IIPOTOKO.J

Iuec, 13.07.2016r., B rp.lllymen, B xkabuser CueToBOACTBO B Ccrpajara Ha
KoMiexkcen oukoioruued neutpp-Illymen” EOO/, rp.lllymen, ce npoBene 3aceqaHune Ha
KOMHCHATA 33 MpOBeXXIaHe Ha oTKpuTa mpouexypa no 30II — ,, JlocTaBka Ha jnekapcTBa 1O
Ipunoxenue Nel”,

Komucuara, HasHayeHa cbc 3amoBex Ne063/13.07.2016r., ma VYnpasuTens Ha
Branoxutena 3anouna padora B 11.00 yaca B meien ceera: 1.0Kanera Jlonesa, Brrpemred
omurop, Ipencemaren, 2.ITspaonera [IETEBA mar.papmanedt, unen,3.IInamen IIETKOB —
JOPUCT, YJIEH.

UrneHoBeTe Ha KOMHCHSATA HONBIHEXA Heknapauuu no w51, an.8 ot III30II, BeB
Bp.wi1.103, an.2 oT 3011

B sacemaHmeTo Ha KOMHCHATA HE CE SBUXa YI'BIHOMOLUEHH IPEICTaBUTENH HIN
npencrasurend Ha mequn 1 CHIIL

[MpencenarensT Ha KOMHCHATA JOKJIAABa IPEICTABEHHA OT JENOBOJACTBOTO HA
Bob3noxuTena CIMCHK HA yJaCTHHIMTe B oTKpuTarta mpoueaypa mo 3OIlL, moapenenn 1o
IIOPEIHOCT Ha BHACAHE Ha JOKYMEHTAIMATA 32 yJacTHe B [IPOLeAypaTa, KaKTo ClieaBa:

1.”0ObOHUKC ®apma” EOOJ] — Bx.Ne228/11.07.2016r, 09.30 gaca;

2MEJEKC” OO/ — Bx. Ne229/11.07.2016r, 09.43 yaca;

3."OAPMHET” AL, - Bx. Ne280/12.07.2016r, 10.30 gaca;

4°CODPAPMA TPEMJIVHI™ AJl — Bx.Ne281/12.07.2016r, 10.31 gaca.

5.”AJITA ®APMACIOTHUKBJIC” EOO/JT — Bx.Ne232/12.07.2016r, 10.32 4gaca;

6.”THPTOBCKA JIUT'A — HAIT” AJ] - Bx. Ne23412.07.2016r, 12.13 gaca;

7.”B. Bpayr Menukar” EOOJ] — Bx. Ne235/12.07.2016r, 12.14 gaca

KomucursaTa 3amo4da oTeapsaHe Ha MofaneHuTe odepTs H KOHCTaTHPa CIEAHOTO:

1.”ObOHHUKC ®apma” EOOJ] — OdepraTta ce HaMepu B OIIaKOBKa — 3Jpas,
Hempo3padeH, KadsB IUIHMK C HaIIuC ,3asBleHHe W odepra 3a ydacTHe B 0OINECTBeHa
nopbuka”, ¢ mpexMera mo obsBreHMeTo Ha Bhanaxurend. Cnel oTBapsHETO Ha IUIMKA CE
HaMepH Tanka ¢ yejiHa crpaduiia Omuc Ha IpefcTaBeHHTe JOKYMEHTH B odepTara 7 TOYKH.
Hamepuxa ce 20p MOMMETHIICHOBH KOOOBE C IBIHOMOIIHH 26D, ChABpIKAINH NeKIapalus,
npunoxenns Nel,3,4,5 u nexnaparus 3a JOCTaBKa Ha HEOOXOIUMUTE KOJMYIECTBA JIeKapCTBa,
CBOBPXKAT H HpEUIOKEHHE 32 U3IbIHeHHe Ha mopbdkara mo TC 3a seaka OIL
[IpennoxenneTo e moamucado oT Kpacummp Huxonaes m [lanmmena HukoioBa u medar.
Hamepuxa ce u 26p 31paBH, Herpo3paynH KadsBy mMKoBe ¢ Haxmuc: ,,IIpeanarany 1eHOBH
mapamerpu” 3a OIT Nel um OIl Ne2. Tpumara uieHoBe Ha KOMHCHATA IIOANMKCAXa
npencTaBeHnTe 20p NpeyioxKeH s 3a H3MbIHeHHe Ha NOPhYKaTa U 20p NpeUlaraHy ICHOBU
apaMeTpH.

2. ”"MEJEKC” OOJ] — Odeprara ce HAMEPH B OAKOBKA — 3APaB, HENpo3padeH, Kadss
wmk ¢ zaxmuc ,,0depra 3a yuactue B oTKpuTa nporexypa o 30IT”. Cien orBapsHETO Ha
mnyKa ce HaMepu mamka 46p semenw IBII mamku, oT KouTo 26p AOKYMEHTH 3a mofbop 3a
Besika oT asete OII, 26p mamnxu ¢ TexHudecka MpeUIOXEHUE 3a H3IIbIHEHUE Ha NMOPBUYKATA,
moxmucaHo or A-p Emumn [lames, ympasuren ¥ mneuar. Hamepwxa ce @ 20p 374paBw,
Helpo3pauny KasBy IUIMKOBE ¢ Hajymuc: ,,JIpefmaran: IEHOBH HapameTpd’ 3a OIT Nel u
OIT Ne2. TpuMaTa 4ieHOBE Ha KOMHCHSTA IIOANKCAXa MPEICTaBeHUTe 20p NPEeANOKEHU 32
U3ITBJIHEHYE Ha TophUKaTa ¥ 20p npeajaranu IeHOBY IIapaMeTpH.

3.”®GAPMHET” AJl, - Oceprara ce HAMEPH B OIIAKOBKA — 31PaB, HEMPO3payeH, Kadss
UMK C HAMIHC 34 yYacTHe B HacTosmarta npoiexypa mo 30I1. Cuex orBapAHETO Ha IUIHKA C€
HaMepH 31paB HempospaueH ik ¢ Hammuc ,lDmk Nel ,IIpencraBeHd AOKyMEHTH Ha
,Dapmuer” AJl m BTOpH 31paB, HEMPO3padyeH HIMK C Hajamuc ,,Jlmx Ne2 I1Tpepnaranu
nesoBr mapamerpu mo OIT Nel, nomenknarypa Nel3. B manka Nel ce mamepuxa Omnuc Ha



npeicTaBeHuTe NOKYMEeHTH 12 TouxH. B namkaTa ce HaMepH npeanokKeHue 3a U3IIbIHEHHE Ha
nopbuKara, noanucano ot Becka Mapemka, V3n. qupexrop. TpumaTa dieHOBE Ha KOMUCHSATA
MOJIHCaxa IPEICTABEHOTO NPEUIOKEHHE 33 H3ITBIHEHHE Ha IMophYKaTa M IUIMKA C
[Ipeiaraiy NEHOBY [apaMeTpH.

4”°CODAPMA TPEMIUHI™” AJl — Od¢eprara ce Hamepu B OIMaKOBKA — 3]paB,
Henpo3payeH, kKa(sB KUK C HAAMKC 32 YYacTHe B HacToALIaTa OTKpHTa npouenypa mo 3011
Crnen oTBapsHETO Ha IUIMKA Ce HaMepuxa: ITanka ¢ yenHa crpanuna Onuc Ha MpeICTaBeHUTE
JIOKYMEHTH B odepraTa 6 TOYKH; IAKa C IBIHOMOIIHO M TEXHMYECKO MNpemIOKEeHHe 3a
U3NbIHeHHE Ha noppukaTta 3a OIl Nel m BnMcaHM HOMEHKJIATYPH, HalKa ¢ IBIHOMOIIHO M
TexHHYECKO IpEUIOKEHHE 3a U3NbIHeHMEe Ha Imophuxkara 3a OIl Ne2 wu Brucanm
HOMEHKJIaTypH, 20p 37paBU HENpPO3PayHM IIMKOBE C IpelylaraHM IIeHOBHU Mapamerpu 3a Ol
Nel u OIT Ne2. Ipemnoxenusara ca nomnucanu ot Pymen Komer. Tpumara wieHose Ha
KOMHCHATA NOANHCAaxXa NPEACTABEHUTE 20p IPEIUIOKEHUS 3a M3NBIHEHUE Ha MOpHYKaTa M
206p npenjarasy IeHOBH [1apaMeTpH.

57AJITA PAPMACIOTHUKBIIC? EOOM — Odeprara ce HaMepH B ONaKOBKAa —
3[paB, HEIIPO3payeH, KadAB MK C HAAMNC 3a yYacTHe B HACTOAINATA OTKPUTA HPOIEaypa 1O
30I1. Crnen oTBapsHETO Ha IIMKA Ce HAMEpHXA: nanka ¢ ,,JIokyMeHTH 3a nomiop”, nanka Ne2,
Ilpennoxenue 3a u3nbIHeHUE Ha Iophukara mo OIT Nel, nomenkmarypu NeNelO,11,14.
Hamepn ce m mmk Ne3, ,Ilpemmarana mena” mo OII Nel. B manka Ne2 ce mamepwm
IIpennoxxenne 3a M3NbIHEHME Ha NOpBUKara, nommucaHo oT Tomop [oyes, ympaBurten H
neyar. TpumaTa uyreHOBE Ha KOMMCHSATA IIOANMKCAXa IPEACTABEHOTO MNpeIOKEHHE 3a
U3ITBJIHEHME Ha IIOPBYKAaTa ¥ LIEHOBO NPEIUIOKEeHHUE.

6.”TBPTOBCKA JIMT'A — HAIT” ALl — Odeprara ce HaMepHu B OIaKOBKa — 31pas,
Henpo3padeH, KadsB IIMK C HaANMC 3a Y9acTHe B HAcTosIaTa OTKpUTA npoieaypa o 30I1.
Cren oTBapsHETO Ha IDIMKA Ce HaMepHXxa: Jalka ¢ yeiHa cTpaHuiia Onuc Ha NpeICTABEHUTE
IOKyMeHTH B o¢eprara 4 TOUKHM; Iamka ¢ TeXHHYeCKO NpPeIIoKEHWE 3a U3NLIHEHHE Ha
noprukara 3a OIl Nel, momenxmatypa Nel4 u panmka ¢ TexHuuecko NpeIOKeHHe 3a
U3ITBIHEHKE Ha ropbukarta 3a Ol Ne2, HomenknaTypa Nel43. [Ipemnoskenuara ca moanucaHd
or Jlmana 3ano3Has, IBHIHOMOINHUK. Hamepmxa ce 20p 31paBu 3aHEYaTaHH IUIMKOBE
»IIpemnarann neHosu nmapamerpu 3a OIl Nel, crorBeTHO M 32 Ne2”. TpriMara dieHOBE Ha
KOMHCHATA NOANHCcaxa NpeACTaBeHUTe 20p MpeIUIOXKEeHHs 33 M3NBJIHEHHE Ha IOophYKara |
20p npeiarany eHOBH [TapaMeTpH.

7”b. bpayn Memukan” EOOJl — Odeprata ce HaMepu B OmakoBKa — 37paB,
HenpospadeH, kKadsB MUK ¢ HAIIMC 3a YYaCTHE B HACToAIIAaTa OTKpUTA mpoieaypa no 30I1.
Cnen oTBapsHETO Ha IUIMKA C€ HaMepHxa: 4YepHa Ianka ¢ yeiwa crpaHuia Omnuc Ha
[IpeACTaBeHUTE NOKYMEHTH — 5 Toykd. Hamepu ce ¥ 31paB, HEmpo3payeH NXJIUK ¢ HaAIHC
»llpeanaragy nmenosd napamerpu no Ol Ne2, somenxmatrypu NeNe 19, 20, 21, 134 u 137.
Tpumara wieHOBE Ha KOMHUCHSTA IOIINCAXA NPEICTABEHOTO IPEIOKEHIE 38 U3TBIHCHHE Ha
HOpBHYKATa ¥ LIEHOBO IPEIUIOKEHHUE.

Ha ocHopanme un.54, am.6 or IIII30II, ¢ u3BbpmeHuTe IOEHCTBUSA NPUKIIOUYBA
nyOIuYHAaTa YacT OT 3aceJaHUEeTO Ha KOMUCHSATA.

KoMucusra 3amodsa pasriexiaHeTo Ha 3asBJIEHHETO Ha YYaCTHHUKA M HAJIMYUETO Ha
mzuckyemute o 91.39 ot IIII30I1 u usuckyeMuTe cu OT BB3IOKHUTENA NOKYMEHTH.

ITo u3ncxkBanusaTa Ha Bu3jioskuTe/d Besika odepTa TpadBa Aa chaAbpIKa:
1.0nuc Ha npecTaBeHUTE TOKYMEHTH;

2.Enunen eBponeicky TOKyMEHT 3a OOIIECTBEHH HOPHUKHU ¢ HHGOPMAIUI OTHOCHO JIMYHOTO
CHCTOSHHE Ha yYaCTHUKA M KPUTEpHUUTE 3a I1oao0p / EEJIOIT — [punooicenue No2/,



2. JIOKyMEeHTH 3a JOKa3BaHe Ha IPeNNpHeTHTE MePKHY 3a HaIeKIHOCT /KOraTo € IPHIOXKHMO/;
3.Jlexnapanus 3a Chbraache OT TPETo Jime 1o 9. 65, ain.3 ot 3011 /xoraro e mpuaoxHuMo/;
4 Jlexnapanus mo wi.101, an.9 m an.11 ot 3011 /xoraTo e npuIoxuaMo/;

5. Hexmapanus no wi.101, ai. 10 ot 3011 /korarto e mpriroxumo/;
6. Jexnapanus 3a kouduaermpanaoct mo 1wi. 102 ot 30I1/xoraTo e mpunoxuamo/;

7.3aBepeHO OT YYacTHHKa KOIHEe Ha pa3pelleHHe 3a TBProBUA Ha €Ipo, HJIH
paspenieHye 3a IPOU3BOICTBO, H3AaaeHO 1o pena Ha 3JIIIXM - B cirygauTte 1o @wi. 196, ai. 1
ot 3JIIIXM, mim paspelnenue 3a BHOC - B CiiydauTe mo 1. 196, ain. 2 ot 3JIIIXM;

8.3aBepeHo0 OT yJacTHHKA KoIlMe Ha BandaHa JImumeHzus, M3gafeHa mo peja Ha 929,
a2 oT 3akoH 33 KOHTPOJ BHPXY HapKOTHYHHTE BemiecTBa u mpekypcopute (3KHBIID),
/koraTo € IpHIIOKUMO/;

9. TexHuuecko IpeATIOKEHUE, KOETO ChABPKA!
9.1.JToKyMeHT 3a yI'bJIHOMOIIABaHe, KOTaTo JIULETO, KOEeTO 11oJaBa odepTaTa, He € 3aKOHHUAT
IpeNCTaBUTENl Ha YIaCTHUKA;

9.2. TlpemnoxeHne 3a W3NBIHEHHE HA IOPBYKaTa B CHOTBETCTBHE C TEXHHMYECKATa
crenubHKaIys, H3roTBeHo 1o [lpunoosicenue No 3.

9.3. Jlexnapanus 3a CBLIIaCHe C Kiay3uTe Ha JoroBopa - Ilpunooicenue Ne 4,

9.4 Jlexnapalius 3a CpOKa Ha BAIMIHOCTTA Ha odeprarta - IIpunooicenue Ne 3,

9.5. Jlexnapanus, 9e KOJHIecTBaTa 3a JIEKapCTBEHU ] IPOLYKT ca HallMYHH, B CIyIauTe 0 LI
55 an. 6 ot 3JITIXM — cBOGOAEH TEKCT;

9.6. Jlexmapaiys 3a OCHI'ypABaHe Ha HeOOXOIUMHTE KOJIHYECTBA HA OhEpUPAaHHTE NPOLYKTH
3a IIeNIMS CPOK Ha JIOr0BOpa — CBOGOMEH TEKCT;

9.7. Jleknapanus, de IpeJIaraniTe JEKapCTBEHH IPOAYKTH Ca PETMCTPHPaHH 3a ymoTpeba
B CTpaHaTa M IIPUTEXaBaT paspellMTeNHH 3a ynoTpeba, ceriacuo 3JIIXM, mputexaBar
cepTH(UKATH yIOCTOBEPABAIIM KadecTBOTO Ha IPOAYKTHTE, JIMICBAT OQUIMATHH
CHOOIIEHHS MM OTPaHUYUTEHN MEPKH 3a YyIoTpeba Ha JIeKapCTBEHM NPOAYKTH - C IOIIHC
u MOKBp mevat, [10 OBPA3EIL]

9.8. Jlexnapanus, 4e odpepupaHuTe JEKapCTBEHH IPOAYKTH UMAT HOPMATHBHO OIpeJeNieHa
pgeHa, ceriacHo wi. 26la, an. 1 or 3JIIIXM wu mpennaranara OT y4acTHHKa ILieHa He
HaJBHIIAaBa CTOMHOCTTA Ha ONAKOBKA U3YMCIIeHa Ha 6aza pedepeHTHa CTOMHOCT, B ClIydaH,
4e yYaCTHHUKBT ObJe OIpelesieH 3a M3IBIHATEN aBTOMaTH4HO HIe ChoOpassgBa NPOMEHHTE
Ha OBPXKABHO pEryJIHpaHHTE IEHH, KOTaTo € B I0JI3a Ha BB3JIOKHTENI M IIe A0CTaBd
JIEKapCTBEHUTE NPONYKTH Ha HaMaJeHHTE LEHM, CYMTAHO OT Jarara Ha INPOMJHA Ha

nocienauTe B [T03UTHBEH JIEKAPCTBEH CIMCHK - C IOAMUC B MOKEp nedat, [IO0 OBPA3EL]

10. LleHOBO mpemIOKeHME HA YJYACTHUKA ce H3rotBs 1o IIpunooicenue Ne 6 "lleHoBO
npennoxenye”/; [IpefcTass ce Ha XapTHEH M MarHUTEH HOCHTEN/

* Korarto y4acTHHK mofaBa odepra 3a IoBede OT enHa obocobeHa NO3MIHA, B
OINAKOBKATA 3a BCAKA OT IIO3HIHHTE CE MPEICTaBAT MOOTAEIHO OKOMIIEKTOBAHH JOKYMCHTH
o wi. 39, aim. 3, T. 1 or IITI30I, u oTAENHH Hempo3padHy IUIMKOBE ¢ Hapmuc "lIpeanaranu
IIEHOBM IapameTpH" ¢ II0COUBaHE HA HOMEP Ha MO3MLHUsITa X HOMEDP Ha HOMEHKJIATYPHHTC



CANHHUIIY, 38 KOUTO CC€ OTHaCAT.

Ilo OpraHu3alugaTa Ha pa60TaTa, KOMHCHATa €IHHOLYIITHO,

P E II H

HanwumeTo Ha nOKyMeHTHTE 3a noabop e Opae NpoBEpeHo, Karo B IPOTOKOJA
H3pHYHO e C€ BIMIIAT JIMICA Ha JOKYMEHTH, HEIBIHOTA Ha JOKYMCHTH, KAKTO H BCIKO
IpYro OTKJIOHEHHE OT H3UCKBAHMATA HA 3aKOHA U BB3JIOKUTEN.

Mo m3mckBanmATa 32 TOAO0P KOMHCHATA KOHCTATHPA:

1.”OGbOHHUKC ®apma” EOOJ — Hamune e Enunen eBpomeiCK# HOKYMEHT 3a
o0LIECTBEHN TNOPBYKH C HH(QOpPMAIMs OTHOCHO JIMYHOTO CHCTOSHHE HA YYACTHHKA H
Kputepuute 3a nondop. Jexmapaumsa mo wirl0l, an9 m amll ot 30I1, or Kpacumup
Huxonaes u lanuena Hukonosa, 3aBepeHO OT yUaCTHHKa KOIHE HA Pa3pelleHHe 33 THProBHs
Ha enpo NelV-PT-CU-S-022-5 ot 16.11.2015r, 3aBepeno OT yyacTHHKA KOIME HA BalHOHA
Jlanensus ot 02.02.2016r, uzmagena no pefa Ha w29, a2 oT 3aK0H 32 KOHTPOJN BEPXY
HapKOTHYHHUTE BelecTBa K nNpexypcopute (3KHBII).

Komucusra OpueMa, 4¢ NpeIIoKEHHETO Ha YYaCTHHKA OTroBaps Ha H3MCKBaHHATAa 3a
JIHYIHO CHCTOAHHUE U Ha KPHTCPHHTE 3a HO}I60p. Hpe}IBPIJI Ha TOBa, KOMHCHATa CIHHOAYIIHO

P E IO U

IMPEJIVIOXXEHHMETO na yyacTHHKa OTroBaps Ha H3MCKBAHHUATA 3a IMYHO CHCTOSHHUE U
Ha KpUTepUHuTe 3a Hogoop.

HpHCT’Bl'IBa KBEM pasriICxIaHe Ha TexauueckoTo IIPEAJIONKCHIE H KOHCTaTHpa:

3a OII Ne2 - IIsmnomommuo oT Becemun BemnukoB Kynes m IOnusm Atanacos
Henmemues, KaTo ympaBHTENH Ha YYacTHHKCa, yObiaHOMomasar Kpacumump Hpkonaes
Huxonaes, 3aeHO ¢ €IHH OT NMOCOYEHMTE B MBIHOMOINHOTO CIYXHTENH Ha (HUpMmara, per.
Ne977 or 02.06.2016r, Vpuna Panmesna, Hotapuyc Pc-Codmst, NeO51. Ilpemnosxkenne 3a
H3IBJIHEHUE Ha NOPHYKATa B CHOTBETCTBHE C TEXHHUYECKATa CHENH(UKAIMS, U3TOTBEHO II0
Ipunoowcenue Ne 3, 3a OII Ne2, nomenknarypu NelNe 22, 23, 25, 27, 28, 30, 31, 32, 34, 35, 36,
37,38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50, 51, 52,53, 54, 55, 73, 74, 81, 91, 92, 97,
99, 115, 116, 117, 119, 122, 124, 126, 127, 135, 137. llpeacraps Jexnapanus 3a ChIVIaCHE C
KIIay3uTe Ha JOroBopa - Ilpunooicenue Ne 4; Jleknapanus 3a CpoKa Ha BalBAHOCTTA Ha
obeprara - Ilpunooicenue Ne 5; Jexnapaius, de KOJIHUECTBATA 3a JIEKAPCTBEHHS HPOLYKT ca
HAJIMYHYU, B Ciydaure 1m0 wi. 35 an. 6 or 3JIIIXM; [exnapamus 3a ocurypsisaHe Ha
HeOOXOMUMHUTE KOJHYECTBa Ha odepupaHuTe NpPONYKTH 3a IENHs CPOK Ha JOroBopa;
Heknapaups, 4e NpenaraHuTe JEKapCTBEHH IPOAYKTH Ca PErHCTPHpaHd 3a ymorpeba B
CTpaHaTa W MpHUTEXaBaT paspelIuTeNHH 3a ynorpeba, cvrmacuo 3JIIIXM, npurexasar
cepTHHKATH YAOCTOBEpSBAIlll Ka4deCTBOTO HAa NPOAYKTHTE, JHICBAT O(QHIHANHH
CHOOIIEHNS MM OTPaHMYHTEIHE MEPKH 3a YHoTpeba Ha NeKapCTBEHH MPOXYKTH - C HOAIMHUC
1 mokbp neuar, [I0 OBPA3EIL; Meknapanus, de odepupaHHUTE JIEKAPCTBEHH MPOLYKTH
uMaT HOPMATHBHO ONpeAeNieHa lieHa, ChriacHo Wwi. 261a, an. 1 ot 3JIIIXM u npexnaranara
0T Yy4YaCTHHMKAa II€HAa HE€ HaJBHIIaBa CTOHHOCTTE Ha OIIAKOBKA H3YHCIIeHA Ha 0asza
pedepeHTHa CTOMHOCT, B Cilydail, 4Ye Y4YaCTHHKHT ObJe ONpENECNICH 3a H3IBJIHHTEI
aBTOMATHYHO IIe ChOOpa3siBa IPOMEHUTE HA IHP)KABHO PETYIHPAaHUTE IIEHH, KOraro € B
1oj3a Ha BB3n0oXuTENs W INe HOCTaBsA JEKApCTBEHUTE NMPONYKTH HA HAMAJICHHTE IIEHH,



CYUMTAaHO OT AaTara Ha OpoMsaHa Ha mociefuuTe B llo3uTHBEH IEKapCTBEH CHOUCBK - C
moAnuc ¥ MOKep nevat, [IO OBPA3ELL

3a OII Nel - ITennomomuo ot Becemuu BemuuxoB Kyner m IOnmsan ATaHacos
HenmerrueB, KaTO yIpaBHTEIM HAa Yy4YaCTHHKca, ynbiHoMmomlaBar Kpacumup Hukonaes
Hukomnaes, 3a¢AHO C eIMH OT IOCOYEHHTE B IIBIHOMOINHOTO CIy)XHTENH Ha GHpMaTa, per.
Ne977 ot 02.06.2016r, Vpuna Panesna, Hortapuyc Pc-Codmsa, NeOS1. Ilpemtoxenue 3a
M3NIBIHEHHE HA TOPBHUKATA B CHOTBETCTBHE C TEXHHWYECKaTa CIeNMGHKaIys, U3TOTBEHO T10
Ipunoocenue Ne 3, za OIl Ne2, momenkmarypum NeNe 9, 10, 11, 12, 13. Ilpeacrass
Jexnapanus 3a ChrilacHe C Kiay3uTe Ha Jorosopa - [Ipunoowcenue Ne 4; Jleknapanus 3a Cpoka
Ha BanugHOCTTa Ha obeprarta - [Ipunoosicenue Ne 5; Jlexknapanus, 4e KOJHYeCTBaTa 3a
JIEKApCTBEHHS MPOAYKT Ca HAJIMYHH, B CiydanuTe 10 WI. 55 aj. 6 ot 3JIIIXM; Jexmapanus 3a
OCHIypsBane Ha HeOOXOMUMHTE KOJIMYecTBa Ha o(epupaHuTe NPOAYKTH 32 IENHs CPOK Ha
moroBopa; Jleknapauus, 4e INpeAnaraHuTe JIEKAPCTBEHH IIPOAYKTH Ca PETHCTPHPAHH 3a
yroTpeba B CTpamHaTa M MpPUTEXaBaT paspelumMTeNHM 3a ynorpeba, cbriacmo 3JIIXM,
IpUTEXKABAT CEPTHGUKATH yAOCTOBEpABAIM Ka4eCTBOTO HA MPOAYKTHTE, JIMICBAT
opunuaney CHOOIIEHHS WM OTPAaHHYMUTENHH MepKH 3a ynorpeba Ha JIeKapCTBCHH
IPOAYKTH - ¢ mopmuc u Mokbp mevar, 11O OBPA3ELL; [exnapauus, 4e odepupaHuTe
JIEKapCTBEHH IIPOAYKTH MMAT HOPMATHBHO OIpefieieHa IleHa, ChIIacHo 4i. 261a, ax. 1 oT
3JIIIXM u mpemraraHara OT yyacTHHKA IIeHa He HaJBHINABa CTOXHOCTTa Ha ONAaKOBKa
p3uncieHa Ha 6a3a pedepeHTHA CTOWHOCT, B Ciiydal, 4e y4acTHHKBT OBJe OIpelelieH 3a
HM3MBIHUTEN aBTOMATUYHO Iie ¢hoOpa3siBa MPOMEHHUTE Ha ABPIKABHO PETyJIUpPAHUTE LIECHH,
KOraTo € B 1107133 Ha BEB3/I0KUTENIA | IIe JOCTaBs JIEKapCTBEHUTE IPOAYKTH Ha HAMaJICHHTE
[I€HH, CYATAHO OT AaTara Ha IpoMsHa Ha mocjeAHUTE B I103UTHBEH IEKapCTBEH CIHUCHK - €
noamuc u Mokep nedar, 110 OBPA3EIl. Komucugra eadHOAYIUHO IIpueMa, d1e
TEXHHYECKUTE NIPEeJIOKEHH Ha YyYaCTHHKA OTTOBapsAT Ha u3uckpanuara Ha 3011 u tesn
IIOCTaBEHH 0T Br3noxures.

2 MEJEKC” OOJ — VuacTHUKBT IpencTaBs 20p manku ¢ abCONIOTHO MACHTHYHH
JOKYMEHTH, a HMEHHO EJMHEH eBpOIeHCKH IOKYMEHT 3a OOIIECTBEHH MOPBYKH C
nH(GOPMAIIAA OTHOCHO JIMYHOTO CBHCTOAHWE HA YYaCTHHKA W KpPHTEpHMTE 3a MOADOD,
noanucany ot A-p Emun Jlanes u Bemusap Jlparoes — ynpaBuTenu. 3aBepeHO OT yYaCTHHKA
Komue Ha Paspemenue 3a Teprosus Ha eqpo NeIV-P-T-EU-S-110 or 30.10.2013r, 3aBepero
OT yuacTHHKa Komme Ha Bamujua Jlunensus Ne T-80 ot 19.01.2016r, m3naneHa mo pena Ha
wi.29, an.2 oT 3aK0H 3a KOHTPOJ BEPXY HAPKOTHYHUTE BemecTsa u Npekypcopure (3KHBII).

Komucusra nopueMa, 4€ HNpeATOXKCHUETO Ha yJaCTHHKA OTTroBaps Ha U3UCKBaHHWATA 34
JYHO CBCTOSIHHUC H Ha KPHTCPHUTE 3a IIOII60p. HpeﬂBHI[ Ha TOBa, KOMHCHATa CAHHOAYUIHO

P E IT H

[TPEJJIOXXEHUETO Ha ygacTHHKa OTTOBaps Ha M3UCKBAHHATA 33 JIMYHO CHCTOSHUC U
Ha KpUTEpUHTE 3a TIORO0D.

HprICT’BHBa KBM pas3rjiexJane Ha TexHI4EeCKOTO NpeJIOXKCHUEC H KOHCTaTHpa:

3a OIl Nel - IlpemioxeHHe 3a H3NBIHEHWE Ha NOpBYKATa B CHOTBETCIBHC C
TeXHUYeCKaTa crelu(pHKaIms, U3roTBeHo 10 [lpunosicenue Ne 3, 3a OI1 Nel, HOMEHKIATYpU
NeNe 1, 5, 6, 8. Ilpencraps Jlexnapanus 3a ChIVIacHe ¢ KJIay3uTe Ha 10roBopa - Ilpunooicenue
Ne 4; Jlexnaparus 3a CpOKa Ha BATHTHOCTTa Ha odeprara - [Ipunodicenue MNe 5; Jlexnapanus,
Ye KONHYECTBATA 34 JIEKAPCTBEHMA IPOYKT ca HAIMYHM, B CIydJauTe IO 4. 55 al 6 or
3JIIIXM; Jlexnapanus 3a OCHUTypsBaHe Ha HEOOXOMUMHTE KOJIMYECTBA HA odepHupaHuTe



IPONYKTH 3a IIEeNHs CPOK Ha Aoroeopa; J[lexnapanus, d4e IpelUlaraHUTE JEKAPCTBEHH
OPOJYKTH Ca PErUCTpUpPaHU 3a ymoTpeba B CTpaHaTa M IPUTEKABAT DPa3PEIIMTENHH 3a
ynorpeba, ceriaacHo 3JIIIXM, nputexaBaT cepTUUKATH yIOCTOBEPSABAINYN KAYECTBOTO Ha
HOpPOJYKTHUTE, JTHICBAT OQHUIMaNIHA ChOOIEHHs MM OTPaHHYHTEIHE MEPKH 3a yHnoTpeba Ha
JIEKapCTBEHH MNPOAYKTH - ¢ moamuc ¥ Mokbp neuar, [10 OBPA3EILl; Jlexnapanus, de
odepupaHuTe JIEKapCTBEHH NPOAYKTH HMaT HOPMATHUBHO OIpElesieHa [EHa, CHIIACHO W
26la, an. 1 ot 3JIIIXM u npeanaraHaTa OT yJaCTHHKA IIeHA He HaJBWINABa CTOHHOCTTA HA
OllaKOBKa HM34HClIeHa Ha 0Oa3a pedepeHTHa CTOWHOCT, B Cilydall, 4e y4acTHUKET OBIe
ompejeNeH 3a M3IBJIHUTE] aBTOMATHYHO INe choOpa3sBa IIPOMEHHTE HA IBPXKABHO
peryiupaHuTe IEHM, KOraTo € B IO0N3a Ha BB3m0XXuTeNns W me JOCTaBsl JEKAPCTBEHHTE
IPONYKTH Ha HaMalleHHTE LEHM, CUHUTAaHO OT JaTara Ha NpPOMSHA HA IIOCIEIHHUTE B
Ilo3uTHBEeH JeKapCTBEH CHHCBK - ¢ mommuc M Mokpp meuar, 110 OBPA3EL]. Bcuuku
JeKJIapanyy noamnucanu ot A-p Emun lanes.

3a OH Ne2 - [lpeanoxeHue 3a H3NBJIHCHHE HA NOPBYKATA B CHOTBETCTBHE C
TeXHHYECKaTa crieluUKalus, U3rOTBeHo 1o [lpunoowcerue Ne 3, 3a OIT No2, HoMeHKIaTypu
NeNe 19, 20, 21, 82, 96, 98, 103, 113, 131, 143. Ilpencraps Jlexinapanus 3a ChITIaCHE C
KJay3uTe Ha Jorosopa - [lpunooicenue Ne 4; Jlexknapanus 3a CpOKa Ha BaNuIHOCTTAa HA
ogeprara - IIpunooicenue Ne 5; Jlekiapanus, 4e KOJIMYECTBATa 3a JICKAPCTBEHMS [IPOIAYKT Ca
HAJIMYHM, B Cioydaute o wi. 55 am 6 or 3JIIXM; [exnmapanus 3a OCHrypsBaHe Ha
HeoOXOIMMHUTE KOIMYeCTBa Ha OdepupaHHTe IPOAYKTH 3a LeNus CPOK Ha JOroBOpa;
Hexnapauus, 4e mpenjarasMTe JEKapCTBEHM IPOAYKTH Ca PETHCTPUpaHH 3a ymoTpeba B
CTpaHaTa M IPHUTEKABAT paspellMTESHHM 3a ymoTpeda, ceriacHo 3JIIIXM, nputexasat
cepruduKaTid YAOCTOBEPSBAIlM KAYECTBOTO HA INPOJAYKTHTE, JHICBAT OQUIHATHH
CHOOIEHMS MIIM OFPaHUIMTEIHE MEPKH 3a YIoTpe6a Ha JIEKapCTBEHH MPOLYKTH - C HOMIUC
u Mokep mevatr, II0 OBPA3EL; [lexnapanus, de odeprupaHuTe NeKapCTBEHH MPOAYKTH
HMaT HOPMATHBHO OIpeneNeHa eHa, ¢briacHo wi. 261a, an. 1 ot 3JIIIXM u npennaranara
0T Yy4YaCcTHMKA Il€Ha He HaJBHIIaBa CTOMHOCTTa Ha ONAKOBKA H3YHCIeHa Ha 0Oasa
pedepeHTHa CTOHHOCT, B Ciydall, 4e YYacCTHHKBT OBJEe OIpeNelieH 3a H3IIBIHUTEN
ABTOMATUYHO IIe ChoOpa3sBa MPOMEHUTE Ha ABPXKABHO DEryIHpaHWTE IeHH, KOTaTo € B
07132 Ha BB3I0XKuTens M Ie JocTaBA JieKapCTBEHUTE NPOAYKTH Ha HAMAJCHHWTE LEHH,
CYMTAHO OT [Jarara Ha NPOMsAHA Ha NocielHUTe B [103UTHBEH JIEKapCTBEH CIHCBK - C
noamuc ¥ Mokep mewar, IIO OBPA3EL. Bcuuku nexnapanuu moamucaHd OT A-p Emui
Janes.

3?®@APMHET” AJl, - YyacTHuKBT npefcraps Enunen eBpomeficku NOKYMEHT 3a
o0mecTBeHH NOPBYKM C HHQOpPMAIMS OTHOCHO JIMYHOTO CHLCTOSHHE HA YUYACTHHKA H
KpUTepHHTE 3a moadop, noanucad or Becka CmacoBa Mapeinka, yrnpaButesn. 3aBepeHO OT
yJacTHHMKa KomHe Ha PaspemeHue 3a TbproBus Ha enpo NelV-P-T-EU-S-008-02 ot
15.10.2013r, 3aBepeHo OT y4yacTHHKa Konue Ha Bamunua Jlunensus Ne T-83 ot 03.09.2013r,
Paspemenue 3a npoMsaHa Ha yuueHsus NeT-83 ot 22.11.2013r, u3nanena mo pena Ha wi.29,
a2 oT 3aKOH 3a KOHTPOII BBPXY HApKOTHUYHUTE BemecTsa u npekypcopute (3KHBII).

Komucugra IIpHeMa, 4e NpeUIOKEHUETO Ha yJYacTHHUKA OTroBapsa Ha H3UCKBAHHATA 32
JIMYHO CBHCTOAHHUC U Ha KPUTCPUUTE 32 H0ﬂ60p. HpellBI/I,II Ha TOBa, KOMHUCHATA CAUHOAYIIHO

P E II H

NPEMJIOXEHMETO sa yyacTHHKa OTrOBaps Ha H3MCKBAHUATA 34 JINYHO CHCTOSHHUE U
Ha KpUTEpUUTE 3a 1oa0op.

HpncmnBa KBM pasriiexxIaHe Ha TexuuyeckoTo IPEUIONKCHUE B KOHCTaTHpa:



Ilpemioxenre 3a H3IIBIHEHHWE HA IIOPHYKATa B CHOTBETCTBHE C TEXHHYECKATA
crienpduKanys, U3roTBeHo mo ITpunoocenue Me 3, 3a OIT Nel, momemxnarypa Ne 13.
IpencraBs Jlexmapanus 3a chbIjlacde C KIaysure Ha gmoroopa - Ilpunooicenue Ne 4;
Jlexmapaims 3a cpoKa Ha BANMMAHOCTTA Ha odeprata - [lpunooicenue Ne 5;  Jlexnapanus, e
KOJIMUeCTBaTa 32 JICKApCTBEHHs IpPOAYKT ca HAIWYHH, B CIydauTe 1o @I 55 am 6 or
3JIITXM; Jlexnapalds 3a OCHUrypsBaHe Ha HeOOXONUMHTE KONHYECTBA HA OQepHUpaHuTe
OpPOAYKTH 3a Lelds CpPoK Ha Jorosopa; Jleknapanus, 4e NpepnaraHuTe JEKapCTBEHH
IPOAYKTH ca PETMCTPUpAHA 3a ynorpeGa B cTpaHara M NPUTEXaBaT Pa3pelUHTENHH 32
ynotpe6a, chriacHo 3JIIIXM, npurexapaT cepTHOHKATH YAOCTOBEPABAIIH KadeCTBOTO Ha
IIPOIYKTHTE, JTHIICBAT OGHIMANHN CHOOIIEHH WK OTPAaHHYHTENIHE MEPKH 32 YIOTpeOa Ha
NEeKapCTBEHH NPOAYKTH - ¢ IMOAMHC H MOKBp mewar, I10 OBPA3ELl; Jlexnmapanusd, 4e
odepupaHuTe JIeKapCTBEHM NMPONYKTH MMAT HOPMATHBHO OINpeJeeHa HEHa, ChIIacHO ™l
261a, ar. 1 ot 3JIIIXM u npexnaradara OT YUacTHHKA 1leHa HE HaJBHINABAa CTOMHOCTTA Ha
ONAKOBKa M3UYMCIEeHA Ha 6a3za pedepeHTHa CTOMHOCT, B ciydal, 4e y4YacTHHKBT Obne
OIpesiefleH 3a M3IBIHATENl aBTOMATHYHO IMe choOpassdBa IPOMEHHTE Ha JIBPKABHO
pEryJIHupaHuTe LEHH, KOTaTo € B I0713a Ha BB3NoxuTels U IIe JOCTaBd JIEKAPCTBEHHUTE
NPOAYKTH Ha HaMalleHWTe LeHH, CYMTAaHO OT JjaraTa Ha IPOMAHA Ha TMOCICHHATE B
[T03WTHBEH NeKapCTBEH CIHCHK - € HOANHC B MOKbp medar, IO OBPA3EILl. Benuku
JieKiapanuy rnoanucany ot Becka Mapermka.

42CO®APMA TPEUJUHI” AJl ~ VvuacTHHKBT OpencraBs Inanka ¢ EmuHeH
eBPOIIEHCKA JIOKYMEHT 33 OOIIECTBEHH ITIOPBYKH ¢ MH(GOPMausi OTHOCHO JIMYHOTO CHCTOSHHIE
Ha YYaCTHHKA ¥ KpUTEpUHTE 3a Ioxbop, nommvcamy ot Jumarep J[EMUTPOB, AJNEKCaHIBD
Paitues u Oruse JIOHEB — IPeICTABIABAINM. 3aBEPEHO OT YYAaCTHHKA Konme Ha PaspeiieHue
3a ThproBus Ha enpo NelV-P-T-EU-S-046, 3aBepeno OT y9JacTHHKA KONHME Ha BalWIHA
Jlumemsus Ne T-7 ot 10.06.2013r, Pazpewenne 3a mpomsHa Ne3-2012/19.09.2013r,
Paspemenne 3a mpoMsHa Ha jmuensus NeT-7 or 16.04.2014r, Paspemenue 3a npomsiHa 3a
m3pbpmBane Ha geiroct Ne3-2012 ot 23.07.2014r, Paspemenne 3a NIpoMsHa Ha JIAIEH3AS No
T-7 or 15.04.2015r, BCHYKH H3AaJeHU 1O pena Ha w29, an.2 or 3akoH 3a KOHTPOI BBPXY
HapKOTHYHMTE BemecTsa i mpexypcopute (3KHBII).

KoMmucusra nopHeMa, 4e NpeaIoXKEHHCTO Ha yJacTHHKa OTrosapsl Ha H3MCKBAHHATA 3a
JHUYHO ChCTOSHHUEC M HA KPUTCPHHATE 3a HOlI60p. Hpemsmx Ha TOBA, KOMHCHATA COMHOILYIIIHO

P E II U

[MPEJIOKEHUETQO Ha yJacTHHKA OTTOBaps Ha H3UCKBAHMATA 33 JIMYHO CHCTOSHHE U
Ha KpUTEPHHTE 32 10A00D.

HpHCT’LHBa KBEM pasriexiaHe Ha TexHryeckoTO IIpeIOKECHNE A KOHCTAaTHPAa!

3a OIl Nel — IIpmmara menHoMowmHo oT JumuTsp [eoprues JIUMHTpPOB, C KOCTO
yrenEOoMomasa Pymen Pages Kones, per. Ne2309 ot 13.05.2016r, JIro6xa CotHpoBa ¢ paiftoH
PC-Codmus, per.Ne400, IpemmoxeHne 3a WM3IIBIHCHHE HA IOphYKAaTa B CHOTBETCTBHE C
TeXHHYecKaTa CIelu(UKaIs, H3rOTBeHo 1o [Ipunodicenue Ne 3, 3a OII Nel, moMeHKJIaTypH
NeNe 10, 11, 12, 13. TlpencraBs [leximapanys 3a Cbriacue ¢ Kilay3uTe Ha Jorosopa -
Ipunooicenue Ne 4; Jlexnapauyst 3a Cpoka Ha BATUIHOCTTA Ha oteprara - IIpunooicerue Ne 5,
Jlexnapaias, de KOJM4ecTBaTa 3a JIeKapcTBEeHMs! IPOJYKT €2 HaNMIHH, B CIIyIanTe IO "I 55
ar. 6 or 3JIIIXM; Jlexmapanus 3a OCHrypsBaHe Ha HeoOXOIUMHUTE KOJIMYEeCTBA Ha
odeprpaHuTe NPOAYKTH 3a IleNWs CPOK Ha JIOroBOpa; Jlexnapanuys, 4e IpejlaraHuTe
JeKapcTBEHH IIPOAYKTH Ca pETHCTPHpaHH 3a ynorpe6a B CTpaHara W IIPHTEXKaBaT
paspemWTeNHH 3a  ymorpeba,  CBIJIACHO 3JIIIXM, mpuTexaBarT cepTHQUKATH



YIOCTOBEpSIBAI Ka4eCTBOTO Ha MPORYKTHTE, JMICBAT OQHMIMANHH CHOOLICHHS HIH
OrpaHHAYMTENHA MEPKH 3a yNoTpeba Ha IeKapCTBEHH IPOJYKTH - C MOAIUC U MOKBD II€Yar,
ITIO OBPA3EL]; Hdexnapamus, ye odepupaHuTe JIEKapcTBEHH NPOLYKTH MMaT HOPMAaTHBHO
oTpe/ieNieHa [IeHa, ChITacHo Wi, 261a, an. 1 ot 3JIIIXM u npennaranaTa oT yJacTHHKA [[€HA
He HaJBHINABa CTOHHOCTTa Ha ONAKOBKAa M3UHCIeHa Ha 0a3a pedepeHTHa CTOHHOCT, B
cllyyal, 4ye y4aCTHHKHT Obie OIpeseleH 3a H3MBIHHUTENl aBTOMATHYHO INE ChoOpazsiBa
IPOMEHHTE Ha IBbPXKaBHO peryjupaHHTe IIeHH, KOTaTo € B I0J3a HAa BB3IoXHTENsI X e
IOCTaBs JIEKApCTBEHUTE IPOAYKTH Ha HaMaJeHUTE I[EHH, CYMTAHO OT JaTara Ha IpOMIHA Ha
nocnenuuTe B Ilo3UTHBEH JIEKapCTBEH CHHCBK - ¢ momgnuc ¥ Moxbp neuar, 11O OBPA3EIL.
Bewyxn nexnapanuu noanucasu ot Pymen Kozes.

3a OII Ne2 — Ilpumara oeaaomomao oT Jdumutsp I'eoprues umutpo, ¢ xoeTo
ynbinaomornasa Pymen Paues Koie, per. Ne2309 ot 13.05.2016r, JIrobka Cotuposa c paiion
PC-Codus, per.Ne400, IlpemnosxkeHHe 3a H3MBIHEHWE HA [OPHUKATa B CHOTBETCTBHE C
TeXHHUYecKarTa crenMQuKanus, U3rorseHo no Ilpunoocenue Ne 3, 3a OII No2, HOMeHKIIATYpH
NeNe 1, 2,4, 5,13,17, 22,32, 38,40, 41, 42, 44, 46, 47, 49, 51, 52, 53, 54, 55, 67, 68, 69, 73,
74,76, 91, 108, 109, 122, 135, 141, 142, 143, 144, 145. IIpencrass Jexnapamus 3a csriacue
C KJIay3uT€ Ha Jorosopa - Ilpunoscenue Ne 4; Jlexnapanus 3a cpoka Ha BaJIHJHOCTTA HA
oteprara - [lpunooscenue Ne 5; Jlexnapanus, 4e KOJIMYECTBATA 32 JIEKAPCTBEHUS IIPOAYKT Ca
HaJIMYHH, B ciaydyauTe 0o wi. 55 an. 6 or 3JIIXM; Jlexnapaius 3a ocHrypsBaHe Ha
HEOOXOMUMHTE KOJIHMYECTBA Ha OQEpUpAaHUTE NPOAYKTH 3a [EIHs CPOK Ha JOroBopa;
Jexnapanus, 4e npeajiaraHUTe JEKapCTBEHH NPOAYKTH Ca PErHcTpHpaHH 3a ymortpeba B
CTpaHaTa H IIPUTEXaBaT paspellMTeNHH 3a ynoTpeba, ceriacHo 3JIIIXM, mpurexarat
CepTUQHUKATH yHOCTOBEPABAlld KadeCTBOTO HA MPOAYKTHTE, JHICBAT O(UIIHAIHH
CHOOIIEHNS NI OrPaHUYUTEITHE MEPKH 3a yroTpeba Ha JISKapCTBEHH MPOAYKTH - ¢ TOMIKC
u Moxep neuar, [I0 OBPA3EL]; Mexnapamnus, de odepupaHuTe JIEKapCTBEHH IIPOIAYKTH
UMaT HOPMATHBHO OIpeZelieHa lieHa, ChrilacHo Wwi. 261a, an. 1 ot 3JIIIXM u npennaranara
OT yYacTHHKA I[€Ha He HaJBHINaBa CTOHHOCTTAa Ha ONAKOBKa W3YKHCIeHa Ha 0Oasa
pedepeHTHa CTOHHOCT, B Cly4yalf, 4Ye YYaCTHHKBT OBJe OIpeieleH 3a H3MBIHUTEI
aBTOMaTH4HO IIEe ChOOpa3sBa NMPOMEHHUTE HA JBPXKABHO pPEryJIHpaHUTE IEHH, KOraro € B
nosi3a Ha Be3ilokuTens U INe AOCTaBs JIEKAPCTBEHHTE NPOAYKTH Ha HAMAaJICHHTE IIEeHH,
CUMTaHO OT JaTaTa Ha NpOMsHa Ha mocienaauTe B IJO3HTHBEH JeKapCTBEH CIHCBK - C
nognuc ¥ Moksp neuat, [10 OBPA3EILL. Benukn nexmapanuu nognucanu ot Pymen Kones.

Komucusra npuxmoun paborta B15.30 yaca.

Komucusra npoxsmxasa pabora Ha 14.07.2016r, ot 14.00 yaca.

5”AJITA ©APMACIOTUKTDIIC” EOOJl — YuacTHHKST IPENCTaBs Manka ¢ EnuHen
€BPOIIEHCKH JOKYMEHT 3a O0INECTBEHH NOPHYUKU C HH(POPMAIUS OTHOCHO TUYHOTO CHLCTOSHHE
Ha ydJacTHHKa M KpHTEpPHHTE 3a moadop, momnucanu or Becka Komnepa, mbIHOMOIIHHK.
3aBepeHO OT ydJacTHHKaA xonue Ha Paspemenne 3a ThproBus Ha enpo NelV-P-T-EU-S-087-2
ot 15.09.2015r. Komwmcusta mpreMa, 4Ye IPENJIOXEHHETO Ha Y4YaCTHMKa OTroBaps Ha
HM3MCKBaHMATA 33 JMYHO CBHCTOSSHME W Ha KpuTepuure 3a noxbop. Ilpensup Ha TOBa,
KOMHCHSTA €XHHOIYIITHO

P E II U

ITPEJIOXEHHMETO nHa yyacTHHKa OTroBapst Ha M3UCKBAHMSITA 33 JIMYHO CHCTOSHHUE H
Ha KpUTEpHHUTE 3a 1oa00p.

HpHCT’BHBa KbM pasryiexJaHe Ha TexHuIECKOTO NPENJIOKEHHUC U KOHCTATHpA.

3a OII Nel — IIpunara neraomomnao oT Toxop Houes Jloues, ynmbpiHoMoInaBa Becka
XKexosa Komnegra, per. Ne14798 ot 28.06.2016r, Anexcanasp Yaxbpor c paiion PC-Codus,



per.\e310, IpemnoskeHne 3a M3NBIHEHHE HA IOPBUKATa B CHOTBETCTBHE C TEXHHYECKATA
crenuHKaIHs, H3roTBEHO 110 ITpunoocenue Ne 3, 3a OIT Nel, womenxnarypu NelNe 10, 11, 14.
Ilpenctasst Jlexnapais 3a ChIjlacHe € KIay3uTe Ha porosopa - IIpunooicenue Ne 4,
Jlexnapanus 3a CpoKa Ha BaIMAHOCTTa Ha odeprarta - [lpunosicenue Ne 5; Jlexnapanus, 4e
KOJIMYECTBATA 34 JIEKAPCTBEHHS MPOAYKT Ca HANMYHH, B CIydaure OO0 Wi 55 am 6 or
3JITIXM; Jlexknapanus 3a OCHIypsBaHe Ha HEOOXOAWMHTE KoJMuecTBa Ha obepHpaHuTe
OPOOYKTH 3a WeNHs CpoK Ha Joropopa; Jlewiapanud, 4e€ MpeJjiaraHuTe JIEKapCTBEHH
IPOAYKTH Ca pPEeTHCTpPHpaHH 3a ynorpeba B CTpaHaTa M IPUTEXKaBaTl Pa3speluIUTENIHH 32
ynorpeba, ceriacuo 3JIITXM, nputexaBaT cepTHQHKATH yIOCTOBEPSABAINM KaYeCTBOTO Ha
HPOAYKTHTE, JHAICBAT OQHIHUATHNA CHOOLIEHHS MM OrPAaHUYHTENIHA MEPKH 3a ynoTpeba Ha
JIEKApCTBEHM MPOAYKTH - ¢ Ioxmuc ¥ Mokbp medar, [IO OBPA3EILL; Mexnapamus, |e
oeprpaHuTE JNEKAPCTBEHH IPOJYKTH MMaT HOPMAaTHBHO OIIpejeli€Ha I€Ha, ChIIAacHO I
261a, an. 1 ot 3JIIIXM u mpenyaranara OT yYacTHHKA II€HAa He HaJBHIIAaBa CTOWHOCTTA Ha
OIIAaKOBKA M3YMCIeHa Ha Oasa pedepenTHa CTOHHOCT, B ciydal, 4e y4YaCTHHKBT ObJe
ompeleneH 3a U3IBIHATE] 2ABTOMATHYHO INe cboOpassiBa IIPOMEHUTE HA JIBbpPXKaBHO
peryiMpaHuTe NEHH, KOTaTo € B II0JI3a Ha BB3Io)KMTENd M I JOCTaBs JIEKAPCTBEHHTE
OPONYKTH Ha HaMaJleHHTe IIeHHW, CUMTaHO OT Jarara Ha NpOMsHA Ha IOCIEIAHHTE B
ITosuTHBEH JIEKAPCTBEH CHHUCHK - ¢ moamuc ¥ Mokbp nedar, [10 OBPA3EILL Bcewmuxu
neknapanyu noanucanu ot Toxop Jlodes, ynpaBuTe.

6."TBPIOBCKA JIMI'A — HAILIT” AJ] — VuacTHHKBT HpencraBs Ianka ¢ EnuHeH
€BPOIIEHCKH JOKYMEHT 3a OOIIECTBEHH IIOPHYUKH ¢ HH(POpMAIHs OTHOCHO INYHOTO CHCTOSHHE
Ha yYacTHWKa WM KpuTepuuTe 3a monbop, mopmucanum oT Taxsop boxocss, Msn.nmp. u
npeac.na YC, Enena Kamenos, IIpesnc.na Hanzopen ceeet, npod).Toru Bexos, Hsm.aup. u
wien na YC, XXusko Kones, wien Ha Hamsopen ceer, Tuxomup Kamenos, unen Ha YC,
Tauuena KocranuHoBa, yIpaBuTe)l Ha apxuTeKTypHO 0ropo «Xengenes» EOO/. 3asepeno ot
yuacTHHKA KOIHWE Ha Paspemenwe 3a Thpropus Ha enpo NeIV-P-T-EU-S-129-1 or
14.03.2016r. Kommcusara 1mpuema, dYe IPEANOKEHHETO Ha YYacTHHKA OTroBaps Ha
W3MCKBAHUATA 32 JHMYHO CBHCTOSHHE W Ha KpurepuuTe 3a noxbop. [lpensun Ba TOBa,
KOMHCHSATA €AMHOLYIITHO

P E I0D U

IMPEJJVIOXXEHUWETO Ha yyacTHHKA OTrOBaps Ha H3MCKBAHHATA 34 JIMYHO CHCTOSHHUE H
Ha KPUTEPHUTE 33 I0I00D.

HpI/ICT'LHBa KBM pasriieiXKaaHe Ha TexuuueckoTo TIIPEUIOKEHHE H KOHCTAaTHPA!

3a OII Nel — Ilpunara neiaaomoinHo oT TakBop boxocsdH, ¢ KOETO ymbIHOMOINABA
Jnana 3xpaskoBa 3anosHad, per. Ne6144 ot 16.03.2016r, Anekcannpp Yakspre ¢ padion PC-
Codmus, per.Ne310, IIpemtoxeHse 3a H3NBIHCHHE Ha IOpbBYKaTa B CHOTBETCTBHE C
TeXHWYEeCKaTa CrenuduKanysi, usrotseno no [Ipunooicenue Ne 3, 3a OIl Nel, HOMEHKIATypH
NeNe 14. Tpencrapsa Jlexnapanus 3a Chrilace ¢ Kilay3ute Ha Jorosopa - Ilpunoocenue Ne 4;
Jexnapanys 32 cpoKa Ha BamMaHOCTTa Ha odeprarta - Jlpunosicenue Ne 5; Jlewnapanms, de
KOJIHUECTBATa 33 JIGKAPCTBEHMA MPOAYKT ca HANMYHY, B Clydaute mO wi. 55 al 6 oT
3JIMIXM; Jlexnapanus 3a OCHTypsBaHe Ha HEOOXOAMMHTE KOJM4ecTBa Ha odeprpaHuTe
IPOAYKTH 32 IeNHs CpPOK Ha Joropopa; [exnmapamys, 4e IpPELIaraHuTe JCKapCTBEHH
IPOAYKTH Ca PErHCTPHUpaHH 33 ynorpeba B CTpaHaTa W HPHTEXAaBaT PaspellUTeNHH 32
ynorpeba, curimacso 3JIIIXM, mpurtexaBaT cepTHQUKATH yAOCTOBEPABAINM KaIEeCTBOTO Ha
IPOLYKTHTE, JIUICBAT OGHUIHAIHN CHOOUIEHUS MK OTPaHUYHTEIHHA MEPKH 34 ynotpeba Ha



JIEKapCTBEHM MPOAYKTH - ¢ mopmuc u Mokbp neuar, 11O OBPA3ELL; [leknapanus, ge
o()epHpaHHTEe JIEKApCTBEHH NPOIAYKTH MMaT HOPMATHUBHO OIpEAENEHA II€HAa, ChIVIACHO WII.
261a, an. 1 ot 3JIIIXM wu mpeayaranaTa OT yYacTHUKa [€HA He HaJBHIIaBa CTOMHOCTTA HA
OIIaKOBKa HM3YHCJICHA Ha 0asa peepeHTHa CTOMHOCT, B clyd4ai, 4e¢ YYacTHUKBT ObJE
OmpeJieicH 3a HU3NBIHUTEN aBTOMAaTHYHO Ine cbhoOpassiBa IMPOMEHHUTE Ha JBPXKABHO
peryiupaHuTe IeHH, KoraTo € B IoJNi3a Ha BB3JIOKHTENs H INe N0CTaBs JIEKapCTBEHUTE
OPOAYKTH Ha HaMaJleHWTe LEHH, CUMTaHO OT JaTaTa Ha I[pOMsHA Ha IOCIEIHHUTE B
[Jo3uTHBEH JeKkapcTBeH CHUCHK - ¢ mommuc ¥ Mokbp medar, 110 OBPA3EL]. Bcuuku
JleKJlapanuy NoAnyMcany oT JJuana 3ano3Has, IbJIHOMOIIHUK.

3a OIl Ne2 — [lpunara OBIHOMOMmIHO — 3aBepeHO Komme. llpemioxenue 3a
U3IIBTHCHUE Ha IIOPBYKATa B CHOTBETCTBUE C TEXHHUECKATa CHEUU(HUKAIUSI, U3rOTBEHO II0
Ipunooicenue Ne 3, 3a OIl Ne2, momermkmatypum NoeNe 143. IlpencraBs [exnapaunus 3a
ChIUIacHe C KJIay3ure Ha joroBopa - Ilpunooicenue Ne 4; Jleknapanms 3a cpoka Ha
BaIugHOCTTa Ha odeprara - Ilpunoowenue Ne 5; Jlexnapamus, de KojudecTBara 3a
JIEKapCTBEHHUs IIPOLYKT ca HATUYHH, B ciIydauTe 1Mo wi. 55 ai. 6 ot 3JIIIXM; [exnapanus 3a
OCHUTypsIBaHE Ha HEOOXOAMMHUTE KOJIHYECTBA HA OGepHPaHUTE NMPOAYKTH 3a LENHA CPOK Ha
Jorosopa; Jlexiapauus, 4ye IpelJlaTaHUTE JIEKapCTBEHH INPOJYKTH Ca PETUCTPUPAHHU 3a
ynorpeba B cTpaHaTa H IIPUTEXaBaT paspemuTenHH 3a ymorpeba, cprimacHo 3JIITXM,
OpuTexaBaT CcepTUQHUKATH YIOOCTOBEPSABAINM KAaYeCTBOTO HA NPOAYKTHTE, JIMIICBAT
opunuadHu CcHOOLIEHUS WM OrPaHUYUTEIIHH MEPKH 32 ymorTpeba Ha JIeKapCTBEHH
OpoAyKTH - ¢ moamuc M Mokbp nedat, [IO OBPA3ELL; Jexnapamus, ye odepuapaHuTe
JIEKApCTBEHU NIPOJYKTH HMAaT HOPMATHUBHO OIpeesieHa I€Ha, ChIlacHo Wi. 261a, an. 1 ot
3JIIXM H npeanaraHata OT YYacTHHMKa IIeHA HE HAJBHMINABA CTOMHOCTTA Ha OIIAKOBKA
u3ukciieHa Ha 0a3a pedepeHTHa CTOHHOCT, B Ciiydail, 9e y4acTHHKBT Oble OIpeneicH 3a
H3IBIHHTE] aBTOMATHYHO IIE ChOOpassiBa IPOMEHHTE HA JBPXKABHO PEryIHpaHUTe IEHH,
KOTaTo € B I1013a Ha BB310KUTENS B e JOCTaBs JIEKApCTBEHUTE MPOIYKTH Ha HaMaJIeHUTE
LEHH, CYATAHO OT JaTaTa Ha IPOMsIHA Ha HocieIHUTe B [I03UTHBEH JIEKapPCTBEH CIIUCEHK - C
oanuc ¥ Mokbp neyat, [IO OBPA3EIL.

7.”b. bpayn Memgukan” EOO/ - VYuacTHUKBT NOpeAcTaBs IankKa ¢ ExuHeH
€BPOIEHCKH JOKYMEHT 3a OOIIECTBEHH IOPHYKM C HHPOPMAIIHS OTHOCHO JIHYHOTO CHCTOSHHE
Ha yJacTHHMKa M KpuUTepuuTe 3a mozabop, moamican ot Xopcer llroep m Maudpen Mapre,
IOpeJcTaB/IsBallK. 3aBEpEHO OT yJacTHHKA KOIMe Ha PasperneHue 3a Thproeus Ha eapo NelV-
P-T-EU-S-030-2 ot 09.04.2015r. KomucusaTta nmpuema, 4ye MNpEeAIOKEHHETO HA YJYaCTHHKA
OTroBapsl Ha M3UCKBAHUATA 3a JIMYHO CHCTOAHHE U Ha KpuTepuurTe 3a moxbop. Ilpensun ma
TOB2, KOMUCHUSATA €IUHOJIYIITHO

P E II H

IMPEJJIOXEHHMETO Ha yyacTHHKa OTrOBaps Ha M3MCKBAHUATA 32 JIMYHO CHCTOSHUE U
Ha KpUTEPHHUTE 32 T0AO0p.

HpHCT’BHBa KBM pasrjicxigadne Ha TexuuueckoTo MPEIIIOKCHUEC H KOHCTATHpA:

3a OII Ne2 — [Ipunara meaHoMomHO oT Xoper lroep u Mandper Mapie, ¢ koeto
ympaHoMomnaBaT [lersp [{BeTanoB Acenos, per. Ne12486 ot 26.05.2016r, Aua Haiinenona c
pation PC-Codus, per.Ne558, IIpennoskeHne 3a U3IBIHEHHE HA IOPHYKATA B CHOTBETCTBHE C
TeXHUYECKaTa crelu(uKalms, U3roTeeHo 1o I1punoscerue Ne 3, 3a Oll Nel, HoMeHKIaTypH
NeNe 19, 20, 21, 134 u 137. llpencrassa Jlexnapanus 3a cbIjlacHe ¢ KJIay3uTe Ha JJOroBopa -
ITpunooicenue Ne 4; Jlexapalius 3a cpoka Ha BaIUAHOCTTA Ha odeprtata - Ipunodicenue Ne 5;
Jexnapanus, 4e KoJId4ecTBarTa 3a JIEKapCTBEHU IPOAYKT ca HaJIYHH, B CIy4anTe IO Wi 55
ain. 6 ot 3JIIIXM; [Hexnmapamusa 3a OCHTypsBaHe Ha HEOOXOAMMHTE KOJIMYECTBA Ha



odepupaHuTe MPOAYKTH 3a LENus CPOK Ha JNOroBopa; [exnapanusg, de NIpeaIaraHuTe
JIEKApCTBEHM TMPONYKTH Ca pErucTpUpaHu 3a ynoTpeba B CTpaHaTa M IIpUTEXaBaT
paspemiuTenHM  3a  ymoTpeba, cwrmacuo  3JIIIXM, npurexaBaT —cepTHQHKATH
YIOCTOBepSBAIIM KAa4yeCTBOTO HA MPOIYKTHTE, JIMICBAT OQUIMATHU CHOOINEHUsS MM
OrpaHUYMTENHI MepKH 3a yrotpeba Ha JeKapCTBEHH MPOIYKTH - C NOANKC M MOKED I1edar,
IIO OBPA3ELL; Jexnapanus, ge odepupaHuTe JIEKapCTBEHH IPOAYKTH HMAaT HOPMATHBHO
onpelelieHa IeHa, cbriuacHo wi. 261a, an. 1 ot 3JIIIXM u npemnarasata OT ydaCTHHKA IEHA
HE HaJBUIIABa CTOWHOCTTA Ha ONAKOBKAa HM34YMCIeHAa Ha 6a3a pedepeHTHA CTOMHOCT, B
cilydaif, 4e y4JacTHUKBT OBIe OmpelefieH 3a H3IMBIHWUTE]T aBTOMATWYHO Ine chobpassBa
TMPOMEHUTE Ha IBPXKABHO PETyIHPAaHMUTE LEHH, KOraTo € B IoJji3a Ha Beanoxurens u e
JIOCTABS JICKAPCTBEHHUTE NPOAYKTH HA HAMAJICHUTE IIEHH, CYUTAHO OT JATATa Ha IPOMIHA Ha
nocyenuute B [J03UTHBEH JIEKAPCTBEH CIHUCHK - C IOAMUC ¥ MOKBp neyat, I10 OBPA3EIL.

KoMucusara koHCTaTHpa, Ue MPEACTABEHUTE U PA3IIEAaHU TEXHUYECKH IIPEIIIOKEHUA
OTrOBapsT HA M3MCKBAHUATA KbM YJIACTHHIIUTE, IPEIBAPHTEIHO 3a/{aicHU B OOSBICHHUETO 32
OIl.

Hasure ca ycnosusara 3a mpeMUHaBaHe KBM PasIIeXAaHe Ha ICHOBUTE NIPEAIOKEHHS
Ha YYaCTHHIUTE.

[IpexBun ropeusnokeHoTo M Ha ocHoBanue wi57, an.3 ot IIII30II, xomucusara
€MHOIYIIHO,

P E II "

HACPOUBA oTBapsHe Ha LIEHOBHUTE NpeUIOXKEHHs Ha ydacTHHumTe 3a 19.07.2016r,
13.00 uaca, B xabumer ,,CyeTOBOACTBO”, B crpaga ,Jlpuerepamus”’ Ha ,,KomiuiekceHn
oukonoruyeH nentbp-Illymen” EOO/L, rp.Illymen, yin.”B.Anpunos” Ne63.

Crobmenue 3a HaCTOAIIOTO PellieH e Ja ce T0CTaBH B Npoduia Ha KyllyBaya.

Komucusra npuxoroun pabota B 15.00 yaca

/ Xanera J{oHena /
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