30.10.2019 r.

JenosogHa MHpopmMauymsa

O6siBNeHne 3a Bb3noxeHa nopbyka

MapTtnaa Ha Bb3noxutend: 00979

MNoaenenue:

M3xoaaw Homep: 673 oT gata: 05/07/2018 (99/mMm/ 2222)

06sBneHWETO NoANeXM Ha Ny6anKyBaHe B OB Ha
EC:

He

CbrnaceH cbm ¢ O6uwpmte ycnosuma Ha AOIM 3a M3nonssaHe Ha ycnyrata EnektpoHeH
nogarten:

Jlata Ha u3npatiaHe Ha obasneHneTto go OB Ha EC:

3aBepeHo B npenuncka: 00979-2018-0004 (nnnnn-yyyy-xxxx)

MputypKka kbM O

nunasieH BeCTHMUK Ha EBpOI'IEﬁCKMFl Cbio3

MHbopMaums 1 oHnanH dopmyasapum: http://simap.ted.europa.eu

O6aBneHMe 3a Bb3/I0XKEHA nopb4Ka

PesynTaTtu oT npoueaypara 3a Bb3J/laraHe Ha obuiecTBeHa nopb4ka

Pasgen I: Bb3naraw, opraH

Jvpektusa 2014/24/EC/30N

1.1) HaumeHoBaHue u agpecu ! (moss, nocoyeme BcuYKU BB3AA2ALWU OP2AHU, KOUMO 0M208apAM 3a npouedypama)

llymen EOOL

OduumanHo HanmeHoBaHMe: KOMITJIEKCEH OHKOJIOTMUEH LEeHTBp -—

HaumoHaneH permcrpaupoHeH Homep:
127521758

MoweHckM agpec: yi1.Bacuy AOpuios 63

Mpaa: lymeH koa NUTS: BG333

MoweHckm koa: 9700 AbpKaBa: Brirapus

Jlvue 3a KOHTaKT: [paHKa Pasema

TenedoH: +359 54800509

EnektpoHHa nowa: raleva@oncocenter.org

®akc: +359 54810004

MHTepHeT agpec/u

OcHoBeH agpec: (URL) http://www.oncocenter.org

Azpec Ha npodwmna Ha Kynysava: (URL) http:

WWW.oncocenter.org/site/category/%$D1%80%D0%B5%D0%B4~

3D0%BD%D0%B0-%D0%$B7%$D0SBESDOSBE

1.2) CbBMeCTHO Bb3naraHe

MopbukaTa 06xBalla CbBMECTHO Bb3/araHe: HE

O6LIJ,eCTBeHl4Te NOPBYKK:

B c/lyyalt Ha CbBMECTHO Bb3/laraHe, 06XBallallo Pas/IMyHM AbPiKaBK - MPUIOKMMOTO HALMOHAIHO 3aKOHOAATE/ICTBO B cchepaTa Ha

lMopbykaTa ce Bb3nara oT LEeHTpasieH opraH 3a Nokynku: HE

1.4) Bua Ha Bb3narawma opraH

[Iy®nuyHONpapHa OpTraHM3auMs

1.5) OcHoBHa AeMnHocCT
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3IpaBeonasBaHe

Paspen Il: NMpepgmert

II.1) O6xBaT Ha obuiecTBeHaTa NopbyKa

1I.1.1) HaumeHoBaHue: "J[locTaBKa Ha JiekapcTBeH NpoAyKT" no TexHuuecka crneumpmMKalmsg PecepeHTeH
- IpunoxeHue 1 Homep: 2

11.1.2) OcHoBeH CPV kog: 33600000  AonbanuteneH CPV koa: 12

11.1.3) Bua Ha nopbykara:
IocTaBKM

11.1.4) KpaTko onucaHue:

[IlpenMeTbT Ha IHOopbBUKaTa, kacae HOOCTaBKa Ha JiekapCTBeH nponykT - Cyclophosphamide
powd.inj. 500mg, xaTo HeOOXOIMMOTO OPUEHTUPOBBUHOTO KOJIMUECTBO, 3a Iepuon oT 12
Meceuna e 850 dmaxkoHa.

11.1.6) UHdopMaLma 0THOCHO 060cO6EHMTE NO3ULUM
HacToslaTta nopbyka e pasgesieHa Ha 060CO6€HN MO3ULMM:
He

11.1.7) O6wa cToMHOCT Ha o6uiecTBeHaTa nopbyKa (6e3 aa ce Bkawysa 44C)

CromHocT: 18671.67 Banyta: BGN (Mosis, nocoyeme obujama cmoliHocm Ha obujecmseHama nopbyka. 3a
UHopmayus omHOCHO UHOUBUAYA/IHU NOPBYKU, MOJIA, u3nosi3salime pasden V)

unu

Hal-Hucka odepTa: / Hak-Bucoka ocepTta: BanyTta: KouTo ca B3eTW NpeaBuA

(3a pamKosu cnopaszymeHus - obuja MakcumMasHa cmolHocm 3a yA/1ama npodbyKUMesIHoCm)

(3@ QUHAMUYHU cuCMeMU 3a NOKYNKU - cmoliHOCM Ha nopb4Ykama/ume, KoAmo/Koumo He e/ca sKka4YeHa/u 8 npeduwHu
06A8/1eHUSA 3a 8b3/1d2aHe HA NOPBYKU)

(3@ nopbYKU, 6a3UpaHu Ha PAMKOBU CNOPA3yMeHUs; aKo MOoBa ce U3UCKBA - cmoliHoCm Ha nopb4Yykama/ume, KoAmo/Koumo
He e/ca sK/oYeHal u 8 npeduwHu 0658/1eHUA 3a 8b3/12aHE Ha NOPbYKU)

11.2) Onuncanune 1

11.2.1) HaumeHoBaHwe: 2 0O60co6eHa nosuumsa Ne: 2

11.2.2) AonbauutenHn CPV kKopose 2

11.2.3) MAcTo Ha usNbaAHEeHHe

ko NUTS: 1 RE333

OCHOBHO MACTO Ha U3MbJIHEHME:

fonHMUHAa anTeka, nopu “KOU-UMlymern”EOOLN-rTp.llyMeH, yi.”B. AnpuioB”63

11.2.4) Onu1caHue Ha obLecTBEHaTa NOpbYKa: (eCMecmso U KoAuYecmao Ha cmpoumesiHume pa6omu, docmasku uau ycayau uau
YKa38aHe Ha nompe6HOCMU U U3UCKBAHUSA)

ObmecTBeHaTa NOPBYKA, Kacae IOOCTaBKa Ha JIEKAPCTBEH NPOOYKT C MexIOyHapOIHO
HelaTeHTHO HauMeHoOBaHMe - Cyclophosphamide ¢ xapakTepucTuMKa M KOJIMUYUECTBO, OINMCAHU
B TexXHuYecKaTa chHeuudukauMa-NPpUIIOKEeHMe 1, KBM HacToOdAllaTa IIOKaHa 3a ydacTue.

11.2.5) Kputepuu 3a Bb3naraHe

Kputepuit 3a kavectBo: 1220 gy

lleHa Texecr: 21

1I.2.11) UHdopMaLMsa OTHOCHO onummuTe
Onumu:

He

OnucaHuWe Ha onumuTe:

11.2.13) UHdopMaLms 0THOCHO cpeacTBa oT EBponeickus cbio3
O6LecTBeHaTa Nnopbyka e BbB Bpb3Ka C NMPOEKT U/WUM Nporpama, uHaHcupaH/a cbe cpescTa oT EBponeickus cblos:

He

11.2.14) JonbaHMTEeNHa MH(DOPMaLMA:
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Paspen IV:Mpouepypa

IV.1) OnucaHune

IV.1.1)Bug npoueaypa:
lIpssiko pmoroBapsine (MoJsz, nomnsjaHeTre llpumoxenmne I'5)

YcKkopeHa npouegypa: HE
060CHOBKa 3a M360p Ha YCKOpeHa npoueaypa:

IV.1.3) UHpopMauma OTHOCHO paMKOBO CMOPasMeHUe MM AMHAMMYHA CUCTEMA 3a NMOKYMKMK

Ta3un obLiecTBeHa nopbYKa obxBaLlla CK/IlYBaHETO Ha PaMKOBO criopa3ymeHue: HE
YcTaHoBEHa € AMHaMU4YHA cMCTeMa 3a NOKYNKK: HE

IV.1.6) UHdpopMaLma OTHOCHO €/1IEKTPOHHUA Tbpr

M3nonssaH e eNeKTpoHeH Tbpr: HE

IV.1.8) MHdopmauma oTHocHo Cnopa3yMeHMeTOo 3a AbpXaBHM NOPbYKKM (GPA)

O6uiecTBeHaTa nopbyKa nonaja B o6xsaTta Ha Cnopa3yMeHMeTo 3a AbprKaBHU MOpbYKM (GPA):
He

IV.2) ABM1HMCTpaTMBHa MHpOpMaLMA

IV.2.1) MpeauwHa ny6anKaumMa 0OTHOCHO Tasu npoueaypa 2

Homep Ha obasnenneTto B OB Ha EC: (Hanp. 2015/S 123-123456) w Homep Ha obsasneHumeto B POMM: (Hanp. 123456)
(EOHO om cnedHume: Ob6asaeHue 3a npedsapumesiHa UHHOpMayus, U3no/138aHO KAMO NOKAHA 3a yyacmue 8 cbcme3ame/iHa npouyedypa;
O6ssneHue 3a nopbyka; 0b6asaeHue 3a 06poso/IHAa npo3payHocm ex ante)

IV.2.8) UHpopMaLuma OTHOCHO NpeKpaTABaHe Ha AMHAMMYHA CMCTEMA 3a NOKYMNKMH

06sBneHMeTo 06XBalla NPEKPaTABAHETO Ha AMHAMMYHATA CMCTEMA 3a MOKYMKU, Ny6AMKyBaHa C rOpenoco4eHoTo 06sB/eHMe 3a nopbyka: HE

IV.2.9) UHdopmaLma oTHOCHO NpeKpaTsABaHe Ha CbCTesaTesIHa npoleaypa, o6AaBeHa Ypes o6AB/eHUe 3a NpejBapuTe/iHa MHdopMauma

Bb3narawmar OpraH HAMa Aa Bb3/1ara noBe4ve nopbykM Bb3 OCHOBA Ha ropenoco4eHoOTo o0b6aBneHMe 3a npeaBapuTe/iHa MHdJOpMaLIMH: HE

Paspgen V: Bb3naraHe Ha nopbykaTa 1

Mopbuka Ne: 125 O6oco6eHa nosuuma Ne: 2 HaumeHosanme: "JlocTapka Ha JIeKAPCTBEH NPOmykKT" IIo
TexHMUecKa cheuubmxaumsa - IpuioxeHue 1
Bb3noxeHa e nopbyka/060co6eHa No3nums:

Ia

V.1) UHdpopmaLma OTHOCHO HEBb31araHe

MopbykaTa/060co6eHaTa NO3ULUA HE € Bb3/I0XKeHa:

V.2) Bb3naraHe Ha nopbyKaTa

V.2.1) [lata Ha ck/ouBaHe Ha goroeopa: 18/06/2018 (39/mm/ 2z22)

V.2.2) UHdopmauma oTHOCcHO odepTh
Bpolt Ha nonyyenuTe ocbeptn: 1

Bpor Ha odepTuTe, noctTbnuam ot MCM: 1 (MCIT - kakmo e onpedesneHo 8 lMpenopwbka 2003/361/EO Ha Komucuama)
Bpor Ha oepTUTe, NOCTHNUAN OT ODEPEHTU OT APYrM AbpiKaBU-YNeHKM Ha EC: 0

Bpo Ha odepTUTe, NOCTHLNUAM OT ODEPEHTU OT AbPIKABM, KOMTO HE ca YieHKM Ha EC: O

Bpoi Ha oepTUTe, NOyYEHN NO €NEKTPOHEH NbT: O

lopbyKkaTa e Bb3N0XKeHa Ha rpyna oT MKOHOMUYECKM onepaTopu:

He
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V.2.3) HaumeHoBaHMe U agpec Ha U3NBJHUTENA 1

OdmupmanHo HanmeHoBaHue: Exobapm EOOT, HauuoHaneH permctpaumoHeH Homep: 2130390055

MNoweHcku agpec: BOyir.Yepuu Bpbx N14 631.3 maprep

Mpaa: Copmsa koa NUTS: BG412 MoweHckn koa: 1000 Abpxaea: Boarapmus
EnektporHa nowa: ecopharm@ecopharm.bg TenedoH: +359 9631596
MHTepHeT agpec: (URL) dakc: +359 96315061

UsnbaHuTenart e MCM: (MCIT - kakmo e onpedenero 8 lMpenopbka 2003/361/EO Ha KomMucusma)
na

V.2.4) MHopmMaumsa OTHOCHO CTOMHOCTTA Ha NopbyKaTa/o6ocobeHaTa nosuuma (6e3 ga ce sBkaousa A44C)
MbpBoOHaYaiHa 06La NPOrHO3HA CTOMHOCT Ha NopbykaTa/o6ocobeHaTta nosvuma: 2 18671 .67 BanyTa: BGN

(3a paMKoBU CNoOpasymeHus uiu OUHaMUYHU CUCMeMU 3a NOKYNKU - NPO2HO3HA 06wa MakcumasaHa cmoliHocm 3a yasama
npodb/iKUmMesIHocm Ha masu 06ocobeHa no3uyus)

O6Lwa CTOMHOCT Ha NopbyKaTta/o6ocobeHata nosmuma: 18671 .67 Banyta: BGN

unu
Hal-HucKa odepTa: / Hai-Bucoka odeprta: BanyTta: KouTo ca B3eTu Npeasus

(3@ pamMKoBU cnopasymeHus - obwa MakcumasHa cmoliHocm 3a masu 06ocobeHa no3uyus)

(3@ OUHAMUYHU CuCmMeMU 3a NOKYNKU - cmolHOCMm Ha hopbyYykama/ume 3a masu hapmuoa, KoAmo/Koumo He e/ca 8Kk/YeHa/ u 8 npeduwHU
0648/1eHUA 3a 8b3/102aHE HA NOPBYKU)

(3a nopwbyKU, 6a3upaHu Ha paGMKOBU CNOPA3yMEHUSA; Ko MOoBa ce U3ucKaa - cmoliHocm Ha nopbykama/ume 3a masu napmuoa, Koamo/
Koumo He e/ca 8K/lo4eHal/ u 8 npeduwHU 068/1€HUA 3a 8b3/102aHE HA NOPbYKU)

V.2.5) UHdopMauua OTHOCHO Bb3JlaraHeTo Ha NoAU3NbAHUTEN/U
MMa Bb3MOXKHOCT MopbYKaTta fja 6bje Bb3/I0KeHa Ha Noau3nbaHuTeNn/u: HE

CTOMHOCT MM AAN OT MOPBYKaTa, KOUTO € Bb3MOXKHO Aa GbAaT Bb3/I0OXKEHM Ha NOAM3MbAHUTENM
CroMHocT, 6e3 aa ce BKkaouea A4C: BanyTa:

Aan: %

KpaTKko onucaHue Ha gena oT NopbykaTa, KOMTO Le 6bje Bb3/0XKEH Ha NOAU3MbHUTENN:

Paspen VI: JonbaHuTenHa nHdpopmauma

VI.3) donbaHuTenHa MHdopmauma 2

VI1.4) MNpoueaypu no o6xkasiBaHe

VI.4.1) OpraH, KOMTO OTroBaps 3a npoueaypure no o6xansaHe

Oduupanto HaumeHoBaHMe: KoMmCcKMsa 3a 3ammMTa Ha KOHKYpPEeHUMATa

MoweHcku agpec: 6ys1. Buroma N 18

paa: Codpusa MoweHcku kKoa: 1000 AbpxaBa: Bryirapms
EnektpoHHa nowa: cpcadmin@cpc.bg TenegoH: +359 9884070
MHTepHeT agpec: (URL) http://www.cpc.bg ®akc: +359 9807315

VI.4.2) OpraH, KoiTo oTroBaps 3a npoLeaypuTe No mMea1aLma 2

OduuManHo HaMMeHoBaHMe:

MNoweHckn agpec:

Ipaa: NoweHcKH Koa: JbprxaBa:
EneKkTpoHHa nowa: TenedoH:
MHTepHeT agpec: (URL) daKc:

VI.4.3) NopaBaHe Ha *Kanéu
TouyHa MHGOpMaLMA OTHOCHO KpaeH CPOK/KpaMHM CPOKOBE 3a NoAaBaHe Ha »Kanbu:

VI.4.4) Cnyx6a, OoT KOATO MoKe Aa 6bae nosyyeHa MHbOPMaLMSA OTHOCHO NOAABaHETO Ha Kanbu 2

O(bMLl,l/Ia}'IHO HanMMeHOBaHMe:

lMolyeHcKkM agpec:
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Ipaa: MowleHCKM Koa: JbpraBa:
EneKkTpoHHa nowa: TenedoH:
MHTepHeT agpec: (URL) dakc:

VI.5) JaTa Ha u3npalaHe Ha HacToAWwoTOo o6saBneHne: 05/07 /2018 (39/mMm/ 2222)

MpunoxkeHue ' - O6WECTBEHU NOPBYUKHU

OcHoBaHMA 3a Bb3JlaraHeTo Ha NopbyKaTta 6e3 npegBapuTesIHO Ny6MKyBaHe Ha 065B/IeHMe 3a nopbyka B OduumaneH
BeCTHMK Ha EBponenckua cbio3

Jnpektusa 2014/24/EC
(Mo, usbepeme cbomsemHama onyuA u npedcmaseme 06ACHeHuUe)

1. OcHoBaHMsA 3a U360p Ha Npoueaypa Ha AorosapsaHe 6e3 npefBapuTe/IHO Ny6/IMKyBaHe Ha 06AB/I€HME 3a MOPbYKa B CbOTBETCTBME C Y/IEH
32 ot AupekTtuBa 2014/24/EC
Hama odepTn namn Hama noaxoaawm odbepTn/3asBaeHMA 3a yyacTie B 0TroBop Ha: HE

3a yCI'IyI'M/CTOKM 3a Hay4yHOM3CNe[oBaTe/ICKa U pa3Bof/'1Ha Ael‘;IHOCT npu CTpOruTe yCnoBuA, yKasaHu B AMPEKTMBaTa: (camo 3a aocmasxu) HE

CTPOVITeﬂCTBOTO, AOCTAaBKHUTE UJIN YCNYTUTE MOraT Aa 6baart npeaoctaBeHU CaMo OT onpeaesieH MKOHOMUYEeCKM onepaTop nopaan chejHata
npuynHa: HE

M3KN0UYUTENTHU HEOT/IOKHU 06CTOF|Te}'ICTBa, npean3BuKaHM OT HenpeaBMamMM 3a Bb3narawma opraH C1)6I4Tl4$|, M B CbOTBETCTBME CbHC CTPOrnTe
YC/I0BUA, YKasaHM B AUMpeKTMBaTa: HE

JAonNbAHUTENHM [OCTaBKM OT MbPBOHAYa/IHUA JOCTaBUYMK, Bb3JIOXKEHU NPU CTPOrUTE YCI0BUA, YKa3aHU B AMpeKTMBaTa: HE

HoBo/un CTpOMTeJ’ICTBO/yCI’IyFM, KOUTO npeacTaB/iABaT NOBTOPEHUE Ha ChLUECTBYBaLlM CTpOMTeJ’ICTBO/yCI’IyFM M KOUTO Ca Bb3J/IOXKEHU CHOTBETCTBHE
CbC CTPOrmMTe YC/I0BMSA, YKasaHU B AUpPEKTMBaATA: HE

I'Iopb'-n(a 3a ycnyru, npeaxoxaaHa oT KOHKYpPC 3a NMPOEKT, Bb3/10XKeHa Cbr/laCHO nNpeaBUaeHNTE B KOHKYPCa 3a NPOEKT NpaBuia Ha I'IO6GAMT€J1H nnu

Ha eauH oT nobeauTesmTe B Hero: HE
OcurypsiBaHe Ha [JOCTaBKM, KOMUTO Ca KOTMPaHM M 3aKyrneHu Ha CToKoBaTta 6opca: HE
lMoKynKa Ha AOCTAaBKM MJ/IM YCYrH NpU 0COBEHO M3roaHU ycioBusa: HE

2. ipyru ocHoBaHMA 3a Bb3J/laraHe Ha nopbykaTta 6e3 npeaBapuTesIHO Ny6/IMKYBaHe Ha MOKaHa 3a y4yacTue B cbCcTe3aTesiHa npoueaypa B
OduumaneH BecTHMK Ha EBponeickua cbios
O6LecTBeHaTa Nopbyka He Nnoraja B 06xBaTa Ha NPU/IOXKEHME Ha AMpeKTMBaTa: HE

3. O6AcHeHMe:

Mons, o6AcHeTe no AceH M pa3bMpaemM HauMH 3aLUo Bb3flaraHeTo Ha NopbykaTa 6e3 npeasapuTesiHoO Ny6nKyBaHe B OduLmaneH BECTHUK Ha
EBponefickusa Cbio3 € 3aKOHOCO6Pa3HO, KaTo NMOCOYMTE CbOTHOCMMMTE (DaKTM M KOraTo € YMECTHO, MPaBHMUTE 3aK/II0YEHUS B CbOTBETCTBUE C
AMpeKTuBaTa (Makcumym 500 dymu)

MpunoxkeHue N5 - 06WECTBEHU NOPBYKU HA HUCKA CTOMHOCT

OcHoBaHMA 3a Bb3/laraHe Ha nopbYKa 4Ype3 NpAKo AoroeapAaHe
3on

(Monsa, uzbepeme cbomsemHama onyus u npedcmaseme 06sACHeHuUe)

1. OcHoBaHMA 3a U360p Ha Npoueaypa Ha NpAKO AOroBapsHe
CTpOUTENCTBOTO, JOCTABKMTE MM YCAIYrUTE MOraT Za 6bAaT NpejoCcTaBeH Camo OT OMNpe/esieH MKOHOMMYECKHM onepaTop nopaau ciejHara
npuumHa:: HE

3a ycnyru/cToku 3a Hay4HoM3C/leZjoBaTe/Icka U pa3BoiMHa AEMHOCT Npu CTporuTe ycnosusa, ykasaHuu B 301 (camo 3a docmasku);: HE
JlonbAHUTENHM JOCTaBKKM OT MbPBOHaYa/IHUA JOCTaBUYMK, Bb3/IOXKEHWU NPU YCNOBMATA, yKasaHu B 30M;: HE

I'IpeAMeT Ha nopb4KaTa € A0CTaBKa Ha CTOKa, KOATO Ce TbpryBa Ha CTOKOBa 6opca, CbrnacHO CNMUCHK, 0A06peH C aKT Ha MMHMCTepCKMﬂ CbBeT, Nno
npeanoxeHne Ha MMHUCTbpPa Ha d)MHaHCMTe;: HE

MokynKa Ha JOCTaBKWU MW YCITYTH NPU 0COBEHO M3roAHU ycioBuA:: HE

MopbykaTa e 3a ycnyru, npeaxoxaHa oT KOHKYPC 3a MPOEKT, Bb3/I0XEHa Cbr1acHO NpeABUAEHUTE B KOHKYPCa 3a MPOEKT npasuia, Ha
I'IO6€AMT6}'IFI MU Ha eanH OT no6e,ql4Tem4Te B Hero;: HE

Heo6x0AMMO € HeOT/IOXKHO Bb3/laraHe Ha NopbyKaTta Nopaau U3K/UYUTENIHU 06CTOATENCTBA, NPeAM3BMKAHM OT CbBUTUA, KOUTO HE MoraT Aa 6baat
npeABUAEHN OT Bb3/IOXKMTENA M HE € Bb3MOXHO Cra3BaHe Ha cpokoseTe no un. 178, an. 2 v 3 ot 30M;: TA

Mpoueaypara 3a Bb3fnaraHe Ha Ny6/IMYHO CbCTe3aHUE € NMPEKPATeHa, Thi KaTo HAMA nogaseHu odept uam nogaaeHmte ohepTu ca HEMoAXOAALM
U MbpBOHAYaIHO 06BEHUTE YC/IOBUA HE Ca CbLLECTBEHO NPOMeEHeHHM;: HE

3a MHOro KpaTKo BpeMe Bb3HMKHE Bb3MOXKHOCT Aa Ce Nojy4aT AOCTaBKU MK YCAYTH, NpU 0COBEHO U3FOAHW YCJIOBMA M Ha LieHa, 3HauYMTeHO Nno-
HMCKa OT 06MYaMHUTE NasapHU LeHn: HE
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Heo6xoaMMO € NoBTOpEHME Ha CTPOMUTEJICTBO MM YCIYTU, Bb3/IOXKEHM OT CbLUMS Bb3/IOXKUTEN/ U HA MbPBOHAYa/IHMA U3MBJAHUTEN, NPU Ha/IMYME Ha
ycnoeuaTta, nocoyenu B 30MM;: HE
O6lecTBeHaTa NopbyKa e 3a yCayru no npuaoskeHue Ne 2 1 e Ha CTOMHOCT no 4A. 20, an. 2, 7. 2 ot 30MM: HE

2. O6AcHeHuHe:

Mons, obacHeTe No AceH M pa3bupaeM HayMH 3aLL0 Bb3/1araHeTo Ha NopbyKaTta Ypes3 NPAKO JoroBapsHe e 3aKOHOCHbobpasHo, KaTo NocoynTe
CbOTHOCMMMTE (DAKTM U KOraTo € YMECTHO, NpaBHUTE 3aK/4eHus B cboTBeTCcTBME CbC 300 (Makcumym 500 dymu)

HacrTosmaTa npouenypa ce OTKPpMBAa Ha OCHOBaHme uwi.l182, anx.l 7.1 or 30I, nopaznu

HeOBXOOMMOCT OT HEOTJIOKHO BB3JlaTaHe, He € BB3MOXHO Oa ObIOaT ClaslseHM CpokoBeTe 1o uj.178
an.2 u an.3. JlekapCTBEeHMAT NPOOYKT, KOMTO JIeueBHOTO 3aBeleHMe Npuiarame OO0 Kpasd Ha
mecel Anpun 2018 1., e 3amnmueH oT [lo3UTEBEH JIEKAPCTBEH CIMCBHBK, KOETO O3HauaBa ue
HaumroHajiHa 3IOpaBHO OCUTypuTelsiHa kaca/H30K/, cnupa ma samjaila To3M MeIMKaMeHT, 3a
JIEUEeHMEeTO Ha NalMeHTM C XUMeoTepanus. Ha HeroBO MSACTO € PermMcTpupaH MeIMKaMeHT, CbC
CBIIOTO MEXIYHAapPOOHO HEINaTEeHTHO HaMMEHOBAaHME CBC Pa3JIMUHO KOJMUECTBO Ha aKTUBHO
JIeKapCTBEHO BemecTBO, koMTo H30K me zamyama oT Meceln Mam 2018 1.

Bwb3nazawjuam opeaH/3b3no»<ume/mm HOCU 0Me0B8OpPHOCM 3a 2apaHmupaHe Ha cna3saHe Ha 3aKoHoOame/icmeomo Ha Eeponeﬁcxu,q CbH3 U Ha
BCUYKU NpusioxXumu 3aKoHU

-

MOJI, noemopeme, KOJIKomo Nbmu e Heo6xo0UMOo

8 NpuJIoKumume csy4au

MOJ1, nosmopeme, KOJIKOmMo Nbmu e Heo6Xxo0UMO, aKo moBsa 0bsB/IeHUE € CaMo 3a npedsapumesiHa UHgHopmayus
aKo masu uUHgopmayusa e uzsecmHa

MOJIs, npedcmaseme masu uHgopmayus, ako o6s8/1IeHUEMO e NOKAaHa 3a yyacmue 8 cCbcmeamesiHa npouedypa
JOKO0JIKOMO UHpopMayusama e seye u3BeCmHa

3ad0b/KUMeEIHa UHPOpMayus, KoAmo He ce nyb/ukysa

uHgopmayusa no usbop

O 00 N o0 U A W N

MoJ18, npedcmaseme masu UHPopmayusa camo ako obas8/1eHUemo e 3a npedsapumesiHa uHgpopmayus

-
o

MmoJiA, npeacmaseme masu UH(fJOPMGL{UFI Camo axo obsssieHuemo e o6As/ieHue 3a 8b3/1a2aHe

-
—

camo ako obsassieHUemo ce omHacs do KBaﬂUCf)UKauUOHHG cucmema

12 MoJifl, npedcmaseme mMazu UHPOPMAYUSA MYK UJIU 8 NOKAHAMa 3a NOM8bpXAasaHe Ha UHMepec, ako 06sB/IeHUEMO e NOKAHA 3a y4acmue 8
cbCcmesame/iHa npouedypa uu UMa 3a Uesl HaMaIg8aHe Ha CPOKA 3a NoJly4asaqe Ha ogepmu

43 MOJ1A, npedcmaseme mMasu UHPOPMAYUA MyK UJIU 8 NOKAHAMa 3a Nomsbp}dasaHe Ha opepmu uau 3a 00208apAHe, aKo 06A8/1eHUemo e
nokaHa 3a yyacmue 8 cbcme3amesiHa npoyedypa

14 GKO mosa e 3a npeasapumenHa UH(‘,’JOPMGL(UH, U3no0/138aHO KAmMO NOKAHa 3a y4acmume 8 cbCme3ameJ/iHa npoueaypa - M0J1A, npeacmaseme
masu UHd)OpMGL{UFI, aKo mA seyYe e ulsBecmHa

15 Mo, npedcmaseme masu uHPOPMayUA MyK UAU, GKO € NPUJIOKUMO, 8 NOKaHama 3a nodasaxe Ha ogepmu

16

17 3a0wbumenHa uHgopmayus, ako mosa e 06s8/1eHue 3a 8b3/1A2aHE

18 camo ako o06sasreHUemo He ce omHacs 0o KBGﬂUd)UKGuUOHHG cucmema

19 ako 06a8/1€HUEMO UMA 30 Ues1 HAMANIABAHE HA CPOKA 3a NOJIy4aBaHe Ha oepmu
20 moxe da 6bAe NPUCHAEHA 3HAYUMOC BMECMO mexecm

21 MoxXe da 6b0e npucbdeHa 3Ha4UMOCM BMECMO MEXeCm; aKo yeHama e eQUHCMBeHUAM Kpumepul 3a 8b3/1a2aHe, mexecmma He ce
u3nosizea
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