MOBAJT ,[1-p Credan Yepkezos”
All e cb3naBana obpasen Ha EEJIOIT upes wmsnonssane Ha OesruiaTHa yciyra 4pes
nndpopmaumonHara cucrema eEEJIOIT. Cucremara e nocrbrnna upes [Toprana 3a obuiecTBeHy
nopvbuky, cekums POIl  w  e-ycnyrm  um  OupekTHO Ha  CJleIHMs  ajpec:
https:/ / ec.europa.eu/tools/ espd?lang=en.
KbM nokymenranmsta ca npwioxenu asa ¢dopmara Ha EE[IOIT, PDF u HML ( rar
dopmar).
3a na ce monbiHM EEJIOIT e HeoOxoammo fa ce M3ITb/THAT C/IeIHUTe yKa3aHWSI:
1. Vsrernere npunoxenus “expd-request.xml”darin u ro cbxpaHeTe Ha KOMITIOTbpa CU;
2. OrBopere nHTepHeT cTpaHMiaTa Ha cucremara 3a eEE[IOIT u msbepere Guiarapcku
e3lK;
B nonnata yacT Ha oTBOpWIaTa ce cTpaHuMLa Mo Bbrpoca ,Bue cre?” mapkupaiire
oTroBop , VikoHomumuecku orepatop”;
4. B HoBonosieuoTo ce nose “Vickare na:” mapkuparnre ,3apenere danin EE[IOIT” ;
B HosonosiBuiioro ce nosne ,Kaunre qokymeHT” HatucHere OyToHa , V1360p Ha dant”,
crle KoeTo cjiefBa /1a ce unsbepe dana, konrto e Ounn 3anamereH, dopmar expd-
request.xml”;
6. B HoBOMOSIBUIIOTO ce mosie mn3bepeTe MICTOTO Ha HEVHOCT Ha Baiero mpeanpusrue u
HaTucHeTe OyToHa “Hanpen”;

=

Ul

wHocmaska nau nexapemeenu npooykmu u MeOUYUHCKU U30enusl 3a NEPUMOHEANHO QUAAUZHO JeUenue, HeoOX00UuMU 3d
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7. Ule ce 3apeau eEE[1OI, konTo MoXe [a ce nomb/iBa oH/1anH. Criel KaTo Ce MOMbIHAT
BCUUKM pas/iesiv, Ha I0oc/1e[iHaTa CTpaHuLIa e ce rnossu onuus ,Ilpernen”, upes kosTo

OILIVA Ce 3apex[ia MOITb/THEHIA (pavtim v ChiLwst MOXeE 1 Ob/Ie [1perieiat;

8. Cnen xaro sapenu uernmsi dat eEE[IOI, B Kpast Ha [JOKyMeHTa ce MosiBsiBa OyTOH
,Msrernsne karo”. IIpenopbumTe/IHO € [a Ce CbXpaHAT [BeTe OIuMM Ha ¢ania Ha
KOMITIOTBpa CH, 3a [a MOXe [1a ce peiakTipa MOBTOPHO, aKO e HeobX0/1MMo;

9. Marernenusr *pdf. dani ce noanmcea eJ1eKTPOHHO OT BCUUKM 3a/Ib/DKeHMe JI1la 1 ce
npwiara KbM odpeprara.

[Mopmucannst EEJIOIT ce mpencrass Ha onTudeH Hocutern. PopMaTeT, B KOWTO MIe ce

npencrasu EEJIOTI, He ciieqia 1a 11o3BosisiBa pefiakiivisi Ha HeroBOTO Ch/IbpXKaHue.

Jlpyra Bb3MOXHOCT 3a ITpeOCTaBsiHe, € Ype3 OCUTypeH JIOCTBII 110 e/IeKTPOHEeH ITbT /10
M3TOTBeHWs U MOJNVCAH e/TeKTPOHHO JOKYMEHT. B T031 cryuart, ChLumsT criefiBa /a e cHabaieH
¢ T.Hap. BpemeBu IleyaT, KouTo da ynocroepsisa, de EEJIOIl e momnucan u kaveH Ha
MHTEpPHeT ajipeca, KbM KOWTO ce IpelIpallia, pean KpanHus CPOK 3a ros1yyaBaHe Ha odepTy,
KaTo y4acTHUKBT 3a/Ib/DKUTE/THO MOCOYBA TO3M MHTEPHET aJpec B Ornuca Ha MpecTaBeHunTe
JIOKYMEHTU.

Koraro EEJ1OIT e nomwiiHeH npe3 cucremata 3a eEE[IOI, npu nipesioctaBsiHeTo My, €

eleKTpOHeH Moznuc ciefsa j1a Obae noanvcada sepcusra B pdf ¢opmar. Ilpu npencrassane
nHa EEJOIT ot Tperu nuua, obeguHeHus, OT y4acTHULIU B obenmHeHns, MOAM3ITBIHUTETN, Ce
rpuiaraT ropHuUTe Ipaswia. BB Beuuky cyuan Ha npeacrassHe Ha EEJIOI, Ton criesipa 1a e
Ha e/IeKTPOHEeH HOCUTEJT.
3.2.2.JJokyMeHTM 3a [JOKa3BaHe Ha TpeNpuUeTUTe MepKM 3a HaAeXIHOCT (aKko e
pMII0XkMMo)- Benukn yuacTHMIY, 3a KOMTO ca Harmiie obcrosTesncrsa no wi.54, an.l or 3011,
MMaT [paBo fa IMpeCTaBsT JI0Ka3aTe/ICTBa 3a B3eTUTe MEpPKM 3a Ha[eXIHOCT, KOUTO Lie ce
MpeleHsaBaT OT B3/ioXkuTessi 1o pesia v mpu ycosusTa Ha wi.56 or 301IT.
3.2.3. B ciyuan, ue e npwiokuma:YuacTHUK- obeIMHeH1e, KOeTO He e IOpUANYecKo JInLe,
crlefiBa /i@ MpecTaBy KoIue OT JOKYMEHT, OT KOWTO Jia € BW/IHO ITPaBHOTO OCHOBaHWe 3a
cb3aBaHe Ha oDe/IMHEeHMeTo, KaKTO M c/lefHaTa uHdopMauus BbB Bpb3ka C KOHKpeTHara
obiiectsena mopbuka:l)paBaTa M 3aIb/DKeHUsTa Ha ydacTHuULmMTe B 00eamHeHuero; 2)
pasripeJie/ieH1eTo Ha OTTOBOPHOCTUTE MeX/Iy uleHosere Ha obeanHeHneTo; 3) AeNHOCTUTE,
KOWTO 111€ M3ITh/THSIBA BCeKM 4ieH Ha obeayuHeHuneTo cbriacHo 41.37, an.d ot [IN30I1

B). Dokymenmu cBvp3anu c kpumepuu 3a 10000p

3.3. [lokasaTe/icTBa 3a TexHMYeCKM BB3MOXKHOCTM W/Mau  KBaaudukanmsa Ha
yuactHuKa.lIpeacrassar ce JOKyMeHTUTe CbIVIaCHO 1.3. oT pasgen b - ,V3uckBanusa KbM
y4acTHMLIMTe, CBbP3aHy ¢ KpUTepuuTe 3a MoAdop” 0T HACTOALIUTE yKa3aHWs.

B).Ogpepmama cvovpKa:

3.4. TexHu4ecko npeaioXKeHue, KOeTO BKIIOYBa:

3.4.1. Tpe10)KeHMe 3a M3ITbJIHEHNE Ha MOpbYKaTa B CbOTBETCTBIE C TeXHUYeCKaTa
crietdprKaLvst U M3MCKBAHUATA Ha BB3/I0XKUTETIS, ChITIaCHO MPUITOXKEH st Obpaser Ne 3,
BE/THO C IPWIOKEHMsITa KbM HEro.

(Texnuueckomo npedsoxenue - Obpasey Ne3 , kacae obugume yc106us 3a usnvAHEHUEMO HA
nopsukama.

B mexnuueckomo npedsoxenue yuacmuuKsm nocouba:

JJocmaska nau aekapemeenu RPOOYKMu 4 MEOUYUHCKU U30@IUS 30 NEPUMOHEATHO OUATUIHO 1edenue, Heobx00uMu 3a
oeimocmma wa Omoenenue 3a ouarusno aevenue u negporoeus (OATH) npu MOBAJT  JI-p Cmedpan Hepresos™ AL - op.
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- (POK Ha M3ITbJIHEHMe Ha [JOCTaBKaTa, KOUTO Ce I0COYBa B 4acoBe, KaToO CbLUMSA HE
MOXe 1a Obae rmo-ab/Ibl OT 48 yaca, OT JaTa Ha IojjlaBaHe Ha 3asiBKaTa.

- Ha/IMYMETO Ha OCTaTb4€H CPOK Ha TOJHOCT Ha JIeKapCcTBeHUTe IMPOAYKTU W

MeIMLIMHCKM M3e/vsi, KOVITO KbM [JaraTa Ha [1I0CTaBKa C/lefiBa /1a € He [0-Ma/lko OT 60% or
00siBeHVISt OT MTPOU3BOANTEIISA CPOK Ha FOJHOCT.

- CPOK Ha BaJIMIHOCT Ha OdepTaTa - B TEXHUUECKOTO CU MPEeTOXeHMe yUaCTHUKDT
3asBsiBa, ye CpOKa Ha BaTMIHOCT Ha odeprara e B CbOTBETCTBME C M3MCKBAHETO Ha
Bb3r10KuTens - 180 KasleHZapHM JHM, CYMTAHO OT KpalriHUS CPOK 3a I0/Ty4aBaHe Ha odepTu.

- HAYMH Ha IUIaljaHe - yYaCTHUKBT AeKlapupa CbIVlacue 3a HavuHa Ha IU1allaHe,
3a7105KeH OT Bb37IOKMTeNIs B IIPOeKTa Ha JJOTOBOPa - OTIOKEHO TUlallaHe B Cpok oT 60 anm ot
laTaTa Ha IpeJicTaBsiHe Ha pakTypa).

- KbM Texuunueckoto npemyioxene Obpasew; Ne 3, y4acTHUKDBT C/1€/1Ba /1a [peCTaBiL:

v 3aBepeHW KOMMs Ha IMPOCIIEKTH, KaTaosy, CreLyuKaiyy OT MpOU3BOANUTENS 1
ApyrM JIOKYMEHTM, [OKa3Ballly CBOTBETCTBMETO HA MEIMLIMHCKUTE W3ALINA ¢
TexHUUecKara crieliudmkaLms Ha Bb3/TOXKUTES.

v' Otopm3aumsi OT IIPOV3BOAMTENIS WM OdULIMATIeH MPeICTaBUTeT Ha [TPOV3BOANTEIIA 33
npejylaraHmUTe IPOIYKTU.

3.4.2. npyra uxdpopmanus 1/ nimv AOKyMEHTH, U3UCKaHU OT Bb3/TOXKUTEIS:

a). Konme na nokymeHT 3a peructpauus no 3J1C, ako e mpurioxmumo uim aekapanns, e
yUaCTHUKBT He e peructpupat no 30C.

0) dexitapaumsi 3a KOHPUACHUMATHOCT - B CIy4Yan, Ye y4acTHUKDBT B odepraTa cu 11oco4sa
nHdopmaLmsi, KOSTO cMsATa 3a KOHGUIEHIMaTHa BbB BpPb3Ka C HA/IMYMETO Ha TbProbeKka
TayiHa, MOXe [a 4 OIuIIe B nocodeHusi oOpasell M Tasy MH@OpMalMs He ce paskpyBa OT
BuanokmTens. YuacTHMLIMTe He MoraT [a ce I1030BaBaT Ha KOHMWIEHLMATHOCT T10
OTHOLLIEHME Ha NPeIOKeHMsATa OT OdepTUTe UM, KOUTO MOLIeXaT Ha oLeHKa. Jleknapatius
ce mojgaBa MO IpelleHKa Ha caMusl ydacTHMK. AKO He e Hanulle KOHWIeHlMalHa
nndopmarms 1o cmucbia Ha wi102 30T, nogpobHo nocoyeHa no-rope, JeKiapanus He ce
npwiara.

B). [lek/1apaumsi 3a OCUTypsiBaHe Ha HeoOXoayMuTe KOJIMYecTsa 3a Le/vsi CPOK Ha J10roBopa
3a ob1ecTBeHa IMopbyKa.

3.5. lleHOBO npe10KeHne
B oTzesieH 3areyaTad Herpo3paveH UMK ¢ Haammc , [Tpedaazanu yernobu napamempu” ce
MOCTaBs Ha XapTUeH HOCUTel.

IleHOBO MpepnJ/IoKeHMe Ha y4acTHMKA e ChIVIaCHO MPUJI0OXKeHUs ob6pasw (Ob6pasen No
4). B Hero y4acTHUKBT I10COYBA:

- e/MHMYHA LIeHA 3a eJMHHMIA MsApKa 3a BCEKH MPOIYKT CHOpe] nocoueHara MspHa €AMHHLA.
onpesesieHH B crelnpukanusTa 6e3 BKIOYEH [aHbK BbpPXY J100aBeHaTa CTOHHOCT (JAC). Llenara ce
[peJICTaBs 10 BTOPUS AeceTHYeH 3HAK.

- 06mAaTa CTOHHOCT HA BCEKH NPOAYKT 0e3 BKIIOYEH NaHBK BBPXY joOaBeHara CTPOHHOCT
(AU1C).

- 0fmATA CTOMHOCT HA MpeIMeTa HA MOpbYKaTa (e3 BKIOYEH JAHBK BbPXY A00aBeHaTa
crpoiinoct (JIJ1C), kakto 1 obmara croiinoct ¢ BmoyeH JIJ1C.

VYacTHHKBT € J/UIb/KeH /J1a MpelIoKH 1eHa 32 BCHYKH HOMEHK/JIATYPHH €IHHHLIH,
BKJIIOYEHH B MpeAMeTa HA MOPbYKaTa.

JJoemaska wau Aekapemeenu nPOOYKMu u MeOUYUHCKY U30€TUS 3d NEPUMOHEATHO OUATUZHO Te4CHUe, HeOOX0OUMU 3U
Oetimocmma na Omoenenue 3a ouanusno revenue u negpporocus (OA/IH) npu MOBAIT  [I-p Cmedpan Hepresos™ Al - op.
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LleHoBOTO rlpezmoxeﬂwe ce noArmcea OT 3aKOHHMSA ITpeacTaBUTEl Ha JINLIETO, KOETO

1oj1aBa WM OT M3PUYHO YITHIIHOMOILIEHO OT HEro JIMLIE, U Ce IPeJICTaBsA Ha XapTieH HOCUTel,
[OITbITHEH CBITIACHO IpesicTaBeHus oOpase.

V3BbH wvKa ¢ Haammc , [Ipedsaeanu yenobu napamempu” He TpsiOBa a e 1ocoyeHa
HMKakBa MHQOpMalMs, OTHOCHO LieHaTa. HecrassaHero Ha ToBa M3UCKBaHe, L€ BOJAM /10
OTCTpaHsIBaHe Ha yuacTHUKA.

Jlocmaska nau 1ekapemaenu npoOYKmMu U MeOUYUHCKU U30eust 3a NEPUMOHEATHO OUQTUIHO TeHeHUe, HeobX00uMU 3G
oeitmocmma va Omoenenue 3a Ouanusno nevenue u wegponoeus (OA/TH) npu MOBAJT , JI-p Cmeghan Hepreszos™ A1 - op.
Benuko Tvproso™
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