IIPOTOKOJ

HAnec, 01.10.2018r., B rp.llymen, B oduc ,,Anreka”, B crpagata na ,,Komnuexcen
oHkonoruyeH HeHTep-llymen™ EOQO/, rp.lllymen, ce npoBene 3aceqanHe Ha KOMHCHATA 3a
npoBexaaHe Ha npoueaypa no 3011 —, Jlocraska Ha JeKapcTBeHH IPOAYKTH Ho [lpunoxenue
Nol”, mpsiko morosapsHe,

Komucusara, wasHayeHa cbc 3amoBex Noll19/01.10.2018r., wa VYnpaeutens Ha
Boanoxutens 3anouna pabora B 11.00 yaca B nbneH ceeras: 1. Ilpencenaren, Xanera
 Jlonesa- wmxonommer OIl, 2.JInmamen Ilerxom, wpucr, ufien, 3. ITppsonera Iletesa,
Mar.(hapmauesT, YieH.

UneHoBeTe Ha KOMHCHSTA HOMBIHHXA Aekaapauumu 1o 451, an8 ot ITH30I1, BB
Bp.wr.103, an.2 or 3071.

B 3acemanueto Ha KoMucHATa ce sBiBa Pymen KOJIEB, ymbaHoMoIueH
NIPEACTABHTEIL

IlpencenaressT Ha KOMHCHATA JOKNAABA HpPEACTABEHHS OT JE/JOBOJACTBOTO HA
Bb3noiKnTens cnMChbK Ha YJaCTHHLHTE B Apolejypa Ha porosapaxe Oe3 o0seienue no 3071,
NOAPEJEHH O MOPEJHOCT HA BHACSHE HAa JOKYMEHTALUATA 3a Y4ACTHE B MPOLEAYPATa, KaKTO
ClenBa;

1.”"CO®APMA TPEUJIMHI™ AJ] — x.Ne426/26.09.2018r, 10.15 uaca;
2."®GbOHHKC dapma™ EQOJT — Bx.No434/28.09.2018r, 09.40 vaca;
3., EKO®APM” EOOJ] — Bx.Ne435/28.09.2018r,10,00 uaca

Komucusra 3anouna OTBApPAHEC HA HOJAACHUTE ocbepm M KOHCTATHpA CIEOHOTO!

1.”CO®APMA TPEUAUHI” AJd — Odeprata ce HaMepu B omakoska [1BLI-
KypHep, HAMEPH Ce 3/pas, HENpo3payeH, Ka@sp MUK ¢ Haanuc ,,Odepra 3a OIT , Jlocraska
Ha JieKapCcTBeHH MpoAyKTH 1o Ipunoxernue Nel®, mo Ol Nel, noMenknarypu NeNe 24, 54, 99
u O Ne2, noMenitarypa NeS. Cien orBapsHeTo Ha IiIMKa ce Hamepuxa 20p kadsaBy, 35paBu
miHKa ¢ waauuc ,Jpeanaranu neHosu mapaMerpu”. Hamepn ce u 20p manxa IIBL] ¢ uenna
ctpaiuna Onuc, cborBeTHO 3a OIT Nel u Ne2; en.jmek u eEEJIOI Ha xapTHeH HOCHMTE,
[IoAnMcal Ot AHren P'Iop,uaﬂOB, Orusu [oues, Tumutsp Jumutpos u Pymen Kones. [Manka
[IBIX ¢ npuioxeno TexHUUECKO MPeJUIOKEHHS 33 H3MBJIHEHUE HA TOPHYKATA, CHOTBETHO 34
OIT Nel u OII Ne2, noxnucann ot Pymen Koses, per.Menmpksp ,,[IpogaxGu®, ¢ npuaoxeso
TBIHOMOUIHO HOTapuanHo 3asepeHo per.Ne7503/19.12.2017r, wmotapuyc JI.CoTuposa, ¢
paiion Cogusa, p.Ned00 u mnpesapepeHo xomue Ha 22.01.2018r. Tpumara uneHOBE Ha
komucuaTta Kawera [Jlonesa, [Ivpmomera Ileresa W Ilnamen IleTkoB moamucaxa
npeacrasenure 20p Ilpemsioskenue 3a HM3NBIHCHHE HAa TOPBYKATa M 26D [IMKOBE C
wllpeanarany HeHOBM apaMeTpH™.

KomucusTa pasriexna OpefcTaBeHATE 0T YYaCTHHKA AOKYMEHTH 3a THYHO ChCTOSHUE
u nogbop. Ilo u3nckBaHHATa Ha BEaNOKHTENs y4acTHUKBT ciiensa ga npeactasn EEJIOI,
00p. Nel, xoiiTo cnensa na ObAe NOHBLAHEH CHINIACHO YKA3aHUATA, 2 UMEHHO!

1.H3HcKBAHHA OTHOCHO TOJHOCTTA (HPABOCHOCOOHOCTTA) HA YYACTHHUIMTE 32
ylpa:xxuaBale Ha npodecHOHATHA AeiiHOCT:

e  Y4YacTHHIIHTE 1p5[6Ba Aa ca pCrHCTPHPAHH Kate THPTrOBIH ¥ Ja MMAT NpaBo Oa
OCBIICCTBABAT TRPIOBHUA HA €/PO C JICKAPCTBCHH IPOJYKTH B CBOTBETCTBHE C



HOPMHTE Ha 3aKOHA 34 JIEKAPCTBEHHTE IPOIAYKTH B XYMAHHATA MEJIMUHHA
(3THIXM).
3a JloKa3zBaHE Ha CHOTBETCTBHETO C IIOCOYEHOTO H3HCKBAHE YUYACTHHIUTE, ClelBa ja
npencTasat uudopmanug B yact IV paspen A na eEEJJOTL
¢ VYyacTHuuuTe TpsaOBa Aa HMMAT [IpaBO Ja M3BBPIIBAT THPTOBHA HA €pO C
JIEKApPCTBEHH MPONYKTH, CBIBPXKAIUH HAPKOTHYHH BEHICCTBA, CBIFIACHO
Hapenba 3a pena 3a knacuuuupaHe Ha pacTeHUSTa M BEIIECTBATA KaTo
HapKOTHYHH, 110 PeAa Ha 3aKOH 3a KOHTPOJ BBPXY HAPKOTHYHHTE BEIIECTBA H
npexypcopute (3KHBII). 3a nokazBaHe Ha CHLOTBETCTBHETO C HOCOYEHOTO
U3MCKBAHE YYaCTHULUTE, CIeBa Ja MpeACcTaBAT uHbopmManus 8 uact IV paznen
A Ha eEEJJOIL. '

2. U3HCKBAHUHA OTHOCHO TCXHHYECKHTE Bb3MOKHOCTH HA YIACTHHHHTE
e YuacTHULMTE TpadBa Jla pasojaraT cLC Ckilagopa 0aza, KOATO OTroBaps Ha
YCIIOBHATA 33 ChXPAHEHHE HA JIEKAPCTBEHWTE NPOJYKTH, 3a Ja TapaHTHpa
CBOEBPEMEHHO M Ka4YE€CTBEHO M3MBJIHEHHE HA MOPhYKATA.
3a JI0Ka3BaHE HA CBHOTBETCTBUETO C TOBAa M3MCKBAaHE YYACTHHIHMTE CJI¢Ba Oa Iocoyar
HeoOxonuMara HH(popMalud 3a cxiagosaTa Daza, ¢ KOATO paslonarar 3a ChbXpaHEHHE Ha
JIEKapCTBEHHTE TIPOAYKTH B Tabnuna B: Texuuueckn u npodecHoHanHyd cnocoOHOCTH, YacT
IV, Kpurtepuu 3a nondop" na EEJOIL.
¢  VYyacTHMLMTE TpsadBa jja pasnonaraT cbC COOCTBEHH WM HACTH TPAHCIIOPTHH
CPEe/ICTBA, OCHI'YDABAllM HpPABHJIHOTO CBHXPaHEHHWE IPH TPAaHCIOPTHpAHE H
pasnpocTpaHEHHE Ha NEKApCTBEHHTE MPOIYKTH.
3a nokasBaHe Ha CHOTBETCTBHETO € TOBA M3HCKBAHE YYAaCTHHIHTE CrejlBa ja [OCodYaTr
HeoOXomuMaTa HH(OpPMalHi 3a TPAHCIOPTHHTE CPEICTBA, C KOWTO pA3MONarart 3a
W3ITbJIHEHHE Ha nopbukara B Tabmuua B: Texuuuyecku ¥ npodiecHOHANHH CIOCODHOCTH, YacT
IV ,Kputepun 3a nondop" na EEAOIIL.
OnakoBKaTa BKJIIOYBA CIeXHUTE JOKYMEHTH:
IManka Ne 1 ,,3asBiieHune 3a ydacTHe”, KOSITO BKJII0OYBA:
Onuc #a npejicTarReHHTe TOKYMEHTH,
ENeKTpoHeH enuHEeH eBpomeHcKH MOKYMEHT 3a OOLIECTBEHH IOPBUKH ¢ HH(OPMAUHS
OTHOCHO JIMYHOTO CBCTOAHHE HA YHYaCTHUKA W KpHTepHuTe 3a mondop / eFEJOII  —  ¢we
ghopmam - espd-request Ipuroscenue Ne2f,
Hanka No2 |, Texuu4ecko npeaioKeHHe», KOETO ChAbPXKA:
JIoKyMenT 3a yIBIHOMOIIABAHE, KOraTo JIHLETO, KOETo MojaBa ofeprara, He € 3aKOHHHUST
NIpEACTABHTES Ha YIACTHHKA;
Ilpeanoxkenne 3a M3MBIHEHHE HA TOPHYKATA B CBHOTBETCTBHE C TEXHHYECKATA
cnelnu(puKanys, H3roTBeHo 1o [Ipurooicenue Ne 3.

Jexnapanus 3a chriacue ¢ KNay3suTe Ha Joroeopa ~ Hpuroowcenue Ne 4

Hexnapanus 3a cpoxa Ha BaTMIHOCTTA Ha odepTata - [Tpuncacernue Ne 5,

Hexnapanus, ye KOIMYECTBATa 3a JICKADCTBEHHS NMPOAYKT CA HATHYHY, B CIYYaHTe 10 4l 55
an. 6 ot 3JITIIXM — ¢BOGOHEH TEKCT;

Jexiapauus 3a ocHrypspaHe Ha HEODXOZMMUTE KOJMHECTBA Ha OdepHpaHHTE IPOAYKTH 32
LKA CPOK Ha JOTOBOpa — cBOOOJIEH TEKCT;

Jlexnapauus, 4e npejsiaraHuTe JEKApCcTBEHH NPOAYKTH ca perucTpupaHM 3a ynorpeba B
CTpaHara W TPHTECKABAT paspeluTeNIHH 3a ynorpeda, cwrnacso 3JIIXM, mpurexasat
CepTH(QUKATH YIOCTOBEPABAIM KAaYeCTBOTO HA IIPOAYKTHTE, JIMICBAT OQHUHAIHH
CHOGIICHHS HIIH OrPaHHYHTETHH MEPKH 32 yroTpeba Ha JeKapCTBEHH MPOAYKTH - ¢ NOIHC
u MOKBp Iteuar, [10 OBPA3ELL



Komucuara koncrarupa no upezcrasenns eEEJIOIle nanuue Tsproscka H AaHb4Ha
peruMcTpalys | NpelcTaBUTENCTBO, AEKIapupa numnca Ha obctoarencrsa no §1 #a wi.S7 or
HupexktuBa Ne2014/24/EC; nunca nHa obctostenctBa mo §2 Ha w57 [Iupextusa
Ne2014/24/EC, nunca Ha 3agbJDKEHHS, CRBP3aHH C ILIalllaHe Ha Ha JaHBIH ¥ OCHTYPOBKH;
§4, nunca Ha OCHOBAHMA ¢ KOH(JIMKTH HA HHTEPECH MAHW npodecuonansn Hapyumenus;. 1V
Kputepuu 3a nonGop, pazjem A, rofHOCT: AEKIapHpa pErHCTpalHs KaTo TBhProBel U
Pazpemenue 3a ThproBus Ha eapo c JIII Ne IV-P-T-EU-8-046-2, ot 29.04.2013r wu
nociesBae npoMeHs 30p; Jlummensus 3a pefiHocTH ¢ HapkoTMUHH BemectBa NeT-
7/01.07.2016r, OTHOCHO TeXHH4YecKHTEe BL3IMOKHOCTH HA YUYACTHHKA: Hexnapupa
HalHYHa cKnajosa ©asa B cTpaHaTa, KOATO OTroBapd Ha YCAOBHATA 3a ChXpaHEHHE Ha
JIEKApCTBEHHTE MpPOAYKTH M TapaHTHPa CBOEBPEMEHHO H ‘KaueCTBEHO HBIBJIHEHHE HA
NopbYKaTa, ZeKaapupa coOCTBEHH TPaHCIOPTHH CPEACTBa MO CITHCEK.

Komucusita exusoayiHo,

P E III K

JoxymenTanusra Ha yJacTHHKZ OTroBaps Ha H3HCKBaHUATA Ha JIMYHO CHLCTOSHHE H
noadop.

Komucusara pasrnexga npeactaBeHHTe JoxkyMeHTH 3a  OII Nel, ornocho
H3HCKBAHUATA 32 U3ITBIIHEHHE HA [TOPBUKATA M KOHCTaTHpa: lIpeanoxenue 3a M3IbIHEHRE HA
noppukara, B ceorsercTBie ¢ TC, obpazen Ne3; [Ipunoxenne Ned, neknapauus 3a cbriiacie ¢
Knay3uTe Ha noroeopa; llpunoxenue Ne5, nexnapaius 3a cpok Ha BalMAHOCT Ha ofeprtaTa 3
Mecela; JIeKNiapaiisa 3a OCHrypsiBaHe Ha HeoOxogumure konuvecrea JIH 3a cpoka nHa
norosopa; Aekinaparusa Obpasen Nel za peructpanus Ha JIII 3a ymotpeba ¢ xapaxrepucrixa,
cepTHHKAT 3a Ka4yecTBO H Nulca Ha o(pUIHATHO CBOOLIECHHE M OTPAHHUYUTEIHH MEPKH
CBBp3aHd ¢ Hexenanu peakuuu; O6paseun Ne2, newnapupa, de JIII umar HopMaTHBHO
onpeAenena 1eHa o 4i.261a, azn.1 or 3JIIIXM.

3a OIT Ne2 ce npencrass KOMIUIEKT OT JOKYMEHTH: [Ipeioxenue 3a U3IbJIHEHHE HA
[I0phuKarTa, B ¢boTBeTCTBHE ¢ TC, o6pazen Ne3; IMpunoxenue Nod, newnapaiivs 3a chriache ¢
Kjay3uTe Ha forosopa; [Ipunoxkenne Ne5, nexnmapauus 3a cpox Ha BaIMAHOCT Ha odeprara 3
Mecella; AeKnapaids 3a ocurypspaHe Ha HeoOxoxumurte Komuuecrsa JIII 3a cpoka Ha
Jorosopa; gexnapanus Obpazer Nel 3a perucrtparus Ha JHI 3a ynorpeba ¢ xapaxTepucruka,
cepTudHKAT 3a Ka4eCTBO M JIHICAa Ha OQUIHATHO CLOOLIEHHE W OTPAHHUHTENHH MEpKH
CBEp3aHH ¢ HeXenaHd peakuud; Obpaszewy Ne2, nexnapupa, de JIII umar HOpMATHBHO
onpefneneHa lieHa no wi.26la, an.l or 3JITTXM.

KomucuaTa euHOAYIIHO,
P E III K

Ilpuema, ye odeprara oTroBaps Ha H3UCKBAHMATA Ha BB3JOKHUTENS 38 BE3MOKHOCTH
3a H3NBJIHEHHE Ha [IOPBYKaTa, B choTBETCTBHE € TC.

Ipencenarenst Ha KOMHCHATA OTBOPH INHK ,.IIpeanaranu neHosu napametpu” 3a OI1
Nel u ornacH 1eHOBOTO NpeJIOKEHNE 3a HOMEHKNaTypa Ne24 — 2.41a8, 54 — 3.20n8 u 99 -
27.05 neBa, kpaiina uena ¢ JJIC. Hpu nHanpapenara nposepka B I13J] ce koHcTaTHpa, 4e
MPEeJIOKEHUTE IICHH HE HAJBUIIABAT HOPMATHBHO ONpEJIeICHATA [IeHa. '

IIpencenaTenat Ha KOMHCHsITA OTBOPH TUTHK ,,JIpeanaraHn ueHosu napamerpu” 3a Oll
No2 u ormacH HEHOBOTO IpejnoxeHHe 3a HOMeHKaTypa Ne9 — 4 285.80ne, kpaiiHa 1eHa ¢



JAC. Ilpu Hampasenata nposepka B [I3J] ce xoHcraTHpa, 4e mnpensokeHaTa LeHa He
HaJBHINaBa HOPMATHBHO OfpelcNicHaTa ieHa.

KoMucuara npeMHHaBa KbM MpOBeXJale HA MPETOBOPH C INPEJACTABUTENS Ha
YYaCTHHKA. YII'bIHOMOHMIEHMSAT IIPEACTABHTEN 3aABM OTHOCHO CpPOKAa Ha BAJIMIHOCT Ha
oeprara, ye cielBa ja Cc CUMTA HampaBeH B pasMep Ha 120 mHH, KAKTO € HamucaHO B
Texnuueckoro npemnoxenue W cbobpaseHo ¢ nokaHata 3a ydacTtHe. Cpluo, MOLIBpPIKa
npe/uloXkeHara B odepraTa IieHa U kejlae, IPH ONpe/IeNsHETO MY 3a H3ITBJIHUTE 13 CKII0YU
JIOTOBOP 3a M3NBJIHECHHE Ha OOILECTBEHATA IOPBYKA C TOCOYEHUTE LICHH.

He naBaM cwriacme npeanokeHaTa OT MeH JHec lieHAa Ja Obje OriacsBaHa Ha
OCTaHAIHTE YUACTHUIIH B IPETOBOPHTE.

Komucusara npuxioun pabora B 12.00 yaca.

[Ipeacenaren: N0

Yn.2 3) /10 BB BpB3Ka Cun.42 an.5 oT 301’15

/}KaHeT Honera /
Yneuore:

pb3aKka ¢+ 42 an.5 ot 300

Gn.2 330 658 8 __;
—_—  ——————TTIEPGOicha LleTeRa/




