IMPOTOKOJI

Iuec, 01.10.2018r., B rp.lllymen, B oduc ,Antexa”, B crpagara Ha ,,KoMIuiekceH
onkonoruder nenTep-Ilymen” EOOM, rp.lllyMeH, ce mpoBeie 3aceJaHHe Ha KOMHCHATA 32
IpoBesKzane Ha npouenypa ro 30I1— . JlocTaska Ha JeKapCTBEHH NPOAYKTH o IIpusioxeHnue
Nel”, ipsixo noroBapstHe.

KomucusaTa, HasHaueHa ¢he 3amosex Nel19/01.10.2018r., ma VYnpaBuTens Ha
Be3noxkurens sanouHa pabota B 12.00 uwaca B mbaeH cwetas: 1. Ilpeacematen, XKaweta
Towesa- uxomommer OIT, 2.JInmamen Iletxos, ropuct, umes, 3. IlspBosera IleTena,
Mar.gapmalleBT, YICH.

UneHoseTe HA KOMHCHATA MONBIHAXA AeKiapaiid mo w31, an8 or [TI130I11, BBB
Bp.wi.103, an.2 ot 30I1.

B 3acejaHMeTO HA KOMHCHATA ¢ sBiBa AHren AHIENOB, YIbIHOMOMICH
IIpe/ICTaBUTE.

IpencenarensT Ha KOMHCHSATa IOKIajJBa MNPEACTABEHMA OT JENOBOACTBOTO HA
BE3JIOKHTEN CIIMCHK HA YYaCTHULMTE B IpoUeAypa Ha goropapsHe 6e3 obasnenne no 3011,
TOZpeieHH 110 IOPeHOCT Ha BHACAHE HA JOKYMEHTAUKATa 32 YUACTHE B IIPOLENYPATa, KaKro
crenBa:

1.”CO®APMA TPEMJIUHI” AJl — x.Ned26/26.09.2018r, 10.15 uaca;

2."ObOHUKC ®apma” EOO/JT — Bx.Ne434/28.09.2018r, 09.40 uaca,

3.,,EKOOAPM” EOO]T — Bx.Ne435/28.09.2018r,10,00 gaca

KoMucHATa 3a04HA OTBApPSAHE Ha I01a1eHHTe 0epTH ¥ KOHCTaTHpa CIEIHOTO:

1."ObOHHNKC ®apma” EOOI - Odeprata ce HamMepH B ONAKOBKa 3/p4as,
Henpospayen, kadas K ¢ Hagmuc ,,Odepra 3a OIl |, JlocTaska Ha NEKapCTBEHH NPOIOYKTH
no Ilpunoxenne Nel®, mo OIT Ne2, nomeHknatypa Ne9. Cnen oTBapAHETO Ha IUIHKa ce
HaMmepHd Kadss, 3apaB KK ¢ Haanuc ,JIpeanarany neHopn napaMerpu’”. HaMepu ce u rmanka
TIBII ¢ uyenna crpaumna Omuc ¢ 3 Touku, noanucad or Kpacumup Hukonaes u 3opHHIa
PomoBa, yNBIHOMOINCHH  MNpeACTaBMTENH, C  IPHIOKEHO  NBIHOMOINHO  Per.
Ne2184/28.08.2018r, na morapuyc JI.Komcanosa, ¢ pation PC Codus. IIpunara en.auck, cien
oTeapaHeTo My ce pasneuata eEEJJOII Ha xapTHeH HOocHTeN, noAnucaH oT KOnusan Henenues,
Becemun Koues, Pamoctun JummrpoB W Huxomadi Kones. Ilpunara u Texumuecko
NPeAOKeHHsT 3a M3NBIHCHHE Ha Iophbukara. TpuMara WIeHoBe Ha KomucuATa JKaneTa
Ionena, IInpeonera Iletena 1 [lnamen Ilerkos noamucaxa npexacrasennre Ipennoxenye 3a
H3IThJIHEHHE Ha IIOPBYUKATA U INHK ¢ , [Ipeanarasy eHOBH napaMeTpu®.

KoMuCHATA pasTiaeikaa IPeacTaBEHHTE OT YUACTHHKA JOKYMEHTH 32 JIHYHO ChCTOSHHE
u nopdop. [Mo m3uckpauuaTa Ha BE3T0MKHTEN YUaCTHHKEBT ciensa jga npejcrasu EEOIL,
00p. Nel, xolito cnenpa na Ob1¢ IONBIHEH CBITNACHO YKA3aHHATA, 4 HMEHHO:

1.A34CcKBAHHSI OTHOCHO FOAHOCTTA (NpaBocnocOfHOCTTA) HA YHACTHHHHTE 32
yhnpa:kHABaHe HAa ApodecHoHAIHA JeiiHOCT:
» VYuacTHUIHTE TpsOBa Ja ca PErMCTPHPAHM KATO THPIOBLHM H Ja UMAaT NIpaBo JIa
OCBINECTBIBAT ThPrOBHA HA EIPO C JIEKAPCTBEHU NPONYKTH B CHOTBETCTBHE C
HOpMHTEe Ha 3aKOHa 3a JICKApCTBCHUTE MPOAYKTH B XyMaHHATa MEQUIIHHA
(3JIIXM).
3a goKa3paHE Ha CBHLOTBETCTBHETO € IIOCOYEHOTO M3HUCKBEHE YYAacTHMIHUTE, clielBa Ja
npencrapat nHdopmanys B yacT IV pasgen A na eEEJOIL
e  VYuacTHuumuTe TpabBa Ja MMaT HpPaBO Jia M3BLPLIBAT THPrOBMA Ha €HpPO C
JIEKapCTBEHH IPOMAYKTH, ChIBPXKAIIH HAPKOTHYHH BEIECTBA, ChITIACHO
Hapenfa 3a pena 3a xknacuuuupaHe Ha DacTeHMATA ¥ BELNECTBATA KATO
HAPKOTHYHH, II0 Pejla Ha 3aKOH 34 KOHTPOJI BbPXY HAPKOTHHYHHMTE BEIUECTBA U
npexypcopure (3KHBII). 3a noxaspaHe Ha CHOTBETCTBHETO ¢ IIOCOYEHOTO
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H3HCKBAHE yUaCTHULNTE, CIIefBa 1a IPECTABAT HHpOpMAaLus B yacT [V pazzmen
A Ha eEEJOIL.

2. H3HCKBAHHS OTHOCHO TEXHHYECKHTE Bh3MOKHOCTH HA YYaCTHHIHTE
* VYwyacTHummTe TpabBa ja pasmonarar che CkmazoBa 0asa, KOATO OTrosaps Ha
YCIOBUATA 32 CBXPAHCHHE Ha JIEKAPCTBEHHTE NPOAYKTH, 33 12 rapaHTHpa
CBOCBPEMCHHO M Ka4eCTBCHO M3NBIHEHHE HA ITOPHYKATA.

3a mokassaHe HA CHOTBETCTBHETO C TOBA H3HCKBAHE YUaCTHMLHTE CJeBa J4 II0COYAT

HeoOXofuMaTa HH(OPMAIMST 33 CKIagoRaTa 6a3a, ¢ KOATO pasmosiaraT 3a ChXpaHEHHE Ha

JICKApCTBEHHTE NPOAYKTH B Tabnuna B: TexHHYecky H APOQECHOHATHH CIOCOBHOCTH, YacT

IV .Kpurepuu 32 nonGop" na EEJIOIL.

* YwvacTHHUMTe TpsbBa Ja PasNoNarar cxC cOGCTEEHH MM HAeTH TPaHCHOPTHH
CPEACTBA, OCHIYDSIBAINYM IPABMIHOTO CHXPAHEHHE [IPH TPAHCIIOPTHPaHEe H
Pa3NPOCTPAHCHUE HA JIEKAPCTBEHHTE NPOAYKTH.

3a Jl0KasBaHe HA CHOTBETCTBHETO € TOBA H3UCKBAHG YYaCTHMIIHTE CJIeJBa A4 MHOCOYAT

HeoOxoauMara uuabOpMauMs 3a TPAaHCIIOPTHHTE CPEACTBA, C KOMTO pasmonaraT 3a

H3ITBJIHCHAC Ha TNIOpbuKaTa B Tabnuna B: Texuuuecky u NPOQECHOHATHH CIIOCOGHOCTH, YacT

IV Kputepun 3a mon6op" ma EEJIOI].

OnaxoBkaTa BKJIOYBA caeqHuTe JOKYMEeHTH:

Manka No 1 ,,3agBrenne za y4yacTHe”, KOSITO BKJIIOYBA:

Onue Ha IpeACTABEHUTE MOKYMEHTH;

Enextporen emunen esponeiicku AOKYMEHT 3a OOLIECTBEHH NOPBYKH ¢ nrdopManus

OTHOCHO IHYHOTO CLCTOSHHC Ha YYaCTHHKA M KDHTEPHHTE 3a nonbop/ eEENJOII — ewg

Gopmam - espd-request punozcenue No2/;

Manka Ne2 ,, Texunuecko IpeyIojKeHHEe», KOETO ChAbPKA:

JoxymeHT 3a ynmbanomommasase, xoraTo JHLETO, KOETO mojaea odeprara, He € 3aKOHHHST

IpecTaBUTEN HA YYACTHHKA;

llpennoskenre 3a H3UBIHEHHE Ha NOpbYKaTa B CBOTBETCTBHE ¢ TEXHHYECKaTa
cnennuKanus, m3rotBeno o Hpunooicenue Ne 3

Jlexnapaiis 3a ChIJIACKE C Kiay3uTe Ha aoroBopa - Hpunoocenue Ne 4;
Jlexnapaiws 3a Cpoxa Ha BATHIHOCTTA Ha obeprara - Ilpunooicenue Ne 5;

Jlexnapanus, ye xomHvyecTsaTa 3a JICKapCTBCHAS IPOAYKT ¢4 HAJIMYHH, B CAYYauTe 1Mo i, 55
an. 6 or 31 TXM — croSomen TEKCT;

',HBIGIHP&HHSI 34 OoCHTYpsIBaHe Ha HGO6XO,I[HMHTC KOJIMYECTBA HA OCIJGPHpaHHTe IIPOAYKTH 3a

(TpaHaTa M HPHUTEKABAT PA3PEIIHTSIIHH 33 ynorpeba, ceraacuo 3JIIIXM, [IPUTEXKABAT
CEPTHOUKATH YHOCTOBEPSBAINM KAYECTBOTO Ha [IPOAYKTHTE, JIMICBAT O(HIHANHK
chOOIIEHHS HIIH OrpaHMYHTENHN MEpKH 34 yIoTpeda Ha JeKapCTBEHH NPOAYKTH - ¢ HOMIIHC

Komucusita xoucratupa mo npencrapenns eEEJ[OIle manuue THproseka M mambuna
PEFHCTPALtNA U NPENCTABUTENCTBO, AEKIapHpa JIUICA HA 0BCTOSTENCTRA 110 §1 Ha 4n.57 ot
Mupexrua  Ne2014/24/EC; nmumca ma  ofcrostencrsa no §2 wma un37 JupexTusa
Ne2014/24/EC, nunca wa SANBIDKCHAS, CBBP3aHH C INIANAHE HAa HA JAHBHH W OCHI'YDOBKH;
§4, minca Ha ocHoBaHHA ¢ KOH(INKTH Ha MHTEpecH unn npodecuonansu Hapymenus:. IV
Kpurepun 3a mombop, pasmen A, rogmoct: ACKIapHpa PErucTpalys KaTo TBProBel u
Paspemenue 3a Thproeus Ha enpo c JIIT Ne IV-P-T-EUS-022-6, ot 27.12.2016r, Jnuensus 3a
IEHHOCTH C HAPKOTHYHH BellecTBa NeT-36/02.02.2016r, OTthHoCHO TEXHHYECKHTE
BEIMORHOCTH Ha y9acTHUKA:  Jlekapupa HanmmuHa coGCTBEHA M HaeTa CKnafopa Oasa B
CTpaHaTa, KOATO OTrOBaps Ha YCIOBHATA 3a CHXPaHCHNE Ha JIGKAPCTBEHHTE MpPOAYKTH W
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TapaHTHpa CBOCBPEMEHHO ¥ Ka4yeCTBCHO M3IBIHEHHE HAa IIOPHYKATa, JdeKNapHpa
COOCTBEHHU/HACTH TPAHCIIOPTHH CPEICTBA.
Komucusra efHHONYIIHO,
P E II 4

HoKyMeHTalMATa Ha yYaCTHHKA OTTOBaps Ha H3UCKBAHWATA HA JHYHO CHCTOSHHE
nozndop. ‘

Komucuara pasrexna npeacrasenute mokyMentH 3a OIT Nel, oTHOCHO
H3UCKBAHWATA 3a H3NBJIHEHUE Ha OPBYKATa M KoHcTaTtHpa: IIpeanoxenne 3a H3NLIHEHHE HA
nopEYKaTa, B ChoTBETCTBHE ¢ TC, obpazer Ne3; Ipunoxenue Nod, JEKIIapalys 3a CEIJIacHe ¢
Knaysute Ha joroeopa; [Ipuiosxenne No5, mexnapanus 3a cpok Ha BaMHIHOCT Ha oteprara 3
MECeIa; JeKiapanus 3a OCHIypABaHe Ha HeoOXomumure ,konmuectBa JIIT 3a cpokxa Ha
zoropopa; nexnapausa Obpasen Nel 3a peructpauus Ha JIIT 3a ynotpeba ¢ XapaKTepHCTHKA,
CEPTHOHMKAT 33 KadecTBO H JIANICA HA O(HIMAIHO CHOBHICHHE 4 OIDAaHHYUTEIHHY MEpKH
CBLp3aHM ¢ Hexcnawu peakuuy; Obpasen Ne2, mexnapupa, ue JIII uMaT HOpPMAaTHBHO
onpeneneHa nena mo wi.261a, an.1 or 3JITIXM.

KoMucusara exusoaymso,
P E I H

IIpuema, ye odeprara OTrOBaps Ha M3UCKBAHMSATA HA BB3TIOXKHTEIS 32 BHAMOIKHOCTH
3a U3N'BJIHEHHE Ha NIOPBHYKATa, B chorsercraue ¢ TC.

[Ipencenarensar Ha KOMHCHATA OTBOPH NNHK , TIpearany LeHOBH napaMerpr’” 3a OI1
Ne2 1 ormacu HEHOBOTO MPENIOXKEHUE 3a HoMeRKIaTypa Ne9 — 4 337.10 JIeBa, KpaHHa IeHa ¢
NAC. Tlpu manpaseHara mposepka B I13J] ce KOHCTaTHpa, Ye IPeANOXeHHTe LEeHH He
HaJIBUIIABAT HOPMAaTHBHO ONPEACISHATA LIEHA.

Komucuara npeMuHaBa KbM HpOBeXJAHe HA TPErOBODH C IIPENCTaBUTENS Ha
YYaCTHHKA. Y IBJIHOMOWIEHHAT NPEJCTABHUTEN 345BH, Ye CPOKBT HA BANHAHOCT Ha odeprara
crensa na ce cuuta 3a 120 nuu, crobpasio MOCOYEHOTO B MOKAHATA 2a yuacTHe. Chlio,
NOANBPXKA MIPEANOXKEHaTa B OQepTaTa UeHa H XKeJlae, IPY ONPEACITHETO My 3@ H3BIHHTEN
Ad CKIFOYH JOTOBOD 3a M3NBIHEHHE Ha OOIIeCTBEHAaTa MOPRYKA C NOCOYEHATa B odeprara
neHa.

He masaM cwriacme mpemmoxenata or MeH [HEC IeHa A3 ObIe OMIACSBAHA Ha
OCTaHATHTE YYACTHHIIH B IPETOBOPHTE.,

KomMucusara npuximoun paboTa B 13.00 vaca.

Yn.2 33/if] sbB Bpb3Ka cun.d2 an.5 ot 300
Ipencenaren:

Unenose:
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