HPOTOKOJ

- Huec, 01.10.2018r., B rp.lllymen, B oduc ,,Anrexa”, B crpamata Ha ,,Kommnexcen
oukonoruyeH uentop-lllymen” EOO/, rp.lllymen, ce npopene 3aceyianne Ha KOMHCHATA 3a
npoBexkaade Ha npouenypa mno 3011 -, JlocTapka Ha nekapcrrers npoayKTH Mo Iprioxenne
Nel”, mipsixo loroBapsHe.

Komucusara, nasmaueHa cbc 3amoen Nell9/01.10.2018r., ma Vmpasurens Ha
Branoxutens samouna pabota B 13.00 waca B menen cweras: 1. Ilpencematern, JKamera
Honepa- mxonomuct OII, 2.Ilmamen Ilerkos, iopwmcr, wien, 3. Ilwpronera Iletesa,
Mar.(apManeBT, wieH., :

Unenopere Ha KOMMCHSTa IONBIHHXA Neknaparuu no wiSl, an.8 or IIII30I1, BB
Bp.um.103, an.2 ot 3011

B 3acemanmero Ha KomucuATa ce sassea BJIIAJUMUP HJIIMEB HIIWEB,
yoelHoMOWEH npeacraButel Ha ,,EKOOAPM™” EOO], no neaHomoImuuo per. Ne3191 or
26.09.26.09.2018r, na Hotapuyc M.Ilepycanosa, PC-Co¢usa, or IIETHBP I'PUTOPORB
BEJIEB, ynipasuten.

IlpencenatenaT Ha KOMHCHSTa [OKJIagBa IPCACTABEHHs OT OEMOBOICTBOTO Ha
Branoxurensa CHCHK Ha yIaCTHHIUTE B NPOIeAypa Ha Jorosapane 6e3 obasiaenne mo 3011,
TIOJIpeAEHH HO IIOPESNHOCT Ha BHACAHE HA JOKYMEHTALHATa 33 YUacTHE B NPOLEAYPaTa, KaKTo
cnenBa:

1.”"CODAPMA TPEUIIVHI™ Al — Bx Ne426/26.09.2018r, 10.15 uaca;

2.”®BbOHUHKC ®apma” EQO/T — Bx.Ne434/28.09.2018r, 09.40 uaca;

3. ,,EKODAPM” EOOJ — Bx.Ne435/28.09.2018r,10,00 uaca

Kowmmucnsara mpoxaemxasa paboTa ¢ oreapsne Ha odeprara Ha : KoMucuara samodna
OTBapsHe Ha NOJAJIeHuTe opepTH IO pefa Ha MPeACTABIHETO MM B 0(pHCA HA BL3NOMKHTEIS H
KOHCTaTHPA CICJHOTO:

1., EKO®APM” — Odeprara ce HaMepH B ONAKOBKA — 3paB, HenpospayeH, Kadsas
ik ¢ Hagnue ,,Odepra 3a yyacTHe B oBmIeCTBeHAa NOpHYKa”, ¢ mpeamer ,,JlocTaBka Ha
JeKapcTBeHW Inpoayktd mo Ilpumoxenme Nel”, mo OIT Ne2, nomenkmatypa Ne8. Cren
OTBapsiHeTO Ha MMKa ce HamepH jkod IIBI] ¢ Ommc Ha mHOKyMeHTH 3a JONYCTHMOCT, 3
TOYKH, Nojurcal oT Ai.Tep3ues, NBIHOMOLIHHK, 0 HOTAPHANHO IELIHOMOIIHO per. Ne236
ot 14.08.2018r, Hotapuyc M.Ilepycanora, PC Codus u en.auck. Cneasa Ilpemioxenue 3a
M3NBJIHEHHE Ha IOphYKaTa, B cwoTeercTBHE ¢ TC, obpasen Ne3; .Ilpuioxenne Ne4,
NeKnapalys 3a ChIJIaCHe ¢ KJIay3uTe Ha Jorosopa; [Ipunoskenne Ne5, nexrapanus 3a CpoK Ha
BAJIMIHOCT Ha odiepTara; AeKIapalis 3a OCHrypsBaHe Ha HeoOxoaumuTte konudectsa JiII 3a
Cpoka Ha jgorosopa; meknapaums Ob6pasen Nel 3a peructpauwst ua JIIT 3a ymorpeba ¢
XapaKTepHCTHKa, cepTHdHKAT 3a KauecTBO H JuncBa OQHIHANHO ChOOIIEHHE W
OTPAHHYMTE/IHM MEPKH CBBP3aHH C HEXeNaHu peakunH; Obpaser Ne2, nexnapupa, ye JIIT uma
nena no wi26la, anl or 3JIIIXM. Hamuine e ChOTBETCTBHE MEXIY OIHCHTE H
Npe/ICTABEHHTE NOKYMEHTH IIO0 omnMca. TpuMata uinenoBe Ha xKomucHata JKamera Jonena,
IIepBoneta IlereBa m Ilnamen IleTkoB moammcaxa npeacTasenute I[lpennoskenue 3a
H3NBIHEHHE HA NIOPBYKATA M INIHK ¢, IIpennarany neHOBH napaMeTph®.

Komucusra pa3riexna IpelCTABCHHTE OT YIaCTHHKA JOKYMEHTH 34 IHYHO CBCTOSHHE
1 noxbop. Ilo H3ucksanuara Ha BeanoxuTens y4acTHHKBT chieqasa Aa npencrasd EEJIOIL,
06p. Nel, koiito cnensa na OBAe HONBIHEH CBIACHO YKa3aHHATA, 3 HMEHHO!

1.M3ncKBaHHA OTHOCHO TOJHOCTTA (NPAaBOCIIOCODHOCTTA) HA YYAaCTHHIHTE 3a
ynpaxuasane Ha npodecHoHaTHA KeHHOCT:

e  VYYyaCTHHIUTE Tpx613a Ja ca PETHCTPHPAaHH KaTo TEProBUH H Aa HMAT IIPaBo J1a
OCBIIECTBABAT TBPI'OBHA Ha €Ap0O C JIEKAPCTBCHH MPOAYKTH B CBOTBETICTBHUE C



HOpMHTE Ha 3aKOHa 3a JEKApCTBEHUTE NPOJYKTH B XYMAaHHATa MEJIUIHHA
BIIIXM).
3a JoKa3BaHE Ha CBOTBEICTBHETC C IIOCOYEHOTO H3HCKBaHE YYACTHHIHTE, CIEBa Jd
npenctapaT HHpopManusa B yacT IV pasaen A wa eEEJOTII.
e VYvyacrHunure TpsOBa Aa MMar IIpaB0 Ja H3BLPIIBAT THProBHSA HA €IpO C
NEeKApCTBEHW [POAYKTH, CBIBPIKAIIH HAPKOTHYHH = BELIECTBa, CBIVIACHO
Hapenba 3a pema 3a kimacudpuuupaHe Ha PpACTEHMATa M BELISCTRATA KaTo
HapKOTHYHH, [0 peia Ha 3aKOoH 3@ KOHTPOJ BhPXY HAPKOTHYHMTE BEIIECTBA H
npexypcopute (3KHBII). 3a mokasBaHe Ha CBHOTBETCTBHETO € IOCOMEHOTO
W3UCKBAHE YYaCTHUIUTE, ClIeABa Ja npeacTasaT uH(popmauusd B yact IV paznen
A na eEEJOIL ;

2. U3ncKBaHHUSA 0THOCHO TeXHHYECKHTE BE3MOKHOCTH HA YUACTHHIIHTE
o  VuacThunute TpaOBa Ja pasmoliaraT ChC CKJIafoBa 0aza, KOSTO OTroBaps Ha
YCJIOBHATA 34 ChXpaHEHHE Ha JICKAPCTBEHHTE IIPONYKTH, 3a Oa CapaHTHpa
CBOCBPEMEHHO H Ka¥€CTBEHO M3ITBIHEHHE Ha NOphUKarta.
3a noxa3BaHe Ha CHOTBETCTBHETO ¢ TOBA H3MCKBAHE YYACTHHIMTE CieABa [a IIOCOUAT
HeoOxonuMaTa HHGpoOpMalHs 3a CKiIagoBaTta 0aza, ¢ KOSTO paslojiaraT 3a ChXPaHSHHE Ha
NeKapcTBEHUTE NMpoayKTH B Tabnuna B: Texuwuecku u npodecHoHAIHN CriocoOHOCTH, YacT
IV ,,Kpurepuu 3a noabop" na EEJIOIL
e  VYwuacTHUUHUTE TpaOBa Ia pasnonaraT ¢bC COOCTBEHM WIH HAETH TPAHCIOPTHH
CPeJICTBA, OCHIYPSABAUH IPaBHJIHOTO ChXpPaHCHHE NPH TPAHCIOPTHpaHE H
Pa3npOCTPaHEHHE Ha JIEKapCTBEHUTE MPOAYKTH.
3a moka3BaHe Ha CBOTBETCTBHETO C TOBAZ M3HCKBAHE YUYACTHHIUTE CICHBA Ja ITOCOYAT
HeoOxomuMara WHGOpPMAIMS 32 TPAaHCIOPTHHUTE CpPeACTBa, C KOHTO pasnonarat 3a
H3IIBIHEHUE Ha NopbukaTa B Tabnuua B: TexHuuecku ¥ npodecHonanyy crocoOHOCTH, YacT
IV ,Kputepun 3a nonbop" ra EEJIOTI.
OnakoBKaTa BKJIIOYBA CEIHHTE JOKYMCHTH:
INTanka Ne 1 ,,3anBneHne 3a yuacTie”, KOITO BK/JIIOYBA:
Onuc Ha npeacTaBeHUTE TOKYMEHTH;
EnexrpoHeH efuHeH eBpolieiicky JOKYMEHT 3a OOLIECTBeHM TOPBUKM ¢ HHQpopMaius
OTHOCHO JINYHOTO ChCTOSHHE HA YYaCTHHKA H KpuTepuute 3a nonabop/ eEEHOII —  gwe
hopmam - espd-request Ipunooicenue Ne2/,
IManka Ne2 ,, Texuutecko npeaioReHHe», KOCTO ChAbDKA:
JokymeHT 3a ynbJHOMOLIABaHe, KOraTo JHLUETO, KOETO Mojasa odiepraTa, HE € 3aKOHHHSAT
[PEJICTABUTE) HA YYACTHUKA; ,
Ilpemnoxenne 3a M3NbIHEHWE Ha NOpPHUKATA B CHOTBETCTBHE C TEXHHYECKaTa
crierud KA, H3TOTBEHO 10 [lpunooicerue Ne 3.

-

Hexnapanus 3a ¢brijiacue ¢ KIay3uTe Ha Jorosopa - [ipunoowcenue Ne 4,

Hexmnapauus 3a cpoka Ha BaIHIHOCTTa Ha odeptara - [ipunoacerue Ne 5,

Jexnapaius, ue KOJHUECTRATA 34 JIEKAPCTBEHUA NIPOJIYKT €a HAJIMYHHU, B CIyYaHUTe 110 YUl 53
aiL. 6 ot 3JITIXM — cBOBONEH TEKCT;

Jexnapailis 3a OCHTYpABaHE HA HeOOXOIAMMHTE KOJIMYECTBA Ha OdepHUpaHUTE IMPOLYKTH 3a
IIeTUS CPOK Ha JOTOBOPa — CBODOMEH TEKCT;

Hexnapanus, 4e MpemaraHHTE JEKapCTBEHH NMPORYKTH Ca PETHCTPHPAHM 3a yroTpeba B
CTpaHarTa W TPHUTEXKABAT pa3peliHTeNHH 3a ymoTpeda, ceriacuo 3JIIIXM, npurexasar
cepTHHKATH YHOCTOBEPABALIM KAadeCIBOTO HA TPOAYKTHTE, JHUICBAT OQHLHAIHH
CHOOINEHMS HITH OrpaHHYIMTEIHH MEPKH 32 ynoTpeda Ha IeKapCTBEHH MPOAYKTH -~ C MOJUTUC

4 Moxsp neyat, [TO OBPA3ELI.
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-

KoMHucHATa KOHCTATHPA, Ye IIPU OTBApAHE Ha €1.JUCK Ce BH3yalH3Hpa TeKcTa M
noanuc Ha [leTsp Benes, ynpapureln, pasneyaTka Ha CTpaHHUIATa ¢ HOMMNKCA Ha YIIPABHTENA
ce MpWIOKH KbM HacrositaTa gokyMenTauus. Hamuue e 8 eEEJIOII Trproscka u fansuna
perucTpannd, MpeAcTaBHTEICTRO, AeKiapupa mHuica Ha oOcroATencTra no §1 wa w57 ot
Hupexktupa No2014/24/EC; nunca Ha obctosaTenctsa nmo §2 mHa w57 JlupeKkTHBA
No2014/24/EC, nurica Ha 3a0b/KEHHE, CRbP3aHN ¢ MJIALIAHE HA HA JaHBLH W OCHTYPOBKH;
§4, nunca Ha OCHOBAHHMA ¢ KOH(DIHKTH HA HHTEpecH UM NpodeCHOHATHH HapylleHus;. IV
Kputepuu 3a nombop, pasmen A, rojHocr: Ieknapupa petucTpanus kxato Thprosen H
Pazpermenue 3a Thproeus Ha eapo ¢ JIIT Ne IV-P-T-EUS-057, ot 14.05.2013r; Paspemenue
3a npouzsojcteo/BHoc Ne BG/MIA-0035 ot 08.06.2018r. OTHOCHO TeXHHYECKHTE
BL3MO:KHOCTH Ha yuacTHuKAa:  Jlexnapupa HanMuHa CkiajoBa 6a3a, KOATO oTropaps Ha
YCIIOBHATA 32 CBXPAHCHHE Ha JEKapPCTBEHHMTE IIPOAYKTH H rapaHTHpa CBOEBPEMEHHO H
KauyecTBEHO M3MNBJHeHHe Ha nopeuxkara — Codwus, Ilanuapero, nexknapupa coOcTBeHH

TPaHCIIOPTHH CPEACTBA II0 CIIUCHK, JIOTHCTHYCH HEHTHD.

KomucHATa €HHOIYNIHO,
P E OI H

I[OKYMCHT&L[HHTB. Ha YUYACTHHKA OTroBaps Ha H3UCKBAHHATE HA NHYHO ChCTOIHHC

¥ 11oJ100p.

KomucHATa pasriexyia NpelcTaBeHUTE NOKYMEHTH OTHOCHO H3HCKBaHHATA 3a
H3NLIHEHHE HA HOpbYKaTa H KoHcrarupa: [IpeanoskeHHe 3a H3NBIHEHHE HA [IOPBYKATa, B
croTBercTBHE ¢ TC, obpasen Ne3; Hpnﬂomeﬂne Ned, nexnapaiius 3a CbIJIacHE C KJIAy3UTE
na gorosopa; Hpunoxenune No5, nexknaparius 3a CpoK Ha BanuaHocT Ha odeprara 120 num;
AEKIapauus 3a ocurypssanc Ha HeoOxomumute xoymyectsa JIIT 3a cpoka Ha gorosopa;
nexnapanus O6pagery Nel 3a peructpauus Ha JIIT 3a ynorpeba ¢ XapaKTepHCTHKa,
cepTH(dHKAT 32 KadecTBO M JIMIICA Ha ocl)ﬁunajmo choOlLIeHHE ¥ OFpaHHYMTEIHH MEPKH
CBBp3aHH C Hexenaxu peakimu; O6pasen Ne2, nexnapupa, ue JIIT mma nena mo wi.26la,
an.1 ot 3JIIXM. |

KoMucusita e(HHOOYHIHO,



P E II H

[Ipuema, we odeprara OTroBaps HA HIUCKBAHMATA HA BB3IMOKHTENT 3

BBE3MOXHOCTH 32 W3NBIHCHHE Ha OPBYUKATA,

TIpeacenarensT Ha KOMHCHATA OTBOPH ILIHK ,.[Ipennaratiu ueHoBH nmapameTpu’ |
ornacy neHosoto npexnoxenue no OI1 Ne2, nomeHxsaTypa Ne§, 188.84 neBa, kpaiina leHa
¢ JUIC. Ilpu manpasexara nposepka B II3J[ ce xoHcrarupa, We NMpenioxenaTa 1eHa He

HagsBHIIaBa HOPMATHBHO ONpEJCNCHAaTa cHAa.

Komucusra IIpeMHHaBa KbM [IPOBLKIAHC HE IIPCrOBOPH ¢ HOpe/CTaBHTEII Ha
YUYacTHHKA. YOBIHOMOLWIEHUAT NpeACTaBUTEN 3adBH, UC IIOAABPXKA nIpeHIoKeHaTa B
ocpepTaTa LICHa M JKenae, NpH OUPEACNAHETO MY 3a H3IIBJIHHTCI Ha CKIIIOHH Joropop 3a
H3IILIHEeHHE Ha o01ecTBEHaTa IIOpBYKa ¢ [T0coICHAaTa 1cHa. He JaBaMm CBEIJIACHC

[pefnokeHara OT MEH [lec leHa Jad Oble ornacgsaHa Ha OCTAHAJUMTE YYaCTHHUH B

[[PETOBOPUTE.
KomMucuara npuxiiodn pabota 3 14.00 gaca.
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