NPOTOKOJ

 JHmec, 23.05.2018r., B rplllymen, B xabuner CdUeToBOJCTBO B Crpajara Ha
JKommnekcen onxosornued neHTep-lllymen” EOO/, rp.lllymen, ce mposene 3acelanne Ha
KoMHcHATa 1o nponenypa mo 30I1 npaxo moropapsHe — , JlocTaBKka Ha J€KapCTBEH TIPONYKT
no TCH, Hpunoxenue Nel”.

KoMmucusra, uHasHadeHa cbc 3anoBen Ne048/23.05.2018r., na Vnpasurens Ha
Branoxutens zanouna pabora B 10.00 yaca B menen ceeras: 1.0Kanera Jonepa ~ MkonomucT
no OI, Ipencenarten, 2.[Tamen [letkoB — ropucr, 3.IIspronera [IETEBA mar.gapmalniesT,
YIICH. :

‘ UneHoBeTe HAa KOMMCHATA HONBIHHXA JAexiapaiuu mo w151, an.8 ot IIII30I1, BB
Bp.un.103, an.2 ot 30IL

B 3acenanuero Hiy; 2 $4L 666 &p ‘;::’ngf BIHOMOINEH TpefcTasuter BIIAIUMUP
WIMEB WIWUEB, ETH T/Q’_L_.._momHo or IETHP I'PMI'OPOB BEJIEB,

ynopasuten Ha LEKOOAPM™ EOOJM, per. Nel690 ot 21.05.2018r, ma HoTapuyc
M.Ilepycanosa, p-u PC Codus.

[peacemaTensT Ha KOMHCHATA JIOKJIaABA IPEACTaBEHHA OT MAEJOBOJACTBOTO Ha
BB3noKHTENS CNKMCRK HA YUaCTHHUHUTE B IPOLIEAYpaTa [0 NpAKo AoroeapsHe ,JlocTaska Ha
nexapctBed npoxykr ro TCH, [Ipunoxenue Nel”, moapeneHn no NOPEIHOCT Ha BHACAHE Ha
JOKYMEHTAIMATA 32 yYacTHe B IpoLeAypaTa, KakTo cle/Ba:

1.”EKO®APM” EOOJI — Bx. Ne227/22.05.2018r, 12.134.

Hsima npyru ogepru.

Komucusira 3anoysa oTBapsHe Ha [IoJjaJeHaTa ojepTa ¥ KOHCTATHPa CICTHOTO:

1."EKO®APM” EOOJ — Ocdeprara ce HaMepH B ONIAKOBKA — 37ApaB, HENPO3payeH,
KadaB WIKK ¢ Haamuc ,,Odepra 3a yJacTHe B IIpoIeAypa Ha NPAKO AOTrOBapsiHe 3a BL3jlaraHe
na OIl ¢ mpeaMeT: socraska Ha JekapcTBeH mpoaykT nmo TC, Ilpunoxenne Nel” Cren
OTBapsHETO Ha MiMKa ce Hamepuxa 36p IIBL] manku u 37paB HENpO3pa4yeH TUIHK ¢ HANIIHC
,»LI€HOBO TIpeaNOKeHe”,

B manka Nel ce mamepu Omnuc Ha INpPEACTABEHHTE AOKYMEHTH 3a YYacTHA H
enexrponen EEJIOII, mox dopmara Ha reHepupanu mpasmna. [lanka Ne2, Texnuuecko
HpEANIOKEHHE 32 M3NBIHCHHE HA MOopbYKaTa. TpluMaTa WICHOBE HA KOMHMCHATA [OANHCAXa
npefcTaBeHuTe TeXHHYECKO npesuioxeHue, obp.Ne2 u nmuk ¢ ,Jlpejyiarany 1eHOBH
napameTpH®. . .

B nanxa Ne2 ce HamMepH yesHA CTPaHHIa IHIHOMOIOHO oT yipasHTens Ilersp Benes,
Ha ITEITHOMOIIHHK AIlEKCaHabp Tep3ues, Ja MOAMHCBA JOKYMEHTHTe no Hacrosiara Ofl,
HoTapuanuo 3asepeHH per. Nol275/17.04.2018r, Codud, mpeuioxeHne 3a M3MbIHEHHE Ha
MophYKaTa: IpeacTapsHe Ha ydactuuka, 3a OIT Nel, CICLOPHOSPHAMIDIE, 500Mr, cpok
Ha BamuHOCT HAa odeprara 120xuH, cpox 3a m3nbaresHe Ha OII 12M, cpox Ha nnamaxe
OTH0XKEeHO 10 60 THU, OCTATHYEH CPOK Ha TONHOCT HAa MEJHKAMEHTa — He Mo-Manko oT 60%
OT NMOCOYEHHA OT NPOU3BOAHUTENS CPOK, a 3a OGuomoruynu JIII me mo-manko ot 25%, me
TIpeICTABH BCHYKY JAOKYMEHTHTE 32 CKIIOYBaHe Ha Aorosop 3a uanbinenue Ha OIL Ilpuiara:
JeKnapanus 3a ceraacue [prnoxenne Ned, neksapalus 3a CpOK Ha BAIMAHOCT Ha odeprara
[punosxenne NeS, nexnapanus, 4e e M3NBIHA BCHUKH TOTOBOPEHH KONHYECTBA 32 CPOKA HA
morosopa, Aekmaparmst OGpasen Nel, ue NekapcTBeHHs NpodykT e peructpupad B MAJI n
nuncea MHGOpMANMH 32 MHOMACHTH MO NPHIOKEHHeTo My, feknapanus no OGpasen Ne2,
NIEKApCTBEHMAT MPOAYKT MMa OFpelelieHa HOpMaTHBHA IeHa no wi261 ot 3JIIXM u me
cpobpasssat [1JIC. Hamure e chOTBETCTBHE MEKY ONHCA H NPEACTABEHHTE JOKYMEHTH.
Ciaen oteapsne Ha gucka ¢ eEEJIOIT xoMucHATa HAalpaBH CPaBHEHHE C M3HCKBAHUATA
HAa BB3JIOKUTEIN, TOCOUCHH B JIOKYMEHTALHATA.
CoriacHo nokaHata 3a morosapaHe Ha OIl, otHocHO oOcToATeNncTBaTa 3a JIHYHO
CHLCTOSHHE H NMOAOOp Ce H3UCKBA!



@

Yacr I: Muadopmanus 3a npoueiypara 3a Bb3jlaraHe Ha OOINECTBEHA IOPBYKA H 32
BB3JIAralIys OpraH HiH BB3JI0XKHTENIH. '
Yacr II: UudopManms 3a MKOHOMHYECKHS OTIEPATOD.

. YYACTHHKET € TIOCOMMI, Y€ € MHKpPO, MalKo, CpPeNHO IMpEANPHSATHE, HE ¢©
3AIUTEHO/COLHATHO TIPSIIIPUATHE, MOXKE JId HPEJCTABH JOKA3aTe/ICTBA 32 INIAaTEHH COLMATHN
OCHIYPOBKH M JaHBIH, Nekiapupa, de He yuyactsa B Oll, 3aeano ¢ ApyrH HKOHOMMYECKH
onepaTtopH, coun ogepupann no OIT Nel, madopmanua 3a HKOHOMHYIECKHTS ONEPAaTOpy M0
THProBcKH perucThbp, HHGOpPMAIHs 3a NMPEACTABUTEN Ha HKOHOMHYECKHS ONeparop — couyaT
ce [auHM HA YIBJIHOMOIIEHHS [pENCTaBHTeN AJeKcaHXsp Tep3ues. Paspen B —
HKOHOMHYECKHAT OIEpaTOp HSMA J(@ U3MOJ3Ba KarmauuteTa Ha ApyrH cybexru, Pasgen I' — ne

- Bb3HaMepsABa Jia Bb3Jara Ha TPETH JIMla H3MREIHCHHETO Ha nopBUKaTa.

Yacr III: OcHoBaHUA 32 H3KIIIOYBAHE.

Pasgmen A — pexnapupa, ¥e 3a HEro He ca Hajulle OcHoBaHuATa mo w4m37, §1 ot
Jupextusa 2014/24/EC.

Pasgen B - Jlexnapupa, ue 3a Hero He ca Hamuie oOcrosreacTtsara wid7, §2 ot
Hupextusa 2014/24/EC.

Pasgen B - Jleknapupa, 4We 3a Hero He ca Hagume oOcrosrtencrBata Wi.d7, §4 ot
Mupexruna 2014/24/EC.

Pasgen I’ — CrenudHyHH HauMOHAIHW OCHOBAaHHS 3a H3KIIOYBAHE — YYaCTHHKBT
JICKJIapHpa, Ue 3a HEro HAMa TaKHBa OCHOBAHHS 3a H3KIIOYBaHE.

Yact IV: Kputepun 3a nog0op B CIIEAHHTE YaCTH:

Pazgen A — [ognoct. YuacTHHKBET co4H uHK OoT MAJI 1 Paspelnensne 3a TeproBus Ha
elpo ¢ Nekapcreenu npoayktH Ne IV-P-T-EUS-057, Pazpemenne 3a mpon3soAcTBo/BHOC NeP-
[-32-020/B-1-01-019, n3nanero na 17.08.2017r, Gescpouno.

Pasnen B — ,, Texuuueckd U NpodeCHORATHE CIIOCOOHOCTH . Y JACTHUKBT € JEKNapUpai
HaeTa cKiIaoBa 0asa ¢ mocoueny aapecH H Haeta MIIC.

KoMucusra npueMa, 4e Ipeliio)keHHETO Ha yYaCTHHKA OTrOBapA HA M3HCKBAHHATA 3a

JIMYHO CHCTOSHHE H Ha KpuTepuuTe 3a noadop. [Ipeasun Ha ToBa, KOMHCHATA €IHHOIYLLHO

P E II H :

TIPEJJIOXKEHUETO na yuacTHHKA OTroBaps Ha W3HCKBAHHATA 33 JIHYHO CHCTOSHUE
1 Ha KPUTEPUHTE 34 110/i00D.

TexXHHUYECKOTO NPEIIOKCHHEE — KOMHCHATA KOHCTaTHpa, Y€ € HaIHIE ChOTBETCTBHE
Mexny TexHHUecKOoTO NpeIoKeHHE H IPHJIOKEHHTE KbM HETO JeKIapaliy ¥ H3HCKBAHMATE
Ha Beanowurend, a mmenno: 3a OIl Nel, CICLOPHOSPHAMIDIE, 500mr, cpok Ha
BanuaHocT Ha odeprata 120mHM, cpok 3a H3nbnHeHune Ha OIT 12m, CPOK Ha IUIalllaHe
OTJIOXKEeHO 70 60 IHM, OCTaTHUEH CPOK HA ONHOCT HA MEIHKaMEHTa — He fo-Manko oT 60%
OT TOCOYEHHS OT IPOU3BOMMTENS CPOK, a 3a Suosorwuny JIII me mo-mamko or 25%, e
NpeACTAaBH BCHUKH JOKYMEHTHTE 3a CKIOUBAHE Ha JIOroBop 3a uambiHeHHe Ha OIL Ilpunara:
JeKJapanys 3a ceriacke [punoxene Ned, mexnapalus 3a Cpok Ha BANTMIHOCT Ha odepraTa
[punosxenne Ne5, nexnapanus, 4e 1€ H3ITHJHE BCHYKH JOTOBOPEHH KOTHYCCTBA 34 CPOKA Ha
HoroBopa, acknaparus O6pasen Nel, de JnexkapcTBeHus MpoAyKT e perucTpupad B MAJL u
NHncBa HHEQOpPMAIAA 33 MHIMAEHTH N0 TPHIOKEHHETO My, jekiapanus no OGpasen Ne2,
JIeKapCTBEHMAT MPOMYKT MMA OIpefescHa HopMaTHBHA LeHa 1o w261 ot 3JIIIXM u me
cwobpasgsar [IJIC.

KomucuaTa eNHHOAYILIHO

P E II H :



[NPEACTABEHATA TC ot yyacTHHKA OTIOBaps Ha H3UCKBAaHUATA HA Beanoxuress,

Komucuara npeMunasa KbM pasriexaane Ha IeHOBOTO IPETIOKEHHE.

IIpencenarensT Ha KOMHCHATAa OTBOPH MNMKa C Mpe/NarasuTe IEHOBH (1APaMETpH,
HaMepH ce IEHOBO IPE/UI0KCHHE Ha XapTHEeH HOcHTeN H juck. [Ipejcenaresnst Ha KOMHCHATA
OIJIacH IpeAjioiKeHaTa 1ieHa: 3a onakoBka, ¢ JJJIC 3a duakon 26.361s,

IlpencTaBuTeNaT Ha YYacTHHKa 3asBHM, Y€ MNOTBBPIKAABA HAIPABEHOTO LEHOBO
IpeANIOKEHHE 3a I0COYECHATa HOMECHKIIATYpa H IIPH HACTOSLUTE IIPErOBOPH HAMA I ITPABK
IIpEANOKEHHE 3a IPOMAHA Ha Taka 3asiBeHATA ¢ odepTaTa 1eHa 3a ¢uakon 26.367s...
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Komucusarta npuxmoun pabora ¢ yuacrnuka 8 12.00 gaca,
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