MNPOTOKO.J

Huec, 03.01.2017r., B rp.lllymen, B kabuner CueTOBOACTBO B crpazara Ha
»KoMIliekcen onkonormaen uentep-Llymen” EOO/, rp.lllymen, ce mposene 3acenanue Ha
KOMUCHATA 32 NPOBEXIaHEe Ha OTKpuTa npouexypa no 3011 — |, JlocraBka Ha JEKapCTBEHU
npoaykTy 1o [lpunoxenue Nel”.

Kommucusra, HasmaueHa cbc 3anosern Ne001/03.01.2017r., na Yopasurens na
Brsnoxurens sanoura pabora B 11.00 yaca B nbaen cpertas: 1. KaneTa oneBa, Brrperuen
omutop, Ilpeacemaren, 2.ITnamen [lerkos, ropuct, unen, 3.JIepBonera IIETEBA
Mar.papmanedr, wien, 4.0-p CpeTnmana Apraynosa, nexkap OI'O, wnen 5.JIunusa Ilenera,
IOMOIIHYK (apManedT, uieH.

UneHoBeTe Ha KOMHCHSTA MOITBIHHXA Aexkmapauu no w51, an.8 ot IMI30I1, BeB
Bp.u1.103, ain.2 ot 3011

B 3acemamneto Ha KommcusTa He ce sBHXa YIBJIHOMOINEHH HPENCTABUTENN MU
npeAcTaBuTeny Ha Meana u CHII,

IlpencenarensT Ha KOMHCHITA MOKIAmBa IpeNCTaBeHuss OT JEeJOBOJCTBOTO HAa
Bb3noxuTeNs Ciuchk Ha y4acTHHLHMTE B OTKpuTara npoueaypa no 30I1, mogpeneru o
IIOPEAHOCT Ha BHACAHE HA JJOKYMCHTALMATA 38 YUaCTUE B [TPOLEAYPATA, KAKTO ClIEBA;

1*MEIO®APMA“ EOOJ] - Bx. 491/19.12.2016, 12.30 waca

2.”B. Bpayn Meanxar” EOOJI — Bx. Ned93/20. 12.2016r, 09.00 gaca;

3."OLOHUKC ®apma™ EOOJT — Bx.Ne451/22.12.2016r, 09.45 vaca;

4."COPAPMA TPEWIMHI™ AJT - BX.Ne452/22.12.2016r, 10.15 gaca;

S."MEIEKC” OO[1 - Bx. Ne453/22.12.2016r, 13.11 uaca; ,

6.”AJITA ®APMACIOTUKBJIC” EOOJ] — BX.Ned54/22.12.2016r, 13.15 gaca;

7“EKO®APM* EOO/, - 8x.Ned455/23.12.2016r, 10.10 yaca;

8.“OAPKOJI“ ALl - Bx. Ne458/22.12.2016r, 10.53 qaca;

9.“©APMHET* Al - Bx. Ne459/23.12.2016r, 13.53 qaca;

10.“POLI BBJITAPUS“ EOOJT ~ Bx.Ne460/23.12.2016r, 13.55 yaca;

11.“XUMHWMITOPT ®APMA® AJ] - Bx.Ne461/23. 12.2016r, 13.57 gaca.

Komucusta 3anouna oTsapsige Ha rogagenute ohepTH U KOHCTATUPA CENHOTO:

L“MEXOD®APMA% EOOJ - Odeprata ce Hamepu B ONAKOBKA — 37ipaB,
HETIPO3paveH, XbAT INMMK ¢ Haamue ,,Odepra 3a yyacte B o6uiecTBEHA MOpBYKa”, ¢
npeamMera ,,JlocTaBka Ha JIEKAPCTBERY NPOLYKTH 110 IIpunoxenne Nel“. Cren otsapsseTo Ha
IUTHKa CC HAMCpH Manka ¢ 4ena crpanuua Onuc Ha NpecTaBeHuTe JOKYMEHTH B odeprara
Il rouky, xakTo U 34paB nenpospadeH HIMK ¢ HAaARHC »lIpennarany LeHOBU napamerpr™.
Ot onuca e BHAHO, 4e B MammKaTa ¢ NpHIIOKEHO [Ipennoxenue 3a nsmoinermne na mopsukara,
noanucano ot I'eopru KATUHOB, ynbazomowen [IPEACTABUTEN IO ITBAHOMOLIHO per.
Ne29497/21.11.2016r, ma mHoTapuyc Awxma Halinenosa, ¢ pasion CPC, No558 wma
Horapuannara xamapa. Tpuma oT wieHoBeTe Ha Komucusta JKaHera Honesa, IIspBoneTa
IlereBa u Ilnamen ITerxkoB moammcaxa npencrasenute Ilpeanoxenue 3a w3mbiIHeHME Ha
NOpBYKaTa ¥ MK ¢, JIpejutarany LeHoBy napameTpu’.

2.”b. bpayn Meaukan” EOOJ[ — Odeprara ce Hamepu B OIIAKOBKA — 30pag,
HEMPO3padeH, XBIT VMK ¢ HAMMUC ,,JlocTaBKa Ha JIEKapCTBEHH MPOLYKTH I10 Hpunoxenue
Nel“. Cmen orsapsmeTo Ha mmka ce HaMEpH 4epHa manka ¢ d4enHa crpanuna Omuc Ha
IPEICTaBCHUTE JOKYMEHTH B oeprata 4 TOYKH, KAKTO B HAIIKATA Ce HaMEpH BTOpa I1anka
HBIT ¢ Texuuuecko NpemnoxkeHne 3a W3MbIHCHHE Ha NIOpBYKATA, MOANHCAHO OT XOpCeT
Iroep u Mandpen I'perop Mapie, nmociennus upes THIHOMOIHUK Ietsp Acenos, mo
TBIHOMOIHO per. Ne3143213.12.2016r, npu mopapuyc Amnna Halinenosa, per. Ne558 ma
Horapuanmara wamapa, ¢ paiion CPC. Hmepu ce u 3IpaB Hempos3paueH UMK C HANIIHC



»IIpennarann 1eHoBn mapamerpu®. Tpuma ot uneHosete Ha komucusta JKanera [onega,
IIspsonera IleteBa u Ilmamen ITerxos noxmucaxa npexacrasenure [lpemnoxkenne 3a
H3IBIHCHUE HA IOPBYKATA H IVIHK ¢ ,,[Ipeyiarany negopy rapameTpu,

3.”"ObOHUKC ®apma” EQOQJ — Odeprata ce Hamepw B omakoBka — 31pasB,
HEIPO3padeH, XBAT ITHK C Haamuc ,,3a yyactue B OI1 , JlocTaBka Ha JIGKapCTBEHU TPOAYKTH
no Ilpunoxenue Nel®. Cren OTBApAHETO Ha IIMKA ce Hamepuxa 26p [anku - IbpBara ¢
Helna cTpanuna ONHC Ha NPEeNCTABEHHTE NOKYMEHTH B oeprata 4 Touku, BTOpa mamka c
IIbAHOMOINHO ¥ IIpennosxenne 3a u3nbiIHeHME Ha IOpBHKaTa, noamuca€o or Kpacumup
Huxonaes u  Jlamwema Hwukomopa — IBJIHOMOUIHMIK, C  IBJHOMOINHO  per.
No2511/29.11.2016r, ua Horapuyc [I.Komcanosa, CPC, p-Ne049 3a OIT Nel m BTOpH
KOMILTEKT CBLIMTE HOKYMEHTH 3a yuacTtre B OIT Ne2. Hamepuxa ce 26p 3ppasu menpospaunu
TIHKOBE ¢ Hamnuc ,lpemiarany nexosw napamerpn™ 3a OIT Nel u 3a OII Ne2. Tpuma ot
WICHOBETE Ha KomucuaTa XKauneta Jlonesa, [Isponera [leresa u [Tnamen [TeTkon oANHMCcaxa
npencraBenute lpeiioxenne 3a usmbiHeHHE Ha [oprUKara M IiuKosere ¢ ,[Ipennarann
LICHOBH I1apaMeTpu’,

4.”CO®APMA TPEWUJUHI” Al — Odeprara ce Hamepu B omakoBKa — 371pas,
HENPO3pateH, XbAT MK ¢ Hapnuc ,,Otbepra 3a OIT ,Jloctapka Ha TEeKApPCTBEHH NPONYKTH
no Ilpunosxenne Nol®. Crex OTBapfHETO Ha IVHKa ce Hamepmxa manka IIBI] ¢ wennma
CTpanuua OINC Ha TPEeACTABEHHTE NOKYMEHTH B odepTata 6 TOUKM, KaTO B MANKATA CE
0b03Hauen TEeXHUYECKH NPEMIOKEHHS CHOTBETHO 34 OIT Nel m OIl Ne2, mopmucanu ot
Pymen Kones, per.menumicsp »1IpOIaX6H", ¢ NpUNONKEHO IBIHOMONIHO HOTapHaITHO
3aBepeHo per.Ned754/20.09.2016r, Hotapuyc J1.Cotuposa, ¢ paiton Codus, p-Ned Q0.
Hamepuxa ce 26p 3apasn HEIIPpO3payHy IIMKOBE ¢ Haamuc ,,IIpeanaranu 1eHosu napaMeTpu
3a OIT Nel u 3a OIT Ne2. Tpuma oT uneHoBeTe Ha Komucusra JXanera Jlonesa, [TspBosiera
llerepa u ITnamen IlerkoB nomnucaxa npencraBenute llpeasiokenne 3a M3MBIHEHHE Ha
TopbuKata u nyuk ¢ ,,lpeanarani ueHosr napamerpu®,

S”MEJIEKC” OOJL — Ogeprara ce Hamepu B OIIaKOBKA — 3ApaB, HENPO3PaueH, KbIT
Tk ¢ 3a ygactae B OlI ,,JlocTaBka Ha nekapcTBeHy nponykty o Ilpunoskenune Nel“. Cren
OTBAPAHCTO HA IJIMKAa Ce Hamepuxa 30p mamkw. IIepBara ¢ wammuc ,,JlokymeHTH To
AOyCTHMOCT®, BTOpaTa Texmuuecko npemnoxerue 3a OIT Nel u Tperarta ,, Texumuecko
npemnoxxenue 3a OIT Ne2. B mbpeata mamka ce Hamepu Onmuc Ha NOKyMEHTHTE M
MHGOPMALMATe CHIBPXKAINE Ce B obeprata 25 ToukM. TexHHYECKHTE IIPEVIOKEHNs Cca
NoAmMcany oT A-p Emun Jlanes, ynpasuten. Hamepuxa ce u 20p 31paBU HENPO3payHH IIKKA
¢ Hagmuc ,Ilpennaranyu nexosu napameTpu®. Tpuma OT wieHOBeTe Ha xomucuara JKanera
Houesa, ITspBorera Ietesa u [lnamen Iletkon ltoanucaxa npeactasenuTe [Ipennoskenus 3a
H3UbIHCHHE Ha NOPBYKATa U IIIHKOBE ¢ ,,[Ipe/yiaranu 1eHoBy napaMmeTpu’.

6.”AJITA ®APMACIOTUKBJIC? EOOJ — Odeprara ce mamepu B onaxoska —
31paB, HCIpO3padeH, Kapss MK ¢ Haamuc ,,Odepra 3a yJacTHe B OTKPHTa IPOLEAypa
»/l0CTaBKa Ha nekapcTBeHU npoxykTH no Jlpunoxenue Nel“, 3a OII Ne2. Cnen OTBapsSHETO
Ha IUMKa Ce HaMepy manka ¢ denna cTpanuua ONMC Ha IIpeiCTABEHHTE IOKYMEHTH 3a
noadop, 11 Touxu, xaxro m 3xpas Henpospader 1K ¢ Haanuc llpennmaranu nenoBu
napameTpu®. OT omnmca e BUAHO, ue B Markara e npuioxeno IlpensioskeHue 3a U3MbIHEHME
Ha IOpbUKata, IOAnHCaHO oT Becka XKekosa Komesa, mbiHOMOLIHHK Ha Tonop Houes,
yhpasuten ¢ per. Ne31019 ot 23.12.2015r, HoTapuyc Au.Yaxwpos, p.Codus. Tpmma or
ICHOBCTE Ha KomucuaTa JKaneta Jlonesa, [Tnpronera ITetera u [naven IletkoB noanucaxa
npencraBenute [Ipennorxenne 3a u3mrbiHeHHe Ha IIOPBYKATA U INIMK C , JIpemiarany 1eHoBu
napameTpu’.

7.“EKO®APM“ EOO/J — Odeprara ce namepu B IIBI] onakosxa Ha KypHep, B Hes
CC HaMepW 31paB, HENpO3paueH, Ka(saB KK ¢ HAIITHC »3a ydactue B OIT ¢ pe3MeT
»/{OCTaBKa Ha JekapcTBeHH npoxyxtu o lpunoxenune Nel“. Crnesx oTBapsHeTo HA IIHKA e
Hamepuxa 30p Talku - IbpBaTa ¢ YeaHa cTpanmia CIMCHK Ha NPEACTABEHMTE NOKYMEHTH B
odeprara 18 Toukn, BrOpa € TpeTaTa nanky ¢ TeXHUYecKko MpeuIoKeHHe 3a U3IbIHEeHHE HA



noppukara mo OIl Nel m OIT Ne2, noanucanu or Anexcanawnp Teps3ues, MbIHOMOIIHHK 10
mend. p. Ne2030/052.11.2016r p.Ne2690, worapuyc M.Ilepycanosa, Ne236, Codus.
Hamepuxa ce 26p 3ApaBH HEMPO3pavHy [LIMKOBE ¢ HAMIUC ,,[Ipeaiarany eHOBH apaMeTpy™
3a OIT Nel u 3a OIT Ne2. Tpuma ot unenoBete Ha Komucusra XKanera Jlonesa, I[TspBoeTa
[lereBa u Ilnamen IleTkoB mopmucaxa mpencrasenuTe IlpemiokeHHs 3a H3NBIHEHHE HA
nopwuKaTa u 20p mMKoBe ¢ ,,[Ipeatarany neHoBH napameTpu .

8.“@APKOJI* AZl — Odeprara ce HamMepH B ONAKOBKA — 34paB, HEMPO3padeH, Kadss
K ¢ Hapmue ,,Odepra 3a ygacTde B OTKpHTa Npouenypa 3a Br3narane ma OIT ¢ mpeamer
,»JI0OCTaBKa Ha JIeKapCTBEHM HpoIykTu 1o llpumoxenne Nel®, 3a OIT Nel u OII Ne2. Cren
OTBapAHETO Ha ILIMKa ce Hameprxa 36p mkobose u 20p mumkose ¢ Haanuc ,Ilpemnarade
LIICHOBH IapamMeTpr . B mbpBus k06 denHa crpanuna Onuc Ha NpeICTaBEeHUTe JOKYMEHTH 4
TOUKH. B ocrananute nBa mroba ce Hamepu [Ipenioxkenne 3a H3MBIHEHNE Ha OPHYKATA 3a
OIT Nel u Bropustr 3a OIT Ne2. JlokyMeHTanusTa e I[OAMHCaHa oT Paito Kapues,
YI'bJIHOMOIIEH NPEeACTaBHTEN OT yrpaButenute Taus Muruena bazoresa u ['eopru bazores,
cpoTBeTHO 3m.jwmpextop u Ilpencenaren wa CJ]. TpuMma 0T uneHoBeTe Ha KOMHCHATA
Kanera [lonera, IlppBosiera Ilerea u [lnamen [lerxkoB mnoamucaxa HNpEeICTaBEHUTE
IIpemsioxkeHnsl 3a U3MBIHEHHE HA MOpbYKAaTa M IUIMKOBE ¢ HAmmHC ,,[IpeflaraHy LEHOBH
napameTpu’’.

9. “©DAPMHET* A/l — OdepraTa ce Hamepd B ONAKOBKA — 37paB, HENpO3padew,
kadss mmuk ¢ wagmuc Odepra 3a ywacTHe B OTKpuTa mpomeaypa 3a ,JlocraBka Ha
JEKapCTBEHU IpoaykT o [lpunoxenue Nel®, 3a OIT No2. Cnen oTBapsHeTo Ha IUTHKA Ce
HaMCpH Hamka ¢ geaHa cTpaHuia ONuc Ha IpeacTaBeHuTe JOKYMEHTH B odeprata 13 TouKH,
KaKTO B HalkaTra ce HamepH TexHHYeCckO NpPEeMIONKEHHE 3a M3IBJIHEHHE Ha NOPBYKATa,
nonnucano oT Becka Mapernka, n3msnautenen nupektop. Hamepu ce u 31paB Henmpospaden
MK ¢ Haanuc ,llpemnaranu neHOBH mapameTpu. TpuMa OT UlEHOBETE HA KOMHCHSTA
Kanera [lomesa, Ilvpsonera Iletesa u Ilnamen IleTKOB mOAMHCaxXa IIpeCTABECHHTE
IIpemutoxenue 3a M3MbIHEHHE Ha IOPBUKATA U UMK C ,,IIpeaiarany eHOBH napameTpu’.

10.4POII BBJIIAPUA“ EOOJ - Odeprata ce Hamepu B ONAKOBKA — 3IpPAE,
Henpo3payeH, kadas mmk ¢ Haanuc ,,Odepra 3a yyacTre B OTKpHUTA IPOIEAypa 38 Bh3JIAraHe
Ha OII ¢ npenmer ,,JloctaBka Ha ekapcTBeHH NPoayKTH 1o Ipunoxerue Nol*, 3a OIT Nel u
OII Ne2. Cren oTBapsHeTo Ha IHKa ce Hamepuxa 36p [IBL] nanke 1 26p [IHKOBE ¢ HAIIHC
»llpennarane nenosu napameTpu”. [Teppara manka ce HaMepy ¢ HAAIUC ,,3asABieHUE 34
ydactue™ ¢ 4enna crpanuna Omuc Ha NpencTaBeHUWTe JOKYMEHTH 15 Touku. B ocraHanute
ABe manku ce Hamepw llpemmoxxenue 3a m3mbinenune Ha nopbukata no TC 3a OIT Nel u
BTopara 3a OIT Ne2. JloxymenTauusra e roanucana or Meroaus YaluKOBCKa U, yIPABHTEN U
I'eprana 3apeBa, TBLPrOBCKH IBIHOMOLUHMK. Hamepu ce M TBProBCKO NBIHOMOLIHO Ha
I'eprana Munanosa 3apesa, per. No3256/16.09.2016r, na notapuyc Enka Unuesa. Tpuma oT
4neHoBeTe Ha KomucusaTa XKanera [lonesa, [Tepsoneta Ileresa u [1namen IleTkos moamucaxa
npencraBenute llpemnoskenus 3a M3IBIHEHME HA [OPBUKATA M IUTHKOBE C HAIHC
L Ipe/utarany IeHOBH apaMeTpu®,

I1L“XUMUMIIOPT ®APMA% ANl — Odeprata ce HaMEPH B OIAKOBKA — 34pas,
HenpospadeH, kadas muk ¢ Hanmuc ,,Odepra 3a OI1 , JlocTaBka Ha JeKApPCTBEHHU IPOAYKTH
no Ilpunoxenne Nel®. Cren orsapsmeTo Ha mivka ce Hamepuxa nanka [IBII ¢ uenHa
crpanuua ONHC HA NPEACTABEHHTE HOKYMEHTH B odeprata 6 TOUKM, KAaTO B IAamKaTa Ce
obosnauenu Texmuueckm mnpemioxeHus cboTseTHO 3a OIT Nel m OIT Ne2, mojmucand oT
Anexcannpp  Ilamymes u  Ilgeran  BoTes,  M3M.OMpeKTOpH,  NpeACTAaBIIIBALIA
»3aenHo” . Hamepuxa ce 26p 3/1paBu HENpo3pauny IUTMKOBe ¢ Hammuc ,,lIperarany LEeHOBH
napameTpu™ 3a OIT Nel u 3a OIT Ne2. Tpuma oT uneHoBeTe Ha KomucusTa JKanera Jlouesa,
[TepBosiera Iletera u [lnamen IleTkoB mnoamucaxa IpeACTABEHHTE Ipennoxenue 3a
M3IIBJIHCHME Ha IIOpBYKaTa ¥ KK ¢, Jlpennaranu nenosu napamerpu®.



Ha ocuopanme win.54, an.6 or II1301], ¢ u3BBPIICHHTE ACHCTBHSA NPUKJIIOYBa
yOnuyHaTa 9acT OT 3aCEeIaHUETO HA KOMHUCHSTA.

Komucusta 3anoyna pasriexaaHeTo Ha 3agBIeHHETO HA YUACTHHKA M HATMUHETO Ha
uspcKyemute 10 wi.39 ot IMI30I1 u u3uckyemute cut 0T BB3nokuTens JOKYMEHTH.

Ilo usnckBanuaTa Ha Bu3noxurens Besika odepTa TpaGBa Ja Chabp:Ka:

1.0muc Ha pencTaBeHUTe NOKYMEHTH;
2.Exvuen eBponecky TOKYMEHT 3a OOLIECTBEHY MOPBYKK C HH(OPMALIMS OTHOCHO JIAIHOTO
CBCTOSIHUE Ha YUaCTHHKA M KPUTEPHHUTE 3a noadop / EEJIOII - Ipunooiceriue Ne2/,
3. TeXHHYECKO MPEUIOKEHHE, KOETO ChAbPKA:
3.1.JloxymeHT 3a yIrpIHOMOIIABAHE, KOTaTo JIMLETO, KOETO 1oAaBa odepTarta, He ¢ 3aKOHHUAT
NPENCTaBUTEN Ha yYaCTHHKA;

3.2. IlpensoxeHue 3a M3MBJHEHHE Ha NOpPbYKATA B CHOTBETCTBHE C TEXHHUECKATA
crieunuKanus, #3roTBEHO 110 [lpunooicerue Ne 3.

3.3. exnapanus 3a chriiacue ¢ KIaysure Ha n0rosopa - Ilpunooicerue Ne 4;

3.4.[lexnapaiius 3a Cpoka Ha BaJIHAHOCTTa Ha oeprara - [punooicerue Ne 5,

3.5. Jlexsniapauus, e KOJMYECTBATA 3a JIGKAPCTBEHHUS IPOAYKT Ca HANHYHH, B CIYYAUTE 110 UL,
55 ai. 6 ot 3JIIIXM — cBOGOAEH TEKCT;

3.6. Jlexnapaus 3a OCHIypsBaHe Ha HEOOXOAUMHTE KOJHUYECTBA HA O(EPUPAHUTE [IPOLYKTH
3a LIENHS CPOK Ha JOoroBopa — cBOBOAEH TEKCT;

3.7. lexnapanus, ye HnpeiarannTe JIEKapcTBEHH MPOLYKTH ca PETMCTPHPAHHU 3a yrnoTpeba
B CTpaHaTa ¥ NPUTEXKABAT paspelinTe/Hu 3a ynorpeba, cbriacno 3JITIXM, mpurexasar
CepTHQUKATH yNOCTOBEPSABANM KAYECTBOTO HA [POAYKTHTE, JHIICBAT O(HLHATHHA
CHOOLIEHHS! UJTM OTPAHMYHTETHN MEPKH 38 ynoTpeba Ha NeKapCTBEHH IPOAYKTH - C IOAIIHC

4 MOKBD redart, [10 OBPA3EL]

3.8. [HMexnapanus, dWe odepupaHWTEe JEKAPCTBEHH MPOAYKTH HMAT HOPMATHUBHO
OnpefienieHa ieHa, ChriacHo wi. 261a, an. 1 ot 3JIIIXM u npemiaranaTta ot Y4acTHHUKA [IeHa
HE HaJBMINABA CTOMHOCTTA Ha OIAKOBKA M34MCJEHa Ha 0asa pedepeHTHAa CTOMHOCT, B
CIly4al, 4€ yYaCTHHKBT ObAe ONpEeNeNeH 3a H3IBIHWTE] aBTOMATHYHO INe ChoGpassisa
[IPOMCHUTE HA ABPXKABHO PETYIMPAHMUTE LIEHH, KOTaTo € B I10Ji3a Ha BB3J0KHUTENT U IIe
AOCTaBS JICKAPCTBECHUTE MPOJYKTH Ha HAMANCHHUTE [IEHH, CIUTAHO OT AATATA Ha IPOMIHA Ha
nocnenHuTe B [1o3uTHBEH JIEKapCTBEH CITUCHK - C NOAKMC U MOKBD neuat, [T0 OBPA3EL.

4. LleHOBO mNpeloyKeHME Ha yHacTHHKA Ce W3rOTBY 10 [lpunooicenue Ne 6 "LleHoBO
npezsoxenue”/; [pencraps ce Ha XapTHEH M MAaTHUTEH HOCHTEN/

OTHOCHO CHLOTBETCTBHE HA YJacTHHUIHTE ¢ KPUTEPHHTE 32 HO}I60p

3. YyacTHHIMTE AeKNapHpaT JUIICaTa Ha OCHOBAHMATA 32 OTCTPAHSBAHE U CHOTBETCTBUETO CH
C KpUTCPHHTE 32 NOAOOD  upe3 NpeicTaBsHEe Ha EMMHEH €BpONEHCKH MOKYMEHT 3a
obuiecTseny nopwsuxu /EEJOIT — Hpunooicerue Ne2).

* B mosu Ookymemm ce npedoCcmags CbOmGemHAMa UHDOPMAYUA, USUCKEAHA OM
BLINOACUMENS, U CC NOCOHEAM HAYUOHARHUME 0G3U OanHU (MYOIUYHUME PESUCMPY), 6 KOUMO
ce cvovpocam Oexaapupanume 06CMOSMENCmMBa, UMY KOMNCMEHMHUME Opeany, KOUmO
Cb2RACHO 3aKOHOOGMENCMEOMO HA ObpiCcasamd, 8 KOAMO YUACWHUKLIN € YCMAHOGEH, Cd
ONBIICHY OQ NPEOOCIMABIM UHPOPMAYUS.



* Koeamo usuckeanusma no wi.54, an.l, m. 1, 2 u 7 om 30I1) ce omuacam 3a noseue om
eOHO uYye, GCUYKU AUUA NOONUCEUM eOUH Ul cvuy EEJIOI

* Kozamo e nanuye neobxodumocm om Sawuma Ha AudHUmMe OaHHY ULU NPU Pasiuyue @
obcmosmencmeama,  C6LP3AHU € AUYHOMO CoCmosANe,  UHDOPMAYUAMA — OMHOCHO
usuckeanuama no wi.d4, an.l, m.1, 2 u 7, ce nonwasa 6 omoenen EEJIOI 3a scaxo nuye uny
30 HAKOU OM IUYama.

M3uckBanust kpm YH9acTHHUHTE 110 OTHOLICHHE HA JIUYHOTO UM ChCTOSIHUE:

4.1. M3ucKBAaHUSt KbM Y4YaCTHUIHTE M0 wi.S4, aa. 1 or 30I - ocuosamms 3a
3abJUKATEIHO OTCTPAHABAHE:

HopMmaTHBHOYCTaHOBEHHTE H3UCKBAHUS HA Wi 54, an.1 oT 3011 OTHOCHO TUYHOTO CHCTOSHHE
Ha YYaCTHHUITUTE ca a0COMIOTHO 3aabJOKHTENHHN, 3aTOBA Y4aCTHHIM, KOUTO HE OTTOBApST Ha
TIOCOICHATE U3HCKBAHMS 1Ie OB/AAT OTCTPAHEHH OT YYACTHE B IPOLEAYPATa.

4.2. M3uckBaHUsI KbM YYACTHHUHTE NoO 4135, anl or 30Il - ocHoBanus 3a
HE3abJOKHTETHO OTCTPAHSIBAHE:

HopMaTHBHOYCTaHOBEHNTE H3UCKBAHKS HA Ul 55, an.1 o1 3011 OTHOCHO AMYHOTO CHCTOSHHE
Ha yYaCTHHULIUTE Ca HE €A 3aJb/UKMTENHM, 3aTOBA y4YaCTHHLH, KOHTO He OTroBapsiT Ha
TIOCOUCHATE U3UCKBAHKA HAMA Jla OBAAT OTCTPAHEHH OT YYACTHE B IPOLELYPATA.

* Yuacmuuyume ca onwvorcnu da YBEOOMAM NUCMEHO Gb3N0JICUMENT 8 3-Oneser CpoOxK om
Hacmeneane na obcmoamencmeo no 4i. 54, an. 1 om 3011

Mepku 3a 10Ka3BaHe HA HAXEKIHOCT:
5.1. Y4acTHHK, 32 KOTOTO Ca HAIUIE OCHOBAHHS [0 yn.54, an.l om 30I1 uma npaBo na
TIPE/ICTaBH I0Ka3aTesICTBa, Ye € IPEeANpHeN MepKH, KOUTO rapaHTHpaT Heropata HaJEeXHOCT,
BBIIPCKH HANMIHUETO Ha CHOTBETHOTO OCHOBAHHE 32 OTCTpAHsBAHE.

5.2. Korato 3a y4aCTHHKa € HaNHLE HIKOE OT OCHOBAHMSTA 34 OTCTpaHsBaHe 10 wi. 54, an.l
ot 30I1 v npeau noxasanero Ha odeprara Toi e Opeanpyes MepKHY 3a JOKa3BaHe Ha CBOSITA
HaIeHIHOCT, Te3u Mepku ce ormuceat 8 EE/IOI1. YyacTHUKBT [pecTass KaTo JoKazaTecTsa
38 HaleXNIHOCTTa CH JOKYMEHT 3a H3BBbPUICHO MJallaHe WK CIOpa3syMEHHUE, WIH JPYT
AOKYMEHT, OT KOHTO Ha € BHIHO, Y€ 3aJL/DKCHUATA ca OOE3NCUeHH WIH Ue CTpaHHUTE ca
AOTOBOPHJIA TSIXHOTO OTCPOYBAHE MM PAa3CPOUBAHE, 3a¢JHO ¢ MOTACHTENCH IUIAH W/HIH C
HOCOYCHH [IaTH 3a OKOHYATENIHO M3ILIAllaHe Ha HBIDKHMUTE 3aIBIKCHUS HIH € B IpoLec Ha
M3IUIAIAHE HA NBJDKMMO OOE3IETEHHE, HIH JOKYMEHT OT ChOTBETHHS KOMIICTEHTEH Opras 3a
HOTBBPIKICHNUE HA OITHCAHUTE OOCTOSTEICTRA.

B'I:?JIO)KHT@II}IT IIpenecHsBa NOPEeOnpUeTUTE OT YHaCTHHKa MCPKH, KarTo OTYHTA TEKECTTA
H KOHKDETHUTE O6CTOSIT€IICTBa, CBBP3ARM C IMTPECTBIICHUETO HiIH HapymeHHeTo. B cnyqaﬁ qc
IPEANPUHETHTE OT ydJaCTHHKa MEpKH ca AOCTaThYHHU, 34 Ja ce rapagtTupa Herorara
HaJCHKIHOCT, BB3JIOKHUTEISAT HE o OTCTpaHsiBa OT nponenypara. MotuBuTe 32 IpueMaHe Hiau
OTXBBPISIHE Ha IpeanpueTuTe MEPKHM 3a HaJAeXIHOCT OT Y4JaCTHHKa H TIPEeaCTaBSHUTE
AOKazaTesICTBa Ce 10COUBAT B PEWECHHETO 3a KJlacupase.

H3uckpanust kbM yuacTHHUMTE, CBbP3aHH C KPUTEPUUTE 33 MOAGOD

C Kpumepuume 3a nodéop ce onpedensm munumannume U3UCKEAHUA 34
donycmumocm na oepmume.



V3MCKBAaHASL OTHOCHO TOXHOCTTA (IPABOCHOCOGHOCTTA) HA YYACTHHLHTE 32
YHpaskHsBaHe HA NPOQECHOHANHA NeHHOCT:

6.1.1 YuacTuunure TpabBa Ja Ca PErUCTPUPAHH KAaTO THPrOBLH H [ HMAT [IpaBo [a
OCBIICCTBABAT THPrOBHA Ha €JPO C JIEKAPCTBEHH NPOAYKTH B CHOTBETCTBHE C HOPMHTE HA
3aKoHa 3a TEKapCTBEHHUTE IPOIYKTH B XyManHata Memumuaa (3JIIIXM).
3a nokasBaHe HAa CBOTBETCTBHETO C II0COMEHOTO W3MCKBAHE YYACTHHIUTE, CHeABA A
npencraBat uHpopmarms B uact IV pazgen A na EEJIOIL.

6.1.2. VyactHuuute TpsabBa Ja MMAT [PABO Ja M3BLPIIBAT THPIOBHS HA €Ipo C
NICKAapCTBCHH NPOIYKTH, ChABPKAIUKM HAPKOTMYHU BEILIECTBA, ChriacHo Hapenba 3a pena 3a
KNacHQUIMpaHe Ha PACTEHMSATA M BELIECTBATA KATO HAPKOTHUHH, 10 pena Ha 3akoH 3a
KOHTpPOJI BBPXY HapKOTHYHHTE BeuiecTBa u npexkypcopure (3KHBII). 3a moxassaHe Ha
CHOTBETCTBHETO C [OCOYEHOTO H3HCKBAHE YYACTHULMTE, CIEABA Ja IPEACTABIT HHbOpManus
B yacT IV paznen A na EEJIOII.

Hudopmayusa no m.6.1.2. ce npedcmass, camo Ko2amo yuacmuuikvm nodasq
odepma 3a _me3u HOMEHKNQMYDHU _eQunuUH _Om__060cobena no3uUui, KOUMO Cd
JleKapcmeenu RPOOYKHIU, ChbObDHCAULU HADKOMUYHH geU{eCmEd.

6.2.Bb310KUTEJAT He INOCTAaBsl HM3UCKBAHH KBbM HKOHOMHYECKOTO H
(i)PIHﬁHCOBOTO ChCTOAHHE HA YYACTHHLIUTE B npouexypara.

6.3. U3ucKkBanust OTHOCHO TEXHHYECKHTEC Bb3MOKHOCTH HA YHacCTHHOUTE

6.3.1 YuactHumuTe TpsabBa ma pasmosnaraT ChC CKIAnoBa 6a3a, KOSTO OTroBaps Ha
YCAOBUATA 328 CHXPAHCHHE HA JICKAPCTBEHHUTE NPOJLYKTH, 38 Ja FApaHTHPA CBOEBPEMEHHO U
Ka4eCTBEHO U3IIBIHEHHE Ha TOPhYKATA.
3a mokasBaHe Ha CBOTBETCTBHETO C TOBA M3MCKBAHE YYaCTHHUMTE CIeNBa Ja TOCOYAT
Heobxoaumara uHpopMAaIUA 3a CKIagoBara 6a3a, ¢ KOSATO PAsNoNaraT 3a ChXpaHEHHE Ha
JNICKAapCTBEHUTE NPOAYKTH B Tabnuna B: Texuuyecku u npodecnoHansn criocobHOCTH, YacT
IV, Kpurepuu 3a nonbop" na EEJJOIL

6.3.2. YyacTHuIMTE TpsOBa Ja pasnonaraT ChC COOCTBEHH WU HAETH TPaHCIIOPTHHU
CPCACTBA, OCUIYPSBALIA NPABUIHOTO ChXPAHEHUE ITPH TPAHCIIOPTHPAHE H Pa3sNpOCTpaHEHHUE
Ha JEKapCTBEHHUTE IPOAYKTH. ,
3a noKasBaHe HA CBOTBEICTBHETO C TOBA M3HCKBAHE YYACTHHIUTE ClEABA A4 TOCOYAT
HeoOXxonnmaTa MHPOPMANHs 32 TPAHCIOPTHATE CPEACTBA, C KOMTO pasmoiaraT 3a
U3ITBJIHEHHE Ha Nopkukarta B Tabnuua B: Texuuyecky u npodeCHOHaNHEN cnOCOGHOCTH, 4acT
IV, Kputepuu 3a nogbop" na EEJOIT.

Bb3noxurenaT Moxe Ja W3HMCKBA OT YYACTHHLMTE 110 BCSKO BpEME 1A MDPEACTABAT
BCHYKH HJIM 4YacT OT JOKYMEHTHUTE, 4Ype3 KOMTO Ce [0Ka3Ba WH(POpPMaLHATa, [IOCOYEHA B
EEJIOII, xoraTo T0Ba & HEOGXOAMMO 38 3aKOHOCHO6PA3HOTO NPOBEKAHE He npouenypara.




Ilo opranmsanusTa na pabotara, KOMHCHSTA €AHHOTYIIHO,
P E Il U

Hamuyuero Ha JOKYMEHTUTE 3a HOJI6OP me Onae HPOBEPCHO, Karo B IIpOTOKOJIa
H3PpHYHO IIe Ce BIIHINAT JHWICA Ha JOKYMEHTH, HEIBJIHOTA Ha AOKYMEHTH, K4aKTO U BCSIKO
APYro OTKJIOHCHME OT U3UCKBAHMSITA HA 38KOHA U BB3JIOKHUTEIIA,

ITo HU3HUCKBAHUTA 34 H0ﬂ60p KOMUCHATA KOHCTATHpA:

L*MEJO®APMA“ EOOJ - Hannue e FEmunen €BPONECHCKH HOKYMEHT 3a
OOLIECTBEHH TOPBYKH ¢ WMHGOPMALMS OTHOCHO JIHYHOTO CbCTOSIHME Ha YYaCTHHUKA u
KpuTepuuTe 3a nmoabop, obpazeu Nel, 110 w3uCKBaHuSITa Ha Br3noxurens, moampcan oT
I"KaTtuHOB, ¢ HpUIOKEHO MIBIHOMOIIHO /OMHCAHO no-rope/. Brnucanu ca MHHHUMAQTHHTE
MSHCKBAHHS 3a NOILyCTUMOCT Ha O(QepTUTE paspeluenue 3a ThPrOBHS Ha eapo.

KomucusTa npuema, de npemioxenneTo Ha YYacTHHKa OTTOBapsi Ha W3UCKBAHUATA 3a
JITIHO CBCTOSTHUE M Ha KPUTEPHUTE 3a 1000p. [IpeBua HA TOBaA, KOMUCHSTA E€AUHOAYIITHO

P E II U

[IPEJVIOJKEHUETO Ha yyacTauka OTroBaps Ha H3MCKBAHUATA 34 JIMYHO CHLCTOSHHUE H
Ha KpUTepuuTe 3a roabop.

HpHCT’LHBa KbM pasriexjaHe Ha TCXHI/IHSCKOTO OPEJIOKEHUE U KOHCTaTtHpa:

3a OIT Nel — [IpeacTaBs NpeasiokeHne 3a H3IbIHEHHE Ha NOPBHYKATA B CHOTBETCTBHE
C TEXHUYECKaTa crielubuKalys, u3roTsero 1o /Ipunoocerue N 3, 3a OIT Nel , HOMEHK/IaTypH
NeNe 375, 377, 378, 379, 380, 382, 383, 384, 386, 389, 404, 441, 443. Ilpencraps
Jexsapanus 3a Cbriuacue ¢ Knaysure Ha Rorosopa - /Ipunodicenue Ne 4; lexnapamus 3a cpoka
Ha BalMAHOCTTa Ha obeprata - [Ipunooicenue MNe 5; Hexnapanus, 4e koiddyecTsara 3a
JICKapCTBeHUS MPOAYKT Ca HATMYHH, B CIy4auTe no 4i. 55 ai. 6 oT 3JIITIXM; Hexnapanus 3a
OCHTYpSBAHC HA HEOOXOAHMHTE KOAHYECTBA HA O(epupanuTe NPOJYKTH 3a LEIUss CPOK Ha
RoroBOpa; [lexknapanus, ye Hpe/narandTe TeKapCTBEHH NPONYKTH Ca PErHCTPUpPAaHH 3a
ynoTpeba B cTpaHaTa M HPUTEIKABAT paspeluTenHy 3a ynorpeba, cwriaacHo 3JITIXM,
TIDUTEKABAT CEPTHQUKATH YIOCTOBEPSBAIIM KAYECTBOTO HA OPONYKTUTE, JHIICBAT
obunuanHu CHOBIIEHUs HIH OTPaHMYHUTENHH MEPKH 3a ymnorpefa Ha JieKapCTBEHH
IPOAYKTH - ¢ HOANHC U MOKbp meduar, ITO OBPA3ELL; Jexmapauus, ue odepupaHuTe
JICKAPCTBEHH MIPONYKTH MMAT HOPMATHUBHO ONpe/eeHa LIeHa, ChbIIACHO I, 26la, an. 1 ot
3JIIIXM u mpepniaraHaTa OT y4acTHHKA IeHa He HaaBuIIaBa CTOWHOCTTAa Ha OIIaKOBKa
H39UCNieHa Ha 0asa pedepeHTHA CTOHHOCT, B Clly4al, 4e y4aCTHHKBT OBJIe ONpeaeNeH 3a
U3IBIHATEN 4BTOMATUYHO IIE CHOOPA3sBA NPOMEHUTE HA ABPIKABHO peryiIupaHuTe LieHH,
KOraTo e B 1107132 Ha BB3IOXUTENS 1 1Ie A0CTaBS eKapCTBEHUTE IPOAYKTH Ha HaMaJeHUTe
HCHH, CHHTAHO OT jJarara Ha IPOMSHA Ha [ocieHuTe B [103UTHREH JIEKapCTBEH CIUCHK - C
TOANHC ¥ MOKBD neyat. KOMHCHSTA eMHOAYIIHO [TPHEMA, Y€ TEXHHYECKOTO OpeaIoKeHUE
Ha yqacTHHKa OTroBapst Ha u3nckpanuaTa Ha 3011 ¥ Te3H NOCTaBEHH OT BB3IOMUTENS.

2.”b. bpayn Megukan” EOOJl — Hajmue e Enunen eBponelicku mokymeHnT 3a
OOILICCTBEHH MOPHYKM ¢ HHGOPMALMS. OTHOCHO JHYHOTO CHCTOSHHUE Ha y4acTHHKA H
KpurepuuTe 3a noxbop, obpasen Nel, mo W3MCKBaHHMSTA HA Brsnoxurens, mommucaH ot



Xoper Iroep 1 Maugpen Mapite. Brincann ca MUHHMATHHTE M3UCKBAaHHUA 38 JOTYCTHMOCT
Ha 0QEepTHTE paspellieHHe 3a THProBUs Ha enpo.

Komucusra npuiema, ue npemioxkennero Ha YYaCTHHKa OTroBapsl Ha H3HUCKBAHUATA 3a
JIMIHO CBCTOSIHUE M HAa KPUTEpHUTE 3a nondop. [Ipensua ua ToBa, KoMucHsITA E€AUHOIYIIHO

HPEJUIOXKEHMETO na yyacTHuka OTrOBaps Ha M3UCKBAHUATA 34 JTHYHO CHCTOSHUE U
Ha KPHTCPHHUTE 3a IIOHO0P.

HpI/ICTT)HBa KBM pasriexane Ha TexHHYecKoTo NpEeaIOKEHYE 1 KOHCTaTHpa:

3a OII Nel - Ilpencrass npeanoxeHyte 3a H3NbIHCHAE Ha NOpBHYKaTa B CbOTBETCTBUE
C TeXHH4YecKaTa Crenu@UKalus, U3r0TBEHO 10 Lpunooicenue Ne 3, 3a OIT Nel, HOMEHKJIATYPH
NeNe 107, 134, 135, 138, 139, 140, 141, 142, 151, 152, 153, 154, 155, 165, 174, 185, 186,
189,190, 314, 315, 318, 319, 403, 417, 476, 477, 478,479, 519, 604, 605, 606, 607, 608, 609,
611, 616, 619. Ipencrass Hexnapanus 3a csriacue ¢ KiaysuTe Ha norosopa - /punooicenue
Ne 4; Jlexnaparius 3a cpoka Ha BAIHAHOCTTA Ha odeprata ¥ TOAMHCAH IIPOEKT HA JOTOBOP -
Ipunooicenue Ne 5; Jlexnapanmus, ue KOTHIeCTBATA 3a JIEKapCTBEHUS NPONYKT Ca HAIMUHH, B
ciydaute no ui. 55 an. 6 ot 3JIIIXM; Jlexnapauus 3a OCUTYpsIBaHE Ha HeOOXOIMMHTE
KOIIMYECTBA Ha OQEPHPAHWTE NPOAYKTH 3a HENHS CPOK Ha norosopa; Jexnapamwus, uye
fIpelilaranuTe JICKApCTBEHH IPOIYKTH Ca PErHCTPUPAHH 3a yrnoTpeba B cTpaHaTa W
NIPUTCXKABAT pa3spelltuTesiHy 3a ynoTpeba, cerinacho 3JIIIXM, npuresxasat cepTH(HUKATH
YAOCTOBEPABAIK KAYECTBOTO Ha IPOAYKTHTE, JIMICBAT O(GHLHAIHH CHOOINEHHS MK
OTPaHMIHTENHN MEPKH 3a yIoTpeda Ha 1eKapCTBEHHM NPOAYKTH - C MOMIHC H MOKBP Iedar,
ITIO OBPA3EL; Mexnapauus, e O(epHpaHuTe JICKAPCTBEHH MPOIYKTH HMAT HOPMAaTHBHO
ONpEIICIICHA IeHA, CBIIACHO Wi. 261a, an. 1 ot 3JI[TXM u npemnaranara ot Y4acTHHKA lEeHa
HE HaJBMIIaBA CTOHHOCTTA Ha ONAKOBKA M3YMC/IeHA HA Gasza pedepenTHa CTOHHOCT, B
ClydaH, 4e y4acTHMKBT OBJE ONpeleleH 3a WM3IBIHHTEN aBTOMATHYHO uie chroOpa3zsiBa
TPOMEHHTE Ha NBPKABHO PEryJTHPaHHTE LEHH, KOraTO € B NOJ3a HAa Bb3IOXUTeNd U e
AOCTaBd JICKapCTBEHUTE IPOJYKTH Ha HAMaJIeHUTE IIEHH, CYHTAHO OT JAaTaTa Ha IIPOMSIHA Ha
nocnennuTe B 1I03UTHBEH JEKAPCTBEH CIHCHK - ¢ MOANHC M MOK®p 1edaT. Komucusita
CAMHONYIIHO TIPHEMA, W€ TEXHHYECKOTO NPE/UIOKEHHE HA yYaCTHHKA OTTOBaps Ha
usrckBanusaTa Ha 3011 u Te3m nocTasenu ot Beanoxxures,

3.”@bOHUKC ®apma” EOOJI — Hamuue e Enunen CBPOMNEHCKH AOKYMEHT 3a
OOINECTBEHM TMOPBUKE ¢ UHDOPMALHS OTHOCHO JHUHOTO ChCTOSHHE HA YYacTHHKa U
KpuTepHuTe 3a noabop, obpazen Nel, mo wm3ucKBaHMSTA HA Br3noxurens, noamucan or
Xoper lroep 1 Mandpen Mapre. Brucann ca MHHHMATHHTE U3HCKBAaHUSA 3a HOMYCTHMOCT
Ha OEePTHTE paspeleHre 3a THPrOBHS Ha epo.

Komucusra npuema, ye npemroxennero na YYaCTHHKa OTrOBapsi HA M3MCKBAHUATA 34

JITIHO ChCTOAHKE N Ha KpUTEPHHUTE 3a noxdop. [Ipensus Ha ToBa, KOMHCHSTA EAUHOIYLIHO

P E I U

IIPEJUTOXEHUETO Ha yyacTHEKA OTroBapsi Ha H3MCKBAHUATA 32 JIMYHO CHCTOSHHE H
Ha KpUTEPUHUTE 3a 1oAGOp.

HpncmnBa KBM pasriexiane Ha TexXHHYecKoTo NpPEIJIONKEHHUE U KOHCTaTHpa:

3a OII Nel — [IpencTaBst npeanoxKeHye 3a H3TbIHEHHE Ha IIOPBYKATA B CBOTBETCTBHE C
TCXHHYECKATA CIICUH(HKALMS, HITOTBEHO 1o [Tpunoscenue Ne 3, 3a OIT Nel, HomenkaTypu



NeNe 1,2,3,4,5,7,8,9, 10, 11, 12, 13, 14, 18, 24, 25, 26, 27, 28, 30, 31, 32, 33, 45, 46, 48,
50, 53, 55, 56, 65, 67, 82, 96, 97, 100, 101, 104, 105, 106, 107, 108, 109, 111, 115, 117, 118,
119, 126, 137, 141, 142, 143, 144, 149, 150, 158, 160, 163, 168, 170, 172, 174, 178, 179, 181,
182, 185, 186, 187, 191, 192, 197, 198, 199, 200, 201, 205, 207, 208, 209, 210, 211, 221, 223,
224,225,226, 228, 229, 230, 231, 233, 238, 245, 246, 247, 248, 249, 250, 251, 252, 253 ,254,
255,256,257, 258, 259, 261, 262, 264, 265, 266, 267, 268, 270, 291, 294, 313, 314, 315, 316,
317,319, 320, 321, 322, 323, 324, 325, 326, 327, 330, 340, 341, 342, 344, 345, 350, 351, 357,
359,360, 361, 362, 363, 364, 370, 371, 372, 373, 374, 375, 376, 377, 378, 379, 380, 381, 382,
383,384, 385, 386, 387, 389, 391, 393, 400, 401, 403, 404, 405, 406, 407, 408, 409, 410, 415,
416,417, 420, 421, 423, 424, 426, 427, 429, 430, 431, 441, 443, 446, 449, 453, 456, 460, 462,
463,464, 465, 466, 468, 471, 473, 474, 475, 476, 477, 478, 479, 484, 485, 486, 491, 492, 493,
494, 510, 514, 515, 518, 519, 522, 523, 524, 525, 526, 528, 530, 532, 537, 538, 543, 544, 545,
546, 547, 548, 559, 583, 587, 588, 589, 590, 592, 593, 594, 597, 598, 600, 601, 603, 604, 605,
606, 611, 613, 614, 615, 616, 625, 633. Tlpencrass Jexnapanyst 3a CeIriIacHe ¢ KIay3uTe Ha
morosopa - [lpunoscenue Ne 4; Jlexnapauns 3a cpoka Ha BaJIMAHOCTTa Ha odeprara -
Ipunooicenue Ne 5; Jlexnapanus, de KoJl4eCcTBaTa 3a IeKapCTBEHHS TPOLYKT Ca HAINYHH, B
ciydaure mo 4i. 55 an. 6 ot 3JIIIXM; [exnapauuns 3a ocurypsiBaHe Ha HEOOXOIMMHTE
KONM4YecTBa Ha OhepupanuTe MPOAYKTH 3a LETHs CPOK Ha [OroBopa; JleKiapamus, de
NpeAnaraHuTe JIEKapCTBEHUW INPOAYKTH Ca PErHCTPHpaHM 3a yHoTpeGa B CTpaHara H
IPUTEKABAT paspeliuTeNHd 3a ynorpeba, cermacro 3JIITXM, mpurexasar ceprHdHKaTH
YOOCTOBEpABAIIM Ka4yeCTBOTO Ha IIPOAYKTHTE, JHIICBAT OQUIMAIHH CHOOMICHHS WIH
OTPaHHUYHUTENHH MEPKH 3a YnoTpeba Ha JIEKapCTBEHH NPOJYKTH - C MOAIMC H MOKBp HIEYaT,
10 OBPAS3ELL; exnapanus, ue odepupanuTe TEKAPCTBEHH [IPOAYKTH HMAT HOPMAaTHBHO
ONpeZieNena NeHa, CbriuacHo Wwi. 261a, an. 1 ot 3JIIIXM u npeinaranaTa OT yYyacTHHKA IeHA
HE HaJBAINAaBA CTOMHOCTTA Ha ONAKOBKA M3YMCIeHa Ha 6a3a pedepeHTHA CTONHOCT, B
Cly4ai, ye YYaCTHHKBT Oble ONpeNeleH 3a M3NBIHUTEN aBTOMATHYHO I ChoGpassiza
IIPOMEHHUTE Ha IBPXKABHO PEryIHPaHHUTE LIEHH, KOraTO € B [0J3a Ha BB3M0XHTeNs H Lie
AOCTaBsl NEKAPCTBEHUTE NMPOJAYKTH Ha HAMANEHUTE IEHH, CIUTAHO OT [JaTara Ha NpoMsHa Ha
nocnenuuTe B ITo3uTHBEn NIEKAPCTBEH CITUCHK - C MOMMKMC ¥ MOKBD HedaT.JIpUCTBIBA KbM
pasriexxaHe Ha TexHUMYECKOTO MPEAIOKCHHE U KOHCTATHPA:

3a OII Ne2 — [IpesicTaBs npeaokeH e 3a U3ITBIHEHHE HA TOPBYKATA B ChOTBETCTBHE
C TEXHHYeCKaTa CHEeUM(UKAnMs, H3TOTBEHO 1o [Ipunoocenue Ne 3, 3a OII Ne2,
Homenknarypu NeNe 2, 14, 15, 19, 20, 22, 30, 31, 32, 33, 41, 48, 49, 51, 52, 54, 55, 57, 58, 59,
60, 61, 62, 63, 67, 68, 69, 75 u 76. Ipencrass Jexnapanus 3a ChbIjacHe ¢ KJIay3uTe Ha
norosopa - Ilpunooicenue Ne 4; Jlexnapalms 3a cpoka Ha BaJIHJHOCTTA Ha o¢eprara -
[Ipunoocenue Ne 5; [lexnapanus, 9e KOJTHYECTBATA 38 JEKAPCTBCHHS NPOAYKT ca HaJIUudHH,
B CiydauTe mo Wi. 55 ai. 6 ot 3JIIXM; [exnapauus 3a oCHrypsBaHe Ha HeOOXOIUMHUTE
KOJMYecTBa Ha oepHpaHuTe NpPOAYKTH 3a LieNHs CPOK Ha HOroBopa; Jlexmapamus, e
IpefnaraHuTe JIEKApCTBEHH IIPOJAYKTH Ca PETUCTPMPAaHM 3a ymoTpeGa B CTpaHara M
IIpUTeXaBaT paspelIuTeNHy 3a ynorpeba, ceraacHo 3JIIIXM, npurexasar cepTHdUKATH
YAOCTOBEPABAIM KAa4eCTBOTO HA IIPOAYKTHTE, JHICBAT OQHUIMAIHH CHLOOHICHHS KU
OTPaHUHUTENIHE MEPKH 32 YIIOTPeDa Ha NEKApCTBEHH IIPOAYKTH - C TIOMIKUC U MOKBD II€YAT,
11O OBPABEL; Hexnapauus, we oepnuparnTe TeKapcTBEHH MPOAYKTH HMAT HOPMATUBHO
OnpesieNieHa LieHa, ¢brylacHo Yil. 261a, an. 1 ot 3JIIIXM u npejanaranara oT y9acTHHKA [leHA
HE HaJBHIIaBa CTOMHOCTTA HA OMAaKOBKA M3uucieHa Ha Ga3a pedepeHTHa CTOHHOCT, B
Clydad, de YYaCTHHKBT OBJe ONpelesieH 3a H3NBIHWTE] aBTOMATHYHO ILie ChoGpassiBa
NPOMECHHUTE Ha I(BPKABHO DEryIHPaHHUTE LIEHHM, KOraro € B I10J13a HAa BB3IOKHUTEIs U e
AOCTaBst IEKAPCTBEHUTE IIPOJYKTH HA HAMAJICHUTE LIEHH, CYHTAHO OT JaTara Ha NPOMsHA Ha
nocnenuute B [IO3WTHBEH JEKapCTBEH CIUCHK - C MOJNKC M MOKBD Iedar. Komucusita
CIMHONYUIHO NpHEMa, Y€ TCXHHYCCKUTE NPEIIOXKEHHS Ha YYacTHHKA OTrOBapAT Ha
usuckBanusTa Ha 3011 u Te3u nocraseny oT Buanoxurers.



Komucusara npukmoun paGora B 16.00 gaca,
Komucusra nmponsmrasa pabora na 06.01.2017r, ot 10.00 yaca.

4.”CO®APMA TPEUIUHI” AJl - Hanune ¢ Exunen espormeiicku JIOKYMEHT 34
OOLIECTBEHH MOPBYKH ¢ HHGOPMALIMSI OTHOCHO I[IMYHOTO CBHCTOSHHE HA YYaCTHHKA H
KpUTEPHHTE 3a noadop, obpasen Nel, rmo W3HMCKBAHUNTA HA Be3noxurens, nmoanucad oT
Huvutep  JTumutpos, Oruss Hones, Amnren I7Iop11aH0B, Pymen Kones. Bnwucanu ca
MHHHMAIIHHTE HU3UCKBAHHS 3a JNONYCTHMOCT Ha odepTHTe, Kara ca IPHJIOKEHH KOIHS OT
PA3PCIICHIE 32 THPrOBUs Ha PO, JINIEH3UH 3a ThPrOBUS ¢ HAPKOTHYHH BEILECTBA.

Komucuara npuema, ue npeanoxenuero na YUaCTHHKA OTroBaps Ha M3UCKBAHMSITA 34
JTIHO CBCTOAHAE ¥ HA KpUTEpHuTe 3a 10A60p. [Ipensu Ha ToBa, KOMUCHITA €AMHOJIYIITHO

P E III “

IIPEJUIOXKEHUETO ma yyacthuka OTroBapsi Ha M3MCKBAHHUATA 3a JHYHO CHCTOSHUE U
Ha KpUTEPHHUTE 3a ToAGO0p.

HpHCT’BHBa KBbM pasriexcgade Ha TexuuuyeckoTo OpECIJIOKECHHUE U KOHCTaTupa:

3a OII Nel — [IpencraBst mpeIoKeHNE 33 U3MBIHEHHAE Ha OpBYKaATa B CHOTBETCTBHE C
TEXHUYECKaTa CICUHU(DHKALHS, U3TOTBEHO 110 [Ipunoicenue No 3, 3a OII Nel, HOoMeHKNATYpH
NeNe 1, 4,5, 6,7, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 31, 32, 33,
34,35, 37, 38, 39, 40, 41, 42, 43, 44, 46, 48, 49, 50, 53, 54, 55, 56, 57, 58, 62, 63, 64, 65,66,
67, 68, 69, 70, 73, 75, 77, 79, 80, 81, 82, 83, 84, 85, 86, 88, 89, 90, 91, 95, 98, 100, 101,102,
105,106, 107, 108, 109, 111, 113, 114, 117, 118,119,122, 123, 124, 126, 129, 133, 136, 168,
174,175, 179, 183, 184, 192, 193, 194, 195, 196, 198, 199, 201, 202, 204, 208, 210, 214, 215,
216,217, 218, 219, 220, 221, 222, 223, 224, 228, 229,230, 233, 236, 237, 238, 239, 240, 241,
242,243,245, 249, 254, 255, 259, 260, 261, 283,287,288, 289,291, 292, 293, 295, 297, 298,
299, 301, 305, 306, 307, 309, 310, 312, 313, 317,318, 322,323, 324, 325, 326, 327, 328, 334,
336, 337, 339, 340, 341, 342, 344, 345, 350, 351, 352 353, 354, 355, 356, 359, 360, 361, 362,
363,364, 366, 368, 372, 375, 376, 378, 379, 380, 381, 382, 383, 384, 386, 399, 391, 392, 393,
395,397, 398, 402, 403, 404, 405, 406, 407, 408, 409,410, 412,413, 414, 419, 420, 421, 422,
423,424, 426, 427, 428, 429, 430, 431, 432, 433, 434,435,437, 438, 439, 440, 442, 446, 447,
448, 449, 451, 452, 453, 454, 455, 457, 458, 460, 462, 463, 464, 465, 470, 471, 474, 475, 477,
479, 482, 483, 484, 485, 486, 488, 502, 510, 514, 516,517, 518, 520, 521, 523, 525, 527, 528,
529,530, 531, 533, 534, 535, 536, 537, 538, 540, 541, 543, 546, 547, 548, 550, 552, 553, 554,
355, 556, 557, 558, 559, 560, 561, 563, 564, 565, 567, 569, 571, 572, 573, 575, 576, 577, 578,
580, 581, 582, 583, 584, 588, 589, 590, 591, 593, 594,595, 600, 601, 610, 611, 612, 627, 628,
629, 630, 631, 632. llpencraBa Jlexnapauus 3a cbriacue c KJIay3WTe Ha [0roBopa -
Hpunoocenue Ne 4; Jlexnapanus 3a Cpoxa Ha BaJMaHOCTTa HaA odeprara ~ [Tpunooicenue Ne 5,
Hexmapanus, e koJM4ecTsara 3a JICKapCTBEHHS IPOAYKT Ca HAIMYHH, B CIy4auTe No wi. 55
aln. 6 or 3JIIXM; Jexnapanus 3a OCHIypsBaHE HA HEOOXOOUMHTE KOJHYECTBA Ha
oepHpaHHTEe MPONYKTH 38 MEaus CPOK Ha JoroBopa; [lexiapanus, 4ye mpemaranute
/ICKApCTBEHM  IIPOAYKTH Ca pPErHcTpHpaHd 3a yrmotpeba B cTpaHata u IIPUTEXABAT
paspelinTenHy  3a  ymoTpeba, cbrmacHo  3JIIIXM, mpurexapaT cepTHhHUKATH
YAOCTOBEPABAIIN Ka4eCTBOTO HA NPONYKTHTE, JHUICBAT OMULHATHH CHOGINCHHS WK
OTPaHHHYNTCIHE MEPKH 3a YIOTpeba Ha JIeKapCTBEeRH HPOAYKTH - ¢ TOMMHC U MOKBp IIeyar,
10 OBPABEL[; exnapanus, e O(epUPAHUTE JICKAPCTBEHH HPOLYKTH HMAT HOPMATHBHO
OIpeneieHa neHa, CbriaacHo wi. 261a, an. 1 ot 3JIIIXM u Ipeiaragara oT y4acTHHKA [eHa
HE HaZBHINABa CTOMHOCTTA Ha OIaKOBKA M3YHC/IEHA HA 6a3a pedepenTHa CcTOHHOCT, B
CIy4al, 4e yYacTHHKBT OBIE ONpENENCH 34 H3IBIHHTE] aBTOMATHUHO e crobpasssa
HPOMEHUTE Ha IBPXNABHO PEryjiupaHuTe LEHH, KOMaTO € B 1O0Ji3a HA BB3nosHTens # Ime



HOCTaBsA JIEKAPCTBEHUTE IIPOAYKTU Ha HaMaJIeHUuTe OCHH, CHUTAHO OT JaTaTa Ha IMpoMsiHa Ha
rnocnenuute B [lo3uTusen JIEKAPCTBEH CIIUCHK - C [IOJAIINUC U MOKED I1€yar.

3a OII Ne2 — ITpencTaBs npeaokKeHHe 33 H3ITbIHEHHE HA MTOPBYKATA B CHOTBETCTBHE
C TEXHMYECKATa CIeLH(pUKauusa, H3roTBeHo 10 [Tpunoocenue Ne 3, 3a OII Ne2,
Homenkarypu NeNe 19, 20, 30, 31, 32, 49, 50, 51, 52, 54, 55, 57, 58, 59, 60, 61, 62, 63, 67,
68, 70 u 74. Tlpencrass [exnapanus 3a cbriacue ¢ Kjay3suTe Ha A0rosopa - [Ipunooicenue
Ne 4, Jlexmapanus 3a cpoka Ha BaJHOHOCTTA Ha opeprara - Ilpuroocenue Ne 5
Hexnapanus, ye KojMyecTBaTa 3a JIEKApCTBEHUS IPOAYKT Ca HAJIUYHH, B CAyYauTe IO 4Jl.
55 an. 6 or 3JIIIXM; Jeknapamus 3a OCHTYpsiBaHE Ha HEOOXOJHMMHTE KOJUYECTBA Ha
oepupaHuTe TPOAYKTH 32 LeTds CPOK Ha Aorosopa; Jlexnapanus, ye UpeliaraHuTe
JICKapCTBCHM MPOAYKTH Ca pErHcTpupaHu 3a ymoTpeba B CTpaHaTa U IIPHTEKABAT
paspemuTenHn - 3a  ynotpeba, cbriacko  3JIIIXM, npurexasar CEPTUPHUKATH
YAOCTOBEPSBAIM KAa4YECTBOTO Ha IIPOJAYKTHUTE, JIMIICBAT OMUIMANIHH CHOOIIEHUS WIH
OTPAHMHIMTC/IHA MEPKH 3a yIIoTpeba Ha JEKApCTBEHH IPOAYKTH - C IOATNC B MOKBD NEYAT,
110 OBPA3EL; Hexnaparus, ye ohepupaHmTe JIEKApCTBEHM MPOAYKTH EMaT HOPMATHUBHO
ONpe/ie/ieHa eHa, CBIIacHO Wi. 261a, an. 1 ot 3JIIIXM u npeanaraHara OT y4acTHHKA [[eHa
HC HAa[BHIIABA CTOMHOCTTa Ha ONAKOBKA M3uMCieHa Ha Gasa pedepeHTHA CTOHHOCT, B
Ciydad, 4e y4YaCTHHKBT OBAEC ONpEAENeH 3a W3MBIHUTE] ABTOMATHYHO IIE cpo0passipa
IIPOMEHHUTE Ha ABPIKABHO PEryJIMpAaHHUTE HEHH, KOTaTO € B [0J13a Ha BB3IIOKUTENS U Iie
AOCTABA JIEKAPCTBEHUTE NPOAYKTH Ha HAMAICHUTE [EHH, CIUTAHO OT JATATa Ha IPOMSHA Ha
nocnenHuTe B [lo3HTHBEH snexapcTBEH CIHCBHK - C MOMAIUC M MOKbD nedar. Komucusara
CAMHOAYIIHO IIpHEMA, Y€ TEXHMYCCKHUTE MPEIIOKEHHS HA yYaCTHHKA OTIOBapiT Ha
nsrckBanuaTa Ha 3011 u Te3n nmocTasenu oT Bo3noxurens.

SMENEKC” OOJ — Hanuue e Egunen eBPOTIEHCKY AOKYMEHT 3a O0liecTBeHHU
NOPBYKH C HH(QOPMAaLys OTHOCHO JIMYHOTO CHCTOSHME HA YYaCTHHKA M KpUTEPHUTE 3a
noabop, obpaserr Nel, o u3nckBaumsTa Ha Be3noxurens, noamucad or Emun J[aHes u
Benmusap [paroes. Bincanu ca MHHUMAITHUTE H3UCKBAHUS 34 JOIYCTUMOCT Ha oepTHuTe, C
MPUIIOKEHO PA3PCIICHUE 32 TBPrOBHs HA €1pO, JMIEH3UA 3a THPLOBHS C HAPKOTHYHH
BCIIECTBA ¥ [EKapalus 3a 00pa3oBaTesieH UeH3 HA H3IIBIHATEINTE Ha OPBYKATA, CIIUCHK Ha
MIIC, cnucbk Ha nepcoHal.

Komucusta npuema, e mpeanoineHneTo Ha yuacTHuKa OTroBaps Ha M3UCKBAHUSTA 3a
JIAYHO CBCTOAHME U Ha KpUTEPUUTE 3a roabop. [Ipensus Ha ToBa, KOMUCHSTA €IHHOIYIIIHO

P E II U

[PEJUIOXKEHUETO Ha yyacTHHKa OTroBapsi Ha H3UCKBAHKATA 38 JIHYHO CHCTOSHHE M
Ha KPUTEPUHTE 3a oab0p.

HpHCT’BHBa KBM pasriexjgaHe Ha TexHuueckoTo [IpeEMIOKEeHUE U KOoHCTarupa:

3a OII Nel — [IpencTaps mpesIoKeHHE 32 H3MbIHEHME Ha [OPBYKATA B CHOTBETCTBHE C
TEXHAYECKATa CIEUN(HKALNS, U3TOTBEHO 110 [Ipunooicenue Ne 3, 3a OIT Nel, HOMEHKJIATYpH
NeNe 1,5, 6,7, 8,10, 13, 24, 26, 30, 42, 87, 88, 108, 109, 127, 128, 130, 131, 132, 145, 146,
147,148, 156, 157, 158, 159, 160, 161, 162, 164, 166, 167, 168, 170, 171, 172,173,177, 178,
179, 180, 181, 188, 199, 222, 230, 263, 305. 351, 369, 372, 373, 375, 376, 377, 380, 381,
382, 383, 385, 387, 388, 389, 393, 405, 409, 415, 416, 420, 422, 424, 426, 427, 429, 430,
440, 441, 443, 444,446, 449, 462, 467, 471, 472, 477, 480, 481, 482, 491, 492, 493, 494, 495,
496, 497, 498, 499, 500 501, 503, 504, 505, 506, 507, 508, 509, 515, 538, 539, 567, 599, 622,
623, 624, 635. Tlpencrans Jexmaparus 3a Chriacie c KJIay3uTe Ha NOroBopa - [Ipunodicenue
Ne 4; Jlexnaparys 3a CpoKa Ha BaIHOHOCTTA HA oeprara - IIpunoowcenue Ne 5; Jlexnapanus,



€ KOJIMYECTBATA 33 JICKAPCTBEHMS HPOAYKT CA HAIMYHH, B ClyyanTe mo wi. 55 am. 6 or
3JMIXM; [exnapanus 3a OCHTYpsiBaHE Ha HEOOXOAUMHUTE KOJHUYECTBA HA odepupannrte
IPONYKTH 3a IeNus CPOK Ha J0roBopa; Hexnapauus, uwe npemaranure JIEKapCTBEHH
HPONYKTH Ca PETHCTPUPaHu 3a ynorpeba B CTpaHarta u [IPUTEIKABAT PA3PEHIMTEIHH 32
ynotpeba, ceriacuo 3JITXM, MpUTexaBaT cepTH(UKATH yAOCTOBEPSBALIUM KAUYeCTBOTO Ha
[IPOAYKTHTE, THIICBAT ODHUMAIHE CHOBLLEHUS WK OrPAHUYNUTESHH MEPKH 3a ynoTpeba Ha
JICKAPCTBEHH NPOAYKTH - ¢ MOAMMC W MOKBp neuar, I10 OBPASELL; Hexnapaius, ue
oepupanuTe neKapcTBEHH IIPOAYKTH UMAT HOPMATHBHO OIpe/ieeHa LeHA, CHITTACHO Il
261a, aim. 1 ot 3JIIXM u IIpeAlaraHarta OT y4acTHHKA IeHa He HaJBHIIABA CTOHHOCTTA Ha
OLIAKOBKa H34MCIeHa Ha Gasa pedepenTHa cToHHOCT, B Clly4ad, Ye YYaCTHHKBT ObJe
ONPCLCICH 3a W3IBIHUTEN aBTOMATHUHO IIe cpofpassBa IPOMEHUTE Ha JbPIKABHO
PETYIMpaHUTE LEHH, KOTaTO € B noy3a Ha BhajowuTens u i€ TOCTaBs JEeKapCTBEHUTE
IPOLYKTH Ha HaMalCHUTE LEHH, CYMTAHO OT AaTaTa Ha [IPOMAHA HA IIOC/IEJHUTE B
[lozuTueen nexapersen crimesk - ¢ monmuc u MOKBD IIeyar.

3a OII No2 - Ipexcrass HPEIUIOKCHUE 33 U3N'BIHEHHE Ha IIOPBYKATA B CHOTBETCTBHE
€ TeXHHYeCKaTa CHEUH(UKALNA, H3FOTBEHO 110 Ipunooicenue Ne 3, 3a OII N2,
HomenkIatyps NeNe 1,2, 3,4, 6,7, 8, 11, 15, 17, 19, 20, 21, 22,25,27,29, 30, 31, 32, 36, 41,
48, 49, 51, 52, 57, 58, 61, 64, 71, 72 u 75. Ilpencraps [exnapanus 3a curiacue ¢ KJay3ure
Ha norosopa - Ilpunosicenue Ne 4; Hexnapauus 3a cpoka Ha BAJIHAHOCTTA HA opeprara -
lpunooicenue Ne 5; Jlexnapauns. ue KonHuecTRaTa 38 JICKapCTBEHHUA NPOAYKT Ca HAIHYHH,
B ClydanTe mo 4. 55 an. 6 ot 3JIITXM: Hexnapanns 3a ocurypsiane Ha HeOOXOMUMHTE
KOJM4ECTBA Ha OdepHpaHHTE TPOAYKTH 3a Ienus CPOK Ha porosopa; [exnapamus, ye
IIpEATIaAraHnuTe JIEKAPCTBEHH I[IPOAYKTH ca PETUCTpHpany 3a ynotpeba B cTpaHata u
IIPUTEXKABAT PA3sPELIMTENHA 3a yrnoTpeba, ChINIACHO 3JHIXM, npureskasar cepTupuraTu
YAOCTOBEPABAIIM Ka4eCTBOTO Ha IPOAYKTHTE, NHIICBAT OQULKANHU CHOOLICHUS MU
OTPAHUHYHTE/HH MEPKH 38 ynoTpeGa Ha JeKapCTBeHH IPOAYKTH - € HOANUC ¥ MOKEp II€YarT,
1O OBPA3EL; deknapanus, ue oepupanuTe NeKapCTBEHH IPOAYKTH HMAT HOPMATHBHO
OIPENCICHA IEHa, ChITacHo wi. 261a, an. 1 ot 3JIIIXM u [IpeajlaraHara OT y4acTHUKA 1eHa
HE HalBuIlaBa CTOMHOCTTa Ha ONAKOBKA H3YKCIEHA Ha Gasa pedepenTHa cToMHOCT, B
Clly4aH, 4e y4acTHHKBT Gbje ompenesieH 3a M3IIBJIHUTE]T aBTOMATHYHO € CHOOpassna
IPOMEHHTE Ha NBPXKABHO DEryIHPaHUTE UEHH, KOraTo € B 11034 Ha Br3noxurens u me
HOCTaBs JICKAPCTBECHHUTE IIPONYKTH Ha HAMAJICHUTE OCHH, CINTAHO OT JaTara Ha IpoMsIHa Ha
focnennute B [I03MTHBEH NEKAPCTBEH CIMCBK - ¢ MOATIHC 1 MOKBp reuar. Komucusta
CAMHONYIIHO MpHeMa, 9e TEXHHYECKHTE OPEeIONKEHHs Ha YYaCTHHKA OTIOBapaT Ha
usucksanuarta Ha 3011 u Tesn nocraBenn o1 Buinoxutens.

6.”AJITA ®APMACIOTUKDBJIC” EOOJ - Hamuue e Eaunen EBPOIECHCKHU
AOKYMEHT 3a OOIIECTBEHH MOPBUKH C HHQOpMANHI OTHOCHO JNMYHOTO CLCTOSHUE HA
Y94CTHHKA M KPHTEpUHTe 3a moxdop, obpasen Nel, mo M3UCKBaHUATA Ha Bw3ioxurens,
onnmucan ot Becka Konepa. Brucann ca mumnuMmatnuTe U3HCKBAHMA 3a JIOMYCTHMOCT Ha
o¢eprute, chriacHo obpasena.
Komucusita npuema, ue [IPEMUIOKCHAETO Ha YYACTHHKA OTIOBApS Ha M3HCKBAHHATA 34
JTHAHO CBCTOAHHE U Ha KpUTEpHUTE 3a oabop. [lpeasu na TOBA, KOMHCHATA €IUHO/YIIHO

P E II U

ITPEUIOXXEHHUETO ma y9acTHHKa OTroBapsi Ha U3MCKBAHUATA 34 JIHIHO CHCTOSHHE 1
Ha KpUTEPUUTE 32 IIo60D.

HpHCT’BHBa KBM pa3rijexigaHe Ha TGXHH‘IECKOTO IIPCIJIOKECHHUE U KOHCTaTtupa:



3a OII Ne2 — IIpencrass npeioxeHue 3a H3NbIHEHHE Ha NOPBHYKATA B CBOTBETCTBHE
C TeXHHUeCKaTa crienuGMKaus, H3TOTBEHO 10 Tpunodicenue Ne 3, 3a OIT No2, HOMEHKJIATypH
NeNe 2, 3, 11, 20, 21, 22, 27, 30, 31, 32, 33, 36, 57, 58, 60, 61, 62, 63, 67, 69, 71, 75.
Ipencrass [lexnmapanus 3a ceriacue c Knaysute Ha Jorosopa - [lpunoowcenue No 4
Hexnapanus 3a cpoka Ha BaJIHIHOCTTA HA opeprara - Ilpunoocenue Ne 5; Jlexnapanus, ye
KOJIAYCCTBATa 32 JICKApPCTBEHHA MPOJAYKT €A HaNWYHH, B CIy4aWTe [0 9. 55 an 6 or
3JIIXM; [exnapanust 3a OCHIypsBaHe Ha HEOOXOIMMUTE KONMHYECTBA HAa OhepupaHuTe
TIPOIYKTH 3a Helus CpOK Ha J1O0rosopa; Jlexiapamus, 4e mpeiiaramute JIEKapCTBEHH
MPOAYKTH C4 pErucTpHpaHy 3a ymoTpeba B CTpaHaTa M HpHTEXABAT paspelinuTenHy 3a
ynotpeba, ceriaacuo 3JIIIXM, npurexasat CePTH(MHUKATH YAOCTOBEPABALIA KAUECTBOTO HA
IPONYKTHTE, JIUIICBAT ODHUIIHATHM CHOBIEHNUI HIIH OrpaHMYUTEIHU MEPKHU 3a ynorpeba Ha
ICKApCTBEHH NPOAYKTH ~ C NOANHC M MOKBp mewar, 10 OBPASELl; [exnapauus, ue
obeprpaHuTe TEKAPCTBEHH NPOXYKTH HMAT HOPMAaTHBHO OIPENEICHA I[€Ha, CBIJIACHO il
261a, an. 1 or 3JIIIXM u npeunaranara ot yJacTHHKa L€HA He HaJBHINABA CTOMHOCTTA Ha
ONEKOBKa H34MCNCHA Ha Oasa pedepenTHa CcrodHOCT, B Ciyuaid, ue YYaCTHUKBT Onpe
OUPCIC/ICH 33 H3NBIHMTEN aBTOMATH4HO Iue ChoOpasdpa NPOMEHHTE Ha IBPXKABHO
PETYIHPaHUTE LEHH, KOraTo € B I10/3a HAa Bh3jiokuTens W me 10cTaBs JIEKapCTBEHHUTE
IPOAYKTH Ha HAMANCHWTE ICHM, CUYMTAHO OT JaTaTa Ha NPOMSIHA HA TOCTCIHHTE B
llosuTuBen NEKapCTBEH CMHCHK - C MOANHC U MOKBp mevar. KomuCHATa €AMHOILYILHO
IPHEMa, 1€ TEXHHIECKOTO NPEIIOKEHUE HA YHACTHHKA OTrOBaps Ha M3MCKBAHUsTA Ha 3OI]
Y T€3U NOCTaBEHH OT Bo3noxurers,
7.“EKO®APM*“ EOOJ — Hanuue e Enunen EBPONEHCKH JOKYMEHT 3a OOIIECTREHH
IOPBYKM C HH(OPMAIHS OTHOCHO IHYHOTO CHCTOSHHE HA YUaCTHUKA U KPHUTEPHHTE 3a
nozabop, obpasen; Nel, 1mo w3mckBamusaTa Ha Bosnoxurens, nonmucan ot IMersp Huxonos
Benes, ynpasuren. Brincanu ca MUEHMATHATE H3HCKBAHMS 33 JOIYCTUMOCT Ha OepTHUTe.
Komucusara npuema, de npemioxeHnero ma YYaCTHHKA OTroBapsl Ha W3MCKBAHUITA 34
JI9HO CLCTOSHKE M HAa KPUTEpHUTE 3a non6op. [Ipensun Ha ToBa, KOMHUCHSTA EMHOIYTITHO

P E I M

HPEJJIOXEHUMETO Ha yuactauxa OTroBaps Ha W3HUCKBAHUATA 34 NTUYHO CHCTOSHUE U
Ha KPUTEPHHUTE 32 [0AG0p.

HpHCT’BHBa KbM pasriaexgane Ha TexHUYecKoTo OpEMIOKEHHE U KOHCTaTupa.

3a OII Nel — Ilpescrans npeaiokeHUe 3a HATBIHEHHE HA IOPBYKATA B CHOTBETCTBHE C
TEXHUHECKATa CIIeNUpUKANNs, H3TOTBEHO 110 [Ipunoscerue Ne 3, 3a OI1 Nel, HoMeHKIATYpH
NeNe 394, 477, 478. Ilpencrass Hexnapanus 3a ceruacue ¢ KiaysuTe Ha JIOTOBOpa -
Ipunooicenue Ne 4; Jlexnapanus 3a CpoKa Ha BanuaHOCTTa Ha odepTata - [Ipunooicenue Neo 3;
Hexnapaims, e KonHyecTsara 3a JIEKapCTBEHHUS MIPOAYKT Ca HAIHYHHU, B CIyYauTe 110 Wi. 55
an. 6 or 3JIIIXM; [exnapauus 3a OCUI'ypsiBaH€ Ha HEOOXOAMMHTE KOJHYECTBA HAa
o(epupannTe NPOAYKTH 32 UENHS CPOK Ha norosopa; Jlexnapanus, ue mnpennaraHuTe
JICKAPCTBEHM  TPOJYKTH Ca PerHcTpupann 3a ynotpefa B CcTpaHara u IIPUTEXABAT
baspelinTenHu  3a  ynotpeba, ceriacuo  3JI[IXM, IpUTEXKABAT  CepTUPUKATH
YHAOCTOBEPABAMNK Ka4eCTBOTO HA NPOAYKTUTE, JAINCBAT OGULMATHH CHOOIICHHS WK
OTPaHUHHTEHH MEPKY 3a yIoTpeba Ha JIeKApCTBEHH MPOAYKTH - C TOIITHC | MOKBp Ieyar,
11O OBPA3EL; Hexnapamus, ue OepHPAHUTE NEKAPCTBEHH NIPOLYKTH MMAT HODMATHBHO
OIIpeNeNICHA LIeHA, ChIIIacHo Wi. 261a, an. 1 ot 3JII[IXM u [peaaarafara oT yyacTHHUKA IeHa
HE HaIBWINaBa CTOWHOCTTA HA OIAKOBKA H3YMCIIEHA Ha 6234 pedepeHTHa CTOHHOCT, B
Cllydad, Ye yYacTHUKBT GBIE ONpelefeH 3a W3MbIHHTE] ABTOMATHYHO e cbobpasssa
[POMCHHTE Ha IBPIKABHO PEryIMPAHUTE LEHH, KOraTo € B I013a HA BL3loXuTens H wme
AOCTaBA ICKAPCTBCHHTE NMPOLYKTH HA HAMAJICHUTE [EHH, CUMTAHO OT JATATA HA IIPOMSIHA Ha



nocneguuTe B [losutHReH JIEKapCTBCH CIIUCHK - C ITOANNUC U MOKGBD ITeyar.

3a OIT Ne2 — IIpezcraBs npeasokKeHne 3a H3bIHECHHE Ha NOPBYKATA B CHOTBETCTBHE
C TEXHHUYECKaTa CHEHH(HKAIHUA, H3IOTBEHO IO IIpunooicenue Ne 3, za OII No2,
HomenknaTypu NeNe 42, 43, Tlpenctass [lexnapalus 3a chracue ¢ KJIay3uTe Ha JOrosopa -
Hpunooicenue Ne 4; Jleknapamust 3a cpoka Ha BATHIHOCTTA Ha oteprara - Ilpunooicenue Ne
5, Jlexnapauusi, ye KoJIH4eCTBaTa 34 JIEKapCTBEHHS MPOAYKT Ca HAIMYHH, B CIyYaHTe IO
wi. 55 an. 6 ot 3JIIIXM; Heknapanus 3a OCHI'ypsiBaHE Ha HEOOXOAUMHTE KOJIMYEeCTBA HA
odepupaHuTe TMPOAYKTH 33 UedHs CPOK Ha AoroBopa; [leknapanus, ye OpeaaraguTe
JICKApCTBEHH  [IPOAYKTH C€a PETHCTPUPAaHH 3a yrnotpeba B CTpaHATA ¥ [IPHTEKABAT
paspelllnTe iy 3a  ymorpeba, cwroaceo  3JIIIXM, npurexasart CepTH(UKATH
YAOCTOBEPABAINM KAYECTBOTO Ha MPOAYKTHTE, JHICBAT OQHLHAIHM CHOOMEHHS WM
OTPaHHIHTC/IHE MEPKH 32 ynorpeda Ha NeKapCTBEHU NPOAYKTH - C IOATHC U MOKBp T€Yar,
II0 OBPAS3ELI; Nexnapauns, ue oepUpaHuTe EKAPCTBEHH TPOLYKTH HMAT HOPMAaTHUBHO
OTIPCACICHA ICHA, CBINACHO 1. 2614, an. 1 ot 3JIIIXM u npennaranara ot yJacTHHKA [eHa
HC HaaBHIIaBa CTOMHOCTTA Ha OMaKOBKA H3YHCIIeHa Ha 6a3a pedepeHTHaA CTOMHOCT, B
Crydal, 4e Y4aCTHHKBT GBI ONpenefieH 3a H3NbIHUTEN aBTOMAaTHYHO we cbpolpassisa
TPOMEHHTE Ha NbPXKABHO PErYAMPAHHTE IEHM, KOTATO € B [0J13a HA BB3I0KHTENs M 1ie
AOCTABA JICKAPCTBEHUTE MPOAYKTH HA HAMAICHHTE LIEHH, CYUTAHO OT AATaTa HA IIpOMSIHA Ha
nocnenuuTe B IIo3WTHBEH NeKapCTBEH CHHUCHK - ¢ IIOIIHC H MOKBp mevar. Komucusra
CAMHONYIIHO [pHEMA, Y€ TEXHHYECKHTE NPEATJOXCHHS HA YJYaCTHUKA OTrOBapsAT Ha
usuckBanusaTa Ha 3011 u Te3n mocrasenu oT BB3nosKHTe s,

8.“@®APKOJI* AJl — Hanuue e Eaunnen esponeiicku JOKYMEHT 3a OOINeCcTBEHH
MOPBRYKH ¢ HHPOPMAIMI OTHOCHO JHYHOTO CHCTOSHHE HA YYacCTHHKA ¥ KPUTEPHUHTE 34
nombop, obpasen Nel, mo w3KMCKBAHMSATA Ha Bp3nowurens, nogmucan or [ .basores,
Ilpencenaren wa CH, Tans Munyea-basoresa, WMsn.pupexrop, Jdanuen JloGenos Panyios,
3am.npezc.ra CJI. Briucanu ca MEHAMATHHTE H3HCKBAHES 34 JOTIYCTEMOCT Ha OepTHTe.

Komucusra xoncrarupa, ye Tans Munuepa-Basoresa u I eopru basores ca Bnucanu
KaTO OTTOBOPHHM 33 YYaCTHETO Ha APYXKECTBOTO B HACTOSINATA npouenypa no 30I1. OT cBos
CTpana Abamara ca ymbiHomommnn Padio Crankos KapueB, HO IBJIHOMOLIHOTO HE e
HOTapuanHo 3asepeHo. Ot cBos crpana, Paifo KapueB e mnommucan TexHHYIECKOTO
IIpENIOXKeHHE, a BBPXY OINHC Ha NpENCTaBEHHTE MOKYMEHTH € BIMCAHO MMaTo Ha Paiio
Kapyes, Ho nuncea noxnuc.

Ilpensun Ha TOBa, KOMHUCHSTA NpueMa, e ¢ HeoOXonumo na OBAAT H3NMpaBeHH
KOHCTATHPAHUTE [POIYCKH, 33 KOETO Ile CNeABA Ha YYAaCTHHKA 14 Ce male JONbIHHTeNeH
CPOK.

Komucusra npuema, ye npemoxenuero ua YYaCTHHKA OTroBaps Ha M3HCKBAHHATA 33
JUHHO CHCTOSIHUE M Ha KpUTepHUTe 34 noadop. [peasum Ha ToBa, KOMHCHSITA EAUHOYLIHO

P E II U

HPENJIOXXEHUETO Ha yuyacTauka OTTOBAPS Ha H3UCKBAHUATA 34 JIHYHO CHCTOSHHE U
Ha KPUTEPHHUTE 3a TOA00P.

HpHCT’BHBa KbM pPasriexaaHe Ha TeXHUIeCcKoTo IIpeasioKeHue U KOHCTaTtupa:

3a OII Nel — IpescTaBs MPeIOKEHHE 32 H3MBIHEHHE Ha NOPBYKATA B CHOTBETCTBHE C
TCXHUYECKATA CICUU(UKALMS, H3TOTBEHO 110 [Ipunoicenue Ne 3, 3a OIT Nel, HomeHknaTypu
NeNe 6,7, 9, 16, 22, 28, 41, 71, 72, 74, 75, 81, 86,98, 112, 113, 137, 141, 142, 143, 144, 149,
150, 158, 160, 163, 168, 170, 172, 174, 178, 179, 182,186,187, 191, 195, 207, 210, 213, 220,
221,223, 226, 228, 240, 241, 244, 245, 246, 248, 250,251, 252, 253, 256, 257, 261, 264, 265,
267,270, 271,273, 287,307,313, 316,317, 318, 322, 323, 324,325, 326, 327, 332, 340, 341,



357,363,364, 372,373, 375,376,377, 378, 379, 380, 381, 382, 383, 384, 386, 388, 389, 392,
393, 400, 401, 402, 404, 406, 408, 409, 410, 414, 416, 417, 419, 426, 427, 4231, 443, 451
452, 454,477,478, 483, 491, 492, 493, 495, 496, 504, 505, 506, 507, 508, 509, 515, 516, 517,
518, 519, 522, 533, 535, 536, 537, 545, 552, 557, 559, 567, 570, 572, 580, 581, 582, 588, 591,
593, 613, 614. Tlpencrass Jdexmapaiius 3a chriacue c KJIay3UTe Ha JNOTroBoOpa - [Ipunosicerue

© 4, Jlexnapaiys 3a cpoka Ha BAIMAHOCTTA Ha oteprara - punoocernue Ne 5; Jexnapais,
U€ KO/TMYeCTBaTa 3a JIEKApCTBEHHs! NPOIYKT Ca HAMYHM, B CIYYaMTe MO0 WI 55 al 6 oT
3JIITXM; [lexnapamus 3a OCHTYpsIBaHE Ha HEOGXOTMMHTE KOIHYECTBA HA odepupanute
MPOLYKTH 3a HEIMs CPOK Ha N0rosopa; /[lexmapanmus, 4ye NpeylaraHuTe JeKapCTBEHH
OPOAYKTH Ca perncTpHpaHy 3a ynorpeba B CTpaHaTa H [PUTEKABAT DPa3PEIIUTENHH 3a
ynorpeda, cerinacHo 3JIIIXM, nputexasar CEPTH(PUKATH yIOCTOBEPIBALIY KAYECTBOTO HA
MPOIYKTHTE, JIUIICBAT OQHUHMATHN CHOOIIEHHS NIl OIPAHHIMTENHYE MEPKH 3a ynorpeda Ha
JICKApCTBEHH NPOAYKTH - C MOAMHC M MOKbp meuat, [10 OBPA3ELl; Jexnapauus, ue
otepupaHuTe NEKAPCTBEHH TPOLYKTH MMAT HOPMATHBHO OUpenesieHa lieHa, ChIVIACHO L.
26la, an. 1 ot 3JIIIXM u npennarasata OT y4acTHHKA LEHA He HaJ(BH1LUaBa CTOHHOCTTA Ha
ONaKkoBKa M3YHCIEHA Ha 0asa peepeHTHA CTOHHOCT, B clydaif, 4€ Y4YaCTHHKBT Obie
OUPCACJICH 32 H3NBIHATE] aBTOMATHYHO IIE ChOODA3ABA IIPOMEHMTE HA IBPIKABHO
PErylUpaHATe LEHH, KOraTo € B Moj3a Ha BL3NoXUTENs W Ime HOCTaBs NeKAPCTBEHHTE
UPONYKTH Ha HaMaJC€HUTC LEHH, CYMTAHO OT JaraTtda Ha NpOMSHA HA IOC/IETHHTE B
llo3uTHBEH eKapCTBEH CITHCHK - C IOAIHKC U MOKB] Ievar.

3a OII Ne2 — IIpencrass NpeaIoKeHue 3a H3NbIHEHIE Ha NOpbHYKaTa B CHOTBETCTBHE
C TEXHWYecKkaTta cuenHpuKalusg, H3rOTBEHO II0 Ipunoocenue MNe 3, 3a OIT Nel,
HomerxnaTypu NeNe 11, 20, 21, 27, 33, 36. IIpencrass Hexnapanus 3a cpriacue ¢ K1ay3ure
Ha norosopa - [lpunooicenve M 4; Jleknapanus 3a cpoka Ha BaTHIHOCTTA HA odeprara -
Hpunoowcenue Ne 5; Jlexnapanus, 4e KOMUYECTBATA 32 JIEKapCTBEHUs NPOAYKT ca HATHYHHU,
B Ciydaute mo 4. 55 an. 6 or 3JIIIXM; [exnapanns 3a OCUTypsiBaHE Ha HEeOOXOIMMHTE
KONMYeCTBA HA O(epHPaHUTE NPOAYKTH 3a LENHs CpPOK Ha norosopa; [exrapanus, de
[IPCATAraHuTe JICKApCTBEHM MPOAYKTH C& PETHCTPUPAHM 3a ymoTpeba B cTpaHara u
IIPUTEXRABAT paspelunTennn 3a ynorpeda, cwbriaacHo 3JIIIXM, npurexapar cepTHhHKATH
YAOCTOBEPABAIIM KAYECTBOTO HA MPOJNYKTUTE, JMICBAT OMHIHAIHH CBHOBIICHHS MIH
OrpaHHYHTENIHU MEDKH 3a ynoTpeba Ha JI€KapCTBEHH NPOAYKTH - ¢ HOMKC U MOKBp Ieuar,
IIO OBPASEL; Hexnapauus, ue odepupanute JIEKapCTBEHH TNPOJYKTH MMaT HOPMATHBHO
ONpEACICHa IEHa, CBrIacHo Wi. 2614, an. 1 ot 3JI[TXM u npemnaranara ot YYaCcTHHKA [eHa
HE HazBHlIaBa CTOMHOCTTA Ha ONAKOBKA H3YHC/IEHA Ha 6a3a pedepeHTHa CTOWHOCT, B
Clly4al, 4e y4YaCTHHKBT ObJe ONpEeNeTeH 3a H3MBIHHTE] aBTOMATHIHO me cbpodpasssa
IPOMEHHTE Ha NBPXKABHO PEryIHpaHdTe IEHH, KOraTo € B 1033 HA BB3I0XKHTENs U e
AOCTaBs JICKAPCTBEHUTE NPONYKTH Ha HaMaJeHHTe NEHH, CIUTAHO OT 1aTaTa Ha IIpOMSAHA Ha
nocnenuute B [To3UTHBEH JEKAPCTBEH CIHCBK - ¢ MOAMHC H MOKEp negar. Komucusara
CAUHONYIIHO MPHEME, Y€ TEXHHYECKUTE TNPEIJOKEHHA HA YYaCTHUKA OTroBapsT Ha
nsuckBanusaTa Ha 3011 1 Te3u nocTareHu 0T BB3nosKUTeNs.

9.“©@APMHET* AJl — Hanuue ¢ Epunen €BPONEHCKH INOKYMEHT 3a O0eCTBeHu
IOPBYKH C HHGOPMAIUSI OTHOCHO JHYHOTO CHCTOSHHE Ha YYaCTHHKA M KDHTEPHUHUTE 3a
nondop, obpasen Nel, mo W3WCKBAaHUSTA Ha Bb3noxwutens, nmoanucad oT Becka Mapemxka,
Cpernana Mapemxa n Becenun Boxkos. Bnucamn ca MEHEMATHHTE H3HCKBAaHHS 34
AONYCTUMOCT Ha oepraTa, C NPUIOKEHM KOMMA OT Paspelenue 3a TBPIOBHS Ha €IpO H
JInuensus 3a paGora ¢ HAPKOTHYHY BeIIECTBA, pedepeHIyn.

IlpenBun Ha TOBa, KOMHcHSTAZ TipHema, Ye € HEeOBXOMHMO Ha OpOar H3npaBeHH
KOHCTATHPAHHUTE NPOIYCKH, 32 KOETO ILIE CNelBA Ha yJaCTHHKA [a ce Nale NOMbIHHTEIeH
CpOK.

Komucusra mpreMa, ye mpemioxenneto Ha Y4aCTHHKa OTroBaps Ha W3UCKBAaHUSITA 34
JUTHO CBCTOAHME ¥ HA KPATEPHHTE 3a HOAOOp. [IpeBy Ha TOBA, KOMICHATA €IHHOLYLIHO



P E II U

IIPEJUIOJKEHUETO na ywactuuka OTroBaps Ha M3UCKBAHHMATA 3a JIMYHO CHCTOSHUE U
Ha KPUTEpHUTE 3a oxGop.

HpHCT’bHBa KBbM pasriexgade Ha TeXHHYecKkoTo IIpCIUIOKEHHE U KOHCTaTrupa:

3a OIT Ne2 — [IpencTaps Ipe/IOKeHHE 32 HIIbIHEHHE Ha NOPHUKATA B CHOTBETCTBUE
C TeXHUYECKaTa CeUU(UKAIMs, H3TOTBEHO 10 JIpunooicenue Ne 3, 3a OIT Ne2, HomeHkaTypu
NeNe 2, 19, 25, 30,41, 49, 51, 52, 54, 55, 57, 58, 59, 60, 62, 63, 67, 68. [Ipencrass
Hexnapanus 3a coriacue ¢ xay3ute Ha AOTOBOPA - [punovicenue Ne 4; Jlexnapauus 3a cpoka
Ha BaTMIHOCTTa Ha odeprata - [Ipunooicenue Ne 5; Heknapauus, 4e xomudecTRata 3a
JICKapCTBEHUS IPONYKT Ca HAMHYHU, B CAYYAUTE 1O uil. 55 al. 6 oT 3JHIXM; Hexnapanus 3a
OCUI'ypsABaHE Ha HEOOXOIUMHUTE KOJHYECTBA HA odepupaHnuTe NPOAYKTH 3a Uens CPOK Ha
moroBopa; [lexnapanus, 4ye NpeliaraHuTe JICKapCTBEHH IPOAYKTH Ca PErHCTPUpPAHH 3a
ynoTpeba B CTpaHaTa M IPHTEXKaBaT PaspeminTensy 3a ymnotpeba, ceriacmo 3JIIIXM,
NPATSKABAT CePTUOHUKATH YAOCTOBEPABAIM KAYECTBOTO Ha OPOAYKTHTE, JIAIICBAT
obpuLMAIHN CBOGIUEHNS UIHU OTPAHHUMTESHH MEPKH 3a ymoTpe0a Ha JleKapcTBEHH
NPOAYKTH - ¢ moimuc u mMoksp meuar, 110 OBPAREL]; Hexnapauus, ge ogpepupanure
JICKAPCTBECHN NPOAYKTH MMAaT HOPMATHBHO ONpeeNeHa LeHa, ChbIIACHO ull. 26la, an. 1 ot
3JIIIXM wu mpepmaramata OT y4acTHMKa LeHa He HaaBullaBa CTOWHOCTTA Ha ONAKOBKA
u34nCIeHa Ha 0asa pedepeHTHa CTOHHOCT, B Cllydal, 4€ y4aCTHHKBT OBJe ONpEIENeH 3a
MSITHIHATEN aBTOMAaTAYHO IIe ChOOpassiBa MPOMEHUTE HA IBPIKABHO perynupaHuTe LeHH,
KOTaTo € B 110oy13a Ha Bp3noxurens u me nocrass JIEKapCTBCHHUTE IPOAYKTH HAa HAMAICHUTE
LCHH, CIMTAHO OT JlaTaTa Ha NPOMSHA Ha NMOocienuuTe B [103HTHBEN JIEKapCTBEH CITHCHK - C
TMOAIAC ¥ MOKDBD n€yaT. KOMHCHATA e1MHOAYLIHO TIPHEMa, Ye TeXHUYECKOTO IOpeIOKEHHE
Ha yIacTHAKA OTrOBaps Ha u3nckBanuaTa Ha 3011 i Tesn mocTaBeHH o1 Bh3/oKHTeNs.

10.“POII BBJTAPUS« EOOJl — Hanmne e Enunen CBPOMEHCKH HOKYMEHT 3a
OOIIECTBEHU NOPHUKE C MHGOPMAKA OTHOCHO JIAYHOTO CBHCTOSHHE Ha yYaCTHHUKa W
Kputepunute 3a mondop, obpasen Nel, mo wsuckpamusTa Ha Bu3noxurens, moxmucan or
I'eprana 3apesa u Mertonus UYammxoscky, Brucanu ca muHAManHHTE H3MCKBAHHA 3a
AOMYCTUMOCT Ha O(epTUTE paspelicHne 3a THProBUs Ha enpo. IlpumaraT u kommst oT
Pazpeinenne 3a Thprosus na expo, Jnnensus 3a paboTa ¢ HAPKOTHYHY BEIIECTBA ¥ [IPOMEHH.
Komucusta nprema, ue npemnoxennero na YYacTHHKa OTrOBaps Ha W3UCKBAHUATA 3a
JIAHHO CBCTOAHHE U Ha KPUTEPHHTE 3a oa6op. [IpeBH L Ha TOBA, KOMUCHSITA €IUHOIYLIHO

P E I U

[PEUIOXEHUETO Ha yyactuuka OTroBaps Ha M3UCKBAHHUATA 32 IMYHO CHCTOSHHE U
Ha KPUTEPHUHUTE 32 Hoxbop.

HpHCT’BHBa KBM pasriiexiane Ha TexHUYecKoTo TIpeaJIOXKEHUE U KOHCTaTHpa.

3a OII Nel — IIpenctaps npeuIoKeH e 3a U3IBAHEHME HA IOPHYKATA B CHOTBETCTBHE C
TexHudeckara crieludukanns, H3roTseHo 1o puroncenue No 3, 3a OIT Nel, HOMeHKTATYpH
NeNe 115, 132, 538. Tlpexcrass Hexknapauus 3a cbriacme ¢ xiaysuTe Ha Jloroeopa -
Ipunooicenue Ne 4; Jlexnapauns sa CpoKa Ha BaNMIHOCTTa Ha odepTara - [lpunooicere Ne 5,
Hexnaparius, e konuyecraTa 3a JICKApCTBEHUA MPOAYKT Ca HAIMYHU, B CAY4auTe [0 wil. 55
an. 6 or 3JIIIXM; Jleknapauus 3a OCHI'YpsABaHe Ha HEOOXOAMMHUTE KOJWYECTBA Ha



oepupaHUTE TPOAYKTH 3a IETHs CpOK Ha joroBopa; Jleknapauus, 4e NpeisaraHuTe
JICKAPCTBCHH NPONYKTH Ca DPErMCTPHpaH# 3a ymoTpeGa B CTpaHaTa H IpHUTeKaBaT
paspelirenan - 3a  ynorpeba, cprmacHo  3JIIIXM, OpHUTEXaBaT  CepTHPUKATH
YROCTOBEpsIBallM Ka4YeCTBOTO Ha MPOLYKTHTE, JIHIICBAT obunManHEy CHOOIICHHU HIIH
OTPAHMHUHTEIIHE MEPKH 3a YroTpe6a Ha JIeKapCTBEHH IPONYKTH - C HOLIAC U MOKBp IIeyar,
II0 OBPABEL, Hexnaparus, ue oepupanuTe NeKapCTBEHH IPOAYKTH MMaT HOPMAaTHBHO
OLIpEene/iCHa LIeHa, ChIiIacHo wi. 261a, an. | ot 3JIIIXM u Ipenjiaragara oOT y4aCTHHKA [IeHa
HC HalBHINABA CTOMHOCTTa Ha ONMAKOBKA M3YMCIeHA Ha Gasa pedepenTHa CcTOMHOCT, B
Clly4aH, Ye yYaCTHHKBT OBE ONPENENeH 3a M3IIBIHUTEN aBTOMAaTUYHO 1€ choGpasssa
IPOMEHHTE Ha IBPIKABHO PETyJHPAaHHTE LEHH, KOTaTo € B 110734 Ha Bosnoxurens u me
AOCTABA IEKAPCTBEHUTE IPOAYKTH Ha HAMATEHUTE LEHH, CUNTAHO OT JlataTta Ha IpoMsiHa Ha
nocnenHuTe B [I0O3MTHBEH NEKAPCTBEH CITUCHK - ¢ [IONIHC U MOKBpP nevar. 3a OII Ne2 —
Ilpeacrass mpennoskenue 3a wsmbiHeHue Ha OpBUKaTa B CBHOTBETCTBHUE C TEXHUYECKATA
CICUMBUKALYMS, U3LOTBEHO 1O [Ipunodcenue Ne 3, 3a OI1 Ne2, nomenkmarypu NoNo 34, 38,
39, 44, 45, 46, 47, 53, 56, 65, 66, 73. I'lpencrass Hexmnapauus sa cwriuacue ¢ KJIAay3UTe Ha
Rorosopa - [lpunooicenue Ne 4; Jexnapauus 3a CPpOKa Ha BalnUWAHOCTTa Ha odepraTa -
IIpunooicenue Ne 5; Hexnaparusi, ye KonuyecTsara 3a JICKapCTBEHUS NPOAYKT ca HATHUHH,
B Cllyqamre 110 4. 55 an. 6 ot 3/IIXM; Jlexnapamwus 3a OCHT'ypsiBaHe Ha HeoOXOIUMHTE
KOINYECTBA HA O(epHpaHHMTE MPOIYKTH 3a IENHs CPOK Ha porosopa; [eknapamms, ye
[Ipe/UlaranuTe JeKapCTBEHH IpPOAYKTH ca perucTpupany 3a ymnorpeba B cTpaHaTa u
[IPUTEXKABAT Pa3PELIUTENHN 3a ynotpeba, CLITIACHO 3JIIXM, npurexapar cepTuduKaTH
YAOCTOBEPABAINA KAYECTBOTO HA NPOAYKTHTE, JMIICBAT OQUIMANHA CHOOLICHUS MM
OTPAHMHYUTCIHE MEPKH 3a yroTpeba Ha JeKapcTBEHH OPOAYKTH - C HOANHKC ¥ MOKBD II€YarT,
[IO OBPABEL; Jlexnapanus, ue odepupaHuTe NEKapcTBEHH IPOAYKTH MMAT HOPMATHUBHO
OlpenelieHa HeHa, ChIiacHo wi. 261a, an. 1 ot 3JIIIXM u IpeaaraHara OT yJ4acTHHKA I[eHa
HE HaIBHIIABA CTOHHOCTTA Ha ONAKOBKA M3YMCJIEHA Ha 6a3a pedeperTHa CcTOHHOCT, B
Clly4ad, 4e y4acTHHUKBT ObIe OIpeneseH 3a W3ILIHUTEN AaBTOMAaTHYHO Ine cho6passsa
MIPOMEHHTE Ha NBPXKABHO PEryJHPaHUTE LEHH, KOTATO ¢ B 107132 Ha Buanoxurens u me
AOCTABS ICKAPCTBEHNTE IPOAYKTH HA HAMAJIEHHTE LIEHH, CYUMTAHO OT JATATA HA IIpOMSIHA Ha
nocnenmute B IlosuTHBeH NeKapeTBeH COMCHK - ¢ moAnUC MOKBpP neyatT. Ilpunara
OTOPU3ANMOHHO IUCMO OT IPOU3BOAMTENS, 3aKOH 38 APY’KeCTBaTa — npesox Ha Owarapeky.
Komucusra enunonymno UPHUEMA, Y€ TEXHWYECKHTE MpPEUIOKEHHS HA YYaCTHHMKA
OTTOBapAT Ha n3uckBanusTa Ha 3011 i Te3u mocTaBeny 0T Bo3IoKHTENS.

Komucuara npexmoun paGota s 15.00 yaca.
Komucusra nponsmkasa paGora na 09.01.201 7r, ot 09.00 yaca.

11.“XUMHAMITIOPT ®APMA“ Al — Hanune e Enunen €BPOMNEHCKH JOKYMEHT 3a
OOIIECTBEHN MOPBUKKH ¢ MHQOPMANMS OTHOCHO JIHYHOTO CHCTOSHME HA YYacTHHKa H
Kputepuute 3a noabop, obpasen Nel, mo wusuckpammsta Ha Branoxurens, noamucan ot
Anexcanaep Ilanymes, [{setan Bores u Kapen Bau BunnepGeex. Brucanu ca MunnvatsuTe
M3HCKBAaHWS 32 NOIYCTHMOCT Ha OepTHTe.
Komncusra npuema, ue npeanoxenuero na yHaCTHUKA OTroBaps HA U3UCKBAHMATA 32
JIIHO CBCTOAHNE U Ha KPUTEPUHTE 34 noaGop. [Tpexsus ua TOBA, KOMHUCHATA EAUHOLYIIHO

P E II U

[IPEJIVIOXKEHUETO na yuacthuka OTroBapsl Ha U3WCKBAHUSTA 34 JINYHO CHCTOSHUE U
Ha KPUTEPUUTE 3a NOAGOP.

HpHCT’BHBa KBM pasriiexjane Ha TSXHH‘{GCKOTO IpENIOKEHHE H KOHCTaTupa:



3a OII Nel — IIpexcrass npevioxkenue 3a H3M'BJIHEHNE Ha IOPHUKATA B CHOTBETCTBHE C
TeXHPHECKaTa CleHUKALMS, H3TOTBEHO Mo [Ipurodcenue No 3, 3a OIT Nel, HomenknaTypu
NeNe 136. Ilpencrass Hexnapawus 3a chriacue c KJay3nuTe Ha I0oroBopa - Ipunoocenue Ne 4,
Hexnapanus 3a cpoka Ha BaTMAHOCTTA Ha oeprata - [Ipunoscernue Ne 5; Hexnapanus, ue
KOIMHYECTBATA 32 JIEKAPCTBEHHS NPOAYKT Ca HANMYHM, B CIyYaWTe [0 Wi 55 au 6 ot
3JIMIXM,; Hexnapanus 3a OCHTYpSBaHE Ha HEOOXONHMMTE KOJHUYECTBA HA odepupanuTe
POAYKTH 32 LM CPOK Ha JOrosopa; Jlewiapauus, ue mpeajaramure JIEKapCTBEHH
UPOAYKTH €A DErHCTPHDAHM 3a ynotpeba B CTpaHaTa M IPHTEKABAT paspeluTensy 3a
ynorpeba, ceriacuo 3JIIIXM, mputexasat CepTH(UKATH YNOCTOBEPABAIIH KAYECTBOTO HA
NPOLYKTUTE, UIICBAT OQHUIIMATHY ChOOUICHNUS WU OrPaHHYMTENIHH MEPKH 32 yIoTpe6a Ha
JICKAapCTBEHM NPOAYKTH - C TOMIUC H MOKBp medar, 10 OBPABELL; Jexnapanus, ue
odepupanuTe nexkapcreeny IPOAYKTH MMaT HOPMATHUBHO OIpEAE/IEHa LieHa, ChITIACHO Ul
261a, an. 1 or 3JI[TXM u UpeAlaranara OT y4yacTHHMKa LI€HA He HaABHUINIABA CTOMHOCTTA Ha
ONIaKOBKa u34yuCleHa Ha 0asa pedepeHTHa CTOMHOCT, B CIy4ya#, 4€ YYacTHHKBT Obnie
OUPCICICH 33 M3UBIHHTE] aBTOMATHYHO Lie chOGpasspa IIPOMEHHTE Ha [JBPIKABHO
PCTyIHDaHUTe LCHH, KOraTo € B 10138 Ha BB3NOKHTENS U e K0CTaBS JIEKAPCTBEHHTE
HPOAYKTH Ha HaMaNCHHTe LEHH, CUMTAHO OT JaTaTa Ha OpOMsIHA HAa NOCICIHHTE B
IlosnutuBen siekapcTBeH CHHCHK - ¢ monmHC H MOKBp neyvart. [Ipumarar xapakrencTuku Ha
JIEKapCTBEHH TPOMYKTH.

3a OII Ne2 — IIpencrass npeniokenne 3a H3ILIHECHHE Ha [I0pBYKATa B CHOTBETCTBUE
C TexHuueckara cneuMDuKauus, H3rOTBEHO 10 Ilpunosicenue MNe 3, 3a OII Nel,
Homenknarypu NeNe 2, 64, 72. Tlpegcrass Hexapauus 3a cbriacue ¢ kiaysure Ha JOTOBOpA
- Hpunooicenue Ne 4; Jlexnapanus 3a CpOKa Ha BaNMIHOCTTa Ha o(epTaTa - [Tpunoscenue Ne
J; Jexmapauus, ue KonuuecTBara 3a JIEKApCTBEHHS IPOJYKT Ca HANHMYHH, B CIYYAWTE IO
9. 55 an. 6 ot 3JIIIXM; Mexnapauus 3a OCHUTypsiBaHe Ha HEOOXOAMMUTE KOJIMUYECTBa Ha
oepupaHuTe NPOAYKTH 32 LEITHS CpOK Ha joroBopa; Mexnapaius, 4e mpexnaraHuTe
/ICKapCTBCHH  IPOJAYKTH Ca DETHCTPHpaHH 3a ynorpeGa B CTpaHaTa M IIPHTEXaBaT
PaspelunTenHy 32 ymotpeba, crbrimacHo  3JITXM, OpUTeXaBaT  cepTHbHKATH
YAOCTOBEpsIBAlllM Ka4YeCTBOTO Ha MNPOAYKTHTE, JIHIICBAT obunuanHy CcpOOMEHHS WM
OTPaHHTHTE/IHE MEPKH 32 YIIOTPe6a Ha JIEKAPCTBEHH IPOAYKTH - C [IOAIHC U MOKBD Ieyar,
IIO OBPA3ELY;, Hexnaparus, ge oepupanuTe nexkapcTeHH OPOAYKTH HMaT HOPMATHBHO
OLpEleNIeHa eHa, ChINacHo Wi, 261a, an. 1 ot 3JIIIXM u [pelnaraHara OT YYaCTHHKA LIeHa
HC HaJBHINaBa CTOMHOCTTA Ha ONAKOBKA W3uMCIEHA HA 6a3a pedepeHTHA CTOHHOCT, B
Cllydad, Y€ YYACTHHKBT OBIE ONpEleNeH 3a H3IIbIHUTE] aBTOMATHYHO IIEe CHoOpaszsBa
MPOMCHUTE HA IBPKABHO PErYTMPAHUTE LEHH, KOTaTo € B [0JI3a Ha Bb3IosuTens u 1ie
AOCTABS ICKAPCTBEHUTE NPOAYKTH HA HAMAJIEHHTE LECHH, CIUTAHO OT NATATA HA IIPOMSHA Ha
nocneaHuTe B IIO3MTHBEH NEKAPCTBEH CHUCHK - C MOAIAC U MOKbD medar. Komwucusita
CAVMHONYIIHO IIDHEMA, Y€ TEXHHYECKUTE IPEANIOKEHUS Ha YYaCTHHKaA OTroBapsT Ha
usuckBanuATa Ha 3011 u Te3u mocTaBeHn 0T BB3nomKuTes.

Komyucusra xoncratupa, ue Taus Munuera-Basotesa ['eopru baszores ca Bnucanu
KaTo OTroBopHH 3a yuyactuero Ha ,,PAPKOJI“ AJl B macTosmaTa nponeaypa no 30I1. Ot
CBOS CTpaHa JBamarta ¢a yIBJIHOMOWMIH Paito CTaHKOB Kapuep, HO mbiHOMOIIHOTO HE e
HOTapnanmHo 3asepeHo. OT cBos crpada, Paito Kapues e nommmcan TexauyeckoTo
TPEMIONEHHE, a BbpXy ONHC Ha MpeACTABEHHTE HOKYMEHTH € BIIHCAHO HMETO Ha Palio
Kapues, 1o nuncea nmoamnuc.

Ilpensun ma TOBa, KOMICHsTA puema, 4e ¢ HeoOXoauMo na ObIaT H3IPaBeHH
KOHCTaTHpaHKUTE NPOIYCKH, 32 KOETO e CNE/BA HA YUaCTHHKA 14 ce JaJle JONBIHUTENEH
Cpok. [IpesBu rOpensnoxKenoTo 1 Ha ocHOBaHHE wi.54, an.8 u an.9 ot [II30I1, komucusTa
€IUHOIYIITHO,

P E U MU



OIIPENEJIA cpox ot 5 /met/ paGoThM aHM OT NIOJIyJaBaHe Ha HACTOAIIUS MPOKOKOJ,
B KOHTO cpok ,,DAPKOJI“ ALl criessa na NpEACTABH:

1/Horapuanio 3aBepeHO NBIMOMOIIHO OT Tans Munuesa-BasoTesa u ['eopru
Basotes, ¢ xoeto ymbmmomomasar Paiio CTankos Kapues 3a yuactue B HacTosmara
Hponienypa u npeactaputescTso npen ,, KOL-Ulymen* EOO/, rp.Illymex.

2/Omuc Ha NPCACTaBCHUTE NOKYMEHTH, MOANMUCAH OT 3aKOHHUTE NIpCACTAaBUTCIIN Ha
APYXECTBOTO MM OT YIIBIHOMOIIICHH S HPEACTaBUTEN 32 YUaCTHE B nopouenypara.

Hscrasumar nporokon na ce myGnukysa B npoduna Ha KymyBsada Ha Buamoxurens
U Jla C€ U3IIPATH Ha BCHYKK YYaCTHHIIH.

Komucusra npukmoun padora 8 10.00 yaca
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