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IIPOTOKOIUJ

Huec, 03.01.2017r., B rp.lllymen, B xabmuer CUYETOBOICTBO B crpamara Ha
»KoMIuekcen onkonoruveH ueHTbp-Llymen” EOO/, rp.lllymen, ce [IPpOBEJe 3acemaHHe Ha
KOMHCHATA 3a IpOBEeXJAaHe Ha oTKkpuTa npouexypa rmo 30IT — . JlocTaBka Ha JIEKAPCTBEHH
nponykTH 1o Ipunosxenne Nel”,

Komucusira, nasmavema cwve 3Banosen Ne001/03.01.2017r., wa Vmpasutens wua
Be3noxurens sanouna patora s 11.00 uwaca B nbjeH cberas: 1.0Kanera Hounera, Berperen
onutop, Iipencemaren, 2.ITmamen IleTkos, [OpPHCT, uJieH, 3.1IepBonera IIETEBA
- mar.dapmanedr, unen, 4.4-p CeernaHa ApHaynosa, nexkap OI'O, unen S5.JIwus [leHera,
IIOMOILHHK (papmanedT, YieH.

‘neHoBeTe Ha KOMHUCHATA IONBIHMUXA AeKiapanuu 1o wr51, an.8 ot ITII30TII, BB
Bp.4n.103, an.2 ot 30I1.

B 3acemanmero ma xoMucHsiTa He ce SBEXA YIIBJIHOMOINEHH [IPEJICTAaBUTENNH MJTH
npeacTaBUTENH Ha meaguu 1 CHIIL.

Ilpencenarenar Ha KOMUCHATA [AOKIAfBA IPEIACTABEHHS OT JEIOBONCTBOTO HA
Bb3noxkuTens crnMchK Ha yYAaCTHHIIMTE B OTKPHUTATA npouenypa o 30I1, moapemenu 1o
[IOPCAHOCT HA BHACAHE HA NOKYMEHTALHATA 3a Y4aCTHE B IIPOLEAypaTa, KaKTO ClieqBa:

L*"MEJODAPMA® EOOJ — Bx. 491/19.12.2016, 12.30 yaca

2.”b. Bpayn Menukan” EOOJI — Bx. Ne493/20.12.2016r, 09.00 yaca;

3."PbOHHNKC Papma™ EOO/T — 8x.Ne451/22.12.2016r, 09.45 yaca;

4.”CODAPMA TPEUIMHI™ AJ] — Bx.Ne452/22.12.2016r, 10.15 qaca:

S."MEJIEKC” OO — Bx. Ne453/22.12.2016r, 13.11 yaca;

0.”AJITA PAPMACIOTUKBIIC” EOOJI — Bx.Ne454/22.12.2016r. 13.15 Jaca;

7."EKOD®APM* EOO/, - Bx.Ne455/23.12.2016r, 10.10 uaca;

8.“@®APKOJI* Al — Bx. Ne458/22.12.2016r, 10.53 yaca;

9.“®APMHET" AT — BX. Ne459/23.12.2016r, 13.53 yaca;

10."POIL BBJII'APHA EOOJL — Bx.Ne460/23.12.2016r, 13.55 yaca:

11" XUMHUMIIOPT ®APMA* Al -- Bx.Ne461/23.12.2016r, 13.57 gaca.

KomucusaTa 3armouyna orsapsige Ha moganeHuTe oGepTd u KOHCTaTupa CleaHOoTO:

L*“MEJO®APMA“ EOOJ - Odeprata ce HaMepH B ONAKOBKA — 3]1pas,
HCpO3paydeH, >XBIAT INMHMK ¢ Hagnuc ,,Odepra 3a ygacTHe B o6IIeCTBEHA MOpBYKA”, C
npeamera ,,JlocTaBka Ha NeKapCTBEHH NMPOoAyKTH 1o [Ipunoxenne Nel®, Cren OTBapsSHETO Ha
[LiIiKa Ce HaMepH Tamnka ¢ 4enua crpanvia Onuc Ha IMpeJCTaBeHHUTe AOKYMEHTH B odeprara
11 TOUKM, KAKTO M 34paB HenpospadeH UMk ¢ Haandc Jlpeniarany [HeHoB: rapamMeTpu™.
OT oruca € BUAHO, 9€ B nankara e npunosxeHo [Ipeanoxenue 3a H3mrbIHeHHEe Ha MopBLYKAaTA,
nounucano ot leopru KATHUHOB, ynbnHoMOlueH MnpejcTaBUTEN MO MTHIHOMOLIHO per.
Ne29497/21.11.2016r, Ha HoTapuyc AwnHa Haiigenosa, c pation CPC, Ne558 Hna
Horapuannara xamapa.Tpuma OT 4jeHOBeTe€ Ha KOoMucHsATa JKaHera Honera, IlspBosera
I[lerepa u Ilnamen IleTkoB moanmcaxa mpencrtaBeHuTe IlpeiioyKeHMe 3a HM3ITbIHEHHE HA
nopsyKaTta u 1Hk ¢ . Ilpemiarany yenosu mapamerpu®.

2.”b. bpayn Meauxkan” EOOJ — Odeprata ce HaMepH B OIAKOBKA — 37Ipas,
HENPO3pateH, XBJT IUIMK ¢ HaanMc ,,JlocraBka Ha jiekapCTBeHH HNpOAYKTH 1o IIpuioskenue
Nel®., Cnen oTBapsHETO Ha IUIMKA CE HAMEPH 4YepHA IATKA C yejHa crpanuiia Ornuc Ha
NPEICTABCHUTE NOKYMEHTH B oeprata 4 TOYKH, KaKTO B IIalKaTa C€ HAMEpPH BTOpa IIaIlKa
IIBII ¢ TexHHM4YeCKO IpeIOKEHHE 3a HIMBIHEHHE HAa NopbhYKaTa, MoANHcaHo ot XopcT
[Iroep u Maundpen I'perop Mapne, nociaenHusi 4pes MTbIHOMOIIHUK ITlersp Acenos, 1o
obiaHOMOIIHO per. Ne3143213.12.2016r, npu Hopapuyc Anna Halifenosa, per. Ne558 Ha
Horapuannara xamapa, ¢ paiion CPC. MHmepu ce u 3[paB HEIpO3padeH IUTMK C HaIIIHC



»llpemnaranu mesoBu mapameTpus. i Tpuma ot unenosere Ha xomucusTa YKamera Ilonesa,
ITepsonera Ilerea u Ilmamern IleTkoB mommmcaxa npencraBeHute llpemmoxkenue 3a
H3IBIHCHHE Ha ITIOPBYKaTa U IUHK C ,,[Ipeanaranu nenosu napamerpu.

3.”ObOHHUKC ®Papma” EOOH - Odeprata ce HaMEepu B OITAKOBKA — 3/pas,
HEIIPO3PpAYeH, JKBJIT IJIMK ¢ HamIumc ,,3a yyactue B OI1 ., JlocTtaBka Ha JIEKapCTBEHHU MPOAYKTH
no Ilpunoxerme Nel“. Cren oTBapsiHeTO Ha MJHKA ce HamMepuxa 20p manku - mepBara c
4eJiHa CTpaHHula ONHC Ha MPEeACTABEHHUTE JAOKYMEHTH B o(hepraTa 4 TOYKH, BTOpa MHAmKa C
MBIHOMOINHO M [IpemoikeHue 3a M3MbBIHEHHE HAa nopeYKara, noanucaHo or Kpacumwup
Huxonmaee wm  JJasmuwena  Huxonopa — TBJIHOMOIIHHIH, €  OBJIHOMOLIHO  per.
Ne2511/29.11.2016r, na Hortapuyc II.Komcamosa, CPC, p.Ne049 3a OIT Nel u BrOpH
KOMIUIEKT ChLIMTE NOKYMEHTH 3a ydacTue B OIT Ne2. Hamepuxa ce 26p 3npasu HEIIPO3pavyHHa
IIMKOBE ¢ Hamamuc ,llpennarann uneHosu napamerpu® 3a OIT Nel u 3a OIT Ne2. T'puma ot
“IcHOBeTE Ha KomucHATa JKanera lonera, [TepBonera [Teresa u [Tnamen [TeTKOB moamucaxa
npeacraseHuTe llpeiokenne 3a U3IIBJIHEHUE HA [TOPBYKATA U IUIMKOBETE C slIpemnaranu
[IEHOBH IapaMeTpu .

4”COPAPMA TPEUIAUHI” AJl — Odeprara ce HAMEpPH B ONAKOBKA — 37pag,
HEIIPO3patCH, BT IUMK ¢ Hamnuc ,,Odepra 3a OIT ,,JlocTaBka Ha JeKapCTBEHH IIPOIYKTH
mo Ilpunoxxenume Nel“. Cren oTBapsHeTO Ha ILTMKA ce HamMepuxa nanka [IBIl ¢ genua
CTparulla OnuC Ha IpeJCTaBeHHTE NOKYMEHTH B odepraTta 6 TOYKH, KaTO B IIANKaTa Ce
obosHavyenn TexHuueckw npemokeHus choTBeTHO 3a OIT Nel m OII Ne2, moanucanu ot
Pymen KomneB, per.MeHHIKBD slIponaxkbu®, ¢ NpHIOKEHO MBIHOMOIIHO HOTapHAaJIHO
3aBepeHO per.Ne4754/20.09.2016r, HoTapmyc JI.Cotuposa, c¢ paiion Codus, p.Ned00.
Hamepuxa ce 26p 3apasu HEIIPO3pavHy IIIMKOBE C HaAmuC ,,IIpeanarann neHoBu napamerpu™
3a OIT Nel u 3a OIT Ne2. Tpuma OT UIEHOBETE HA KOMUCHSITA Xanera Jlonena, IInpsosnera
IlereBa m Ilnamen IleTkoB mojamMcaxa MpencTABEHHTE [Ipennoxenue 3a U3NBIHEHHE HA
MopBYKaTa u KK ¢ ,,[Ipennaranu uenosu napamerpu.

S.”MEJEKC” OO — O¢epraTa ce HamMmepu B OMaKoBKa — 3/1paB, HENPO3payeH, K BJIT
muk ¢ 3a ydactue B OII ,,JloctaBka Ha nekapCTBEHH HMPOAYKTH 110 [Ipunoxeumne Nel*. Crnen
OTBApAHETO Ha IIHKa ce Hamepuxa 30p mankw. [IepBara ¢ Hammuc 2 JOKYMEHTH TIO
AOIIyCTHMOCT®, BTOpaTa Texmuuecko mpemnokenue 3a OIT Nel u Tperara ,,[eXHHuYeCcKo
npennoxenue 3a OII Ne2, B mepsara mamnka ce HamMepu Onuc Ha [OOKYMEHTHTE W
HH(pOpManHsITa CHABPKAINK Cc€ B odeprara 25 TOUKH. TeXHUUECKUTE IIpeJIOMKEHHI ca
noarmcany ot A-p Emun [Janes, ynpasurten. Hamepuxa ce u 20p 34paBU HENPO3PAYHHU ILUIHKA
¢ Hagnuc ,,Ilpemrarany meHOBH mapameTpu. Tpuma ot unenosere Ha xomucusra YKamera
Houesa, ITepBonera [leresa u ITimamen [leTkor 1mommucaxa npencrasenure [Ipemnoxkenus 3a
M3IIEIIHEHHE Ha IIOphYKaTa U IIHKoBe ¢ ,,lIpeqiaranu neHosH rapamMeTpu’.

6.”AJITA ®PAPMACIOTHKBJIC” EQOOJI — Odeprara ce HamMepu B ONakoBKa —
3ApaB, HEIpospadeH, KapaB mimk ¢ Haamuc ,,Odepra 3a yyacTue B OTKpHTa IIpoLeaypa
,,J1OCTaBKa Ha JIEKAPCTBEHH nponykTH 1o Ilpunoskerune Nel, 3a OIT Ne2. Cnen OTBapsIHETO
Ha Iluka ce HaMepu nanka c dJenHa ctpanuua OnNMC Ha NpeACTaBEeHHTE HAOKYMEHTH 3a
rmoadop, 11 ToukM, KaKTo W 3ApaB HEenpo3payeH [MK C HAIITHC m,lIpennarany LeHOBH
mapameTpu™. OT ommuca € BHAHO, Y€ B MAarKaTa € [PHI0IKEHO llpennoyxkenue 3a U3mbJIHEHHE
Ha IIopbUKara, moanucaHo ot Becka JKexoa KoiieBa, MbIHOMOIIHHK HAa Tomop Houes,
ynpasuren ¢ per. Ne31019 ot 23.12.2015r, "HOTapuyc Aisr.Hakbpos, p.Codus. Tpuma or
“WIeHOBeTE Ha KomucusTa JKanera Jlouesa, [Ispeonera ITeresa u I[Liamen IleTkon [oarnucaxa
npencrasenuTe llpeanoxxenye 3a H3NbAHEHNE Ha IOPBHYKATA U [IIHK C »1lpeniaranu 1eHoBu
rmapamMeTpu. 2

7.“EKO®APM*“ EOO/J — Odeprara ce namepu B [IBL] onakoBka Ha Kypuep, B HesI
CC HaMCpH 31paB, HENpO3pa4eH, kasaB IUIMK ¢ Haamnuc ,.3a yuactue B OIT ¢ IIPE3MET
,»|0CTaBKa Ha JIEKAPCTBEHHU MPOIAYKTH I10 Ilpunoxenne Nel*. Cuen oTBapsiHeTO HA IUIMKA Ce
HaMepuxa 30p marnku - mepBaTa ¢ yejHa crpanuna CHUchK Ha [IPEICTABEHUTE JOKYMEHTH B
odeprata 18 Touku, Bropa e TpeTaTa nanké ¢ TexHHYecKo MPEUIOKEHHE 3a H3ITbJIHEHHE HAa



nopsukara o OIT Nel u OIT Ne2, noanucanu ot Anekcanabp Tep3ueB, MBIHOMOIIHHK IO
meaH. p. Ne2030/052.11.2016r p.Ne2690, wHorapuyc M.IlepycanoBa, Ne236, Codus.
Hamepuxa ce 20p 3apaBu HENpo3padHu IUIMKOBE ¢ Haamuc ,JIIpemiaradu [IeHOBH IapaMeTpH’
3a OII Nel m 3a OII Ne2. Tpuma ot unenosere Ha xomucusta XKanera [loHesa, IIspBoseTa
[lerea u Ilnmamen IleTkoB momnucaxa npencraBenute llpemmokeHus 3a WU3IMIBIHEHHE HAa
nopbukara u 26p rmmkose ¢ [Ipegnaranu ueHOBY rmapaMeTpu,

8.“MAPKOJI* Al — OdepraTa ce HaMepH B ONAKOBKA — 3/IpaB, Hellpo3padeH, KadsB
IUIMK ¢ Hagmuc ,,Odepra 3a ydacTue B OTKpHUTa Ipolenypa 3a Be3narade Ha Ol ¢ mpenmer
,»/l0CTaBKa Ha JeKapcTBeHH NpoaykTH no I[lpmiroxkenue Nel®, za OIT Nel u OIT Ne2. Cnen
OTBapsHETO Ha IIMKa ce HaMepuxa 30p mxobore m 26p rmmkoBe ¢ Hamnuc ,llpemmarane
LICHOBH ITapameTpu™’. B mepBusa mxo0 yenHa crpanuna Onuc Ha npeficTaBEHUTE TJOKYMEHTH 4
TOYKH. B ocrananure asa jpxoda ce Hamepu [lpemnoikeHne 3a H3MMBIHEHHE HA MOPHYKATa 34
OIT Nel wm Bropuar 3a OIl Ne2. JloxkymeHTanusTa € mnoamnucaHa oT Paiio Kapues,
YIIBJIHOMOILEH IIpeacTaBuTeN OT yrnpapurenure Tans Munyuesa baszoreBa u I'eopru bazores,
cpOoTBeTHO WM3n.mupexktop u llpencenaren wa CJI. Tpuma OT 4JIeHOBETE Ha KOMHCHITA
ACanera Jlonesa, IlvpBonera Ilerea u Ilnamen IleTkoB mnonmucaxa IIpeacCTaBEHUTE
IIpennoyxkenus: 3a M3MBAHEHHE Ha IOpbYKaTa M IUIMKOBE ¢ Hamnuc ,JJlpemnaranu LeHOBH
rapaMeTpu .

9.“OAPMHET* A — Odeprara ce HamMepu B OIAKOBKA — 3JpaB, HEIPO3padeH,
kapsae mmk c¢ Hagnuce Odepra 3a yyacTHe B OTKpHTa IMponenypa 3a ,JlocrtaBka Ha
nexapcTBeHH npoAykTH 1o Ilpunoxxenune Nel®, 3a OIl Ne2. Cnen oTBapsiHETO Ha IJIHKaA Ce
HaMepH [anka ¢ 4yejlHa cTpaHuua Onuc Ha npeacTaBeHHTE JOKYMeHTH B odeprara 13 ToOukH,
KakTo B Ilalkara ce HaMepH TexHHMYecko MpeJIoJKeHHE 3a H3IIbJIHEHHUE Ha IOpBhYKaTa,
noanucado or Becka Mapemnika, U3nBIHUTENEH AUpekTop. Hamepn ce u 3paB HempospadeH
IUIMK ¢ Haamuc ,llpemnaranu ueHoBu napamerpu. Tpuma oT wieHOBETE Ha KOMHCHSITA
Kanera Jlonesa, IlepBonera Ileresa u Ilnamen I[leTkoB mnoamucaxa TIpelCTaABEHHUTE
[IpennoxceHue 3a U3IIBJIHEHUE Ha ITOPHYKATA H TJIHK C ,, ] [peamaradu 1eHOBH [IapaMeTpH*.

10.“POII BBJTI'APHA“ EOOJ — Odeprara ce HaMepH B OMNMaKOBKa — 3pas,
HEIpo3padeH, kadss ruruk ¢ Haanuc ,,Ogepra 3a yuacTHe B OTKpPHUTA NPOHEaypa 3a Bh3jlarade
na OIl ¢ npeamer ,,JlocTaBka Ha neKapCcTBeHH NPOoAyKTH 110 Ipunoxenue Nel®, sa OIT Nel u
OIl Ne2. Crnen oTeBapsiHeTo Ha ruinka ce Hamepuxa 30p 1Bl manku u 26p nminkoBe ¢ HaAMIHC
»llpemarage neHoBud napamerpu. llppBara manka ce HaMepHd ¢ HaAIHC ,,3asBJICHHE 3a
ydacTHe" ¢ denHa crpaHuua Onuc Ha npeiacraBeHUTe HJOKyMeHTH 15 Touku. B ocramamute
ABe Imanku ce HaMepu llpemnosxeHue 3a usnbeiaHeHHe Ha nopbukara no 1TC 3a OII Nel u
BTopara 3a OIl Ne2. JlokymenTauusita e riojucana ot Meronus YaauKkoBcKa H, YIIpaBHTEN U
I'eprana 3apeBa, TBProBCKH NBJIHOMOLIHMUK. Hamepu ce ¥ TBProBCKO MNBIAHOMOIIHO Ha
['eprana Munanosa 3apesa, per. Ne3256/16.09.2016r, na norapuyc Enka Mnuesa. Tpuma oT
yiIeHOBeTe Ha KoMmucusta JKanera Jouesa, I[IspBonera [leresa u [lnamen [leTkor noamucaxa
npencraBeHuTe llpennoskeHust 3a H3MBIHEHHE HA NOOPBYKATA M [UIHKOBE C HAaJIIHC
Ll Ipemiarasyu eHOBH mapaMeTpH’’.

I11.“XUMHUMIIOPT ®APMA“ AJl — Odeprara ce HaMepu B OIAKOBKA — 3IpaB,
HeIIpo3payeH, Kapas IIHk ¢ Haanuce ,,O¢epra 3a OIl ,,JlocTaBka Ha JeKapCTBEHH ITPOAYKTH
mo Ilpunoxenue Nel®, Cnenm oTBapsiHeTO Ha nHka ce Hamepuxa nanka [IBI] ¢ uenua
crpanuua OmnHc Ha IIpeJCTaBEHUTE JOKYMEHTH B odeprara 6 TOYKH, KATO B IankKara Ce
oDo3HaueHu TeXHHYECKH NpemIoKeHHs choTBeTHO 3a OIT Nel u OIT Neo2, moAmMcaHd OT
Anexcasgep  Ilanymes H [[peTan boreB, HU3MO.AUPEKTOPH, NpecTaBIsIBaLIU
»3aeqHo . Hamepuxa ce 20p 3mpaBu Henpo3padyHu I[JIMKOBE ¢ Hamnuc ,,llpemaranu LeHOBH
napameTpu® 3a OIT Nel u 3a OIT Ne2. Tpuma ot wieHoseTe Ha komucusTa YKanera JfoHesa,
IIepBonera Ilerea u Ilnamen IleTkoB mnoammcaxa mnpeJacTaBeHUuTEe [IpeUioKeHHE 3a
H3ITBJIHEHHE Ha nopbk4yKara 4 riuK ¢ . llpegnarany neHoBu napamerpH’’.
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Ha ocHoBanme un.54, an.6 or IITI30Il, ¢ wu3pbpimeHHTe NEHCTBHSA MPHUKIIOYBA
nmyOJMYHaTa 9acT OT 3aceJaHUueTO Ha KOMUCHSITA.

KomucusTa 3anmouHa pasrieikJIaHeTo Ha 3asBISHHETO HAa YYACTHHKA M HAIHMYMETO Ha
usuckyemure 1o 9wi.39 ot [MI130I1 u usuckyemure cu OT BB3JI0MKHATEINS JOKYMEHTH.

[lo mspckBanusTa Ha Be3noxkuTe s Besika odepra TpadBa Na ChaAbLPKA:

1.0muc Ha npeICTABEHUTE JOKYMEHTH;

2.EnuHeH eBpONelcKH NOKYMEHT 3a OOLIECTBEHU MOPBYKHY ¢ MH(BOPMALIHS OTHOCHO JTHYHOTO
CBCTOSSHHE HA YUYaCTHHKA U KpUTepHuuTe 3a rnoadop / EEJOIT — Hpunoocenue Ne2/,

3. TexHu4yecko npemiolKeHne, KOETO ChILPIKA:

3.1. JJoKkyMeHT 3a yIr'bJIHOMOILIIABaHE, KOTaTo JIULIETO, KOETO IoAasa odeprara, HE € 3aKOHHHST

IIPEACTAaBUTEIl HA YYACTHHUKA;
3.2, llpennokeHue 3a HM3NMBAHEHWE Ha MOpPbYKATA B CHLOTBETCTBHE C TEeXHHUYECKATa

criequuKanus, U3roTeeHo no Hpuiosicenie Ne 3.

3.3. Jlexnapanus 3a chbrIacHe ¢ KJIay3HTe Ha AOroBopa - [punoocenue Ne 4;

3.4 lexnapanusi 3a cpoKa Ha BanmugHocTTa Ha odeprara - Ilpunoocenue Ne 5,

3.5. Jlexnapaius, 4e KOJIMYeCcTBaTa 3a JIEKapCTBEHUS IIPOAYKT ca HAITHYHHU, B CIIYYAUTE I10 4Jl.
55 an. 6 ot 3JIIIXM — ¢cB0oOOAEH TEKCT;

3.6. Jlexknapanus 3a OCHTypsiBaHEe Ha HeOOXOJMMHTE KOJHWYECTBA HAa O(epHupaHHuTe MPOLYKTH
3a LEeJIMs CPOK Ha J0roBopa — cBoOOAEH TEKCT;

3.7. Hdexnapanus, 4ye npeajiaraHuTe JIeKapcTBEHU IMPOAYKTH Ca pPerucTpupaHy 3a ynorpeba
B CTpaHara M IpHTE)KaBaT paspeluurTesiHnu 3a ynorpeba, cerinacuo 3JIIIXM, nputrexasar
CEpTH(MHKATH YJIOCTOBEPsIBAIlld KA4eCTBOTO Ha MNPOAYKTHTE, JIMIICBAT OQHIHAIHH

CHOOIICHHUS UM OTPAHUYUTENIHH MEPKH 3a ynoTtpeda Ha JIEKapCTBEHH IIPOLYKTH - C MOIAITHC

U MoKBp nevar, [1O OBPA3ELL

3.8. Mexmapauusi, 4ye odepHpaHUTe JIEKAPCTBEHH IIPOAYKTH HMAT HOPMATHBHO
OIlpeJieNieHa LieHa, chriacHo uil. 261a, an. 1 ot 3JI[IXM u npemnaragara oT yyacTHHKA LieHA
HE HaJIBHIIIaBa CTOMHOCTTA Ha OIlaKOBKa H34YHcIeHa Ha 0a3za pedepeHTHa CTOMHOCT, B
CllydaH, Y€ YYaCcTHHKEBET OBAE OIpeleseH 3a H3IIBJIHUTESI aBTOMATHYHO INe CchoOpassaBsa
IIPOMEHHTE Ha OBPIKAaBHO PEryJIHpaHHTE LIEHH, KOraTO € B I10J13a Ha BB3I0oKUTens U Ime
JIOCTaBs JIEKAPCTBEHHTE MPOAYKTH Ha HaAMaJIEHUTE [eHH, CYMTAHO OT JIaTaTa Ha NpOoMsiHAa Ha
rmocyienHuTe B Il03UTHBEH JIEKapCTBEH CIUCHK - ¢ TTOANHC U MOKBp nevyat, IIO OBPA3ELL.

4. lleHOBO IIpPEdJIOKEHHE Ha YYacTHHKa ce M3roteBsa mo Ilpunoowcenue Ne 6 "LleHoBO
npemioxkerue”/; llpeacrars ce Ha XapTHEH U MarHUTeH HOCHTES/

OTHOCHO CHOTBETCTBHE HA YYACTHHIIMTE ¢ KPUTEPHUTE 3a nmoadop

3. YuacTHHLUTE AeKIapupaT JIMIIcaTa Ha OCHOBAHHATA 34 OTCTPAHsABaAHE U ChOTBETCTBHETO CH
C KpHTEpHHTE 3a noadbop  4pes mpencraBsHe Ha EMHEH eBpOIEcKH MOKYMEHT 3a
obumectsenu nopwuku /EEJOIT — [punooicenue N2/,

* B mosu Ooxymenm ce npedocmags CbOMEEeMHAMAd UH@POPMayus, USUCKEAHA Om
6b3N0JICUMENS, U C€ NOCOYBAM HAYUOHANHUmMe basu oannu (nybauyHume pesucmpu), 8 KOUMo
ce cwvovpoicam Oexkiapupanume 00CMOAMeNCmea, UM KOMNEMEHMHUME OpP2aHl, KOUMO
CH2NACHO 3AKOHOOAMENCMBOMO HA ObPICABAMC, 8 KOAMO YUACMHUKDM € YCHIAHOGEH, Cd
ONBIACHU Oa NPedOCMABAM UHOpMALLAL.



* Kozamo usuckeanuama no un.54, an.l, m. 1, 2 u 7 om 30I1) ce omnacam 3a nogeue om
eOHO uye, BCUMKU MUYA NOJNUCEam edun U cbiy EEJTOIT,

* Kozamo e nanuye neoOXxodumocm om 3auyuma Ha tudnume OanHu UAU NPU DASAUNUE G
o0Cmoamencmeama, CEuLP3aHU € JUMHOINO  CbCMOAHUE,  UHGOPMAYUsma OMHOCHO
usuckeanuama no 4n.34, an.l, m.1, 2 u 7, ce nonwvasa ¢ omoenen EEJOIT 3a ecsaxo nuye uiu

Jd HAKOU ont auijamada.

H3ucKBaHUS KBEM YYACTHHIHTE 110 OTHOIEHHE HA JHIHOTO UM ChCTOSTHHE:

4.1. H3uckBaHUST KBM ydacTHHOUTEe 1o w54, am. 1 or 30OIl - OCHOBAHMS 32
3aBJIKHTEIHO OTCTPAHsABAHE:

HopMaTuBHOyCTaHOBEHHUTE H3HUCKBaHUs Ha 4il. 54, an.l oT 3011 OTHOCHO JTHYHOTO CLCTOSHHE
Ha y9aCTHHLHMTE Ca A0COJIOTHO 3aAbJ/UKHTENHH, 3aTOBA YUACTHUIIMA, KOUTO HE OTrOBapsT HAa
[IOCOYCHUTE H3UCKBAHUS 1€ OBOAT OTCTPaHEHH OT yJacTHE B MPOLeaypaTa.

4.2. H3uckBaHusi KbM y4yacTHHUHTE 1o 491.55, an.l or 30Il - ocHOBaHHS 32a
HEe3aAb/IKUTEJNHO OTCTpaHsIBaAHe:

HopMaTuBHOYyCTaHOBEHHTE H3UCKBaHHUs Ha 4. 55, an.1 ot 3011 OTHOCHO JHYHOTO CLCTOSHUE
Ha yYaCTHHLHTE Ca He €a 3aAbJIKMTENHH, 3aTOBa YYACTHHLHM, KOMTO HE OTroBapsT Ha
[IOCOYCHHUTE H3UCKBAHUSA HAMA [a ObAaT OTCTPAHEHH OT YYACTHE B [IPOLIEAYypAaTa.

* YVuacmuuyume ca Onvoichu 0a yeedomam MUCMEHO Gb3N0JCUMENs 8 3-OHegen CPOK Om
Hacmwvhneane Ha obcmosamencmeo no yi, 54, an. 1 om 3011,

Mepxu 3a foKazBaHe HA HANEKIHOCT:
S.1. Y4acTHHK, 3a KOTOTO Ca HAJHIlE OCHOBAHMUS 110 4a.54, an.l om 30IT uma [IpaBo Ja
MPEACTaBH NOKa3aTeICTBa, Y€ € NPeAIIpHe]l MEPKH, KOUTO rapaHTHpPaT HEroBaTa HaJae)KIHOCT.
BBIIPEKH HAJIMYHETO Ha CHOTBETHOTO OCHOBAHHE 3a OTCTpaHsIBaHeE.

5.2. Koraro 3a yyacTHHKa € HaJIMIEe HIKOE OT OCHOBAHHSITA 34 OTCTpaHsBaHe 1o uin. 54, ain.l
ot 30II u npeau noaasanero Ha odeprara TOH e ripeanpuen MEPKH 3a JOKa3BaHE Ha CBOSITA
HAaAEXAHOCT, Te3u MEPKH ce onucear B EEJOI1. YuacTHukbsT npeacrass kaTto mokazarescTsa
3a HaJEXIHOCTTA CH MNOKYMEHT 3a H3BBLPIUEHO [UJIALAHE MM CIIOpa3yMEHHE, WM JpYT
AOKYMEHT, OT KOHTO Jla € BHIHO, Y€ 3aJb/DKEHHSTa ca OOe3leYeHM /M 4e CTPaHHUTE ca
AOTOBOPHIIH TAXHOTO OTCPOYBAHE MJIM pa3Cpo4YBaHe, 3aeJHO ¢ I[IoracHuTelNled IUIaH H/HIHA C
[TOCOYCHH NIaTH 34 OKOHYATEITHO M3IJIallaHe Ha ABJ/DKHMHTE 3aIbJDKEHUS MM € B IIPOLEC Ha
H3IITALaHe Ha Tb/DKHMO O0E3LIEeTeHHE, HITH JOKYMEHT OT CHOTBETHHSA KOMIIETEHTEH Oopras 3a
[IOTBBPIKAEHHE Ha ONNMCcaHHuTe OOCTOSATEICTRA,

Be3noxurensaT npeueHssa NpeaprueTuTe OT YYaCTHUKA MEPKH, KATO OTYHTA TEXKECTTa
1 KOHKPETHUTE 0OCTOATENCTBA, CBEP3aHH C NPECTHIICHUETO MM HAPYIICHHETO, B ciryuait ue
OpCANPUCTHTe OT y4YaCTHHKA MEPKH ca JOCTaThYHH, 3a Ja Ce rapaHTUpa HEeroBaTa
HaJCKAHOCT, BB3JIOKUTEIIAT HE I'O OTCTpaHsABa OT Ipouenypata. MOTHBHTE 3a NpHUEMAaHe Wiy
OTXBBPJIIHE HA TIPEATIPHETHTE MEPKH 3a HaAeXJHOCT OT YYaCTHHKA M IIPEICTABEHHTE
J0Ka3aTesICTBa Ce ITOCOYBAT B PELICHHETO 3a KJIaCHPaHe.

H3ucKkBaHust KbM yYaCTHHUHNTE, CBLP3aHH ¢ KPHTEPHHTE 34 noadop

C Kpumepuume 3a no0GOp ce onpedenam MUHUMATHUME UWSUCKEAHUA 3d
donycmumocm Ha ohepmume.



H3ucKBAHHSI OTHOCHO TIOAHOCTTA (NMpPaBOCHOCOOHOCTTA) HA YYACTHHLHTE 32
yHpakHsiBaHe HA NpodecHOHANHA IeHHOCT:

6.1.1 YuactHuuure TpsabBa na ca perucTpMpaHd KaTo TBProBIH K Ja MMAaT IIPaBoO Ia
OCBLIECTBABAT TBPrOBHS Ha €JpPO C JIEKAPCTBEHH MPOAYKTH B CBOTBETCTBHE C HOPMHTE HA
3aKoHa 3a JIEKapCTBEHHUTE MPOAYKTH B XyMaHHaTta MeauuuHa (3JITTXM).
3a [oKa3zBaHe Ha CBOTBETCTBHETO C [1OCOYEHOTO HM3MCKBAHE YYACTHHIMTE, CJIeIBa M4
npeactasaT HHGpopMmamus B yacT IV paszjnen A ma EEJOIL.

6.1.2. YuacruuuuTe TpsAOBa Ja MMAaT IIPaBO Ja H3BBPIIBAT THPTrOBHsA Ha €OpO C
JIEKaApCTBEHH NMPOAYKTH, CBABPIKALIM HApKOTHYHH BellecTsa, chrilacHo Hapenba 3a pena 3a
Kjlacu(puuUpaHe Ha pacTeHusTa M BELecTBaTa Karo HapKOTHYHH, IO peaga Ha 3akoH 3a
KOHTPOJI BBPXY HapKOTHYHUTE BeulectBa M npexypcopuTe (3KHBII). 3a moxazpane Ha
CBOTBETCTBHETO C ITOCOYEHOTO H3MCKBAHE YYaCTHHLHUTE, CJIeBa a [IPeacTaBAT UHPOpPMALH S
B yacT IV pasnen A ma EEJLOII.

Hudpopmayua no m.6.1.2. ce npedcmagés, CaAMo KO2amo VHACHIHUKD I HOOA6d
ohepma 3a me3U HOMEHKAAMVYPHI eOUHUUU om 000c00eHa Rno3UHUUA, KOUMO Cd
JeKApCcmeeHU RPOOYVKIU, CHOBPHCAULU HADKOMUYH U 6EU{ECHEd.

6.2.BLE3JI0KHTENSIT He NOoCTABf H3IHCKBAHHA KBM HKOHOMHYECKOTO M
(PHHAHCOBOTO CHCTOSIHHE HA YUYACTHHLMTE B NIPOLELypara.

6.3. M3ucKkBaHMSI OTHOCHO TEXHHYECKHTE Bb3MOIKHOCTH HA YYACTHHIIHTE

6.3.1 YyactHuuure TpsabBa da paznofiaraT ¢bhC ckianoBa 6aza, KOsSTO oTroBapsa Ha
YCIIOBHSITA 3@ ChbXPaHEHWE Ha JEKAPCTBEHUTE IMPOAYKTH, 3a Ja rapaHTHpa CBOEBPEMEHHO H
Ka4yeCTBEHO M3ITBJHEHHE Ha ITOPhYKAaTa.
3a Joxa3paHe Ha CBHOTBETCTBHETO C TOBA HM3HWCKBAHE YYACTHHIIMTE CJIEABa [a [ocoyar
HeoOxoaumara uH(poOpManus 3a ckiajgoBara 0aza, ¢ KOSATO pasmojiararT 3a ChEXpaHeHHe Ha
JIEKapCTBEHUTE NPOAYKTU B Tabiuua B: Texnuuyeckw u npodecruoHaIHH CIIOCOOHOCTH, YacT
IV ,,Kputepun 3a nogdop" va EEJIOIL.

6.3.2. YuacTHHuuTe TpsibBa na pasmnosarar ¢bC COOCTBEHH HIIM HAETH TPAHCIIOPTHH
CpelicTBa, OCHUT'YPSIBALLM IIPABUIIHOTO CBXPAHEHUE IPH TPAHCIOPTHUPAHE M Pa3lpOCTpPaAHEHHE
Ha JIEKapPCTBEHUTE IIPOYKTH.
3a Joka3BaHe Ha CBOTBETCTBHETO C TOBa M3WCKBAHE YYACTHHUIIMTE CJegBa [a I[10COYaT
HeoOxogumaTa HH@OpPMAaLMs 3a TPaHCIOPTHHTE CpPEACTBa, C KOMTO pasrojiarar 3a
HU3ITBIIHEHHE Ha noppykara B Tabnuna B: Texnuuecku u npodecnoHalHu cnocoOHOCTH, YacT
IV ,.Kputepuu 3a nondop" na EEJIOIT.

BEBE3N0KHTENSAT MOXKE Jida H3HCKBA OT YYACTHHMIIMTE I10 BCSIKO BpPEME JIa IIPEICTABST
BCHYKH MM YacT OT AOKYMEHTHUTE, Ype3 KOWTO Ce€ JioKazBa HH{OopMalusiTa, rnocodeHa B
EEJIOII, xorato ToBa € HeoOX0AMMO 3a 3aKOHOCH00Pa3HOTO MPOBEKIAHE HA ITPOIeypaTa.




1o opranusanusara Ha paboTara, KOMUCHSITA €IHHOLYIIHO,
P E III #H

Hanuyuero Ha pokymenTuTe 3a noabop e OBIe IIPOBEPEHO, KaTO B MPOTOKOJIA
H3pHYHO IIe CC BOHINAT JIMIICA Ha NOKYMEHTH, HENBJIHOTA Ha JIOKYMEHTH, KAKTO M BCSIKO
APYro OTKJIOHEHHE OT H3HUCKBAHUATA HA 3aKOHA U BB3JIOKHTEIS.

I1o u3uckBanusTa 3a mogbop KOMHCHSITA KOHCTATHPA:

1L*MEJO®APMA“ EOOJ — Hanuune e Enuuen €BPOIIEMCKH MOOKYMEHT 3a
OOIIECTBEHH MOPBYKH C MHMOPMALMSI OTHOCHO JIMYHOTO CBCTOSHHE HA YYaCTHHMKA W
KPHTEpHHUTE 3a moAdop, obpazeu Nel, mo M3MCKBaHHUSATA Ha BB3N0OIKUTENSs, MOAMNHCAH OT
["KaTHHOB, ¢ MPHUIIOKEHO ITBIHOMOLUHO /ONMHUCAHO MO-rope/. BHHCAaHH ca MUHHMATHUTE
M3UCKBAHMsI 38 IOITYCTUMOCT Ha O(DEePTUTE paspelleHHe 3a ThProBUs Ha eapo.
Komucusita npuema, 4e NpeiokeHHETO Ha yYacTHHMKA OTTOBAPS HA H3UCKBAHMSTA 34
JTAIHO CBCTOSIHHE U HA KPUTEPHUHTE 3a 11oadop. [Ipensua Ha ToBa, KOMUCHSATA €OUHOYIIHO

P E III ¥

[TIPEJIVIOJKEHHMETO Ha y4acTHUKA OTrOBapsl HA M3UCKBAHUATA 34 JIHIHO ChCTOSHHE H
Ha KPpUTEPHUTE 3a nnoadop.

IIprcTenBa KbM pasriexaane Ha TeXHHUYECKOTO MPeUIoKeHHE U KOHCTaTHpa:

3a OII Nel — I[IpeacraBst MpeIioKeHHE 3a U3ITHLIHEHUE HA [NOpEYKATa B CHOTBETCTBHE
C TEXHHYECKaTa CeUu(UKaLKsI, U3rOTBeHO 1o [Ipunoocenue Ne 3, 3a OIT Nel, HOMEHKIIaTypH
NeNe 375, 377, 378, 379, 380, 382, 383, 384, 386, 389, 404, 441, 443. [Ipencrass
Jlekiapanus 3a cerilacHe C Kiay3uTe Ha 0roBopa - [Ipunosicernue No 4, Jlexknapauus 3a cpoka
Ha BallWJHOCTTa Ha odeprara - [lpunoosicenue Ne 5; Jlexmapanus, ue KOJddecTBaTa 3a
JICKAPCTBEHHS MPOAYKT Ca HAIMYHH, B CliyHanTe mo 4. 55 an. 6 ot 3JIIIXM; Jexnapamus 3a
OCHUTypsiBaHE Ha HEOOXOAMMHTE KOJIMYECTBA Ha O(EpUpaHHUTE MPOAYKTH 34 LIEIHs CPOK Ha
Aoroeopa; Jlexnapauus, Y€ IpeUlaraHuTe JIEKAPCTBEHH MPOAYKTH ca peErMcTpUpaHH 3a
ynorpeba B cTpaHaTa M IPHTEXaBaT pPaspelIMTENHH 3a yrmorpeba, cbriacHo 3JITTXM.
IIPUTEXKABaT CEPTHQPUKATH YHOCTOBEPSBAINM KAaYeCTBOTO Ha IIPOAYKTHUTE, JIMIICBAT
opuumanHy CHOOILICHUS MM OrpaHUYHTEIHH MEPKHU 3a yIoTpeba Ha JIeKapCTBEHH
HPOAYKTH - € moanuc u MOK®p neuart, I10 OBPAS3ELL; [exmapauus, ye odepupanute
JICKADCTBEHH NPOOYKTH HMAaT HOPMAaTHBHO OITpeNeJieHa IlieHa, ChriacHo wi. 261a, an. 1 ot
3JIIXM u mpemjiaraHara OT y4YacTHHKA LEHA He HAIABHUINABA CTONHOCTTA Ha OIIaKoOBKa
H34KciIeHa Ha Oasa peepeHTHaA CTOHHOCT, B Ciydai, Y€ yYaCTHHKBT Obe onpeneneH 3a
M3IIBIHUTE]l aBTOMAaTHYIHO LIe ChOoOpassBa NMpoOMEHHTE Ha JbPIKABHO PEryJIHPaHHUTE LEHH,
KOraTo € B IT0J13a Ha BB3TOIKHTEIIA U LIe NOCTAaBs JIEKAPCTBEHHUTE MIPOAYKTH Ha HaMaJIeHHUTE
HEHM, CYMTAHO OT AaTaTa Ha MPOMSHA Ha MOCNEeNHUTE B IIO3UTHBEH JIEKAPCTBEH CIIHCBK - C
MOMIIHC ¥ MOKEP redar. KOMHCHSTa eMHOAYIIHO IpHeMa, 9€ TEXHHUYECKOTO MPEIOKEHUE
Ha yJaCTHHKa OTroBaps Ha u3uckBaHusTa Ha 3011 u Te3u nocrtarpeHH oT Bb3JI0OKHTENS.

2.”b. bpayn Mepuxkaua” EOOJ/ — Hanuue e Eaunen EBPOIICHCKH JOKYMEHT 3a
OOIIeCTBEHH TOPBYKH C HMHQPOPMALMS OTHOCHO JIMYHOTO CHCTOSHHE HA y4aCTHHKa H
KpUTEPHUUTE 3a moxdop, obpasen Nel, no usuckBaHuATA HAa BB3IOKUTENs, MOINIHCAH OT



Xoper Ilroep 1 Maudpen Mapie. Briucanu ca MUHMMATHHTE M3MCKBAHUS 32 JOMYCTHMOCT
Ha O(pepTUTE paspelleHHe 3a ThProBUs Ha e/Ipo.

Komrcusita npuema, ye NpeIoKEeHHETO HA YYaCTHHKA OTroBapsi HA M3MCKBAHHSTA 34
JIMYHO CBCTOSIHUE U Ha KpHTepHHUTe 3a noadop. [lpensus Ha TOBa, KOMHUCHITA €IHHOIYIITHO

B B B H

[TPEJJIOJKEHHMETO Ha yyacTHUKA OTrOBapsl Ha M3HCKBAHUATA 38 JIHYHO CHCTOSHUE U °
Ha KPUTEPHUHUTE 3a 1oadop.

[IpucTpBa KM pasriexnane Ha TeXHHYECKOTO NPEJIOYKEHHE U KOHCTATHPA:!

3a OII Nel — Ilpencrasst npeasioxKeHue 3a U3NBIHEHHE HA MIOPBYKATA B CHOTBETCTBHE
C TeXHHYeCKaTa Cnenu(puKanus, H3roTBeHo no /Ipunoscenue Ne 3, 3a OI1 Nel, HOMeHKIATYpH
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. Ilpencrass Jlexnapauusi 3a ChbriacHe ¢ KIay3uTe Ha norosopa - Ilpunooicenue
Ne 4; Ileknapauuns 3a Cpoka Ha BaTHAHOCTTA Ha oepTara ¥ IOANNUCAH MMPOEKT Ha JIOTOBOD -
Ilpunooicenue Ne 5; Jlexmapanusi, 9e KOJWYECTBATA 34 JIEKAPCTBEHHUS] MIPOAYKT Ca HAJTMYHH, B
ciyqadte mo 4. 55 an. 6 or 3JIIIXM; [exnapauus 3a OCHUTypsiBaHe Ha HeOOXOIUMHTE
KOnu4YecTBa Ha O(epHpaHHuTe NPOJYKTH 3a LEJIMsI CPOK Ha norosopa; Jewmaparus, ue
IpeanaraHuTe JIEKAPCTBEHH IIPOJAYKTH Ca perucrpupaHd 3a ynorpeba B cTpaHara H
IPUTEXaBaT PaspellIuTENIHU 3a ynorpeba, cerinacHo 3JIIIXM, npurexasar cepTH(PHKATH
YOOCTOBEPSBAIM Ka4YeCTBOTO Ha MNPOAYKTHTE, JHMICBAT OQHUHMAIHH CHOOIIEHHS HITH
OTPaHHYHUTEIHH MEPKH 3a yrnoTpeda Ha JeKapCTBEHH IIPOAYKTH - C IIOJANHC U MOKBD IEYar,
110 OBPA3ELL; [leknapauus, ye odepHpaHUTe JEKapCTBEHH MPOXYKTH MMAT HOPMATHBHO
OmnpeleJicHa LIeHa, ChITacHo 4. 261a, an. 1 ot 3JIIIXM u npeanaranara oT y4acTHHKA IleHa
HE HaJBHIaBa CTOMHOCTTa Ha OMaKOBKa H34yMcjedHa Ha 0aza pedepeHTHA CTOHHOCT, B
CiydaH, 4e YYacTHHKBT ObJE ONpelesfieH 3a H3IBIHHTE] aBTOMATHYHO IIE cb0oOpassiBa
[IPOMCHHTE Ha OBPXKABHO PEryjJUpaHHTe LEHH, KOI'aTO € B I0JI3a Ha BB3JI0KHUTENS H IIe
AOCTaBs JICKapCTBEHHUTE NPOAYKTH Ha HaAMallEeHUTE LIEHH, CYUTAHO OT JaTaTa HA IPOMsIHA Ha
mociueaHuTe B IIO3UTHBEH JIEKapCTBEH CIHCBK - C MOAMNHC M MOKBD Ieuar. KoMmwucusita
COMHOAYIIHO MpHEMa, Y€ TEeXHHYECKOTO IMPEIOKEHHE Ha YYaCTHHKA OTroBaps Ha
usuckpanuaTa Ha 3011 u Te3u nocraBenu ot Be3noxurens.

3.”ObOHUKC ®apma” EOOJ/l — Hanuue e EauHeH eBponefcKH HOKYMEHT 3a
OOILIIECTBEHH MOPBYKM C HHPOPMALMS OTHOCHO JIMYHOTO CBCTOSHHE HA VYYACTHHKA U
KpuTepuuTe 3a momdbop, obpasen Nel, rmo u3McKBaHHATA Ha BbB3JIOKHTENS, MOMIHCAH OT
Xopcer Ilroep u Maundpen Mapne. Brivcanu ca MUHMMAIHUTE U3MCKBAHMS 34 JOIIYCTHUMOCT
Ha O(pepTHTE paspelIeHre 3a THProBHs Ha eapo.

Komucusra rnpuema, 4e IpeUIOYKEHHETO Ha YYACTHHKA OTrOBaps HA M3UCKBAHMITA 32

JIAYHO CHCTOSHHE H Ha KpUTEepuUTe 3a nondop. [peasuya va ToBa, koMHUCHsITa €AHHOAYIITHO

. .E Il 14

ITPEJJIOJKEHHMETO Ha yuyacTHHKa OTroBapsl Ha H3HCKBAHHSITA 34 JTHYHO ChCTOSHHE U
Ha KPUTEPUHUTE 3a Moatop.

IIpucTenea KeM pasrnesxaane Ha TeXHHUECKOTO NPEeAIOKEHHE U KOHCTaTHpA:

3a OII Nel — lpeacTass npeuioxeHe 3a U3ITLIHEHHE HA TIOPBUYKATA B CHOTBETCTBHE C
TEXHHYECKaTa CIeHHPHUKALNS, H3rOTBEHO 1o [Tpunosicenue Ne 3, 3a OIT Nel, HOMEHKIATYPH



Nohe 123,44, 5,7, 89,10, 11, 12,13, 14, 18, 24, 25, 26, 27, 28,30, 31, 32, 33,45, 46, 48,
30.. 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, 138, 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, 201, 262264, 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,
339, 361, 361, 362, 363, 364, 370,371,372, 373. 34,375, 370, 377,378, 372, 380, 381, 3&2,
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. Ilpencrass Jexnapaius 3a chbIrjlacHe C KIay3UTe Ha
gorosopa - [lpunosxcenue Ne 4. Jleknapauus 3a cpoxka Ha BaJlMJHOCTTa Ha odeprara -
Hpunooicernue Ne 5; Jlexnapauus, 4ye KOJIMYECTBATA 34 JISKAPCTBEHHMS MIPOAYKT ca HAJIMYHHU, B
cinydauTe o wi. 55 an. 6 ot 3JIIIXM; [exnapauusi 3a ocurypsiBaHe Ha HeOOXOIUMHTE
KoJiM4yecTBa Ha odepupaHuTe NPOAYKTH 3a LeJus CcpoK Ha gorosopa; Jlexnapamus, ue
IpeajaraiuTe JIEKapCTBEHHM MPOAYKTH ca perucTpapaHu 3a ynorpeba B cTpaHaTta H
NIpUTEXAaBaT paspelnuTenHu 3a ynorpeba, cerimacHo 3JIIIXM, mpurexasBaTt cepTH(HKATH
YOOCTOBEPSBALLM KadyeCTBOTO Ha MNPOAYKTHTE, JHICBAT OQHUUHAIHKA CBOOLIECHHS HIH
OTPaHHYHTEJHH MEPKH 3a yrnorpeda Ha JIeKapCTBEHU NPOAYKTH - C NOANMUC U MOKBD II€Yar,
I[TO OBPA3ELIl; Hexnapauus, 4ye oepupaHuTe JIEKapCTBEHH MPOAYKTH HMaT HOPMAaTHBHO
omnpeneneHa 1eHa, ceriuacHo wi. 261a, an. 1 ot 3JIIIXM u npeanaradara OoT ydacTHUKa 1leHa
HE HaJBHIIaBa CTOMHOCTTA Ha ONAaKOBKa M3uyHciIeHa Ha 0a3a pedepeHTHa CTOHHOCT, B
cllyyail, 4ye y4acTHHUKBHT OBJE ONnpeleseH 3a HUIIIBJIHUTEI aBTOMATHUYHO IlIe cbhobpasssa
[IPOMEHHTE Ha OBPYKABHO peryjJupaHHUTE LEHH, KOraTo € B IO0J3a Ha BB3JI0KHUTENs M IIe
IOCTAaBsl JIEKAPCTBEHUTE NPOAYKTH Ha HaMalleHHUTE [EHH, CYUTAHO OT JlaTaTa Ha IpOMsHAa Ha
nocysenHuTe B [[03MTHBEH JIEKAPCTBEH CIMHUCBHLK - C MOANMC U MOKBP redart.lIpucTenBa KM
pasriuexaaHe Ha [eXHHUYEeCKOTO IpPEeUIoNEeHHE H KOHCTAaTHpa:

3a OII Ne2 — IlpeacraBs npeano)KeHHe 3a U3IMTbJAHEHHE Ha MophYKaTa B CbOTBETCTBHE
C TexXHHYecKaTa chneuuguranus, H3rorBeHo mno I[lpurocowcenue MNe 3, 3a OIl Ne2,
HoMeHkaTypu NeNe 2, 14, 15, 19, 20, 22, 30, 31, 32, 33, 41, 48, 49, 51, 52, 54, 55, 57, 58, 39,
60, 61, 62, 63, 67, 68, 69, 75 u 76. llpencraps [lexnapanusi 3a ChIVIaCHE C KJIAy3UTE Ha
poroBopa - Ilpunoowcenue Ne 4; Iexnmapauus 3a cpoxa Ha BaJlHJgHOCTTa Ha odeprara -
[Ipunoowcenue Ne 5; Jlekjapaums, 4e KOJMYECTBaTa 3a JIeKapCTBEHHMS MPOAYKT ca HaJIM4YHH,
B cinydauTe 1o 4i. 55 an. 6 ot 3JIIIXM; Jleknapauus 3a ocurypsBaHe Ha HeoOXoIuMHUTE
KOJIHYeCcTBa Ha opepHpaHHUTE NPOAYKTH 3a LEJHUs CpoK Ha maorosopa; Jlexmaparus, uye
[IpeJlaraHuTe JIEKapCTBEHHU IMPOAYKTH ca PperucTpupaHd 3a ynoTtpeba B cTpaHara WH
[IpUTEXKaBaT paspelIuTeNIHH 3a yrnorpebda, cerimacHo 3JIIIXM, npurekaBatr cepTHQUKATH
YOOCTOBEPSBAIH KAa4deCTBOTO Ha MNPOAYKTHTE, JHUICBAT O(QHUUHAHKM CBHOOIIEHUS HIIH
OrpaHUYMUTENHH MEPKH 3a yriorpeda Ha JIEKAPCTBEHH NPOAYKTH - C IOAINKC U MOKBD II€YAaT,
[TO OBPA3ELL; Hexmapauus, ye ohepupaHUuTe NEKAPCTBEHH MPOAYKTH HUMaT HOPMAaTHBHO
onpeneineHa nueHa, cerinacHo ui. 20la, an. 1 or 3JII11XM 1 npeanaraHara oT ydacTHHKA LIEHA
HE HaJBHLIABA CTOMHOCTTA Ha ollaKoBka u3uucineHa Ha 0aza pedepeHTHa CTOHHOCT, B
cillydyaid, 4e YYacTHHKBT OBAE ONpelesieH 3a H3MBJAHHUTE] aBTOMaTH4HO e choOpasssa
MPOMEHHTE Ha ABPIKABHO peryjHpaHHTEe LIeHH, KOraro € B Ioa3a Ha BB3joxuTens U Lie
JIOCTABS JIEKAPCTBEHHUTE IMPOAYKTH HA HAMAJIEHHTE LEHH, CYHUTAHO OT JaTara Ha [NpoMsIHa Ha
nocnegHuTe B [[O03UTUBEH JIeKapCTBEH CIIMCHK - € MOANHC M MOKBp neudar. Komucusra
CAMHOAYIIIHO IpHEeMa, Y€ TEXHHMUYECKHTE TIPEJJIOKEHMS Ha YydJYacTHHKa OTroBapsT Ha
n3nckpanusaTa Ha 3011 u Te3u nocrarenu oT Bb3nouTens.



Komucusra npukimodn pa6orta B 16.00 gaca.
Komucusara npoasmxkasa pa6ora na 06.01.2017r, ot 10.00 gaca.

4.”CODPAPMA TPEUIAMHI™” AJl — Hanuue e.Enunen €BPOINENCKU JOKYMEHT 34
OOILIECTBEHH IOPBYKKM C HHPOPMALMS OTHOCHO JIMYHOTO CBLCTOSHHE HAa Yy4acTHHKA |
KpuTepuuTe 3a nmombop, obpasen Nel, no u3uckBaHuaTa Ha Bb3ao)xuresis, MOONHCAH OT
Humutsp umutpos, Orusa [Homes, Anren Woppanos, Pymen Kosnes. Brucanu ca
MHHHUMAJTHUTE H3WCKBaHHS 3a LOIYCTHMOCT Ha O(pEepTUTe, KaTa ca MPUIIOKEHH KOIIMS OT
paspelIeHue 3a ThProBHs Ha eIpOo, JIHLUEH3HH 3a ThPTOBHsI C HAPKOTHYHH BEIIeCTBAa.,

KomucusTa npuema, 4e IPesIo’KeHHETO Ha yYaCcTHUKA OTroBapsl Ha H3UCKBAHHUATA 34
JTAYHO CBCTOSHHE M Ha KpUTEepHUTE 3a noadop. Ilpeasua Ha ToBa, KOMHCHSTA €NUHOLYIITHO

P E III H

[IPEJJIOKEHHMETO Ha y4yacTHHKa OTroBapsl Ha H3UCKBAHWATA 34 JIMYHO ChCTOSHHE
Ha KPUTEPHHUTE 3a 110100p.

IIpucTenBa KbM pasriexnaane Ha TeXHHYECKOTO NMpelIolKeHHe U KOHCTaTHpa:

3a OII Nel — TlpencraBsa npemioixxeHue 3a U3MBIHEHHE HA MOpBYKATA B CHOTBETCTBHE C
TEXHUYECKaTa CIeNH(pHKaLMsl, U3rOTBEHO 10 [Ipunosicenue Ne 3, 3a OIT Nel, HOMEHKIATYpH
NeMe 1.4.:5,06, 7,11, 12,13, 14, 15,16, 17, 1819, 20,21, 22, 23. 94.95. 26, Zil:0), 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, 928, 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,
259, 301, 303, 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, 222, 353, 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. Ilpencrass Jlexnapanus 3a CbLIJIacHE C KJIay3UTe Ha Joroesopa -
Ipunooicenue Ne 4; Jlexkapamnus 3a Cpoka Ha BaJIMAHOCTTA HA opeprara - [Ipunosiceriiie Ne 5;
Jexnapariius, 4e KOJM4YEecTBaTa 3a JIEKAPCTBEHUS IPOAYKT ca HAIUYHHU, B CIIydauTe [0 Y. 55
an. 6 ot 3JIIIXM; Jlexnapauuss 3a OCHI'ypsiBAaHE HA HEOOXOOUMHTE KOJIMYECTBA HA
O(pepHpaHHTE MPOAYKTH 3a LENHs CPOK Ha norosopa; Jlexnapaimus, uye mnpemjlarasure
JICKApCTBCHH MPONYKTH Ca PpEerucTpupanHud 3a ymorpeba B cTpaHaTa H IIPHTEXKABAT
paspemuTeNHK  3a  ynorpeba, cbrinacio  3JIIIXM, mnpurexasar  cepTHdHKATH
YAOCTOBEPsABAIH Ka4eCTBOTO Ha IMPOJIYKTHTE, JIMUIICBAT O(HUIHANHH CHOOILUEHHS HITH
OTPaHHYIHUTENIHH MEPKH 3a ynoTpeba Ha JIEKApCTBEHH MPOJIYKTH - C HOMMNHC U MOKBD Meyar,
ITIO OBPA3EL]; Hexnapaius, dye oepHUpaHuTe JICKapCTBEHU NMPOAYKTH MMaT HOPMAaTHBHO
OInpeAescHa UeHa, CbriacHo wi. 201a, an. 1 or 3JITIXM u npearasara oT y4acTHHKA LEHA
HE HaJBUIlaBa CTOHHOCTTA HAa OIlaKOBKAa H34yHcleHa Ha 6Ga3za pedepeHTHA CTOMHOCT, B
ClyqaM, 4U€ y4acTHHKBT OBJIE€ ONpenesieH 3a HM3IBIHHUTE] aBTOMATHYHO IIe ChoOGpassisa
NMPOMEHHTE Ha JBPXKABHO PEryJIHPaHHTE LIEHH, KOraTo € B IMoJi3a Ha Bb3J0KHTENSI U IIe



IDOCTaBsI JIEKAPCTBEHHUTE IIPOAYKTH HA HAMaJIEHUTE LIEHH, CYHTAHO OT JaTaTa Ha IPOMSHA Ha
nociaeqHuTe B [Io3UTHBEH NleKapCcTBEH CIUCEHK - C MOIMHC B MOKED IeYar.

3a OII Ne2 — [IpencTaBs npesioxKeHUe 3a H3IIBJIHEHHE Ha [IOPBUKATA B CHOTBETCTBHE
C TEeXHHYecKaTa choneuu@uxanus, H3roTBeHo 1o I[Ipimoocenue Ne 3, 3a OIT No2.
HoMeHKIaTypH NeNe 19, 20, 30, 31, 32, 49, 50, 51, 52, 54, 55, 57, 58, 59, 60, 61, 62, 63, 67,
68, 70 u 74. Ilpencrass Jlexynapanus 3a chrilacue ¢ Kiiay3uTe Ha NOrosopa - Ilpunoocerue
Ne 4; Jleknapanuus 3a CcpoKa Ha BaJMAHOCTTAa Ha odeprara - I[lpunoowcenue Ne 5
Hexmapanus, 4ye KOJHMYECTBATA 3a JISKAPCTBEHHS MPOJYKT Ca HAJMYHH, B CIydauTe 1O HII.
55 am. 6 or 3JIIIXM,; Jexnapamnusa 3a OCHI'YpsiBAHE Ha HEOOXOOMMHUTE KOJNHYECTBA HAa
oepupaHuTe HPOAYKTH 3a ILEIUsS CPOK Ha goroBopa; Jlexnapamus, dYe IIpealaraHHTe
IEKAPCTBEHH TPOJYKTH Ca pPErHcTpUpaHu 3a yrnorpeba B cTpaHarta U IIPHTEXKAaBaT
paspemuTesHH  3a  ynorpeba, cbriacno  3JITIXM, npuTexaBar — cepTHdHKATH
YOOCTOBEpSBAIlM Ka4YeCcTBOTO Ha MNpPOAYKTHTE, JIMIICBAT O(QUIHAIHKU CHOOIIEHHUS WIIH
OTPaHHYHTENIHH MEPKH 3a yrnorpeda Ha JIeKapCTBEHH MPOAYKTH - C INOAIHC H MOKBD IeYar,
[TO OBPA3ELL; Hexnapamusi, ue oepupaHuTe JIEKAPCTBEHU NMPOAYKTH HMaT HOPMATHBHO
ompeneseHa IieHa, ChrilacHo Wwi. 261a, an. 1 ot 3JIIIXM u npennaragara OT y4acTHHKA [[€HA
HE HaJBHIIaBa CTOMHOCTTAa Ha ONAaKOBKa H34duclieHa Ha 0as3a pedepeHTHa CTOHHOCT, B
Clly4daH, 4Ye yJaCTHHKBT OBbJIe OIpeesieH 3a H3NBJAHHTE] aBTOMATHYHO e chobpasssa
[IPOMEHHUTE Ha ABPYKABHO PEryJIHpaHUTE LEHM, KOTaTo € B [0JI3a Ha BB3JT0KHUTENS U e
J0CTaBsl JIECKAPCTBEHUTE NPOJAYKTH HA HAMAJIEHHUTE [I€HH, CYUTAHO OT JAaTaTa Ha IIPOMSIHA Ha
nocneaHuTe B IIO3HTHBEH JIEKAPCTBEH CIUCHK - C IMOAINHKC M MOKBP mneyar. Komucusra
COHHOAYIIHO IIpHeMa, Y€ TEeXHUYECKHTE MNPEeIJIOKEHHMs Ha YYacTHHKA OTIroBapsT Ha
usuckBanusTa Ha 3011 u Te3u mocTaBeHH OT BB3I0KHATENS.

S’MEOEKC” OO/l — Hanuue e Eaunen eBponelckd JOKYMEHT 3a OOLLUECTBEHH
MOPBYKH C HH(OOPMAUMs OTHOCHO JIMYHOTO CHCTOSHHE HA YYACTHHKA H KPHUTEPHHUTE 3a
nonbop, obpaseu Nel, mo msuckBamusita Ha Bb3noxurens, noanucan or Emun JlaneB u
Bennsap [lparoes. Brincanu ca MHHHMaJIHHTE H3UCKBAHHUS 34 JONYCTHMOCT Ha odepTHTe, ¢
MPHIIOXKEHO pa3pelleHrue 3a ThProBHs Ha €[po, JIMLEH3HUsI 3a THProBHSI C HAPKOTHYHH
BEIECTBA U AeKiapanus 3a o0paszoBaTe/eH HEeH3 Ha U3ITBJIHUTEJIHTE Ha MOPBHYKATA, CIIMCBK HA
MIIC, ciuceK Ha nepcoHal.

Komucusara npueMa, ue NnpeajioyKeHHEeTO Ha ydyacTHHKA OTroBapsi Ha HM3UCKBAHHUATA 34
JIAYHO CBCTOSIHHUE H Ha KpUTEepUHUTE 3a noadop. Ilpeasua nHa ToBa, KOMHUCHSITA €MUHOIYIIIHO

P E HI H

IHIPEOJIOCKEHHUETO Ha yyacTHHKA OTroBaps Ha U3HCKRAHHUSATA 34 JIMYHO CHLCTOSHUE W
Ha KpUTEpHHTE 3a moabop.

[IpucThnBa KbM pasriexaane Ha TeXHHYeCKOTO NpeIoXKEeHue U KOHCTATHPA:

3a OII Nel — IlpencraBs npemioskeHre 3a H3MLIHEHHE Ha IIOPHUYKATA B CHOTBETCTBHE C
TEXHHYECKaTa CrelM(pHUKALUs, U3TOTBEHO 110 [I/punosicenue Ne 3, 3a OIT Nel, HOMEHKIATYpH
NeNe 1, 5, 6,7, 8, 10, 13, 24, 26, 30, 42, 87, 88, 108, 109, 127, 128, 130, 131, 132, 145, 146,
L7, 148, 156, 157, 138, 159, 160, 161, 162, 164, 166, 167, 168,170, F71,. 172, Y73, 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,
4906, 497, 498, 499, 500 501, 503, 504, 505, 506, 507, 508, 509, 515, 538, 539, 567, 599, 622,
623, 624, 635. Ilpencrass Jlexmaparus 3a chriiacue ¢ Kiay3uTe Ha HOroBopa - Ilpunooicenue
Ne 4; Ileknapalus 3a CpoKa Ha BaluMJHOCTTa Ha oeprara - [lpunooicenue Ne 5; Jexnapaiius,



Y€ KOJIMYEeCTBaTa 3a JIEKAPCTBEHHS ﬁpﬂﬂy:r{*r ca HaJlM4HH, B CJIydYadTe I0 wWi. 55 an. 6 or
3JHIXM; Jlexmapaiiusi 3a OCHTYPSBAHE HA HEOGXOIUMUTE KOJIMYeCTBa Ha odepupaHuTe
POAYKTH 3a ILeaHsi CpOK Ha HOoroBopa; J[lexsiapauus, ye IIpemiaraHuTe JIEKapCTBEHH
IPONYKTH Ca PErHCTPHpPaHH 3a ynoTpeba B cTpaHaTa M IIpPUTEKABAT paspeluuTenHyd 3a
ynorpeba, cerinacuo 3JIITXM, npurexasar CepTH(HUKATH YAOCTOBEPSBAIIH KAYECTBOTO HA
MPOAYKTHTE, JIUTICBAT OPUUHANIHU CHOOLIEHHS MJIH OrpaHUYUTETHH MEpPKH 3a ynorpeba Ha
JICKapCTBCHH INPOAYKTH - C MoAmuc H Moxbp neuar, [10 OBPA3ELI; Hexnapaumns, ue
o(pepUpaHuTE JIEKAPCTBEHH IMPOJIYKTH HMAT HOPMAaTHBHO OIIpeJiesieHa lieHa, ChIJIaCHO .JI.
261a, an. 1 or 3JIIIXM u mpenaraHaTa OT Y4aCTHHKA [IEHa HE Ha/JBHIIaBa CTOMHOCTTA Ha
OllaKOBKa H34YHCJIEHa Ha 0asa pedepeHTHAa CTOMHOCT, B CiIyuaii, ue YYaCTHHKBT OBle
OHPCACICH 3a M3IIBIHHTE] aBTOMAaTHYHO Ie CHhoOpassiBa IIPOMEHHTE Ha IBPXKaBHO
PCTYJIHPaHHUTE ICHH, KOraTo € B I10Ji3a Ha BB3MOKHUTENss U Ie HOCTABS JIESKapCTBEHHUTE
HPOAYKTH Ha HaMajCHHTE LEHH, CYMTAHO OT JaTaTa Ha IIPOMSHA HA TOC/HEIHHTE B
IIo3UTHBEH NIEKAPCTBEH CIIUCHK - C ITOIITHC K MOKBP Me4yar.

3a OII Ne2 — IIpexncrasst NpemIoKeHHE 32 HAMIBIHCHHE HA [IOpBhYKATA B CHOTBETCTBHE
€ TeXHH4ecKaTa CHenU(UKalus, H3TOTBEHO 10 [Ipunosicenue N 3, 3a OII Ne2,
HOMeHKNaTypu NeNe 1, 2,3, 4,6, 7,8, 11, 15,17, 19, 20, 21, 22, 20, 27,29.30,31, 32.36. 41,
48, 49,51, 52, 57, 58, 61, 64, 71. 72 w 75. [Ipencraps Hexknapanus 3a chriiacue c KJIAY3HTE
Ha [oroBopa - [lpunosicenue No 4; Jlexnapauus 3a cpoka HAa BaJMIHOCTTA Ha odeprara -
lpunooicenue Ne 5; Jlexnapaums. 4e KOJIMUYECTBATA 34 JICKAPCTBEHH S MPOAYKT Ca HAJIMYHH,
B CIyHauTe o wi. 55 an. 6 ot 3JIIIXM; [leknapauns 3a OCHrypsiBaHe HA HEOGXOIUMHUTE
KONHYECTBA HAa O(PEPHpPAHHUTE MNPOLYKTH 3a LENHS CPOK Ha noroBopa; [Hexmaparus, e
HpelIaraHuTe JICKApPCTBEHH NPONYKTH Ca pPErHcTpUpaHu 3a yrnorpeba B CTpaHaTa H
[IPUTEKABAT Pa3peIUNTENHH 3a yroTpeba, ceritacHo 3JIITXM, mpurexasar ceptuduKaTH
YAOCTOBEpABAIIM Ka4eCTBOTO Ha MNPOAYKTHTE, JHICBAT O(GUIHATHH CHOOIIEHHUS HIIH
OFPaHUYIHTEIHA MEPKH 3a yrnoTpeba Ha JeKapCTBEeHH MPOAYKTH - C MOMITHC H MOKBpP I€4ar,
I10 OBPASELI; Hdexnapauus, ue odepupannTe JIEKapCTBEHM MPOJAYKTH MUMAT HOPMATHBHO
OIIpEAIC/ICHa LICHA, CBIIIACHO Wi 261a, an. 1 ot 3JIITXM u npemaranara ot yYyacTHHKA LieHa
HE HaJBHIIaBa CTOHHOCTTAa Ha ONAaKOBKa H34YHCJIEHA Ha 0a3a pepepeHTHA CTOHHOCT, B
Clydan, 4€ y4aCTHHKBT OBIE ONpeneneH 3a M3ITBIHHTEN] ABTOMATHUIHO e crobpasspa
HPOMCHHTE Ha NBPXKaBHO DETy/JIMPaHHTE LEHH, KOTATO € B I10J3a HA BB3JIOMUTENs W e
AOCTABS JICKAPCTBEHUTE IIPOAYKTH Ha HAMaJICHUTE L€HH, CYUTAHO OT JATATa HA [IPOMsiHA HAa
nociaenuuTe B lIO3HMTHBEH NEKapCTBEH CNHCBHK - C MOANHC W MOKBp riedar. Komucusrta
CAHUHOAYIIHO IMpHEMa, Y€ TEeXHUYECKHTE MPEAJIOKEHHS HA YYaCTHHKA OTroBapsT Ha
u3sHCKBaHUATA Ha 3011 ¥ Te3u mocrareHH oT Be3ioures.

6.”AJITA ®APMACIOTUKDBJIC? EOOJ - Hamuue e Enunen esponeiicku
AOKYMEHT 3a OOILISCTBEHH MOPBYKH C MH(OPMAIHS OTHOCHO JIMYHOTO CLOTOSHHE HA
ydacTHHKa H KPHTEPHHTE 3a noi0op, oOpaserr Nel, mo HM3MCKBAHMSTA HA Be3noxurens,
noamucan ot Becka Konepa. Brincanum ca MHHMMAaTHHTE H3HUCKBAHHS 34 JIONYCTHMOCT Ha

odepTHTE, CBITIACHO OOpa3eua.
Komucusra npuema, 4e npeanoxeHHETO Ha y4acTHHKA OTroBaps Ha H3HUCKBaHHSITA 3a

JIAYHO CBCTOSHHE H HA KPUTEPUHTE 3a nmoadop. Ilpensum Ha ToBa, KOMUCHSTA EOHHOAYIIHO
P E IH ‘M

HPENJIOXKEHUETO Ha yuyacTHHKA OTTOBapsi HAa U3UCKBAHUATA 34 JHYHO CHCTOSHHE M
Ha KPUTEPUHUTE 3a oa00p.

lIpucTensa ke™m pasrnesxxaane na TexXHHUECKOTO MPe/UIOKEHHE U KOHCTaTHpA:



=

3a OII Ne2 — [lpencraBs npeuiodkeHle 3a U3ITbJHEHHE HA [MOPBYKATa B CbOTBETCTBHE
C TeXHHYECKaTa CHelupUKALMS, H3TOTBEHO 110 [lpunosicenue Ne 3, 3a OIT Ne2, HOMeHKNIATYpH
Nee 2.3, 11, 20, 21, 22 27 30, 31. 32, 33, 36, 57, 58, 60 6l, 62, .63, 67 69 71. 75.
[Ipencrass Jlexnmapauus 3a chLJIaCHE C KJay3uTe Ha- gorosopa - [lpunooicenue Ne 4,
Jleknapaius 3a cpoka Ha BaJMAHOCTTa Ha odeprara - [Ipunooicenue Ne 5; Jlexknmapauus, ue
KOJIM4YecTBaTa 3a JICKapCTBEHHA MNPOAYKT ca HaAJIW4YHH, B CIy4YauTe Mo Wi. 55 am. 6 oT
SJIIIXM; [Jlexnapauus 3a OCHrypsiBaHe Ha HeoOXOIMMHTE KoJMdecTBa Ha odepupaHuTe
NPOAYKTH 3a LeJUss CpOK Ha morosopa; Jexnapanus, 4e NOpeslaraHuTe JIeKapCTBEHH
IIPOOYKTH Ca PETHCTPHpaHH 3a ynoTpeba B cTpaHaTa M MPHUTEXKABAT paspelIuTEelIHH 3a
ynotpe0a, cerinacuo 3JIIIXM, npurexaBaT cepTHOUKATH yAOCTOBEPSABAIIM KAaYECTBOTO HA
NPOAYKTHTE, JIUIICBAT O(ULHAIIHA ChOOLIEHMS UM OrPAaHHYHUTENHH MEPKHM 3a ynoTtpeba Ha
JIEKApCTBEHH IPOOYKTH - ¢ moAnuc H Mokbp nedar, IO OBPA3ELl; Jexnapamus, de
oepHpaHUTe JIEKAPCTBEHH MPOAYKTH MMAT HOPMATHBHO OIIpeesieHa I[€HA, CHIJIACHO 4l
261a, an. 1 ot 3JIIIXM wu npemnaranara OT y4acTHHKA LleHA HE HAJBHINIABA CTOMHOCTTA HA
ONaKoOBKa H34YHCJ/ieHa Ha Oasa pedepeHTHa CTOMHOCT, B Ccllydai, Ye YYacTHHKBLT ObIe
ONpENeICH 3a HM3MBJIHUTE] aBTOMaTHYHO L€ cboOpa3siBa MPOMEHHTE Ha IBPKABHO
pPETyNHpaHUTE LI€HH, KOraTo € B IoJi3a Ha Bp3noxurens v L€ HocTaBs JIEKapCTBEHHTE
[IPOAYKTH Ha HaMajlIeHHTE ILI€HH, CUHTAHO OT Jarara Ha [IpOoMsHa Ha IOCIEOHHTE B
[lo3uTHBEH JI€EKAPCTBEH CHHCHK - C HOAIMHC H MOKBpP meyar. KoMHCHSTA €IMHOMYIIHO
[IpHeMa, 4€ TEXHHYECKOTO MNPEeIOKEHHE Ha YYaCTHHKA OTroBaps Ha u3uckBanuara Ha 30T1
M T€3H [IOCTaBeHH OT BB3noykurerns.
7.“EKO®APM* EOO/ — Hanuue e Enunen eBponeickn JOKYMEHT 3a OOIECTBEHH
MOPBYKH C HHOOpPMAIUs OTHOCHO JIMYHOTO CHCTOSIHHE HA YYACTHHUKA H KPUTEPHUHUTE 24
nonbop, obpazerr Nel, mo w3HCKBaHHUATA HA BB3JOXKHUTENs, MOIIHUCAH OT ITerep Hukonos
Benes, ynpasuTten. Bnucanu ca MUHUMATHHTE H3HCKBAHHS 3a JOIIYCTHMOCT Ha odepTHre.
Komucusta npuema, 4ye NPEMJIOMKEHHUETO HA yYYACTHHKA OTrOBapsi Ha HM3UCKBAHUSTA 34
JIAYHO CBCTOSIHUE M Ha KpUTepuuTe 3a noadop. [lpensua Ha ToBa, KOMHCHATA €IUHOAYIIIHO

EE L H

[TPEJJIOXKEHUMETO Ha yyacTHHKA OTroBapsi Ha M3UCKBAHUATA 34 JIMYHO CHLCTOSHHE W
Ha KpHTEpHHTE 3a noabop.

HEJHCT'BHBE KBM pasrjiexoaHe Ha TexHuueckoTo [IPECOIOKEHHE M KOHCTATHpPA.:

3a OII Nel — IlpencTaBs NpeSIOIKEHHE 3a H3IThIIHEHHE HA MTOPBUYKATA B CHOTBETCTBHE C
TEXHHUYECKaTa crnenuduKanus, H3rorseHo no /Ipunooicenue Ne 3, 3a OIT Nel, HOMeHKIATYpH
NeNe 394, 477, 478. Ilpencrasst [exnapauusi 3a ChbIIACHE C KJIay3UTe Ha OTOBOpa -
lIpunooicenue Ne 4; Jlexnapauus 3a cpoka Ha BaIHWAHOCTTA Ha odeprarta - IIpunooicernue Ne 5
Jlekapanus, 4e KOIMYEeCTBaTa 3a JIEKAPCTBEHHUsI NIPOAYKT Ca HAJHYHM, B CIIYYAUTE IO WI. 55
an. 6 ot 3JIIIXM; Jexmapanuss 3a OCHTypsABaHe Ha HeoOXOOHMMHUTE KOJHUYecTBa HAa
oepupaHuTe MPOAYKTH 3a LM CpOK Ha J0rosopa; Jlexnmapainus, de IpenjaraHuTe
JIEKAPCTBEHM [POJAYKTH Ca& perucrpupanHu 3a yrnorpeba B cTpaHata M I[pUTEXKaBaT
paspemuTeNHd  3a  ynorpeba, cwriacHo  3JIIIXM, npurexaBaT — cepTH(HKATH
YAOCTOBEpsIBAlllM Ka4YeCTBOTO Ha MNPOAYKTHTE, JIMIICBAT O(GHUOHAIHH CLOOLIEHHS WIH
OrPaHHYUTE]IHH MEPKH 3a ynorpeda Ha JIEKapCTBEHH IIPOJAYKTH - C ITOJITHC U MOKBD Ieyar,
110 OBPA3ELL; Hexnapanus, ye opepupaHuTe JIEKAPCTBEHH IIPOAYKTH MMAT HOPMATHBHO
oIpejeieHa eHa, ChbriuacHo wi. 261a, an. 1 ot 3JIIIXM u npeajiaraHaTta OT Y4aCcTHHKA leHa
HE HaJBHIIaBa CTOHMHOCTTA Ha OMaKOBKa H34uclieHa Ha 0a3a pedepeHTHa CTOMHOCT, B
CilydyaH, 4e YYacTHHKBT ObJe OnpefeseH 3a HM3NbJAHHTE] aBTOMATHYHO IIE ChoOpa3ssBa
[IPOMEHHUTE Ha OBPIKABHO PEryjJIUpaHUTE LIEHHM, KOTaToO € B I10J3a Ha BB3JIOKHUTENS U 1e
NOCTaBs JICSKAPCTBEHHUTE NPOAYKTH Ha HAMAJIEHUTE LIEHH, CUYUTAHO OT JlaTaTra Ha [IpoMsiHa Ha



nocuenuure B [lozuTHBEH JICKAPCTBECH CITHCEBK - C ITOAIHC H MOKGBP T1€4ar.

3a OII Ne2 — [IpencTaBs npeioyKeHHE 3a U3IIBIHEHHE Ha TOPHYKATA B CHOTBETCTBHE
C TeXHHYECKaTa crnenuuKamus, H3rorBeHo no [punoowcenue Ne 3, 3a OII Ne2,
HoMmeHKIaTypu NeNe 42, 43. Ilpencrasa dexknapalus 3a ¢eriacue ¢ Kiiay3uTe Ha JOroBopa -
Ilpunooicenue Ne 4; Jlekyiapauns 3a Cpoka Ha BaJlWIHOCTTA Ha oeprara - Ilpunosicernue Ne
5; MHexyapanus, 4€ KOJHMYECTBATa 3a JICKAPCTBEHHS MPOAYKT Ca HAJIHUYHH, B CIYYAHTE II0
91, 55 an. 6 or 3JIIIXM; [eknapauus 3a OCHTrypsBaHe HAa HEOOXOIUMHTE KOJIMYECTBA Ha
o(pepupaHuTE MPOJYKTH 3a LEIHsl CPOK Ha Jorosopa; Jlexsiapauus, ue mpemiaraHuTe
JIEKapCTBEHH TMIPOAYKTH Ca perucrpupaHd 3a ynorpeba B crTpaHaTta M [IPUTEXKABAT
paspelIuTeNHH  3a  ynotpeba, cwriacHo  3JIIIXM, npurexaBar  cepTU(HKATH
YIAOCTOBEPSABAIM KA4Ye€CTBOTO HA I[POAYKTHUTE, JIUTICBAT o(puIMaTHH CBOOIIEHHS HIIH
OTPaHHMYHUTEIHH MEPKH 3a ynotpeda Ha JIEKAPCTBEHHU HPOAYKTH - C IOJIHC U MOKBD IIeYar,
II0 OBPA3EILI; [exnapanus, ye ohepupaHuTe JIEKapCTBEHH MPOAYKTH HMAT HOPMATUBHO
OIperesieHa eHa, cbrjacuo wi. 261a, an. 1 or 3JITIXM u npemraranara oT y9acTHHKA I€HA
HE HaJBHIIaBa CTOMHOCTTA Ha ONAaKOBKa H34HclieHa Ha 0a3za pedepeHTHA CTONHHOCT, B
Cllydad, 4€ YYaCTHHKBT ObAE ONpeneseH 3a H3IIBJIHHUTEN aBTOMATHYHO IIe chobpaszsiea
IIPOMEHHTE Ha ABPKABHO PEryJIHpaHHTE LIEHH, KOraTro € B I10/13a Ha BB3JIOKUTENS M IIe
AOCTaBsl JIEKAPCTBEHUTE IIPOAYKTH Ha HAMAIEHHUTE LEHH, CYUTAHO OT JIATATA HA IIPOMSHA Ha
nocinenuuTe B [lo3UTHBEH JleKapCTBEH CHUCHK - C MOAIMC M MOKBp nHeuar. Komucusra
€OHHONYIIHO IIpHeMa, Y€ TEeXHHYECKHTE MPEAJIOKEeHHs] Ha YJYacTHHKa OTroBapsT Ha
u3nckBanusta Ha 3011 u Te3u nmocraBeHu oT Bh3noxurens.

8.“D@APKOJI* AJl — Hanuue e EanuHeH eBpomnedckH MAOKYMEHT 3a OOILIECTBEHH
NOPBYKH € HH(pOPMALMS OTHOCHO JIMYHOTO CBhCTOSIHME HA YYaCTHMKA M KPUTEPHUTE 3a
nmonbop, obpasen Nel, no wusuckBaHusita Ha Bbinoxurens, noxanucad ot [.Bazores,
Ilpencenaren na CJI, Taus Munuesa-bazorera, Man.qupexrop, Hanuen Jliobeno Panynos,
3am.nipenc.ua CJI. Brimcanu ca MUHUMAITHUTE H3HCKBAHMUS 34 JIOMYCTHMOCT Ha O(epTHTE.

Komucuara xoHcTaTupa, ye Tans Munuesa-basoresa u 'eopru BazoreB ca Bnucanu
KaTo OTTOBOPHH 3a yYaCTHETO Ha APY)KECTBOTO B HacTosmiara nporenypa mno 30I1. Ot cBos
CTpaHa asamaTta ca yneJHOMOIEIM Pakio CrankoB Kapues, HO IBIHOMOIIHOTO HE €
HOTapHaliHO 3aBepeHo. Ot cBosa cTpaHa, Paiio Kapuer e mnoanumcan TexXHHYECKOTO
IIpeajiosKeHue, a BBpXY OIKUC Ha NpeACTABEHHUTE AOKYMEHTH € BIIMCAaHO MMaro Ha Paiio
Kapues, HO nHUIICBAa IIOIITHC.

lIpenBun Ha TOBa, KOMHCHATA NpHEMa, Ye € HeoOXOUMMO 1a ObJaT H3IpaBeHH
KOHCTaTHPAaHUTE MPOITYCKH, 34 KOETO 1€ cl/ieABa Ha YYacTHHKA Ja Ce HajJe HOIIbIHHTENeH
CPOK.

Komucusita rnipuema, ye npeioxKeHHETO Ha YYACTHHKA OTroBapsl Ha H3HMCKBAHHUATA 3a

JIMYHO CBCTOSIHME U Ha KpuTepuurTe 3a noadop. llpeasna Ha ToBa, KOMUCHATA €IHHOAYIIIHO

F E LI M

[MPENJIOKEHMETO Ha yyacTHUKa OTrOBapsl Ha U3MCKBAHMATA 34 JIMYHO CHCTOSHHE U
Ha KPUTEPHHTE 3a moadop.

IlpucThiiBa KM pasriaexaaHe Ha TeXHUUECKOTO NpeJIO)KEHUE U KOHCTATHPA!

3a OII Nel — IIpencrass npemioiKeHHE 3a U3IIBJIHEHHE HA IOPHYKATA B ChOTBETCTBHE C
TeXHHYECKaTa crenuuKaus, u3roTseHo no [Ipunoorcenue Ne 3, 3a OIT Nel, HOMEHKJIaATYPH
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,
207,270, 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,
316, ddY, 522, 533, 535,536,537, 545, 552,557, 559, 567,570, 572,580, 581, 582. 588. 591.
593, 613, 614. Ilpencrassa Jlexnapanus 3a cbhriacue ¢ Kiay3uTe Ha gorosopa - Jlpunosicerue
Ne 4; Jlexknapaiiusi 3a CpoKa Ha BaJlMJAHOCTTa Ha odeprara - [Ipunosicenue Ne 5; Jlexnapaimusi,
Ye KOJIMYEeCTBATa 3a JIEKAPCTBEHHsI NPOAYKT ca HaAJHMYHH, B CIIydadTe II0 4. 55 an. 6 oT
3JIIIXM; [lexiiapaiusi 3a OCHIypsBaHE Ha HEOOXOIMMHTE KOJIHYECTBA HA O(MEPHPAHUTE
NPOAYKTH 3a LEIHs CpoK Ha gorosopa; Jlexnapanms, 4de IIpemjlaraHHTE JIeKapCTBEHH
MPOAYKTH Ca PErHCTPHpPaHH 3a ynoTpeba B cTpaHaTa M IIPHTEXABAT paspEIIHTEHH 32
ynorpeba, ceriracao 3JIIIXM, npurexasar cepTH(HUKATH YAOCTOBEPSBAIIM KAYECTBOTO HA
IPOAYKTHTE, JIMIICBAT OQUUHAIHHU CHOOLIEHHS WK OrpaHUYMTENIHH MEPKH 34 yrnorpeba Ha
JIEKApCTBEHH MNPOAYKTH - ¢ roamuc v mMokbkp nedar, [1O OBPA3EILl; dexnapauus, ue
O(EpUPAHHTE JIEKAPCTBEHH IMPOAYKTH MMAT HOPMATHBHO OIPEHe/eHa L[€Ha, ChITIACHO HJI.
261a, an. 1 or 3JIIIXM u mpejuiaragata 0T y4acTHHUKA [leHA HE HAOBHIIIABA CTOHHOCTTA HA
OITAaKOBKa H34YHCJIEHa Ha 0a3a pedepeHTHa CTOHHOCT, B cly4yail, 4e Yy4acTHHUKBT OBbIe
ONpPENEJIEH 3a M3IIBJIHUTE] aBTOMATHYHO IlIe CcboOpassiBa NPOMEHHTE HA IbPKABHO
peryiupaHuTe LEHH, KOrato € B roJiza Ha Bb3slodkuTessi M 1Ie JOCTaBs JEeKapCTBEHHUTE
NPOAYKTH Ha HamalIeHHMTE LEeHH, CHHUTAHO OT JlaraTa Ha TMpOoMsSHa Ha IIOCJIEIHUTE B
[To3uTUBEH NEKAPCTBEH CITHCHK - C IOAIIKC H MOKBD I1€YAar.

3a OII Ne2 — JIpencrass nMpeuioKeHHE 3a U3ITBJIIHEHUE HA TOPBUYKATA B CHOTBETCTBUE
C TexXHH4Yeckara crnemuduxamus, H3roTBeHo mo I[Ipunoosicenue Ne 3, za OIL Nel,
HOoMeHKnaTypu NeNe 11, 20, 21, 27, 33, 36. Ilpencrass Jlexinapanus 3a CBIIIACHE C KIIAY3HTE
Ha AoroBopa - I[lpunoosicenue Ne 4; Jlexnapalnsi 3a cpoka Ha BaJMAHOCTTa Ha odeprara -
Ipunooicenue Ne 5; Jlexnapanus, 4e KOJMYECTBATA 34 JEKAPCTBEHHS MPOAYKT Ca HATHYHH,
B ciiy4auTe 110 4i. 55 am. 6 ot 3JIIIXM; [lexnapaius 3a ocUrypsiBaHe Ha HeoOXOIHUMHTE
KOJIM4YeCTBA Ha O(epuUpaHHUTEe NPOAYKTH 3a LEJds CPOK Ha morosopa; Jexmapanms, de
npeajlaraHuTe JIEKapCTBEHH IMIPOAYKTH Ca perucrpupaHu 3a ynorpeba B cTpaHaTta H
NpUTEeXaBaT paspelIuTeNnHu 3a yrnorpeba, cerimacHo 3JIIIXM, npurexasar cepTHdHUKaTH
YOOCTOBEPsBAIH Ka4YeCTBOTO Ha INPOAYKTHTE, JHMIICBAT OMHIIMAIHH CBHOOMIEHHUS HIH
OTPaHUYMTENHH MEPKH 3a yrnorpeba Ha JISKapCTBEHH MPOJYKTH - C [MOAINHC H MOKBP Ieyar,
[TO OBPAS3ELI; exnapanus, ye odepupaHuTe JEKAPCTBEHHM MPOAYKTH MMAT HOPMATHBHO
Ompe/iesieHa leHa, ceriacHo wWwi. 261a, an. 1 or 3JIITXM u npeanaranara oT ygyacTHHKA LI€HA
HE HaJBHIIIaBa CTOHHOCTTA Ha OIaKOBKa H34yMcjieHa Ha 0a3za pedepeHTHa CTOHHOCT, B
Cllydad, 4e Y4YaCTHHUKBT ObAE ONpPENETCH 3a H3IBIHHUTE]I aBTOMATHYHO LIe ChoOpasssa
[IPOMEHUTE Ha ABPXKABHO PEryJHpaHHUTE LEHH, KOraro € B II0JI3a Ha BE3JI0KHTES U IIe
JOCTaBsI JIEKaApPCTBEHUTE NPOAYKTH Ha HaMaJlEeHHUTE LIeHH, CYUTAaHO OT JaTara Ha NpoMsHa Ha
nocnenauTe B [Io3WTHBEH JjI€KapCTBEH CIMCBHK - C MOANMHC M MOKBLp rnedar. Komucusra
COHHONYIIHO IIpHEeMa, Y€ TEeXHHYECKHTE [IPEJJIOMKEHHS Ha YYaCTHHKAa OTroBapaT Ha
H3HCKBaHHATA Ha 3011 ¥ Te3u nocraBeHH OT Bb30KHTENS.

9.“PAPMHET* A — Hanuue e EauHeH eBpONedcKH JOKYMEHT 3a OOIIECTBEHH
MOPBYKH € HH(POpPMALUs OTHOCHO JIMYHOTO CBHCTOSIHME HA yYacTHHKA M KpPHUTEPHHTE 34
nmoadop, obpasen Nel, mo usKMckBaHusTa Ha BB3noxurens, moanucad ot Becka Mapemika,
Ceernana Mapemxka u Becenwn boxxkos. Bnucanu ca MUHMMaJIHHTE H3MCKBAaHHS 34
JOIMyCTUMOCT Ha odeprara, ¢ NpUIOKeHH Konus oT PaspemeHue 3a TLProBus Ha €OpoO H
JInueH3us 3a paboTa ¢ HAPKOTHYHHN BELIECTBA, pe(epeHLIHH.

[Ipexsuji HA TOBa, KOMHCHSATA IpHEeMa, 4e € HeoOXOomuMO ja OBJAT H3IpPaBEeHH
KOHCTAaTHPaHHTE MNPOIMNYCKH, 3a KOETO LlIe clie/Ba Ha y4yacTHHUKA Ja ce Jaje HONbIHUTENEH
CPOK.

KomucusiTa npuema, 4e NMpeayioKeHHETO HAa yYacTHHKA OTroBaps Ha H3UCKBAHHSTA 32
JIHYHO CBCTOSIHUE M Ha KPUTEpHUHTE 3a nondop. Ilpeasum Ha ToBa, KOMHUCHATA €MUHOYIITHO



P-E HOI B

[TPEJJIOXKEHHMETO Ha y4acTHMKa OTroBapsi Ha H3MCKBAHHUSATA 34 JIMYHO CHCTOSHUE U
Ha KpHUTEPHHTE 3a r1oadop.

[IpucTbnBa KpM pasriiedxgane Ha TeXHHUYECKOTO MPEeIOKEeHHE H KOHCTaTHpa:

3a OII Ne2 — Ilpencrass IPeIIOKCHHE 38 U3IBIHEHHE HA IOPBHYKATA B CHOTBETCTBHE
C TEXHHYECKaTa CIeIH(PUKALIMS, U3TOTBEHO 110 [Tpunoscenue Ne 3, 3a OIT Ne2, HOMEHKJIaTypH
oMo 2, 19¢ 25, 3041, 49, 51, 52, 54, 55, 57, 58, 59, 60, 62, 63, 67. 68, [Ipencrass
Jlexnapaius 3a ceriracue ¢ Kiay3uTe Ha Jorosopa - [Ipunoocenue No 4: Hexnapanus 3a cpoka
Ha BaJMAHOCTTAa Ha odeprara - [lpunooicenue Ne 5; Jlexnapallds, 4e KOJIWYECTBATA 3a
JICKapCTBEHHMSA NPOAYKT Ca HAJIW4YHH, B ClIydauTe o wi. 55 an. 6 ot 3JIIIXM; [deknapanus 3a
OCHTYpSIBAHE HA HEOOXONMMHTE KOJIHYECTBA Ha O(epUpaHHTE HNPOAYKTH 3a LENUsS CPOK Ha
norosopa; Jlexmapamusi, 4e IpeJiaraHUTe JeKapcTBEeHH MpPOAYKTH Ca PErMCTPHpaHM 3a
ymoTpeba B cTpaHaTa W IpPUTEXaBaT pPaspellUTENHHM 3a yrnorpeba, CBIVIACHO 3JITIXM,
[IpUTE)XKaBaT CEePTHU(PHKATH yJOCTOBEpSABAIIM KAYECTBOTO HA MPOAYKTHTE, JIHIICBAT
opuuHanHu CBOOLIEHUS HIIM OrpaHUUYMTE/IHH MEpKH 3a yrnorpedba Ha JeKapCTBEHH
MPOAYKTH - C noamuc U moxbp neuar, 110 OBPA3ELl; Hexnapauus, ye odepUpaHHTE
JICKAPCTBCHH IIPOAYKTH HMaT HOPMAaTHBHO OIlpejiesieHa 1ieHa, chriacHo wi. 261a, amn. 1 ot
3JIIIXM u mpenjaraHata OT yYacTHMKA [€HA He HalIBMINABA CTOHHOCTTA HA OMAKOBKA
H34unClIieHa Ha 0Oa3a pedepeHTHa CTOMHOCT, B Cilyuyaif, 4e YYacTHHKBT OBJe OnpeJiesieH 3a
H3II'BJTHHUTE]I aBTOMATHYHO LIe cboOpassiBa MPOMEHHUTE Ha JBP)KABHO PEryJHpaHHUTE LEHH,
KOTaTo € B I0JI3a Ha BB3M0OKUTENs B 1Ie N0CTaBs IeKApCTBEHHTE IPOAYKTH HA HAMaJIeHHUTe
LCHH, CHHTAHO OT JaTaTa Ha NpOoMsiHa Ha NocjieAHHTE B IT03UTHBEH JIEKAPCTBEH CITUCHK - C
IMMOAMHC M MOKBP 1evyart. KoMucHsITa eIJMHOAYIIHO NIPHEMA, Y€ TEXHHYESCKOTO [IpeJIOKEHHE
Ha ydaCTHHKa OTroBapst Ha U3HCKBaHUsATA Ha 3011 u Te3u nocrasenu ot BB3I0KHTENS.

10.“POII B'BJITAPUA“ EOOM — Hanune e Enunen esponeiicku JIOKYMEHT 3a
OOLIECTBEHH NOPBYKH C HHGOpPMAIUS OTHOCHO JIMYHOTO CHLCTOSHHE Ha ydyacTHHKa H
KpUTEpHHTE 3a 1nonbop, obpaser Noel, mo w3uckBaHusATa HA BB3NOKUTENS, MOMIHCAH OT
I'eprana 3apeBa m Metonus UYamukoBcky. Brucadw ca MHHHUMAIHHTE H3UCKBAHHS 132
AOMYCTHMOCT Ha O(EepTUTE pa3spelleHHE 3a TBProBHs Ha enpo. [IpuUiaraT W KOMHUS OT
Paspeiuenne 3a Teproeus Ha enpo, JIuuensus 3a paGota ¢ HaAPKOTHYHH BEIL[ECTBA U IIPOMEHH.
Komucusta nmpuema, ye npejioxKeHuero Ha yuyacTHHKA OTroBapsi Ha H3HCKBAHUITA 3a
JIHIHO CHCTOSIHHE W HA KpUTEpHUUTE 3a nmoAOop. [Ipensun Ha TOBa, KOMUCHSTA €OUHOLYIIIHO

P B 1L M

[IPEJJIOXKEHHMETO Ha yyacTHHKA OTroBapsi Ha M3UCKBAHUSITA 3a JIMUHO CHCTOSIHHE W
Ha KPpUTEPHHTE 3a 1oabop.

IIprcThnBa KbM pasriexzaane Ha TeXHUYECKOTO TIPEIIOKEHHE K KOHCTaTHpa:

3a OII Nel — IlpencraBs IIpeUIOKEHNE 38 U3MBIHEHHE HA IOPBYKATA B CHOTBETCTBHE C
TEXHHYECKaTa Creurd(uKanus, u3roTseHo no [puioocernue Ne 3, 3a OIT Nel, HOMEHK/IaTyPH
NeNe 115, 132, 538. Ilpencrass Jleknapauusi 3a ChrIacue o Kilay3suTe Ha [orosopa -
Ipunoocenue Ne 4; Jleknapanys 3a cpoka Ha BaJHJAHOCTTA Ha odeprara - [punoosicenue Ne 5;
Hexnapanusi, ye KOJIMYECTBaTa 3a JIEKAPCTBEHNS MPOAYKT CA HAJHUIHH, B CcllydyauTe 1o Wi. 55
an. 6 ot 3JIIIXM; [exnapauus 3a OCHUIypSBaHe Ha HeOOXOJAMMHTE KOJIMYECTBAa HA



odepHpaHUTE MPOJYKTH 3a LEJIHs CPOK Ha AoroBopa; Jleknmapauusi, 4ye IpenaraHuTe
JICKApCTBCHH MNPOAYKTH Ca& PETHCTPUPaHH 3a ynoTrpeba B crTpaHara M IIPUTEIKABAT
paspeluuTeaHd 32  ynoTrpeba, cwriacmo  3JIIIXM, npurexaBaTr —cepruduKaTi
YAOCTOBEpPsBAILHK Ka4eCTBOTO Ha MNPOAYKTHTE, JUIICBAT O(QHUHMAIHH CHOOIISHUS WK
OTPaHHYHTEIIHA MEPKHU 3a yrnorpeba Ha JIeKapCTBEHH IIPOAYKTH - C MOMITHC U MOKBP II€Yar,
[1O OBPA3EILL; [exnapauusi, ue odepupaHHuTe JIeKapcTBEHHU MPOAYKTH HUMaT HOPMAaTHBHO
ONpENCiIeHa eHa, ChriacHo Wwi. 261a, an. 1 ot 3JIIIXM u npemjaranara oT ydacTHHKA 1LI€HA
HE HalgBHIIABA CTOMHOCTTa Ha ONAaKOBKa HM34YHCIEHA Ha 6as3a pedepeHTHA CTONHOCT, B
Cly4dal, 4e€ YYacTHHKBLT OBJe OIpe/eiieH 3a H3MBJIHUTEJ]I aBTOMATHYHO e CchoOpassaBsa
IIPOMEHHUTE Ha OABPXKABHO PEryJlHpPaHHTE LEHH, KOIraTo € B I10J3a HAa BB3JIOKUTENS H 1e
AOCTaBA TEKapCTBCHUTE IIPOAYKTH Ha HAMAaJICHUTE LIEHH, CYUTAHO OT JaTaTa Ha IPOMsSHA Ha
nocjegHuTe B [lo3UTHBEH JeKapCcTBEH CIHCBK - ¢ IMOMANHC H MOKEp mnedar. 3a OII No2 —
[Ipencraesi npennoskenue 3a W3NMbLIAHEHHWE HA TMOPBUYKATA B CHOTBETCTBHE C TEXHUYECKATA
crenupuKaums, U3roTBEHO 1o punoxcenue N 3, 3a OIT No2, HomeHKkatypu NeNe 34, 38,
39, 44, 45, 46, 47, 53, 56, 65, 66, 73. Ilpencrass Heknapauus 3a cwriacue ¢ Kjay3uTe Ha
norosopa - Ilpunoowcenue Ne 4; Jlexnapauus 3a cpoka Ha BaJIMAHOCTTA Ha otheprara -
Ilpunoocenue Ne 5; Jlexiiapauusi, 4e KOJIHYECTBATA 34 JIEKApCTBEHHUS IIPOAYKT Ca HAJIHYHH,
B CiiyqanTe 1o wiI. 55 an. 6 ot 3JIIIXM; [exnapamus 3a OCHT'YpsiBaHEe HA HEOOXOIUMHTE
KOJIMYECTBA Ha O(pepUpaHHTE IPOAYKTH 3a LIEJHs CPOK Ha norosopa; [exmapanus, ue
HpEIUTaranuTe JICKapCTBEHU MPONYKTH Ca PETHCTPHpaHH 3a yrnorpeba B crpaHara u
HPpHUTEXaBaT paspelIUTeNHU 3a ynoTpeda, ceriacHo 3JIITXM, mpurexasar cepTudmxaTu
YAOCTOBEpsBAIlH KadeCTBOTO Ha IMNPOAYKTHUTE, JHIICBAT OMUIMAIHN CHOOIEHHS MHIH
OTPaHHYHTEIHH MEPKH 34 yIoTpeda Ha JICKapCTBEHH IIPOAYKTH - C MOAIHC U MOKBD II€YaT,
[10 OBPA3ELL; [exnapauus, ue odepupaHuTe JIEKapCTBEHHA MPOOYKTH HMAaT HOPMATHBHO
ONpeNceHa IieHa, CBITIacHo Wi. 261a, an. 1 ot 3JIIIXM u npeqarasnaTta oT y4aCTHHKA [ieHA
HC HaZBHIIABa CTOHMHOCTTA Ha ONakoBKa M34uMcleHa Ha 6Oasa pedepeHTHA CTOMHOCT, B
Cllydad, 4e€ YYacTHHKBT OBAE ONpefesieH 3a H3ITBLIHUTEN aBTOMATHYHO IIIe chrOOpassiBa
MPOMCHHTE Ha OBPIKABHO PEryJjIMpaHuTe LEHH, KOraTo € B [o/3a Ha BB3JIOKHTENS H IIe
AOCTABS JIEKAPCTBEHHUTE MPOAYKTH Ha HAMAJICHHUTE LIEHH, CHUTAHO OT JaTaTa Ha [IPOMSIHA HA
mocnegnuTe B Ilo3uTHBEH jekapCTBEH CHNUCBHK - C MOANHC H MOKEp mnedar. [lpusara
OTOPH3AMHOHHO ITMCMO OT IPOU3BOAMTENsI, 3aKOH 3a APY)KECTBaTa — [PEBOJ HA OBIrapCKH.
Komucusra emunonymHo mnpuema, ue TeXHHUYECKHTE [IPEeIJIOKEHHUsT Ha YYacTHHKA
OTroBapsAT Ha U3HCKBaHMUsATA Ha 3011 u Te3u nmoctaBenu ot BB310KUTENS.

Komucusita nipexmoun padora B 15.00 yaca.
Komucusra nponsikasa pabora na 09.01.2017r, ot 09.00 yaca.

1L“XUMHMIIOPT ®APMA“ A/l — Hanuue e Exnunen esporneickn HOKYMEHT 34
OOIIECTBEHH IOPBYKKM C HH(POPMAIUs OTHOCHO JIMYHOTO CHCTOSHHE HA YYaCTHHKaA H
KpUTEpHHUTE 3a moxbop, obOpaszery Nel, 1o HM3HMCKBaHHSATA HA BBE3JIOKUTENSI, OOOITKUCAH OT
Anexcaunsp [lanymes, [iBetan Bores u Kapen Ban Bunpepbeek. Bnucanu ca MUHHMATHHATE

M3HCKBaHHMS 3a JIOIMYCTUMOCT Ha opepTHTe.
Komucusita npuema, ye npejjiokeHHETo Ha YYacTHHKA OTroBapsi Ha H3HCKBAHUATA 3a

JIMHO CBCTOAHME U HA KPUTEPUHTE 3a noadop. [lpeasun Ha ToBa, KOMUCHSITA €UHOAYIIIHO
P E III1 H

HTPEINJIOXXKEHHWETO Ha yyacTHMKa OTroBapsi Ha H3HMCKBAHHATA 32 JIMYHO ChCTOSHUE U
Ha KpHTEPHHTE 3a noadop.

IIprcTenBa KBM pasruexiane Ha TeXHUYECKOTO IPEUIOKEHHE U KOHCTaTHpa:



=

3a OIT Nel — [IpencraBs NpeyloKeH e 3a U3MBIHCHNE Ha nopbYKaTa B ChOTBETCTBHE C
rexguuyecKara crienuduranus, U3rorseHo Mo [Tpunooicerue Ne 3, 3a OI1 Nel, HOMEHKIATYpPH
NeNe 136. INpeacrassa Jlexnapanus 3a ChIjiacue ¢ Knay3uTe Ha Jorosopa - [/punoodicenue Ne 4,
Jlexnapallis 3a Cpoka Ha BaJlMAHOCTTA Ha odeprara - [lpunodicenue Ne  5: Jlexnmapauus, 4e
KOJTMYECTBATA 34 JIEKAapCTBEHHs MPOAYKT ca HaJIAYHH, B ciydapTe 1Mo Wi, S5 am. 6 oT
3JITIXM; Jexnapaiyst 3a OCHTypsiBaHE Ha HeoBXOMMMHUTE KOJHYECTBA Ha OGhepHpaHuTe
NPONYKTH 3a LENus CPOK Ha JOoroBopd, Jlexnapailysi, Y€ MpeAjaraHuTe JCKapCTBERK
MPOAYKTH Ca PEerucTpupaHy 3a yrorpeba B CTpaHarta W NpHTEKaBaT paspelluTe/IHE 34
yrotpeba, chraacHo 3JIIIXM, mputexasat cepTu(uKaTH ynoCTOBepABALN KadCCTBOTO Hd
OpPOAYKTUTE, JIUIICBAT OQULIHAaTHHY cHOBLIEHHS] WA OTPaHMYMTEIHH MEPKH 34 yrmoTrpeda Ha -
JIEKapCTBEHH TMPONYKTH - € IOATHC H MOKLD neyat, 110 OBPA3ELL; JHexnapauus, He
odepupaHuTe JEKAPCTBEHH MPOLYKTH yMaT HOPMATHBHO ONpezeseHa IeHa, ChIIacHO L.
261a, an. 1 ot 3JIIIXM u nipeanaradara o1 ygacTHHKA IleHa He HaJBHIIaBa CTOHHOCTTA Ha
OoLHAKOBKAa M3UMCIeHa Ha 0asa pedepeHTHAa CTOUHOCT, B ciyyail, ue ydYacTHHKBT OB
ompezeNed 3a H3IBJIHATEN aBTOMATHYIHO IIE cnobpassBa MPOMEHHUTE Ha ABPHKABHO
perynupaHHdTe LEHH, Korarto ¢ B Iojsa Ha BR3JOKHUTENS W 1e JocTaBs JICKaApCTBCHHTEC
OpONYKTH Ha HAMaJIeHHUTE MCHH, CHHTAHO O narata Ha I[poMsiHA Ha [OCICOHHUTE B
[TO3UTHBEH NEKApCTBEH CIIMCHK - € MOANUC X MOKBP NEHAT. [TpusiaraT XapaKTEHCTHKH Ha
JIEKAPCTBEHH MPOAYKTH.

3a OII Ne2 — [IpencTasst IPEMJIOKEHHEC 34 H3TBIHEHHE Ha MophYKaTa B CbOTBETCTBHE
c TexHudeckara crenudduKanys, H3rOTBEHO MO [Tpunoscenue Ne 3, 3a OIT Nel,
momenxaTypu NeNe 2, 64, 72. Ilpeacras Jlekjiapauus 3a Cbrjlacue ¢ KnaysuTe Ha Iorosopa
- [Tpunooicenue Ne 4; Jlexnapanus 3a €poKkd na pandaHocTTa Ha odeprarta - [[punodicenue MNe
5. Jlexnapanys, 9e KOJIMYeCTBaTa 3a JICKapCTBEHI MpOAYKT ca HAJM4YHH, B CIyIauTe IO
1. 55 an. 6 ot 3JITIXM,; Jexnapauus 3a OCHI'YypPABaHE Hd HeOOXOAUMHUTE KOJIHYECTBa Ha
odepupaHuTe MNPOAYKTH 3a ULeus CpoK Ha norosopa; Jexkiapauusi, 4e Mperarannte
JIeKapCTBEHU IIPOAYKTH ca PperucTpupann 34 ymoTtpeba B CTpaHaTa K TNpHTeXaBat
paspeluyTenHy 34 yroTpeba,  CBIJIACHO 3JIMIXM, rnpurexaBar cepTU(PHUKATH
yIOCTOBEpsBAllM KadyeCTBOTO Ha NpPOAYKTHUTE, JHUIICBAT OQUIMAIHH cHOOIIeHU WIIH
OrpaHHYUTEIHH MEPKH 32 yroTpeba Ha JIeKapCTBEHH MPOAYKTH - C TIOAIHC M MOKBp Iedyar,
ITO OBPA3ELL; Hexnapanwus, ye o(epHpaHuTe JICKapCTBEHH NpOAYKTA UMaAT HOPMAaTHBHO
onpejesieHa eHa, CbIIacHO HII. 261a, an. 1 ot 3JIIIXM u npezanarasara oT y4acTHHMKa [CHA
He HanBMIABA CTOMHOCTTa Ha ONaKOoBKa H3HWHCICHA Ha 6aza pedepeHTHA CTOHHOCT, B
colydaif, 4ye YJacTHHKBT OBAc OmpeneseH 34 HABIHATE]] ABTOMATHYHO IIe choOpassaBa
NpOMEHHUTE Ha J(bPXKABHO PETyJIMpaHuTe LCHH, KOraTo € B Ioji3a Ha BB3JIoKHTENd H IIC
10CTaBS JIEKapCTBEHHTE MPOAYKTH HA HAMAJIEHHTE LCHH, CUMTAHO OT JlaTara Ha IMpoMsHa Ha
HoceHuTe B I103UTHBEH JIEKAPCTBEH CMHMCHK - C MOATHC 1 Mokbpp meuar. KomucHATA
eAMHOLYIIHO IMpHeMa, Y€ TEXHUICCKHTE IpEASIOXKEHNUs Ha Y4aCTHHKA OTrOBApsT Ha
sapcxpanusTa Ha 3001 1 Te3u nmocTaBeHy OT BB3TOKHTEIS.

KoMmucusta KoacTaTupa, e Tans MuHueBa-ba3oTesa H ['eopru bazoreB ca BHHCAaHH
KaTO OTTOBOPHH 3a y4acTHETO Ha LMAPKOJI“ AJl B HacTOAIIATa HPOHEAYPa no 30I1. Ot
CBOSI CTpaHa ABaMara ca YII'bJIHOMOIIHIIA Paito Cranxor Kapues, HO IIBIHOMOINHOTO HE €
moTapuanHo 3asepeHo. OT cBOs CTpaHa, Paiio Kapuer e monnucaln leXHHYECKOTO
npemtokeHre, a BbpXy Omnuc Ha MpelCTaBeHHTC JOKYMEHTH € BIIMCaHO HMETO Ha Paiio
KapueB, HO JIMIICBA ITOJITHAC.

[IpenBuj Ha TOBa, KOMHCHATA MpHEMa, €€ € peobxomumo ma OpaaT HU3MNpPaBCcHH
KOHCTATHPAHHUTE IIPOIIYCKH, 3@ KOETO LIS CJeABa Ha yyacTHHKA Ja ce Aane NOTBJIHHTC/ICH

cpok. [IpenBHl TOPEH3JI0KEHOTO 1 pga ocHoBaHue Wwi.54, an.8 u an1.9 ot [NMI130I1, koMHUCcHATA
eUHOYIIHO,

- R R |




OIMPEAEJIS cpok oT 5 /riet/ paBoTHH AHH OT IoJIydaBaHe Ha HACTOSALIHUS MPOKOKOII,

B KOHTO CcpoK ,,DAPKOJI* AJl cinenBa na npeiacTasu:
l/HoTapuanno 3aBepeHO nOeAHOMOLIIHO oT Taus MuuueBa-BazoTeBa u I'eopru

basoreB, ¢ koero ynenHOMomaBar Paito Cranxkos Kapuep 3a yuacTue B HACTOSINATA

nponeaypa u npeacraBuTencTBo mnpen ,, KOL-1lIymen* EOO/I, rp.lllymen.
2/Onuc Ha NpeNCTaBEeHHUTE JAOKYMEHTH, IIOJNMCAH OT 3aKOHHHTE NPEINCTABUTEIH Ha

APYKECTBOTO HIIH OT YI'BJIHOMOIIEHHS IIPEICTABHTEN 38 YYacTHe B IIPOLIeAypaTa.

Hscrasimuar nporokon na ce nyGrukysa B npoduia Ha KyIlyBaya Ha Bb3oKkuTens
M a Ce U3MpaTH Ha BCHYKH YYACTHHI[H. -

KomMmucusita npukimoyn pabora vaca

Ilpencenaren:

1
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